PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

®depepanbHbIf 3aKkoH oT 12 anpens 2010 r. N 61-P3 "O6 o6paleHun nekapcTBEeHHbIX
cpencTtB" (C UIBMEHEHUSIMU U OONOSTHEHUSAMMU)

C u3MeHeHUSIMH U JOIMOJTHCHUSIMMU OT:

C U3MEHEHUSIMH U JOIOJIHEHUSIMH OT:

27 nrons, 11 oxtsa6ps, 29 Hosg0pst 2010 r., 6 gexadpst 2011 r., 25 urons, 25 nexadbps 2012 r., 2 utond, 25
Hosg0ps 2013 r., 12 mapra, 22 oxra0psa, 22 nekadpsa 2014 r., 8 mapra, 29 wurons, 13 wurons, 14, 29
nexaops 2015 r., 2 urons, 3 uroag 2016 r., 29 uroms, 28 nexaops 2017 r., 4 uronst, 28 Hos6pst, 27
nexabps 2018 r., 6 urons, 26 utoins, 2 aBrycra, 27 gekaops 2019 r., 26 mapra, 1, 3 anpens, 13 urons, 8,
22 nexadbps 2020 r., 11 urons, 2 uroins, 30 mexadps 2021 r., 8, 26 mapra, 14 uroins, 20 oxtsops, 5, 19,
29 nexabpsa 2022 r., 28 amnpens, 24 wuroist, 4 asrycra, 19 oxrssops 2023 r., 30 saBapst, 8 aBrycra, 26
nexaopst 2024 r.

MpuHaT NocyaapcTtBeHHon [lymon 24 mapTa 2010 ropga
Opo6peH Cosetom Pepgepaumnn 31 mapTta 2010 roga

T'APAHT: CM. KOMMEHTapum k HacrosimeMmy PeaepaabHOMY 3aKOHY

T'aasa 1. O01Me mojoKeHus

Cratba 1. HpC,E[MCT PEryjinpoBaHust HACTOAIICTO @eﬂepaﬂbHOFO 3aKOoHa

Hngopmayus 06 usmenenusx: Yacmo 1 uzmenena ¢ 30 saueaps 2024 2. - ®edeparsibHbll 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

1. Hacrosimuii denepanbHblil 3aKOH PEryJIMpyeT OTHOIICHUS, BOSHUKAIOIINUE B CBS3H C OOpAIICHUEM -
pa3paboTKOM, JOKIMHUYECKUMH  HWCCIICOBAHUSMHU, KJIMHUYCCKHUMH  HUCCIICOBAHUSMHU, OSKCIEPTU30H,
FOCYJapCTBEHHONW perucTpanueil B COOTBETCTBHHM C HacrosmmMm @DenepanbHbIM 3aKOHOM (faiee -
TOCYJapCTBEHHAS] PETHCTPAIUs) WM PETHUCTpaldeld B COOTBETCTBUM C MEXKIYHAPOJHBIMH JIOTOBOpaMH H
aKTaMH, COCTaBIIIONIMMH TpaBO EBpa3niickOro 3KOHOMHYECKOTO COI03a (Jajiee - perucrpanus), co
CTaHAAPTU3AIMEH U ¢ KOHTPOJIEM KadeCcTBa, IIPOU3BOJICTBOM, H3TOTOBICHHEM, XPAHCHHUEM, TTIEPEBO3KOMH, BBO3OM
B Poccuiickyto ®enepanuio, BbIBo3oM u3 Poccuiickoit ®denepaiuu, pekiiaMOM, OTIYCKOM, pealu3aluei,
rnepeaayvei, IpUMEHEHHEM, YHUUTOXEHUEM JICKAPCTBEHHBIX CPEACTB.

HUndopmayus 06 usmenenusax: ®edeparibHbIM 3aKOHOM om 25 uiona 2012 2. N 93-®@3 ¢ uacme 2 cmamou
1 nacmosiue2o @edepanbio2o 3aK0HA GHECEeHbl USMEHEHU
Cm. mekecm Yyacmu 8 npedbidyweli pedakyuu

2. Hacrosimuii ®denepainbHblil 3aKOH YCTaHABIMBAET MPUOPUTET TOCYJAPCTBEHHOI'O PETYIUPOBAHUS
6e3onacHoCTH, kKayecTBa u 3PIPEKTUBHOCTU NEKAPCTBEHHbLIX CPEACTB MpH MX 0OpaIleHHH.

IF'APAHT:  Cwm. KOMMeHTapuu k cratee 1 Hactosimero denepaibHOro 3aK0Ha

Cratbsa 2. Chepa npumenenns Hactosmero deneparsHOro 3aKoHa
Hacrosmuit denepanbHbIl 3aKOH NPUMEHSETCS K OTHOIICHHWSM, BO3HHKAIONIAM TIPH OOpaIieHUH
JIEKapCTBEHHBIX CpelcTB Ha Tepputopuun Poccuiickoit denepanum.

IF'APAHT:  Cwm. KOMMEHTapuu k crathe 2 Hactosmero denepaibHOro 3aKoHa

CtaTtbs 3. 3aK0HOAATENBECTBO 00 OOPAIEHNH JEKAPCTBEHHBIX CPEICTB
1. 3akoHOATEIBCTBO 00 OOpAIICHHH JICKAPCTBEHHBIX CPEACTB COCTOUT U3 HacTosIero deaepaibHOro
3aKoHa, Apyrux pefepanbHbiX 3aKOHOB 1 HHBIX HOPMATHBHBIX MPABOBBIX akTOB Poccuiickoi deaepanuu.

Hupopmayus 06 usmenenusx:  Yacmo 1.1 usmenena ¢ 1 cenmabops 2023 2. - @edeparibHbil 3aKOH om 4
aseycma 2023 2. N 428-D3
Cwm. npedbidywyto pedakyuro

1.1. 3akoHOMATENBECTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEACTB B OTHOUICHHH IOPHIUYECKHUX IUI] U
VMHIVBUIYATHHBIX TPEANPUHUMATEICH, OCYIISCTBISIONINX ACATEIBHOCTh Ha TEPPUTOPHU MEXKIyHAPOTHOTO
MEIUIUHCKOTO KJIacTepa, MPUMEHSICTCS C yYeTOM OCOOCHHOCTEH, ycTaHOBICHHBIX PefeparnbHbiM 3aKOHOM
ot 29 urons 2015 roga N 160-®3 "O MexayHApOIHOM MEAMIIMHCKOM KJIAacTepe U BHECEHUH H3MEHEHUU B
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OTHEThHBIC 3aKOHOIATEIbHBIC aKThl Poccuiickoit denepammn’.

2. JlefictBue Hacrosimero PenepaqbHOTO 3aKOHA PacIpOCTpaHseTcs Ha oOpalieHHe HApKOTHYECKUX
JIEKapCTBEHHBIX CPEJCTB U MCUXOTPOITHBIX JIEKAPCTBEHHBIX CPENICTB C YIETOM 0COOEHHOCTEH, YCTaHOBIEHHBIX
3aKoHopaTenbCTBOM Poccmiickoit denepalin 0 HAPKOTHISCKUX CPEACTBAX, IICHXOTPOIHBIX BEIIECTBaX M 00
HX IPEKypcopax.

3. HeiictBue Hacrosmero @enepadbHOrO  3aKOHa  paclpoCTpaHsercs Ha  oOpalieHue
paauodapManeBTUYECKUX  JICKAPCTBEHHBIX  CPEACTB € Y4eTOM  OCOOEHHOCTEHW,  yCTaHOBIICHHBIX
3akoHoaTernbCcTBOM Poccutickoit @enepanyu B 001acT oOecTieueHNs paJualliOHHON 0€301MacHOCTH.

Hupopmavyus 06 usmenenusx: HYacmo 4 uzmenena c¢ 30 aneaps 2024 2. - ®edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. rpedbidywyro pedakuuro

4. Ecnn mexayHapoaHbeiM noroBopoM Poccwuiickoit deneparuu, MexXIyHAPOIHBIMU JIOTOBOPAaMHU H
AKTaMH, COCTaBJISIONIMMU TPaBo EBpa3uiickoro 3KOHOMHYECKOTO COr03a (Jajiee - aKThl, COCTABISIONINE MIPABO
Co103a), ycTaHOBIIEHBI MHbBIE IIPAaBUJIA, YEM T€, KOTOPBIE NPETyCMOTPEHbl HacTosKuM deaepanbHbIM 3aKOHOM,
MPUMEHSIOTCS TIPaBUIIa MEXKTYHAPOHOTO JOrOBOpa, MPaBUIIa, COACPIKAIIUECS B aKTaX, COCTABJISIONIUX MPABO
Coro3a.

Hupopmayus 06 usmenenusx:. Cmamos 3 dononnena wacmoio 4.1 ¢ 8 oexabps 2020 2. - @edepasibHbIl
3aKoH om 8 dexabpsa 2020 e. N 429-D3

4.1. PemeHust MEXTOCyIapCTBEHHBIX OPTaHOB, MPUHATHIC HA OCHOBAHUH MOJOKEHUN MEXKTyHAPOIHBIX
noroBopoB Poccuiickoit ®exepariin B UX HMCTOJKOBAaHUH, MpoTuBopedamieM KOHCTUTYLMU Poccuiickoii
Oenepanuy, HE TOJJICKAT HCMONHEHHWIO B Poccwmiickoit ®enepammm. Takoe HpOTHBOpEYHE MOXKET OBITh
YCTaHOBJICHO B MOPALKE, onpeAeieHHOM (eepaabHbIM KOHCTUTYITHOHHBIM 3aKOHOM.

5. B Poccuiickoii ®exnepaniii B COOTBETCTBUU C MEXIYyHApOJHBIMU JOoroBopamu Poccuiickoi
Qenepanny U (WIKM) HA OCHOBE MPUHIIMITA B3aNMHOCTH TPU3HAIOTCS PE3YIbTaThl KIMHHYECKUX HCCIEOBAHNN
JIEKapCTBEHHBIX MpenapaTroB I MEIULUUHCKOIO MPUMEHEHUs, MPOBEICHHBIX 3a MpeAciiaMU TEPPUTOPUU
Poccuiickoit ®enepanumn.

IF'APAHT:  Cwm. KOMMEHTapuu k cratse 3 Hactosmero denepaibHOro 3aKoHa

Ctatbs 4. OcHOBHEIE TMOHATHA, UCIIOJIB3YEMBIE B HACTOAIIEM q)eﬂepaJ'IBHOM 3aKOHC

I[J'IH ueneﬁ HacCTOAIICTO (De,uepam,Horo 3aKOHA UCIOJIb3YOTCA CICAYIOIINC OCHOBHBIC ITIOHATHA:

1) JNNeKapCTBeHHblIe cpeacTBa - BCIICCTBA MM HX KOM6I/IHaLU/II/I, BCTyHArOIMIUC B KOHTAKT C
OpraHu3MoOM 4YCJIOBCKA WJIN JKMBOTHOI'0, IPOHUKAIOIINEC B OpTaHbl, TKAHU OPraHu3Ma 4CJIOBCKA WJIN ) KUBOTHOTO,
OPUMCHACMBIC JIL HpO(l)I/IJ'IaKTI/IKI/I, JANAarHOCTUKH (33. HCKIIOYCHUEM BCIICCTB HWJIHM HX KOM6HH3L[I/II>'I, HE
KOHTAKTHPYIOIIHUX C OPraHu3MoOM 4YCJIOBCKa HIIN )KI/IBOTHOFO), JICUCHUA 3360H€BaHI/IH, pea6MJ11/1Taum/1, JIIA
COXpaHCHUs, NPCAOTBpAICHUA WM NPCPhIBAHUA 6€peM€HHOCTI/I " MOJIYUYCHHBIC U3 KPOBU, IJIa3Mbl KPOBH, H3
OpraHos, TKaHEH OopraHu3Ma 4YCJIOBEKa WJIH XHBOTHOTIO, paCTeHI/If/'I, MHHEPAJIOB METOJaMU CHHTE3a HJIU C
NPUMCHCHUEM Ooumosornyecknx TexHoyorui. K JICKAPCTBCHHBIM CpPCACTBaAM OTHOCATCA Q)apMaHeBTI/I‘IeCKI/Ie
CY6CTaHHI/II/I " JICKaPCTBCHHLIC ITPETIapaThI;

Hudopmayua 06 uzmenenusax: PDedeparnbHbIM 3aKOHOM om 22 oOexkabpa 2014 2. N 429-@3 nynuxm 2
cmamvu 4 nacmosie2o PedepanbHoco 3aKOHA USNONCEH 8 HOBOU pedaryuu, Cmyrnarowed 8 cusny ¢ 1 uions
2015 2.

Cm. mekecm riyHKkma 8 rpedbidyued pedakyuu

2) dhapmaueBTUYECKaA CyOCTaHLMA - JeKapCTBEHHOE CPEICTBO B BHUIE OJHOTO HJIM HECKOJIBKHX
obnmaaronx (apMaKoJIOrHYEeCKOH aKTHBHOCTBIO JEHCTBYIONIMX BEUIECTB BHE 3aBUCHMOCTH OT IIPUPOJIBI
MIPONCXOXK/ICHNS, KOTOPOE MpeJHa3HAYeHO JUIs TPOM3BOACTBA, M3TOTOBICHHS JICKAPCTBEHHBIX NPENapaToB U
ompenenseT ux 3h(GEeKTUBHOCTD;

3) BcrnomoraTesfibHble BeLlecTBa - BEIICCTBA HEOPTaHMYECKOIO WM  OPraHHMYECKOro
MIPOMCXOXKICHHS, HCIOJIb3yeMble B TpoLEcce MPOM3BOJICTBA, M3TOTOBICHHS JIEKAPCTBEHHBIX IMPENapaToB JUIs
MpUIaHUS UM HEOOXOIUMBIX (PU3HKO-XUMHYECKHX CBOMCTB;

4) nekapcTBeHHble rnpenapaTbl - JEKapCTBEHHBIE CPEACTBA B BHJC JIEKAPCTBEHHBIX (OPM,
NpUMEHsEeMbIe Uil MPOQUIAKTHUKH, JUATHOCTHKH, JICUCHUsI 3a00JIeBaHHS, peaOMIUTALUK, IS COXpaHCHUS,
MIPEIOTBPAILEHHUS WU IPEPhIBAaHUS O€PEMEHHOCTH;

5) nekapcTBeHHasa dhopmMa - cocTosiHUE JIEKaPCTBEHHOT'O Mpernapara, COOTBETCTBYIONIEE criocodam
€ro BBEJICHUS U MIPUMEHEHUS M 00ECTICUnBArOIee TOCTIKEHUE He00X0MUMOTOo JJede0HOoro 3 dekTa;

Hupopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamovs 4
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Hacmosiugeco Pedepanvbiozo 3aKona 0ononHena nynkmom 5.1, ecmynarouwum 6 cusny c I uroas 2015 e.

5.1) AO3NPOBKA - cojepKaHHe OJHOTO WJIM HECKOJIBKUX JICHCTBYIOIINX BEIIECTB B KOJMYECTBEHHOM
BBIpQKCHHUH HA CIUHHILY J03bI, MM eIUHUIY 00beMa, WM €JMHUILY MAcChl B COOTBETCTBHU C JICKAPCTBECHHOM
(hopmoit OO TSI HEKOTOPBIX BHIIOB JEKAPCTBEHHBIX (DOPM KOJMUYECTBO BHICBOOOKIaEMOT0 U3 JIEKApCTBEHHOM
(hopMBI ISHCTBYOIIETO BEIIECTBA 33 CIUHUILY BPEMCHH;

Hupopmauus 06 usmenenusx:  Ilynkm 6 usmenen ¢ 13 wons 2020 2. - @edeparibHbil 3aKOH om 13 uions
2020 2. N 206-D3
Cwm. npedbidywyto pedakyuro

6) nepeyeHb XW3HEHHO HEOOGXOAUMbLIX U BaXXHEWLUUX JIeKapPCTBEHHbLIX NpenaparToB -
yTBepxknaeMbliil IlpaButensctBoM Poccuiickoit @epepanuu MNepeyeHb JIeKapCTBEHHBIX MPenapaToB i
MEAUIUHCKOTO TNPUMEHEHHs, O0ECIeUMBAIOIINX MPHOPUTETHBIE MOTPEOHOCTH 3APABOOXPAHEHMS B LEIAX
npodUIaKTUKK W JIeYeHUs 3a00JIeBaHH, B TOM YHWCIIE NPeoONIafalouX B CTPYKType 3a00JeBaeMOCTH B
Poccuiickoit @enepauny;

Hngopmayus 06 usmenenusix:  Ilynkm 6.1 usmenen ¢ 30 aneaps 2024 2. - @edeparibHbili 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

6.1) opdpaHHble nekapcTBeHHbIe Mpenapartbl - JeKapCTBEHHBIC TpenapaThl, MpeAHa3HaYCHHbIC
UCKITIOYUTEIBHO I AMAarHOCTUKH, STHONATOT€HETHYECKOTO WJIM TAaTOTEHETHYECKOro JICUeHHUs (JIeYeHus,
HaNpaBJICHHOTO HA MEXaHU3M pa3BUTHs 3a00JIeBaHMs) peaAKHUX (OpQaHHBIX) 3a00JICBaHH;

Hupopmayus 06 usmenenusx: Ilynkm 6.2 usmenen c¢ 1 anpens 2024 2. - @edeparsibHbIU 3aKOH om 4
aseycma 2023 2. N 466-D3
Cwm. npedbidywyto pedakyuro

6.2) Guonorunyeckue fieKapCTBeHHbIE NMpenaparbl - JeKapCTBEHHEBIE MPenapaTsl, JeHCTBYIOIIEES
BEIIECTBO KOTOPBIX MPOU3BECHO HIIM BBIJICICHO M3 OMOJOTHYECKOI0 UCTOYHUKA U JIJISl ONIPENICIICHUSI CBOMCTB U
KauecTBa KOTOPBIX HEoOXOoAMMa KOMOHWHAIMS OWOJIOTMYECKMX H  (U3UKO-XUMHUYECKHX MeToqoB. K
OHMOJIOTHYECKUM JIEKAPCTBEHHBIM IperapaTaM OTHOCSATCS UMMYHOOHOJIOTHUYECKHE JIEKAPCTBEHHBIC TIpenaparsl,
JIEKapCTBEHHbIE MPENapaThl, MOMYYCHHBIC 3 KPOBH, TUIA3Mbl KPOBH YEJOBEKA M KHBOTHBIX (32 UCKITIOYCHUEM
[EJLHONW KPOBH), OMOTEXHOJOTMYECKHE JIEKAPCTBEHHBIC MpenapaThl, FCHOTEPANEBTHUYCCKHUE JIEKAPCTBEHHBIC
mpenapaThl, JeKapCTBEHHbIE MPENapaThl HA OCHOBE COMATUYECKUX KIIETOK;

Hupopmayus 06 usmenenusx:  Cmamos 4 donoanena nynkmom 6.3 ¢ 30 sneaps 2024 2. - ®edepasnbHbil
3aKoH om 30 auseaps 2024 2. N [-D3

6.3) BbICOKOTEXHOJIOTMYHbIA NEKapCTBEHHbIA nNpenapaTr - TeHOTEpaleBTHYECKHI
JICKapCTBEHHBIN Tpernapar Ui MEIUIMHCKOrO MPUMEHEHHWS, WM JIGKAPCTBEHHBIM TMpemapar Ha OCHOBE
COMATHYECKHUX KJICTOK JUIS MEIUI[MHCKOTO MPUMEHCHHUsS, WM TKAHCUH)KCHEPHBIM JICKAPCTBEHHBIN Mpernapar
(mpemapat TKaHEBOW UHKECHEPHH);

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oOexabpsa 2014 2. N 429-D3 nyuxkm 7
cmamou 4 nacmosie2o PedepanivbHo2o 3aKOHA UNONCEH 8 HOBOU pedakyuu, 8CMynarouel 8 cuny ¢ 1 utons
2015 2.

Cm. mekcm riyHKma 8 rpedbidywieli pedakuyuu

7) UMMyHOGUONOrMYyeckue JrieKapCTBEHHble nNpenapaTtbl - JEKAPCTBEHHBIE IPENApaThl,
OpeaAHa3HAUYCHHBIC JId q)OpMI/IpOBaHI/Iﬂ AKTHUBHOI'0 WJIM MAaCCUBHOI'O0 UMMYHHUTETA oo JUArHoCTUKHU HaJIU4us
UMMYHUTETA WIN JUArHOCTUKH cneumbnqeacoro HpI/IO6peTCHHOFO N3MCHCHUA UMMYHOJIOTMYCCKOI'0 OTBCTA Ha
AJUICPIU3UPYIOIINE BCIIECTBA. K I/IMMYHO6I/IOJIOI‘I/I‘-I€CKI/IM JICKApCTBCHHBIM IpfriapataM OTHOCATCA BAKIMUHbBI,
AHATOKCHHbI, TOKCUHBI, CLIBOPOTKH, I/IMMyHOFJIO6yJII/IHI>I " aJUICPI'CHBI,

Hudopmayua 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oekabps 2014 2. N 429-D3 cmamovsa 4
Hacmosuezo PedepanvHo2o 3aKona 0ononHena nynkmom 7.1, ecmynarouum 6 cusny c I urona 2015 e.

7.1) OuoTexHonorM4yeckue reKkapcTBeHHble nMpenapaTtbl - JICKAPCTBEHHBIC IpenapaThl,
MIPOU3BOJICTBO KOTOPBIX OCYILECTBISIETCS C MCIIOJB30BaHHEM OMOTEXHOJOTHYECKHUX MPOIIECCOB U METONOB (B
tom uncie JHK-pekoMOMHAaHTHOW TEXHOJOTHM, TEXHOJOTHH KOHTPOIUPYEMON OKCIPECCHUU TCHOB,
KOJMPYIOMHNX OMOJOTHYECKH aKTUBHBIE OENKM B MPOKApPHOTaxX M 3YKapHOTaX, BKIIOYAs M3MEHEHHBIE KIETKH
MJIEKOTIATAIONINX ), THOPHIOMHOTO METO/Ia M METO1a MOHOKJIOHATBHBIX aHTHUTE;

Hnpopmayus 06 uzmenenuax: @DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiugeco PedepanvbHozo 3aKona 0ONONHeHa nyHKmom 7.2, eCmyrnarouum 6 cusny c I uroas 2015 e.
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7.2) reHoTepaneBTUYeCKUE JFeKapCTBEHHbIe MpenapaTtbl - JEeKapCTBEHHBIE IpenapaTsl,
(hapmarieBTHUIECKAsT CYOCTAHIINS KOTOPBIX SIBIISIETCS PEKOMOMHAHTHON HYKJICHMHOBOW KHCIOTOW MM BKITIOYACT B
ce0s peKOMOWHAHTHYIO HYKJIIEHHOBYIO KHCJIOTY, TIO3BOJISIONIYIO OCYIIECTBIIATH PETYIUPOBAHHE, PEIapaltnio,
3aMeHy, J0OaBJICHNE WITN YJalleHue TeHeTUIeCKON TT0CIIeI0BaTeIbHOCTH;

8) HapkoTMYeckue reKapCcTBeHHble cpeacTBa - JIEKapCTBEHHBIE  IIpemaparbl |
(dapmarieBTHUECKHEe CYyOCTaHIIUM, COJCpIKAIIME HAPKOTHUECKHE CpPEACTBA M BKIIOYEHHbIe B [lepeyeHb
HapKOTHYECKUX CPEACTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOJIEKAIINX KOHTpoIto B Poccuiickoii
®epepanuu, B COOTBETCTBUU € 3aKOHOAaTeNnbcTBOM Poccuiickoit denepanuu, MeXIyHAPOAHBIMU JOTOBOPaAMU
Poccuiickoit deneparuu, B TOM ymciae EAMHON KOHBEHLMEN 0 HAPKOTHYECKUX cpeacTBax 1961 roxa;

9) NCUXOTPONHbIE NeKapCTBeHHbIe cpeancTBa - JICKapCTBCHHBIC Ipenaparbl u
(apmarieBTHUECKHE CyOCTaHIIMU, COJCpXalllie ICUXOTPOIHBIC BEIIECTBA W BKJIIOYCHHBIC B [lepeyeHb
HapKOTUYECKUX CPEJICTB, CUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOAJICKAIIUX KOHTPOIIIO B Poccuiickoil
®enepanuu, B COOTBETCTBUHU € 3aKOHOAATENLCTBOM Poccuiickoit Denepannu, MeXIyHApOIHBIMU JIOTOBOPAMU
Poccuiickoii denepaiuu, B Tom yrcie KOHBEHLMEN 0 ICHXOTPOIHBIX BemecTBax 1971 roaa;

10) paguochapmaueBTUYECKUE JleKapCTBEHHbIe CpPeAcTBa - JIEKapCTBEHHBIC CPEACTBA,
KOTOpBIE COZIEPKAT B TOTOBOMW TSI HICTIOJIb30BaHuUs (hOpMe OWH PaTHOHYKIIH WM HECKOJIBKO PaAHOHYKIIUIOB
(panroaKkTHBHBIX M30TOTIOB);

Hupopmayusn 06 usmenenusx:  Cmamos 4 donoanena nynkmom 10.1 ¢ 1 mapma 2020 2. - @edeparnbHbil
3aKoH om 27 dexabps 2019 . N 475-D3

10.1) opurMHanbHbIn JeKapCTBEHHbIW npenapaTr - IIeKapCTBEHHBINA IpermapaT ¢ HOBBIM
JIEHCTBYIOUIMM BELIECTBOM, KOTOpPBIA TEpBBIM 3apeructpupoBaH B Poccuiickoit ®enepauuu wumu B
HHOCTPAaHHBIX TOCYAApCTBaX Ha OCHOBAHWMHU PE3YJbTATOB IOKIMHUYECKUX HCCIIEIOBAHUI JIEKapCTBEHHBIX
CPEACTB M KIMHUYECKHX HCCIEIOBAHMI JIEKapCTBEHHBIX IPENapaToB, MOATBEPKIAIOIMX €ro KayecTBO,
3¢ (HeKTUBHOCTH U OE€30TTACHOCTH;

Hupopmavyus 06 usmenenusx: Ilynkm 11 usmenen ¢ 1 mapma 2020 2. - ®edeparbHbili 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyro pedakuuro

11) pedepeHTHbIM neKapCTBEHHbIA MpenapaT - JEeKapCTBEHHBIM Mpemapar, KOTOPBIH
WCIIONB3YeTCS IS OICHKM OMOSKBHBAJICHTHOCTH WJIM TEPAIEBTHYCCKOW SKBUBAJICHTHOCTH, KauyecTBa,
3¢ (heKTUBHOCTH M 0OE30MaCHOCTU BOCHPOM3BEIACHHOIO JICKAPCTBEHHOrO TIpernapara Wi OHOaHAJIOTOBOIO
(buomon00HOTr0) JNeKapCTBEHHOTO Tpemnapara (OwoaHaiiora). B kauecTBe pe)epeHTHOTO JIEKAPCTBEHHOTO
npenapara Ijisi MEIUIIMHCKOTO MPUMEHEHUS! MCIONb3YeTCsl OPUTHHAIBHBIN JIEKApCTBEHHBINM mpenapar ubo,
€CIIi OPWTHHAJIBHBIA JIEKAPCTBEHHBIM TIpenapaT HE 3aperucTPUpOBaH WM HE HaxoAuTca B 000poTe B
Poccwmiickoit @enepann 1 HE HAXOAHWTCA B O00OpOTE B HMHOCTPAHHBIX TOCYAApCTBaX, BOCIPOHM3BEICHHBIN
JIEKapCTBEHHBIM TIpermapaT Wi OHOAaHAJOTOBBIM (OMOMOMOOHBIN) JeKapCTBEHHBIM mpemapaT (OmoaHaior),
KOTOPBIH TIEPBBIM 3apeTHCTPHPOBAH W3 YHCIIA HaXOoIAmuxcs B obOopore B Poccuiickoit denepammm,
OMODPKBUBAJICHTHOCTh WJIM TEpareBTUYECKas SKBHUBAIEHTHOCTh, KadyeCTBO, 3((EKTUBHOCTh W 0E30MacCHOCTh
KOTOPOTO OIIEHHWBAJKCh MO0 OTHOIICHUI0 K OPUTHHAJIHHOMY JIEKapCTBEHHOMY IpemapaTy, a TaKKe KadecTBO,
3¢ (HeKTUBHOCTh U 0E30IaCHOCTh KOTOPOTO MOJTBEPXKAAIOTCA pe3yibTaraMu (apMaKoHAA30pa U MPOBEPOK
COOTBETCTBHS JICKAPCTBEHHBIX CPEJICTB, HAXOISAIINXCS B TPAXKIAHCKOM 000pOTE, yCTaHOBICHHBIM TPEOOBAHUSAM
K MX KauyecTBy. B KkauecTBe pe)epeHTHOTO JIEKapCTBEHHOTO Mpenaparta s BETCPUHAPHOTO NPUMEHCHHS
HCIIONIB3YETCSl  JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOIO IPUMEHEHMS, 3apEerUCTPUPOBAHHBIA B
Poccuiickoii @enepaniid Ha OCHOBAHUM PE3YJIbTATOB JOKIMHUYECKUX HCCIEIOBAHUM JIEKAPCTBEHHBIX CPEICTB
1 KIIMHUYECKUX I/ICCJIC,Z[OBaHI/Iﬁ JICKApPCTBCHHBIX MPCIapaToB, MOATBEPKAAIOINIUX €T0 Ka4CCTBO, Bq)q)eKTI/IBHOCTB
u 0€30MMacHOCTh;

Hupopmayus 06 usmenenusix: Ilynkm 12 usmenen ¢ 1 mapma 2020 2. - @edepasibHbil 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

12) Bocnpou3BeOeHHbIN §eKapCTBeHHbIA npenapaTr - JeKapCTBEHHBIA Ipermapar Uit
MEIUIIMHCKOTO MPUMEHEHUS, KOTOPBIA WMEET IKBHBAJIICHTHBIN pedepeHTHOMY JICKapCTBEHHOMY IIperapary
Ka4eCTBEHHBI COCTaB M KOJMYECTBEHHBIH COCTaB JICMCTBYIOIIMX BEIIECTB B SKBUBAJICHTHOM JIEKAPCTBEHHOM
dhopme, OO JEKAPCTBEHHBIA MpemapaT IS BETCPUHAPHOTO NMPUMEHEHHS, KOTOPHI UMEeT Takhue JKe, 94TO U
pedepeHTHBIH JeKapCTBEHHBINM TpenapaT, KadyeCTBEHHBI COCTaB W KOJMYECTBEHHBIH COCTaB JIEHCTBYIOIINX
BEIECTB B TaKOH ke JIEKApCTBEHHOH (opme, OMOIKBHUBAJICHTHOCTh WJIM TEparieBTHYECKas SKBUBaJICHTHOCTH
KOTOPBIX COOTBETCTBYIOIIEMY pehepeHTHOMY JIEKAPCTBEHHOMY IIperapary MOATBEPKACHA COOTBETCTBYOIIIMH
HCCIIENOBAHUSIMM;
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Hupopmayus 06 usmenenusx:  Ilynkm 12.1 usmenen ¢ 1 mapma 2020 2. - @edeparibHbil 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

12. 1) TepaneBTU4YeCKasds I3KBUBANIEHTHOCTb J1€KapPCTBEHHbLIX MpenapaTtoB - AJOCTHXKCHUE
KIIMHUYECKH COTIOCTaBUMBIX TEePaINleBTHUYECKOTO d(deKTa u mokasareneil 3h(HeKTHBHOCTH U 0€30MacHOCTH MPH
MIPUMEHECHUH JICKAPCTBEHHBIX NPENapaToB Uil MEITUIIMHCKOTO TIPUMEHEHUSI, IMEIONIHX OJTHO MEKITyHapOIHOE
HETIaTEeHTOBAHHOE (WM XUMHYECKOE, WJIH TPYNIHPOBOYHOE) HANMEHOBAHNE, B SKBUBAJICHTHBIX JO3MPOBKAX IO
OJTHUM U TEM K€ MTOKa3aHHUsAM K IIPUMEHEHHUIO M IPH OJMHAKOBOM CIIOCO0E BBEJCHUS y OJTHOM U TOM K€ TPYIIIIBI
OOJILHBIX;

Hupopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiugeco Pedepanvioco 3akona dononnena nynkmom 12.2, gcmynarowum 8 cusy c 1 uons 2015 a.

12.2) ©OunoaHanoroBbin (6MONOAOGHBLIN) NeKapCTBeHHbIN npenapaTt (6uoaHanor) -
OMONOTMYECKUI JIeKapCTBEHHBIM TMperapar, CXOXHH TI0 TapameTpam KadecTBa, d(deKkTuBHOCTH U
0€e30I1acCHOCTH C pe(l)epeHTHI:IM OMOJIOTUYECKAM JICKAPCTBCHHBIM IIPCIIApaTOM B TAKOH Ke JIeKapCTBeHHOﬁ
(hopMe 1 UMEIOITNI UICHTUYHBIN CIIOCO0 BBEICHUS;

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 cmamvs 4
Hacmosiyeco Pedepanviozo 3akona dononnena nynkmom 12.3, ecmynarowum 8 cusy c 1 uons 2015 a.

12.3) B3auMo3aMeHsieMblA JeKapCTBEHHbIA MNpenapaTt - JeKapCTBEHHbIH Mpemapar ¢
JIOKA3aHHOW TEepareBTHYECKOW SKBUBAJCHTHOCTHIO WJIM OMOIKBHUBAJICHTHOCTHIO B OTHOWICHHUH PE(hEPEHTHOTO
JIEKapCTBEHHOTO Tperapara, MMM SKBUBAJIEHTHbBIE €My KaueCTBCHHBINA COCTAB M KOJMYECTBEHHBINH COCTAB
JIEUCTBYIOIIHMX BEIIECTB, COCTaB BCIIOMOTATENILHBIX BEIIECTB, JICKAPCTBEHHYIO (DOPMY U CIIOCOO BBEICHUS;

Hngopmayus 06 usmenenusix:  Cmamosi 4 dononnena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepasibHbIl
3aKoH om 27 dexabps 2019 . N 475-D3

12.4) OMO3KBUBANEHTHOCTb JIeKapCTBEHHbIX MpPenapaTtoB - JOCTIKEHHE COMOCTABHMBIX
nokasartesieit CKOpPOCTHU BCACBIBAHMS, CTCIICHU IMMOCTYIUVICHUA K MECTY ,E[eflCTBHSI " CKOPOCTHU BBIBCACHUA OAHOI'O
WM HECKOJNBKHUX 00JafalomuX (papMaKoIOrHIecKod aKTHBHOCTBIO JEHCTBYIOUIMX BEIIECTB MPU MPUMEHEHUH
JICKaPCTBCHHLIX nmperapaTroB JJIsA MEAULIUHCKOI'O IMPUMCHCHUA, HUMCIOIINX OQHO MCKAYHApOaAHOC
HCITaTCHTOBAHHOC (I/IJ]I/I XUMHUYCCKOEC, UIIN prnHI/IpOBO‘IHOG) HaMMCHOBAHHUEC, B OKBUBAJICHTHBIX OO3HUPOBKax U
MIPU OJTMHAKOBOM CIIOCOOE BBEIICHUS;

13) nekapcTBeHHOE pacTUTEsIbHOE CbIPbe - CBEeXXHUE WIH BRICYIIICHHBIC PACTCHUS MO0 UX JaCTH,
HCIIOJIB3YEMBIE  JId  MPOU3BOACTBA JICKAPCTBECHHBIX CPEACTB OpraHU3alUAMU - IIPOHU3BOAUTCIIAMU
JICKaAPCTBECHHBIX CPEACTB HJIM H3TOTOBJICHUA JICKAPCTBCHHBIX IIPEIIapaToB alTCYHbBIMH OpraHU3alusMU,
BETCpUHAPHBIMU  allITCYHBIMH  OpraHU3allusIMH, HWHAUBUAYAJIBHBIMU IMPECANPUHUMATEIIAMA, WMEIONIUMU
JWIEH3UI0 HA PapMaLIeBTUYECKYH0 AeATerlbHOCTb;

14) nekapCTBeHHbIN pacTUTENbHbIA NMpenapar - JIEKapCTBEHHbINM Mpenapar, Mpou3BeICHHbIMH
WJIH U3TOTOBJICHHBIM M3 OAHOI'0 BUAA JICKAPCTBCHHOI'O PACTUTCIIBHOIO CBIPbA WM HCCKOJIBKUX BUJAOB TAaKOI'O
CBIPbS U pean3yeMblil B pac(hacOBaHHOM BHJE BO BTOPUUHOH (TOTPEOUTENHCKOI) YIIaKOBKE;

Undopmayus 06 uzmenenusx: DedeparsibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 nynkm 15

cmamvu 4 nacmosieco PedepanvbHoco 3aKOHA UBNONCEH 8 HOBOU pedakyuu, cmyrnarowel 8 cusny c 1 uons
2015 a.
Cm. mekecm riyHKma 8 rpedbidyuwieli pedakuyuu

15) romeonaTuyecKum rieKapcTBEeHHbIM Npenapar - JeKapCTBeHHbIH Mpenapar, Mpou3BeICHHbIH
WJIM U3TOTOBJICHHBIN U3 (apManeBTHUECKON CyOCTaHIIMY WK (apMalleBTUIECKUX CyOCTaHIMid B COOTBETCTBUH
¢ TpeOoBaHUSAMH OOMMX (apMaKONEHHBIX CTaTell K TOMEONAaTHYEeCKUM JIEKapCTBEHHBIM IpenapaTaM WIH B
COOTBETCTBHH C TPEOOBAHHAMHU (apMaKOIICH CTPAHbI TPOU3BOIUTENS TAKOTO JIEKAPCTBEHHOTO MIpenapara;

Hudopmayua 06 uzmenenusx: DedeparbHbIM 3aKOHOM om 22 oekabps 2014 2. N 429-D3 ¢ nyuxkm 16
cmamou 4 Hacmosiueco DedepanbHo2o 3aKOHA 8Hecenbl uzMeneHus, 8Cmyrnarouue e cusy c 1 uwons 2015 2.
Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

16) mexpayHapoaHoe HernaTeHToBaHHOe HaMMeHOBaHWE reKapCTBEHHOro cpencTesa -
HaMEHOBaHWE JCHUCTBYIOMIETO BeIIecTBa (hapMalleBTUUISCKON CyOCTaHIIMM, peKOMEHIOoBaHHOE BceMupHO
OpraHu3alyen 31paBOOXPAHCHMUS;

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-®D3 ¢ nynkm 17
cmamou 4 Hacmosiueco PedepanbHo20 3aKOHA 8Hecelbl usMeneHus, 8Cmyrarouwue 8 cusy c 1 uwons 2015 2.
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Cm. mekcm riyHkma 8 rpeodbidyued pedakyuu

17) ToproBoe HaMMeHoOBaHue JleKapCTBEHHOro cpeacTBa - HAaUMEHOBAHUE JICKAPCTBEHHOTO
cpeacrtsa, IPHUCBOECHHOE €Io paspaGOTqMKOM, Jep)KaTeleM WIW  BJIAQNEIbLEM  PETUCTPAMOHHOTO
YIOCTOBEPEHMUS JIEKAPCTBEHHOIO IIpEmnapara,

Hnpopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiueco Pedepanvroco 3akona oononnera nynkmom 17.1, ecmynarowum 8 cusy c 1 uons 2015 a.

17.1) rpynnupoBOoYHOEe HauMeHOBaHWe JleKapCTBEHHOro rnpenaparta - HaWMCHOBAaHHE
JICKApCTBCHHOI'0 Ipefliapara, HE HMCIOUIETO MEXKXAYHAPOAHOTO HEINAaTCHTOBAHHOIO HAWMCEHOBAHUA, WU
KOM6I/IHaI_II/II/I JICKApCTBCHHBIX IIPpEIapaToB, UCIIOJIB3YEMOC B LEJIAX OG’LCI[I/IHCHI/IH X B I'pyniry noja €IrHbIM
HaNMCHOBAHUEM HUCXOOA U3 OAMHAKOBOI'O COCTaBa ,Z[efICTByIOHlHX BCIICCTB,

Hupopmayusn 06 usmenenusix:  Ilynkm 18 usmenen ¢ 30 sneaps 2024 2. - @edepasibHbll 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

18) obwasa capmakonenHass CTaTbAA - JOKYMEHT, YTBEPXICHHBIH YIOJIHOMOYEHHBIM
(enepa’abHBIM OPraHOM HCIIOJIHUTEIBHOM BJIACTH M COJEpXAallUi NepedeHb MoKa3aTeled KadecTBa W (HIIN)
METOZOB KOHTPOJISI KauecTBa KOHKPETHOW JIeKapCTBEHHON (DOpMBI, JTEKapCTBEHHOTO PACTHTENBHOTO CHIPHS,
BCIIOMOTAaTEIbHBIX  BEIECTB, ONUCAaHMUS  OHOJIOTUYECKUX, OHOXUMHYECKHX, MHUKPOOHOIOTHYECKHUX,
(U3UKO-XUMHUUECKUX, (PU3NUECKUX, XUMHYECKUX U JPYTUX METOJOB aHAIW3a JICKApPCTBEHHOI'O CPENCTBA, a
TaKke TpeOOBAaHUS K HCIOJIB3YEMBIM B LENAX IPOBEACHHUS JaHHOTO aHaM3a pEeaKTHBaM, THTPOBAHHBIM
pacTBOpam, HHAUKATOPaM;

Hupopmayus 06 uzmenenusix:  Ilynkm 19 uzmenen ¢ 30 aneaps 2024 2. - @edeparsibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

19) dhapmakonerMHas cTaTbsl - JOKYMEHT, YTBEP)KICHHBIH YIOJTHOMOUYCHHBIM (eepaibHbIM
OpPraHOM HCITOJHUTENFHOW BJIACTH M COJAEpKAIlMi TEepedeHb IOoKa3aTeNiell KauecTBa W METOAOB KOHTPOIS
KadecTBa JIEKAPCTBEHHOTO CPEJICTBA, IEKAPCTBEHHOTO PACTUTENBHOTO CHIPhS, BCIIOMOTATEIbHBIX BEIIECTB;

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamos 4
nacmosugeco Pedepanvroco 3akona oononnena nynkmom 19.1, ecmynarowum 8 cusy c 1 uona 2015 a.

19.1) ctaHaapTHbIe 06pas3ubl - BemecTBa, MOCPEICTBOM CPABHEHHUS C KOTOPBIMH OCYIIECTBIISICTCS
KOHTPOJIb KadecTBa HCCICIYEMBIX JIGKAPCTBEHHBIX CPEJCTB C TOMOINIbIO  (DU3UKO-XMMHUYECKUX WU
OMOJOTMYECKUX METOJOB B IENSAX IOATBEPKICHHS COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAHHIM
HOPMAaTHBHOM JOKYMEHTAallUH, YCTAHOBJICHHBIM IIPH OCYIIECTBICHHH TOCYAApPCTBEHHOH pPErucTpamuu, u
KOTOpBIE TPUMEHSIOTCS ISl KaTMOPOBKH CTAaHAAPTHBIX OOpas3IlOB NPOM3BOAMTEIS JICKAPCTBEHHBIX CPEICTB,
UCTIONB3YEMBIX ULl KOHTPOJIS Ka4eCTBa U MHBIX LIeNIeil TPy 0OpallieHuH JICKapCTBEHHBIX CPEJICTB;

Undopmauus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiygeco Pedepanviozo 3akona dononnena nynkmom 19.2, gcmynarowum 8 cusy c I uons 2015 a.

19.2) dhapmakonenHbI CTaHOaApPTHbIA oOpasewl - craHmapTHBIA 00paser], MPOU3BEICHHBIA B
COOTBETCTBHH C (papMaKOTIEHHOH CcTaTheil;

20) HOpMaTUBHas OOKYMEHTauuA - [OKYMEHT, COJCpXKallWii IepedeHb OIpPeaeIseMbIX II0
pe3yibTaTaM COOTBETCTBYIOIIMX SKCHEPTH3 TMOKa3aTelieil KauyecTBa JIGKAPCTBEHHOTO CpEACTBA IS
MEAUIUHCKOTO TPUMEHEHHS], METOJAO0B KOHTPOJISI €0 Ka4eCTBa U YCTaHOBJICHHBIN €0 MPOU3BOAHUTENIEM;

21) HOPpMaTUBHbIN AOKYMEHT - JIOKYMEHT, COJICpIKaIl1ii IEPEUCHb OIPEACISEMbIX 110 pe3yJIbTaTaM
COOTBETCTBYIOIIMX SKCIEPTH3 TOKazaTelel KauecTBa W (WMJIM) METOAOB KOHTPOJIS KadecTBa JIEKAPCTBEHHOM
(dopMbl, omucaHUs ~ OHOJOTMYECKUX, OMOXMMUYECKHX, MHKPOOHUOIOTHYCCKUX, (PU3MKO-XMMUYECKHUX,
(u3NYecKuX, XUMHUYECKUX | JIPYTHX METOJOB aHajiu3a JIEKaPCTBEHHBIX CPEJCTB ISl BETEPHHAPHOTO
MIPUMEHEHUs], TPEOOBAHMUS K UCIIONL3YEMbIM B IENISIX TPOBEJICHUS JAHHOTO aHAIN3a PEaKTHBaM, TUHTPOBAHHBIM
pacTBOpaM, HHANKATOPaM M YCTAaHOBJIECHHBINA €r0 IPOU3BOIUTEINEM;

Hnpopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
nacmosiygeco Pedepanvroco 3akona oononnena nynkmom 21.1, ecmynarowum 8 cusy c 1 uona 2015 a.

21.1) oOWMN TEXHUYECKUN OOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTepHAllOB, COCTOSIIMH W3
HECKOJILKHX Pa3/IeliOB - TOKYMEHTAITMH aIMUHUCTPATHBHOTO XapaKTepa, XUMHUYECKOH, (papMaIieBTUIECKON H
OMOIOTMYECKOW JOKyMEHTalnH, (hapMaKoJIOTHIeCKOH, TOKCHKOJOTHYECKOH TOKYMEHTAWH, KIMHUYECKON
MOKYMEHTAIlMH ¥ TPEJCTABIIEMbIi OIHOBPEMEHHO C 3afBIEHHEM O TOCYIapCTBEHHOW pPETHUCTpaIliH
JIEKapCTBEHHOTO TIpemnapara JJisi MEIUIIMHCKOTO MPUMEHEHUsI B popMare, YCTAHOBICHHOM YITOJHOMOYEHHBIM
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(dbenepanbHbIM OpPraHOM HCIIOJIHUTEIIBHOM BIIACTH;

22) KayecTBO JleKapCTBEHHOro cpeacTBa - COOTBETCTBHE JICKAPCTBEHHOTO CPEACTBA
TpeOoBaHMSIM (hapMaKONEeHONH cTaThM JHOO B Cilydae €€ OTCYTCTBUS HOPMAaTHBHOW JOKYMEHTAIlUH WIIH
HOPMaTHUBHOTO JOKYMEHTA;

23) 6e30nacHOCTb JIeKAPCTBEHHOrO CPeAcTBa - XapaKTePHCTHKA JICKAPCTBECHHOTO CPEJNCTBA,
OCHOBaHHasl Ha CPaBHUTEIIEHOM aHAIH3€e ero d3PPEKTUBHOCTH U PUCKA MMPUINHEHHS Bpea 310POBBIO;

24) adphpeKTUBHOCTb JieKapCTBEHHOro Npenapara - XapakTepUCTHKA CTETICHH MOJOXKHTEITBHOTO
BIUSHUS  JIGKAPCTBEHHOTO TIpenapaTta Ha TEYCHHE, MPOJNOJDKUTEIBHOCTh 3a00J€BaHHUS WIH  €ro
MpeIOTBpaIllCHNE, peaOUINTAIIMIO, HA COXPaHECHHUE, MPEIOTBPAIICHUE WIX PpephIBaHUEe OEPEMEHHOCTH;

25) cepus fekapCTBEHHOro CpeacTBa - KOJIMYECTBO JICKApCTBEHHOIO CPEJICTBA, POU3BEICHHOE B
pe3yJbTaTe OAHOTO TEXHOJIOTMUECKOTO IIUKJIA €Tr0 MPOU3BOAUTEIIEM;

Hnupopmayus 06 usmenenusix: Ilynkm 26 usmenen c 1 smeaps 2025 o. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

26) perncrtpaumMoHHoe yaoctoBepeHUe JieKapCTBeHHOrNro npenapata - 3anuch B
rOCyIapCTBEHHOM PEeCTpe JICKapCTBEHHBIX CPEACTB, MOATBEPKAAIONIas (PakT rocyaapCTBEHHON perucTparyu
JICKapCTBEHHOTO Tipernapara, W (WIM) JOKYMEHT, HOATBepKAalommid (akT rocyJapCcTBEHHOH perucTpaiiu
(peructpanum) JeKapCTBEHHOTO Mpemnapara;

Undopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosugeco Pedepanvroco 3aKoHa 0onoHera nynkmom 26.1, ecmynarowum 8 cusy c 1 uona 2015 a.

26.1) pepxatenb UNu Bnagerney perucTpauMoOHHOro yaocToBepeHUs NneKkapCTBeHHOro
npenapara - pa3paboT4YMK JIEKAPCTBEHHOTO CPEJCTBA, MPOU3BOIUTEIb JICKAPCTBECHHBIX CPEACTB WM HHOE
IOPUIIUYECKOE U0, oONajaroniee MpaBoOM BIAJCHHS PETHCTPAIIOHHBIM YJIOCTOBEPEHUEM, KOTOPBIE HECYT
OTBETCTBEHHOCTH 32 Ka4eCTBO, 3((HEKTHBHOCTD U O€30IaCHOCTD JICKAPCTBEHHOTO Iperapara;

Hupopmayusn 06 usmenenusix:  Ilynkm 27 usmenen ¢ 30 sneaps 2024 2. - @edepasibHbll 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

27) perncTpaumMoHHbIN HOMEP - KOI0BOe 0003HAYCHHE, IPUCBOCHHOE JICKAPCTBEHHOMY Ipernapary
IIPU €ro roCyAapCTBEHHON PETUCTPalii UM PETHCTPALIUH;

Hupopmayusn 06 usmenenusix:  Ilynkm 28 usmenen ¢ 30 sneaps 2024 2. - @edepasibHbll 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

28) oOpalueHue rneKapCTBEHHbIX CPeacTB - pa3paboTka, MOKIMHHYECKHE WCCICIOBAHMS,
KIIMHUYECKHE UCCIIEA0BaHUs, IKCIIEPTH3a, TOCYIaPCTBEHHAS PETHCTPAIHS WM PETUCTPAIUs, CTAHAAPTU3AIMS 1
KOHTPOJIb KauecTBa, MPOU3BOJCTBO, U3TOTOBICHUE, XpaHEHUE, NEpeBO3Ka, BBO3 B Poccuiickyio dexnepanuio,
BbIBO3 U3 Poccuiickoii @epepanuu, pekiaMa, OTIYCK, pealu3alus, nepeiauda, MPUMEHEHHE, YHUUTOXKCHHE
JIEKapCTBEHHBIX CPEJICTB;

29) cy6bekTbl O6palieHUss NeKapCTBEHHbIX CPeACTB - (U3MYeCKHE JMIa, B TOM YHUCIIE
WHIMBH/Ty aJIbHBIC TIPEATPUHUMATEIIH, U IOPUINICCKUE JUIIA, OCYIIECTRISIFOIINE ACITEIBHOCTh MPU 00paICHUN
JIEKapCTBEHHBIX CPEJICTB;

Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 22 oekabpsa 2014 2. N 429-D3 6 nyuxkm 30
cmamovu 4 Hacmoswezo PedepanbHo20 3aKOHA 8HECEeHbl UsMeHeHUs, 8cmyrnaroujue 8 cusy c 1 uwons 2015 e.
Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

30) pa3paboT4MK NneKapCTBEHHOro cpeacTBa - opraHusaius, oOiajarolias IpaBaMH Ha
PE3YIbTAThl JOKIMHHUYCCKUX I/ICCJIeJJ;OBaHI/Iﬁ JICKaApCTBEHHOTO CpCACTBA, KIMHUYCCKUX I/ICCJIGIIOBaHI/II‘/’I
JIEKapCTBEHHOTO TIperiapaTa u (WiIM) Ha TEXHOJIOTHIO TTPOU3BOJICTBA JICKAPCTBEHHOTO CPEIICTBA;

31) npon3BOACTBO JfieKapCTBEHHbIX CPEACTB - JAeITeILHOCTH 10 MTPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB OpPTraHU3AIUAMHE - IPON3BOANUTENSAMH JIEKAPCTBEHHBIX CPENICTB HAa OJHOM CTaMH, HECKOIBKHAX HITH BCEX
CTaIUSAX TEXHOJOTHYECKOTO MPOIECcca, a TAKXKE 10 XPAHEHUIO U Pealn3allii MPOU3BEICHHBIX JIEKAPCTBEHHBIX
CPEICTB;

Undopmauus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
nacmosiygeco Pedepanviozo 3akona dononnena nynkmom 31.1, ecmynarowum 8 cusy c 1 uons 2015 a.

31.1) npousBoACTBEeHHas nrnowaaKka - TEeppUTOPHAIEHO  O00OCOOJIEHHBIH  KOMILIEKC
MIPOMU3BOJUTEIIS JISKAPCTBEHHBIX CPENCTB, NMPEIHA3HAYCHHBIH IS BBIIOJIHEHHS BCErO Mpolecca MPOU3BOICTBA
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JICKaAPCTBCHHLIX CPEACTB UJIN €T0 onpeneneHHOﬁ CTaauu,
32) npousBoauTerb NeKapCTBEHHbIX CPeACTB - OpraHu3aIns, OCYIICCTBIIMIONAS POU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TPEOOBAHIAMH HacTOsMIEro denepaabHOro 3aK0Ha;

Hupopmayus 06 usmenenusx:  Ilynkm 33 usmenen ¢ 3 anpens 2020 2. - @edeparibHbIl 3aKOH om 3 anpeinst
2020 2. N 105-D3
Cwm. npedbidywyro pedakyuro

33) cpapmaueBTMYECKas AOEATENbHOCTb - [EATCIBHOCTH, BKIIOYArONass B Ce0sS ONTOBYIO
TOPTOBIIIO JICKAPCTBEHHBIMH CPEJICTBAMH, WX XpaHCHUE, TMEpPeBO3KY W (WIM) PO3HUYHYK) TOPTOBIIO
JICKapCTBEHHBIMH MpENnapaTtaMy, B TOM YHCIE JUCTAHIIMOHHBIM CIIOCOOOM, HX OTIYCK, XpaHEHHE, TIEPEBO3KY,
M3rOTOBJICHUE JICKAPCTBEHHBIX MPENapaToB;

34) opraHusaumsi ONTOBOW TOProBNU JEeKapCTBEHHbIMW CpPeACTBaMM - OpraHu3aus,
OCYIICCTBJISIIOIIAs ONTOBYID TOPTOBIIO JICKAPCTBEHHBIMU CpPEACTBAMU, WX XPaHCHUE, IMEPEBO3KY B
COOTBETCTBHH C TPEOOBAaHUAMHU HACTOsAIIEro DeepaibHOro 3aKOHa;

Hngopmayus 06 usmenenusix:  Ilynkm 35 usmenen ¢ 3 anpens 2020 2. - @edeparibHbIlU 3aKOH om 3 anpeist
2020 2. N 105-D3
Cwm. npedbidywyro pedakuuro

35) anTeyHasi opraHu3auusi - opraHu3anus, CTPYKTypHOE TNOJApa3delieHne MEIUIUHCKON
OpraHM3allM{, OCYILECTBIISIOIINE PO3HUYHYIO TOPIOBIIO JIEKApPCTBEHHBIMU IIperaparaMy, B TOM 4YHCIIE
JUCTaHIIMOHHBIM CIIOCO0OM, XpaHEeHHE, MePeBO3KY, N3TOTOBIICHNUE M OTITYCK JIEKAPCTBEHHBIX MPENapaToB JUIs
MEIUIIMHCKOT0 MPUMEHEHUSI B COOTBETCTBHH C TpeOOBaHUAMH HacTosmiero dexepaabHOTO 3aK0HA;

Hnupopmayus 06 usmenenusix:  I[lynkm 36 usmenen ¢ 3 anpens 2020 2. - DedeparibHbIl 3aKOH om 3 anpens
2020 2. N 105-D3
Cwm. npedbidywyto pedakyuro

36) BeTepuHapHasi anTe4yHas opraHu3auuA - opraHu3anys, CTPYKTYpPHOE IOJpa3JieleHne
BeTepI/IHapHOﬁ Oopra"uv3anuu, OCymeCTBIAOIINE POSHUYHYIO TOPIOBJIIO JICKAPCTBCHHBIMHU IIpCIiapaTaMu, B TOM
quCJI€ AUCTAHIIMOHHBIM CHOC06OM, XpaHCHHUE, HU3rOTOBJICHUE U OTIIYCK JICKAPCTBCHHBIX IIPEIapaToB IJId
BETEpUHAPHOTO MPUMEHEHHUS B COOTBETCTBHH ¢ TpeOoBaHUAMH HacTosmero deneparbHOTO 3aKOHA;

37) danbcucpuumpoBaHHoe JieKapCTBEeHHOEe CPeACTBO - JICKapCTBEHHOE CPEACTBO,
COTIPOBOXKIaEMOE JIOXKHOHN HH(POpMaIrel 0 ero cocTaBe U (MITH) MTPONU3BOANTEIE;

38) HepoOpokayeCTBEHHOE JeKapCTBEHHOEe CpeACTBO - JIEKapCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIEEe TpeOOBaHMAM (DAPMaKONENHOW CTaTbM imbo B cilydae ee OTCYTCTBHSA TpeOOBaHHSIM
HOpMaTHBHOﬁ JAOKYMCHTAllU WX HOPMATUBHOT'O JOKYMCHTA,

39) KoHTpachakTHOEe FNeKapCTBEHHOE CPEeACTBO - JIEKApCTBEHHOE CPEACTBO, Haxojsimieecs B
000poTe ¢ HapyIIeHHeM IPaXJaHCKOro 3aKoHo4aTerbCTBa;

40) A[OKNMUHMYECKOe uccrefoBaHWe JeKapCTBEHHOro cpeacTBa - OHONOTHYECKHE,
MI/IKpOGI/IOJIOFI/IlIeCKI/Ie, HMMYHOJIOTUYCCKHUC, TOKCHKOJIOTHYCCKUC, ¢)apMaKonomquKne, (1)I/I3I/I‘ICCKI/IG,
XUMHUYCCKUE M OPYIU€ HUCCICAOBAHUA JICKAPCTBECHHOI'O CpPEACTBa IMYTEM IMPUMCHCHHUSA HAY4YHbLIX MCETOOAOB
OIICHOK B HEIAX IIOJIYYCHUA OOKA3aTCIILCTB 6630HaCHOCTI/I, KadyeCcTBa U S(b(l)eKTI/IBHOCTI/I JICKapCTBEHHOT'O
CpencTsa,;

41) KNMHNYeCcKoe uccriefoBaHMe NeKapcTBEHHOro npenapara - u3ydeHne JUarHOCTHIECKUX,
Nede0HbBIX, MPOPIIAKTUIECKUX, (HapMaKOJOTHYECKAX CBOMCTB JIEKAPCTBEHHOTO IperapaTa B TPOIECCe €ro
NOPUMCHCHUS y YCIJIIOBCKA, JXUBOTHOIO, B TOM HYHUCIJIC IMPOLECCOB BCACBIBAHHWA, PACHPCACIICHUA, USMCHCHHUA U
BBIBCJICHUS, ITYTEM IIPUMCHCHUSA HAYYHBIX MCTOJ0OB OLCHOK B LCIIAX MOJYUCHHUA JOKA3aTCIILCTB 6630HaCHOCTI/I,
KadyeCTBa U 3(1)(1)GKTI/IBHOCTI/I JICKAPCTBCHHOT'O IpfIriapaTa, HAHHBIX O HEKCIATCIBbHBIX PCAKIHUAX OpraHnu3Ma
YCJIOBCKA, KMBOTHOT'O Ha MPUMCHCHUC JICKAPCTBCHHOI'O IIpCIiapara u 00 3(1)(1)eKTe €ro B3aI/IMO,I[eI>'ICTBPI$I C
JPYTHMU JIEKAPCTBEHHBIMHU TIpernapaTaMy U (M) MUILEBBIMU [IPOJYKTaMHU, KOpMaMH;

42) MHoroueHTpoBOe KNMHUYECKoe uccrefoBaHWe reKapcTBEeHHOro npenapata Ans
MeOULUHCKOro TrpPpUMMEHeHUsA - KINHUYECKOE HCCIEA0BaHUE JIEKAPCTBEHHOI'O IIpermapara  Ijsd
MEJIMIIUHCKOTO TIPUMEHEHUs, MPOBOJUMOE pa3pabOTYMKOM JIEKAPCTBEHHOTO TIpernapara B JBYX U Ooiee
MCIUIMHCKUX OpraHu3afnudax 10 CIWHOMY IIPOTOKOJY KIIMHHUYCCKOro MCCICAOBaHUA JICKaAPCTBEHHOI'O
mpenapara,

43) mexpyHapogHoe MHOroLeHTPOoBOeE KIIMHMYecKoe uccrieaoBaHuWe reKapCcTBEHHOro
npenaparta and MeauunHCKOro npuMeHeHus - KIIMHN4YeCKOE MCCJICAOBAHNC JICKapCTBEHHOT'O IIpEriapara
AL MEOAULUHCKOIO0 MNPHUMCEHCHUA, IMPOBOAUMOC pa3pa60T‘lI/IKOM JICKAPCTBCHHOTO IIpfliapaTta B PaA3JINYHBIX
CTpaHax Mo CAMHOMY IMPOTOKOJIY KIMHUYCCKOTI'O UCCIICAOBAHUS JICKAPCTBCHHOT'O MIpCiapara,

Hupopmayusn 06 usmenenusx:  Ilynkm 44 usmenen ¢ 30 sneaps 2024 2. - @edepasibHbil 3aKoH om 30
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aneapa 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

44) nocTperucTpauuoHHoOe KIIMHMYEeCKoe uccrnefoBaHWe NeKapCTBEHHOro npenapara
Ana MeAULUMHCKOro MNPUMEHEeHUsl - KIMHUYECKOE HCCIeOBaHUE JIEKapCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO IPUMEHEHHSI, TPOBOAUMOE IPOU3BOJUTEIIEM JIEKAPCTBEHHOTO Mpemnapara, rpaXaaHCKuid 000poT
KOTOPOTO  OCYIIECTBIIETCA MOCIAE€ TOCYAAPCTBEHHOM  pErucTpalud WIM  PETUCTPAlMM, B  LEJIX
JIOTIOJTHUTENILHOTO cOopa NaHHBIX O ero 0e30macHOCTH U 3(PPEKTHBHOCTH, PACIIUPEHUS TOKAa3aHHUA K
MPUMEHEHUIO JaHHOTO JIEKaPCTBEHHOTO IMpernapara, a TAKKe BBIABICHUS HEXENATEIbHBIX PEaKIUil MallMeHTOB
Ha ero JielicTBuUE;

Undopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 nynxm 45
cmamvu 4 nacmosiyeco PedepanvbHoco 3aKOHA UBNONCEH 8 HOBOU pedakyuu, cmynarowed 8 cusny c 1 uions
2015 .

Cm. mekcm riyHKkma 8 rpeobidyuied pedakyuu

45) uccnepoBaHue 6MO3KBUBANEHTHOCTU JIEKAPCTBEHHOIO Npenapara - By KJIMHHIECKOTO
UCCIIEZIOBAHUS JIEKAPCTBEHHOI'O IIperapara, IMpPOBEIEHHE KOTOPOTO OCYIIECTBISETCS MJs OIpeeseHus
CKOpPOCTHU BCAaChIBaHHA U BBIBEACHUSA OJJHOT'O NI HECKOJIBKUX oGnananme Q)apMaKonomquKoﬁ AKTHBHOCTBIO
NEHCTBYIONINX BEIIECTB, KOJIMYECTBA JIEKAPCTBEHHOI'O Tpernapara, JOCTUTAIONMIETO CHCTEMHOTO KPOBOTOKA, H
pe3ynbTaThl  KOTOPOTO  TO3BOJSIOT — CAENAaTh BBIBOA O OWOIKBHUBAJIEHTHOCTH  BOCIPOHM3BEAECHHOTO
JIEKapCTBEHHOTO TIperapara B OIpeIeIeHHBIX JIEKApPCTBEHHOH (popMe M TO3MPOBKE, COOTBETCTBYIOMNX (popme
1 JO3UPOBKe peepeHTHOTO JIEKApCTBEHHOTO TIpernapara;

46) nccnepoBaHMe TepaneBTUYECKOW 3KBUBANIEHTHOCTU NleKapCTBEHHbIX npenaparos -
BHJI KJIMHUYECKOTO HCCIIEOBAaHUS JIEKAPCTBEHHBIX MPENapaToB, MPOBEACHNE KOTOPOTO OCYIIECTBISETCS IS
BBISIBJICHUS OJIMHAKOBBIX CBOWCTB JICKAPCTBEHHBIX MPEMAPATOB ONPECIEHHON JIeKapCTBEHHON (DOPMBI, a TAKXKe
HaJIW4Yusi OJUHAKOBBIX IOKa3aTeled Oe3omacHOoCTH ¥ 3(P(QEKTHMBHOCTH JEKapCTBEHHBIX IPENapaToB,
OJIMHAKOBBIX KIIMHUYECKHUX 3(PPEKTOB MpH UX MPUMECHCHUH;

47) NPOTOKON KMMHUYECKOro uccrnegoBaHUA neKapCTBEeHHOro rnpenaparta - JOKyMEHT, B
KOTOPOM  ONPEICIAIOTCA e, (OpPMBI OpPraHM3alid W METOJOJOTHS TPOBEACHUS KIMHUYECKOTO
UCCIICZIOBAHUS, CTATUCTHMUYECKUE METOAbl 00pa0OTKU pPe3yJbTaTOB TAaKOTO WCCICIOBAHUS W MEpPHI 110
obecrnieueHu0 0e30MacHOCTH (PU3HMUECKUX JIUI, YUYACTBYIOMIUX B KIMHHYECKOM HCCIICIOBAHUH JICKAPCTBEHHOI'O
rpermapara;

48) Opowwpa wuccrnenoBaTens - CBOJHOE H3JIOKEHHE PE3YIbTAaTOB  IOKIMHHYECKOTO
WCCIIEIOBAHNS JIEKAPCTBEHHOTO CPECTBA M KIMHHUYECKOTO WCCIEeIOBaHMs JIEKAPCTBEHHOTO IIperapara Ui
MEIUIIMHCKOTO IPUMEHEHHUS,

Hugpopmayusn 06 usmenenusx: Ilynkm 49 usmenen ¢ 1 ansaps 2025 2. - ®edeparnbHbIl 3akoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

49) NH(pOPMALIMOHHBIN FIUCTOK NMAaUMEHTa - JOKYMEHT, B KOTOPOM COJEpP)KATCs B JOCTYITHOMN
¢dopme cBeneHHUs, Kacarolecs MPOBOJUMOT0O KIMHHYECKOTO HCCIIEAOBaHMs JIEKapCTBEHHOTO MpenapaTa, u B
(dbopMe DIEKTPOHHOIO JIOKYMEHTAa, MOJANMCAHHOTO NalKMeHTOM (ero 3aKOHHBIM MPEACTaBUTENEM) C
UCIIOJIb30BAaHUEM YCHJICHHOH KBaJIM(UIUPOBAHHON 3IIEKTPOHHOW MOAMNUCU WM MPOCTOH DIEKTPOHHOU
MOJIHICH TOCPEICTBOM NMPUMEHEHUSI €JUHOM CHCTEMBl WACHTU(QHUKALWU W ayTeHTH()UKAUKN, ¥ TO >KEJIaHHIO
MalyeHTa B MMCbMEHHOH (opMe JoOPOBOIBHOE COoTacue MalueHTa Ha yJyacTue B KIIMHUYECKOM HCCIeI0BaHUH
JICKapCTBEHHOTO Mperapara 1mocie 03HaKOMIJICHHSI ¢ OCOOCHHOCTSIMH KITMHUYECKOTO UCCIIEIOBAHMUS, UMEIOIIUMH
3HAa4YEHHE I BBIPAKEHHS TAaKOTO COTIIacHs;

50) nobo4yHOe [OEeNCTBME - peaknus OpraHu3Ma, BO3HHUKINAS B CBSA3M C TNPHUMEHEHHEM
JIEKapCTBEHHOTI'0 IIpenapara B 033X, PEKOMEHyeMbIX B MHCTPYKIHH I10 €r0 IPUMEHEHUIO, 1151 TPO(YUIIAKTUKHY,
JUAarHOCTHKH, JICUeHHs 3a00I€BaHMs WIN ATl peaOMIUTaLuY;

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiygeco Pedepanvroco 3akona oononnena nyukmom 50.1, ecmynarowum 8 cusy c 1 uons 2015 a.

50.1) HexenaTenbHas peakUUA - HEMpeTHAMEPCHHAs HEOIarompusaTHas pPEakIus OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHa C TPUMEHEHNEM JIEKapCTBEHHOTO Mperapara;

51) cepbe3Hana HexenaTefbHas peakKUMUA - HexenaTreabHas peakius OpraHu3Ma, CBS3aHHas C
MIPIMEHEHUEM JIEKapCTBEHHOTO TperapaTa, MpUBEAMas K CMEPTH, BPOXKIECHHBIM aHOMAIUSAM WM MOPOKaM
pasButus IHOO TpeACTaBIAIONIas co00i yrpo3y JKWM3HH, TpeOyromas TOCHHUTATH3AIlMH WU TpUBEIIIas K
CTOWKOH yTpaTre TpyI0CIIOCOOHOCTH | (MIIN) HHBATUIHOCTH;

Hupopmayus 06 usmenenusx: DedeparnbHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 nynkm 52
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

cmamvu 4 nacmosiue2o PedepanbHo2o 3aKOHA USLONCEH 8 HOBOU pedaKyuu, Cmynarowel 8 cusny ¢ 1 uions
2015 2.
Cm. mekcm riyHKkma & rpedbidyuiel pedakyuu

52) HenpeaBUAeHHas HexernaTteribHaaA peakuUs - HekelaTelbHas peakiiis opranu3Ma, KoTopas
CBs3aHa C IIPUMCHCHHEM JICKAPCTBCHHOI'O IIp€rapata B H03aX, PCEKOMCHAYCMLBIX B IIPOTOKOJIC €ro
KIIMHUYCCKOI'O HUCCIICAOBAaHMA, 6pOIJ_IIOpe HccJIea0BaTeIIsl, WJIN C IMIPUMCHCHUCM JICKAPCTBCHHOI'O IpCIiapaTa B
A03axXx, PCKOMCHAYCMbBIX B HHCTPYKHHU IO €T0 NPUMCHCHUIO IJIA HpO(bI/IJ'IaKTI/IKI/I, JUAardHoCTUKHU, JICUCHUA
3a00/1eBaHug WU MCI[I/II_II/IHCKoﬁ pea6I/IJ'II/ITaL[I/II/I NnanueHTa, U CYIHOCTb, TSXKCCTb HJIUM HUCXOI KOTOpOfI HE
COOTBCTCTBYCT I/IH(i)OpMaHI/II/I 0 JICKapCTBCHHOM IIperiaparte, COL[Gp)K&IlICfICﬂ B IPOTOKOJIE €TI0 KIMHHUYCECKOI'O
HCCJICIOBAaHNS, OPOIIIOPE UCCIICOBATEISI UM B MHCTPYKIIUH 110 PUMEHEHHUIO JICKApCTBEHHOTO MPerapara;

Hudopmayua 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oekabps 2014 2. N 429-D3 cmamovsa 4
Hacmoswe2o PedepanbHoeo 3aKoHa onoaHena nynkmom 52.1, ecmynarouum 8 cusy c I urons 2015 e.

52.1) chapmakoHaa30p - BUj JCATENBHOCTH 1O MOHHTOPHHTY 3((EeKTHBHOCTH M 0€30MacHOCTH
JIEKapCTBEHHBIX IPENaparoB, HANpaBICHHBIH Ha BBIABJICHHE, OLIGHKY W MpPEJOTBpAlllEHHE HeXKelTaTelIbHBIX
MIOCTIEICTBUI PUMEHEHHUS JIEKapCTBEHHBIX MIPETapaToB;

Ungopmayus 06 usmenenusx: DedepasibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmames 4
Hacmoswe2o PedepanbHo2o 3aKoHa OONoaHeHa nynkmom 52.2, ecmynaroujum 8 cusy c¢ I urons 2015 e.

52.2) nnaH ynpaBrieHMA pPUCKaMM - noapoOHOE OmMHCaHHe MEpPONPHUATHH 1o (hapMaKOHAA30pY,
HallpaBJICHHBIX Ha BBIABJICHUE, OILCHKY W NPCAOTBpAlICHHUEC WJINW MHWHHUMU3ALUIO PUCKOB, CBA3AHHBIX C
JIEKapCTBEHHBIMHU ITperapaTaMu, BKIIFOYas OLIEHKY d3QEKTUBHOCTH JAHHBIX MEPOTIPUSITHI;

Hupopmayus 06 usmenenusix: Ilynkm 53 usmenen ¢ 1 mapma 2025 2. - @edepasibHbil 3aKoH om 30
oexabps 2021 2. N 463-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus myukra 53 crateu 4 (B pegaxkuuu PegeparnbHoro 3akoHa ot 29 urons 2017 r.
N 242-®3) B uvactu, Kacaromeics (OpMHPOBAHHUS M BBIJAYM PELENTOB Ha JIEKAPCTBEHHBIE IIpemaparhl,
coJieprKallie Ha3HAYCHHE HAPKOTHYECKUX CPEACTB HIIM ICUXOTPOIHBIX BEIIECTB, B (JOPME 3IEKTPOHHBIX
JIOKYMEHTOB, NMpUMeHAtoTCA ¢ 1 auBaps 2019 .

53) peuenT Ha NekapcTBeHHbIW npenapar - MeAUIMHCKHN JOKYMEHT YCTAaHOBJICHHOW (HOpPMBI,
coJiep)Kalllnii Ha3HaYeHHWE JIEKAPCTBEHHOTO Tpernapara Juisi MEAWIUHCKOTO TIPUMEHEHWS, BbIIAHHBIH
MEIMIMHCKAM paOOTHUKOM B LIEJIAX OTIYCKa JICKAPCTBEHHOTO IIpeTapaTa WM ero N3rOTOBICHUS U OTITyCKa Ha
OyMa)XHOM HOCHTEJIC WJIM C COTJIaCHS MAalMeHTa WM €ro 3aKOHHOTO NMPEACTaBHUTENS B (OpPME 3IEKTPOHHOTO
JOKYMEHTa, TOANMCAHHOTO C WCIIOJIb30BAHUEM YCHIICHHOH KBannMULMPOBAHHOW 3MEKTPOHHOW MOAMUCHY
MEIUIMHCKOTO  pabOTHUKA, JIMOO JOKYMEHT YCTAHOBJIEHHOW (OPMBI, COIEp)KAIlMi  Ha3HaYeHHE
JIeKapCTBEHHOTO Ipenapara Ui BETEPUHAPHOTO NPUMEHEHUS, BBIJAHHBIA CHEIUAIMCTOM B 00JacTH
BETEpUHAPHM B LIENAX OTIYCKa JIEKAPCTBEHHOT'O IMpenapara WM €ro W3rOTOBJICHUS M OTIYCKa Ha OyMakKHOM
HOCUTENIE WM C COrjlacusl Biajesiblia XKMBOTHOTO WM 3aKOHHOTO MPEICTABUTENs Blajeibla >KUBOTHOTO,
odopMIIeHHBIH B 3JEKTPOHHON (QopMe C MCHOIb30BaHHEM (eepalbHON rocyJapCcTBEHHONH MH(DOPMAIIMOHHOM
CHCTEMBI B 00J1aCTH BeTepUHAPHH;

Hupopmayus 06 uzmenenusx: Ilynkm 54 usmenen c¢ 1 mapma 2025 o. - @edeparibHbil 3aKoH om 30
oexabps 2021 2. N 463-D3
Cwm. npedbidywyto pedakyuro

54) TpeboBaHWe MeOULMHCKOM OpraHuM3auuu, BeTepUHAPHOW oOpraHusauMm wunm
opraHusauuu (vHauBMAayanbHoro npeanpuHumarens), ocyliecTBnaoLen
(ocywecTBnsilowero) pasBegeHue, BbipalwMBaHMe WU coAepXaHWe XWUBOTHbIX, - JIOKyMEHT
YCTaHOBJICHHOW (OPMBI, KOTOPBIA BBIMMCAH MEIUIIMHCKMM PAO0OTHUKOM WJIH CICIHHAIUCTOM B 00JacTH
BETEpPHHAPHH, UMEIONMMH Ha 3TO TPaBO, M COJAEPKUT B MUCHMEHHOH (hopMe yKazaHUe alTeYHOW OpraHU3alliH
WM BETEPUHAPHON aNTeuHOW OpraHu3aIiy 00 OTITyCKe JeKapCTBEHHOTO Mperapara Wik O €ro U3rOTOBJICHUH H
00 oTIrycke a7 o0ecrieueHust Ie9eOHOoro MpoIiecca B MEUIIMHCKON OpTraHu3allii, BETEPUHAPHON OpraHU3alun
WM B oOpraHu3anuu (MHAWBHIYaJTbHBIM NPEINPUHUMATENIEM), OCYIIECTBISIOMEH (OCYIIECTBIISIONIIM)
pasBe/ieHNe, BRIPAIIMBAHUE U COJIEPIKaHUE JKUBOTHBIX;

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiue2o Pedepanvbiozo 3aKoHa 0ONONHeHa nyHKmom 55, ecmynarouum 8 cusny c I uioas 2015 .

55) KOMIUIEKCHAsl OLIEHKA JICKApPCTBEHHOTO Ipernapara - OLeHKa 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOI'O
mpemnapara, BKJIOYamomas B ceOs aHaiu3 MHGOPMALUHM O CPaBHUTEIBHON KIMHUYECKOH 3¢ddexkTuBHOCTH M
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0€30macHOCTH JICKAPCTBECHHOTO TIperapara, OIeHKY YIKOHOMHUSCKHUX TIOCTEACTBUI €ro MPUMEHEHUS, H3yUeHNe
JIOTIOTHUTENIBHBIX TTOCIICICTBUNA TPUMEHECHHS JICKAPCTBEHHOTO IIpemapara B IENAX NPUHATHS PEIICHUN O
BO3MOXKHOCTH BKJIFOUEHHS JIEKAPCTBEHHOTO TIpemnapara B MNepeyveHb KM3HEHHO HEOOXOIWMBIX W Ba)KHEHUIITNX
JIEKapCTBEHHBIX TpenapaToB, HOPMATUBHBIE MPABOBBIE AKTHl M HHBIE JOKYMEHTHI, OMpPEIEISIONUe MOPSI0K
OKa3aHU METUITMTHCKOW TTIOMOIIIH, FJTH UCKITFOUEHISI €T0 U3 YKa3aHHBIX ITePEeyHs, aKTOB U JIOKyMEHTOB;

Hupopmayusn 06 usmenenusx: Cmamos 4 oononnena nynkmom 56 ¢ 1 sneaps 2018 2. - ®edeparbHbil
3aKoH om 28 dexabps 2017 2. N 425-D3

56) cucTeMa MOHUTOPUHIa ABUXEHUS NIeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro
npUMeHeHUsn - denepanbHas TOCYJapCTBEHHAas WHQPOPMAIMOHHAS CUCTEMa MOHUTOPHHTA JIBHIKCHUS
JIEKapCTBEHHBIX MPENapaToB JJIsl MEIUIIMHCKOTO MPUMEHEHHS OT MPOU3BOIUTENS 10 KOHEYHOTO TIOTPEOUTENS C
WCIIONb30BAaHMEM B OTHOIICHWHW JIEKAPCTBEHHBIX NPENapaToB Jjs MEIUIIMHCKOIO MPUMEHEHHUS CpEJICTB
uaeHTH(DUKAIINY.

T'APAHT: CM. KOMMEHTapuu k crathbe 4 HacTosero deaepaibHOTr0 3aKOHa

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno ¢ 19 aszycma 2024 2. - @edepasibHbil 3aKOH om
8 aszycma 2024 2. N 232-P3
Cwm. npedbidywyto pedakyuro

I'napa 2. IlosiHoMouus ¢eepaibHbIX OPraHOB HCTIOJTHUTEIbHON BJIACTH, HCIIOJHUTEIbHBIX OPTaHOB
cyobexToB Poccuiickoii @enepanun npu odpaiieHun JeKapCTBEHHBIX CPEACTB

Cratba 5. IlonmHomouusi ¢enepanbHBIX OpPraHOB WCIOJHUTEIBHONW BJIACTH TIPH  OOpalleHHU
JIEKapCTBEHHBIX CPEJICTB
K nonHomouusiM peepanbHbIX OPraHOB UCTIOMHHUTEIBHOW BIAcTH Mpu 0OpaLLeHNn rekapCTBEHHbIX
CpenCTB OTHOCATCS:

Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ nynxkm [
cmamou 5 Hacmosiuwe2o DedepaibHo20 3aKOHA 6HeceHbl usmMeneHuss, cmynarouue 8 cusy ¢ 1 uwons 2015 2.
Cm. mekcm riyHKkma 8 rpeodbidyujel pedakyuu

1) mpoBemenue B Poccuiickoii @Denepanuu €IWHON TOCYIJapCTBEHHOW TIOMUTHKA B o0nacTu
oOecrnieueHus JIEKapCTBEHHBIMH TpenaparaMu Tpaxkaad B Poccuiickoit deneparny;

Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ nynxm 2
cmamou 5 Hacmosiueco PedepanbHo2o 3aKOHA 8Hecenbl uzMeneHus, 8cmyrnaroujue 8 cusy c 1 urons 2015 a.
Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

2) ytBepkaeHue OOLIMX papMakonemnHbIx cTaTen, (apmakonerHbiX CcTaTen, wu3naHue
rocyIapCcTBEHHOM (papmaxoren, co3JaHue U BeeHNe peecTpa papMaKONeHHBIX CTaHIaPTHBIX 00Pa3IoB;

Hupopmayus 06 usmenenusx:  Ilynkm 3 uzmenen ¢ 1 uions 2021 2. - @edeparibHbil 3aKoH om 11 utons
2021 2. N 170-D3
Cwm. npedbidywyto pedakyuro

3) ocymecTBieHHE (DemepallbHOTO TOCYNAapCTBEHHOTO KOHTpoNs (Ham3opa) B cdepe oOparmieHus
JIEKapCTBEHHBIX CPEJICTB;

Hupopmayus 06 usmenenusx:  Ilynkm 4 uzmenen ¢ 1 uions 2021 2. - @edeparbHbil 3aKoH om 11 utons
2021 2. N 170-D3
Cwm. npedbidywyro pedakyuro

4) JUIEH3WpPOBAHHE IPOM3BOJACTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4YHuCie deaepaabHbIi
TOCY/IapCTBEHHBI JUIICH3MOHHBIH KOHTPOJb AEATEIBHOCTH 10 TPOHM3BOJCTBY JIEKAPCTBEHHBIX CPEICTB,
MIEPUOANYECKOE TIOATBEPXKACHUE COOTBETCTBHS JIMIIEH3WMATa, WMEIOIIEro JIMIEH3UI0 Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEICTB, W (apMaIleBTHUECKOW NEATEIHHOCTH B COOTBETCTBUU C 38KOHOOATENbCTBOM
Poccuiickoit ®enepanum;

T'APAHT: CwM. [MoNOXeHNEe o JTUIIEH3UPOBAHUK TIPOM3BOJICTBA JCKAPCTBEHHBIX CPEIICTB, YTBEPXKICHHOE
noctaHoBrneHuem IlpasutensctBa PO ot 6 utonsg 2012 r. N 686

Hupopmayusn 06 usmenenusx: Ilynkm 5 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbIl 3akoH om 30
aneaps 2024 2. N 1-D3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

5) opraHm3anus JKCMEPTH3BI JICKAPCTBEHHBIX CPEICTB, OJTHYECKOM OSKCIHEPTHU3BI BO3MOXKHOCTH
MPOBEJICHHS KJIMHUYECKOIO0 HCCIENOBAaHUs JIEKAPCTBEHHOIO Mpenapara Juisi MEIWIUHCKOrO IIPUMEHEHM,
SKCIEPTU3bl TOKYMEHTOB, IIPEICTABICHHBIX [JIsl ONpPENEJICHUSI BO3MOKHOCTH pacCMaTpUBaTh JEKAPCTBEHHBIN
Tperapar s MEAUIIMHCKOTO IPUMEHEHHS B KadecTBe Op(haHHOTO JIEeKapCTBEHHOTO Tperapara;

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 cmamovsa 5
nacmosiugeco Pedepanvbiozo 3aKona 0ononHena nynkmom 5.1, ecmynarouwum 6 cusny c I uroas 2015 e.

5.1) opraHu3ays IpOBEACHNS KOMIUIEKCHON OIIEHKH JIEKAPCTBEHHOTO Mperapara B IENAX HMPUHSATHS
pemieHnit 0 BO3MOXXHOCTH BKITIOUEHHS JIEKAPCTBEHHOTO TIpenaparta B NepeyeHb KU3HEHHO HEOOXOAWMBIX H
BKHEHIIINX JIGKAPCTBEHHBIX IPENapaToB, HOPMATUBHEIE PABOBBIC aKThl U MHBIE JOKYMEHTHI, OTPEACTISIONINe
MOPSIIOK OKa3aHUsI MEAULIMHCKOM MOMOILY WM UCKIIOUEHHSI €T0 U3 YKa3aHHBIX MEPEUHs, aKTOB U JOKYMEHTOB;

6) BbIaya paspelleHuil Ha MPOBEACHHE KIMHMYECKHX HCCIIEIOBAHUI JIEKapCTBEHHBIX IPENapaToB,
BEJICHUE pEeecTpa BBIAAHHBIX pa3pellieHU Ha TNPOBEACHUE KIMHUUYECKUX HCCIEAOBAaHUI JIEKapCTBEHHBIX
IIpenaparoB;

7) rocypapcTBeHHas perucTtpalms JeKapcTBEHHBIX IpernaparoB, BEAEHHE TOCYIapCTBEHHOIO
peecTpa JeKapCTBEHHBIX CPECTB;

Hupopmayus 06 usmenenusx:  Cmamos 5 dononnena nynkmom 7.1 ¢ 30 aneaps 2024 2. - @edepasibHbil
3aKkoH om 30 ausaps 2024 2. N I-D3

7.1) perucrtpamusi, MOATBEPXKIACHHE pPETUCTpaluK (IIEpeperucTpaiusi), BHECCHHE W3MEHEHHI B
pETUCTPallMOHHOE JOChE, a TaKKe IMPOBEICHHUE MPOIEAYP, CBI3aHHBIX C PETHUCTpPAlUCH, B COOTBETCTBUHU C
YTBEPKJIECHHBIMU EBpa3uiickod 3KOHOMHUYECKOW KOMHUCCHEN [pPaBuilaMy perucTpauvd M 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB I MEIUITMHCKOTO TIPUMEHECHHS W [MPaBUMNaMW peTyIupoOBaHUsS OOpaImieHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB Ha TAMOXKEHHOU TeppuTopun EBpazuiickoro 3SKOHOMUYECKOTO COK03a;

Hupopmayusn 06 usmenenusix:  Cmamos 5 donoanena nynkmom 7.2 ¢ 30 sneaps 2024 2. - @edeparbHbil
3aKoH om 30 saneaps 2024 2. N 1-D3

7.2) mpencraBienue HHOOPMAITUN O PETHCTPALINH, TOATBEPXKICHIH PETUCTPAIH (TIepEepEeTUCTPAIIHIH ),
BHECEHHHM W3MEHEHWIl B PETUCTPAIIOHHOE JOChE, a TaKKe O TMpOILEeNypax, CBSI3aHHBIX C PETHCTpanuel, B
EBpasuiickyro S5KOHOMHYECKYI0 KOMUCCHIO C HCIIOIb30BAaHNEM HHTETPUPOBAHHON MH(YOPMAIIMOHHON CHCTEMBI
EBpasuiickoro 3KOHOMHYECKOIO CO03a B COOTBETCTBUM C YTBEP)KICHHBIMU EBpa3suiickoil 3KOHOMHYECKOU
KOMHUCCHEH MOPAAKOM (GopMHpPOBaHWS W BEACHUS €IWHOTO PEecTpa 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpencte EBpa3miickoro SKOHOMHUYECKOT'O COI03a M MPaBUIIaMU perylupoBaHus oOpaieHHs BeTepUHAPHBIX
JICKapCTBEHHBIX CPEICTB Ha TAMOKEHHOHN TeppuTopuu EBpa3zuiickoro 3KOHOMHUYECKOTO COI03a;

Hupopmayus 06 usmenenusx:  Cmamos 5 donoanena nynkmom 7.3 ¢ 1 cenmabps 2024 2. - @edeparibHbll
3aKoH om 30 aueaps 2024 2. N [-D3

7.3) yTBepXIeHHE NOpSIKAa NPUOCTAHOBICHHUS MACHCTBHSA PETHCTPALMOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOTO Mpenapara WIM OTpaHWYEHMs] PHUMEHEHUS JIEKAPCTBEHHOIO Mpernapara A MEIULMHCKOro
NIPUMEHEHUS B CIy4asx, MPEAyCMOTPEHHBIX YTBEp)KIEHHBIMU EBpa3uicKOll 3KOHOMMUYECKOM KOMHCCHEH
npaBUIlaMy perucTpaldd W OSKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB JUISI MEAWLMHCKOTO NPUMEHEHUs, M
BO300OHOBJICHUS JICHCTBHS PETUCTPAIMOHHOTO YAOCTOBEPEHHS JICKAPCTBEHHOTO TIIperapara WA CHSTHS
OTpaHUYEeHMS TPUMEHEHUS JIEKapCTBEHHOTO NpenapaTa it MEAUIUHCKOTO IPUMEHEHHUS;

Hupopmayus 06 uzmenenusix: Ilynkm 8 usmenen ¢ 30 smeaps 2024 o. - @edepasibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

8) opranmsanus ¥ (WIKM) TPOBEACHHUE HWHCICKTHPOBAHUS CyOBEKTOB OOpAICHUS JICKAPCTBEHHBIX
CPEJICTB Ha COOTBETCTBHME YTBEPKACHHBIM EBpa3suiickoil 5JKOHOMHUYECKOM KOMUCCHUEN IMpaBUiiaM HaJylexaliei
7a0bopaTOPHOM TIPAKTUKH, TpaBUIaM HaJJICKAMeH KIMHUYECKOH TMPaKTUKH, TpaBWIaM HaIeKalIeH
TUCTPUOBIOTOPCKON MPAKTHUKH, MPaBIIaM HaJleKalled MpakTHKH GapMaKkoHAI30pa, a TaKXKe YTBEPKICHHBIM
YHOJTHOMOYEHHBIMHU (pelepallbHBIMA OpTaHaMHU HCIIONIHUTENFHOW BIACTH MPaBuUiaM Haajexaried anTedHOu
MPaKTUKH, MPaBUIaM XpaHEHHUs IEKAPCTBEHHBIX CPE/ICTB;

Hupopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovsa 5
Hacmosiugeco Pedepanviozo 3akona dononmnena nynkmom 8.1, ecmynarouwum 6 cusny c I uroas 2015 e.

8.1) oprammzamms u (WIHM) TPOBEACHWE HWHCIIEKTHPOBAHUSA CyOBEKTOB OOpaIeHHs JEKapCTBEHHBIX
CPE/IICTB Ha COOTBETCTBUE TpeOOBaHHMAM MPABUI HaJUIekKalmed MPOU3BOACTBEHHOW NPAKTHKH, BblJayva
3aKIIIOYEHUI O COOTBETCTBUH MPOM3BOIMTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHWSM MPABUI HaJJICIkKAIICH
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MPOU3BOJICTBEHHON MPAKTUKH;

Undopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamoes 5
Hacmosugeco PedepanvHo2o 3akona dononmnena nynkmom 8.2, ecmyrnarouum 6 cusny c I urona 2015 e.

8.2) ycraHoBineHHE MOPAAKA BeNeHUS U BEAEHHE TOCYNAapCTBEHHOTO pEecTpa 3akKIYeHHH o
COOTBCTCTBUH MTPOU3BOAUTEIIA JICKAPCTBECHHBIX CPCICTB Tpe6OBaHI/I$IM IpaBUJI Hazmexcamef/i HpOPI3BO)ICTB€HHOI>i
IIPAKTHKH;

Hupopmayus 06 usmenenusx:  Ilynkm 9 usmenen ¢ 7 uons 2019 2. - @edeparibHbil 3aKOH om 6 utons
2019 2. N 134-D3
Cwm. npedbidywyto pedakyuro

9) rocymapcTBEeHHAsT PETUCTPANHS MPEACTBHBIX OTITYCKHBIX IIEH MPOW3BOAMTENCH Ha JCKAPCTBECHHBIC
MIperaparsl, BKIIOYEHHBIE B NEPEYEHb )KU3HEHHO HEOOXOIMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, U
BelleHHUE OCY[apCTBEHHOIO peecTpa HpeldeibHbIX OTIYCKHBIX LIEH NPOU3BOAUTENICH HAa JIEKAPCTBEHHBIE
TIperaparsl, BKIIIOUEHHBIE B NePeYeHb )KU3HEHHO HEOOXOAUMBIX M BAKHEHIIINX JIEKapCTBEHHBIX MPENapaToB.;

Hupopmauusn 06 usmenenusx:  Ilynkm 9.1 usmenen ¢ 19 ascycma 2024 2. - @edeparibHbil 3aKOH om 8
aszycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

9.1) cormacoBaHre MPOEKTOB PEIISHIH MCTIOTHUTENBHBIX OpraHoB cyobekToB Poccuiickoit denepannn
00 yCTaHOBJICHMH W (WJIM) M3MEHEHHH IPEAEIbHBIX pa3MepOB ONTOBBIX HAaJ0ABOK M NPEAEIBHBIX PasMepoB
PO3HHMYHBIX HaJ0aBOK K (DaKTHUECKUM OTITyCKHBIM LIEHaM, YCTAaHOBJICHHBIM IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX
mpenapaToB, Ha JICKApPCTBEHHBIC TMpENapaTthl, BKIIOYEHHBIE B [E€PEYEHb JKU3HEHHO HEOOXOOUMBIX H
BAKHEHIINX JIEKApPCTBEHHBIX MPENapaToB;

Hngopmayus 06 usmenenusx: Ilynkm 10 usmenen ¢ 13 aseycma 2019 o. - @edeparibHbili 3aKOH om 2
aseycma 2019 e. N 297-D3
Cwm. npedbidywyro pedakyuro

10) Bblmaua, yCTaHOBJCHHWE TMOPSAAKA BBIIAYM Ppa3pelieHdss Ha BBO3 KOHKPETHOW MapTHH
JIEKapCTBEHHOT0 cpeacTBa B Pocculickyro @enepanuro;

Hngopmayus 06 usmenenusx:  Ilynkm 10.1 usmenen ¢ 13 aseycma 2019 2. - @edeparibHbili 3aKOH om 2
aseycma 2019 e. N 297-D3
Cwm. npedbidyuwyro pedakyuro

10.1) BeImaya, ycraHOBJIeHHE NOPSAAKA BbAaun U (DOPMbl TOKYMEHTA, KOTOPBIH MOATBEPIKAAET, UTO
MIPOU3BOACTBO JIEKAPCTBEHHOIO Ipernapara Juisi MEIULUHCKOTO IPUMEHEHUSI OCYLIECTBICHO B COOTBETCTBHHU C
TpeOoBaHMSAMHU MPAaBUI HaJIeXKaIell MPOM3BOIACTBEHHOM MPAaKTHKH MM YTO JIEKAPCTBEHHBIN IMpemnapaT i
BETEPHHAPHOTO IIPUMEHEHH TOMYyIIeH K oOpamiennto B Poccuiickoii ®exepanyn, U IOIEKUT MPEACTABICHUAIO
110 TpeOOBaHMIO YIIOTHOMOUYEHHOTO OpraHa CTPaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN IIpETapar;

T'APAHT: CMm. AOMUHUCTPATUBHBIM pernamMeHT DenepalbHOM CIIyXKOBI II0 BETEPUHAPDHOMY U
(hUTOCAHMTAPHOMY HAA30PY IO IIPEAOCTABICHUIO TOCYIAPCTBEHHOM YCIIYTH 10 BRIJAaY€e JOKYMEHTA, KOTOPKIM
MMOATBEPIKIAET, UTO JEKAPCTBEHHBIN Ipemapar s BETEPUHAPHOTO MPUMEHEHHUS IOIMYIIEH K OOpalleHUI0 B
Poccuiickoit @eneparnnu, U HOMIEKAT MPEIACTABIEHHIO IO TPEOOBAHUIO YIIOJTHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JICKAPCTBECHHBIN MIpENapat, yTBEPKIACHHBINA MPUKa3oM Poccenpxo3Ham3opa ot 28 nexadopst
2020 r. N 1402
CM. AOMUHUCTPATUBHbBIA PErNMaMeHT IO MNPEACTaBICHUIO MUHIPOMTOProM Poccuu rocynapCcTBEHHON
YCIIYTH 110 BbIJaye JOKYMEHTA, KOTOPBIM ITOATBEPKAAET, YTO IIPOMU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara s
MEIUIIMHCKOTO IPUMEHEHHUS OCYIIECTBIEHO B COOTBETCTBHM C TPeOOBAaHMSIMH IIPABHJI HaJJIeKaIlen
MIPOU3BOACTBCHHON MPAKTUKH, W MOMIECKHUT IMPEACTABACHUIO MO TPCOOBAHUIO YIOJIHOMOYCHHOI'O OpraHa
CTpPaHbI, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN Nperapar, yTBep KIeHHbIN MPMKa3oM Munmnpomropra Poccuun
ot 31 nexadpst 2015 r. N 4369

Hngopmayus 06 usmenenusx: @DedepasnbHbiM 3aKoHOM om 13 uwnn 2015 2. N 241-®@3 ¢ nynkm 10.2
cmamol 5 HacmoAuwezco d)eaepaﬂbﬂoeo 3AKOHA 6HECEHbl USMEHEHUA
Cm. mekecm riyHKma 8 rpedbidyuwieli pedakuyuu

10.2) BBlOaya, ycTaHOBIEHHE TMOpPsAKa BbIAAYd U (POPMBI OKYMEHTa, COACPIKAILEro CBEICHHS O
CTagUsIX TEXHOJOIMYECKOro Ipolecca IPOM3BOACTBA JIEKAPCTBEHHOIO CpPEACTBA IS MEIUIMHCKOIO
MIPUMEHEHUs, OCYIIECTBISIEMBIX Ha TEpPUTOpUN EBpazniickoro 3KOHOMHYECKOTO COI03a;

T'APAHT: CM. AOMWHUCTpPATUBHBIA  pernaMmeHT Munnpomropra Poccuu MO MPETOCTaBICHHIO
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TOCYIApCTBEHHON YCIYIM II0 BbIIA4Y€ NOKYMEHTA, COAEPIKAILIEIO CBEACHHUS O CTaAUSIX TEXHOJIOTHYECKOI'O
TpoIiecca MPOU3BOJICTBA JIGKAPCTBEHHOTO CPEICTBA JIJISI MEIUIIMHCKOTO MPUMEHEHHS, OCYIIECTBIISIEMBIX HA
TeppuTOpur EBpazuiickoro 3KOHOMHUYECKOTO COK03a, YTBEPXKICHHBIM NPUKa3oM Munnpomropra Poccun ot
31 mexadps 2015 . N 4368

11) CO31aHUC COBCTOB II0 BOIIPOCAM, CBA3AHHBIM C o6pameHHeM JICKApCTBCHHBIX CPCACTB;
12) aTTectanms u cepTI/I(pI/IKauI/m CIICIUAJIUCTOB;
13) yTpatun cuny;

Unpopmayus 06 usmenenusx:  Cm. mexcm ryHkma 13 cmampbu 5

Undopmauyus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 nynxkm 14
cmamou 5 nacmosiue2o Pedepanbroco 3aKOHA USLONCEH 8 HOBOU pedaKyuu, eCmynarowel 8 cusny ¢ 1 uions
2015 2.

Cm. mekcm riyHKkma 8 rpeodbidyuiel pedakyuu

14) ocymectBienre GpapMakoHaI30pa;
15) yuactue B MEXIyHapOIHOM COTPYJHUYCCTBE;

Hugpopmayusn 06 usmenenusx:  Ilynkm 16 usmenen ¢ 19 aseycma 2024 2. - ®edeparsibHbIl 3aKOH om 8

aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

16) momydeHue Mo 3ampocaM YHOJIHOMOYEHHOTO (enepalibHOrO OpraHa MCIIOJHHUTENBHOW BIIACTH OT
HCTIONHUTENBHBIX OpraHoB cyObekToB Poccuiickoit ®emepaunu, a Takke OT CyOBEKTOB OOpalleHHs
JICKapCTBEHHBIX CPEACTB Ui MEAWIMHCKOTO NPUMEHEHHsS WHQPOPMAalUH [0 BONPOCAM YCTaHOBICHUS H
MIPUMEHEHUS [IeH Ha JIEKApCTBEHHBIE TIpenapaThl U HaJ0aBOK K HUM;

17) npuMeHeHre Mep OTBETCTBEHHOCTH 3a HapyllleHre 3akoHoaaTenscTBa Poccuiickoit denepanuy;

Hupopmayus 06 uzmenenusix:  Ilynkm 18 usmenen ¢ 1 cenmsabps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

18) yTBepkmeHue MNpPaBUN HaAJMEXKAIIeH anTeuyHON MPaKTUKU, MPABUIT XpaHEHHUs JEKapCTBEHHBIX
CPEICTB;

Hnupopmayus 06 uzmenenusix:  I[lynkm 19 uzmenen ¢ 30 aneaps 2024 2. - @edeparsibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

19) ycranoriienue rnopsgka GopMHUpOBaHUs PETUCTPAIMOHHOTO JOChE HA JICKAPCTBEHHBIN MIpernapar
JUIsl BETEPHHAPHOTO IPUMEHEHHSI U TpeOOBaHUI K JOKYMEHTaM B €T0 COCTABE;
20) yrpatun cuiy ¢ 30 saBapst 2024 1. - PefepansHbii 3akoH ot 30 saBaps 2024 r. N 1-03

Hupopmayus 06 usmenenusix:  CM. npedsidywlyro pedakyuro

21) yrpatun cuiy ¢ 30 saBapst 2024 1. - PefeparnsHbii 3akoH ot 30 saBaps 2024 r. N 1-03
Hnupopmayus 06 usmenenusix:  CM. rnpedsiOywlyro pedakuyuro

22) yrpatun cuiy ¢ 1 mapra 2020 r. - PefeparbHbii 3akoH ot 27 aekadps 2019 r. N 475-03
Hngopmayus 06 usmenenusx:  CM. npedbidywyro pedakyuro

Hupopmayusn 06 usmenenusx:  Ilynkm 23 usmenen ¢ 30 sneaps 2024 2. - @edepasibHbll 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

23) yrtBepxkaeHne TPeOOBAHWA K HMHCTPYKIMH 10 BETEPUHAPHOMY IMPUMEHCHHUIO JIEKAPCTBEHHBIX
Mpenaparos;
Hupopmayus 06 usmenenusx:  Ilynkm 24 usmenen ¢ 3 anpens 2020 2. - ®edeparsibHbIl 3aKOH om 3 anpens
2020 2. N 105-D3
Cwm. npedbidywyto pedakyuro

24) mpUHSATHE PpeIIeHH, SBISIOIINXCS OCHOBAHMSAMHU JUIS BKJIIOUEHHS JOMEHHBIX MMEH M (MJIH)
yKaszareJjel cTpaHUull CaiTOB B MH(POPMAOHHO-TEIEKOMMYHHKAaMOHHOH ceTr "HHTepHeT", a TakKe CeTeBBIX
a/IpecoB B €OMHYI0 aBTOMAaTH3MPOBAaHHYIO WH(pOpPMAaUOHHYIO cucteMy "EanHBIA peecTp NOMEHHBIX HMEH,
yKazareyied CTpaHWIl CaTOB B HH(OPMAIMOHHO-TEICKOMMYHHUKAIIMOHHON ceTu "MHTEepHET" H CeTeBBIX
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aapecoB, IO3BOJISIOIINX I/Iz[eHTI/I(bI/IuI/IpOBaTL CalTel B WH(GOPMAIMOHHO-TCICKOMMYHHUKAITMOHHOW CETH
"Uutepuet", comeprkamue nHGOPMAIIHIO, pacrpocTpaHeHne kotopoid B Poccuiickoit denepamnum 3anpemnieHo",
B OTHOIIEHMH WH(MOpMAIH, COAEp)Kalmlel Tpemaio)keHHe O PO3HWYHOW TOProBje JIeKapCTBEHHBIMH
IperaparaMy, B TOM YHCIIe TUCTAHIIMOHHBIM CIOCOOOM, PO3HUYHAS TOPTOBIS KOTOPBIMH OTpaHMYEHA WIIH
3ampelieHa B COOTBETCTBHU ¢ HacTosmuM DefepanbHBIM 3aKOHOM, W (WIH) WHQOPMAIMH, COAEpIKaIler
MpeJIOKEeHNEe O PO3HUYHOM TOPrOBIiE JIGKAPCTBEHHBIMH IpenapaTaMd, B TOM 4YHCIE IUCTaHIMOHHBIM
croco0oM, JIMIaMH, He MMEIOIUMHU JINIEH3UU U Pa3pelieHuss Ha OCYIIECTBICHUE TaKOW NEATeNbHOCTH, €CIIU
MOJTyYCHUE JUIICH3UM W Pa3pelIeHUs NPEIyCMOTPEHO 3aKOHOJATENILCTBOM 00 OOpaIleHWH JIEKapCTBEHHBIX
CPEICTB;

Hngopmayus 06 usmenenusx:  Cmamosi 5 0onoanena nynkmom 25 ¢ 29 nosops 2019 2. - @edeparibHbIl
3aKoH om 28 nosops 2018 2. N 449-D3

25) BbIIaya pa3pelieHud Ha BBOJA B TPAXKIAHCKUH 000pOT MMMYHOOHOJOTHYECKUX JIEKAPCTBEHHBIX
[IpPeraparoB;
Hngopmayus 06 usmenenusx: Cmamosi 5 0onoanena nynkmom 26 ¢ 1 smsaps 2024 2. - @edepasibHbIl
3aKoH om 19 okmsabopsa 2023 2. N 503-D3

26) PEryjinpoBaHuc BOIIPOCOB, CBA3AHHBIX C B3aUMO3aMCHACMOCTLIO JICKAPCTBCHHBIX IMPCIApaTOB JIA
MCIUIUHCKOI'O0 MPUMCHCHUS.

T'APAHT: CM. KOMMEHTapuu k crathbe 5 HacTosIero deaepaibHOTr0 3aKOHa

Hupopmayus 06 usmenenusx:  Cmamos 5.1 usmenena ¢ 19 aseycma 2024 2. - ®edeparibHbIlU 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus crarem 5.1 pPaACNPOCTPAHAKTCA Ha IMOJHOMOYMS (eaepalbHBIX OpPraHoOB
HACIIOJIHUTENIBHON BJIACTH, KOTOPBLIE HE IEepeaaHbl JUId OCYIIECTBIIEHUS OpraHaM I'OCYJAapCTBEHHOM BJIACTH
cyOBbekToB P® 1 opraHamM MECTHOI'O CaMOYIPaBICHUs COOTBETCTBYIOMIMMHU (efepalbHBIMKH 3aKOHAMHI

Cratba 5.1. [lepenaua ocyuiecTBICHUS MOTHOMOUHIA (eiepabHBIX OPraHOB UCTIOIHUTEIBHON BIaCTH
npu  OOpalleHuH JICKApCTBEHHBIX CPEICTB HCIOJHHUTEIBHBIM OpraHaM CyOBEeKTOB
Poccuiickoit ®enepanun
[lonmHOMOUMS QenepanbHBIX OPTraHOB HMCIOJHUTENFHOW BJACTH NpPHU OOpAllleHHH JIeKapCTBEHHBIX
CPEICTB, MpelyCMOTpEHHbIE HacTosAmKUM DenepanbHbIM 3aKOHOM, MOTYT IE€peAaBaThCs AJIA OCYILECTBIECHUS
UCTIOJHUTEIBHBIM OpraHaM cyObekToB Poccuiickoit ®egepanuu mnoctaHoBieHusMH llpaBurtenbcTBa
Poccuiickoit Denepanuu B mopsiake, ycranoBieHHoM PefepanbHbiv 3akoHOM ot 21 aekadpst 2021 roxa
N 414-®3 "O6 o0muX NPUHIIMTIIAX OPTaHU3aUK Ty OJIMYHOM BIacTH B cyObekTax Poccuiickoit @eneparmn’.

T'APAHT: CMm. KOMMeHTapuu k cratbe 5.1 HacTosmero deaepanbHOro 3aKOHA

Hupopmayus 06 usmenenusx:  Cmamos 6 usmenena c¢ 19 aseyema 2024 2. - @edeparsibHbIl 3aKOH om 8
aseycma 2024 2. N 232-D3
Cm. npedbidywyro pedakyuro

Cratbs 6. IlomHOMOUMsI HCIOJHUTEIBHBIX OpraHoB CyObekTa Poccuiickoit ®expepaimu mpu

oOpallleH!H JICKApCTBEHHBIX CPEIICTB

K mosHOMOUYMSIM MCIONHUTENBHBIX OpraHoB cyOwbekTa Poccuiickoit ®emepanuu mnpu oOparieHun
neKkapCTBEHHbIX CPEeCTB OTHOCSTCS:

1) pa3paboTka U peanu3anusl PerHOHAIBHBIX NPOrpaMM O0ECHEeUeHHs HACEJICHHs JIEKapCTBEHHBIMU
IpenapaTamu;

2) yCTaHOBIICHHE IpEIeNbHBIX Pa3MEpPOB ONTOBBIX HAal0AaBOK M MNPENCNIbHBIX Pa3MEPOB PO3HHUYHBIX
Han0aBOK K (aKTHMYECKUM OTIYCKHBIM LI€HaM, YCTAHOBJICHHBIM HPOM3BOAMTENISIMH JIEKAPCTBEHHBIX
mpenapaToB, Ha JICKAPCTBEHHBIC TMpENapaTrhl, BKIIOYEHHBIE B [1E€PEYEHb JKU3HEHHO HEOOXOOUMBIX H
BAKHEHIIINX JIEKAPCTBEHHBIX NPENAapaToB;

Hupopmavyus 06 usmenenusx: Ilynkm 3 usmenen ¢ 1 cenmsabps 2024 2. - ®edeparbHbil 3aKOH om 8
ascycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

3) OCYHICCTBJICHUC PCTUOHAJIBHOTO TOCYAAPCTBCHHOIO KOHTPOJA 3a MNOPHUMCHCHHECM ILCH Ha
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JIEKapCTBEHHBIC TMpemaparhl, BKIIOYCHHBIE B [EPeYeHb KU3HCHHO HEOOXOAMMBIX H  BaKHEHIITHX
JIEKapCTBEHHBIX IPEMapaToB, OpraHU3alUSIMHA ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMHU CPEACTBAMH, allTCUYHBIMH
OpraHW3alNUSIMH, WHIABHIYAIBHBIMA IPEANPUHUMATEISIMA, UMEIONIMMH JIMIICH3UI0 Ha (DapMaIieBTUIECKYIO
NeSTeFHOCTh, MEUIIMHCKUMH OpPTaHU3alNsIMHI, UMEIOIINMH JINIICH3NUIO0 Ha (PapMaIieBTHYECKYIO AEATEIhHOCTD,
1 uX 000COOJIEHHBIMU TIOJPa3/IEICHUSIMHU, PACTIONOXKEHHBIMH B CEICKUX HACEIIEHHBIX MYyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aliTeYHbIE OpPTraHU3aIHH;

Hupopmayusn 06 usmenenusx: Cmamos 6 Oononnena nynkmom 4 ¢ 1 aneaps 2018 2. - ®edepasnbHbil
3aKkoH om 29 urons 2017 2. N 242-D3

T'APAHT: ITonoxxenus nyHkra 4 crateu 6 (B pemaxkumu PegepanbHoOro 3akoHa or 29 wurons 2017 1.
N 242-®3) B ugacth, Kacaromencs (HOpMHUPOBAHUS M BBIJIAYM PELENTOB Ha JIEKAPCTBEHHBIE IIPEIaparhl,
coaepKalnre HazHAauYeHHE HAPKOTHYECKUX CPEICTB HIIM TICHXOTPOITHBIX BEIIECTB, B (hOpME DIEKTPOHHBIX
JIOKYMEHTOB, NMPUMeHATCA ¢ 1 suBapsa 2019 r.

4) nmpuHATHE peuieHus 00 UCIOIB30BaHNH Ha TeppuTopun cyobekta Poccuiickoit deaepaunu Hapsny ¢
peuenTaMd Ha JICKApCTBEHHBIE INpemapartbl, O(QOpMIIEHHBIMM Ha OyMa)KHOM HOCHTENE, PELENnTOB Ha
JIeKapCTBEHHbIE MpenapaThl, cHOPMUPOBAHHBIX B OPME JIEKTPOHHBIX JJOKYMEHTOB.

T'APAHT: CM. KOMMEHTapWUK k cratbe 6 HacTosmero demeparbHOTO 3aKOHA

I'naBa 3. 'ocynapcrBennas papmaxonesi

Cratbs 7. Pa3paboTka u M3jaHue TOCyIapCTBEHHOW (hapMaKoIieH, pa3MelIeHHEe TaHHBIX O Hel
1. Tlox rocymapcTBeHHOM (hapMakoreeili MOHUMaETCs CBOA OOLMX (papMaKOMemHbIX cTaTen u
dapmakonemnHbix cTaTen.

Unpopmayus 06 usmenenuax: PedepasibHbIM 3aKOHOM om 22 Oexabps 2014 2. N 429-D3 ¢ uacmv 2
cmamvu 7 Hacmosiugeco PedepanbHo2o 3aKOHA 8Hecelbl uzmenenus, Cmyrarouue 8 cusy c 1 uons 2015 2.
Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

2. Pa3zpaborka oOmmx (¢apmakoneiHbIXx craTedl u (apmakomeWHbBIX cTaTel, B TOM YHUCIE
(hapMakoneiiHbIX CcTaTel Ha (hapMakKoIleiHbIe CTaHIapTHBIE 00pa3lbl, ¥ BKIIOUECHHE WX B TOCYIapCTBEHHYIO
(hapMaKoIer0 OCYIIECTBIAIOTCS B MOPSAKE, YCTAaHOBIEHHOM YIIOJIHOMOYEHHBIM (helepalbHbIM OpraHOM
HUCTOJIHUTENILHOU BJIACTH.

Undopmayus 06 usmenenuax: DedeparibHbIM 3aKOHOM om 22 Oexabps 2014 2. N 429-D3 ¢ uacmo 3
cmamou 7 Hacmosiujeco DedepanbHo2o 3aKOHA 6Hecenbl usMeneHus, 6Cmyrnarouue 8 cusy c 1 uwons 2015 2.
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

3. Pa3pabotka (apMakorneiHoii ctarb Ha PedPepPeHTHbIN FIeKapCTBEHHbIN Npenapart u BKIYCHHUES
ee B TOCYJapCTBEHHYIO (hapMakoIel0 B TEUYEHHE CpOKa JAEHCTBUS 3allUTHl HCKIIOYWTENBHOTO IIpaBa,
YIOCTOBEPEHHOTO TIATEHTOM Ha pe(epeHTHBIN JIeKapCTBEHHBIN Iperapar, OCYIIECTBISIOTCS C COTJIAcHs €ro
pazpaboTynka.

4. TocynmapctBeHHas (apMmakoress u3gaercs YMNONMHOMOYEHHbIM  doefeparnbHbiM - OpraHoM
WCTIOTHUTENFHON BIIACTH 33 CUET CPEJACTB (helepanbHOTO OFO/DKETa W MOAJIEKUT MEepEenu3JaHusIM HE Pexe YeM
OIMH pa3 B IAThH JIET, B NEPUOJ MEXAYy KOTOPBIMH HM3IAI0OTCS MPHUJIOKEHHUS K TOCYIapcTBEHHOH (apmakoree,
coJiepkaiiye obmue dpapMakoneiHble cTaTbu U (Win) papMaKoIieiiHbIe CTaTbU, YTBEPKICHHBIE MOCIIEe H3IaHHS
WK TIepen31aHus TOCYAapCTBEHHOH apMaKoIeH.

5. VYnomHoMoueHHBIH (eaepalbHBIA OpraH MCIOMHUTENBHOW BJIACTH pasMelaeT JaHHBIE O
rOCy/IapCTBEHHOM (hapMakoriee W MPUIIOKCHUSX K HEW Ha cBoeM Oo(pUIMAIbHOM caiite B cetd "HMHTepHer" B
YCTaHOBJIEHHOM UM MOPSAAKE.

T'APAHT: CM. KOMMEHTapuK k ctatbe 7 HacTosmero denepaibHOro 3aKOHa

HUupopmayus 06 usmenenusx:  Haumenosanue usmeneno ¢ 1 wons 2021 2. - ®edeparsbHbil 3aKoH om 11
urornsi 2021 2. N 170-D3
Cwm. npedbidyuwyro pedakyuro

I'nasa 4. JIunensupoBaHue Npon3Bo/ACTBA JIeKAPCTBEHHBIX cpeacTB U (hapManeBTHUYECKO
JAesITeIbHOCTH, FOCYIapCTBEHHbII KOHTPOJIb (Haa30p) B cepe o0paiieHust JIeKapCTBEHHbIX CPeACTB
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Cratba 8. JlumeH3upoBaHHWe MPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB W  (papMareBTHYECKON
ESITENLHOCTH
1. JlumeH3upoBaHWE TPOM3BOJCTBA JICKAPCTBEHHBIX CPEIACTB W (hapMaIleBTHUCCKON MeATeILHOCTH
OCYLLIECTBIISIETCS] B COOTBETCTBUU ¢ 3aKOHOAaTenbCTBOM Poccuiickoit denepauum.
2. O0s3aTeNbHBIM YCIIOBHEM TIPEIOCTABICHUS JUIIEH3UN Ha MPOW3BOICTBO JIEKAPCTBEHHBIX CPENCTB
SIBIIICTCSl TIPWJIOKEHNUE K 3asBIICHUIO COWCKATEIs JIMIIEH3UW TepevHs JIEKapCTBEHHBIX (OopM u (M) BHUIIOB
hapmaLeBTUHECKMX CYyDCTaHLMIA, KOTOPbIE IPOU3BOUTEIb JIEKAPCTBEHHBIX CPEICTB HAMEPEH MPOU3BOIAUTD.

Unuopmayus 06 usmenenusx: Yacmo 3 usmenena ¢ 1 mapma 2022 2. - DedeparibHbil 3aKOH om 11 uions
2021 2. N 170-D3
Cwm. npedbidywyro pedakyuro

3.B cirydac H€O6XOI[I/IMOCTI/I pacmipCHUs NPOHU3BOACTBA JICKAPCTBCHHBIX CPCACTB 3a CUYCT HOBBIX
JICKaPCTBCHHBIX (I)OpM n BUIO0B (l)apMaLIGBTI/I‘-IeCKI/IX Cy'6CTaHL[I/Iﬁ OPpOU3BOAUTCIIL JICKAPCTBCHHLIX CPCACTB
JOJDKCH IIOJaTh B JlI/ILIGH3I/Ipy10H_II/Iﬁ Oprad 3asBJICHUEC O BHCECCHUU W3MEHCHHUI B peecTp J'II/II_ICHBI/Iﬁ Ha
OpOU3BOACTBO JICKAPCTBCHHBLIX CPCACTB.

Hnupopmayus 06 usmenenusx: Cmamovs 8 dononnena uacmoto 4 ¢ 29 oexabps 2020 2. - @edeparibHbll
3aKoH om 27 dexabps 2019 . N 481-D3

4. JluneH3us Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB ((papMaIleBTHUECKOW CyOCTaHIMHM CIUpPTa
STWJIOBOTO (3TAHOJA) BBIJACTCS NPU YCIOBUM HAJM4YUsA Yy OpraHu3aliy Ha TMpaBe COOCTBEHHOCTH,
XO3SIUCTBEHHOT'O BCACHHA WJIM OIIEPATUBHOI'O YIIPABJICHUA OCHOBHOI'O TEXHOJOIMYCCKOI'O O6OPYILOB3HI/IH JJIsL
MPOM3BOICTBA ITHUIIOBOTO CIIMPTA, 3aPETMCTPUPOBAHHOTO B COOTBETCTBMM co CTaTben 14.1 denmepanbHOro
3akoHa OT 22 HosOps 1995 roma N 171-@3 "O rocymapcTBEHHOM PETYJIHPOBAHUH MPOU3BOJACTBA U 000OpOTa
STHJIOBOTO CITUPTA, AaJKOTONBHON W CHUPTOCOAEpIKAllell MPOAYKIMH W 00 OrpaHWYeHHH NOTpeOIeHHS
(pacmuTHA) ATKOTOJIBHON TIPOYKITHH "

T'APAHT: CM. KOMMEHTapuK k ctatbe 8 HacTosmero deneparbHOro 3aK0OHA

Undhopmayus 06 usmenenusx: Dedepanvuviti 3akoH Odonoanen cmamvei 8.1 ¢ 29 oexabps 2020 e. -
®edeparibHbIl 3aKOH om 27 dexabps 2019 2. N 481-D3

Cratbss 8.1. OcoOCHHOCTHM  JIMICH3UPOBAHHS  MPOM3BOACTBA  JICKAPCTBEHHBIX  CPEICTB
(bapMmarneBTHUECKOM CyOCTaHIMK CITUPTA 3TUIIOBOTO (3TAHOIA)

1. JleficTBue NUIIEH3WH Ha MPOW3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((papMarieBTHUECKOW CyOCTaHIINN
CIMPTa 3TWIOBOIO (3TaHONA) IPUOCTAaHABIMBAETCS B YacTH IIPaBa Ha IIPOM3BOACTBO (hapMaleBTUYECKOM
CyOCTaHIIMU CIIMPTA STHIOBOTO (3TAHOJIA) JIMIIEH3UPYIOIUM OPTaHOM B CITydasix, ONpeAeleHHbIX cTaTben 20
®epnepanbHoro 3akoHa ot 4 Mag 2011 roxga N 99-03 "O nuueH3upoBaHUU OTAEIBHBIX BUAOB IEATEIBHOCTH", a
TaKkKe Ha CPOK MPUOCTAHOBJICHUS AEHCTBUS JIMLEH3UH Ha IPOM3BOJACTBO ATUIOBOIO CIIUPTA AJIsl IPOU3BOACTBA
(apmaneBTHUECKOI CyOCTaHIIMKM CIHMPTA 3THJIOBOTO (9TaHOJA), BEIJAHHON B cooTBeTcTBUH ¢ PefepalnbHbiv
3aKOHOM ot 22 Hos0ps 1995 roga N 171-®3 "O rocynapcTBEHHOM peryJMpOBaHUU MPOU3BOACTBA U 000pOTa
STHJIOBOTO CHHPTA, AajJKOTOJIBHOM W CIOUpTOCOIEpXalled NpOAYKIMH M 00 OrpaHu4YeHUH MOTpeOsIeHHs
(pacnuTHsl) QIKOTOJIBHON MPOLYKIUH'".

2. JleficTBue NHIIEH3UM Ha MPOHM3BOJCTBO JIEKAPCTBEHHBIX CPEICTB ((hapManeBTHUECKONH CyOCTaHIIUH
CIHPTa 3TWIOBOTO (dTaHOJA) B YacTH IpaBa Ha INPOU3BOJACTBO (papMameBTHUECKOH CYyOCTaHIMHM CIHPTa
STHJIOBOTO (3TaHOJA) MPEKPaIlacTCs JIMICH3UPYIONMM OpPraHOM B CIIy4Yasx, omnpeaeieHHbx cTatben 20
®enepanpHoro 3akoHa oT 4 Mast 2011 roga N 99-03 "O nuneH3upoBaHUN OTAETHHBIX BHIOB JESITEILHOCTH', a
TaKKe C JaThl IPEKPAICHNUS WIN aHHYJIUPOBAHUS JEUCTBUS JULEH3UN HA IPOU3BOICTBO 3TUIIOBOIO CIIUPTA JUIS
MIPOM3BOACTBA (papMameBTUYECKOW CyOCTaHIIMM CHHPTa 3TUIOBOTO (3TaHONIA), BBIJAHHOH B COOTBETCTBHU C
®depepanbHbiM 3akOHOM ot 22 Hosiopst 1995 roma N 171-®@3 "O rocymapCTBEHHOM pPEryIMpOBaHUU
MIPOM3BOACTBA U 000pOTAa ATUIOBOTO CIHUPTA, AJIKOTOJIBHOM M CIMPTOCOIEpXkalled NPOAyKIUH H 00
OrpaHMYCHHUHU MOTPeOIeHUs (PACIUTHS) aJIKOTOIBHON IPOIyKIKK".

Unpopmayuss 06 uzmenenusx: Dedepanvhvlii 3akon Odononnen cmamoveti 8.2 ¢ 1 cemmsopsa 2023 o. -
®eldeparibHbIl 3aKOH om 4 aseycma 2023 2. N 428-D3

I'APAHT: [Tonmoxenust craren 8.2 Ha Teppuropusx JHP, JIHP, 3amoposkckoii obiacTtwm, XepCOHCKOH
obmactu NPUMEHAITCA ¢ | cenTsops 2024 r.

Cratbs 8.2. OcoOcHHOCTH JHIICH3UPOBaHUS  (HApMAIlCBTUYECKON AEATEIBHOCTH B  YacTH
OCYIIIECTBJICHUS OTITOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEACTBAMU
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1. [eiicTBue JMIeH3UN HA (DapMaIeBTUUCCKYIO ACSATCILHOCTh B YaCTH OCYIICCTBJIICHHSI OITOBOM
TOPIroOBJIM JICKAPCTBCHHBIMU CPEACTBAMHU I MEIUIIMHCKOTO IMPUMCEHCHUA MNPCKpallacTCs JIMICH3UPYIOUIUM
OpraHoM B ciyd4asx, ompeacineHHbsix cTatben 20 dexepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O
JMLEH3UPOBAHUN OTHENbHBIX BHIOB AEATEILHOCTH', a TaKKe [0 PELICHUIO JHUIEH3UPYIOIIEro Opraxa,
MIPUHATOMY B COOTBETCTBHMHU C HACTOSILEH yacThio. B ciydae BBIABIEHUS NPHU OCYIIECTBICHHH (eaepaabHOTO
rOCyJapCTBEHHOTO KOHTpons (Hazm3opa) B cdepe oOpamieHus JIEKapCTBEHHBIX CPEIACTB HapYIICHHS
OpraHu3alyeil ONTOBOW TOPTOBIIM JICKAPCTBEHHBIMH CpeACTBaMHU TpeOoBaHuii 4acten 1 - 3 cratem 53
Hacrosimero denepaibHOr0 3aKoHa [EHCTBHE JHUIEH3MH Ha (HapMaleBTUYECKYIO JESATEIBHOCTh B YacTH
OCYILECTBJICHUSI ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpPEACTBAMHM [UII MEAWLIUHCKOTO TPUMEHEHHS
NPUOCTAHABIIMBACTCA B TCUCHHUC JACCATU pa6oq1/1x [[HCI\/'I CO OHA BBIABJICHUA YKA3aHHOI'O HAPYHICHUS. HCﬁCTBHC
JIUIICH3UHU Ha @apMaHeBTI/I‘-ICCKyIO JACATCIIBHOCTD B 4aCTU OCYHICCTBIICHUA OINTOBOM TOPIroBJIM JICKAPCTBECHHBIMU
cpeacteaMu i1 MEAMIHUHCKOTO MNPHUMCEHCHHUA MNPHUOCTAHABIMBACTCSA Ha CPOK, KOTOpLIﬁ OIIpEACIACTCA
JTUICH3UPYIOMIMM OpPTaHOM (HO HE MEHEE YeM Ha OJHMH MECAIl), TI0 MCTEYCHUH KOTOPOTO NEHCTBUC NaHHOU
JUIEH3UH TOJUICKUT TPEKPAIIEHHI0 Ha OCHOBAaHHH DPEIIeHHUsS JHUICH3UPYIOMIEr0 OpraHa, 3a HCKIIIOYEHHEM
Cllydasi, yKa3aHHOTO B YaCTV 2 HACTOSIIEH CTaThH.

2. JleficTBue nHUIEH3WH Ha (PapMaleBTHUECKYIO NESATENFHOCTh B YaCTH OCYIIECTBICHUS OITOBON
TOPTOBIIU JIEKAPCTBEHHBIMU CPEACTBAMH Il MEIULIMHCKOTO MPUMEHEHUS, IEHCTBIE KOTOPOIl MPHOCTAaHOBIICHO
B COOTBETCTBHM C YacTbi 1 HacTosmied CTaThH, MOAJIEKHUT BO30OHOBICHHIO B CIydYae, €CIM B HEPHOX
MIPUOCTAHOBJICHUS ACUCTBHS JaHHOHM JIMLEH3MH B PaMKax JA0CYACOHOTO 00XKaloBaHMS pEIICHHE KOHTPOJILHOTO
(Ha/I30pHOT0) OpraHa B YacTH BBISBICHHOTO HapylleHus TpeOoBanuii Yacter 1 - 3 cratbn 53 Hacrosmiero
@denepanbHOrO 3aKOHa OTMEHEHO. B ykazaHHOM ciydae pAelCTBHE JHMIEH3MH Ha (apManeBTHUECKYIO
ACATCIIBHOCTL B 4aCTHU OCYIICCTBJICHUA ONTOBOM TOPIroBJIX JICKAPCTBCHHBIMU CPEACTBAMU IJId MCAULIUMHCKOI'O
IIPUMECHCHU A BO300HOBIISIETCS HE IIO3AHEEC OOHOTIO pa60qero AOHA CO JHA OTMCHBI PCIICHHSA KOHTPOJBHOI'O
(Ham3opHOTO) Oprana.

Hudhopmayus 06 usmenenusx:  Cmamovs 9 usmenena ¢ 1 uons 2021 2. - @edeparibHbIl 3aKOH om 11 uions
2021 2. N 170-@3
Cwm. npedbidywyro pedakyuro

Cratbsa 9. 'ocynapcTBeHHbBII KOHTPOJIb (HaA30p) B cdhepe 0OpaiieHust TeKapCTBEHHbBIX CPEACTB

1. TocymapcTBeHHBIH KOHTpPOJIb (Ham3op) B cdepe oOpameHus] JIEKApCTBEHHBIX CPEICTB
OCYIIECTBIISAETCS MOCPENCTBOM (bemepaslbHOTO TOCYIapCTBEHHOTO KOHTPOJA (Ham3opa) B chepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB M (heaepanbHOro rocylapCTBEHHOTO JIMLEH3MOHHOTO KOHTPOJS IESTENbHOCTH II0
MIPOM3BOJICTBY JICKAPCTBEHHBIX CPEACTB, OCYHIECTBISIEMBIX (PefdeparnbHbIMU OpraHaMu HUCTIOTHUTEIHHOU
BJIaCTH, yronHoMoueHHbIMU [IpaButensctBoM Poccuiickoit denepanuu.

2. Tlpexmerom hepepanbHOro rocyaapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpaieHus
JICKapCTBEHHBIX CPEACTB SIBJISIOTCS:

1) cobmomenue oOs3aTenpHBIX TpeOOBaHMK B cdepe oOpalleHUs! JIEKAPCTBEHHBIX CPEICTB, B TOM
quce:

a) TpeOOBaHMH K JOKIMHHYECKHM WCCICIOBAHUSAM JIEKAPCTBEHHBIX CPEACTB, KIMHHYECKUM
UCCIICIOBAHUSM JIEKAPCTBEHHBIX MpPENapaToB, M3TOTOBICHHUIO, XPaHEHHIO, MEepeBo3Ke, BBO3y B Poccuiickyro
Odenepanmioo, OTIYCKY, pealu3alldy, Iepenade, TNpOJaKe JEKAPCTBEHHBIX CPEICTB, INPHUMEHEHHIO
JICKapCTBEHHBIX TIPEMapaToB, YHHUYTOXXEHUIO JICKAPCTBEHHBIX CPENCTB, YCTAHOBICHHIO MPOU3BOJUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB LIEH HAa JICKApCTBEHHBIC IPENaparhbl, BKIIOYEHHBIE B IE€PEUYCHb >KU3HEHHO
HEOOXOIUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX IPENApaToB;

0) TpeOoBaHMN K COOTBETCTBHIO JICKAPCTBEHHBIX CPEICTB, HAXOIAIIUXCS B OOpAIEHUH, [TOKA3aTeIIM
KadyecTBa, 3((EeKTUBHOCTH U OE30MaCHOCTH, YCTAaHOBIECHHBIM B COOTBETCTBUHM C HacTosmuMm PDepepaibHbIM
3aKOHOM;

B) TpeOOBaHMI K COONIOAECHHUIO CyOBEKTaMU 00palIeHus! JIeKapCTBEHHBIX CPEICTB, YKa3aHHBIX B YaCTU
1 cratbn 67.1 nHacrosimero denepanbHOr0 3aKOHA, OrPaHUYCHMH, HajaraeMbix CTaTbaMu 67.1 m 67.2
Hacrtosmero PenepanbHOTO 3aKOHA;

2) co0JIr0IeHUE JINIICH3UOHHBIX TPEOOBAaHUH K OCYIIECTBIICHUIO (hapMalleBTUUYECKOH JIeATEIIbHOCTH;

Hupopmayus 06 usmenenusix: Ilynkm 3 usmenen ¢ 30 smeaps 2024 o. - @edepasibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

3) coOuosieHre TpeOOBAaHMI K MPEIOCTABICHUIO CyOhEKTaMH OOpallleHUs JICKApPCTBEHHBIX CPEJICTB
UHQOPMAIINH O JICKAPCTBEHHBIX CPEJICTBAX U (MIJIM) JICKAPCTBEHHBIX Mpernaparax, IpelycMOTPEHHON CTaTbAMY
9.1, 52.1, 52.2 u 64 nacrosmero denepanbHOro 3aKoHa;
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Hupopmayus 06 uzmenenusx: Yacmo 2 donoanena nynkmom 4 ¢ 1 mapma 2023 2. - @edepasibHbIl 3aKOH
om 20 okmsbps 2022 2. N 405-D3

T'APAHT: [Tonoxenus nynkra 4 NpuMeHaTCA go 1 mapra 2026 r.

4) cobmofieHre TIPETYCMOTPEHHBIX CTaThbel 55.1 nactosiiero deaepanbHOro 3aKOHA TPEOOBAHUN K
MIPOBEJICHUIO 3KCIIEPUMEHTA 0 OCYIICCTBICHUIO PO3HUYHON TOPrOBIIM JCKAPCTBEHHBIMHU IperapaTaMu JUis
MEJIMIIMHCKOTO MPUMEHEHUS, OTIYCKAaeMBIMHM IO PEIENTy Ha JICKAPCTBEHHBIN Npernapar, AUCTaHIMOHHBIM
CIoco0oM.

Hupopmayus 06 usmenenusx: Cmamos 9 dononnena wacmoio 2.1 ¢ 30 susaps 2024 2. - @edepasibHbll
3aKkoH om 30 aueaps 2024 2. N 1-D3

2.1. B memax oOecrmedyeHUs] TOCYAapCTBEHHOro KOHTpoist (Haa3opa) B cdepe oOpaiieHus
JICKapCTBEHHBIX CPe/ACTB (heaepalbHbIil OpraH WCTIONHUTEILHOM BIACTH, OCYLIECTRISIONINNA TOCY1apCTBEHHYIO
PETUCTpALIMIO JIEKAPCTBEHHBIX NPENapaToB, MPelocTaBisieT (eaepaJbHOMy OpraHy HCIIOJHHUTENBHOW BIACTH,
OCYIIECTBIISIOEMY (YHKIMH IO KOHTPOIIO W HA/30py B cdepe 3/paBOOXpaHEHHUs], TI0 ero 3ampocy B paMKax
MEXBEJIOMCTBEHHOTO WH()OPMAIIMOHHOTO B3aMMOJCHCTBUS B [OPSAKE, YCTAaHOBICHHOM YKa3aHHBIMH
(enepambHBIMU OpraHAMH HCTIOTHUTEILHON BIIACTH, CIIETYIONINE CBEACHHS O JICKAPCTBEHHBIX CPE/ICTBAX, B TOM
YHCIIe B CITy4ae, €CIIM TaKHe CBEACHHS COCTABIIIOT KOMMEPYECKYIO TaifHy:

1) cBenenus o hapmareBTUIECKON CyOCTaHIINN:

a) HaMMeHOBaHKe (papMareBTHYECKON CyOCTaHIINH, ee CTPYKTypa, 00IIie CBOICTBA;

0) HAaMMEHOBaHME U aAPEC MPOU3BOIUTEIIS;

B) CBOICTBa M CTPYKTYpa JEHCTBYIOIIMX BEILIECTB;

I') XapaKTEePUCTHKA MTPUMeECeH;

1) crieruguKanus Ha (apMaleBTHIECKYI0 CyOCTaHIIHIO U €€ 000CHOBaHUE;

€) aHaIWTHYECKHE METOJWKH, WCHOJb3yeMble TPU  OCYIISCTBICHHM KOHTPOJIS  KauecTBa
(hapMareBTHIeCKOH CyOCTaHIINY;

) pe3yJIbTaThl aHATU30B cepuil papManeBTHICCKOM CyOCTaHIINHN;

3) MepevyeHb CTaHJAPTHBIX 00Pa3IloOB WIJIM BEIIECTB, MCIOIB3YEMBIX NMPU OCYIIECTBICHUH KOHTPOJIS
KadecTBa (papMarieBTHIECKOi CyOCTaHITHH;

1) OIMCaHHUE XapaKTEPUCTUK U CBOIMCTB YIIAKOBOYHBIX MATEPHAIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHBIE O CTA0MIFHOCTH (apMaIeBTHIECKON CyOCTaHITHH;

JT) CPOK TOJTHOCTH;

2) cBeeHHA O JIEKapCTBEHHOM IIpernapaTe Ui MEJUIUHCKOTO IPUMEHEHHS:

a) OTMCAaHKE U COCTAB JIEKAPCTBEHHOT'O Mpernapara sl MeIUIMHCKOTO TPUMEHEHUS;

0) onucanue hapManeBTUIECKOH pa3paboTku (000CHOBaHHE BBIOOPA COCTaBa, IEPBUYHON YIIAKOBKN);

B) HaMMEHOBaHHE W aJpec MecTa OCYLIECTBICHHs MPOW3BOJICTBA JIEKAPCTBEHHOIO MpenapaTa JJis
MEIUIMHCKOTO MpUMEHEeHUs (B Cilydyae HaJIM4yMs HECKOJbKMX YYaCTHHKOB Tpolecca IPOU3BOJCTBA
HEOOXO0JMMO YKa3aTh HAMMEHOBaHHE U aJJpec KaXKI0T0 U3 HHX);

T') MUKPOOHOJIOTHYECKHE XapaKTePUCTHKH;

JT) OTIMCAHNE XaPAKTEPUCTHUK U CBOWCTB YIIAKOBOYHBIX MaTEPHAJIOB M YKYITOPOYHBIX CPEJICTB;

€) TpeOOBaHMS K KA9eCTBY BCIIOMOTATEIbHBIX BEIECTB;

k) AaHAIUTHYECKHE METOAWKH, WCIIOJb3yeMble TIIPH  OCYIIECTBICHHHM KOHTPOJS  KadecTBa
BCIIOMOTATEJIbHBIX BEIIECTB;

3) CBeOCHUS 00 WCIOJIb30BAaHUM BCIIOMOTATENBHBIX BELIECTB YEJOBEYECKOT0 M IKUBOTHOTO
MIPOUCXOKICHHS;

1) CBEACHUS 00 UCTIONIF30BaHUU HOBBIX BCIIOMOTATEIbHBIX BELICCTB;

K) TpeOOBaHMsI K KayecTBY JIEKAPCTBEHHOTO Tpenapara Uil MEAULMHCKOTo MpUMeHeHus (cepTudukar,
crennuKanys Ha JJeKapcTBEHHBIH MpenapaT U X 000CHOBaHHUE);

Jq) aHAIMTHYECKHE METOAWKH, UCIONb3yeMble IpPH  OCYLICCTBICHHHM KOHTPOJIS  KauecTBa
JIEKapCTBEHHOTO Tpernapara JUisi MeITUIIMHCKOTO IPUMEHEHHS,;

M) pe3yJIbTaThl aHAIN30B CEPHI JIEKAPCTBEHHOTO TIpenapaTa JJisi MeMIIMHCKOTO MPHUMEHEHHUST;

H) XapaKTepUCTHKa MTPUMeCeH;

0) TepedYeHb CTaHIAPTHBIX O00pAa3lOB, HCHONB3YEMBIX IIPH OCYIIECTBICHHH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO IperapaTa IJIsl MeIUIMHCKOTO TPUMEHEHHUS;

1) JaHHbIE O CTAOWIIFHOCTH JIEKAPCTBEHHOT'O Ipenapara /Uil MEAUIIMHCKOTO TPUMEHEeHNS;

3) OTYETHI O TOKIMHUYECKHUX UCCIICIOBAHUSIX;

4) OTYETHI O KIMHUYECKUX HCCIICIOBAHUSX;

5) mactep-aiin cucremsl papMakoHaa30pa;
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6) 1IaH yrpaBiIeHHUS pPUCKaMH.

3. Ilpu ocymecTBIeHNN (eneparbHOr0 TOCYAapCTBEHHOTO KOHTpOs (Hama3opa) B cdepe oOparmieHus
JIEKapCTBEHHBIX CPEICTB MPOBOISATCS CIEAYIONINE BUIBI KOHTPOJIBHBIX (HAA30PHBIX) MEPOTIPUSATHI:

1) nokymeHTapHast MPOBEPKa;

2) BBIE3/THAS TIPOBEPKA;

3) BEIOOPOYHBI KOHTPOIh KaYeCTBa;

4) KOHTPOJIbHAS 3aKYTIKA;

5) MHCIIEKIIMOHHBIA BU3UT;

6) wHaOmiofeHHWE 3a COONOJIcHHEM 00s3aTelbHBIX TpeOOBaHUN (MOHUTOPHHT O€30TaCHOCTH)
(papmaxoHanzop).

4. Opranmzanusi ¥ OoCylIeCTBIIeHHE (heaepabHOTO ToCyNapCTBEHHOTO KOHTpOJs (Ham3opa) B cdepe
oOpalleHus: JIeKapCTBEHHBIX CpeAcTB perynupytorcs PefepansbHblM 3akoHoM ot 31 wmions 2020 roxa
N 248-®3 "O rocymapcTBEHHOM KOHTpojie (Hag30pe) W MYyHHIMIIAIBbHOM KOHTpoje B Poccuiickoit
Oenepanun’.

5. BuemmaHoBBINT BBHIOOPOYHBIN KOHTPOJIL KAadyecTBa IPOBOAWUTCS B TOM YHCIE HAa OCHOBaHWUHU
IIPOTPaMMBI TPOBEPOK.

6. [1maHOBBIN BEIOOPOUYHBINA KOHTPOIH KA4eCTBA HE MMPOBOIMTCS.

Hupopmayusn 06 uzmenenusx:  Qacmo 7 usmenena ¢ 1 cenmabps 2024 2. - @edeparbHbIl 3aKkoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

7. Tlo pesympTaTam (eaepasbHOTO TOCYIapCTBEHHOTO KOHTpOMNs (Ham3opa) B cdepe obOparieHus
JIEKapCTBEHHBIX CPEJICTB HApsAY C PEeLICHUSMH, MpeaycMoTpeHHbIMU PefeparnbHbiM 3aKOHOM oT 31 urons
2020 roma N 248-®3 "O rocynapcTBeHHOM KOHTpoJIe (HAaA30pe) U MYHUIHMNAIBHOM KOHTpose B Poccuiickoit
Oenepanmn, ¢deneparbHBIMA OpraHaMH HCIOJHHUTEIBHONW BIIACTH, YMOJIHOMOYEHHBIMH Ha OCYLIECTBICHHE
(denepa’dbHOr0 TOCYIAapCTBEHHOTO KOHTpoJNs (Han3opa) B cdepe oOpaieHnsi JEKapCTBEHHBIX CPEICTB,
MPUHUMAIOTCS CIIETYIOIHE PELICHUS:

1) o nampHeHIIEM TIpaxIaHCKOM O0OpOTE CepUH, MAapPTUH COOTBETCTBYIOILETO JIEKAPCTBEHHOT'O
CpeAcTBa B ciydae TMOATBEPXKACHHS IO pe3yibTaTaM MPOBEICHHBIX HCIBITAHUH COOTBETCTBUSI KauecTBa
JICKapCTBEHHOTO CPEJICTBA YCTAaHOBJICHHBIM TPEOOBAHMSIM;

2) 00 W3BATHM W3 TPAKIAHCKOTO 000pOTa CEpHH, MApPTUH COOTBETCTBYIOWIETO JIEKAPCTBEHHOTO
CpeAcTBa B Cllyyae BBIIBJICHHMsS [0 pe3yJbTaTaM IPOBEICHHBIX MCIBITAHUNH HECOOTBETCTBHUS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAaHOBJIEHHBIM TPEOOBAHMSIM;

3) o mepeBole JIEKAPCTBEHHOI'O CpEACTBA HA IOCEPUHHBIA BBHIOOPOYHBIN KOHTPOJIb KauecTBa
JICKapCTBEHHBIX CpPEACTB B Clydae IOBTOPHOTO BBIIBICHHS HECOOTBETCTBUSl KAauyecTBa JIEKAPCTBEHHOTO
CpEACTBAa YCTAHOBJICHHBIM TpeOOBaHUAM M (P HEOOXOAMMOCTH) O TPOBEPKE CYOBEKTa OOpalleHHs
JICKapCTBEHHBIX CpeAcTB. Pacxonpl, CBsI3aHHBIE C MPOBEICHHEM IOCEPHHHOIO BBIOOPOYHOIO KOHTPOJIS,
OIJIAYMBAIOTCS  MPOU3BOJIUTEIEM JIEKAPCTBEHHOTO CpeAcTBa JHOO  JAepkaTeleM MM BJalelbleM
PETUCTPALIMOHHOTO YJOCTOBEPEHUs JIEKAPCTBEHHOTO Mperapara;

Hupopmayus 06 usmenenusix:  Yacme 7 donoanena nynkmom 4 ¢ 1 cenmsbps 2024 2. - @edepalibHbll
3aKoH om 30 sineaps 2024 2. N 1-D3

4) O CHATMU JIEKApCTBEHHOTO CPEICTBA C TMOCEPHHHOIO BBIOOPOYHOIO KOHTPOJS KauecTBa
JICKapCTBEHHBIX CPE/ICTB HA OCHOBAHUH IMOJIOKUTEIBHBIX SKCIEPTHBIX 3aKIIIOYCHUH, BBIIAHHBIX (efepaIbHbIM
rOCYJapCTBEHHBIM OOPKETHBIM yUpeXkKIEeHHEM, MOIBEAOMCTBEHHBIM (pefiepalbHOMY OpTraHy MCIIOJHUTEIBHOM
BJIACTH, OCYIIECTBISIFONIEMY (QYHKIMH IO KOHTPOJIIO ¥ HaA30py B chepe 37paBooXpaHeHH s, WK (eaeparsHOMY
OpraHy MCIOJHUTEILHON BIACTH, OCYNIECTRISIONEMY (DYHKIIMU M0 KOHTPOIIO U HAA30py B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO TNPUMEHEHHA, HAa OCHOBAaHHHM MPOTOKOJNA HCIBITAHHH
JIEKapCTBEHHOI'O CPEJICTBA, MPOBEACHHBIX 110 BCEM IOKA3aTeNsIM yTBEP>KACHHON HOPMAaTHBHOW JTOKYMEHTAIUH
(HOpPMaTHBHOTO JOKYMEHTA) B OTHOLLCHUU TPEX CEPHUI JIEKAPCTBEHHOTO CPECTBA.

8. ®denepanbHBIl TOCYJapCTBEHHBIH JIMICH3MOHHBIH KOHTPOJIb AEATENBHOCTH IO MPOU3BOACTBY
JIEKapCTBEHHBIX CPEACTB OCYLIECTBICTCS B COOTBETCTBUU C 3aKOHOLaTENbCTBOM Poccuiickoit @eneparym.

IF'APAHT:  Cwm. KOMMeHTapuu k cratee 9 Hactosimero denepaibHOro 3aKoHa

Hudopmayus 06 usmenenusax:  Inasa 4 donoanena cmamveti 9.1 ¢ 1 wona 2021 2. - @edeparibHbIl 3aKOH
om 11 uronsn 2021 2. N 170-D3

Cratbsa 9.1. IIporpamma IpoBEpOK
1. B mensx opraHu3anuu BHIOOPOYHOTO KOHTPOIS KadecTBa JIEKAPCTBEHHBIX CPEACTB (OPMHpPYETCS
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[porpaMMa MpoBEPOK.

2. Jns ueneil peanuzalMyd OpOrpaMMbl MPOBEPOK TMPOU3BOIUTENH JICKAPCTBEHHBIX CPEICTB H
OpraHM3aIlry, OCYIIECTRISIONINE BBO3 JICKAPCTBEHHBIX cpe/icTB B Poccuiickyro denepaiiuio, MpeIocTaBisIoT B
OTHOIICHUH JICKAPCTBEHHBIX CPEJCTB Ui MEIUIIMHCKOTO MPUMEHEHHS] B YIIOJIHOMOYCHHBIH (heaepanbHbIH
OpraH WCIOJHHUTENLHOW BJACTH, OCYHICCTBISIONMA (YHKIUU 1O KOHTPOI ¥ Ham3opy B cdepe
3MPABOOXPAHCHUS, B OTHONICHWH JICKAPCTBEHHBIX CPEACTB Ui BETCPUHAPHOIO MPHUMEHEHUS B
YIOJIHOMOYCHHBIH (heiepaTbHbIA OpraH UCIOTHUTEILHON BIACTH, OCYIICCTBISIONMHA (YHKIIUU IO KOHTPOJIIO U
Ha/a30py B cdepe oOpalleHns JIEKapCTBEHHBIX CPEJICTB Ul BETEPUHAPHOTO NPUMEHEHHS, CBEICHHUS O CEpHsIX,
MapTHUAX JIEKapCTBEHHBIX CPEICTB, MOCTYMAIONIMX B TpakJaHCKH o0opor B Poccuiickoit ®deneparmu, B
rnopsgke, cocraBe u 00bEME, YCTAaHOBJICHHBIX YKa3aHHBIMU (elepaltbHbIMH OpraHaMd HCHOJIHUTENBHON
BJJaCTU B OTHOIOCHUHU JICKAPCTBCHHLIX CPCACTB A MCIAUIUHCKOrO TIMPUMCHCEHUA W B OTHOLICHUH
JICKaPCTBCHHLIX CPEACTB AJId BETCPHUHAPHOTI0 IPUMCHECHHA COOTBETCTBCHHO.

3. IlporpamMma mpoBepok QopMupyeTcs Ha KajJeHIapHbIii rox B cpok g0 30 gekaOps roza,
MIPEIIECTBYIOMIETO TOY IPOBEACHUS BEBIOOPOYHOTO KOHTPOJIS.

4. B ciyyae HACTYyIUIEHHS COOBITHH, yKa3aHHBIX B MognyHktax "6" m "B" nyHkta 2 4actm 6
HACTOSIIIEH CTaThu, (elepajbHBIM OPraHOM HCHOJHUTENHLHON BIACTH, OCYINECTBISIOMUM (YHKIMU 10
KOHTPOJKO W Haa30py B cdepe 37paBoOXpaHeHHs, (eJepalbHbIM OpPraHOM HCIOJHHUTENLHONW BIACTH,
OCYIIECTBISIIOIUM (DYHKIIMU MO0 KOHTPOJIO U HAA30py B cdepe 0oOpalieHUs: JTEKApCTBEHHBIX CPEACTB JUIS
BETCPUHAPHOIO MPHUMEHEHHUS, MPU HEOOXOIMMOCTH BHOCSTCS COOTBETCTBYIOIIHEC W3MEHEHHUS B IMPOTPAMMY
MIPOBEPOK.

5. B mporpamMmy HpOBEpOK MOTYT BKIIOYATHCS MEPONPHUSTHS C y4ETOM HApPYLICHHH, BBISIBICHHBIX B
paMKax KOHTPOJIBHBIX (HaJ30pHBIX) MEPOIPUATHHN 32 MPeAbLAYIINNA KaJeHIapHbIi o,

6. [Iporpamma npoBEpOK COJEPIKUT:

1) mepedeHb JIEKApPCTBEHHBIX CPEICTB, OTOOP 0Opa3loOB KOTOPHIX OYAET OCYHIECTBIATHCS B paMKax
BBIOOPOYHOTO KOHTPOJIS, (POPMUPYEMBIH C y4EeTOM pPEe3yJIbTaTOB TOCYIApCTBEHHOTO KOHTpOJIS (HAaA30pa) B
chepe oOpaleHus] JIEKAPCTBEHHBIX CPEICTB 33 KaJCHAAPHBIA TOJ, TPEANISCTBYIONIMNA TOMy MPOBEICHUS
BBIOOPOYHOTO KOHTPOJIS;

2) yKazaHue Ha COOBITHE, HACTYIUICHHE KOTOPOTO SBIISETCS OCHOBAHHUEM JUIS OCYIIECTBICHUS
BBIOOPOYHOTO KOHTPOJIS:

Hupopmayus 06 usmenenusx:  Iloonynxkm "a" usmenen ¢ 30 ausapsa 2024 2. - @edepasibHbil 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

a) TIONIyYEeHUE CBENEHUH, MPEICTaBIIEMBIX B COCTaBe W OOBEMe, yCTaHOBIIEHHBIX (QenepaabHbIM
OpraHOM HCITOTHUTENFHOW BJACTH, OCYIIECTBISIONMUM (YHKIMU 10 KOHTPOJI H HAA30py B cdepe
3paBOOXpaHeHus, (eAepaJbHbIM OpPraHOM HCIIOJHHUTENBHOW BIIACTH, OCYLISCTBISIIOIMM (YHKLUUHU II0
KOHTPOJIIO M Haa3opy B cdepe oOpalieHHsl JeKapCTBEHHBIX CPEACTB Uil BETEPHHAPHOTO MPUMEHEHUS, O
cepusiX, MapTUIX JIEKAPCTBEHHBIX CPEACTB, MMOCTYMAIOMINX B rpakIaHcKuil 000poT B Poccuiickori denepannm,
yKa3aHHbIX B [MyHKTe 1 Hacrosiiedl 4YacTW, OpraHU3alUsIMH, OCYLICCTBISIONIMMHU IPOU3BOJCTBO
JIEKapCTBEHHBIX cpeAcTB B Poccuiickoii ®enepanuu U BBO3 JIEKAPCTBEHHBIX CpPEACTB B Poccuiickyro
®denepanmio, 3a HCKITIOUYCHHEM CEPUIA MIIH MapTUH JIEKAPCTBEHHBIX MPEnaparoB, yka3aHHbIX B YacTu 4 cTaTbu
52.1 m4actu 6 ctatbm 52.2 Hactosmiero depepaibHOrO 3aKOHA;

0) moyiydeHHe MOCTYMAIICH B MOPSAAKE, YCTAHOBJICHHOM CTaTbell 64 Hactosiiero denepaibHOro
3aKOHa, WH(OPMAIMU O TMOOOYHBIX JEHUCTBUSAX, HEKENATENbHBIX pEaKIHAX, CEPHbE3HBIX HEKEeIaTeIbHBIX
peakiusax, HelpeIBUACHHBIX HEKEeNTaTelIbHBIX PEaKUUsAX MPH NPUMEHEHHH JIEKapCTBEHHBIX IpemnapaToB, 00
MHIVBUIYATbHOW HENEPEHOCHUMOCTH, OTCYTCTBUU 3(PPEKTHBHOCTH JICKAPCTBEHHBIX MpENapaToB, a TaKXke 00
MHBIX (DaKTax M 00CTOATENHCTBAX, MPEACTABISAIONINX YTPO3Y KU3HU WIH 3I0POBBIO YEIOBEKa OO KHUBOTHOTO
IIpY MPUMEHEHUHU JICKAPCTBEHHBIX IPEIapaToB W BBISIBICHHBIX Ha BCEX 3Talax OOpalleHUs JIEKapCTBEHHBIX
npenapatoB B Poccuiickoit @eaepanyu u Apyrux rocy1apcTaax;

B) moiyueHue B cooTBercTBUM ¢ PefeparnbHbiM 3akoHOM ot 31 wmrons 2020 roma N 248-03 "O
roCy/IapCTBEHHOM KOHTpOJIC (HaJI30pe) U MyHUIMIAILHOM KOHTpoJie B Poccuiickoit Deaeparnuu” cBeieHui o
NPUYMHEHUU Bpeaa UK 00 yrpo3e MpUYHMHEHHS Bpeia )KU3HH, 3A0POBBIO TPaXKIaH WK )KUBOTHBIX.

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno ¢ 19 aseycma 2024 2. - @edepasibHbIl 3aKOH om
8 aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

Cratbsa 9.2. TocyaapcTBeHHBIH KOHTPOJIb (HAI30p) 3a peaiu3alieil MCIOJHUTEIbHBIMUA OpraHaMu
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cyonpexToB Poccwmiickoit denepanuu momHOMOYME B cepe oOpalieHus: JIeKapCTBEHHBIX
CpEACTB 1 MEAULIMHCKOIO IPUMEHEHUS

Hupopmayus 06 usmenenusix: Yacme 1 usmenena c¢ 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

1. TocymapCTBEHHBIM KOHTPOJb (HAI30p) 3a peanu3aliiell HWCIIOJTHUTEIHLHBIME OpraHaMHu CyOBEKTOB
Poccutickoit demepari motHOMOUHM B cdepe oOpalieHus] JEKAPCTBEHHBIX CPEACTB IS METUIIMHCKOTO
NPUMEHEHUs] OCYILUECTBIseTCsl ynoiaHoMmodeHHbIM [IpaBurensctBoM Poccuiickoil ®enepanuu opraHom
WCTIOTHUTETHFHON BIIACTH.

Huopmayusn 06 usmenenusx:  Yacmo 2 usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
aszycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

2. IlpeameToM rocynapcTBEHHOTO KOHTPOJIS (Hag3opa) 3a peaau3alyeil HCIOIHUTEIbHBIMI OpraHaMy
cyobexktoB Poccuiickoit ®enepaunu mnoaHoMouMii B cdepe OOpalleHHs JIEKAPCTBEHHBIX CPEICTB UL
MEAMIUHCKOTO TPUMEHEHHS SBISCTCS COONIOJCHHE YNOJHOMOYEHHBIMH HCIIOJIHUTEIbHBIMUA OpraHaMH
cyonsexToB Poccuiickoii @enepanun METOAMKYM YCTaHOBICHHS NPEAENBHBIX Pa3MEPOB ONTOBBIX HAl0aBOK H
MpeleNbHbIX pPa3MEpOB PO3HWYHBIX HAA0aBOK K (PaKTHYECKMM OTIYCKHBIM II€HaM, YCTaHOBIJICHHBIM
IIPOM3BOJUTEISIMHI JIEKAPCTBEHHBIX MPENapaTroB, Ha JEKapCTBEHHBIE IPENaparhbl, BKIIOUEHHBIE B IEPEUYEHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEeKapCTBEHHBIX MPenapaToB.

Hupopmayus 06 uzmenenusix: Yacme 3 usmenena c 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cm. npedbidywyro pedakyuro

3. Ilpu ocyuiecTBI€HHH TOCYIapCTBEHHOTO KOHTPOJA (HaA30pa) 3a peain3alueidl HCIOTHUTEIbHBIMU
opranamu cy0bekToB Poccuiickoit denepannu noaHomMounii B chepe oOpanieHus JTeKapcTBEHHBIX CPEICTB LIS
MEJIULUHCKOIO IPUMEHEHUS IIPOBOASTCS CIEAYIOIINE BUJIBI MEPOIIPHUSITHIA:

1) noKyMeHTapHBIE POBEPKH;

2) BBIC3THBIE TIPOBEPKH.

Hupopmayusn 06 usmenenusx:  Yacmo 4 usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

4. Opragm3aids ¥ OCYIICCTBICHHE TOCYIApCTBEHHOTO KOHTPOJSA (HAm30pa) 3a pean3arueit
WCTIONHUTENBHBIMIA OpraHamu cyOwsekToB Poccuiickoit ®enepanun momHoMoumii B cdepe oOparieHus
JICKapCTBEHHBIX CPEICTB JUIsl MEIUIIMHCKOTO MPUMEHEHUs perynupytores PefeparbHbiM 3akOHOM oT 21
nexaopss 2021 roma N 414-03 "OO o0mmMX NPUHIMIIAX OpPraHW3alMH MyOIHMYHOW BIACTH B CyOBEKTaX
Poccuiickoit ®enepanun".

Hupopmayusn 06 usmenenusx: Yacmo 5 usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

5. TlornoXeHne o rocydapcTBEHHOM KOHTposie (Haa3ope) 3a peanusalvedl HCIOJHUTEIbHBIMU
opranamu cyonrekToB Poccuiickoit denepanuu morHoMO4n B chepe oOpalieHus IeKapCTBEHHBIX CPEICTB s
MEAMIMHCKOTO NpuMeHEHHUs yTBepkaaercs IlpaBurensctBom Poccutickoit @enepannu.

Unupopmayus 06 usmenenusx:  Inasa 4 oononrnena cmamoei 9.3 ¢ 1 wons 2021 2. - ®edeparbHbIl 3aKOH
om 11 urons 2021 2. N 170-D3

Cratba 9.3. PeruoHanpHbIi TOCYyIapCTBEHHBIH KOHTPOJIb (HAI30p) 3a MPUMEHEHHEM IIeH Ha
JICKApCTBEHHBIE TIpemaparhl, BKJIIOYEHHbIE B TMEepeuYeHb >KU3HEHHO HEOOXOIUMBIX U
BaYKHEHMIIINX JIEKapCTBEHHBIX MPETapaToB

Hupopmayus 06 uzmenenusix: Yacmo 1 uzmenena c 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cm. npedbidywyro pedakyuro

1. PernoHanbHbIN TOCYAapCTBEHHBIM KOHTPOJHL (HAI30p) 3a MPUMEHEHHEM IIEH Ha JEKApCTBEHHBIC
mpernaparhbl, BKIOYCHHBIC B MEPEUYCHb JKU3HEHHO HEOOXOJMMBIX M BaXKHEWIIMX JIEKAPCTBEHHBIX MPENapaToB,
OCYIIECTBIISIETCS UCIIOJIHUTEIBHBIM OpraHoM cyOnekTa Poccuiickort denmepariiu, yImoTHOMOYCHHBIM BBICIITAM
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WCTIOTHUTENFHBIM OpraHoM cyowrekra Poccuiickoit @enepanuy.

Hndopmayusa 06 uzmenenusx: Yacmo 2 usmenena c¢ 1 cenmsopa 2024 2. - @edeparibHbll 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

2. IlpeaMeTOoM pErHoHaJbLHOTO TOCYJAPCTBEHHOIO KOHTPOJS (Haa3opa) 3a MPUMEHEHHWEM IIeH Ha
JICKaPCTBCHHBIC NIPpE€TIapaThl, BKIIFOUCHHBIC B ICPCUYCHDb JKU3HCHHO HCO6XOJII/IMBIX M BaKHEHIIINX JICKaPCTBCHHBIX
[IperaparoB, SBISETCA COONIOJCHHE OpPTaHW3alMsIMH ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEICTBAMH,
anTeYHBIMHA OpPTaHHM3AIVSIMHA, WHINBUAYAIGHBIMH TPEANPUHAMATEISIMHA, WMEIOUIMMH  JIUIEH3WI0 Ha
(hapManeBTHYECKYI0  JIEATENBHOCTh, MEIUIIMHCKUMH  OpPTaHW3alWsAMH, WMEIONIMMA  JIMIEH3UI0  Ha
(hapMaIneBTHYECKYIO NeATENbHOCTh, U UX 000COOIIEHHBIMHU TOAPa3ACICHISIMH, PACTIONOXKEHHBIME B CEIhCKHIX
HACEJICHHBIX ITyHKTaX, B KOTOPHIX OTCYTCTBYIOT alTE€UYHbIE OpPTaHH3alMH, NMPH PeaTu3aliyl JIEKapCTBEHHBIX
IIperapaToB TpeOOBaHUIl K MPUMEHEHUIO IIeH, YPOBEHb KOTOPHIX HE JOJDKEH MPEBBIMIATh CYyMMY (DaKTHUECKOM
OTITyCKHOW IIEHBI, YCTAHOBJICHHOW MPOU3BOAMTEIEM JICKAPCTBEHHBIX MPENapaToB, U KOTOPHIC HE MPEBHIIIAIOT
3apErCTPUPOBAHHBIX TPECIbHBIX OTIYCKHBIX II€H, W Pa3MEpPOB ONTOBBIX HaA0aBOK u (WIM) pa3MepoB
PO3HUYHBIX Ha/I0ABOK, HE TPEBBIMIAIONINX COOTBETCTBEHHO Pa3MEPOB MpPEAETbHBIX ONTOBBIX HAA0aBOK H (WIIN)
pa3MepoB MPEe/IS/IbHBIX PO3HUYHBIX HaJ0aBOK, YCTAHOBICHHBIX B CyObekTe Poccutickoit denepariuu.

3. Opranuzanmmsi ¥ OCYIIECTBICHHE PETUOHAIBHOTO TOCYJApPCTBEHHOTO KOHTpois (Ham3opa) 3a
NPpUMCHCHUEM IEH Ha JICKAPCTBCHHBLIC IIPEIiapaTbl, BKIIOYCHHBIC B IICPEUYCHb XKU3HCHHO HeOGXO}II/IMI)IX )4
BaKHEHIIINX JIEKAPCTBEHHBIX IpenaparoB, peryaupyrorcs PepeparbHbiM 3akoHOM ot 31 uronst 2020 roxga
N 248-®3 "O rocymapcTBEHHOM KOHTposie (Hag30pe) W MYyHHIMIIAIbHOM KOHTpoie B Poccuiickoii
Oepepanun".

Hupopmayusn 06 usmenenusx:  Yacmo 4 usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
aszycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

4. TlonoxeHue O PETMOHAIBHOM TOCYAApPCTBEHHOM KOHTpoOJe (Haa3ope) 3a NPUMEHEHHEM LEH Ha
JIeKapCTBEHHBIE MPENapaThl, BKIIOUYCHHBIE B IEPEUEHb KU3HEHHO HEOOXOIMMbIX M BaKHEHUIINX JIEKAPCTBEHHBIX
IpenapaToB, YTBEP>KAAeTCs BHICIIMM HUCIIOJIHUTEIbHBIM OpraHoM cyOonsekTa Poccuiickoit denepanu.

Hupopmayus 06 usmenenusx:  Inasa 4 oononrnena cmamoeit 9.4 ¢ 1 wons 2021 2. - ®edeparibHbIl 3aKOH
om 11 urons 2021 2. N 170-D3

Cratba 9.4. ®ecnepanbHblii TOCYAAPCTBEHHBIN JUIICH3UOHHBIH KOHTPOJIb  JCATEILHOCTH IO
MIPOU3BOJICTBY JEKAPCTBEHHBIX CPEICTB

1. denepanbHblii TOCYHAPCTBEHHBIN JHUIICH3UOHHBIA KOHTPOIb JEATEIBHOCTU IO MPOU3BOACTBY
JICKApPCTBEHHBIX  CPEJCTB  OCYIISCTBIIACTCS  (eACPAIbHBIMH  OpPraHaMH  HCIIOJIHUTEILHOW  BIIACTH,
ynoirHoMoueHHbIMU [IpaButensctBoM Poccuiickoit @enepanuu.

2. depnepanbHbIl TOCYAAPCTBEHHBIN JIMIEH3UOHHBIM KOHTPOIb JEATEIBHOCTH IO TPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB OCYILIECTBIISCTCA B cOOTBeTCTBHM ¢ PefeparibHbiM 3akoHOM ot 4 mas 2011 roxa
N 99-®3 "O nuieH3upOBaHUU OTACIBHBIX BHAOB jaesrenbHOcTH" u PefepalribHbiM 3akoHOM ot 31 wurons
2020 roma N 248-®3 "O rocynapcTBEHHOM KOHTpOJe (Haa30pe) W MyHHIIUIIATLHOM KOHTpoJIe B Pocchiickoii
Qenepannn”". B pamkax ¢eneparbHOTO TOCYJApCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOIS NEATENbHOCTH I10
MIPOM3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB TUIAHOBBIE KOHTPOJBbHBIE (HA30pHBIE) MEPOIPHUSITHS HE TPOBOJISATCS,
Ipd STOM HPOBOAUTCS NEPUOAUYECKOE MOATBEPKICHUE COOTBETCTBUS JIMIEH3UATOB JIUIEH3UOHHBIM
TpeboBaHusSIM B COOTBeTCTBUU ¢ DenepanbHbiM 3akoHOM 0T 4 Mast 2011 roga N 99-®3 "O nureH3npoBaHUH
OTHETBHBIX BUJOB EATEILHOCTH" .

I'naBa 5. Pa3pa0oTka, 1OKJIMHMYECKHE UCCIIEOBAHUSA JEKAPCTBEHHBIX CPEACTB, 4 TAKKe KJIMHUYECKHe
HCC/IeIOBAHUS JIEKAPCTBEHHBIX MPENapaToB /Ui BeTePHHAPHOT0 MPUMeHeHUs

Cratbsa 10. Pa3paboTka jIeKapCTBEHHBIX CPECTB

1. Pa3paboTka JeKapCTBEHHBIX CPEACTB BKITFOYAET B C€0sI MOMCK HOBBIX (PApPMAaKOJIOTUIECKHA aKTUBHBIX
BEIIECTB, MOCNEAYIONIee U3yUYeHHE MX JICKAPCTBEHHBIX CBOWCTB, JOKIMHUYECKHE HCCIIEOBAHUS, Pa3paboTKy
TEXHOJOTHH TPOHM3BOJACTBA (hapMaIEeBTUUCCKUX CYOCTaHIMH, pa3pabOTKy COCTAaBOB W TEXHOJIOTUH
NPON3BOLACTBA JIEKAPCTBEHHbIX NpenapaTos.

2. duHaHCOBOE ObecreueHe pa3pabOTKU JICKAPCTBEHHBIX CPEIICTB OCYIIECTBISETCS 3a CUET:

1) cpenctB denepanbHOro OHOKETA,

2) cpencTB pa3paboTUYNKOB JICKAPCTBEHHBIX CPE/ICTB;
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3) cpencTB MPOU3BOAMUTENCH JIEKAPCTBEHHBIX CPENICTB IMPH BBHITOJHCHUH HAYYHO-HCCIEI0BATEIIbCKIX
paboT MO IOTOBOPY MEXKIY pa3paOOTUYNKOM JIEKAPCTBEHHBIX CPEICTB M IPOU3BOJIUTEIIEM JICKAPCTBEHHBIX
CPEICTB;

4) MHBIX HE 3alpenIeHHBIX 3aKOHOAATeILCTBOM Poccuiickoit denepanuy HCTOYHHKOB.

3. IlpaBa paspaboTumka  EeKapCTBEHHONO  CPeACTBa  OXpaHAKTCA  [PaXAaHCKUM
3aKoHo4aTernbCTBOM.

IF'APAHT:  Cwm. koMMeHTapun k cratee 10 HacTosmero deaepanbHOTO 3aKOHA

Cratba 11. JloxiuMHHYECKOE WCCIICOBAHHE JIEKAPCTBEHHOTO CPEACTBA [UIA  MEIMIIHHCKOTO
MIPUMEHEHUS
1. ,D,OKJ'IVIHVI‘-IGCKOG nccriegosaHme rnekapcrtBeHHOro cpeactBa ainsd MEIUIMHCKOIO IIPUMCHCHMS
MIPOBOJIUTCS ITyTEM NMPUMEHEHHUS HAYYHBIX METOJIOB OICHOK B IEJIAX MOJYUYSHUS JOKa3aTelnbCTB 0€30MacHOCTH,
KauecTBa U AP EKTUBHOCTH JICKAPCTBECHHOTO CPE/ICTBA.

Hupopmavyus 06 usmenenusx: Yacme 2 uzmenena c¢ 30 sneaps 2024 2. - ®edeparbHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

2. JlOKIMHUYECKOE HCCIEeOBaHUE JIEKapCTBEHHOIO CPEACTBA ISl MEIUIIMHCKOIO MPUMEHEHHS
MPOBOJUTCS B COOTBETCTBUM C TMpaBHJaM{ HaJUIeXalled J1a0opaTOpHON NPaKTHKH, YTBEPKACHHBIMH
EBpazuiickoil 3KOHOMUYECKON KOMUCCHEM.

Hupopmayus 06 uzmenenusix: Yacme 3 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

3. Jyis opraHM3aivyd W TPOBEACHUS IOKIMHHUUECKOTO HMCCICIOBaHMS JICKAPCTBEHHOTO CPEJICTBA IS
MEOAUIINHCKOI'O HpI/IMeHeHI/IH paSpa6OT‘-II/IKI/I HeKapCTBeHHLIX CpeIICTB BnpaBe HpI/IBJIeKaTI) Hay‘IHBIe
opraHu3anuy, o0pa3oBaTebHbIC OpPraHM3alMU BBICIIETO0 O0pPa30BaHUS W WHBIC OPraHU3alluH, HMECHOIINE
HEOOXOJMMYIO0 MaTepHaIbHO-TEXHUYECKYIO 0a3y M KBaJHU(HUIIMPOBAHHBIX CIIEI[HAIIMCTOB B COOTBETCTBYIOIICH
00J1aCcTH MCCIEA0BAHMA.

4. JIOKIIMHUYECKOE MCCICIOBAaHME JICKAPCTBEHHOIO CPEACTBA IS MEIHIIMHCKOIO IPUMCHCHHS
MPOBOJIUTCS IO YTBEPIKICHHOMY pa3pabOTUMKOM JICKAPCTBEHHOTO CPENCTBA IMJIaHY C BEICHHEM MPOTOKOJNA
3TOTO UCCICIOBAHUS M COCTABJICHHUEM OTYETa, B KOTOPOM COJCPIKATCS Pe3yJbTaThl 3TOT0 HCCICIOBAHUS U
3aKJIFOUYEHHE O BO3MOXKHOCTH TPOBEACHUS KIMHHYECKOTO HCCIEOBAHUS JIGKAPCTBEHHOTO Ipemnapara Jyis
MEIUIIMHCKOTO TIPUMEHECHHSL.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oOexabpsa 2014 2. N 429-D3 g uacmo 5
cmamou 11 nacmosiezo Dedepanvioco 3aKOHA 6HECEeHbl U3MeHeHus, 8cmyrnaruwue 8 cusny ¢ 1 uwons
2015 2.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

5. IlpoBeneHue MPOBEPOK COOMIOAEHHS MPaBUII HaAJekKalled 1a0opaTOpHOH MPaKTHKU U MPaBOBBIX
HOPM HCHOJIb30BaHMUS XUBOTHBIX IPHU MPOBEIACHUU JOKIMHUYECKHUX MCCIEIOBaHUN JIEKApCTBEHHBIX CPE/ICTB
IUTSL METUIIMHCKOTO IPUMEHEHHSI OCYIIECTBISIETCS. YIIOJTHOMOYECHHBIM (peZiepabHBIM OpraHOM UCTIOJIHUTEIBHOM
BJIACTH.

Hupopmayus 06 uzmenenusix: Hacme 6 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

6. PesynpTaThl JOKIMHHUYECKOTO MCCIEIOBAaHMUS JIEKAPCTBEHHOI'O CpPEACTBA JUISI MEIUIIMHCKOTO
MIPUMEHEHUSI MOTYT OBITh MPEICTABJICHBI B YIIOJTHOMOYCHHBIN (hepepalbHbIi OpraH UCTIONHUTEIBHOW BIIACTH B
YCTaHOBJICHHOM MOPSIKE B LEISAX PErHCTPallMy JIEKAPCTBEHHOIO IIpenapara.

T'APAHT: CM. KOMMeHTapum k cratbe 11 HacTosmero denepanbHOTO 3aKOHA

CraTtba 12. JIoKIMHIYECKOE UCCIIEIOBAHNE JIEKAPCTBEHHOTO CPEICTBA M KIIMHHYECKOE HCCIIETOBAHNE
JIEKApCTBEHHOTO TIperapara Jjisi BETEpUHAPHOTO MPUMEHEHHUS

1. JIOKIMHMYECKOE WCCIENOBAaHNE IJIEKAPCTBEHHOTO CPENCTBA Ui BETEPHHAPHOTO IPUMEHEHMUS

MPOBOJUTCS IIyTeM MPUMEHEHUsI HAYYHBIX METOIOB OIIEHOK B LEJISAX MOJYYCHHS J0KA3aTeILCTB O€30IMaCHOCTH,

KavecTBa U APPEKTUBHOCTN NEKAPCTBEHHOIO CPEACTBA, B TOM YHCJIE OMPEICICHHUS CPOKA €r0 BHIBEICHHS

13 OpraHu3Ma )KHBOTHOTO, B LIENIX 00ecredeH st 0e30MacHOCTH PO LYKIIMH )KHUBOTHOTO MPOUCXOXKICHHUS MTOCIIe

06.03.2025 Cucrema TAPAHT 24


https://internet.garant.ru/document/redirect/10164072/40070
https://internet.garant.ru/document/redirect/10164072/40070
https://internet.garant.ru/document/redirect/408457419/1701
https://internet.garant.ru/document/redirect/408457419/172
https://internet.garant.ru/document/redirect/70826338/152
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/408457419/173

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

MIPUMEHEHHUS COOTBETCTBYIOIIETO JICKAPCTBEHHOTO Mpernapara.

2. JIoKIMHHYECKOE WCCIEeIOBaHWE JIEKAPCTBEHHOTO CPEACTBA M KIMHWYECKOE HCCIIeIOBaHHE
JIEKapCTBEHHOT0 TIpernapara Uil BETEPHHAPHOTO TPHUMEHEHHs, WCCrefoBaHne OUO3KBMBANEHTHOCTY
YKa3aHHOTO JIEKapCTBEHHOTO IIperapara MPOBOAATCS B COOTBETCTBUM C TPaBUIIAMU, YTBEPKACHHBIMH
YIOJTHOMOYEHHBIM (peiepalbHBIM OPraHOM HCITOTHUTENTFHON BIACTH.

T'APAHT: CwM. MeTtoaunyeckue yKasaHus "TIpoBeaeHue Ka4eCTBEHHBIX HACCIEIOBAHNH
OMODKBMBAJICHTHOCTH JICKAPCTBEHHBIX CpEACTB", yTBepkAeHHble MmuH3apaBcompa3suTtus Poccuu ot 30
aprycra 2004 r.

3. JIOKJIMHUYECKOE WCCIEIOBAHNE JICKAPCTBEHHOTO CPEICTBA W KIMHUYECKOE HCCIICIOBAHUC
JIEKapCTBEHHOTO Tpernapara il BETCPHHAPHOTO MPUMEHEHHUS MTPOBOISITCS MO YTBEPIKICHHOMY Pa3padOTUNKOM
JIEKapCTBEHHOTO CPEJCTBA IUIAHY C BEACHHWEM IPOTOKOJIOB 3TUX HCCIEAOBAHUN M COCTaBICHHWEM OTYETOB, B
KOTOPBIX COAEPIKATCS PE3yIbTAThl THX UCCICIOBAHUM.

4. Jlns opraHu3anuu ¥ TPOBEACHUS JOKIMHUYECKOTO HCCICAOBAHUS JIEKAPCTBEHHOTO CPEICTBA H
KIIMHUYECKOTO HKCCJICIOBaHMS JICKQPCTBEHHOIO TMperapara JiUisi BETEPUHAPHOTO MPUMEHEHHUS pa3paboTyuk
JIEKapCTBEHHOT'O cpencTsa MOXET MPUBJICKATh OpraHU3aIINHY, UMEIOIIHE HEOOXOUMYIO
MaTepUAIbHO-TEXHUYECKYI0 0a3y U KBaIU(UIMPOBAHHBIX CICIHAIMCTOB B COOTBETCTBYMOIIEH 00j1acTu
HCCIIEIOBAHUSI.

5. KnuHuyeckne mnccrnegoBaHUs rekapCTBEeHHbIX MpenapaToB ajis BEeTEPHHAPHOIO MPUMEHEHHS
MPOBOJISITCS B BETEPUHAPHBIX OPTaHU3AIMAX M B OPTaHU3AIUAIX, OCYIIECTBISIFONINX PAa3BEICHNE, BHIPAIIIHBAHUC
U COZIepKaHHe )KUBOTHBIX, B TIEIIAX:

1) ycTaHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPEMAPaTOB 3JJ0POBBIMU JKUBOTHBIMU;

2) momdopa ONTUMATBHBIX JO3UPOBOK JIEKAPCTBEHHBIX MPENapaToB M Kypca JCUCHHUs HAa KOHKPETHOM
TpYyINIIe )XUBOTHBIX C ONPECIICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHHsS 0€30MacHOCTH M 3(PQPEKTUBHOCTU JCKAPCTBEHHOIO Mpemnapara, MpeaHa3HauYeHHOTO
JUTSL JICYCHHSI OIPENICIICHHBIX 3a00JIeBaHU KUBOTHBIX, WIH 3PQPEKTUBHOCTU JCKAPCTBEHHOTO Tpenapara Jyis
po(UIAKTUKY 3200JIeBaHUH 3710POBBIX )KHUBOTHBIX;

4) wu3y4YeHHS BO3MOXKHOCTCH paCIIMPCHUS [OKa3aHUM K NPUMEHEHHUIO 3aperUCTPUPOBAHHOIO
JIEKapCTBEHHOTO Mperapara U BBIABICHUS paHee HEU3BECTHRIX NOOOYHbBIX JENCTBUN.

6. KimHMYeckoe HCCleOBaHUE JIEKAPCTBEHHOTO IIperaparta Uil BETCPUHAPHOTO TMPUMCEHEHUS
OCYIIECTBIISIETCS 3 CUET CPEJICTB Pa3paboTUNKa JIEKAPCTBEHHOT'O CPEJICTRA.

7. OT4eThl 0 pe3yNbTaTax JOKIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO CPEJICTBA M KIIMHHYECKOTO
HCCIIEIOBAHMUS JICKAPCTBEHHOTO Mpernapara JUisi BETEPUHAPHOTO MPUMEHEHHS COCTABIISIOTCS Pa3padOTINKOM
JICKApCTBEHHOTO CPECTBA C YUYETOM 3aKJIIOYCHUN OpraHu3alvi, MPUHHMABIINX YYacTHE B OPraHU3allud U
MPOBEICHUH ITUX UCCIICTOBAHUH.

8. Kontpons 3a mpoBefieHHEeM JOKIMHUYECKUAX HCCISIOBAHHH JIEKAPCTBEHHBIX CPEACTB M KIMHUYIECKUX
WCCIICIOBAHUN  JICKQPCTBEHHBIX  NPEMapaTroB Ui  BETEPHHAPHOTO  IPUMEHCHUS  OCYIIECTBISCTCS
YIOJTHOMOUYEHHBIM (he/iepalibHbIM OPraHOM HCITOJIHUTEIILHOM BIACTH.

T'APAHT: CM. KOMMeHTapuu k cratbe 12 Hacrosiiero depepanbHOro 3aKOHA

Hupopmayusn 06 usmenenusx:  Haumenosanue uzmeneno ¢ 30 ansaps 2024 2. - @edeparibHbil 3aKOH om
30 sausaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

I'maga 6. OcymecTBi/IeHUE IOCY1aPCTBEHHOM PerucTpanuy, perucTpanuy JeKapcTBEHHBIX NPenaparoB

Hupopmavus 06 usmenenusx:  Haumenosanue usmeneno ¢ 30 ansaps 2024 2. - @edeparibHbil 3aKOH om
30 sanueaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

Cratbsa 13. ['ocynapcTBeHHast perucTpanys, perucTpalys JeKapCTBEHHBIX PEnapaToB

Hupopmavyus 06 usmenenusx: HYacme 1 usmenena c¢ 30 aneaps 2024 2. - ®edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. B Poccuiickoii @enepaliiu 10MyCKaOTCS TPOU3BOICTBO, XpaHEHHE, MEPEBO3Ka, BBO3 B Poccuiickyro
Oepepanuto, BeIBO3 U3 Poccuiickoit ®denepanuu, pexinama, OTIYCK, pealu3alus, Iepeaadya, MpPUMEHEHHe
JICKApPCTBEHHBIX IPEMapaToB, €CIM OHU 3apETUCTPUPOBAHBI  YIIOJIHOMOYCHHBIM (elepaJbHbIM OpPraHoOM

06.03.2025 Cucrema TAPAHT 25


https://internet.garant.ru/document/redirect/71902576/195
https://internet.garant.ru/document/redirect/4180368/0
https://internet.garant.ru/document/redirect/408457419/18
https://internet.garant.ru/document/redirect/408457419/191
https://internet.garant.ru/document/redirect/408457419/1092
https://internet.garant.ru/document/redirect/71272628/0

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

HWCIOJHUTENBHON BJIACTH B COOTBETCTBHH C HaCcTOsIINM d)ez[epaanLIM 3aKOHOM JIHOO B COOTBETCTBHH C
aKTaMH, cocTaBIsAommMHy paBo Corosa.

2. 'ocynapcTBEHHOH pEeTUCTPAIMH TTOJICXKAT:

1) Bce nekapcTBEHHBIE TMpemapaThl, BIIEPBBIE IOJUIeXAllde BBOAY B oOpamieHne B Poccuiickoit
denepanuu;

2) IleKapCTBEHHBIE TIpenaparhl, 3aperuCTPUPOBAHHBIE paHee, HO TMPOU3BENCHHBIE B JAPYTUX
JIEKapCTBEHHBIX (OpMax B COOTBETCTBUM C MEPEYHEM HAMMEHOBaHUH JIEKapCTBEHHBIX (OpPM, B HOBOWM
JTIO3UPOBKE TIPH JIOKA3aTEIBCTBE €€ KIMHUIECKON 3HAaUNMOCTH U 3()(PEeKTUBHOCTH;

3) HOBBIC KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHEe JICKApPCTBEHHBIX MPENapaToB.

HUndhopmavus 06 usmenenusx: Yacmo 3 uzmenena ¢ 30 amseaps 2024 2. - @edepasibHbIU 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

3. FOCY,Z[apCTBeHHaﬂ peructpanysa JCKAapCTBCHHLIX IMPEIAapaTOB OCYHIECTBIACTCA 1O peE3yJjibTaTaM
OKCHICPTU3BI JICKAPCTBECHHBIX CPEACTB.

Hupopmayus 06 uzmenenusix: Yacmo 4 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

4. TocymapCTBEHHAs PETHUCTPANUS JICKAPCTBEHHOTO Tperapara OCYIIECTBIACTCS COOTBETCTBYIONIUM
YIIOJIHOMOYEHHBIM ~ (pe/IepaibHBIM OpPraHOM HCIIOJHUTEILHOW BIACTH B CPOK, HE MPEBBIMIAIONINN CTa
IIECTHICCATH pabounX THEW CO THS MPHHSATHS 3asSBICHHUS O TOCYJAPCTBEHHOW PETUCTPAIMH JIEKAPCTBEHHOTO
mpemnapara Ui MEAUIIHHCKOTO TIPUMEHEHHSI, U B CPOK, HE MPEBBINAIONINI CTa JBaANATH PaboUurnx AHEH CO IHS
MPHUHATHS 3aSBJIECHHSA O TOCYIapCTBEHHON PpErucTpalMy JIEKApCTBEHHOTO Iperapara Ui BETEPUHAPHOTO
MpUMeHeHUs. B yka3aHHBINH CPOK BKIIIOYAETCS] BpeMsi, HEOOXOAMMOE JUIS IIOBTOPHOTO MPOBEACHUS SKCIIEPTU3HI
JICKApCTBEHHOIO0 CPEACTBA B COOTBETCTBMHM CO CTaTbel 25 Hacrosmero ®demepanbHoro 3akoHa. Cpok
rOCYJJAPCTBEHHON PErHCTPAIMK JIEKAPCTBEHHOTO Mpenapara UCYUCISIETCS CO JTHS MPUHSATHS COOTBETCTBYFOIUM
YIOJIHOMOUYEHHBIM  (heiepabHbBIM OpPraHOM HCIONHUTEIBHOW BIACTH COOTBETCTBYIOIIECTO 3asBICHHS O
rOCYJApCTBEHHON PErHCTPaIiU JICKAPCTBEHHOTO Mpernapara ¢ MPUIOKECHUEM HEOOXOMUMBIX JOKYMEHTORB IO
JICHb BBIIAYM PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JICKApPCTBCHHOTO Mpemapara. Bpems, HEoOXOoauMoe Juist
HaTpaBJICHHs YIIOJIHOMOUYEHHBIM (efiepabHBIM OPraHOM HCIONHUTEIBHOM BIACTH 3ampoca O MpeCTaBICHUH
HEOOXOMUMBIX MAaTEPHAIOB W TMPEACTABICHUS 3asBUTEIEM OTBETAa HAa JAHHBIA 3ampoC B COOTBETCTBHH CO
cratbsamu 16, 19 u 23 wnactosmero PenepalbHOT0 3aKOHA, HE YYHUTHIBACTCSA TNMPH HCUHUCICHHH CPOKa
rOCy/IapCTBEHHOM PErucTpaliy JISKapCTBEHHOTO Tpenapara.

5. T'ocyiapcTBEHHOU perucTpalyu He MoJjIexKar:

Hupopmayus 06 usmenenusix: Ilynkm 1 usmenen c¢ 1 mapma 2025 2. - @edeparsibHbil 3aKoH om 30
oexabps 2021 2. N 463-D3
Cwm. npedbidywyto pedakyuro

1) nexapcTBEHHBIC TMpemaparbl, H3TOTOBJICHHBIC aNTEYHBIMA OpPTaHU3ANMSIME, BETCPUHAPHBIMU
anTEeYHBIMUA OPTAaHMU3AIMSAMH, WHIUBUAYATHLHBIMH TPEANPUHUMATEISIMA, KOTOPHIE HMEIOT JIUICH3WIO Ha
(hapManeBTHIECKYIO NesTENFHOCTD, 0 PELenTaM Ha JIEKapCTBEHHBIE MPerapaTsl H TPeOOBaHMSIM METUITITHCKITX
OpraHM3anyi, BETEPUHAPHBIX OpTaHW3allMi WM OpTraHW3alui (MHIUBUAYAIBHBIX NpEIIpUHUMATENEH ),
OCYLIECTBIISIIOLIUX Pa3BE/ICHUE, BRIPALIUBAHUE U COJACP/KAHUE KUBOTHBIX;

2) NeKapCTBEHHBIE Iperaparbl, MPHOOpETeHHbIe (M3MYECKUMH JIMIIaMU 3a TpenenaMu Poccuiickoit
depepanuu U IpeIHA3HAUYCHHBIE TS INYHOTO UCIOJIb30BaHNUS;

3) nexapcTBEHHBIC Tperapartbl, BBo3MMbIE B Poccuiickyro denepanuro IUisl OKa3aHHUS METUITMHCKON
MOMOIIKM TIO >KU3HEHHBIM IOKa3aHHUSIM KOHKPETHOTO MAallMeHTa Ha OCHOBAaHUHM pPa3pelIeHHs], BBIIAHHOTO
YIOJTHOMOYEHHBIM (heiepalibHbIM OPI'aHOM UCIIOJHUTEILHOW BIACTH;

4) nexapcTBeHHBIC CpEACTBa, BBO3WMBIe B Poccuiickyio ®enepamnuio Ha OCHOBAaHUU BBIJAHHOTO
YHOJIHOMOUYEHHBIM (pefiepaIbHbIM OPraHOM HCIIOJHUTEIBLHOU BJIACTH Pa3pEIICHUS W TpeAHAa3HAYCHHbBIC IS
MPOBEACHUS KIMHWYCCKUX HCCICNOBAHUN JICKAPCTBEHHBIX NIPEMapaToB W (WIM) MPOBEACHHUS DKCIEPTHU3BI
JIEKapCTBEHHBIX CPEJICTB ISl OCYIIECTBICHUS TOCYAAPCTBEHHON PETUCTPAIIMH JIEKAPCTBEHHBIX MIPETIapaToB;

5) dbapmarneBTHYECKHE CyOCTaHITNN;

6) pammodapmaneBTUYECKHe JeKapCTBEHHBIE TMpenapaThl, H3TOTOBJICHHBIE HEMOCPEICTBEHHO B
MEIUIIMHCKAX OpTaHW3alusAX B [OPSAAKE, yCTaHOBIEHHOM VIOJHOMOYEHHBIM (hefepaibHBIM OpraHOM
HCIIONIHUTENBHOH BIACTH;

7) nekapCTBEHHBIE MPENapaThl, MPOU3BOIUMBIE JIJISl IKCIIOPTA;

Hupopmayusn 06 usmenenusx: Yacmo 5 dononnena nynkmom 8 ¢ 1 cenmsabops 2024 2. - ®edeparnbHbil
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3aKkoH om 30 saneaps 2024 2. N 1-D3

8) OnOTEeXHOJOrMYEeCKHE JIEKapCTBEHHbIE Ipenaparhl, IPEIHA3HAUCHHbIE [UI1 IPUMEHEHHUS B
COOTBETCTBHHM C HHIVBHAYAJIbHBIM MEJWIWHCKAM Ha3HAYCHHWEM U CICHUAIBHO H3TOTOBJICHHBIE IS
KOHKPETHOTO NAaIMieHTa HEMOCPEICTBEHHO B MEIUIIMHCKOM OpPraHM3alliU, B KOTOPOW HMPHMEHAETCS TaKOW
OMOTEXHOJIOTHUECKUH JIEKapCTBEHHBIH MperapaT, UMEIOLIIE B CBOEM COCTABE COCIUMHEHUS, CHHTE3UPOBaHHbIC
[0 pe3yibTaTaM TEHETHYECKHX WCCICJOBaHUN MaTepuana, MOJy4YeHHOro OT NalMeHTa, AN KOTOpOro
M3rOTOBJICH TaKOH OMOTEXHOJOTMYECKHi JeKapCTBEHHbIH mpenapar. [lepeyeHb MeaMIMHCKUX OpraHu3alui,
HMEIOIUX MPaBO H3rOTAaBIMBaTh W NPUMEHATH Takue OWMOTEXHOJOTMYECKHE JIEKapCTBEHHBIE MpenapaTsl,
yrBepxknaercs IIpaBurensctBom  Poccuiickor  ®@epepanmu. PaspemeHue Ha  OpUMEHEHHE  TakUX
OMOTEXHOJIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB BBIJACTCS YHNOJIHOMOYEHHBIM (pelepaqbHbIM OpraHoOM
UCIIOJHUTEIBHOMN BJIaCTH B MOPSAKE, ycTaHnaBauBaeMoM [IpaButenscTtBoM Poccuiickoit ®eneparuu. [lopsaook
oOpalieHus] TaKuX OMOTEXHOJIOTHUECKUX JIEKAPCTBEHHBIX ITPENapaToB, BKIIOYAs MOPSIOK UX U3TOTOBJICHUS,
MIPOBEJCHHS IKCIIEPTH3BI, OCYIIECTBICHHUS KOHTPOJIS KAa4eCTBAa TAaKUX OMOTEXHOJOTHYECKHUX JIEKapCTBEHHBIX
[IpenapaToB, INPUMEHEHUs, XPAaHEHUs, TPAHCIOPTUPOBKHM M YTWIM3ALUUHU TAKUX OHOTEXHOJIOTMYECKUX
JIEKapCTBEHHBIX MpernaparoB, a Takke TPebOBaHWA K TakuM OHOTEXHOIOIMYECKUM JIEKapCTBEHHBIM
mpernaparaM M MEAHLMHCKAM OpTraHM3alWsAM, MX HW3TOTaBIMBAIOIIAM W IPUMEHSIOMMM, yCTaHABIMBAIOTCA
IIpaBurenscTBOM Poccuiickoit denepanuu.

Hugopmayus 06 uzmenenusx: Cmames 13 oononnena uwacmoio 5.1 ¢ 1 cenmsabpsa 2024 2. - ®edeparibHbIl
3aKoH om 30 auseaps 2024 2. N [-D3

5.1. 3asBieHre O perucTpalMy BOCHPOM3BEACHHOI'O JIEKAPCTBEHHOTO Ipenapara A MEAULMHCKOTO
MIPUMEHEHUSI MOXeET OBITh IOJAHO B YIOJHOMOYEHHBIH (erepanbHblil OpraH HCIOJHUTEIBHOW BIACTH,
OCYILECTBIISIFOIINHI FOCYJapCTBEHHYIO PETHCTPALMIO JEKapCTBEHHBIX PENapaToB, 10 HCTEYCHNUH YEeThIPEX JIET C
JaThl TOCYNApCTBEHHOW PETHUCTPALUN WM PErucTpauuu pedepeHTHOTO JIEKapCTBEHHOrO IperapaTta Ul
MEIUIMHCKOro NpuMeHeHus B Poccuiickoit deneparuu.

Hupopmayus 06 usmenenusax:  Cmamos 13 oonoanena wacmoio 5.2 ¢ 1 cenmaops 2024 2. - ®edepasibHbll
3aKoH om 30 aueaps 2024 2. N [-D3

5.2. 3agBieHHME O perucTpanuu OnoaHanoroBoro (OMOMOAOOHOT0) JIEKAPCTBEHHOTO IIpernapara
(Obuoananora) s MEIUIIMHCKOTO MPUMEHEHUSI MOKET OBITh MOJAHO B YIIOJIHOMOYCHHEIN (heiepalIbHbIN OpTraH
HCTIONTHUTENHHOM BIACTU, OCYIIECTBIISIFOIINI rOCYJapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX MPenapaToB AJis
MCIUIUHCKOI'0 NPUMEHCHH, 110 UCTCYCHUHU TPEX JICT C AaTbl FOCYI[apCTBeHHOP'I perucTpanuun 1Uin perucrpanmuun
pedepeHTHOrO JIeKapCTBEHHOT0 nipenapara B Poccutickoit deneparnmu.

Hupopmayus 06 usmenenusx:  Cmamos 13 dononnena wacmoio 5.3 ¢ 1 cenmsabps 2024 2. - @edepasibHbll
3aKkoH om 30 aueaps 2024 2. N I-D3

5.3. He pomyckaercss WCHONB30BaHME B KOMMEPUECKMX LeNsiX HHPOPMALUMH O pe3yibTaTax
JOKIIMHUYCCKUX I/ICCHC}IOBaHI/Iﬁ JICKAPCTBCHHBIX CPCACTB M KIIMHHYCCKUX I/ICCJ’IeIIOBaHI/Iﬁ JICKaApCTBCHHBIX
npemnaparos A MEAUIUHCKOIO TIPUMCHCHHA, HpeI[CTaBHeHHOﬁ 3a4ABUTCIIEM  JIsA FOCYI[apCTBeHHOP'I
pETUCTpalliy WU PETHCTPAITMHU JIEKAPCTBEHHOTO Ipermapara, 0e3 ero corjiacusi B TCUECHHUE IIECTH JIET C JaThl
TOCYJapCTBECHHON PETHUCTPAIMH WM PETHCTpanui peepeHTHOTO JIEKapCTBEHHOTO Tperapata B Poccuiickoi
denepanumu.

6. He nomyckaercs rocyjapcTBeHHasl pErUCTpaLys:

1) JexapcCTBEHHBIX MpENapaToB, OTIUYAIONIUXCA JAPYyr OT Jpyra KadyeCTBEHHBIM COCTaBOM
JIEHCTBYIONINX BEMIECTB, 0] OAMHAKOBEIM TOPTOBEIM HANMEHOBAaHUEM;

Hugpopmayus 06 usmenenusnx:  Ilynkm 2 usmenen ¢ 15 uronsn 2018 2. - @edeparibHbil 3aKOH om 4 uions
2018 2. N 140-D3
Cwm. npedbidywyto pedakyuro

2) OAHOI'0 JICKAPCTBCHHOI'O Impfrapara, HNPCACTAaBIICHHOTO Ha TOCYAAPCTBCHHYN PCTUCTPALUIO B
OTHOLICHUU OJHOTO U TOT'O K€ ACPIKATCIIA WM BJIAaAC/Ibllda PETUCTPAIUOHHOI'O YAOCTOBECPCHUS JICKAPCTBECHHOI'O
npenapara B BUAC ABYX U boiee JICKAPCTBCHHBIX MPEIApaTOB IOA PA3JIMYHBIMA TOPIrOBBIMU HAMMCHOBAHHUAMU.

Hupopmayus 06 usmenenusx: HYacme 7 uzmenena c¢ 30 aneaps 2024 2. - ®edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

7. Ilo 3ampocy B DJEKTpOHHOH QopMe cyObekTa oOOpalieHusl JIEeKapCTBEHHBIX CpPEACTB
COOTBETCTBYIOIIUM YMOJHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJHHUTEILHON BIIACTH, OCYIIECTBIISFOIIIM
rOCYy/IapCTBEHHYIO ~ PErHCTpallMi0  JIEKapCTBEHHBIX  IIpernaparoB, B  YCTaHOBIEHHOM WM MOPSAAKE
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OCYIIECTBIISIETCS HAyYHOE KOHCYJIHTHPOBAHHE IO BOMPOCAM, CBS3aHHBIM C TPOBEACHHEM IOKIMHHYECKHX
WACCIENOBAHUM, KIMHUYECKUX  HCCICMOBAHWN  JICKAPCTBEHHBIX IIPEIMapaToB, OKCHEPTH3BI  KadecTBa
JEeKapCTBEHHBIX CPelncTB, J((EeKTHBHOCTH ¥ 0E30MacHOCTH, C OCYIIECTBIEHHEM TOCYIapCTBEHHOW
perucTpauyy JIEKapCTBEHHBIX IMpenapartoB. KOHCYJIbTHpPOBaHHE OCYLIECTBISETCS C  [PUBICYCHUEM
(hemepanbHBIX TOCYIApCTBEHHBIX OIOKETHBIX YUPEXKICHHUH, IOJBEAOMCTBEHHBIX ITaHHOMY (heaeparIbHOMY
OpraHy HCHOJHUTENbHONW BJIACTH U HE YYACTBYIOIIMX B OpPraHU3alUy IMPOBEACHHS HKCIEPTU3bl KauyecTBa
JIEKapCTBEHHBIX CPEIICTB B LEISIX OCYIIECTBICHHUS HMX T'OCYJapCTBEHHOM perucrpalud B COOTBETCTBUU CO
cratben 16 nacrosimero ®denepaabHOTO 3aKOHA, B BHJEC OTBETa B MUCBMEHHON (OpME YMOTHOMOYCHHOTO
(denepanbHOTO OpraHa WCIONHHUTENBHON BIacTH Ha 3ampoc. Pasmep B3uMaeMoil ¢ 3asBUTENS ILIATHI
ompejiensieTcs B COOTBETCTBHM C 3aKOHOOATeNbCTBOM Poccuiickoit ®denepanuu 00 opraHusanuu
MPEIOCTABICHUS TOCYJAAPCTBECHHBIX M MYHHUIUNAIBHBIX yciuyr. MHpopmarus 00 OCYIISCTBICHUH HAyYHOTO
KOHCYJIbTHPOBAaHHUs, B TOM 4YHCIIE CTaThd, 0030pHI, CIPaBOYHbIE MaTepHaabl M HHas HHPOpManus o0
OCYIIECTBJICHUYA HAy4YHOTO KOHCYJIBTHPOBAaHHUS, pa3Mellaercs Ha OQHUIMAJIbLHOM CaiTe YIOJIHOMOYEHHOI'O
(dhemeparbHOTO OpraHa WCIOJHUTEIRHOW BiaactTm B cetu "MHTepHeT" C COOMIOAECHUEM OTpaHUYICHHIA,
YCTaHOBJICHHBIX 3aKOHOAATENbCTBOM O MEPCOHATLHBIX JTAHHBIX, KOMMEPYECKOW W (WIIM) TOCYIapCTBEHHOM
TaliHe.

Hudopmanyusa 06 usmenenusx: Yacmo 8 usmenena ¢ 8 mapma 2022 2. - @edeparibHbIl 3aKOH om 8 mapma
2022 2. N 46-D3
Cwm. npedbidywyto pedakyuro

8. TocymapcTBeHHas perucrpaius JIEKapCTBEHHBIX IIperapaToB, KOTOpbIE IIpeJAHA3HAYCHbl IS
NPUMEHEHUSI B YCJIOBHUSIX BOCHHBIX NECUCTBHUM, YpE3BBIYAHHBIX CUTYalUUW, MPEAYNPEXKACHUS UYpE3BbIUYaHBIX
CUTyaluii, TpoQWIAKTUKA U JiedeHUs 3a00lIeBaHUM, NPEJCTABISIONINX OMACHOCTh JUIS OKPYKAOIINX,
3a00/IeBaHUl ¥ TIOPKEHHWH, TIOJYYCHHBIX B pPE3yJbTaTe BO3JCHCTBUS HEOIATONPHUITHBIX XUMHUYECKUX,
OHMOJIOTHUYECKUX, PATUAIIMOHHBIX (DAKTOPOB, U KOTOPBIE pa3paboTaHbl B TOM YHCIE 1O 33aHUI0 (hefepantbHbBIX
OpPraHOB UCIOJHHUTEIBHON BJIACTH, YIIOJHOMOYEHHBIX B 00jacTh OOOpOHBI CTpaHbl U 0E30MACHOCTH
roCy/IapCTBa, a TAKKE JICKAPCTBECHHBIX CPEIICTB B Cliydae X AS(PEKTYpbl UM PUCKA BOZHUKHOBEHUS JIE()EKTYPhI
B CBA3M C BBeaeHUEM B oOTHouueHWM Poccuiickoir denepanvii OrpaHUYUATENBHBIX MEpP 3KOHOMHUYECKOIO
XapakTepa OCylIecTBIseTcs B MOPAAKe, ycranoBieHHOM [IpaBurensctBom Poccuiickoit denepanuu.

T'APAHT: CM. KOMMeHTapum k cratbe 13 HacTosmero deaepanbHOTO 3aKOHA

Hudopmayua 06 usmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 cmamoa 14
Hacmosiye2o PedepanbHo20 3aKOHA U3NONHCEHA 8 HOBOU pedakyuu, scmynarowed e cuny ¢ 1 uions 2015 2.
Cm. mekecm cmamabu 8 rpedbidyuwel pedakyuu

Cratbs 14. [IpuHIMIBI SKCIIEPTU3BI JICKAPCTBECHHBIX CPEJICTB

1. DkcnepTr3a JEKapCTBEHHBIX CPE/ICTB OCHOBBIBACTCS HA MPUHIIMIIAX 3aKOHHOCTH, COONIOCHHS TPaB
¥ cBOOOJ| YeloBeKa M IPaKJaHHWHA, MPaB FOPUIUYSCKOTO JIHMIA, HE3aBUCHMOCTH JKCIEpTa, 0OBEKTHBHOCTH,
BCECTOPOHHOCTH ¥ TOJHOTHI HCCIICAOBAHUM, MPOBOJMMBIX C HCIOJIb30BAHHEM COBPEMEHHBIX TOCTHKECHHI
HAayKd M TEXHUKH, OTBETCTBEHHOCTH (eJepajbHOrO TOCYAAPCTBEHHOTO OKETHOTO YYPESKACHHUS 10
HPOBEJICHUIO DKCIIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB U SKCIIEPTOB 32 MPOBEACHNE U KaUECTBO IKCIIEPTU3HI.

2. DKcnepTH3a JeKapCTBEHHBIX MPENapaToB AJIsi MEAUIIMHCKOTO MPUMEHEHHs BKIIFOYAeT B ceOsl:

Hupopmayusn 06 usmenenusx: Ilynkm 1 usmenen ¢ 30 ansaps 2024 2. - ®edeparibHbIl 3akoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1) oskcmepTH3y [TOKYMEHTOB, ITPEACTaBICHHBIX ISl OINpPEAeJeHHS BO3MOXHOCTH pPaccMaTpUBaTh
JIEKapCTBEHHBIA TIpemapaTr s MEAWIWHCKOTO TPUMEHEHHs B KadecTBe OpQaHHOTO JIeKapCTBEHHOTO
rperapara;

Hupopmayusn 06 usmenenusx: Ilynkm 2 usmenen c¢ 30 ansaps 2024 2. - ®edeparnbHbil 3akoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

2) SKCHepTU3y MNPEUIOKEHHBIX METOMOB KOHTPOJSl KayecTBa JICKApPCTBEHHOTO CpeicTBa W (MIIH)
Ka4yecTBa MPEICTABICHHBIX OOPa3IOB JIEKAPCTBEHHOTO CPEJCTBA C HCIONB30BAaHMEM 3THX METOMOB (aanee -
9KCTIePTH3a KaYeCTRA JICKAPCTBEHHOTO CPE/ICTRA);

3) SKCTepTH3y OTHOIICHUS OKHAAEMOM MOJB3BI K BO3MOXKHOMY PHUCKY MPUMEHEHHUS JIEKAPCTBEHHOTO
npenapara;

Hnupopmayus 06 usmenenusx:  Yacmo 2 dononnena nynkmom 4 ¢ 1 mapma 2020 2. - DedeparibHbIl 3aKOH
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om 27 oexabps 2019 2. N 475-D3

4) oKcrepTH3y pPETUCTPAIMOHHOTO JI0OCh€ Ha JIEKAapCTBEHHBIH TIpernapar B MENIX ONpeaeieHHS
B3aMIMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX TPENapaToB ISl MEJUIIMHCKOTO IPUMEHEHHS.

3. DkcmnepTu3a JIEKapCTBEHHBIX MPENapaTtoB IJisi BETEPUHAPHOTO NPUMEHEHHS BKIIOYAeT B ceOs
AKCIIEPTU3Y KadecTBa JIEKAPCTBEHHOI'O CPEJICTBA M IKCIIEPTH3Y OTHOIICHUS 0)KUAAEMOM MOJIB3BI K BO3MOKHOMY
PHUCKY IPUMEHEHUS JISKAPCTBEHHOTO TIpernapara.

T"'APAHT: CMm. [lonoXeHume o nopsake SKCIEPTU3bl, HCOBITAHWS W PETCUCTPALMd  BETEPUHAPHBIX
mpenaparoB B PO, yreepkneHHoe [ TTaBHBIM rocy1apcTBEHHBIM BETEPHUHAPHBIM HHCIIEKTOPOM P®D 3 oKTAOps
1995 .

CM. KOMMeHTapuu k cratbe 14 HacTosimero eaepaibHOTO 3aKOHA

Hupopmayus 06 usmenenusx:  Cmamos 15 usmenena ¢ 30 ansaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

Cratba 15. ®enepanbHOe rocyIapCTBEHHOE OIOKETHOE YUPEKICHHE MO MPOBEICHHIO IKCIICPTU3BI
JIEKapPCTBEHHBIX CPEJICTB
OkcnepTh3a JIEKapCTBEHHBIX CPENCTB NPOBOAUTCS (pelepaqbHBIM TOCYAAPCTBEHHBIM OIOIKETHBIM
YUpeXIEHHEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (QeaepalbHOTO OpraHa HCIOJHUTENIbHON BIacTH,
CO3JTAaHHBIM JUIs O0ecTieUeH s UCITOTHEHUS TOJTHOMOYHI 3TOT0 (heaepabHOTo OpraHa Mo Bblave pa3pelieHui
Ha TpOBeJeHHE KIMHUYECKUX MCCIEeIOBAaHUN JIEKapCTBEHHBIX IMpernaparoB M (WIM) 1O TOCYJapCTBEHHON
peructpannu (pPErucTpalnm) JeKapCTBEHHBIX MPENapaToB (Aajee - SKCIEePTHOE YUPEKACHHUE).

T'APAHT: CM. KOMMeHTapuu k cratbe 15 HacTosmero deaepanbHOTO 3aKOHA

Ungopmayus 06 usmenenuax:  DedeparibHbIM 3aKOHOM om 22 dexkabps 2014 2. N 429-D3 naumenosanue
cmamvu 16 nHacmosiueco PedepanbHo20 3aKOHA USLONCEHO 6 HOBOU pedaryuu, ecmyrnarowel 8 cuny c 1
urons 2015 2.

CmM. mekcm HauMeHogaHUus 8 rpedbidywel pedakyuu

Cratbsa 16. Opranu3anus MpoBeICHHUS SKCIIEPTH3BI JICKAPCTBECHHBIX CPEIICTB

1. DKcmepTH3a JeKapCTBEHHBIX CPENICTB MPOBOIUTCS KOMHCCHEH SKCIEPTOB IKCIIEPTHOTO YUPEKICHUS,
HAa3HAYCHHOH €ro pyKOBOJMTEIEM, Ha OCHOBAaHMH 3aJaHMsi Ha IPOBEJCHUE OSKCIIEPTHU3bl JIEKAPCTBEHHOTO
CpEICTBa, BBIIAHHOIO YIOJHOMOYCHHBIM (elepalbHbIM OpPraHOM HCIIOJHUTENIBHOW BIAaCTH. PyKoBOAMTENH
IKCIIEPTHOTO YUPESIKICHUsI 00eCreunBaeT Ha/UIeKallee MPOBEACHHE JKCIEPTH3bI JEKApCTBEHHBIX CPEACTB B
COOTBETCTBHH C 3a[aHHEM, BBIJAHHBIM YIIOJIHOMOUYCHHBIM (he/iepabHbIM OPraHOM HCIIOJHUTEIIBHOW BIIACTH, U
OpraHu3yeT MOATOTOBKY CBOJHOTO 3aKIFOYCHHs 5TOH KOMHCCHH. B cocTaB 3TOH KOMHCCHH IO PEUICHHIO
PYKOBOJUTEIIS SKCIIEPTHOTO YUPEKACHHS MOTYT OBITh BKIIIOYEHBI B KQUECTBE IKCIIEPTOB JIMIA, HE PadoTaroIue
B JJAHHOM JKCIIEPTHOM YUPEXKICHUH, €CIIM UX CICIHAIbHBIC 3HAHUSI HEOOXOIMMBI ISl IPOBEICHUS SKCIIEPTU3BI
Y TaKUe IKCIEPThI OTCYTCTBYIOT B ITAHHOM JKCIIEPTHOM YUYPESHKICHHU.

2. DKCIEepTOM IO MNPOBEIACHHIO 3KCHEPTHU3bl JICKAPCTBEHHBIX CPEICTB SIBISIETCS AaTTECTOBAHHBIN
pabOTHUK 3KCIEPTHOTO YYPEIKICHUS, KOTOPBHIH HMMEET BbICIIEE MEAUIMHCKOE, (apMaleBTHYECKOE,
OMOJIOTHYECKOE, BETEPUHAPHOEC WIIM XHUMHYECKOe OOpa30BaHUE W TMPOBOJMT IKCHEPTU3Y JIEKAPCTBEHHBIX
CPEICTB B MOPAIKE UCTIOHEHHUS CBOUX JIOJDKHOCTHBIX 00SA3aHHOCTEH (J1ajee - IKCIepT).

3. Tlpu mnpoBeieHWH OKCHEPTHU3bI JIEKAPCTBEHHBIX CPEACTB OKCHEPT HE MOXET HAXOAUTHCS B
KaKoi-mn0O0 3aBUCHMOCTH OT JIMIA, HA3HAYMBILIEIO 3Ty OJKCIEpPTU3y, PaspaboTymka rnekapCTBEHHOro
CpeACTBa WK APYTUX 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX AKCIEPTU3BI JIHIL.

Hupopmayusn 06 usmenenusx: Qacmo 4 usmenena c¢ 30 ausaps 2024 2. - @edepasribHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus yvactu 4 (B pemakuuu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolHUecss MIPENOCTaBIIEHUsS TIOCYIAPCTBEHHBIX YCIYLT MPH OOpallleHUH JIEKAPCTBEHHBIX CPEICTB JUISL
MeauuuHCKoro npumenenus nocpenctsom EI'MC3 u (mum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IpPENapaToB I MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAoNMEe (aKT TOCYyJIapCTBEHHOM perucrpaludd, Ha OyMa)KHOM HOCHTENIE M JyOJIHMKaThI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB Ui METUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
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IMonoxenust yactu 4 (B pepaxkuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-d3), kacaromuecs
IIPEIOCTABIIEHUS T'OCYIApCTBEHHBIX VCIIYTI IIPH OOpAaIleHHUH JEKAPCTBEHHBIX CPEICTB UL BETEPUHAPHOTO
npuMeHenuss mocpeacrsom EMMY, npumeHsaoTcs ¢ 1 sasaps 2026 1. JlyOmmKaTel PETMCTPAMOHHBIX
YJIOCTOBEPEHUHN JICKAPCTBEHHBIX IIpenapaToB JJii BETEpUHAPHOro NnpuMeHeHus c¢ 1 suBaps 2026 r. He
BBIIAIOTCS

4, HpI/I MMPOBEACHUHN 3KCIICPTU3BI JICKAPCTBCHHBIX CPCACTB HC AOIIYCKACTCA I/ICTp660BaHI/Ie OKCIICPTOM Y
3agBUTENS JHOO HMHBIX JIaL  MaTepualioB, H606X0,[[I/IMLIX AJId TPOBCACHUA ISKCIICPTHU3BI. B ciydac
HCAOCTATOYHOCTHU MPCACTABJICHHBIX JKCICPTY MATCpPUATIOB B JIMYHBIA KaOMHET 3asBHUTENS B GI[HHOﬁ
Focy,[[apCTBCHHOﬁ I/IH(bOpMaLII/IOHHOI‘/JI CUCTEME B C(bepe 3ApaBOOXpaHCHUSA ():[anee - CJIHHas CI/ICTeMa)
OKCIHEPTHBIM YUYPCIKACHUEM HAIIPABJIACTCA 3aIIPpOC O MPEACTABICHUN HCO6XOI[I/IMI:IX MaTcpuajioB, HOHHHC&HHBIP'I
pykoBoauTeneM (yMOJTHOMOYEHHBIM JIMIIOM) SKCIEPTHOTO YUPeXIEHHS C WCIOIb30BAHUEM YCHUICHHOH
KBaTH(DUIMPOBAHHON 3I1EKTPOHHOW MOLMUCH.

Hupopmayus 06 usmenenusix:  Yacmo 4.1 usmenena ¢ 30 susaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 4.1 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
KaCalolHecs: IMPEJOCTABICHUS TOCYJAPCTBEHHBIX YCIAYT MPH OOpAIEHHHM JIEKAPCTBEHHBLIX CPEICTB IS
MeIumuHCKoro npumenenus mnocpencrsoM EI'MC3 u (wmm) EMINY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaliMoHHEIE  YIOCTOBEPSHMS JIEKAPCTBEHHBIX IPElapaToB I MEOULMHCKOTO IPUMCHEHUS,
MMOATBEPXKAAIOMKME (AKT TOCYJapCTBEHHOM PpETUCTpallii, Ha OyMa)XHOM HOCHTEIE M JTyOIMKATHI
PETUCTPAIMOHHBIX YIOCTOBEPEHU JICKAPCTBEHHBIX MIPETApaTOB ISl MEAUITMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBITAIOTCS
IMonoxenus yactu 4.1 (B pepaxuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MPEIOCTABICHUSI TOCYJAaPCTBEHHBIX YCIYI NPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumenenus nocpeactsoMm EMNTY, npumensaoTcsa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Ui BETEPUHAPHOro mnpuMeHeHus c¢ 1 sHBapst 2026 r. He
BBIIAIOTCS

4.1. 3asBuTenb 00s53aH HANPABUTH B JIMUHBIA KaOMHET SKCIEPTHOTO YUPEKICHUS B €IUHOH cHCTEME
MOJNUCAHHBIA YCHUJICHHON KBaJIM(UIMPOBAHHON SMEKTPOHHOM MOAMUCHI0 OTBET Ha 3alpoc IKCIEPTHOTO
YUpeXIEHHs B CPOK, HE NpEBBINIAIONIMN AEBSHOCTAa paboumx AHEH CO JHS TIONYyYeHHS SKCIEPTHBIM
YUPEXKACHUEM BJIEKTPOHHOTO YBEIOMIIEHHS O IOJIYYEHUH 3asiBUTEIEM 3ampoca. Bpems co IHS HamnpaBlleHUs
9KCHEPTHBIM YUYPEXKICHHEM B JIMYHBIA KaOWHET 3asBUTENs] B €AMHOW CHCTEME 3ampoca O MpeACTaBICHUH
JOTIOJTHUTENILHBIX MaTepHaliOB JI0 JHS HAIPABJICHUS 3asBUTEIEM B JIMYHBIA KAOMHET IKCIIEPTHOTO YUPEKICHUS
B €IMHOM CHUCTEME OTBETa Ha 3allpOC HE YUYHUTHIBACTCS NPHU HCUUCICHUM CpPOKa IPOBEACHMS 3KCIEPTHU3BI
JIEKapCTBEHHOT'O CPEICTBA.

Hupopmayus 06 usmenenusix:  Yacmo 4.2 usmenena ¢ 30 aueaps 2024 . - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxenus yactu 4.2 (B pemaxkuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacaroluecs IMPEeAOCTaBICHNS TOCYIAapCTBEHHBIX YCIYr IIPU OOpallleHHH JIEKapCTBEHHBIX CPEICTB JUIS
MeauuuHCKoro npumenenus mnocpeacrsom EI'MC3 u (wum) ENIY, npumeHnsatoTca ¢ 1 aasaps 2026 .
PerucrpamioHHbIE  YIAOCTOBEPEHHS JIEKAPCTBEHHBLIX IPENapaToB JUIS MEIMIIMHCKOIO IMPHUMEHEHUS,
MOATBEP KAAoNMEe (GaKT TIOCYyJIapCTBEHHOM perucrpalydyd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 T. He BBIIAIOTCSA
[Tonoxenus yactu 4.2 (B penaxuuu PepepanbHoro 3akoHa ot 30 sasapg 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAAaPCTBEHHBIX YCAYI NIPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npuMeHenus nocpeacrsom EMIY, npumeHstoTces ¢ 1 gaBaps 2026 r. JlyOnuKaTsl PErMCTPALMOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB i BETEpUHApPHOro mnpuMeHeHus c¢ 1 sHBaps 2026 r. He
BBIJAIOTCS

42. Ecnu 3asgBureneM B cooTBercTBuu ¢ 4dacTbio 1.1 ctatbm 30 wmm 4acTtbio 2 crtatbn 34
HacTosmiero MeepanbHOTO 3aKOHA NPEJCTABICHA KOMUS PEIICHUS YIIOJTHOMOYEHHOTrO (heJepalbHOro OpraHa
HCHOJIHI/ITCHLHOﬁ BJIaCTU O HpOBC}IeHI/II/I (bapMaueBaneCKOﬁ HNHCIICKIIUN HpOI/I3BOIICTBa JIeKapCTBeHHBIX
Cpe)ICTB JJIA MCOUIIMHCKOT'O HpI/IMeHeHI/IH Ha COOTBECTCTBUC Tpe6OBaHI/I$IM n pa B Haanemameﬁ
MIPOW3BOACTBEHHON MPAKTUKHA EBpa3snuiickoro "KOHOMHYECKOTO CO¥03a, IKCIEPTY A0 OPOpPMIICHHS PE3yIbTaTOB
OKCIIEPTU3BI JICKAPCTBCHHOI'O CPEACTBA IPEACTABIACTCA KOIIHA 3aKIOYCHHSA O COOTBETCTBHU IIPOU3BOIUTEIIA
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JICKapCTBCHHLIX CpPEACTB TpGGOBaHI/ISIM IIpaBUJI Ha):[nencameﬁ HpOHSBOI{CTBeHHOﬁ IMPAKTHUKW, BBIJAHHOT'O
YIIOJIHOMOYECHHBIM @eﬂepaHBHIﬂM Opranom HACITOJTHUTETEHON BJIaCTH, HUJIN KOIIUA CepTI/I(bI/IKaTa COOTBETCTBHUA
MIPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB JJISl METUIIMHCKOTO PUMEHEHHS TPEeOOBaHUAM MPABWII HaAJIeKaIIen
MPOMU3BOJICTBEHHOM MPpaKTUKU EBpa3niickoro SJKOHOMHUYECKOTO COH03a.

Hupopmayusn 06 usmenenusx:  Qacmo 4.3 usmenena ¢ 30 ausapsa 2024 2. - @edepasibHbll 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

4.3. 3asgBuTens 00s3aH HANPABUTH B JIMYHBIA KaOWHET HKCIEPTHOTO YUPEKACHUS B €IUHON CHCTEMe
KOIMIO 3aKIIOYCHUS] WM KOIHIO CepTHU(HKATA, YKa3aHHBIX B 4acTW 4.2 HacTosIed cTaTbd, B CPOK, HE
MPEBBIIAOIINNA CTa BOCBMHAECATH pabO4YMX MJHEW CO JHS TOJIYYCHHS DOKCIEPTHBIM YUPEXKISHHEM
AJIEKTPOHHOTO YBEAOMIICHUS O TOJNYYSHWH 3asBHTEIEM IOJITHUCAHHOTO PYKOBOAMTENEM (YIOIHOMOYEHHBIM
JIMIOM) OKCIEPTHOTO YUYPEKICHHS C HCMOJNB30BAHUEM YCHJICHHOW KBAJTH(PHUIIMPOBAHHOW 3IIEKTPOHHOW
NMoArnuCcK 3ampoca O NPEJOCTaBICHUU JAOKYMEHTa. Bpemsi co JHS HampaBleHUs SKCIICPTHBIM YUPEKICHUEM
3arpoca B JIMYHBINA Ka6I/IHCT 3as4BUTCIIA B eI[I/IHOI‘/'I CHUCTCMC 10 JHA HAIIPABJICHUA 3asBUTCIICM B JIMYHBIN Ka6I/IHeT
OKCIIEPTHOI'0O YUPCIKICHUA B CILPIHOP‘I CHUCTEMEC KOIINHU 3aKJII0OYCHHUA NI KON CepTI/I(l)I/IKaTa, YKa3aHHbIX B 4aCTU
4.2 HaCTOﬂIHeﬁ CTaTbH, HC YYHMTBIBACTCA NPHU HCUYUCICHUHN CpPOKa MNPOBCACHHA SKCHICPTU3BI JICKAPCTBECHHOI'O
CpeICTBa.

5. DKcnepT npy MPOBEICHUH MMOPYIEHHOW €My PYKOBOIUTENIEM SKCIEPTHOTO YUPEKACHUS SKCIEPTHU3HI
JIEKapCTBEHHOTO CPENICTBA 00sI3aH:

1) mpoBecTH MOITHOE HICCTIeTOBaHKE MPEACTABICHHBIX €My 00BEKTOB, MaTEPHAJIOB, 1aTh 000OCHOBAaHHOE
7 OOBEKTHBHOE 3aKITFOUYEHHUE IO ITOCTABJICHHBIM Iepe] HUM BONPOCAM WIIM MOTHBHPOBAaHHOE 3aKIFOYCHHE O
HEBO3MOXKHOCTH TIPOBEJIEHUS WM OKCIEPTU3Bl JIEKQpCTBEHHOT'O CPEJICTBA, €CIIH TIOCTABICHHBIC BOIPOCHI
BBIXOJIST 32 TPEJeIbl CIIeNUANBHBIX 3HAHUN JKCIEepTa, 00BEKThI UCCIEIOBAHUN U MaTepUaIbl HENPUTOIHBI WITH
HEJIOCTAaTOYHBI JUIsl IPOBEJCHUS MCCICIOBAHUN M JIa4d 3aKIIOYCHHS OO0 COBPEMEHHBIH YPOBEHb Pa3BUTHS
HayKH HE MO3BOJISIET OTBETUTH HA MIOCTABJICHHBIC BOIIPOCHI;

2) HC pasrjiamatb CBCACHUA, KOTOPBLIC CTaJlM €MY U3BCCTHBI B CBA3U C MPOBCACHHUCM ISKCIICPTHU3LI
JIEKapCTBEHHOTO CPEJICTBA, a TaK)Ke CBEJEHMsI, COCTABIAIONINE IOCYAAPCTBEHHYIO, KOMMEPUYECKYI0 MIH MHYIO
OXpaHsAEeMyI0 3aKOHOM TaifHy;

3) o0ecrneunTh COXPAaHHOCTh MPEACTABICHHBIX 00BEKTOB UCCIICOBAHUI ¥ MaTEPUAIOB.

6. DKCIIepT HE BIIpaBe:

1) TpOBOIWTH 3KCIEPTH3Y JEKAPCTBEHHOTO CPEACTBA IO OOpAIIEHWIO HETOCPEICTBEHHO K HEMY
OpraHM3anvii Wi GU3NIECKUX JIUIT;

2) caMOCTOATENHHO COOMPATh MaTEePHAIIBI IS IIPOBEICHUS KCIIEPTH3BI JIEKAPCTBEHHOTO CPEJICTBA;

3) IPOBOIUTH IKCIIEPTH3Y JIEKAPCTBEHHOTO CPEJICTBA B KAYECTBE HErOCYJapCTBEHHOTO HKCIIEPTa.

7. B cnyuae HEOOXOAMMOCTH J3KCIEPT BIIPaBE XOJATaliCTBOBATh MEpe]] PYKOBOAUTEIEM 3KCIIEPTHOTO
YUPEXKICHHSI O TIPUBJICUCHUH K ITPOBEJICHHUIO SKCIICPTH3HI JIEKAPCTBEHHOIO CPeCTBa APYTHX IKCIEPTOB.

8. Kaxnprii 3kcrnepT, BXOAANIMA B COCTaB KOMHCCHUH DKCIIEPTOB, KOTOPOHW MOPYYEHO MPOBEICHUC
OKCIEPTU3BI JICKAPCTBCHHOI'O CpCACTBA, HEC3aBUCUMO U CAMOCTOATCIBHO NPOBOAUT MCCJIICAOBAHMA, OLICHUBACT
pe3yabTaThl, MOJyYEHHbIE WM JIMYHO M JPYTUMH OKCHepTaMu, W (OPMYIHPYET BBIBOJBI OTHOCHTEIHHO
IMMOCTAaBJICHHLIX BOIIPOCOB B MPEACIaX CBOMX CICHUAIbHBIX 3HAHUH.

9. PesynmbTarThl 3KCHEPTU3bI JICKAPCTBEHHOTO CPEIACTBA OQOPMILIOTCS 3aKIIOYCHUEM KOMHCCHU
OKCIICPTOB. B 3akmroueHnn KOMUCCHU OKCIIEPTOB YKa3bIBAOTCA IMEPEUCHDb I/ICCHGIIOBaHI/II‘/'I, 00BeEM MIPOBEACHHBIX
KKIBIM JIKCHEPTOM HCCIIEOBAHNN, YCTAaHOBJIEHHBIE KaXKIBIM W3 HUX (PAKTBl M CHIETaHHBIE B pe3yJbTaTe
WCCIIEIOBAaHNN BBIBOJBI. DKCIIEPT, MHEHHE KOTOPOTO HE COBMANAET C PEIIEHHEM KOMHUCCHH IKCIIEPTOB, BIIPaBe
BBIPA3UTh CBOE MHEHHE B MMCBMEHHOH (popMe, KOTOpOe MPHOoOIIaeTcs K 3aKIIF0YSHHI0O KOMUCCHH YKCIIEPTOB.

10. DxkcmepThl, BXOIAIIME B COCTaB KOMHCCHH, NPEAYNPEeKIAIOTCI 00 OTBETCTBEHHOCTH B
COOTBETCTBMH C 3aKOHOOaTelNbCTBOM Poccuiickort @Denmepanuu 3a gady 3aKIOYEHHS, COJCPXKAIIETO
HEe00OCHOBaHHbBIE WITH (aTbCU(DUITUPOBAHHBIE BHIBOJIBI, O UEM OHU JAIOT TOIIHCKY.

11. Omnpenenenue ypoBHS NPOGECCHOHAILHOW MOJITOTOBKU JKCIIEPTOB M aTTECTallUsl WX HA IPaBO
OPpOBCACHUA OKCHEPTU3BlI JICKAPCTBCHHBLIX CPEACTB OCYHICCTBIIAIOTCA 3KCHCpTHO-KBaJII/I(I)I/IKaHI/IOHHI)IMI/I
KOMHCCUSIMU B nOpﬂ,D,Ke, YCTAHOBJICHHOM COOTBCTCTBYIOIIMM YIIOJIHOMOYCHHBIM (l)ellepaﬂbHI)IM Opranom
UCIIOJIHUTEIBHOW BJACTH. YPOBEHb NPO(PECCHOHAIBHON IOATOTOBKH JKCIEPTOB IOAJICKHUT MEPECMOTPY
YKa3zaHHBIMU KOMUCCUAMU HE PEIKE 4YEM O/IUH pa3 B IIATH JICT.

Hudopmauua 06 uzmenenusx: DedeparnbHbIM 3aKoHOM om 22 oexkabpsa 2014 2. N 429-D3 yacme 12

cmamou 16 nHacmosiwyezco PedepaibHO20 3aKOHA U3NOICEHA 68 HOBOU pedakyuu, 8cmynaroweud 8 cury c 1
urona 2015 a.
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu
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12. TMpaBvna mnpoBeaeHUs] 3KCHEPTHU3bl JICKAPCTBEHHBIX CPEACTB M OCOOCHHOCTH 3KCICPTU3BI
OTJCTBHBIX  BUJIOB  JICKAPCTBEHHBIX  MpenapatoB  (pedepeHTHBIX  JIGKAPCTBEHHBIX  TPEMaparos,
BOCHPOM3BEACHHBIX  JICKAPCTBEHHBIX  MpETMapaToB,  OWOJOTMYECKHMX  JIEKAPCTBEHHBIX  IPENapaTos,
OMOaHAOTOBEIX  (OMOMOAOOHBIX)  JICKAPCTBEHHBIX  IpemaparoB  (OMOAHAJIOTOB), TOMCOMATHYECKHX
JIEKapCTBEHHBIX TIPETIapaToB, JIEKAPCTBEHHBIX PACTHUTENBHBIX TPENapaTroB, KOMOWHAIMI JIEKapCTBEHHBIX
mpenapaToB), (OPMbl  3aKIIOYEHHH KOMHCCHM  OJKCIEPTOB  YCTAaHABIMBAIOTCS  COOTBETCTBYIONIHUM
YIIOJIHOMOUYEHHBIM (eiepaIbHbIM OPTaHOM HCIIOJHUTEIBHON BIACTH.

T"'APAHT: Cm. KOMMeHTapuu k cratbe 16 Hactosiero depepanbHOro 3aKOHA

Undopmauus 06 uzmenenusax: DedeparibHbIM 3aKOHOM om 22 dexabpsa 2014 2. N 429-dD3 cmamwvs 17
nHacmosie2o PedepanbHo20 3aKOHA U3NONCEHA 8 HOBOI pedakyuu, 8cmynarowed 8 cuny ¢ 1 uwons 2015 2.
Cm. mekcm cmambu 8 npedbidywel pedakyuu

T'APAHT: Jlo 31 nmexabps 2025 r. miIs JIEKapCTBEHHBIX IIPENApaToB JUISI BETEPHHAPHOIO IPUMEHEHHUS,
MIPOM3BEACHHBIX Ha Teppuropur PP B Mensgx HUMIOPTO3aMEIIeHNUs, B TOM 4YHCJIE OPUIHMHAJIBHBIX
JIEKapCTBEHHBIX TMIPEIapaToB, YCTAHABMIMBAETCHA pPEKHM YCKOPEHHOH MPOIEAYpPHl TOCYMIapCTBEHHOM
pEeTHCTpaIiy, He MpeBhImarommi 60 padounx mHEH

Cratba 17. [logaua U pacCMOTpEHHE 3asBICHUS O TOCYAAPCTBEHHON PErHCTPALMU JICKAPCTBEHHOTO
npenapata IJisl BETEpUHAPHOT'O IPUMEHEHHS

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena ¢ 30 ansaps 2024 2. - @edeparibHbil 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus vactu 1 (B pemaxuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3),
KacarolHecs IPEIOCTABICHNs TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAIEHMHM JIEKAPCTBEHHBIX CPEICTB JUIST
BETEpUHApPHOro mpuMeHeHust mocpeactsoM E[TY, npumeHawoTca ¢ 1 saBaps 2026 1. JyOnmkarTs
PETUCTPALMOHHBIX YIOCTOBEPEHUI JIEKAPCTBECHHBIX MPEMapaToB Il BETEPHHAPHOIO IPUMEHEHHS ¢ 1 sHBapst
2026 r. HE BBIIAIOTCS

1. Jlnst rocyqapCTBEHHON pEerucTpaIiy JISKAPCTBEHHOTO Ipernapara Uil BETEePHHAPHOTO NMPUMEHEHUS
pa3paboTUMK TAaKOTO JIEKApCTBEHHOTO MpenapaTa Wik YIOJIHOMOYEHHOE UM JIPYTroe IOPUANYECKOe JTUIO (Janee
B HACTOSIIEH cTaTbe - 3asBUTENb) HANpaBiseT MOCPEACTBOM  (pelepanbHOM  TOCyAapCTBEHHOM
uHpopmanmonHoi cucrembl "EAMHBIA MOPTan rocylapcTBEHHBIX M MYHUIMNAIbHBIX ycuyr ((yHKuwmii)"
(manee - eAWHBIN MOPTad) B YNOJHOMOYCHHBIH (DelepaibHBI OpraH UCIOJIHHUTEIBHON BIIACTH 3asBICHHE O
rOCYJapCTBEHHON PETUCTpaluy JIEKApCTBEHHOTO Tpenapara JJisi BETEpUHAPHOTO NMPUMEHEHUS, MOJIHCAHHOE
YCHJICHHOW KBAIM(UIIMPOBAHHOMN 3ITEKTPOHHOW MOAMNMCHLIO, a TaKkkKe JOKYMEHTHI, U3 KOTOPBIX (OpMHpYETCS
PETUCTPAIMOHHOE JI0ChE Ha JIEKAPCTBEHHBIH MpernapaT Uil BETEPHHAPHOTO IPUMECHEHHSL.

2. B 3asgBieHNH O TOCYIapCTBEHHOW PErncTpanyy JIEKapCTBEHHOTO Tpenapara Uil BEeTePHHAPHOTO
IIPIMEHEHUS YKa3bIBAIOTCA:

1) HamMeHOBaHUE U apec 3asBUTEN, pa3padOTUMKa M MPOU3BOTUTENS JIEKAPCTBEHHOTO TIperapara As
BETEPHHAPHOTO TPUMEHEHHS M aJpec MeCTa OCYIIECTBIEHHUS IMPOU3BOICTBA JIEKAPCTBEHHOTO Ipemnapara Jyis
BETEPHHAPHOTO TIpUMEHeHHsT (B Clly4ae HalM4YWs HECKOJBKMX YYacTHHKOB TIpollecca MPOU3BOJCTBA
HEOOXOIMMO YKa3aTh KaKAOTO U3 HUX);

2) HaMMEHOBAaHHWE JIEKAPCTBEHHOIO Mpemnapara Ajs BETEPHHAPHOTO MPHMEHEHHUs (MEXIyHapOoIHOE
HEMaTEeHTOBAaHHOE, WM IPYNITUPOBOYHOE, MITH XUMUIECKOE U TOPIrOBOE HAMMEHOBAHHS);

3) mepedeHb NEMCTBYIONIMX W BCIIOMOTATEIbHBIX BEHIECTB, BXOMASAIIMX B COCTaB JICKAPCTBEHHOI'O
npenapara Jjisl BeTepUHApHOTO MPUMEHEHNS, C YKa3aHUEM KOJIMYECTBa Ka)IOTO U3 HUX;

4) nexkapctBeHHas Qopma, J03MPOBKA, CIOCOOBI BBEACHHS U TNPUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO TIperapara JUisi BETCPHHAPHOTO MTPUMEHEHUS;

5) dbapmakoTepaneBTHIECKas TPYIINA;

6) HEOOXOMUMOCTh TPUMEHEHUS YCKOPEHHOW MPOIEeAyphl SKCIEPTHU3bl JIEKApCTBEHHBIX CPEACTB B
LIEJSIX TOCYJapCTBEHHON perucTpalyy JIEKapCTBEHHOTO Tpernapara;

7) KonM# JOKYMEHTOB, TIOJTBEPKAAIONIUX YILIATy TOCYJapCTBEHHON TOILINHBI:

a) 3a IPOBEACHHE DSKCIIEPTU3bl KAuyecTBa JIEKAPCTBEHHOIO CPEACTBA M OKCHEPTH3bl OTHOILICHHUS
OKHJIaeMOH TOJIB3bI K BO3MOXXKHOMY PHUCKY TNPHMEHEHHUS JIEKapCTBEHHOTO Iperapara AJisl BETEPHHAPHOTO
MIPUMEHEHUS TIPH €0 TOCYTAPCTBEHHOW PErHCTPALNHN;

0) 3a BbIIa4y PETUCTPALIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO TIpemapara;

Hngpopmayus 06 usmenenusx:  ®edepasribHbIM 3aKOHOM om 13 wrons 2015 2. N 241-D3 6 nynkm 8 uacmu 2

06.03.2025 Cucrema TAPAHT 32


https://internet.garant.ru/document/redirect/70826338/109
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/403695416/20001
https://internet.garant.ru/document/redirect/408457419/1013
https://internet.garant.ru/document/redirect/408457419/1013
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/46
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/12184522/21
https://internet.garant.ru/document/redirect/71127950/141

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

cmamosu 17 HacmoAauweco (De()epaﬂbyoeo 30dKOHA BHECEHbl UBSMEHEHUA
Cm. mekcm riyHkma 8 rpedbidyuwel pedakyuu

8) Hammume cornacus, MNPEIYCMOTPEHHOro YacTbl) 7 HacToAlIeW CTaThH, €CIH C MOMEHTa
peructpanuu peepeHTHOTO JIEKApCTBEHHOTO MpernapaTa Jijlsi BETEPUHAPHOTO MPUMEHEHUS TIPOIILIO MEHEe YeM
IIEeCTh JIeT.

Hupopmayusn 06 usmenenusx: Yacmo 3 usmenena c 1 aumsapa 2021 2. - @edeparsibHbIl 3aKoH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyto pedakyuro

3. PeructpaunoHHoe AOChEe B LENSAX ODKCIEPTHU3bI JICKAPCTBEHHOI'O Ipemnapara Ajsl BETEPUHApHOIO
MIpUMEHEHUS! POPMUPYETCS U3 CIEAYIOIINX JOKYMEHTOB U CBEICHUIL:

Hupopmayun 06 usmenenusx: Ilynkm 1 usmenen ¢ 1 ansapsa 2021 2. - ®edeparsibHbIU 3aKOH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyto pedakyuro

1) CBCACHHA O [aTC IMPEAOCTABJICHHUA U PETUCTPAIMOHHOM HOMCEPC JIMICH3UHM Ha HNPOHU3BOACTBO
JICKAPCTBCHHBIX CPCACTB, HpeI[OCTaBJIeHHOﬁ MMPOU3BOJUTCIIIO PCTUCTPUPYEMOTI'0 JICKAPCTBCHHOI'O Mperapara
AJI1 BETCPUHAPHOI'O ITPUMCHCHUA, 1JI1 pOCCHI;'ICKI/IX HpOH3BOHHTCHeﬁ;

Hupopmavyus 06 usmenenusx: Ilynkm 2 usmenen ¢ 1 saneapsa 2021 2. - ®edeparsibHbIU 3aKoH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyro pedakuuro

2) cBeleHHA O JaTe MPEAOCTABICHUS M PETHCTPALMOHHOM HOMEpE JIMIEH3MHM Ha IPOU3BOACTBO
JICKapCTBEHHBIX CPENCTB, MPEJOCTaBICHHON MPOW3BOAWTENIO (hapMalleBTUUECKOW CyOCTaHIMH, BXOZSIICH B
COCTaB PETHUCTPHUPYEMOTr0 JIEKAPCTBEHHOI'O IMpenapara JUlsl BETEpUHAPHOTO NPHUMEHEHMs, IS POCCHHCKHUX
IIPOU3BOUTENEH;

Hupopmayus 06 usmenenusix:. HYacme 3 oonoanena nynkmom 2.1 ¢ 15 wons 2018 2. - @edepasibHbll
3aKoH om 4 urons 2018 2. N 140-D3

2.1) xonusa TOKyMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OPTaHOM CTpaHbl MPOU3BOAUTENS JUIS KaXKJI0M
MIPOU3BOJICTBEHHOM IIJIOIIAJIKH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara Jijisi BETEpUHAPHOT0 IPUMEHEHHUS
U TIOATBEPXKIAIOIIETO COOTBETCTBUC MPOU3BOAMUTENS JICKAPCTBEHHOTO TMpernapara TpeOoBaHUSAM MpPaBusl
HaJUIeKallel NPOU3BOACTBEHHON MPAKTHUKU, U €r0 NEPEBOJ HA PYCCKUI SI3bIK, 3aBEPEHHBIE B YCTAHOBIEHHOM
rnopsanKe, a Takke KOMHS 3aKII0YE€HUSI O COOTBETCTBUN ITPOM3BOIUTES JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMUSIM
MpaBUJI HAJJIEKAIIEH MPOW3BOICTBEHHON MPAKTHKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (eAepalbHBIM OpPTraHOM
HCIONHUTEIBHON BIACTH AN KaXJOM MNPOU3BOACTBEHHOW IUIOIIAJKH PETUCTPUPYEMOrO JIEKAPCTBEHHOI'O
mperapara Ui BETePHHAPHOTO MpPHUMEHEHHs, JTHUOO KOMHA pelIeHUs O MPOBEACHHH WHCIICKTHPOBAHUS
MPOW3BOAMTENS  JIEKAPDCTBEHHBIX  CPEICTB, IPHUHITOTO  YIIOIHOMOYEHHBIM (benepaipbHBIM  OpPraHOM
WCIIONHUTENBHON BIACTH A1 KaXJAOW MNPOU3BOACTBEHHOW IUIOIIAAKU PETUCTPUPYEMOrO JIEKAPCTBEHHOIO
mpernapara JUisi BETEPUHAPHOIO MNPHUMEHEHHUA. YKa3aHHbIC JOKYMEHTBHI MPEICTaBISIIOTCS B CJydae, €Cu
MPOMU3BOJICTBO JIEKAPCTBEHHOT'O Mpenapara OCyLECTBIAETCS 3a npeaenamu Poccuiickoi @enepanuu;

Hngopmayus 06 usmenenusx: Yacmo 3 oonoanena nynkmom 2.2 ¢ 15 wons 2018 2. - ®edepasibHbIl
3aKoH om 4 uronsn 2018 . N 140-D3

2.2) Komus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOAUTEINA
(apManeBTH4eCKOW CyOCTaHIIMM M TOJITBEPIKIAIOIIETO COOTBETCTBHE MPOM3BOAUTENS (hapMaleBTUYECKOH
cyOcTaHIIMM, BXOISIIEH B COCTaB PETUCTPHUPYEMOrO JIEKAPCTBEHHOTO IperapaTta Uil BETEPHHAPHOTO
NpUMEHEHUsI, TPeOOBaHUSIM MPaBUIT HaAJIekKAIEH MPOU3BOJICTBEHHON MPAKTUKU, H €r0 NEPEBOJ] HAa PYCCKHIMA
SI3BIK, 3aBEPEHHBIC B YCTAaHOBJICHHOM MOPSAAKE, B CiIydae, eclid IPOU3BOACTBO (papManeBTHIECKO# cyOCTaHIM
ocylecTBisieTcs 3a npeaenamu Poccutickoit @enepaunu;

3) IpOEeKT HOPMATUBHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIH MpernapaT Il BETEPHHAPHOTO IPUMEHEHHS;

4) MOKyMEHT, COACpXAIIMi CICAYIONyl0 HHGOpManuio o ¢GapMareBTHICCKOW CyOCTaHIIMA WITH
(hapmaneBTHYECKNX CyOCTaHIMSX, BXOIIIIMX B COCTaB JIEKAPCTBEHHOTO TIIpemapaTa Jjisi BETEPHHAPHOTO
MIPUMEHEHUSI:

Hugpopmauus 06 usmenenusx:  Iloonynxkm "a" usmenen ¢ 13 ascycma 2019 2. - ®edeparibHbIl 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

a) HanMeHoBaHHWE (hapMaleBTUYECKOH CYOCTaHIIMM, €€ CTPyKTypa, oO0mue cBoiictBa (Tpu
TOCY/IapCTBEHHOH PErHCTpalli MMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB I BETEPUHAPHOTO
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NPpUMCHCHUA TMPEACTABIAIOTCA CBCACHUA O MTaMME, BKIO4Yasad ¢€ro HauMCHOBAHUEC, I/IH(i)OpMaHI/IIO (6]
MIPOMCXOXK/IEHUH, €r0 CBOWCTBAX, XapaKTEPHUCTHKAX U MECTE ACTIOHHNPOBAHHNSA);

0) HaNMEHOBaHWE U aJPeC IPON3BOIUTEIS;

B) TEXHOJIOTUSI MPOW3BOJCTBA C OMUCAHWUEM CTaJIUil MPOM3BOJCTBA U METOJOB KOHTPOJISA Ha BCEX
CTaJIsIX MPOU3BOJICTBRA,

Hupopmauus 06 usmenenusx:  Iloonynkm "2" usmenen ¢ 13 aseycma 2019 2. - ®edeparibHbIl 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

r) wuHdopmanus O IpuMecsIX (He TPEACTaBIseTCS MNPH TOCYAApCTBEHHOH  perucTpanuu
HMMYHOOHOJIOTHYECKUX JIEKaPCTBEHHBIX MPENapaToB Uil BETEPUHAPHOTO IPUMEHEHHS);

Hupopmayus 06 usmenenusx:  Iloonynkm "0" usmenen ¢ 13 asecycma 2019 2. - ®edeparibHbIl 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

n) crenudukanus Ha (QapMaLeBTHUECKYI0 CyOCTaHIMIO (HE MPEACTaBJISETCS NMPH TOCYAAPCTBEHHOU
perucTpauuyu UMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB Il BETEPHHAPHOTO IPUMEHEHHS);
€) ONMCaHNe METOJUK KOHTPOJIS KauecTBa;

Hupopmavus 06 usmenenusx:  Iloonynkm "oc” usmenen ¢ 13 aszycma 2019 2. - ®edeparibHbIlU 3aKOH om
2 aseycma 2019 2. N 297-D3
Cwm. npedbidywyro pedakuuro

) pe3yJbTaThl aHalu3a Cepuil QapMmaneBTHUECKOH CcyOcTaHIMKM (HE TPENCTaBISIOTCA —IPH
rOCYJapCTBEHHON PpErucTpaluud HUMMYHOOHMOIOTHUECKHX JIEKAPCTBEHHBIX INPENapaTtoB IS BETEPUHAPHOTO
MIPUMEHEHU);

3) MepevyeHb CTaHJApTHHIX O00pa3lOB WIIM BEIIECTB, MCIIOIB3YyEMBIX HPU OCYIICCTBICHUU KOHTPOJIS
Ka4yecTBa;

1) OMTUCAHHE XapaKTEPUCTHK M CBOMCTB YIAKOBOYHBIX MAaTEPHAIOB U YKYIIOPOUHBIX CPENICTB;

Hupopmayus 06 usmenenusx:  Iloonynkm "k" usmenen ¢ 13 aseycma 2019 2. - @edeparibHbIl 3aKOH om 2
aseycma 2019 e. N 297-D3
Cwm. npedbidywyto pedakyuro

K) JaHHble O CTa0WIbHOCTH (HE TPEACTABIAIOTCA TPU TOCYJApCTBEHHOW  pPETHCTpaIliH
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETapaToB AJIsl BETEPUHAPHOTO MPUMEHEHN);
J) CPOK TOJJHOCTH, YCIIOBUS XPAHEHMUS,;

Hupopmauusn 06 usmenenusx: Ilynkm 5 usmenen ¢ 13 aseycma 2019 2. - @edeparibHbil 3aKOH om 2
ageycma 2019 2. N 297-D3
Cwm. npedbidywyro pedakyuro

5) oTueT 0 pe3ynbTaTax JOKIMHUYECKOTO UCCIIEAOBaHUS JIEKAPCTBEHHOTO CPECTBA sl BETEPUHAPHOTO
IIPUMEHEHUS, BKJIOYAIOIIMN ONMCAHWE METOJOB OIPENCICHUsI OCTATOYHBIX KOJIMYECTB JEHCTBYIOILETO
BellecTBa (ZEHCTBYIOIIMX BELIECTB), AOCTUTAIOLIETO (JIOCTUTAIOIINX) CHCTEMHOTO KPOBOTOKA, B NMPOAYKIUH
XKHUBOTHOTO MPOMCXOXKICHHS TOCIIE TPUMEHEHUSI TAKOro JIEKAPCTBEHHOTO CPEACTBA, 4 TAKXKE JOKYMEHTAJIbHOE
MOATBEPXKACHKE (BaTUIaLUsl) YKa3aHHBIX METO/IOB;

6) oTYeT 0 pe3yNbTaTax KIMHUYECKOTO HCCIIE0BaHMUs JICKapCTBEHHOTO Mpenapara Uil BeTepUHApHOT0
MPUMEHEHUS Y K&KIO0TO BUJA KUBOTHBIX, YKa3aHHBIX B HHCTPYKLIWH 110 BETEPUHAPHOMY IPUMEHEHHIO;

7) MpOEKT MHCTPYKIMU IO BETEPUHAPHOMY NPUMEHEHHIO JIEKAPCTBEHHOTO IIperapaTta, cojeprKaien
CIIEYIOIUE CBEICHUS:

a) HaNMEHOBAHHE JIEKAPCTBEHHOTO IIperapara Ajs BETEPUHAPHOTO IMPHMEHEHUs (MeXIyHapoIHOe
HEMaTeHTOBaHHOE, WM TPYNIHPOBOYHOE, HITH XUMHUYECKOE U TOPrOBOE HAUMEHOBAHUS);

0) sekapcTBeHHAsT (OopMa C yKa3aHWEM HAMMECHOBAHHMHA M KOJMYECTBEHHOTO COCTaBa JEHCTBYIOITUX
BEIIECTB U KAYECTBEHHOI'O0 COCTaBa BCIIOMOI'aTENIbHBIX BELIECTB;

B) OIIMICAaHHE BHEIIHETO BUAA JIEKAPCTBEHHOTO IIpernapaTa 1Jis BETEPUHAPHOI'O IPUMEHEHHS;

r) apMakoTepaneBTUYECKas TPyIIa JEKapCTBEHHOI' O Mpenapara Ui BETePUHAPHOTO IPUMEHEHUS HIIH
yKa3aHHue "TOMEONaTUYeCKUl JIeKapCTBEHHbIN Ipenapart”;

) dapMakonuHaMuKa U (papMaKOKMHETHKA (32 MCKIIOYEHHEM (apMaKOKHHETHKH IOMEONaTHYeCcKUuX
JCKapCTBEHHBIX ~ MpenapaToB M  pAacTUTENbHBIX  JIGKAPCTBEHHBIX  IpENapaTroB) WJIM  OINHUCAHHUE
HMMYHOOHOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOT'O Mpernapara;

€) TIOKa3aHus I IPUMECHEHMUS,;

) IPOTHUBOTIOKA3aHHUsI IJIsl IPUMEHEHUS;
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3) MEpbI MPETOCTOPOKHOCTH MIPH IPHUMEHEHHUH;

1) yKa3aHHEe BO3MOYKHOCTH M OCOOEHHOCTEH NpHMEHEeHHs y OepeMEeHHBIX JKUBOTHBIX, y KHUBOTHBIX B
MEPUOJ JIAKTALlUH, y IOTOMCTBA KUBOTHBIX;

K) PSXUM [O3MPOBaHMA, CIOCOO BBENCHHS M IPUMEHEHHs, NPH HEOOXOOMMOCTH BpeMs IpHeMa
JIEKapCTBEHHOT'O Mpemnapara Uil BETEPHHAPHOTO IPUMEHEHHS, IPOIOJDKUTEILHOCTD JICUCHUS;

J) BO3MOXKHBIE MOOOYHBIE ICHUCTBHS, HEKEJIATENbHbIE PEAKUUU NPH NPUMEHEHUH JIEKApCTBEHHOTO
Ipenapara i BETEpUHApHOI0 IPUMEHEHNS;

M) CUMIITOMBI [IEPEA03UPOBKH, MEPHI MO OKA3aHUIO IIOMOIIX TP MEPEI03UPOBKE;

H) B3aMMOJICHCTBUE C APYTHMH JICKAPCTBEHHBIMH MpenapaTamMu U (WIN) KOpMaMH;

0) OPMBI BBIITyCKa JEKapCTBEHHOT'O Mpemnapara sl BETEPHHAPHOTO IPUMEHEHHUS,;

n) ykazaHue (Mpu HEOOXOAMMOCTH) OCOOCHHOCTEH MJEHCTBHS JIEKApCTBEHHOTO TIpermapara Juis
BETEPUHAPHOIO IPUMEHEHUS IIPU IIEPBOM IIPUEME HIIU IIPU €TI0 OTMEHE;

n.

HUnupopmayus 06 usmenenusx:  Iloonynkm "p" usmenen ¢ 13 aseycma 2019 2. - @edeparibHbil 3aKOH om 2
ascycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

p) omucanue (Mpu HEOOXOAMMOCTH) IEHCTBHI CIENUAIMCTa B O0JIACTH BETEPUHAPHHU, BIajeiblia
KUBOTHOTO IIPH TPOMYCKE TMpHeMa OJHOW WM HECKOJBbKHX JI03 JIEKAPCTBEHHOI'O TIpermapara Juis
BETEPUHAPHOTO MPUMEHCHUS;

C) CpPOK TOJTHOCTH Y yKa3aHWE Ha 3ampeT MPUMEHEHHs JIeKapCTBEHHOTO MperapaTa JJisi BETEPHHAPHOTO
MIPUMEHEHUS 110 UICTEYSHUH CPOKa TOAHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKazaHWe Ha HEOOXOAWMOCTb XpaHEHHsS JIeKapCTBEHHOIO TIperapara s BETePHUHAPHOIO
MIPUMEHEHUS B MECTaX, HEIOCTYITHBIX JUIS JICTEH;

¢) ykazanume (pU HEOOXOAMMOCTH) CHELUHATBHBIX Mep MPEIOCTOPOKHOCTH MPH YHUYTOKECHHUU
HEHCIIONB30BAHHBIX JIEKAPCTBEHHBIX PENapaToB ISl BETEPUHAPHOTO IPUMEHEHUS;

X) CPOKH BO3MOXKHOTO HCIOJIb30BaHUS MPOAYKIHMH >KUBOTHOTO TPOUCXOXKACHUS TOCIE BBEICHUS
KUBOTHOMY JIEKAPCTBEHHOTO Mpenapara AJisl BEeTepUHAPHOTO TPUMEHEHHS;

I1) YCJIOBHS OTITyCKa;

4) HAMMEHOBAHMS U aJipeca MPOU3BOJICTBEHHBIX IUIOIIAI0K TIPOU3BOIUTES JIEKAPCTBEHHOTO Mpenapara
VISl BETEPHHAPHOTO IPUMECHEHHUSI,;

) HauMEHOBaHWE, aJpec OpraHW3alW{, YIOJIHOMOYEHHOH Jep)KaTelieM WIH BIaJAeJbIeM
PETHCTPALIMOHHOTO YIOCTOBEPEHHSI IEKAPCTBEHHOTO TIperapara Ha MPUHATHE TTPETEH3UH OT MOTPEOUTENS;

8) MpOEeKTh MaKeTOB MEPBUYHON YMAKOBKM W BTOPHYHOW YIAKOBKU JIEKAPCTBEHHOTO Mperapara st
BETEPHHAPHOTO IPUMEHEHVIS,;

9) cnenyromue cBeIeHNs O JIEKAPCTBEHHOM IIperapaTe Ui BETEPHUHAPHOTO IIPUMEHEHHUS

a) OTMCaHKe U COCTaB JIEKapCTBEHHOT'O Mpemnapara i BETEPHHAPHOTO NPUMEHEHHUS;

0) onucanue papManeBTHIECKON pa3paboTKH;

Hupopmayus 06 usmenenusx:  Iloonynkm "8" usmenen ¢ 13 aseyema 2019 2. - @edeparibHbIU 3aKOH om 2
ascycma 2019 2. N 297-D3
Cwm. npedbidywyro pedakyuro

B) ONHKCAHME MpoIecca MPOU3BOACTBA U €ro KOHTPOJIS, TOJNUCAHHOE B MOPSAKE, YCTAHOBICHHOM B
COOTBETCTBHH C YaCThbi0 1 HacTOsIIEH CTAThH;

Hupopmayus 06 usmenenusx:  Iloonynkm "e" usmenen ¢ 13 aseycma 2019 2. - edeparsibHbIU 3aKOH om 2
aseycma 2019 e. N 297-D3
Cwm. npedbidyuwyro pedakyuro

I) OINWCaHUE KOHTPOJS KPUTHYECKUX CTaJAui TPOM3BOJACTBA M MPOMEXKYTOYHONH MPOIYKIHH,
HO/MTUCaHHOE B MOPSIJIKE, YCTAHOBJICHHOM B COOTBETCTBHH € YaCTbIO 1 HacTOsIIEH CTaThH;

Hupopmayus 06 usmenenusx:  PedeparibHbIM 3aKOHOM om 13 wions 2015 . N 241-®D3 ¢ noonynkm "0"
nynkma 9 yvacmu 3 cmamou 17 nacmoswezo Pedepanvho2o 3aKOHA 6HECeHbl USMEHECHUS.
Cm. mekecm nodnyHKkma 8 npeobidywel pedakuyuu

) HauMCHOBaHUS U ajapeca pa3paboTymKa, Jep)KaTelss WIM BJajelblla PETUCTPAIMOHHOTO
YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Iperapara, MPOM3BOACTBEHHBIX ILIOMIAJ0K MPOU3BOJUTENS JICKAPCTBEHHOIO
mpernapara i BETEPUHAPHOI'O IPUMEHCHHMS C YKa3aHHEM CTaJMi TEXHOJOTHYECKOIo Ipolecca,
OCYHICCTBIAEMBIX Ha MPOHU3BOACTBCHHLIX IUIOMIaAKaX IIPOU3SBOJUTEIIA JICKAPCTBEHHOI'0 IIpf€rapara i
BETEPUHAPHOTO MPUMEHEHUS;

¢) dapmareBTHIeCKasi COBMECTHMOCTE;
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) MUKPOOHOJIOTHYECKHE XapaKTePUCTHKH;

3) MaTepuaNbHBIN OaNaHC JUIs TIPOU3BOJICTBA CEPUU TOTOBOTO MPOAYKTA;

1) ONMCaHHUE XaPAKTEPUCTHUK U CBOMCTB YIIAKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOUHBIX CPEICTB;

K) JOKYMEHTaJIFHOE TIOATBEPKACHNE (BaJIUIAIlNs) POLIECCOB U (HITH) WX OICHKA;

) TpeboBaHWUS K KadecTBY BCIIOMOTATENBHBIX BemlecTB (cepTudukar, crenudukamus Ha
BCIIOMOTaTeJIbHbIE BEIECTBA U UX 000CHOBAHUE);

M) AaHaIWTHYECKHE METOAMKH, HCIIONb3yeMble MPU  OCYLIECTBICHHH KOHTPOJS  KauecTBa
BCIIOMOTaTEJbHBIX BEIECTB;

H) JIOKYMEHTAIbHOE MOATBEP)KIACHUE (BalMIauus) aHAIUTHYECKHX METOIUK, HCIOJBb3YEMBIX IIPH
OCYILIECTBIICHUU KOHTPOJISI KaYecTBa BCIIOMOTaTENIbHBIX BEIIECTB;

0) uHpopManuss 00 HCIONB30BAHMH BCIOMOTATEIbHBIX BEIIECTB YEIOBEYECKOTO M JKUBOTHOTO
POUCXOXKICHUS;

) yrpatui cuiy ¢ 13 aBrycra 2019 r. - ®efepansHbii 3akoH ot 2 aBrycra 2019 r. N 297-03

Hupopmayus 06 usmenenusix:  CM. npedsidywlyro pedakyuro

p) TpeOOBaHUs K Ka4eCcTBY JICKAPCTBEHHOI'O Mpenapara /i BETepUHAPHOTO IpUMEHEHHs (cepTrduKar,
criennUKaIys Ha JJIeKapCTBEHHBIH MpenapaT U X 000CHOBaHHE);

C) AaHaIUTHYECKHE METOJUKH, WCIOJb3yeMble TIPU  OCYIIECTBICHHHM KOHTPOJIS  KadecTBa
JIEKapCTBEHHOTO TIperapara JUisi BETCPHHAPHOTO MPUMEHEHUS;

T) IOKYMEHTAIbHOE IONTBEPKICHHUE (BaduAalMs) aHAJIUTUYECKUX METOJHUK, MCHOJIb3YEMBbIX IpH
OCYILIECTBICHUHU KOHTPOJISI KauecTBa JICKApCTBEHHOTO Iperapara Ajsi BETepUHAPHOTO IPUMEHEHUS;

y) IOKYMEHT, MOATBEP)KOAIOIINI KaueCTBO JEKapCTBEHHOIO IpenapaTa TpeX MPOMBIIIJICHHBIX CEpHi
(mpoTokon aHanu3a WM cepTU(HUKAT aHaIM3a), OJHA CEpHUs KOTOPOro JOJKHA COBHANaTh ¢ cepued oOpasua
JICKapCTBEHHOT'0 Mpernapara, MOJaHHOTO Ha PETUCTPALIUIO;

() xapakTeprCcTHKa IPUMECEii;

X) TepeueHb CTaHAAPTHBIX O0pa3loB, HCHONB3YEMBIX NPH OCYIICCTBICHHHM KOHTpOJIS KauecTBa
JIEKapCTBEHHOT'O Mpernapara JUis BETEPHHAPHOTO MTPUMEHEHUS;

1) JaHHBIE O CTAOMIIBHOCTH JICKAPCTBEHHOTO Tpernapara Jjisi BeTepUHAPHOTO MPUMEHCHUS;

10) xomus JOKYMEHTa, COIEpKAaIIero HH(GOPMALHUI0 O HAIMYUM WIA 00 OTCYTCTBUU (HaKTOB
perucTpanvy JIEKapCTBEHHOTO IperapaTta JJisi BETEpPUHAPHOTO NpPUMEHEHUs 3a mpenenamu Poccuiickoit
®denepanuy;

HUudopmayus 06 usmenenusax: ®edeparibHbiM 3aKOHOM om 13 uons 2015 2. N 241-®D3 6 nynxkm 11 uacmu
3 ecmamou 17 nacmosiuwe2o @edepanbio2o 3aK0HA GHEeCeHbl USMEHEHUs
Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

11) cornacue B mchMeHHOUW (opMme, TPEAyCMOTPEHHOE YaCTbi0 7 HACTOSIICH CTaThH, B Clydae
perucTpanuy BOCIPOU3BEACHHOIO JIEKAPCTBEHHOI'O IIpenapara;

12) xomms HOOKYMEHTa Ha pYCCKOM S3bIKE, 3aBEPEHHOT0 B YCTAaHOBJICHHOM [OPAOKE u
MOATBEP)KJAIOIIETO TPABOMOYHOCTE 3asIBJICHHUS O FOCYJapCTBEHHOW PEruCTpalvy JIEKapCTBEHHOTO IperapaTa
U1l BETEPUHAPHOTO IPUMEHEHHS (I0BEPEHHOCTE);

Hupopmayusn 06 usmenenusx:  Yacmo 3 dononnena nynkmom 13 ¢ 13 aseycma 2019 2. - ®edeparnbHbil
3aKoH om 2 aseycma 2019 e. N 297-D3

T'APAHT: PoccuiickuM  OpPOM3BOAUTEISIM  UMMYHOOHOJIOTMYECKHX  JIEKAPCTBEHHBIX  IIPEHaparoB
pa3pewaetca mo 31 mexabps 2030 1. HE IIPEACTaBIATL B COOTBETCTBUM C IIYHKTOM 13 CBemeHHS O
FOCYIapCTBEHHOM PETMCTPAlM T€HHO-UHKEHEPHO-MOAU(MDUIMPOBAHHBIX OPraHU3MOB, IIPEIHA3HAYCHHBIX
JUIS BBIIYCKA B OKPYKAIOIIYIO CpENy, IIPA TOCYIApPCTBEHHON PETMCTPAlMA HWMMYHOOMOJIOTMYECKUX
JIKapCTBEHHBIX  MPEmapaToB IS BETEPUHAPHOTO IPUMEHEHHMS, TOJYYEHHBIX C M[PUMEHEHUEM
TCHHO-UHXCHEPHO-MO U (DHIIMPOBAHHBIX OPraHU3MOB HIIH COACPIKAIINX TAKHE OPTaHU3MbI

13) cBeneHHs 0 TOCYAapCTBEHHOHN pEerucTpaliy TeHHO-MHKEHEPHO-MOIU(PHUINPOBAHHBIX OPraHU3MOB,
MpeJHa3HaYeHHBIX AT BBITyCKa B OKPY’KAIOMIYIO cpedy (IpU rocyIapCTBEHHONW PErHCTpalry JIeKapCTBEHHBIX
IIpenapaToB JUTST BETEPUHAPHOTO MIpUMEHEHMUS, MOJTyYEHHBIX c NIPUMEHEHUEM
TCHHO-UHKEHEPHO-MOIN(UIIMPOBAHHBIX OPTaHU3MOB HJIH COJCPIKAIINX TaKUE OPraHU3MBl).

Hngopmayus 06 usmenenusx:  Yacmo 4 usmenena ¢ 1 cenmsabps 2023 2. - @edeparsibHbll 3aKOH om 28
anpensi 2023 e. N 171-D3
Cwm. npedbidywyro pedakyuro

4. Ilpm mnpoBeAEHWH YCKOPEHHOH MpOLEAyphl SKCIEPTHU3bl JIEKApCTBEHHOIO IIpernapara Jyisd
BETEPHHAPHOTO NMPUMEHEHUS (32 UCKIIOUEHHEM JIEKapCTBEHHOTO Mpernapara JijIsi BEeTEpUHAPHOTO MPUMEHEHHS,
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yKa3aHHOro B 4YacTu 4.1 Hacrosiiedl CTaTbh) B LEISIX €r0 IOCYAapCTBEHHOM perucrpaluyd BMECTO OTYeTa
pa3paboTunka 0 pe3yibTarax JOKIMHUYECKOTO HMCCIEeOBAHMS JIEKAPCTBEHHOTO CPECTBA ISl BETEPUHAPHOTO
MIPIMEHEHUST MOXKET OBITh MpeACTaBIeH 0030p HAYYHBIX padOT O pe3ybTaTax JOKIMHUYIECKOTO HCCIIEIOBAHUS
pedepeHTHOTrO JIeKapCTBEHHOTO Tpernapara sl BETepPHHAPHOTO PUMEHEHHsI, 2 BMECTO OTYeTa O pe3ysbTarax
KIIMHUYECKOTO HCCIIEJIOBaHUSl JIEKApCTBEHHOTO TIpemnaparta il BETEPHHAPHOTO TMPHMEHEHUS OT4eT O
pe3ynbraTax HCCIeIOBaHUK OMOAKBUBAJICHTHOCTH BOCIIPOU3BENEHHOTO JIEKAPCTBEHHOTO TIIpenapara Jyis
BETEPUHAPHOTO IPUMEHEHHS.

Hupopmayus 06 usmenenusx:  Cmamos 17 donoanena uacmoto 4.1 ¢ 1 cenmaops 2023 2. - ®edepasnbHbil
3aKoH om 28 anpens 2023 . N 171-®D3

4.1. llpm mpoBeAeHHH YCKOPEHHOH TNPOIEMyphl SKCIEPTH3Bl JIEKAPCTBEHHOTO IIperapara Jyis
BETEPUHAPHOIO0 MPUMEHEHUS, MNPEAHA3HAYCHHOIO MJIA JICUCHUS JAOMAUIHUX KUBOTHBIX, OMNPEIACICHHBIX
depepanbHbIM 3akOHOM oT 27 aekabpst 2018 roga N 498-®3 "O06 0TBETCTBEHHOM OOpAICHUHU C JKUBOTHBIMHU
U O BHECCHHHM W3MEHEHUNW B OTHCNbHBIE 3aKoHoNaTelbHble akThl Poccuiickoit ®denepauuu", u
3apETUCTPUPOBAHHOTO B KA4ECTBE JICKAPCTBEHHOI'O IMpenapara s MEIUIIMHCKOTO MPUMEHEHUS, B MENAX ero
rOCYIapCTBCHHOM PErMCTpalliid BMECTO OTYETa pa3pabOoTyMKa O pe3yJbTaTax JOKIMHHYECKOTO HCCIICIOBAHUS
JICKQpPCTBEHHOTO CPEJICTBA JJIi BETEPUHAPHOI'O INPUMEHEHHMsSI MOTYT OBITh TPEACTABICHBI PE3YJIbTaThI
JMOKJIMHUYECKOTO  WICCIICIOBAaHUS  COOTBETCTBYIONIETO JIEKAPCTBEHHOTO CPEACTBA I METUITUHCKOTO
TIPUMEHEHUS, 2 BMECTO OTYETa O Pe3yJbTaTaX KIMHUYCCKOTO WCCIICIOBAHUS JICKAPCTBEHHOTO TIperapara Jis
BETEpUHAPHOTO0 TPUMEHEHUS - 0030p HAy4HBIX paboOT O pe3ynbTrarax KIMHUYECKUX HCCICIOBAHUNA
JIEKapCTBEHHOTO TIpernapara Il MEIUITHHCKOTO MPUMEHEHHUST Ha BUAAX KUBOTHBIX, KOTOPBIM IIpeIHAa3HAYACTCS
HCCIIeTyeMbIi JIeKapCTBEHHBIN Tpernapar.

Hugpopmauusn 06 usmenenusx: Hacmo 5 usmenena ¢ 13 aszycma 2019 o. - ®edeparibHbIl 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

5. Ha skcnepTusy pas3iuyHBIX JIEKapCTBEHHBIX (POPM OJHOTO M TOTO K€ JIEKAPCTBEHHOIO Iperapara
Il BETEPUHAPHOTO MIPUMEHEHUS 3asBUTENb NPEACTABISIET OTACIbHbIC 3asBICHUS U PETUCTPALlMOHHBIE JOCHE
Ha KaXAylo JekapcTBeHHylo ¢opmy. Ilpu ycioBuMm OJHOBpPEMEHHOM NOJAaYyM Ha SKCHOEPTH3Y OIHOM
JIeKapCTBEHHOH (GOPMBI C Pa3TUYHBIMHU JAO3UPOBKOH, KOHLIEHTpaueil, 00beMOM 3asBUTEIb PEACTABISET OAHO
3asIBJICHUE U PETUCTPALMOHHOE JJOChE C MPUIOKEHUEM MAKETOB IIEPBUYHON YIAKOBKU U BTOPUYHOM yIaKOBKH.
Ha makeTtax mepBHYHON YNakoOBKM M BTOPUYHOM YMAKOBKH YKa3bIBalOTCS BCE MPOU3BOJUMBIE JTO3UPOBKH,
KOHIIEHTpAlllK, O00bEMBl W KOJMYECTBO 03 B YIIAKOBKE JIEKAPCTBEHHOTO Mpenapara s BETEPHHAPHOTO
MIPUMEHEHUSI.

Hupopmayus 06 uzmenenusix: HYacme 6 usmenena ¢ 1 ameaps 2021 2. - @edeparsibHbIl 3aKOH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyto pedakyuro

6. B ciyuae HempeicTaBieHUs C 3asABICHUEM O TIOCYJApCTBEHHOM PpErucTpaliu JIEKapCTBEHHOI'O
rnpenapara Juisi BETEPUHAPHOTO IPUMEHEHUs JOKYMEHTOB, IOATBEPKAAOIIMX YIUIATy TOCYJapCTBEHHOU
MOILJIMHBI W yKa3aHHBIX B MYyHKTE 7 4YaCTW 2 HacToOsIEH CTaThbM, CBEICHHUI O JIMIEH3UAX, YKa3aHHBIX B
nyHkTax 1 m 2 YacTu 3 HacToAImIeH CTaThH, a TaKXKe BHIJABAEMBIX (TIPEIOCTABIISIEMBIX) YIIOJTHOMOUYCHHBIMH
(benepaTbHBIMU OpraHaMH HUCTIOMHHUTEIHHON BIACTH JOKYMEHTOB (CBECHUI), YKa3aHHBIX B MyHKTE 2.1 YacTtu
3 HacTosmIeH CTaThH, YIOJHOMOYCHHBIN (elepardbHblii OpraH HWCIIOJHHUTENBHOW BIACTH 3alpalluBacT
yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B MOPSAIKE MEXBEIOMCTBEHHOT'O HH()OPMALIMOHHOTO B3aUMOACHCTBHSL.

7. He pomyckaercsi HCIONB30BaHME B KOMMEpPYECKHX LEIsIX HHQOpMamuu O pe3yibTarax
JOKJIIMHUYECKUX HCCIICIOBAHUN JIEKApCTBEHHBIX CPEACTB M KIMHHYECKUX HCCIEAOBAaHUM JIEKapCTBEHHBIX
MpernapaToB A BETEPUHAPHOTO IPUMEHEHUs, TPEACTaBICHHOM 3asBUTENEM [UId TOCYIapCTBEHHOM
perucTpanuu JCKAapCTBCHHBIX IIPLCIIapaTos, 0e3 ero coriiacus B TEUCHHE IIECTH JIET C JaThl FOCYI[apCTBeHHOI\/'I
perucTpanuu peepeHTHOTO JIEKapCTBEHHOTo Nipenapara B Poccuiickoii @enepanmu.

Hupopmayus 06 usmenenusx:  Cmamos 17 donoanena uacmoio 8 ¢ 13 aseycma 2019 2. - @edepasibHbll
3aKoH om 2 aeeycma 2019 2. N 297-D3

8. [epxarens WM BiajeNel] PEerUCTPAI[MIOHHOTO YJOCTOBEPEHHs JIEKapCTBEHHOIO IIperapara it
BETCPHUHAPHOTO MPUMEHEHHUS NIPEICTABIISIET B YIOJIHOMOYCHHBIH (eiepabHblii OpraH HCIIOTHUTENLHON BIACTH
OTYET MO pe3yibTaTaM (apMaKOHaa30pa OAMH pa3 B IIECTb MeECSLEB B TEYEHHE [BYX JIET IOCie
rOCyJapCTBEHHON pErucTpaluu JIeKapcTBEHHOro npenapara B Poccuiickoii denepanyu, 3aTeM €KEroJHO B
TEUEHHUE MOCIETYIOUMX TPEX JIET U B JaJbHEUIIIEM OJIUH pa3 B TPU roja.

T'APAHT: CM. KOMMeHTapum k cratbe 17 HacTosmero denepanbHOTO 3aKOHA
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Cratba 18. Yrpatuna cuny ¢ 1 centsops 2024 r. - PefeparnbHbli 3akoH ot 30 saBapst 2024 . N
1-®3

Hupopmayus 06 usmenenusix:  CM. npedsidywiyro pedakyuro

Hudopmayua 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 o. N 429-@3 cmamova 19
nHacmosiye2o PedepanbHo20 3aKOHA U3LOHCEHA 8 HOBOU pedakyuu, scmynarowed e cuny ¢ 1 uions 2015 2.
Cm. mekcm cmambu 8 npedbidywelt pedakyuu

Cratba 19. llpunsaTHe pelicHUHS O BbIIaye SKCIEPTHOMY YUPEKICHUIO 3aJaHUs HA MPOBEICHHUEC
IKCHEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA

Hupopmayus 06 usmenenusx: Hacme 1 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 1 (B pemakuuu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolluecss IPEHOCTaBIICHUS I'OCYAapCTBEHHBIX YCIYT HIPU OOpalleHUWH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro npumeHenus nocpencrsoM EITMC3 u (wm) ElMNTY, npumeHstoTca ¢ 1 susaps 2026 r.
PerucrpallMoHHBIE  YJIOCTOBEPEHMS JEKApCTBEHHBIX IpElapaToB I MEIUIMHCKOTO IPUMEHEHUS,
MOATBEPKAAoNMe (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThbl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCS
ITonoxenusa vactu 1 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
IIPEIOCTABIECHUSI TOCYAAapPCTBEHHBIX YCAYI NHPH OOpalll€HWH JIEKAPCTBEHHBIX CPEACTB JJII BETEPHHAPHOIO
npumernenus nocpeactsoMm ENMTY, npumeHsaoTesa ¢ 1 gaBaps 2026 r. JyO0mukaTbl perucTpaliMOHHBIX
YAOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaToB [Js BETEpHHApPHOro mnpuMeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

1. B Teuenue nmecsatn pabouux IHEH CO THS MPUHATHS 3asBICHHUS O TOCYIAPCTBEHHOW pPErvucTpaluu
JICKapCTBEHHOTO TMperapaTa WM 3asBlIeHHS O TPU3HAHWM JIEKAPCTBEHHOTO mpemapara opdaHHBIM
JICKapCTBEHHBIM TIPEIapaToM COOTBETCTBYIONIMK YIOTHOMOYEHHBIH (efiepaibHblii OpraH HWCIIOJHUTEIBHOM
BJIACTH TPOBOJMT IPOBEPKY TMOJTHOTHI, JOCTOBEPHOCTH H TPABHIBHOCTH OQGOPMIICHHUS IPECTaBICHHBIX
JIOKyMEHTOB PErUCTPALOHHOTrO JI0ChE Ha JIEKAPCTBEHHBIN Mpenapar U NpUHUMAET PELICHUE O BbIAAYE 3a/1aHUs
Ha IIPOBEJICHUE:!

Hupopmayus 06 usmenenusx: Ilynkm 1 usmenen ¢ 30 sneaps 2024 2. - ®edepasibHell 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus nynkra 1 (B pepaxkuuu PenepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
KacarolHuecss MIPENOCTaBIEHNsS TIOCYIAPCTBEHHBIX YCIYT MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCKoro npumenenus mnocpencrsom EI'MC3 u (wum) ENIY, npumeHnsatoTca ¢ 1 aasaps 2026 .
PerucrpallMOHHBIE YIOCTOBEPEHHS JEKAPCTBEHHBIX IIPENApaToB I MEOULIMHCKOrO IPUMEHEHUS,
MOATBEP KAAroNMe (aKT TIOCYyJIapCTBEHHOM perucrpalydd, Ha OyMa)KHOM HOCHTENIE M JyOJIMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCSA

1) sKcmepTusbl JOKYMEHTOB, HPEACTABICHHBIX MAJS ONPEACTICHUS BO3MOXKHOCTH pPaccMaTpUBATh
JICKapCTBEHHBI Tpemapar il MEIULHMHCKOrO IPHMEHEHUS B KadecTBe Op(aHHOIO JIEKapCTBEHHOTO
npenaparta;

Hngopmayus 06 usmenenusx:  DedepasribHbIM 3aKOHOM om 30 sneaps 2024 2. N 1-®@3 nynkm 2 npusnan
ympamueuwium cuny ¢ 1 saneaps 2026 o.

2) OKCICPTU3BI JICKAPCTBCHHOI'O0 CPEACTBA B YaCTHU IKCICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA U
OKCICPTU3bI OTHOMICHUA O)KPI,[[aCMOfI MOJIb3bl K BO3MOKHOMY PUCKY NMPUMCHCHUS JICKAPCTBCHHOI'O Mpcrapara
AJI1 MCIUITUHCKOT'O IPUMCHCHMUS ;

Hngopmayus 06 usmenenusx:  DedepasribHbIM 3aKOHOM om 30 sneaps 2024 2. N 1-®@3 nynkm 3 npusnan
ympamueuwum cuny ¢ 1 saneaps 2026 2.

3) OKCHCPTU3BI JICKAPCTBCHHOI'O0 CPEACTBA B HaCTHU IKCICPTU3BI KAYCCTBA JICKAPCTBECHHOI'O CPCACTBA U
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OKCIIEPTU3bI OTHOLICHUA o>1<1/111aeM0171 IIOJIb3bl K BO3BMOXXHOMY PUCKY NMPUMCHCHUS JICKAPCTBCHHOI'O IIp€riapara
JUIST MEJUIIMHCKOTO MPUMEHEHUS B MOPSAKE YCKOPEHHOW MPOLEAYPBI SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBHHU CO CTaTbel 26 Hacrosiero denepaabHOro 3aK0Ha,

4) 9KCHepTU3bl JIEKAPCTBEHHOTO CPEACTBA B OTHOIICHWH JIGKAPCTBEHHOTO Iperapara Jyist
BETEPUHAPHOTO IPUMEHEHHUSI.

Hupopmayusn 06 usmenenusx: Qacmo 2 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aueaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus dactu 2 (B pemakuuu PegeparnbHoro 3akoHa or 30 susaps 2024 r. N 1-D3),
KacarolIMecs: IPENOCTaBJIEHUs] TI'OCYJapCTBEHHBIX YCIYr NPH OOpalleHWuH JIEKAPCTBEHHBLIX CPEICTB IS
MeIUIUHCKOro mnpumenenns nocpeacrsoM ETMC3 u (wm) ElNTY, npumensoTcs ¢ 1 sasaps 2026 r.
PerucrpaloHHble  YIOCTOBEPEHMS] JEKAPCTBEHHBIX IpENapaToB I  MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE U JyOJIHMKaThI
PETUCTPAIIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui MEIUIIMHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
IMonoxxenus yactu 2 (B pemakumu PenepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-®3), kacarommecs
IIPENOCTABIECHUSI TOCYIAaPCTBEHHBIX YCIYTI MIPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsoM EMY, npumeHsoTcs ¢ 1 gasBaps 2026 r. JIyOnuKaTtsl PErHMCTPALMOHHBIX
YJAOCTOBEPEHMI JIEKapCTBEHHBIX IpernapaToB Jjs BeTEepUHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

2. YHoinHOMOYCHHBIN (hefepanbHbIil OpraH MCIIOJIHUTEIIBHON BJIACTH HAIPABISACT B JIMYHBIA KaOHUHET
3KCIIEPTHOTO YUYPEKIACHUS B €AMHON CHUCTEME MOANMMCAHHOE YCHJICHHOW KBaIM(DHUIIMPOBAHHOW OJIEKTPOHHOM
NMoAMNUChLIO 3aJlaHke Ha MPOBEACHUE SKCIEPTH3, MPEAYCMOTPEHHBIX YaCTbi0 1 HacTOsIIeH cTaThH, B JIMYHBINA
KaOWHEeT 3asBHUTENs] B EIWHOW CHCTEME - TIOANKMCAHHOE YCWICHHOW KBaJH(DHIIMPOBAHHON AIIEKTPOHHOU
NOANKUCHI0 YBEAOMJICHME O MPHUHATOM PEIIEHWH O BblJA4Ye 3aJaHusl HAa MPOBEACHHE SKCIEPTHU3,
IIPeyCMOTPEHHBIX YaCThI0 | HACTOSIIEN CTaThH, U B CITydae HEOOXOAUMOCTH O BhIIadye pa3pelieHus Ha BBO3 B
Poccuiickyto Denepanyiro KOHKPETHOW MAPTHUH, CEPUU 3aPETUCTPUPOBAHHBIX U (W) HE3aperuCTPUPOBAHHBIX
JICKApCTBEHHBIX CPEJICTB WK 00 OTKa3€ B MMPOBEJCHUH TaKUX HKCIIEPTU3 C YKa3aHHEM MPUYUH OTKa3a.

Hupopmayus 06 usmenenusx: HYacmo 3 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenusa yactu 3 (B pemakumu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-D3),
Kacarolliecsl IPEeNOCTaBIIEHNsS] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHHH JIEKAPCTBEHHBLIX CPEICTB IS
MeaUUMHCKOro npumeHenus nocpeactsom EI'MC3 u (wum) ENIY, npumensaoTca ¢ 1 saBaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJIHKAThI
PErUCTPALMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 T. He BBIIAIOTCS
[Tonoxenus yactu 3 (B pemakuuu PegepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-@3), kacarommecs
IIPEIOCTAaBICHUSI IOCYAAapPCTBEHHBIX YCIYI IPH OOpallleHUM JIEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO
npumernenus nocpeactsoM EMNTY, npumensaoTesa ¢ 1 sgaBaps 2026 r. JyOmukaTbl pervMcTpaliOHHBIX
YIOCTOBEPEHHI JIEKAaPCTBEHHBIX IpErnapaToB Jjs BeTEepHHApHOTO mpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIIAIOTCS

3. B cnywae BbIABIEHUS OTCYTCTBMSI WJIM HEIOCTOBEPHOCTH WHGOpMAIMM, COAEpKalleiica B
MIPEICTABICHHBIX 3asBUTEIEM HOKYMEHTAX, YIOJIHOMOYEHHBIN (enepanbHbld OpraH WCHOJIHUTEIBHON BIAaCTH
HampaBIseT 3asABUTEII0 MOCPEACTBOM E4WHOrO MopTarna Wik B ero JWYHbIM KaOWHEeT B eIUHON cHucTeMe
3anpoc 00 YTOYHEHHWH ITOH MH(OpPMAIMH, MOINUCAHHBIA YCHJICHHON KBATM(UIUPOBAHHOH 3IEKTPOHHOM
NMOAMNUCHLIO (Jajee - 3aIpoc YIOJIHOMOUYEHHOTO (heZepabHOrO OpraHa HCIOJHUTEILHON BIIACTH).

Hupopmavyus 06 usmenenusx: HYacmo 4 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbil 3aKoH om 30

aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenusa yactu 4 (B pemakumu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-D3),
KacarolIhecsl IPEeNOCTaBIIEHNsS] TIOCYJapCTBEHHBIX YCIYr NPH OOpalleHWH JIEKAPCTBEHHBIX CPEICTB IS
MeaUuUUHCKOro npumeHeHus nocpeactsom EI'MC3 u (wum) ENTY, npumensaoTca ¢ 1 sasaps 2026 .
Perucrpanmonnple  yAOCTOBEPEHHS JIEKAPCTBEHHBIX MPEMApaToB Uil MEIWIMHCKOTO IPUMEHEHUS,
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MOJATBEPKAAoNMe (GaKT TOCYyHapCTBEHHOM perucrpaludyd, Ha OyMa)KHOM HOCHUTENE M JyOJIMKaThbl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPETIApATOB JUISI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 stTHBAps
2026 T. HE BBIIAIOTCS

[Tonoxenus yactu 4 (B pemakuuun PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
MIPEIOCTABIECHUSI TOCYAaPCTBEHHBIX YCIAYTI NPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsoMm ENMTY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyO0mukaTbl perucTpaliOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpEnapaToB Ui BETEPUHAPHOro mnpuMeHeHus c¢ 1 saBaps 2026 r. He
BBIIAIOTCS

4. 3asBUTENHL 0053aH HAMIPABUTH MOCPEACTBOM €WHOrO rnopTraria B ynoJHOMOYCHHBIH (eaepaibHbIH
OpraH WCIOJIHUTENBHON BIACTH WJIM B JIMYHBIA KAOMHET YIOJHOMOUYEHHOro (QelepaibHOTO OpraHa
UCIIOJHUTEIBHON BJIACTH B €JIMHON CHCTEME IOJANUCAHHBIA YCUJICHHOW KBaJIU(MUIIMPOBAHHON ONEKTPOHHOM
MOAMMCHLI0 OTBET Ha 3alpoc YIOJHOMOYEHHOTO ()eIepalbHOr0 OpraHa UCIONHHUTEIBHOW BIACTH B CPOK, HE
MIPEBHIMIAONIANA JIEBIHOCTa pabounx JHEH CO JHS TMONYYCHHS YIOTHOMOYEHHBIM (efepalbHBIM OpraHOM
WCTIOTHUTENFHON BJIACTH DJIEKTPOHHOTO YBEIOMIIEHHUS O TOJIYYSHHWH 3asBHTENEM HaHHOTO 3ampoca. Cpok,
yKa3aHHBIA B YaCTW 1 HacToOsIIEeld cTaThu, MPUOCTAHABIMBACTCS CO JHS HAMPABJICHHUS MOCPEICTBOM CITUHOTO
ropTaia Wik B JUYHBIA KaOWHET 3asABUTENS B €IWHOW CHCTEME 3alpoca YMOIHOMOYEHHOTO (eneparbHOro
OpraHa HCIIOJHUTEIbHON BJIACTU 1O [IHA HAIPABJICHHS 3asBUTENEM IOCPEICTBOM EIMHOTO MOpTajla WIH B
JTUYHBIA KaOWHET YIMOJHOMOYEHHOTO (elepallbHOTO OpraHa WCIIOJHUTENBHOW BJIACTH B EIHHON CHUCTEMe
OTBETA.

5. OcHOBaHWEM sl OTKa3a B OPraHU3al[MM DKCIEPTU3, MPEIYyCMOTPEHHBIX YacTbi 1 Hacrosmiei
CTaTbhH, SBISCTCS MPEJIACTABICHUE HEOOXOANMBIX ISl MPOBEIEHUS PEAYCMOTPEHHBIX SKCIIEPTU3 IOKYMEHTOB B
HETNOJIHOM O0beMe WJIM HeNpeACTaBlIieHHE 3asABUTEIEM B YCTAaHOBJICHHBIH CPOK OTBETa Ha 3aIlpoc
YIHOJIHOMOUYEHHOTO (heJIepaibHOTO OpraHa MCIIOJHUTEIBHOM BJIACTH, & TAKXKE MPEICTABICHUE JOKYMCHTOB, HE
COJIep KAIUX UCUEPITBIBAIOIIETO TePEeUHs HCOOXOIMMBIX CBEICHUH.

Unupopmayus 06 usmenenusix: Hacme 6 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus 4vactu 6 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacalolHecs: IMPEJOCTABICHUS TOCYJAPCTBEHHBIX YCAYTr MPH OOpAIEHHHM JEKAPCTBEHHBLIX CPEICTB IS
MeIuUUHCKOro npumenenus mnocpencrsoM EI'MC3 u (wm) EMINY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpallmoHHEIE  YIOCTOBEPSHMS JICKAPCTBEHHBIX IPEelapaToB I  MEOULMHCKOTO IPUMCHEHUS,
MMOATBEPXKAAIOMKME (BAKT TOCYJAapCTBEHHOM PpETHUCTpaAIlldd, Ha OyMa)XKHOM HOCHTEIE M TyOIMKATHI
PETUCTPAIIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaToB IS MEAUIIMHCKOTO MTPUMEHEHUS ¢ 1 stHBAps
2026 1. HE BBITAIOTCS
[Tonoxxenus vyactu 6 (B pemakumu PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-®3), kacaromuecs
IIPEIOCTABICHUSI TOCYAAapPCTBEHHBIX YCIYI NIPH OOpallleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsoMm EMNTY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Uil BETEPUHAPHOro mpuMeHeHus c¢ 1 sHBaps 2026 r. He
BBIIAIOTCS

6. Tlpu oTKaze B OpraHM3alldM SKCHEPTH3bBI, MPEAYCMOTPEHHON MYyHKTOM 4 4yactu 1 Hacrosmiei
CTaThbU, JOKYMEHTHI, BXOJSIINE B COCTaB PETUCTPALMOHHOTO JOChE Ha JICKAPCTBEHHBIM mpemapaTr ajs
BETEPUHAPHOTO MPUMEHEHUS, MOT'YT OBITh BO3BPAILICHBI 3asIBUTEII0 HA OCHOBAHUH €r0 3aIpoca, MOAMUCAHHOTO
YCWJICHHOH KBaIM(UIIMPOBAHHOW 3FIEKTPOHHOM TMOLMUCLI0 W HAMpaBJIEHHOTO IMOCPEJACTBOM €4VHOro
rnopTtara B yIOJIHOMOYCHHBIH (elepalibHbli OpPraH UCIHOJHUTEIBHON BJIACTH WM JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (peepasibHOTO OpraHa WCIOJHUTEIHHOW BJIACTH B €IMHOW CHCTEME, B TCUCHUE TPHUAIATH
pabounx gHEW CO THS MPHUHATHUS YIIOJTHOMOYCHHBIM (eIepabHBIM OpPTraHOM HCTIOTHHUTEIBHOM BIIACTH PEUICHHS
00 OTKa3ze B OpraHM3aIlid TaKOW JKCIEPTH3Bl. YTIOJHOMOUYCHHBIH (emepalbHbIi OpraH HCIOTHUTEIBHON
BIIACTH BO3BpAIlaeT 3asABUTENI0 YKa3aHHbIE JTOKYMEHTHI B TE€UCHHWE AECATH pabounx AHEW cO AHS TOTydCHHS
COOTBETCTBYIOLLEIO 3a1poca 3asiBUTES.

I'APAHT: CM. KOMMeHTapuu k crathe 19 HacTosmero OeneparbHOTO 3aKOHA

Huopmayusa 06 uzmenenusx: Cmamos 20 usmenena ¢ 1 cenmabps 2024 2. - ®edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

I'APAHT: [Monoxxenus cratbu 20 (B pepakiuu PegeparnbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
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KacarolUecss IPENOCTaBIEHNUs TIOCYIAPCTBEHHBIX YCIIYIT MIPH OOpallleHWH JIEKAPCTBEHHBLIX CPEICTB JUISL
MeauuuHCKoro npumenenus nocpenctsom EI'MC3 u (mum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliioHHbIE  YIOCTOBEPEHHS JIEKAPCTBEHHBIX MPENAparoB JUId MEOUIMHCKOTO IIPUMEHEHHS,
MOATBEPKAArONMEe (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENIE M JyOJIHMKaThI
PETHCTPAIMOHHBIX YIOCTOBEPECHHH JICKAPCTBEHHBIX MPEITApaTOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS

Cratbsa 20. DOkcnepru3a JOKYMEHTOB, NpPEACTABICHHBIX JUIS ONpPEICICHUS BO3MOXKHOCTH
paccMaTpuBaTh JIGKapCTBEHHBIM Mpenapar il MEIUIHMHCKOTO HPUMEHEHHsS B KadecTBe
op¢aHHOTO JIeKapCTBEHHOTO MpenapaTa

1. Tlpouemypa ompeneneHus BO3MOKHOCTH paccMaTpWBaTh JIEKAPCTBEHHBIH Mpemapar  uis
MEIUIIMHCKOTO0 MPUMEHEHHsI B KauecTBe Op(aHHOIO JICKAPCTBEHHOTO Tpernapara MOXKET MPOBOJUTHCS KaK B
OTHOIICHUH JIEKAPCTBEHHOI'O Tpernapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBHH ¢ HacTOsSUM DepepaabHbIM
3aKOHOM JIH0O B COOTBETCTBHHM C aKTaMH, COCTaBISIOMMMHU TipaBo Coro3a, Tak W B OTHOIICHUH
HE3aperuCTPUPOBAHHOTO JICKAPCTBEHHOIO IIpernapara. OKCHEepTH3a AOKYMEHTOB, NPEACTaBJICHHBIX UL
OTIpeJeNICHU BO3MOXXHOCTU pPacCMaTpUBaTh JIEKAPCTBEHHBIM INpemnapar Ajs MEIULUHCKOIO IPUMEHEHHS B
KadecTBe OpGaHHOrO JIEKApCTBEHHOI'O IIperapaTa, COCTaBJIEHHE KOMHCCHEH O3KCIIEPTOB 3aKIIOYEHHS O
BO3MOHOCTHU MJIM HEBO3MOXKHOCTH pacCMaTpUBAaTh JIEKapCTBEHHBIN ITpenapat Uil MEIUIUHCKOTO IPUMEHEHHS
B KauecTBE Op(aHHOrO JIEKAPCTBEHHOI'O MpenapaTa W HalpaBlieHHE B JIMYHBIA KAOWHET YHOJIHOMOYEHHOTO
(denepanbHOr0 oOpraHa MCIOJHUTEIBHOM BIACTH B €OUHOM CHCTEMe MJaHHOIO 3aKiiodeHusi B (opme
JNIEKTPOHHOTO JOKYMEHTA, IOJIMCAHHOTO YCHJICHHON KBaJU(DUIMPOBAHHOW SIEKTPOHHOM MOAMUCHIO,
OCYIIECTBIISIFOTCSL B CPOK, HE TIPEBBIIAIONINN TPUALATH PA0OYHX THEH CO JHS HANPABICHUS B TUYHBIA KaOWHET
9KCHEPTHOTO YUPESIKACHUS B €OUHOM CUCTeMe 3aJaHusl YIOJIHOMOYEHHOTO (QeaepalibHOTO —OpraHa
UCTIOJIHUTEIBHOM BJIACTH U CIEIYIOIINX JTOKYMEHTOB U CBEJICHHN:

1) 3asBiIeHWME O MpPU3HAHHWM JIEKAPCTBEHHOTO TNpemnapara opQpaHHBIM JIEKAPCTBEHHBIM IIPEIapaToM,
COCTaBIICHHOE TO (POPME, YTBEpPKICHHOW YIOTHOMOYEHHBIM (eepalbHbIM OpPraHOM HCIIOJHUTEIBHOM
BJIACTH, TIIOJAIUCAHHOE YCHJICHHOW KBaNM(PUIUPOBAHHOW 3JIEKTPOHHOW TMOAMUCHID  YIOJIHOMOYEHHOTO
MIPEICTABUTENS IOPUINYECKOrO JIMIA, NEHCTBYIOIIETO B COOCTBEHHBIX HHTEpPEcax WM YIOJIHOMOYEHHOTO
MIPEICTABIATH HHTEPECHI IPYTrOro I0PUINYECKOro JINIIA;

2) Komusi [JOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOI0 B YCTaHOBJIICHHOM IMOpSIKE H
MOATBEPXKJAIOIIETO PAaBOMOYHOCTD 3asBUTENSI IOAaBaTh 3asBJICHUE O NPU3HAHWHU JICKAPCTBEHHOT'O IperapaTa
op¢aHHBIM JIEKapCTBEHHBIM MpenapaToM (IIpu HE0OOXOAUMOCTH);

3) obocHoBanue ophaHHOCTH 3a0O0JieBaHMs, HE OTHECEHHOTO B coOTBeTcTBUH ¢ PefeparbHbiM
3akoHOM ot 21 wnosiOps 2011 roma N 323-®d3 "OO ocHOBax OXpaHBI 370pPOBbs TIpaxaaH B Poccuiickoit
Oenepannn” k peaxuM (opdaHHBIM) 3a00€BaHUAM, B TOM 4HUCIIE MOAPOOHAas WH(OpMAanus O IUArHOCTHKE,
npoQHIAKTHKE WK JICYUSHUH TaKOTO 3a00JIeBaHuUS;

4) yTBepKICHHAsT WHCTPYKLIUS MO MEAMIMHCKOMY TPHUMEHEHHIO JICKApCTBEHHOTO TMIpernapara,
3apETUCTPUPOBAHHOTO B COOTBETCTBUH € HacTosIuM DenepanbHbIM 3aKOHOM, WM OOIIas XapaKTepPUCTHKA
JIEKapCTBEHHOI'0 IIperapaTa, 3aperuCTPUPOBAHHOIO B COOTBETCTBHHU C aKTaMH, COCTABILIOIIMME IpaBo Coro3a
(pu HaTMIHH);

5) WMHCTPYKIMS IO MEIUIMHCKOMY INPHMEHEHHIO WM KpaTKas XapaKTepUCTHKA JIEKapCTBEHHOTO
npemnapara, yTBEepXKICHHbIE B CTPaHE IPOU3BOAUTEIS (IIPU HAJTMYHUH);

6) KomMH JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TMOpSAKE M TOATBEpXKIArOmuX (akt
perucTpauvy JIEKapcTBEHHOTO Ipenapara B HMHOCTPaHHBIX TIoOCyJapcTBax B KadecTBe Op(haHHOTO
JIEKapCTBEHHOTO Mpemnapara (Ipy HaJIHYHH);

7) TPOEKT XapaKTePUCTHUKH HE3apETUCTPHPOBAHHOTO JICKAPCTBEHHOTO MpemnapaTa, CoJepiKaliero
CIIeAyIOIIME MHHUMAIbHBIE CBEICHUS O HE3apETHCTPUPOBAHHOM JIEKAPCTBEHHOM IMpenapare (IoIycKaeTcs
OpeACTaBICHHE  MPOEKTa  XapaKTePUCTHKH  HE3aperHCTPUPOBAHHOTO  JICKAPCTBEHHOTO  Ipernapara,
COCTaBIICHHOTO B COOTBETCTBUH C JIOCTYITHBIMHU JaHHBIMH TI0 TPOBEJCHHBIM KIMHUYECKUM HCCIETOBAHUIM
JIEKapCTBEHHOTO IMpernapaTta U JOKITMHUIECKAM HCCIICAOBAHUAM JICKAPCTBEHHOTO CPEICTBA HA MOMEHT TIOAa4YH
3a4BJICHUS O IPU3HAHUU JICKAPCTBEHHOIO IIpernapara op(aHHbIM JICKapCTBEHHBIM IIPENapaToM):

a) HaMMCHOBAHUE JIEKAPCTBEHHOTO Ipemapara (MEXIyHAapOAHOE HENAaTeHTOBaHHOE, WU
IPYNIUPOBOYHOE, MM XMMHUIECKOE U TOPIrOBOE HAMMEHOBAHMUS);

0) nekapcTBeHHas (hopma C ykazaHHEM HaMMEHOBAaHMH M KOJMYECTBEHHOTO COCTaBa JEHCTBYIOIIUX
BEIIECTB M KAaYEeCTBEHHOIO COCTaBa BCIOMOTATENbHBIX BEUIECTB (IIPH HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTATEIbHBIX BELIECTB);

B) papMakoAMHAMHKA U PapMaKOKMHETHKA;

I') IOKa3aHusl U1l TPUMEHEHHS;

1) IPOTHUBOTIOKAa3aHMs JJIsl IPUMEHEHUS;
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€) BO3MOXKHBIC ITOOOYHBIC NMEHUCTBUS W HEXKEIATSIbHBIC PEaKIU{ MPU MPUMEHEHHUH JICKAPCTBEHHOTO
rpenapara Jyisi METUIIMHCKOTO TPUMEHEHUS;

’K) HAWMEHOBaHUS H ajpeca MPOW3BOJCTBEHHBIX IUIOMAAO0K MPOU3BOANUTENS JIEKAPCTBEHHOTO
rperapara;

3) cBeAeHHA O pa3pabOTYMKe JIEKAPCTBEHHOTO CpeACTBa  (JepikaTelne  PerHCTPAIlHOHHOTO
YIOCTOBEPEHU);

8) cBeleHHS O TEKYIEeM CTaTyce pa3pabOTKH He3aperruCTPHPOBAHHOTO JICKAPCTBEHHOTO Iperapara, a
TaKXkKe IJIaH ero pa3padoTKu;

9) 0030pBI TOKIMHUYECKUX HCCICIOBAHMN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKHX HCCIICIOBAHUN
HE3apeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIPEmapaTa, TOCTYIHEIC Ha IEHb MO/IaYu 3asBIICHNUS,

10) oT4eTsl O TPOBEICHHBIX JOKIMHUYECKUX WCCICJOBAHUSAX JIEKAPCTBEHHOTO CpEACTBA U
KIIMHAYECKUX HCCIEIOBAHIIX HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO TIpenapaTa (Mpu HAIUIUH);

11) pexBU3HUTHI JOKYMEHTA, TIOJITBEPKIAIOIIETO YIUIATY TOCYNapCTBEHHON IMOIUINHEI.

2. B ciiyqae HEIOCTaTOYHOCTH TPECTABICHHBIX MATEPHUAJIOB B IENAX MPOBEICHUS IKCIEPTH3BI IS
OTIpe/ieTIeHnsT BO3MOYKHOCTH PacCMAaTPHBATh JIEKAPCTBEHHBIA Ipemapar ISl METUIIMHCKOTO MPHMEHEHHUS B
KadecTBe Op(aHHOTO JIEKAPCTBEHHOTO Mperapara AKCIEepTHOE YUPEKICHHE HAMpaBIisieT B JIMYHBIA KaOWMHET
3asiBUTENS B €QWHOW CHCTEME 3ampoc O TPEACTABICHHH HEOOXOMUMBIX MaTepHANIOB, TOIMHCAHHBIN
pykoBoauTenaeM (YIMOJTHOMOYEHHBIM JIMIIOM) O3KCIEPTHOTO YUYPEXKACHUS C UCIOIh30BAHUEM YCHUICHHOW
KBaTH(PUITUPOBAHHON 3TEKTPOHHOW NMOLNUCKU. 3asgBUTENb 00sI3aH HANIPABUTD B JIMUHBINA KAOWHET SKCIEPTHOTO
VUPESKICHUSI B CIUHOW CHUCTEME IOANMCAHHBINA YCHJICHHOW KBATH(DUIMPOBAHHOW AJIEKTPOHHOU IOAIMKCKHIO
OTBET Ha 3alpoCc B CPOK, HE MPEBBIMAIOININNA MIECTUACCATA PA0OYUX THEH CO JHS IMOJyYCHUS IKCIECPTHBIM
YUPEKICHUEM DIICKTPOHHOTO YBEIOMJICHHS O MOJYYCHHH 3asBHUTeNeM 3ampoca. Cpok, ykasaHHbBIH B YacTu 1
HACTOSIIIIEH CTaThU, MPUOCTAHABIMBACTCS CO JHS HAIPABJICHUS 3agBUTEIIO B €T0 JIMYHBIN KaOWHET B €IMHON
CUCTEME 3alpoca IKCIEPTHOTO YUPESHKICHUS JI0 JHS HAIIPABICHUS 3aSBUTEIIEM B JTUUHBIA KaOWHET SKCIIEPTHOTO
VUpEXKACHNS B SAWHONW CHCTEME OTBETa HA 3aIPOC M HE YUWUTHIBACTCS TIPHU HCUUCICHHHM CPOKa MPOBEICHUS
AKCTIEPTU3HI TOKYMEHTOB, TIPEICTABICHHBIX IJISI OMPEACIICHUS BO3MOXKHOCTH pacCMaTpHUBATh JICKAPCTBECHHBIN
Iperapar Juii MEANIUHCKOTO PUMEHEHNS B KadecTBe op(aHHOTO JIEKapCTBEHHOTO TIpernapara.

3. B cpok, HE TpPEBBINAIOMNAN IATH padOYUX JHEH CO IHS HANpaBiICHUS B JIMIHBIA KaOWHET
YIOJTHOMOYEHHOTO (peepatbHOr0 OpraHa HWCIONHUTENFHOW BIACTH B €AMHON CHCTEME 3aKITFOUYeHWs,
YKa3aHHOTo B YacCTW 1 HacTosliel CTaThH, YHOJTHOMOYCHHBIN (enepanbHblii OpraH MCIOTHUTENLHON BIACTH
OCYLIECTBIISIET OLICHKY 3aKJIIOUEHHUS AJIS OMPEAENICHUSI €r0 COOTBETCTBUS 3aJJaHUIO HAa MPOBEJICHUE SKCIEPTU3BI
Y HaTpaBJIsIeT B IMYHBIA KAOMHET 3asBUTEIS B €HMHON CHCTEME MOANMCAHHOE YCUIICHHOHW KBAM(DUITUPOBAHHON
SNEeKTPOHHOW MOAMUCHIO YBEIOMIIEHHE O pe3ysbTaraX MPOBEACHHON SKCIEPTHU3bI ¢ MPHUIOKEHHEM KOIHH
SKCIIEPTHOTO 3aKJIoYeHUs (C COXpaHEHHWEM KOH(QUACHIMAIBHOCTH WH(POPMAIMA O COCTaBE KOMHUCCHH
SKCIIEPTOB) W BO3MOXKHOCTH WM HEBO3MOXXHOCTH pPAacCMAaTpUBATh JICKAPCTBEHHBIH TMpemapar s
MEIMIIMHCKOTO MPUMEHEHHUS B KadecTBe op(aHHOIO JICKApCTBEHHOTO Ipernapara.

T'APAHT: CMm. KOMMeHTapum k cratbe 20 HacTosmero deaepanbHOTO 3aKOHA

CraTtbs 21. Vrparuna cuiy ¢ 1 ceursops 2024 r. - efeparnbHblil 3akoH ot 30 saaps 2024 r. N
1-®3

Hnupopmayus 06 usmenenusix:  CM. npedsidywlyro pedakyuro

Cratbsa 22. YtpaTtuna cuny c 1 utons 2015 .
Hngopmayus 06 usmenenuax: — Cm. mexcm cmamsu 22

Hudopmayua 06 usmenenuax: PDedeparnbHbIM 3aKoOHOM om 22 oekabps 2014 2. N 429-D3 cmamova 23
Hacmosie2o PedepanbHo20 3aKOHA U3NOAHCEHA 8 HOBOU pedakyuu, scmynarouwed 8 cuny ¢ 1 uions 2015 a.
Cm. mekecm cmamabUu 8 rpeodbidywel pedakyuu

CraTtba 23. 3KCHCpTI/I3a KaueCTBa JICKAPCTBCHHOI'O CPCACTBA U IKCIICPTH3a OTHOUICHUA O)I(H,E[aeMOfI
MOJIB3bl K BO3MOXXHOMY PHUCKY NPHUMCHCHHUA JICKAPCTBCHHOI'O Npfrapara 111 MECAUIIUHCKOI'O
MIPUMCHCHUA

Hupopmayus 06 uzmenenusix: Yacmo 1 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

I'APAHT: IMonoxenus: wactu 1 (B pemakumu PefepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
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KacarolUecss IPENOCTaBIEHNUs TIOCYIAPCTBEHHBIX YCIIYIT MIPH OOpallleHWH JIEKAPCTBEHHBLIX CPEICTB JUISL
MeauuuHCKoro npumenenus mnocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHbIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAArONMEe (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENIE M JyOJIHMKaThI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui METUIIMTHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS

1. DkcnepTr3a KauecTBa JIEKAPCTBEHHOT'O CPEACTBA M JKCIEPTHU3a OTHOLICHUS O0KUAAeMOMN TMONb3bI K
BO3MOKHOMY PUCKY NPHUMEHEHUA JIEKAPCTBEHHOIr'O Ipernapara A MEAULUUHCKOrO NMPUMEHEHUS, COCTABICHUE
KOMHUCCHUAMHM SKCHEPTOB 3aKIIOUEHUI MO pe3yJibTarTaM IMPOBEICHHBIX SKCIEPTU3 M HAIMPABICHUE 3STUX
3aKJIFOUEHUH, TMOANMUCAHHBIX YCHUJICHHBIMA KBATA(DUIIMPOBAHHBIMU 3JIEKTPOHHLIMU MOAMUCAMU, B JTUYHBIH
KaOMHET YIOJHOMOYCHHOIO (peliepaibHOTO OpraHa HUCIHOJHHUTEIbHONW BJIACTH B CIUHOW CHCTEME
OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIONIUN CTa JECATH pabouuMx JHEU CO JTHS HAIPABJICHUS B JIMIHBIN
KaOWHET DKCIEPTHOTO YUYPEKIACHUS B €IUHOW CHCTEME COOTBETCTBYIONIETO 3aJaHHUs YHIOJHOMOUYEHHOIO
(hemepanbHOTO OpraHa HCIOTHUTENFHON BJIACTH M HEOOXOIUMBIX TOKYMEHTOB.

Hupopmayus 06 usmenenusix: Hacme 2 uzmenena c¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 2 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolruecss IPENOCTaBIEHNUs TOCYIApPCTBEHHBIX YCIYT MPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCKoro npumenenus nocpeacrsom EI'MC3 u (wum) ENIY, npumeHsatoTca ¢ 1 aasaps 2026 .
PerucrpallMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPEHApaToB I MEOUUMHCKOrO IPUMEHEHUS,
MOATBEPXKAAroNMEe (aKT TOCYIapCTBEHHOM perucrpanuyd, Ha OYyMaXHOM HOCHUTENE U IyOJIMKATHI
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEITApaTOB TSI MEAUITMHCKOTO MPUMEHEHUS ¢ 1 sTHBaps
2026 T. He BBIIAIOTCS

2. B TeueHme xaeBsHOCTAa IHEH €O JHS IONYYEHHUs YIOJHOMOYEHHBIM (eaepalbHbIM OpPraHOM
HCTIONIHUTENIbHON BIAcTH YBEIOMJICHUS B JJIEKTPOHHOM (OpME O TONY4YEHHH 3asSBUTEIEM pEIICHUS O
NPOBEICHUH SKCIIEPTU3, NPEIYCMOTPEHHBIX YacTbi) 1 HACTOSIIEH CTaTh, 3asBUTENb IPEICTAaBISCT B
9KCIEPTHOE YUYPEXKICHHE [UIA TPOBEICHUS OSKCIEPTH3bl KauecTBa JIEKAPCTBEHHOTO CPEACTBA 00pa3Lbl
JIEKapCTBEHHOI0 Ipenapara M MEJUIUHCKOTO IPUMEHEHMs, IPOU3BEICHHOIO B COOTBETCTBHH C
TpeOOBaHUSAMH  ONBITHO-MPOMBIIUIEHHOTO W (WJIM) TIPOMBINUICHHOTO  PErJaMeHTOB, YTBEP)KACHHBIX
PYKOBOJHUTEIEM IMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKK€ B COOTBETCTBYIOLIMX CIIydasx oOpasiibl
(dapMarieBTH4eCKOl CyOCTaHIIMKM, TECT-IITaMMa MHKpPOOPTaHW3MOB, KYJIBTYpPBI KIJIETOK, OOpa3llbl BEIIECTB,
MIPUMEHSAEMBIX JUIsI KOHTPOJI KauecTBa JIEKAPCTBEHHOIO CPEACTBA IIYTEM CPABHEHUS C HUMH MCCIEAYEMOIO
JIEKapCTBEHHOI'O CPEACTBA, CIEHU(DUUECKUE PEareHThl, HEOOXOAUMBbIE Ul IIPOBEAEHHS MCIBITAaHUNH 00pa3LoB
JICKapCTBEHHBIX IIPENapaToB, B KOJIMYECTBAX, HEOOXOIUMBIX MJsI BOCIPOU3BEACHHS METOAOB KOHTPOJII
Ka4ecTBa.

Hupopmayusn 06 usmenenusx: Qacmo 3 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus yvactu 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
KacarolUecss MIPENOCTaBIIEHUsS TI'OCYIAPCTBEHHBIX YCIYIT MPH OOpallleHWH JIEKAPCTBEHHBIX CPEICTB JUISL
MeauuuHCKoro npumenenus mnocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMSI JIEKAPCTBEHHBIX IPENapaToB I MEOUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAroNME (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE M JyOJIHMKaThI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui METUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS

3. Ilpu momyueHuM o0Opa3LOB JIEKAPCTBEHHOTO TMpemnapata u (apMmameBTUYecKod CyOCTaHIIUU
SKCIIEPTHOE YUPEKICHUEC HAMpaBIsICT B JIMYHBIA KAaOMHET 3asBHTEIS B €AMHOM CHCTEME YBEIOMIICHHE,
ITOITBEPIKIAIOIIEe TIOTYUYCHHE YKa3aHHBIX 00pa3IoB.

Hngopmayus 06 usmenenusx: Yacmo 4 uzmenena ¢ 30 sausaps 2024 2. - ®edeparsibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxenusa yactu 4 (B pemakumun PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacaroliecss IMPEJIOCTaBICHUS TOCYJapCTBEHHBIX YCIyr TMPH OOpPAlIeHHH JIEKApPCTBEHHBIX CPEACTB IS
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MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumenatotca ¢ 1 aasaps 2026 .
PerucrpallMoOHHBIE  YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPEHapaTroB I  MEQULIMHCKOrO IPUMEHEHUS,
MOATBEP KAAONME (aKT TOCYyIapCTBEHHOM perucrpaludd, Ha OyMa)KHOM HOCHUTENIE M JyOJIHMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHH JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS

4. VYxaszaHHbIi B YacTW 2 HACTOSIIECH CTaTbU CPOK JUIS MPEICTABICHUS 3asBUTENEM OOpasIoB
JIEKapCTBEHHOTO Tpenapara U (hapManeBTUIecKol CyOCTaHIIMKM HE BKIFOYASTCS B CPOK MPOBEACHUS DKCIICPTH3,
MPEIYCMOTPEHHBIX YaCTbIO 1 HacTOSIICH CTaThH.

5. Vrparuna cuiy ¢ 30 ssuBapst 2024 r. - ®efepanbHbii 3akoH ot 30 suBaps 2024 r. N 1-®3

Hngopmayus 06 usmenenusx:  CM. npedbidywyro pedakyuro

I'APAHT: CM. KOMMeHTapuu k cratbe 23 HacTosmmero deneparTbHOTO 3aKOHA

Cratbs 24. BKcnemea Ka4YeCTBa JICKAPCTBCHHOI'O CPCACTBA U SKCIICPTH3a OTHOILICHUS O)I(H,I[aCMOﬁ
MOJIb3bI K BO3BMOKHOMY PHUCKY IMPUMCHCHUS JICKAPCTBCHHOTO IpCriapaTa Ajisi BETCPUHAPHOI'O
MNPUMCHCHUA

Hupopmayus 06 usmenenusx: HYacmo 1 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus vactu 1 (B pemaxuun PepeparnbHoro 3akoHa or 30 smBaps 2024 r. N 1-D3),
KacarolIhecsl IPEeNOCTaBJIIEHNs] TIOCYJapCTBEHHBIX YCIYr NPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
BETEpUHAPHOTO mpuMeHeHns mnocpeactsoMm ENTY, npumeHsaoTcsa ¢ 1 sgasaps 2026 1. JIyOnukarsl
PETUCTPAIIMOHHBIX yIOCTOBEPEHUH JIEKAPCTBEHHBIX MPEMapaToB Uil BETEPHHAPHOTO MTPUMEHEHHs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

1. DkcnepTr3a KauyecTBa JIEKAPCTBEHHOTO CPEACTBA M JKCIEPTHU3a OTHOLICHUS OKUAAeMOMN TMONB3bI K
BO3MOKHOMY PUCKY IPUMEHEHHUs JICKQpCTBEHHOTO Ipernapara JUisi BETepUHAPHOTO MPUMEHEHHUS, COCTABICHHE
KOMHCCHUSIMH DKCIEPTOB 3aKIIOUCHUN MO pe3yibTaraM YKa3aHHBIX OKCIEPTH3 W HAIMpPaBJICHHE TaKUX
3aKJIFOUEHUI B DJICKTPOHHON (opMe B YIOIHOMOYCHHBIN (enepanbHbli OpraH HCIOJHUTEIBHON BIACTH
OCYIIECTBIISIIOTCS B CPOK, HE MPEBBIMIAIONINN CTa NeCATH paboumx JHEH CO JHS TMOJYYCHHUS SKCIEPTHBIM
YUPSKICHUEM B 3JICKTPOHHOH (GOpMe 3agaHusl YIOJTHOMOYEHHOIO (elepajbHOr0 OpraHa HMCIIOJHUTEIbHOM
BJIACTH C JJOKYMEHTaMH, YKa3aHHbIMH B YacTW 3 cTaTbn 17 Hacrosiiero deaepanbHOro 3aKoHa.

Hupopmayus 06 usmenenusx: Hacme 2 uzmenena c¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yactu 2 (B pemakuuu PepeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
Kacarolruecss IPENOCTaBIEHNUsS TOCYIAapPCTBEHHBIX YCIYT MPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
BerepuHapHoro npumenenuss nocpeacrtsoM ENTY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOmmkarsl
PETUCTPAIMOHHBIX YI0OCTOBEPEHHUH JIEKAPCTBCHHBIX MPEIapaToB /Il BETEPHUHAPHOIO IPUMEHEHHS ¢ 1 sHBapst
2026 1. HE BBITAIOTCS

2. B teyenne Tpuamatv paboyux JHEH CO JHS TONYYEHHUS YIIOJHOMOYECHHBIM (peepaabHbIM OpraHoOM
WCTIONTHUTENFHOW BJIACTH YBEIOMJICHHSI B JJIEKTPOHHOW (opMe O TMOIydeHWH 3asBUTENEM peIlIeHUs O
MPOBEICHUH YKa3aHHBIX B YaCTW 1 HaCTOsIIEH CTaThW 3KCIEPTHU3 3asBUTENb MPEACTABISCT B IKCIEPTHOE
VUpEeXICHUE ISl TPOBENCHUS SKCHEPTU3bl KayecTBa JIEKApCTBEHHOT'O CpeICTBa 00OpasIibl JIEKapCTBEHHOTO
mpermapara s BETEPUHAPHOTO MPHMEHEHUs, NPOU3BEICHHOTO B COOTBETCTBUHM C TpeOOBaHHSIMH
TEXHOJIOTUYECKUX PErIAMEHTOB, YTBEP)KICHHBIX PYKOBOIUTEIIEM IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB, a
TAaKkKE B COOTBETCTBYIOIIMX CJIydYasX TECT-IITAMMBI MHUKPOOPTaHU3MOB, KYyJIbTYphl KJIETOK, OOpa3Ilbl
(hapmarieBTHYECKON CyOCTaHIMK, 00pa3Ibl BEIIECTB, MPUMEHIEMBIC JJIsi KOHTPOJIS KauecTBa JICKAPCTBEHHOTO
CPEICTBA, B KOJIMYECTBAX, HEOOXOUMBIX JUISl BOCIIPOU3BEACHUS METOJIOB KOHTPOJIS KaueCTBa.

Hnupopmayus 06 usmenenusix: Yacme 3 uzmenena ¢ 30 smeaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacaroliecs: MPEJIOCTaBICHUS TOCYJapCTBEHHBIX YCIYyr MPU OOPAlICHHH JICKAPCTBEHHBIX CPEACTB IS
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

BerepuHapHoro npumenenus nocpeactsoM ENTY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOamukarsl
PETUCTPAIIMOHHBIX YIOCTOBEPEHUH JICKAPCTBECHHBIX MPEapaToB sl BETEPUHAPHOTO MPUMEHEHHS ¢ 1 sHBapst
2026 1. HEe BBIIAOTCS

3. Ilpm momydeHuM o0Opa3lOB JIEKAPCTBEHHOTO TIpemapata # (apMameBTUYecKod CyOCTaHINN
9KCHEPTHOE YYPESIKACHUE B JCHH TMOJYYCHHS OO0pasloB HANpaBISCT B DIICKTPOHHOW (opMe 3asBUTEIIO
yBEIOMJICHHUE, TOTBEPIKIA0IICe MOTYUCHUE YKA3aHHBIX 00Pas3IioB.

Hupopmayusn 06 usmenenusx: Yacmo 4 usmenena ¢ 30 aunsaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxxenus ydactu 4 (B pemakuuu PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3),
KacarolMecs IPEIOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIlEeHMH JIEKAPCTBEHHBIX CPENCTB JUIST
BETEpUHAPHOrOo npuMeHeHns mnocpeactsoM ENTY, npumeHsaoTesa ¢ 1 sgasaps 2026 1. JyOiukarsl
PETUCTPAIMOHHBIX YIOCTOBEPEHUH JIGKAPCTBEHHBIX MPENapaToB Jijisl BETEPUHAPHOTO TIPUMEHEHHS ¢ | stHBaps
2026 r. HE BBIIAIOTCS

4. Vka3aHHBIH B 4YacTu 2 HaCTOSIIJ_[eﬁ CTaTb CPOK [UJId MNPCACTABJICHUSA 3adBUTCIICM 06p3.3L[0B
JICKaApCTBCHHOI'O IIpCIriapaTa nu q)apMaLleBTI/I‘-IeCKOf/i Cy6CTaH]_[I/II/I HC BKJIIOYACTCA B CPOK IMPOBCACHUS SKCIICPTHU3,
nopeayCMOTPCHHBIX yacTbto 1 HaCTOHIHCﬁ CTaTbu.

5. Vrparuna cuiy ¢ 30 ssuBapst 2024 r. - @efepanbHbin 3akoH ot 30 suBaps 2024 1. N 1-®3

Unpopmayus 06 usmenenusix:  CM. rpedsiOywyto pedakuyuro

I'APAHT: CM. KOMMeHTapuu k cratbe 24 Hactosiiero depepanbHOro 3aKoHa

Huopmayusa 06 uzmenenusix: ®edeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 naumenosanue
cmamou 25 nHacmosweco Dedepanvioco 3aKOHA U30JCEHO 8 HOB80U pedakyuu, ecmyrnarowed 6 cuny ¢ 1
uronsa 2015 a.

CmM. mekcm HauMeHogaHus 8 rpedbidyuel pedakyuu

CrtaTtbsf 25. [10BTOpHOE MPOBEICHHIE IKCIIEPTH3bI JISKAPCTBEHHBIX CPEIICTB

Undopmauyus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexkabps 2014 2. N 429-D3 ¢ yacmo 1
cmamou 25 nacmosiezo DedepanivHoco 3aKOHA 6HECeHbl UsMeHeHus, ecmyrnaruwue 8 cusny ¢ 1 uwons
2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

1. B ciyvasx HemoctaTouyHOVW O0OOCHOBAHHOCTH HMJIM HEIOJNHOTHI 3aKJITFOUYECHUS KOMHCCHU 3KCIIEPTOB,
HaJIM4YUsl B HEM MPOTHUBOPEYMBBIX JAHHBIX, (QalbCU(UKAIUH BBIBOJIOB 3KCIEPTHU3BI JICKAPCTBEHHOIO CPEJICTBA,
COKDBITHS OT YIOJHOMOYEHHOTO (heJepaibHOTO OpraHa WCIOJHUTEIBHOW BIIACTH OCHOBAHWU JUIS OTBOJA
JKCIIepTa BCICICTBUE €r0 3aWHTEPECOBAHHOCTH B PE3yJbTaTax COOTBETCTBYIOIIEH 3KCIEPTH3bI, HATUYHS
JAHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATEIBCTBE B IPOIECC COOTBETCTBYIOIICH DKCIEPTHU3bI JIUI], HE
Y4aCTBYIOIIIMX B €€ IIPOBCACHUH, HO OKa3aBIIMX BJIMAHUE HaA IMPOLHCCC M PE3YyJIbTaTbl €€ IIPOBCIACHUA,
YIIOJIHOMOYECHHBIM Q)eﬂepaﬂI)HBIM Opranom HWCIIOTHUTENFHON BJIACTH Ha3HA4YaeTCs IIOBTOPHAasA OJSKCIEpPTU3a
JIEKapCTBEHHOTO CPEICTBA U (WJIN) dTHUECKAs DKCIIEPTH3A.

Hupopmayus 06 usmenenusx: Hacme 2 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 2 (B pemakuuu PepeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
Kacarolyecs MPEeAOCTaBICHNUS TOCYIapCTBEHHBIX YCIYr IIPU OOpallleHWH JIEKapCTBEHHBIX CPEJICTB JUIS
MeauuuHCKoro npumenenus nocpeacrsom EI'MC3 u (wm) ENIY, npumeHsatoTca ¢ 1 aasaps 2026 .
PerucrpamnoHHBIE  YIOCTOBEPEHHS JIEKAPCTBEHHBIX IPENapaTroB JUIS MEIWIMHCKOIO IMPHUMEHEHUS,
MMOATBEPKAAOIINE (DaKT TOCYIApCTBEHHOW PpETHCTpald¥, HAa OyMa)XHOM HOCHUTEINE M IyOJHMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPEHHUN JICKAPCTBEHHBIX MIPEIIApaTOB TSI MEAUITMHCKOTO MTPUMEHEHUS ¢ 1 sTHBaps
2026 T. He BBIIAIOTCS
[Tonoxenus yactu 2 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
IIPEIOCTABIECHUSI TOCYIAaPCTBEHHBIX YCAYI NIPH OOpalll€HWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npuMeHenus nocpeacrsom EMMY, npumeHsawTcs ¢ 1 gaBaps 2026 r. JyOmuKaTsl PErMCTPALMOHHBIX
YIOCTOBEPEHUH JIEKapCTBEHHBIX MpEnapaToB i BETEpUHApPHOro mpuMeHeHus c¢ 1 saBaps 2026 r. He

06.03.2025 Cucrema TAPAHT 45


https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/46
https://internet.garant.ru/document/redirect/408457419/1193
https://internet.garant.ru/document/redirect/408457419/1193
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/46
https://internet.garant.ru/document/redirect/408457419/1194
https://internet.garant.ru/document/redirect/70826338/1161
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/70826338/1162
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/408457419/120
https://internet.garant.ru/document/redirect/408457419/120
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/45
https://internet.garant.ru/document/redirect/408457419/120
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/46

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

BBIJIAIOTCS

2. IloBTOpHas 3KcmepTH3a NEKAPCTBEHHOrO CPEeaCTBa MPOBOAWUTCS C YUYETOM pPe3yJbTaToB paHee
MPOBEJIEHHON OSKCIIEPTH3Bl B  CPOK, YCTAaHOBIEHHBIH  YHOJHOMOYEHHBIM (QenepaTbHbIM  OpPraHoOM
WCTIONTHUTENFHONW BJIACTH M HE MPEBBINAIONINN TpUANATH pabounx MHEH co IHSA TOJY4YeHHS SKCIEPTHBIM
YUpEeXKJICHHEM B JIMYHOM KaOWHETe B €IUHOW CHUCTeME 3aJaHvs Ha IPOBEIEHHE IOBTOPHOW JKCIEPTH3BI
JICKApCTBEHHOTO CPEJICTBA, TIOAMMUCAHHOTO YCUIICHHON KBATU(DHUIIMPOBAHHON 3NIEKTPOHHOW MOAMNUCHIO.

Hnpopmayus 06 uzmenenusx: DeodeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-®D3 & uacmo 3
cmamou 25 nacmosiezo DedepanivHoco 3aKOHA 6HECeHbl UsMeHeHus, ecmyrnaruwue 8 cusny ¢ 1 uwons
2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

3. ®dunHaHCOBOE 00CCIEUECHHE BBITOIHCHUS 3alaHrid Ha TPOBCACHUC HOBTOpHOﬁ OKCIICPTU3BI
JICKaAPCTBCHHOI'O CPEACTBA HC OCYIICCTBIIACTCS.

T'APAHT: CM. KOMMEHTapuu k cratbe 25 Hactosiiero depepanbHOro 3aKOHA

Cratbsa 26. YckopeHHas npoleaypa SKCIepTU3bI JICKAPCTBEHHBIX CPE/ICTB

Hupopmavus 06 usmenenusx:  Yacmo 1 usmenena ¢ 1 cemmabops 2023 2. - @edepasibHbIl 3aKOH om 28
anpens 2023 2. N 171-D3
Cwm. npedbidywyto pedakyuro

1. VYckopennas mpouenypa -HKCIEPTH3bl JEKAPCTBEHHBIX CPEACTB B LEIAX TOCYJapCTBEHHOU
pETHCTpallMK  JICKApCTBEHHBIX IPENapaToB IMPUMCHSETCS B OTHONICHMHM OpP(aHHBIX JIEKAPCTBEHHBIX
MpenaparoB, IMEPBBIX TPEX JEKApPCTBEHHBIX IIPEMapaToB, perucTpupyembix B Poccuiickoit deneparuu B
KaueCTBC BOCIPOU3BCACHHLIX JICKAPCTBECHHLIX IIPC€HapaToB, OYEPCAHOCTH KOTOPLIX OHNPCACIIACTCA B
COOTBETCTBMM C HOMEPOM M JaTOM BXOMSIUMX 3asBJICHUN O IOCYHAPCTBEHHON PETUCTPALMH JIEKAPCTBEHHBIX
nperaparoB B paMKax OAHOIo MEKAYHAPOAHOI'0 HCIMAaTCHTOBAHHOI'0O HAWMCHOBAHUA JICKAPCTBCHHOI'O
npernapara Wi rpynirupoOBOYHOI0 HAMMCHOBAHUA JICKAPCTBEHHOT'O IIp€riapara, JICKapCTBCHHBIX ITPEIIapaToB
IUTS BETEPUHAPHOTO NPUMEHEHHWs, NMPEeAHA3HAYeHHBIX IS JICYCHHS AOMAIIHUX JXUBOTHBIX, ONpPEIeIEHHBIX
depepanbHbiM 3akoHOM ot 27 aekadps 2018 roma N 498-d3 "OG6 0TBETCTBEHHOM OOPAIICHUH C KMBOTHBIMU
MU O BHECEHUMM W3MEHEHUW B OTJAC/IbHBbIE 3aKOHOJaTelbHble akThl Poccuiickoit ®enepauuu", wu
3apETHCTPUPOBAHHBIX B KAdeCTBE JICKAPCTBEHHBIX IIPENapaToB s MEAWIWHCKOTO NPUMEHEHHs, H
JIEKapCTBEHHBIX IIPETapaToB, MPEAHA3HAYSHHBIX HCKIIOYUTENBHO IS TMPUMEHEHHUS HECOBEPIICHHOIECTHUMH
rpa)<JaHaMu.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oOexabps 2014 2. N 429-®D3 uyacmo 2
cmamou 26 nacmosiueco Dedepanvho2o 3aKOHA U3N0JCeHA 68 HOB80U pedakyuu, ecmyraruwed 6 cuny ¢ 1
urwona 2015 a.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

2. VYckopeHHas Mpolenypa SKCIEPTH3bl JICKAPCTBEHHBIX CPEICTB B LENSAX TOCYNApCTBEHHOM
perucTpanyy JeKapCTBEHHBIX MIPerapaToB He MPUMEHSETCS B OTHOLICHUH:

1) 6uoananoroBeIx (0MONOAOOHKIX) JIEKAPCTBEHHBIX MpenapaTroB (OMOaHAIOTOB);

2) pedepeHTHBIX JICKAPCTBEHHBIX NPENaparoB (3a MCKIIOYEHUEM Op(aHHBIX JIEKaPCTBEHHBIX
MperaparoB);

Hupopmayus 06 usmenenusx:  Ilynkm 3 uzmenen ¢ 1 cenmsabps 2023 2. - @edepasibHbil 3aKOH om 28
anpens 2023 2. N 171-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: Jlo 31 pgexabpst 2025 T. POCCHUHCKHMM IIPOM3BOIUTENISIM JIE€KApCTBEHHBIX IPEHapaToB IS
BETEPUHAPHOI'0 MPUMEHEHHUS PAa3PELLUAETCH MoaaBaTh PErUCTPAIIMOHHOE JOChE MO YCKOPESHHOM IPOIeaype
0e3 yyera TpeOoBaHmii MyHKTA 3 4Yactu 2 cratbum 26 Odemepanbhoro 3akona "OO6 oOpamieHUH
JIEKapCTBEHHBIX CPE/ICTB

3) BOCIIpOM3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB (3a UCKIIOYCHUEM TEPBBIX TPEX PETHCTPUPYEMBIX
B Poccuiickoii denepanuu B KauecTBE BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB M JIEKAPCTBEHHBIX
TIpenapaToB, MPEeIHA3HAYCHHBIX HCKIIOYMATEIRHO ISl MPUMEHEHUS HECOBEPIICHHOJICTHUMH TpaKIaHAMH, a
TaK)Ke JICKaPCTBCHHBIX IMPENapaToB, MpeIHA3HAUYCHHBIX IS JICUCHUS JTOMAITHUX >KHBOTHBIX, OMPEICICHHBIX
depepanbHbiM 3akoHOM ot 27 aekadps 2018 roma N 498-03 "OG6 0TBETCTBEHHOM OOPAIICHHUH C KMBOTHBIMU
U O BHECCHUM W3MEHECHUUW B OTACNbHBIE 3aKoHoIaTenbHble akThl Poccuiickoit ®enepauun", u
3apETHCTPUPOBAHHBIX B KAYECTBE JICKAPCTBEHHBIX MTPETIapaToB sl MEIUITTHCKOTO TPUMEHEHUS);
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

4) HOBBIX KOMOMHANINH 3apETUCTPUPOBAHHBIX PAHEE JIEKAPCTBEHHBIX MIPETapaToB;

5) 7nexkapcTBEHHBIX IPENapaToB, 3apPETUCTPUPOBAHHBIX paHEe, HO TPOM3BEACHHBIX B IPYTHUX
JIeKapCTBEHHBIX (hOpMax B COOTBETCTBUM C MEPEYHEM HAMMEHOBAHUIl JIEKApCTBEHHBIX (JOPM M B HOBOMU
JO3UPOBKE;

Hupopmayusn 06 usmenenusx: Yacmo 2 donoanena nymkmom 6 ¢ 1 cenmabps 2023 2. - ®edepasnbHbil
3aKoH om 28 anpens 2023 2. N 171-D3

6) JeKapCTBEHHBIX IPENapaToB Uil MEIUIIMHCKOTO IPHMEHEHUS, TOCYIapCTBEHHAs PETUCTPaIns
KOTOPBIX OTMEHEHa, MpPHW WX PETUCTPAIlMM B KauecTBE JIEKAPCTBEHHBIX NPENaparoB Uil BETEPHHAPHOTO
MIPUMEHEHUSI.

Undopmayus 06 uzmenenusx: DedeparibHbiM 3aKkoHOM om 22 odexabpsa 2014 2. N 429-@3 yacms 3
cmamou 26 nacmoswe2o PedepaivbHo20 3aKOHA USLONCEHA 6 HOBOU pedaxyuu, ecmynarowel 8 cumy c 1
uronsa 2015 e.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

3. VYckopeHHas mpouenypa 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOAUTCA MO PELICHUIO
COOTBETCTBYIOIIETO YIIOJITHOMOYEHHOTO (elepadbHOr0 OpraHa WCIOJHUTENFHOW BIIACTH Ha OCHOBAaHUU
3asiBICHUSI 3asBUTENST B CPOK, HE MPEBBINIAIONIUI BOChMHUAECATH pabounx nHei. [lpu 3rtom skcmepruza
JIOKYMEHTOB, COAEPIKAILUXCA B PETUCTPALlMOHHOM JI0Ch€ Ha JIEKApCTBEHHBIM Mpenapar, NpOBOJAUTCA B CPOK, HE
MPEBBIIAIIMN JlecATH pPabouux MAHEW, SKCIEePTH3a KayecTBa JICKAPCTBEHHOTO CPEJACTBA M DKCIEPTH3A
OTHOILIEHUS 0KUJAEMOM IMOJb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOIO IIpernapara mpoBOASTCS B
CPOK, HE MPEBBIIIAOIINHN MECTHASCATH padounX THEH.

3.1. Vrparuna cuny ¢ 30 saaps 2024 r. - PegepanbHbin 3akoH ot 30 suBapst 2024 1. N 1-D3

Hupopmayus 06 usmenenusix:  CM. npedsidyuwlyro pedakyuro

Hngopmayus 06 usmenenusx: Yacmo 4 uzmenena ¢ 30 sausaps 2024 2. - ®edeparsibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

4. VYckopeHHas TpOIEAypa OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOIUTCS B  TOPSIKE,
ycraHojenHoM ctatbamu 17, 19, 20, 23 u 24 nacrosiero deaeparbHOro 3aK0HA, U HE 03HAYACT CHUYKEHIS
TpeOoBaHMii K 6€30IIaCHOCTH, KAa4eCTBY M A(P(PEKTHBHOCTH JICKAPCTBEHHBIX MTPEapaToB.

T'APAHT: CM. KOMMEHTapuK k ctatbe 26 HacTosmero deaepanbHOTO 3aKOHA

CraTbs 27. PemieHne 0 rocy1apCTBEHHOM PETMCTPAIMH JIEKAPCTBEHHOTO MpernapaTa

Unpopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ yacme 1
cmamovu 27 Hacmosiueco DedepanvHoco 3aKOHA 6HeCeHbl U3MeHeHus, ecmyrarujue 8 cusy ¢ 1 uwns
2015 e.

CmM. mekcm Yacmu 8 npedbidywiel pedakyuu

1. B cpok, He MpPEeBBIMIAONMIUN JIecATH padouux THEH CO JHS TMONYyYCHHUs 3aKIIOYCHUNH KOMHCCUU
SKCIEPTOB IO Pe3yjbTaTaM 3KCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA M OSKCHEPTU3bl OTHOIICHUS
0XKMJaEMON TOJIb3bI K BO3MOXHOMY PHUCKY HPUMEHEHHMS JIEKapCTBEHHOrO IIpernapara, COOTBETCTBYIOIIMMA
YIIOJTHOMOYEHHBIN (enepanbHbId OpraH UCTIOTHUTEIBHON BIACTH:

Hupopmayus 06 usmenenusx: Ilynkm 1 usmenen ¢ 30 sneaps 2024 2. - ®edepasibHell 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus nynkra 1 (B pepaxkuuu PenepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacaroluecs IMPEAOCTABICHNUS TOCYIAapCTBEHHBIX YCIYr IIPU OOpallleHWH JIEKAapCTBEHHBIX CPEICTB JUIS
MeauuuHCKoro mnpumenenus nocpeacrsom EI'MC3 u (wum) ENIY, npumeHsaoTca ¢ 1 aasaps 2026 .
PerucrpamioHHbIe  YIOCTOBEPEHHS JIEKAPCTBEHHBIX IPENapaToB JUIS MEIWIIMHCKOIO IMPHUMEHEHUS,
MOATBEP KAAroNMEe (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE M JyOJIMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEITApaTOB TSI MEAUITMHCKOTO MPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS
[Tonoxenus nyukra 1 (B pemakuun PepgepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAAaPCTBEHHBIX YCAYI NHPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO
npuMeHenus nocpeacrsom EMIY, npumeHstoTces ¢ 1 gaBaps 2026 r. JlyOmuKaTtsl PErMCTPALMOHHBIX
YIOCTOBEPEHUM JIEKapCTBEHHBIX MpENapaToB Ui BETEPUHApHOro mnpuMeHeHus c¢ 1 saBaps 2026 r. He
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

BBIJIAIOTCS

1) ocymiecTBIsET OLIEHKY 3aKII0YCHUH KOMUCCHH SKCIIEPTOB JUIA ONPEeNIEHUs] COOTBETCTBHUS 3aIaHUIO
Ha TIPOBE/ICHNE 3TUX DKCIIEPTH3;

2) MpUHUMAET PelIeHne 0 TOCYAAPCTBEHHON PErucTpaly JeKapCTBEHHOTO Mperapara Wik 00 oTKase B
rOCy/IapCTBEHHOU PETruCTpaIiy JIEKapCTBEHHOTO MperapaTra;

Undopmauus 06 usmenenusx: Ilynxkm 3 usmenen c 1 aneaps 2025 2. - ®edeparibHbIl 3aKOH om 30 aneaps
2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus nyHkra 3 (B pemaxkuuu PepeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-©3),
KacCarolMecs IPEIOCTABICHNS] TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIIeHMHM JIEKAPCTBEHHBEIX CPEICTB JUIS
MenumuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (mmm) EMNY, npumeHsatoTcs ¢ 1 sasaps 2026 T.
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKApCTBEHHBIX IPENapaToB Ui  MEIUIMHCKOTO INPUMEHEHUS,
MOATBEPKAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENE M JyOJIHKaThI
PETUCTPAIMOHHBIX YAOCTOBEPEHHUN JIEKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
IMonoxxenus nmyHkra 3 (B pemakinuu PegeparnbHoro 3akoHa or 30 sasapsa 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAAPCTBEHHBIX YCIAYTI MIPH OOpAallEHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 gaBaps 2026 r. JlyOnuKaTtsl PErMCTPALMOHHBIX
YJOCTOBEPEHMI JIEKapCTBEHHBIX IpernapaToB Jjs BeTEpUHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJTAIOTCS

3) BHOCHT TpW NPUHATHH PEIIEHHS O TOCYJAPCTBEHHOW PETHUCTpAINH JIEKapCTBEHHOTO Mperapara
JAHHBIE O 3apETHCTPHUPOBAHHOM JIEKAPCTBEHHOM IIperapaTe, B TOM 4Yucie O (apMareBTHIECKON CyOCTaHIIH,
BXOJIAIIIEH B COCTaB JIEKAPCTBEHHOTO TpemnapaTa, B TOCYJAapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEACTB H
BBIIa€T 3afABHUTEIIO PETUCTPAIIOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO TIIpenapara IyTeM HalpaBiIeHHS
3asIBUTEIIO TIOCPEICTBOM E€AMHOIO NMopTarna Wi B JUYHBIA KaOWHET 3asSBUTENSA B €IUHOW CUCTEME BbIMUCKM
W3 TOCYNapCTBEHHOTO peecTpa JIEKaPCTBEHHBIX CPEACTB, TOJIMCAHHOW YCHJIEHHOW KBaJW(UIIMPOBAHHOM
SNEeKTPOHHOW MnoAnncLl, dopMa KOTOpO#M yTBEPIKIAAeTCsl YIOJTHOMOUYCHHBIM (efepalbHbIM OpraHOM
WCIIOJIHUTENFHOM BJIACTH, COIJIACOBAHHBIE HOPMAaTUBHYI [OOKYMEHTALMK0, HOPMAaTHBHBIM JOKYMEHT,
WHCTPYKIUIO MO0 MPUMEHEHHUIO0 JIEKapCTBEHHOrO Mperapara U MaKeThl NEPBUYHON YMAKOBKH U BTOPUYHOU
(MOTpEeOUTENBCKOM) YIMAKOBKM € yKa3aHUEM HAa HUX HOMEpa PEruCTPAllMOHHOTO  yIOCTOBEPEHUS
JICKapCTBEHHOTO Tperapara U JaThl €r0 TOCYAapCTBEHHOH PETHCTpalluy WK B CIy4ae MPUHATHUS PeIleHus 00
OTKa3e B TOCYJapCTBEHHOM perucTpanuy JIEKapcTBEHHOTO Tpernapara HamnpaBiseT 3asBUTENI0 IOCPEICTBOM
€JIMHOTO MOopTaja WIW B JIMYHBINA KaOWHET 3agBUTENS B €IUHOU CHUCTEME yBEIOMIIEHHE 00 3TOM C yKa3aHHEeM
MIPUYXH TaKOTO OTKa3a. 3a BBAAYy PETHCTPAIMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO Mperapara B3UMaeTcs
roCyIapCcTBeHHas MOILIIMHA B COOTBETCTBHMU C 3aKOHOAATENbCTBOM Poccuiickoit denepaiiuu o Hajgorax u
coopax.

Hudopmayus 06 usmenenusx:  Qacmo 2 usmenena ¢ 15 wons 2018 2. - @edeparibHbil 3aKOH om 4 uions
2018 2. N 140-D3
Cwm. npedbidywyto pedakyuro

2. OcHOBaHMEM JUisI OTKa3a B TOCYJApCTBEHHOW PETrUCTpalMM JIEKapCTBEHHOrO Mpemnapara st
MEIUIIMHCKOTO TIPUMEHEHHS SIBJSETCS 3aKIOYEHHE COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (enepabHOro
OpraHa WCIOJHUTENFHOW BIACTH O TOM, YTO KadecTBO M (W) 3((PEeKTHBHOCTh pPErHCTPUPYEMOTO
JIEKapCTBEHHOTO IMpenapara sk MEJUIUHCKOTO IPUMEHEHHS He TOATBEPKICHBI MTOTYYEeHHBIMU JAHHBIMU WIIH
YTO PHUCK MPUYMHEHHS Bpela 3J0POBBIO YEJIOBEKA BCIEICTBHE IpHEMa JICKAPCTBEHHOIO Ipemapara s
MEJIUIIMHCKOTO IPUMEHCHHS MTPEBBIIACT 3PPEKTUBHOCTh €T0 MPUMEHCHUSI.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oOexabps 2014 2. N 429-d3 uyacmo 3
cmamvu 27 Hacmosiyeco PedepanvbHoeo 3aKOHA U3NOANCEHA 6 HOBOU pedaxyuu, ecmynarowel e cuny c 1
uronsa 2015 e.

Cm. mekcm Yacmu 8 npedbidywiel pedakyuu

3. TloBropHOe mpexacTaBlieHHE B COOTBETCTBYIOIIMH YIOJTHOMOYECHHBIH (enepaibHblii  OpraH
UCIIOJIHUTEIBHOM BJIACTU JIEKAPCTBEHHOI'O IIpenapara, B OTHOLIEHWM KOTOPOro IOJIY4YeH OTKa3 B
rOCYJAapCTBEHHON PErMCTPAallMd M KOTOPBIA BIOCIEACTBUU IOABEPrcs W3MEHEHHIO B 4acTH €ro COCTaBa,
paccMmarpuBacTCad KakK IPEICTaBICHHWE HOBOIO JIEKAPCTBEHHOIO TIIpenapaTra Ha €ro TIOoCyIapCTBEHHYIO
PETHCTPALIAIO HE3aBUCUMO OT COXPAHEHUS €T0 NIEPBUYHOTO HANMEHOBAHN.

Hupopmayus 06 usmenenusx: Cmamos 27 Ooonoanena uwacmoio 4 ¢ 15 wons 2018 2. - @edepasibHbll
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

3aKoH om 4 urons 2018 2. N 140-D3

4. Ilpu mpeocTaBIEHUH 3asBUTENIEM B COCTaBE PETHCTPAIIMOHHOTO AOCKE HA JIEKapPCTBEHHBIN IIpenapar
U BETEPUHAPHOTO MPUMEHEHUS KO PelIeHUs] YIOTHOMOYEHHOTO (e1epalbHOTO OpTraHa HCIIOIHUTETEHON
BIIACTH O TIPOBEACHUN MHCIIEKTUPOBAHUS IMPOM3BOIUTENS JIEKAPCTBEHHBIX CPENICTB CPOK MPHUHATHUS PEIICHUS O
TOCYy/IapCTBEHHOW  PETHCTpallid  JIGKAPCTBEHHOTO  Tperapara i BETEPUHAPHOTO  IPUMEHEHHS
MPUOCTAHABIMBACTCS CO JHS TONYYCHHS 3aKITIOUCHUM, YKa3aHHBIX B 4YacTu 1 Hacrosmield cTaTbu, A0 JHS
MIPUHSATHAS YIOJTHOMOUYEHHBIM (heJepabHBIM OPraHOM HCITOJHUTEIHLHOW BIIACTH PEIICHUS O BbIIaue WIH 00
OTKa3e B BbIIaye 3aKIIOYCHUS O COOTBETCTBHHU ITPOU3BOUTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBaHUSIM MPaBUIT
HaJ|JIeXKaIeH MPOU3BOJCTBCHHON MPAKTUKH, HO HE 0OJIee YeM Ha CTO BOCEMBJIECST PabounX JTHEH.

Hupopmayus 06 usmenenusx: Cmamoes 27 Ooononnena uwacmoio 5 ¢ 15 uons 2018 2. - ®edepasibHbil
3aKoH om 4 uronsn 2018 . N 140-D3

5. OcHoBaHueM nJsi OTKa3a B TOCYJAapCTBEHHOM perucTpanuu JIEKapCTBEHHOIO IIpermapara ajs
BETCPHHAPHOTO  TPUMEHCHHS  SBISCTCS — 3aKIIOYCHHE  YIIOJTHOMOYEHHOTO  (peiepalibHOTO  OpraHa
WCTIOJTHUTEILHONW BJIACTH O TOM, YTO Ka4eCTBO M (WiH) 3(P(HEKTUBHOCTh PETUCTPUPYEMOIO JICKApPCTBEHHOTO
npernapara jisd BCTCPHHAPHOIO IMPUMCHCHUSA HE MNOATBCPKACHLBI MOJYUYCHHBIMHU OJAHHBIMHU WA YTO PUCK
MPUYUHECHUS BPEla 3I0POBBIO KUBOTHOT'O BCIICJICTBUE MIPHEMa JICKAPCTBEHHOTO Mpernapara Jjisl BETepUHAPHOTO
MPUMEHEHUs MpeBbimaeT 3G(HEKTHBHOCTh €ro MPUMEHEHHS, OTKa3 YIIOJIHOMOUYEHHOTO (eIepabHOro opraHa
WCTIOTHUTENFHON BJIACTH B BBIJA4€ 3aKIIOYCHHS O COOTBETCTBHM MPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSIM MPABUIT HaIISKAIIeH MPON3BOACTBEHHOW MPAKTUKHY JIJIS KaXKIOH MPOU3BOICTBECHHON TTOIIAIKH
PETHCTPHUPYEMOTO JIEKAPCTBEHHOTO TIperapara Ijisl BETEpUHAPHOTO IPUMEHEHHS B CIydae, eCIi IPON3BOICTBO
JIEKapCTBEHHOTO TIperiapara JJisi BEeTePHHAPHOTO MpPHUMEHEHHS OCYIISCTBISETCS 3a mpenenaMu Poccuiickoit
®denepanuu, WM OTCYTCTBUE TAKOTO 3aKITIOYCHUS.

T'APAHT: CM. KOMMeHTapum k cratbe 27 HacTosero MeaepaabHOro 3aKOHa

Hupopmayus 06 usmenenusx:  Cmamos 27.1 usmenena ¢ 1 mapma 2020 2. - @edepasibHbll 3aKOH om 27
Ooexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: VHotHOMOYEHHBIH (heaepaabHblii OpraH HCIOJHUTENbHOW Biactd a0 1 saBaps 2021 ropa
onpenendeT B3auMO3aMEHsIEMOCTh JIEKAPCTBEHHBIX IIPENAPATOB UISI MEAUIIMHCKOTO IIPUMEHEHMUS, KOTOPBIE
3apEruCTPUPOBAHEI 10 IHA BCTYMNeHuns B cuny denepansHoro 3akoHa ot 27 mnexadbps 2019 r. N 475-d3 u
B3aMMO3aMEHsIEMOCTh KOTOPBIX paHee He OblIa OMpeaesieHa, B TOPSAKE, YCTAHOBICHHOM HACTOSIIEH CTaThEM,
3a HCKIIIOYCHHEM JICKapCTBEHHBIX MPEIapaToB, YKa3aHHBIX B YACTU 4 cTaTb 3 denepaibHOro 3aKoHa OT 27
nexadbps 2019 r. N 475-03

CtaTtba 27.1. B3anMo3aMeHseMOCTh JICKAPCTBCHHBIX NPCTIapaTOB IJIs1 MCAUIIUHCKOT'O MTPUMCHCHUA

Hupopmayusn 06 usmenenusx: Yacmo [ usmenena c¢ 1 aumsapa 2024 2. - ®edeparibHbIl 3aKkoH om 19
oxkmsaops 2023 2. N 503-D3
Cwm. npedbidywyto pedakyuro

1. B3aumo3aMeHSIeMOCTh JIEKAPCTBEHHBIX MPENapaToB A MEAULMHCKOTO MPUMEHEHHS OIpeaenseTcs
YIOJIHOMOYEHHBIM (pelepalbHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH, OCYLIECTBISIOUIMM TOCYIAPCTBEHHYIO
PEruCTpaLMI0  JIEKAPCTBEHHBIX IpPENapaToB JUIsl MEIULIMHCKOTO TPUMEHEHMsS, B paMKax OJHOIO
MEXIyHapOJHOTO HEMAaTEHTOBAHHOIO (MJIM XUMHUYECKOT0, WJIN TPyNIHMPOBOYHOI0) HAMMEHOBAHUS HAa OCHOBE
3aKJIIOUEHUs] KOMHCCHH 3KCIIEPTOB OSKCIIEPTHOTO YUPEKICHHS O B3aHMMO3aMEHSEMOCTH JIEKapCTBEHHOIO
npenapara Juis MEJUIMHCKOTO MPUMEHEHUsI 00 O TOM, YTO JICKAPCTBEHHBIN Mpenapar Ajs MeIUIIMHCKOTO
NPUMEHEHUsI HE SIBIISICTCS] B3anMo3aMeHsIeMbIM. [ |0PALOK onpeesieHns B3auMO3aMEHSIEMOCTH JICKApCTBEHHBIX
mpenapaToB Uil MEAWIUHCKOTO TpPUMEHEHHs W (DOPMa 3aKIIOYeHUs] KOMUCCHH DKCIEPTOB JKCHEPTHOTO
YUPEXKIEHHUsI O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IPENapaToB A MEIULMHCKOIO IPUMEHEHHs JH00 O
TOM, YTO JIGKAPCTBEHHBIM MpemapaTr Uil MEIUIMHCKOIO IPUMEHEHHsI HE SIBISETCS B3aUMO3aMEHSEMBIM,
yCTaHaBIUBAIOTCA (eAepaabHbIM OPraHOM MHCHOJIHWUTENBHOM BIIACTH, OCYILECTBISIIOIINM (YHKIUH 10
BbIpabOTKE M peaju3alud OCYJapCTBEHHON MOJUTHKH M HOPMAaTUBHO-IIPABOBOMY PETYJIMPOBAaHHUIO B cdepe
3IIpaBOOXPAHEHUs], 110 COTIACOBAHUIO C (helepalbHBIM OPraHOM HCIOJHUTEIBHOM BIIACTH, OCYIIECTBIISIIOLINM
(YHKLIMY 110 JTULEH3UPOBAHUIO POU3BOICTBA JIEKAPCTBEHHBIX CPEACTB.

2. Kommccus 3KCIEpPTOB SKCHEPTHOIO YUPEXKACHUS JaeT 3aKI04eHHE O B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHOTO Tpernapara Uil MEAUIMHCKOTO MPUMEHEHHUs THO0 O TOM, YTO JIEKapCTBEHHBIHN Mpenapat Ui
MEIUIMHCKOTO NpPHMEHEHHs He SBIAETCS B3aUMO3aMEHSIEMbIM, HAa OCHOBAHUHU CIEQYIOIUX KpUTEpHEB
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

(XapaKTEepUCTHK):

1) SKBUBaJICHTHOCTH (JIIsT OMOAHATIOTOBBIX (OMOIOMOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (OHM0aHATIOTOB)
- COINOCTAaBUMOCTbH) Kau€CTBEHHBIX M KOJIMYECTBEHHBIX XapaKTEPUCTUK (apMalleBTUUECKUX CyOCTaHLUH WM
COIIOCTaBMMOCTh AHTUI€HHOI'O COCTaBa BaKUWH. VICTosib30BaHME pa3iIM4HBIX COJIeH, 3(GHPOB, KOMILUIEKCOB,
HM30MEPOB, KPUCTAUINYECKUX (POpM M APYIHX MPOU3BOAHBIX OZHOTO M TOTO XK€ IEHCTBYIOLIETrO BELIeCTBA HE
SIBIISIETCSL TIPETSATCTBHEM Ul ONPEACICHUS] B3aUMO3aMEHSIEMOCTH JIEKapCTBEHHBIX NPENaparoB, €CIH IpH
MPOBEICHUHU HUCCIEIOBaHUS OMOPKBMBAJIECHTHOCTH JICKAPCTBEHHOTO Mpenapara MWIM  HCCICIOBAHUA
TEpaneBTUYECKON SKBUBAJICHTHOCTH JICKAPCTBEHHOTO MpenapaTa JOKa3aHO OTCYTCTBUE KJIMHUYECKH 3HAYNMBIX
pasnuuuii GpapMakoKMHETUKH M (i) S((PEKTUBHOCTH M OE30MAaCHOCTH JIEKAaPCTBEHHOTO IMpenapaTa ajs
MEIUIHCKOTO TPUMEHEHUS;

2) SKBUBAJICHTHOCTH JIeKapcTBEHHOH (opmbl. [log SKBHBalIEHTHBIMH JIEKapCTBEHHBIMH (opMamu
MOHUMAIOTCSl Pa3Hble JIEKapCTBEHHBbIE (OPMBI, WMEKOIIME OAMHAKOBBIE CIIOCOO BBENEHHS M CIIOCOO
MPUMEHEHUs,  O0NaJaloNiue  COMOCTaBUMBIMH  (apMakOKMHETHYECKUMH  XapakTepUCTUKAMH |
(hapMaKoJOTHUECKUM JeHCTBHEM W O00eCNedMBAONINE TAaKXKE IOCTIKEHHE HEOOXOJUMOIr0 KIMHUYECKOTO
sbdexra. Pasnuuns  JeKapCTBEHHBIX  (OpPM  HE  SABISIIOTCA  NPENATCTBHEM UL ONpelesIeHUs
B3aMMO3aMEHIEMOCTH  JICKAPCTBEHHBIX  IPENapaToB, €CIM NP [POBENEHUH  HCCIIEJOBAHUS
OMO3KBHUBAJICHTHOCTH JIEKAPCTBEHHOIO Ipenapara WM HCCIECIOBAaHUS TEPaleBTUYECKOW 3KBHBAJICHTHOCTH
JIEKapCTBEHHOT'0 Ipernapara I0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAUYUMBIX DPa3Nuuuil (papMakKOKMHETUKU H
(unm) 3¢ dexkTuBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHOTO MpenapaTa A1l MEAULUHCKOTO IPUMEHEHHUS;

3) SKBUBAJIEHTHOCTH WJIM COIIOCTaBUMOCTb COCTaBa BCIIOMOTATEJILHBIX BEIIECTB JICKAPCTBEHHOI'O
npemnapaTa JUisi MEIULIMHCKOTO MpUMEHeHUs. Pa3nuuus cocTaBa BCIIOMOTaTeNbHBIX BEIIECTB JIEKAPCTBEHHOTO
npemnapaTa He sSBJSIFOTCS MPEMATCTBHEM ISl ONpeielieHHs B3aMMO3aMEHIEMOCTH JICKapCTBEHHBIX MPEnaparos,
€ClIM TpU TPOBEJIEHUM HCCIEOBaHMsS OMOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOTO IMpernapara WM HCCIIEIOBaHUS
TepaneBTUYECKON SKBHBAJICHTHOCTH JICKAPCTBEHHOTO MpenapaTa JOKa3aHo OTCYTCTBUE KIMHUYECKH 3HAUUMBIX
pasnmnuuidi  papMakokuHeTHKH H (i) d(P(EKTUBHOCTH M 0O€30MAaCHOCTH JIGKAPCTBEHHOTO IMperapara s
MEJIMIIUHCKOTO TpUMeHeHus. [Ipu Hanuyuy KIMHUYECKH 3HAYUMBIX Pa3NUuuil (HapMakOKHHETHKH W (WJIN)
sbdexTuBHOCTH U 0E30IaCHOCTH  JIGKApCTBEHHOTO Ipemapara Uil  MEAWIHUHCKOTO  IPUMEHEHHS
B3aMMO3aMEHIEMOCTh OIIPEICIISIETCS C YKa3aHWEM Ha MCKIII0UYEHHE OTACIbHBIX TPYIII NAllUEeHTOB,;

4) MIEHTUYHOCTD CIIOC00a BBEACHUS U CIIOCO0a NPUMEHEHMUS;

5) COOTBETCTBHE NPOMU3BOAMTEINS JIEKAPCTBEHHOIO CpPEACTBA TPEOOBAaHMAM INpaBHI HaIJIeKaIleH
MIPOU3BOJCTBEHHOMN MPAKTHUKH.

Hupopmayusa 06 usmenenusx: Yacmo 3 usmenena ¢ 30 ansaps 2024 2. - ®edepasibHbili 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

3. be3 HeoOxoguMocTH OOKa3aTeNbCTBa OHMOIKBUBAJICHTHOCTH OCYILIECTBISIETCS OINpEnesiCHHE
B3aMMO3aMEHIEMOCTH BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, KOTOPHIE:

1) mpenHasHa4deHbl A HapeHTEPaTbHOTO (IIOJKOKHOTO, BHYTPHUMBILIEYHOTO, BHYTPHUBEHHOTO,
BHYTPHIJIA3HOTO, BHYTPHIIOIOCTHOTO, BHYTPHUCYCTaBHOTO, BHYTPUKOPOHAPHOTO) BBEICHUS U TPEICTABISIOT
co00ii BO/IHbIE PacTBOPEI;

2) peCTaBISIOT cO00 PACTBOPHI IS IEPOPATLHOTO IPUMEHEHUST;

3) npou3sBeicHbI B (hOpMe TOPOIIKOB WITH JTHO(PUIU3ATOB JIJIsl IPUTOTOBJICHUS] PACTBOPOB;

4) ABNSAIOTCS Ta3aMU;

5) ABNSAIOTCS YIIHBIMM WJIM TJa3HBIMM JICKApPCTBEHHBIMH IpenapaTaMu, IPOU3BEICHHBIMU B (hopme
BOJIHBIX PacTBOPOB;

6) mpeaHa3HAYEHB! U MECTHOTO M (WJIM) HAPYKHOTO NPUMEHEHHS M IPUTOTOBICHBI B (hOpMe BOJHBIX
pacTBOpOB;

7) mpenctaBiA0T co0OW BOAHBIE PAcTBOPHI Ul HMCHOJB30BAaHHUS B ()OPME HHTAISILMNA C MMOMOILIBIO
HeOynaii3epa WM B KauecTBE HAa3aJbHBIX CIPEEB, NPUMEHSEMBIX C TOMOINBIO CXOJHBIX (TIOXOXKHX,
aHaJIOTMYHBIX) YCTPOUCTB (IpUOOPOB, anmaparos).

HUnchopmayus 06 usmenenusx: Yacmo 4 usmenena ¢ 1 smeaps 2024 . - @edeparsibHbll 3aKoH om 19
oxkmabps 2023 2. N 503-D3
Cwm. npedbidywyro pedakyuro

4. OcoOCHHOCTH ONPEIeNICHUs] B3aUMO3aMEHIeMOCTH DMONOrMYECKUX NeKapCTBEHHbIX Npenaparos,
KOMOVHMPOBaHHbLIX NeKapCTBEHHbLIX NPenaparTos (coaepkaumx KOMOHHAIIMIO IBYX U 0oJiee ACHCTBYIOLINX
BEIIECTB), JIEKAPCTBEHHbLIX MpenapatoB ANA nNapeHTepanbHOro MnUTaHWA u  HeOo3UPOBaHHBLIX
nekKa pCT BEHHbIX nperapaTroB  yCTaHABJIMBAIOTCA q)ellepaJIbHI)IM Opranom HCIIOTHUTENbHOMN BJIaCTH,
OCYIICCTBJISIOMMM ~ (QYHKIMKM 10  BbIpa0OTKE W  peaju3alMd  TIOCYJapCTBCHHOM  IMOJMTUKA U
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HOPMAaTHBHO-TIPABOBOMY DETYJIHPOBAaHMIO B cdepe 3APaBOOXPAHEHUS, MO COIVIACOBAHUIO C (enepaabHbIM
OpraHOM WCIOJHHUTENHHOW BIIACTH, OCYIIECTBISIIOIINM (DYHKIMH 10 JHIICH3WPOBAHHUIO MPOM3BOJCTBA
JIEKapCTBEHHBIX CPEACTB.

5. OmpeneneHne B3aMMO3aMEHSIEMOCTH HE OCYILECTBISCTCS B OTHOLICHUH JIEKAPCTBEHHBIX
pacTUTENBHBIX IPENapaToB, FTOMEONATHIECKUX JIEKaPCTBEHHBIX IPEIapaToB.

6. dopmupoBaHHE MEPEYHs B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX NPENapaTroB Il MEIULUHCKOTO
MPUMEHEHHUSI OCYLIECTBIISICTCS OSKCHEPTHBIM YUPEXKICHHEM IIOCPEACTBOM OOBEIMHEHHS JIEKapCTBEHHBIX
MIpernapaToB B OTAENbHBIE TPYNNbI, B KaXAOH M3 KOTOPBIX JIEKAPCTBEHHbIE IIpEMapaThl SBIAIOTCA
B3alMO3aMEHAEMBIMU.

7. B ciy4ae BKIIOYEHHS B MHCTPYKIHIO 110 MEIUIIMHCKOMY IPUMEHEHUIO JIEKApCTBEHHOTO Iperapara
Ha OCHOBaHMHM pE3yJbTaTOB COOTBETCTBYIOIIMX HCCIENIOBAaHUM TOKa3aHW M MPUMEHEHHUs, KOTOpble
OTIMYAIOTCS OT T[IOKa3aHUM [ TPUMEHEHHMS JPYIMX JIGKAPCTBEHHBIX IIPEernapatoB W3  TPYIIIBI
B3aMMO3aMEHIEMbIX JIEKAPCTBEHHBIX MPENapaToB, B MEpeUHe B3aNMO3aMEHIEMBIX JIEKapCTBEHHBIX MPETapaToB
JUTSE MEAWIIMHCKOTO PUMEHEHHUS JOKHA OBITh yKa3aHa COOTBETCTBYIOIIAs HH(POPMAIIHSL.

8. llepeyeHb B3aMMO3aMEHAEMBIX JICKAPCTBEHHBIX MPENapaToB Ul MEIWIIMHCKOTO INPHMEHEHHS
pa3Melaercsi YIOJHOMOYEHHBIM (peAepajbHbIM OPraHOM MCIHOJIHWUTENBHOM BIIACTH, OCYILECTBIISIOIINM
rOCYJapCTBEHHYIO DPErHCTPALMIO JIEKAPCTBEHHBIX IPENapaTtoB Uil MEIUIMHCKOTO IPUMEHEHHs, Ha CBOEM
oduumaneHoMm cante B cetn "Uurteprer". MHpopMaius B MepevyHe B3aMMO3aMEHSIEMBIX JEKApCTBEHHBIX
mpenapaToB  Ais  MEIMLMHCKOTO TNPUMEHEHHs OOHOBJISIETCS  YKa3aHHBIM  (pelepaibHBIM — OpPraHoOM
WCIIOJTHUTENBHOW BJIACTH C YYE€TOM HOBBIX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaTroB Ui
MEIUIMHCKOTO NMPUMEHEHUS M BHECEHHBIX M3MEHEHMH B JIOKYMEHTBHI, COAEpKalhecs B PErucTpallMOHHBIX
JIOChE€ Ha 3aperucTpUpPOBAHHbIE JIEKAPCTBEHHBIE MPENapaTsl 11 MEAULIMHCKOTO IPUMEHEHUS.

Hupopmayus 06 uzmenenusix: Yacme 9 uzmenena ¢ 1 ameaps 2024 2. - ®edepasibHbIl 3aKOH om 19
okmsaops 2023 2. N 503-D3
Cwm. npedbidywyro pedakyuro

9. MNopsaoK ucmonb30BaHKus MHPOPMALUK O B3aWMO3aMEHSCMBIX JICKAPCTBEHHBIX IpernapaTax s
MEIMIMHCKOTO TPUMEHEHUS M TOpAJOK Jadyd pPa3bsICHEHUIl 10 BOMpOcaM B3aMMO3aMEHSEMOCTH
JICKapCTBEHHBIX MpenapaToB s MEIUIMHCKOTO MPUMEHEHHs YCTaHABIMBAIOTCA (eaepajbHBIM OpraHoOM
WCTIOJIHUTENLHON BIIACTH, OCYIICCTBISIONIMM (YHKIUU 1O BBIPA0OTKE W pealn3aliil TOCYAapCTBEHHOM
MIOJIMTUKA W HOPMATHBHO-TIPAaBOBOMY PETyJIHMPOBAaHUIO B cdepe 3IpaBOOXpaHEHHUS, MO COTJIACOBAHUIO C
(denepanabHBIM OPraHOM HCIOJHMTEIBHONW BJIACTH, OCYLIECTBIISIONIMM (DYHKIMH MO JIMIIEH3UPOBAHMIO
IIPOU3BOJCTBA JEKAPCTBEHHBIX CPENICTB.

I'APAHT: CMm. KOMMeHTapuu k cratee 27.1 Hacrosmero denepabHOrO 3aKOHA

Cratbs 28. PeructpaiinoHHOE YI0CTOBEPEHHE JISKAPCTBEHHOTO Mperapara

1. PeructpanmoHHoe yJ1I0CTOBEPEHHUE JICKAPCTBEHHOTO Npernapara ¢ yka3aHHeM JIGKapCTBEHHBIX GOpM U
JIO3UPOBOK BBIJJACTCS OECCPOYHO, 32 HCKIIOYCHUEM PETHCTPAIIMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO
mpemnapara, BBIIaBAEMOTO CO CPOKOM JeHCTBUS MATh JIET, HA BIEPBBIE PETHCTPUpPYyeMble B Poccuiickoii
deneparnyu JICKapCTBEHHBIC TIPENapaThl.

T"'APAHT: PerucrpanmyonHesle  yIOCTOBEPEHUS  JEKAPCTBEHHBIX  MPENapaTroB  JUII  MEIUIIMHCKOIO
MIPUMEHEHUS, CPOKU JCHCTBHUSA KOTOPBIX UcTeKaroT B 2025 1., npoaniesatoTcs no 31 gexadps 2025 r.

l'ocynmapcTBeHHass perucTpaius JIGKapCTBEHHBIX NPENapaToB Ui BETEPUHAPHOTO TPUMEHEHUs, JICHCTBHUE
KoTOopo# uctekaet B 2025 r. NpoarneBaeTcd Ha 12 Mecsies

2. Tlo wucreyeHun yka3aHHOro B 4YacTW 1 Hacrosmieil cTaTbu CpoOKa BbITAeTCs OeccpouHOe
PErUCTpallMOHHOE  YJOCTOBEPEHHUE JIEKApCTBEHHOI'O Ipenapara IIPU  YCIOBUM IOATBEPKIEHUS  €ro
rOCyJapCTBEHHON PETUCTPALUU.

Ungopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamos 28
nacmosiyeco PedepanbrHo2o 3aKona donoaHena yacmoio 3, gcmynaroued e cusny c 1 uioas 2015 .

3. B cinyuae BHecenus B cooTBercTBHM co cTaTtbsMu 30 u 31 macrosimero ®demepanbHOTO 3aKOHA
U3MEHEHHUH B COAEpIKaIlHecs B PETUCTPAIMOHHOM JIOChE Ha 3apErHCTPUPOBAHHBIN JICKApCTBEHHBIN Mpenapar
JOKYMEHTBI, 3aTPardBaroIIuX CBEICHHs, OTPAKCHHBIE B PETHCTPAIMOHHOM YIOCTOBEPEHHMHU JIEKAPCTBEHHOTO
mpernapara, yIIOJIHOMOYEHHBIH (eIepalbHblii OpraH MCIOJTHATEILHON BIACTH BBIAAE€T HOBOE PETHCTPAI[HOHHOE
yIOCTOBEPEHHUE JIEKAPCTBEHHOTO TIperapara, CoepiKaliee BHECEHHBIE B HETO N3MEHEHH.

Hupopmayus 06 usmenenusx:  DedeparibHbIM 3aKOHOM om 30 sneaps 2024 2. N 1-®D3 uacmo 4 npusnana
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ympamueweu cuny ¢ 1 aneapsa 2026 2.
®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamops 28 nacmosuweco edepanvho2o 3aKona
donoarnena wacmoio 4, ecmynarowiet 8 cusy c¢ 1 wons 2015 .

4. B ciydae yTpaThl MM IOBPEXKIACHUS PETUCTPALIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara
[0 3asBJICHHI0O B IHCBMEHHOW (hopMme nepxarens WM BIAAENbLA PErHCTPALHMOHHOTO YIOCTOBEPEHHS
JICKapCTBEHHOT0 Npenapara Wid YIOJIHOMOYEHHOTO MMHU APYroro IOPHIMYECKOro JHLA O BblAade TyOnuKaTta
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOI0 Npenapara YIOJIHOMOYEHHBIH QenepaibHbBId  OopraH
HCTIOJIHUTENHLHOM BIIACTH B CPOK, HE MPEBBILIAIOIINN eCITH pabounX THEH cO THs MOCTYIUJICHUS 3asBJICHUS,
BBIIAeT IyOJIMKAT PEruCTPAllMOHHOTO YAOCTOBEPEHHMs JEKapCTBEHHOro TNpemapara. 3a Bblgaudy IyOiukaTa
PErUCTPALMOHHOTO YJOCTOBEPEHUS JIEKApCTBEHHOI'O Iperapara B3MMaeTcsl TOoCyJapCTBEHHas TMOIIINHA B
COOTBETCTBHU C 3aKOHOAaTernbCTBOM Poccuiickoit denepanuu o Hasorax u coopax.

T'APAHT: CM. KOMMeHTapuu k cratbe 28 HacTosmero deaepanbHOTrO 3aKOHA

HUndopmayus 06 usmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamuvs 29
Hacmosiye2o PedepanbHo20 3aKOHA U3NOAHCEHA 8 HOBOU pedakyuu, ecmynarowied 8 cuny c 1 smeaps 2017 2.
Cm. mekecm cmamabUu 8 rpedbidywel pedakyuu

Cratbs 29. [ToaTBep/IeHIE TOCYAaPCTBEHHON PErUCTPaIlii JICKApCTBEHHOTO TIpernapara

Hngopmayus 06 usmenenusx: Yacmo 1 uzmenena ¢ 30 sausaps 2024 2. - ®edeparsibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxenusa vactu 1 (B pemakumun PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacarolliecsl IPEeNOCTaBIIEHNs TIOCYJapCTBEHHBIX YCIYrT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeaumuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (wmm) EMTY, npumeHsatoTcsa ¢ 1 suasaps 2026 r.
PerncrpammoHHbIle  YIOCTOBEPEHHUS JIGKAPCTBCHHBIX MPEMapaToB JUIS  MEIMIIMHCKOrO NPHUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYIapCTBEHHOM pErucrpaludyd, Ha OyMaXHOM HOCHUTENIE M IyOJIHKATHI
PErUCTPAIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIHAIOTCS
IMonoxenus yactu 1 (B pepakuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-d3), kacaromuecs
MIPEJIOCTABJICHUSI ITOCYAAapPCTBEHHBIX YCIYI MIPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB JJII BETEPHHAPHOIO
npumernenus nocpeactsoM EMNIY, npumensaoTca ¢ 1 gaBaps 2026 r. JyOmukaTbl perMcTpaliOHHBIX
VIOCTOBEPCHUH JICKAPCTBEHHBIX IpPENapaToB IS BETEPUHAPHOTO TpuMeHeHus c¢ 1 saBaps 2026 1. He
BBIIAIOTCS

1. TlonTBepkieHNE TOCYAAPCTBEHHON PETUCTPALMH JIEKAPCTBEHHOI'O IMpenapara OCYILIECTBISETCS IpU
BbIIaue OECCPOYHOTO PETUCTPAIMOHHOTO yIOCTOBEPEHUS JIGKAPCTBEHHOTO IpernapaTa B CiIy4ae, YKa3aHHOM B
YyacTtn 2 ctatbn 28 Hactosmero PenepaabHOrO 3aKOHA, B CPOK, HE NMPEBBILIAIONINI COPOKa pabovnX JHEH CO
IOHS HalmpaBJeHUS IOCPEICTBOM E€AMHOro rnopTana B  YHNOJHOMOYEHHBIH (eaepalbHbIi  Opra
WCTIONIHUTENHHON BIACTH WM JIMYHBIH KaOWHET YIOJHOMOYEHHOro (efepaqbHOro OpraHa WCIOJHUTEIBHOU
BJIaCTH B €AMHOIN cHUCTeMe 3asBJIEHUS O MOJITBEP)KIACHUU T'OCYJapCTBEHHOW pPETHCTpaliM JIEeKapCTBEHHOIO
nperapara, MoJIMUCAaHHOTO YCUJICHHON KBaJTU(HUIIMPOBAHHON SEKTPOHHOM NMOANUCHLI0. He ocyimecTrisercs
MOJITBEPKACHNE TOCYJapCTBEHHON PErUCTpaIK B OTHOIIEHUH JIEKAPCTBEHHOTO MpenapaTa /it BEeTepUHAPHOTO
MIPUMEHEHUs, He HaXOJIWBIIerocs B oOpamieHnn B Poccuiickoit denepanun B TedeHHe Tpex H Oonee JNeT, a
Takke B OTHONICHWH JIEKAPCTBEHHOTO CPEACTBA, TPOM3BEACHHOTO C HApyIIEHHEM TpeOOBaHMA,
YCTaHOBJIEHHOr0 YaCTbto 3.7 cTaTbh 71 Hacrosiero deaepaabHOro 3aKoHa.

Hupopmayus 06 usmenenusx: Hacmo 2 usmenena c¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yvactu 2 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacaroluecs IMPEAOCTABICHNUS TOCYIAapCTBEHHBIX YCIAYr IIPU OOpallleHWH JIEKapCTBEHHBIX CPEICTB JUIS
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumenatoTca ¢ 1 aasaps 2026 .
PerucrpallioOHHBIE  YIOCTOBEPEHMS JIEKApCTBEHHBIX IPEHapaTroB I MEOULIMHCKOrO IPUMEHEHUS,
MOATBEP KAAONME (aKT TIOCYyIapCTBEHHOM perucrpalydyd, Ha OyMa)KHOM HOCHUTENIE M JyOJIHMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS
[Monoxenus: yactu 2 (B penakuuu PefeparnbHoro 3akoHa ot 30 suaps 2024 r. N 1-D3), kacaromuecs
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MIPEIOCTABICHUS TOCYIAPCTBEHHBIX YCIYT TPH OOpaIeHUH JIEKApCTBEHHBIX CPEICTB ISl BETCPUHAPHOTO
npumernenus nocpeactsoM EMNIY, npumensaoTca ¢ 1 gaBaps 2026 r. JyOmukaTbl perMcTpaliOHHBIX
VIOCTOBEPEHUH JICKAPCTBEHHBIX IIPENapaToB IS BETEPUHAPHOTO TpuMeHeHus ¢ 1 saBaps 2026 1. He
BBIJTAIOTCS

2. 3agBieHHE O TOATBEPXKICHUM TOCYJapCTBEHHOW PETUCTpPaluU JIEKapCTBEHHOIO Mpenapara
HanpaBJseTcs MOCPEACTBOM €[MHOro nopTaria B ymoJHOMOYEHHBIH (enepanbHblii OpraH MCIOJHUTEIbHON
BJIACTH WM JIMYHBIA KaOWHET YMOJHOMOYEHHOIO (eIepalbHOIO OpraHa HCIIOJHUTENbHOW BJIACTH B €OUHOU
CHUCTEME HE paHee 4YeM 3a CTO BOCEMBJAECAT IHEH 10 HCTEUEHHUs CpoKa JEHCTBHS PpPErucTpaniMoOHHOIO
YAOCTOBEPEHHNS JIEKapCTBEHHOIO Ipernapara 1 He M03/1Hee OKOHYaHUS CPOKa ero JeHCTBUS.

2.1. Yrparuna cuny ¢ 30 siuBapst 2024 r. - DefeparnbHbli 3akoH ot 30 suBaps 2024 r. N 1-O3

Unpopmayus 06 usmenenusix:  CM. rpedsiOywyto pedakuyuro

3. IonTBepKacHUE TOCYJAPCTBEHHON PErHCTpallMK JICKAPCTBEHHOTO Mpernapara OCYIIECTBIISACTCS 10
pe3yJibTaTaM 3KCIEePTU3bl OTHOMICHUS 0KHIaEMOM O3kl K BO3MOKHOMY PUCKY TPUMEHEHHUS JICKAPCTBEHHOTO
mpernapara Ha OCHOBAaHUM PE3YJbTaTOB MOHUTOPUHra 3((EKTUBHOCTH U 0E30MACHOCTU JICKApCTBEHHOIO
npenapara, IpOBOAMMOTO JepiKaTeNIeM MU BIaebIleM PEerHCTPallMOHHOTO YJOCTOBEPEHHSI JIEKAPCTBEHHOTO
npernapara 00 YyIoJHOMOUYEHHBIM UMU IOPHINICCKUM JIUIIOM, a TAK)KE COOTBETCTBYIOIIMM YIOITHOMOUECHHBIM
(denepanbHbBIM OPraHOM MCIIOJHUTEILHOW BJIACTH B COOTBETCTBUHM C TpeOOBaHUSAMH CTaTbW 64 HacTOsIIEro
®denepanibHOTO 3aKOHA.

Hupopmayus 06 uzmenenusx. Yacmo 4 usmenena ¢ 15 wions 2018 2. - ®edepasibHbIl 3aKOH om 4 utons
2018 2. N 140-D3
Cm. npedbidywyto pedakyuro

4. K 3asiBICHHIO O TOJATBEPXKICHUH TOCYJapPCTBEHHON PErHCTpalliH JICKAPCTBEHHOTO Tpernapara Juis
MEIUITUHCKOTO MMPUMEHECHUS PHIIAraloTCs:

1) OOKyMEHTBHI, cojaep)Kallue pe3ydbTaThl MOHUTOpPHHTa 3(PPEeKTHBHOCTH ©  0e30mMacHOCTH
JICKapCTBEHHOTO Tpernapara il MEIUIIMHCKOTO MPUMEHEHUs, MPOBEACHHOTO JAepiKaTeleM WIH BIaJelbleM
PETUCTPAIIMOHHOTO YAOCTOBEPCHUS JICKAPCTBEHHOTO TMpenapara JUis MEAWIUHCKOTO TPUMEHEHHs JH00
YIOJIHOMOUYCHHBIM UM FOPUANYESCKUM JIUIOM, M0 (POPME, YTBEP)KICHHOW YMOJHOMOYCHHBIM (eaepaabHbIM
OpPraHOM HCIIOJIHUTEIILHOU BIACTH;

Hngopmayus 06 usmenenusx: Ilynkm 2 usmenen ¢ 30 smeaps 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

T'APAHT: ITonoxxenusa nyHkra 2 (B penakuuu PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-D3),
KacarolIiecsl IPEeNOCTaBIIEHNs] TOCYJapCTBEHHBIX YCIYr NHPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeOULMHCKOro mnpumeHenus nocpeactsom EIMC3 u (wum) ENIY, npumensaoTca ¢ 1 saBaps 2026 .
PerucrpallMOHHBIE YIOCTOBEPEHHS JEKAPCTBEHHBIX MPENapaToB I MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENIE U JIyOJIHKAThI
PETUCTPAIMOHHBIX YAOCTOBEPCHHN JISKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHUs ¢ | sHBaps
2026 r. He BBIIAIOTCS
IMonoxenust nmynkra 2 (B pepakiuu PegepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABICHUSI TOCYAapPCTBEHHBIX YCIYTI NIPH OOpallleHUH JIEKAPCTBEHHBIX CPEACTB JJIS BETEPHHAPHOIO
npumernerus nocpeactsoM EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOnukaTbl perucTpaliOHHBIX
YIOCTOBEPEHHI JIEKAPCTBEHHBIX IpErnapaToB JJjs BeTepHHApHOTO mpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIIAIOTCS

2) cBeleHHS O JaTe MPENOCTaBICHHS W PETHCTPAIMOHHOM HOMEpe JIMIIEH3WH Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB, WM CBEICHUSA O JaTe€ NPEJOCTABICHUS U PETUCTPALMOHHOM HOMEPE 3aKIIOUEHHUS O
COOTBETCTBHM  IPOW3BOAMTENS  JIGKAPCTBEHHBIX  CPEICTB  TpeOOBaHWMSAM  MPaBWIl  HaJuIekalen
MIPOW3BOJCTBEHHON TNPAKTUKH, WM KOMHUS CEePTH(UKATA COOTBETCTBUS IPOWU3BOAMTENS JIEKAPCTBEHHBIX
CPEICTB Ui MEIUIIMHCKOTO MPUMEHEHHS TPeOOBaHUSAM MPaBUS HAISKAIIEH POU3BOJICTBEHHON MPAKTUKU
EBpasuiickoro 3KOHOMHYECKOTO COI03a, MPEAOCTABICHHBIX YIOTHOMOUYEHHBIM (elepabHbIM OpPraHOM
HUCHOJHUTEIPHOW BJIACTM B OTHOLIEHWHU MPOU3BOJCTBEHHOM IUIOLIAJKU JICKAPCTBEHHOrO IMpenapara s
MEJIULIMHCKOTO TPUMEHEHHMs, T'OCYJapCTBEHHAas PErucTpauus KOTOPOro MOATBEPKAAETCS B CJydae, €cCiu
MPOMU3BOJICTBO JIEKAPCTBEHHOIO Tpernapara JJjs MEIUIMHCKOrOo NMPUMEHEHUs OCYyIIeCTBIseTcd B Poccuiickoil
®denepanny;

Hupopmayus 06 usmenenusix: Ilynkm 3 usmenen ¢ 30 sneaps 2024 2. - ®edepasibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus nynkra 3 (B pepaxkuuu PegeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarolluecss IPEHOCTaBIICHUS I'OCYAapCTBEHHBIX YCIYI HPU OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro npumeneHus nocpeactsom EIMC3 u (wm) ENIY, npumeHswoTca ¢ 1 saBaps 2026 .
PerucrpallMoHHBIE  YJIOCTOBEPEHMS JIEKApCTBEHHBIX IpElapaToB Ui  MEIUIMHCKOTO IPUMEHEHUS,
MOATBEPKAAroNMe (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThbl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MTPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCS
[Tonoxxenus nynkra 3 (B pemakuuu PegepanbHoro 3akoHa or 30 sgasaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAapPCTBEHHBIX YCAYI MIPH OOpalle€HWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npumernenus nocpeactsoMm EMNMY, npumeHsaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaliMOHHBIX
YAOCTOBEPEHMH JIEKAPCTBEHHBIX IPENapaToB [Js BETEpUHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

3) KOIIUA HpGI{OCTﬂBHGHHOﬁ YIIOJIHOMOYCHHBIM OpTraHOM CTpaHbl HNPOWU3BOAMWTEIA JIMICH3WU Ha
MPOU3BOJICTBO JICKAPCTBEHHOTO Tpemnapara il MEIUIIMHCKOTO MPUMEHEHUS U €€ MEePEeBOJ HA PYCCKHUM SI3BIK,
3aBCPCHHBLIC B YCTAHOBJICHHOM IMOPAAKE, a TaKXKC KOINHA 3aKIIOUYCHUSA O COOTBECTCTBUHM IIPOU3SBOIUTEIIA
JIEKapCTBEHHBIX CPEACTB TPeOOBaHUSAM [PABUST HaJICKAIICH IPOWU3BOJICTBEHHON MPAKTUKH, WIH KOIHUA
CepTI/I(bI/IKaTa COOTBETCTBUA TMPOU3IBOAUTEIA JICKAPCTBCHHBLIX CPCACTB I MCIUIMUHCKOrO MNPHUMEHCHUA
TpeOOBaHUSAM TIPABWII HaICKAIIEH TPOU3BOJICTBEHHON MPAKTUKH EBpPa3sHiiCKOrO SKOHOMHYECKOTO COI03a,
BBIAHHBIX  YIIOJIHOMOYEHHBIM  (emepaibHBIM  OpPraHOM  HWCHOJHUTEIHHOH BIACTH B OTHOIICHHH
MIPOM3BOICTBEHHON TUTOMIAAKH JIEKAPCTBEHHOTO TIperapara ik MeJUIIMHCKOTO TTPUMEHEHHS, TOCYAapCTBEHHAS
perucTpanys KOTOPOTO IOATBEPIKIACTCSA, WM KOIHUS PEHIeHHs YIMOIHOMOYEHHOro (helepanibHOTO OpraHa
WCTIONTHUTENFHOW BJAacTH O TMpOBeIeHHH (HapMaleBTUYECKOW HWHCIIEKIIMA MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB Il MEAWIMHCKOTO TIPUMEHEHHS Ha COOTBETCTBHE TPEOOBAaHUSAM TIpaBWI  HaJyIekKalleh
MPOU3BOACTBEHHONW TPAKTUKKA EBpa3uiickoro SKOHOMHYECKOTO COI03a B Clydyae, €CId IPOU3BOACTBO
JICKapCTBEHHOTO Mpermapara Jii MEIULIHUHCKOrO0 NMPUMEHEHHUS OCYIIECTBISETCS 3a mpenenamu Poccuiickoii
denepanuu.

HUndhopmavus 06 usmenenusx: Cmamos 29 dononnena uacmoto 4.1 ¢ 15 wons 2018 2. - @edepasibHbIl
3aKoH om 4 urons 2018 2. N 140-D3

4.1. B oTHomeHNH OHMOJOTUYECKUX JICKAPCTBEHHBIX MPENapaToB Ui MEAMLUHCKOTO NPUMEHEHHS
3asiBUTENb JONOJHUTENBHO MPEACTABIISAET PE3YJIbTAThl MEPOIPUITHHA, ITPENYCMOTPEHHBIX IIJIAHOM YIIPABIICHUS
pUCKaMH, YTBEPXKICHHBIM YIOJHOMOYEHHBIM (elepalbHbIM OpraHOM HCIOJHHUTENLHOW BJIAaCTH TpU
OCYILECTBJICHUU FOCYJapCTBEHHONW PETHCTPaLUH JIEKAPCTBEHHOI'O IIpenapara Al MEJUIUHCKOIO IPUMEHEHMSL.

Hupopmayus 06 usmenenusx:  Yacmo 4.2 usmenena c 13 aseycma 2019 2. - @edeparsibHbIl 3aKOH om 2
ageycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

4.2. K 3asBJIEHHIO O MOATBEPIKICHUN TOCYIApPCTBEHHON PErnCTpaIMy JIEKAPCTBEHHOTO TIperapara Juist
BETEPUHAPHOTO  TMPHUMEHEHWS IPWIAraroTCs JOKYMEHTBHI, COZEpKallhe  pe3yabTaThl  MOHHMTOPHHTA
3¢ hEKTUBHOCTH 1 6€30MAaCHOCTH JIEKAPCTBEHHOTO TIperapara Ui BETEPHHAPHOTO MPHMEHEHHS, TPOBOIUMOTO
Jiep)KaTeieM WK  BJIaJeblleM pPErHCTPAMOHHOTO YAOCTOBEPEHHs JICKAPCTBEHHOrO TMperapara Jyis
BETEPUHAPHOTO TPUMEHEHUsI JTUOO0 YIIOJTHOMOYCHHBIM UM FOPHIMYECKUM JIUIIOM, TI0 (opMe, YTBEPKIACHHOU
YIIOJHOMOYCHHBIM (heiepabHbIM OPraHOM HUCIIOIHUTEIBHON BIACTH, M JOKYMEHTBI, YKa3aHHbIe B MyHKTaX 1, 2
- 2.2, nognyHktax "a", "6", "k", "n" nyHkta 4 yactn 3 ctatbn 17 Hacrosimero denepanbHOro 3akoHa. B
OTHOIICHHH HWMMYHOOHMOJIOTHUECKHX JICKAPCTBEHHBIX TMPEMapaToB s BETCPHHAPHOTO TPUMCHEHHS HE
MPEJCTABISIOTCS CBEACHUS, yKa3aHHble B MoAnyHkTe "K' nyHkta 4 dvactm 3 cratbu 17 HacTOSIIEro
denepanbHOTO 3aKOHA. B OTHOIIEHWH JIEKAPCTBEHHBIX MpPENapaToB Ui BETEPUHAPHOTO MPUMCHEHHUS,
MOJYYEHHBIX C MPUMEHEHUEM T'eHHO-HHKEHEPHO-MON(BHUIIMPOBAHHBIX OPTaHU3MOB WM COJEPIKAIINX TaKHe
OpPTaHW3MBI, JOMOJHUTEIBHO TNPEACTABISAIOTCS CBEAEHHUS, yKasaHHble B NyHKTe 13 vactm 3 craten 17
Hacrosiero deepanbHOro 3aK0Ha.

Hupopmayus 06 usmenenusix:  Yacmo 4.3 usmenena ¢ 30 sausaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 4.3 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-©3),
KaCarolHecs MPEJOCTABICHUS TOCYJAPCTBEHHBIX YCAYT MPH OOpAIEHHHM JEKAPCTBEHHBLIX CPEICTB IS
MEIUITMHCKOTO TpuMeHenust mocpeactsom EIMC3 u (wmm) EMIY, npumeHstotca ¢ 1 smBaps 2026 T.
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

PerucrpammoHHbIE  YIOCTOBEPEHHUS JIEKAPCTBEHHBLIX IPENapaTroB JUIS MEIWIMHCKOIO IMPHUMEHEHUS,
MMOATBEPKAAOMINE (haKT TOCYIApCTBEHHOW PETHCTpAldM, HAa OyYMa)XHOM HOCHUTENE M IyOJIHMKAThI
PETHCTPAITMOHHBIX YIOCTOBEPEHHN JICKAPCTBEHHBIX MIPEITApaTOB TSI MEAUITMHCKOTO MTPUMEHEHUS ¢ 1 sTHBaps
2026 T. He BBIIAIOTCS

[Tonoxenus yactu 4.3 (B penaxuuu PepepanbHoro 3akoHa ot 30 sasapsg 2024 r. N 1-D3), kacarommecs
MIPENOCTABIECHUSI TOCYAAaPCTBEHHBIX YCAYI NIPH OOpallleHWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npumeHenus nocpeactsoM EMNMY, npumensatoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaliiOHHBIX
YIOCTOBEPEHUH JIEKapCTBEHHBIX MpEnapaToB i BETEpUHApHOro mpuMeHeHus c¢ 1 saBaps 2026 r. He
BBIJAIOTCS

4.3. 3asgBuTenp BOpaBe MPEACTaBUTH C 3asBIEHUEM O MOATBEP)KICHUM T'OCYJAapCTBEHHONW perucTpanyuu
JICKaAPCTBCHHOI'O IpfriapaTta PECKBU3UTHI NOKYMCHTA, IMOATBCPXKAAIOIICTO YIUIATy FOCY}IapCTBCHHOﬁ ITOIIJIMHBI
3a TMOATBEPXKICHHE TOCYAaPCTBCHHON pErucTpaiuy JICKapCTBEHHOIO IMperapara, a TaKKe BbIJIaBaeMbIC
(mpemocraBisieMble) YIOJTHOMOYCHHBIMH (e/lepalbHBIMU OpraHaMU HCTIOJHUTEIBLHON BIACTH JIOKYMEHTBI
(cBenmeHus1), ykazaHHbIe B MYHKTax 2 u 3 4acTu 4 Hacrosiued cTatbu. B cilyyae MX HeEIpeaCcTaBICHHUS
YIIOJIHOMOUYCHHBIH (helepalnbHbIii OpraH WCIONHUTEIBHOW BJIACTH 3ampamiiBaeT YKa3aHHbIC JTOKYMEHTHI
(cBeneHms) B MOpSAAKE MEKBEAOMCTBEHHOT'O HH(DOPMAITMOHHOTO B3aMOICHCTBHS.

Hupopmayusn 06 usmenenusx: Qacmo 5 usmenena c¢ 30 ausaps 2024 2. - @edepasribHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus dactu 5 (B pemakuuu PepeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
Kacarollhecs: IPEAOCTaBJIEHUsS I'OCYJapCTBEHHBIX YCIYr NPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHBIE YIOCTOBEPEHMSI JIEKAPCTBEHHBIX IpENapaToB I MEJUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAroNMEe (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE M JyOJIHMKaThI
PETUCTPAIIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui METUIIMHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
IMonoxenus yactu 5 (B pemakumu PenepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-®3), kacarommecs
MIPEIOCTABIECHUSI TOCYIAaPCTBEHHBIX YCAYTI MHPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 gaBaps 2026 r. JlyOnuKaTtsl PErMCTPALMOHHBIX
YAOCTOBEPEHUI JIEKAaPCTBEHHBIX IpErnapaToB Jjs BeTEepHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIIAIOTCS

5. B Teyenuwe mATH pabouyuMx JHEH CO JHSA HANpaBJICHUS TIOCPEJACTBOM €MHOro rnoprana B
YIOJIHOMOYEHHBIH (eepaibHbIii OpraH HMCIOJHUTEILHOW BJIACTH WM JIMYHBIM KaOMHET YHOJHOMOUYEHHOIO
(dhemepamTbHOTO oOpraHa WCIOJIHUTEILHONM BJIACTH B COWHOM CHCTEME 3asBICHHS O IOATBEPXKICHUH
rOCYyIapCTBEHHON pErucTpaluy JeKapCTBEHHOIO Mpernapara W JOKYMEHTOB, COJEpKallluX pe3yJbTaThl
MOHHUTOpUHTA Y(PPEKTUBHOCTH W OE30MACHOCTH JICKAPCTBEHHOTO IIperapara, MPOBOIUMOTO AepiKaTelieM HIIH
BIIQ/IETIBIIEM PETHCTPANMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOIO IIperapara MO0 YIOJIHOMOYEHHBIM HMH
FOPUAMYECKUM JIUIIOM, YITOTHOMOYEHHBIH (heflepabHbIi OpraH UCIOTHUTEIFHON BIACTH:

1) mpoBOAWT MPOBEPKY TMOJHOTHI CBEICHUH, COJEpKAIMUXCA B TNPEJCTABICHHBIX 3asBUTEIIEM
JIOKYMEHTaXx;

2) NpUHMMAaET pEIICHWE O TPOBEACHWM WIM 00 OTKa3e B IPOBEICHHH AKCIEPTHU3BI OTHOIICHHS
0KMJAEMON TMOJB3bl K BO3MOXKHOMY PHUCKY MPHUMEHEHHs JIEKapCTBEHHOrO IIpernapara Ha OCHOBaHHUM
pe3yJIbTaTOB MOHUTOpPUHTA 3(PPEKTUBHOCTH U OE30MACHOCTH JICKApPCTBEHHOI'O IIperapara, MPOBOJAUMOTrO
JiepKaTesIeM WM BIAACNIBIIEM pPETUCTPAIMOHHOTO VAOCTOBEPEHMs JICKAPCTBEHHOTO IIpemapara Ju0o
YHOJIHOMOYEHHBIM UMM FOPUIMYECKHAM JIMIIOM, a Takxke (eaepaibHbIM OPraHOM HCIOJHUTEILHOW BJIACTU B
COOTBETCTBHHU C TpeOOBaHUAMU CTaTbW 64 HacTosinero denepaabHOro 3aK0Ha,

Hupopmayus 06 usmenenusix: Ilynkm 3 usmenen ¢ 30 sneaps 2024 2. - ®edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus nynkra 3 (B penaxkuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-03),
Kacaroluecss MIPENOCTaBIEHNUsS TOCYIAapPCTBEHHBIX YCIYT MPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCKoro npumenenus nocpeacrsom EI'MC3 u (i) ENIY, npumeHsatoTca ¢ 1 aasaps 2026 .
PerucrpallMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPEHApaToB I MEOULIMHCKOrO IPUMEHEHUS,
MMOATBEPXKAAroNMEe (aKT TOCYIapCTBEHHOM perucrpanudyd, Ha OYyMaXHOM HOCHUTENE U IyOJIMKAThI
PETHCTPAITMOHHBIX YIOCTOBEPEHHN JICKAPCTBEHHBIX MIPEIIApaTOB TSI MEAUITMHCKOTO TPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCSA
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

IMonoxenus nmynkra 3 (B pexpakiuu PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-®3), kacaromuecs
IIPEIOCTABIIEHUS T'OCYIApCTBEHHBIX VCIIYTI IIPH OOpAaIleHHUH JEKAPCTBEHHBIX CPEICTB UL BETEPUHAPHOTO
npuMeHenuss mocpeacrsom EMMY, npumeHsaoTcs ¢ 1 sasaps 2026 1. JlyOmmKaTel PETMCTPAMOHHBIX
YJIOCTOBEPEHUHN JICKAPCTBEHHBIX IIpenapaToB JJii BETEpUHAPHOro NnpuMeHeHus c¢ 1 suBaps 2026 r. He
BBIIAIOTCS

3) HampaBisieT B JIMYHBIA KaOWHET HKCIEPTHOIO YUYPEXKICHHS B €IMHOH CHUCTEME IOAIMCAHHOE
YCWICHHOW KBaNH(UIMPOBAHHON 3IIEKTPOHHOW MOAMUCLI0  3aJaHHe Ha IPOBEICHUE DKCIEPTH3HI,
NPeTyCMOTPEHHON MYHKTOM 2 HAcTOSIIEeH 4YacTH, a Tak)Ke HANpaBisieT 3asBHTEIIO IOCPEICTBOM E4UHOro
rnoprtana wid B JIMYHBIA KaOWMHET 3asBUTENS B €OUHOM CHCTEME MOANUCAHHOE YCHJICHHOU
KBaJTM(PULIUPOBAHHOW 3JIEKTPOHHON TOAMKCHIO yYBEJOMIIGHHE O MPHHSATOM PEIICHWW O BbIAa4ye 3aJaHus Ha
IPOBEJICHHE YKa3aHHOH 3KcIepTu3bl JMOO 00 OTKa3e B NPOBEICHUU YKa3aHHOM SKCIEPTU3bl C yKa3aHUEM
IIPUYHH OTKA34.

Hupopmayus 06 usmenenusix: Hacme 6 uzmenena c¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yvactu 6 (B pemakinuu PegeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
KaCalolHecs: IMPEJOCTABICHUS TOCYJAPCTBEHHBIX YCIAYT MPH OOpAIEHHHM JIEKAPCTBEHHBLIX CPEICTB IS
MeIumuHCKoro npumenenus mnocpencrsoM EI'MC3 u (wmm) EMINY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaliMoHHEIE  YIOCTOBEPSHMS JIEKAPCTBEHHBIX IPElapaToB I MEOULMHCKOTO IPUMCHEHUS,
MMOATBEPXKAAIOMKME (AKT TOCYJapCTBEHHOM PpETUCTpallii, Ha OyMa)XHOM HOCHTEIE M JTyOIMKATHI
PETUCTPAIMOHHBIX YIOCTOBEPEHU JICKAPCTBEHHBIX MIPETApaTOB ISl MEAUITMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBITAIOTCS
IMonoxenus yactu 6 (B penaxuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-dD3), kacaromuecs
MPEIOCTABICHUSI TOCYJAaPCTBEHHBIX YCIYI NPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumenenus nocpeactsoMm EMNTY, npumensaoTcsa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Ui BETEPUHAPHOro mnpuMeHeHus c¢ 1 sHBapst 2026 r. He
BBIIAIOTCS

6. B cnyyae BBIIBJICHHS! HEJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH MH(OPMAINH, COAepKalleiica B
MPEICTABICHHBIX 3asBUTENEM IOKYMEHTaX, YIOJHOMOYEHHBIN (enepanbHblii OpraH UCHONMHUTENBHON BIACTH
HaTpaBJIsIeT 3asiBUTEIIO IOCPEACTBOM €IMHOr0O MOpTaria Wiv B IMYHBINA KaOWHET 3asBUTENS B €MHON CHCTEME
3ampoc 00 YTOYHEHMH YKa3aHHOM WHQoOpManwy, TMOANMCAHHBIA YCHJICHHON KBanu()UIMPOBAHHON
3MEKTPOHHOW MOAMUCHIO.

Hupopmayus 06 usmenenusix: Yacme 7 uzmenena c¢ 30 sueaps 2024 2. - @edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus vactu 7 (B pemakinuu PegeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
KaCaloIlHeCs IMPEJOCTABICHUS TOCYJAPCTBEHHBIX YCIAYT MPH OOpAaIlEHHHM JICKAPCTBEHHBLIX CPEACTB IS
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpaliMoHHEIE  YIOCTOBEPSHMS JIEKAPCTBEHHBIX IIPElapaToB I  MEOULMHCKOTO IPUMCHEHUS,
MMOATBEPXKAAIOMKE (AKT TOCYJapCTBEHHOM PpETUCTpaAlldM, Ha OyMa)XHOM HOCHTEIE M JTyOIMKATHI
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MIPETApaTOB ISl MEAUITMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HEe BBITAIOTCS
IMonoxenus yactu 7 (B penaxunu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-dD3), kacaromuecs
MIPEIOCTABICHUSI TOCYAAaPCTBEHHBIX YCIAYTI NIPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO
npumeHenus nocpeactsoMm EMNTY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Ui BETEPUHAPHOro mnpuMeHeHus c¢ 1 smHBaps 2026 r. He
BBIIAIOTCS

7. 3asBuTENbh 003aH HANIPABUThH MOCPEICTBOM EAMHOIO NnopTarna B yHOJIHOMOYEHHBIH (eneparbHbIid
OpraH WCIOJIHUTEILHOW BJIACTH WM JIMYHBIA KaOWHET YIOJHOMOYEHHOrO (heAepalibHOTO OpraHa
HCTIONIHUTEIBHON BIACTH B €IMHON CHUCTEME MOAMUCAHHBIN YCHICHHOW KBAIM(GHUIIMPOBAHHON 3IIEKTPOHHOWN
NMOAMUCHLIO OTBET Ha 3aIPOC YIIOJIHOMOYCHHOTO (Pe/IepaTbHOr0 OpraHa UCIIOTHUTEIBHOM BIIACTH, YKA3aHHOTO B
yactTu 6 mHacrosmied CTaTbd, B CPOK, HE MPEBBIMAIONINN IEBIHOCTA PAadOYMX JHEH CO IHS TONyUEHUS
YIOJIHOMOYEHHBIM  (pefiepaibHbIM OpPraHOM HCIOJHHUTEIBHONW BJIACTH 3JIEKTPOHHOTO YBEIOMJICHHS O
MOJIyUEHUH 3asBHTE]IEM Takoro 3ampoca. Cpok, yKa3aHHBIA B 4YacTu S Hacrosimed CcTaThH,
MIPHOCTAHABIMBAETCS CO JTHS HANIPABIIEHHS 3aSBUTENIO TIOCPEICTBOM €IMHOTO ITOpTaia WX B INYHBIN KaOHMHET
3asiBUTENS B €IMHOM CUCTEME TaKOTO 3aIlpoca 0 IHS HAIlPaBJICHUS 3asBUTEIEM IIOCPEACTBOM €IMHOTO OpTaia
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B YIOJIHOMOYEHHBIH (efepalbHblil OpraH MCIOJHUTENLHON BIIACTH WJIM JIMYHBIA KaOWHET YIOJIHOMOYEHHOTO
(hemepanbHOTO OpraHa WCMOTHUTEIHFHON BIACTH B €AMHOM CHCTEME OTBETa Ha TaKOH 3allpoC W HE YUUTHIBAETCS
IIPY HCYHUCIICHUH CPOKA MOATBEPKACHUS TOCYJapCTBEHHON PErMCTPALMK JIEKapCTBEHHOT O IIpernapara.

8. OcHoBaHHeM IS OTKa3a B IPOBEACHUH YKCIIEPTHU3bI OTHOILEHHS OKUIAEMOI 1T0JIb3bl K BO3SMOXKHOMY
PUCKYy TIpPHMEHEHHs JIEKapCTBEHHOTO TMIpemapaTa SBISETCA INPEACTaBICHHE TOKYMEHTOB, COIEpIKaIluX
pe3yabTaThl MOHUTOPUHTA 3 PeKTUBHOCTH 1 6€30IaCHOCTH JIEKApCTBEHHOI'O Ipenapara, u (1) B OTHOLICHUH
OMOJIOTMUECKUX JIEKAPCTBEHHBIX NPENapaToB pe3yJbTaTOB OCYIICCTBICHHS MEPONPHUITHH B COOTBETCTBUH C
IUTAHOM YNIPAaBJIECHUS] PUCKaMH, YTBEPKACHHBIM YIIOJHOMOYEHHBIM (ellepalbHbIM OPraHOM HCIIOJHUTEIBHOM
BJIACTH NPH OCYIIECTBICHHH TOCYAaPCTBEHHOH PErncTpalny JIEKapCTBEHHOTO MperapaTa, B HEIOJIHOM 00beMe,
OTCYTCTBHE MH(oOpManmu, MoaTBepKaaromeil (HakT ymiaTel roCyJapCTBEHHOW TMONLIMHBI 338 MOATBEPIKACHHUE
TrOCYJapCTBEHHON pEeTruCTpalyy JICKApCTBEHHOTO TMpenapara, JWOO HEeNpeACTaBlIeHHE 3asBUTEIEM B
YCTaHOBJIEHHBIH CpPOK OTBETAa HAa YyKa3aHHBIH B 4YacTH 6 HACTOALIEH CTAaThU 3ampoc YHOJIHOMOUYEHHOIO
(enepa’abHOro OpraHa HCIOJHUTENFHON BIACTH, a TAKXKE OTCYTCTBUE B YKa3aHHBIX JOKYMEHTaX WH(POPMAIUH,
KOTOpasi TOJKHA OBITh B HUX OTpayKeHa.

Hupopmayus 06 usmenenusx: Hacmo 9 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 9 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolluecss IPEHOCTaBIICHUS I'OCYAapCTBEHHBIX YCIYL HPU OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro npumeHeHus nocpencrsoM EITMC3 u (wm) EMNTY, npumeHstoTca ¢ 1 susaps 2026 r.
PerucrpallMoHHEIE  YJIOCTOBEPEHHS JIEKApCTBEHHBIX IpPElapaToB Ui  MEIUIMHCKOTO IPUMEHEHUS,
MOATBEPKAAroNMe (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MTPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCS
[Tonoxenusa yactu 9 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
IIPEIOCTABICHUSI TOCYAAapPCTBEHHBIX YCAYI NIPH OOpall€HWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npumernenus nocpeactsoMm ENMTY, npumeHsaoTesa ¢ 1 gaBaps 2026 r. JyO0mukaTbl perucTpaliMOHHBIX
YAOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaToB [Js BETEpHHApPHOro mnpuMeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

9. DkcnepTu3a OTHOIICHUS 0KMJAEMOM IMOJIb3bI K BO3MOXHOMY PUCKY MPHMEHEHHs JIEKApCTBEHHOI'O
mpenapara B LeJsIX MOATBEPKIACHUS TOCYAAPCTBEHHON PETUCTpaly JIEKApCTBEHHOIO Npenapara MpoBOJUTCA
KOMHCCHEN SKCIIEPTOB HKCIIEPTHOTO YUPEKIECHHS B CPOK, HE MPEBIIAOIINN TPUALATH PA0OUYHX THEH.

Hupopmayus 06 usmenenusx:  Yacme 10 usmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 10 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
KaCaloIlHeCs IMPEJOCTABICHUS TOCYJAPCTBEHHBIX YCIAYT MPH OOpAaIlEHHHM JICKAPCTBEHHBLIX CPEACTB IS
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpaliMoHHEIE  YIOCTOBEPSHMS JIEKAPCTBEHHBIX IIPElapaToB I  MEOULMHCKOTO IPUMCHEHUS,
MMOATBEPXKAAIOMKE (AKT TOCYJapCTBEHHOM PpETUCTpaAlldM, Ha OyMa)XHOM HOCHTEIE M JTyOIMKATHI
PETUCTPAIIMOHHBIX YIOCTOBEPSHHH JICKAPCTBEHHBIX MPEMAapaToB /I MEIUIIMHCKOTO MPUMEHEHHUs ¢ 1 sHBaps
2026 1. HEe BBITAIOTCS
IMonoxenus yactu 10 (B pepaxumuu PenepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-®3), kacaromiuecs
MIPEIOCTABICHUSI TOCYAAaPCTBEHHBIX YCIAYTI NIPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO
npumeHenus nocpeactsoMm EMNTY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Ui BETEPUHAPHOro mnpuMeHeHus c¢ 1 smHBaps 2026 r. He
BBIIAIOTCS

10. B cnmyuae HEZOCTAaTOYHOCTH MPEJICTABICHHBIX JKCIEPTY MATEpHANOB Ul Jaud 3aKIIOYEHUS B
JUYHBI KaOMHET 3asBUTENsl B CIMHOW CHCTEME HAampaBiseTcs 3alpoc O MPEeICTaBICHUH HEO0OXOAUMBIX
MaTepuaioB, IOANUCAHHBIA pPYKOBOAWUTENEM (YHOJHOMOYEHHBIM JIMIIOM) OKCHEPTHOTO YUYPEXAEHUs C
UCIIOJIb30BAaHUEM YCUIICHHON KBaTH()UIIMPOBAHHOM 3N1EKTPOHHOW MOANUCHK.

Hupopmayus 06 usmenenusx: Yacme 11 usmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyro pedakyuro

I'APAHT: IMonoxenust yactu 11 (B penakiuu ®PepepansHoro 3akoHa ot 30 suBaps 2024 . N 1-D3),
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Kacarollhecs: IPEAOCTaBJIEHUsS I'OCYJapCTBEHHBIX YCIYr HPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauuuHCKoro npumenenus mnocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHbIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAArONMEe (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENIE M JyOJIHMKaThI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui METUIIMTHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS

IMonoxenus yactu 11 (B pegaxkumu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-d3), kacarommecs
IIPENOCTABIECHUSI TOCYAAPCTBEHHBIX YCAYTI MHPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 gaBaps 2026 r. JlyOmuKaTtsl PErMCTPALMOHHBIX
YAOCTOBEPEHUI JIEKAaPCTBEHHBIX IpErnapaToB [js BeTEpHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIIAIOTCS

11. 3asgBurens 00s3aH HaIlpaBUTh B JIMYHBIN Kabuuer SKCIEPTHOTO YUPEKJEHUS B €AUHON cCUCTEME
MOJITMCAHHBIN YCHJICHHOW KBANM(UIIMPOBAHHON 3ITIEKTPOHHOW MOAMUCHLIO OTBET Ha 3alpoc SKCHEPTHOTO
YUpEXIEHUs B CpPOK, HE IIPEBBILIAIONMN IIECTHICCATH pabouux AHEH €O JHA IOJIy4EHHUs SKCIEPTHHIM
YUPEKICHUEM JJIEKTPOHHOTO YBENOMIICHHUS O IOJNYYCHHH 3asBUTENIEM yKa3aHHOTO 3ampoca. Bpems co aHA
HalpaBJICHUs] B JMYHBIM KaOMHET 3asBUTEJII B €IMHOM CHCTEME 3alpoca 3KCIEPTHOIO YUPEKICHUS 0 IHS
HalpaBJICHUs] 3asBUTENIEM B JIMUHBIA KaOWHET 3KCIEPTHOI'O YUPEXKICHUS B EAMHOW CHCTEME OTBETa Ha
yKa3aHHBIH 3alpOC HE YYUTBIBAETCS MIPH UCUUCIEHNU CPOKA MPOBEACHUS SKCIIEPTU3bI OTHOLIEHHS OXKHAaeMOU
MONb3bl K BO3MOXKHOMY PpHUCKY IIPUMEHEHHUs JIEKAPCTBEHHOIO IIpenapara Ha OCHOBAaHUU JOKYMEHTA,
COJIeprKalllero pe3yIbTaThl MOHUTOPUHTA 3()()EKTUBHOCTH M O€30MIACHOCTH JIEKAPCTBEHHOT'O Mpenapara.

Hngopmayus 06 usmenenusx:  Yacmo 12 usmenena ¢ 30 susaps 2024 2. - ®edeparbHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

T'APAHT: ITonoxenusa yactu 12 (B penaxkunu PegepanbHoro 3akoHa or 30 suBapsa 2024 r. N 1-D3),
KacarolIecsl IPEeNOCTaBJIIEHNsS] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHWH JIEKAPCTBEHHBIX CPEICTB IS
MeOUUMHCKOro mnpumeHenus nocpeactsom EI'MC3 u (wum) ENIY, npumensaoTca ¢ 1 saBaps 2026 .
PerucrpaliMoOHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPENapaToB IS MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJHKAThI
PETUCTPAIMOHHBIX YAOCTOBEPCHHN JISKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 r. He BBIIAIOTCS
ITonoxenust yactu 12 (B pepaxkuun PenepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromnuecs
IIPENIOCTABICHUSI TOCYAapPCTBEHHBIX YCIYI NIPH OOpalll€HUH JIEKAPCTBEHHBIX CPEACTB JJIS BETEPHHAPHOIO
npumernerus nocpeactsoM EMNTY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaliOHHBIX
YIOCTOBEPEHHI JIEKaPCTBEHHBIX IpernapaToB Jjs BeTepUHApHOTO mpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIIAIOTCS

12. B cpok, He TPEBBIMAIONTUN TATH pabdouYuX ITHEH CO IHS HANpaBlIeHHS B JIMYHBIA KaOWHET
YHOJIHOMOYEHHOTO (peIepallbHOTO OpTaHa WCIOIHUTEIHFHON BIIACTH B €IMHOW CHCTEME 3aKIFOUEHUS] KOMUCCHH
AKCIIEPTOB MO pe3ylbTaTaM SKCIEPTH3bl OTHOIICHUS OKUAAEMOM TONB3bI K BO3MOXXHOMY PHUCKY TMPUMEHEHHS
JIEKapCTBEHHOTO IMperapara, COOTBETCTBYIOIIUK YIIOJIHOMOYEHHBIN (eaepaibHbIii OpraH HCIIOIHUTEILHOM
BIIACTH:

1) ocCymIecTBISET OIEHKY 3TOr0 3aKIFOYCHHUsS JJIsS ONPEACICHHs] €ro COOTBETCTBUS 3aJaHUI0 Ha
MIPOBEICHNE YKa3aHHOU SKCIIEPTU3HI;

2) MpUHUMAET PEIICHUE O MOATBEPKICHUN TOCYIapCTBEHHOMN PETUCTPAINK JIEKaPCTBEHHOTO perapaTa
WIM 00 OTKa3e B TOATBEPKICHUH TOCYIapPCTBEHHON PETUCTPAIINH JIEKAPCTBEHHOTO TIperapara;

Hupopmayus 06 usmenenusix: Ilynkm 3 usmenen ¢ 30 smeaps 2024 2. - ®edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus nynkra 3 (B pemaxkuuu PegeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarolluecss IPEeNOCTaBIEHNs TOCYIAapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIUHCKOro npumeHenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHsoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaliMoOHHBIE YIOCTOBEPEHHS JEKAPCTBEHHBIX IIPENapaToB IS MEIULIMHCKOTO IPUMEHEHUS,
MMOATBEPXKAAONME (aKT TOCYNApCTBEHHOM pEerucrpanudyd, Ha OYMaXHOM HOCHUTENE M IyOJIMKATHI
PETUCTPAIMOHHBIX YIOCTOBEPEHUH JICKAPCTBEHHBIX MPENApaToB I MEIUIIMHCKOTO MPUMEHEHHUs ¢ 1 sHBaps
2026 1. HE BBITAIOTCS
[Tonoxxenus nmyHkra 3 (B pemakunu PegeparnbHoro 3akoHa ot 30 suBapsa 2024 r. N 1-D3), xacaromuecs
MIPEIOCTABICHUS TOCYAPCTBEHHBIX YCIYT TPU OOpAIeHWH JIEKAPCTBEHHBIX CPEACTB U BETEPHHAPHOTO
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npumenenus nocpeactsoM EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaliOHHBIX
YJAOCTOBEPEHHI JIEKAPCTBEHHBIX IpernapaToB JJjs BeTepUHApHOTO mpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIIAIOTCSA

3) BHOCHT IIpY HNPUHITUH PEILICHUS O ITOATBEP)KACHUN TOCYIapCTBEHHOM PETHCTPALlH JIEKapCTBEHHOT'O
mpemnapaTa CBEICHUS B FOCYJapCTBEHHBIH PEECTP JIEKapCTBEHHBIX CPEICTB M BBIIACT 3asBUTENIO OECCPOUYHOE
PETHCTPAIlMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO IIperapara IOCPEICTBOM HAlpaBiIeHHs depe3 €VHbIN
ropTan WiaM JUYHBIA KaOWHET 3asBUTENs B €IMHOM CHCTEME BBIIMCKH M3 TOCYIApCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB, MONMUCAHHON YCUIICHHOW KBATH(DUIIMPOBAHHON 3I1EKTPOHHOWN MOAMUCHIO.

HUnupopmayus 06 usmenenusx: Yacmo 13 usmenena ¢ 15 uons 2018 2. - ®edeparibHbIl 3aKOH om 4 uiows
2018 2. N 140-D3
Cwm. npedbidywyro pedakuuro

13. OcHoBanmeMm nsi OTKa3a B MOJATBEPXKICHUU TOCYAapCTBEHHOM pErucTpanuu JIEKapCTBEHHOTO
mpenapaTta  SBJSCTCS — 3aKIIOYCHHE  COOTBETCTBYIOIIETO — YIOJTHOMOYEHHOTO  (eepallbHOTO  OpraHa
HCIOJIHUTEIBHOM BIACTH O TOM, YTO PHUCK NPpUYUHCHUA BpCa 3J0POBbIO YCJIOBCKA UJIN KUBOTHOI'O BCIICACTBHUC
npreMa JICKapCTBEHHOT'O Mpenapara npeBsiaet 3pHEeKTUBHOCTh €ro MPUMEHEHUS.

14. B mepwon mpoBeleHUS TNPOLEAYpHl TMOATBEPXKACHUS TOCYAApCTBEHHON  perucTpanuu
JIEKapCTBEHHOTO TIperiapaTa ero oopamienue B Poccuiickoit denmepanyu He MPHOCTAHABINBACTCS.

Hupopmayus 06 uzmenenusix:  Yacme 15 usmenena c 13 aseyema 2019 2. - @edepasibHbIl 3aKOH om 2
ageycma 2019 2. N 297-D3
Cwm. npedbidywyro pedakyuro

15. JlomyckaeTcsi oOpalieHue JEKapCTBEHHBIX IMIPENapaTroB 10 HWCTEYCHHS CpOKa TOTHOCTH,
MIPOM3BE/IEHHBIX B TE€YEHHE CTa BOCHMHJIECATH KAJICHOAPHBIX THEHW IOCIe NaThl MPUHATHS YITOJTHOMOYEHHBIM
(hemepanbHBIM OPTaHOM HCIIOJIHUTENFHOW BIIACTH PEIISHHS O MOATBEPKICHUH TOCY/IapCTBEHHON PEruCTpaIny,
B COOTBETCTBHHU C WHOPMAIIHEH, COAepIKaIeiics B TOKyMEHTaX PETUCTPAIIIOHHOTO AOChE Ha JIEKaPCTBEHHBIH
IIperapar J0 AaThl MPUHITHS TAKOTO PEIICHUSI.

I'APAHT: CM. KOMMEHTapuu k crathe 29 HacTosmero OeneparbHOTO 3aKOHA

Cratba 30. BHecenue W3MEHCHHIl B JOKYMEHTBI, COAEPXKAIIMECS B PETHCTPAIIMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IpenapaT s METUIIMHCKOTO IPUMEHEHHSI

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena c¢ 30 aunsaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. B memsix BHECCHWsS HM3MEHECHUH B JOKYMEHTBI, COJCp)KAIMecs B PETHCTPAIIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIIN JICKAPCTBEHHBIN TperapaT Ul MEIUIIMHCKOTO MPUMEHEHHMS, JepKaTelb WM Bilajelier
PETUCTPALIMOHHOTO  YAOCTOBEPEHMSI JICKAPCTBEHHOIO IMpenapaTa WM YHNOJHOMOYEHHOE UM JApYroe
IOPUIIMYECKOE JTUIO (Aajiee B HACTOSILEH CTaThe - 3asBUTEIb) HANpPaBIIsIET OCPEACTBOM E€MHOro nopTrarna B
YIIOJIHOMOYECHHBIH (pefepanbHblii OpraH UCHOJIHUTENBHON BIACTH WM B JMYHBIA KaOWHET YIOJIHOMOYEHHOTO
(denepanbHOr0 OpraHa MCIONHHUTENBHOW BJIACTH B EAMHOW CHCTEME [OJNMCAHHOE YCHJICHHOM
KBaTM(DUIMPOBAHHONH SMNEKTPOHHOM MOAMUCHIO 3asBICHWE O BHECEHHHM TaKUX HW3MEHEHWH mo popme,
YCTaHOBJICHHOW YMOJHOMOYEHHBIM (pefiepaibHbIM OpTaHOM UCIIOJIHUTEIBHOW BJIACTH, W NIpHUJIaracMble K HEMY
W3MEHECHUsS B YKa3aHHBIE JOKYMEHTHI, a TaKKe JOKYMEHTBI, MOJTBEPKAAIoNIre HEOOXOIMMOCTh BHECEHHUS
TaKUX U3MEHECHUMN.

Hupopmayus 06 usmenenusix:  Yacmo 1.1 usmenena ¢ 30 aueaps 2024 . - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 1.1 (B pemakuuu PepepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
Kacaroluecss MIPENOCTaBIEHNUsS TOCYIAapPCTBEHHBIX YCIYT MPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIMHCKOro IpuMeHeHus nocpeacrsoM EI'MC3 u (wm) ENIY, npumeHsaioTea ¢ 1 saBaps 2026 r.
PerucrpallMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPEHApaToB I MEOULIMHCKOrO IPUMEHEHUS,
MMOATBEPKAArONMEe (aKT TOCYIapCTBEHHOM perucrpaniyd, Ha OYyMaXHOM HOCHUTENIE U IyOJIMKATHI
PETUCTPALIMOHHBIX YIOCTOBEPEHHH JICKAPCTBEHHBIX MIPEMapaToB I MEIUIIMHCKOIO MPUMEHEHHUs ¢ 1 sHBaps
2026 T. He BBIIAIOTCSA

1.1. HpI/I HCO6XO,I[I/IMOCTI/I BHCCCHUA B JOKYMCHTBI, COACPIKAIIUECCA B PETUCTPAIMOHHOM JOCHE HaA
3apeFHCTpHpOBaHHLIﬁ J'ICKapCTBeHHLIﬁ npemnapar ajd MCIUIUHCKOro IMpUMCHCHUS, W3MCHEHHMI OTHOCHTEILHO
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MecTa MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara Uil MEIUIIMHCKOTO TMPUMEHEHHS, TPEOYIOMHX MPOBEICHHS
OKCIIEPTU3BI Ka4YE€CTBA JICKAPCTBEHHBIX CPCIACTB, 3adBUTCIIb JOIMMOJTHUTECIIBHO HAIIPABJIACT ITOCPEACTBOM egnHoro
rnoprarnia B YIIOJHOMOYCHHBIH QefepanbHblii OpraH WCIIONHUTEIFHON BIACTH WM JIMYHBIA KaOWHET
YHOJTHOMOYEHHOTO (heZepaTbHOTO OpraHa UCIOTHUTEIFHON BJIACTH B €IMHOW CUCTEME:

1) cBemeHHs O Jare TPENOCTABICHHS W PETHCTPANIMOHHOM HOMEpEe JIMIIEH3WHW Ha IPOWU3BOICTBO
JIEKapCTBEHHBIX CPEACTB, a TAKXKE KOMMUIO 3aKIIOUYEHUA O COOTBETCTBUU IPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB /ISl MEAULMHCKOTO MPUMEHEHHs TPeOOBaHMSIM MPABUIT HAAJIEKAIEH MPOU3BOJCTBEHHON NPAKTUKH,
WIK KONHUIO CEepTHU(HKATA COOTBETCTBHA NPOU3BOAUTENS JIEKAPCTBEHHBIX CPENCTB IS MEAUIUHCKOTO
MPUMEHEHUsT  TpeOOBaHMSIM  TpPaBWJI  HaJuIexkallell  MPOWM3BOJCTBEHHOM  mNpakTWKH  EBpasuiickoro
O9KOHOMHUYCCKOI'0 COH034a, BBIAAHHLIX YIIOJHOMOYCHHBIM q)eﬂepaﬂbHI)IM Opranom HUCIIOJTHUTEILHON BJIACTH B
OTHOIIIEHUU M3MEHEHHON W (MJIM) JOTOJHEHHOW NMPOU3BOJCTBEHHON IUIOIMIAJKH JIEKAPCTBEHHOIO Mperapara
g MEIUIMHCKOrO IHPHUMCHCHHA, MWW KONHWIO PCIICHUA YIIOJIHOMOYCHHOI'O Q)enepaJH)Horo oprana
HCHOJHUTENBHON BJIACTH O IIPOBCICHUN q)apMaHeBTquCKOfI HWHCHCKIUN IIPOU3BOJCTBA JICKAPCTBCHHBIX
CpCACTB M4 MCIUIIUHCKOI'O IIPUMCHCHUA Ha COOTBETCTBHEC Tpe6OBaHI/I$IM ImpaBul Hannemamef/i
MIPOW3BOACTBEHHOW MPAKTUKH EBPa3swiCKOro SKOHOMHYECKOTO COI03a B OTHOIIEHWH W3MEHEHHOUW W (WIIH)
JIOTIOJTHEHHOW IIPOM3BOJICTBEHHOM IIOIIAKH JIEKAPCTBEHHOIO IpenapaTa Jisi MEIUIUHCKOIO IPUMEHEHUS B
clyyae, eciid pOU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara ocyuiectiusiercs B Poccuiickoit @enepanuu;

2) KONHMIO TMPEIOCTaBICHHON YIIOJHOMOYEHHBIM OpPraHOM CTPaHbl MPOW3BOAWTENS JIUIEH3WW Ha
MPOU3BOACTBO JIEKAPCTBEHHOI'O Mpenapara s MEIUIUHCKOIO MPUMEHEHUSI U €€ MEePEBOJ Ha PYCCKUH SI3bIK,
3aBEpEHHBbIC B YCTAHOBJIECHHOM IIOPSAKE, a TaKXKe KOIHIO 3aKJIOYEHHs O COOTBETCTBUH IPOM3BOAUTEINS
JICKApPCTBEHHBIX CPEJICTB TPeOOBaHUSAM [PABUIT HaIUIekKalIed MPOU3BOJICTBEHHONW NPAKTUKU, WU KOIHIO
CCpTI/I(bI/IKaTa COOTBCTCTBUA MPOU3SBOAUTEIIA JICKAPCTBCHHBLIX CPCACTB 4 MCIAUIUMHCKOrO0 MNPHUMCHCHHUA
TpeOOBaHMSM TpaBWJI HaJJIeXallel MPOM3BOACTBEHHOM NpakTUKkK EBpa3uiickoro 3KOHOMHMYECKOTO COI03a,
BbIJAaHHBIX YIIOJIHOMOYCHHBIM (’pe;[epaanLIM Opranom HMCIIOTHUTENLHONM BJIACTH B OTHOIIIEHHU M3MEHEHHOM U
(W) TOTOTHEHHOW MPOM3BOJACTBEHHOW IUIOIIAKY JICKAPCTBEHHOTO TMpernapara, Wi KOIWI0 PelIeHUs
YHOJHOMOYEHHOTO (pelepalbHOTO OpraHa HWCIOJHUTENBHOW BIIACTH O TPOBEACHHHU (papMarieBTHUECKOH
HMHCIIEKIIUM IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB Uil MEAMLMHCKOrO IPHMEHEHHMs Ha COOTBETCTBHE
TpeOOBaHHUSAM TIPABHII HAIJIC)KAIIeH MPOM3BOACTBEHHOW MPAKTHKU EBpa3HiiCKOr0 3KOHOMHYECKOTO COI03a B
clIyyae, €cid MPOM3BOACTBO JIEKAPCTBEHHOrO Ipenapara OCYILIECTBIseTcss 3a mnpenaenamu Poccuiickoi
depepanuu.

Hupopmayusn 06 usmenenusx:  Yacmo 1.2 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus vyactu 1.2 (B pemakuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-©3),
Kacarolecss NPENOCTaBIIEHUs TIOCYNAPCTBEHHBIX VCIYIT MIPU OOpallleHUH JIEKAPCTBEHHBLIX CPEICTB JUISL
MeauuuHCKoro npumenenus nocpenctsom EI'MC3 u (mum) ENIY, npumensatotca ¢ 1 gasaps 2026 .
PerncrpanioHHBIE  VIOCTOBEPEHHUS JEKAPCTBEHHLIX IIPENApaToB JUIS  MEQUIMHCKOTO IIPUMEHEHHS,
MOATBEPXKIAAIOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XHOM HOCHTEINE M IyOJIHMKATHI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHN JICKAPCTBEHHBIX MPEMApPaTOB JIJIsl MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 r. HE BBIIAIOTCS

1.2. Tlpu HeoOXOIUMOCTH BHECEHHsI B JOKYMEHTHI, COACpKalllMecs B PETMCTPALIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JUIsi MEIUIIMHCKOTO NMPUMEHEHU, UI3MEHEHUH OTHOCUTEIHHO
nokaszaTesiell KauecTBa JIEKAPCTBEHHOTO IIperapara i MEAWLWHCKOTrO IpHUMEHEHUus M (WIH) METO/I0B
KOHTPOJISI KayecTBa JIEKAPCTBEHHOTO Tpernapara s MEAMIHWHCKOTO MPHUMEHEHHs, TPeOyIoUX MpOBEAECHUS
3KCIIEPTU3bl KAYECTBA JIEKAPCTBEHHBIX CPEJCTB, 3asBUTEIb JOIOJIHUTEIBLHO HAMPABISET IOCPEACTBOM €MHOI0
rnoprarnia B YIIOJHOMOYCHHBEIN QefepanbHblii OpraH WCIIOJHUTEIFHON BIACTH WM JIMYHBIA KaOWHET
YHOJTHOMOYEHHOTO (heAepabHOTO OpraHa UCIOTHUTEIFHON BJIACTH B €IMHOW CUCTEME:

1) cBemeHHss O Jare TPENOCTaBICHHWS W PETHCTPANIMOHHOM HOMEpE JIHIEH3WHW Ha IPOWU3BOICTBO
JIEKapCTBEHHBIX CPEICTB WJIM CBEIECHUS O JaTe MPEAOCTABICHUS M PETUCTPALMOHHOM HOMEPE 3aKIIOUEHUS O
COOTBETCTBHM  IPOW3BOAMTENS  JIGKAPCTBEHHBIX  CPEICTB  TpeOOBaHWSAM  MPaBWI  HauIekalen
MIPOW3BOJICTBEHHON TNPAKTUKA WM KOMHIO CEepTHU(HUKATA COOTBETCTBUS IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB ISl METUIIMHCKOTO MPHMEHEHUS TPEOOBAHUSAM IMPABWII HAJIEKAIIEH MPOU3BOJICTBECHHON MPaKTUKU
EBpasuiickoro 3KOHOMHYECKOTO COI03a, BBIAAHHBIX (MPENOCTaBICHHBIX) YIOJIHOMOUYEHHBIM (eaepaabHbIM
OpPraHOM HCTIOJHMUTENBHOM BIacTH B OTHOLIEHUM MPOU3BOJICTBEHHOH IUIOIIAIKK JIEKAPCTBEHHOTO Tpenapara, B
cllydae, eciid MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara ocyuiecTBisercs B Pocculickoit denepannu;

2) KONMIO MPEJOCTaBICHHOH YIOIMHOMOYEHHBIM OpPraHOM CTPaHbl MPOU3BOAMUTENS JHLEH3WW Ha
MIPOU3BOACTBO JIEKAPCTBEHHOI'O IIpenapara Juisl MEJULIUHCKOIO IIPUMEHEHUSI U €€ MEPEBOJ HAa PYCCKHUH S3BIK,
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3aBCPCHHBLIC B YCTAHOBJICHHOM IOPAAKE, a TaKXKEC CBCACHUA O OaTC IMPEAOCTABJICHUA U PETUCTPAlMOHHOM
HOMEpE 3aKIIOYEHHs] O COOTBETCTBHUH MPOM3BOAMTENS JIEKAPCTBEHHBIX CPENCTB TpeOOBaHMSM MpPaBUII
HaJJIeXallel IPOU3BOACTBCHHOM MPAaKTHKM, WIM KOIHMIO CepTH(UKaTa COOTBETCTBUS IIPOU3BOIUTEI
JIEKapCTBEHHBIX  CPEACTB A MEAMLMHCKOTO IPUMEHEHUS TpeOOBaHUSIM  IIPaBWI  HaJjexallel
MIPOU3BOACTBEHHON MpPAaKTHUKX EBpa3MiCKOro SKOHOMHUYECKOTO COH033, BBIIAHHBIX YHMOJHOMOYEHHBIM
(denepanbHBIM ~ OpPraHOM  WCHOJHWTENBHOM BIACTH B  OTHOIIGHHWM TPOW3BOJICTBEHHOW  IUIOIIAAKH
JIEKapCTBEHHOTO TpenapaTa, WM CBEIEHUS O JaTe MPEAOCTABICHUS U PETHCTPAlMOHHOM HOMEpE pPELIEHHS
YIIOJIHOMOUYEHHOT0  (pe/IepalbHOTO OpraHa HCIIOJIHUTEIBHOM BJIACTH O NPOBEACHHU (HapMaleBTUYECKOH
WHCIEKIUN TNPOU3BOJCTBA JIEKAPCTBEHHBIX CPENCTB AJI1 MEAMLIMHCKOTO IPUMEHEHMsT Ha COOTBETCTBHE
TpeOOBaHUAM MpaBUII HaIeKalleld MPOU3BOACTBEHHOM NPAaKTUKH EBpa3uiickoro 3KOHOMHUYECKOTO COI03a, €CIH
IIPOU3BOJICTBO JIEKAPCTBEHHOIO NIpEnapara OCyIECTBISAETCS 3a npeaenamu Poceuiickoit denepanuu.

Hupopmayus 06 usmenenusix:  Yacmo 1.3 uzmenena ¢ 30 susaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

T'APAHT: ITonoxenus yactu 1.3 (B pemaxkuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacarolluecss IPEeNOCTaBIEHNs TOCYJapCTBEHHBIX YCIYrT HOPH OOpaIlleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIUHCKOro npumeHenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaliioHHBIE YIOCTOBEPEHMS] JIEKAPCTBEHHBIX IPENapaToB I MEOULIMHCKOTO IMPUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYNAapCTBEHHOM perucrpanudd, Ha OyMaXHOM HOCHUTENE U IyOJIHMKATHI
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MIPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIHAIOTCS

1.3. Tlpunatre pemieHUs O BHECEHWHM H3MEHEHWU wWim 00 OTKa3e BO BHECCHMHM W3MCHCHHHA B
JOKYMEHTBI, COJEPKALLMECS B PETHCTPALMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIA JEKAPCTBEHHBIM Mpenapar
JUTSE MEIUIIMHCKOTO IPUMEHEHHS, B CITy4ae HEOOXOAMMOCTH MTPOBEJCHHS SKCIIEPTHU3HI KA4eCTBa JIEKAPCTBEHHBIX
CpencTB ¥ (WIHM) DJKCHEPTU3bl OTHOIICHHWS OKAJAeMOH TIONh3BI K BO3MOXHOMY PHCKY TNPHUMEHEHUS
JIEKapCTBEHHOr0 MpernapaTta s MEAULHUHCKOTO NMPUMEHEHHUS OCYLIECTBISIETCSI B CPOK, HE MPEBBILAIOIINNA
MATUACCATH paboYMX JTHEH, a B OCTABHBIX CIyYasX B CPOK, HE MPEBBIIAIINN IeCATH pabounX JHEH co AHS
HaIpaBJeHUS TOCPEICTBOM E€4VHOrO rnopTaria B YINOJHOMOYCHHBIN (elepalbHbIi OpraH HCIIOIHUTEILHOM
BJIACTH WJIM JIMYHBIA KaOMHET YIOJHOMOYEHHOTO (pe/epaibHOro OpraHa HMCIIOJHUTEILHOW BIACTH B €IUHOW
CHCTEME 3asBJIEHUSI O BHECEHUU TaKUX WU3MEHEHHUI.

Hngopmayus 06 usmenenusx:  Yacmo 1.4 usmenena ¢ 30 sneaps 2024 2. - ®edeparsibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidyuwyro pedakyuro

T'APAHT: ITonoxenus yactu 1.4 (B penaxkuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
KacarolMecs] IPENOCTABICHUS TOCYLAPCTBEHHBIX VCIAYr IPH OOpAIlEHMHM JIEKAPCTBEHHBIX CPENCTB I
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcsa ¢ 1 susaps 2026 T.
PerucrpanyioHHBIE YOOCTOBEPEHUS JIEKAPCTBEHHBIX IMPENApaToB I MEOUIMHCKOTO IIPUMEHEHUS,
MOATBEPXKAAOMKUE (BAKT TIOCYIApCTBEHHOM pErucTpaldd, Ha OyMaKHOM HOCHUTENE M IyOJIMKATHI
PETUCTPAMOHHBIX YAOCTOBEPEHHI JICKAPCTBEHHBIX MPETAPATOB ISl MEIUIIMHCKOTO MTPUMEHEHUS ¢ | stHBaps
2026 1. HE BBIOAIOTCS

1.4. YnonHoMOYeHHBIH (hemepanbHBIi OpraH WCIOMHUTENFHOW BIACTH € YYETOM pE3yJIbTaToB
(hapmakoHaA30pa M MIPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPENICTB, HAXOMSIINXCA B TPaXIaHCKOM 000poTe,
YCTAQHOBJIEHHBIM TpPEOOBAaHUSAM K MX KaueCTBy B TEUYEHHE JECATH pabouumx IHEH CO AHSA IOCTYIUICHHS
COOTBETCTBYIOIIEH MH(POpPMAIMK pa3MelaeT Ha cBoeM Oo(QUIIHaTLHOM caiite B ceTH "HTepHeT" CBeACHHUS O
HEOOXOIUMOCTH BHECEHHS B HMHCTPYKLMIO 110 MEIWLMHCKOMY IPHMEHEHHUIO JIEKapCTBEHHOI'O IIperapara
W3MEHEHUI B OTHOLIEHWH CBEIECHHMH O NMOKA3aHUAX U NPUMEHEHUS U MPOTHUBONOKA3AHMAX AN MPUMEHEHHS
JICKapCTBEHHOT'O IpenapaTa, BbISIBICHHBIX MOOOYHBIX JCHCTBUIX, HEXKEIATEIbHBIX PEAKIUAX IPH NPUMEHEHUH
JIEKapCTBEHHOTO Tperapara W HampaBiseT MOANMCAHHOE YCWICHHOH KBaTH(DUIMPOBAHHON 3IEKTPOHHOM
NMOAMNMCHIO yBeIOMJICHHWE B JIMYHBIA KAaOWHET 3asBUTENsl B €OUHON CHUCTEME, a TaKKe B JINUHBIC KaOMHETHI
3asBUTENE B €AMHOM CHCTeMe, SBIAIOIUXCA JAEpXKAaTelsIMM WM BJaJeNbllaMHd  PErucTpalOHHBIX
YIOCTOBEPEHUH B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IpPENnapaToB (WM YMOJIHOMOYEHHBIX MMM JAPYTHX
IOPUINYECKUX JINIT).

Hupopmayus 06 usmenenusix:  Yacmo 1.5 uzmenena ¢ 30 sausaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro
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T'APAHT: IMonoxenus yactu 1.5 (B pemakuuu PepepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
Kacaroluecss IPEeNOCTaBIEHNs] TOCYIAapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro npumeHenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpaliiOHHBIE YIOCTOBEPEHHS JEKAPCTBEHHBIX IIPENapaToB I MEIULIMHCKOrO IPUMEHEHUS,
MOATBEPKAAIOMIME (haKT TOCYIApCTBEHHOM PpETHCTpalid, Ha OyMa)XHOM HOCHUTENE M JYOJHMKAThI
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MPENapaToB il MEIUIIMHCKOTO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

1.5. [depxxarenp WM BIAJENEL PETUCTPALMOHHOTO YAOCTOBEPEHUs JICKapCTBEHHOrO Ipemnapara, a
TaKKEe JepKaTelld WM BIIAJENbIbl PETUCTPAIMOHHBIX YIOCTOBEPEHUH JIEKapCTBEHHBIX NpenaparoB (WiIH
YIOJHOMOUYEHHbIE MMHU JPYTHe OPUANYECKHE JIHIA), KOTOPBIE SIBISIOTCS B3aWMO3aMEHSIEMBIMH, OOS3aHBI
HalpaBUTh B JIMYHBIM KaOWHET YIOJIHOMOYEHHOTO (eepanibHOro OpraHa HCHOJHUTEIBHOW BIACTH
MIO/NTMCAHHBIE YCHJICHHBIMH KBaTU(UIIMPOBAHHBIMU SJIEKTPOHHLIMU MOAMUCAMM 3asiBICHUS O BHECCHHH
U3MEHEHUH B JJOKYMEHTHI, COJIEPIKAIIUECS B PETUCTPALIMOHHBIX TOCHE HA 3apErUCTPUPOBAHHBIC JIEKAPCTBEHHBIC
npenaparbsl Jjis1 MCAUIIUHCKOIO IIPUMCEHCHUSA, B OTHOLICHHUU CBCI[GHI/II\/'I, YKa3aHHbIX B HWHCTPYKIUH 110
MEJIMIIMHCKOMY TPUMEHEHHWIO JIGKAPCTBCHHBIX IMPENapaToB, B TEUEHHE COpOKa padouyux JHEH co JHSA
IMMOJIY4YCHU YIIOJTHOMOUYCHHBIM @eﬂepaﬂbHIﬂM OpraHomMm HWCIIOTHUTEILHON BIAaCTH OJICKTPOHHOI'O0 YBEAOMIICHHUA O
MIOJTyYEHHUH JIepKaTesIeM TN BIIaeNIbLIEM PErHCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO MpenapaTa (Min
YIIOJIHOMOYCHHBIM UM JIPYTUM OPHIUYECKUM JIHIIOM) HH(GOpMAallMH, yKa3aHHOW B 4acTv 1.4 Hacrosmein
ctarpu. JlaHHOE TpeOOBaHWE HE PACIPOCTPAHSETCSA Ha CIydaW BHECEHHS B WHCTPYKIHIO TIO0 MEAWIINHCKOMY
MIPIMEHEHUIO JIEKapCTBEHHOTO TIpenapaTa W3MEHEHWH B OTHOIIEHWH HOBBIX IOKAa3aHWU IS MPUMEHEHHS
JIEKapCTBEHHOTO TIperapara Ha OCHOBaHWH PE3yJIbTaTOB COOTBETCTBYIOIUX MCCIIEIOBAHUH.

Hupopmayusn 06 usmenenusx: Hacmo 2 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus dactu 2 (B pemakuuu PepeparnbHoro 3akoHa or 30 susaps 2024 r. N 1-D3),
KacarolUecss MIPENOCTABIIEHUsS TIOCYIAPCTBEHHBIX YCIYIT MHPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MenumuHcKoro npumenenus mnocpeacrsoM EI'MC3 u (mmm) EMTNY, npumeHsatoTcs ¢ 1 sasaps 2026 T.
PerncrpanvoHHple  VIOCTOBEPEHHS JIEKAPCTBEHHBIX IMPENApaToB JUIS  MEIUIIMHCKOTO IIPHMEHEHHS,
MIOATBEPXKAAOMKE (BaKT TOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XKHOM HOCHTENE M JIyOIMKATHI
PETUCTPAIMOHHBIX YOCTOBEPEHHI JICKAPCTBEHHBIX MPEMapaToB JIjIsi MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 r. HE BBIIAIOTCS

2. PemeHne o mpoBeneHWM SKCIEPTHU3BI KAauyecTBa JICKAPCTBEHHBIX CPEIACTB U (WMJIM) 3KCIEPTH3BI
OTHOILEHUS OXKMUJAEMOW TIOJIb3bl K BO3MOXXHOMY PHUCKY NPHUMEHEHHUS JIEKapCTBEHHOIO Mpenapara IJist
MEJIMIIMHCKOTO MTPUMEHEHUS TPUHUMACTCSI B COOTBETCTBHH C YTBEPKICHHOHN YIIOJIHOMOYCHHBIM (heiepalibHbIM
OpraHOM UCIIOJHHUTEIBHON BIACTU KJIACCHU(HUKAIIUCH M3MEHEHUN, BHOCHMBIX B JIOKYMEHTHI, COZCpKAIIUECS B
pETUCTPALIMOHHOM JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar.

Hupopmayus 06 usmenenusix: Yacme 3 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yvactu 3 (B pemakinuu PegeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
KacarolHMeCs] IPENOCTABICHUS T'OCYLAPCTBEHHBIX VCIAYI IOPU OOpAIEHHH JIEKAPCTBEHHBIX CPENCTB I
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMINY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpanioHHBIE YOOCTOBEPEHUS JIEKAPCTBEHHBIX IMPENApaToB I MEOUIUHCKOIO IIPUMEHEHUS,
MOATBEPXKAAIOIKE (DAKT TIOCYIApCTBEHHOM pEruCTpaldd, HAa OyMaKHOM HOCHUTEINE U IyOJIMKATHI
PETHCTPAIMOHHBIX VIOCTOBEPEHHUI JTIEKAPCTBEHHBIX MPEMApaTOB [T MEAUITUHCKOTO TIPUMEHEHMS ¢ | sHBaps
2026 1. HEe BBITAIOTCS

3. 3agBUTENH BIpaBe MPEACTABUTH IO COOCTBEHHOW WHHUIIMATHBE BMECTE C 3asBICHHEM O BHECEHUU
W3MEHEHUH B JIOKYMEHTHI, COJAEp)Kallhecs B PETUCTPAllMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIA TIperapar Uisi METUIIMHCKOTO IPHUMEHEHHUS, PEKBU3UTHl JOKYMEHTOB, IOITBEPIKIAFOIINX
VIUIATy TOCYAApCTBEHHON MOIUIHHEI 32 BHECEHHE B JOKYMEHTHI, COJIEPKAIINeCcs B PErUCTPAIIMOHHOM JIOChE Ha
3aperUCTPUPOBAHHBIA JIECKAPCTBEHHBIN Npernapar A MEJULHWHCKOTO HNPUMEHEHHs, U3MEHEHHUH, TpeOyIoImux
MIPOBEJEHMSI SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB B YACTH 3KCIEPTHU3BI KaueCTBa JIEKAPCTBEHHOI'O CPEJICTBA H
(Mnu) SKCHEepTU3bl OTHOIIEHUS O0’KMJAeMOM IOJIb3bI K BO3MOYKHOMY PHCKY IPHUMEHEHMs JIEKapCTBEHHOI'O
mpernapara Juid MEIULIHMHCKOTO NPUMEHEHMs, TOCYJapCTBEHHOW MOLUIMHBI 3a BHECEHHWE B JIOKYMEHTHI,
coJiepKalliiecss B PETUCTPAllMOHHOM JIOCb€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpemapar s
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MCIUIUHCKOI'O0 IIPUMCHCHUS, I/I3M€HCHI/II71, HEC Tpe6y}01u1/1x MPOBEACHUA SKCIICPTU3BI JICKAPCTBECHHOI'O CPECACTBA,
a TaK)Ke BbIIaBaeMble (IIPEIOCTaBIIsiEMbIE) YIIOJTHOMOYEHHBIMH (hefepalbHBIMI OpPTaHaMHU HCHOJHUTEIHHON
BJIACTH JOKYMEHTHI (CBemeHus), ykaszaHHele B 4YacTax 1.1 m 1.2 Hacrosmied cratbu. B ciydae wux
HETPECTABICHUS YIIOJIHOMOYEHHBIN (hellepalibHbIii OpraH MCIIOJHUTEIBHOW BIIACTH 3alpaliBacT yKa3aHHbIC
JIOKYMEHTBI (CBEIICHHUS) B MOPSIIKE MEKBETOMCTBEHHOTO HH()OPMAITHOHHOTO B3aUMOICHCTBHSL.

Hupopmayusn 06 usmenenusx: Hacmo 4 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aueaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yvactu 4 (B pemakuuu PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3),
KacarolMecss NPENOCTABIIEHNUsS TIOCYIAPCTBEHHBIX YCIYIT MIPH OOpalleHUM JIEKAPCTBEHHBIX CPEICTB JUISL
MeIUIUHCKOro mnpumenenns nocpeacrsoM ETMC3 u (wm) ElNTY, npumensoTcs ¢ 1 sasaps 2026 r.
PerncrpanvioHHple  VIOCTOBEPEHHUS JEKAPCTBEHHBIX IIPENApaToB JUIS  MEIUIIMHCKOTO IIPHMEHEHHS,
MIOATBEPKIAAIOMKE (aKT TOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XHOM HOCHTENE M JIyOIMKATHI
PETUCTPAMOHHBIX YOCTOBEPEHHI JICKAPCTBEHHBIX MPEMAapaTOB JIJIsl MEIUIIMHCKOTO MPUMEHEHUS ¢ | stHBaps
2026 r. HE BBIIAIOTCS

4. B TeyeHue MATH paboOUMX JHEH CO JHS MOCTYIUICHHs yKa3aHHOTO B YacTW 1 HacrosIiied craThu
3asIBJICHUS] ¥ HEOOXOJMMBIX JOKYMEHTOB YITOJTHOMOYCHHBIH (pe/iepaabHbIil OpraH UCIIOJIHUTEIILHOM BIIACTH:

1) mpoBOIUT TPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHUM, COACPKAIIMXCS B IMPEACTABICHHBIX
3asiBUTEJIEM MaTepUanax;

2) MpUHUMAET pEIIeHHe O MPOBEACHNUH YKA3aHHBIX B YACTW 2 HACTOSIIEH CTaThbU COOTBETCTBYIOIINX
9KCIIEPTH3 JICKAPCTBEHHOTO CPEJICTBA WM 00 OTKa3e B UX IPOBEJICHHUY;

Hupopmayus 06 usmenenusix: Ilynkm 3 usmenen ¢ 30 smeaps 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus nynkra 3 (B pepaxkuuu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacaroluecss IPEeNOCTaBIEHUs TOCYIAapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro mnpumeHenus nocpencrsoM EITMC3 u (wm) ElMTY, npumeHsiotes ¢ 1 susaps 2026 r.
PerucrpaliiOHHBIE YIOCTOBEPEHHS JEKAPCTBEHHBIX IIPENApaToB I MEOULIMHCKOrO IPUMEHEHUS,
MOATBEPKAAIOMIKME (haKT TOCYAApCTBEHHOM pETHCTpalid, Ha OyMa)XHOM HOCHUTENE M JIyOJHMKAThI
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MPENapaToB s MEIUIIMHCKOTO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

3) HampaBiser B JHYHBIA KaOWHET 3asBUTENs B €IWHOW CHCTeME NOJNMCAHHOE YCHICHHON
KB (PUIUPOBAHHON 3ITEKTPOHHOW MOAMUCHI0 YBEAOMIICHHE O MPUHATOM PENICHUH WK B CIy4ae MPHHATHS
penieHus 00 0TKa3e B MPOBEACHUN COOTBETCTBYIOIIEH IKCIIEPTU3bI C yKa3aHUEM MTPUYUH TaKOTO OTKa3a.

Hupopmayusn 06 usmenenusx:  Yacmo 4.1 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

I'APAHT: ITonoxxenus yactu 4.1 (B pemaxuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-@3),
KacarolMecs IPEIOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAIEHMH JIEKAPCTBEHHBIX CPEICTB JUIST
MeauuMHCKOro npumenenus nocpeactsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 aasaps 2026 .
PerncrpanvioHHBIE  VIOCTOBEPEHHUS JIEKAPCTBEHHBIX IPENApaToB I  MEOUIIMHCKOTO IIPHMEHEHHS,
MOATBEPXKAAIOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XKHOM HOCHTENE M JIyOJIHMKATHI
PETUCTPAIIMOHHBIX YOCTOBEPEHHN JICKAPCTBEHHBIX MPEMApPaTOB JIJIsl MEIUIIMHCKOTO MPUMEHEHUS ¢ | stHBaps
2026 T. He BBIIAIOTCSA

4.1. B ciiydae BBISIBIEHUS HEOCTOBEPHOCTH CBEJEHUH, COJIEPIKAIINXCS B IPEACTABICHHBIX 3aIBUTEIEM
MaTepHajax, YIOoJTHOMOUYCHHBIN (eepalbHblid OpraH UCIOIHUTEILHON BIACTH HAMPABIIsieT B IMUHBIA KaOUHET
3asBUTENST B CIMHOW CHUCTEME 3ampoc 00 YTOUHEHHH YKa3aHHBIX CBEACHHWH, MOANMHCAHHBIA YCHICHHOM
KBaTH(DUIIUPOBAHHON 3NEKTPOHHOM MOAMMUCHIO.

Hndopmayusa 06 usmenenusx:  Yacmo 4.2 usmenena ¢ 30 aneaps 2024 2. - @edeparibHbll 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 4.2 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
Kacaroluecs: IMPEJIOCTaBICHUS TOCYJApCTBEHHBIX YCIYyr IMPU OOPAIICHHH JICKAPCTBEHHBIX CPEICTB JUIS
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MeauuuHCcKoro npumenerus nocpencrsom EI'MC3 u (mum) ENIY, npumensatotca ¢ 1 gasaps 2026 r.
PerucrpallMoOHHBIE  YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPEHapaTroB I  MEQULIMHCKOrO IPUMEHEHUS,
MOATBEP KAAONME (aKT TOCYyIapCTBEHHOM perucrpaludd, Ha OyMa)KHOM HOCHUTENIE M JyOJIHMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHH JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS

4.2. 3asgBuTens 00si3aH HANPaBUTh B JIMYHBIA KAaOWHET YMOJHOMOYEHHOTO (eaepallbHOTO OpraHa
UCIIOJTHUTEIBHOW BIIACTH B €IMHOM CHUCTEME IMOJIMCAHHBIN YCHUIICHHOW KBaJIH(UIMPOBAHHON 3IEKTPOHHOM
MOAMMCHIO OTBET Ha 3alpocC YIMOJHOMOYEHHOTO (elepalbHOr0 OpraHa MCIONHHUTEIBHOW BIACTH B CPOK, HE
MPEBBIIAIOIINN JIeBTHOCTa paboynx AHEH CO AHA IOJYYECHHUS YIMOTHOMOYEHHBIM (efepalbHbIM OpraHOM
HCTIOTHUTENBHON BJIACTH 3JIEKTPOHHOIO YBEIOMIIEHHUS O TOJY4YeHHMH 3asBHUTENEeM JaHHOTo 3ampoca. Cpok,
yKa3aHHBIH B YaCTW 4 HacTosIlel CTaTbu, NPUOCTAHABIMBACTCA CO JHS HANpaBliCHHS B JIMYHBIA KaOWHET
3asBUTENS B CIUHOM CHCTEME 3arpoca YIOJIHOMOYEHHOTO (e/lepallbHOr0 OpraHa MCTOJHUTEIBHOM BIACTH JI0
JIHSI HATpaBJICHHUS B JIMYHBIH KaOWHET yMONHOMOYEHHOTO (elIepajbHOr0 OpraHa HCIOJHUTEIHLHON BIACTH B
€IMHOI crcTeMe OTBETa Ha JaHHBIA 3allpOC M HE YYWUTHIBAETCS MPHU MCYUCIEHUU CPOKA MPHUHITHS PEIIECHUS O
BHECEHMH HM3MEHEHWH B JIOKyMEHTHI, COJIEpKaIlhecs B PETHCTPAIMOHHOM JOChE HA 3apETHCTPHUPOBAHHBIN
JIeKapCTBEHHBIN TIperapar JJisi MeIUIIMHCKOTO MTPUMEHEHHSI.

Hnpopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 6 uacmo 5
cmamou 30 nacmoswezo DedepanbHo20 3aKOHA BHECEeHbL UMeHenus, 8cmyrnarouwue 8 cusy ¢ 1 wons
2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

5. OcHOBaHHEM Ui OTKa3a B MPOBCACHUHM YKAa3aHHBIX B YaCTW 2 HACTOSIIEH CTaTbU JKCIEPTHU3
SIBIISICTCSL MPEJICTABICHUE JOKYMEHTOB, TMEPEUMCICHHBIX B YacCTAX 1 m 3 HacTosieil cTaThy, B HEMOTHOM
o0beMe, HEMPeICTABICHUE 3asIBUTENIEM B YCTAHOBJICHHBIN CPOK OTBETA HA yKa3aHHBIH B YacTW 4.1 HacTosmei
CTaThH 3alpOC YIOJIHOMOYEHHOTO (elepaJbHOI0 OpraHa WCIOJHUTEIBHOW BIIACTH, a TAKXKE OTCYTCTBHE B
MPEJICTABJICHHBIX JOKYMEHTaX JIOCTATOYHBIX CBEACHUMN, TOJTBEPKAAIONUX HEOOXOJUMOCTh BHECCHHS
W3MEHEHUH, WM OTCYTCTBHE HMH(OpMalWH, TMOATBEpKAaromeld (akT ymiaTel TOCyAapcTBEHHBIX IOILIMH,
YKa3aHHBIX B YACTU 3 HACTOSIICH CTaThH.

6. Yka3aHHbIE B YaCTW 2 HACTOSIIEH CTaThU SKCHEPTH3BI MPOBOMSATCS B MOPSIKE, YCTaHOBICHHOM
ctaTben 23 nacrosiero deaepaabHOro 3aKoHa.

Hupopmayus 06 usmenenusix: Hacmo 7 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus yvactu 7 (B pemakuuu PegeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
Kacarolluecss IPENOCTaBIEHNUs TIOCYIAapPCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBLIX CPEICTB IS
MeIUIUHCKOro mnpumeHenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaliMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPENapaToB I MEOULIMHCKOrO IMPUMEHEHUS,
MMOATBEPKAAIOMINE (haKT TOCYAApCTBEHHOW PETHCTpald¥, HAa OyMa)XHOM HOCHUTEIE M IyOJHMKAThI
PETUCTPAIIMOHHBIX YIOCTOBEPCHHH JICKAPCTBEHHBIX MPEMAapaToB I MEIUIIMHCKOTO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

7. B cpok, He TIPEBBIMIAIONTNN TATH pabOYMX JHEW CO JHS HaMpaBiICHUS IOCPEACTBOM ELVHOIo
rnopTtana B YyIOJIHOMOYEHHBIH QenepalbHbld OpraH WCIHOJHHUTEIBHONH BIIACTH WU JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO (pelepallbHOTO OpraHa WCIIOJHUTENBHOW BJIACTH B €QUHOW CHCTEME IOJIMUCAHHBIX
YCUJICHHBIMU KBaJTU(UIIMPOBAHHBIME ONIEKTPOHHLIMU MOAMNUCAMW 3aKIIOYEHUH KOMHCCHU SKCIEPTOB IO
pe3yabTaTaM yKa3aHHBIX B YACTV 2 HACTOSIICH CTAThU DKCIEPTH3, YIIOJHOMOUYCHHBIH (elepaibHbIi OpraH
HCTIOJIHUTENBHOM BIACTHU:

1) npuHUMaeT pelleHre O BHECEHUH HW3MEHEHHUIl B JTOKYMEHTHI, COJepiKalluecs: B perucTpaloHHOM
JOChE Ha SBPCFPICTPI/IpOBaHHI)II\/'I HeKapCTBCHHLIﬁ npenapar it MEANIUHCKOTO NPUMEHCHUA, UIIN 06 OTKa3€ BO
BHCECCHHU TAKHUX HSMGHGHI/Iﬁ;

Hupopmayus 06 uzmenenusix: Ilynkm 2 usmenen ¢ 30 sneaps 2024 2. - ®edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus nynkra 2 (B pemaxkuauu PegeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarolluecss IPEeNOCTaBIEHUs TOCYIAapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIUHCKOro npumeHenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpanronHsple  yJAOCTOBEPCHHS JICKAPCTBEHHBIX MPEMNApaToB JUIsi MEJIMIMHCKOTO MPUMEHEHUS,
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MMOATBEPKIAroIe (aKT TOCYHApPCTBEHHOW pErUCTpaliy, Ha OYyMa)XHOM HOCHUTEIE U IyOJIMKaThI
PETUCTPATUOHHBIX V}IOCTOBepeHI/Iﬁ HeKapCTBeHHI)IX HpenapaTOB JIJIsT MEAUITUHCKOI'O HpI/IMeHeHI/IH C 1 SIHBapH
2026 1. HEe BBIIAOTCS

2) BHOCUT B FOCYJapCTBEHHbI/ PEeeCcTp JIeKapCTBEHHBIX CPEICTB HA OCHOBAHHH PEIICHUS O BHECCHUU
W3MEHEHUI B JIOKYMEHTBHI, COJEp)Kallhecs B PETUCTPAlMOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIN
JIeKapCTBEHHBIN Tperapar JJisi MeIUIITHCKOTO MTPUMEHEHHS, HeOOXOIMMbIe H3MEHEHUS;

Hupopmayusn 06 usmenenusx: Ilynkm 3 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxxenus nyHkra 3 (B penakuuu PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-©3),
KacarolMecs IPEIOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIlEeHMH JIEKAPCTBEHHBIX CPENCTB JUIST
MeauUUHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENTY, npumensaoTca ¢ 1 gasapa 2026 .
PerncrpanioHHBIE  VIOCTOBEPEHUS JEKAPCTBEHHBIX IPENApaToB IS  MEOUIMHCKOTO IIPUMEHEHHS,
MOATBEPXKIAAOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)KHOM HOCHTENE M IyOJIHMKATHI
PETUCTPAIMOHHBIX YAOCTOBEPEHHI JICKAPCTBEHHBIX MPEMAPATOB JIJIsl MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 T. He BBIIAIOTCS

3) BbLIAET 3asBUTEII0 HOBOE PETMCTPALIMOHHOE yIOCTOBEPEHUE JIEKAPCTBEHHOIO Ipenapara B Cilydae
W3MEHEHUS. CBEACHUM, COAEPXKAIIMXCS B HEM, IIyTEM HAIPaBICHMs 3asABUTEII0 IIOCPEIACTBOM €UHOro
rnoprarna wid B JIMYHBIA KaOWHET 3asBHUTENS B €AMHON CHUCTEME BBIMHCKM U3 TOCYIApCTBEHHOI'O peecTpa
JIEKapCTBEHHBIX CPEICTB, MONMUCAHHON YCHJICHHOW KBaTH(DUIIMPOBAHHON 3I1EKTPOHHOW MOAMUCHIO.

8. OcHoBaHmeM misi OTKa3a BO BHECEHHHM W3MEHEHHH B JOKYMEHTHI, COJepXamuecss B
PETHCTPALIIOHHOM JIOChE HA 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpeTapar JUisl MEIUILMHCKOrO IPUMEHEHUS,
ABJSIETCSl 3aKJIIOYEHHE YIIOJHOMOYEHHOIO (pelepaqbHOro OpraHa HCIIOJHUTEIbHOM BIIACTH O BO3MOKHOCTH
CHIDKEHHSI 0€3011aCHOCTH, KauecTBa, IPPEKTVBHOCTU NTIEKAPCTBEHHOrO CPECTBA B Cllydae BHECCHUS TaKUX
HM3MEHEHUM.

Undopmauyus 06 uzmenenusx: DedeparibHbIM 3aKoOHOM om 22 oOexkabpa 2014 2. N 429-D3 yacms 9
cmamou 30 nHacmosiweco Dedepanvioco 3aKOHA U30NCEHA 8 HOB80U pedakyuu, ecmyrnarowed 6 cuny ¢ 1
urwna 2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

9. ILOHYCKB,QTCS{ O6paH.[6HI/Ie JICKApCTBCHHBIX MpCNapaTtoB I MCOAUIMUHCKOIO IMPUMCHCHUA 10
HUCTCUCHUA CPOKa TOAHOCTHU, NPOMU3BCACHHBLIX B TCYCHUC CTa BOCBMHUICCATH ,Z[Heﬁ ocJjie AaTbl MPUHATUA
YHIOJIHOMOYCHHBIM (I)e,[[epaJ'ILHLIM Opranom HCIIOJIHUTEIIBHON BJIACTH peuicHuss O BHECCHHUU H3MCHCHHMI B
AOKYMCHTBI, COACPIKAIIIUECA B PETUCTPAIIMOHHOM OOCHE, B COOTBETCTBUU C I/IH(I)OpMaIII/IeI‘/'I, conepmameﬁca B
JAOKYMCHTAX pEeruCTpaiuOHHOI0 J1O0ChHE HA J'ICKapCTBeHHHﬁ nmpemnapar 40 AAaThl IPUHATHAA TaKOTr'0 pCIICHU.

Hupopmayus 06 usmenenusx: Cmamos 30 donoanena uacmoio 10 ¢ 8 mapma 2022 2. - @edepasibHbll
3aKoH om 8 mapma 2022 2. N 46-D3

10. TIpaButenscTBo Poccuiickoit denepaiuu BripaBe yCTaHOBUTH OCOOEHHOCTIN BHECCHHUS] M3MEHECHUI
B JIOKyMEHTBI, COJEPKAIIUECSH B PETUCTPALMOHHOM JIOChE HA 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar
IUIS. METUIIMHCKOTO MTPUMEHEHUS, B cIy4ae Ae(heKTYphl MM PUCKA BOSHUKHOBEHUSI IEPEKTYPhI JICKAPCTBEHHBIX
IIpenapaToB B CBSI3M C BBEACHHEM B OTHOLIEHMM Poccuiickoil ®enepanuyu OrpaHUYHUTEIBHBIX MEP
SKOHOMHYECKOI0 XapaKTepa.

T'APAHT: Cum. KOMMeHTapum k cratbe 30 HacTosmero deaepanbHOTO 3aKOHA

T'APAHT: Jlo 31 nexadpsa 2025 1. BHECEeHME H3MEHEHUM B PETHMCTPALMOHHOE OCHE JIEKAPCTBEHHBIX
MperapaToB IS BETEPUHAPHOTO MPUMEHEHHUs, NPOM3BEACHHLIX Ha Tepputopud PD B 1emsx
AMIIOPTO3aMEIIEHHUI, OCYLUECTBMNAETCH B YBEIOMHUTEILHOM MOPSAKE C MUCHMEHHBIM O0S3aTELCTBOM B
TeueHue 12 MecsIeB mociie BHECEHUS U3MEHEHUH MPECTaBUTh BCE HEOOXOIUMBIC OTUETHI

Cratbsa 31. BHecenne u3MEHEHHWH B JOKYMEHTHI, COJAEPIKAIIHECS B PETHCTPAIMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JTEKAPCTBEHHBIH MTpenapaT I BETEPUHAPHOTO IPUMEHEHHSI

Hupopmayus 06 usmenenusx: Yacmo 1 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywiyro pedakyuro

T'APAHT: IMonoxenust wactu 1 (B pemakumu PefepanbHoro 3akoHa ot 30 sueaps 2024 r. N 1-®3),
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

KacarolUecss IPENOCTaBIEHNUs TIOCYIAPCTBEHHBIX YCIIYIT MIPH OOpallleHWH JIEKAPCTBEHHBLIX CPEICTB JUISL
BerepuHapHoro npumenenus nocpeactsoM ENMTY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOmukars
PETUCTPALIMOHHBIX YIOCTOBEPEHUI JIEKAPCTBECHHBIX MPEMapaToB Il BETEPHHAPHOIO IPUMEHEHHS ¢ 1 sHBapst
2026 r. HE BBIIAIOTCS

1. B mensx BHeceHHs W3MCHEHHI B JOKYMEHTBI, COJCpIKAIIMeCs B PErHCTPAIMOHHOM J0ChE Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar il BETCPUHAPHOTO MPUMEHEHUS, IEPKATEeNb WIN BIaJelell
PETHCTPALIMOHHOTO  YAOCTOBEPEHHS JIGKAPCTBEHHOTO IIpermapara WM  YHOJHOMOYEHHOE WM JApYroe
FOPUAMYECKOE JIUIO (Jajiee B HACTOSIICH CTAaThe - 3asBUTEIb) HAMPABISAET MTOCPEACTBOM E€AMHOI0 noprarna B
YIOJTHOMOYEHHBIH  (peiepalibHBId  OpraH  HWCIOJHUTENBHONH  BIACTH  MOJANUCAHHOE  YCUJICHHOW
KBATM(UITUPOBAHHONW ONIEKTPOHHOW TMOAMNUCLIO 3asBICHUE O BHECCHMM TaKMX WM3MEHEHUU IO Qopme,
YCTaHOBJICHHOM YIIOJHOMOYEHHBIM (heiepaibHbIM OPraHOM MCIIOJHUTEIBHONW BJIACTH, M MPHJIAraeMbIe K HEMY
U3MCHEHHUS B YKa3aHHBIC JTOKYMEHTBI, a TAaK)Xe JOKYMEHTBI, MOATBEPIKIAIONINE HEOOXOIMMOCTh BHECECHHUS
Takux W3MeHeHud. [Ipu HEOOXOAMMOCTH BHECEHHMs M3MEHEHHH B JIOKYMEHTBI, COJAEpIKaIlMecs B
PETUCTPAIIMOHHOM  JIOChE€ HAa 3aperdMCTPUPOBAHHBIM JIEKAPCTBEHHBIA IpemnapaT il BETEPUHAPHOTO
MPUMEHEHUs, B CIydasXx H3MEHEHHs ¥ (WIU) JOTOJHEHHWS NPOHM3BOACTBEHHOHN IUIOIMAJKH JICKAPCTBEHHOTO
Cpe/lcTBa, a TaKKe H3MEHEHHWs IoKa3arened KadecTBa JIGKAPCTBEHHOTO Mpernapara Juisi BETEPHHAPHOTO
MpUMEHEeHUsT ¥ (MIKM) METOJOB KOHTPOIS KadyecTBa JIGKAPCTBEHHOIO TMperapara Juis BETEPUHAPHOTO
MPUMEHEHUS 3asBUTENb JOMOJHUTEILHO HAMPABISACT MOCPEACTBOM EIMHOrO IMOpTada B YIOJTHOMOUCHHBIH
(henepanbHBIN OpraH UCMIOJHUTEIHLHON BIACTH CIIEAYIONINE TOKYMEHTHI (CBEICHUS ):

Hupopmavyus 06 usmenenusx: Ilynkm 1 usmenen ¢ 1 saneapsa 2021 2. - ®edeparsibHbIlU 3aKoH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyto pedakyuro

1) CBCACHHA O [aTC€ IMPCAOCTABJICHHUA U PETUCTPAIMOHHOM HOMCEPE JIMICH3UM Ha HNPOU3BOACTBO
JICKaAPCTBCHHBIX CPCACTB, Hpel[OCTaBJ'ICHHOﬁ MMPOU3BOJUTCIIIO JICKAPCTBCHHOT'O IIpCIiapaTa JJid BETCPUHAPHOI'O
OPpUMCHCHUSA, NI pOCCHﬁCKHX HpOI/I3BO,Z[I/ITeJ'ICI71;

Hngopmayus 06 usmenenusx: Ilynkm 2 usmenen c¢ 1 smsaps 2021 . - ®edepasibHbil 3aKkoH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyro pedakyuro

2) cBeleHMSI O JaTe MPEAOCTABICHUS W PETUCTPALMOHHOM HOMEpE JMIICH3UU Ha MPOU3BOJCTBO
JICKApPCTBEHHBIX CPEJCTB, MPEAOCTABJICHHOW MPOM3BOIUTEINO (apMaIleBTHUECKON CYOCTAaHIIUU, BXOASIIEH B
COCTaB JIEKApCTBEHHOI'O Mpernapara Jijisl BETEpUHAPHOTO MPUMEHEHUS, ISl POCCUMCKUX MTPOU3BOIUTEIIEH;

3) xommsl TOKYMEHTA, BBIIAHHOTO YIIOJHOMOYEHHBIM OPTaHOM CTPaHBI MPOU3BOIAUTEINS IS KaXKIOU
MPOU3BOJCTBEHHON IUJIOMIAJIKA JIEKAPCTBEHHOIO TMpenapara JJisi BETEPUHAPHOTO MPUMEHEHHS U
ITOATBEPKJAIOMIETO COOTBETCTBHE TPOM3BOAUTENS JICKAPCTBEHHOIO IIpermapara TpeOoBaHUSAM MpaBusl
HaJyIeKalled IPOU3BOJICTBEHHON MPAKTUKU, U €r0 NEPEBOJ HA PYCCKUM SI3bIK, 3aBEPEHHBIE B YCTaHOBIECHHOM
TIOPSIIIKE, 8 TaK)Ke KOMHS 3aKIIOYEHHSI O COOTBETCTBHH NPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHHUIM
MpaBUJI HAJJIXKAIIEH MPOW3BOJICTBEHHON IMPAKTHKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (hefepallbHBIM OpPTraHOM
WCTIONHUTENBHON BIACTU ISl KaXIOH MNPOU3BOACTBEHHOW IUIOMIAAKU JIEKAPCTBEHHOrO Ipenapara Ajis
BETEPHHAPHOTO MPHMEHEHUs, JIM0O KOMUS PEeIIeHUs O MPOBEICHUH WHCIEKTUPOBAHUS TPOU3BOIAUTEINS
JICKApPCTBEHHBIX CPEJNICTB, MIPUHITOTO YIOJHOMOUYCHHBIM (heiepalibHbIM OPTaHOM WCIIOTHUTEIHHON BIIACTH IS
KaXJI0 TPOU3BOJICTBCHHON IUIOMIAAKK JICKAPCTBEHHOTO IIpemapara Ui BETEPUHAPHOTO IPUMECHCHUS.
YkazaHHblE JOKYMEHTBI NPEACTABISAIOTCS B CIIy4ae, €CJId MPOU3BOJCTBO JIEKAPCTBEHHOTO mpenapara s
BETEpUHAPHOT0 NPUMEHEHHUS OCYLIECTBIIAETCS 3a npeaenamu Poccuiickoit denepanuu;

4) xomms JIOKYMEHTa, BBIIAHHOTO yIOJHOMOYEHHBIM OPraHOM CTPaHBl  TPOU3BOJUTEIS
(apMareBTHYECKOH CYOCTaHIIMKM U TOATBEPKAAIONIETO COOTBETCTBUE IMPOM3BOIUTEINS (DapMaleBTUYECKON
cyOCTaHIINHM, BXOISIIEH B COCTaB JIEKAPCTBEHHOTO Tpenapara il BEeTEPHHAPHOTO MMPUMEHEHNS, TPEOOBAHUIM
NnpaBuil HaJuiekallel NpOU3BOJACTBEHHON NPAKTUKH, W €ro MEPEeBOJ HA PYCCKUI S3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM TIOPSIKE, B CIy4ae, €CIIA MPOU3BOACTBO (papMaIleBTHUECKOW CyOCTaHIIMKA OCYIIECTBISIETCS 3a
npeaenamu Poccuiickoit @enepanuu.

Hupopmauus 06 usmenenusx:  Yacmo 1.1 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30

aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus yactu 1.1 (B pemakuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-©3),
KacarolMecs IPEIOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAalIeHMHM JIEKAPCTBEHHBEIX CPEICTB JUIS
BETEpUHAPHOro mpuMeHeHust mocpenactsoM E[MTY, npumenawoTca ¢ 1 saBaps 2026 1. JyOnmkaTh
PETUCTPALIMOHHBIX YIOCTOBEPEHUI JIEKAPCTBECHHBIX MPEIapaToB Il BETEPHHAPHOIO IIPUMEHEHHS ¢ 1 sHBapst
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

2026 1. HE BBIOAIOTCS

1.1. B cmydae wm3meHeHns W (WUIM) JOTIONHEHHUS MPOM3BOJICTBEHHOW IUIOIMIAIKH JIEKAPCTBEHHOTO
Cpe/icTBa TIOKYMEHTHI, YKa3aHHbIE B YACTW 1 HaAcCTOSIIEH CTaThu, MPEJCTABISIFOTCS 3asSBUTENIEM B OTHOIICHUH
M3MEHsAeMOW W (WJIM) JOMOJIHAEMOW IPOW3BOJCTBEHHON IUIOMIAIKH JEKapCTBEHHOTO cpeAcTBa. Pemenne o
BHECEHHMH HM3MEHEHUH B JIOKyMEHTHI, COJIEp)KaIlHecs B PETHCTPAIMOHHOM JO0ChE Ha 3apETUCTPHUPOBAHHBIN
JIEKapCTBEHHBIN Tpenapat Ui BETEPUHAPHOTO MPUMEHEHUs, Wik 00 OTKa3e B MX BHECEHUH MPHHUMAETCS B
cily4ae HEOOXOIMMOCTH TPOBEACHUS SKCIEPTH3bl JIGKAPCTBEHHOTO CPEJICTBA B CPOK, HE MPEBBINIAOIINAN
JIEBSTHOCTA PabounX JIHEH, a B OCTAJIBHBIX CIydasX B CPOK, HE MPEBBIMIAIONIUN TPUIIATA pab0OvUX JHEU CO JTHS
HaIpaBJeHUs TOCPEICTBOM E€4VHOro rnopTaria B YMOJHOMOYCHHBIN (elepalbHbli OpraH HCIIOIHUTEILHOM
BJIACTH 3asIBJICHUS O BHECEHUH TaKUX M3MEHEHUH.

Hupopmayus 06 usmenenusix:  Yacme 1.2 uzmenena ¢ 30 susaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenus yactu 1.2 (B pemaxkuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacarolluecsl IPEeNOCTaBIEHNs TIOCYJapCTBEHHBIX YCIYrT HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
BETEPUMHAPHOTO mpuMeHeHns mnocpeactsoMm ENTY, npumeHsaoTes ¢ 1 sgasaps 2026 1. JIyOnukarsl
PErUCTPALMOHHBIX YIOCTOBEPEHUHN JIEKAPCTBEHHBIX MPENapaToB Jisl BETEPUHAPHOTO MPUMEHEHHUS ¢ | stHBapst
2026 r. He BBIIAIOTCS

1.2. B cayuae peopraHuzani JAepyKaTeisl WIM BIAJENblla PErUCTPAlMOHHOTO YyIOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara Jjs BETePHUHAPHOTO TPUMEHEHMs, pa3paboT4WKa WIH TPOU3BOAUTEINS
JIEKapCTBEHHOTO TMperapara ajs BETEPHHAPHOTO TPUMEHEHHWs B 3asBJICHHM O BHECEHHM HW3MEHEHHH B
JOKYMEHTBI, COACPIKAIUECS B PETUCTPAMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Iperapar
JUIs  BETCPHHAPHOTO TIPUMEHEHHUS, YKa3bIBAIOTCS JaHHBIE JOKYMEHTa, IIOATBEP)KIAIOIIEr0 BHECCHHE
COOTBETCTBYIOIINX W3MEHEHNH B EMWHBINA TOCymapCTBEHHBIH peecTp FOPUAMYECKUX IUIl (IS OpraHH3allwid,
3aperucTpUPOBAaHHBIX Ha Teppuropuu Poccuiickoit denepanun), WM MHOTO AOKYMEHTA, [TOJITBEPIKIAIOILETO
pEOpraHu3aluio FOPUANIECKOro JULA (U1 OpraHu3aluii, He 3aperuCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit
®denepanun). 3asBIeHNE O BHECCHUN M3MEHEHUH B TOKYMEHTHI, COEPKAIINECs B PETHCTPALIMOHHOM J0Che Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM INpenapar JUlsl BETEPUHAPHOTO NPUMEHEHUS, U NPUIAraeMble K HEMY
JOKYMEHTBl HaNpaBISIIOTCS TOCPEACTBOM E4WHOro ropTrarna B YIOJTHOMOYEHHBIH (eaepalbHbI Opra
WCTIONIHUTENLHOM BIIACTH HE MO3JHEE YeM 4Yepe3 TPUALATh padodYHuXx AHEH CO JTHS BHECEHHUS! COOTBETCTBYIOIINX
u3MeHeHN B EMUHBINA rocyaapCTBEHHBIN peecTp IOpUANYECKUX JIMILL (U1 OpraHM3alni, 3apEerUCTPUPOBAHHBIX
Ha Tepputopun Poccuiickolt ®epepanuu) WM CO JHA TMPHUHATHS COOTBETCTBYIOLIETO JOKyMEHTA,
MTOATBEP)KIJAIOIIET0 PEOPraHU3aINI0 IOPUINIECKOTO JIMIA (JUIsI OpraHu3alfif, HE 3apEeTUCTPUPOBAHHBIX Ha
tepputopur  Poccuiickoit  ®emeparmu). B ciywae  peopraHuzanudyd - AepKaTels WM - BIAJeNiblia
PETHCTPALIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Mpenapara JIjisl BETEpHHAPHOTO IPUMEHEHUS 3asIBIICHUE O
BHECEHUM HM3MEHEHUH B JOKYMEHTBI, COIEpKaIlMecs B PETHCTPAlMOHHOM JOChE HA 3apETHCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapar A BETEPUHAPHOI0 MPUMEHEHNUS, IOAAETCS IOPUANIECKIM JTUIIOM, KOTOPOMY B XOZ€E
peopraHn3aluy NepeiaHo MpaBo BIaJECHUS TAKUM PETUCTPALMOHHBIM yIOCTOBEPEHUEM.

Hnpopmayus 06 uzmenenusx: @DeodeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-®D3 & uacmo 2
cmamou 31 nacmosiuezo DedepanivHoco 3aKOHA 6HECeHbl UzMeHeHus, ecmyrnarwue 8 cusny ¢ 1 uwons
2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

2. B CJIydya€ BHCCCHHUA U3MEHEHUNA B JAOKYMCHTBI, COACPIKAIIUCCA B PETUCTPALIMOHHOM IOOCHBE Ha
3apCFHCTpHp0BaHHLIﬁ JIeKapCTBCHHBIf/i npemnapar ajid BCTCPpUHAPHOI0 NPpUMCHCHUA, B OTHOILICHUU CBG,[[CHI/If/i,
yKa3aHHBIX B MOAMyHKTax "e", "x", "k", "n", "H", "¢", "X" nyHkTa 7 4actm 3 cTaTb 17 HACTOSIIETO
OenepadbHOTO 3aKOHA, M3MEHEHHWs U (WIM) MOMOJHEHHUs MPOU3BOJCTBEHHON IUIOMIAAKU JIEKAPCTBEHHOTO
CpC€ACTBA, a TAKIKE B ClIyda€ U3BMCHCHUA IIOKa3aTelied KayecTBa JICKApCTBCHHOT'O Ipcrapara AJis1 BETCPUHAPHOT'O
npuUMeHeHUsT W (WIM) METOJOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO IMIpemapara il BETEPUHAPHOTO
NIPUMCHCHUSA IMPOBOJUTCA OKCHIEPTU3aA JICKAPCTBEHHOI'O CPpEACTBA IJId BETCPUHAPHOI'O IMPUMCHCHUS. B ciydac
HEOOXOAMMOCTH BHECCHHUS MHBIX W3MCHCHHHA B JOKYMEHTHI, COIEPKAIIHECS B PETHCTPAIMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  mpemapar JUisl  BETEPUHAPHOTO  MPUMEHEHHUS, JKCIepTHU3a

JIEKapCTBEHHOTO CPECTBA ISl BETEPHHAPHOTO IPUMEHEHHSI HE TIPOBOTUTCS.

Hupopmayusn 06 usmenenusx: Qacmo 3 usmenena ¢ 30 ausaps 2024 2. - @edeparibHbili 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

T'APAHT: IMonoxenus yvactu 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
Kacaroluecss IPEeNOCTaBIEHNs] TOCYIAapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
BETEPHMHAPHOTO mpuMeHeHns mnocpeactsoMm ENMTY, npumeHstoTcs ¢ 1 saBaps 2026 1. JIyOnukaTsl
PETUCTPAIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENApaToB ISl BETEPUHAPHOTO MIPUMEHEHHS ¢ | sTHBaps
2026 1. HE BBITAIOTCS

3. 3asgBuUTEID BIIpaB€ NpPECACTAaBUTH IIO coOCTBEHHOI NHUIIMATUBE BMECTC C 3asABJICHUEM O BHCCCHUU
W3MEHEHUH B JOKYMEHTBHI, COJAEp)KallhNecs B PETUCTPAllMOHHOM JIOCh€ Ha 3apeTHCTPUPOBAHHBIN
JIeKapCTBEHHBIA TIpenapar il BETEPUHAPHOTO IMPHMEHEHUS, PEKBU3HUTHI JOKYMEHTOB, MOITBEPKIAIOIINX
YIUIaTy TOCYAAPCTBEHHON MOIUIHHEI 32 BHECEHHE B IOKYMEHTHI, COJIEPKaIINecs B PETHUCTPAIIMOHHOM JIOChE Ha
3apErHCTPUPOBAHHBIA JIEKAPCTBEHHBIH Mpenapatr Ijs BEeTePHHAPHOTO NMPUMEHEHUs, W3MEHEHHUH, TpeOyomux
MIPOBEICHHSI SKCIIEPTH3BI JIEKAPCTBEHHOTO CPEJICTBA, UM U3MEHEHHH, He TPEOYIOIINUX MPOBEIEHUS IKCIIEPTH3BI
JICKapCTBEHHOTO CpeAcTBa. B  ciydae HEOOXOJUMOCTH W3MEHEHHWS CBEACHWUW, COICpXKAIIMXCS B
PETUCTPAallMOHHOM YAOCTOBEPEHHM JICKAPCTBEHHOTO TMpermapara JUisi BETEPUHAPHOTO MPUMEHEHUs, C
3asBJICHUCM, YKa3aHHBIM B 4acTn 1 HaCTOﬂIIIeI\/'I CTaTbH, 3asBUTCJIb BIIPABC IMPCACTABUTH IIO COGCTBGHHOI\/'I
WHHUIOHUATUBC PCEKBU3UTHI JOKYMCHTA, MOATBCPKAAIOIICTO YIUIATY FOCYI[apCTBeHHOI\/'I NOHIJIMHBI 3a BbIAAYY
PETUCTPallMOHHOTO yIOCTOBEPEHUS JICKAPCTBEHHOTO TperapaTa. 3asBUTENb BIpaBe MPEACTaBUTH 110
COOCTBEHHOW WHUIIMATHBE CBEACHUS O JIMIICH3UAX, YKa3aHHBIC B MYyHKTaX 11 2 yactn 1 Hacrosmen cTaTeu, a
TaKXKXC€ BbIAAaBACMbIC YIIOJTHOMOYCHHBIMU Q)eﬂepaHI)HLIMI/I OopranaMu HCIIOTHUTENLHON BIIACTH JOKYMCHTHEI,
yKazaHHble B MyHKTE 3 4YacTu 1 Hactosimeil cratbu. B ciydae HempencTaBleHHs yKa3aHHBIX JTIOKYMEHTOB
(cBenmeHmil) YMONTHOMOYEHHBIH (QenepalbHblii OpraH MCIIONHATENBHON BJIACTH 3alpalliBaeT yKa3aHHBIC
JIOKYMEHTHI (CBEJIEHU) B TOPSAIKE MEKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aNMOICHCTBUSI.

4. B cpok, He MPEBBIAOIIKN ecaTH pabounx AHEH cO THS MOCTYIJICHUS YKa3aHHOro B 4Yactu 1
HACTOAIIEH CTaThbW 3asBICHUS M HEOOXOAMMBIX JOKYMEHTOB, YIIOJHOMOYCHHBINH (eAepalbHbIi OpraH
HCTIOJIHUTENBHOM BIaCTHU:

1) mpoBOIUT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH CBEACHUMN, COICPIKAIIMXCS B IPEACTABICHHBIX
3asABUTCIICM JOKYMCHTAX;

2) IpUHUMAET PEUICHUE O MPOBEIECHUU SKCIEPTU3Bl JIEKAPCTBEHHOTO CPEACTBA /IS BETCPUHAPHOTO
MIPUMEHEHUS WU 00 0TKa3e B €€ MPOBEICHHH;

Hupopmayus 06 uzmenenusx: Ilynkm 3 usmenen ¢ 30 smeaps 2024 2. - ®edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus nynkra 3 (B pemaxkmuu PegeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
KacarolHMeCs] IPENOCTABICHUS I'OCYLAPCTBEHHBIX VCIAYI IOPU OOpAIEHHH JIEKAPCTBEHHBIX CPENCTB IS
BeTepUHApHOro mpuMeHeHus mnocpeactsoM E[TY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOnuKarsbl
PETUCTPAMOHHBIX YIOCTOBEPEHHUI JIEKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO TIPUMEHEHHS ¢ | stHBaps
2026 1. HE BBIOAIOTCS

3) HampaBisieT TOCPENCTBOM E€AMHOro ropTtana 3agBUTeN0 MOANHCAHHOE  YCHJICHHON
KB (PUIIUPOBAHHOW 3ITEKTPOHHOW MOAMUCHIO0 YBEAOMIIEHHE O MPUHSATOM PENICHUH WU B CIy4ae MPHHSATHS
pemeHus: 006 0TKa3e B MPOBEJCHUH IKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA I BETEPUHAPHOTO MPUMEHEHHS C
yKa3aHUEM IPUYUH TAKOrO OTKAa3a.

Hupopmayusn 06 usmenenusx:  Qacmo 4.1 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbIl 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenus yactu 4.1 (B pemaxkuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacaroluecss MIPENOCTaBIIEHNUsS TOCYNAapPCTBEHHBIX YCIYD MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
BeTepuHapHoro npumenenus nocpeactsoM ENTY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOmukarsl
PETUCTPALIMOHHBIX YIOCTOBEPEHUI JICKAPCTBECHHBIX MPEIapaToB II BETEPHHAPHOIO IPUMEHEHHS ¢ 1 sHBapst
2026 1. He BBIIAIOTCS

4.1. B cny4ae BBISBICHHSI HEJOCTOBEPHOCTH U (WJIM) HEIOCTATOYHOCTH CBEACHHM, COAEPKAIIUXCS B
MIPEICTABICHHBIX 3asBUTEIEM MaTepHajax, yIOJHOMOYEHHBINH (enepanbHblil OpraH MCIOJHUTEIBHON BIacTH
HampaBiIseT IMOCPEACTBOM EAMHOro nopTtana 3asBUTENI0 3alpoc 00 YTOUHEHHM YKa3aHHBIX CBEICHHUH,
MOJNUCAHHBIA YCUJICHHON KBaTH()UIIMPOBAHHOM 311IEKTPOHHOW MOAMUCHHO.

Hupopmayus 06 usmenenusx:  Yacmo 4.2 usmenena ¢ 30 ansapsa 2024 2. - ®edeparbHbil 3aKkoH om 30
aneaps 2024 2. N 1-D3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 4.2 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
Kacarolyuecs IMPEeIOCTaBICHNS TOCYIapCTBEHHBIX VYCIYr IIPA OOpallleHWH JEKAapCTBEHHBIX CPEACTB IS
BETEpMHAPHOTO TpuMeHeHns mnocpeactsoMm ENMTY, npumeHsaoTcs ¢ 1 saBaps 2026 1. JIyOnukaTsl
PETUCTPAITMOHHBIX YIOCTOBEPEHUH JTEKAPCTBEHHBIX MPEMApaTOB IS BETCPUHAPHOTO IPUMEHEHHUSI C | sTHBapSI
2026 1. HE BBITAIOTCS

4.2. 3asBuTrenh 00s3aH HANpaBUTh IOCPEIACTBOM E€4WHOrO ropTana B YIOJIHOMOYCHHBIH
(benepanbHbIi OpraH UCTIOJHUTEIBHOW BJIACTH MOAMUCAHHBIA YCHICHHOW KBAU(HUIIMPOBAHHON SMEKTPOHHOM
MOLMMCHI0 OTBET Ha 3ampoc YIOJHOMOYEHHOTO (pefiepahbHOr0 OpraHa HCIOJHUTENFHONW BIACTH B CPOK, HE
MIPEBBIIAOIINN JeBSIHOCTAa PabOYMX IHEH CO JHS IONyYeHUs YIOJMHOMOYEHHBIM (elAepalbHBIM OpPTraHOM
WCTIOTHUTENFHON BIIACTH 3JCKTPOHHOTO YBEIOMIICHHS O TOJYYCHWHU 3asBHUTENEM JaHHOTO 3ampoca. Cpokw,
yKa3aHHbIe B YacTu 1.1 HacTosimel cTaThu, MPUOCTAHABIMBAIOTCS CO JIHS HATPABJICHHS TOCPESICTBOM CTUHOTO
mopTaia 3asBUTENI0 3alpoca YIOIHOMOYEHHOTO (elepallbHOTO OpraHa HCIOJHUTEIBLHOW BJIACTU JO JHS
HaTpaBJICHHUsI TOCPEICTBOM €IMHOr0 TOpTala B YMOJHOMOYEHHBIH (efepabHbIi OpraH HWCIOJHUTEIbHOM
BJIaCTH OTBCTA Ha HaHHI)II‘/'I 3alpoC U HC YUYUTBIBAIOTCA NPU UCHYUCIICHUN CPOKAa NPUHATUSA PCUICHHA O BHCCCHUU
U3MEHEHUM B JOKYMEHTBI, COJAEpXKallMecs B PETHCTPAMOHHOM JIOChE Ha 3apEruCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar sl BETEPUHAPHOTO IPUMEHEHUS.

Hnpopmayus 06 usmenenusx. Yacmoe 5 usmenena ¢ 15 wions 2018 2. - ®edepasibHbIl 3aKOH om 4 utons
2018 2. N 140-D3
Cwm. npedbidywyro pedakyuro

5. OcHOBaHMEM JIJIsl OTKa3a B MPOBEJACHUU YKCIIEPTH3bI JIEKAPCTBEHHOTO CPECTBA ISl BETEPUHAPHOTO
NPUMCHCHUSA SABJIACTCA IMPEACTABJICHHUE ANOKYMCHTOB, YKa3aHHBIX B HacTax 1 )51 3 HaCTOSIHIeﬁ CTaTbH, B
HEMOJHOM O00beMe WM OTCYTCTBHE B MPEACTABICHHBIX JOKyMEHTaX JOCTATOYHBIX CBEICHUM,
MOATBEPXKIAMONIMX  HCOOXOJAMMOCTh BHECEHUs] HW3MEHCHHH, JMOO HENpe[CTaBICHHUE 3asBUTEIEM B
YCTaHOBJICHHBIH CPOK OTBETa HAa yKa3aHHBIH B 4YacTu 4.1 HacTosIel CTaThd 3ampoc YIOJIHOMOYEHHOTO
(benepanbHOTO OpraHa HCIOJHUTEILHOM BIIACTH.

6. DkcrepTu3a JEKapCTBEHHOI'O CPEACTBA JUIS BETEPUHAPHOTO MPUMCHEHUS B IIETSX BHECCHUS
U3MEHEHHH B  JIOKYMEHTBI, COJEpIXallhecs B PETUCTPAIIMOHHOM JIOChe Ha  3apEerHCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar A BETEPHHAPHOTO MPUMEHEHHS, OCYIICCTBIACTCS B TOPSIKE, YCTAHOBICHHOM
ctatben 24 nacrosiiero deaepaabHOTo 3aK0HA.

Hngopmayus 06 usmenenusx:  Yacmo 6.1 usmenena ¢ 30 sneaps 2024 2. - ®edeparsibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidyuwyro pedakyuro

T'APAHT: ITonoxenus yactu 6.1 (B pemaxkumu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacarolluecsl IPEeNOCTaBIEHNs TOCYJapCTBEHHBIX YCIYT HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
BETEpUHAPHOro IpuMeHeHus mnocpeactsoM E[TY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOnuKarsl
PErUCTPALMOHHBIX YIOCTOBEPEHUHN JICKAPCTBEHHBIX MPENapaToB Jisl BETEPUHAPHOTO MIPUMEHEHHUS ¢ 1 stHBapst
2026 r. He BBIIAIOTCS

6.1. B cpok, HE NPEBBIMIAIONIMIA JISCATH PAadOYUX JHEH CO JIHS HANPaBJICHUS MOCPEACTBOM EVHOIo
rnopTara B yINOJIHOMOYEHHBIH (enepabHblii OpPraH HMCIOJIHUTEIBHON BJIACTH IOANUCAHHOTO YCUJICHHOMN
KBAIM(UIUPOBAHHONW OJIEKTPOHHOM MOLMUCHI0  3aK/IFOYEHUST KOMHMCCHH O3KCIIEPTOB IO  pe3yJibTaTaM
yKa3aHHOW B YacTW 2 HACTOSIIEH CTaThd OKCIEPTU3bI, YIOJHOMOYCHHBINH (QenepalbHbli  Opran
HCIIOJIHUTEIbHOM BIIACTHU:

1) mpuHUMaeT perieHrne O BHECEHWH W3MEHEHWI B JOKYMEHTHI, COIEpIKAIIUECS B PErHCTPAIIHOHHOM
JIOChE Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpenapaT JJisi BETEPHHAPHOTO MPUMEHEHHS, WIIH 00 O0TKa3e BO
BHECEHHMH TAKUX U3MEHEHHIA;

Hupopmayusn 06 usmenenusx: Ilynkm 2 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbil 3akoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus nyHkra 2 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-03),
KacarolMecs IPEJOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIEHMH JIEKAPCTBEHHBIX CPEICTB JUIST
BETEpUHAPHOTO mpuMeHeHns mnocpeactsoM ENTY, npumeHaoTcsa ¢ 1 sgasaps 2026 1. JIyOnukarsl
PETUCTPALIMOHHBIX YIOCTOBEPEHUI JIEKAPCTBECHHBIX MPEMapaToB Il BETEPHHAPHOIO IPUMEHEHHS ¢ 1 sHBapst
2026 r. HE BBIIAIOTCS
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

2) BHOCHT B TOCYJapCTBEHHBIH pEecTp JIEKAPCTBEHHBIX CPEACTB Ha OCHOBAaHUH PEUICHHUS O BHECCHHH
W3MEHEHUI B JIOKYMEHTBI, COAEpXallMecsl B PErMCTPAlMOHHOM JIOCh€ HA  3apEerUCTPUPOBAHHBINA
JIEKapCTBEHHBIH Npenapart Ul BeTEPUHAPHOTO IPUMEHEHUS], HEO0XOIUMbIe H3MEHEHUS;

Hupopmayusn 06 usmenenusx:  Qacmo 6.1 oononnena nynkmom 3 ¢ 13 aseycma 2019 2. - @edeparnbHbit
3aKoH om 2 ageycma 2019 2. N 297-D3

3) BBIJAET 3aABUTEII0 HOBOE PETHCTPAIIMOHHOE YIOCTOBEPEHHE JIEKApCTBEHHOTO IMpenapara Juis
BETEPHHAPHOTO TPUMEHEHHS B Cllydae HEOOXOIMMOCTH W3MEHEHHs CBEICHWH, COAEpIKalINXCs B HEM, C
COXpaHEHHEM HOMepa paHee BBIIAHHOTO PETHCTPALMOHHOTO yIOCTOBEPEHHS JIEKapCTBEHHOTO Tpemnapara A
BETEPHHAPHOTO PUMEHEHHS.

Hudopmayus 06 usmenenusx: Cmamoes 31 donoanena wacmvio 6.2 ¢ 15 uons 2018 2. - ®edeparnbHbil
3aKoH om 4 urons 2018 2. N 140-D3

6.2. B cinyuae BHECEHHUS! U3MEHEHUH B JOKYMEHTBI, COAECpPKALIUECS B PETHCTPALMOHHOM JIOChE Ha
3apETHCTPUPOBAHHBIA JIEKAPCTBEHHBIN TpenapaT I BETEPHHAPHOTO IMPHMEHEHHWs, B YacTH, Kacaromllercs
v3MeHeHusT ¥ (WIM) JOTNOJHEHWS TPOW3BOJCTBEHHOW IUIOIIAJKK JIEKAPCTBEHHOTO TMpemnapara, MpH
MPEJCTABICHUH 3asBUTEICM B COOTBETCTBHUH C MYHKTOM 3 4acTy 1 HACTOSIIECH CTATHH KOIMHMU PEIICHUS
YHIOJTHOMOUYEHHOTO (PelepalbHOTO OpraHa WCHOJHUTEIBHOW BIACTH O TPOBEICHUH WHCICKTHPOBAHUS
MPOU3BOUTENS  JIEKAPCTBEHHBIX CPEACTB CPOK, yKasaHHbIH B 4YacTu 6.1 wHacrosmelr crarhw,
NPpUOCTAHABJINBACTCA CO IOHA TOJY4YCHHS 3aKJIOUYCHHA KOMHCCHM IKCIICPTOB OO0 AOHA TIPUHATUA
YIIOJIHOMOYCHHBIM (beﬂepaJII)HI)IM Opranom HUCITIOJTHUTEILHON BJIACTH pelmicHus O BbLAAYEC HIIU 06 OTKa3€¢ B
BblAAa4€ 3aKJIIOUYCHUSA O COOTBETCTBHUU IIPOU3ZBOJUTCIIA JICKAPCTBCHHBLIX CPEIACTB TpCGOBaHI/IHM I'IpaBI/IJ'I
HaJJIeXKaIeH MPOU3BOCTBCHHOMN MPAKTUKH, HO HE 00JIce YeM Ha CTO BOCEMb/CCIT padoUnX JHEH.

Hnuchopmayus 06 usmenenusx:  Yacmo 7 usmenena ¢ 15 wons 2018 2. - @edeparibHbIl 3aKOH om 4 uions
2018 2. N 140-®3
Cwm. npedbidywyro pedakyuro

7. OcHoBaHWeM M OTKa3a BO BHECCHHWH W3MEHEHUH B JIOKYMEHTBI, COJIEpIKaluecs B
pETUCTPAallMOHHOM JIOChE Ha 3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpemapar Juisi BETEPUHAPHOTO
MIPIMEHEHUs, B CIydasxX, He TpeOylomWX IMpPOBENeHUs JKCIEPTH3BI JIEKAPCTBEHHOTO CPEICTBA, SBISETCA
Mpe/CTAaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTAX 1 u 3 HacTosedl CTaThh, B HEMOJHOM OO0bEeMe HIIH
OTCYTCTBHE B TIPEACTABICHHBIX JIOKYMEHTaX CBEIEHHUH, KOTOpPHIE JOJDKHBI OBITh B HHUX OTPAXKEHBI, MO0
HETPE/ICTABICHHE 3asIBUTENEM B YCTAHOBJICHHBIA CPOK OTBETA HA yKa3aHHBIA B YacTu 4.1 HacTosImiel cTaThu
3arpoc yImoJHOMOYEHHOTO (eiepalIbHOTO OpraHa UCTIOTHUTEIHHON BIIACTH.

Hupopmayusa 06 usmenenusx: Cmamoes 31 donoanena uacmeio 7.1 ¢ 15 uiona 2018 2. - ®edeparbHbill
3aKoH om 4 urons 2018 2. N 140-D3

7.1. OcHoBaHWeM nJsi OTKa3a BO BHECEHMHM W3MEHEHWH B JOKYMEHTHI, COJepXKamiuecs B
PETHCTPAllMOHHOM  JIOCh€ Ha 3apeTHCTPUPOBAHHBIA JICKAPCTBEHHBIN TMpemapaTr Uil BETEPUHAPHOTO
MPUMEHEHUS, B CIIydasx, TPeOYIOIIMX TIPOBEACHUS OKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, SBISCTCA
3aKJIFOUEHUE YIOJHOMOUYEHHOTO (heJepaibHOrO OpraHa HMCIOJHUTEIBHON BIACTH O BO3MOXHOCTH CHUKCHHS
0e30MacHOCTH, KauecTBa, IPPEKTUBHOCTU JICKAPCTBEHHOTO Tperapara BCICACTBHE BHECCHUS W3MEHCHHN B
YKa3aHHbIC JOKYMCHTBI, OTKa3 YIIOJIHOMOYCHHOI'O q)ez[epam)Horo oprana HMCIIOTHUTEILHON BJIACTH B BblJa4uec
3aK/IIOUCHUA O COOTBETCTBUU IMPOU3ZBOJUTCIIA JICKAPCTBCHHBIX CPEIACTB Tpe6OBaHI/IHM ﬂpaBVlﬂ Hannemameﬁ
MIPOM3BOJCTBEHHON MPAaKTHKH B CIydae W3MEHEHWs W (WJIM) JOIOJIHEHHUS MPOW3BOJCTBEHHOM IIJIOUIAKH
JIEKapCTBEHHOTO Tperapara, eCiIu MIPOU3BOICTBO JICKAPCTBEHHOTO IMpernapara JijIsl BETePUHAPHOTO MPUMEHEHUS
ocylecTBisieTcs 3a npeaenamu Poccuiickoit denepaunu, UM OTCYTCTBUE 3TOTO 3aKIIOUECHHUS.

Hnpopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-D3 uyacme 8
cmamou 31 nacmoswe2o PedepanvbHo20 3aKOHA USLONCEHA 6 HOBOU pedaxyuu, ecmyrnarowelt 8 cumy c 1
urons 2015 2.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

8. Homyckaercs oOpalieHue JIeKapCTBEHHBIX IIPerapaToB Ui BETEPHHAPHOTO MPUMEHEHUS 0
WCTEYEHHUs] CPOKa TOJHOCTH, TPOW3BEACHHBIX B TEUCHHE CTa BOCHBMHJIECATH IHEH MOCJe MaThl MPUHITHS
YIOJTHOMOYEHHBIM (pefiepaabHbIM OpPraHOM HCIOJNHUTENHHONW BIIACTH DPEUICHHS O BHECEHWW W3MEHEHUH B
JIOKYMEHTBI, COJEpKAIUecss B PETUCTPAIMOHHOM JIOChEe Ha JICKapCTBEHHBIA Mpernapar, B COOTBETCTBHH C
nH(pOpMAaIUEH, coiepKalleiics B JOKYMEHTaX PEerUCTPAIIHOHHOTO JIOChE Ha JICKApCTBEHHBIN Mperapar 10 AaThl
MIPUHSTHS TAKOTO PEIICHUS.

T'APAHT: CmM. KOMMeHTapuu k cratbe 31 Hacrosiero depepanbHOro 3aKOHA
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

CraTtbs 32. OTMeHa rocyIapCcTBEHHON PErHCTPaIiH JIEKApCTBEHHOTO TIpemapara

Pemenne 00 OTMEHE TOCYIapCTBEHHOW PETHCTPAIMHU JIEKAPCTBEHHOTO Mpernapara W HCKIFOYCHUH
JIEKapCTBEHHOTO Iperapara W3 TOCYAApCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEACTB IPHHUMACTCS
YIIOJHOMOYCHHBIM (heiepaibHbIM OPraHOM HUCIIOIHUTEIBHON BIACTH B CIIyYae:

1) mpeacTaBieHHsT COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (DelepabHBIM OPraHOM HCIOJHHUTEIBHOM
BJIACTH 3aKJIOUCHHS O PUCKE WM 00 Yrpo3e 370pOBbIO, JKU3HU YEIOBEKA WIIM KHBOTHOTO TMPHU MPUMCHECHHH
JICKApCTBEHHOTO TMpernapara, MPEBBIIIANMX ero 3()(HEKTUBHOCTh, MO Pe3ybTaTaM OCYIIECTBIAEMOTO HM
MOHHUTOPHHTA 0€30MaCHOCTH JICKAPCTBEHHOTO Tpernapara;

Hngopmayus 06 usmenenusx: Ilynkm 2 usmenen ¢ 30 smsaps 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakuuro

T'APAHT: ITonoxxenusa nyukra 2 (B penakuuu PepgepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-D3),
Kacarolliecsl IPEeNOCTaBIIEHNs TI'OCYJapCTBEHHBIX YCIYr HPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MenumuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (wmm) ENMTY, npumeHsatoTcsa ¢ 1 sasaps 2026 T.
PerucrpaliMoOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpanudyd, Ha OyMa)XKHOM HOCHUTENE M JIyOJIHKATHI
PETUCTPAIMOHHBIX YIOCTOBEPCHHN JISKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 1. HE BBIOAIOTCS
IMonoxenust nynkra 2 (B pepakinuu PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3), kacaromuecs
MIPEIOCTABICHNS TOCYIapCTBEHHELIX YCIYT MPH OOpalleHHH JIEKAaPCTBEHHBIX CPENCTB IS BETEPHUHAPHOTO
npumernenus nocpeactsoM EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perMcTpaliOHHBIX
VIOCTOBEPCHUH JICKAPCTBEHHBIX IIPENapaToB IS BETCPUHAPHOTO TpuMeHeHHs ¢ 1 saBaps 2026 1. He
BBIIAIOTCS

2) momauM Jep)KaTelieM WIM BIIAJENbleM PEruCTPAalMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mpernapaTa Wid YHOJIHOMOYEHHBIM UM IPYTUM IOPHIMYECKUM JMLIOM 3asBJIEHUS 00 OTMEHE TOCyAapCTBEHHOU
perucTpalnyy JISKapCTBEHHOTO MperapaTa, HMOAINUCAHHOTO YCHWJICHHOW KBaIU(HIUPOBAHHOH 3I1EKTPOHHOWN
MOAMUCHLIO, TIyTeM €ro HampaBleHHs MOCPEICTBOM EAMHOro rnoprtana B yIOJHOMOYCHHBIH (enepanbHbIi
OpraH WCIOJHHUTENbHOW BJIAcTH WM JIMYHBIA KaOMHET YIOJHOMOYEHHOro (heaepalbHOTO OpraHa
HCIOJHUTEIbHOM BIACTU B €AUHOM CUCTEME;

3) HENOATBEPkKACHUS TOCYJAPCTBEHHON PETUCTPAINK JIEKAPCTBEHHOTO MpernapaTa 1o HCTeYeHUH CpoKa
JIEeHCTBUS PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS, BBIJAHHOTO Ha AT JIET;

4) HempeICTaBICHUs 3asBUTE]IEM UHPOPMAIMH, KOTOpas MOXKET IOBJeYh 32 CO00i HE0OXOIUMOCTb
BHECEHHUS] M3MEHEHHH B JOKYMEHTBHI, COAEpIKAI[MeCs] B PErHCTPAMOHHOM JIOChe Ha 3apeTHCTPUPOBAHHBIN
JIEKapCTBEHHBII Ipenapart, B TeUCHUE TPUALATH pabodnx AHEH cO TH HACTYIUICHUS 3TUX W3MEHEHUIl;

Hudopmayua 06 uzmenenusx: DedeparbHbIM 3aKOHOM om 22 oekabps 2014 2. N 429-D3 ¢ nyukm 5
cmamou 32 nHacmosiwezo DedepanvHoco 3aKOHA 6HECeHbl U3MeHeHus, ecmyraruwue 8 cusy ¢ 1 uwns
2015 2.

Cm. mekcm riyHKkma & rpedbidyuel pedakyuu

5) ocymiecTBIeHHs] TOCYJapCTBEHHOW PETHCTPaldy JIEKapCTBEHHOTO TIIpenapara TMOoJl TOPTOBBIM
HauMEHOBaHWEM 3apETHCTPUPOBAHHOTO paHee IMOJA ITHM TOProBbIM HaVMEHOBaHWEM J1eKapCTBEHHOro
rpenapara, OTIIHYaloNIerocs Ka4eCTBEHHBIM COCTaBOM JIEHCTBYIOIIUX BEIIECTB;

Hugpopmayusn 06 usmenenusx:  Ilynkm 6 usmenen ¢ 15 uronsn 2018 2. - @edeparibHbIl 3aKOH om 4 uiows

2018 2. N 140-D3
Cwm. npedbidywyto pedakyuro

6) OoCyIIECTBICHHS IrOCYNApCTBEHHOW PETMCTpalli OXHOIO M TOTO K€ JIEKApCTBEHHOI'O IperapaTta B
OTHOILIEHUH OJHOTIO U TOTO K€ Jep KaTess WIN BIaAeiblla pETHCTPALlMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpemnapaTa B BUJE IBYX U 0oJee JIEKapCTBEHHBIX MPENapaToB MO/ Pa3InuHbIMU TOPTOBBIMH HAUMEHOBAHUSIMH;

7) BBIHECEHUS CYyJOM pPEUICHUS O HapyUICHWH MpaB MpaBooOiagaTensi 00bEKTOB MHTEIEKTYaIbHON
cOOCTBEHHOCTH IPH 0OpAICHUH JIEKAPCTBEHHBIX CPEJICTB;

Unpopmayus 06 usmenenusx: PedepasibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-@3 cmamvs 32
Hacmoswe2o PedepanbHoeo 3aKOHa ONOaHeHa nyHKkmom 8, ecmynarouwum 8 cury c¢ 1 uwoas 2015 e.

8) oTCyTCTBUS JIEKApPCTBEHHOTO Mpenapara B odpaiiennu B Poccuiickoit Denepaiiuu B TeUeHUE TPEX U
boiee JeT;

Hughopmayus 06 usmenenusix: DedeparibHbIM 3aKOHOM om 22 Odexkabps 2014 2. N 429-®@3 cmamovs 32
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Hacmosiugeco Pedepanviozo 3aKona 0ononnerna nynkmom 9, ecmynarowum e cusy c 1 uons 2015 2.

9) HeBBINONHEHUS JAep KaTeleM WM BIAACIBIEM PErHCTPAMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mperapara Ju00 YHOJTHOMOYEHHBIM HMH JPYTHM IOPHAWYECKHM JIHIIOM MEpONPHUSATHH M0 00ecreYeHnto
0e30MacHOCTH JIEKapCTBEHHBIX TIPENapaToB, YCTAHOBIEHHBIX YIMOTHOMOYEHHBIM (QenepaabHbIM OpraHOM
HCTIOJIHUTENLHOM BIACTH B COOTBETCTBUM ¢ YAaCTAMU 3 u 4 cTaTbu 64 Hacrosimero denaepanbHOro 3aKoHa, B
pamKax ocymiecTBIeHHs (papMaKoHaI30pa;

Hupopmayus 06 uzmenenuax: DeodeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamvsa 32
Hacmosiugeco Pedepanviozo 3akona dononnena nynkmom 10, ecmynarouwum 8 cuny c I uioas 2015 .

10) OTKa3a ACPKATCJIA UKW BJIaJC/Ibllda PErUCTPAIMOHHOI0 YAOCTOBECPCHUA JICKAPCTBEHHOI'O IIpCIiapaTa
hi15 (00 YOOJIHOMOYCHHOTO HMMH JAPYyroro HpUIAXYCCKOIro JHOa OT BHCCCHUA W3MCHEHHI B HWHCTPYKIHIO II0
OPUMCHCHUIO JICKAPCTBCHHOI'O MpfrapaTra, KaCaroMUXCss HOBBIX MNOATBCPIKACHHBIX NAHHBIX O TOM, YTO PHUCK
OPpUYIMHCHUA BpcAa 3J0POBBIO YCJIOBCKA WM KHUBOTHOTO BCICACTBUC MpHUCMaA JICKAPCTBCHHOTO Ipcrapara
OpEeBLIIIACT 3(1)(1)€KTI/IBHOCTI: €T0 NPpUMCHCHU.

T'APAHT: CM. KOMMeHTapum k cratbe 32 HacTosiero deaepanbHOrO 3aKOHA

Cratbsa 33. ['ocynapcTBEHHBIH peecTp JISKapCTBEHHBIX CPEICTB

T'APAHT: CwMm. [MonoxeHne o TocymapcTBEHHOM peecTpe JICEKAPCTBEHHBIX CPEACTB, YTBEPKICHHOE
Munsapasom P® 1 nexabps 1998 r. N 01/29-15

1. [ocynapCTBEHHbI PEeecTp JEeKapCTBEHHBIX CPEACTB COACPKHUT IEPeueHb JICKapCTBEHHBIX
mpenapaToB, MPOILEALIINX TOCYJapCTBEHHYIO PpETMCTpaluio, MepedyeHb (apManeBTUYECKUX CyOCTaHLIUH,
BXOJSIIIUX B COCTAB JIEKAPCTBEHHBIX MPENAPATOB, U CIEAYIONIYI0 HHPOPMALIUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaToB:

HUnupopmayus 06 uzmenenusx: ®edeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 6 noonynxm "a"
nynkma 1 uacmu 1 cmamou 33 nacmosiyeco @edepanvioco 3aKoHa 6HeceHbl UMeHenus, 8Cmynarnuue 8
cuny c 1 urons 2015 2.

Cm. mekcm rodrnyHkma 8 rpedbidyuiel pedakyuu

a) HAMMCHOBAaHWE JICKAPCTBEHHOro mpemnapata (MeXOyHapodHOe HenaTeHTOBaHHOe, Win
IPYIIMPOBOYHOE, UM XUMHUECKOe U TOProBOE HaUMEHOBaHUSA);

0) nexapcTBeHHash GopMa ¢ yKa3aHUEM JO03UPOBKH JIEKAPCTBEHHOTO Iperapara W ero KOJIUYecTBa B
MTOTPEOUTETHCKOM YIIaKOBKE;

Hupopmayus 06 usmenenusx:  Iloonynkm "e" usmenen ¢ 1 aneaps 2018 2. - @edeparibHbIl 3aKOH om 28
oekabps 2017 2. N 425-D3
Cm. npedbidywyto pedakyuro

B) HaMMEHOBaHWE JAEp)KAaTeNsl WM BIAJAEiblla PETHCTPANMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOIO
mperapara ¥ CBEJEHHS O PETUCTPallié Jiep)KaTells WM BIAJENblla PETUCTPallMOHHOTO YAOCTOBEPEHHS
JIEKapCTBEHHOTO TMperapara il MEIWLIWHCKOTO TPUMEHEHHsS B KadecTBE HAIOTOIUIATENBIINKA B CTpaHe
perucrpanuu (JUist POCCUHCKUX IOPUANYECKUX JIHIL - HAeHTH(UKAIMOHHBIN HOMep Hanororuatenbiiika (MHH),
JUIS WHOCTPAHHBIX IOPUIUYECKHUX JIMI[ - CTPaHa PETUCTPallii, HAaNMEHOBAHHE PErHCTPHPYIOIIETO OpraHa,
PETUCTPALIMOHHBIN HOMED, KOJT HAJIOTOILIATEIbIINKA B CTPaHE PEerucTpauy (HHKOPIIOPAIMY) WU €T0 aHAJIOT);

Hupopmayus 06 usmenenusx:  Iloonynkm "2" usmenen ¢ 1 aneaps 2018 2. - ®edeparbHbIl 3aKOH om 28
oexabps 2017 2. N 425-D3
Cwm. npedbidywyto pedakyuro

I') HAaUMEHOBAaHUE M aJpEC MPOU3BOIUTENS JIEKAPCTBEHHOTO IperapaTa M CBEACHHUS O PErHCTPaliy
MIPOM3BOJUTEINS JIEKAPCTBEHHOTO TIpenapara Uil MEAULWHCKOTO IPUMEHEHHUS B KaUeCTBE HaJIOTOIUIaTeIbIINKa
B CTpaHe perucTpanuuud (i1 POCCHICKHX IOPUIUYECKUX JIMI - HIACHTU(QHUKALMOHHBIA HOMEp
Hanororuiarensiuka (MHH), nias mHOCTpaHHBIX IOPUAMYECKUX JIMI[ - CTpaHa PETUCTpallid, HaMMEHOBaHHE
PETUCTPHUPYIOLIETO OpraHa, PEruCTPAllMOHHBIA HOMEp, KOJ HaJOoroIuiaTelblUKa B CTpaHe pEerucTpanuu
(MHKOpTIOpAIMK) WK €Tr0 aHaJoT);

Undopmayus 06 usmenenusx:  DedeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 noonyukm "0"
nyukma 1 uwacmu 1 cmamovu 33 Hacmoswezo DedepanvbHoo 3aAKOHA U3N0NCEH 6 HOBOU pedaxKyuu,
ecmynaroweti 8 cuny c 1 uwons 2015 a.

Cm. mekcm rodrnyHkma 8 rpedbidyuwel pedakyuu

) (apMakoTepaneBTUIeCKas rpyIma, KOJ JIEKapCTBEHHOTO mpernapara o
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

aHATOMO-TEPANICBTUIECKO-XUMUYECKOW  KJlacCH(DUKAMK, PEKOMEHJOBaHHOH BcemupHO#l opranmuzanuei
3paBOOXPAaHEHNUS;

€) IIOKa3aHus U IPOTUBOINOKA3aHUs K IPUMEHEHHIO JIEKapCTBEHHOT'O NIPEnapara;

k) NOBOYHbIE AEVICTBUS IeKapCTBEHHOTO Ipernapara;

3) CPOK FOZHOCTH JIEKAPCTBEHHOTO Ipenapara;

1) yCIIOBHUS XpaHEHHS JIEKapCTBEHHOTO IperapaTa;

K) YCJIOBHSI OTITyCKa JIEKapCTBEHHOTO IIperapaTa;

Ja) HOMep (PapmakonevHon CTaTbW WM B Cilydyae €€ OTCYTCTBHS HOMep HOPMaTvBHOW
[OKyMeHTauMn 1160 HOPMAaTHBHOTO JOKYMEHTA;

HUndopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 ¢ noonyukm
"m" nynkma 1 vacmu 1 cmamou 33 Hacmoawezo DedepanbHo20 3aKOHA BHECEHbl U3MeHeH s, 8Cmyraroujue
e cusny c I urona 2015 2.
Cm. mekecm nodnyHKma 8 npeobidywel pedakuyuu

M) J1aTa TOCYIapCTBEHHON PErHCTPAIlMY JICKAPCTBEHHOTO Ipenapara u ero PErmcTpaLoHHbIN HoMep
, JaTa 3aMeHbl PETUCTPAIMOHHOTO YJOCTOBEPEHHMs JICKAPCTBEHHOTO TMpenapara Ha OeccpodHoe
PETUCTPallMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO Ipernapara, jJara MOJadyd 3asBICHUS O IMOATBEPKICHUH
TOCYJapCTBEHHON PETHCTpAIlMU JICKAPCTBEHHOTO Tpemnapara, JaTa OTMEHBI TOCYJapCTBEHHON pPETrHUCTpainu
JIEKapCTBEHHOTO Tpernapara;

HUnopmayus 06 usmenenusx: ®eodeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 nynkm 1 wacmu
1 cmamovu 33 nacmosweco Pedepanvrozo 3aKoHa 0onoaneH noonyHukmom "n', ecmynarowum 8 cusny c 1
urons 2015 2.

H) Ka4eCTBECHHBIA COCTAB M KOJUYCCTBCHHBIA COCTAB JICHCTBYIONINX BEMISCTB M KAYECTBCHHBIA COCTaB
BCIIOMOTATEJIbHBIX BEILIECTB JICKAPCTBEHHOTO Mpemnapara;

HUndopmayus 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 nynkm 1 wacmu
1 cmamou 33 nacmosiweco @edepanvrozo 3akona donoaner noonynkmom "o", ecmynarowum 8 cusy c I
urons 2015 2.

0) nH(popMaIs 000 BCeX pa3pelIeHHBIX BUIaX BTOPUIHON (TTOTPEOUTEIIBCKOM) YITAKOBKH;

Hupopmayus 06 usmenenusx:  Iloonynkm "n" usmenen ¢ 1 mapma 2020 2. - @edeparibHbil 3aKOH om 27
Ooexabps 2019 2. N 475-D3
Cwm. npedbidywyro pedakyuro

1) Jata TPUHATHS peImeHHs O BO3MOXKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM TMperapar MpH
TOCYy/IapCTBEHHOM pErHCTpalii B KadecTBe Op(aHHOTO JIEKAPCTBEHHOTO IIpermapara (s JIEKapCTBEHHBIX
MIpeTapaToB AJIsl MeIUITTHCKOTO TPHUMEHEHUS);

Hupopmauusn 06 usmenenusx:  Iloonynxkm "p" usmenen ¢ 1 mapma 2020 2. - @edeparbHbil 3aKOH om 27
oekabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

p) HaJIUM4Me JICKapCTBCHHOI'O IIpe€napara B [E€PEYHE KM3HCHHO HGOGXOZ[I/IMLIX M BaXKHEUIIHX
JICKAPCTBCHHBIX MPEIIapaTOB (,Z[J'IH JICKApCTBCHHBIX NPETIapaTOB IJIsI MCAUIIUMHCKOI'O HpI/IMeHeHHH);

Undopmauus 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 nyuxkm [ wacmu
1 cmamou 33 nacmosweco @edepanvroo 3akona dononnen noonyukmom "c”, ecmynarowum 8 cusy c I
urwna 2015 2.

C) HajW4yue B JIEKAPCTBEHHOM IIperapaTe HAapKOTHYECKUX CPEACTB, NMCHUXOTPOIHBIX BEIIECTB M HX
MPEKYPCOPOB, MOAJIeKAIIMX KOHTpoiw B Poccuiickoil denepanuu, B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoii ®eneparin, MexIyHApPOAHBIMU JoroBopamu Poccuiickoit ®demepanuu, B TOM yucie EAMHON
KOHBeHLUMeN o HapkoTHdeckux cpeactax 1961 roga u KOHBEHUMEN o mcuxoTponHbix BemectBax 1971 roaa;

HUnpopmayus 06 usmenenusx: @edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 nynkm 1 uwacmu
1 cmamvu 33 nHacmoswezo DedepanbHo2o 3aKoHA OONOIHeH noonyrkmom "m'", ecmynarouwum 8 cury c 1
uronsa 2015 e.

T) uH(GOpPMAaLUs O TOM, SIBJISAETCS JIU JaHHBIM JIEKapCTBEHHBIN Npenapar peepeHTHbIM JIEKapCTBEHHBIM
IIpenaparom;

HUnpopmayus 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 nynxm 1 wacmu
1 cmamovu 33 Hacmoawezo DedepanvrHoeo 3axona donoinen noonyukmom "y", ecmynarowum 8 cusy c 1
urona 2015 a.
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

y) CBCACHHUA O II0oJa4Y€ 3asiaBJICHUSA O BHCECCHHU N3MEHEHHI B JOKYMCHTEI, COACPXKaAIIUECA B
PETUCTPAIMOHHOM JI0ChE Ha JIEKapCTBEHHBIN Mpenapar;
&) yrparun cuny ¢ 1 mapra 2020 r. - PefeparnbHbii 3akoH ot 27 nekabps 2019 r. N 475-d3

Hugpopmayus 06 usmenenusx: — CM. rnpedblOyuyyo pedakyuro

Hupopmayus 06 usmenenusix:  Iloonyuxm "x" uzsmenen ¢ 30 ausaps 2024 2. - ®edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

X) CPOK BBEJICHHUS JIEKAPCTBCHHOTO Iperapara JJjisi BETCPUHAPHOTO NPUMEHEHHUS B TPAXKIAHCKHI
0b6oporT;

Hupopmayus 06 usmenenusx:  Ilynkm 1 oonoanen noonynkmom "y" ¢ 30 sneaps 2024 2. - @edepasibHbll
3aKoH om 30 saneaps 2024 2. N 1-D3

1) “HQOpMAIIKS O TOM, SIBJISIETCS JIM JTAHHBINA JIEKAPCTBEHHBIN IMpenapaT oppaHHBIM JICKApCTBEHHBIM

[IpenapaTom, HMMYHOOHOJIOTHYECKUM JIEKapCTBEHHBIM IIpenaparom, pannodapmareBTHICCKUM
JIEKapCTBEHHBIM  TIpenapaToM, TOMEONAaTHYECKUM  JIEKApCTBEHHBIM  ITIpenapaTtoM,  OWOJIOTHYECKHM
JEKapCTBEHHBIM  IIPENAapaToOM,  BBICOKOTEXHOJIOTMYHBIM  JIEKAPCTBEHHBIM  IIPENApaToOM,  BIEPBBIC

3aperucTpupoBaHHbIM B Poccuiickoii denepannu B COOTBETCTBUU € HACTOSIIUM DeepanibHbIM 3aKOHOM WJIU
aKTaMH, cocTapIstonMu mpaBo Coroza;
2) B OTHONICHUU (papMaIeBTHUECKUX CyOCTaHIHIA:

Hupopmayus 06 usmenenusx:  Iloonynkm "a" usmenen ¢ 30 aunsapsa 2024 2. - @edepasibHbil 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

a) HanWMEHOBaHME (hapMaleBTUUECKOH CyOCTaHIMM (MEXIYHApOAHOE HENAaTeHTOBAHHOE, WM
IPYNIIUPOBOYHOE, MM XMMUYECKOE W TOProBOE€ HauMEHOBaHHA), (opma BbIMycKa (C yKa3aHHEM JIO03UPOBKH
(mpu HaM4KM), HACOBKHU U YIIAKOBKH);

Hupopmavus 06 usmenenusx:  Iloonynkm "6" usmenen ¢ 30 aneaps 2024 2. - ®edeparbHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

0) HauMMEHOBaHWE M aJpec NPOU3BOAUTENS (apMalEeBTUUECCKOW CyOCTaHIMH (IJI1 POCCHHCKUX
IOPUJMYECKUX JIUIl - WACHTU(QUKAIMOHHBIH HoMep Hanoromnatensimka (MHH), mns wHOCTpaHHBIX
IOpUANYECKUX JIMI[ - CTpaHa PEerucTpalnvy, HaUMEHOBAaHUE PETUCTPUPYIOLIET0 OpraHa, PEerucTPalldOHHBIN
HOMED, KOJI HAJIOTOIUIATEIBIINKA B CTPAHE PETUCTPAIlUU (MHKOPIIOPAIIMH ) WIH €T0 aHAaJIOT);

B) CPOK FOJTHOCTHU (hapMalleBTHUECKOH CyOCTaHIUH;

T') YCIOBUS XpaHEeHUs (hapMalleBTHUECKON cyOCTaHIInMY;

1) HOMep (papmakomelHOW CTaThH WM B CIydae €€ OTCYTCTBHS HOMEP HOPMAaTHBHOW JTOKYMEHTAIHH
1100 HOPMaTUBHOTO JOKYMEHTA,

Hndopmayus 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 nynkm 2 wacmu
1 cmamou 33 nacmoswezo @edepanvrozo 3akoHa dononnern noonyukmom "e", ecmynarowum 8 cusy c 1
urons 2015 2.

€) Hamuue GapMarieBTHIECKOW CyOCTaHIMH B MNEpPeYHe HapKOTHYECKUX CPEICTB, NCHXOTPOITHBIX
BEILIECTB M HUX MPEKypCOpOB, MOJUICKAUIMX KOHTpoJto B Poccuiickoii ®Penepaunu, B COOTBETCTBHH C
3aKoHOJaTeNnbCTBOM Poccuiickoil denepanuu, MexayHapoJHbIMU aAoroBopamu Poccuiickoit @enepanuu, B TOM
yuciae EOWMHON KOHBeHUMEN o HapkoTuuyeckux cpenctBax 1961 roma u KOHBEHLUMEN O MCHXOTPOIHBIX
BemectBax 1971 roxa.

Hnpopmayus 06 uzmenenusx: DeodeparibHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-®3 uacme 2
cmamou 33 nacmosiueco Dedepanvio2o 3aKOHA U3N0JCeHA 68 HOB8OU pedakyuu, ecmyraruwed 6 cuny ¢ 1
urwna 2015 a.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

2. ®apmaneBTHUecKas CyOCTaHIWsI, MPOW3BEICHHAs JUIsl peallu3allii, MOXET OBITh BKIIOYCHA B
TOCY/IapCTBEHHBI pPEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHWU 3asBIICHUS pa3pabOTYMKa WIH
MIPOU3BOJUTENS JICKAPCTBEHHOTO CPEJIICTBA JTUOO YIOJHOMOYCHHOTO UMU FOPUIMYECKOTO JIUIA MPH YCIOBHH
MIPOBE/ICHUS B OTHOIICHHH TaKOM (hapMalleBTUYECKON CYOCTAaHIIMU DKCIEPTU3bI KauyecTBa (hapMaleBTUYCCKON
cyOCTaHIIMM B TIOPsJIKE, YCTaHOBJIIEHHOM CTaTbel 34 Hacrosmiero denepanbHOro 3akoHa. B oTHOIICHUH
(apMaieBTHYECKUX CyOCTaHIMM, NPOM3BEACHHBIX JUIS pealu3allid, B TOCYyJapCTBEHHOM peecTpe
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

JICKapCTBEHHBIX CPEICTB COACPIKUTCS CIIEAyIoIas HHPOpMAaIus:

Hupopmayus 06 usmenenusix: Ilynkm 1 usmenen ¢ 30 smeaps 2024 o. - @edepasibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1) HaumeHoBaHME (hapMaleBTUYECKOW CyOcTaHIUK (MEKAyHApOJHOE HEMaTeHTOBAHHOE, WIIN
TPYNIUPOBOYHOE, MM XHMHYECKOE M TOProBO€ HaWMMEHOBaHWsA), (opma BBIMycKa (C yKa3aHHWEM JIO03WPOBKH
(npu HamuHK), GACOBKH U YITAKOBKH);

Hupopmayus 06 usmenenusx: Ilynkm 2 usmenen ¢ 1 aumsaps 2018 o. - @edeparibHbil 3aKoH om 28
oekabps 2017 2. N 425-D3
Cwm. npedbidywyro pedakyuro

2) HaWMEHOBaHWE, AAPEC MPOU3BOTUTENS (papMareBTHUECKON CyOCTaHITMH, a TakKe B OTHOIICHHH
JIEKapCTBEHHBIX CPEJCTB IS MEIWIIMHCKOTO MPUMEHEHHUS CBEACHHUS O PETUCTPAllii TPOU3BOAUTEINS
(hapmaneBTHYECKOH CyOCTaHIIMM B Ka4eCTBE HAIOTOILIATENBINKA B CTPaHE PETUCTpalnU (IS POCCHICKHIX
IOpUAMYECKUX JIUI - WACHTU(QUKAMOHHBIM HoMmep Hamoromnatensimmka (MHH), mns wHOCTpaHHBIX
IOPUIMYECKUX JIMI[ - CTpaHa PErucTpanyy, HAaUMEHOBAaHUE PETUCTPUPYIOLIET0 OpraHa, PEerucTPallMOHHBINH
HOMED, KOJI HAJIOTOIJIATEIbIINKA B CTPAaHE pEerucTpanuy (HHKOPIIOPAIIMK) FITH €T0 aHAJIOT);

3) cpok rogHOCTH (PapMalrleBTUYECKON CyOCTaHIINY;

4) ycroBus XpaHeHus (papMaleBTUUCCKOM CyOCTaHIIH;

5) HOMep (hapMaKoOIeHHON cTaThU JTUOO B CIIy4ae €€ OTCYTCTBHSI HOMEP HOPMATHUBHOW JOKYMECHTAIIUU
WJIM HOPMATUBHOTO JOKYMCHTA;

6) Hanmume (apMaleBTHUECKON CyOCTaHIIMU B EPEYHE HApKOTHYECKHX CPEJNICTB, TCHUXOTPOITHBIX
BEIIECTB M HX MPEKYypCOpOB, NOMAJIEkKalUX KOHTposito B Poccuiickoit denepaiii, B COOTBETCTBUU C
3aKOHOJaTeILCTBOM Poccuiickoil denepanuu, MexXayHapoaHbIMU JoroBopaMu Poccutickoit denepanuu, B TOM
gucie EAWMHOM KOHBEHUMEN o HapkoTHyeckux cpeactBax 1961 roma u KOHBEHUMEN O MCHXOTPOIHBIX
BemecTBax 1971 ropa;

7) nmata BKJIIOYEHHUs (apMaleBTUYeCKOW CyOCTaHIIMM B TOCYJapCTBEHHBIH peecTp JIeKapCTBEHHBIX
CPEICTB, JaTa BHECCHHsS W3MEHEHHH B JIOKYMEHTHI (apMaleBTHYECKON CyOCTaHIIMHU, JaTa WCKIFOYCHUS
(hapmarieBTH4YECKON CyOCTaHIINU U3 TOCYAaPCTBEHHOTO PEECTpa JIKAPCTBEHHBIX CPEJICTB.

3. lNopsgOoK BemeHHs] TOCYIapCTBEHHOTO peeCcTpa JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO
MIPUMEHEHUsT U MOPSALOK BEACHUS T'OCYJIapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB JUIS BETCPHUHAPHOIO
MIPUMEHEHUS YTBEPXKIAIOTCS COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (heIepaJIbHbIM OPTaHOM HCIOJHUTEIBHON
BJIACTH.

T'APAHT: CM. KOMMeHTapuu k cratbe 33 HacTosmero deaepanbHOTO 3aKOHA

Unpopmayus 06 usmenenusx:  PedepasibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 naumenosarnue
cmamvu 34 nHacmosiyeco PedepanbHoe0 3aKOHA U3LONCEHO 6 HOBOU pedakyuu, ecmynarowel e cuny c 1
urons 2015 2.

CM. mekcm HauMmeHogaHUus 8 rpedbiOywel pedakyuu

Cratba 34. BriroueHue B roCyJapCTBEHHBIH PEECTp JICKapCTBEHHBIX CPEACTB M HCKIIOUCHHE W3
rOCyJapCTBEHHOIO peecTpa JICKAPCTBEHHBIX CPEACTB (hapMaleBTUUECKOH CyOCTaHLIUH,
HPOU3BEICHHON JUIS pealTi3aliu

Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 22 oexkabpsa 2014 2. N 429-@3 6 uacms 1

cmamou 34 HacmoAueco (De()epaﬂbﬁoeo 3AdKOHA 6HECEHbl U3MEHEHUA, ecmyrlafouwe 8 CUﬂy c 1 urwona
2015 a.
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

1. Jns BxmodeHuns QapMaleBTMYECKON CcyOCcTaHuMW, TpOM3BENCHHOW Ui pealn3aliu, B
rOCyIapCTBEHHBIN PEECTP JCKAPCTBEHHBIX CPEICTB, IPOBOIUTCS IKCIIEPTH3a €€ KaueCTRa.

Hupopmayusn 06 usmenenusix:  Yacmo 2 usmenena ¢ 30 ausaps 2024 2. - @edeparibHbil 3aKoH om 30

aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus 4dactu 2 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolHuecss MIPENOCTaBIEHNsS TIOCYIAapPCTBEHHBIX YCIYI MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIMHCKOTo IpuMeHeHus nocpeactsoM EI'MC3 u (wm) ENIY, npumeHsaioTea ¢ 1 saBaps 2026 r.
Perucrpamnnontple  yAOCTOBEPCHHS JICKAPCTBEHHBIX MNPENaparoB Uil MEJAMIMHCKOTO MPUMEHEHHUS,
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

MOJATBEPKAAoNMe (GaKT TOCYyHapCTBEHHOM perucrpaludyd, Ha OyMa)KHOM HOCHUTENE M JyOJIMKaThbl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPETIApATOB JUISI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 stTHBAps
2026 T. HE BBIIAIOTCS

[Tonoxxenus yactu 2 (B pemakuuun PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
MIPEIOCTABIECHUSI TOCYAaPCTBEHHBIX YCIAYTI NPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsoMm ENMTY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyO0mukaTbl perucTpaliOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpEnapaToB Ui BETEPUHAPHOro mnpuMeHeHus c¢ 1 saBaps 2026 r. He
BBIIAIOTCS

2. DKcnepTr3a KadecTBa yKa3aHHOW B YacTu 1 Hacrosmiedl ctaThu (hapMaleBTHYECKON CyOCTaHIMH,
COCTaBJIEHHE KOMHCCHEHW DSKCIIEpPTOB 3aKJIIOUEHHH MO pe3yjibTaTaM JTOM JKCHEPTU3bl, TMOANHCAHHE HX
YCUJIICHHBIMHA KBaJIH(i)I/IHHPOBaHHLIMI/I SﬂeKTpOHHbIMVI noanncamMm, HalpaBJICHUC JaHHBIX 3aKJIIOYCHUN B
JWYHBI KaOWHET YMOJHOMOYEHHOTO (eaepabHOro opraHa WCIONHHUTENBHOW BIACTH B €IUHOM CHCTEME
OCYIIECTBIISIOTCS B CPOK, HE TIPEBBIMAIONTNN TPUALIATA pabodInX THEH CO THS HAMPABICHUS B TUIHBIA KaOWHET
9KCIIEPTHOTO YUPEXKACHUS B €IUHONH CHCTEME COOTBETCTBYIOUIETO 33JaHMs YMOIHOMOYEHHOTO (erepaTbHOro
opraHa HCIIOJTHUTEITFHOM BIIACTH, MOANMMCAHHOTO YCUICHHOW KBATM(DUITMPOBAHHON AIIEKTPOHHOMW MOMITHUCHIO, U
CIIETYIOIINX JOKYMEHTOB (CBEICHUH):

Hupopmayusn 06 usmenenusx: Ilynkm 1 usmenen ¢ 1 ansaps 2021 2. - ®edeparsibHbIl 3aKoH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyto pedakyuro

1) cBemeHHs O Jare TPENOCTaBICHHS W PETHCTPALIMOHHOM HOMEpPE JIMIEH3WHW Ha IPOW3BOICTBO
JIEKapCTBEHHBIX CPEJCTB WA CBEJCHHS O JaTe MPEJOCTaBICHUS W PETHCTPAIIMOHHOM HOMEpE 3aKIFOUYSHHS O
COOTBETCTBHH  IPOM3BOAMTENS  JIGKAPCTBEHHBIX  CPEICTB  TpeOOBaHWMSAM  MPaBUIl  HauIekalen
MIPOW3BOJICTBEHHON MPAaKTHKH, BBIAAHHBIX (IPEIOCTABIECHHBIX) YIOJIHOMOYECHHBIM (e/iepaabHbIM OpPraHoM
WCIIOJIHUTENFHOM BIIACTH, B CIlydae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO CPEIACTBA OCYIIECTBIACTCA B
Poccuiickoit enepauny;

Hngopmayus 06 usmenenusx: Ilynkm 2 usmenen ¢ 30 smeaps 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxxenus nyHkra 2 (B penakuuu PepgepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-D3),
Kacarolliecsl IPEeNOCTaBIIEHNsS TIOCYJapCTBEHHBIX YCIYr HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeaumuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (wmm) EMTY, npumeHsatoTcsa ¢ 1 suasaps 2026 r.
PerncrpammoHHble  YIOCTOBEPEHHUS JICKAPCTBCHHBIX MPEMapaToB JUIS  MEIHMIIMHCKOrO MPHUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYIapCTBEHHOM pEerucrpaldyd, Ha OyMa)XKHOM HOCHUTENIE M IyOJIHKATHI
PErUCTPAIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIOAIOTCS
IMonoxenus nmynkra 2 (B penakiuu PegepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTAaBJICHUSI TOCYAAapPCTBEHHBIX YCIYI IPH OOpalleHUM JIEKAPCTBEHHBIX CPEACTB JJII BETEPHHAPHOIO
npumernenus nocpeactsoM EMNIY, npumensaoTcsa ¢ 1 gaBaps 2026 r. JyOmukaTbl perMcTpaliOHHBIX
VIOCTOBEPEHUH JIEKAPCTBEHHBIX IpPENapaToB IS BETEPUHAPHOTO TpuMeHeHHs c¢ 1 saBaps 2026 1. He
BBIIAIOTCS

2) KOTUs IOKyMEHTA, BBIJAHHOTO YITOJIHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOAUTEINS JICKAPCTBEHHOTO
CPEICTBa M TOJTBEPKIAIOIIETO pa3pelieHne MPOM3BOJICTBA JIGKAPCTBEHHOTO CPEACTBA, M €ro MepeBoi Ha
PYCCKHMIl SI3BIK, 3aBEpEHHbIE B YCTAHOBJICHHOM IOPSAAKE, a TaKKe KOMUS 3aKIIOUEHHS O COOTBETCTBUHU
IIPOU3BOUTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM MPABUS HaJJICKAIICH MPOU3BOACTBECHHON MPAKTHKH,
BBIJIAHHOTO YTIOJIHOMOYCHHBIM ()eZICpATbHBIM OPTaHOM HCIIOJIHUTEIBHON BJacTH, JHO0 KOMHS pPEIICHHS
YIIOJIHOMOYEHHOTO  (elIepalbHOTO OpraHa WCIIOJIHUTEIBHOM BIIACTH O NPOBEACHHU (HapMaleBTUYECKOH
WHCIICKIUN IIPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB 4 MCIUIMHCKOTO MNPHUMCHCHHA Ha COOTBCTCTBUC
TpeOoBaHMAM [PaBUI HaJeXaleil MPOU3BOACTBEHHOM MpakTHKH EBpa3uilckoro 3KOHOMHYECKOTO COI03a.
VYkazaHHbIE JJOKYMEHTBI TPEJICTABISIOTCS B clydae, €ClId MPOW3BOJCTBO JIEKAPCTBEHHOTO CPENCTBA
ocylecTBisieTcs 3a npeaenamu Poccuiickoit @enepannu;

3) IOKyMEHT, COAep AN CISAYIONMNE CBEACHUS 0 (papMaIieBTUIECKON CyOCTaHITHN:

a) HauMeHOBaHWe (papMaIeBTHUECKOMN CyOCTaHINH, e CTPYKTypa, OOIIHe CBONWCTBRA;

0) HaMMEHOBaHME U A/IPEC MPOU3BOIUTEIIS;

B) TEXHOJIOTHS TIPOU3BOJCTBA C OINMCAHHEM CTaJWHA TMPOWU3BOACTBA W METOIOB KOHTPOJIS Ha BCEX
CTaJIuSAX MPOU3BO/ICTBA;

I') oIIMcaHue pa3pabdoTKH Mpolecca MPOU3BOICTBA;
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

J) OTIMCaHNE KOHTPOJISI KPUTHYECKHUX CTaJIUil ITpoliecca MPOU3BOJICTBA U MPOMEKYTOUHOMN MPOIYKIUH;

€) TOKYMEHTaJIbHOE MOATBEpKIAeHNE (BaMAANN) TIPOIECCOB U (MIJIN) MX OILIEHKA;

’K) CBOMCTBA M CTPYKTYpa ACHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKA IIPUMECEH;

1) crienuuKanus Ha (papMareBTHIeCKyr0 CyOCTaHITNIO B ee 000CHOBAHHE;

K) aHAIUTUYECKUE METOAUKH, HCIONIb3yeMble IIPU  OCYIIECTBICHMHM KOHTPOJIS  KauecTBa
(hapManeBTH4ECKON CyOCTaHIINY;

Jq) JNOKyMEHTaJbHOE MOATBEPKACHHE (BaNMAaLMs) aHAIMTHYECKHX METOIUK, HCIOJb3YEMBIX IIPH
OCYILECTBICHUU KOHTPOJISI KayecTBa (papMaleBTHUECKOH cyOCTaHIUM;

M) pe3yJbTaThl aHANN3a CepHid (hapMalleBTUIECKON CyOCTaHIINY;

H) TepeUYeHb CTaHIAPTHBIX OOpa3loB WIIM BEIIECTB, HUCIONB3YEMBIX MPH OCYIIECCTBICHHUA KOHTPOJS
Ka4ecTBa;

0) ONUCAaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MAaTEPHAIOB H YKYIIOPOYHBIX CPEJICTB;

I1) JaHHBIE O CTAOMIBPHOCTH (papMarieBTUYECKOW CyOCTaHIINN;

P) CPOK TOTHOCTH;

Hupopmayus 06 usmenenusx:  Yacmo 2 dononnena nynkmom 4 ¢ 1 ausaps 2018 2. - @edeparibHbIl 3aKOH
om 28 oexabps 2017 2. N 425-D3

4) JOKYMCHT, conepmamnﬁ CBCIACHHA O PETUCTpallU NPOU3BOAUTEIA JICKAPCTBEHHBIX CPEIACTB IJIA
MEIUIIMHCKOTO MPHMEHEHUS B KAadeCTBE HAJIOTOIUIATENBIINKA B CTpPaHE PErucTpanuu (I POCCHUHCKUX
OPUINYCCKUAX JIUI - WASHTH(GUKANWMOHHBIM HoMmep Hajoromiarensimuka (MHH), nmns wHOCTpaHHBIX
IOPUAMYECKUX JIMI[ - CTpaHa PErucTpanvy, HAaUMEHOBAaHHUE PETUCTPUPYIOMIETO OpraHa, PEeruCTPaIlMOHHBINA
HOMeEp, KOJI HaJIOTOTIJIATEbIIUKA B CTPaHe PEerucTpanuy (HHKOPIIOPANNN) HITH €TO aHAJIOT).

Hupopmayusn 06 usmenenusx: Yacmo 3 usmenena ¢ 30 aunsaps 2024 2. - PedepasibHbil 3aKoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 3 (B pemakuuu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolluecsl IPENOCTaBJIEHUs] TIOCYAapCTBEHHBIX YCIYT HIPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MeauuMHCKOro npumenenus mnocpeacrsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHbIE  YIOCTOBEPEHMS] JEKAPCTBEHHBIX IpPENapaToB IS MEIULMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENE M JIyOJIHKaThI
PETUCTPAIMOHHBIX YAOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Uil METUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxenus yactu 3 (B pemakuuu PenepanbHoro 3akoHa or 30 susaps 2024 r. N 1-®3), kacarommecs
IIPEIOCTABIECHUSI TOCYAAPCTBEHHBIX YCAYTr MHPH OOpAalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 sgaBaps 2026 r. JIyOnuKaTtsl pPErMCTPALMOHHBIX
YJAOCTOBEPEHHUH JIEKAPCTBEHHBIX IpernapaToB Jjs BeTEepHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJTAFOTCS

3. Jlna mpoBemeHHS OKCIEPTHU3bl KadyecTBa yKa3aHHOW B 4YacTM 1 Hacrosmied CTaThbu
(hapmarneBTHYECKOH CyOCTaHIINA 3asBUTENH HAIPABISET TOCPEICTBOM E4MHOIMO Nnoprana B yHoJTHOMOYEHHBIN
(henepanbHBIN OpraH UCHOTHUTEIHHON BIACTH WJIH JIMYHBIN KaOWMHET YIIOJTHOMOYEHHOTO (DeJlepaibHOTO OpraHa
HCTIOTHUTENFHON BIACTH B €IMHOW CHUCTEME:

Hupopmauusn 06 usmenenusx: Ilynkm 1 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbIl 3akoH om 30
aueaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus nynkra 1 (B pemaxkuuu PepepanbHoro 3akoHa ot 30 susaps 2024 r. N 1-03),
KacarolIMecs: IPENOCTaBJIEHUs] TIOCYJapCTBEHHBIX YCIYr NPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeIUIUHCKOro mnpumenenns nocpeacrsoM ET'MC3 u (wm) ElNTY, npumenstoTca ¢ 1 sasaps 2026 r.
PerucrpaloHHbIe  YIOCTOBEPEHMSI JEKAPCTBEHHBIX MpENapaToB I  MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE U JyOJIHMKaThI
PETUCTPAIMOHHBIX YIOCTOBEPEHHUN JIEKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
IMonoxxenus nyukra 1 (B pemaknuu PegeparnbHoro 3akoHa or 30 sasapsa 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAAaPCTBEHHBIX YCIYTI MHPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsoM EMY, npumeHsoTcs ¢ 1 gaBaps 2026 r. JIyOnuKaTtsl PErHMCTPALMOHHBIX
YAOCTOBEPEHMH JIEKapCTBEHHBIX IpernapaToB [js BeTE€pHHApHOro mnpuMmeHeHus ¢ 1 suBaps 2026 r. He
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

BBIJIAIOTCS

1) 3asBiieHMEe O BKIIOYEHHH B TOCYJApPCTBEHHBIA pPEECTp JICKApPCTBEHHBIX CPEJCTB JaHHOU
(hapMareBTHYECKON CYyOCTaHIINH, TOAMMCAHHOE YCUIIEHHOM KBATU(UIIUPOBAHHON S1IEKTPOHHOM MOAMUCHIO;

Hupopmayus 06 usmenenusx: Ilynkm 2 usmenen ¢ 30 sneaps 2024 2. - ®edepasibHell 3aKoOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus nynkra 2 (B pepaxkuuu PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacaroluecs IMPEAOCTABICHNUS TOCYIAapCTBEHHBIX YCIYr IIPU OOpallleHWH JIEKAapCTBEHHBIX CPEICTB JUIS
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumenatoTca ¢ 1 aasaps 2026 .
PerncrpamioHHble  YIOCTOBEPEHHUS JIEKAPCTBEHHBIX IPENapaToB JUIS MEIWIIMHCKOIO IMPHUMEHEHUS,
MOATBEP KAAONME (aKT TOCYyIapCTBEHHOM perucrpalydyd, Ha OyMa)KHOM HOCHUTENE M JyOJIMKaThI
PETHCTPAIMOHHBIX YIOCTOBEPECHHI JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS
[Tonoxxenus nyskra 2 (B pemakuuu PegepanbHoro 3akoHa ot 30 sgasaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAAaPCTBEHHBIX YCAYI MIPH OOpalll€HUH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npuMenenus nocpeacrsom EMTIY, npumeHswoTcs ¢ 1 gasBaps 2026 r. JlyOmuKaTsl PErMCTPALMOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpEenapaToB i BETEPUHAPHOro mpuMeHeHus c¢ 1 sHBaps 2026 1. He
BBIJAIOTCS

2) PEeKBU3UTHI TOKyMEHTA, MOJTBEPKAAIOIIEr0 YIUIaTy TOCYJapCTBEHHOW MOIUIMHBI 33 BKIIOUEHHE B
TOCYJJApCTBEHHBI PEecTp JEKApCTBEHHBIX CPEACTB (hapMaleBTUYECKOW CyOCTaHIIMU, TPOU3BEICHHOW JUIS
peanuzanuy, TU00 MO0 COOCTBEHHOW WHUIMATUBE YKa3aHHBIM JOKYMEHT. YTOJIHOMOYEHHBIH QenepanbHbIil
OpraH WCIIOJIHUTENBHON BIAcTH NpoBepsAeT (aKT yIIaTel TOCYAAPCTBEHHON IONUIMHBI 3asBUTEIEM C
HCIIONB30BaHUEM HHGpOpMaN 00 yIUiaTe TOCyIapCTBEHHOW MONLIMHBI, cojepikameiics B ['ocymapcTBeHHOM
nH()OPMAITMOHHOW CHUCTEME O TOCYJapCTBEHHBIX W MYHUIUMNANBHBIX IJIaTeXaX, Ha OCHOBaHHH
NPEACTABICHHBIX 3asBUTEIEM PEKBU3UTOB JOKYMEHTa, MOATBEPXKIAIOLIEIO YIUIATy T[OCYJapCTBEHHOU
MOIUINHBI;

Undopmauus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ nyuxkm 3
yacmu 3 cmamou 34 nacmosweco Dedepanvioco 3aKoHA 8HeceHbl uUzMeHenus, 8cmyrnarouue 8 cumny c 1
urwna 2015 2.

Cm. mekcm riyHkma & rnpedbidyuiel pedakyuu

3) MOKYMEHTBI, yKa3aHHBIC B YACTU 2 HACTOSIICH CTAThH;

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oOexabps 2014 2. N 429-®D3 uyacmo 3
cmamovu 34 nHacmosweco PedepanbHo20 3aKOHA OONONHeHA NyHKmom 4, eCmyrnarowum 8 cusy c 1 uwons
2015 e.

4) 3ajABJICHUC O BbLAAYC Ppa3spClICHUA Ha BBO3 B POCCHﬁCKym CDez[epauI/uo KOHKpCTHOfI napTun
HE3apCTUCTPUPOBAHHOI'O JICKAPCTBCHHOTO CpPCACTBA, MPCAHA3HAUCHHOI'0 [Jid IMPOBCACHUA yKaSaHHOﬁ
OKCIICPTUSBI.

Hngopmayus 06 usmenenusx:  Yacmo 3.1 usmenena ¢ 30 sneaps 2024 2. - ®edeparibHbil 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxenus yactu 3.1 (B pemakuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacarolliecss IPENOCTaBIIEHNsS TIOCYJapCTBEHHBIX YCIYrT HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeauIuHCcKoro npumenenus mnocpexcrsoM EI'MC3 u (wmm) EMTNY, npumeHstoTcsa ¢ 1 suasaps 2026 r.
PerucrpalioHHBIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldyd, Ha OyMaXKHOM HOCHUTENIE M IyOJIHKATHI
PETUCTPALMOHHBIX YIOCTOBEPCHHN JISKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 1. HE BBIOAIOTCS
IMonoxenus yactu 3.1 (B pepaxuun PenepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MIPEIOCTAaBJICHUSI TOCYAapPCTBEHHBIX YCIYI NIPH OOpalleHUM JIEKAPCTBEHHBIX CPEACTB JJII BETEPHHAPHOIO
npumernenus nocpeactsoM EMNIY, npumensaoTca ¢ 1 gaBaps 2026 r. JyOnukaTbl perMcTpaliOHHBIX
VIOCTOBEPEHUH JICKAPCTBEHHBIX IIpPENapaToB IS BETEPUHAPHOTO TpUMeHeHHs ¢ 1 saBaps 2026 1. He
BBIIAIOTCS

31. B ClIydac HCEHOPCACTaBJICHUSA C 3asABJICHUEM O BKIHOYCHUHU B FOC}’Z[apCTBeHHBIﬁ peecTp
JICKAPCTBCHHBIX CpCACTB q)apMaI_[eBTI/II{GCKOfI CY6CT3,HLII/II/I BbIJaBaCMbIX (Hpe).'lOCTaBJ'IHCMLIX)
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

YIOJIHOMOUYEHHBIMHU (heiepalibHBIMUA OpraHaMU UCIIOJIHHUTEIBHON BJIACTH JIOKYMEHTOB (CBEICHHI), YKa3aHHBIX
B MyHKTax 1 m 2 4acTW 2 HACTOAIICH CTAaThbU, YIOJHOMOUYCHHBIH (elepabHbIi OpPraH HMCIIOJHUTECIbHOM
BJIACTH 3ampaiiiBaeT yKa3aHHbIE TOKYMEHTHI (CBEJCHUS) B TIOPSIKE MEXBEIOMCTBEHHOTO WH(POPMAIIMOHHOTO
B3aUMOJICUCTBUSL.

Hupopmayusn 06 usmenenusx: Qacmo 4 usmenena c¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus 4dactu 4 (B pemakuuu PepepanbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
Kacaroluecs IMPEAOCTABICHNUS TOCYIAapCTBEHHBIX YCIYr IIPA OOpallleHWH JIEKAapCTBEHHBIX CPEICTB JUIS
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPElapaToB I MEIUIMHCKOTO IPUMEHEHUS,
MOATBEP KAArONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE M JyOJIHMKaThI
PETHCTPAIMOHHBIX YIOCTOBEPECHHH JICKAPCTBEHHBIX MIPEIApaTOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS
IMonoxenust yactu 4 (B pemakunu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-®3), kacarommecs
IIPEIOCTABIECHUSI TOCYIAaPCTBEHHBIX YCAYTI HPH OOpallleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsom EMTY, npumeHsoTcs ¢ 1 gasBaps 2026 r. JlyOnuKaTtsl PErMCTPALMOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpEnapaToB i BETEpUHAPHOro mpuMeHeHus c¢ 1 saBaps 2026 r. He
BBIJAIOTCS

4. B TeyeHue nATH pabOuYMX JHEW CO JHS MPHHATHS 3asABJICHUS O BKIIOYCHHM yKa3aHHOW B 4acTu 1
HACTOSIIEH CTaTbu (apMaleBTHUECKOH CYOCTaHIIMM B TOCYJapCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEJICTB W
JOKYMEHTOB, TIEPCUMCICHHBIX B YacTH | W MNYyHKTEe 2 4acTu 3 HaACTOsIIEH CTaTbd, YIOJIHOMOYCHHBIH
(hemepambHBII OpTaH UCITOJIHATEILHOM BIIACTH:

1) TpoBOIUT TPOBEPKY MOJHOTHI W JOCTOBEPHOCTH HAHHBIX, COAEPXKANINXCSA B IPEICTaBICHHBIX
3asiBUTENIEM JIOKYMEHTaX;

2) TpUHMMAaeT pelIeHHe O HaNpaBIeHHWH B OKCIEPTHOE YYpEeXKIEHHE 3aJaHus Ha IPOBEICHHE
9KCIEepPTH3bl KayecTBa yKa3zaHHOM B 4acTu 1 Hacrosmiel craThi (apMareBTHUECKOW CYOCTaHIMH Wi 00
OTKa3€ B TAKOM HaIlpaBJICHUH;

Hngopmayus 06 usmenenusx: Ilynkm 3 usmenen ¢ 30 smeaps 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenusa nyakra 3 (B penakuuu PepgepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-D3),
Kacarolliecsl IPEeNOCTaBIIEHNsS] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHHH JIEKAPCTBEHHBLIX CPEICTB IS
MeOULMHCKOro npumeHenus nocpeactsom EIMC3 u (wm) ENIY, npumensawoTca ¢ 1 sasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJIHKAThI
PETUCTPALMOHHBIX YIOCTOBEPCHHN JIEKAPCTBEHHBIX MPEIapaToB Ui MEIUIIMHCKOTO MPUMEHEHUs ¢ | sHBaps
2026 T. He BBIIAIOTCS
IMonoxenust nmynkra 3 (B pepakiuu PenepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTAaBICHUSI IOCYAAapPCTBEHHBIX YCIYI IPH OOpallleHUM JIEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO
npumernenus nocpeactsoM EMNTY, npumensaoTesa ¢ 1 sgaBaps 2026 r. JyOmukaTbl pervMcTpaliOHHBIX
YIOCTOBEPEHHI JIEKAaPCTBEHHBIX IpErnapaToB Jjs BeTEepHHApHOTO mpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIIAIOTCS

3) HampaBiser B JHYHBIA KaOWHET 3asBUTENs B €IWHOW CHCTeME NOJNMCAHHOE YCHICHHON
KB (PHUIUPOBAHHOW 3IIEKTPOHHON MOAMNUCHI0 YBEIOMIICHHAE O TPUHITOM PEIICHUH MU B CIy4ae OTKasa C
yKa3aHWEM MPUYHH TaKOTO OTKa3a.

Hupopmayusn 06 usmenenusx:  Yacmo 4.1 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: ITonoxxenus yactu 4.1 (B pemaxuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-©3),
KacarolMecs IPEJOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIEHMH JIEKAPCTBEHHBIX CPEICTB JUIST
MeauuUHCKoro npumenenus mnocpeactsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 aasaps 2026 .
PerncrpanvioHHBIE  VIOCTOBEPEHHUS JIEKAPCTBEHHBIX IPENApPATOB JUII  MEOUIIMHCKOTO IIPHMEHEHHS,
MOATBEPXKIAAIOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XHOM HOCHTENE M IyOJIHMKATHI
PETUCTPAMOHHBIX YAOCTOBEPEHHN JICKAPCTBEHHBIX MPEMApPATOB JIJIsl MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

2026 1. HE BBIOAIOTCS

[Monoxenust yactu 4.1 (B penakuuu PegepanbHoOro 3akoHa ot 30 susaps 2024 r. N 1-D3), kacaromnriecs
IIPEIOCTABICHUSI TOCYJApCTBEHHBIX YCIYyI IPU OOPALIEHUHU JEKAPCTBEHHBIX CPEACTB UL BETEPUHAPHOI'O
npumernenus nocpeactsoMm ENMIY, npumensaoTcsa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Uil BETEPUHAPHOro mnpuMeHeHus c¢ 1 smHBapss 2026 r. He
BBIIAIOTCS

4.1. B cny4ae BBISBIIEHUS HEJOCTOBEPHOCTH M (WMJIM) HEJIOCTATOYHOCTU CBEJICHUH, COJEPIKAIIUXCS B
MIPEJICTABJICHHBIX 3asBUTEIICM MaTepualax, yIIOJHOMOYCHHBIN (eepanbHbIil OpraH UCIOIHHUTEIBHON BIACTH
HaIPABIISAET 3aABUTEITO TOCPEACTBOM €MHOI0 NopTaria WiM B JUYHbIN KaOWHET 3asBUTEIS B SAMHON CUCTEME
3ampoc 00 YTOYHEHHWH YKa3aHHBIX CBEJCHUH, TOAMMCAHHBIN YCUICHHON KBATHM(DUIUPOBAHHON 3IIEKTPOHHOWN
noanucoHo.

Hupopmayus 06 usmenenusix:  Yacmo 4.2 usmenena ¢ 30 susaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 4.2 (B pemakuuu PepepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
KacarolHecs: IMPEJOCTABICHUS TOCYJAPCTBEHHBIX YCIAYTr MPH OOpAIEHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIuHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sausaps 2026 r.
PerucrpanyioHHBIE  YIOCTOBEPEHHUS JEKAPCTBEHHEBIX IMPENApaToB IS  MEAUIMHCKOTO IIPUMEHEHHS,
MMOATBEPXKAAIOMKE (BAKT TOCYJapCTBEHHOM PpETHUCTpaAIlliHM, Ha OyMa)XHOM HOCHTEIE M JTyOIMKATHI
PETUCTPAIIMOHHBIX YAOCTOBEPSHHH JISKAPCTBEHHBIX MPEMAapaToB /I MEIUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 1. HE BBIOAIOTCS
IMonoxenus yactu 4.2 (B pepaxuun PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MIPENIOCTABICHUSI TOCYAapPCTBEHHBIX YCIAYI NIPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB JII BETEPHHAPHOIO
npumernenus nocpeactsoMm EMNTY, npumensaoTcsa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpalOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Uil BETEPUHAPHOro mnpuMeHeHus c¢ 1 smHBaps 2026 r. He
BBIIAIOTCS

4.2. 3agBuTens 00s3aH HampaBHTh IOCPEACTBOM E0MHOrO rnopTana B  YIOJIHOMOYEHHBIH
(enepanbHBIA OpraH UCTIOJIHUTEIBHOM BIACTH WIIM JIMYHBIH KaOMHET YIIOJTHOMOYEHHOTO (heaepaabHOTo OpraHa
UCIIOJTHUTEIIPHOW BIIACTH B €MHOW CHUCTEME IMOJIHMCAHHBIN YCHUIICHHOW KBaJIH(UIMPOBAHHON 3EKTPOHHOM
MOAMUCLIO OTBET Ha 3ampoC YIOJIHOMOUYEHHOTO (efepajbHOrO OpraHa MCIOIHHUTEIBHOW BIACTH B CPOK, HE
NPEBBIIIAIONINHA JIEBIHOCTa PabOYMX JHEH CO JHS MOJMYYECHHUS YIOTHOMOYECHHBIM (efiepalbHbBIM OpraHOM
WCTIOJHUTEIBHON BJIACTH 3JEKTPOHHOTO YBEIOMJICHHMS O TOJYYEHWH 3asBUTENIeM aaHHoro 3ampoca. Cpok,
YKa3aHHBIA B YACTV 4 HACTOSIIEH CTaThU, MPHUOCTAHABIMBACTCS CO JHS HATPABJICHUS 3asBUTEIO IOCPEICTBOM
€IMHOIO IOpTajla WIN B JIMYHbIM KaOWHET 3asBUTENS B EIMHOW CHUCTEME 3alpoca YINOJIHOMOYEHHOI'O
(denepanabHOr0 OpraHa HCIOJHUTENBHOW BIACTH 10 [THS HAINpPABJICHUS 3asBUTEIEM IIOCPEICTBOM EIMHOTO
rmoprana B YIIOJTHOMOYEHHBIH (efepanbHBII OpraH HWCIONHUTENFHOW BIACTH WIH JIMYHBIA KaOWHeT
YIIOJIHOMOYEHHOT'0 (helepabHOr0 OpraHa HMCIOJHHUTENIFHON BJIACTHM B €IUHOIM CHCTEME OTBETa Ha JIaHHBIH
3alpoCc M HE YYUTHIBAETCS MPH HCUHCICHUH CPOKa 3KCHEPTH3bl KauecTBa (apMaleBTHUECKOH CyOCTaHIMH,
MIPOU3BEIEHHON AJIS pean3allu.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oOexabps 2014 2. N 429-®3 uyacmo 5
cmamvu 34 nacmosiyeco PedepanbHoe0 3aKOHA U3NONCEHA 8 HOBOU pedaxyuu, ecmynarowel 8 cuny c 1
urwna 2015 2.

Cm. mekcm 4yacmu 8 npeobidywel pedakyuu

5. OcHoBaHMEM /Ui OTKa3a B HAINpPaBJIEHUU B HKCIEPTHOE YUPESXKJEHHE 3aJaHUs Ha IPOBEACHUE
IKCIIEPTH3bl KayecTBa yKa3aHHOW B 4acTy 1 Hacrosiei cTathu (hapMaleBTUYECKON CyOCTAHLIUM SIBIISCTCS
HETMpPEe/CTaBICHUEe JOKYMEHTOB, YKa3aHHbIX B YacTW 2 HACTOAIICH CTaThH, OTCYTCTBHE HH(pOpMAIIUH,
NOATBEPXKAAoIeH (aKT yIuaTsl TOCYJapCTBEHHOHN MOLUIMHEI 32 BKIIIOYCHUE (hapMalleBTUYECKON CyOCTaHIINM,
MIPOU3BEACHHON JUIsl pealu3allid, B IOCYJapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJCTB, HEIPENCTABICHUE
3asBUTEJIEM B YCTAHOBIICHHBI CPOK OTBeTa Ha YyKa3aHHbIH B 4acTu 4.1 Hacrosiieil cTraThu 3armpoc
YIIOJIHOMOUYEHHOr0 (eieparibHOr0 OpraHa HMCIOJHHUTENIbHONW BJIACTH WJIM IPEACTaBICHHE IOKYMEHTOB, HE
COJIeprKaIIMX NCYEPIIBIBAIOLIECTO IIEPEUHs] HEOOXOAUMBIX CBEIECHHH.

Hupopmayusn 06 usmenenusx: Qacmo 6 usmenena c¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenust vactu 6 (B pemakunu PefepanbHoro 3akoHa ot 30 sueaps 2024 r. N 1-®3),
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Kacarollhecs: IPEAOCTaBJIEHUsS I'OCYJapCTBEHHBIX YCIYr HPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauuuHCKoro npumenenus mnocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHbIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAArONMEe (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENIE M JyOJIHMKaThI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui METUIIMTHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS

IMonoxenus yactu 6 (B pemakumu PenepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-®3), kacarommecs
IIPENOCTABIECHUSI TOCYAAPCTBEHHBIX YCAYTI MHPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 gaBaps 2026 r. JlyOmuKaTtsl PErMCTPALMOHHBIX
YAOCTOBEPEHUI JIEKAaPCTBEHHBIX IpErnapaToB [js BeTEpHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIIAIOTCS

6. B Teuenume mATHAOIATA paboOyux MAHEW CO JHS TOJYYCHHS] PEIICHUS YIOJTHOMOYCHHOTO
(denepanbHOrO OpraHa HCIOJHUTEIBHON BJIACTH O HAMpaBICHWH B OJKCIEPTHOE YUYPEXKIACHUE 3alaHus Ha
MIPOBEJICHIE IKCIIEPTU3bI KAa4eCTBa yKa3aHHOU B YACTW 1 HacTosmied craTbu (apManeBTHUECKON CyOCTaHIH
3asiBUTENh TPEACTABISIET B DOKCIEPTHOE YUpEXKIEHHE [UIS TPOBEACHHS MaHHOW OKCIEPTHU3BI 00pasIlsl
(hapmaneBTHYECKOH CYOCTaHIIMM B KOJMYECTBE, HEOOXOAMMOM JUIS BOCIIPOM3BEIEHHUS METOJOB KOHTPOIS
KadyecTBa. DKCIEPTHOE YUPEKJICHHE MPHU MOJYYCHHU OOpas3loB yKazaHHOM B 4acTW 1 Hacrosmiel craThu
(hapmarieBTHYECKON CyOCTaHIIMM B TOT K€ JIEHb HAIIPABIIACT B JIMYHBIA KaOMHET 3asSBUTEINS B €IUHOU CHCTEME
YBEIOMIICHHUE, MTOATBEPIKIAIONIEee TOTYUYCHHE ITHX 00paslloB. DTH CPOKU HE BKIIFOYAIOTCS B CPOK MPOBEICHHUS
JAHHOM SKCIEPTHU3HIL.

7. Vrparuna cuiy ¢ 30 ssuBapst 2024 r. - ®efepanbHbii 3akoH ot 30 suBaps 2024 r. N 1-@3

Hngopmayus 06 usmenenusx:  CM. npedbidywyro pedakyuro

Hupopmayusn 06 usmenenusx: Yacmo 8 usmenena c¢ 30 ansaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 8 (B pemakuuu PepgepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolIuecsl IPEeNOCTaBJIEHNsS] TOCYJapCTBEHHBIX YCIYT NIPH OOpalleHWuH JIEKAPCTBEHHBLIX CPEICTB IS
MeauUMHCKOro npumenenus nocpeacrsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 sasaps 2026 .
PerucrpaloHHbIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX MpENapaToB IS MEIUIMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONME (aKT TOCYIapCTBEHHOM perucrpaldyd, Ha OyMa)KHOM HOCHUTENIE M JIyOJIHKAThI
PETUCTPAIMOHHBIX YIOCTOBEPSHHN JIEKAPCTBEHHBIX MPEMapaToB Uil MEIUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxxenus yactu 8 (B pemakumu PenepanbHoro 3akoHa or 30 susaps 2024 r. N 1-®3), kacaromuecs
MIPEIOCTABICHUS TOCYIapCTBEHHEIX YCAYr MPU OOpaIeHHM JIEKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOTO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 saBaps 2026 r. JIyOnuKaTtsl PErHCTPALMOHHBIX
YJOCTOBEPEHMI JIEKAPCTBEHHBIX IpernapaToB [js BeTEpUHApHOro mnpuMmeHeHus ¢ 1 suBaps 2026 r. He
BBIJTAIOTCST

8. B cpok, He MpEeBHIMAIONINN MATH padOduX IHEW CO IHSA HaIpaBiICHHUS IOCPEACTBOM ELVHOIo
rnoprana B YIOJTHOMOYCHHBIH (emepalbHBIi OpraH WCIOJHUTECIBHON BIACTH WJIH JUYHBIA KaOWHET
YIOJTHOMOYEHHOTO (heIepallbHOTO OpTaHa WCMOIHUTEIHFHON BIIACTH B €IMHOW CHCTEME 3aKIIOUEHUS KOMUCCHH
9KCHEPTOB MO pe3yibTaTaM OSKCIEPTH3bl KauecTBa yKa3aHHOW B 4YacTu 1 Hacrosmiel cTaThu
(hapmarieBTHYECKOH CyOCTaHIINH, YIOTHOMOUYEHHBIH (eiepalibHbIA OPTaH UCTIOTHUTEIHHON BIIACTH:

1) ocymiecTBISe€T OIEHKY TaKOTO 3aKIIOYCHHS I ONpEeNIEeHHS €ro COOTBETCTBHUS 3allaHUI0 Ha
MPOBEACHUE JAHHOM SKCIEPTHUHI;

2) MpUHUMAET peIIeHHe O BKIIOYCHUH yKa3aHHOW B YacTu 1 Hacrosieit ctaThu (hapMarieBTUIeCKOM
CyOCTaHIIUM B TOCYJIaPCTBEHHBIM PEECTP JICKAPCTBEHHBIX CPEACTB WM pelieHHe 00 OTKa3e B TaKOM
BKJIIOYUCHHH,

Hnupopmayus 06 uzmenenusix: Ilynkm 3 usmenen ¢ 30 smeaps 2024 o. - ®edepasibHbIl 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus nynkra 3 (B pemaxkmuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-03),
KacarolHecs] IPENOCTABICHUS T'OCYLAPCTBEHHBIX VCIYr IPU OOpAILEHHHM JIEKAPCTBEHHBIX CPENCTB I
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpanyoHHBIE YOOCTOBEPEHUS JIEKAPCTBEHHBIX IMPENAparoB I MEOUIUHCKOIO IIPUMEHEHUS,
MOJATBEepP)KAafoNIie (BakT TOCYTapCTBEHHONW PETHCTPAlldH, Ha OyMaXHOM HOCHTENC | JTyOIMKaThI
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PETHCTPAIIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaToB IS MEAUIIMHCKOTO MTPUMEHEHUS ¢ 1 stHBAps
2026 1. HE BBITAIOTCS

[Tonoxxenus nmyHkra 3 (B pemakunn PepeparnbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
IIPEIOCTABICHUSI TOCYAAapPCTBEHHBIX YCIYI NPH OOpallleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsoMm EMNTY, npumensaoTcsa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Uil BETEPUHAPHOro mnpuMeHeHus c¢ 1 sHBapst 2026 r. He
BBIIAIOTCS

3) BHOCHT TpH NPHHATHH PEIICHUS O BKIIOYCHHM YKa3aHHOM B 4acTu 1 Hacroseil cratbu
(bapmarieBTHUECKON CYOCTaHIMU B TOCYAapCTBEHHBIN PEeCTp JEKAPCTBEHHBIX CPEACTB MPEIYCMOTPCHHYIO
yacTtelo 2 crtaTbu 33 Hacrosimiero DeaepaibHOro 3akoHA HWHOOPMAIMIO M HAMpPaBISIET 3asBHTEIIO
IMoCpeaACTBOM egunHoro I'IOpTaJ'Ia WIA B JAYHBIN KaGI/IHeT 3a4BUTCIII B CHHHOﬁ CHUCTCMC BBIINIMCKY M3
rOCYIapCTBEHHOTO PeecTpa JICKAPCTBEHHBIX CPEICTB.

Hnchopmayus 06 usmenenusx:  Yacmo 9 usmenena ¢ 15 wons 2018 2. - @edeparibHbIl 3aKOH om 4 uions
2018 2. N 140-@3
Cwm. npedbidywyto pedakyuro

9. OcHoBaHMeM [uisi OTKaza BO BKIIOYCHHUHM yKa3aHHOH B 4actu 1  Hacrosiei
cTaThu (apMalleBTUUECKOW CYOCTaHIIMM B TOCYJapCTBEHHBIH pPEECTp JEKAPCTBEHHBIX CPEICTB SBIISCTCS
3aKJTIOYEHUE COOTBETCTBYIOIIETO YIMOJTHOMOYEHHOTO (hefepalbHOrO OpraHa MCHOJHUTENBHOH BIACTH O TOM,
9TO Ka4eCTBO (hapMaleBTHIECKOH CyOCTaHIINH HE TIOATBEP)KIACHO TTOJTyYSHHBIMH TaHHBIMH.

Undopmayus 06 uszmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 34
nHacmosiye2o Pedepanvrozo 3akona donoanena ywacmoio 10, ecmynarowed e cuny ¢ 1 wions 2015 2.

10. He momyckaeTcss BKIIOYCHHE B TOCYIApCTBCHHBIH PEECTp JICKAPCTBEHHBIX CPEICTB OIHOU
(hapmareBTHYECKON CyOCTaHITMHM, TMPOW3BEICHHON MJIsi pealn3allid M BBIIYCKaeMOW OJHHUM M TeM JKe
MIPOM3BOAUTENIEM, B BUE IBYX U 00Jiee pEECTPOBBIX 3aIHCeH.

Undopmauus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-@3 cmamova 34
nacmosiye2o Pedepanvrozo 3akona donoanena ywacmoio 11, ecmynarowed 6 cuny ¢ 1 wions 2015 2.

11. BHecenne m3MEHEHUN B JOKYMEHTH Ha (hapMaIleBTHUCCKYIO CyOCTaHIINIO, MPOW3BEIACHHYIO IS
peanu3anyy ¥ BKIIOYEHHYIO B TOCYIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIETCS B MOPSIIKE,
ycranoBineHHoM cTatbaAmMn 30 m 31 Hactosmero dexepanbHOro 3akoHa, € YIUIATOW TOCYIapCTBEHHOU
TIOTILJIMHEIL, TIPEelyCMOTPEHHOW 3aKoHO4aTernbCTBOM Poccuiickoit @enepanyu o Hanorax u coopax.

Hupopmayusn 06 usmenenusx:  Yacmo 12 usmenena ¢ 30 aneaps 2024 2. - @edeparbHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 12 (B pemakiuun PegepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-®3),
Kacarolliecsl IPEeNOCTaBJIEHNs] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauUUHCKOro npumenenus nocpenctsom EI'MC3 u (wum) ENTY, npumensaoTca ¢ 1 gasaps 2026 r.
PerucrpanoHHbIe  YIOCTOBEPEHMS JEKAPCTBEHHBIX MpENapaToB IS  MEJUIMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JIyOJHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPSHHN JIEKAPCTBEHHBIX MPEMapaToB /Ui MEIUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxxenus nmyukra 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MIPEIOCTABICHUS TOCYIapCTBEHHEIX YCIYr MPU OOpaIleHHM JIEKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOTO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 saBaps 2026 r. JIyOnuKaTtsl PErHMCTPALMOHHBIX
YJOCTOBEPEHMI JIEKAPCTBEHHBIX IpernapaToB Jjs BeTEpUHApHOro mnpuMmeHeHus ¢ 1 suBaps 2026 r. He
BBIJTAIOTCST

12. Homyckaercs oOpamieHue ¢GapMarieBTHIECKO CYOCTaHIIMHM O HCTCYCHHS CpOKa TOTHOCTH,
MIPOM3BEICHHOM JIJISI pealu3alii B TCUCHUE CTa BOCBMUICCATH JTHEH MOCIe IAThl IPUHITHS YIIOJHOMOYEHHBIM
(denepa’abHBIM OpPraHOM HCIOJHUTENIBHON BIACTU pEINICHUS O BHECCHHHM HM3MEHCHHH B JOKYMEHTHI Ha
(apMarieBTHYECKYI0 CYOCTaHIMIO, B COOTBETCTBUH C WHQOpMAIMEH, coJepiKalieiicss B OKYMEHTaX Ha
(hapMarieBTHIECKYIO CyOCTAHIIHIO /IO AAThl IPUHSTHS TAKOTO PELICHUS.

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamovs 34
nHacmosiue2o Dedepanvroeo 3akona donoanena yacmoio 13, ecmynarowiet 8 cusy c¢ 1 uons 2015 .

13. Pemienne 00 HUCKIIOYEHHU U3 ToCyAapCTBCHHOTO peeCTpa JICKAPCTBCHHBIX CPCACTB
Q)apMaueBTqucxoﬁ CY6CTaHI_II/II/I, HpOHBBCHeHHOﬁ A peéanr3alv, NOPUHHUMACTCA YHOJIHOMOYCHHBIM
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(denepa’abHBIM OPTaHOM HCIIOJHHUTENLHON BIIACTU B CIIydae:

1) mpencraBieHUs] COOTBETCTBYIONIUM YIOTHOMOUYEHHBIM (elepaTbHBIM OPTaHOM HCIOJHUTEIHHON
BJIACTH 3aK/IIOUCHHMA O PUCKE WIM 00 Yrpo3e JKM3HH WIM 3I0POBBI0 4YEIOBEKa JIMOO >KUBOTHOIO IIPH
HCIOJIb30BaHNH JIEKapCTBEHHOIO CPEJCTBA;

Hupopmayusn 06 usmenenusx: Ilynkm 2 usmenen ¢ 30 ansaps 2024 2. - ®edeparbHbIl 3akoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus nynkra 2 (B penaxkuuu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-©3),
Kacarolluecs: IPEAOCTaBJICHUs TI'OCYJapCTBEHHBIX YCIYr IPH OOpalleHUH JIEKAPCTBEHHBLIX CPEJACTB IS
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (mum) ENIY, npumensatotca ¢ 1 gasaps 2026 r.
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPElapaToB I MEIUIMHCKOTO IPUMEHEHUS,
MOATBEP KAArONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE M JyOJIHMKaThI
PETHCTPAIMOHHBIX YIOCTOBEPECHHH JICKAPCTBEHHBIX MIPEIApaTOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS
[Tonoxenus nynkra 2 (B penakuuu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYIAaPCTBEHHBIX YCAYTI HPH OOpallleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsom EMTY, npumeHsoTcs ¢ 1 gasBaps 2026 r. JlyOnuKaTtsl PErMCTPALMOHHBIX
YIOCTOBEPEHUH JIEKapCTBEHHBIX MpenapaTroB JUIsl BeTepuHapHOro mnpuMeHeHus c¢ 1 suBaps 2026 r. He
BBIIAIOTCS

2) HampaBleHUs Pa3pabOTUMKOM JIEKapPCTBEHHOTO CPEJCTBA WM INPOHM3BOAUTENEM JIEKapPCTBEHHOI'O
cpelcTBa MO0 YNMOJHOMOYEHHBIM MMH JAPYIMM IOPUIMYECKMM JIMIOM IOCPEJICTBOM EMHOro noprana B
YHOJTHOMOYEHHBIH (hefepantbHbIil OpraH HMCIONHUTENFHOW BIIACTH WM JIMYHBIM KaOMHET YHNOJHOMOYEHHOTO
(denepanbHOr0 OpraHa WCHOJIHWTENBHOM BJIACTH B €AMHOW CHUCTEME IOANMCAHHOIO  YCHJICHHOM
KBaIN(HUIUPOBAHHOW 3MEKTPOHHONM MOANUCHIO 3asBICHHUS 00 MCKIIOYEHHH M3 T'OCYAApCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEACTB (hapMaLeBTHUECKON CyOCTaHLIMH, IPOU3BEICHHOM IS peanu3aluy;

3) orcytcTBHs (hapMaLeBTHUECKONH CyOCTaHIMM, MPOM3BENCHHOW Ul peanu3alud, B OOpalieHuH B
Poccuiickoii denepauun B TeueHUE Tpex U Ooee JieT.

T"'APAHT: CM. KOMMeHTapuu k cratbe 34 Hactosiiero depepanbHOro 3aKOHA

Cratbsa 35. YTpatuna cuny ¢ 1 urons 2015 .
Hngopmayus 06 usmenenusix.  Cwm. mexem cmambu 35

Hupopmayusn 06 usmenenusx:  Cmamos 36 usmenena ¢ 1 mapma 2020 2. - @edepasibHbil 3aKOH om 27
oekabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

CraTtbsa 36. O0xanoBanue pemeHns 00 0TKa3e B BBIAAaYe pa3pelieHnsT Ha IPOBEICHNE KINHNYIECKOTO
HCCIICIOBAHUSl JICKApPCTBEHHOIO IIpemapara, pemeHns o0 OTKa3e B TOCyAapCTBEHHOU
PETUCTpaLMU JIEKAPCTBEHHOTO IpemnapaTa, 3aKJIIOUEHHs] KOMUCCHH SKCIEPTOB 3KCIEPTHOTO

YUPEXKIECHUSI MU 3aKJIIOUEHUS COBETA 10 3THUKE
Pemienne cOOTBETCTBYIOIIETO yMOJTHOMOYEHHOTO (ellepalbHOro OpraHa HCIOJHUTEIBHONW BIAcTH 00
OTKa3e B BbIayu€ pa3pelleHus Ha MPOBEACHHE KIMHUYECKOTO HCCIEIOBaHUS JIEKapCTBEHHOIO IIpernapaTa,
pelieHne yKa3aHHOro (eAepalbHOTO OpraHa HWCIOJHUTEIbHOM BiIacTh 00 OTKa3e B TOCYAapCTBEHHOH
perucTpanru JeKapcTBEHHOTo Mpernapara, 3aKJIIoueHHe KOMHCCHU 3KCIIEPTOB 3KCIEPTHOTO YUPEKJISHHUS WIH
3aKIIIOYEHUE COBETa MO ITHKE MOXET OBITh 00KAJOBaHO B TOPSIKE, YCTAHOBIEHHOM 3aKOHOAATENbCTBOM
Poccmiickoit ~ @Denepauuu.  3aKkIIOYeHHE ~ KOMHCCHH  JKCHEPTOB  OKCIEPTHOTO  YUPEXKAEHHUS O
B3aUMO3aMCHACMOCTHU JICKAPCTBECHHBLIX IIp€raparoB I MCAUIIMHCKOrO IPUMCHCHUA 1Moo o TOM, YTO
JIEKapCTBEHHBIN Npenapar A MEIULIMHCKOIO IPUMEHEHHs HE SBIAETCS B3aMMO3aMEHSIEMBIM, MOXKET OBITH
00’KaJI0OBaHO AEp>KaTeIeM WIM BIAJeNbLEeM PErMCTPALMOHHOIO YIOCTOBEPEHHs JISKApCTBEHHOIO Ipenapara B
YIIOJIHOMOUYCHHBIH (heAepabHbIl OpraH HCIIOJHUTEIBHOM BIACTH, KOTOPBIM NPHUBIEKAeT K PACCMOTPEHHIO
YKa3aHHOM >kanoObl MOJBEIOMCTBEHHBIE €My Hay4dHbIE OpraHM3alMM M 00pa3oBaTelbHbIE OpraHU3aLUH
BbICIIETO0 O00Opa3oBaHMsA, OCYLIECTBISIONINE JEATENIbHOCTh B cdepe oOpalieHusi JIEKapCTBEHHBIX CPEACTB.
3akoueHNEe KOMHCCHM 3KCIIEPTOB JKCIEPTHOTO YUPESKICHUS, O(QOPMIEHHOE IO HUTOraM IepecMoTpa
00)KaJOBAaHHOTO  3aKJIIOUEHHS OKCIIEpTa, MOXKET OBITh OCIOPEHO Jep)KaTelieM WM  BJalelbleM
PETUCTPALIMOHHOTO YAOCTOBEPEHHS JICKapCTBEHHOTO Mpenapara JIMOO YIOJTHOMOYEHHBIM HMH JIMIOM B
NOpSIIKE, YCTaHOBJICHHOM 3aKOHoAaTenbCTBOM Poccuiickoit ®epepaunu. [lpu oOxanoBaHuu pelieHUs
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

YIIOJIHOMOUYEHHOTO (he/IepajbHOTO OpraHa WCIOJHUTEIHHON BIACTH, 3aKJIIOUEHHS DKCIIepPTa WM KOMHCCHH
9KCIIEPTOB JKCIEPTHOTO YUYPEXKACHHUS, 3aKIIOYEHHs COBETa [0 JTHKE Jep)KaTelb WM  BJajesell
PETUCTPAIIMOHHOTO YAOCTOBEPEHHSI JIEKapCTBEHHOTO IMperapara JH00 YHOIHOMOYEHHOE WMH JIMIO BIIPaBe
MPECTaBUTh  Pe3yNbTaThl  OKCIEPTH3BI  JIGKAPCTBEHHOTO  TIperapara, IMPOTOKOIBI  TOJYYEHHBIX
AKKpEANTOBAaHHBIMH HCITBITATEIHHBIME JTa00paTOPUSMU (IIEHTPAMH) Pe3yIbTaTOB UCCIIEAOBAHUHN, NCIIBITAHMI.

I'APAHT: CM. KOMMeHTapuu k cratbe 36 HacTosmero denepaaTbHOTO 3aKOHA

Hupopmayusn 06 usmenenusix:  Haumenosanue uzmeneno ¢ 30 ansaps 2024 2. - @edeparsibHbIl 3aKOH om
30 aunsaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

Cratba 37. Uudopmarusi, CBsi3aHHAas C OCYIIECTBJICHHEM TOCYIAPCTBEHHOW PErHCTpPAldH WIIH
peTHCTpalMi  JIEKAPCTBEHHBIX  MpernaparoB, HWHGOpMAIUs O  3aperHCTPUPOBAHHBIX
JIEKapCTBEHHBIX  Tperaparax ¥ JIEKAPCTBEHHBIX IIperapaTax, HCKIIOUEHHBIX U3
rOCyIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJICTB

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena ¢ 30 ausaps 2024 2. - @edeparbHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

1. CooTBeTCTBYIOIIMIA YIOTHOMOUYEHHBIN (pefepaibHbIil OpraH HCIOJHUTEIFHON BIACTH pa3MellaeT Ha
cBoeM o¢unuansHOM caiite B cetn "MHTepHer" wuH(OpManMio, CBS3aHHYIO C OCYIIECTBJICHHEM
rOCy/apCTBEHHOM pPErucTpalvy WM PETUCTPALMU JIEKApCTBEHHBIX NPEMNAapaToB, B TOM YHCIE NPOBEICHHEM
9KCHEpPTH3bl  JICKAPCTBEHHBIX CpPEACTB  (BKJIIOYas pe3yibTaTbl €€ MpOBeAEHHs), WHPOPMALHUIO O
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIperaparax W JIEKAPCTBEHHBIX IIpernapaTax, HCKIIOYEHHBIX U3
rocyfapCTBEHHOIo peecTpa JeKapCTBEHHBIX CPEJACTB, HE MO3[JHEEe YeM depe3 ISATh pabouux JHEH co JHs
NOJY4YEHUs] YIMOJHOMOYEHHBIM (efepaqbHBIM — OpPraHOM — HCIIOJNHUTEIBHON BJIACTH COOTBETCTBYIOIICH
HHPOPMAITUH.

Uudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-D3 ¢ uacmo 2
cmambvu 37 Hacmoswe2o PedepanvHo20 3aKOHA GHECeHul U3MeHenus, ecmyrarwue 6 cusy c¢ I uwoas
2015 e.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

2. Cpokn n nopsgoK pasMerneHds yKazaHHOM B 4acTu 1 wHacrosmied craThbu HH(GOPMAIUH
YCTAaHABIUBAIOTCS YIOJHOMOUYEHHBIM (beJiepalibHbIM  OpraHoM  HCIIONHHUTENbHOW Biactu. HMHbopmanus,
yKazaHHas B YacTW 1 HacToslIed CTaThH, SBJISIETCS OTKPHITOM W OOINEIOCTYITHOW W TIPEIOCTaBISCTCS
3aWHTEPECOBAHHBIM JIMI]AM B COOTBETCTBUU C 3aKOHOIATENLCTBOM Poccutickoit depepannu.

T'APAHT: CM. KOMMeHTapum k cratbe 37 HacTosmero deneparTbHOTO 3aKOHA

I'nasa 7. Knunndeckue HCCJICAOBAHUSA JJEKAPCTBEHHBIX NMPpenapaToB AJist MEAUIUHCKOI0 IPUMEHECHUAS,
A0roBop 00 ux MPOBEACHUH, IIPABA MALNUCHTOB, YYACTBYKOIIHUX B 3TUX UCCJTECT0BAHUAX

Cratba 38. Kiunuueckue HUCCIICAOBAHUA JICKAPCTBCHHBIX Ip€rnapaTtoB [IA MCAULMUHCKOI'O
MPUMCHCHUA

Hupopmavyus 06 usmenenusx: HYacmo 1 uzmenena c¢ 30 aneaps 2024 2. - ®edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. KnuHuyeckue ncecnefoBaHng rnekapcTBEHHbIX NPenapaToB IS MEAUIMHCKOTO MTPUMEHEHHS, B
TOM YHCIIE MEXIYHAPOJHBIE MHOTOLEHTPOBEIE, MHOTOIIEHTPOBBIC, MOCTPETUCTPAIIMOHHEBIE, TPOBOISTCS B
OJIHOM WJIM HECKOJIBKUX MEAUIIMHCKUX OPTaHU3AIUIX B CICAYIOMUX IEeIX:

1) ycranoBiieHue 0€30MaCHOCTH JICKAPCTBEHHBIX MPENapaToB JUIS 3A0POBBIX JOOPOBOJBICE M (WJIH)
MEPEHOCHUMOCTH MX 3JI0POBBIMU JTOOPOBOJIBIIAMH, 33 MCKIIIOUECHHEM TaKHX MCCIICIOBAHHUN JIEKAPCTBEHHBIX
MpernaparoB, MPOU3BEAEHHBIX 3a ipeaesiamu Poccutickoit denepannu;

2) mombop ONTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Ipenapara u Kypca JICUSHUS IS TaIlMeHTOB C
OTIpe/IeTICHHBIM  3a00JIeBaHNEM, ONTHMAJIBHBIX 103 H CXeM BaKIMHAIWKA HMMYHOOHOJOTHIECKUMHU
JIeKapCTBEHHBIMU TpenapaTaMy 3I0POBBIX T0OPOBOJIBIIEB;

3) ycraHOBIEHHE OE30MACHOCTH JICKAPCTBEHHOTO Tpernapara U ero 3p¢GeKTUBHOCTH IS MAIUEHTOB C
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orpe/eNieHHbIM 3a00JieBaHreM, MPOMUIaKTHIECKOW dPPEKTHBHOCTH WMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX
IIpenapaToB AJIs 3l0POBBIX 100POBOJIBLEB;

4) m3yueHHe BO3MOXKHOCTH PACIIMPEHMS MOKA3aHUI Ul MEAUIMHCKOTO NPUMEHEHUS M BBIIBICHUS
paHee HEN3BECTHBIX IOOOUHBIX JEHCTBUH 3aperuCTPUPOBAaHHBIX JICKAPCTBEHHBIX IIPENIapaToB.

Hupopmayusn 06 usmenenusix:  Cmamos 38 donoanena uacmoto 1.1 ¢ 30 aneaps 2024 2. - @edeparibHbil
3aKoH om 30 saneaps 2024 2. N 1-D3

1.1. KnuHuueckue uccieNoBaHUs JEKAPCTBEHHBIX IPENapaTtoB Ui MEJULUHCKOIO INPUMEHEHHUS
MIPOBOJSITCA B COOTBETCTBHMM C IIPaBWIAMH HAAJeKallell KIMHUYECKOM MPAaKTUKH, YTBEPKACHHBIMU
EBpazuiickoil 5JKOHOMUYECKON KOMHCCHEM.

Hupopmayusn 06 usmenenusx: Hacmo 2 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. B orHOmeHun BOCIMNpon3BeLEeHHbIX J1EKapCTBEHHbIX MpernapartoB aid MEIUIHHCKOTO
OPUMEHEHUS]  OPOBOAATCS  MCCNefoBaHus  OMOSKBMBANEHTHOCTM W (WiIM) — TepameBTHYECKOM
9KBHMBAJICHTHOCTH B MTOPSAJKE, YCTAHOBIEHHOM aKTaMH, COCTaBJIAIOMIUME 1paBo Coro3a.

3. OpraHuzanuio TpPOBEICHUS KIMHUYECKUX HCCIEIOBaHMM JIEKAPCTBEHHOro Tpemapara A
MEIUIMHCKOTO MPUMEHEHHS BIIPaBe OCYIIECTBIATh:

1) pa3paboT4HK JIeKapCTBEHHOTO MperapaTa WK YIOJIHOMOYEHHOE UM JIUIO;

Unpopmayus 06 usmenenusx:  PedepasibHbIM 3aKOHOM om 2 uwonsa 2013 2. N 185-D3 nynxkm 2 yacmu 3
cmamvu 38 nacmosweco Dedepanvroco 3aKOHA U3NONCEH 8 HOBOU pedakyuu, 8cmyrnaroujed 6 cury c 1
cenmsops 2013 2.

Cm. mekcm ryHkma 8 rpedbiOyu,el pedakyuu

2) oOpa3oBareibHBIC OpraHM3allMK BBICIIETO O0Opa30BaHUs, OpraHU3alMH JOMOJHUTEIHLHOIO
poeCCUOHAIILHOTO 00pa30BaHuUs;

Hupopmayus 06 uzmenenusx: Ilynkm 3 usmenen ¢ 30 smeaps 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

3) Hay4HBIEC OpraHU3aIUH.

Hudopmayusa 06 uzmenenusx: ®edeparibHbIM 3aKOHOM om 13 utonsa 2015 2. N 241-D3 ¢ yvacmv 4 cmamou
38 HacmoAaweco (De()epaﬂbHozo 3AKOHA 6HECEHbl USMEHEHUA
CmM. mekcm Yacmu 8 npedbidywiel pedakyuu

4. Kiuauueckue WCCIENOBAHUS JIEKAPCTBEHHOTO TIpermapara Uil MEIUIIMHCKOTO TIPUMEHECHHS
MPOBOMIATCS HA OCHOBAaHWUW pa3pelICHUS Ha TMPOBEACHHE KIMHUYECKOTO MCCICIOBAHUS JICKAPCTBEHHOTO
npernapara, BBIIAHHOTO YIIOJITHOMOYE€HHBIM (Jpe)lepaanHM Opranom HACIIOTHUTETEHON BJIAaCTH.
Y1oTHOMOYEHHBIH (hemepalbHbI OpraH MCIIOJHUTEIBHON BIACTH BEACT PEECTP BBIIAHHBIX pa3peIicHH Ha
MIPOBEJICHIE KIIMHUYECKUX MCCIICOBAaHNH JIEKapCTBEHHOTO Mperapara, CoAeprKallii yka3aHue Ha WX Ieb WIH
IeJTHA, B YCTAHOBIICHHOM 3THM OPTaHOM MOPALKE.

5. ¥YTpatuna cuny c 1 uroas 2015 r.

Hngpopmayus 06 usmenenusix:  Cwm. mexem 4yacmu 5 cmamsu 38

6. K opranmsanum mnpoBeaeHHs KIMHUYECKUX MCCIENOBAaHUN JIEKAPCTBEHHOIO IIperapara Juis
MEJMIIMHCKOTO TPUMEHEHUs Pa3paboTyMKOM  NIEKAPCTBEHHOrO MpenapaTta  MOryT IpHBIEKAThCS
IOPUIMYECKHUE JTNLA 0001 OpraHu3allMOHHO-IIPABOBOM ()OPMBI IPH YCIOBUH OOECTIEUEHHUS] COOTBETCTBUS 3TUX
Hccien0BaHui TpeGoBaHUsIM HacTosero denepaibHOroO 3aKOHa.

7. Ytparuna cuiy ¢ 30 saBapst 2024 1. - PefepansHbii 3akoH ot 30 saBaps 2024 . N 1-03

Hupopmayus 06 usmenenusx:  CM. npedbidywyto pedaxkyuro

Hupopmayusn 06 usmenenusx: Hacmo 8 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

8. I'Iepequb MCAUIHMHCKHUX 0pFaHPI3aLII/II>'I, MMPOBOAAIINX KIIMHUYECCKUE UCCIIEJOBAHUS JICKAPCTBEHHBIX
npenaparoB AJjid MEAUITMHCKOTO NPUMEHCHUS, U PECCTP BbIAAHHBIX paapemeHHﬁ Ha IPOBCACHUC KIIMHUYCCKUX
I/ICCJ'Ie,Z[OBaHI/Iﬁ JICKAPCTBCHHBIX IpCHapaToB 0Hy6J'H(IKOBI>IBa}OTC$I n  pasMeHaroTCa  YIOJIHOMOYCHHBIM
q)eﬂepaﬂBHBIM OpraHomMm HCIOJHUTCIBHON BJIAaCTH B YCTAaHOBJICHHOM MM MNOPAOKE Ha CBOCM 0(1)I/ILII/IaJ'H:HOM
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caiire B cetn "MHTepHeT".

T'APAHT: CM. KOMMeHTapum k cratbe 38 HacTosmero deaepanibHOTO 3aKOHA

Unpopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamos 39
nHacmosiye2o PedepanbHo20 3aKOHA U3IONHCEHA 8 HOBOU pedakyuu, scmynarowed e cuny ¢ 1 uions 2015 2.
CmM. mekcm cmambu 8 npedbidyuwelt pedakyuu

CraTtbsa 39. Penienrie 0 MPOBEACHUH KIMHUYECKOTO WCCIIEIOBAHMS JIEKAPCTBCHHOTO Mpenapara s
MCIUIUHCKOI'O0 MMPUMCHCHUSA
1. Kiouaudeckoe WCCIeIOBaHNE JIEKAPCTBEHHOTO TMperapara IS METUIMHCKOTO TPUMEHEHUS
MPOBOJUTCSA HA OCHOBAHWHM pa3pelieHHs Ha MPOBEICHHE KIUHMYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
npernapara, BbIIaHHOTO YIIOJHOMOYEHHBIM (ellepaibHbIM OPTaHOM HCIIOJHHUTEIBHOW BIACTH MO Pe3yJbTaTaM
9KCIIEPTH3bl JTOKYMCHTOB, HEOOXOMUMBIX JIUIsl TIOJNyYCHHUs] pa3pelleHHUss Ha TMPOBEACHHE KIMHHYECKOTO
HCCIIeIOBAHMUS JIEKAPCTBEHHOTO MTperapara u STHYECKOM KCIICPTHU3BI.

Hupopmayusn 06 usmenenusx: Hacmo 2 usmenena c¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus dactu 2 (B pemakuuu PepeparnbHoro 3akoHa or 30 smsaps 2024 r. N 1-D3),
KacarolUecss IPENOCTABIIEHNUsS TIOCYIAPCTBEHHBIX YCIYIT MHPH OOpalleHUM JIEKAPCTBEHHBLIX CPEICTB JUISL
MenumuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (mmm) EMNY, npumeHsatoTcsa ¢ 1 sasaps 2026 T.
PerncrpanvoHHple  YIOCTOBEPEHHUS JEKAPCTBEHHBIX IMPENApaToB JUIS  MEIUIIMHCKOTO IIPHMEHEHHS,
MIOATBEPXKAAOMKE (BaKT TOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XKHOM HOCHTENE M JIyOIMKATHI
PETUCTPANMOHHBIX YOCTOBEPEHHI JICKAPCTBEHHBIX MPEMapaToB JijIsi MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 r. HE BBIIAIOTCS

2. JAnd mnomydyeHMsl pa3pelleHHMs Ha IPOBEJEHHE KIMHUYECKOTO MCCIEN0BaHMs JIEKapCTBEHHOIO
npenapara st MEJULUHCKOTO NPUMEHEHUS 3asBUTENb HANPABISLET IOCPEACTBOM €[WHOro rnopTana B
YIIOJIHOMOYECHHBIH (eepalibHbIi OpraH MCIOJHUTENBHOW BIIACTH WIIM JIMYHBIA KaOWHET YIOJIHOMOYEHHOTO
(benepa’abHOro OpraHa UCHOTHUTEILHOMN BIIACTH B €IIMHON CHCTEME:

Hnupopmayus 06 uzmenenusx: Ilynkm 1 usmenen ¢ 30 smeaps 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

1) 3asBieHNE O BBIJaue paspelieHHs] Ha MPOBEACHUE KIMHUYECKOTO HCCIIECIOBAaHUS JIEKAPCTBEHHOTO
npenapara st MEJUIMHCKOTO MPUMEHEHHsI, MOJNHCAHHOE YCHJICHHOW KBadH(UIIMPOBaHHOW 3MEKTPOHHOM
NoAnnchLIo;

2) yrparun cuny ¢ 30 ssaBapst 2024 r. - PefepanbHbin 3akoH ot 30 saBaps 2024 1. N 1-03

Hupopmayus 06 usmenenusix:  CM. npedsidywlyro pedakyuro

3) IIPOTOKOJI KIIMHUYCCKOI'0 HCCICAOBaHUA JICKAPCTBCHHOI'0 Iperiapara AjId MEAUIMHCKOIO
NIPUMCHCHHA

Hupopmayus 06 usmenenusx:  Ilynkm 4 uzmenen ¢ 1 cenmsbps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

4) Opomropy HUCCIemoBaTeNsl (I 3apETHCTPUPOBAHHOTO JICKAPCTBEHHOTO IIperapara JOIMyCTUMO
3aMEHHUTh OJO0OPEHHOW OOIEH XapaKTepPHCTHKON JIEKApCTBEHHOTO Tperapara, eclid TaKOW JIeKapCTBEHHBIH
Iperapar 3aperucTPUPOBAH B COOTBETCTBHUU C aKTaMH, COCTABILTIOMMMHE mpaBo Coro3a, M ero MpUMeHEHHE B
KIIMHUYECKOM HWCCJICIOBAaHWHM HE TPOTHBOPEUYUT ONOOPEHHON O0OImel XapaKTepUCTHKE JIeKapCTBEHHOTO
rperapara Uit MEAUIIMHCKOTO PUMEHEHN );

5) uHpOPMAIMOHHBIN JINCTOK MAIlUEHTA;

6) cBenenus o0 ombiTe pabOTHI UCCIEAOBATENEH IO COOTBETCTBYIOIIUM CIEIMATBHOCTSIM M UX OIBITE
paboThI 10 MPOBEICHNUIO KIIMHUYECKUX UCCIICIOBAHUI;

7) yrparun cuiy ¢ 30 siuBapsi 2024 r. - DefeparbHbin 3akoH ot 30 saBapst 2024 1. N 1-D3

Hngpopmayus 06 usmenenusx:  CM. npedbidywyro pedakyuro

8) yrpartun cuiy ¢ 30 suBaps 2024 r. - PefepansHbin 3akoH ot 30 saBapst 2024 1. N 1-D3
Hugpopmayus 06 usmenenusx: — CM. npedblOyLyyo pedakyuro
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9) Komui0 IOTOBOpa OO0S3aTEIHLHOTO CTPAXOBAHHS, 3aKIIOYCHHOTO B COOTBETCTBHU C TUMOBLIMU
rlpaBl/IJ'laMl/l 00s13aTEITLHOTO CTpaxoBaHHs, C YKa3aHUEM HpeHCHBHOﬁ YHCJICHHOCTHU MallMECHTOB, YYaCTBYIOUINX
B KJIMHUYECKOM UCCIIEIOBAHUH JICKAPCTBEHHOTO Tperapara JUisi MeTUIIMHCKOTO IPUMEHEHUS,

Hupopmayusn 06 usmenenusx:  Ilynkm 10 usmenen ¢ 1 cenmabps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

10) wmHbOpMamHMIO O CcOCTaBe JEKApPCTBEHHOTO Ipemapara Ui MEIWIMHCKOTO TIpUMEHEeHHsS (3a
HCKITFOUCHHEM OUOJOrMIEeCKUX JICKAPCTBEHHbBIX MIPENapaToR);

Hupopmayus 06 usmenenusx:  Ilynkm 11 usmenen ¢ 1 cenmaops 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

11) nMOKyMEHT, COCTaBJICHHBIM MPOM3BOAWTENIEM JIEKAPCTBEHHOTO IIperapara i MEeIUIIMHCKOTO
MIPIMEHEHUS U COJEPKAIINK MoKa3aTelln (XapaKTepUCTHKH), a TAK)KE CBEJEHHS O JIEKapCTBEHHOM IIperapare
JUTS  METUIIMHCKOTO TPHMEHEHUS, TNPOMW3BEACHHOM [UIsl TIPOBENCHUS KIMHWYECKUX HCCIeNOBaHUN (32
HCKITIOYCHHEM OHOJIOTHYECKUX JICKAPCTBEHHBIX MTPENapaToB);

Hupopmayus 06 usmenenusx:  Yacmo 2 oonoanena nynkmom 11.1 ¢ 1 cenmabps 2024 2. - @edeparnbHbil
3aKoH om 30 aueaps 2024 2. N [-D3

11.1) nmoKyMeHTBI H CBEOEHHMS, NPEAYCMOTPEHHBIE MPAaBUIAMU MPOBENCHHUS MHCCICAOBAHUN
OMOJIOTMUECKUX JIEKAPCTBEHHBIX CPEICTB EBpa3suiCKOrO HKOHOMHUYECKOTO COI03d, YTBEPKACHHBIMU
EBpasuiickoil 5KOHOMHUYECKOH KOMHCCHUEN;

Hupopmayus 06 usmenenusx: Ilynkm 12 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

12) cBepeHus O jAare TMPENOCTABICHHSI M PETHCTPAIIMOHHOM HOMEpE JIMIICH3WM Ha IMPOW3BOICTBO
JIEKapCTBEHHBIX CPEIACTB B Ciydae, €CIM IPOU3BOACTBO JIEKAPCTBEHHOI'O IIpenapara OCYLIECTBIIAECTCS B
Poccuiickoii @enepanuu, uiam JOKYMEHT, COAEPKALIUNA CBEECHUS O AaTE MPEJOCTABICHUS U PErUCTPALMOHHOM
HOMEpE 3aKJIIOYCHUS O COOTBETCTBUHM IMPOM3BOIUTEINS JICKAPCTBEHHOIO IMpernapara TPeOOBaHUSM IPABUII
HaJJIeKallell MpPOU3BOJCTBEHHON MPAaKTUKHU, HPEIOCTABICHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl
MPOU3BOAUTEIS JIEKAPCTBEHHOTO Mpenapara.

Hupopmayus 06 usmenenusix:  Yacmo 2.1 uzmenena ¢ 30 sausaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 2.1 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-©3),
KacCarolHUecs] IPEIOCTABICHUS TOCYLAPCTBEHHBIX VCIYD IOPU OOpALEHHH JIEKAPCTBEHHBIX CPENCTB I
MeIuIUHCKoro npumeHenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaniMOHHBIE YIOCTOBEPEHUS JIEKAPCTBEHHBIX I[IPENAparoB I  MEAUIMHCKOIO IIPUMEHEHUS,
MOATBEPXKAAIOIKE (DAKT TIOCYIApCTBEHHOM pErMCTpaldd, Ha OyMa)XHOM HOCHUTEIE U JIyOJIMKAThI
PETHCTPAIMOHHBIX VIOCTOBEPEHHUI JTIEKAPCTBEHHBIX MPEMAPATOB [T MEAUIIUHCKOTO TIPUMEHEHMS ¢ | sHBaps
2026 r. HE BBIIAIOTCS

2.1. Caegmenusi, mHoATBep)KAaroUMe (AKT YIUIAThl TOCYJApCTBEHHOW IIOLUIMHBI 3a IIPOBEICHHE
THYECKOH 3KCIIEPTU3bl, SKCIEPTHU3bI JOKYMEHTOB Ha JICKAPCTBEHHBIH Npenapar Ul MOJNyYeHHs pa3pelleHUs
Ha MPOBEJICHUE KIMHUYECKOTO MCCIIEI0BaHMUs JIEKapCTBEHHOTO Ipenapara Uil MEAULIUHCKOTO IPUMEHEHHS, 3a
BBIIaUy pa3pelleHusT Ha MPOBEACHHE KIMHUYECKOTO MCCIEN0BaHMs JIEKapCTBEHHOIO Ipenaparta Juid
MEIUIMHCKOTO IMPHUMEHEHUs, 3a MPOBENEHUE AKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpenapar i
MIOJIy4YEHHUs] Pa3pellieHHs Ha MPOBEACHHE MEKAYHApOAHOTO MHOTOLIEHTPOBOTO KIMHHUYECKOI'O HCCIETOBaHUA
JIEKapCTBEHHOTO IMpernapara Ajas MEIWIUHCKOrOo MpPHUMEHEHHs, 3a BblIady pas3pelleHuss Ha IpOBEICHUE
MEXTyHapOJHOTO MHOTOLIEHTPOBOIO KJIMHMYECKOTO HCCIIEJIOBAaHUS JIEKAPCTBEHHOTO IIperapara s
MEIMLMHCKOTO TPUMEHEHHs, 3a IPOBEACHHE DSTUYECKONW OSKCIEePTHU3bl, HKCHEPTU3bl JOKYMEHTOB Ha
JIEKapCTBEHHBIN Ipemapar IjIs MOIyUYeHHs pa3pelIeHus] Ha IPOBEACHNE MOCTPETUCTPAIIMOHHOTO KITMHUYECKOTO
WCCIIEIOBAHNS JIGKAPCTBEHHOTO TMpemnapaTa Ui MEAWIIMHCKOTO MPHMEHEHHs, 3a BbIJady pa3pelieHus Ha
IIPOBEIEHHE IIOCTPETHUCTPALMOHHOIO KIMHMYECKOTO HCCIENOBAaHUS JIEKApCTBEHHOIO Ipenapara Ul
MEAUIMHCKOTO NPUMEHEHHs, a TaKKe CBEICHUS O BbIIABAaCMbIX (IPEIOCTABISAEMBIX) YHOJIHOMOYEHHBIMU
(benepambHBIMU OpraHaM{ UCTIOJTHUTEIBHON BIIACTH JIOKYMEHTAX (CBEICHUSX), YKa3aHHBIX B MyHKTE 12 yacTtu
2 HacTOsAIIeH CTaThH, YMOJHOMOYEHHBIH (elepaybHblii OpraH HCIOJIHUTENBHON BIACTH 3alpaliuBacT B
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MOPAAKE MEKBEAOMCTBCHHOTI'O 3JICKTPOHHOI'O BSaHMOHeﬁCTBHH.

Hupopmayus 06 usmenenusix: Hacme 3 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacaroluecss IPEeNOCTaBIEHNs TOCYIAapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro mnpumeHenus nocpencrsoM EITMC3 u (wm) ElMTY, npumeHsiotes ¢ 1 susaps 2026 r.
PerucrpallMOHHBIE YIOCTOBEPEHHS JEKAPCTBEHHBIX IIPENapaToB I MEIULIMHCKOrO IPUMEHEHUS,
MMOATBEPKAAOMIME (haKT TOCYAApCTBEHHOM PpETHCTpalid, Ha OyMa)XHOM HOCHUTENE M JIyOJHMKaThI
PETUCTPALIMOHHBIX YAOCTOBEPSHHH JISKAPCTBEHHBIX MPEMAapaToB I MEIUIIMHCKOIO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

3. B cpok, He TpPEBHINAOIHUNA TpeX padoumx mTHEH CO MHSA HaAIpaBICHWS B JHYHBIA KaOWHET
YIOJIHOMOUYEHHOTO (he/IepallbHOTO OpraHa UCIOTHUTENLHOW BIACTH B €IUHOM CHCTEME YKa3aHHOTO B MyHKTE 1
YaCTW 2 HACTOSIIICH CTATHH 3asBJICHHS U HEOOXOJUMBIX JOKYMEHTOB, YIIOJTHOMOUCHHBIH (eepaibHblid OpraH
HCIIOJIHUTENLHOM BIAaCTHU:

1) mpOBOIUT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH CBEICHUH, COMCPIKAIIMXCS B IPEACTABICHHBIX
3asIBUTEJIEM JIOKYMEHTAX;

2) NpUHUMACT PEUICHWE O MPOBEACHUH ASKCIEPTHU3bl JOKYMEHTOB JISl MOJyYEHHs pa3pellicHUs] Ha
MPOBEICHUE KIMHUYECKOTO HCCIECAOBAHMS JIEKAPCTBEHHOTO Ipemapara JUisi MEIUIIMHCKOTO MPHUMEHEHUS U
3THUYECKOH SKCIIEPTHU3bI MIIM 00 OTKA3€ B MIPOBEIACHUN YKa3aHHBIX IKCIIEPTHU3;

Hupopmayus 06 uzmenenusx: Ilynkm 3 usmenen ¢ 30 smeaps 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus nynkra 3 (B pemaxkmuu PegeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarolluecss IPEeNOCTaBIEHNs TOCYIAapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MEIUIUHCKOro mpumenenus nocpencrsoM ETMC3 u (wm) ElNTY, npumeHsitotes ¢ 1 susaps 2026 r.
PerucrpamuoHHble  YIOCTOBEPEHHS JIEKAPCTBEHHBIX MPENapaToB JUIS MEIMIIMHCKOrO MPHUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYNAapCTBEHHOM pEerucrpanudyd, Ha OyMaXHOM HOCHUTENE U IyOJIHMKATHI
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MIPETApaToB sl MEAUITMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HEe BBITAIOTCS

3) HampaBJISIeT 3aSBUTEIIO MOCPEICTBOM E€LVHOIO MopTaria Wi B JUYHBIA KAaOWHET 3asBUTENS B
€IMHON CHCTEeME TMOJMUCAHHOE YCHIJICHHOW KBANMHU(UIIMPOBAHHON 3IIEKTPOHHOW MOAMUCHI0 yBEIOMIICHHE O
MIPUHSTOM PEIICHUH TN00 B CITydae MPUHATHS PEIISHUs 00 0TKa3e TaKKe ¢ yKa3aHHeM MPUYHH TaKOTO O0TKa3a;

Hupopmauusn 06 usmenenusx: Ilynkm 4 usmenen ¢ 30 aneaps 2024 2. - ®edeparibHbIl 3akoH om 30
aueaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus nyukra 4 (B penaxkuuu PegepanbHoro 3akoHa ot 30 suaBaps 2024 r. N 1-03),
KacarolUecss IPENOCTaBIIEHUsS TIOCYIAPCTBEHHBIX YCIYIT MHPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro mnpumenenns mnocpeacrsoM ETMC3 u (wm) ElNTY, npumenstoTcs ¢ 1 sasaps 2026 r.
PerncrpanvioHHple  YIOCTOBEPEHHUS JEKAPCTBEHHBIX IMIPENApaToB JUII  MEIUIIMHCKOTO IIPHMEHEHHS,
IIOATBEPXKAAIOMKE (aKT TOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XHOM HOCHTENE M JIyOIMKATHI
PETUCTPAMOHHBIX YAOCTOBEPEHHI JICKAPCTBEHHBIX MPEMapaToB JijIsi MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 r. HE BBIIAIOTCS

4) HAIpaBJACT B JIAYHEBIA KaOUHET OKCIICPTHOI'0 YUPCKIACHUA B CI[HHOﬁ CHCTEME W JIMYHBIA KaOWHET
COBC€Ta II0O OTHUKC 3aJaHusA Ha MPOBCACHUC COOTBCTCTBYIOIIUX SKCIICPTHU3, IMMOANMWCAHHBIC YCUJICHHBIMH
KBaJII/Iq)I/IHI/IPOBaHHLIMI/I ANEKTPOHHbIMU NMOANMUCAMMN.

Hngopmayus 06 usmenenusx: Yacmo 4 usmenena ¢ 30 sausaps 2024 2. - ®edeparsibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenus yactu 4 (B penakumun PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacarolliecsl IPeNOCTaBIEHNs TIOCYJapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMY, npumeHstoTcs ¢ 1 sausaps 2026 r.
Peructpannonneie  yIOCTOBEpPEHHs] JIEKAPCTBEHHBIX MPENapaTtoB i MEIUIMHCKOrO IMPUMEHEHHUS,
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MMOATBEPKIAroIe (aKT TOCYHApPCTBEHHOW pErUCTpaliy, Ha OYyMa)XHOM HOCHUTEIE U IyOJIMKaThI
PErUCTPAIMOHHBIX YIOCTOBEPEHUM JIEKapCTBEHHBIX MpenapaToB /Il MEAUIIMHCKOTO MPUMEHEHUs ¢ | aHBaps
2026 r. HE BBIIAIOTCS

4. B ciyvae BBIABIEHHS HEMONHOTHI W (WJIM) HEIOCTOBEPHOCTH HWH(OPMAIMH, COAEpIKaIIeics B
MIPENICTABJICHHBIX 3asBUTEIEM JOKYMEHTaX, YIIOJIHOMOYECHHBIH (eepalbHbId OpraH WCIOJHUTEIHHON BIACTH
HaIpaBIseT B IMYHBIN KaOMHET 3asSBUTEIS B €MHON CUCTeMe 3ampoc 00 YTOUYHEHHH YKa3aHHON WH(OpMAIWH,
MOIMUCAHHBIN YCUICHHON KBATU(PHUIIMPOBAHHOW SNEKTPOHHOM MOAMUCHID. 3asBUTENb 00s3aH HANPaBHUThH B
JUYHBIA KaOWHET YIOJHOMOYEHHOTO (helepallbHOr0 OpraHa WCIIOJHUTEIBHOW BJIACTH B EIMHON CHUCTEME
MTO/INTMCAHHBIN YCUIICHHOW KBaTU(UIIMPOBAHHON AJIEKTPOHHOU MOMIMUCHI0 OTBET HA 3aMPOC YIOTHOMOUYEHHOTO
(henepanbHOTO OpraHa MCIOJHUTEIILHOW BIACTH B CPOK, HE MPEBBIINAONINNA JIEBIHOCTA PA0OYUX JTHEH CO JTHS
MOJIyYSHUSI YIIOJTHOMOUCHHBIM (heZiepaIbHBIM OpPraHOM HCIIOJHUTEIBHOM BJIACTH 3JICKTPOHHOTO YBEIOMIICHUS O
MOJIyueHUH 3asBUTENeM 3ampoca. Cpok, yKa3aHHBIM B YaCTV 3 HACTOSINEH CTaThbH, MPUOCTAHABIMBACTCA CO
JTHSI HAaIpaBJICHUS B JIMYHBIA KAOMHET 3aIBUTEIS B €MHON CHCTEME 3aIlpoca YIIOJIHOMOYCHHOTO (penepasbHOTO
OpraHa WCIOJHUTENHFHOW BIIACTH O JHS HANPABJICHUS B JMYHBIM KaOMHET YIOJTHOMOYEHHOTO (henepaiapbHOTO
opraHa HMCIOJIHUTEIBHON BJIACTH B €IUHOM CHCTEME OTBETA HA 3alpOC U HE YUUTHIBACTCS MPU UCUHUCICHUU
CpOKa MPUHATHS YIIOJTHOMOYEHHBIM (heZlepabHBIM OPTaHOM HCIIOTHUTEIHHON BIIACTH PEIIeHHs O MIPOBEACHUN
SKCIEPTU3bl JOKYMEHTOB HJisl MOJYYEHHs] pa3pellicHUs Ha NPOBEACHUE KIMHUYECKOTO HUCCIEN0BaHUA
JIEKapCTBEHHOTO MpernapaTa I MEAULIMHCKOTO IPUMEHEHHUS.

Hupopmayusa 06 usmenenusx: Yacmo 5 usmenena ¢ 30 aunsaps 2024 2. - ®edepasibHbil 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus ydactu 5 (B pemakuuu PepepanbHoro 3akoHa or 30 saBaps 2024 r. N 1-O3),
KacCaloIIMECs] IPENOCTABICHNsS T'OCYJAPCTBEHHBIX YCIYT IPU OOpAIEHWM JIEKAPCTBEHHBIX CPENCTB IS
MeauUUHCKOro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensaoTca ¢ 1 gasapa 2026 r.
PerncrpanioHHBIE  VIOCTOBEPEHUS JEKAPCTBEHHBIX IPENApaToB I  MEOUIIMHCKOTO IIPUMEHEHHS,
MOATBEPXKAAOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XHOM HOCHTENE M IyOJIHMKATHI
PETUCTPAIMOHHBIX YOCTOBEPEHHI JICKAPCTBEHHBIX MPEMAPATOB JIJIsl MEIUIIMHCKOTO MMPUMEHEHUs ¢ | stHBaps
2026 r. HE BBIIAIOTCS

5. OcHoBaHMEM IS OTKa3a B MPOBEACHHUU SKCIEPTHU3bl JOKYMEHTOB JUIsl MOJTY4YeHMs pa3pelleHus Ha
MIPOBEJICHNE KIMHUYECKOTO MCCIEeN0BaHUs JIEKAPCTBEHHOrO MpernapaTa JUIsi METUIIMHCKOTO HPHUMEHEHHUS U
ITUYECKON 3KCHEPTU3bI SBJISCTCS MPEICTABICHHE JOKYMEHTOB, MPEAYCMOTPEHHBIX YaCTbi0 2 HACTOsIIeH
CTaThbU, B HEMOJHOM 00beMe, HEeTpeICTaBICHNE 3asiBUTENIEM B YCTAaHOBJIEHHBIN CPOK OTBETa HAa yKa3aHHBINA B
YacTu 4 HacTosIIel CTaThH 3alPOC YIOJIHOMOUYEHHOTO (efiepaibHOro opraHa UCIONHUTEIBHOW BIACTH JHOO
OTCYTCTBHE B TPEACTABICHHBIX JOKYMEHTaX HCYEPIBIBAIONIETO MEPEeYHS HEoOXoauMol WHMOpMAINUN WIN
rH(pOpMAaIUH, KOTOpas JOJDKHA OBITh OTpaXKeHa B HUX, a TAK)KE OTCYTCTBUE CBEICHUH, KOTOPHIE B TATbHEUIIIEM
MTOATBEPIKIAIOTCS TOCPEICTBOM MEKBEIOMCTBEHHOTO DJIEKTPOHHOTO B3aWMOJIEHCTBHS, O (aKTe YIUIAThI
rOCyJapCTBEHHOM MOLUIMHBI 3a TMPOBEACHUE HSTUYECKOM BKCHEPTU3BL, IKCIEPTU3bl JTOKYMEHTOB Ha
JIEKapCTBEHHBIM Mpemapar Ajid MOJYYEeHHs] pa3pelieHHus Ha NPOBEICHUE KIMHUYECKOIO HUCCIEI0BaHUA
JIEKapCTBEHHOT0 TpenapaTa Ais MEOUIIMHCKOTO NPUMEHEHHMs, 3a BBIJA4y pa3pelieHHs Ha MPOBEACHHE
KJIIMHUYECKOTO HCCIIE0BAaHUS JIEKapCTBEHHOIO Iperapara JUlsl MEIULMHCKOrOo NMPUMEHEHHUs, 3a NPOBEICHUE
9KCIIEPTH3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Mpenapar JUlsl MOJydYeHHUs pa3pelieHHs Ha IpOBEJACHHE
MEXIyHapOJIHOTO MHOTOLIEHTPOBOTO KIMHUYECKOTO HCCIIEJOBaHMSA JIEKApCTBEHHOIO Ipemnapara Juid
MEIMLMHCKOTO IMPHMEHEHHUs, 3a Bblady pa3pelleHus Ha MPOBEACHHE MEXKIYHAapOJAHOTO MHOTOIIEHTPOBOIO
KIIMHUYECKOTO HCCIIEIOBAaHMS JIEKAPCTBEHHOTO Tperapara Uil METUIIMHCKOTO MPHMEHEHHs, 3a MPOBEACHHE
3THUYECKOH IKCHEePTHU3bI, SKCIIEPTU3Bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM MpemnapaT AJIs MOJydYeHHUs pa3pelieHns
Ha I@POBEJEHUE NOCTPETUCTPALMOHHOIO KIMHUYECKOrO HCCIEAOBAHUS JIEKAPCTBEHHOrO Ipenapara i
MEIULUHCKOIO MPUMEHEHHUS], 33 BbIIaUy pa3pelleHUs] Ha IPOBEIECHUE MOCTPETUCTPALMOHHOTO KIMHUYECKOIO
HCCIIEA0BAHUS JIEKAPCTBEHHOTO IpenapaTa sl MEAUIIMHCKOTO IPUMEHEHHUS.

Hupopmauusn 06 usmenenusx: Qacmo 6 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbili 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus dactu 6 (B pemakuuu PepeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
KacarolHecss MIPENOCTaBIEHNsS TI'OCYIAPCTBEHHBIX YCIIYLT MIPH OOpallleHWH JIEKAPCTBEHHBLIX CPEICTB JUISL
MeauuuHCcKoro npumenenus nocpenctsom EI'MC3 u (mum) ENIY, npumensatoTca ¢ 1 aasaps 2026 r.
PerucrpallMOHHBIE YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPEHapaTroB I MEOULIMHCKOrO IMPUMEHEHUS,
MOATBEPKAaroIKe (AaKT TOCYJapCTBEHHOW PErHCTpalud, Ha OyMa)XHOM HOCHTENIC M JIyOIMKaThl
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

PETHCTPAIIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaToB IS MEAUIIMHCKOTO MTPUMEHEHUS ¢ 1 stHBAps
2026 1. HE BBITAIOTCS

6. IIpoBeacHKME IKCIEPTU3BI JOKYMEHTOB /IS MOJYUYCHHS pa3pelieHUs] Ha MPOBEACHUE KIMHUIECKOIO
HCCIIE0BAHUs JIEKAPCTBECHHOIO Iperapara I MEIUIMHCKOIO IPUMEHCHHMS M 3THYCCKOW DKCIEPTH3BI,
COCTaBIICHHE KOMHCCHUEH JKCIEPTOB U COBETOM IO 3THKE 3aKIIOUCHHH O BO3MOKHOCTH WIIM HEBO3MOXKHOCTH
MPOBENCHUS ~ TAaKOrO0  KJIMHUYECKOTO  HWCCICIOBAHUS,  MOJMHCAHWE  3aKIIOUCHWHA  YCHJICHHBIMU
KBaTH(DUITUPOBAHHBIMHU 3I1EKTPOHHbLIMM MOAMUCAMU U HApaBlIeHUE TaHHBIX 3aKIFOUCHUN B JIMYHBIA KaOWHET
YIOJIHOMOUYEHHOTO (heIepalibHOTO OpraHa HCIOJIHUTEILHON BIACTH B CAMHOW CHCTEME OCYIIECTBISIOTCS B
CPOK, HE MPEBBIMNAIOIINI ABAIATH MATH pabOYnX JHEW cO JHSA HAMPaBICHUS B JINYHBIH KaOWHET SKCIEPTHOTO
YUPEKICHUS B €AUHONW CHCTEME 3aJaHus YIIOJIHOMOUEHHOTO (heIepalbHOTO OpraHa UCIOTHUTEIBLHON BIACTH C
NPUIIOKEHHEM JTOKYMEHTOB, yKazaHHbIX B NyHkTax 3, 4, 10, 11 u 11.1 yacTy 2 Hacrosimieil craTtbu, u
HampaBieHUsS B JIMYHBIA KaOWHET COBETa IO JTHKE B EAWHONW CHCTEME 3aJaHus YIOJHOMOYEHHOTO
(eneparabHOro OpraHa UCIIOIHUTENBHOW BIACTH C MPUIOKEHHUEM JJOKYMEHTOB, YKa3aHHBIX B MYHKTax 3 - 6 u 9
YacTW 2 HACTOSIIEH CTAaThH.

Hupopmayus 06 usmenenusx: Hacme 7 uzmenena c¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 7 (B pemakuuu PepeparnbHoro 3akoHa or 30 susaps 2024 r. N 1-D3),
Kacarolruecss IPENOCTaBIEHNUs TOCYIApPCTBEHHBIX YCIYT MPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCKoro npumenenus nocpeacrsom EI'MC3 u (wum) ENIY, npumeHsatoTca ¢ 1 aasaps 2026 .
PerucrpallMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPEHApaToB I MEOUUMHCKOrO IPUMEHEHUS,
MOATBEPXKAAroNMEe (aKT TOCYIapCTBEHHOM perucrpanuyd, Ha OYyMaXHOM HOCHUTENE U IyOJIMKATHI
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEITApaTOB TSI MEAUITMHCKOTO MPUMEHEHUS ¢ 1 sTHBaps
2026 T. He BBIIAIOTCS

7. B cpox, He mpeBHIIAIONMNA Tpex paboumx IHEH CO [HS HaNpaBiICHHWS B JIMYHBIN KaOWHET
YIIOJIHOMOYEHHOT0  (peZiepabHOr0 OpraHa HCIOJHUTEIBHOM BIAcTH B EOUHOM CHUCTEME 3aKIIOYeHUH,
yKa3aHHBIX B YaCTW 6 HacTOSILEH CTaThU, YIIOMTHOMOUSHHBIN (heaepanbHblil OpraH UCTIOTHUTEIBHON BIIACTH:

1) ocymiecTBIsIET OLIEHKY MOCTYNUBIINX 3aKJIIOYCHUH 7151 ONPEeACIeHUs] UX COOTBETCTBHUS 3aaHUsIM Ha
MIPOBEJICHUE COOTBETCTBYIOLINX IKCIIEPTHU3;

Hngopmayus 06 usmenenusx: Ilynkm 2 usmenen ¢ 30 smseaps 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxenusa nyHkra 2 (B penakuuu PepgepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-D3),
Kacarolliecsl IPEeNOCTaBIEHNs TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeauIuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (wmm) EMY, npumeHstoTcsa ¢ 1 suasaps 2026 r.
PerncrpammoHHbIle  YIOCTOBEPEHHUS JIEKAPCTBCHHBIX MPEMapaToB JUIS  MEIMIIMHCKOrO MPHUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYIapCTBEHHOM pErucrpaldyd, Ha OyMa)XKHOM HOCHUTENIE M IyOJIHKATHI
PErUCTPAIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMapaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIOAIOTCS

2) NpUHMMaeT peUIeHHe O BbIJaue pa3pelleHrs Ha TPOBEACHHE KIMHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOTO TIperapaTa JUIsi MEeIUIIMHCKOrO NMPHMEHEHHUS, BHOCUT B PEECTP BBIJAHHBIX pa3pelieHuil Ha
MIPOBEJICHNE KIMHUYECKUX HCCIEIOBAHMHA JIEKAPCTBEHHOTO IpernapaTa COOTBETCTBYIOIIYI0 HH(YOPMAIHIO H
HaIpaBIsieT MMOCPECTBOM EANHOIO NopTarna 3asBUTENIO Wi B TUYHBIN KaOWHET 3asBUTENS B €INHOW CHCTEME
BBIMIICKY W3 PEecTpa BBIIAHHBIX pa3pelieHri Ha TPOBENCHUE KIMHUYECKHX HCCIEIOBAaHUHA JIEKApCTBEHHOTO
mpemnapara, OANMCAHHYI0 YCUICHHON KBATM(MHUIIMPOBAHHOM 3ITEKTPOHHOW MOAMNUCHIO;

Hupopmauusn 06 usmenenusx: Ilynkm 3 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbIl 3akoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: ITonoxxenus nyHkra 3 (B pemaxkuuu PepeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-©3),
KacCaloIIKECs] IPENOCTABICHUsS T'OCYLAPCTBEHHBIX VCIYT IPU OOPAIEHUM JIEKAPCTBEHHBIX CPENCTB UL
MeauUHUHCKOro npumenenus nocpenctsom EI'MC3 u (wum) ENIY, npumeHsawoTca ¢ 1 aasaps 2026 .
PerncrpanvioHHBIE  VIOCTOBEPEHHUS JEKAPCTBEHHBIX IIPENApaToB JUII  MEOUIIMHCKOTO IIPHMEHEHHS,
MIOATBEPXKAAIOMKE (AKT TOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XKHOM HOCHTENE M IyOIMKATHI
PETUCTPAMOHHBIX YAOCTOBEPEHHI JICKAPCTBEHHBIX MPEMapaToB JjIsi MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

2026 1. HE BBIOAIOTCS

3) mpuHUMAET pemicHue 00 0TKa3e B BBIAYE pa3peIICHIsI Ha MPOBEACHIE KIIMHMIECKOTO NCCIIeI0BaHUS
JIEKapCTBEHHOTO TIperapara il MeIUITMHCKOTO TTPUMEHEHHS M HampaBIIsIeT MOCPEACTBOM €4NHOro noprana
3asIBUTENIO WM B JIMYHBIA KaOMHET 3asSBUTENS B €IWHON CHCTEME TaHHOE pelIeHre, MMOANMCAHHOe YCHUICHHOM
KB (DUITUPOBAHHON 3NIEKTPOHHOM MOAMMUCHIO, ¢ yKa3aHUEM MPUYHMH 0TKa3a.

8. OcHOBaHHMEM [UJIsl OTKa3a B BbIJaue pa3pellicHUs HAa NPOBEACHUE KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOr0 Ipemapara Uisi MEAUIMHCKOTO IPUMEHEHMs SIBISETCS Hadudue 3aKIIOYEHUS KOMHCCHUU
SKCIEPTOB WJIM 3aKIIOYCHHS COBETa IO 3TUKE O HEBO3MOXHOCTHU IMPOBEACHUS KIMHUYECKOTO HCCIEIOBaHUA
JICKapCTBEHHOTO IIpemapara JUisi MEAMIIMHCKOTO NPUMEHEHMs] 1O pe3yJjbTaTaM IIPOBEIEHHBIX SKCIEPTHU3,
MPEIYCMOTPEHHBIX YaCTbIO 6 HACTOSIIEH CTaThH.

9. Pemenne 00 oTKase B TPOBEICHUM DKCIEPTU3HI JTOKYMEHTOB MJIsl MOJyYCHHs pa3pelieHHs Ha
MPOBEJICHUE KIMHUYECKOTO HWCCIICIOBAaHUS JIEKAPCTBEHHOTO NpermapaTra IS METUIIHHCKOTO MPUMEHEHUS U
ATHYECKOM IKCIEPTU3HI U B BBIIaUe Pa3pelIeHUs Ha TPOBEICHNE KITMHUIECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO
mpenapara Uil MEIUITMHCKOTO TPUMEHEHHS MOXKET OBITh OOXaJOBaHO B TMOPSAKE, YCTaHOBICHHOM
3akoHogaTeNnbCTBOM Poccuiickoi denepanuu.

T'APAHT: CM. KOMMeHTapum k cratbe 39 HacTosmero denepanTbHOTO 3aKOHA

Hndhopmayus 06 usmenenusx: @DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 nacmoswuil
Dedepanvubiil 3axkon donoaner cmamvetl 39.1, ecmynarowed e cury ¢ 1 uions 2015 2.

Cratbsa 39.1. Druueckas skcnepTusa

1. DTudeckas 3KCHepTH3a MPOBOIUTCS COBETOM IO ITHKE, CO3JAHHBIM B IMOPSIKE, YCTAaHOBICHHOM
YIOJTHOMOYEHHBIM (pe/iepabHBIM OpPraHOM HCIOJHUTENFHOW BIIACTH, B MEISAX BBIOAYM 3aKIIOUYEHUS 00
STHYECKOH OOOCHOBAaHHOCTH BO3MOXKHOCTH TIPOBEJICHHS] KIMHUYECKOTO HWCCIENOBAHUS JIEKApPCTBEHHOTO
rperapara st MEAUINHCKOTO TPIMEHEHUSI.

2. DKcrepTaMy COBETa IO ITHKE MOTYT OBITH MPEACTABUTENHM MEIUIIMHCKUX OpPTaHU3aIfil, HayYHBIX
OpraHM3anuii, 00pa3oBaTENFHBIX OPTaHU3aIUi BHICIIETO 00pa30BaHUs, a TAKKE NPEJCTABUTEIH OOIIECTBEHHBIX
OpraHM3alUi, PEUTHO3HBIX OpTaHU3alUi U CPEACTB MacCcOBOH MH(OpManuu. JlaHHBIE IKCIEPTHI HE JTOJKHBI
HaxXOJWTbCS B KAaKOW-JIMOO 3aBUCUMOCTH OT Pa3pabOTUYMKOB JICKAPCTBEHHBIX INPENapaToB W JPYTHX JIHII,
3aMHTEPECOBAHHBIX B PE3YJIbTATaX 3TUUECKON IKCIIEPTHU3HI.

3. Omnata ycimyT SKCIEPTOB COBETA IO STUKE OCYILECTBISETCS HA OCHOBAHUU JIOTOBOPA, 3aKIFOYEHHOTO
MEX]y YIOJHOMOYCHHBIM (peiepaibHBIM OPraHOM HCIOJHUTEIBHON BJIACTH, KOTOPBIM CO3J[aH COBET IO 3THKE,
U 3KCIIEPTOM COBETa IO 3THKE, 3a CUET OFO/PKETHBIX aCCUTHOBAaHWH, MPEIYCMOTPEHHBIX YIIOJHOMOYCHHOMY
(denepanbHOMY OpraHy MCIOJHHUTEILHOW BJIACTH, KOTOPBIM CO3/IaH COBET IO 3THKE, B (peaepaibHOM OKKETe
Ha COOTBETCTBYIOIIHI 'O/l Ha 0OECTIeYeHNE ero AeITeIHHOCTH, B Pa3Mepax, ycTaHOBIEHHBIX [IpaBuTenscTBOM
Poccuiickoit @enepanuu.

4. DKcrepTbl COBETa IO ATHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 38KOHOOATENbCTBOM
Poccuiickoit ®enepanun.

Hugopmayus 06 usmenenusx: Cmames 39.1 oononnena wacmoio 4.1 ¢ 30 aneaps 2024 2. - ®edeparibHbIl
3aKoH om 30 auseaps 2024 2. N [-D3

T'APAHT: ITonoxenus yactu 4.1 (B penaxkuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
KacarolUecss MIPENOCTaBIIEHUsS TI'OCYIAPCTBEHHBIX YCIYIT MPH OOpallleHWH JIEKAPCTBEHHBIX CPEICTB JUISL
MeauuuHCKoro npumenenus nocpenctsom EI'MC3 u (mum) ENIY, npumensaoTca ¢ 1 aasaps 2026 r.
PerucrpallMOHHBIE YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPEHapaTroB I MEOULIMHCKOrO IMPUMEHEHUS,
MOATBEPKAAroNME (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE M JyOJIHMKaThI
PETHCTPAIMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIApaTOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS

4.1. Ilpu mpoBeAeHUH ATUYECKOM IKCIEPTU3bI HE JOMYCKAeTCs UCTPeOOBAaHHE SKCIIEPTOM Y 3asBUTEIS
au00 WHBIX JUI MAaTepuanoB, HEOOXOAMMBIX JUIi TIPOBEICHUS OSTHUYECKOM OKcmepTu3bl. B ciywae
HEJIOCTATOYHOCTH MPEACTABICHHBIX KCIEPTY MaTepHaloB B JIMYHBIM KaOWHET 3asBHUTENSI B €IUHON CHCTEME
YIIOJIHOMOYCHHBIM JIMIIOM COBETa MO JTHKE HAMNpaBIAETCS 3ampoc O MPeACTaBICHUH HEO0O0XO0AUMBIX
MaTepHaloB, MOAMUCAHHBIA pyKOBOAUTENIeM (YITOJTHOMOYCHHBIM JIMIIOM) COBETa IO ATHUKE C MCIIOIb30BAHUEM
YCUJICHHOW KBaTM(DUIIMPOBAHHOW OSNIEKTPOHHOM MOAMNUCK, a TakXke HampaBiseTcs YBeIOMJICHHE 00
YKa3aHHOM 3aIlpoce B JIMYHBIA KaOMHET YIOJIHOMOYEHHOTO (eepallbHOTO OpraHa UCIIOJHUTEIbHON BIACTH B
€IMHOM CHUCTEME.

Hupopmayus 06 usmenenusx:  Cmamos 39.1 donoanena uacmoio 4.2 ¢ 30 sneaps 2024 2. - ®edeparibHbIl
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

3aKkoH om 30 saneaps 2024 2. N 1-D3

T"TAPAHT: ITonoxenus yactu 4.2 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-®3),
Kacaroluecss IPENOCTaBIEHNUsS TOCYIApPCTBEHHBIX VCIYT MPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCcKoro npumenenus nocpeactsom EI'MC3 u (mim) ENIY, npumensatotca ¢ 1 aasBaps 2026 .
PerucrpallMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPENApaToB I MEOULIMHCKOrO IPUMEHEHUS,
MMOATBEPKAAroNMEe (aKT TOCYIapCTBEHHOM perucrpanidyd, Ha OYMaXHOM HOCHUTENE M IyOJIMKATHI
PETUCTPALIMOHHBIX YIOCTOBEPEHHH JICKAPCTBEHHBIX MIPEMAapaToB I MEIUIIMHCKOIO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

4.2. 3asBurenp 00s3aH HAMpPaBUTh B JIMYHBIM KaOWHET coBeTa 1O JTHKE B €IWHOW CHCTEMe
MOJIMTUCAHHBIN YCHUIICHHON KBATUGHUIIMPOBAHHON SNEKTPOHHOW MOAMMCHI0 OTBET HA 3alpoC O MPeCTaBICHUN
HEOOXOJMMBIX MAaTepHajOB COBETY IO 3THUKE B CPOK, HE MPEBHIMIAIONINIA JEBIHOCTA PabOYUX THEH cO JHA
MOJIYYEHHUSI COBETOM IO 3THUKE 3JICKTPOHHOT'O YBEIOMIICHHUS O MOJIYUYEHUHU 3asBUTENIEM YKa3aHHOIO 3ampoca.
Bpemsi co nHs HampaBlIeHUs COBETOM IO 3THUKE B JIMYHBIN KaOWMHET 3asABUTEIS B CIMHOW CHUCTEME 3ampoca o
MIPEJICTABJICHUU HEOOXOIMMBIX MAaTepPHAJIOB IO JIHS HAIPABIICHUS 3asSBUTEICM B JIMYHBIAH KaOMHET COBETa IO
STHUKE B €IMHOM CHCTEME OTBETa Ha YKA3aHHBIN 3allpOC HE YYHUTHIBACTCS MIPH MCUYMCICHUHM CPOKA MPOBEICHUS
3TUYECKOU 3KCIIEPTU3BI.

5. CocTaB coBeta 10 3THKE, MOMOXEHNE 00 ITOM COBETE, MOPSIIOK €r0 JICSITeIbHOCTH, TPEOOBAHUS K
KBATHU(UKAUA U OMBITY PabOTBI MO JKCIEPTHON OIEHKE HAYYHBIX, MEAUIIMHCKAX M ITHYCCKUX ACIEKTOB
KIMHAYECKUX MCCIICAOBAHMM JICKAPCTBECHHBIX MPETApaToOB I MEIUITMHCKOTO IIPUMEHCHHUS, TIPEIBIBISIEMbIC K
JKCIIEPTaM COBETa II0 ATHKE, MOPSAOK OpraHu3ali¥ M IPOBEACHUS HDTHUYCCKOM SKCIEpTH3bl, (hopma
3aKJIFOUEHUS COBETA I10 3TUKE yYCTAHABIMBAIOTCA YIIOJTHOMOUYEHHBIM (eiepallbHbIM OPTaHOM HCITOHUTEIEHOM
BrnactH. YuWcno mpeacTaBUTENe MEAMIIMHCKAX OpPTaHM3aliid HE MOXET MPEBBINIATh IOJOBHHY OT OOIIETo
YHUCJa SKCIIEPTOB COBETA IO 3TUKE.

6. Nudopmanuss o COCTaBe coBeTa IO 3THKE, IUIAHAX €ro pabdOThl M TEKYIICH JesATebHOCTH
pa3Merniaercs Ha OQUIMAILHOM CaiTe YIIOJIHOMOYCHHOTO (helepalibHOTO OpraHa WCIOJIHHUTEIBHON BJIACTH B
cetu "MHTepHET" B yCTAaHOBJIEHHOM UM MOPSAAKE.

T'APAHT: Cwm. koOMMeHTapum k cratee 39.1 Hacrosiero denepaibHOro 3aKOHA

Cratba 40. HpOBCI{eHI/IC KIMHUYECKOTO HCCICAOBAaHUA JICKAPCTBCHHOI'O0 Ipfriapata A
MCIUIUHCKOI'O MPUMCHCHUSA

Hudopmayua 06 uzmenenusx: DedeparbHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 6 uacmo [
cmamou 40 nacmosweco @edepanbHo20 3aKOHA GHECEeHbL U3Menenus, ecmyrarowue 8 cusny c 1 wons
2015 2.

CmM. mekcm Yacmu 8 npedbidywieli pedakyuu

1. PykoBoauTens MEIWIMHCKOW OpTaHHU3aIldH, KOTOpas MPOBOJUT KIMHUYECKOE HCCICIOBAHNE
JIEKapCTBEHHOTO Tpemnapara I MEAUIIMHCKOTO MPUMEHEHHUS, Ha3HAYAeT MCCIICIOBATENSI, OTBETCTBEHHOTO 3a
MIPOBEJICHHIE TAKOTO MCCIIEIOBAHMS ¥ HMEIOIIETO JIEYEOHYIO CTIEHAIbHOCTD, COOTBETCTBYIOUIYIO MPOBOANMOMY
KIIMHUYECKOMY HCCIIEIOBAaHHUIO JIEKAPCTBEHHOTO Tpernapara, Co CTakeM paboTHI 1o mporpaMmaM KIMHHYECKUX
WCCIIEIOBAaHNN JIEKApCTBEHHBIX IIPErapaToB HE MEHee 4YeM TPH Tojia W 1O ero Mpe[IoKeHHWI0 Ha3HadaeT
couccieoBaTesel U3 yrcia Bpauel 3Toi MEIUIIMHCKON opraHu3aluu.

2. HccrenoBarenb OCYIIECTBISIET BBIOOP MAIMEHTOB, KOTOPBIE 0 MEIUIIMHCKUM TMOKAa3aHUSIM MOTYT
OBITh TMPUBJICYCHBI K YYACTHIO B KIIMHUYECKOM HCCIIEOBAHUY JEKApCTBEHHOTO Tpernapara Juisl MEeIUIIMHCKOTO
MIPUMEHEHUSI.

3. HccnenoBaTenlb ¥ COUCCIIEIOBATEIH JOKHBI OBITh 03HAKOMIICHBI C PE3YJIbTaTaMH JOKIMHUYECKOTO
WCCJICJIOBAHUS JIEKAPCTBECHHOTO CPEJCTBA, COJCPKAIUMUCS B OPOIIIOPE MCCICIOBATENs, TPOSKTOM POTOKOJIA
KJIIMHUYECKOTO MCCIICIOBaHMS JICKApPCTBEHHOIO Tpenapara JUisi MEAMIIMHCKOTO MPUMEHEHUs, pa3pab0TaHHBIM
pa3pa6OT‘II/IKOM JICKApCTBCHHOT'O Ip€riapaTta UJINW WHBIM IOPpUINYCCKUM JIMIIOM, IIPUBJICKAEMBIM K OpraHu3alvun
IMPOBCACHUA KIMHUYCCKOTO HCCICOOBAaHUA JICKAPCTBEHHOTO IIpfriapaTa g MCIUIUHCKOr0o MNMpUMCHCHUA, U
JIPYTUMH MaTepruajaMi TaKOTO MCCIICIOBAHUSI.

Undopmayus 06 usmenenusx: DedeparibHbiM 3aKoHOM om 29 nosbps 2010 2. N 313-D3 cmamoes 40
nHacmosiye2o Pedepanbrozo 3akona donoanena yacmoio 3.1, ecmynarowed 8 cuny c 1 aueaps 2011 .

3.1. PykoBoauTeNbh METUIIMHCKON OpTraHU3alMy B CPOK, HE TPEBBIIIAIONINNA TpeX pabounx AHEH co IHS
Hayaja [pPOBEIEHUS KIMHMYECKOIO MCCIECAOBaHUS JIEKAPCTBEHHOrO IIpenapara sl MEIULUHCKOIO
IIPUMEHEHUs, coo01maer 00 3TOM B YIOJIHOMOYEHHBIH (enepabHbIi OpraH HCIOJHUTEIbHON BiacTy,
BBIJIABIINH pa3pelIeHUe Ha IPOBEACHUE TAKOT'0 UCCIEN0BaHMs, 10 YCTAaHOBJICHHON UM (hopme.
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Hupopmayus 06 uzmenenusix: DedeparsibHbIM 3aKOHOM om 11 oxmsabps 2010 2. N 271-@3 ¢ uacme 4
cmamovu 40 HacmoAauweco (Dedepafzbﬂoeo 3AKOHA 6HECEHbl USMEHEHUA
Cm. mekcm Yacmu 8 npedbidywiel pedakyuu

4. OpraHu3anuy, OCYIIECTBIISIIOIINE OPTraHM3ALMI0 TPOBEACHUS KIMHUYECKOTO HCCIIEeIOBaHUA
JICKApCTBEHHOTO Tpernapara i MEIUIIMHCKOrO MPUMEHEHHUS M YKa3aHHbIC B YaCTU 3 CTaTbl 38 HaCTOsAIIEero
®denepadbHOTO 3aKOHA, B CIlydae HEOOXOAMMOCTH BHECCHHS W3MEHCHHHA B TIPOTOKOJ KIMHHYECKOTO
WCCIIEIOBAHNS JIEKAPCTBEHHOTO IIperapara il METUIIMHCKOTO TPUMEHEeHHs cooOmaroT o0 3ToM B
YIOJTHOMOYEHHBIH (enepalbHbIii OpTraH HCIIONHUATENBHON BIACTH, BBIIABIIMMA pa3pelleHne Ha IMPOBEICHIHE
TaKOTO MCCIIEeIOBAHMS, TI0 YCTAHOBICHHOW UM (opMe.

Hupopmayusn 06 usmenenusx: DedeparibHbIM 3aKOHOM om 11 oxmsabps 2010 2. N 271-D3 cmamos 40
Hacmosie2o PedepanbHo2o 3aKoHa OONONHEHA Yacmopio 4. 1

4.1. dopma coOOICHUS O BHECCHHMH HW3MCHCHHH B TPOTOKOI KIMHUYECKOTO HCCICIOBAHS
JIEKapCTBEHHOTO TIperapara il MeIUIIMHCKOTO MTPUMEHEHUS TOJDKHA COIEPKATh CIIEAYIOIINE CBEICHMUS:

1) HanmMeHOBaHMe, UACHTU(UKAITMOHHBIM HOMEpP U JaTa MPOTOKOJIa KIMHUYECKOTO HCCIIeI0BaHS,

2) nata BHECEHUsI I3MEHEHUH B MPOTOKOJ KIMHUYECKOTO UCCIICIOBAHUS;

3) HaMEHOBAHUE U MECTO HAXOXKICHUS 3asBUTEIIS,

4) HaMMEHOBaHWE OPraHM3AlMW, MPHUBICYCHHON pPa3padOTYMKOM JIEKAPCTBEHHOTO IIpermapara K
Opranuvs3anuu MpoBCACHUA KIIMHNYCCKOr0 UCCIICIO0BAHU A (HpI/I HaJII/I‘iI/II/I);

5) HaMMEHOBaHHS M MECTa HAXOXKICHHUS MEIUIMHCKUX OpraHU3alMi, B KOTOPBIX IPOBOIUTCS
KIIMHIYECKOE HCCIIeIOBAHNE;

6) nmata BBIIAYM pa3peUICHUS HA TPOBEJACHHUE KIMHUYECKOTO FWCCICAOBAaHUS W HOMEP 3TOTO
paspermeHus;

7) u3MEeHeHwsI, BHOCHMEBIE B ITPOTOKOJ KIIMHUYECKOTO UCCIIEA0OBaHUSI.

Hupopmayusn 06 usmenenusix:  Yacmo 5 usmenena c¢ 30 ausaps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus 4dactu 5 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolHuecss MIPENOCTaBIEHNsS TIOCYIAaPCTBEHHBIX YCIYI MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCcKoro npumenenus nocpeactsom EI'MC3 u (mum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpallMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPENapaTroB I MEOULIMHCKOrO IPUMEHEHUS,
MOATBEPKAAroONME (aKT TOCYINapCTBEHHOM perucrpanuyd, Ha OYMaXHOM HOCHTENIE U IyOJIMKAThI
PETUCTPAIIMOHHBIX YIOCTOBEPEHHH JICKAPCTBEHHBIX MIPEMapaToB I MEIUIIHMHCKOIO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

5. B cpok, He NpeBBIIAIONINHA ABaAIATH BOCBMH Pa0OUYMX THEH CO AHS MONTyYeHHs yKa3aHHOTO B HACTU
4 Hacrosied cTaThM COOOLICHWS, YIOJHOMOYCHHBIN (eaepaibHblii OpraH HUCIOJHUTEIBHOW BJIACTH
paccMaTpUBaeT 3TO COOOLICHNE B YCTAHOBICHHOM UM MOPSAAKE U MPUHUMAET pEellicHHE O BHECEHUH U3MEHEHUH
B NPOTOKOJT KITMHNYECKOro UccrieqoBaHnd nekapCTtBeHHOro rnpenapara aiast MEAUIMHCKOIO IPUMCHCHUS
Wwin 00 0TKa3e BO BHECEHWH TaKMX W3MEHEHHWH, MOAMUCAHHOE YCUIEHHON KBaTH(DUIUPOBAaHHON 3ITEKTPOHHOWN
MOAMUCHIO, TTIOCPEICTBOM HANpaBlIeHHS COOTBETCTBYIOLIETO PEILICHUS B IMUHBIA KaOWHET 3asBUTENS B €IUHON
cucreme. [Ipu paccMOTpeHHH COOOILIEHUSI 0 HEOOXOUMOCTH BHECEHHSI H3MEHEHHH B TIPOTOKOJ KIIMHUYECKOTO
WCCIIEIOBAHUS JIEKAPCTBEHHOTO Tperapara JUisi MEAUIUHCKOTO MTPUMEHEHHS B IEeJISX OLIEHKH 00O0CHOBAHHOCTH
NpeAJIaraéMblX H3MEHEHUH W ONpelNeieHUs] CTENEHW PHUCKa Ui MalMEHTOB, NMPUHUMAKOUIUX YYacTHE B
KJIMHUYECKUX HCCIICOBAHUAX, YNOJHOMOYEHHBIM (efepajbHbIM OpPraHOM HCIIOJIHUTEIBHOM BIACTH MOTYT
IIPUBJIEKATHCS SKCIEPTHI COBETA IO 3TUKE U (MJIM) SKCIIEPTHI SIKCIIEPTHOTO YUPEKICHHUS.

6. Knuanueckoe uccinenoBaHue JEKapCTBEHHOTO Mpenaparta Uil MEAWIUHCKOTO MPUMEHEHUS MOXKET
OBITh NPUOCTAHOBJICHO HJIM IPEKPAILEHO, €CIM B MPOILECCe €ro MpoBeAeHUs OOHapy)KeHa ONAacHOCTh JUIS
JKU3HU, 30pOBbS IALIMEHTOB. B cilyyae BO3HMKHOBEHHS OIIACHOCTH [UISl KHU3HH, 3JI0pOBbS IAaLUEHTA,
Y4acTBYIOILETO B KIIMHAYECKOM HCCIEAOBAHHMU JIEKAPCTBEHHOI'O Ipenapara A MEIULUHCKOIO IPUMEHEHHs,
uccnenoBatend o0sf3aHBl TPOMH(POPMHPOBATH 00 STOM PYKOBOIMTENS MEIULIMHCKOHW OpraHu3alud |
OpTaHHU3alMIO, TOyYUBIIYIO pa3pelieHUe YIIOJIHOMOUYSHHOTO (heAepalbHOTO OpraHa MCIOJHUTENBHON BIACTH
Ha OpraHU3aldi0 IPOBEACHUSA KIMHUYECKOTO HCCIECIOBAHMA JIEKapCTBEHHOrO Ipemapara. Pemenue o
IIPUOCTAHOBJIIEHUH KIIMHAYECKOIO UCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpenapara sl MEAUIIMHCKOTO MPUMEHEHUS
MIPUHUMAIOT PYKOBOJUTENh MEIWIMHCKON OpraHm3anuyd M (WJIKM) OpraHM3alys, MONYYHBIIAS pa3pelicHHe
YHOJHOMOYEHHOTO  (elepaibHOTO OpraHa WCIONHMATENBHOM BIACTH Ha OPTaHM3AIMI0  POBEIACHUS
KIIMHUYECKOTO HCCIICOBAHUS JIEKAPCTBEHHOIO IIpenapara Uil MEIUIMHCKOrO TNPUMEHEHUsS, PEIIEHHE O
IIPEKPALLICHUN TAaKOTO0 HCCIENOBAaHUSI NPUHUMAET YIOJIHOMOYEHHBIM (enepaibHblii OpraH HCIIOJIHUTEIbHON
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

BJIACTH HA OCHOBAaHHMU COOOILCHHS B NMUCHBMEHHOW (OpME PYKOBOIUTEIS] MEIWIMHCKON OpTraHU3aldd HIIH
OpraHu3anysd, MOYIUBIIAs pa3pelIcHUE YIIOTHOMOYCHHOTO (peIepabHOT0 OpraHa NCIIOJIHATEILHOM BIIaCTH Ha
OpPTraHM3alMI0 TPOBEICHHUS KIWHUYECKOTO WCCIEIOBAaHUS JIEKAPCTBEHHOTO TMperapaTra Uil MEIUIIMHCKOTO
MIPUMEHEHUSI.

7. B cpok, He TpeBHINAIOMHMNA MATH pabouMX IHEH CO JTHS 3aBEpIIeHUs, MPHUOCTAHOBICHUS WIN
MIpEeKpanieHnss KIMHUYECKOTO WCCIEAOBaHUs JIEKAPCTBEHHOTO Mperapara il MEAWIIMHCKOTO NpUMEHEHWS,
cooOrieHrue 00 ATOM HAMpABNIACTCS OpPraHU3alMsIMH, YKa3aHHBIMH B 4acTu 3 cTaTtbuM 38 HacTosiero
®denepaTbHOTO 3aKOHA, B YIIOJTHOMOYCHHBIN (hefiepaibHbI OPTaH HCIIONHUTEILHONW BIIACTH MO YCTaHOBICHHON
um popme.

8. dopma cooOuieHHss O 3aBEpIICHWH, MPUOCTAHOBICHHM WM MPEKPAIICHHN KIMHHUYECKOTO
HCCJIeIOBAHNUS JIEKAPCTBEHHOTO MpernapaTa JijIsl MEUIIMHCKOTO MPUMEHEHHUS TOJKHA COJICPIKATh:

1) uHpOpMALIMIO O MEIUIIMHCKOW OpraHW3allMi HJId MEIUIIMHCKUX OpPraHHM3alMiX, MPOBOJIUBIINX
JAaHHOE HCCIIEI0OBaHME;

2) omnMcaHne JAHHOTO UCCIIEI0BAHMS,

Hupopmayus 06 usmenenusx: @DedepasibHbIM 3aKOHOM om 11 okmsabops 2010 2. N 271-®@3 ¢ nynkm 3
yacmu 8 cmamou 40 nacmoawe2o PedepanbHoo 3aKOHA 8HECeHbl USMEHEeHUs
Cm. mekcm riyHKkma 8 rpeodbidyued pedakyuu

3) mamsble wuccaemoBarens (haMuivs, WMs, OTYECTBO, MECTO palOTHI, 3aHWMaeMmas IOJKHOCTD,
CHENMaTbHOCTh, CTaX PabOTHI MO MpOorpaMMaM KIMHHYECKHUX HCCIEJOBAHWN JIEKApPCTBEHHBIX IIPEIapaToB,
repedeHb KIMHUYECKHX WCCIIEOBaHUHN JIEKAPCTBEHHBIX IIPENapaTroB, B KOTOPBIX OH NPUHUMAJ ydacTHe
(Tmepuo/Ip1 yuacTHsi) B Ka4eCTBE UCCIIEA0BATENS WIIH COUCCIIeIOBATEs);

4) pe3yibTaT NaHHOTO WCCIEAOBaHUS (3aBepIleHHE, MPUOCTAHOBICHHWE WIIHM IPEKpalleHne IaHHOTO
WCCIICJIOBAHUS C YKa3aHWEM WX MPUYMH W BIUSHHS Ha OIEHKY €ro pe3ysIbTaToB, OOIIYHO OLIEHKY PHCKa H
OKUJaeMOH TOJB3bI OT MPUMEHEHUS HCCIEIYyEeMOTO JIEKAPCTBEHHOTO Ipenaparta, a TakkKe MNpesroaracMble
JAJTbHEHIIINE JACHCTBUSA).

HUnpopmayus 06 uzmenenusx: ®edeparibHbIM 3aKOHOM om 13 uions 2015 2. N 241-D3 uacmos 8.1 cmamovu
40 Hacmosawezo PedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU PEOaKYUl
Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

8.1. Ilpu BeIsIBNEHHU (eaepabHBIM OPraHOM HMCIOJHHUTENBLHON BIACTH, OCYIIECCTBISIOMNM (YHKLIUU
[0 KOHTPOJIIO U Haa30py B cdepe 31paBOOXpaHEHUs], HApYILICHUH paBUIl HaUIeKalleld KITMHUYECKON PaKTHKH
IIPU TPOBEJICHUH KIMHUYECKOTO MCCIIEIOBaHMS JIEKapCTBEHHOTO Mpernapara, BIMAIOMUX Ha MONTHOTY U (MIIH)
JOCTOBEPHOCTh JIaHHOTO KJIMHUYECKOTO HCCIIECOBaHUS, YKa3aHHBIM (eaepalbHBIi OpraH HWCIIOJHUTEIbHOM
BJIACTH TPUOCTAHABJIMBACT IMPOBENECHHE ITAHHOTO KIWHHUYECKOTO HCCIEJOBAHMS M BBIHOCHUT MEIWUIIUHCKOW
OpraHM3ali{, B KOTOPOIl MPOBOAWTCA NAaHHOE KIMHWYECKOE HCCIEJAOBaHUE, IMpeanucaHne 00 yCTpaHEHHUH
BBISIBJIEHHBIX HapylieHuil. IIpu HeycTpaHeHUM MEIUIIMHCKON OpraHu3anueil BbISBICHHBIX HApYIIEHUW B
YCTaHOBJICHHBIA B MIPEINICAHUN CPOK YKa3aHHBIN (hefepanbHbBI OpraH HCMONHUTENHFHONW BIACTH HMPUHUMAET
peluIeHre O MpEeKpalleHUH MPOBEACHUS KIMHUYECKOTIO UCCIIEI0BAaHUS JIEKAPCTBEHHOrO MpernapaTa U HallpaBisieT
B (befiepanbHBI OpraH WCHOJIHHUTEIHHON BIIACTH, OCYIICCTBISIFOIINN (DYHKIMU 10 BBIPAOOTKE W pean3aliu
rOCYyJapCTBEHHOH TMOJUTHKM M HOPMAaTHBHO-TIPABOBOMY DETYJIHMpOBaHHIO B cdepe 3ApaBOOXpaHEHUS,
3aKJIIOUEHUE O BBIBICHWU IPU MPOBEIEHUHM JAHHOTO KIMHWUYECKOTO MCCIENOBaHMS HapyIIEHUH MpaBuil
Ha/JeKalel KIMHAYECKOH NpaKTHKH Ul NPUHSATHSA pelieHust 00 OTMEHE pa3pelleHrss Ha OpraHu3alfio
MIPOBEJCHHSI JAHHOTO KIMHUYECKOTO UCCIEAOBAaHUS C JaThl TNPHUHATHS pEIIeHHs O TPHOCTAHOBICHUH
MIPOBECHUS KIIMHIUUECKOT0 UCCIIeI0OBaHN JIeKapCTBEHHOIO IIpernapara.

Hupopmayus 06 usmenenusx:  Cmamovs 40 dononnena wacmoio 8.2 ¢ 30 ausaps 2024 2. - @edepasibHbll
3aKkoH om 30 aueaps 2024 2. N 1-D3

T'APAHT: ITonoxenus yactu 8.2 (B pemakuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
KacarolMecs] IPENOCTABICHNS TOCYLAPCTBEHHBIX VCIAYr IPH OOpAIEHMHM JIEKAPCTBEHHBIX CPENCTB I
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMINY, npumeHstoTcsa ¢ 1 suasaps 2026 r.
PerucrpanioHHBIE YOOCTOBEPEHUSA JIEKAPCTBEHHBIX IMPENApaToB I  MEOUIUHCKOIO IIPUMEHEHHS,
MOATBEPXKAAOIKE (DAKT TIOCYIApCTBEHHOM pErucTpaldyd, Ha OyMaKHOM HOCHTENE M IyOJIMKATHI
PETUCTPAMOHHBIX YAOCTOBEPEHHI JICKAPCTBEHHBIX MPETAPATOB ISl MEIHIIMHCKOTO MTPUMEHEHUS ¢ | stHBaps
2026 1. HE BBIOAIOTCS

8.2. Ilpu mpoBeneHNN KIMHUYECKOTO WCCIICIOBAHUS JEKAPCTBEHHOTO TMpernapara Uil METUITTHCKOTO
MPUMEHEHUSI B CIydae YTOYHCHHS (M3MEHCHHWS) NAaHHBIX, CONEPXKAIIUXCS B pa3pelicHUHd Ha IPOBEICHHE
JAHHOTO KJIMHUYECKOTO WCCIIEIOBAaHMS, HA OCHOBAHWH HAIIPABJICHHOTO B JIMYHBIA KaOWHET YIIOJTHOMOYECHHOTO
(hemepaTbHOTO OpraHa HWCIIOJIHUTEILHOW BJIACTH B €IWHON cHCTeMe OOpalleHHs 3asSBUTENS, MOAIMMCAHHOTO
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YCHJICHHOU KBaNIU(UIIMPOBAHHOMN 3IEKTPOHHOW NMOAMUCHIO, ¢ MPUI0KEHHEM MOTUBHPOBAHHOTO 00OCHOBAHHUS
U JTOKyMEHTOB, MOJTBEPKIAIOIMINX HEOOXOAMMOCTh YTOYHEHHUS JAHHBIX, YIIOJHOMOYEHHBIH (eaeparbHbIi
OpraH HCIIOJHHUTENbHOW BJACTH B CPOK, HE IIPEBBIMIAIONIUM [BaALATH BOCBMHM pabouux AHEH CO IHA
MIOCTYIUIEHUS] TaKkoro OOpalleHus, BHOCUT HU3MEHEHHs B pa3pelieHHe Ha IPOBEICHUE KIMHUYECKOTO
HCCIIEIOBAHNS JIEKAPCTBEHHOTO Ipenapara A MEIULIMHCKOrO IIPUMEHEHHS U PEECTP BBINAHHBIX pa3pelcHUH
Ha MPOBEJCHHE KIMHUYECKHX HCCIENOBAHMH JIEKAPCTBEHHBIX IPENApaToB, & TAK)KE HAIPAaBISACT B JIMYHBINA
KaOMHET 3asfBUTENsl B €JMHOM CHCTEME BBIIHCKY M3 PEecTpa BbIIAHHBIX pa3pelleHHd Ha IPOBEACHHE
KIMHUYECKUX HCCIIeIOBaHUI JIEKapCTBEHHBIX NPEMNapaTroB, MOANUCAHHYIO YCHJICHHONH KBaJM(HIMPOBAHHOM
9NEKTPOHHOM MOJMMCHIO, MO0 MPUHHUMAET pelleHrne 00 OTKa3e BO BHECEHWM M3MEHEHHMH B paspelieHHe Ha
MIPOBEJICHNE KIMHUYECKOTO HCCIEN0BaHUs JIEKAPCTBEHHOrO MpemnapaTa JUlsi MEIUIMHCKOTO HMPHUMEHEHHUS U
HampapisieT B JIMYHBIA KaOWHET 3asABUTENsI B €IUHON CHUCTEME O3TO pelleHHe, TMOAMUCAHHOE YCHICHHOM
KBaTH(UIIMPOBAHHOHN 3JIEKTPOHHOH MOAMKUCHIO, C YKa3aHHEM MPUYUH 0TKa3a.

9. YnosHoMoueHHbIN (eaepaibHbIi OpraH UCIIOJIHUTEIBHON BIaCTH OMYyOJUKOBBIBAET U pa3MEIIacT Ha
cBoeM o¢dunuanpHOM caiite B cetn "HHTepHer" cooOlIeHrne o 3aBepUIeHWH, NPHUOCTAHOBICHHH WIIN
MIPEKPAICHUH KIMHUYECKOTO0 HMCCIEIOBaHMs JIEKAPCTBEHHOTrO Ipernapara Uil MEAWLNHUHCKOTO NMPUMEHEHHS B
CPOK, HE NPEBBILAOIINI ITH Pa0OYMX IHEH CO AHS €ro MOJIY4YEHUs], B yCTAHOBIEHHOM UM IOPSIKE.

10. YromHOMOYeHHBIH (eepalbHBIA OpTaH HCIIONHUTENFHONW BIIACTH OCYIIECTBISIET BEJICHHE pPeecTpa
HCCIIe0BaTeNeH, TPOBOJAIIMX MU NMPOBOAMBIINX KIMHHUYECKHE HCCIENOBaHUS JIEKAPCTBEHHBIX INPENapaToB
JUI MEJUIMHCKOTO NMPHUMEHEHUs, B COOTBETCTBUHU C YTBEP)KICHHBIMH MM IpaBWJIaMU M Pa3MELIAeT €ro Ha
cBoeM oumanbHOM caiite B cetd "MIHTepHeT" B yCTaHOBICHHOM UM MOPSAKE. YKa3aHHbIA peecTp CONEPKHUT
nH(pOpMaLHIO, TPETYCMOTPEHHYO MYHKTOM 3 4acTV 8 HaCTOSIIEH CTaThy.

Hupopmayus 06 usmenenusax: HYacmo 11 usmenena ¢ 30 aneaps 2024 2. - ®edeparnbHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

T'APAHT: ITonoxenusa yactu 11 (B pemaxkunu PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-D3),
Kacarollecsl IPENOCTaBIIEHNsS IOCYJapCTBEHHBIX YCIYrT HPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MeOULMHCKOro npumeHeHus nocpeactsom EI'MC3 u (wum) ENIY, npumensaoTca ¢ 1 sasBaps 2026 .
PerucrpaliioHHbIE  YIOCTOBEPEHHS JEKAPCTBEHHBIX MPENApPaToB JUII MEIUIMHCKOTO IIPUMEHEHHS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaludyd, Ha OyMa)XKHOM HOCHUTENE U JIyOJIHKATHI
PErUCTPAIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 r. He BBIIAIOTCS

11. Otduer o0 pe3ynprarax KIMHAYECKOIO WCCIENOBAHUSA JICKAPCTBEHHOTO IIpemapara Jjis
MEIMIIMHCKOI'O MPUMEHEHHUS COCTABIISICTCSA OpraHu3alueil, ykazaHHOH B 4acTu 3 cTaTbu 38 HACTOSAIIEro
®denepaabHOTO 3aK0HA, U TIPEICTABIISETCS B YIOJTHOMOUYCHHBIN (he/lepalbHBIN OpraH UCTIOTHUTEIBHON BIACTH,
BBIIABIINH pa3pelieHne Ha MPOBeIeHUE 3TOTO MCCIET0BaHMS, B CPOK, HE MPEBBIMIAIONINN JIBEHAIIATH MECSIICB
CO JIHS €TO0 3aBEPIICHHUs], PUOCTAHOBIIECHHS WX MPEKPAISHS], B TTOPSAAKE, YCTAHOBIEHHOM YHOTHOMOYEHHBIM
(henepanbHBIM OpPraHOM UCIIOTHUTENBHOMN BIACTH.

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabdps 2014 2. N 429-D3 ¢ uacmo 12
cmamou 40 nacmosiuezo DedepanvHoco 3aKOHA 6HECeHbl U3MeHeHus, ecmyrnaruwue 8 cuny ¢ 1 uwons
2015 a.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

12. Hapymenue mpaBui1 Hamjexalled KIMHUYECKOW NPAKTHKH, (anbcupukanus pesynabTaToB
KIMHAYECKOTO MCCIIEJOBAaHMs JIEKAPCTBEHHOr'O Nperapara A MEAWIMHCKOr0 NPUMEHEHHs BICKYT 3a cOOOM
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOATENbCTBOM Poccuiickoit denepannu.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ yvacmo 13
cmamou 40 nacmosiezo Dedepanvioco 3aKOHA G6HECEeHbl U3MeHeHus, 8cmyrnaruwue 8 cuny ¢ 1 uwons
2015 2.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

13. Ilpu npoBeneHUH KIMHUYECKOTO MCCIENOBAaHUS JIEKAPCTBEHHOTO Mpenapara Ais MEIUIUHCKOTO
MPUMEHEHUs] JIOMycKaeTcsl 3a00p y MalUeHTOB OHOJOTMYECKUX MaTepHanoB (00pas3mbl OHOIOTHYECKUX
KHUJIKOCTEH, TKaHeW, CEKPeTOB M MPOAYKTOB JKU3HEACATCIBHOCTH 4eJOBeKa, (PU3MONOTHYECKHX H
MaTOJIOTHYECKUX BBIJICIIEHHH, MAa3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOTICHHHBIN MaTtepuan) s ux
n3yuenus B Poccuiickoit @enepanum u (uinm) 3a npenenamu Poccuiickoit @enepanun.

Hudopmayua 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ uacmo 14
cmamou 40 nacmoswezo PedepanbHo20 3aKOHA GHECeHbl U3Menenus, 8cmyrnarowue 8 cusy c¢ 1 wons
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2015 a.
Cm. mekcm yacmu 8 npedbidyweli pedakyuu

14. lNopsgok Beoza B Poccuiickyro denepaiuio U BbIBO3a 3a mpeaeisl Poccuiickort denepanuu
OMOJIOTMYECKUX MAaTEpPHaJIOB, MOJYYCHHBIX MPH TPOBENCHUN KIMHHYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
rperapara it MEAUIIMHCKOTO MPUMEHeHus, ycTanaBnuBaeTcs [IpaBurensctBoM Poccuiickoit deneparum.

I'APAHT: CM. KOMMeHTapum k cratbe 40 HacTosmero deneparTbHOTO 3aKOHA

Cratba 41. JloroBop 0 MpoBeACHUH KIMHUYECKOTO HCCISIOBAHUS JICKAapCTBEHHOTO Mpenapara Ui
MEAUILMHCKOTO ITPUMEHECHUS

1. KnnHnyeckoe nccnegoBaHme JIEKapPCTBEHHOIO rnpenaparta and megununHCKoro rnpmMmeHeHuns
MIPOBOANTCS B COOTBETCTBHU C JIOTOBOPOM O MPOBENEHUHM KIMHMYECKOTO HCCIEAOBAHUS JIEKapCTBEHHOIO
npernapara i MEAMLMHCKOTO NMPUMEHEHHUS, 3aKII0YaeMbIM MEXAY OpraHu3alueil, MOoydynBLIeN pa3peleHue
YIIOJIHOMOUYEHHOTO (e/IepalbHOT0 OpraHa HWCIIOJHUTEIBHOM BIACTH HA OPTaHH3alMIO IMPOBEACHHS TaKOTO
UCCIIEI0BAHUSA, U MEULIMHCKON OpraHu3alueil, OCyeCTBIIOMEH IPOBEICHUE TAKOTO UCCIIEA0BAHNU.

2. JloroBop O IPOBEJCHUU KIMHUYECKOI'O HUCCIEAOBAHUS JIEKAPCTBEHHOIO IIperapara Juls
MEIMIIMHCKOTO IPUMEHEHHS JOJDKEH COAepKaTh:

1) ycnoBHs ¥ CPOKHM IPOBENECHUS TaHHOTO UCCIIEIOBAHNUS;

2) ompezaeneHue oOmImIeH CTOMMOCTH IPOTPaMMBbl JAHHOTO HCCIEIOBAHUS C YKa3aHHEM CyMMBI,
[IpeJHa3HAYAIOUICHCS JUT BBIILIAT UCCIIEI0BATEIsIM, COUCCIIEIOBATEIISM;

3) onpenenenue (opMbl NMPEACTABICHUS PE3YJIbTATOB JAHHOTO HCCIEIOBAHUS B YIOJHOMOYEHHBIH
(enepanbHbIi OPraH UCIOIHUTEIBHOMN BIACTH.

I'APAHT: CM. KOMMeHTapum k cratbe 41 HacTosmero deneparTbHOTO 3aKOHA

CraTtbs 42. ®unancoBoe obeceueHre KIMHNIECKOTO HCCIIEA0BAHMS JIEKAPCTBEHHOTO TIperapara s
MEIULIUHCKOIO MPUMEHEHUS

dunraHcoBoe olecrieueHWe KIMHHYECKOTO WCCIENOBaHWs JIEKAPCTBEHHOTO Tpenapara s
MEAMIMHCKOTO NPUMEHEHHUSI OCYIIECTBISIETCS 3a CYET:

1) cpencte denepanbHOro OHOKETA,

2) CpeAcTB OpraHu3alui, TMOJYYUBIIUX pa3pelieHue Ha OpPraHU3alui0 MPOBEACHUS JAaHHOTO
HCCIIEIOBAHUS], B COOTBETCTBHUU C YCIOBUSIMU JOTOBOPA O €r0 NPOBEACHUH;

3) MHBIX HE 3aMpeNICHHBIX 3aKOHOIaTeILCTBOM Poccuiickoit Denepanii HCTOYHUKOB.

T'APAHT: CM. KOMMeHTapum k cratbe 42 Hactosmero deaepanbHOTO 3aKOHA

Cratba 43. IlpaBa NalMEHTOB, y4YacTBYIOIIMX B KIMHUYECKOM HCCICIOBAaHUU JICKAPCTBEHHOI'O
npenapara JJisi MEIUIUHCKOTO IPHMEHEHHSI
1. YyacTie nanueHToB B KIMHUYECKOM HMCCIICIOBAaHHUH JICKAPCTBEHHOTO IMpernapara Juis MeIUIHHCKOTO
MPUMEHCHUS SBJISIETCS T00OPOBOIBHBIM.

I'APAHT: OO0 opraHuzanyMy OTAENCHUH KIMHUYECKUX HWCIBITAHUN JICKApCTBEHHBIX IpernapaToB Ha
3I0POBBIX TOOPOBOJIBIIAX cM. MPUKa3 Munzapasa PO ot 25 aBrycra 1992 r. N 235

Ungopmayus 06 usmenenusax: Yacmo 2 usmenena ¢ 1 ameapsa 2026 2. - PedepasibHbili 3aKOH om 30
saneaps 2024 2. N 1-@3 (8 pedaxyuu PedepasibHo20 3aKoHa om 26 dexabps 2024 2. N 494-D3)
Cwm. 6ydywyto pedakyuro

2. [NanueHT niK ero 3aKOHHbBIN MPEACTABUTEINb JO0DKEH ObITh MH(QOPMUPOBAH B IMMCbMEHHOM (hopMe:

1) O JICKapCTBCHHOM Ipfriaparc [Isd MCEAUIHUHCKOTO TMPUMCHCHUA W CYIIHOCTH KIMHUYCCKOI'O
HCCIIEIOBAHNUS 3TOTO JICKAPCTBEHHOTO MPEeTaparTa;

2) o 0e30macHOCTH JICKAPCTBEHHOTO Tpernapara Uil MEIWIIMHCKOTO TPUMEHEHHUS, €ro OKHIaeMOM
3()PEKTHBHOCTH M CTETICHU PUCKA IS TTAlHCHTA;

3) 00 yCNOBHSAX ydYacTHs TMAalUEHTa B KIMHHYECKOM HCCIIEJOBAaHWH JIGKAPCTBEHHOTO IMperapaTta Juis
MEIUIIUHCKOTO MTPUMEHCHUS;

4) 0 1eNH WK TeTSX U MPOJIOTDKUTEIBHOCTH KIIMHUUECKOTO UCCIISIOBAHUS JICKAPCTBEHHOTO Mpenapara
JUTSE MEAMIIMHCKOTO IIPUMEHEHUS;

5) 0 IeHCTBUSX MAlMEHTa B CIIy4ae HEMPEIBUICHHBIX d3(PPEKTOB BIUSHHUS JCKApCTBEHHOIO Mpernapara
JUTSE MEJMIIMHCKOTO MPUMEHEHHS Ha COCTOSIHUE €TO0 3JI0POBBS;

6) 00 yclI0BUAX 00S13aTEILHOTO CTPAXOBAHUS YKU3HH, 3/IOPOBbS MALUEHTA;
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7) 0 TapaHTUusgax KOH(bI/II[eHHI/IaJ'ILHOCTI/I ydyactud IIallM€HTa B KIMHUYCECKOM  HCCJIICIOBaHHUU
JICKaPCTBECHHOI'O IIp€Tiaparta Jjid MEAUITUHCKOTO IPUMCEHCHUA.

Hudopmayua 06 usmenenusx: Yacmo 3 uzmenena c 1 aneapa 2026 2. - @edepasrbHbIl 3aKkoH om 30
saneaps 2024 2. N 1-®3 (8 pedaxyuu PedepasibHo20 3aKoHa om 26 dexabps 2024 2. N 494-D3)
Cwm. 6ydywyto pedakyuro

3. 2106p0B0.HI)HOC CcorjraCue IamueHTa Ha y4aCTUC B KIIMHHYCCKOM HCCICAOBAHUHM JICKAPCTBECHHOI'O
npernapara Ijid MEAUIMUHCKOI'O IMPUMCEHCHUA MOATBEPKIAACTCA €ro NOAINHUCHIO WM IOAIMUCBIO €0 3aKOHHOI'O
npeaAcCTaBUTEIIA HA I/IHq)OpMaI_II/IOHHOM JIMCTKC IMalMCHTA.

4. TlaneHT WIM e€ro 3aKOHHBIN MpeACTaBUTEIIb UMECT IPaBO OTKA3aTbCA OT Y4aCTHUA B KIMHHUYCCKOM
HCCICAOBAHNU JICKAPCTBCHHOT'O IIperiapara M1 MEAUINHWHCKOTO MPUMCHCHUS Ha 000 CTaun IPOBCACHUA
TAKOIro uCCiacaoBaHus.

Hnpopmayus 06 uszmenenuax: Yacmo 5 usmenena c¢ 1 amsapsa 2026 2. - @edepasibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3 (s pedaxyuu PedepasibHo20 3aKoHa om 26 dexabps 2024 2. N 494-D3)
CmMm. bydywyro pedakuyuro
@eodepasibHbIM 3aKOHOM om 22 oxmsabps 2014 2. N 313-@3 6 uacmv 5 cmamvu 43 nacmoswezo
DedepanvbHo20 3aKOHA 6HEeCeHbl UsMeHeHUs, 8CMyrnarouue 8 CUlly no ucmeveHuu mpuoyamu OHel nocie
ons ohuyuansHo20 orybrnuKkoeaHus nazeannozo PedepanrbHozo 3aKOHA
CmM. mekcm Yacmu 8 npedbidywel pedakyuu

5. lNpoBefdeHne KIMHHYECKOTO HCCIICAOBAaHMS JIEKAPCTBEHHOTO TMpenapara Uil MEAUIIUHCKOTO
NPUMEHEHHSI C yYacTHEM B Ka4eCTBE TALIMEHTOB JIETEH JIOIMYyCKAETCs TONBKO C COTJIACHs B MUCBMEHHOH (opme
WX poauTenel, ychiHoBHUTENEH. JleTH MOTYT paccMaTpuBaThCcA B KA4ECTBE MOTCHIUAIBHBIX MAIIHEHTOB TaKOTO
WCCIIEIOBAHUS, TOJNBKO €CIIM €ro TNpPOBEJCHHE HEOOXOMUMO IS YKpEIUICHHWS 3JI0pOBbSl JIETCH WM
PO IITAKTHKYA WH()EKITMOHHBIX 3a00JeBaHUN B JCTCKOM BO3pacTe JHOO €CIIM IEIhI0 TaKOTO HCCIICIOBaHUS
SBJISIETCS TIOJIyYCHHE NAHHBIX O HAWJIydIlIel JO3UPOBKE JIEKAPCTBEHHOTO Ipenapara Ajs jJeueHus aereil. B atux
Cllyyasix TaKOMY HCCIEIOBAaHUIO [OJDKHO IPEIIIECTBOBATh KJIMHMUYECKOE HCCIIEOBAHUE JICKAPCTBEHHOTO
mpenapaTa Ui MEIULMHCKOTO MPUMEHEHHUS Ha COBEPLICHHOJETHUX IpakJaHaxX, 3a HCKIIIOYCHHUEM CIIy4Yaes,
€CIIM MCCIICAYEeMBbIH JIeKapCTBEHHBIH MpernapaT Uil MeIULMHCKOTo IPUMEHEHUS IpeIHa3HaueH UCKIIIOUUTEIBHO
JUIS1 KCTIONIb30BAaHUS] HECOBEPILICHHOJIETHUMHE I'paKIaHaMH.

6. 3ampemiaercss TpPOBEJACHHWE KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOro Ipemnapara JJis
MEAUIUHCKOTO IPUMEHEHUS C yYacTUEM B Ka4eCTBE MAllMEHTOB!

1) mereii-cupoT u Aereit, octaBmuxcs 6e3 MoneueHus POANTENCH;

2) J)KEHIUH B MEpUoJi OEPEMEHHOCTH, KEHIIMH B IIEPHOJI TPYAHOTO BCKAPMIIMBAHHMS, 38 UCKIIIOUCHUEM
CIIydaeB, €CJIM MPOBOJUTCS KIMHUYECKOE HCCIICIOBAaHKE JIGKAPCTBEHHOTO TIpernapara, NpeHa3HaAueHHOTO JUIs
YKa3aHHBIX KEHIIWH, TIPU YCIOBUH HEOOXOJAMMOCTH TOIYyYeHHs] WHQOPMAIMK TOJIBKO BO BpPEMs MPOBEICHHUS
COOTBETCTBYIOIINX KIMHUYECKUX MCCIEIOBAaHUN M NPUHATHS BCEX HEOOXOOUMBIX MEp IO MCKIIOYEHHUIO PHCKa
HaHECEHMs Bpela >KEHIIMHE B MEpHUOo OEPEeMEHHOCTH, KEHIIWHE B MEPUOJ I'PYJHOI0 BCKApPMIIMBAHMSA, ILUIOLY
nin peOeHKy;

3) BOCHHOCHYXAalLIUX, 3a HCKIIOUYCHHEM CIIy4yaeB MPOBEICHHUS KIMHUYECKOTO HCCIIEAOBaHUS
JICKapCTBEHHOT'0 Ipenapara, CIelUalbHO pa3pab0TaHHOTO IJIi IPUMEHEHUS B YCIOBHUSX BOCHHBIX JCHCTBHH,
Ype3BbIYAHBIX CUTYALMH, TPO(QUIAKTUKY U JeYeHUs 3a00JieBaHUN M MMOPaKEHHH, IMTOJyYSCHHBIX B pe3yJIbTaTe
BO3ACUCTBHA HEONAaronpUsTHBIX XUMHYECKUX, OHMOJOTMYECKHX, pPaJHalUOHHBIX (akTopoB. KinHnueckoe
HCCIIeIOBAaHNE TAKOTO JIEKAPCTBEHHOI'O Mpernapara MOXET MPOBOAMTHCS C y4acTHEM B KayecTBE MAlMEHTOB
BOCHHOCITY)KAaIllMX, 32 HMCKIIOYEHHEM BOCHHOCIYKAIIWX, MPOXOJSIIMX BOCHHYIO CIYX)Oy IO MpPU3BIBY, C
coOImoZieHneM TpeOoBaHMH, yCTaHOBICHHBIX HacTosmmM deaepanbHBIM 3aKOHOM B OTHOUICHUH T'PaKIaHCKUX
TN

4) cOTpyTHUKOB MPABOOXPAHUTEIHHBIX OPTaHOB;

5) nun, OTOBIBAIOLIMX HAaKa3aHHE B MECTax JIMIIEHHsS CBOOOIbI, a TAaKXKE JHI, HAXOAALIMXCS MOJ
CTpakell B CII€JCTBEHHBIX HU30JATOpaX.

Undopmayus 06 uzmenenusx: Yacmo 7 uzmenena c 1 ameapa 2026 2. - @edeparsribHbil 3akoH om 30
aneaps 2024 2. N 1-D3 (& pedaxyuu DedeparibHO20 3aKkoHa om 26 oexabps 2024 2. N 494-D3)
Cwm. b6ydywyto pedakyuro

7. Jlomyckaercss MPOBEOEHVE KIMHUYECKOTO FWCCIeNOBaHMs JIEKApCTBEHHOTO TMpermapaTra A
MEINIIMHCKOTO TPHMEHEHUs, TpPEeAHa3HAYSeHHOTO Ui JICYeHUs ICUXWYECKHX 3a00lieBaHWil, C y4JacTHeM B
KauecTBe MAIMEHTOB JIUI[ C TICHXWYECKUMHU 3a00JIEBAaHUSIMH, NMPU3HAHHBIX HEIEECIOCOOHBIMUA B TOPSJKE,
YCTaHOBJIEHHOM 3aKoHO4aTernbCTBOM Poccuiickoii ®depepanun. Knununueckoe HCCIIEIOBaHUE
JICKApCTBEHHOTO TMperapara B 3TOM ciy4ae MPOBOAUTCS TNPU HAJTUYUU COTJIACHs B MUCHBMEHHON Qopme
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3aKOHHBIX Hpe):[CTaBI/ITeJIeﬁ YKa3aHHBIX JIWII.

T'APAHT: CM. KOMMeHTapum k cratbe 43 HacTtosmero deaepanbHOTO 3aKOHA

Ungopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 29 nosibpsa 2010 2. N 313-D3 cmamoes 44
nHacmosiye2o PedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU pedakyuu, scmynarowied 8 cuny c 1 sueaps 2011 .
CmM. mekcm cmambu 8 npedbidyuwelt pedakyuu

Cratbsa 44. O6s3aTenbHOE CTpaXOBaHKUE )KU3HH, 3[J0POBbS MAIMEHTA, YYACTBYIOIIETO B KIMHUYSCKOM
WCCJIEIOBAHNH JIEKAPCTBEHHOTO Mpenapara JUIsi MEJUIIMHCKOTO TPUMEHEHHS

1. Opranuzanus, TONyYHWBIIAS pa3pelleHHe Ha OPTaHM3alWI0 MPOBEIACHHUS KIMHUYECKOTO
WCCIIEIOBAHNS JIEKapCTBEHHOTO TIpenapara il MEAULMHCKOTO PUMEHEHN s, 0053aHa B KAYECTBE CTPaXOBaTENs
CTpaxoBaTh PUCK NMPUYMHEHUS Bpela XKU3HU, 30POBBI0 MALIUEHTA B PE3ylbTaTe NMPOBEICHUS KIMHUYECKOTO
HCCIIEIOBAHNS JIEKAPCTBEHHOIO Tpernapara Iy MEJUIMHCKOTO IPUMEHEHHS 3a CBOM CUET IyTeM 3aKIIOYCHHS
JOroBOpa 0053aTENIbHOTO CTPaXOBAHMUSL.

2. OOBEKTOM 00513aTENBHOrO CTPAXOBAHUS SIBJISIETCS UMYIIECTBEHHBI HHTEPEC MALMEHTa, CBA3aHHBIH C
NIPUYMHEHNEM Bpela €ro J>KU3HHM MIIM 3J0pPOBBIO B PE3yJbTaTe IPOBEACHHS KIMHUYECKOIO HCCIENOBaHMA
JIEKapCTBEHHOTO Mpenapara A MEAULUHCKOTO TPUMEHEHUS.

3. CTpaxoBBIM cly4aeM IO JOrOBOpPY OOS3aTENBHOTO CTPAaXxOBaHMS SIBIACTCS CMEPTh MAalMEeHTa WIH
yXyIIIEHHE €ro 3J0pOBbA, B TOM YHWCIIE BJEKyliee 3a coOOH YCTaHOBICHHE WHBAIUAHOCTH, NMPH HATHYUH
NPUYUHHO-CIIEICTBEHHOW CBS3M MEXIY HACTYIUIGHHEM 3TOTO COOBITHS M YYaCTHEM IMallUeHTa B KIMHUYECKOM
UCCIIEI0BaHNH JIEKAPCTBEHHOTO Mpernapara.

4. TpeOoBaHHS O BO3MEIIEHUH BPEAA, IPUIMHEHHOTO KU3HU WM 3[JOPOBBIO MALMEHTA, MPEIBIBISIOTCS
B T€YEHHE CPOKOB HUCKOBOH JaBHOCTH, YCTAHOBJICHHBIX MPaX4aHCKNM 3aKOHO4ATENbCTBOM.

5. Pa3mep cTpaxoBoiil BRIILIATHI 11O IOTOBOPY 00SI3aTEIHFHOTO CTPaXOBaHUS COCTABIISICT:

1) B ciydae cMepTH HauMeHTa J[Ba MWUIMOHA PyOJed Ha KaKIOro MalUeHTa, y4acTBOBABIIETO B
KIIMHUYECKOM HCCIIEI0BaHUH JIEKapCTBEHHOTO MPenapara;

2) npu yXyALICHUH 310pOBbS NalUEHTA:

a) TOBJEKIIEM 3a COOOH YCTaHOBJIEHHWE WHBAIMAHOCTU | Tpynmbl, OJMH MWUIMOH HSATHCOT THICSY
pyOuieil Ha KaKAOTo MalMeHTa, y4acTBOBABILIETO B KIIMHUYECKOM MCCIEI0BaHUH JIEKapCTBEHHOTO MPenapara;

0) moinekmieM 3a co00ii yCTaHOBICHHE WHBATUAHOCTH Il rpymniiel, 0AWH MIJUIHOH pyOsied Ha KaXJ0ro
MaIMeHTa, y4acTBOBABILIETO B KIIMHUYECKOM HCCIIEI0BaHUH JIEKAPCTBEHHOTO MIpenapara;

B) TIOBJIEKIIEM 3a co00i ycTaHOBJIeHHe HHBATHAHOCTH III Tpymnmbl, MATHCOT THICSY pyOJel Ha KaXa0ro
MAlMEHTa, Y4aCTBOBABUIETO B KJIIMHUYECKOM HCCIIEA0OBAHUM JIEKAPCTBEHHOTO TIPETapara;

Hudopmayua 06 uzmenenusax:  DPedeparbHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 noonyuxm "2"
nyukma 2 uwacmu 5 cmamvu 44 nHacmosweco DedepanvbHo20 3AKOHA U3N0NCEH 6 HOBOU pedaxKyuu,
ecmynarowied 8 cuny c 1 uronsa 2015 2.

Cm. mekcm rodnyHkma 8 rpedbidyuel pedakyuu

T') HE TMOBJIEKIIEM 3a COOOW yCTaHOBIICHWS WHBATUIHOCTH, HE Oojee UeM TPHCTAa THICSY pyOied Ha
KaXXa0Tro nmanqueHTa, y4aCTBOBABUICTO B KIIMHUYECKOM HUCCIICAOBAHUU JICKAPCTBECHHOI'O IIp€riapara, MCXOOd M3
HOPMAaTHBOB, OTPAXKAIOIINX XapaKTep M CTEIEHb MOBPEXICHUS 3/I0POBBS, a TakkKe (PaKTHIECKH MOHECEHHBIX
MAIUEHTOM pAacXO/0B, BBI3BAHHBIX MOBPEXKIECHHEM 3I0POBBS, Ha MEAWUIWHCKYIO IOMOIb, MPHOOpETEHIHE
JIEKapCTBEHHBIX IPENapaToB.

6. YTpatuna cuny c 1 uroas 2015 r.

Hngpopmayus 06 usmenenusix:.  Cm. mexem Yacmu 6 cmamesu 44

7. Cpok moroBopa 00sI3aTEIHHOTO CTpPaXxOBaHHWSA HE MOXKET OBITh MEHEE, YeM CpPOK IPOBEICHUS
KITMHIYECKOTO HCCIIEIOBAHMUS JIEKAPCTBEHHOTO Mpemnapara.

Hupopmayus 06 uzmenenusx: DeodeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ uacmo 8
cmamou 44 nacmoswezo PedepanbHo20 3aKOHA BHECEeHbl UMeHenus, 8cmyrnarouwue 8 cusy ¢ 1 wons
2015 a.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

8. VYcinoBus pmoroBopa 00s3aTENbHOTO CTPAXOBaHHsS, B TOM YHCIE CTpaxoBble TapuUdbl 110
0053aTeTIbHOMY CTPaxOBAaHUIO, IepeueHb HEOOXOAUMBIX JOKYMEHTOB JJsl OCYLIECTBICHHS CTPaxOBOM
BBIIJIATHI, TOPSAAOK YCTaHOBJICHUSI CTpaxoBaTeleM MHAMBHUIYAIBHOTO MACHTU(HKAIMOHHOTO KOJa MAalUeHTa,
MOPSIIOK MHPOPMUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O MPHUBJICYEHHBIX K KIMHUYECKOMY HCCIEJOBAHHIO
JIEKapCTBEHHOT0 IIpenapara il MEIULUHCKOrO IPUMEHEHUS MTALIUEHTax, MOPSAJO0K YILIAThl CTPAXOBOM IIPEMUH,
HOPSIIOK  peaiu3aliy  ONpeelieHHbIX HacToammM DenepanbHbIM 3aKOHOM H JpYyrUMH  (eaepaabHBIMU
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3aKOHaMH TIpaB M OOS3aHHOCTEH CTOPOH IO JOTOBOPY OOS3aTEIBHOTO CTPAaxOBaHUS, a TaKKE HOPMATHUBHI,
OTpaXKAIONTUE XapaKTep W CTENCHb IMOBPEKICHUS 3I0POBBS, YCTAHABIMBAIOTCSA TWUMOBbLIMU MpaBuiiamu
00s13aTEIHPHOTO CTPaXOBAHUS.

9. B ciaywyae mpuuWHEHHs Bpela KU3HHU IMMANMEHTa, YY9aCTBOBABIIETO B KIMHHYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOTO IIperapara, BhITOJOIPHOOPETATENSIMA IO JOTOBOPY OOS3aTENhHOTO CTPAXOBAHUS SIBISIOTCS
rpaxkaHe, WMEIONIMe IMpaBO Ha BO3MEIICHHWE Bpela B CiIy4ae CMEPTH KOPMWIIbIIA B COOTBETCTBHH C
rpaXkOaHCKMM 3aKOHO4ATerIbCTBOM, IPU OTCYTCTBHU TaKWUX TPAXIAH - POAUTENH, CYIPYT, NETH YMEPIIETO
MalKeHTa, YYaCTBOBABLICTO B KIMHUYECKOM HCCICAOBAHMM JICKAPCTBEHHOTO MperapaTa, B ClIydae CMEpPTU
MalKeHTa, YYaCTBOBABLIETO B KIMHUYECKOM MCCIEIOBAHUM JIEKAPCTBEHHOTO IIpernapaTa U HE HMEBIIEro
CaMOCTOATCIABHOIO J0Xoaa, - rpam,uaHe, Ha MWXXINWBCHUU KOTOpI)IX OH HaXOJHWJICA, B OTHOIICHHWH BO3MCHICHUSA
pacxoloB Ha MOrpeOCHHE MAIMEeHTa, YYAaCTBOBABIIETO B KIWHUYECKOM UCCICIOBAHUU JICKAPCTBEHHOTO
mpernapara, - JTUI0, TOHECIIee TAKUE PACXOIbL.

10 CTanOBaH BbIIJIaTa B CHET BO3MCIICHUA Bpez[a, HpI/I‘-II/IHeHHOI‘O KU3HU ITalMCHTAa, yqaCTBOBaBHIeI‘O
B KIIMHUYCCKOM HCCJIICIOBAHUU HeKapCTBeHHOFO HpenapaTa, pacnpeﬂenﬂercsl MG)K,IIy BI)IFOIIOHpI/IO6peTaTCJI$IMI/I
MIPOTIOPITMOHATIEHO MX KOJIMUECTBY B PaBHBIX JIOJISIX.

11. Ilpu HACTYIUIEHUMH CTPAaxOBOIO Clyyas HAallMeHT, YYACTBOBABIUMI B KIMHUYECKOM HCCIEAOBAHUU
JIEKapCTBEHHOTO TIpemnapara, BBITOJONPHOOpETaTeNls BIpPaBe NPEIBSBUTh HEMOCPEICTBEHHO CTPaXOBIIHUKY
TpeOOBaHHE O BO3MEIIEHHH NPUYMHEHHOTO Bpena. CTpaxoBasi BHIIIATA OCYIIECTBISAETCS CTPAXOBIIUKOM B
TEYCHHE TPHUALATH THEH CO IHS MPEICTAaBICHUS HEOOXOIMMBIX IOKyMEHTOB. [lanmeHT, yyacTBOBaBIIMIl B
KIIMHUYECKOM HCCIICIOBAaHUM JIGKAPCTBEHHOTO Tperapara, WM BEITOJONpUOOpeTaTeNib 00s3aH COOOIIHUTH
CTPaxOBIIUKY JUIsl OCYIIECTBICHUS CTPaXOBOW BBIIUIATHI WHIAMBUAYAIbHBIH WICHTU()UKAIMOHHBIN KO
IIanucHTa, yCTaHOBHeHHLIfI CTanOBaTCHCM B COOTBETCTBHU C TUMOBbLIMUA rlpaBl/IﬂaMVl O65[33,TCHI>HOI‘O
CTpaxOBaHUSI.

12. 1o moTHOTO OMpeeNIeHHs pa3Mepa MOICKAIIETO BO3MEIICHUIO Bpela CTPAXOBIIUK 110 3asSBICHUIO
MMalAeHTa, YYaCTBOBABIIETO B KIMHUYECKOM HWCCICAOBAHMH JICKAPCTBEHHOTO TMpernapara, WiIH 3asBICHUIO
BBIFOJIOHpI/IO6peTaTeH$I BnpaBe OCYIIICCTBI/ITI) qacCThb CTanOBOI\/lI BBIIIJIATHI, COOTBCTCTBYIOHIYIO Q)aKTH‘IeCKI/I
OTIpEICIICHHON YaCcTH MMPUIMHEHHOTO Bpea.

13. CrpaxoBast BBIIIaTa B COOTBETCTBUU C JOTOBOPOM O0S3aTEIBHOTO CTPAaXOBAaHUS OCYIIECTBIIAETCS
HE3aBHCHMO OT BBITUIAT, MPUYUATAIOIINXCS 110 IPYTHUM BHJIaM CTPaXOBaHMUS.

14. He nomyckaercs ydacTue MalMeHTa B MPOBEACHUN KIMHHYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOTO
Iperapara mpu OTCYTCTBHH JOTOBOpPa 0053aTEIBHOTO CTPaXOBaHMUS.

15. KoHTpois 3a UCHOJHEHHWEM OpraHu3alued, MOMyUYMBIIEH pa3pelIicHUEe Ha OPraHU3aIUI0
MPOBEACHUS] KIMHUYECKOTO HCCIIENOBAaHUs JIEKAPCTBEHHOIO TMpemapara A MEIUIHUHCKOrO MpPUMEHEHHUS,
YCTAHOBJICHHON HACTOSIICH CTaTbedl OO0S3aHHOCTH IO O0S3aTEIbHOMY CTPaxOBaHUIO >KHU3HH, 3J0POBbBS
MAaIMeHTa, YYacTBYIOMIEro (Yy4acTBOBABIIEIO) B KIMHUYECKOM HCCIEIOBAaHUHM JICKAPCTBEHHOTO Ipernapara,
OCYHICCTBJISIGTCH }/HOJIHOMO‘-IGHHLIM @eﬂepaJH)HHM OpFaHOM I/ICHOJIHI/ITCJIBHOfI BJIaCTH, BbIJaBIIIUM pa3pemeHHe
Ha HpOBeI[eHI/Ie KIMHUYCCKUX I/ICCJ'ICZ[OBaHI/Iﬁ JIeKapCTBeHHBIX HpenapaTOB 1T MEAUIITMHCKOT'O HpI/IMeHeHI/ISI.

T'APAHT: CM. KOMMeHTapum k cratbe 44 Hactosimero deaepanibHOTO 3aKOHA

I'napa 8. [Ipou3BoaACTBO 1 MAPKMPOBKA JIEKAPCTBEHHBIX CPEICTB

CraTtbs 45. [Ipor3BoACTBO JEKAPCTBEHHBIX CPEIICTB

Hudopmayua 06 uzmenenusx: DedeparbHbIM 3aKOHOM om 22 oexkabpsa 2014 2. N 429-@3 ¢ uacms 1
cmamvu 45 nacmoswezo @edepanbHo20 3aKOHA GHECEeHbL U3MeHeHus, 8cmyrnarouwue 8 cusy c¢ 1 wons
2015 2.

Cm. mekcm Yacmu 8 npedbidyweli pedakyuu

1. [Npon3BOACTBO IEeKapCTBEHHbIX CPEACTB MOIKHO COOTBETCTBOBATH TPEOOBAHUAM [PaBUI
HaJUIe)KaIeil TpOM3BOJCTBEHHONW TMPAKTHKH, YTBEPKICHHBIM YIIOJHOMOYEHHBIM (eepalbHbIM OpPraHOM
WCTIONHUTENBHON BiacTh. OCOOCHHOCTH Iepexojia MPOM3BOJICTBA OTIENBHBIX JIGKAPCTBEHHBIX CPENCTB K WX
MIPOM3BOJCTBY B COOTBETCTBHH C TPeOOBaHHMSIMH TPABHII HAAJEXKANIEH MPOU3BOJICTBEHHONH NPAKTUKH
ycranaBiauBaiotrcsa [IpaBurensctBoM Poccuiickoit ®enepanuu. Beimaya 3akioueHUid O COOTBETCTBUU
MIPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB TPeOOBaHWSIM MpPaBHI HAJJICKAIICH MPOU3BOACTBEHHOW NPAKTUKH
OCYIIECTBIISIETCS. MO pe3yJbTaTaM WHCIEKTUPOBAHUS MPOU3BOAMUTENCH JEKAPCTBEHHBIX CPEACTB B MOPALKE,
ycraHoBiaeHHoM IlpaButensctBom Poccuiickoit ®denepanuu. Pasmep nnatbl 3a BBIAaYYy 3aKIIOUEHHS O
COOTBETCTBHHU MTPOU3BOIUTEISI JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM MIPABUJ HAJUICIKAIICH TIPOU3BOICTBEHHON
NpaKkTHKK ycTaHaBimBaetrcs [IpaBurenbctBoM Poccutickoit denepanuu. [10PSA0K opraHu3auy 1 IpOBEACHUS
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WHCIICKTHUPOBAHUS TPOU3BOAUTENICH JIGKAPCTBEHHBIX CPEACTB HA COOTBETCTBUEC TPEOOBAHUSAM TIPABHII
HaJJexanien mpou3BoJICTBEHHOM PpakTUKK ycTaHaBnuBaeTcs [IpaButenbcTBoM Poccuiickoit @eaeparuu.

Hudopmayua 06 uzmenenusax: DedeparnbHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-@3 ¢ uacmo 2
cmamou 45 nacmoswezo @edepanvHo20 3aKOHA GHECEeHbL U3MeHenus, 8cmyrarouwue 8 cusy ¢ 1 wons
2015 2.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

2. Ilpom3BomCTBO JIGKapCTBEHHBIX cpenctB B Poccmiickoit ®Depepaniid  OCYIIECTBIIACTCS
MIPOM3BOAUTENSIMHI JIEKAPCTBEHHBIX CPEJCTB, WMEIOIIMMH JIMIEH3UI0 Ha TIPOHW3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. lloaTBep:kneHNe COOTBETCTBHUS JIMIICH3WATa MPaBHJIaM HaUIeKalleld MPOU3BOACTBEHHOW MPaKTUKU
OCYIIECTBISIETCS B PaMKaX JUIEH3MOHHOTO KOHTPOJS B COOTBETCTBUHM C 3aKOHOIATENLCTBOM Poccuiickoit
denepanyy ¢ yueTOM 0COOCHHOCTEH, YKa3aHHBIX B HaCTWU 1 HacTosIel cTaThu.

Hupopmayusn 06 usmenenusx:  Yacmo 2.1 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

2.1. Jlns wuenedd JMIEH3UPOBAaHUS IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB IS MEIUITMHCKOTO
MPUMEHEHUS. W WHCICKTUPOBAHUSA CYOBEKTOB OOpalleHUs JICKAPCTBEHHBIX CPEIICTB HA COOTBETCTBHE
TpeOOBaHMSIM MPAaBUIT HaJUIekKAIIeH MPOU3BOJCTBEHHON MPAaKTHKH (eACpaNbHBI OpPraH HCIIOJHUTEILHOM
BJIACTH, OCYIICCTBISIONINI TOCYJAPCTBEHHYIO PETHCTPALIMIO JICKAPCTBEHHBIX MPENapaToB Ui MEIUIIUHCKOTO
NPUMEHEHUS, TPEIoCTaBiIseT (eJepalbHOMY OpPraHy HCIOJHUTEIBLHOW BJIACTH, OCYIICCTBISIONICMY
(dbenepanbHbIM TOCYIApPCTBEHHBINA JIMIIEH3UOHHBIH KOHTPOJIb JIEATEILHOCTH 0 MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB JUI MEAULMHCKOTO MPUMEHEHHS, [0 €ro 3alpocy B paMKax MEKBEIOMCTBEHHOIO MH(POPMAIIMOHHOIO
B3aMMOJICHCTBUS B [OPS/JKE, YCTAaHOBJACHHOM (elepalbHbIM OpPraHOM HCIOJHHUTEIBHONW  BJIACTH,
OCYIIECTBISIFOIIUM JIMIICH3UPOBAHKUE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB I MEAHIIMHCKOTO IPUMEHEHUS,
u (GenepajibHBIM OpPraHOM WCIIOJHUTEIBHON BIACTH, OCYIICCTBIISIONIMM TOCYAaPCTBEHHYIO PErHCTPAIHIO
JICKapCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO TMPUMEHEHHUsS, CICIYIONUEe CBEJCHUS O JIEKapCTBEHHBIX
cpezcTBax (B TOM YHCIIE B CIyYae, €CII TAKHE CBEICHHS COCTABISIOT KOMMEPUECKYIO TalHY):

1) B oTHOmeHnn (hapmaneBTUYeCKOr CyOCTaHIMK WK (papMalleBTHYECKUX CyOCTaHIIHIA, BXOJSIINX B
COCTaB JIEKAPCTBEHHOr0 Tpernapara (3a HCKIIOYCHHEeM (apMaleBTHUSCKUX CyOCTaHIWM, BKIIOUYCHHBIX B
TOCYJIapCTBEHHBIA pPEeCTp JIEKAPCTBEHHBIX CPEJACTB B COOTBETCTBHM CO CTaTbel 34 HaACTOSIIEro
®denepanbHOTO 3aKOHA):

a) HaMMeHOBaHUe (hapMaIeBTHUECKOM CyOCTaHIINH, €€ CTPYKTYpa, OOIIHe CBONCTRA;

0) HaMMEHOBAHUE U AJIPEC MMPOU3BOTUTEIIS;

B) TEXHOJIOTHS TPOM3BOJCTBA C ONHCAHMEM CTaJui HPOM3BOJACTBA M METOJOB KOHTPOJS Ha BCEX
CTauAX NMPOU3BOJICTBA;

T') oIrcaHue pa3paboTKH IIpoliecca MPOU3BOICTBA;

J) OTIMCAHUE KOHTPOJISI KPUTHUYECKHUX CTaJIUI MPOU3BOJICTBA U MPOMEXKYTOYHON MPOTYKIIUH;

€) TOKYMEHTAIIbHOE MOTBEPIKIACHNE (BAMANNA) TPOIIECCOB U (MIIN) MX OIIEHKA;

) CBOMCTBA U CTPYKTYpa JACUCTBYIOIINX BEIICCTB;

3) XapaKTepUCTHKA IPUMECEI;

1) cnenrukanys Ha GpapMareBTHIECKYIO CyOCTaHIIUIO B ee 000CHOBAHUE;

K) AaHAJTUTHYECKUE METOJIUKH, HCIOJIb3yeMbIE TMpPH  OCYIISCTBICHWU KOHTPOJIS  KadyecTBa
(hapmareBTHYECKON CyOCTaHIINY;

J) JOKYMEHTAJIbHOE TMOATBEpXkJAcHUE (BaIMIANNS) aHAIUTUYCCKUX METOIUK, HCIOJB3YEMbIX MPH
OCYIIIECTBJICHUN KOHTPOJIS KauecTBa (hapMaIleBTHUECKOM CyOCTaHIINH;

M) pe3yJIbTaThl aHATN3a CePHUil hapManeBTHIECKON CyOCTaHITNN;

H) NEepeYeHb CTaHIAPTHBIX OOPa3lOB MJIM BEIIECTB, MCIOJIL3YEMBIX NMPH OCYIIECTBICHUU KOHTPOJIS
Ka4yecTBa;

0) OIUCAHUE XaPaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MATEPHAIOB H YKYIIOPOYHBIX CPEJICTB;

I1) TaHHBIE O CTAOMIHPHOCTH (papMarieBTHYECKON CyOCTaHIINN;

P) CPOK TOTHOCTH;

2) B OTHOIICHUH (hapMaleBTUYECKNX CYyOCTaHIWMN, BXOASIIUX B COCTAB JICKAPCTBEHHOTO IMpernapara u
BKITIOUCHHBIX B TOCYJAPCTBEHHBIH pEeCTp JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaTben 34
HacTosmiero dexpepanbHOro 3aKOHa!

a) HaMMEHOBaHUe (hapMaIeBTUUECKOM CyOCTaHIINH, €€ CTPYKTYpa, OOIIHe CBONCTRA;

0) HAaMMEHOBAHUE U AJIPEC MMPOU3BOTUTEIIS;

B) pe3yJIbTAThI aHAJIN3a CepUil (hapMaIleBTHUECKOM CyOCTaHINH;

T') CPOK TOJHOCTH;
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3) B OTHOIIICHHUH JIEKAPCTBEHHOTO TpenapaTa Jyisi MEAUIIUHCKOTO IPUMEHEHUSI:

a) ONMCAHNE W COCTAB JICKAPCTBEHHOTO Tperapara JUisi MeTUIIMHCKOTO IPUMEHEHUSI,

0) onucanue dapMarneBTHIECKON pa3paboTku (000CHOBaHME BRIOOpA COCTaBa, IEPBUYHON YIIAKOBKH);

B) TEXHOJIOTHSI TIPOW3BOJCTBA C OINMCAHHEM CTaJAWHA TMPOW3BOACTBA W METOIOB KOHTPOJSI Ha BCEX
CTaJIuSAX TIPOU3BOJICTBA;

T') ONMCaHNE KOHTPOJISI KPUTHIECKHUX CTAIH MPoIecca MPOU3BOACTBA U POMEKYTOIHOU MTPOTYKIIHH;

J1) HANMEHOBAaHHWE W aJpec MeCTa OCYIIECTBIEHHS IPOM3BOJCTBA JICKAPCTBEHHOTO IMperapara Jyis
MEIWIIMHCKOTO TIpUMEHEHWs (B Cllydyae HaIWYMsg HECKOJBKHUX YYaCTHUKOB TIpoIlecca MPOU3BOJCTBA
YKa3bIBaCTCS KXKIBIN U3 HUX ),

e) hapMaleBTH4ECKasi COBMECTUMOCTD;

) MUKPOOMOJIOTHYECKHE XapaKTEPUCTHKH;

3) MaTepuaNbHbIA OaNaHC I TPOU3BOJICTBA CEPUU TOTOBOTO MPOAYKTA,

1) ONHCAaHHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MATEPUAIIOB U YKYIIOPOUHBIX CPE/ICTB;

K) TOKyMEHTAJILHOE TIOATBEPKICHNE (BATHMIAIINSA) TTPOIIECCOB TIPOU3BOJICTBA U (FUTH) X OIICHKA;

1) TpeOOBAaHMA K KAYECTBY BCIIOMOTATEIBHBIX BEIIECTB;

M) aQHAJIWTHYECKHE METOJIWKH, WCHOJh3yeMble TIpU  OCYIIECTBICHHH KOHTPOJIS  KadecTBa
BCIIOMOTaTEIbHBIX BEIIECTB;

H) JOKyMEHTaJbHOE MOITBEPXKACHUE (BAMUIAIWsI) aHATUTHYECKHX METOJUK, HCIIONB3YEeMBIX MpH
OCYIIECTBJICHUN KOHTPOJIS KAYeCTBA BCIIOMOTATEIbHBIX BEIIECTB;

0) uHpopManus 00 HCHONB30BAHMHM BCIOMOTATEIbHBIX BEIIECTB YEJIOBEYECKOTO M JKUBOTHOIO
MIPOUCXOKICHHS;

M) nHpopMaLus 00 UCTIONF30BAaHUU HOBBIX BCIIOMOTATEIbHBIX BELICCTB;

p) TpeboBaHuUs K Ka4yecTBY JIEKapCTBEHHOTO MpemnapaTa JUisi MeJUIIMHCKOTO MpuMeHeHus (cepTudukar,
criennUKaIys Ha JIeKapCTBEHHBIH MpenapaT U X 000CHOBaHHE);

C) AaHaIUTHYECKHE METOJUKH, WCIOJb3yeMble TIPU  OCYIIECTBICHHHM KOHTPOJIS  KadecTBa
JIEKapCTBEHHOTO Mpernapara JUisi MeTUIIHHCKOTO IPUMEHEHHS,

T) AOKYMEHTaJbHOE IOATBEP)KIACHHE (Baauaalus) aHATUTHYECKHX METOAMK, HCIIONB3YEMBIX MPH
OCYIIECTBICHUN KOHTPOJISl KA4eCTBa JIEKAPCTBEHHOTO Tpenapara Jiisi MeJUIIMHCKOTO IPUMEHEeHHS,

y) pe3yabTaThl aHAJIM30B CEPHi JIEKapCTBEHHOTO IIpernapara JJisi MeIUIIHHCKOTO TPUMEHEHHS;

() xapakrepucTUKa MpUMeceH;

X) TepedYeHb CTaHAAPTHBIX O00pa3IoB, HWCHOJIB3YEMBIX MpPH OCYIIECTBICHHHM KOHTPOJS KadyecTBa
JICKapCTBEHHOTO TIperapara il MeIUIIUHCKOTO MTPUMEHEHUS;

1) IaHHBIC O CTAOMIBHOCTH JICKAPCTBEHHOTO IMperapara JJisi MEIUIUHCKOTO MTPUMEHEHUS.

3. IIpou3BoACTBO JIEKAPCTBEHHBIX CPEACTB OCYIICCTBISCTCS C  COOJNIIOJICHMEM TpeOOBaHUMN
NPOMBIIUICHHOTO PperjaMeHTa, KOTOPBIA YTBEPXKIACTCS PYKOBOAWUTENEM IPOU3BOIUTENS JICKAPCTBEHHBIX
CpeACTB M BKIOYaeT B cebsg TMepeveHh HCIoip3yeMBIX  (PapMaueBTUYECKMX CYyOCTaHUMN |
BCMOMOraTesibHbIX BELIeCTB ¢ yKa3aHHEM KOJMYECTBA KAKAOTO W3 HUX, JaHHBIE 00 HCIONB3yeMOM
000pYZIOBaHHY, OMMCAHME TEXHOJOTMYECKOTo TpoIlecca W METOJ0B KOHTPOJSI Ha BCEX dTamax MPON3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

Hupopmayusn 06 usmenenusx:  Yacmo 4 usmenena ¢ 4 aseycma 2023 2. - @edepasibHbll 3aKOH om 24
urons 2023 2. N 341-D3
Cwm. npedbidywyro pedakyuro

4. Ilpu mpou3BOACTBE JIEKAPCTBEHHBIX IPENapaToB IS MEAMLMHCKOIO MPUMEHEHHS HCIOJIb3YIOTCS
(hapmaneBTHUECKHE CYOCTaHIIMM, CBEACHHS O KOTOPBIX cojaepkarcs B [OCYOAapPCTBEHHOM peecTpe
JICKapCTBEHHBIX CPEACTB ISl MEAWIMHCKOTO NPUMEHEHHUS U (WIM) €OUHOM DPEecTpe 3aperucCTPHUpPOBAHHBIX
JIEKapCTBEHHBIX CpeACcTB EBpa3suiCKOro 3KOHOMHYECKOTO COI03a, 3a MCKIOYEHHEM (hapMaleBTUYECKUX
cyOcTaHIMH, TPOM3BOAMMBIX MAJISl HPOBEACHMS KIMHMYECKUX HCCIeNOBaHMM M (win) ans skcropta. llpu
MIPOM3BOJCTBE JICKAPCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO MPHMEHEHUS! UCIONB3YIOTCS (apManeBTHUECKUE
cyOcTaHIIMU, CBEIEHHsI O KOTOPBIX COJAEP)KATCA B TOCYAapPCTBEHHOM pEECTpe JIEKAPCTBEHHBIX CPEICTB LIS
BETEPHUHAPHOTO NMPUMEHEHUS, U (UJIH) TOCYJapCTBEHHOM peecTpe JIEKaPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOIO
NpUMEHEHHs, U (WIM) €JMHOM pPEecTpe 3aperrucTpUpPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IMperapaToB
EBpasuiickoro 3KOHOMHYECKOTO c€OI03a, W (WJIM) €IWHOM pEeecTpe 3aperuCTPHPOBAHHBIX JIEKAPCTBEHHBIX
cpenctB EBpasuiickoro 3KOHOMHYECKOTO COK03a, 3a HCKIIOYCHUEM (apMaleBTHYECKHX CyOCTaHIIu,
MPOW3BOANMBIX IS TPOBEACHUS KIMHUYCCKUX WCCleqoBaHui u (wm) st 3kcmopra. K mporeccy
IIPOM3BOJACTBA (hapMaleBTUIECKOM CyOCTaHLMM OTHOCSITCA JIFOOble CTaZuy TEXHOJIOTMYECKOro IIpoliecca,
TTO3BOJISAIONIUE TIOYIUTh TOTOBBIA MPOAYKT, COOTBETCTBYIOMINN TpeOOBaHUSAM (apMaKONeHO! CTaThi, B TOM
yrcie GepMeHTaIus, SKCTPAKIKS, OUUCTKA, BBIACICHHUE, IEPEKPUCTAIIIM3aLUs, BEICYIINBAaHNUE, U3MeNbUeHre. B
cilyyae HEOOXOIOMMOCTH HCIOJB30BaHMS 3THJIOBOTO CHHPTa, B TOM 4Hcie (apMaleBTHUECKOH CyOCTaHINH
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CIHUPTa 3TUJIOBOrO (3TaHOJIA), IIPU MPOM3BOJCTBE JCKAPCTBEHHBIX CPEICTB B KAUSCTBE JACHCTBYIOIIETO U (WIJIH)
BCIIOMOTaTCJIIbHOT'O BCIICCTBA, 4 TAKXKXC B MHBIX TCXHOJIOTHMYCCKUX ILECIAX JOJIKHA OBITh KCITOJB30BaHa TOJBKO
(hapmarieBTHUIECKasE CyOCTaHIIUS CITUPTA STUIIOBOTO (3TAHOI).

Undopmayus 06 uzmenenusax: DedeparibHbIM 3aKOHOM om 14 oexabpsa 2015 2. N 374-D3 yacme 4.1
cmamvu 45 nacmosueco PedepanvbHoco 3aKOHA UBTONCEHA 8 HOBOU PeOaKyulL
Cm. mekcm Yyacmu 8 npedbidywieli pedakyuu

4.1. NepeyeHb nekapCTBEHHBIX MPENapaToB IS MEIUIUHCKOTO MPUMEHEHHS, B OTHOIIEHHUH KOTOPBIX
yCTaHABJIUBAIOTCST TPEOOBAHUA K 00beMy Taphl, YIAKOBKE MW KOMIUICKTHOCTH, MEPEYCHb JIEKapCTBEHHBIX
MperapaToB Jisi BETEPUHAPHOTO TNPUMEHEHHS, B OTHOIIEHWH KOTOPHIX YCTaHABIWBAIOTCA TPeOOBAaHUSA K
00BEMy Taphl, a TaKXKe TPeOOBaHUS K 00bEMy Taphl, YITAKOBKE U KOMIUIEKTHOCTH JIEKApCTBEHHBIX MPETIapaToB
JUIL  MEIMIMHCKOTO TNpHMeHeHHs, TpeboBaHMA Kk o0beMy Tapbl JICKAPCTBEHHBIX  IPENapaToB
JUIST BETCPUHAPHOTO TPHUMEHEHHS OIMPEACISIOTCS COOTBETCTBYIONIMMHE YIIOJTHOMOYCHHBIMY (eAepabHBIMH
OpraHaMu UCIIOJIHUTENBHOM BJIacTH B NOPAAKe, yctaHoBIeHHOM [IpaBuTtensctBoM Poccuiickoit @enepanuu.

HUndhopmayus 06 usmenenusx:  Yacmo 4.2 usmenena ¢ 29 oexadps 2020 2. - @edeparibHbIl 3aKOH om 27
oexabps 2019 2. N 481-D3
Cwm. npedbidywyro pedakuuro

4.2. OpraHuzanyy, OCYIIECTBIISIIONINE TPOU3BOACTBO (apMaleBTHUECKOH CyOCTaHIIMHM CIHPTa
STHIOBOTO (9TaHONA) Uil MPOM3BOACTBA CIUPTOCONCPKALIMX JICKAPCTBCHHBIX IpenapaToB, OOS3aHBI
OCYUIECTBJISITh y4YET B TOPs/IKE, yCTAHOBICHHOM CTaTbsaMu 8 u 14 dexnepanbHoro 3akona ot 22 HosOpst 1995
romra N 171-®3 "O rocygapCTBEHHOM pEryJIMpOBaHUU TPOU3BOJCTBA U 0O0OpOTa ITHIIOBOTO CIIHPTA,
QIKOTOJIFHONH M CIHPTOCOAEPIKAIIEH MPOAYKIUA U 00 OrpaHWYEHUH MOTpeONeHUs (PacluTHs) aaKOTOJIbHOM
nponykmun". [Ipon3BojacTBO (apmalieBTHUECKOW CYyOCTaHIIMHM CIHPTa 3THUIIOBOTO (3TaHOIA) JOITyCKaeTcs
TOJILKO OpPraHU3aLUeH, OCYIIECTBIIAIONIEH POU3BOICTBO PEKTU(PHUKOBAHHOIO 3TUIIOBOIO CIIUPTA U3 IHIIEBOTO
CBIPbsS HAa OCHOBAHUH JIMIIEH3UU Ha IPOMU3BOACTBO 3THJIOBOTO CIIMPTAa Ul NMPOM3BOACTBA (hapMaleBTUUYECKOM
CyOCTaHIIMM CHHPTa STHIOBOTO (3TaHOJA) B COOTBETCTBUM C TpeOoBaHMAMH PefeparbHoro 3akoHa or 22
HOs10ps 1995 toga N 171-®3 "O rocymapCTBEHHOM pPeryJIMPOBaHUHM IMPOW3BOACTBA U 000POTa ATHIIOBOTO
CIHMPTA, AIKOTOJIBHOW M CIUPTOCOJEpXalled NPOAYKUMHM M 00 OrpaHHYeHHH IMOTpeOJeHus (pacmuTHs)
AIKOTOJIBHOM  MPOAYKIMH', METOJOM pPAa3BEACHUS BOJOW OUMINEHHOW TaKOro J3THUJIOBOTO CIHUPTA,
MPOM3BEICHHOTO [aHHOW OpraHu3alueil MO0 MecTy OCYILECTBICHUS NPOU3BOACTBA (HapMaleBTUYECKOH
CyOCTaHIIUU CIIMPTA STUIOBOTO (3TAHOJIA).

Hupopmayus 06 usmenenusx: Cmamovs 45 oononnena uacmoio 4.3 ¢ 1 auseaps 2018 2. - @edeparibHbll
3aKoH om 29 urons 2017 2. N 278-D3

4.3. VunuBuayanbHble MPEANPUHUMATENIN W IOPUAMYECKHE JIMIA, OCYLICCTBIISIOIINE 3aKyNKy U
HCTIONB30BaHue (papMaleBTHYECKON CyOCTaHIIMM CHOUpPTa JTWIOBOTO (3TAaHOJA), a TaKkKe IPOU3BOJICTBO,
U3TOTOBJIEHUE U (MJIH) 000POT (32 UCKIIOUEHHUEM PO3HUYHOM MPOAaXH) CIIUPTOCOJEpKAIUX JIEKapCTBEHHBIX
npenaparoB, 00s3aHbl OCYIIECTBIISATh UX YUET U JIEKJIapUpPOBaHHUE B MOPSAKE, YCTAHOBICHHOM CTaTbAMU 8 u
14 denepanpHoro 3akoHa ot 22 Hos6ps 1995 roma N 171-®3 "O rocyaapCTBEHHOM peryJIMpOBaHHH
MPOM3BOJICTBA U 000pOTa ATHIOBOTO CIHUPTA, AaJKOTOJBHOW W CIUPTOCOJEpXamled MPOAYKIUH H 00
OTpaHUYCHHUH MTOTPEOICHUS (PACTTUTHS) ATKOTOJILHOM MPOXyKIHH .

Hupopmayus 06 usmenenusx:  Cmamos 45 dononnena wacmoio 4.4 ¢ 13 aseycma 2019 2. - @edeparbHbil
3aKoH om 2 ageycma 2019 2. N 297-D3

4.4. Tlpu mpou3BOJCTBE JIEKAPCTBEHHBIX MPENapaToB JUIsI BETEPHHAPHOTO MPUMEHEHHS JOITyCKaeTCs
UCIONb30BaHUE MPOU3BEACHHBIX M peanu3auud (apMaleBTUYECKUX CyOCTaHLIMM, BKJIIOUYEHHBIX B
rOCYJapCTBEHHBIH  pEeCTp  JIEKApCTBEHHBIX  CPEACTB  YIOJHOMOYEHHBIM  (efepajbHbIM  OPraHOM
HCTIOJIHUTENILHOIN BJIACTH, OCYIIECTBIISIOLIMM BEIEHHE T'OCYIApCTBEHHOIO peecTpa JEKapCTBEHHBIX CPEICTB
U1 MEOULMHCKOTO IPUMEHEHHUS.

5. 3ampemaercs Mpou3BOACTBO:

Hugopmayus 06 usmenenusx: ITynkm 1 usmenen ¢ 4 aseycma 2023 2. - ®edeparsibHbil 3aKOH om 24 uions
2023 2. N 341-D3
Cwm. npedbidywyro pedakyuro

1) nexapCTBEHHBIX CPEACTB, CBEIEHHMA O KOTOPBIX HE colepXkarcsi B rOCy[apCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJCTB U1 METUIIMHCKOTO MPUMEHEHHS, H (UJIH) TOCYAAPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX
CPEICTB AJI1 BETEPUHAPHOIO NMPHUMEHEHUs, W (WIM) €AMHOM DPEecTpe 3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpencTtB EBpaszuiickoro 3KOHOMHYECKOTO 01032, U (WJIM) €IMHOM PEECTPE 3aperUCTPUPOBAHHBIX BETEPUHAPHBIX
JIEKapCTBEHHBIX TIpenapaTtoB EBpasuiickoro 3KOHOMHYECKOTO COI03a, 3a HCKIIOUEHHUEM JIEKapCTBEHHBIX
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CpCACTB, MPOU3SBOAUMBIX MJIA IMIPOBCACHUA KIIMHUYCCKUX I/ICCJICIIOB&HI/IFI WA JJI OKCIIOPTA;

2) thanbCUULIMPOBaHHbIX JIEKAPCTBEHHbIX CPEACTB;

3) meKapCTBEHHBIX CPENCTB O3 JUICH3NN Ha IPONU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) nekapCTBEHHBIX CPEICTB C HAPYIICHUEM MPaBUIT OpraHU3aliK MPOU3BOJCTBA U KOHTPOJISI KauecTBa
JIEKapCTBEHHBIX CPEJICTB;

5) yrpatui cuiy ¢ 29 nekabps 2020 r. - DefeparbHblil 3aKoH ot 27 aekadps 2019 r. N 481-03

Hugpopmayus 06 usmenenusx: — CM. npedbiOyLyyo pedakyuro

Hupopmayusn 06 usmenenusx:  Cmamos 45 donoanena nynkmom 6 ¢ 29 dexabps 2020 2. - @edeparbHbil
3aKoH om 27 dexabps 2019 2. N 481-D3

6) CcHouUpTOCOACPKALIMX JICKAPCTBEHHBIX IPENapaTOB [0 MECTy OCYIIECTBICHHS MPOM3BOACTBA
(hapMmareBTHYECKON CyOCTAaHIIMKM CIHPTAa OTWIOBOTO (dTaHoja) W (WIM) TIO MECTy OCYIIECTBICHUS
MIPOM3BOJICTBA ITUIIOBOTO CITUPTA;

Hupopmayusn 06 usmenenusx:  Cmamos 45 donoanena nynkmom 7 ¢ 29 dexabps 2020 2. - @edeparbHbil
3aKoH om 27 dexabps 2019 2. N 481-D3

7) dapmaneBTHUECKOW CYOCTaHIMM CHHpPTa STHIOBOTO (dTaHoia) W (WIHM) CIHPTOCOACPIKAITIX
JIEKapCTBEHHBIX IMPENapaTOB HA OCHOBHOM TEXHOJOTHYECKOM OOOPYIOBaHUM sl MPOU3BOACTBA 3THIOBOTO
CIHpTa, ykazaHHoM B NMyHKTe 1.1 ctatbun 14.1 deaepanbHoro 3akona ot 22 Hos0ps 1995 roma N 171-03 "O
rOCyJapCTBEHHOM PEryJHPOBaHHHM TMPOM3BOJACTBA W 00OpPOTAa OSTHIOBOTO CIHPTA, AJIKOTOJBHOH W
CIIUPTOCOAEPIKALICH MPOAYKINHU U 00 OrpPaHUYEHHH MOTPEOICHUS (PAaCIIUTHUS) ATKOTOJIBHOM MPOIYKIUH".

Hnpopmayus 06 usmenenusx: PDeodeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-®D3 6 uacms 6
cmamou 45 nacmosiezo DedepanvHoco 3aKOHA 6HECeHbl U3MeHeHus, ecmyrnaruwue 8 cusny ¢ 1 uwons
2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

6. [1pu BBOJE NIEKAPCTBEHHBIX CPEJICTB B IPAXKIAHCKHN 000POT YHOIHOMOYEHHOE JIMIO MPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJCTB OCYIIECTBIISICT OATBEPKACHIE COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMUSM,
YCTaHOBJICHHBIM IIPH WX TOCYJApCTBEHHOM PErUCTPAallMHd, U TApaHTUPYET, YTO JIEKAPCTBEHHBIE CPENCTBA
NPOM3BE/ICHBI B COOTBETCTBHHU C TPEOOBAaHMSIMU MPABWIT HAAJISKAIIEH MPON3BOJCTBEHHON MPAKTHUKH.

Unupopmayus 06 uzmenenusx: HYacme 7 uzmenena c 13 aseycma 2019 2. - @edeparsibHbIlU 3aKOH om 2
aseycma 2019 . N 297-D3
Cm. npedbidywyro pedakyuro

7. YNONTHOMOYEHHbLIM JIMLOM TPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB SIBISCTCS €ro pabOTHUK,
aTTECTOBaHHbIA B YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (heepajbHbIM OpPraHOM HCIIOJHHUTEIBHOW BJIACTH
MOpSAJKE W MMEIONINI CTaX paboThl HE MEHee YeM IISITh JIET B OOJIACTH MPOM3BOACTBA U (MIJIM) KOHTPOJIA
KadecTBa JIEKAPCTBEHHBIX CPEJCTB, BBICIIEE OOpa30BaHHWE COOTBETCTBEHHO IO OHON M3 CHENHMaIbHOCTEH H
(wm)  omHOMYy W3  HampaBiICHWH  TOATOTOBKH:  OHOJOTHSA,  OWOTEXHOJOTHSA,  BETECPUHAPHA,
BETEpUHAPHO-CAHUTAPHAS 3KCIIEPTU3a, KIMHUYECKas MEANIMHA, PaAHallIOHHAs, XUMUUYECKast U OHOJIoruyecKast
3ammra, hapmanus, GyHAaMeHTalbHaAs MEAULNHA, XUMUYECKasi TEXHOJIOT S, XUMHUSL.

Huopmanyusa 06 uzmenenusx: Yacme 8 usmenena c 1 aneaps 2018 2. - ®edeparibHbIl 3aKOH om 29 uions
2017 2. N 278-D3
Cwm. npedbidywyto pedakyuro

8. IlpousBomuteny JIEKapCTBEHHBIX CPEACTB (3a HCKIIOYEHHEM (hapMaleBTUUYECKOW CyOCTaHLNUU
CIMPTa 3TUJIOBOTO (3TAHONA) MOTYT OCYILECTBIISITH NPOJAKy JIEKAPCTBEHHBIX CPEICTB WJIM IepenaBaTh HX B
YCTaHOBJIEHHOM 3aKoHOoJaTenbcTBOM Poccuiickoit denepanuu nopsake:

1) ApyruM Npor3BOAUTENSM JIEKAPCTBEHHBIX CPEACTB AJIS IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHu3auusiM ONTOBON TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeuHBIM OpraHuzalusM, BETEPUHApPHbIM anTeYyHbIM OpraHM3auuaM, WHAWBUIYAIbHBIM
OpeANpPUHAMATENSAM, HMMEIONIMM JIMIEH3MI0 Ha (apMaleBTUYECKYIO [ESITENbHOCTh WM JIMIEH3UI0 Ha
MEIMLMHCKYIO I€ATENbHOCTD;

Hupopmayus 06 usmenenusix: Ilynkm 4 usmenen ¢ 30 smeaps 2024 o. - @edepasibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

4) HayIHBIM OpTAaHU3AIMIM JIJIS1 HAYYHO-UCCIIEA0BATEIHLCKON PabOTHI;
5) MCIUIUMHCKUM OpraHu3alysaM U BETCPUHAPHBIM OpraHU3alusaIM,
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Hnupopmayus 06 usmenenusix: Ilynkm 6 uzmenen c¢ 13 aseycma 2019 2. - ®edeparsibHbIl 3aKOH om 2
aseycma 2019 e. N 297-D3
Cwm. npedbidywyto pedakyuro

6) opraHM3anMsIM M HHIUBUAYAIBHBIM TNPEANPUHUMATENSIM, OCYIIECTBISIONINM pa3BelacHHE,
BBIPAIMBAHNUE U COACPIKAHNE KUBOTHBIX (32 UCKIIOYEHHEM MPOJAXKHA UM (papMaleBTHUECKUX CyOCTaHIIUHN WiH
WX TIepeiavn);

Hupopmayus 06 usmenenusx: Yacmo 8 donoanena nynkmom 7 ¢ 1 cenmsabps 2023 2. - @edepasibHbll
3aKoH om 4 ageycma 2023 2. N 428-D3

T'APAHT: HopmaTuBHEIE IIPaBOBBIE aKTHI, COAEPIKAIIHUE OOs3aTelbHbIe TPeOOBAaHMUSI U IIPUHHUMAEMEIE B
LEIIX pealn3alyy IOJIOKEHUM IyHKTa 7 dactd 8 cratbu 45 (B pemaxkuuu PepgeparbHOro 3akoHa or 4
aBrycta 2023 r. N 428-®3), BCTynatT B CUJIY B YCTaHOBJIEHHBLIE HAHHBIMA HOPMATHBHBIMU IIPABOBBIMU
aKTaMHU CPOKH, HO HE paHee YeM I10 MCTCUYCHUHU TPUALATH JAHEU MOCJe JHS OPHUIMATBLHOIO OIyOJINKOBAHUS
COOTBETCTBYIOIIETO HOPMATHBHOTO IMPABOBOTO aKTa

7) ucupITaTeNFHBIM JTA00OpATOPHSIM (LIEHTPaM ), TPOBOASAIINM HCIIBITAHUS B 00aCTH KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPEJICTB, aKKPEAUTOBAaHHBIM B COOTBETCTBUHM C 3aKOHOJATeNbCTBOM Poccuiickoit denepariuu
00 aKKpeAWTAlMU B HALIMOHAJIBHON CUCTEME aKKPEAUTALHH.

Hupopmayusn 06 usmenenusx: Yacmo 9 usmenena ¢ 1 cenmabps 2023 2. - @edeparibHbIl 3aKOH om 4
aseycma 2023 2. N 428-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: HopMmaTuBHBIE IIPABOBBIE AKTHI, COACPIKAIIME O0O0s3aTelbHbIE TPEOOBAHUS W NPUHUMAEMbIE B
LEIIX pEeAM3alldy ITOJIOKeHU dactu 9 crateu 45 (B pemaxuuu PegepanbHOro 3akoHa or 4 asrycra
2023 r. N 428-®3), BCTynatT B CUIMY B YCTAaHOBJIEHHBIE JaHHBIMH HOPMATHBHBIMHU IPABOBBIMU aKTaMH
CPOKH, HO HE paHee YeM I10 HCTCYCHHWH TPUIIATH MTHEH Tocie THS OQHUIIHATHHOTO OITyOIMKOBAHHS
COOTBETCTBYIOIIETO HOPMATHBHOTO IPABOBOTO aKTa

9. IlpomsBoamrennm (apmameBTHYECKOW CYOCTaHIIMKM CIHPTa STHIOBOTO (3TaHONA) OOsI3aHBI
OCYLIECTBIIATh peanu3auuio (mepeaady B YCTaHOBIEHHOM 3aKoHoJaTenbcTBOM Poccuiickoit ®eneparn
nopsiake) ¢apManeBTHUECKONH CyOCTaHIMH CIHPTA 3TUIOBOrO (ITaHOJIA) MPOU3BOIUTEISIM JIEKapCTBEHHBIX
CPEACTB AJsl TPOM3BOJACTBA JICKAPCTBEHHBIX CPEICTB, NPOU3BOAUTENSM (M3TOTOBUTENSM) MEIWUIMHCKUX
W3JENUH UTS TPOU3BOJICTBA U M3TOTOBJICHUSI MEAUIIMHCKUX H3JIENIMI B EMKOCTIX 00beMoM He Oonee | nutpa u
(unn) He Meree 1000 TUTPOB, @ OpraHU3aLUsIM, YKa3aHHBIM B MyHKTax 3 - 5 u 7 yacTu 8 Hacrosiueil ctathu, B
Tape o0beMoM He Ooiee 1 muTpa.

Hupopmayus 06 usmenenusx:  Cmamovs 45 donoanena wacmoio 10 ¢ 29 oexabps 2020 2. - @edeparibHbll
3aKoH om 27 dexabps 2019 o. N 481-D3

10. Peanuzanus (mepegada B yCTaHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanuu mopske)
(dapMarieBTH4eCKOW CyOCTaHIIMM CHHPTa JTHJIOBOTO (3TAHONA) OpraHM3alusM ONTOBOH  TOPTOBIH
JIEKapCTBEHHBIMH CPEJCTBAMU HE JIOIIyCKAETCS.

Hndopmayus 06 usmenenusx:  Cmamos 45 dononnena uacmoio 11 ¢ 29 dexabps 2020 e. - @edeparibHbil
3aKoH om 27 dexabps 2019 2. N 481-D3

11. TlepeBo3ku (apMaleBTUUECKOW CyOCTaHIIMH CHHPTa STHIOBOTO (3TaHOJNA) OCYIIECTBISIOTCS C
coOmofieHneM TpeOOBaHMM, yCTaHOBICHHBIX ab3aLem 4YeTBepTbiM MNyHkTa 3 ctatbh 9 demepanbHOTO
3akoHa oT 22 Hosi0pst 1995 roma N 171-®3 "O rocynapCTBEHHOM PEryJIMPOBaHUHU MPOM3BOACTBA M 000pOTa
STHJIOBOTO CITUPTa, AaJKOTONBHON W CHUPTOCOAEp)KAllell MPOAYKIMH W 00 OrpaHWYeHHH NOTpeOIeHHS
(pacmuTHSA) ATKOTOJIBHON TIPOIYKITHH .

T'APAHT: CM. KOMMeHTapuu k cratbe 45 Hactosmero denepaabHOTO 3aKOHA

Cratbsa 46. MapkupoBKa JIeKapCTBEHHBIX CPEJICTB

T'APAHT: CMm. [lono)keHrne o [poBeneHHH DKCIEPUMEHTAa II0 MapKUPOBKE KOHTPOJIbHBIMU
(uneHTH(OHUKALUOHHBIME) 3HAKAMH MW MOHMTOPHHIY 3a OOOPOTOM OTHENBbHBIX BHIOB JIEKAPCTBEHHBIX
MpenapaToB sl MEIUIMHCKOTO MMPUMEHEHHs, YTBEpKIAeHHOE NOCTaHoBrNeHneM IlpasurensctBa PO ot 24
saBaps 2017 r. N 62

Hupopmayus 06 usmenenusx: Hacmo 1 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. JlexkapcTBeHHBIE TpemapaThl, MPOIIEANINE TOCYJAPCTBEHHYIO PErHCTpalyi0 B COOTBETCTBHUU C
TpeOoBaHmsAMH Hactosmero demeparbHOTO 3aKOHA, 33 WCKIIOYEHHEM JIEKapCTBEHHBIX IIPENapaToB,
W3TOTOBJIEHHBIX anTeYHbIMH OpTraHM3aIUsIMH, BETEpPHHAPHBIMHU anTeYHBIMU OpTraHH3aAIHIMH,
VHIVBUIYATGHBIMA TPEATNPUHUMATESIMA, WMCIOIUMH JIMIICH3UI0 Ha (HapMaleBTUYECKYIO0 JIeATeIbHOCTD,
JIOJDKHEI IOCTYNATh B 0OpallleHue, eCITH:

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-®D3 6 nyuxkm 1
yacmu 1 cmamou 46 Hacmosuezo PedepanibHO20 3aKOHA 8HECeHbl UsMeHeHus, 8cmyrnaruue 8 cusy c 1
urons 2015 e.

Cm. mekcm riyHKma 8 rpedbidyuwieli pedakuyuu

1) Ha UX MEPBUYHON YIAKOBKE (32 MCKIFOUCHHEM MIEPBUYHON YIAKOBKH JICKAPCTBEHHBIX PACTUTEIIBHBIX
MperapaToB) XOPOIIO YUTAEMBIM MIPUPTOM HA PYCCKOM SI3BIKE YKa3aHbl HAaWUMEHOBAaHUE JICKApPCTBEHHOIO
npenapara (MeXayHapoaHOe HenaTeHTOBaHHOE, WU IPyNIHMPOBOYHOE, WIH XUMUYECKOE, WK TOProBoe
HanMeHOBaHWe), HoMep CcepuH, AaTa BhITycKa (A7 MMMYHOOMOJIOTHYECKHUX JIEKAPCTBEHHBIX IPENapaToB),
CPOK TOIHOCTH, TO3WPOBKA WM KOHIICHTpAanus, 00beM, aKTUBHOCTh B €IWHUIIAX JEHCTBUSA WM KOJIUYIECTBO
103;

Undopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ nyukm 2
yacmu 1 cmamou 46 nacmosweco Dedepanvroco 3aKOHA GHeceHbl UdMeHenus, ecmyrnaroujue 8 cuny c 1
urons 2015 a.

Cm. mekcm riyHKkma 8 rpedbidyuwed pedakyuu

2) Ha UX BTOPUIHOH (ITOTPEOUTEIHCKOM) YITAKOBKE XOPOIIO YHTAEMBIM HMIPHU(PTOM HAa PYCCKOM SI3BIKE
yKa3aHbl ~HAaWMCHOBaHHE JICKAPCTBEHHOTO  Tpernapara  (MEXKAYHAPOJIHOE  HEMATCHTOBAaHHOE, WM
IPYNIUPOBOYHOE, WJIM XHUMHYECKOe M TOProOBOC HAMMEHOBaHUs), HAMMEHOBAHHE [MPOU3BOIUTEINS
JIEKapCTBEHHOT'O Iperapara, HOMEp CEpUH, Jara BBITycKa (st MMMYHOOMOMOrMYEeCKUX NeKkapCcTBEHHbIX
npenapaTtoB), HOMEpP PETUCTPAIMOHHOTO YAOCTOBEPEHHS, CPOK TOJHOCTH, CIOCOO MPUMEHEHUS, J03UPOBKA
WIK KOHIICHTpanus, O0beM, aKTHBHOCTh B CIWHUIAX JEHCTBUS MO0 KOJMYECTBO JI03 B YIaKOBKE,
JeKapcTBEHHas opMa, YCIOBHS OTITYCKA, YCIIOBUS XPAaHEHUS, PEAYNPEIUTEIbHbIC HAITUCH.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 Oexabps 2014 2. N 429-D3 ¢ uacmo 2
cmamovu 46 nHacmoswezo DedepanvHo2o 3AKOHA 6HeCeHbl U3MeHeHus, ecmyrnaroujue 8 cusy ¢ 1 uwns
2015 a.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

2. dapmaieBTUYECKHE CYOCTaHIIMM JIOJDKHBI TMOCTYNaTh B OOpAllICHHE, €CIM Ha WX MEPBUYHOM
YIaKOBKE XOPOIIO YUTACMbIM INPU(PTOM HA PYCCKOM S3bIKE yKa3aHbl HaMMEHOBaHHEC (PapMarleBTHUYCCKOM
cyOcraninn (MEXIYHApOIHOE HEMATCHTOBAHHOE, WM TPYNIUPOBOYHOE, WM XHUMHYECKOE W TOProBOE
HAMMCHOBAHUs), HAaUMEHOBAaHWE NPOU3BOAUTENS (hapMalleBTHUSCKOW CyOCTaHI[MK, HOMEp CEepun u jara
HW3TOTOBJICHUSI, KOJIMYECTBO B YIAKOBKE W EIWHUIIEI W3MEPCHUS KOJIMYECTBA, CPOK TOAHOCTH M YCIIOBUSA
XpaHCHWSL.

3. JlekapcTBeHHBIC CPEIICTBA B KAYECTBE CHIBOPOTOK JOJDKHBI MOCTYIIATh B OOpAaIeHUE C yKa3aHHEM
YKUBOTHOTO, U3 KPOBH, TTa3Mbl KPOBH, OPTAHOB M TKaHEH KOTOPOTO OHU IOYYEHBI.

4. Ha BTOpHuHyHO (MIOTPEOUTEIHCKYI0) YMAKOBKY JICKAPCTBEHHBIX CPEJCTB, MONYyUYEHHBIX M3 KPOBH,
IJIa3Mbl KPOBU, OPTaHOB U TKaHEH 4eloBeKa, NOJKHA HaHOCUThCS Haamuck: "Antutena k BUY-1, BUY-2,
BHUpycy renatuta C ¥ MOBEPXHOCTHBIA aHTUIEH BUpyca renatuta B oTtcyTcTByroT".

5. Ha nmepBHUYHYO YIAKOBKY M BTOPHUYHYIO (MOTPEOUTEIHCKYIO) YIIAKOBKY pagnodapmMaLeBTUYeCcKnx
NneKkapCTBEHHbIX CPELCTB H0IKEH HAaHOCUTHCS 3HAK PAJUAIlMOHHON OMAaCHOCTH.

6. Ha BTOpHYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY FOMEONaTUYECKNX NekapCTBEHHbIX NnpenapaToB
JIOJDKHA HAHOCHUTHCS HAAMUCh: "T'oMeonaTnyeckuii".

7. Ha BTOpuuHyio (MOTpEeOMTENBCKYIO) YMAKOBKY J1EKAPCTBEHHbLIX PaCTUTENbHbLIX MpenapaTos
JOJDKHA HAHOCHUTHCA HAIIUCE: "[IpoayKius mpornia paTuaiiOHHBIA KOHTPOIE' .

Undopmayus 06 uzmenenusax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 6 yacmo 8

cmamou 46 HacmoAuleco (De()epaﬂbnoeo 3AKOHA 6HECEHbl U3MEHEHUA, ecmyrlafouwe 8 CUﬂy c 1 urwona
2015 a.
Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

8. Ha mepBuuHYyI0 yrmakoBKy (€ciy ISl 3TOTO CYIIECTBYET TEXHHYECKas BO3MOXXHOCTh) U BTOPHIHYIO
(MOTpeOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX TIPENapaToB, MPETHA3HAYEHHBIX M KIMHUYECKHX
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

HCCIICIOBAaHMH, TOKHA HAHOCUTHCS HAAMUCK: " JIJIsI KIMHUYECKUX HCCIICIOBaHM".

9. YnakoBKa JIeKapCTBEHHBIX CPECTB, MPeIHA3HAYEHHBIX HCKIIOUUTEIBHO IS AKCTIOPTA, MapKUPYyETCs
B COOTBETCTBHH C TPEOOBAHUSIMH CTPAHBI-UMITOPTEPA.

10. Ha TpaHCmiOpTHYIO Tapy, KOTOpas He MpeJHa3Ha4deHa Ui MOTpeduTeneld 1 B KOTOPYIO MOMEIICHO
JIEKapCTBEHHOE CPEJICTBO, JOJDKHA HAHOCUTHCS WHGOpMAIus O HAWNMEHOBAaHWH, CEPUU JIEKapCTBEHHOro
CpelCTBa, naTe BHIMYCKa, KOJIWYECTBE BTOPHUYHBIX (MIOTPEOUTEIHCKUX) YIIAKOBOK JIEKAPCTBEHHOTO CPEICTBA,
MPOU3BOAUTENE JIEKAPCTBEHHOIO CPENCTBA C YKA3aHWEM HAMMEHOBAHUSI M MECTOHAXOXKIICHUS MPOU3BOIUTEINA
JICKapCTBEHHOTO CpelCTBa (agpec, B TOM 4HCJIEC CTpaHa W (MJIM) MECTO MPOW3BOJACTBA JICKAPCTBEHHOIO
CPEJICTBA), @ TAKIKE O CPOKE TOJHOCTH JICKAPCTBEHHOT'O CPEJICTBA M 00 YCIOBHUSX €r0 XPAaHCHHS U MEPEBO3KH,
HEO0XOJUMBIE MPEAYNPEAUTEIbHBIC HAITUCH U MAHUITYJISTOPHBIC 3HAKH.

11. Ha mepBUuYHYI0 YNakoBKY W BTOPUYHYIO (IOTPEOUTEIHCKYIO) YIIAKOBKY JICKAPCTBEHHBIX CPEACTB
JUTSI BETEPUHAPHOTO MPUMEHEHHUS JTOJKHA HAHOCUTHCS HAAMUCh: " [[J1s BeTepuHapHOTO MpUMEHEHUs".

12. Ha BTOpruHy0 (HOTPEOUTEILCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO ITperapara HAaHOCUTCS IITPUXOBOM
KOZ.

T'APAHT: CM. KOMMeHTapum k cratbe 46 HacTosmero deaepanbHOTO 3aKOHA

Hudopmayusa 06 usmenenusax:  DedeparibHbIM 3aKOHOM om 6 dexabpsa 2011 2. N 409-D3 ¢ naumenosanue
anasvl 9 nacmoswezo PedepanvHo2o 3aKoHA 6HeceHbl uszMeneHus, 8CMYyrnarwue 8 Cusy no ucmeyenuu
mpuoyamu OHell nocie ons 0huyuabHo20 onybrukogaHuUs nazeéannozo Pedepanvbroco 3aKOHA
CmM. mekcm HauMmeHogaHus 8 rpedbidyuw,el pedakyuu

I'naBa 9. BBo3 1ekapcTBeHHBIX cpeacTB B Poccuiickyro @deiepanuio U BbIBO3 JIEKAPCTBEHHBIX CPEACTB U3
Poccuiickoiit Penepanun

Hupopmauus 06 uzmenenusx: ®edeparsibHbIM 3aKOHOM om 6 oexabpsa 2011 2. N 409-D3 ¢ naumenosanue
cmamout 47 nacmosue2o Pedepanbho2o 3aKoHd BHeCeHbl UsMeHenus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu onetl nocie oHs 0huUuanbHO20 ornybauKo8aHUs nazeanto2o PedepanbHo20 3aKOHA
CmM. mekcm HauMmeHogaHus 8 rpedbidyuiel pedakuyuu

Cratba 47. Tlopsiaok BBO3a JICKAPCTBEHHBIX CpeincTB B Poccuiickyto ®ejepalvio ¥ BBIBO3a
JIEKApCTBEHHBIX cpeacTB U3 Poccuiickoit denepannn

Hupopmauusn 06 usmenenusx: Hacmo 1 usmenena c¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. BBo3 mnekapctBeHHbIX cpenctB B Poccuiickyro @enepanuio ocyliecTBiIseTcs B MOPAOKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickoit denepannu, B COOTBETCTBUH € aKTaMHU, COCTABIISIFOIIMMH [IPABO
Coro3a, u (nn) 3aKkoHoAaTernbcTBOM Poccuiickoit denepaunt 0 TAMOKEHHOM PETyIUPOBAHUY.

Hupopmayusn 06 usmenenusx: Yacmo 2 usmenena ¢ 30 aunsapsa 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: o 31 pgexabps 2025 1. pPOCCHHCKHM IIPOM3BOJMTENSIM JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOrO IMPHMEHEHHUST PA3PELLIAETCH BBO3UTH (hapMalleBTHUECKHE CYOCTAaHIIMH, HE BHECECHHBIE B
rOCYIapPCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEJICTB JJIsl BETEPHHAPHOIO IIPUMEHEHHS, HAa Tepputopuio PO B
YBEIOMUTEILHOM MOPSKE JJIs IPOU3BOJICTBA 3aPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

2. Bposumbie B Poccuiickyto ®eznepanyio JIEKapCTBEHHBIE CpPEACTBA JOJDKHBI COIEpXKAThcad B
rocyapCTBEHHOM pEeCTpe JIeKapCTBEHHBIX CpPEACTB, WIM €IWHOM pEeCTpe 3aperHCTPUPOBAHHBIX
JIEKapCTBEHHBIX CpelACTB EBpa3uiickoro sKOHOMHUYECKOTO COI03a, MM €AMHOM PEECTPEe 3aperucTPUpPOBaHHBIX
BETEpPUHAPHBIX JIEKApPCTBEHHBIX NpenapaToB EBpasuiickoro sKOHOMHYECKOT0 COI03a.

Hngopmayus 06 usmenenusx:  Yacmo 3 usmenena ¢ 1 cenmsops 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidyuwyro pedakyuro

3. Homyckaercsa BBo3 B Poccuiickyro denepannio KOHKPETHON MapTHUH 3apEeTUCTPUPOBAHHBIX U (MIIH)
HE3apCTUCTPUPOBAHHBIX JICKAPCTBCHHLIX CpPCACTB, MNPECAHA3HAUCHHBIX JJId pa3pa60TKH JICKApCTBCHHBIX
Cp€ACTB, MPOBCIACHUA HAYYHBIX W HHbIX PICCJICZIOB&HI/Iﬁ, MNpOBEACHUA KIIMHHUYCCKUX I/ICCJ'IC}Z[OBaHI/Iﬁ

06.03.2025 Cucrema TAPAHT 106


https://internet.garant.ru/document/redirect/70103052/234
https://internet.garant.ru/document/redirect/70103052/262
https://internet.garant.ru/document/redirect/70103053/0
https://internet.garant.ru/document/redirect/70103052/2351
https://internet.garant.ru/document/redirect/70103052/262
https://internet.garant.ru/document/redirect/70103053/0
https://internet.garant.ru/document/redirect/408457419/1391
https://internet.garant.ru/document/redirect/12180625/0
https://internet.garant.ru/document/redirect/408457419/1392
https://internet.garant.ru/document/redirect/403695416/20006
https://internet.garant.ru/document/redirect/990941/27485
https://internet.garant.ru/document/redirect/408457419/1393

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

JICKapCTBEHHBIX TIPEMapaToB, IPOBEJCHUS HSKCHEPTH3bl JICKAPCTBEHHBIX CPEJACTB JUI  OCYIICCTBIICHUS
rOCYJapCTBEHHOW pPETHCTpallii WM PETUCTPAIlMK  JIGKAPCTBEHHBIX MPENapaToB WM JUIS  OKa3aHWS
MEIUIMHCKOM MOMOIIM II0 XM3HCHHBIM ITOKa3aHUSIM KOHKPETHOTO MAllMeHTa Ha OCHOBAaHWHU pa3pelIeHus,
BBIJJAHHOTO YIOJIHOMOYEHHBIM (pe/lepalIbHBIM OpPTraHOM HCIIOJIHUTENIFHOM BIACTH IO 3asBICHHSAM JIUI,
yKa3aHHBIX B CTathbe 48 Hactosmero denepanbHOro 3akoHa. PaccMoTpeHre Takoro 3asBICHHS W HPUHSATHE
pemieHuss O BbIAYe pa3pelieHHs Ha BBO3 KOHKPETHOW MapTHU 3aperMCTPUPOBAHHBIX W (WIIH)
HE3apernCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IpEJHA3HAYEHHBIX Ml pPa3pabOTKU JIeKapCTBEHHBIX
CPEACTB, NPOBEICHHS HAyYHBIX M MHBIX HWCCIEIOBAHWUH, TIPOBEICHUS KIMHUYECKUX HCCIEJOBaHUM
JICKapCTBEHHBIX TIPEMapaToB, IPOBEICHUS SKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB Ui  OCYIIECTBIICHHS
rOCYJapCTBEHHOH pErucTpali WM PETUCTpallii JIeKaPCTBEHHBIX MpernapaToB WM Uil  OKa3aHHA
MEIUIMHCKOW TMOMOIIM IO JKU3HEHHBIM TOKa3aHWsAM KOHKPETHOTO mamueHta aubo 00 OTKaze B BbLIade
YKa3aHHOTO pa3pellieHus MPOU3BOASTCS B CPOK, HE TpEBBIMIAONIMK TsTH paboumx aHei. [lmata 3a Beimauy
YKa3aHHOTO pa3pelieHus He B3UMaeTCsl.
3.1. He npumensiercs ¢ 1 ssaBaps 2024 r. - PegeparnbHbiv 3akoH ot 27 nexadpst 2019 r. N 475-D3

Hupopmayus 06 usmenenusix:  CM. npedsidywyro pedakyuro

Hupopmayus 06 usmenenusx: Yacmo 3.2 usmenena ¢ 1 ausaps 2025 2. - @edeparibHbIl 3aKOH om 26
oexabps 2024 2. N 494-D3
Cwm. npedbidywyro pedakyuro

3.2. Jo 31 mekabps 2025 roga momyckaroTcs BBO3 Ha Tepputopuio Poccuiickoit denepanuu u
obpamienne B Poccuiickoit ®enmepaimu ¢ y4eToM OCOOEHHOCTEN, yCTaHOBJIEHHBIX IIpaBUTEIHCTBOM
Poccuiickoit @enepanuu, 3aperucTpUpPOBaHHbIX JEKAPCTBEHHBIX NPENAPATOB I MEAMLIMHCKOTO NPUMEHEHUS
B YIAaKOBKaxX, MpeIHa3HAYEHHBIX s oOpamieHus B MHOCTPAHHBIX TOCYIJapCTBaxX, B ciydae Je(deKTypsl
JIEKapCTBEHHBIX IPErapaToB MM PHCKA €€ BO3HUKHOBEHHS B CBSI3M C BBEJCHHEM B OTHOWIEHHH Poccuiickoit
denepan  OrpaHUYUTENBHBIX MEp ASKOHOMHYECKOTO XapakTepa IIPpH YCIOBHU COOTBETCTBHS BBO3HMBIX
JIEKapCTBEHHBIX TIIPErapaToB TpPeOOBAaHUSM, YCTAaHOBICHHBIM IIPH HMX PETHCTPAlMH, 32 HCKIIOYCHUEM
TpeOOBaHMI K NMEPBUYHON YNAaKOBKE, BTOPHYHOW (TIOTPEOHMTENBCKOI) yNMakoBKe, a Takke NPH HAIWYAU Ha
BTOPUYHOU (TIOTPEOHMTENBCKOM) yNaKOBKE JIEKapCTBEHHBIX MPENapaToB, HAXOMAIIMXCS B OOpAICHUH,
CaMOKJIeSIICHCS ATUKETKH, CoJieprKamield HH(POPMAIIHIO O JISKAPCTBEHHOM IIperiapare Ha pyCCKOM SI3bIKE.

Hupopmayus 06 usmenenusax:  Cmamos 47 oononnena wacmoio 3.3 ¢ 1 cenmabps 2024 2. - ®edeparibHbll
3aKoH om 30 aueaps 2024 2. N [-D3

3.3. Homyckatotcs BBo3 B Poccuiickyio denepaunio n oopamenue B Poccuiickoit denepaunu ¢ yuerom
ocoOeHHOCTEH, ycTaHoBieHHBIX [IpaBurensctBoM  Poccuiickolt ~ ®enmepanuu,  3aperucTpUpOBaHHBIX
OpPUTHMHAJILHBIX Op(aHHBIX JIEKAPCTBEHHBIX INpEMapaToB M (WJIM) BBHICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX
IIpernapaToB AJIs MEAUIUHCKOrO MPUMEHEHHUS B TEUEHHUE JBEHAALIATH MECALEB MOCe JaThl UX PErHCcTpalyy B
Poccuiickoit @enepanyu B ynakoBKax, MpeIHa3HAYeHHBIX U1 00pallleHns B HHOCTPAHHBIX TOCYyAapCcTBax, MpH
YCIIOBUW COOTBETCTBUSI BBO3MMBIX JIEKAPCTBEHHBIX TPEMAPaTOB IS MEAUIIMHCKOTO MPHUMEHEHHUsT TPEOOBAHUSM,
YCTaHOBJIICHHBIM TIPY WX PETHUCTPALUH, 32 HCKIIOUYEHHEM TPEeOOBaHWH K MEPBHUYHOM YMaKOBKE, BTOPHYHOW
(MOTpeOUTENBCKOM) YIaKOBKE, W MPH HAIWYUHM HAa BTOPUYHOHN (TIOTPEOMTENHCKOI) YIAaKOBKE JIEKAPCTBEHHBIX
IIpenapaToB Ul MEIUIMHCKOIO NPHUMEHEHMS, HAXONAIIMXCA B OOpAILIeHUH, CAMOKJIEAIIEHCS ATUKETKH,
coJeprkaiieil nHGOPMAIUIO O JIEKAPCTBEHHOM IIpenapare Uil MEAMLMHCKOIO IPUMEHEHHUS] Ha PYCCKOM SI3bIKE.
B oTHOmIEHWM NaHHBIX JIEKApPCTBEHHBIX MpENapaToB HE NPUMEHSIOTCS TOJIOKEHUs YacTtv 7 ctatbn 9 u
yacten 1 u 2 ctatbn 52.1 nacrostiero deaepanbHOro 3aKoHa.

Hupopmayusn 06 usmenenusx: Hacmo 4 usmenena ¢ 30 ausaps 2024 2. - @edepasribHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

4. B Poccuiickyto ®Penepanuio MOXHO BBO3UTH JIEKAPCTBEHHBIE CPEICTBA, KauyeCTBO KOTOPBIX
MOATBEPXKACHO CEPTUPHUKATOM HPOU3BOAMTEINIS JIEKAPCTBEHHBIX CPEICTB, YAOCTOBEPSIOIIMM COOTBETCTBHE
BBO3UMBIX JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM, YCTAHOBICHHBIM NPH MX PETHCTPALMM WM TPOBEACHUH
MIPOLIEAYP, CBA3AHHBIX C PETUCTPALIUEH.

HUudopmayua 06 usmenenusx: dDedeparibHbIM 3aKOHOM om 6 oOexkabpa 2011 2. N 409-D3 6 uacmev 5
cmamou 47 nacmosuweco Peoepanrbro2o 3aKoHa 6Hecenbl usmeHenus, 8CMyrnaruwue 8 Cusy no ucmeyeHuu
mpuoyamu Onetl nocie Ous 0huUUanTbHO20 orybruKo8aHUs nazeantozo PedepanrbHozo 3aKoHA
Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

5. 3ampemaetrcs BBo3 B Poccuiickyro ®Dexepanuio (anibCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HEeT0OOPOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB.
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Hudopmayua 06 uzmenenusx: DedeparbHbIM 3aKOHOM om 6 Oexabpa 2011 2. N 409-D3 & uacmv 6
cmamou 47 nacmosuiezco Pedepanvio2o 3aKOHA 6HeCenbl usMeHenus, 8CMYnaroujue 8 cusly no ucmevenuu
mpuoyamu OHell nocie ons 0ghuyuaibHo20 onybruKkogaHuUs nazeéannozo Pedepanvroco 3aKOHA
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

6. danbcuUIMPOBaHHBIC JIEKAPCTBEHHBIC CPEACTBA, HEJOOPOKAYECTBEHHBIC JICKAPCTBEHHBIC CPEICTBA
MoJyyIeKaT M3BATHUIO MW TMOCIEAYIONIEMY YHUYTOXKEHUIO WIM BbIBO3y U3 Poccuiickoit @exaepaiuuy,
KOHTpa(aKTHBIE JEKapCTBEHHBIE CPEICTBA - U3BATHIO W TOCIEIYIOMEMY YHHYTOXEHHIO. YHHUYTOKEHUE WIIH
BBIBO3 M3 Poccuiickoit ®enepanuu haasCHGUITIPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HETOOPOKAUYESCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, KOHTpadaKTHBIX JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCS 3a CYeT JIHIla,
OCYIIECTBUBIIIETO UX BBO3. [10PAJOK YHHUUTOKEHUS U3BATHIX PaTbCHQUIIUPOBAHHBIX JICKAPCTBEHHBIX CPEIICTB,
HEZ00POKAaYeCTBEHHBIX JIEKApPCTBEHHBIX CPEJCTB, KOHTPA(AKTHBIX JICKAPCTBEHHBIX CPEIICTB YCTAHABIUBACTCS
[IpaButensctBOoM Poccuiickoit deaeparum.

Hupopmavyus 06 usmenenusx: HYacmo 7 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

7. Jluma, ocymecTsisromue BBo3 B Poccuiickyro ®enepanuio danbcuumpoBaHHBIX JIEKaPCTBEHHBIX
CPEICTB, HEMOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTPA(haKTHBIX JICKAPCTBEHHBIX CPEJICTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOaTeNnbCTBOM Poccuiickoit @enepaiuu.

Hngopmayus 06 usmenenusx: Yacmo 8 usmenena ¢ 30 samsaps 2024 2. - ®edeparsibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

8. BriBO3 jexapcTBeHHBIX cpeacTB u3 Poccuiickoit denepaliiii OCYIIECTBIISIETCS B COOTBETCTBUU C
aktamu, cocTaBisionumMu mpaBo Coroza, u (wiu) 3akoHogaTenbCTBOM Poccuiickoit denepammu o
TOCYJapCTBEHHOM PETYJIMPOBAHUN BHEITHETOPTOBOM JESITEILHOCTH.

Hupopmayus 06 usmenenusx: Cmamos 47 donoanena wacmoio 9 ¢ 29 nosops 2019 . - @edepasibHbll
3aKOH om 28 nosopsa 2018 e. N 449-D3

9. BBox B TpakaaHCKUII 00OpOT JEKaPCTBEHHBIX MpENapaTtoB s MEAWLIUHCKOTO NPUMEHEHHS,
BBe3eHHBIX B Poccuiickyio dDeneparuio, OCYIIECTBISIETCS C COOIIOJCHHUEM TpeOOBaHUM, yCTaHOBIEHHBIX
cratben 52.1 nacrosiero denepaabHOro 3aKOHA.

Hndopmayus 06 usmenenusax:  Cmamos 47 oonoanena yacmoio 10 ¢ 1 cenmabps 2023 2. - @edeparibHbIl
3aKoH om 2 uiona 2021 2. N 317-D3

T'APAHT: JlerictBre monoxxeHuH yactu 10 HE pacnpoCTPaHAETCS Ha cepuH JEKapCTBEHHBIX MPEIapaToB
JUISE BETEPUHAPHOTO MPUMECHEHHUS, BBEACHHBIC B TPAXKIAHCKUH 000poT Ha Teppuropun PD mo 1 ceHTs0ps
2023 r.

Cepun JIEKapCTBEHHBIX MPENapaToB i BETEPUHAPHOTO NMPUMEHEHHs MOATNEXaT XpaHCHHIO, MEepPEBO3KeE,
OTIIYCKY, pealli3allnH, epeaade, IMPUMEHEHHIO 10 UICTEUCHHUS CPOKa X TOTHOCTH

10. BBog B rpaxkmaHCKuii OOOpPOT JIEKAPCTBEHHBIX IPEMapaToB JUIsI BETEPUHAPHOTO MPUMEHEHHS,
BBE3CHHBEIX (MepeMenieHHbX) B Poccutickyro demepariiio, OCYIIECTBISETCS C COOMOIECHUEM TPeOOBAHMIA,
YCTaHOBJIGHHBIX CTaTbeln 52.2 nacrosiero deaepaabHOro 3aKoHa.

I'APAHT: CM. KOMMeHTapum k cratbe 47 HacTosmero denepanbHOTO 3aKOHA

Undopmayus 06 usmenenusax:  DedeparibHbIM 3aKOHOM om 6 Odexabps 2011 2. N 409-@3 ¢ cmamoio 48
Hacmosie2o DedepanbHoeo 3aKOHA 6HECeHbl USMEHeHUs:, 8CMYrarouiue 8 CUly no ucmeyeHuu mpuoyamu
OHell nocie OHs OhuyuaribHo20 onybuKo8aHus naszeanto2o PedepanbHo2o 3aKOHA
Cm. mekcm cmambu 8 npedbidywelt pedakyuu

Cratbsa 48. IOpuanveckue iuia, KOTOPIM pa3pelieH BBO3 JEKAPCTBEHHBIX CPEICTB B Poccuiickyro
®denepalnuio
JlexapcTBeHHBbIe cpeacTBa B Poccuiickyro denepaiuto MOryT BBO3UTh:
1) mpOM3BOJMTENHN JIEKAPCTBEHHBIX CPEICTB IS IeJell COOCTBEHHOTO MPOM3BOJICTBA JICKAPCTBEHHBIX
CpEIICTB;

Hupopmayusn 06 usmenenusx:  Ilynkm 2 usmenen ¢ 1 cenmabps 2024 2. - ®edeparibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3

06.03.2025 Cucrema TAPAHT 108


https://internet.garant.ru/document/redirect/70103052/2357
https://internet.garant.ru/document/redirect/70103052/262
https://internet.garant.ru/document/redirect/70103053/0
https://internet.garant.ru/document/redirect/74660518/1000
https://internet.garant.ru/document/redirect/408457419/1396
https://internet.garant.ru/document/redirect/12180625/0
https://internet.garant.ru/document/redirect/408457419/1397
https://internet.garant.ru/document/redirect/72114308/32
https://internet.garant.ru/document/redirect/72114308/32
https://internet.garant.ru/document/redirect/401421372/11
https://internet.garant.ru/document/redirect/401421372/11
https://internet.garant.ru/document/redirect/401421372/22
https://internet.garant.ru/document/redirect/401421372/23
https://internet.garant.ru/document/redirect/70103052/236
https://internet.garant.ru/document/redirect/70103052/262
https://internet.garant.ru/document/redirect/70103053/0
https://internet.garant.ru/document/redirect/408457419/1401

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

2) WHOCTpaHHBIE pPa3pa0OTUMKH JIEKAPCTBEHHBIX CPEICTB H WHOCTPAHHBIE MPOU3BOANUTEIH
JIEKapCTBEHHBIX CPEACTB WM JpyTHe IOPUAWYECKHe JIMIa MO TMOPYYEeHHIO0 pa3paboTdmka JeKapCTBEHHOTO
CpencTBa s pa3paboOTKH JIEKapCTBEHHBIX CPEICTB, IPOBEACHNS HAYYHBIX M HHBIX UCCIIEIOBAHUN, TIPOBEICHUS
KIIMHUYECKHUX FCCIIEIOBAHUM JIEKAPCTBEHHOTO MpemnapaTa, OCYIIeCTBISHHs TOCYAapCTBEHHON pPEerucTpaiuy WiH
perucTpanny JIGKApCTBEHHOTO TpenapaTa, BKIFOUEHUS (apMaleBTHUECKON CyOCTaHIIMH B TOCYAapCTBEHHBIH
peecTp JIEKapCTBEHHBIX CPENCTB, KOHTPOJSA KadecTBa JIEKAPCTBEHHBIX CPEACTB NPH HAIUYHUU pPa3peLIeHH
YIIOJIHOMOYEHHOT0  (peZiepaibHOrO OpraHa MCIOJIHUTEIBHOM BIACTH Ha BBO3 KOHKPETHOW MapTHH
JIEKapCTBEHHBIX CPENICTB;

3) opraHmnsauumm onTOBOW TOProBIiv NEeKapCTBEHHbLIMY CpeCcTBaMu;

Hndopmayus 06 usmenenusx: Ilynkm 4 usmenen ¢ 30 smseaps 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

4) HayuyHble OpraHW3aluH, 00pa3oBaTeNIbHBIE OpPraHU3allMK BBICHIETO OOpa30BaHUs, MPOU3BOIUTEIH
JIEKapCTBEHHBIX CPENICTB JAJIsl pa3pabOTKH, UCCISIOBaHUM, KOHTPOJIS 0€30MacHOCTH, KayecTBa, 3pPpeKkTHBHOCTH
JICKapCTBEHHBIX ~ CPEACTB MPH HAIWMYWMU  pa3pelieHHsl  yIMOJHOMOYEHHOro  (elepalbHOro  opraHa
HCTIOTHUTENIFHON BIACTH;

Hupopmayus 06 usmenenusx: @DedepasibHbIM 3aKOHOM om 12 mapma 2014 2. N 33-@3 6 nynxkm 5
cmamou 48 nacmosiezo Dedepanvro2o 3aKoHA 8Hecenbl U3MEHEeHUS
Cm. mekcm riyHKkma 8 rpedbidyujed pedakyuu

5) MeMIIMHCKIE OPTaHU3AINH, WHBIE YKa3aHHbIe B MYHKTaX 1 - 4 HacTosmIel cTaThi OpraHU3aIiN IS
OKa3aHUsl MEAWIWHCKOM TIOMOINM MO JKM3HEHHBIM IIOKa3aHHSAM KOHKPETHOTO TAaIeHTa MpH HaJTU9ud
pa3pelueHyst yIoJIHOMOYEHHOro (eepaibHOro OpraHa MCIONHUTEIbHOM BIACTH HA BBO3 KOHKPETHOH MapTHH
JIEKapCTBEHHOI'0 IIpenapaTa, BBIIAHHOTO B YCTaHOBJICHHOM IMOpsIKE B (OpME 3IIEKTPOHHOIO IOKYMEHTA,
TONMCAHHOTO YCHUIICHHON KBaTH()UIIMPOBAHHOMN 311IEKTPOHHOW MOANUCHIO;

6) e npumensiercs ¢ 1 staBapst 2024 r. - PefeparnbHbIn 3aKoH ot 27 nexadps 2019 r. N 475-03

Hugpopmayus 06 usmenenusx: — CM. npedbiOyLyyo pedakyuro

Hupopmayusn 06 usmenenusx:  Cmamos 48 donoanena nynkmom 7 ¢ 30 sneaps 2024 2. - @edeparibHbil
3aKoH om 30 saneaps 2024 2. N 1-D3

7) IPOU3BOAUTENN MEAUIIMHCKUX U3ACITUN IJIS 1IEJICH MPON3BOACTBA MEAUIIMHCKUX H3ICITHH.

T'APAHT: CM. KOMMeHTapum k cratbe 48 HacTosimero denepaabHOTO 3aKOHA

HUudopmayusa 06 usmenenusax:  DedeparibHbIM 3aKOHOM om 6 dexabpsa 2011 2. N 409-D3 ¢ naumenosanue
cmamou 49 nacmosuezo Pedepanvio2o 3aKOHA 6HeCeHbl usMeHeHus, 8CMYNaroujue 8 Cusly no ucmevenuu
mpuoyamu OHell nocie ons 0huyuaibHo20 onybrukogaHuUs nazeéannozo Pedepanvroco 3aKOHA
CmM. mekcm HauMmeHogaHus 8 rpedbidywel pedakyuu

Cratba 49. JlokyMeHTHI, NPEICTaBIsIEMbIe B TaMOXKCHHbIC opranbl Poccuiickoit dexeparmu mnpu
BBO3€ JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro denepanuto

Hupopmayus 06 usmenenusx: Yacme 1 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. TIpu BBO3€ JIEKapCTBEHHBIX cpeAcTB B Poccuiickyto Denepanuio B TAMOXKEHHbIE opraibl Poccuiickoin
@enepannn Hapsny ¢ JOKYMEHTAMH, MPEICTABICHUE KOTOPBIX IPEAYCMOTPEHO aKTaMH, COCTaBJISIOIIMMHU
mpaBo Coroza, u (W) 3akoHOOaTeNbLCTBOM Poccmiickoit denepanmui 0 TaMOXKEHHOM PETYITHUPOBAHUH,
MIPEICTABIISIOTCS CIENYIOLINE JOKYMEHTHI B JJIEKTPOHHOU (hopMe:

Hupopmauusn 06 usmenenusx: Ilynkm 1 usmenen ¢ 30 ansaps 2024 2. - ®edeparibHbIl 3akoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1) ceprudukaT NPOM3BOAMTENS JIEKAPCTBEHHOTO CpPEACTBA [UIl BETEPUHAPHOTO IMPUMEHEHHMS,
YIOCTOBEPSIIOIINI COOTBETCTBHE BBO3UMOI'O JIEKAPCTBEHHOIO CPEACTBA MAJSl BETEPUHAPHOTO NPUMEHEHHS
TpeboBaHUAM (PapPMaKonernHon ctaTbM 0o B cirydae ee OTCYTCTBHUSI HOPMAaTUBHOTO JOKYMEHTA;

2) paspelieHue YIOJTHOMOYEHHOrO (enepalbHOTO OpraHa WCIOJHUTENIbHON BIAacTH Ha BBO3
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KOHKPETHOH MapTHH JIEKAPCTBEHHOTO CPEJICTBA B CIyYasx, YCTAHOBICHHBIX YaCTbi 3 CTaTbu 47 HACTOSIIETO
denepanbHOro 3aK0Ha.

Hudopmauua 06 uzmenenuax: DedeparbHbIM 3aKOHOM om 6 dexabpa 2011 2. N 409-D3 & uacmv 2
cmamout 49 nacmosiue2o Dedepanbro2o 3aKoHA 8HEeCeHbl UsMeHenus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu onetl nocie ous 0huUUanbHO20 orybauKo8aHUs nazeanto2o PedepanbHo20 3aKOHA
Cm. mekcm Yyacmu 8 npedbidywieli pedakyuu

2. JIokyMeHTBI, yKa3aHHble B MyHKTax 1 um 2 4actu 1 HacTosimieidl CTaThH, MPEACTABISIOTCS B
TaMOKeHHbIe opraHbl Poccuiickoit ®exeparyu mpu TpUOBITHN JIEKAPCTBEHHBIX CcpelncTB B Poccwiickyto
depepanuro.

I'APAHT: CM. KOMMeHTapuu k crathbe 49 HacTosmero PeneparbHOTO 3aKOHA

Hnpopmayus 06 uzmenenuax:  DPedeparibHbIM 3aKOHOM om 29 uions 2015 2. N 160-D3 6 naumenosanue
cmamot 50 nacmosie2o Pedepanbho2o 3aKOHA 8HECeHbl USMEHEHUS.
CmM. mekcm HauMmeHogaHus 8 ripedbidyuiel pedakuyuu

Cratba 50. BBo3 jexkapcTBeHHBIX TIpermapatoB B Poccuiickyro ®emepannio i JIHYHOTO
WCTIONB30BaHMsI W WHBIX HEKOMMEpPYECKHX Ileliel, a Taioke /IS HCIIONBb30BaHUS Ha
TEPPUTOPHH MEXKITYHAPOTHOTO MEAUIIMHCKOTO KIIacTepa

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 6 oexkabpsa 2011 2. N 409-@3 ¢ uacme 1
cmamou 50 nacmosue2o Pedepanbho2o 3aKoHa 6HeCeHbl usMeHenus, 8CMyrnaruue 8 Cusy no ucmeyeHuu
mpuoyamu Onetl nocie OHs 0QhuUUanIbHO20 orybuUKo8aHUs nazeanto2o PedepanbHo20 3aKOHA
Cm. mekcm yacmu 8 npedbidyweli pedakyuu

1. JlexapcTBeHHbIE Mperapatbl MOTYT ObITh BBe3eHBbI B Poccuiickyro @emepanuio 6e3 ydera
TpeOOoBaHMA, MPeIyCMOTPEeHHBIX YacTaAMU 1 - 4 cTaTtbu 47, ctatbsaMu 48 u 49 nacrosiiero deaepanbHOTo
3aKOHa, €CITH OHU TPETHA3HAYUCHBI JIS:

Hupopmavyus 06 usmenenusx: Ilynkm 1 usmenen ¢ 30 aneaps 2024 2. - ®edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1) ITMYHOTO HCIIONIb30BaHUs (PU3UYSCKUMU JTUIAMH, TpUOBIBIIMME B Poccuiickyro ®@enepanuro. Ilpu
sToM BBO3 B Poccuiickyto Denepaiuio JEKapCTBEHHBIX IMPENapaToB, COJACPNKALIUX CHUIHHOJIEHCTBYIOLIUE U
(nnn) sIOBUTHIC BEIIECTBA, BKIIOUCHHBIE COOTBETCTBEHHO B CMUCOK CUIILHOACUCTBYIONIMX BEIIECTB IS IENICH
YrornoBHOro 3akoHodaTelibcTBa Poccuiickoit dexepanii U B CMUCOK SJ0BUTHIX BELIECTB JJIA LEJEi
YrOJIOBHOro 3akoHojarenbcTBa Poccuiickoin @enepauuu, yTBepkiaeHHble IIpaBurenscTtBom Poccuiickon
®depepalny, OCyIIECTBIACTCA NMPU HATUYHHA JOKYMEHTOB (3aBEPEHHBIX KOMHH TOKYMEHTOB WMJIM 3aBEPEHHBIX
BBITTMCOK W3 HUX), TOATBEPKAAOIINX Ha3HAUYCHNE (PU3NICCKOMY JIUITYy YKa3aHHBIX JICKAPCTBEHHBIX MPEIapaToB
(3a HWCKITIOYEHWEM JICKapCTBEHHBIX TIpEapaToB, 3aperUCTpUpPOBaHHBIX B Poccuiickoit demepanmm 1u00
3apETHCTPUPOBAHHBIX B COOTBETCTBMU C aKTaMH, COCTaBIAIOIMUMH TpaBo Coio3a, W OTIMYCKaeMBIX B
Poccwmiickoit @enepanmu 6e3 perenrta Ha JIGKAPCTBEHHBIN mpemnapat). lloaTBepikmaromme MTOKYMEHTBI (MX
3aBepeHHbIE KOMUHU WM 3aBEPEHHBIC BBITUCKH W3 HHUX) JOJDKHBI COAEPIKATH CBENICHUS O HANMEHOBAHHH H
KOJIMYECTBE HA3HAYEHHOTO JIEKApCTBEHHOTO Mpernapara. B ciydae, eciiv MOATBEPkKAAIOMIUE JTOKYMEHTHI (UX
3aBepEHHBIC KOIMW WJIU 3aBEPEHHBIC BBIMUCKA W3 HUX) COCTaBJICHBI HAa HMHOCTPAHHOM SI3bIKE, K HHM
MPUIIATaeTCsl HOTApUAIHHO 3aBEPEHHBIN MEPEeBOJ] HA PYCCKUH SI3BIK;

2) UCTIOJIL30BaHUS Pa0OTHUKAMU JUTIIOMATHUECKOTO KOPITYyCa WUIIH MPEICTABUTEIIIMU MEXKTYHAPOIHBIX
OpraHu3aluii, akkpeauToBaHHbIX B Poccuiickoii @enepanny;

3) JIeYeHHUs MACCaXKUPOB U YICHOB SKMITAXEH TPaHCIOPTHBIX CPEACTB, MOE3IHBIX OpUrall U BOIUTEIICH
TPaHCIIOPTHBIX CPEACTB, MpuOBIBIIHX B Poccuiickyto denepanuio;

4) medyeHWs YYACTHUKOB MEXIYHAPOIHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPONPUATHA W YIaCTHHUKOB
MEXIYHapOJAHBIX AKCIEAUITUN;
Hupopmayusn 06 usmenenusx: Ilynkm 5 usmenen ¢ 13 aseycma 2019 2. - @edeparibHbil 3aKOH om 2

aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

5) nedeHus] KOHKPETHBIX XMBOTHBIX B 300IapKax, 300Ca/iax, IUPKaxX, OKeaHapuyMax, Aenb(uHapusx,
JIEYEHUs JUKUX >KMBOTHBIX, IMOCTOSHHO WJIM BPEMEHHO HacelsIomux Tepputopuro Poccuiickoit denepaiuu,
HaXOISIIHXCA B COCTOSHUM €CTECTBEHHOH CBOOOIBI M NpUHAIUIEKALIMX K BUAAM, 3aHeCCHHbIM B KpacHyro
kaury Poccwiickoit ®enepanmu u (Wim) KpacHble KHUTHM cyObekToB Poccuiickoit deneparum, a Takxe
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JKUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro Ais y4acTusl B CIOPTUBHBIX U 3PEIUIIHBIX MEPOIPUITHSIX;

Unpopmayus 06 usmenenusax:  DedeparibHbIM 3aKkoHOM om 29 uions 2015 2. N 160-D3 yacme 1 cmamobu
50 Hacmoswezo @edepanbHo2o 3aKOHA OONOJIHEHA NYHKMOM 6

6) UCTIOIB30BaHUA HA TEPPUTOPUHN MEXOYHAPOLAHOro MeAULIMHCKOro Kracrepa.

Hupopmayus 06 usmenenusix: Yacme 2 uzmenena c¢ 30 smeaps 2024 2. - @edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. B cinyuasx, mpenycMOTpeHHBIX YacTblO 1 Hacrosmiell craThu, Aomyckaercs BBo3 B Poccwuiickyro
Oepepalio JIGKAPCTBEHHBIX MpENapaTtoB, HE 3aperucTpupoBaHHBIX B Poccuiickoit ®epepanuu aub0 He
3apETHCTPUPOBAHHBIX B COOTBETCTBUH C aKTaMH, COCTABIAIONMH TpaBo Coro3a.

Undopmayus 06 usmenenuax: DedeparibHbIM 3aKOHOM om 6 Odexabps 2011 2. N 409-DP3 ¢ uwacms 3
cmamou 50 nacmosiue2o Dedepanbho2o 3aKoHa 8HeCeHbl UzMeHenus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu Onetl nocie ous 0huUUanbHO20 orybauKo8aHUs nazeanto2o PedepanbHo20 3aKOHA
Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

3. JlekapcTBeHHBIE TpenapaThl, MpeIHa3HAYCHHBIE I TYMaHUTAPHOH IOMOIIH (COIACHCTBUS) WIIH
IOMOILY NPH Ype3BbIYANHBIX CUTyalusiX, BBO3ATCS B Poccuiickyto denepanuio B NOPAOKE, YCTaHOBIEHHOM
IIpaBurensctBOM  Poccuiickoit  ®enepaumu.  3ampemaercs BBo3 B Poccuiickyro  @enepanuro
HE3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB, MpPeJHA3HAYEHHBIX Il TYMaHUTapHOW IOMOIIH
(comeiicTBYS) WM TIOMOIIY TIPU YPE3BbIYANHBIX CUTYaIIUAX.

T'APAHT: CM. KOMMeHTapum k cratbe 50 HacTosmmero denepaaTbHOTO 3aKOHA

Hupopmayusn 06 usmenenusx:  Haumenosanue uzmeneno ¢ 30 ansaps 2024 2. - @edeparibHbIl 3aKOH om
30 ausaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

Cratba 51. CorpyanudectBo (eaepaibHOr0 OpraHa HCIOIHHTEIBHON BIACTH, OCYIICCTBISIONIETO
(YHKIMM TI0 KOHTPOJIO M HaA30py B OONACTHM TaMOXXEHHOrO Jeia, W Ipyrux
YIIOJIHOMOYCHHBIX (peiepalibHbIX OPTaHOB UCTIOJHUTEIBHON BIACTH

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena ¢ 30 ansapsa 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. YnoaHoMoueHHEIE (I)C,Z[epaJ'ILHLIe OpraHbl HCITOJTHUTEIIFHOH BJIACTH MNpEAOCTABJIAIOT B PACIIOPSAKCHUC
q)e/:[epaﬂLHoro OopraHna HCITOJTHUTEIILHOH BJIaCTH, OCYLICCTBJIAIOLICTO (I)YHKI_[I/II/I IO KOHTPOJKO MW HAA30py B
00J1aCTH TaMO>KEHHOI'O Jaciia, FOC}’}.‘LapCTBeHHLIﬁ peecTp JCKAPCTBCHHBIX CPEACTB, a4 TAKKC I/IH(l)OpMaL[I/IIO (6]
BBIJAHHBIX Ppa3pCliCHUAX Ha BBO3 KOHKpCTHOP'I NnapTuu JICKApCTBCHHBLIX CPEACTB B CilydadX, YCTAHOBJICHHBIX
yacTbto 3 cTaTby 47 Hacrosiero demeparbHOTO 3aKOHA.

Hnupopmayus 06 usmenenusix: Yacme 2 uzmenena c¢ 30 smeaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

2. QenepanbHBI OpraH HWCIOJHUTEIBHON BIACTH, OCYIIECTBISIOMNN (QYHKIMH TO KOHTPOIIO H
HaJa30py B 00JacTH TaMOXEHHOTo jena, WHQOpMHUpYeT yKa3aHHble B 4YacTu 1 Hacrosimieidl craTbu
YIIOJIHOMOYECHHBIC (eliepaibHble OpraHbl HCIOJHUTEIBHON BIaCTH O BBO3€ JICKAPCTBEHHBIX CPEJICTB B
Poccuiickyto ®enepaiuio U BbIBO3€ JICKApCTBEHHBIX cpelcTB U3 Poccuiickoit ®eneparyu nmo oOpMe u B
NopsiJKe, KoTopble ycraHoBieHbl [IpaButenscTBoM Poccuiickoit @enepanuu.

T'APAHT: CM. KOMMeHTapum k cratbe 51 HacTosmero denepaabHOTO 3aKOHA

I'masa 10. ®apmaneBTHYecKast 1eSITeTbHOCTD

Cratbsa 52. OcymiectBienue hapMaeBTHUECKOM I TSIbHOCTH

Hupopmayusn 06 usmenenusx: Yacmo | usmenena ¢ 1 cenmabps 2024 2. - ®edeparibHbIl 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro
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1. dapmaueBTudeckasd OEeATENbHOCTb OCYMIECTBISIETCS OPTaHM3alUAMH ONTOBOM TOPTOBIH
JIEKapCTBEHHBIMH CPEIICTBAMHU, ANTEYHBIMA OPTaHU3AIMSIMH, BETEPHHAPHBIMH ANTCUYHBIMU OpPTaHU3aAIHSIMH,
WHIWBHIYAIGHBIMA TIPEAIPUHAMATEIIIMA, WMCIONINMH JIUIICH3UI0 Ha (apMarieBTHICCKYIO NeATCeIHLHOCTD,
MEIUIMHCKAUMH OpTaHW3allMsIMH, WMEIONIMMH JIMIEH3WI0 Ha (QapMarleBTHUECKYI0 esSTeNbHOCTh, W WX
000COOIEHHBIMU  TIOJIPa3/ICTICHUSIMHA, PACIIONIOKEHHBIMA B CEIIBCKAX HACENIeHHBIX ITyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTE€UHble OpPraHU3allMd, M BETEPUHAPHBIMU OpraHU3alUsIMU, HMCEIOIIMMH JHULEH3UI0 Ha
(hapMareBTH4YECKyIO ACSITeTbHOCTb.

T"'APAHT: CMm. [lonoxeHne o nuieH3UpoBaHUU (HapMaleBTUUECKON JICATCIBHOCTH, YTBEPXKICHHOE
rnoctaHoBneHnewm IlpasutensctBa PD ot 31 mapta 2022 r. N 547
CM. METOONYECKNE YKa3aHWUS 10 OCYIIECTBIECHHUIO OpPraHaMHM I'OCYJapCTBEHHOH BjacTH CyObeKTOB Pd
MepeaHHbIX MOMHOMOYNi P® mo nuieH3npoBaHWIo (hapMareBTHYECKOW eSTENFHOCTH, YTBEPXKICHHBIC
npukasomMm Munzapascoinpa3Butust Poccun ot 6 urons 2008 r. N 2631

Hupopmavus 06 usmenenusx: HYacme 2 uzmenena ¢ 28 anpens 2023 2. - @edeparibHbIl 3aKOH om 28
anpens 2023 2. N 149-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: Yacte 2 B YacTH aKKpEIUTALMH CIIEIUAJINCTOB B 00JIACTH BETEPHUHAPHH, OCYIIECTBIISIOIINX
(hapManeBTHICCKYIO NEATEIPHOCTh W HMCIOIIMX BBICIIEE WM CpedHee BeTepHHApHOE OOpa3oBaHWE,
npumMmeHsaeTcs c 1 mapra 2026 r.

2. ®u3nyecKue JIMIa MOTYT OCYLIECTBIATh (hapMaleBTHYECKYIO IESITEIbHOCTh MPU HAJMYHU BBICIIETO
WIM  cpenHero (apMaleBTUUECKOro o00pa3oBaHUs M cepTH(dUKaTa CrIeNUanucTa JMO0 TMPOHICHHOU
aKKpEAUTALMK CIHELUAINCTa, BBICHIETO WM CpPEIHEr0 BETEPHHAPHOrO oOpa3oBaHus U cepTH(UKaTa
crienuanucTa aubo MpoWAeHHON aKKpeIUTaluu CIeHUAUCTa, a TAK)KE BBICILIETO MM CPEJAHET0 MEIUIIMHCKOTO
o0Opa3oBaHus, cepTH(UKaTa CICIUAINCTA JTUOO MPOUICHHON aKKPEIUTAIUN CIICIUAINCTA U JIOTIOJTHUTEIBHOTO
npodecCHOHATFHOTO 00pa3oBaHMsi B YaCTH PO3HUYHOW TOPTOBJIM JIEKAPCTBEHHBIMH TIperapaTtamMu  JUIs
MEJIMIIUHCKOTO TMPUMEHEHUS] MPH YCIOBUM WX Pa0OThl B 00OCOOJCHHBIX MOJPA3JCICHUSX MEAUIMHCKAX
OpraHu3aIri, yKa3aHHbIX B YaCTV 1 HacTosIIel cTaThy.

T'APAHT: CM. KOMMEHTapuu k cratbe 52 HacTosmero deaepaabHOTO 3aKOHA

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno ¢ 1 cenmsnbps 2024 2. - ®edeparibHbIl 3aKOH om
30 aunsapst 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

CraTbsa 52.1. BBoj B rpakAaHCKHiT 000pOT JIEKAPCTBEHHBIX CPEICTB [T METUIIMHCKOTO TIPUMEHEHSI

Hupopmayus 06 usmenenusix:  Yacmo 1 usmenena ¢ 1 cenmsabps 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. Ilepen BBOJOM B TpakJaHCKUH OOOPOT KAXKIOW CEpUM WM KAXKIOH NapTHH MPOU3BEACHHOTO B
Poccuiickoii ®enepaniud JE€KapCTBEHHOIO Ipenapara il MEIWLIMHCKOIO IMPHUMEHEHHUS, 3a HCKIIOUYEHUEM
MMMYHOOHMOJIOTHYECKUX JICKAPCTBEHHBIX TPENapaToB, MPOW3BOAMTEIh TAaKOTO JIEKApPCTBEHHOTO IMperapara
TIPEACTABIISIET B DJICKTPOHHOH (opMe B (demepalbHBI OpraH WCIOJHHUTEIHLHOW BIIACTH, OCYIIECTBIISIOIIHNA
(yHKIIMH TT0 KOHTPOIIO W HAA30py B cdepe 3IpaBOOXpaHEHHUs, JOKYMEHT MPOU3BOJUTENS JIEKAPCTBEHHOTO
CpENCTBa, MOATBEPKIAIOLIMN KAaueCTBO JIEKAPCTBEHHOrO IpernapaTa, U MOATBEPKACHHUE YIOIHOMOYEHHOIO
JUIAa TIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBHS JICKAPCTBEHHOI'O Tpernapara TpeOOBaHUIM,
YCTaHOBJICHHBIM IPU €r0 PErUCTpaluu.

Undopmayusa 06 usmenenusx: Cmamosi 52.1 Oononnena wuacmoio 1.1 ¢ 1 ceumabps 2024 o. -
®edeparibHbIl 3aKoH om 30 ansaps 2024 2. N 1-D3

1.1. Tlepen BBOAOM B TPakIAaHCKWH OOOPOT KaXIOH CEpUM WU KaXKIOW MapTHH MPOU3BEICHHON B
Poccuiickoii denepanun papmareBTudeckoi CyOCTaHIIMU MPOU3BOIUTENH TAKOTO JIGKAPCTBEHHOTO CPEICTBA
MIPEJICTABISIET B 3JCKTPOHHOH (opMme B (elepaibHBI OpraH WCHIOJHUTEIHHOW BIIACTH, OCYIICCTBISIOIIHIMA
(byHKIIMM 10 KOHTPOJIFO U HAA30py B cdepe 3MpaBOOXPAaHCHUs, JOKYMEHT MPOU3BOJUTENS JICKAPCTBEHHOTO
CPEICTBa, TOJTBEPMKIAIONIMN KauyecTBO (PapMaIleBTUUECKON CYOCTaHIIMM, W JIOKYMEHT, IOJTBEPKIArOIIUN
COOTBETCTBHE JICKAPCTBEHHOTO CPEJCTBA TPEOOBAHUSM, YCTAHOBJICHHBIM TIPU €ro TOCYJapCTBEHHOU
PETUCTPALIMK WM PETHCTPAIMU, U O(OPMIICHHBIA YIOJHOMOUEHHBIM JIMIIOM IPOU3BOIAUTENS JICKAPCTBEHHBIX
CPENCTB.
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Hupopmayus 06 usmenenusix:  Yacmo 2 usmenena ¢ 1 cenmsabps 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. Ilepen BBOAOM B TIpa)JaHCKUH OOOPOT KaKIOW CEpPUM WIM KaKIO0W NapTUH BBO3UMOTO B
Poccuiickyto ®@enepanuio J€KapCTBEHHOTO Mpernapara g MEIUIHUHCKOTO MPUMEHEHHUS, 3a HCKIIOUYEHUEM
AMMYHOOHMOJIOTHIECKUX JICKAPCTBEHHBIX IPEIapaToB, OPTaHU3AIUs, OCYIISCTBISIONIAs BBO3 JICKAPCTBEHHOTO
npenapara B Poccmiickyro dDemeparuio, TpeacCTaBIsIeT B J3JEKTPOHHOH (opme B ¢eaepanbHBI OpraH
WCTIOTHUTENHFHON BIIACTH, OCYIIECTBIAIOMUN (DYHKIIMN MO KOHTPOIIO M HAI30py B cdepe 3ApaBOOXpaHEHHS,
JOKYMEHT MPOU3BOAUTENS JIEKAPCTBEHHOIO CPEACTBA, MOATBEPXKIAIOIIUNA KAaYeCTBO JIEKAPCTBEHHOI'O
npenapara, U IOATBEPKICHUE MPEICTABUTENSl OpraHU3alldy, OCYILIECTBISIOLIEH BBO3 JIEKAPCTBEHHOI'O
npenapara B Poccuiickyro denepanuio U ynoJHOMOYEHHOW MHOCTPAHHBIM MPOU3BOAUTEIIEM JIEKAPCTBEHHBIX
CPEICTB, COOTBETCTBUS BBO3MMOIO JICKAPCTBEHHOTO TIIpenapara TpeOOBaHUSM, YCTAHOBJIICHHBIM IPH €ro
perucTpanuu.

Unpopmayuss 06 usmenenusx: Cmamoss 52.1 oOononnena uacmero 2.1 ¢ 1 cenmsaops 2024 2. -
®eldeparibHbIl 3aKoH om 30 ausaps 2024 2. N 1-D3

2.1. Tlepen BBOAOM B TPaKAAHCKUA OOOPOT KaXIOW CEpUM WM KaKAOH MapTUH BBO3UMOW B
Poccuiickyto ®Denepanmio (apManeBTHYeCKOW CyOCTaHIMM OpTaHW3alys, OCYLIECTBIISIONIAs BBO3 TaKOTO
JeKapcTBeHHOTO cpencTtBa B Poccuiickyto Depepanuto, mpeacTaBiseT B AIEKTPOHHOH Gopme B (heaepaibHbIHA
OpraH HCIIOJHHUTEILHONW BJIACTH, OCYIICCTBISIONMA (YHKIMM 10 KOHTPOIIO M Hama3opy B cdepe
3IpaBOOXPAHEHUs, JOKYMEHT TPOU3BOJUTENS JIEKAPCTBEHHOTO CPEICTBAa, IOATBEPKAAIOINN KauecTBO
(hapMareBTHYECKON CYyOCTaHIIUY.

Hndopmayusa 06 usmenenusax:  Yacmo 3 usmenena ¢ 1 cenmsbpsa 2024 2. - @edeparibHbll 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

3. Ilopsaok npencraBieHHs B cooTBeTctBuM ¢ 4Yactamu 1, 1.1, 2 u 2.1 Hacrosmeil crartbu
JIOKYMEHTOB M CBEJICHUI O JICKAPCTBEHHBIX CPEICTBAX, BBOJUMBIX B IpakJIaHCKUI 000poT, YCTaHaBmBaeTcs
IIpaButenscTBOM Poccuiickoit @enepaiuu.

Hupopmayusn 06 usmenenusx:  Yacmo 4 usmenena ¢ 1 cenmabops 2024 2. - @edeparbHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

4. B OTHOIEHWM TEPBBIX TpPeX CEpUH WM MMAPTHH JIEKApCTBEHHOTO IIpemapara, BIIEPBEIC
npousBenieHHOTO B Poccuiickoit deneparum win BrepBele BBO3UMOro B Poccuiickyto @enepanuto (6e3 ydera
JIO3MPOBKH) B paMKax OIHOTO PETHUCTPAIIOHHOTO yAOCTOBEPEHHs, B ()eAepabHBIA OpraH HCIIOIHUTEIHEHON
BIIACTH, OCYIIECTBIISAIOMMNA (DYHKIIUHM 110 KOHTPOIIO W HAI30py B cdepe 3ApaBOOXpaHEHHUsS, AOMOIHUTEIHHO
NPEACTABISECTCS MPOTOKOJ HCIBITAHUNH O COOTBETCTBUHM CEPUU WIM MapTHUHU JIEKAPCTBEHHOIO Ipemnapara i
MEIUIUHCKOTO MPUMEHEHHSI MOKa3aTeNlsIM KayecTBa, MPEAYCMOTPEHHBIM HOPMATHUBHOM JOKyMEHTALMEH, WIH
TpeOOBaHMSM, YCTAHOBJIICHHBIM TIPU PETUCTPAIIMM B COOTBETCTBUM C aKTaMH, COCTaBIstomMME TpaBo Coro3a
(mamee - MPOTOKOJ UCHBITAHUM), TPOBOJUMBIX aKKPEIUTOBAHHBIMUA B COOTBETCTBUHU C 3aKOHOAATENbCTBOM
Poccuiickoii ®enepaiuu 00 aKKpeIUTAlMM B HAIMOHAILHOW CHCTEME aKKpemuTanuu (eaepalbHbBIMU
FOCYIapCTBCHHBIMH  OIOJUKCTHBIMH  YUPEXKICHUSAMH,  MOJBEAOMCTBEHHBIMU  (elepaibHOMY  OpraHy
HCTIOTHATENIFHON BJIACTH, OCYIIECTBIMIOMEMY (YHKIIMKA IO BBIPAOOTKE W peaM3alliil TOCYIapCTBEHHOM
TIOJIUTHKU ¥ HOPMATHBHO-IIPABOBOMY PETYJIHMPOBAHHIO B chepe 3apaBooXpaHeHUs, U ¢eaepaIbHOMy OpraHy
WCTIOTHUTENHHON BJIACTH, OCYIIECTBIIAIONEMY (DYHKIIH IT0 KOHTPOJIIO M HAaa30py B cepe 3apaBOOXpaHEHHS.
Jomyckaercs TpeAcTaBiIeHWE TPOTOKONA HWCIBITAaHWM, TPOBENEHHBIX C HWCIOJB30BAaHHEM CPEJICTB
MUCTaHIIMOHHOTO B3amMozeicTBusa. llopsimox BbImaun yKa3aHHBIMH (DefepaibHBIMH TOCYNapCTBEHHBIMH
OIO/DKETHBIMU YUPESKIACHUSAMU JAHHOTO IPOTOKOJAa W pa3Mep IUIaThl 3a €ro BbIAady YCTaHaBIMBAIOTCS
IIpaBurenscTBOM Poccuiickoit denepanuu.

Undopmayusa 06 usmenenusx: Cmamosi 52.1 Oononnena wuacmoio 4.1 c¢ 1 cewmsabps 2024 o -
®edeparibHbIl 3aKoH om 30 ansaps 2024 2. N 1-D3

4.1. IlpencraBneHue MPOTOKOJA WCHBITAHUI TOIYCKAeTCs TOJBKO B OTHOIIEHWH NEPBOM CEPUH WIIH
NepBOM MapTHUU JIEKapCTBEHHOI'O IIpemnapara, BIEpBbIE Npou3BeleHHOro B Poccuiickoit @Penepaunu wiu
BIIepBbIe BBO3UMOro B Poccuiickyio denepanmio (3a HCKIIIOYCHHUEM JICKAPCTBEHHBIX MPENapaToB, YKa3aHHBIX B
yactax 4.2 w 4.3 HacTosmeld cTaTbu), B Ciydae NpPEJOCTABICHUS CBEICHMH O Jare BbIIAYU U
PETUCTPALIMOHHOM HOMEpPE 3aKJIIOYCHHUS] COOTBETCTBHS MPOW3BOJCTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHHIM
NnpaBuI HaJuIexXalie MPOU3BOJACTBEHHONW MPaKTHKH, BBIAAHHOTO YIOJTHOMOUYEHHBIM (eiepajbHbIM OpPraHOM
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HCITOJIHUTEIILHOM BJIaCTH, HIN CepTI/I(l)I/IKaTa COOTBCTCTBUA TIPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB
TpeOOBaHMSAM TPABWII HAJJIeXKaIIeld MPOM3BOACTBEHHOW NpaKTUKKA EBpa3miickoro 3KOHOMHYECKOTO COI03a,
BBIIAHHOI'O YIOJHOMOYEHHBIM OPTraHOM TOCYAapCcTBa - 4jeHa EBpasuiicCKOr0 3KOHOMHYECKOTO COH03a, B
OTHOULICHUH IPOU3BOACTBEHHON IIOMAAKH (IIPOM3BOJACTBEHHBIX IUIOIIAA0K), OCYILECTBIISIOIIEH IPOU3BOACTBO
TOTOBOM JIEKapCTBEHHOM ()OPMBI M BBIMYCKAIOIIWH KOHTPOJb KadyecTBa JIEKAPCTBEHHOTO Mpenapara, INpH
YCIIOBHM OTCYTCTBHS B TE€YEHHE TPEX JET, MPEAIIECTBYIONINX JaTe BbIIAYM MPOTOKOJIA MCIBITAHUM, CIy4acB
BBISIBJICHHS HECOOTBETCTBHS YCTaHOBJICHHBIM TPEOOBAaHMSIM KauecTBa JICKAPCTBEHHBIX CPEICTB, HH(OpManus o
KOTOPBIX OMyOJMKOBaHAa Ha caiiTe QeaepasbHOrO OpraHa HCIOJHUTENFHONW BIACTH, OCYILIECTBIISIOIIETO
(YHKIMM TIO KOHTPOJIO M HAaA30py B cdepe 3ApaBOOXpaHEHHS, B OTHOLIEHHWH BCEX IPOU3BOJCTBEHHBIX
IJIOIIAI0K, OCYILECTBISIOIIUX IIPOU3BOJCTBO JIEKAPCTBEHHOIO IIPENapara 1 BbIILy CKalOIIUi KOHTPOJIb KaueCTBa
JICKapCTBEHHOTO IIpernapara.

Undhopmayus 06 usmenenusix: Cmamos 52.1 Oononnena uacmwio 4.2 ¢ 1 cenmabpa 2024 2. -
®edeparibHbIl 3aKOH om 30 sineapsa 2024 2. N 1-D3

4.2. He TpebyeTcs mpeCcTaBIeHUE MPOTOKOJIA UCTIBITAHUH, yKa3aHHOTO B YaCcTW 4 win 4.1 Hacrosmiei
CTaThbH, B OTHOIIECHWHM OP(AHHBIX JEKAPCTBEHHBIX IPEMapPaToB, BBICOKOTEXHOIOTHYHBIX JICKAPCTBEHHBIX
HpenapaToB, MONTYYSHHBIX M3 OMOJOrMYECKOro Marepualia OMpeIeIeHHOTO YeOBEKa U MPeAHA3HAYCHHBIX IS
MIPUMEHEHHUS 3TOMY XK€ YETTOBEKY.

Hupopmayusa 06 usmenenusx: Cmamos 52.1 Oonoanena uacmeio 4.3 ¢ 1 cemmsaops 2024 o -
®edeparibHbIl 3aKoH om 30 ausaps 2024 2. N 1-D3

4.3. B oOTHOImIEHHWH OJHOW CEpUH WM OJHOM MAPTHUH BBICOKOTEXHOJOTHYHOTO JIEKAPCTBEHHOTO
mpermapara (3a HCKJIIOYEHHEM BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IPENapaToB, IIOJYYEHHBIX U3
OMOJIOTMYECKOTO MaTepuala OIPENeICHHOTO YellOBeKa W MpeTHa3HAYEeHHBIX JUISI MPHUMEHEHHUS 3TOMY >Ke
YeJI0OBEKY), BIEpPBBIE Mpom3BeneHHOTO B Poccuiickoit demepanyu wiaM BIepBBEIE BBO3UMOTO B Poccuiickyio
@enepanno, MNPEACTABIAETCS MPOTOKOJN  HUCHBITAHWN, TIPOBEACHHBIX C  HCIOJIB30BAaHHUEM  CPEICTB
JUCTAaHIIMOHHOTO B3aUMOJICHCTBHSI B TEUEHHE MIEPBBIX TPEX JIET MOCIIE BBOJA TAKOTO MpemnapaTa B IpakJaHCKUN
o0oporT.

Hupopmayus 06 uzmenenusx:  Yacmo 5 usmenena ¢ 1 cenmabps 2024 2. - @edeparsbHbil 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

5. ExeromHo He mo3aHee | ampens MpPOM3BOIMTENM JIEKAPCTBEHHBIX CPEICTB WM OpPraHU3allWH,
OCYIIECTBJISIOIIAE BBO3 JICKAPCTBEHHBIX TmpenapatoB B Poccuiickyro ®enepanuio, NOpeACTaBISIOT B
(henepaNbHBIN OPraH MCIIOJHUTEIEHON BIACTH, OCYIICCTBISIONIHI ()YHKIIMH TI0 KOHTPOJIIO U HAJI30py B cdepe
3/IpaBOOXPAHEHUs, IPOTOKOJI MCIIBITAHUH MOCTYIUBIIETO B TCUCHUE MPEIICCTBYIOIIETO KAICHIAPHOTO Toja B
IpaXJIaHCKUH O0OPOT JICKAPCTBEHHOTO TMperapara COTJIacHO PErMCTPAllMOHHOMY YIOCTOBEPEHHIO (Ha OIHY
CEpUI0 TOPrOBOTO HAWMEHOBAHMUS C YYETOM JICKAPCTBEHHON (DOPMBI OJHOW JO3MPOBKH), MPOBOJAUMBIX
aKKpPEeIUTOBAaHHBIMH B COOTBETCTBHH C 3aKOHOLATernbCTBOM Poccuiickoit ®denepanuu 00 aKKpeauTaIllud B
HAI[MOHAJIPHONH CHUCTEME aKKpEeIWUTAllMM WCIBITaTeIbHBIMU J1abopaTopusiMu  (LieHTpamu). IlpencraBieHue
MIPOTOKOJIa UCHBITAHUH, MPEAYCMOTPEHHOTO HACTOSAIICH YacThiO, B OTHOILICHHH JICKAPCTBCHHBIX MPENapaToB,
YKa3aHHBIX B YacTV 4.2 HacTosIIeH CTaThd, MOIMYCKAeTCS OJWH pa3 B TPU Iofa MPH YCIOBUH MX BBOJAA B
rpaxaanckuidi 06opoT. [Ipu mpencTaBieHUur MPOTOKOJIA UCHBITAHHMMA, MPeayCMOTpeHHOro Yactamn 4 u 4.1
HACTOSIIEH CTaThu, B (efepalbHBIl OpraH KCIOJHUTEILHOW BIACTH, OCYNICCTBISIONMA (YHKIUU 110
KOHTPOJI W Ham30py B cdepe 3ApaBOOXpaHEHUs, MPOTOKOJ HCIBITAHUHN, MPETyCMOTPEHHBIA HACTOSIICH
YacThliO, B YKa3aHHBIM OpraH HE MPEICTaBISACTCS.

Undopmayusa 06 usmenenusx: Cmamosi 52.1 Oononnena wuacmoio 5.1 c¢ 1 ceumsabps 2024 o -
®edeparibHbIl 3aKoH om 30 ansaps 2024 2. N 1-D3

5.1. IlpomsBoauTenu JEKapCTBEHHBIX CPEICTB WIW OpraHU3allMH, OCYIIECTBISAIONINE BBO3 B
Poccuiickyto ®enepanuto  BHICOKOTEXHOJIOTMUHBIX JIEKAPCTBEHHBIX IPENapaTtoB, BMECTO MPOTOKOJIA
WCIIBITAHUH, TPEyCMOTPEHHOTO YaCTbi0 O HACTOAIICH CTaThH, BIpPABE MPEACTABUTH B (heJepaibHBIN OpraH
WCTIOJTHUTEIILHON BJIACTH, OCYIIECTBISIOMUN (DYHKIIUU MO KOHTPOJIO M HAI30py B cdepe 3ApaBOOXpaHCHUS,
CBEJICHUS O JIaTe U PErHUCTPALMOHHOM HOMEpE 3aKIIOYEHHUS O COOTBETCTBHUH IIPOU3BOJUTENS JEKAPCTBEHHBIX
CpeAcTB TpeOOBaHUAM MPaBUIT HaAJeKaIIeH MPOM3BOJCTBEHHON MPAKTUKU WJIHM CepTH(UKAaTa COOTBETCTBUS
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB TPEOOBAHUAM MPABWI HAIICKAIICH MPOU3BOJACTBEHHONW MPAKTHKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM TOCyIapcTBa - UiEHa
EBpasuiickoro 3KOHOMHYECKOTO CO¥03a, JJIS MPOM3BOJCTBEHHON IUIOMAAKH (IIPOU3BOJICTBEHHBIX IIIOMAIOK),
OCYIIECTBIIAIONIEH TPOU3BOJICTBO TOTOBOW JIEKAPCTBEHHOW (OPMBI M BBITYCKAIOMWNA KOHTPOJH KadecTBa
JIeKapCTBEHHOTO TIperapara.
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Hupopmayus 06 usmenenusix:  Yacmo 6 usmenena ¢ 1 cenmsabps 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

6. IlpomsBoguTenu JEKapCTBEHHBIX CPEACTB MJIM OPraHM3aLMH, OCYIIECTBIAIONIME BBO3
JIeKapCTBEHHBIX TpemnaparoB B Poccuiickyio deneparuio, He MeHee 4eM 3a OAWH TOJ 10 IUIAaHHUPYEMBIX
MIPHOCTAHOBJICHNS WITM MPEKPAIIeHNs TPOM3BOJICTBA JIEKAPCTBEHHBIX MPeTapaToB WM UX BBo3a B Poccwuiickyio
denepaniio YBEIOMIITIOT 00 3TOM B JJIGKTpOHHOUW (opme demepanbHBI OpraH HCIIOTHUTEILHON BIACTH,
OCYILIECTBIIIOMMM (YHKIMH 110 KOHTPOIIO M HAA30py B cdepe 31paBooxpaHeHus U ¢enepanbHblii Opra
HCTONHUTEIBHON BJIACTH, OCYLIECTBIAIOUIMKA (YHKUUHU 1O JIMLEH3UPOBAHHUIO NPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB.

7. BBom B rpaxkgaHCKui OOOpOT KaKAOH cepud WIM KaXIOW HapTHH HMMYHOOHOJIOTHYECKOI'O
JIEKapCTBEHHOTO Tpemnapara, Ipou3BefeHHOro B Poccuiickoil denepanmu mnm BBo3uMoro B Poccuiickyro
Odenepanmio, OCYWISCTBISIETCS HAa OCHOBAaHMM  pa3pellieHrs, BBIAAHHOTO (hefepalbHBIM — OpraHOM
HCTIONIHUTENHHOM BIACTH, OCYIIECTBIISIOMINM (DYHKIUH 10 KOHTPOJIIO M HAA30py B chepe 3apaBoOXpaHeHHs, Ha
OCHOBaHUH BBIJAHHOTO (eepallbHIMH TOCYAapCTBEHHBIMH OO/DKETHBIMU YUPESKACHUSIMH, YKa3aHHBIMU B
YacTu 4 HacTosIIEeH CTaThbH, 3aKIIOYCHUS O COOTBETCTBHM CEPHM WM MAPTUH HWMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO MpemnapaTa TpeOOBaHUAM, yCTaHOBIEHHBIM IIPH €T0 TOCYapCcTBEHHON peructpanuu. [lopsaok
BBJIaYM paspemieHrs Ha BBOJX B TPaXIAHCKHA 00OpOT CepUH WM TMapTHH WMMYHOOHOJIIOTHYECKOTO
JIEKapCTBEHHOI'0 Ipenapara, a TaKXKe HOPSIOK BbIIA4M YKa3aHHOI'O 3aKJIIOYEHUS U pa3Mep IUIaThl 3a €ro
BbIIauy yCTaHaBnmsatoTcs IlpasutensctBoM Pocculickoit denepanuu.

Undopmayus 06 usmenenusix: Cmamosi 52.1 oononnena uacmoeto 7.1 ¢ 1 cewmsaops 2024 o -
®edeparibHbIl 3aKOH om 30 sineaps 2024 2. N 1-D3

7.1. ®opma 1 NOPSAAOK NPOBEACHUS HCIBITAHWN, YKa3aHHbIX B 4acTax 4, 4.1, 4.3 u 5 Hacrosiei
CTaThW, B TOM YHUCIE C HCIOJIb30BAHUEM CPEJCTB JMCTAHIMOHHOTO B3aUMOJCHCTBHS, YCTAHABIMBAIOTCS
IIpaButenscTBOM Poccuiickoit denepanun.

Hupopmayus 06 uzmenenusx:  Qacmo 8 usmenena ¢ 1 cenmabps 2024 2. - ®edeparbHbIl 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

8. 3a HempencTaBieHHE WM HECBOCBPEMEHHOE TPEICTABJICHHE JOKYMEHTOB U CBCICHUIA,
mpeaycMOoTpeHHbIX YacTamun 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 HacTosiei cTaThy, MPOU3BOJUTENN JCKAPCTBEHHBIX
CPE/ICTB W OpraHM3alliHi, OCYIICCTBISIONIME BBO3 JICKAPCTBEHHBIX MpenapaToB B Poccuiickyio deneparuio,
HECYT OTBETCTBECHHOCTh B COOTBETCTBHH C 3aKOHOIATENBCTBOM Poccuiickoit deneparivu.

Hupopmavyus 06 usmenenusx: HYacmo 9 usmenena ¢ 1 mapma 2020 2. - @edeparbHbili 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyro pedakuuro

9. IpeacraBiieHre JOKYMEHTOB U CBEICHUM, PEAYCMOTPEHHBIX YacTAMU 1, 2 u 4 HacTosIel cTaThH,
Y TOJTyYEHUE TIPEAYCMOTPEHHOTO YAaCTbO 7 HACTOSIIEH CTaThH pa3pelieHus Ha BBOJ MMMYHOOHOJIOTUYECKOTO
JICKApCTBEHHOTO MpenapaTta B PaXKIaHCKUN 000pPOT HE TPEOYIOTCS B OTHOIIICHUM JICKAPCTBEHHBIX MPENapaToB,
MNpEAHA3HAYCHHBIX I IMMPOBCACHUSA KIMHHUYCCKUX I/ICCHCZ[OBaHI/Iﬁ JICKApCTBCHHBIX HpE€rapaToB, MPOBCACHUSA
OKCIIEPTU3bI JICKAPCTBEHHBIX CPCACTB JIsI OCYIIECTBJICHHUA I‘OCY}IapCTBeHHOfI peructpaiuu JICKAapCTBCHHBIX
npernaparoB, a TAaKXKC B OTHOUICHHUU HE3APCTUCTPHUPOBAHHBIX JICKAPCTBCHHBIX IIPEIIapaTOB, MPCAHA3HAYCHHBIX
1A OKa3aHUs MGJII/IHI/IHCKOﬁ IIoOMOHIW 110 XWU3HCHHBIM IIOKAa3aHUAM KOHKPETHOI'0 MalUCHTa WJINW T'PYHIIbI
MalMeHTOB, BBO3UMBIX B Poccuiickyto dDegepanuio B cooTBeTCTBHM ¢ YacTtamu 3 u 3.1 cratem 47
HacTtosiero deiepasbHOrO 3aKOHA.

Hupopmayusn 06 usmenenusix:  Qacmo 10 usmenena ¢ 1 cenmabps 2024 2. - @edeparibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

10. Ilpu BBIABICGHHHM B TPaXTAHCKOM 00OOpOTE CEpUH WM TApTHH JICKApCTBEHHOIO TIperapata,
JIOKYMEHTBI U CBEJICHUSI O KOTOPBIX, MpeaycMoTpeHHbie Yactamu 1,2, 4, 4.1, 4.3, 5 u 5.1 nacrosimeii ctatby,
HE TIPeJICTaBIeHbI B (DeflepabHbII OpTraH UCMOMHUTENFHON BIACTH, OCYIIECTBISIONINN (YHKIIMH 110 KOHTPOITO
YU Haa30py B cdepe 3apaBOOXpaHEHUs, JTHOO CEpUU WIM MAPTHH MMMYHOOHOJOTHYECKOTO JIEKapCTBEHHOTO
mperapara, He WMCKIIUX pa3pelieHUss Ha BBOJ[ B TPaXKIAHCKUH 000pOT, MPEAyCMOTPEHHOTO YacTbi 7
HACTOSAIICH CTaThu, (peepanbHbIil OpraH UCIIOJHUTEILHON BIACTH, OCYIICCTBISIONINN (YHKIIUU 110 KOHTPOIIIO
U Hag3opy B cdepe 3ApaBOOXpaHEHHUs, B Mopsiake, YCTaHoBreHHoMm IlpaBurenbcTBOM Poccuiickoit
Odenepanyy, NPUHUMAET PEIICHUE O TMPEKPAIEHUH TPAKIAHCKOrO 000pOTa TaKUX CEPUU WM TMAPTUU JO

06.03.2025 Cucrema TAPAHT 115


https://internet.garant.ru/document/redirect/408457419/14411
https://internet.garant.ru/document/redirect/73070276/0
https://internet.garant.ru/document/redirect/408457419/14412
https://internet.garant.ru/document/redirect/408457419/14413
https://internet.garant.ru/document/redirect/73355325/1014
https://internet.garant.ru/document/redirect/408457419/14414
https://internet.garant.ru/document/redirect/73070276/4000

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

npeaACTaBJICHUA YKa3aHHBIX JOKYMCHTOB 1 CBG):[CHPII:I 1100 IMOJIY4YCHU A YKA3aHHOT'O Pa3pCUICHU.

Undhopmayus 06 usmenenusix: Dedepanvhviii 3akoH donoanen cmamvei 52.2. ¢ 1 cemmsops 2023 e. -
®edeparbHbili 3aK0H om 2 uions 2021 2. N 317-D3

T'APAHT: JleficTBHE TONOKEHHUH CTaTbu 52.2 HEe pPacnpoCTPaHAETCHA Ha CEpPUH JEKapCTBEHHBIX
MpernapaToB I BETEPHHAPHOI0 MPUMEHEHMSI, BBEIEHHBIE B TPAXXIAHCKUK 000poT Ha TeppuTopun PD mgo 1
centsiops 2023 r. Cepuu TakuX JICKAPCTBEHHBIX IMPEMapaToB MOANEXAT XpaHEHHIO, IMEPEBO3KE, OTITYCKY,
peanu3anuy, nepeaave u MPUMEHEHHUIO 10 UCTCUCHUS CPOKA UX TOTHOCTH

Cratba 52.2. BBoa B TpaxIaHCKHi 00OPOT JICKAPCTBCHHBIX IPEHapaToB /Uil BETEPUHAPHOIO
MIPUMEHEHUS

1. ITepen BBOJOM B TpaXKAAHCKHH 000OPOT Ka)KAOW CEepHH MPOm3BeNeHHOT0 B Poccmiickoit Denepannm
JIEKapCTBEHHOTO Tperapara Ijis BETePHHAPHOTO NPHUMEHEHHs, 3a HCKIIOUYeHHEM WMMYHOOHOIOTHYECKOTO
JIEKapCTBEHHOTO Tpemnapara i BETEPHHAPHOTO MPUMEHEHHS, MPOM3BOIUTENh TaKOTO JIEKapCTBEHHOTO
mperapara MPeICTaBIIsIeT B YBEIOMHUTEILHOM IMOpsAAKE B (QenepalbHbId OpraH HCIIOJHUTENBHON BIACTH,
OCYHICCTBISAIOMNNA (PYHKIIMU TO KOHTPONIO (Ham30py) B cdepe oOpalieHus JIeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOIO IPUMEHCHUSI:

1) DOKYMEHT MPOM3BOIUTENS JICKAPCTBEHHBIX CPEJCTB, TMOJTBEPKIAIONIUN COOTBETCTBUE KavyecTBa
JICKApPCTBEHHOTO IIperapara Juis BETEPHUHAPHOIO MPHMEHEHHWS, BBOJUMOIO B TPa)JIaHCKUH 000pOT,
TpeOOBaHUSIM, YCTAHOBICHHBIM IPU €r0 TOCYAaPCTBEHHON PETUCTPAIINY;

2) TOATBEP)KICHUE YIIOJIHOMOUYEHHOTO JIMIA TPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBHS
JIEKapCTBEHHOTO IIpemapara il BETEPHHAPHOTO TPUMEHCHHS TpeOOBAaHUSAM, YCTAaHOBIICHHBIM IIPH €ro
roCyJapCTBEHHON PErUCTpaLiy.

2. Ilepen BBOJOM B TpaKIaHCKUN 000pPOT KaXKIOW CepUr BBO3UMOTO (ITepemeriaemMoro) B Poccuiickyio
Qenepanio  JEKApCTBEHHOI'O  Tpemapara s BETEpUHAPHOTO  MPUMEHEHHWs, 3a HCKIIOYCHHEM
MMMYHOOHOJIOTHYECKOTO JICKQpCTBEHHOTO TIperapara /i BETEPUHAPHOTO TMPHMEHEHUsS, OpTraHu3allus,
OCYIIECTBIISIONIAss BBO3 (IIEpeMeIIeHNe) JIEKAPCTBEHHOTO Mperapara il BETEPHHAPHOTO MpPHMEHEHHUS B
Poccuiickyro @enepaliyiro, MpeACTaBIsgeT B YBEJOMUTEIBHOM TMOPSIIKE B (heiepalIbHBIA OpraH HCIIOIHUTEILHOM
BIIACTH, OCYIIECTBIIIONMI (DYHKIIMM MO KOHTPOIIO (HAA30py) B cdepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB
JUTSI BETEPUHAPHOTO MPUMEHEHUS:

1) mOKyMEHT IPOM3BOIUTENS JICKAPCTBCHHBIX CPENCTB, MOATBEPXKIAIONINI COOTBETCTBHUE KauecTBa
JICKQpCTBEHHOTO IIperapara Jyis BETEPUHAPHOTO MPHUMEHEHWS, BBOJUMOIO B TPaXJTaHCKUH 000pOT,
TpeOOBaHUSIM, YCTAaHOBICEHHBIM TIPU €r0 TOCYAaPCTBEHHOMN PETUCTPAIINH;

2) TOATBEPXKICHHUE JIWIA, YIOJIHOMOYEHHOTO JepKaTeleM WM BIAACIbIEM PEruCTPallMOHHOTO
YIOCTOBEPEHMSI JICKAPCTBEHHOTO TIpernapara Jisi BETSpUHAPHOTO MPUMEHEHUS, COOTBETCTBHS JICKAPCTBEHHOTO
mperapara s BETePHHAPHOTO TNPHUMEHEHWs TpeOOBaHMAM, YCTAaHOBIEHHBIM IIPH €r0 TOCyIapCTBEHHOW
perucrpanuu.

3. BBom B rpaxkmaHckumii 000poT BBO3MMOTO (mepememaemoro) B Poccuiickyto ®eneparuio
JIEKapCTBEHHOTO TIperapara Jjis BEeTePHHAPHOTO MPUMEHEHHS OCYIIECTBISIETCS NMpPU HATWYUW 3aKIIOYECHUS O
COOTBETCTBHH  IPOW3BOAMTENS  JIGKAPCTBEHHBIX  CPEICTB  TpeOOBaHWSAM  [PaBWIl  HaJuIekKalien
MIPOU3BOJICTBEHHON NPAKTHKH, BBIJAHHOTO VIOJHOMOYEHHBIM (e/lepaabHbIM OpraHOM HCIIOJNHUTEILHOM
BIIACTU ISl MPOU3BOACTBEHHOW IUIOIIAJKH JIEKAPCTBEHHOTO Ipernapara IJjis BETEPUHAPHOIO IPUMEHEHHS,
BBOJIMMOTO B IPAXKIAHCKHI 00OPOT.

4. Jlumo, yHOTHOMOYEHHOE JepXaTelieM WM BIAJENbIeM PETUCTPAIIMOHHOTO YAOCTOBEPECHHUS
JICKApCTBEHHOTO TIpernapara Jyisi BETSPUHAPHOTO MPUMEHEHHS, JIO/DKHO OBITh aTTECTOBAHO B YCTAHOBJICHHOM
YIOJIHOMOYEHHBIM (heZiepaibHbIM OPraHOM HUCIIOJHUTEIBLHON BjacTH MOPAAKE U UMETh CTaXK paboThl HE MCHEE
YeM IIATh JIET B 00JIACTH MPOM3BOACTBA M (MJIM) KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB OO0 B 00IacTH
MOHHTOpPUHTA 3(PPEKTHBHOCTH M OE€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB ISl BETEPUHAPHOTO MPUMEHEHHS,
MIPOBOAMMOTO JIepKaTeNIeM WM BIAJEIbIIEM PETHCTPAIIIOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara
JUTST BETEPUHAPHOTO TPUMEHEHHSI JINOO YIOJTHOMOYEHHBIM MMM FOPHIUYECKUM IJIUIIOM, BBICIIeE 0Opa3oBaHHE
COOTBETCTBEHHO TIO OJHOW W3 CHEIHMabHOCTEH W (WJIM) OJHOMY W3 HAINpPaBIEHHH MOJATrOTOBKH: OHMOJOTHSA,
OMOTEXHOJIOTHS,  BETEpUHApHUsS,  BETCPUHAPHO-CAHUTApHAs  OJKCIIePTH3a,  KIMHUYECKAas  MEIUIIMHA,
paauanoHHas, XUMHYECKash U OMOJIOTHYECKast 3aIuTa, ¢papMarus, GyHIaMeHTaIbHass MeIUIIUHA, XUMUIECKas
TEXHOJIOT U, XUMUSI.

5. MNopsadoK mpezcTaBieHUsT B COOTBETCTBHM ¢ YacTaAMM 1 u 2 HacTosimeidl ctaThbd JOKYMEHTOB U
CBEJICHUH O JICKapCTBEHHBIX MpermapaTax s BEeTepUHAPHOTO MPUMEHEHHUSI, BBOJAUMBIX B IPAKIAHCKUNA 000pOT,
ycranaBnuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.

6. B oTHOIICHNM TEPBBIX NIBYX CEPHH JICKAPCTBEHHOTO IIperapara Il BETCPUHAPHOTO IMPUMCHCHUS,
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BIICPBEIE TIpOM3BeNeHHOTO B Poccuiickoit @emepaniii WM BIEPBBIE BBO3UMOIrO (IIEPEMEIIAEMOr0) B
Poccutiickyto ®@enepanuto, B ¢deaepanbHbIi OpraH WCIIOTHUTEIFHON BIIACTH, OCYIIECTBISIOMUNA (QYHKIIUN TIO
KOHTpOIT0 (Ham30py) B chepe oOparneHus JISKapCTBEHHBIX CPEACTB IS BETEPUHAPHOTO TIPUMEHEHHUS, HApSIy C
JOKYMEHTaMH, MPEeIyCMOTPEHHBIMH YacTAMM 1 W 2 Hacrosmied CTaThH, NPEICTABISIFOTCA MPOTOKOJIBI
WCIIBITAHUI O COOTBETCTBHM OSTUX CEpPUH JIEKapCTBEHHOI'O TIpemapaTta il BETEPUHAPHOTO NPUMEHEHHS
MOKa3aTeNsIM Ka4yecTBa, IMPEeIyCMOTPEHHBIM HOPMATHUBHBIM JOKYMEHTOM (fajiee - MPOTOKOJN HCIBITAaHUH ),
MIPOBOJMMEBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHHM C 3aKOHOOATeNnbCTBOM Poccuiickort ®denepanmu 00
AKKpEAUTAIlMU B HAIIMOHATHLHON CHCTEME aKKPEIUTAIIMH UCTIBITATSILHBIMU JIA00OPATOpHUSIMU (IICHTPaMH).

7. ExeromHo He mozgHee | ¢eBpans NpOM3BOAMUTENN JIEKAPCTBEHHBIX CPEICTB WM OpraHU3aIiH,
OCYIIECTBIISIOIINE BBO3 (NEpeMeEIleHre) JEKapCTBEHHBIX IpenapaTroB s BETEPUHAPHOTO NPUMEHEHHS B
Poccuiickyto denepaninio, NpecTaBisIIOT B ()eiepalibHbIi OPraH HCIIOJHUTEIILHOM BIACTH, OCYIICCTBIISIONIHIA
(GYHKIMU TO KOHTpONO (Ham3opy) B cdepe oOpaieHus JIEKApCTBEHHBIX CpPEACTB Ui BETEPHHAPHOTO
MIPUMEHEHUS], TPOTOKOJI MCIBITAHUH IMOCTYMHUBIIETO B TEYCHHE rojia B TPAXKIAHCKUN 000POT JIEKapCTBEHHOTO
mperapara JUisi BETEpHHAPHOTO TNPUMEHEHHS KOHKPETHOTO MPOM3BOAMTENS (Ha OJHY CEpUI0 KaXIOro
TOPrOBOTO HAMMEHOBAaHHUS C YYETOM JIEKapCTBEHHOW (OpMBI, a JUII JIEKapCTBEHHOTO TWIperapara Jyis
BETEPHHAPHOTO TPUMEHEHHS, HE SBIIOMETOCS HMMMYHOOMOJIOTHYECKHM, TakKKe C YYeTOM JO3HPOBKH),
MMPOBOJIMMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHHM C 3aKOHOLATenbCTBOM Poccuiickort ®Penepammu 00
aKKpEeUTAaIlMU B HAIIMOHAJILHON CHCTEME aKKpPEIUTAIIMH UCTIBITATeILHBIMU JIA00OPaTOpUsIMH (LIEHTPaMH).

8. BBog B rpaxmaHckuid 000pOT MMMYHOOHOJIOTHYECKOTO JICKApCTBEHHOI'O IpermapaTra Jjis
BETEpUHAPHOTO PUMEHEHHS, POU3BEIeHHOTo B Poccuiickoit denepanuu uin BBO3UMOTO (TIepeMeIiaeMoro) B
Poccuiickyto denepanuio, oCymecTBISIETCS HA OCHOBaHUM Pa3pelleHus, BEIIAHHOTO (ellepalbHbIM OpraHOM
WCTIONIHUTENLHON BIACTH, OCYMIECTBISIIONIMM (YHKUMH IO KOHTPOJIO (Haa3opy) B cdepe oOpalueHus
JIEKapCTBEHHBIX CPEJCTB JJIs BETEPHHAPHOTO NMpPHUMEHEHHs. YKa3aHHOE pa3pelleHHe BhIIAeTCS Ha OCHOBaHHUHM
MPOTOKOJA HCIBITAHUN, MPOBOAMMBIX aKKPEIUTOBAaHHBIMH B COOTBETCTBHM C 38KOHOAATENbCTBOM
Poccuiickoii ®enmepanu 00 akKpeIuTallMd B HAIMOHAJIBLHOW CHCTEME AaKKPEIUTAIlMM OpraHU3aI[HsSMH,
[TO/IBEIOMCTBEHHBIMU (peIepaIbHOMY OpraHy HWCIOJHUTEIHHONW BIIACTH, OCYLIECTBISIONIEMY (GYHKIHHA IO
BBIPa0OTKE TOCYNApCTBEHHOW TONWTHKA ¥  HOPMATHBHO-TIPABOBOMY  PETYIMPOBaHUIO B  cdepe
arponpoMBIIIIEHHOTO KOMIUIEKCa, BKJIIOYas oOpalleHue JIEKApCTBEHHBIX CPEICTB Ui BETEPHUHAPHOTO
MIPUMEHEHUs, WiH ¢elepalbHOMY OpraHy HWCIOIHUTENFHOW BIIACTH, OCYIICCTBISIOMIEMY (GYHKIIMH TIO
KOHTpOITIO (Haa30py) B cepe oOparieHus JeKapCTBEHHBIX CPEICTB Ui BETEPUHAPHOTO MPUMEHEHHSI, a TaKKe
JOKYMEHTOB M CBEJICHHH, MPEIyCMOTPEHHBIX YaCTbl 1 (s mpemaparoB, MPOU3BEACHHBIX B POCCHICKOM
depepanuu) wim YacTbio 2 (Ui TpenapaTtoB, BBO3MMBIX (mepemernaeMbix) B Poccuiickyro Deneparuio)
HACTOALIEH CTaThH.

9. Cpok BbLIAuu pa3pelleHus], YKa3aHHOTO B YaCTV 8 HAcTOsAIICH CTaThH, COCTABISACT MSATh pabOvmX
JTHEeH co THS MpeCTaBlIeHUs] MPON3BOANUTENEM JIEKAPCTBEHHBIX CPEJCTB MIIM OpraHU3alfe, OCyIecTRIAIoNIeH
BBO3 (IepeMellleHne) JIEKapCTBEHHOTO Tpenapara s BeTEepUHApHOTO TpuMeHeHHss B Poccuiickyro
Oenepanmto, B denepalibHBIl OpraH HCHOIHUTENIFHON BIACTH, OCYIIECTBISIIOIIUN (YHKIMU IO KOHTPOIIO
(mamzopy) B cdepe obOpalmieHus JEKApCTBEHHBIX CPEICTB JUISI BETEPUHAPHOTO IMPHMEHEHHS, JOKYMEHTOB,
MIpeyCMOTPEHHBIX YACThIO 8 HACTOSIIEH CTaThH.

10. Pa3pemenue, ykazaHHOE B YaCTV 8 HAacTOANICH CTAThH, BBIJACTCS B OTHOIICHHN KAXKOW U3 MEPBBIX
JIBYX CeprUii UMMYHOOHOIIOTHYECKOTO JIEKApCTBEHHOTO Iperapara Juisi BETePHHAPHOTO MPUMEHEHUS, BIIEPBhIC
npousBenieHHOTo B Poccuiickoit ®enepanu wWin BHEpBBIE BBO3UMOTO (mepememniaemoro) B Poccwuiickytro
Oenepanuto. Takoe paspelieHHe BBIAeTCS Ha BECh CPOK OOpalIeHUs CepUurM HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Ipemnapara Ui BETEPHUHAPHOIO TNPUMEHEHHS, B OTHOLIEHUMM KOTOPOM OHO BbIAAHO. B
OTHOUICHUH MOCTIEIYIONINX CEPHI OJJHOTO TOPrOBOI'0 HANMEHOBaHHUS UMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO
npemnapara Jjsi BETEpUHAPHOIO MPUMEHEHUA, NMpPOu3BeAeHHOro B Poccuiickoir ®denepaunu Wik BBO3UMOIO
(nepemermaemoro) B Poccuiickyto ®Denepaiiuio, Takoe pa3pelieHue BBIIASTCS CPOKOM Ha Tpu rona. [ lopsaaok
BBIJJAYU pa3pelIieHus] Ha BBOJ B I'PAXIAHCKUH 000pPOT MMMYHOOHMOJIOTHUECKOTO JIEKAPCTBEHHOTO Mpernapara
JUTS BETEpUHAPHOTO TIPUMEHEHHS, NMOPALOK BbIIaYH MPOTOKOJIA HCIIBITAHNH, YKa3aHHBIX B YacTH 8 HACTOAIICH
CTaThH, a TaKXkKe METOAMKA ompeneieHHus pa3MepoB IUIATHI 3a BIJIAYYy yKA3aHHOTO IMPOTOKOJA HCIIBITAHUN
ycranaBnuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.

11. UmmyHOOHOIOTHYECKHE JIEKAPCTBEHHBIE MTPETIapaThl Al BETEPHHAPHOTO MPUMEHEHHS, BBEICHHBIC
B TPKIAHCKUI 00OPOT B COOTBETCTBHU C YACTbI) 8 HACTOSAIICH CTaThU, MOJUICKAT XPAHCHHIO, MEPEBO3KE,
OTITyCKY, peaju3allin, epeaade, MPUMEHEHUIO 0 UCTEUSHHs CPOKA WX TOJTHOCTH.

12. 3a HempeacTaBieHHWE WM HECBOEBPEMEHHOE NPEJCTABIEHHE JOKYMEHTOB U CBEICHWIA,
NPeyCMOTPEHHBIX YacTaMn 1 - 3, 6 u 7 HacTosmied CTaTbd, MPOM3BOIUTENHN JICKAPCTBEHHBIX CPEACTB U
OpraHu3alry, OCYIIECTBISIIONINE BBO3 (MEpeMelleHre) JIEeKapCTBEHHBIX MPENnapaToB Ijisi BETEPHHAPHOTO
npuMmeHeHuss B Poccuiickyto ®exnepalnuio, HECYyT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATENHCTBOM
Poccuiickoii @enepanuu.
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13. IlpencrapieHue TOKYMEHTOB M CBEACHUH, MPEAYCMOTPEHHBIX YacTamMn 1 - 3, 6 u 7 Hacrosiuel
CTaThH, U TOJIyYCHUE pa3pellCHHs, YKa3aHHOTO B YaCTW 8 HacTosied cTaThH, He TPEOYIOTCS B OTHOIICHUH
JICKApCTBEHHBIX IPENapaToB ISl BETEPUHAPHOI'O MPUMEHEHHs, [TPeIHA3HAYCHHBIX IS BbIBO3a U3 Poccuiickoi
Odenepanyy, OPOBEACHHS JIOKIMHMYCCKUX  HMCCIACAOBAHHM  JIGKAPCTBCHHBIX  CPEACTB, KIMHUYECKHX
HCCIIEIOBAHUH JICKApCTBEHHBIX MPETapaToB JJIsl BETCPUHAPHOTO MPUMEHEHHS U BBO3a JJIS [eNel, YKa3aHHbBIX B
nyHkte 5 yactu 1 ctatbm 50 Hacrosmiero denepanbHOrO 3aKOHA, a TaKKe OOPA3LOB JIEKAPCTBEHHBIX
MperapaToB Ui BETEPHHAPHOTO IPHMEHEHUS, MpEAHA3HAYCHHBIX JUIS TMPOBEIEHUS  JKCIEPTH3BI
JICKApPCTBEHHBIX CPEJCTB B IIEINIIX OCYIIECTBICHUS TOCYIAPCTBEHHON PETUCTPAIINH JICKAPCTBEHHBIX MPETapaToB
JUISE BETEPUHAPHOI'O NMPUMEHCHUS WIA BHECEHUS W3MEHCHHI B PErMCTPAIMOHHOE JOChe Ha JIEKAPCTBEHHBIH
rperapar Jyisi BEeTepUHAPHOTO TIPUMCHCHHS,

Hupopmayus 06 usmenenusix:  Cmamos 53 usmenena ¢ 1 susapsa 2018 2. - @edeparibHbIl 3aKOH om 29
urons 2017 2. N 278-D3
Cm. npedbidywyro pedakyuro

Cratba 53. Ilpogaxa, mepenaya JICKQpCTBEHHBIX CPEICTB OpPraHU3aLUsIMH ONTOBOW TOPTOBIN
JIEKAPCTBEHHBIMU CPEICTBAMU

Hupopmayus 06 usmenenusix:  Yacmo 1 usmenena c¢ 1 cenmsbps 2023 2. - @edepasibHbll 3aKOH om 4
aseycma 2023 2. N 428-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: HopmaTuBHEBIE NpaBOBBIE aKTHI, COAEPIKAIHAE OOs3aTelbHbIe TPeOOBAaHMUS U IPUHHUMAEMEIE B
LEIIX pealn3alliyd IOoNoKeHui vactu 1 crateu 53 (B pemaxuuu PegepanbHOro 3akoHa or 4 asrycra
2023 r. N 428-®3), BCTynatT B CUIY B YCTaHOBJIEHHBIC JaHHBIMH HOPMATHUBHBIMU NPAaBOBBIMU aKTaMH
CPOKM, HO HE paHee YeM [0 HCTCUCHHHM TPHUALATH JHEH MOocie JHSA O(PHUIMAIBLHOIO OIyOJMKOBAHUS
COOTBETCTBYIOIIETO HOPMATHBHOTO IMPABOBOTO aKTa

1. OpraHusaumMm ONTOBOM TOProBMAW JfEKapCTBEHHbIMWU CPEeACTBaAMUW MOTYT OCYHICCTBIATD
NMpoJaxy JEKapCTBEHHBIX CPEACTB WM IEpeJaBaTh UX B YCTAHOBJIEHHOM 3aKOHOJATEILCTBOM Poccuiickoit
Oenepanuy TopsAake (3a UCKITIOUEHHEM (apMarleBTUICCKOW CYOCTaHIIMHM CIUPTa 3THJIOBOTO (dTaHOJA) C
y4eTOM TpeOOBaHM YACTU 3 HACTOSAIICH CTATHH:

1) apyrum opraHu3aIusM ONTOBOH TOPTOBIHM JIEKAPCTBEHHBIME CPEICTBAMHU;

2) MPOM3BOAMTENSM JIEKAPCTBEHHBIX CPEICTB IS IeNIeH TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB;

3) anTeyHBIM OPTraHU3ALUSAM M BETEPHHAPHBIM allTeYHBIM OPTraHU3aIUSIM;

Hupopmayusn 06 usmenenusx: Ilynkm 4 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbIl 3aKkoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

4) HAay4YHBIM OpraHu3anuiaM AJid Hay‘IHO—PICCJ'IeI[OBaTGJIBCKOﬁ pa6OTI>I;
5) UHAUBUAYAJIbHBIM NPCANPUHUMATCIIAM, UMCIOIIIUM JIUIICH3UIO Ha (bapMa].[eBTI/I‘lCCKyIO ACATCIBbHOCTD
WJIN JIMOCH3UIO Ha MCIUITUHCKYIO ACATCIbHOCTD,

Hngopmayus 06 usmenenusix: Ilynkm 6 uzmenen ¢ 1 cenmsabops 2023 2. - @edeparibHbili 3aKOH om 4
aseycma 2023 2. N 428-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: HopMmaTuBHBIE IIPABOBBIE AKTHI, COAEPIKAIIME OOs3aTellbHbIE TPEOOBAHUS W IIPUHUMAEMBIE B
LEJIAX Pealu3aldyd NOJIOKEHUHM myHKTa 6 yactu 1 crateu 53 (B pemakuuu PepgepanbHOro 3akoHa or 4
aBrycta 2023 r. N 428-®3), BCTYNatOT B CUJTYy B YCTaHOBJIEHHBIE JAHHBIMH HOPMATHBHBIMHU IIPABOBBEIMH
aKTaMU CPOKH, HO HE paHee YeM IO MCTEUYCHUU TPUALATH JHEU MOCIe JHS OPUIMATBLHOTO OITyOINKOBAHUS
COOTBETCTBYIOILIETO HOPMATUBHOTO MPABOBOT'O aKTa

6) MEOUIMHCKUM OpTraHU3alMsM, B TOM YUCIIE CO3AaHHBIM U 3aPETHCTPUPOBAHHBIM B COOTBETCTBUH C
3aKOHOZATEIILCTBOM HHOCTPAaHHOTO rocyaapcTsa - wieHa OpraHu3ald 3KOHOMHYECKOTO COTPYIHHYECTBA H
pa3BUTHA WHOCTPAHHBIM IOPUIMYECKHM JIMIAM, WHIUBHIYaIbHBIM MPEANPUHAMATENISM, SBIISIOIIIMCS
y4acTHUKaMH TIPOeKTa B cooTBeTcTBUHM ¢ PeaeparbHbiM 3akoHOM ot 29 wurons 2015 roma N 160-03 "O
MEXYHApOJTHOM MEJUIIMHCKOM KJIacTepe W BHECCHWM H3MCHEHHWH B OTJEIbHBIC 3aKOHOJATEIbHbIC AKTHI
Poccutickoit @eneparnun', 1 BeTepUHAPHBIM OpTaHU3AITHSIM;

Hupopmayus 06 usmenenusix: Ilynkm 7 usmenen c¢ 13 aseycma 2019 2. - ®edeparsibHbIl 3aKOH om 2
ageycma 2019 2. N 297-D3
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Cwm. npedbidywyto pedakyuro

7) opraEm3anmMsM W HWHIUBUAYIbHBIM TNPEANPUHUMATENSIM, OCYIIECTBISIONINM pa3BeleHHE,
BBIpaIllMBaHKE U COJICPKAHUE )KUBOTHBIX (32 HUCKIFOUEHHEM MPOJIAXKH UM (apMalleBTUIECKUX CyOCTaHIMA HITH
HX TIepeadn).

Hupopmayusn 06 usmenenusx:  Yacmo 2 usmenena ¢ 29 dexabps 2020 2. - ®edeparsibHbIl 3aKOoH om 27
oekabps 2019 2. N 481-D3
Cwm. npedbidywyto pedakyuro

2. OpraHu3anuy ONTOBOM TOPTOBIH JICKAPCTBEHHBIMH CPECTBAMU HE BIPABE OCYMIECTBIISTH IPOAAXKY
(epeady B yCTaHOBICHHOM 3aKOHOJATeNLCTBOM Poccmiickoit ®Denepanmu nopsake) (apmamneBTHIecKon
CyOCTaHIINM CIIUPTA STHUIOBOTO (3TAHOIA).

Hupopmayusn 06 usmenenusx:  Cmamos 53 dononnena wacmoio 3 ¢ 1 cenmabops 2023 2. - @edepasnbHbil
3aKoH om 4 aseycma 2023 e. N 428-D3

I'APAHT: [Tonmoxenuss wactu 3 crarem 53 Ha tepputopusx JIHP, JIHP, 3amopoxckoit obmactu,
XepcoHckoi odactu NPUMEHATCS ¢ 1 cenTsiops 2024 r.
HopMmaTuBHBIE ©IPABOBBIE AaKTHI, COIEPIKAIKE O00s3aTElbHBIE TPEOOBAaHMWS W NPUHHUMAEMBIE B IEIISX
peaM3aiy MOJIOKEHUN yacTh 3 ctaTbu 53 (B pemakuuu PegepanbHOro 3akoHa ot 4 asrycra 2023 r. N
428-D3), BCTYNaOT B CUSY B YCTAHOBJIEHHBIE JAHHBIMA HOPMATHBHBIMU IIPABOBLIMH aKTaMU CPOKH, HO HE
paHee 4YeM [0 MCTEYCHHWH TPUIATH JHEW Iociie JHA OPHUIMAIHLHOTO OIyOJMKOBAHHS COOTBETCTBYFOIIEIO
HOPMATHBHOTO TIPABOBOTO aKTa

3. Opranuszanyy ONTOBOW TOPTOBIM JIEKapCTBEHHBIMH CPEACTBAMU MOTYT OCYIIECTBIATH MPOJAXKY
(mepemauy B yCTaHOBJIEHHOM 3aKoHonaTenbcTBOM Poccuiickoit denepanuu MOpsAKe) JIEKapCTBEHHOTIO
rpernapara i MEAULIMHCKOTO MPUMEHEHUS C MEXAYHApOIHbIM HENaTeHTOBAaHHBIM HaMEHOBaHHEM "DJTaHoun":

1) ropuauuecKMM JHIaM, MMEIONIMM JIMIEH3WI0 Ha (apMaleBTUUECKYI0 IesTeIbHOCTh B cdepe
oOpalieHus! JIeKapCTBEHHBIX CPEACTB JJIsl MEAUITUHCKOTO IPUMEHCHUS;

2) UHIUBULY AJIbHBIM MTPEANPHHAMATEISIM, IMEIOIIMM JIMIICH3HIO Ha (papMalieBTHYECKYIO IS TCILHOCTD
B chepe oOparieHus TeKapCTBEHHBIX CPEACTB I MEAUIIMHCKOTO MPUMEHEHNS;

3) MHAMBUIYAIbHBIM IPEAPUHUMATEIISIM, HMEIOIIUM JULEH3UI0 Ha MEJUIUHCKYIO AEATEIbHOCTD;

4) 10puaMYECKUM JIMLAM, UIMEIOLIUM JIMLEH3UIO HAa MEAULUHCKYIO 1eSTEIbHOCTD;

5) WHOCTpPaHHBIM IOPUAWYECKUM JIMIAM W HHIUBHIYaJIbHBIM NPEANPHHAMATEISIM, CO3JaHHBIM U
3apErHCTPUPOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIbCTBOM HMHOCTPAHHOIO TOCyJapcTBa - YJEHA
Opranuzanuy SKOHOMHUYECKOIO COTPYJHMYECTBA M Ppa3BUTHUSA, SBISIOIIMMCS YYaCTHHKAMU IIPOEKTa B
cootBetcTBUU ¢ PDepeparnbHbiM 3akoHOM ot 29 wuions 2015 roma N 160-®3 "O MexayHApOIHOM
MEIUIIMHCKOM KJIacTepe W BHECEHHHM HW3MEHEHHH B OTHENbHbIE 3aKOHOAATENbHBIE aKThl Poccuiickoi
Oepnepanun';

6) MCTIBITaTeTILHBIM JTa00paTopusM (LIEHTPaM), TPOBOSIINM UCTIBITAHUS B 00JIACTH KOHTPOJIS KauecTBa
JIEKapCTBEHHBIX CPEJICTB, aKKPEAUTOBAaHHBIM B COOTBETCTBUHM C 3aKOHOHAATeNbcTBOM Poccuiickoir denepaiuu
00 aKKpeAUTaIy B HAITMOHAIBHON CHCTEME aKKpeIUTAIHH.

T'APAHT: CM. KOMMeHTapuu k cratbe 53 HacTosmero deaepanbHOTO 3aKOHA

Unupopmayus 06 usmenenusix:  Cmamos 54 uzmenena ¢ 26 mapma 2022 2. - @edeparibHbIU 3aKOH om 26
mapma 2022 2. N 64-D3
Cm. npedbidywyro pedakyuro

Cratbsa 54. [IpaBuiia onToBOI TOPrOBIH JEKAPCTBEHHBIMU CPEICTBAMU

Hupopmayus 06 usmenenusix:  Yacmo 1 usmenena ¢ 1 cenmsabps 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

1. OmroBas TOProBis JICKAPCTBCHHBIMU  CPEACTBAMH  OCYIIECTBISCTCA  MPOU3BOAUTEIISIMU
JIEKapCTBEHHBIX CPEJCTB U OPTaHHM3AIUSIMU OITOBOM TOPTOBIIM JICKAPCTBEHHBIMHU CPEACTBAMU IO MpaBuram
HaJJIeKaIIeH TUCTPUOBIOTOPCKON MPAKTHUKH, YTBEPXKICHHBIM EBpa3uiickoil SKOHOMUYECKOH KOMHCCHEH, U
npaBuiaM XpaHeHHs JEKAPCTBEHHBIX CPEACTB, YTBEPKICHHBIM YIOTHOMOYEHHBIM (heepabHBIM OpPTraHOM
HCIIOJITHUTEIILHOM BIIACTH.

2. Opranu3zanys ONTOBOH TOPTOBIHM JICKAPCTBECHHBIMU CPEICTBAMH 00s3aHa COOMIOAaTh NpeaeribHble
CPOKM OTrpy3KM 3aTpeOOBaHHBIX ANTEYHOW OpPraHM3alNed JIEKAPCTBEHHBIX IPETapaToB U MEIUIIMHCKOTO
NPUMEHEHUS U HE BIPABE OTKA3bIBATh AITEYHON OpraHU3alld, ¢ KOTOPOM y Hee 3aKII0YEH COOTBETCTBYIOIINNA
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JIOTOBOp O TIOCTaBKax JIEKAPCTBEHHBIX IIPEMapaToB [UII MEIWIIMHCKOTO TPUMEHEHHS, B IIOCTaBKE
JIEKapCTBEHHBIX TIPEMapaToB IS MEAUITMHCKOTO MPUMEHEHUS TPU HAUTHYUHU 3aTPeOOBAHHBIX JIEKAPCTBEHHBIX
MpermapaToB Ui MEIWIMHCKOTO TPWMEHEHHs Yy OpraHMW3alldd ONTOBOW TOPTOBIHM JIEKaPCTBEHHBIMH
cpenctBamu. llpenenpHBIE CPOKH OTTPY3KHM 3aTpeOOBaHHBIX AaNTEYHOW OpraHW3allied JIeKapCTBEHHBIX
MperapaToB Il MEAWIMHCKOTO TPUMEHEHHS B 3aBUCHMOCTH OT DACIIONIOKEHUS MeCTa OTIPY3KH
JEKapCTBEHHBIX TPErapaToB JJs MEIUIIMHCKOTO TPUMEHEHHs YCTaHABIMBAIOTCA YIMOJTHOMOYEHHBIM
(henepanbHBIM OpraHOM UCIIOJTHUTENBHOM BIACTH.

T"'APAHT: CM. KOMMeHTapuu k cratbe 54 Hactosiiero depepanbHOro 3aKOHA

Cratba 55. [Topsaok po3HUYHOM TOPTrOBIM JEKaPCTBEHHBIMHU MPENapaTaMu

Hupopmayusn 06 usmenenusx: Yacmo | usmenena ¢ 1 cenmabps 2024 2. - ®edepasrbHbil 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

1. Po3HWYHasi TOpProBIs JIEKAPCTBEHHHIMH TNperapataMd B KOJIHYECTBAX, HEOOXOIMMBIX IS
BBITIOJTHEHHUS BpavyeOHBbIX ((penpAmepcKrX) Ha3HAUYEHWH WM Ha3HAYCHWH CHENHaTNCTOB B  00JacTH
BETEPUHAPHUH, OCYLIECTBIIAETCS aNTeYHbIMU OpraHn3aLaMy, BETEpUHAPHBIMU allTE€YHBIMUA OPraHU3alusIMU,
VHIVBUIYAIGHBIMUA MPEANPUHUMATEISIMA, HMCIOIUMH JIMIICH3UI0 Ha (HapMaleBTUYECCKYIO JICATEIbHOCTD,
MEJMIIMHCKUMU OPTaHU3allUsAMH, WMEIONIMMH JIMICH3UI0 Ha (PapMalleBTHUECKYIO JEATeIbHOCTh, M UX
000COOJICHHBIMU  TIOJIPA3/ICTCHUSIMU, PACIIOJNIOKCHHBIMA B CEJILCKUX HACEJICHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpraHMW3alyMy, W BETEPUHAPHBIMU OpraHU3alMAMH, HMEIOIIUMH JIMIEH3UIO Ha
(hapMaleBTHYECKYIO JIEATeIbHOCTh. Pa3peiieHa po3HUYHAs TOPrOBJIS TOJIBKO JICKAPCTBEHHBIMH MperapaTamH,
3aperucTpupoBaHHbIME B Poccutickoit denepariiii 1100 B COOTBETCTBHH C aKTaMH, COCTABIISIONIAMHU IIPaBO
Coro3a, WM W3TOTOBJIEHHBIMH aNTEYHBIMHA OPTaHHW3AIMSIMH, BETEPUHAPHBIMH alTEYHBIMH OpPTaHHU3AIVSIMH,
VHAVNBUAYATFHBIMA TPEANPUHAMATESIMA, WMEIOIUME JIMIEH3WI0 Ha (HapMaleBTUYECKYIO eATENbHOCTD.
Po3HuuHas TOprowiis JEKapCTBEHHBIMU NpENapaTaMyu OCYILIECTBISIETCS MO NMpaBUIiaM Haasiexalled anteqyHou
MIPAKTUKH, YTBEPKJACHHBIM YIIOJTHOMOYEHHBIM (pe/lepaTbHbIM OPTaHOM UCIIOTHUTEILHON BIACTH.

Hupopmayusn 06 usmenenusx: Cmamos 55 oononnena uacmoio 1.1 ¢ 3 anpens 2020 2. - ®edepasnbHbil
3aKoH om 3 anpens 2020 2. N 105-D3

1.1. Po3HWYHas TOPTOBJIS JEKAPCTBEHHBIMH TNperaparaMd il METUIIMHCKOTO TpuMeHeHws (3a
WCKIIIOYEHNEM JIEKapCTBEHHBIX TIPENapaToB, OTIMYCKAaEMBIX IO peUenTy Ha JEeKapCTBEHHBIH Ipemapar,
HapKOTHYECKUX JICKAPCTBEHHBIX IMPENapaToB U IICUXOTPOIHBIX JEKAPCTBEHHBIX IIPEMAapaToB, a TakKxKe
CIIUPTOCOAEPIKAIINX JIEKAPCTBEHHBIX MPENapaToB ¢ 00BEMHON J0JIeH STHIOBOTO CIIHPTA CBBIIIE 25 MPOIIEHTOB)
MOXKET OCYLLUECTBMNATLCSH aNnTeYHbIMH OPTaHU3AlUSAMU JTUCTAHIIMOHHBIM CIOCOOOM. PO3HUYHYIO TOPrOBITIO
JICKAPCTBCHHBIMU  IIpCriaparaMu 4 MCIAUIUMHCKOI0 MNPUMCHCHHUA AWCTAaHIUMOHHBIM CHOCO6OM MOTYyT
OCYHICCTBJIIATL AaIITCYHBIC OpraHu3anvv, HWMCIOIINWC JIMICH3UIO Ha (bapMaHCBTI/I‘IeCKYIO ACATCIBHOCTD U
COOTBETCTBYIOIIEE pa3pelieHne (eaeparbHOro opraHa UCIOITHUTENBHON BIACTH, OCYIIECTBISIFOIIET0 (QYHKIIUH
o KOHTPOJNIO W Haj3opy B cdepe 3apaBooxpanHeHus. [10pAOOK BbIauu pa3pelieHUs] Ha OCYIICCTBICHHUE
pO3HPI‘-IHOI71 TOPIroBJIN JICKAPCTBCHHBIMU IIpC€riapaTaMi JUCTaAaHIITMOHHBIM CHOCO6OM, Tpe6OBaHI/I$I K allITCYHbIM
OpraHM3aNysAM, KOTOPHIE MOTYT OCYHIECTBIISITh TAaKyl0 TOPTOBIIO, M TIOPSIOK €€ OCYIIECTBIEHHWS, a TaKxke
MpaBWwia JOCTaBKMU JIEKAPCTBEHHBIX IpenapaToB rpaxkaaHaM ycraHaBiauBaroTcs [IpaBurensctBoMm Poccuiickoit
Oenepannu. Wudbopmamus o0 oruradeHHBIX (OTIYIIEHHBIX) W TIONYYEHHBIX JIEKAPCTBEHHBIX IpernapaTax
BHOCHUTCS B CHCTEMY MOHUTOPHHTA JIBUKECHHS JICKAPCTBEHHBIX MPENapaToB Uil MEIUIIUHCKOTO MPUMEHEHUS B
MOpsiZIKe, MPETyCMOTPEHHOM HaCTbio 7 cTaTby 67 Hacrosmiero deaepanibsHOrO 3aKOHA.

T"'APAHT: CM. bOpMY pelreHus O IMPEKPALCHUN IEHUCTBUSA Pa3pelleHus Ha OCYIIECTBIEHUE PO3ZHUYHON
TOPTOBIIM JIEKAPCTBEHHBIMHU IMpEraparaMy UIsi MEIWIIMHCKOTO TPUMEHEHHs JMCTAHIIMOHHBIM CIIOCOOOM,
YTBEPKIECHHYIO0 MPUKa3oM Poc3apasnanzopa ot 17 ssuBaps 2024 r. N 112

Hupopmayusn 06 usmenenusx: Yacmo 2 usmenena ¢ 1 cemmabps 2024 2. - ®edeparbHbil 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

2. Buapb! antednsIx opraHu3anuii v Npasusia oTycKka JeKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO
NIPUMEHEHUS alTeYHbIMU OPraHHU3ALUSAMU, WHIWBUIYAIbHBIMU IPEANPUHUMATEIAMY, UMEIOLIUMU JIMLICH3UIO
Ha (apMaleBTHUECKYI0 [ESITENbHOCTh, a TakXKe TMpaBHja OTIyCKa JICKAPCTBEHHBIX IPEMapaToB JUIS
MEAUIUHCKOTO MPUMEHEHUsI METUIIMHCKUMH OpraHU3alMAMHU, UMEIOIIMMHE JIMLIEH3UI0 Ha (hapMalleBTHYECKYIO
JESITeNbHOCTD, H UX 000COOJICHHBIMHU MOAPa3Ie/ICHUSIMH, PACTIONIOKEHHBIMU B CEJIbCKUX HACENICHHBIX MYHKTaX,
B KOTOPBIX OTCYTCTBYIOT alTE€YHbIE OPTaHW3aIMH, YTBEPKAAIOTCS YIMOTHOMOYCHHBIM (eiepalbHbIM OpraHOM
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HUCIIOJIHUTEILHOU BJIACTH.

Unpopmayus 06 usmenenuax:  DedeparibHbIM 3aKOHOM om 3 uiona 2016 2. N 305-D3 ¢ uvacme 3 cmamou
55 nacmosuweco edepanbro2o 3aK0HA BHECEHbl USMEHEHUS
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

3. lNpaBuna ormycka HAPKOTUYECKUX CPEICTB M IICHXOTPOIHBIX BEINECTB, 3aPETUCTPUPOBAHHBIX B
KadeCTBE JICKAPCTBECHHBIX MPEIapaToB, JICKAPCTBEHHBIX MPENapaToB, COMSPKANUX HAPKOTHICCKUE CPEACTBA U
TICHXOTPOIHBIE BEIIECTBA, YTBEPXKIAIOTCS YIIOJIHOMOYCHHBIM (eiepalbHBIM OpPTraHOM HMCIOTHUTENHHON BIIACTH
10 COTJIACOBAHUIO ¢ (heqiepasbHBIM OPTaHOM HCIIOIHUTENFHOU BIACTH, YIIOJTHOMOUYEHHBIM B c(hepe BHYTPEHHUX
eI

Hupopmauusn 06 usmenenusx: Hacmo 4 usmenena ¢ 13 aszycma 2019 2. - ®edeparibHbIl 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

4. JlexapcTBEeHHBIE MpenapaThl Ui BETCPUHAPHOTO NMPUMEHEHHUS MOJIEXAT OTIYCKY BETCpHHAPHBIMU
anTEeYHbIMU OpPraHU3alMAMH, BETEPUHAPHBIMH OPraHU3aLUSAMH, WHAWBUAYAJIBHBIMH NpEeANPUHUMATEISIMH,
HMEIOIUMH JIMLEH3UI0 Ha (apMaleBTUUECKYI0 OesTeNnbHOCTh. OTIYCK JIEKapCTBEHHBIX NPENapaTroB Ul
BETEPUHAPHOTO MPHMEHEHUS OCYIIECTBISETCI B COOTBETCTBUM C [PaBUNaMV HaJuIekalled anTeuyHOH
MIPaKTUKHU JIEKAPCTBEHHBIX MPENapaToB JJIs BETEPUHAPHOTO MPUMEHEHUs], YTBEPKACHHBIMU YIIOJTHOMOYEHHBIM
(enepa’abHBIM OPTaHOM HCIIOHUTEILHON BIACTH.

Hngopmayus 06 usmenenusx: Yacmo 5 usmenena ¢ 1 cenmaops 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyro pedakyuro

5. IlepeueHb MEAMLIUHCKUX OPTraHU3aLUH, MEIOIIUX JULIECH3UIO Ha ()apMalleBTUIECKYIO IeSTEIbHOCTS,
U UX O0OCOOJICHHBIX MOJpPa3JeNiCHUH, PACHOJIOKEHHBIX B CEIBCKUX HACENCHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTEYHbIE OPraHM3allMM, & TaKXKE IMEepedyeHb JIEKAPCTBEHHBIX IIPENapaToB, MPOAAKa KOTOPBIX
MOXKET OCYIIECTBIISITHCS yKa3aHHBIMH OpraHM3allMAMH M WX O00O0COOJIEHHBIMH  TIOApa3ZeseHUSIMH,
YCTaHaBIMBAIOTCS HCIIOTHUTENFHBIMI OpraHaMu cyObeKkToB Poccuiickoit @enepanun.

Undopmayus 06 usmenenuax: DedeparibHbIM 3aKOHOM om 25 mnosbopa 2013 2. N 317-@3 wacme 6
cmamvu 55 nacmosiueco edepanvbroco 3aKOHA UBTONCEHA 8 HOBOU PeOaKyulL
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

6. Anreunsie opranuvsanuv, HWHAWBUAYAJIBHBIC MPCANIPHUHUMATCIIN, HWMCIOINHUE JIMIICH3UIO Ha
(hapMaIreBTUIECKYIO NeATeILHOCTh, 00s3aHBI oOecrednBaTh yTBepkaeHHBINH [IpaBurenscTBOM Poccutickoit
Oenepanny u GOPMHUPYEMBI B YCTAHOBICHHOM UM MOPSALKE MUHUMAIBHBIA aCCOPTUMEHT NEKapCTBEHHbIX
rpenapaTtoB, HEOOXOIUMBIX JUTSl OKa3aHUS MEIUITTHCKONW MTOMOIIIH.

Hudopmayusa 06 usmenenusix. Yacme 7 usmenena ¢ 3 anpens 2020 2. - DedeparsibHbIlU 3aKOH om 3 anpens
2020 2. N 105-D3
Cwm. npedbidywyto pedakyuro

7. AnreuHble OpraHW3aldH, WHIUBHIyaJbHbIC MPEANPUHUMATEIN, WMCIONIME JHICH3UIO Ha
(bapMaIeBTHUECKYIO IeITEIBHOCT, HAPSILy C JEKapCTBEHHBIMH IpernaparaMd UMEIOT MpaBo MPHOOPETaTh U
Mpo/aBaTh, B TOM YHCJIC JUCTAHIIMOHHBIM CIOCOOOM, METUIIMHCKUE H3JCNUs, AC3HMHOUIMPYIOIINE CPECTBa,
MpeaMEThl W CPEACTBA JIMYHOM TUTHEHBI, TMOCYAy IS MEIUIMHCKHX IeNieil, MpeaMeTsl W CPeiCTBa,
MpeHa3HAYCHHBIE /IS YX0/a 32 O60JIbHBIMU, HOBOPOXKICHHBIMH U JICTbMH, HE JOCTHUTTIIUMH BO3pPAcTa TPEX JIET,
OYKOBYIO ONTHUKY H CpCACTBa yXOJa 3a Heﬁ, MHHCpaJIbHBIC BOJbI, IPOAYKTbLI JIC‘-IC6HOFO, JCTCKOI'0O H
JUCTHYCCKOI'O ITMTaHMI, 6I/IOJ'IOFI/ILICCKI/I AKTUBHBIC HO6aBKI/I, Hap(pIOMeprIe U KOCMCTHUYCCKUC CPEACTBA,
MCOUIMUHCKUE W CAHUTAPHO-IIPOCBETUTCIIBHBIC TMICYATHLIC W3JaHWUA, NPCAHAZHAYCHHLIC [JIA IIponaraHabl
3I0pOBOTO 00pa3a JKHU3HU.

Hnpopmayus 06 uzmenenusx: ®edeparibHbIM 3aKOHOM om 13 utons 2015 2. N 262-D3 ¢ yvacmv 8 cmamvu
55 nacmosawezo Pedepanvrozo 3aKoHA 8HeCeHbl UsMeHeHus, 8Cmynaroujue 8 cusy c 1 ausapsa 2016 e.
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

8. JleaTenpHOCTh anTeYHbIX opranu3anuii Boopyxenusix Cun Poccuiickoit @enepanun, APyrux BOUCK,
BOMHCKHX (OPMHUPOBaHMIA ¥ OPraHOB, B KOTOPBIX 3aKOHOJATENbcTBOM Poccuiickoit  ®Denepanuu
MIPEAYCMOTPEHO MTPOXOKICHNE BOCHHOHN CITY»OBI WiH (penepasbHON TOCYIapCTBEHHOU CITy)KOBI, CBSI3aHHOMU C
MIPaBOOXPAHHUTEIBHON  JEATEIHHOCTHIO, perNIaMeHTHpyeTcs HacToammMm DenepanbHBIM — 3aKOHOM H
YTBEPXICHHBIMA COOTBETCTBYIOIIMMHU (elepaTbHbIMH OpraHaMH WCTIOTHHUTEIBHON BIACTH MOJOKEHISIMH.
KoHTpouns 3a cobmoienreM yKka3aHHBIMU allTeYHBIMUA OPTaHU3AIUAMH MOJI0KEHUH HacTosmero deneparbsHOro
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3aKOHA OCYIIECTBISIETCS] COOTBETCTBYIONMMMH (eliepaibHbIMU OpraHaMy HCIIOHUTEILHOMN BIIACTH.
9. He npumensiercs ¢ 1 ssaBaps 2021 r. - PefepanbHbin 3akoH ot 3 anpens 2020 r. N 105-03

Hupopmayus 06 usmenenusix:  CM. npedsidywyro pedakyuro

T'APAHT: CM. KOMMEHTapuK k cratbe 55 HacTosmero denepanbHOTO 3aKOHA

Unpopmayuss 06 usmenenusix: Dedepanvhvlii 3akon Oonoanen cmamvei 55.1 ¢ 1 mapma 2023 2. -
®eldeparibHbIl 3aKoH om 20 okmsabdps 2022 2. N 405-D3

T'APAHT: [Tonoxenus crareu 55.1 npyumMmeHa0TCA no 1 mapra 2026 r.

Cratba 55.1. Ilopsmok OCyLIECTBICHHSI PO3HUYHOIN TOPrOBJIM JICKAPCTBEHHBIMHU IMpEMapaTaMu JUIs
MEIUIMHCKOTO MPHMEHEHUs, OTIyCKaeMbIMU IO PELENTy Ha JIEKapCTBEHHBIM Npemnapar,
JUCTaHIMOHHBIM CIIOCOOOM

1. B mepuon ¢ 1 mapra 2023 rozna go 1 mapra 2026 rozna B ropoze ¢eaepaibHOro 3HauyeHnss Mockse, B

Benroponckoit 1 MockoBckoii obiacTsx (manee B HAcTOSIIEH cTaThe - cyObekThl Poccuiickoit deneparyn)
MIpelyCMaTpUBAETCs MPOBENEHUE IKCIEPUMEHTa MO OCYIIECTBICHUIO PO3HUYHOW TOPrOBIIM JIEKaPCTBEHHBIMU
mpenaparaMu JUIsi MEAULMHCKOTO MPHUMEHEHUs, OTIyCKaeMbIMHU IO PELENTy Ha JIeKapCTBEHHBIN Ipemapar,
JTUCTAHITMOHHBIM CIIOCOOOM (Jasiee - SKCIIEPUMEHT).

Hupopmayus 06 uzmenenusix: Yacmo 2 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. B pamMkax S3KCHEpUMEHTa €ro Y4YaCTHUKM BIIpPaBE IHUCTAHIMOHHBIM CIIOCOOOM OCYIIECTBIISITH
PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU MpenapaTamMu JJisi MEAUIMHCKOTO MPUMEHEHUS, OTIYCKA€MbIMU I10
perenTy Ha JIKapCTBEHHBIN mpemnapar (B ToM duciie cOpMUPOBAHHOMY B (DOpME DIICKTPOHHOTO JTOKYMEHTA B
JTUYHOM KaOWHeTe rpakAaHnHa Ha €4VHOM nopTarne u (Win) Ha perHOHAbHBIX MOpTajaX TOCYIapCTBEHHBIX H
MYHHUIMIIATBHBIX ~ yCIYyr) HW  BKIIOYEHHBIMH B lEPEYeHb  JIEKapCTBEHHBIX  NpenapaTtoB |
(hapmMakoTepareBTHIECKUX TPYII JIGKAPCTBEHHBIX IIPErapaTroB, pa3pelieHHBIX K pealn3alud B pPaMKax
AKCIIEPUMEHTa, YTBEP)KIEHHBIA YIOIHOMOYEHHBIM (efepallbHBIM OpPraHOM HWCIOMHUTEIHHONH BiacTH (3a
HCKIIIOUEHHUEM JIEKAPCTBEHHBIX MPENapaToB, COACPKAIINX HAPKOTUYECKUE CPEICTBA, ICUXOTPOMHbBIE BEIIECTBA
U HUX [OPEeKypcopbl, JIEKAPCTBEHHBIX IMpENaparoB, COACpXKAIIMX CHJIbHOACHCTBYIOIIUE  BEIICCTBA,
paarodapMaIeBTHIECKUX JICKAPCTBESHHBIX MPENapaToB, UMMYHOOHOJIOTMYECKUX JICKAPCTBEHHBIX MPENapaTos,
a TakKe JIEKapCTBEHHBIX TMpEnaparoB, IJIs KOTOPHIX B COOTBETCTBUM C HHCTPYKIUEU IO MPUMEHEHUIO
JIEKapCTBEHHOTO TIperapaTa yCTAaHOBJIEH TeMIepaTypHBIH peXuM XpaHeHHs Hibke 15 rpanycoB Llembcus,
CITUPTOCOAECPKAIIMX JIEKAPCTBEHHBIX MPENapaToB ¢ 00bEMHOMN JTOJICH 3TUIIOBOTO CITUPTA CBBIIIE 25 MPOIIEHTOB
U JICKQpCTBEHHBIX IIPENapaToB, M3TOTOBJCHHBIX aNTCUHBIMHU OpraHu3anusMu). KpUTepun BKIOYCHHS
JICKapCTBEHHBIX TpEnaparoB U (hapMaKOTEPaeBTHUECKUX TPYIIT JIEKAPCTBEHHBIX TPENapaToB B YKa3aHHBINA
nepeueHb ycrtaHaBnuBatoTcs [IpaBurenbctBoM Poccuiickoin @enepanuu. [lonoxxkeHus HAacTosIIed cTaTbu He
pacmpoCTpaHsIOTCs Ha JIEKapCTBEHHBIE Iperaparbl, OTIyCKaeMble OECIIaTHO WM CO CKHIKOH TIpa)KIaHaM,
MMEIOIINM TIPaBo Ha oOecrieueHue JIEKapCTBEHHBIMH IIPETapaTaMy 3a CUET CPENICTB OFO/KETHBIX aCCUTHOBAHHH
(henepanpHOTO OOKETa M OFOKETOB CyObeKkTOB Poccuiickoit denepanuu.

Hupopmayusn 06 usmenenusx: Yacmo 3 usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
ascycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

3. YdacTHHKaMH SKCIIEPUMEHTa SBIISIOTCS YIIOJIHOMOYEHHBIH (heflepanbHbBIi OpraH WCHOJHUTEIHHON
BIIACTH, YIOJHOMOYEHHBIE HCIIOJNHHUTEIbHBIE OpraHbl CyObekToB Poccuiickoit dDepeparuu, MeTUIIMHCKHE
OpraHM3allMY U alTeYHBIC OPTaHU3AIMU, COOTBETCTBYIOIINE TPEOOBAHUSIM, YCTAHOBIEHHBIM B COOTBETCTBUU C
YyacTbto 4 HacTosIel cTaThu.

4. TonoxeHne o mopsiake MPOBEACHHS SKCIEPHMEHTa, B TOM YHCJIEe TPEOOBAHMS K METHIIMHCKUM
Oopranuvsanuiam u alITCYHbBIM Oopranuvsanusim, ABJIAIOMIUMCA  y4YaCTHUKaMU OKCIICPpHUMCHTA, MopAa0K
OCYIICCTBIICHUA pOSHH‘IHOﬁ TOProBJIM JICKAPCTBCHHBIMU TIIpCriaparaMyd i1 MCEIUIIUHCKOTO IPHUMCHCHMHA,
OTITyCKaeMBIMH TI0 PELENTY Ha JIEKAPCTBEHHBII MpemnapaT, TUCTAHIMOHHBIM CTIOCO00M, TpeOOBaHUS K JOCTaBKE
TaKUX JICKAPpCTBCHHBIX IMPEIapaToB I'paxaaHaM, IIpaBujia BbIJIAYU pa3pCIICHUA Ha OCYILICCTBIICHUEC pOSHH‘IHOﬁ
TOPTOBJH JIEKAPCTBEHHBIMH IIperapaTaMy Ui MEAWIMHCKOTO MPUMEHEHHS, OTITyCKAaeMBIMHU TI0 PELenTy Ha
JIeKapCTBEHHBIA TIpemapaT, IUCTaHIWOHHBIM crocoboM, yTBepkmaercs IlpaButenscTtBoM Poccuiickoii
Oenepanuu. TpeOoBaHHUSA K aNTEYHBIM OPTaHHU3ANMAM, SBISTIONUMCS yYACTHUKAMH IKCIEPUMEHTA, HE MOTYT
OBITh HIDKE TPEOOBAHHIA, YCTAHOBICHHBIX K allTCUYHBIM OPraHU3aIMsIM B COOTBETCTBUH ¢ YacTbio 1.1 cTaTbu
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55 nHacrosiero denepaabHOrO 3aKOHa.

5. YIoJTHOMOYEHHBIHN (eiepanbHbIA OpraH UCTIOTHUTEIBHON BIACTH:

1) ocymecTBiseT METOAMYECKOE COIPOBOXKAEHHE OKCIEPUMEHTa, BKIOYas METOIUYECKOe
COIIPOBOXIEHUE CATEJBHOCTH MEAMLMHCKMX OpraHM3aldil M anTe4YHbIX OpraHu3aluil, yd4acTBYIOIIUX B
9KCHEPUMEHTE, 110 0(hOPMIICHHIO, HCIIOIb30BAaHUIO M XPAHEHHIO PEIICTITOB Ha JEKapCTBEHHBIN Ipenapar, B TOM
yrcie chOpMUPOBAHHBIX B (POpME 3IEKTPOHHBIX JOKYMEHTOB;

2) npencrasiset B IlpaBurensctBo Poccuiickoit @enepanyy npeaBapUTeNbHbIN (B IEPHOA MIPOBEACHUS
9KCIEpUMEHTa, HO HE MO3JHEee 4YeM 3a JBa Mecsla 10 WCTEUCHHUS CpOKa MPOBEACHUS JKCIICPUMEHTa) M
WUTOTOBBIM (TI0 OKOHYAHUM JKCIEPUMEHTA, HO HE IO3JHEE YeM uepe3 JABa Mecslla MOCcle MCTEUEHHUs Cpoka
MPOBEICHHS IKCIIEPUMEHTA) JOKJIAIbl O pe3yJbTaTaX MPOBEACHUS SKCIICPUMEHTA U MPEIJIOKEHUST O BHECCHUH
U3MEHEHHH B 3aKOHO4ATENbCTBO 00 00palleHnH JIEKAPCTBEHHBIX CPEJICTB.

Hupopmayus 06 uzmenenusix: Yacme 6 uzmenena c 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

6. YIIOTHOMOYEHHBIN UCTIONTHUTENBHBIN OopraH cyobekta Poccuiickoii @enepanmu:

1) BIIpaBe yCTaHOBUTH OCOOEHHOCTH MPOBECHHS SKCIIEPUMEHTA;

2) yTBep)KIaeT MOPsI0K 0TOOpa MEIUIIMHCKUX OPTraHU3aIMil U alTeUYHBIX OpTraHW3aIMi AJIs y9acTHs B
9KCIIEPUMEHTE, a TaKKe MPOBOJUT TaKOW OTOOp W YTBEp)KIAaeT IepedueHb MEOWIMHCKUX OpTaHHu3aluid U
IepedeHb anTeYHBIX OpPTaHHW3alHi, COOTBETCTBYIOIINX TPEOOBAaHUSAM, yCTAHOBIEHHBIM B COOTBETCTBHH C
YaCTbtO 4 HACTOSINEH CTAThH, U SBJISIONIMXCS YYaCTHUKAMH DKCIIEPHUMEHTA;

3) ocymiecTBIsieT MOHHTOPWHT TIPOBEICHHUS OKCIEPUMEHTa W MPEJCTAaBISET €ro pe3ylbTaThl B
YIOJTHOMOYEHHBIH (heiepabHbI OPTaH UCTIOTHUTEIHHON BIIACTH;

4) of0ecrnieunBaeT WHPOPMAIMOHHO-TEXHUYECKOE oOOecredeHue TMPOBEACHHUS  DKCIIEPUMEHTa
MOCPECTBOM HCIIOJIb30BaHUSl TOCYJapCTBEHHOW HMH(MOPMALMOHHONW CUCTEMBI B cdepe 3ApaBOOXPaHEHHS
cyobekta Poccmiickoit ®enepaurn w (WIM) MEAMUMHCKHX HWH(QOPMAIMOHHBIX CHCTEM MEIUIMHCKUX
OpraHu3aluii, SBJISIONIMXCS YYaCTHUKaMHU 3KCIIEPUMEHTA, U UX B3aUMOJICUCTBUS C €JUHOMN rOCyJapCTBEHHOM
UHGPOPMAIIMOHHOW CUCTEMOM B chepe 31paBOOXPaHCHUSI.

Hupopmayus 06 uzmenenusix: Yacme 7 uzmenena c¢ 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

7. MenunuHCKHE OpraHM3allid M anTeyHble OpraHu3alMy BIIpaBe OTKa3aTbcsl OT Yy4yacThd B
9KCIIEpUMEHTE, I0/IaB B YIOJHOMOYEHHBIM HCIOJHUTENBHBIN opraH cyObekra Poccuiickoit ®expepanuu
COOTBETCTBYIOIIIEE 0OpalleHne B MMCbMEHHON GopMe.

8. AnrteyHple OpraHW3alVH, SBISIOMIAECS YYaCTHUKAMHU SKCIIEPUMEHTa, OOsf3aHbI IPH MpoAake
JUCTaHIMOHHBIM CIIOCOOOM JIEKapCTBEHHOTO IpenapaTa A MEAWLUHCKOTO IPUMEHEHUs, OTIYCKaeMOIo IO
peLenTy Ha JIEKapCTBEHHBIN Ipenapar, 00ecleunTh PH OCYIIECTBICHUH AOCTaBKU NACHTH()UKALIUIO JINYHOCTH
rpaXkJJaHWHa, TOJIYYaloIIero TaKOW JIEKapCTBEHHBIM Ipenapar, B LENAX YCTAHOBJIEHUS COOTBETCTBUS €rO
JUYHOCTH M JIMIIA, YKa3aHHOT'O B PELENTEe Ha JEKapCTBEHHBIN Npenapar (€ro 3aKOHHOTO MPeACTaBUTENs), THO0
JMLA, YHNOJHOMOYEHHOTO JIMLOM, YKa3aHHBIM B pELENTE Ha JIEKapCTBEHHBIH mpenapaT (ero 3aKOHHBIM
MpeaCcTaBUTEIIEM), Ha MOJyYeHUE JIEKapCTBEHHOTO Tpenapara (anee B HaCTOSIIIEH cTaThe - JIMLO, YKa3aHHOE B
peuenTe (3aKOHHBIN NPEICTABUTEIND, YIIOTHOMOUYEHHOE JIUIIO).

9. JIuno, ocyuiecTBIAIONIEE JOCTaBKY JIEKapCTBEHHOrO Ipernapara Ui MEAMLIHUHCKOTO NMPUMEHEHHS,
OTIIyCKAaeMOro 10 PEelenTy Ha JICKapCTBEHHBIHN IpenapaT, 0053aH0 NOTpe0OBaTh y IpaXJaHUHA, HOITYYaroLIero
TAaKoOil JIEKapCTBEHHBIM IMpemapar, NpPeabsIBUTh JOKYMEHT, VYAOCTOBEPSIOIMIMKA €ro JIMYHOCTb, JUIA
WACHTU(QHUKALUN JIMYHOCTH O3TOT0 TPaKIaHWHA M YCTAHOBICHHS COOTBETCTBUSI €r0 JMYHOCTH M JIHIIA,
YKa3aHHOTO B peIlenTe (3aKOHHOTO IIPEeICTaBUTENs, YMOJHOMOUYEHHOro Juma). B cimyuae BbISBICHHA
HECOBIAJEHNs JUYHOCTH TPaKJaHMHA, IOIYYaroIlero JIEKAPCTBEHHBIN IpemnapaT, W JIMIA, yKa3aHHOTO B
peuente (3aKOHHOI'O IPEACTaBUTEJNS, YIOJIHOMOYEHHOIO JIMIA), a TAKXKE B Clydae OTKaza TIpakKAaHHUHA,
MOJTy4YaIOUIET0 JIEKAPCTBEHHBIM Ipenapar, MpeabsSBUTh TOKYMEHT, YAOCTOBEPSIONIMH €ro JHMYHOCTh, JIUIO,
OCYIIECTBIISIOIIEE JOCTABKY JIEKAPCTBEHHOTrO Mpenaparta Uil MEIUIMHCKOrO NMPUMEHEHHUS, OTIIyCKAaeMOro I10
pelenTy Ha JIEKapCTBEHHBIM Ipemnapar, o0s3aHO BEPHYTb TaKOH JIGKapCTBEHHBIH IpernapaT B alTE4HYIO
OpraHN3aLHIO.

10. IoxnTBepxkneHueM ¢axTa nepeaadn JeKapCcTBEHHOTo Mpenapara A MEAMLUHCKOrO IPUMEHEHHS,
OTITyCKAaeMOI0 [0 peleNnTy Ha JIEKapCTBEHHBIM IpemapaT, JUIy, yKa3aHHOMY B peLenTe (3aKOHHOMY
MIPEICTABUTENIO0, YIIOJTHOMOYEHHOMY JIMILY), SIBJISIOTCS KAcCOBBIM 4eK W MOAMHUCH JIMIA, TMOTYYMBIIETO TaKoH
JIEKapCTBEHHBIN TIpernapar, Ha JOKYMEHTE O MOJYYEHHH TaKOro JIEKapCTBEHHOTO TNpemnapara mo opme,
YTBEPXKIAAEMOW YIOJIHOMOYEHHBIM (e/iepajbHbBIM OpPraHoM HCIOJNHUTENbHON BiacTH. [locime mnepemayn
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JICKapCTBEHHOTO TIperapara JIMIly, YKa3aHHOMY B pelente (3aKOHHOMY TPEICTaBHUTENI0, YITOITHOMOYCHHOMY
J'[I/II_Iy), OTOT AJOKYMCHT INEPCAacTCA JIMIOM, OCYIICCTBUBIIUM JTOCTABKY TAaKOT'O JICKAPCTBECHHOTO IIp€riapara, B
anTEe4YHYI OpraHU3alluIo, OCYLIECTBUBIIYIO OTIYCK JIEKApCTBEHHOIO IpemapaTta. B ciydae BbLIBIEHHA NpH
nepeAadye JMIly, YyKa3aHHOMY B penente (3aKOHHOMY IPEICTAaBUTENI0, YIOJIHOMOYEHHOMY JIMILY),
JICKapCTBEHHOTO Impenapara ()akToB MEXaHHYECKOro TOBPEXKICHHS €ro WIM €ro YHNakOBKH TaKOH
JICKapCTBEHHBIN IpenapaT JUIOM, yKa3aHHBIM B pelenTe (3aKOHHBIM MPEACTaBUTENEM, YIOJIHOMOYEHHBIM
JIMLIOM), HE IPUHUMAETCSI XU BO3BpaLIaeTCs 0€3 ero OIIaThl JIMIY, OCYLICCTBUBILEMY JOCTABKY JIEKAPCTBEHHOTO
npemnapaTa 1 00ecleyBarOIEMy €0 BO3BpAT B alITCYHYIO OPTaHU3ALHIO.

11. 3a nHapymenus 3akoHomarenbcTBa Poccuiickoit ®denepaunu, cOBEpIEHHbIE MPU NPOBEICHUN
OKCIICPpUMCHTA, €TI0 YYAaCTHHUKU HECYT OTBCTCTBCHHOCTb, YCTAHOBJICHHYIO 3aKOHOJATCILCTBOM Poccuiickoit
denepanuu.

12. KoHTponb 3a WCHONHEHHWEM TpeOOBAaHWM, CBA3aHHBIX C MPOBEICHHEM OKCIEPHUMEHTA,
ocymiecTBIsieTcs (pellepaibHbIM OPTaHOM UCIIOJIHUTEIBHOM BIACTH, OCYIIECTBISIONIMM (DYHKIIUHU 110 KOHTPOIIIO
U HaJa30py B cdepe 37paBOOXpaHCHUs, B MOpsjKe, ycTaHoBieHHOM PefeparibHbiM 3aKOHOM ot 31 utons
2020 roma N 248-®3 "O rocyaapcTBEHHOM KOHTpOJe (Haa30pe) W MyHHIIUIIATLHOM KOHTpoJIe B Poccuiickoii
®denepanun.

CrtaTtba 56. M3rorosieHne 1 OTIYCK JIEKAPCTBEHHBIX MPEapaToB

T'APAHT: CMm. EaovHblie npaBuna ohopMileHHS JIEKAPCTB, IMPUTOTOBIISIEMBIX B AlTEYHBIX YUPEKICHUIX
(IpeANPHUATHSIX) PA3IUIHBIX (GOPM COOCTBEHHOCTH, YTBEPXKI€HHbIE MHUHHUCTEPCTBOM 3JpaBoOXpaHeHus PdD
ot 24 mrons 1997 r.

Hupopmayusn 06 usmenenusx: Yacmo [ usmenena ¢ 1 mapma 2025 2. - ®edeparsibHbil 3akoH om 30
oekabps 2021 2. N 463-D3
CmMm. bydywyro pedakyuro
Yacmo 1 usmenena c 1 cenmsops 2023 2. - @edepasibHbIl 3aKOH om 5 0exabps 2022 2. N 502-D3
Cwm. npedbidywyto pedakyuro

1. UsroroBieHue JEKapCTBEHHBIX MPENapaToB aNTEYHBIMU OpraHM3alMsIMH, BETEPUHAPHBIMU
anTEeYHbIMU OpPTaHU3alMAMH, UMEIOLIMMH JIMLCH3UI0 Ha (apMaleBTHYECKYIO NESITENbHOCTh, OCYLIECTBIISETCS
mo peuentaMm Ha JiekapCTBeHHble npenapaTbl, Ho TpeOoBaHMAM MEIUIHMHCKUX OpraHU3aluH,
BETEPUHAPHBIX OpPraHU3alMi B COOTBETCTBUU C MPaABUITAMU U3TOTOBIEHUS U OTIIYCKA JIEKAPCTBEHHBIX
npenaparoB, YTBEPKACHHBIMHU YIIOJTHOMOUYEHHBIM (heiepabHBIM OPTaHOM HCIIONTHUTEIBHON BIACTH.

Hupopmayus 06 uzmenenusix: Yacme 2 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

2. Ilpu M3roTOBIEHUM JEKAPCTBEHHBIX IPENapaToB anTeUHbIMH OpraHU3alUsIMH, BeTepUHAPHBIMU
AIITCYHBIMU OpI‘aHI/I?;a]_II/ISIMI/I, UMCHOIIIMMU JIMIICH3UK Ha @apMaueBTquCKon JACATCIBHOCTD, I/ICHOJ'II)?;YIOTCH
JICKApCTBEHHBIC IMpermaparbl U (Wik) (apMmalieBTHUECKUE CYOCTAaHIIMH, BKJIIOYCHHBIC COOTBETCTBEHHO B
rOCYIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB JIJISi MEIUIIMHCKOTO TPUMEHEHHUS], TOCYJapCTBEHHBIN peecTp
JICKApCTBEHHBIX CPEACTB I BETEPUHAPHOTO MPHMEHEHHUS, E€OUHBIA peecTp 3aperHCTPHUPOBAHHBIX
JICKApCTBEHHBIX CpeACTB EBpasuiicKOro SKOHOMHUYECKOIO COM03a, CAMHBIM PEeCTp 3aperHCTPHUPOBAHHBIX
BETCPUHAPHBIX JICKAPCTBCHHBIX IMpENnapaToB EBPasHiiCkOro 3KOHOMHUYECKOTO COK03a B YCTAHOBICHHOM
nopsinke. He JomyckaeTcs W3rOTOBJCHUE AaNTEYHBIMM —OPTaHU3AIMSIMH, BETEPUHAPHBIMH  ANTCYHBIMU
OpraHM3alUsIMHU, UMEIONIMMHU JUIEH3UI0 Ha (papMalleBTHYECKYI0 AESTEIbHOCTh, JISKAPCTBEHHBIX MPENapaToB,
3aperucTpupoBaHHbIX B Poccuiickoit denepanuu nu00 B COOTBETCTBUH C aKTaMH, COCTABJISIONIMMHU IPABO
Coro3a.

Hupopmavyus 06 usmenenusx: Yacme 3 usmenena ¢ 1 cenmsabpa 2023 2. - ®edepasibHbIl 3aKOH om 5
oexabps 2022 2. N 502-D3
Cwm. npedbidywyro pedakyuro

3. MapknpoBka reKkapCTBEHHbIX MpenapaTtoB, HW3rOTOBJICHHBIX ANTEYHBIMUA OPTaHHU3AIUSIMH,
BETCPUHAPHBIMU alTCYHBIMU OPTaHU3ALUSIMHU, UMCIOIIUMU JIMIICH3HIO Ha (PapMaIleBTHUECKYIO ACSITEIbHOCTD, H
oopMiteHHEe TaKMX MPENnapaToB JOKHBI COOTBETCTBOBATH MpaBHIaM, YKa3aHHBIM B YacTW 1 HacTosmiei
CTaTbhH.

Hupopmayus 06 usmenenusix:  Yacmo 4 usmenena c¢ 1 cenmsabps 2023 2. - @edepasibHbll 3aKOH om 5
oexabps 2022 2. N 502-D3
Cwm. npedbidywyto pedakyuro
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4. Anreunsie opraHuvsanyvu, BETCPHUHAPHBIC aIITCYHBIC OpraHu3aliy, WMCIOMIUC JIMICH3UIO Ha
(hapMaIreBTUYIECKyI0 JEATeIFHOCTh, HECYT OTBETCTBEHHOCTH 3a HECOOIOJCHUE TMPaBUI W3TOTOBJIICHHUS U
OTIyCKa JIEKApCTBEHHBIX MPEMapaToB B COOTBETCTBUU C 3aKOHOJaTEILCTBOM Poccuiickoit Denepanuu.

T'APAHT: CM. KOMMEHTapuUK k cratbe 56 HacTosmero deaeparbHOTO 3aKOHA

Hupopmayus 06 usmenenusx: Cmamos 57 usmenena ¢ 1 mapma 2025 2. - @edeparibHbIl 3aKOH om 8
ageycma 2024 2. N 292-D3
Cwm. npedbidywyto pedakyuro

Cratbsa 57. BanperieHne npoaaxu OTACIbHBIX JCKAPCTBEHHBIX CPEIICTB

1. 3ampemaercs mponmaxa (haabCUPUITIPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HETOOPOKAUYEeCTBEHHBIX
JIEKapCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEICTB.

2. 3ampermaeTcs mpoaaxa:

1) nexapCTBEHHBIX NPENapaToB AJIS MEAUIMHCKOTO INPUMEHEHHs, B OTHOLICHUH KOTOPBIX B CHCTEME
MOHHUTOPHHTIA IBUKEHHS JIEKAPCTBEHHBIX IPENapaToB A MEAULIUHCKOrO MPUMEHEHNS OTCYTCTBYIOT CBEICHHUS
0 HAaHECEHHWH CPE/CTB MACHTU(HUKALNY U (MIIM) CBEICHHUS O BBOJIE B IPaXXJaHCKUN 000POT;

2) IneKkapcTBEHHBIX IpemaparoB Uil MEOULIUHCKOTO TNPUMEHEHHS, B OTHOLICHHH KOTOPBIX
OCyIIecTBICHA OJOKUPOBKA BHECEHHS B CHCTEMY MOHHTOPHHTA IBM)KEHHS JEKapCTBEHHBIX MpEnapaTroB IUIs
MEIUIMHCKOTO TMPHUMEHEHHSI CBEJACHUH O BBOJEC B TPaXKAAHCKUA 000poT, 00 000pOTEe WM O MpeKpalieHUH
o0opoTa;

3) JeKapCTBEHHBIX MpEenaparoB JUIsi MEAMIHWHCKOTO TPHUMEHEHHUS, TPUMEHEHHE KOTOPBIX
MIPUOCTAHOBJICHO MO PEUICHUIO YIIOIHOMOYEHHOTO (eiepallbHOr0 OpraHa UCTIOHUTEIBHOM BIACTH;

4) nexkapCTBEHHBIX NPENaparoB Ui MEIUIIMHCKOTO TPUMEHEHHs, TPaKIAHCKHH 000pOT KOTOPBIX
MIPEKpaLICH;

5) neKapCTBEHHBIX MIPENapaToB Al MEAULIMHCKOTO IPUMEHEHUS, CPOK TOJHOCTH KOTOPBIX HCTEK;

6) JeKapCTBEHHBIX IPENaparoB Ais MEIULMHCKOTO TNPHUMEHEHHS, B OTHOIIEHMHM KOTOPBIX HE
COOMIOIeHBI TPeOOBaHMS, OIPE/ICICHHbIE HA OCHOBAaHMM 4YacTu 5 ctatby 67 Hacrosmero denepaibHOrO
3aKOHa.

3. JleficTBue mMoONMOXKEHHHA YacTW 2 HACTOAIICH CTaThbU HE PACIpOCTPaHSETCS Ha JIEKapCTBEHHBIC
npenaparhbl, ykasaHHble B YacTu 7.1 ctatbn 67 Hactosimero deaepanbHOro 3aKOHa.

4. TlopsOK TPUMEHEHHMsI TOJIOKEHH YaCTV 2 HACTOSILICH CTaThh M CPOKH HPUMEHCHUSI TaKoro
nopsjka ycranasinusarorcs IIpasurensctsom Pocculickoit @enepanuu.

T'APAHT: CM. KOMMeHTapum k cratbe 57 HacTosmero deaepanbHOTO 3aKOHA

Cratbsa 58. XpaHeHue 1ekapCTBEHHBIX CPEICTB

HUndopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oxmsabpa 2014 2. N 313-D3 6 uacmo 1
cmamou 58 nacmosuweco Pedepanbro20 3aKoHaA 6HeCeHbl usMeHeHus, 8CMYyrnaruwue 8 CUsy no ucmeyeHuu
mpuoyamu Onetl nocie ous 0huUuansbHoO20 orybruKo8aHus nazeantozo Pedepairbiozo 3aKoHA
CmM. mekcm Yacmu 8 npedbidywiel pedakyuu

1. XpaHCHI/Ie JICKAPCTBCHHBIX CPCIACTB OCYIICCTBIIACTCA IMPOU3BOJUTCIIAMUA JICKAPCTBCHHBIX CPEACTB,
OpranuvsanusamMu OINTOBOU TOPIroBJIN JICKaPCTBCHHLIMU CpeacTBaMu, alITCYHbIMU Opranuvs3anusamu,
BC€TCPUHAPHBIMH  AlITCUHBIMKU  OpraHu3alviaMH, HWHAUBUAYAJIbHBIMU JMPCANPUHUMATCIIAMA, HMCIOIUMU
JUICH3UI0 Ha (PapMaLeBTUYECKYD [OeATENbHOCTb WM JIMIEH3UI0 Ha MEAWIUHCKYIO JESTEIbHOCTD,
MEIUIMHCKAMY  OpPTaHM3alWsMH, BETEPUHAPHBIMA  OpPraHM3ANMsSIMH W  HWHBIMH  OpTraHU3aIIsAMH,
OCYIIECTBIISIOIIAMU ~ OOpaleHre JIEeKapCTBEHHBIX CpPEACTB. XpaHEHHWE JIEKAPCTBEHHBIX CPEICTB IS
BETEPHHAPHOTO MTPUMEHEHHS OPTaHU3aIUSIMHI ¥ HHIUBUAYAITBHBIMH MPEANPUHAMATEISIMA B CITy4asiX, €CIIA OHH
HCTIONIB3YIOTCS MCKIIFOUYUTENHFHO TP Pa3BeJICHUH, BHIPAIIMBAHUHN, COJACPKAHUN W JICUCHUH KUBOTHBIX, MOXKET
OCYIIECTBIIATHCS O€3 MOTyYCSHHUS JIUIICH3UN Ha (PapMaIleBTHYECKYIO NI TENbHOCTb.

2. MpaBuna xpaHeHus JIEKAPCTBEHHBIX CPEICTB YTBEPKAAIOTCS COOTBETCTRYIONINM YIIOJTHOMOYEHHBIM
(henepanbHBIM OpPraHOM UCIIOJTHUTEIBHOM BIIACTH.

3. XpaHeHHE HapKOTHYECKHX JIEKAPCTBEHHBIX CPEJICTB, ICUXOTPOIHBIX JIEKapCTBEHHBIX CPEJACTB,
paarodapMaleBTHIECKUX JICKAPCTBEHHBIX CPEJICTB OCYIIECTBIIIECTCS B COOTBETCTBUU C 3aKOHOLATENLCTBOM
Poccuiickoii @enepanuu.

T'APAHT: CM. KOMMeHTapuu k cratbe 58 HacTosmero deaepanbHOTO 3aKOHA

Hngpopmayus 06 usmenenusx: @DedepasnibHbIM 3aKOHOM om 25 oekabps 2012 2. N 262-D3 znasa 10
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Hacmosuwe2o PedepaivbHo2o 3aKOHA 0onoiHeHa cmamvei 58.1, ecmynarouwel 8 Cusly no ucmevenuu cma
gocbmudecsamu Onell nocie OHs 0huluaribHo20 ornybuKo8aHus naszeanno2o PedepanbHo2o 3aKOHA

Cratba 58.1. IIpeaMeTHO-KOIMYECTBEHHBI yUYET JIEKAPCTBEHHBIX CPENCTB IS MEIUIIUHCKOTO
TIPUMEHEHUS
1. IlepeueHb JEKAPCTBEHHBIX CPENCTB Ui MEIWIIMHCKOTO TPUMEHEHHs,  IOJIEKAIIIX
MIPEIMETHO-KOIMYECTBEHHOMY ~ Y4Y€Ty,  YTBEpXKIAeTCs  YIMONHOMOYEHHBIM  (eiepalibHBIM  OpPTraHOM
HCITOJIHUTEILHOH BJIACTH.

Hupopmayus 06 usmenenusx: ®edeparibHbIM 3aKoHOM om 3 utoasa 2016 2. N 305-D3 6 uacme 2 cmamovu
58.1 nacmosieco @edepanbro2o 3aK0HA BHEeCEeHbl USMEHEHU
Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

2. lNMopsOoK BKITFOYECHHUS JIEKAPCTBEHHBIX CPEACTB JUIS MEIMIIMHCKOTO MPUMEHEHUs B MepeYeHb
JICKApPCTBEHHBIX CPEJCTB Il MEAUIIMHCKOTO MTPUMEHEHUS, TIOJICKANUX MPEAMETHO-KOJIMYECTBEHHOMY Y4eTY,
YCTaHABIMBACTCS YIIOJHOMOYCHHBIM (heiepalIbHbIM OPTaHOM HCIIOJIHUTENBHON BIACTU 1O COTJIACOBAaHUIO C
(enepa’abHBIM OPTaHOM HCIIOTHUTEILHON BIACTH, YIIOJTHOMOYEHHBIM B c(epe BHYTPEHHUX Jedl.

3. IIpenMeTHO-KOMUYECTBEHHBIA YUET JICKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO TIPUMECHECHHS BEIYT
IMPOU3BOJUTCIIN JICKAPCTBCHHBLIX CPCIACTB, OpraHu3alyn OINTOBOM TOPIroBJIN JICKAPCTBEHHBIMU CpPCIACTBAMU,
AIlITCYHBIC OpraHU3ali, UHAWNBUAYAJBbHBLIC MPEANIPUHUMATEIIN, UMCIOIIUEC JIMICH3UIO Ha (I)apMaHeBTI/ILICCKYIO
NEeSITeNbHOCTh WM JIMIEH3WIO HA  MEOUIIMHCKYIO JIeATENbHOCTh, M MEAWIWHCKAE OpraHU3aIiw,
OCYIIECTBIISIOMNE 0OpalieHne JeKapCTBEHHBIX CPECTB I METUITMHCKOTO MMPUMEHEHHS, ITyTeM PErHCTpanun
TOOBIX CBS3aHHBIX C UX OOpaIIeHueM OTEPAIHid, TPH KOTOPBIX U3MEHSIETCS MX KOJTUIECTBO U (WIJIM) COCTOSTHHE,
B CrieyuarnbHbIX >XypHarnax ydera omepainuii, CBA3aHHBIX C OOpalleHHeM JIEKapCTBEHHBIX CPEICTB IS
MEIMIIMHCKOTO IPUMEHEeHHS (J1ajiee - CrienaibHbIe KypHAIHI).

4. lMpaBuna perucTpanuu ONEPaIUil, CBA3aHHBIX C OOpalleHHEM JEeKAPCTBEHHBIX CPEACTB JUIs
MEJMIIMHCKOTO TPUMCHEHUS, BKJIIOYCHHBIX B IIEPCUCHb JICKAPCTBEHHBIX CPEJACTB JUIS MEIUIIUHCKOTO
MIPUMEHEHUS, TOJUICKAIINX MPEIMETHO-KOJUYECTBEHHOMY YUYeTy, B CICIHMAIbHBIX JKypHajdax W MNpasura
BC€ACHHUA M XPAaHCHHUA CICIUAJIBHBIX XYPHAJIOB YTBCPXKIAAIOTCA YIIOJIHOMOYCHHBLIM (be[[epaﬂI)HI)IM OpraHom
WCIIOJHUTEIbHOMN BIIACTH.

Hnupopmayus 06 uzmenenusix: Yacme 5 usmenena c 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

5. KouTposib 3a cOONIOJICHMEM TMpPaBWJI PETUCTPALMU  OIEpallvii, CBS3aHHBIX C OOpalleHUueM
JIEKapCTBEHHBIX CPENICTB ISl MEIUIIMHCKOTO MPUMEHEHUS, BKIIFOUEHHBIX B MEPEUCHb JICKAPCTBEHHBIX CPEJICTB
UL MEIWIIMHCKOTO TIPUMEHEHWsI, TOUICKAINX IPEAMETHO-KOJIMYECTBEHHOMY YYeTy, B CIICIHAIbHBIX
KypHaJlaX, a TakKe 3a COOIOJICHHEM IPaBMII BEJCHHS M XPaHEHHS CIICIUAIBHBIX XYPHAJIOB BO3JIaraercs Ha
YHOJTHOMOYEHHBIE (eepalbHbIe OpPTaHbl HCIIONHUTENFHOW BIIACTH W HWCIIOJHHUTENBHBIE OpraHbl CyOHEKTOB
Poccuiickoit  ®denepanuy, OCYLIECTBISIIOIINE JIHUICH3UPOBAHUE IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPENCTB,
(hapmManeBTHYECKOH NIEATENIbHOCTA ¥ MEAMIUHCKON JesITeNbHOCTH, W OCYIIECTBIIETCS B  paMKax
JUIIEH3HOHHOTO KOHTPOJIS.

T'APAHT: CM. AOMUHUCTPATUBHBIA pernameHT wucnondeHus PenepanbHON CiyK00H 1m0 HAA30py B
cthepe 3ApaBOOXpaHEHHUS TOCYNAPCTBEHHOW (YHKIMHA TI0 OCYIIECTBICHHIO JIMIIEH3HOHHOTO KOHTPOJIS
(hapMareBTHICCKON IeATEIHPHOCTH, YTBEPKICHHBIN MPUKasoM MwunzapaBa Poccun ot 1 centsops 2017 T.
N 585H
CM. KOMMeHTapuu k cratbe 58.1 Hactosmero denepanbHOro 3aKoHa

I'naBa 11. YHHUYTOXKEHUE JIEKAPCTBEHHBIX CPEICTB

Cratbsa 59. OcHoBaHUS U MOPSIOK YHUUTOXKEHHS JICKAPCTBEHHBIX CPE/ICTB

Unpopmayus 06 usmenenusax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ yacme 1
cmamosu 59 HacmoAueco (Dedepaﬂbﬂoeo 3AKOHA 6HEeCEHbl UBMEHEHUA, ecmyrlaiouwe 8 CUﬂy @ ] UroJiA
2015 2.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

1. HemoOpokadecTBeHHBIE JICKAPCTBEHHBIE CPeICTBa, Pambcu(UIIMPOBaHHbBIE JIEKAPCTBEHHBIE CPEJICTBA
MOAJIeKaT M3IBATHIO W3 OOpalleHWs W YHHYTOXKEHHI0O B [OPSAOKE, yCTaHOBIEHHOM lIpaBuTenbcTBOM
Poccuiickoii ®enepanun. OcHOBaHHMEM IS YHHUYTOXCHHS JICKAPCTBEHHBIX CPEICTB SBIISICTCS pEIICHUE
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

BIIAJIEINIbIIA JICKAPCTBEHHBIX CPEJICTB, PEIICHHE COOTBETCTBYIOUIETO YHOJIHOMOYEHHOTO (hefepalbHOTO opraHa
WCTIOTHUTENHFHON BIIACTH N PEIICHUE Cya.

Hudopmayua 06 uzmenenusax: DedeparnbHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-@3 ¢ uacmo 2
cmamou 59 nacmoswezo PedepanbHo20 3aKOHA GHECEeHbl U3MeHenus, 8cmyrarowue 8 cusy ¢ 1 wons
2015 2.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

2. KoHTpaakTHble fiekapCTBEHHbIE CPeACTBa MOIekKAT U3bIATHIO U3 00paIleHUs U YHUITOXKECHHUIO
mo penieHuto cynaa. [MOPSOOK YHHUYTOXKEHUS KOHTpPa(aKTHBIX JICKAPCTBEHHBIX CPEICTB YCTAHABIHMBACTCS
IIpaButenscTBOM Poccuiickoit denepanuu.

3. Pacxompl, cBf3aHHBIE C YHUYTOXKEHHEM KOHTPA(aKTHBIX  JICKAPCTBEHHBIX  CPEJICTB,
HEJO0OPOKAYEeCTBEHHBIX  JIGKAPCTBEHHBIX  CPENCTB, (albCU(UIIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
BO3MEILAIOTCS UX BJIAJCIBLEM.

4. Bnamener| JeKapCTBEHHBIX CPEJIICTB JIOJKECH MPEJCTABUTh B YIIOJHOMOYCHHBIH (hefepaibHbIi OpraH
WCTIOJIHUTENFHOM BJIACTH JOKYMEHT WM 3aBEPEHHYI0 B YCTAaHOBJICHHOM [IOPSALKE ero KOIHIo,
MIOJITBEPIKAAIOIINE (PaKT YHUUTOKEHUS JIEKAPCTBEHHBIX CPEJICTB.

5. CooTBeTCTBYIOUIMI YIIOJIHOMOUYCHHBIH (DefepanbHblii OpraH MCIOJTHUTENFHON BIIACTH, MPUHSIBIINN
pelieHre 00 YHHUTOKEHUH JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIET KOHTPOJIb 33 X YHUUYTOKCHUEM.

6. VYHHYTOKCHHE JIGKAPCTBEHHBIX  CPEICTB  IMPOW3BOAWTCS  OPTAHHW3AIUSAMH, HMCIOIIUMHU
COOTBETCTBYIOIIYIO JIMIIEH3WIO, HA CHENHaIbHO OOOPYIOBAHHBIX IUIOMIAIKAX, MOJWUTOHAX W B CIENHAIBHO
000pyIOBaHHBIX IOMEIIEHHSIX C COONOJeHHEeM TpeOOBaHWH B 00NACTH OXpaHBl OKPYXKarolled cpeapl B
COOTBETCTBHHM ¢ 3aKOHOAATeNbLCTBOM Poccuiickoit denepanuu.

7. HapkoTmueckue JEeKapCTBEHHBIE CPENCTBA, IICHXOTPOITHBIE JIEKAPCTBEHHBIE  CPEJICTBA,
paarodapMaleBTHIeCKHe JIEKapCTBEHHBIC CPENICTBA YHUUYTOXKAIOTCS B COOTBETCTBHU C 3aKOHOLATENLCTBOM
Poccuiickoit ®enepanun.

T'APAHT: CM. KOMMeHTapuu k cratbe 59 Hacrosiero depepanbHOro 3aKOHA

I'naBa 12. I'ocynapcTBeHHOe pery/jupoBaHue LeH HA JeKapCTBeHHbIe MpenapaThl AJs MeIMIHHCKOT 0
NpUMeHeHUsI

CraTbsa 60. ['ocynapcTBEHHOE peryIMPOBAHUE IIEH HA JIGKAPCTBEHHBIC MPEnapaThl IIsi MEAUITUHCKOTO
MIPUMEHEHUSA

HUnupopmayus 06 uzmenenusix: Yacme 1 uzmenena ¢ 26 mapma 2020 2. - @edepasibHbIl 3aKOH om 26
mapma 2020 2. N 67-D3
Cm. npedbidywyro pedakyuro

1. TocymapcTBeHHOE peryaupoBaHHE II€H Ha JIEKAPCTBEHHBIC MpemapaThl s MEIUIIUHCKOTO
MPUMEHEHUS OCYIIECTBIIACTCS MOCPEICTBOM:

Unupopmayus 06 usmenenusix:  Ilynkm 1 usmenen ¢ 13 wons 2020 2. - @edepasibHbll 3aKOH om 13 wions
2020 2. N 206-D3
Cwm. npedbidywyto pedakyuro

1) yrBepxnenust [IpaButensctBoM Poccuiickoit denepaumn nepevHs >KM3HEHHO HEOOXOAWMBIX U
BaXHEHIIIMX JICKAPCTBEHHBIX IPENapaToB, KOTOpPHIA (OpMHpYETCS U HE peXe OJHOro paza B TOJ
IIEPECMATPUBAETCSI B YCTAHOBJICHHOM WM [OPSAJKE Ha OCHOBE KOMIUIEKCHOM OLIEHKH JIEKAPCTBEHHBIX
IIpenapaToB, BKIIOYAs aHAJIU3 CBEACHUIl O CPaBHUTENIBHOM KIMHHUYECKOH 3(dexkTuBHOCTH M Oe30macHOCTH
JIEKapCTBEHHOTO CPEJICTBA, OLCHKY 9KOHOMHYECKHX IOCIEICTBUI NMPUMEHEHHS JEKapCTBEHHOIO CPEICTBA H
H3y4YEeHHE NOMOTHUTEIBHBIX TOCIEACTBAN IPUMEHEHHS JIEKAPCTBEHHOTO CPEICTBA;

Hupopmauusn 06 usmenenusx:  Ilynkm 2 usmenen ¢ 7 uons 2019 2. - @edeparibHbIl 3aKOH om 6 uiows
2019 2. N 134-D3
Cwm. npedbidywyto pedakyuro

2) yTBepKAeHusI METOAVKM pacueTa MpeaebHbIX OTIIYCKHBIX IIEH IPOU3BOANTENEH Ha JIeKapCTBEHHbIC
IpenapaTsl, BKIIOUYEHHbIE B MIEPEYCHb )KU3HEHHO HEOOXOOUMBIX U Ba)KHEWIIMX JIEKaPCTBEHHBIX IPENaparToB, a
TaKKe BHEIPEHUS] MEXaHU3MOB ()OPMHUPOBAHHS CHCTEMBbI pe)epEHTHBIX LICH;

Hupopmayusn 06 usmenenusx:  Ilynkm 3 usmenen ¢ 7 wons 2019 2. - @edeparibHbIl 3aKOH om 6 uiows
2019 2. N 134-D3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

3) rocymapCTBEHHOW PETUCTPAINH TPEIACIBHBIX OTITYCKHBIX II€H MPOU3BOAUTEICH Ha JIEKAPCTBEHHBIC
IIperraparhl, BKIIOUYEHHBIE B TIEpEYeHb )KM3HEHHO HEOOXOIUMBIX U BKHEHUIITNX JIEKAPCTBEHHBIX MTPETapaToB;

4) BemeHus rOCYy[apCTBEHHONO peecTpa MpeneibHBIX OTIYCKHBIX IIEH IPOW3BOJUTENEH Ha
JeKapCTBEHHBIC TpemnapaThl, BKIIOYEHHBIE B [EpPeYeHb IKU3HEHHO HEeOOXOMUMBIX U  BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB;

Hupopmayusn 06 usmenenusx: Ilynkm 5 usmenen ¢ 19 aseycma 2024 2. - ®edeparibHbIl 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

5) yTBepkaeHUs: METOAMK/ YCTaHOBJICHHMS MCIOJIHHUTEIBHBIMH OpraHamu cyObekToB Poccuiickoit
®denepanuy NpeneNbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK M IMpEIENbHBIX Pa3MEPOB PO3HUYHBIX HaA0aBOK K
(aKTHYECKHMM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOM3BOAMTEIISIMU JIEKAPCTBEHHBIX NpenapaTroB, Ha
JIeKapCTBEHHbIE MPENapaThl, BKIIOYEHHBIE B TIepeueHb KU3HEHHO HEOOXOJMMbIX M BaXKHEUIINX JIEKapCTBEHHBIX
IIpenaparos;

6) ycraHoBieHUs MPeerbHbIX Pa3MepPOB ONTOBBIX HAaA0ABOK M MPEAETHHBIX Pa3MEPOB PO3HHYHBIX
Han0aBOK K (AKTUYECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOHM3BOAMTEISIMH JICKAPCTBEHHBIX
MperapaToB, Ha JIEKapCTBEHHBIC TpEnaparhbl, BKIIOYEHHbIE B [EPEYEHb IKU3HEHHO HEOOXOIUMBIX H
BAKHEHUINUX JIEKAPCTBEHHBIX IIPENapaToB;

Hupopmayus 06 usmenenusx:  Yacmo 1 oononnena nynkmom 6.1 ¢ 1 cenmabps 2024 2. - @edepasibHbll
3aKoH om 30 saneaps 2024 2. N 1-D3

6.1) ompenenenusi IlpaButenbctBom Poccuiickoit @expepanuun mopsiika [EHOOOpa30BaHUS Ha
He3apeFI/ICTpI/Ip0BaHHI)Ie .HCKapCTBeHHI)Ie HpenapaTLI I MEOUIIUTHCKOT'O HpI/IMeHeHI/ISI, KOTOpBIe BBC3CHBI B
Poccuiickyto @enepanuio sl OKazaHUS METUIIMHCKON MOMOIIM IO >KU3HEHHBIM IOKa3aHUSM KOHKPETHOTO
MalUedTa U MeXIyHapOoJHbIe HENMAaTeHTOBAHHbBIE, WM TPYIIHUPOBOYHBIC, WIIM XUMHYECKHE HANMEHOBAHHSA
KOTOPBIX COIEPIKATCS B NEPEYHE )KU3HEHHO HeOOXOIMMBIX U BAXKHEHIIIHX JIEKAPCTBEHHBIX NIPEapaToB;

Hupopmayusn 06 usmenenusx: Ilynkm 7 usmenen ¢ 19 aseycma 2024 2. - ®edeparibHbIl 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

7) yTBepKACHUS MNOPSALKA BeIIauu NPennicaHii HCIOTHUTENLHBIM OpraHaM cyOonekToB Poccuiickoit
Qdenepani 0 TPHUBENSHHH B COOTBETCTBHE C 3aKOHOAATENhCTBOM Poccmiickoit Denepanuu pemeHuil 00
YCTaHOBJICHUH TIPENCIbHBIX Pa3MEPOB ONTOBBIX HAJ0AaBOK M MPECIBHBIX Pa3MEpPOB PO3HUYHBIX HaJ0ABOK K
(bakTHYECKMM OTITYCKHBIM II€HaM, YCTaHOBJICHHBIM MPOU3BOJAMUTEISIMA JICKAPCTBCHHBIX IpernapaToB, Ha
JICKapCTBEHHBIC MIPETIapaThl, BKIFOUECHHBIE B IEPEUCHD KU3HEHHO HEOOXOAMMBIX U BAXKHEUIIIHNX JICKAPCTBECHHBIX
MpPENapaToB, €CIM OHU IPHUHATHl C HapyLIEHHEM 3aKoHoAaTesnbcTBa Poccuiickoil denepanuu, B NOPSIKE,
ycraHoBiieHHOM [IpaButensctBoM Poccuiickoit denepanny;

Hupopmayus 06 usmenenusix: Ilynkm 8 uzmenen ¢ 19 aseycma 2024 2. - @edeparibHbIl 3aKOH om 8
aseycma 2024 2. N 232-D3
Cm. npedbidywyro pedakyuro

8) HampaBleHHS ~ YINOJHOMOYEHHBIM  (ellepalbHBIM  OpPraHOM  HUCIIOJNHHUTENBHOW  BIAacTH
WCTIOJHUTEIBHBIM OpraHaMm cyonekToB Poccuiickoit denepannu npeanrcannii 0 MIPUBEICHUH B COOTBETCTBUE C
3aKoHoJaTenbcTBOM Poccuiickoii ®@enepalii NPUHATHIX C HapyIIEHHWEM 3aKOHOJAATeNbcTBa Poccuiickoi
Qenepanyy pemeHni 00 YCTAaHOBJICHUU TMPEIENbHBIX Pa3MepOB OINTOBBIX HAA0ABOK M IPENENTbHBIX Pa3MepoB
PO3HMYHBIX Han0aBOK K IIeHaM Ha JICKapCTBEHHBbIE Ipenaparbl, BKJIIOYECHHBbIE B IEpEUYEHb >KU3HEHHO
HEOOXOIUMBIX M BaXHEHIINX JIEKAPCTBEHHBIX IPEIAPaToB;

Hupopmayusn 06 usmenenusx: Ilynkm 9 usmenen ¢ 19 aseycma 2024 2. - ®edeparibHbIl 3aKOH om 8
ageycma 2024 2. N 232-@3
Cwm. npedbidywyto pedakyuro

9) ocymectBierns (eaepaibHOrO TOCYJApPCTBEHHOTO Haa3opa B cdepe oOpaieHus JIeKapCTBEHHBIX
CPEICTB M PETHOHAIHLHOTO TOCYIAPCTBEHHOTO KOHTPOJISA 3a MPUMEHEHHEM IIeH Ha JIGKAPCTBEHHBIE MpenapaThl
COOTBETCTBEHHO YITOJHOMOYEHHBIMHU (DeJlepaTbHBIMHI OpraHaM¥ HCIIONIHUTENLHOUW BIACTH W UCTIONTHUTEIFHBIMU
opranamu cyObekToB Poccuiickoii denepanum coriacHO UX KOMIETEHIMH B MOPSOKE, YCTaHOBIEHHOM
[IpaButenscTBOM Poccuiickoii deaepanuu;

Hupopmavyus 06 usmenenusx: Ilynkm 10 usmenen ¢ 1 mapma 2020 2. - @edeparbHbili 3aKOH om 27
oexabps 2019 2. N 475-D3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

10) mnpumeHeHHS TPeIyCMOTPEHHBIX  3aKOHOAaTrenbcTBOM  Poccuiickoit  denepamum  mep
OTBETCTBEHHOCTH 3a HapyIlIE€HHUE MOpsAAKa LIEHOOOpa30BaHMUs HA JICKApPCTBEHHBIE IIpeNapaThl, BKIIOUCHHbIE B
repeYeHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX IIPENapaToB.

Hupopmayusn 06 usmenenusx: Cmamos 60 donoanena uacmoio 2 ¢ 26 mapma 2020 2. - @edepasibHbIl
3aKoH om 26 mapma 2020 2. N 67-D3

2. B ycnoBusix 4pe3sBbIMalHOW CUTyauud WU (WIM) IPU BO3HUKHOBEHUM YTPO3bl PACHPOCTPAHEHUS
3a0051eBaHus, IPEACTABIIAIONIEIO ONACHOCTh JUISl OKPY’KAIOIIUX, a TAKKE B CIydae, eCJId B T€UEHHE TPUALATH
KaJIeHJapHblX OHedl mnocne npunatus IIpaButensctBom Poccuiickoil @epepanuu penieHuss O MPOBEACHUU
MOHUTOPHHI2 PO3HHWYHBIX LI€H Ha JIGKAPCTBEHHbIC INpernaparbl, HE BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO
HEOOXOIUMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IIPENapaTroB, Ha TEPpUTOpUsAX cyObekToB Poccuiickoit
@denepanyu BBISBIEH POCT PO3ZHUYHBIX IIEH HA yKa3aHHBIE JEKapCTBEHHBIE MTPENapaThl Ha TPUALATH MPOIIEHTOB
n Oonee, IlpaButennbctBo Poccuiickoii @enepanun BOpaBe YCTaHOBUTH IpeleNbHBIE OTIIYCKHBIE IICHBI
MPOM3BOJNTENCH Ha yKa3aHHbIC JICKAPCTBEHHBIC Nperaparhl, NpeAcibHbIE pa3Mepbl ONTOBBIX HaJ0aBOK H
npeAeibHbIE pa3Mepbl PO3HUYHBIX HAN0aBOK K (DaKTHUECKHMM OTIYCKHBIM I[I€HaM MpPOHM3BOAMTENICH Ha
yKazaHHBIE JeKapCTBEHHBIE Tpemnapathl. [lepeueHs JIekapCcTBEHHBIX IMPenapaToB, HE BKIIOUEHHBIX B MEPEYEHb
KU3HEHHO HEOOXOIWMBIX W BAKHEHIIMX JIEKAPCTBEHHBIX MpEenapaToB, W [MOPSAAO0K ero (QopMHpOBaHHA
onpeaenstorca [IpaButensctBoM Poccuiickoit @enepanuu.

Hupopmayus 06 usmenenusix:  Cmamos 60 donoanena uacmoio 3 ¢ 26 mapma 2020 2. - @edepasibHbll
3aKoH om 26 mapma 2020 2. N 67-D3

3. B TedeHue neBAHOCTa KaJeHIAPHBIX AHEH co AHS yTBepxknaeHus llpaBurtenbctBom Poccuifckoit
Odenepanuy MepevHs, YKa3aHHOTO B YaCTW 2 HACTOSIIEH CTAaThbH, HE JOIMYCKAIOTCS pealn3anus U OTITyCK
BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX IPENaparoB IO LEHAM, NPEBBIMIAIOIINAM NPENEIbHBIE OTITYCKHBIC LIEHBI
MIPOM3BOJUTENEH Ha yKa3aHHbIC JIEKAPCTBEHHBIC Iperaparhl, NpeAeibHbIE pa3Mepbl ONTOBBIX HaA0aBOK H
IpefeNbHbIE pa3Mepbl PO3HHYHBIX HAA0aBOK K (DAaKTHUECKHUM OTIYCKHBIM LIEHaM IPOU3BOIUTENECH Ha
yKa3aHHbIE JIEKapCTBEHHbIE MTPENapaThl C yYETOM HaJIora Ha 100aBIEHHYIO CTOMMOCTb.

IF'APAHT:  Cwm. kOMMeHTapun k ctatee 60 HacTosmero deaeparbHOTO 3aKOHA

Huopmayusa 06 usmenenusx: Cmamus 61 usmenena c 7 utonsn 2019 2. - ®edeparibHbIl 3aKOH om 6 uions
2019 2. N 134-D3
Cwm. npedbidywyto pedakyuro

Cratba 61. TocymapcTBeHHas pervcTpaiys W HEPepPervCTpanus HPENeIbHBIX OTIMYCKHBIX IIEH
MPOM3BOANTENCH Ha JIEKAPCTBEHHBIE IIperaparhl, BKIIOUEHHBIE B TEpPEUYCHb >KU3HEHHO
HEOOXOMMBIX U BAYKHEUIIIHX JIEKAPCTBEHHBIX TIPENapaToB

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena ¢ 30 ansaps 2024 2. - @edeparbHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus vactu 1 (B pemaxuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3),
KacarolMecss IPENOCTaBIIEHUs TIOCYNAPCTBEHHBIX VYCIYIT MIPU OOpallleHUH JIEKAPCTBEHHBLIX CPEICTB JUISL
MeauuMUHCKoro npumenenus nocpenctsom EI'MC3 u (wum) ENIY, npumensatotca ¢ 1 gasapa 2026 .
PerncrpanvioHHBIE  VIOCTOBEPEHHUS JIEKAPCTBEHHBIX IPENApaToB I  MEOUIIMHCKOTO IIPHMEHEHHS,
MOATBEPXKAAIOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XKHOM HOCHTENE M JIyOJIHMKATHI
PETUCTPAIIMOHHBIX YOCTOBEPEHHN JICKAPCTBEHHBIX MPEMApPaTOB JIJIsl MEIUIIMHCKOTO MPUMEHEHUS ¢ | stHBaps
2026 r. HE BBIIAIOTCS

1. IlpenenbHas OTHyCKHas IieHa NPOWU3BOJUTENS Ha JIEKAPCTBEHHBIM MNpemnapaT, BKIIOUEHHBIH B
rnepeYeHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JIEKapCTBEHHBIX MPENapaToB, MOJICKUT TOCYAapCTBEHHON
peructpauun B MMOpsAAKe, ycrtaHoBieHHOM IIpaButensctBoM Poccuiickoir ®enepannu, Ha OCHOBaHUU
HaIpaBJICHHOTO MOCPEICTBOM €MHOr0 rnopTarna B yImoJTHOMOYECHHBIH (e/epalbHBId OpraH UCTIONIHUTEIBHOM
BJIACTH WJIM JIMYHBIA KaOWHET YIMOJHOMOYEHHOI'O (e/epalbHOIO OpraHa HCIONHUTENFHOW BJIACTH B €MHON
crcTeMe, TIOANMCAHHOTO YCHUIIGHHON KBAU(HUIMPOBAHHOW 3IIEKTPOHHOW MOAMUCHLI0 3asBICHUS JICpiKATENs
WJIH BIIQJIETIbIIA PETUCTPAMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO TIperapara (YIoJIHOMOYEHHOTO UM JIUIIA).

Hupopmayusn 06 usmenenusix:  Yacmo 2 usmenena c¢ 30 ausaps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N 1-D3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 2 (B pemakuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolyuecs IMPEeIOCTaBICHNS TOCYIapCTBEHHBIX VYCIYr IIPA OOpallleHWH JEKAapCTBEHHBIX CPEACTB IS
MEIULUHCKOro npumeHeHus nocpencrsoM ETMC3 u (wm) EMNTY, npumeHstoTca ¢ 1 susaps 2026 r.
PerucrpamuoHHble  YIOCTOBEPEHHS JIEKAPCTBEHHBIX IPENapaToB JUIS  MEIMIIMHCKOrO IMPHUMEHEHUS,
MMOATBEPKAAOIINE (DaKT TOCYIApCTBEHHON PpETHCTpAlM¥, HAa OyMa)XHOM HOCHUTENE M IyOJHMKAThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MTPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCSA

2. 3aperucTpupoBaHHas MpeAeibHas OTIYCKHas LIeHAa MPOU3BOAMTENS Ha JICKAPCTBEHHBIM Mpernapar,
BKJIFOUEHHBIN B MEPEYEHb KU3HEHHO HeOOXOUMBIX U BXHEHWIIUX JIEKAPCTBEHHBIX MPENapaToB, MOXKET ObITh
IIEpEPEruCTPUPOBaHa B CTOPOHY YBEJIIMUCHHS OAUH pa3 B KaJEHIAPHOM I'OJly HA OCHOBAaHMHU HAIPABIEHHOIO J10
1 OKTA0ps KaXJIOro TOAa TOCPEICTBOM EAVHOIO rMnopTara B YHNOJHOMOYCHHBIH (elepallbHblii OpraH
WCTIOTHUTENILHOW BJIACTH WJIM JIMYHBIM KaOWHET YITOJIHOMOYEHHOTO (elIepaibHOTO OpraHa HCIIOJHUTEIHLHOM
BJIACTH B €JWHOW CHCTEME, MOAMMCAHHOTO YCWJICHHOW KBATH(GHIIMPOBAHHOW OSNEKTPOHHOM MOAMNUCHIO
3asBJICHUS JEp)KaTellsl WIM BiaJelblla PETHMCTPALMOHHOTO YAOCTOBEPEHHMS JIEKapCTBEHHOTO IIpernapara
(YTIOTHOMOYEHHOTO UM JIIA).

Hupopmayus 06 usmenenusix: Yacme 3 uzmenena ¢ 30 smeaps 2024 2. - @edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yvactu 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacalolHMeCs] IPENOCTABICHUS I'OCYLAPCTBEHHBIX VCIAYI IPU OOPAILLEHMH JIEKAPCTBEHHBIX CPENCTB I
MeIuIUHCKoro npumenenus mnocpencrsoM EI'MC3 u (wmm) EMINY, npumeHstoTcs ¢ 1 sausaps 2026 r.
PerucrpanioHHBIE YOOCTOBEPEHUS JIEKAPCTBEHHBIX IMPENAparoB I MEOUIMHCKOIO IIPUMEHEHUS,
MOATBEPXKAAIOIKE (DAKT TIOCYIApCTBEHHOM pErMCTpaldd, HAa OyMa)KHOM HOCHUTEINE U JIyOJIMKATHI
PETUCTPAIMOHHBIX VAOCTOBEPEHHI JIEKAPCTBEHHBIX TPETAPaTOB ISk METUIIMHCKOTO MTPUMEHEHUS ¢ | stHBaps
2026 1. HEe BBITAIOTCS

3. 3aperucTprupoBaHHas TpeAeTbHas OTIYCKHAs IIeHa MPOM3BOAWTENS Ha JIEKapCTBEHHBIM Mperapar,
BKJIFOUEHHBIN B NEPEYEHb KU3HEHHO HEOOXOJUMBIX U BaXHEHIITNX JIEKAPCTBEHHBIX MPENapaToB, MOXKET ObITh
MIepepETUCTPUPOBAaHA B CTOPOHY CHIDKEHHUS HA OCHOBAaHWHM HAIPABIIEHHOTO IOCPEACTBOM €4WHOro rnoprana B
YIOJTHOMOUYEHHBIH (hefepanbHbIii OpraH HCIIONHUTENHLHOW BIIACTH WM JMYHBIM KaOWMHET YHNOJHOMOYEHHOTO
(denepanbHOTO OpraHa WCHOTHUTEIBHOW BIACTH B €IWHOW CHCTEME, TMOJANUCAHHOTO  YCHICHHOU
KBaTH(UITUPOBAHHOW ONIEKTPOHHOM MOAMUCHIO 3asBICHUS JEpXKaTeNs WIH BIaaelblla PErHCTPAI[HOHHOTO
YIOCTOBEPECHHUS JICKApCTBEHHOI'O Ipernapara (YIoJIHOMOYEHHOTO UM JIUIIA).

Hngopmayus 06 usmenenusx: Yacmo 4 uzmenena ¢ 30 sameaps 2024 2. - ®edeparsibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxenusa vactu 4 (B pemakumun PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacarollecsl IPENOCTaBIIEHNs IOCYJapCTBEHHBIX YCIYr HPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MenumuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (wmm) EMIY, npumeHsatoTcsa ¢ 1 sasaps 2026 r.
PerucrpaliMoOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO MPUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENE U JIyOJIHKATHI
PErUCTPAIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIOAIOTCS

4. Jlepxartenb WIM BIAJeNiel]l PETUCTPALMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO IIperapara
(YNoJIHOMOYEHHOE WM JIMIO) OOs3aH HANpaBUTh MOCPEJICTBOM ELVHOrO ropTara B YIOJIHOMOYSHHBIH
(henepanbHBIN OpraH UCHOTHUTEIHHON BIACTH WJIH JIMYHBIN KaOMHET YIOJTHOMOYEHHOTO (heJiepatbHOTO OpraHa
HCIIOJHUTEIBHON BJIACTH B €IMHOW CHUCTEME IMOANMCAHHOE YCHJICHHON KBaIU(HIIMPOBAHHON OJIEKTPOHHOM
NMOAMNVCHIO  3asiBICHHE O [EPEpPEerucTpaluy  3aperuCTPUPOBAHHONM  MPEACNIBHOM  OTIYCKHOW  LICHBI
MIPOM3BOAMTENS Ha JICKApCTBEHHBIH TIperapar, BKJIIOYEHHBIM B [EPEYEeHb J>KU3HEHHO HEOOXOIUMBIX H
BOKHEHIIINX JIEKAPCTBEHHBIX MPETapaToOB, B CTOPOHY CHI)KEHUS B CIIEAYIONINX CITyYasX:

1) cHIKeHUE IIEHbl B MHOCTPAaHHOHN BAJIIOTE Ha JIEKAPCTBEHHBIN Iperapar B CTPaHe MPOU3BOAUTENS U
(un) B cTpaHaX, B KOTOPBIX JICKAPCTBEHHBIN MpenapaTr 3aperuCTPUPOBaH W (WJIH) B KOTOPBIC TOCTABIISIETCS
MIPOU3BOAUTETIEM;

2) CHWKCHHE LICH Ha pe(epeHTHBIC JICKAPCTBEHHBIC IMpenaparbl B COOTBETCTBUH C [YHKTOM 1
HACTOAIICH dYacTh (UIsI  COOTBETCTBYIONIMX  BOCIPOW3BEICHHBIX, OHOAHAJIOTOBBIX  (OMOMOJOOHBIX)
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

JIEKapCTBEHHBIX MPENapaToB);

3) mpeBHINICHUE TPEACIIBHON OTITYCKHOW II€HBI Ha TIEPBBIA BOCHPOW3BEICHHBINH, OMOAHAIOTOBBINA
(6moToT00HBIN) JIEKAPCTBEHHBIN TpenapaT HHOCTPAaHHOTO MPOW3BOMCTBA HAA NPENEIhHOM OTITYCKHOHN IEHOMH
MIPOM3BOAMTENS Ha BTOPOW BOCIPOM3BEIACHHBIN, OMOAHATIOTOBBIA (OMOIIOMOOHEBIN) JICKApCTBEHHBIH Mperapar,
paccUMTaHHOU B COOTBETCTBUM C METOAMKOM, yTBepkaAeHHOU [IpaButensctBoM Poccuiickoit denepanny;

4) mpeBBIICHHE NPEIEIIEHON OTIYCKHOW IIEHBI Ha TEePBBI BOCHPOW3BEICHHBIN, OMOAaHAIOTOBBIH

(Ouomono0HBIM)  JIGKApPCTBEHHBIH Mpenapar NpOM3BOAMTENS TocyaapcTBa - wWieHa EBpasuiickoro
SKOHOMHYECKOT'O COI03a HaJl MPEAETbHON OTIMYCKHOM IIEHOM NMPOU3BOJMUTENS HA BTOPOH BOCHPOM3BEACHHBIM,
OunoaHanoroBblii  (OMOMONOOHBIN) JIEKAPCTBEHHBIM IpemapaT NPOU3BOAWTENS TOCyJapcTBa - 4JIeHa

EBpa3zuiickoro 3KOHOMHUYECKOIO COK033a, PACCUMTAHHON B COOTBETCTBUU C METOAMKOW, YTBEPKICHHOU
IIpaBurensctBOM Poccuiickoit denepanuu.

5. Tlopsaok nepeperucTpanuu 3aperuCTpUPOBaHHBIX MIPENEIBHBIX OTIIYCKHBIX LIEH IPOU3BOAUTEIIEH Ha
JICKaAPCTBCHHLIC IIp€riapaTrbl, BKJIIOYCHHBLIC B nepeyvyeHb KHU3HCHHO HeO6XOI[I/IMBIX U BaKHEHIITNX
JICKApCTBEHHBIX MpenapaToB, B ClIydasx, MPEIyCMOTPEHHBIX YacTaMu 2 - 4 HacTosleH CcTaThH,
ycranaBiuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.

6. DKOHOMHYECKHH aHalu3 MPEIeIbHON OTIMYCKHOW II€HBl TPOMW3BOJUTENS Ha JIeKapCTBEHHBIN
Ipernapar, BKIIOUCHHbIH B MEPEeYeHb >KU3HEHHO HEOOXOIUMBIX M BKHEHIIMX JICKApCTBEHHBIX MpPENapaTos,
IIpU €€ TOCYNAapCTBEHHOM PETHUCTpPalui WM TEPEePEerHcTPpalil OCYIIECTBIsETCA (emepaabHbIM OpraHOM
HCTIOJIHUTENLHON BJIACTH, OCYLIECTBIIOIMM (YHKUMH MO NPUHATUIO HOPMATHBHBIX MPAaBOBBIX aKTOB H
KOHTPOJIIO 32 cOOIOIEHNEM 3aKOHOJATENbCTBA B chepe rocy1apCTBEHHOTO PEryJMpoBaHus eH (TapudoB) Ha
TOBapHI (YCIYTH).

7. Pacyer npenenbHBIX OTIYCKHBIX IICH, YKa3aHHBIX B 4acTaAX 1 u 2 Hacrosiiedl cTaTbu, NMPH HX
rOCYyIapCTBEHHON pETUCTpallMi WIM NEPEPETUCTPAlUd OCYUIECTBISAECTCS B COOTBETCTBHUM C METOAUKOM,
yTBepkeHHOH [IpaButenscTBoM Poccuiickoil denepanyiv 1 yUUTHIBAIOIIEH B TOM YHCIIE:

1) cobmonenne OanmaHca WHTEPECOB MOTPEOUTENEH JIEKapCTBEHHBIX IMPENapaTroB, BKIIOYEHHBIX B
rnepeyeHb KU3HEHHO HEOOXOAWMBIX M BaXKHEHIINX JIEKApCTBEHHBIX TMPENapaToB, W TPOU3BOTUTENEH
JIEKapCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B MEPEYEHb IKU3HEHHO HEOOXOOUMBIX W  BaKHEHIINX
JIEKapCTBEHHBIX NPENApPaTOB;

2) daxTHyecKkyro OTIYCKHYIO LieHY Ha JIEKapCTBEHHbIE Ipemnaparbl B Poccuiickoit denepanmu, LeHy
BBO3a JIEKapCTBEHHBIX mpemapaToB B Poccuiickyro ®egepanuio, a Takke IIEHBI HAa aHAJIOTM4YHBIC
JIeKapCTBEHHbIE MpenapaThl, Haxoxasmuecs B oOpamenun B Poccuiickoit @enepanuu;

3) s3arparbl MPOM3BOAUTENS JIEKAPCTBEHHOIO TMpemapaTta Ha MPOM3BOJACTBO M PeaH3aluio
JIEKapCTBEHHOTO IMpenapara;

4) neHy Ha JIEKapCTBCHHBIM Ipemapar, ero IeHy B CTpaHe MPOU3BOIUTENSI U B CTPaHaxX, B KOTOPHIX
JIEKapCTBEHHBIN Mperapar 3aperuCTPUPOBaH U (WIK) B KOTOPBIE TOCTABIISAETCS IPOU3BOIUTEIIEM.

8. He nmomyckatorcsi peanu3alyisi U OTIIYCK JIEKApCTBEHHBIX IIpPErapaToB, BKIIOYEHHBIX B MEepeyeHb
KHN3HCHHO HCO6XOZ[I/IMLIX M BaXXHEHUIINX JICKApCTBCHHBLIX IIp€rapaToB, Ha KOTOPBLIC MPOU3IBOAUTCIAMU
JIEKapCTBEHHBIX  MpEMapaToB HE 3aperucTpupoBaHa TpeAeNbHas  OTIYCKHAas I[leHa, pealn3amnus
MIPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IIPENapaToB IO IIEHaM, IPEBBIIAIOIINM 3apETUCTPUPOBAHHBIE HWIIH
MIEPEPETUCTPUPOBAHHBIE MIPEJEIIBHBIE OTIYCKHBIE LIEHBI HA JIEKAapCTBEHHBIC MpENapaThl ¢ y4eTOM Hajora Ha
I00aBICHHYIO CTOUMOCTb.

Hudopmayusa 06 uzmenenusix.: Yacme 9 usmenena ¢ 8 mapma 2022 2. - DedeparibHbIU 3aKOH om 8 mapma
2022 2. N 46-D3
Cwm. npedbidywyto pedakyuro

9. OCoBEeHHOCTN TOCYIapCTBEHHOTO PEryIMPOBAHUS TPEACTBHBIX OTITYCKHBIX LEH MPOU3BOIUTEINCH
Ha JICKQpCTBEHHBIE Ipenaparhl, BKIIOYCHHbIE B MEpPeYeHb >KU3HEHHO HEOOXOOUMBIX M BaKHEHIINX
JICKapCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT YKOHOMUYECKUX U (MJIM) COLIMAIBbHBIX KPUTEPUEB (M3MEHEHHUE
YCIIOBUH, TOPSAAKA M CTOMMOCTH IPOM3BOJCTBA JEKAPCTBEHHBIX MpENapaToB, HCIIOIb30BaHUE HOBBIX (popM,
METOAOB M CHOCOOOB TOCYAapCTBEHHOTO PETYIMPOBaHUs LIEH Ha JIEKApPCTBEHHBIE Mpemaparhl, B TOM YHCIE Ha
OCHOBE MeXaHH3Ma pedepeHTHOTro eHOo00pa3oBaHus, N3MEHEHHH MOPsIKAa OKa3aHUs MEIUIIMHCKOW MOMOIIIH,
U3MEHEeHHe KYyPCa NHOCTPaHHOM BaJIIOTHI U HHBIE M3MEHEHUs ) ycTaHaBnuBatoTcs [IpaButenscTBoM Poccuiickoit
denepanuu.

T'APAHT: CM. KOMMeHTapum k ctatbe 61 HacTosmero deaepanbHOTO 3aKOHA

Cratbsl 62. TocymapCTBeHHBI peecTp NpENCNIbHBIX OTIYCKHBIX II€H TPOM3BOAUTEICH Ha
JICKAPCTBEHHBIC MpernapaThl, BKIIOYCHHBIC B TMEPEYeHb IHKU3HCHHO HEOOXOJUMBIX U
Ba)KHCHIIINX JICKAPCTBEHHBIX MTPEIIapaToB
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Hndhopmayus 06 usmenenusx:  Yacmo I usmenena ¢ 7 uions 2019 2. - @edeparibHbIl 3aKOH om 6 uions
2019 2. N 134-@3
Cwm. npedbidywyto pedakyuro

1. 3aperucTpupoBaHHBIE UM NIEPEPETUCTPUPOBAHHBIE MTPEIETbHBIE OTIYCKHBIE IEHBI TIPON3BOANUTENEH
Ha JICKApCTBCHHLIC IIp€riaparbl, BKJIOYCHHLIC B nepequb KU3HCHHO HeO6XOI[I/IMLIX A BaXHEHUIIUX
JICKApCTBEHHBIX MPENapaToB, MOIeKAT BKIYCHUIO B FOCYJAPCTBEHHbLIN PEECTP MpeaeabHBIX OTIYCKHBIX
[ICH TPOU3BOJIMTECH Ha JICKAPCTBEHHBIC MPENaparhl, BKIIOUCHHBIC B MEPEUYCHDb JKHU3HEHHO HEOOXOMUMBIX U
Ba)KHCHIIINX JIEKAPCTBEHHBIX MTPEIapaToB.

2. TocymapCTBEHHBI peeCcTp MpEAETbHBIX OTIYCKHBIX II€H TPOW3BOJMTENCH Ha JICKAPCTBCHHBIC
Npernaparhl, BKIIOYEHHbIE B MEPEeYeHb KU3HEHHO HEOOXOAMMBIX W BKHEHIIINX JICKAPCTBEHHBIX MPENapaToB,
COJIEP)KUT B ce0e CIECIYIOIIYI0 HHPOPMAIIHIO:

Hupopmayus 06 usmenenusx: Ilynkm 1 usmenen ¢ 1 ansaps 2018 2. - ®edeparibHbil 3aKoH om 28
oexabps 2017 2. N 425-D3
Cwm. npedbidywyto pedakyuro

1) HaumMeHOBaHME Jep)KaTensl WIM BIaAesblla PErHCTPAMOHHOIO YIOCTOBEPEHHS JIEKapCTBEHHOI'O
Ipenapara, HAaMMEHOBAaHUE ITPOU3BOAUTENS JIEKAPCTBEHHOTO MpENapara, CBEICHUs O PETUCTpaLUU AepKaTellsd
WY BIAJAEIbLA PETUCTPALMOHHOIO YAOCTOBEPEHMs JIEKAPCTBEHHOI'O IIPENapara, CBEAEHUS O PErUCTPALUU
MIPOU3BOAMTEIS JIEKAPCTBEHHOIO IIpenapara JUisi MEAULUHCKOrO IIPUMEHEHNS B KA4€CTBE HAJIOIOIIATENbIUKA
B CTpaHe perucrpaudd (A7 POCCHHCKUX IOPUAMYECKHX JIMI - WACHTH(QUKAWMOHHBI  HOMEp
Hanoromuiatensuika (MHH), nns MHOCTpaHHBIX IOPHUAWYECKHX JIUI[ - CTpaHa PETHUCTpAIH, HalMEHOBAaHHE
PETUCTPUPYIOIIET0 OpraHa, PErHCTPAalMOHHBIA HOMEp, KOJ[ HaJOroIulaTelblMKa B CTpPaHE pErucrpanuu
(MHKOpTIOpanMK) WM €ro aHaJoT), MECTO HaXOXKICHHS IPOW3BOACTBEHHBIX IUIOMAAO0K, YYaCTBYIOUINX B
IpolLiEcCe TPOU3BOACTBA JIEKAPCTBEHHOI'O IIPENapara, ¢ yKa3aHUEM CTaIuU IIPOLEecca IPOU3BOICTBA;

Undopmayus 06 usmenenusx: DedeparibHbiM 3aKoHOM om 22 oexabps 2014 2. N 429-D3 ¢ nyuxkm 2
yacmu 2 cmamou 62 nacmosweco Dedepanvhoco 3aKOHA 8Hecenbl UzMeHenus, ecmyrnaroujue e cuny c 1
urons 2015 2.

Cm. mekcm riyHKkma 8 rpedbidyujed pedakyuu

2) HaWMEHOBaHWC JICKQPCTBEHHOT'O IIpemapara (MeXOyHapoOHoe HernaTeHTOBaHHOe, Wi
IPYNITUPOBOYHOE, HITH XUMUYECKOE U TOPrOBOE HaVMeHOBaHUSA);
3) HOMep perncTpaLmoHHOro YA0CTOBEPEHNS NeKapCTBEHHOIO npenaparTa;

Undopmauus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ nyuxkm 4
yacmu 2 cmamou 62 nacmosweco Dedepanvioco 3aKoHA 8HeceHbl uzMeHenus, ecmyrnarouue 8 cumny c 1
urwna 2015 2.

Cm. mekcm riyHkma 8 rpedbidyuiel pedakyuu

4) nexapctBeHHas (popMma ¢ yKa3zaHHEM JO3MPOBKHU JICKAPCTBEHHOTO IMpemnapara U €ro KOJIMYecTBa BO
BTOPUYHOH (MMOTPEOUTEIHCKON) YITAKOBKE, & TAKIKE KOMILICKTHOCTH;

Hupopmavyus 06 usmenenusx: Ilynkm 5 usmenen ¢ 1 mapma 2020 2. - ®edeparsibHbIlU 3aKoH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

5) 3apeTUCTPHUPOBAHHAA IIPCACIbHAsA OTIIYCKHAA [ICHA Ha J'ICKapCTBCHHBIﬁ npenapar B pY6J'I$IX;

Hupopmavyus 06 usmenenusx: Ilynkm 6 usmenen ¢ 7 utons 2019 2. - @edeparibHbil 3aKOH om 6 utons
2019 2. N 134-D3
Cwm. npedbidywyto pedakyuro

6) JaTa WU HOMCp IMpHKa3a YIMOJIHOMOYCHHOI'O q)ez[epanLHoro OopraHa HCIOJIHUTCIBHON BJIACTH O
FOCy,[[apCTBGHHOfI perucTpalvu Wik MNEpeperucTpanuun HpCHCHBHOﬁ OTHYCKHOﬁ IOCHBI Ha J'IeKapCTBeHHbIﬁ
npemnapar, BKJIIOUCHHBLIN B nepevyeHb XKU3HCHHO HCO6XOI[I/IMBIX U BaXXHCHIITNX JICKaAPCTBCHHBIX IMPCIIAPATOB;

HUudopmayusa 06 usmenenusx: Yacms 2 donoanena nynkmom 6.1 ¢ 7 uronst 2019 2. - @edepasibHbIl 3aKOH
om 6 urons 2019 2. N 134-D3

6.1) mara BCTyIUIeHHMS B CHJIYy MPHUKa3a YIMOJHOMOYEHHOTO (elepalibHOTO OpraHa HCHOJHUTEIHHOU
BJIACTU O TOCYAAPCTBEHHON PErUCTPallMU WK MEPEPErUCTPalU MPEIEIbHON OTIYCKHOW LIEHBI IPOU3BOAUTENS
Ha JICKAPCTBEHHBIA TpenapaTr, BKIIOYCHHBIH B [EPEYEHb JKU3HEHHO HEOOXOJUMBIX M BaKHEUIIMX
JIEKapCTBEHHBIX MPENapaToB;

HUnupopmayus 06 usmenenusx: @DedeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-@3 uacms 2
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

cmamou 62 nHacmosweeo DedepanbHo2o 3aKOHA OONOJHEHA NYHKMoM 7, 8CmMynarowum 8 cumy c 1 uwons
2015 a.

7) MTPUXOBOW KO, HAHECEHHBIH HA BTOPHYHYIO (MMOTPEOUTEITHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npenapara;
Undopmayus 06 uzmenenusx: DedeparibHbiM 3aKkoHOM om 22 oexabpsa 2014 2. N 429-D3 yacme 2

cmamou 62 nHacmosweeo DedepaibHo2o 3aKOHA OONOJHEeHA NnyHKmom 8, eCmynarouwum 8 cumny c 1 uwons
2015 a.

8) Kom JeKapCTBEHHOTO IIpenapara II0 aHaTOMO-TEPANEBTHYECKO-XUMHYECKOH KiaccuuKanuy,
pekoMeHIoBaHHOU BecemupHoO# opranuzanuei 31paBoOXpaHeHuUs.

Hudopmayus 06 uzmenenusx:  Yacmo 3 usmenena ¢ 7 uions 2019 2. - @edeparibHbIl 3aKOH om 6 uions
2019 2. N 134-®3
Cwm. npedbidywyto pedakyuro

3. TocymapcTBeHHas perucTpanus WIA T[epeperucTpanus NpefebHbIX OTIYCKHBIX II€H Ha
JeKapCTBEHHBIE TMpemnapaThl, BKIIOYEHHBIE B [EpPeYeHb IKU3HEHHO HEOOXOMUMBIX U  BaKHEHIINX
JIEKapCTBEHHBIX MPENapaTtoB, BEIEHUE TOCYAAPCTBEHHOIO pPEecTpa MpPeACNbHBIX OTIYCKHBIX LI€H
MIPOU3BOJMTENCH Ha JIEKAPCTBEHHBIC IpEnapaThl, BKIIOUCHHBIE B IEPCUCHb KU3HCHHO HEOOXOIMMBIX H
BOXKHEUIIUX JIEKAPCTBEHHBIX MpPENapaToB, OCYIIECTBISIOTCS B MOPAAKE, ycTaHOBICHHOM I[IpaBuTenbcTBOM
Poccuiickoii @enepauuu.

T'APAHT: CMm. AOMUHUCTPATMBHBIA  pernaMmeHT MunsgpaBa Poccur 1[0 IPEeIOCTaBICHUIO
FOCYJapCTBEHHOM YCIYTH II0 TOCYJAPCTBEHHOM PETHCTPAllMU MPENENbHBIX OTIYCKHBIX IIEH Ha
JIEKapCTBEHHBIE IMpemapaThl, BKIIYEHHLIE B IE€PEUYCHb JKU3HEHHO HEOOXOAUMBIX M Ba)KHEHIIHMX
JIEKapCTBEHHBIX MPENapaToB, YTBEPXKIACHHBIA MPUKA30M MUHUCTEpCTBA 3IPaBOOXPAHCHUS] OT 24 U0
2012 1. N 421

CM. KOMMEHTapuK k cratbe 62 HacTosmmero deaeparbHOTO 3aKOHA

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno ¢ 19 aseycma 2024 2. - @edepasibHbll 3aKOH om
8 aseycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

Cratba 63. YcraHoBieHHe WCIOJHUTEIBHBIMUA OpraHamMu cyObekToB Poccuiickoit Demeparun
HpeebHBIX Pa3MEPOB ONTOBBIX HAA0ABOK U MPEEIbHBIX Pa3MEPOB POSHUYHBIX HAI0ABOK K
(aKTHYECKMM OTIyCKHBIM LI€HAM, YCTAHOBJICHHBIM ITPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
npernaparoB, Ha JICKapCTBEHHBbIC Iperaparhl, BKIIOYCHHbIE B IEPEYCHb IKH3HEHHO
HEOOXOAMMBIX U BaYKHEHILHX JIEKApCTBEHHBIX MPENapaToB

Hupopmayusn 06 usmenenusx:  Yacmo | usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

1. HcnomautensHeie opraHbl cyObekToB Poccuiickoit denepanuu ycTaHaBIMBAIOT TpeAETbHBIE
pa3Mepsl ONITOBBIX Ha0ABOK U MPEAEIbHBIC pa3Mepbl POZHUYHBIX HAA0aBOK K (PaKTHYECKUM OTITYCKHBIM IICHAM
(6e3 yuera Hamora Ha [I00aBJIGHHYIO CTOMMOCTB), YCTAHOBJICHHBIM TPOM3BOIUTEISIMU JIEKapCTBEHHBIX
IpenapaToB, Ha JEKapCTBEHHBIC MPeNapaThl, BKIIOUEHHbIE B IEPEYEeHb )KU3HEHHO HEOOXOAUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB, B COOTBETCTBUH C YTBEP)KACHHOM B MOpsiKe, ycTaHOBIEHHOM [IpaBuTenscTBOM
Poccuiickoit denepannn, METOLAMKOW YCTaHOBIICHHUS HCIOJTHUTEIBHBIMH OpraHamMu cyOBeKToB Poccuiickoit
®denepanuy mpeneNbHBIX Pa3MEpPOB ONTOBBIX HAA0ABOK U IMPEIENbHBIX Pa3MEPOB PO3HUYHBIX HaA0aBOK K
(aKTHYECKHM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOHM3BOAMTEISIMU JIEKAPCTBEHHBIX NpenapaTroB, Ha
JIeKapCTBEHHBIE TpemnapaThl, BKIIOYEHHBIE B [MEpeYyeHb IKUIHEHHO HEeOOXOMUMBIX U  BaKHEHIINX
JIEKapCTBEHHBIX TMpenaparoB. [IpoeKTHI pEIIeHW WCIIOTHUTEIBFHEIX OPraHoB CyOBEeKTOB Poccuiickoii
denepanmy 00 YCTaHOBICHUU M (WIN) U3MEHEHHUHU IPENENbHBIX Pa3MEpPOB ONTOBBIX HAl0ABOK U MPENCIIbHBIX
pa3sMepoB PO3HUYHBIX HAaA0AaBOK K (aKTHYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM HPOHM3BOAMTEIIIMHU
JIEKapCTBEHHBIX MpENapaToB, Ha JIEKAPCTBEHHBIE IIpenaparbl, BKJIIOYEHHBIE B [EpPeYeHb KU3HEHHO
HEOOXOIUMBIX M BaXXHEHIIMX JICKAPCTBEHHBIX MpPENapaTroB, IMOJUICKAT COTJACOBAHUIO C YIOJIHOMOYEHHBIM
(enepa’abHBIM OPraHOM HMCIIOJHHUTENBHOW BIACTH, OCYLISCTBISIONMM (QYHKIHMU 10 TPUHITHUIO HOPMATHUBHBIX
MIPaBOBBIX aKTOB M KOHTPOIIIO 32 COOMIOICHUEM 3aKOHOATENbCTBA B c(hepe roCyJapCTBEHHOTO PEryIHPOBAHUS
el (TapudoB) Ha ToBapHl (YCIyTH), B opsiake, ycTaHoBieHHOM [IpaButensctBoM Poccuiickoit dexepanui.

Hngpopmayus 06 usmenenusx: Yacmo 2 usmenena ¢ 1 cenmaops 2024 2. - @edeparibHbil 3aKOH om 8
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

aseycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

2. OpraHu3aiiiyi  ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEICTBAMH, allTeYHbIE OpTaHHU3aIHH,
VHAVBUAyaIbHBIE MPENNPUHAMATENN, WMEIOIINe JHICH3WI0 Ha (PapMaleBTHYECKYI0 JEATENBHOCTD,
MEIUIIMHCKHE OPTraHU3aIiy, IMEOIIUE JHIICH3UI0 Ha (hapMaleBTHIEeCKYIO IeATEIbHOCTh, H HX 000COOICHHBIE
ro/ipa3eicHus], PacroOKEHHbIE B CEIbCKUX HACENCHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT aIlTEYHBIC
OpraHu3alliy, OCYIIECTBISIOT pPeaau3alrio JIEKapCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B NepPeYeHb KU3HEHHO
HEOOXOIUMBIX M BRXXHEHIIINX JICKAPCTBEHHBIX MPEIapaToB, MO IEHaM, KOTOPble (JOPMUPYIOTCS B COOTBETCTBHH
¢ nopsiakoMm, ycranoBiieHHbIM [IpaButenncTBoM Poccuiickoii Depeparuu, U ypoBeHb KOTOPBIX (0e3 ydera
Hajora Ha JOOAaBJICHHYK) CTOMMOCTB) HE JOJDKEH TMPEBBIIATh CYMMYy (DAaKTHYECKOW OTIYCKHON IICHBI,
YCTaHOBJICHHOMN TPOU3BOIUTEIIEM JICKAPCTBEHHOTO MperapaTa, He MPEBBIMIAONICH 3apeTUCTPUPOBAHHON WIIH
MEePEPETUCTPUPOBAHHON MPEACTHLHON OTITYCKHOW IEHBI MPOU3BOAUTEINS (Ha aTy peau3alldd JICKapCTBEHHOTO
mpernapara MpPOU3BOJUTENEM), U pa3Mepa ONTOBOW Haa0aBKHM M (MJIH) pa3Mepa pPO3HUYHOW HAa0aBKH, HE
MIPEBBIIIAIOIINX COOTBETCTBEHHO pa3Mepa IMpeleNbHON ONTOBOW Ham0aBKM W (WJIHM) pa3Mepa MpenebHOH
PO3HUYHOM HaI0aBKH, YCTAHOBIECHHBIX B CyOBekTe Poccuiickoit deneparum.

Hupopmayusn 06 usmenenusx:  Yacmo 3 usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

3. HWcnonauTensHBIE OpraHbl cyOBekTOB Poccmiickoit demepammm pasmemaror B cetd "HMHTEepHET"
“H(OPMAITUIO O 3apPETUCTPUPOBAHHBIX MPEIENbHBIX OTITYCKHBIX I[eHAaX MPOU3BOAMTENEH Ha JIEKapPCTBEHHBIC
IIperaparhl, BKIFOUYEHHBIE B MEPEYEHb )KHU3HEHHO HEOOXOMUMBIX M BOXHEHIUX JICKAPCTBEHHBIX MPENapaToB,
00 yCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanui mpeaeibHbIX pa3Mepax ONTOBBIX HAJA0ABOK W (WIIH)
MpeeNbHbIX pa3Mepax PpO3HUYHBIX Hal0aBOK K YCTAaHOBJIEHHBIM IPOU3BOAUTENSIMH JIEKAPCTBEHHBIX
npenapaToB (akTHYECKUM OTIYCKHBIM LIEHaM Ha JIeKapCTBEHHBIE MpenapaThl, BKIIOUYECHHBIE B IepEUeHb
KHU3HEHHO HEOOXOANMBIX U Ba)KHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, a TAKXKE O CyMME 3aperHCTPHUPOBAHHBIX
MIpeeNbHbIX OTIYCKHBIX IIEH NPOM3BOAMTENICH Ha JIEKapCTBEHHBIE INpenapaThl, BKIIOUEHHBIE B IEpedYeHb
KU3HEHHO HEOOXOMMBIX M Ba)KHEHIIINX JIEKaPCTBEHHBIX MPENapaToB, YCTAHOBJICHHBIX B cyObekTe Poccuiickoit
Odenepanuy MpeNeNbHBIX Pa3MEPOB ONTOBBIX HAJ0aBOK M MPEACTHHBIX pa3MEpOB PO3HUYHBIX HAI0ABOK H
Hajora Ha JO0aBICHHYIO CTOMMOCTh. MH(popmamus, TperycMOTpEeHHAs HACTOSIICH YacThio, JOJDKHA
HaXOAWTHCA TakXKe B aNTEYHBIX OPTaHM3alMAX B JOCTYITHOW JUIA BCEX 3aMHTEPECOBAHHBIX UL GopMe H
OOHOBIIATHCS IO MEpe €€ pa3MeIIeHUS HCIOJHUTEIBHBIMUA OpraHaMu cyOnekToB Poccuiickoit denmeparnu B
cetu "UHTepHet".

4. Yrparuna cuny ¢ 1 maprta 2020 r. - DegepanbHbii 3akoH ot 27 nexadps 2019 r. N 475-3

Hugpopmayus 06 usmenenusx: — CM. npedblOyLyyo pedakyuro

T'APAHT: CM. KOMMeHTapuK k cratbe 63 HacTosmero deaepaabHOTO 3aKOHA

Hudopmayua 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 oekabps 2014 2. N 429-@3 ¢

Haumenosanue 2naeol 13 HacmoAueco @edepaﬂbnoeo 3AKOHA 6HECEeHbl USMEHEHUA, ecmy/'laiOLuue 8 CUﬂy @
1 urons 2015 e.
CmM. mekcm HauMmeHogaHUs 8 rpedbidyuw,el pedakuyuu

I'naa 13. MoHMTOPUHT 3P PEeKTUBHOCTH U H€30IACHOCTH JIeKAPCTBEHHBIX NIPEeNapaToB, HAXOASIIIUXCS B
o0pamenun B Poccuiickoii denepanun

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 Odexabps 2014 2. N 429-D3 cmamvs 64
nHacmosie2o PedepanbHo20 3aKOHA U3NONCEHA 8 HOBOI pedakyuu, scmynarowed e cuny ¢ 1 uwons 2015 2.
Cm. mekcm cmambu 8 npedbidywelt pedakyuu

CraTtbsa 64. dapmakoHam3op

Hupopmayusn 06 usmenenusx: Yacmo | usmenena ¢ 13 aszycma 2019 o. - ®edeparsibHbIl 3aKOH om 2
ageycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

1. JlekapcTBeHHBIC TperapaThl, Haxomsmuecs B oOpameHuu B Poccutickoit demepanum, momiexar
MOHHUTOPUHTY 3((HEKTUBHOCTH U 0€30TACHOCTH B IIENISX BBISBICHUS BO3MOKHBIX HETaTUBHBIX MOCIEICTBUH MX
MIPUMEHEHUS, WHIWBUAYAIbHOH  HEMEePEeHOCUMOCTH, TMPEAYNPEXKACHUS  MEIULIUHCKAX  paOOTHHKOB,
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

CIICINaJInCTOB B obnactu BETCPUHAPUHU, ITAHUCHTOB WJIN BJIAACIIBIECB JXUBOTHBIX U UX 3allIUTHI OT IIPUMEHCHUA
TaKUX JICKAPCTBCHHBIX IIPEIIapaToOB.

Hupopmayus 06 usmenenusix: Hacme 2 uzmenena c¢ 30 aneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. ®apMaKOHAI30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIMOJHOMOUYEHHBIM (erepaTbHBIM OpPraHOM
UCIOJIHUTENIbHOI BIAaCTH B yCTAHOBJIEHHOM UM MOPAAKE ¢ yueToMm TpeboBaHuii Hacrosero denepaibHOro
3aKOHa U aKTOB, COCTaBIstomMX npaBo Coro3a, MyTeM aHaiu3a MPENOCTaBIIEMON CyOBEKTaMu OOpalleHHs
JICKapCTBEHHBIX CPEICTB MH(POPMAIMM O TMOOOYHBIX MAEHCTBUAX, HEXKEIATENbHBIX PEAKLUSIX, CEPhE3HBIX
HEXENATENbHBIX PEAKIMIX, HENPEIBUACHHBIX HEXENATeNbHBIX PEAKIUSIX NMPU MPUMEHEHUH JIEKapCTBEHHBIX
mpenapaToB, 00 HMHOMBHIYalIbHOW HENEPEHOCUMOCTH, OTCYTCTBUM 3(QPEKTHUBHOCTH JIEKapCTBEHHBIX
MpenapaToB, a Takke 00 MHBIX (pakTaXx W OOCTOSTENBCTBAX, MPEACTABIAIONINX yTpO3y >KU3HU HIIH 3A0POBBIO
YeNoBeKa JHOO0 XUBOTHOTO NMPH NMPHUMEHEHHWH JIEKapCTBEHHBIX MpPENapaToB W BBIABICHHBIX Ha BCEX dTamax
oOpalieHus JIeKapCTBEHHBIX MpenapaToB B Poccuiickoii denepannu u Apyrux rocynapcrBax.

3. CyOBekThl OOpalleHUs JIEKAPCTBEHHBIX CPEJICTB B MOPSAKE, YCTAaHOBJICHHOM YIOJHOMOUYEHHBIM
(denepa’abHBIM OPraHOM HCIOJHUTENBHON BIACTH, 00s3aHBI COOOIIATH B YIOTHOMOYEHHBIN (hemepaabHbIH
OpraH UCIOJHUTEIbHOW BIIACTH O TOOOYHBIX JCHUCTBUSX, HEXKENATEIbHBIX pPEaKIUsIX, CEePhe3HBIX
HEeXeNaTeNbHBIX PEaKIHsIX, HEeNPEIBUACHHBIX HEXeNaTeNbHBIX PEeaKIHsIX NMPH MPUMEHEHUH JIEKapCTBEHHBIX
mpenapaToB, 00 HMHIUBHIYalbHOW HENEPEHOCUMOCTH, OTCYTCTBUH 3G (EKTUBHOCTH JIEKapCTBEHHBIX
IIpenapaToB, a Takke 00 MHBIX (pakTax U OOCTOSATENBCTBAX, MPEACTABISIONIMX yIpo3y >KU3HU WM 340POBbBIO
4eJoBeKa JHOO0 XUBOTHOTO NPH NMPUMEHEHHMH JIEKAaPCTBEHHBIX IPENapaToB W BBIABICHHBIX HAa BCEX 3Tamax
oOpalieHus JeKapCTBEHHBIX IpenapaToB B Poccuiickoit denepaunu u Apyrux rocy1apcrax.

4. Jepxarenu WM BIaA€ibIbl PErHMCTPALMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaTos,
IOpUANYECKUE JIUIA, HA MMsI KOTOPBIX BBIJAHBI pa3pelleHus] Ha NMPOBEJICHHE KIMHUYECKHX HCCIEOBaHUNA B
Poccuiickoii denepaunu, 1100 yNOITHOMOUYEHHBIE MU JIpyTrue IOPUAMYECKHE JIMIA B paMmKax oOecreueHHs
0€301acHOCTH JICKAPCTBEHHBIX MPENapaToB B MNOPALKE, yCTAaHOBIEHHOM COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM
(enepa’abHBIM OPraHOM HCTIOJHUTEIBHOMN BIACTH, 00S3aHBI OCYIIECTBIATh PUEM, YUET, 00paOdOTKy, aHAIN3 U
XpaHEHHE IMOCTYMAIOMIUX B HMX aJgpec OT CyObeKTOB OOpalieHusl JIEKapCTBEHHBIX CPEICTB M OpPraHOB
rOCYJJapCTBEHHOW BJIACTH COOOIICHWH O MOOOYHBIX JEHCTBUSX, HEXKENATEIbHBIX PEaKIHIX, CEPhe3HBIX
HEXeNaTeNbHBIX ¥ HENpEeABHJICHHBIX HEXKENAaTeNbHBIX pEaKIusIX MpH TNPUMEHEHHH JIEKapCTBEHHBIX
mpenapaToB, 00 OCOOEGHHOCTSIX MX B3aUMOJCWCTBHS C APYTMMH JICKApPCTBEHHBIMH IIpenapaTamu,
HWHAMBUAYaIbHON HEIIEPEHOCHMOCTH, a Takke 00 MHBIX (DakTax M 00CTOSTENbCTBAX, NPEACTABIAIOLINX yIPO3y
KHU3HH WM 30POBBIO YENOBEKa JHOO >KMBOTHOIO MM BIMSIOIIMX HAa W3MEHEHHE OTHOIICHUS OXHIACMOM
I0JIB3BI K BO3MOYXHOMY PUCKY MTPHUMEHEHUS JIEKAPCTBEHHBIX IPENapaToB.

5. Ilpu BblBieHMM HHGOpPMALMU O CEPHE3HBIX HEXKETATENbHBIX PEAKUUSIX W HENpPeABHICHHBIX
HEXXENaTeNbHBIX ~ peakusiX Npu MPUMEHEHWH JIEKapCTBEHHBIX IIpernapaToB, 00 OCOOGHHOCTSX HUX
B3aMMOJICHCTBUS C IPYTHMH JIEKapCTBEHHBIMH ITpenapaTaMy, HHAUBUYalbHOM HENEPEHOCHMOCTH, a TakkKe 00
HHBIX (aKTax M OOCTOSITENbCTBAX, BIUSIOIMX Ha U3MEHEHHE OTHOLICHHS OKUAAEMOH IMOJIb3bl K BO3MOKHOMY
PUCKYy TpUMEHEHMsI JIEKApCTBEHHBIX TMpenapaToB, Jep>KaTelud WIM BIAJENbIbl PEerucTpallMOHHBIX
YOCTOBEPEHUH JIEKapCTBEHHBIX MPENaparoB, IOPUANYECKHE JHUIA, HA UM KOTOPBIX BBIJAHBI pa3pelieHHs Ha
MIPOBEJICHNE KIMHUYECKHX HccienoBannii B Poccuiickoit deneparinu, 1100 YNOTHOMOYEHHBIE MU JIPYyTHe
IOpUANYECKUE WA OO0S3aHBl TMPHHSTH MEpHI, HANpaBICHHBIE HA YCTpaHEHWE HETATHUBHBIX ITOCIEICTBHHA
MIPYUMEHEHUS TAKHX JIEKAPCTBEHHBIX MPENapaToB, MPENyNpekKICHUE IPUUNHEHNS BpEAa KU3HU WU 310POBBIO
yejnoBeKa JMO0O0 KMBOTHOTO, 3alIMTy MX OT IPUMEHEHHsS TaKuX JIEKapCTBEHHBIX IIPErapaToB, Ha
JOTIOJHUTENIBHBIN cO0p NaHHBIX 00 3P PeKTUBHOCTH 1 0€30MaCHOCTH TAKHUX JICKAPCTBEHHBIX IIPENapaToB.

6. 3a HecoOOLIeHNE WM COKPBHITHE MH(POPMAINH, MPEIYCMOTPEHHOI YacTbl0 3 HACTOSIIEH CTaThy,
JIepKaTey WIHM BJIAJENbLBl PErMCTPAllMOHHBIX YJOCTOBEPEHUI JEKapCTBEHHBIX IPENaparoB, OPHINYECKHE
JUIA, HA UM KOTOPBIX BBIAAHBI paspelleHHs Ha MPOBEICHHME KIMHUYECKHX HccienoBaHui B Poccuiickoi
®denepanmu, MO0 YIOITHOMOYEHHBIE UMH IpyTUe IOPUINYECKHUE JIMIA, a TAKKE JOJDKHOCTHBIC JINIA, KOTOPhIM
9Ta MH(pOpMaNMs cTana M3BECTHA MO POAY HX MPOPECCHOHAIBLHON JESITENbHOCTH, HECYT OTBETCTBEHHOCTDH B
COOTBETCTBHH C 3aKOHOJATENBLCTBOM Pocculickoit denepanuu.

7. Tlpn monydeHUH YMOTHOMOYEHHBIM (eaeparbHBIM OPraHOM HCIOJIHUTENFHON BIACTH B paMKax
OCymIeCTBICHHA WM (hapMakoHaJ30pa JAOKa3aTelIbCTB O HECOOTBETCTBUMHM JIEKAPCTBEHHOTO IMperapara
YCTaHOBJIEHHBIM TpPEOOBAaHUSM WJIM TP TMIONy4YeHWH WHPOPMAIMM O HECOOTBETCTBUM JAaHHBIX 00
3¢ dexTUBHOCTH M O O€30MaCHOCTH JIEKApCTBEHHOI'O IIpernapara IaHHBIM O JIEKaPCTBEHHOM IIperapare,
COJEp)KAIIMMCSI B MHCTPYKLUHUH II0 €ro NPUMEHEHUIO (B TOM YHCIIE BBIIBICHHBIX B XOJII€ OCYIIECTBIICHUS
(apMakoHaa30pa KOHTPOJBHO-HAA30PHBIMUA OpraHaMH HMHOCTPAHHBIX TOCYNApCTB), YIOJIHOMOYEHHBIN
(enepanbHbBIi OpraH HWCIIOJIHUTEIBHOM BIACTH B YCTAHOBJIEHHOM UM [MOPSKE paccMaTpUBaeT BOMPOC O

06.03.2025 Cucrema TAPAHT 135


https://internet.garant.ru/document/redirect/408457419/152
https://internet.garant.ru/document/redirect/72946514/1000
https://internet.garant.ru/document/redirect/72185806/1000

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

NPUOCTAHOBJICHUU IIPUMEHCHU A TaKOT'O JICKAPCTBCHHOI'O ITpeIiapara.

T'APAHT: CMm. Metoguyeckne pekomeHpauun "OpraHusamus Cay>KObl MOHUTOPHHIA O€30IaCHOCTH
JIEKapCTBEHHBIX cpencTB ((apMakoHaa30pa) B KOMIIAHUSX IIPOM3BOAUTENSAX JIEKAPCTBEHHBIX CPEACTB WU
JepKaTemsTX PEeruCTPAlMOHHBIX YI0CTOBEpeHUl", yTBepkaeHHbIe Poc3npaBHanzopoM ot 25 okTsaops 2008 T.
CM. KOMMEHTapuK k cratbe 64 HacTosmero deaeparbHOTO 3aKOHA

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno c 1 sneaps 2026 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. 6ydywiyto pedaKkyuro
®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamops 65 nacmosueco Pedepanvbho2o 3aKoHa
U3N0JICena 8 HOBOU pedakyuu, 8Cmynarouwed 8 cuny ¢ 1 wona 2015 2.
Cm. mekcm cmambu 8 npedbidywel pedakyuu

CraTtba 65. [IpuocraHoBieHNEe MPUMEHEHHUS JIEKAPCTBEHHOTO TIpenapara

Hupopmauusn 06 usmenenusx: Yacmo [ usmenena ¢ 1 aumsapa 2026 2. - ®edeparibHbIl 3akoH om 30
aneapa 2024 2. N [-D3
Cwm. 6ydywiyto pedakyuro

1. Ilpu momyueHnn MH(OpMALMU O HEXKENATEIbHBIX PEAKLHUSIX NPH NPUMEHEHHUH JIEKapCTBEHHOI'O
Ipernapara, HE YKa3aHHBIX B HWHCTPYKIUM [0 MNPHMEHEHHWIO JIEKapCTBEHHOIO IIpenapara, Cepbe3HbIX
HEXXEeNaTeNIbHBIX Peakuusix, 00 0OCOOCHHOCTSX €ro B3aUMOACHCTBHS C APYTHUMH JIEKapCTBEHHBIMH IIperapaTamu,
KOTOpbIE MOTYT TNPEICTAaBIATH YIpO3y XHM3HM MM 3AOPOBBIO 4YeJIOBEKa JHOO >KMBOTHOTO, a TaKkKe O
HECOOTBETCTBUU JAaHHBIX 00 3(PQeKTUBHOCTH M O OE30MACHOCTU JIEKApPCTBEHHOTO INpemnapara IaHHBIM O
JIEKapCTBEHHOM IIperapare, COACp)KAIIUMCS B HHCTPYKUIUH 10 €ro MpPUMEHEHHIO, B TOM 4YHUCIE OT
YIIOJIHOMOUYEHHBIX OpPTaHOB MHOCTPAaHHBIX TOCYNApCTB, OOMEH KOTOPOH OCYHICCTBISICTCS B COOTBETCTBUH C
COTJIAIICHUSMH  MEXIy  yIOJHOMOYEHHBIM  (elepalbHbIM OpPraHOM  HCIOJHUTENBHOH  BIACTH |
YHOJHOMOYEHHBIMH ~ OpraHaMH HHOCTPAHHBIX TOCYJapCTB, YIMOJHOMOYEHHBIH (heAepaibHBIi  OpraH
WCTIOTHUTENFHOW BJACTH pacCMaTPHUBAaeT BOMPOC O BO3MOXKHOCTH MPHOCTAHOBICHHS OOpamieHusi TaKoro
JIEKapCTBEHHOI0 Ipemnapara B [OPALKE, YyCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (pelepalbHbIM  OpraHOM
HCIIOJTHUTEIBHOMN BIIACTH.

Hupopmayusn 06 usmenenusx: Yacmo 2 usmenena c¢ 1 ausapa 2026 2. - ®edeparibHbIl 3akoH om 30
aneapa 2024 2. N [-D3
Cwm. 6ydywyto pedakyuro

2. llpy HEWCNOTHEHWH WM HEHAIJIeXKAIleM WCIIOJHEHUN JepKaTelsIMH WM  BIaJebIlaMH
PETHCTPAlMOHHBIX YAOCTOBEPEHUN JIEKApCTBEHHBIX MPENapaToB, IOPUANYECKUMH JTUIIAMH, HA UMS KOTOPBIX
BBIaHBI pa3pellleHus] Ha TPOBENCeHHE KIMHWYECKUX HccienoBannii B Poccuiickorr ®Depepanmm, wim
YIIOJHOMOYCHHBIMH MMH JPYTUMH FOPHIMYECKUMH JIMLIAMH OO0S3aHHOCTEH, YCTAHOBJICHHBIX YacTaAMN 3 u 4
ctatby 64 Hacrosmero @exepanbHOro 3akoHa, MO0 B CIIy4asX MpPEICTaBICHUS COOTBETCTBYIOLIHM
YIIOJIHOMOYEHHBIM ~ (eiepalbHbIM OPraHOM HCIOJHUTENBHOM BIACTH 3aKJIIOYEHUS O HEZOCTOBEPHOCTH
pe3yJIbTaTOB KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOTO Ipemnapara s MEIUIMHCKOro IMPUMEHEHUS,
KOTOpO€ OCHOBaHO Ha pe3yJbTaTax TIPOBEPKH MEAWLMHCKON OpraHu3alMy, MPOBOJUBIIEH yKa3zaHHOE
KJIMHUYECKOE HCCIEeI0OBaHNE C HapyIIeHHEM MpaBWJ HaAJeXallel KIMHUYECKOW MPAaKTUKH, U TPHUBENO K
[IOJIyYE€HUIO HEJIOCTOBEPHBIX pE3yJIbTAaTOB, JHOO B ClIydae HEBBINMOJHEHUS NPEANHCAHNSA, BBIIAHHOTO
YHOJTHOMOYEHHBIM (heZiepaTbHbIM OPTaHOM HCTIOTHUTENBHOM BIIACTH MO UTOTaM OCYIIECTBIICHHS] BBIOOPOYHOTO
KOHTPOJIA KadecTBa JIEKAPCTBEHHOTO Ipemnapara, YHOTHOMOUYEHHBIH (eAepalbHbIi OpraH HCIIOJHUTETbHON
BIIACTH B YCTAHOBJIEHHOM WM [OPSAKE paccMaTpHBaeT BOMPOC O MPHOCTAHOBICHHH IMPHUMEHEHHUS TaKOTrO
JIEKapCTBEHHOTO TIperapara.

T'APAHT: O 1mpenocTaBlIEHUN TEPPUTOPHANLHBIMA YHpaBiIeHUAMHA Poc3apaBHamg3opa HHGOOPMAIIUHA O
HEO0OPOKAYECTBCHHBIX M (habCH(DUIIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTBaX CM. MNpuKas denepanbHOM
CITY’KOBI TTO HaJI30PY B chepe 3MpaBOOXPAHCHHSI W COITHATBHOTO pa3BUTHA OT 8 (heBpaist 2006 r. N 255-11p/06

Hupopmayusn 06 usmenenusx:  PedepasibHbiM 3aKOHOM om 30 saneaps 2024 2. N 1-D3 uacmo 3 npusnan
ympamuewium cuny ¢ 1 ausapsa 2026 2.
Cmamws 65 oononnena uacmoio 3 ¢ 15 uons 2018 2. - ®edeparibHbil 3akoH om 4 uions 2018 2. N 140-D3

3. YmomHOMOYEHHBIH ¢enepanbHbId OpraH HWCHOJTHHUTEIBHON BIACTH TPH NPEICTABICHUH €My
CBEZICHHH O HECOOTBETCTBHH IPOWM3BOIUTENS JIEKAPCTBEHHBIX CPENCTB TpPeOOBaHHMAM MPaBUIT HaIexKalen
IIPOM3BOICTBEHHON NPAKTHUKH ¥ (WITH) O HAPYIISHUH JIMIIEH3NOHHBIX TpeOOBaHMIA, KOTOphIE OBLTH BHISBICHEI B
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

X0JA€ MPOBCACHUSA HWHCIOCKTUPOBAHUA IMPOU3ZBOJUTCIIA JICKAPCTBCHHBIX CPEACTB MM OCYHICCTBJIICHUSA
JIUIICH3MOHHOTO KOHTPOJIS B cepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB M IMPUBEIN MIIM MOTYT MPUBECTH K
MIPOM3BOJICTBY JIEKAPCTBEHHBIX MPEMapaToB Uil MEIUIIMHCKOTO MPUMEHECHUS, MPUYHHUBIINX MM CITOCOOHBIX
MPUYMHUTD BpE]] XKHU3HH WU 3JI0POBBIO0 TPAXJIAH, PACCMATPUBAET BOIPOC O MPUOCTAHOBJICHUM TPUMCHCHUS
JICKapCTBEHHBIX MPENapaToB JUI MEAUIUHCKOTO TPUMEHEHHS B YCTAHOBICHHOM MM [MOPSAKE B CIEAYIOIINX
Clydasx:

1) cocraB u (WiIM) TEXHOJOTHS TIPOW3BOJCTBA JIEKAPCTBEHHOTO TMpemnapara JUisi MEIUIIMHCKOTO
MIPUMEHEHUS (C OIMMMCAaHUEM CTaIid TPOU3BOICTBA) OTIIMYAIOTCS OT 3asBJICHHBIX B PETHCTPAIIMOHHOM JIOCHE;

2) neKapCTBEHHBIM Tpenapar s MEAWIMHCKOTO NMPUMEHEHHUs MPOU3BEICH Ha MPOU3BOJACTBEHHOM
IUIONIAJIKe, HE YKA3aHHOW B PETUCTPAI[MOHHOM JIOChE;

3) y Tmpou3BOAUTENS JIEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOJATBEpKIaroliye
COOTBETCTBHE KayeCcTBa JICKAPCTBCHHOTO IMperapara JJjisi MEIUIMHCKOrO TMPUMEHEHHUs, BBOJUMOIO B
rpaXXJaHCKUH 000pOT, TpeOOBAHUSM, YCTAHOBJICHHBIM IIPH €T0 FOCYJAPCTBEHHON PETUCTPAIINY;

4) TpoW3BOAWMTENEM  JIEKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOIIMM
YIIOJIHOMOYCHHBIM ~ (peJIepabHBIM OpPTaHOM HCIIOJNHHUTENFHOW BIIACTH CPOK HE YCTPAHEHBI HAPYIICHUS
TpeOOBaHMIA MPABUIT HAIEKAIICH MPON3BOACTBEHHOW MPaKTUKH W (WIHM) JHIICH3UOHHBIX TPEOOBAHMIA,
KOTOpbIC OBUTH BBISIBIICHBI B XOJI€ MPOBEJICHUST HHCTICKTHPOBAHHSI TPOU3BOTUTENIS JICKAPCTBEHHBIX CPEIICTB HITH
OCYIIECTBIICHUS JTHIIEH3MOHHOTO KOHTPOJsSl B cdepe MPOU3BOJACTBA JICKAPCTBEHHBIX CPEJCTB M MPUBEIN HIIH
MOTYT TIpUBECTH K TIPOM3BOJICTBY JIEKAPCTBEHHBIX IMPEMapaToB Uil MEAUIUHCKOTO TPUMEHEHHS,
MIPUYUHUBIINX WU CIIOCOOHBIX MPUYUHUTH BPEJT AU3HU HITH 3I0POBBIO TPAXKIaH.

Hupopmayus 06 usmenenusx: Cmamoes 65 oononnena uwacmoio 4 ¢ 15 uons 2018 2. - ®edepasibHbll
3aKoH om 4 uronsa 2018 . N 140-D3

4. YriomHOMOYeHHBIH (enepalibHBI OpraH MCHOJIHUTENBHON BIACTH MPY HAJIWYUK Y HErO CBEACHUH O
HECOOTBETCTBUM  INPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPENCTB  TpeOoBaHUSAM  MPaBUIT  HaaJekKallen
MIPOM3BOJCTBEHHON MPAKTUKU U (MJIM) O HAPYLICHUH JIMLIEH3MOHHBIX TpeOOBaHMiA, KOTOPbIE ObIJIM BBHISBICHBI B
XO0JIe TPOBEJCHMS] HWHCIEKTUPOBAHMS MPOU3BOAUTENS JIEKApPCTBEHHBIX CPEIACTB WM OCYIIECTBICHUSA
JIMIIEH3UOHHOTO KOHTPOJISL B chepe MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB M MPUBEIU WA MOTYT MPUBECTH K
MIPOU3BOICTBY JIEKAPCTBEHHBIX MPENapaToB JUIsi BETEPUHAPHOTO MPUMEHEHHS, TPUIHMHUBIIUX WM CIIOCOOHBIX
MIPUYUHUTH BPE[ )KU3HH TN 3J0POBBIO KUBOTHBIX, PACCMATPUBAET BOIIPOC O MPUOCTAHOBIICHUH PeaTH3aliy 1
MIPIMEHEHUS JIEKAPCTBEHHBIX NPENapaToB sl BETEPHHAPHOTO MPUMEHEHHS B YCTAHOBICHHOM WM MOPSAAKE B
CIIEAYIOIIUX CITydasX:

1) cocraB u (WnM) TEXHOJOIWS MPOU3BOJCTBA JIEKAPCTBEHHOIO Ipemapara [yil BETEPUHAPHOI'O
IIPUMEHEHUS (C ONMMCAaHUEM CTaui IPOU3BOACTBA) OTIMYAIOTCS OT 3asBJIICHHBIX B PETUCTPALIMOHHOM J0ChHE;

2) JeKapCTBEHHBIA Npemnapar Uil BETEPHHAPHOTO NPUMEHEHHs NPOU3BEINEH Ha IPOU3BOACTBEHHOU
IJIOLIAJIKE, HE YKA3aHHOW B PETUCTPAIL[MIOHHOM JOCKE;

3) y mnpou3BOAUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPKAAOLINE
COOTBETCTBHE KauecTBa JIEKapCTBEHHOIO IIpernapaTa A BETEpPUHAPHOTO MPUMEHEHHs, BBOAMMOIO B
rpaXJaHCcKui 000poT, TpeOOBAHUSIM, YCTAHOBICHHBIM IIPH €T0 FOCYJApCTBEHHON pEerucTpalny;

4) npou3BOAMTENEM  JIEKAPCTBEHHBIX CPEACTB B  COTJIACOBAaHHBIH C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM ~ (peJIepalbHBIM OpPTaHOM HCIIONHHUTENFHOW BIIACTH CPOK HE YCTPaHEHBl HapyIICHHS
TpeOoBaHMI MPAaBWI HaANeXallel NTPOWU3BOACTBEHHOW NPAKTUKH W (WIHM) JWIEH3UOHHBIX TpPeOOBaHUIH,
KOTOpBIE OBLIH BBISBIICHBI B XOJI€ TIPOBEACHUS HHCTIEKTHPOBAHUS MTPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB MIIH
OCYILIECTBJICHUS JIMIIEH3MOHHOIO KOHTPOJS B cdepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB M IPUBEIN WU
MOTYT TIPUBECTH K IIPOM3BOJACTBY JIEKAPCTBEHHBIX IIPENapaTtoB Uil BETEPUHAPHOTO IPUMEHEHUS,
MIPUYMHUBIINX WIN CIIOCOOHBIX MPUYMHUTH BPE )KU3HHU MIIH 3[J0POBBIO )KUBOTHBIX.

T'APAHT: Hywmepaius yacteil npuBOAUTCS B COOTBETCTBUHU C USMEHAOLLNMU JOKYMEHTaMM

Hupopmayus 06 usmenenusx:  Cmamos 65 dononnena wacmoio 7 ¢ 1 cenmabps 2023 2. - @edepasibHbll
3aKkoH om 2 urona 2021 2. N 317-D3

7. B mopsjke, NpeayCMOTPEHHOM YacTbl) 4 HACTOSIICH CTaThH, YIOJHOMOYCHHBIH (enepanbHbIi
OpraH HCIIOJHHUTEIBHOW BIACTH PAcCMAaTPUBAET BOMPOC O MPUOCTAHOBICHHH pEANU3AlMU M TPUMCHEHHS
JIEKapCTBEHHOTO IIpernapara JJIsi BETepHHAPHOTO MPHMEHEHHS B CIydae BBIBICHUS B TPAXIAHCKOM 00OpoTe
CepHH JICKAPCTBEHHOTO Ipemnapara sl BETEPUHAPHOTO NPHMEHEHHS, JOKYMEHTBI M CBEICHHUS O KOTOPOM,
npeaycMoTpeHHbie YacTaMu 1 - 3 u 6 cTtaTbn 52.2 Hactosiero denepanbHOro 3aKOHA, HE MPECTABICHBI B
yKa3aHHbBIH OpraH, JH0O0 CepHuu MUMMYHOOHMOJIOTMYECKOTO JIEKapCTBEHHOTO Mpernapara Juisi BETepUHApHOTO
NPUMEHEHHUs, HE UMEIOIIeH pa3pemieHus, NpeIyCMOTPeHHOro 4acTbio 8 cratbh 52.2 HacTosmero
denepanpHOro 3aK0HA. B yKa3aHHOM ciiydae YHMOJIHOMOYCHHBIH (eaepanbHblil OpraH UCTIOTHUTEIBHON BIACTH
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IIPUHUMAET PEIIEHUE O IPUOCTAHOBICHUU pEATU3ALUA W INPUMEHEHUS TaKUX CEpUd 1O MPEeACTABICHUA
yKa3aHHBIX TOKYMEHTOB M CBEACHHUH MO0 70 TIOMYUYEHHSI YKa3aHHOTO Pa3pelIeHHs.

T'APAHT: CM. KOMMEHTapuK k ctatbe 65 HacTosmero deaeparbHOTO 3aKOHA

Hupopmayus 06 usmenenusx:  Cmamovs 66 uzmenena ¢ 1 mapma 2020 2. - @edepasibHbll 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

CraTbs 66. udopmanus o pe3ynsrarax hapMakoHaA30pa

YnosHOMOYeHHBIN (eaepaibHbIi OpraH UCIIOJIHUTEIBHOMN BIIACTH, OCYIICCTRIIIONIUI (hapMaKkoHaa30D,
II0 €ro pe3yJbTaTaM pa3MelaeT Ha CBoeM opunranbHOM caiite B cetd "MHTepHeT" nH(pOopMaIHio o:

1) BBISIBIIEHUN HOBBIX MOATBEPKIEHHBIX AHHBIX O MOOOYHBIX AEHCTBUAX, HEXKETATEIbHBIX PEaKIsIX,
CEPbE3HBIX HEXKENAaTEIbHbIX PEaKIUSIX, HENPEIBUICHHBIX HEXKENaTeIbHbIX PpEaKUUsIX IpU MPUMEHEHUU
JIEKapCTBEHHOTO MpernapaTa, B TOM YHCIIE BIUSIOIMX Ha OTHOLLIEHUE OKUIAEMOU MOIb3bl K BO3MOKHOMY PUCKY
MPUMEHEHUS JAHHOTO JIEKAPCTBEHHOTr 0 Mpernapara;

2) NpUHATHIX PELICHUSAX O BHECEHHMHM M3MEHEHHWH B MHCTPYKLHIO IO HPUMEHEHHIO JICKAPCTBEHHOTO
mpemnapaTa, O MPHUOCTAHOBICHHH NPUMEHEHHs JIEKapCTBEHHOTO Ipernapara, 00 H3BSITHH W3 OOpalleHHs
JIEKapCTBEHHOTO Mpemnapara Wik 0 BO30OHOBIEHUH TPUMEHEHU JIEKapCTBEHHOIO TIpernapara.

T'APAHT: CM. KOMMEHTapuu k cratbe 66 Hactosiero depepanibHOro 3aKOHA

Hndopmayus 06 uzmenenusx: Haumenosanue uzmenerno c 1 aneaps 2018 2. - ®edeparibHbIl 3aKOH om 28
oexabps 2017 2. N 425-D3
Cwm. npedbidywyto pedakyuro

I'naBa 14. HH(bOpMaIII/lﬂ 0 JIEKAPCTBEHHBLIX IIpEmapaTax. Cucrema MOHUTOPHUHIA IBUKCHUSA
JICKAPCTBCHHLIX IpenapaToB AJd MEAUIUHCKOI0O NIPUMEHCHUSA

Hupopmayus 06 usmenenuax:  Haumenosanue usmeneno c 1 sneaps 2018 2. - ®edeparibHbil 3aKOH om 28
oexabps 2017 2. N 425-D3
Cwm. npedbidywyro pedakyuro

Cratba 67. Mudopmauus o nexapcTBeHHBIX mnpemnaparax. CucreMa MOHHMTOPHMHIA JBH)KCHHS
JIEKapPCTBEHHBIX MPENapaToB JUIsl MEJUIIMHCKOTO IPUMEHEHUS

Hngopmayus 06 usmenenusx: Yacmo 1 usmenena ¢ 13 aseyema 2019 2. - @edepasibHbil 3aKOH om 2
aseycma 2019 e. N 297-D3
Cwm. npedbidywyro pedakyuro

1. npopmanus O JEKapCTBEHHBIX MperapaTax, OTIIyCKaeMbIX M0 PEeLEenTy Ha NekapCTBEHHbIN
npenapar, [OOJbKHA COJNEepKAaThCsl TOJNBKO B CIEHHAIM3UPOBAHHBIX H3JaHUSIX, MpeJHAa3HAYCHHBIX IS
MEIMIIMHCKUX, (apMaleBTUUECKUX PAOOTHUKOB, CICIMAIUCTOB B o0nacTu BerepuHapuu. MHbopmanus o
JICKapCTBEHHBIX Mpenaparax [yl CIEHUATUCTOB B 00JacTH OOpamieHUsl JIEKAPCTBEHHBIX CPEICTB MOMKET
CoJIepKaThCcsl B MOHOTpadusix, CIPABOYHHKAX, HAYYHBIX CTaThiX, B JIOKJIAJaX Ha KOHTpeccaX, KOHPEPEHIINsX,
CHMITO3MyMaX, HayYHBIX COBETAX, & TAKXKE B MHCTPYKIUSIX 110 MPUMEHEHHUIO JIEKAPCTBEHHBIX TPETIapaToB.

2. Wudopmamus o JeKapCTBEHHBIX IperapaTax, OTIIYCKaeMbIX 0Oe3 pelenTa Ha JIeKapCTBEHHBIH
mpenapaTr, MOXET COACpKaTbCsd B MyOJIMKANUAX W OOBSABICHHUSIX CPEICTB MAaccoBOWM HH(MOpMAIH,
CTMCIUAM3UPOBAHHBIX M OOIIUX TMEYATHBIX HW3JAHUAK, WHCTPYKIHUSAX MO NPUMEHEHUIO JIEKapCTBEHHBIX
[penapaToB, MHBIX H3JaHUAX CyOBEKTOB OOpAIICHUs JIEKAPCTBEHHBIX CPEACTB. PekiiaMHble MaTepHaibl O
JICKapCTBEHHOM I@pemnapare, OTIyCKaeMoM ©0e3 pemenTa Ha JIEKapCTBEHHBIM Mpemapar, JJOJKHBI
COOTBETCTBOBATh MHCTPYKLHUH MO0 MPUMEHEHHIO JIEKAPCTBEHHOTO Tpernapara.

3. JomyckaeTcss HCIONB30BaHWE JIOOBIX MAaTepHalbHBIX HOCUTEJCH, MO3BOJSIOIIUX XPaHUTD,
nepeaBaTh U UCIOIb30BaTh HH(OPMAIIUIO O JIEKAPCTBEHHBIX Mpenaparax 0e3 ee NCKaKEHUs.

Hupopmayus 06 uzmenenusix: Yacme 4 uzmenena c 1 anpens 2024 2. - ®edepasibHbIl 3aKOH om 4
aseycma 2023 2. N 428-D3
Cm. npedbidywyro pedakyuro

4. Ins ueneit uaeHTUGUKAINN YIAKOBOK JIEKAPCTBEHHBIX MPENapaToB JJIsi MEJUIMHCKOTO TIPUMEHEHHS
IIPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB B [OPAOKe, ycraHoBieHHOM IlIpaBurensctBoMm Pocculickoit
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Qenepanny, HAHOCAT HA MIEPBUYHYIO YIIAKOBKY (B OTHOIICHHUH JIEKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO
MIPUMEHEHUS, U1 KOTOPHIX HE IPEeIyCMOTpEeHa BTOPWYHAS YIIAKOBKA) W BTOPHYHYIO (TOTPEOHUTEITHCKYIO)
YIAaKOBKY JIEKapCTBEHHBIX NPENapaTtoB JUId MEIUIMHCKOTO IPUMEHEHHUs CpelcTBa HICHTU(HUKALMHU, 3a
HCKITIOYCHHUEM JIEKapCTBEHHBIX MIPENapaToB Ul MEAULIMHCKOTO IPUMEHEHHS], IPOM3BOIUMBIX ISl [IPOBEICHUS
KIMHWYECKUX HCCIICIOBAaHUN, 3KCIIOpPTa, JIEKAPCTBEHHBIX IIPENapaToB Ui MEIULMHCKOrO IPUMEHEHUS,
yKa3aHHbIX B 4actax 5 m 8 cratbm 13 Hacrosmero denepanbHOro 3aKoHA, paarodapMareBTHYECKUX
JICKapCTBEHHBIX IPEapaToB, BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX NpPENapaToB, KOTOPHIC NPOU3BEICHBI
MaJbIMH CEPUSMH, COCTOST M3 OJHOW MIM HECKOJNBKHUX /03 BBICOKOTEXHOJIOTHYHOTO JIEKAPCTBEHHOTO
npemnapara, MpeJHa3Ha4eHbl UII KOHKPETHOI'O MAIMEeHTa, UMEIOT KOPOTKUH CPOK TOAHOCTH (IO AEBSHOCTa
KaJIeHAApHBIX JHEW) U (WIM) TeMIepaTypHBIH PEeKUM XpaHEHUS M TPaHCHOPTHpoBaHHUs MuUHyc 60 rpamycos
Lenbcus wnaM HUXKe, NMUSABOK METUIIMHCKMX M Ta30B MEIUIMHCKUX. [l JeKapCTBEHHBIX NpenaparoB c
MEXAYHAPOJHBIM HEMaTeHTOBAaHHBIM HaWMEHOBaHHWEM "JTaHON" CpPEeACTBO WIACHTU(QHMKALWU HAHOCHUTCS Ha
BTOPUYHYIO (HOTPEOMTENbCKYIO) YIAKOBKY B Cly4ae, €ClIM Takas YNaKoOBKa SIBISETCS WHAWBHIYaIbHON
BTOPUYHON (ITOTPEOUTENHCKON) YIMAKOBKOW ATOTO JIEKAPCTBEHHOTO TMperapaTa, a B CIydae OTCYTCTBHA
BTOPUYHOH (TMOTPEOUTETHCKON) YIAKOBKH WM HAJIMYMS YIIAKOBKH, B KOTOPOW HAXOMUTCs Oojee OXHOU
€IMHHUIBl YKa3aHHOTO JIEKAPCTBEHHOTO Ipernapara B IEPBUYHOW YIAaKOBKE, CPEICTBO HACHTH(UKAIIIK
HAaHOCHTCS Ha IEPBUYHYIO YIIAKOBKY.

Hupopmayusn 06 usmenenusx: Cmamos 67 donoanena uacmeio 5 ¢ 1 ausaps 2018 2. - ®edepasnbHbil
3aKoH om 28 dexabps 2017 2. N 425-D3

5. XapaKkTepuCTHKH CpeACTBa HISHTH(HUKAINH, TIOPSIIOK €T0 HAaHECEHUsI W TPeOOBaHUSA K CTPYKTYpe U
dhopmaTy mMHPOpMAIHH, KOTOPYIO COAEPKHUT CpeAcTBO HieHTH(uKammu, onpenenaiotca I[lpasurenscTBoMm
Poccuiickoit ®enepanumn.

Hupopmayusn 06 usmenenusx: Cmamos 67 donoanena uacmeio 6 ¢ 1 ausaps 2018 2. - ®edepasnbHbil
3aKoH om 28 dexabps 2017 2. N 425-D3

6. [NopsAnok co3manms, pa3BUTHS, BBOJA B SKCIUTYaTaIMIO, SKCIUIyaTallid U BBIBOJA M3 SKCILTyaTalldH
CHUCTEMbl MOHUTOPHHIA JBW)KECHUS JIEKAPCTBEHHBIX NPENaparoB I MEIUIMHCKOTO MPHUMEHEHUs, MOPALOK
MpenocTaBleHnss HMHQOpMalMM, coaepkamleiics B CHCTEME MOHHMTOPHHIA JBMXKEHHS JICKApCTBEHHBIX
MpenapaToB JUIsl MEAULMHCKOTO MPHUMEHEHMs, ¥ MOPSAAOK B3aUMOJCHCTBUS yKa3aHHOM CHUCTEMBI C MHBIMH
roCyJapCTBeHHBIMH MH()OPMALMOHHBIMU CHCTEMaMU M MH()OPMALMOHHBIMU CHCTEMaMH IOPUAMYECKHUX JIUI U
MHIMBHYyaJIbHBIX MpEANpPUHAMATENCH, yKa3aHHbIX B YacTaxX 7 u 10 Hacrosimiel craThH, yCTaHAaBIMBAIOTCS
[IpaButensctBoM Poccuiickoit @enepannn. OneparopaMi CHCTEMbl MOHUTOPHHTA JBIM)KEHUS JIEKapCTBEHHBIX
npenaparoB sl MEAUIUHCKOTO MPUMEHEHHUS SBIAIOTCS Qe/lepalbHbIA OpraH NCIOHUTENLHOM BIACTH U (WIIN)
opraHusaums, ynoanaomouenHsie [IpaButensctBom Poccuiickoit @enepanuu.

Undopmayus 06 usmenenusx:  Cmamos 67 donoanena yacmoio 7 ¢ 1 uiona 2020 2. - PedeparibHbil 3aKOH
om 28 dexabps 2017 2. N 425-D3 (8 peoaxyuu PedeparibHo20 3aKkoHa om 27 dexabps 2019 2. N 462-D3)

7. Opuanueckue nuna U WHIUBUAYAIbHbIE NPEANPUHUMATENH, OCYIIECTBISIONINE MPOU3BOACTRBO,
XpaHeHue, BBo3 B Pocculickyro ®denepannio, OTHYCK, peanus3aluio, nepenady, IpUMEHEHUE U YHUUYTO)KCHHE
JIEKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHSI, 00eCTIeYMBAIOT B MMOPAIKE U B COCTaBe, KOTOPHIE
yctaHoBneHbl IlpaButenbctBoM Poccuiickot ®@enepaiiiu ¢ y4eToM BHJA OCYHIECTBIAEMOM HMU
JeSITeNbHOCTH, BHECEHHWE HMH(OpManMu O JIEKapCTBEHHBIX Ipernaparax Ajds MEJULMHCKOIO HNPUMEHEHUs B
CHCTEMY MOHUTOPHHTA JBI>KEHHS JIEKAPCTBEHHBIX IPENapaToB Il MEIUIIMHCKOTO IPUMEHEHHUSL.

Huopmayus 06 uzmenenusx: Yacmo 7.1 usmenena ¢ 13 uions 2020 2. - @edeparibHbil 3aKOH om 13 utons
2020 2. N 206-D3
Heticmeue nonoosicenuti uwacmu 7.1 (8 pedaxyuu @edepasibHo20 3akoHa om 13 uwona 2020 2. N 206-D3)
pacrpocmpaHsaemcs na npagoomuoutenus, ozuuxuue ¢ 1 uronsa 2020 2.
Cwm. npedbidywyro pedakyuro

7.1. JlekapcTBeHHbIE TMpemapaThl JUIsl MEAWIIMHCKOTO TPUMEHEHWs, IpeIHAa3HAYCHHBIC s
obOecrnieueHus v, OOJNBHBIX TeMO(WINEH, MYyKOBHUCIIH030M, THIO(U3apHBIM HaHWU3MOM, Oosie3Hpro ['omre,
3JI0KQYE€CTBEHHBIMH HOBOOOpA30BaHUAMH JIMM(OUIHON, KPOBETBOPHOW W POJCTBCHHBIX WM TKaHEH,
PACCESIHHBIM CKJICPO30M, JIMI] TIOCJIC TPAHCILIAHTAIMK OPTaHOB U (MJIM) TKaHEeH, pou3BeACHHbIC 10 31 nexadps
2019 rona, a Taxke WHBIE JIEKAPCTBEHHBIE MPENaparsl s MEAUIIMHCKOTO MPUMEHEHHUS, TTPOU3BEACHHbBIE 10 |
utois 2020 rozxa, mojuIekKAT XPAHCHHIO, TMEPEBO3KE, OTIYCKY, pealn3allid, mepenade, NPUMEHEHHIO 0e3
HAaHECCHHS CPEICTB HUACHTU(UKAIMK JIO0 MCTCYCHHS CpOKa HX roaHocTd. IlpaBurenbctBo Poccuiickoit
®depepaliy BIIpaBe YCTAaHOBUTHL OCOOCHHOCTH BBOJA B TPAXKIAHCKUN 000pPOT JIEKAPCTBEHHBIX MPEIapaToB s
MEIUITMHCKOTO IPUMEHEHHS, TPOU3BeAeHHBIX B mepros ¢ 1 mromst 2020 roxa mo 1 oktsa6ps 2020 roga. B memsax
BBOJIa B TPAXKJTAHCKUI 000POT JIeKapCTBEHHBIE TPenapaThl ISl METUIITHCKOTO IPUMEHEHHS, 33 UCKITIOUEHHEM

06.03.2025 Cucrema TAPAHT 139


https://internet.garant.ru/document/redirect/71846624/172
https://internet.garant.ru/document/redirect/71846624/172
https://internet.garant.ru/document/redirect/72136156/1200
https://internet.garant.ru/document/redirect/71846624/172
https://internet.garant.ru/document/redirect/71846624/172
https://internet.garant.ru/document/redirect/72136156/1400
https://internet.garant.ru/document/redirect/72136156/1700
https://internet.garant.ru/document/redirect/72136156/1500
https://internet.garant.ru/document/redirect/72136180/1
https://internet.garant.ru/document/redirect/71846624/172
https://internet.garant.ru/document/redirect/73355363/22
https://internet.garant.ru/document/redirect/72136156/1600
https://internet.garant.ru/document/redirect/74369768/23
https://internet.garant.ru/document/redirect/74369768/23
https://internet.garant.ru/document/redirect/74369768/44

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

JIEKapCTBEHHBIX MpEnapaTroB, MpeJHAa3HAYCHHBIX [UIsI  oOecriedeHus JHUI, OOJNBHBIX TeMOQUIHCH,
MYKOBHCIIHIO30M, THUITO(GU3ApHBEIM HAHU3MOM, O0je3HBI0 [omre, 370Ka4eCTBEHHBIMH HOBOOOPA30BaHUSIMHU
TUMQOUIHON, KpPOBETBOPHOH W pOJCTBEHHBIX MM TKaHEH, pacCesHHBIM CKIIEPO30M, JIHI[ IIOCIHe
TpPaHCIUTAHTAlIMM OpPraHOB M (WJIM) TKaHEH, NPOM3BEIEHHBIC 3a TpEIeIaMH TEPPUTOPHH Poccuiickoi
®enepanuu 10 1 oxTs6ps 2020 roxa, MoryT ObITH BBe3eHBI B Poccuiickyro ®eneparuio no 1 saBapst 2021 rona
B nopsanke, ycraHoieHHoM IIpaButensctBoM Poccuiickoit ®epeparum, Oe3 HaHECeHHS CpEJICTB
uaeHTH(DUKAINY.

Hupopmayusn 06 usmenenusx: Cmamos 67 donoanena uacmeio 8 ¢ 1 aumsaps 2018 2. - ®edepasnbHbil
3aKoH om 28 dexabps 2017 2. N 425-D3

8. Opranmzauusi WHPOPMALMOHHOTO  B3aWMOJEHWCTBUS  CHUCTEMBl MOHUTOPHMHIA  JIBHIKECHUS
JEKapCTBEHHBIX  MpENapatoB Ul  MEIUIUHCKOTO TPUMEHEHHMs C  HWHBIMH  T'OCYJapCTBEHHBIMH
WHPOPMALIMOHHBIME ~ CUCTeMaMH  oOecreyMBaeTcss B TOM  4YHCJIE TIOCPEACTBOM  HH(PACTPYKTYpBHI,
oOecreunBaroied  MHPOPMALMOHHO-TEXHOJIOTHUECKOE  B3aWMOJECHCTBHE  MH()OPMALMOHHBIX  CHCTEM,
WCIONB3YEMBIX JUISI TPEAOCTABIEHUS TOCYJApCTBEHHBIX M MYHHIMNAIBHBIX YCIYT W HCIOJHEHHA
TOCYJapCTBEHHBIX U MYHHLIMIAIBHBIX (PYHKIUH B DJIEKTPOHHOU (opme.

Hupopmayus 06 uzmenenusix: Yacmo 9 uzmenena c 15 aseycma 2023 2. - @edeparsibHbil 3aKOH om 4
aseycma 2023 2. N 474-D3
Cwm. npedbidywyro pedakyuro

9. Nndopmanus, conepkamiascsi B CHCTEME MOHHTOPHHTA JABHKCHUS JICKAPCTBEHHBIX TPENapaToB s
MEIUIIMHCKOTO TIPUMEHEHHS, SBISIETCS MHPOpMaIeld orpaHuYeHHOro JOCTyIa B COOTBETCTBHU O CTaTben 9
®denepanbHoro 3akona ot 27 uroiist 2006 roga N 149-03 "O6 unpopmannu, THHOPMALUOHHBIX TEXHOJIOTHAX H
o0 3amuTe HHpOpManuu'", 3a UCKIFOYCHNEM MHPOPMAINY, HEIOMYCTUMOCTh OTpaHUYEHHUS JOCTyIa K KOTOPOH
yCTaHOBJICHAa (enepanbHBIMA 3aKOHAMH, a Takke WHbopManuu, oTHeceHHOW IIpaBuTenbcTBoM Poccmiickoii
denepani B COOTBETCTBMM ¢ HacTroAmmM PDenepanbHbIM 3aKOHOM K OOIIEAOCTYNHOW HHGOpPMAaLUH.
ObmenoctynHass wuHGpOpMaLus, COAEpXKAIIAsiCsi B CHCTEME MOHUTOPHUHIA IBIKCHHS JICKapCTBEHHBIX
IpenapaToB Uil MEAULMHCKOTO MPUMEHEHHUS, Pa3MeIaeTcs B HHPOPMALMOHHO-TEJIEKOMMYHHUKAIIMOHHONW CETH
"Unteprer”" (B ToM uuncie B ¢GOpME OTKPHITHIX HAaHHBIX) B MOPSAKE, ycTaHOBIeHHOM llpaBuTenbcTBOM
Poccuiickoit ®enepanun.

Hupopmayus 06 usmenenusx:  Cmamos 67 dononnena uacmoio 9.1 ¢ 15 aseyema 2023 2. - ®edepasibHbll
3aKoH om 4 aseycma 2023 e. N 474-D3

9.1. Joctyn k uwH(pOpMANUHU, COAEpKAIIECHCSI B CHCTEME MOHUTOPHHTA JBIDKEHHS JIEKapCTBEHHBIX
mpenapaToB Uil MEAUIMHCKOTO MPUMEHEHHS, 00ECTIEUNBACTCS ONEPaTOPOM CUCTEMBbl MOHUTOPHHTA IBHUKECHUS
JIEKapCTBEHHBIX MPENapaToB I MEAULMHCKOTO IPUMEHEHUs B MOPSAAKE, ycraHoBIeHHOM IIpaBuTenscTBOM
Poccuiickoii @epepanun, B COOTBETCTBUH ¢ 3aKOHOAATENLCTBOM Poccuiickoit depepanuu 06 nHbopmanumy,
MH(QOPMAIIMOHHBIX TEXHOJIOTHAX M O 3aliuTe MHpOopMaluH, 3aKoHoO4aTernbCcTBOM Poccuiickoit @enepanyu o
roCy/IapCTBEHHON TaliHe, 3aKOHO4aTernbCTBOM Poccuiickoit ®enepauud O KOMMEpPYECKOW UM WHOM
OXpaHsSIEMON 3aKOHOM TallHE M C YYETOM IIOJIOKEHU Hacrtodiled crtatbd. [IpaBuTenbctBo Poccuiickoit
depepanuy BIIpaBe YCTaHABIMBATH [IEPEUYCHb JIEKAPCTBEHHBIX MPENAPATOB Il MEAMIIMHCKOrO MPUMEHEHUS U
(mmm) TPYNIT JIEKapCTBEHHBIX IMIPEMapaTroB TSI MEAWIIMHCKOTO TPUMEHEHHS M OCOOEHHOCTH [OCTyma K
nH(MOpPMAIMN O TaKWX JIEKAPCTBEHHBIX Mperaparax, CoJepiKallelcss B CHCTEME MOHUTOPHHTA JIBHKCHHS
JIEKapCTBEHHBIX MPENApaTOB AJIsl MEAUIIMHCKOTO IPUMEHEHHS.

Hupopmauus 06 usmenenusx:  Cmamos 67 dononnena wacmoio 9.2 ¢ 15 aszycma 2023 2. - @edeparnbHbil
3aKoH om 4 aseycma 2023 2. N 474-D3

9.2. Ilonp30BaTeIN CUCTEMBI MOHUTOpPHUHI'a IBUXXCHUA JICKAPCTBCHHBIX IIPE€IIapaToB 111 MCIUIIMHCKOI'O
MPUMEHEHUA 06JIa,I[aIOT IIpaBOM OOCTyTIIa K I/IH(l)OpMaI_II/II/I, co,uepn(amef/ic;{ B CUCTEME MOHUTOPHUHTIA ABUXKCHUSA
JICKAPCTBCHHBIX IPCapaToB AJIsI MEAUIHUHCKOTO NPUMCHCHHS, C YUCTOM OFpaHI/IquI/Iﬁ AOCTYyIIa K yKa3aHHOI>i
I/IH(l)OpMaLII/II/I n ec nocnez[yfomeﬁ O6pa60TK€, YCTAHOBJICHHBIX HACTOAIINUM qDC}.ICpaHLHBIM 3aKOHOM M HMHBIMH
HOPMAaTHBHBIMU ITPABOBBIMH dKTaMHU Poccutickoi (I)C,I[CpaI_II/II/I.

Hupopmavus 06 usmenenusx:  Yacmo 9.3 usmenena ¢ 19 aseycma 2024 2. - @edeparnbHbili 3aKOH om 8
ascycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakuuro

9.3. ®enepanbHple OpraHbl HCIOJHUTENBHOW BIACTH M HCHOJHUTENBHBIE OpraHbl CyOBEKTOB
Poccuiickoit @enepanuu B nensx, onpezeneHHbix IIpaBurensctBom Pocculickoii @enepanuu, UMEKOT IIPABO
JOCTyna K HH(pOpMaLuu 0 CyObeKTax oOpallleHHs JeKapCTBEHHBIX CPEACTB, O JIEKAPCTBEHHBIX Ipenaparax u oo
000pOTEe TaKWX JIEKAPCTBEHHBIX TMPENapaToB, HEOOXOMUMOH IJisi BBIMONHEHMS 3a/ad W OCYIICCTBIICHHS
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(GyHKIWH, BO3NOXEHHBIX Ha (eaepaibHble OpraHbl UCIIONHUTEIBHOW BIACTH W HUCIIOJHUTEIBHBIE OpPTaHbI
cyonrexToB Poccuiickoit denepanny, cTaTUCTHYECKOW WHMOPMAIMM O JIEKapCTBEHHBIX IperapaTax M 00 ux
obopore, a Takke K obmenoctymHol nHpopMmanuu. CocTaB dTOM HHPOPMAITUN OTPEILSISICTCS COTIIAMNECHUSIMHI
00 wnH(MOPMAIMOHHOM B3aUMOJIEHCTBHH, 3aKIIOUYCHHBIMU OIEPATOPOM CHCTEMbl MOHWUTOPHHTA IBMKEHUS
JIEKapCTBEHHBIX TPETapaToB I MEIUIIMHCKOTO MPHUMEHEHUs ¢ (efepalbHBIMA OPTaHAMHU HCIIOIHUTEIEHON
BIIACTH WJIM WCIIOJIHUTENBHBIME OpraHamMu cyObekToB Poccuiickoii denepanmu u ¢deneparbHBIM OpPraHOM
HCTIOJIHUTENLHON BIACTH, OCYIICCTBISIOIIMM (YHKIMM MO BBIPAa0OTKE M pealu3alud TOCyAapCTBEHHOU
MOJIUTUKY 1 HOPMAaTUBHO-TIIPAaBOBOMY PETYJIUPOBAHUIO B chepe 3ApaBOOXPaHEHHS.

Hupopmayus 06 usmenenusx:  Cmamos 67 dononnena uacmoio 9.4 ¢ 15 aseycma 2023 2. - ®edeparibHbll
3aKoH om 4 aseycma 2023 e. N 474-D3

9.4. CyObekr oOpamieHus JIEKapCTBEHHBIX CPEACTB HMMEET MpaBO JOCTyna K uHpopManuu 00
OTIepalUsIX C JIEKApCTBEHHBIMH MpenapaTaMy AJ1s1 MEJUIMHCKOTO IPUMEHEHHSI, COBEPLICHHBIX 3TUM CyObEKTOM
oOpallieHus IeKapCTBEHHBIX CPECTB, a TAKKE K 001e10CTyTHONH HH(OpMaLny.

Hupopmayus 06 uzmenenusix:  Cmamwvs 67 dononnena uacmoio 9.5 ¢ 15 aseycma 2023 2. - @edeparibHbll
3aKoH om 4 ageycma 2023 2. N 474-D3

9.5. Omeparop CHUCTEMBI MOHHTOPHHIA ABHIXKCHHUS JICKAPCTBEHHBIX MPENapaToB YIS MEIUIIMHCKOTO
MPUMEHEHHUsT 00JIaaeT MPaBOM JOCTyNa K MH(POPMAIIUH, COMEPKAIISHCT B CHCTEME MOHUTOPHUHTA JTBH)KCHHUS
JICKaAPCTBCHHLIX TMperapaTroB I MCEAUIMUHCKOIO IMPUMCHCHUA, BKIIOYasd I/IH(bOpMaL[I/IIO OTpaHUYCHHOI'O
JIOCTYTa, C BO3MOXKHOCTBIO €¢ 00pabOTKH, B TOM YHCIIE €€ MPEJOCTABICHHS U PACTIPOCTPAHCHUS, 0OeCTICUeHHS
JIOCTYTIa K HEH M OKa3aHus YCIIYT ¢ €€ MCIIOJIb30BaHueM (faiiee - 00paboTka).

Hupopmayus 06 usmenenusix:  Cmamovs 67 dononnena uacmoio 9.6 ¢ 15 aseycma 2023 2. - @edeparibHbil
3aKoH om 4 aeeycma 2023 2. N 474-D3

9.6. Oneparop cHCTEMbl MOHHUTOPHHIA JIBHXKCHHS JICKAPCTBEHHBIX MPEMApaToB JJIs MEIUIIMHCKOTO
MPUMEHEHHUS MOXKET OCYILIECTBIATH 00pabOTKy HWH(pOpMAlMM OTPAaHUYCHHOI'O JOCTyIa, COIEpIKaIlehcs B
CHUCTEME MOHUTOPHHIA JABM)KCHUS JICKAPCTBEHHBIX IIPENapaToB I MEIUIIMHCKOTO MPUMEHEHUS, IIPH YCIOBUU
00s3aTeIbHOr0 00C3IMYMBAHMS TaKOW HHGOPMAIMM B COOTBETCTBUH C YTBEP)KIAEMbIMH (eaepaabHbIM
OpraHOM  HCIOJHHUTEIBHOHW BJIACTH, OCYIIECTBJISMIOIIMM (YHKIMA 10 BBIPa0OTKE MW  pealu3aiuu
TrOCYJApCTBEHHOW TIOJMTHKH M HOPMATHUBHO-IPABOBOMY PETYIUPOBAHUIO B cdepe 3ApaBOOXPAHCHUS, IO
COTJIaCOBaHMIO ¢ (hefiepabHBIM OPraHOM HCITOJHUTENBHON BIACTH, OCYIIESCTBISIONNM (QYHKIUH 10 KOHTPOIIIO
U Haja3opy B chepe MHOOPMAIMOHHBIX TEXHOJOTHH M CBA3H, U (eIepalibHbIM OPraHOM HCIOJHUTEIBHOM
BJIacTH B oOiacTé obecrieyeHust OezomacHocTH TPEOOBAHUAMU K 00E3IMYMBAHUIO TaKOW HH(OpPMAIMH U
MeToJIlaMH 00e3n4YnBaHus Takoi wuHpopMaruu. OOe3nuueHHas WHGOpPMAIM, MOMyYeHHass B pe3yJbTaTe
yKa3aHHOW 00pabOTKH M COJEpXKAIIAsics B CUCTEME MOHMTOPUHTA JBMXKCHUS JICKAPCTBEHHBIX MPENapaToB IS
MEJIMIIMHCKOTO TIPUMEHEHHMSI, SBJIsICTCS MH(OpMaIueil orpaHuueHHoro gocryna. Ode3nuueHHas uHpopMarus,
JIOCTYII K KOTOPO# OBLIT 00ECIIEYeH ONIepaTOPOM CUCTEMbl MOHUTOPHHTA JIBUKCHHUS JICKAPCTBEHHBIX MPEapaToB
JUISE MEIUIIUHCKOTO NPUMEHEHMsI B ILEJISAX OKa3aHWsl YCIAYr C €€ KCIOJIb30BAHUEM, MOJUICKUT XPAHCHHIO B
CHUCTEME MOHUTOPHUHIA JABH)KCHUS JICKAPCTBCHHBIX MIPENAapaToB JJIs MEIUIMHCKOTO MPUMEHEHHUS HE MEHEE MATH
JeT ¢ JaThl MPEJOCTABJICHUSA JOCTylla K OO0E3IMYCHHOW HHGpOpMAIlMM, U Ha HEEe HE PaclpOCTPAHSIOTCS
TpeboBaHMs K HH(OPMAIIUK OIPAaHMYECHHOTO AOCTYIIA, YCTAHOBJICHHbBIC HACTOSAIICH CTaThEH.

Hupopmayus 06 usmenenusix:  Cmamos 67 dononnena wacmoio 9.7 ¢ 15 aszycma 2023 2. - @edeparibHbil
3aKoH om 4 aseycma 2023 2. N 474-D3

9.7. Oneparop cucTeMBbl MOHHUTOPHHTA [BIKEHHS JEKAPCTBEHHBIX IMPEMapaTroB s MEIUIIMHCKOTO
IIPUMEHEHUSI MOXKET OCYILECTBISTh OO0pabOTKy HH(OpManMu OrpaHUYEHHOIO IOCTYIA, COIEpXKAalLIelcs B
cUCTEeME MOHUTOPUHIA JBH)KEHUS JICKAPCTBEHHBIX IPENapaToB Ul MEIULHUHCKOIO NPUMEHEHHUS, I10JIy4YCHHOM
0T cyOBbeKTa OOpalIeHus JICKapCTBEHHBIX CPEICTB, 3apPETUCTPUPOBAHHOIO B CHCTEME MOHUTOPHHTA BIDKCHUS
JIEKapCTBEHHBIX MIPENapaToB AJsl MEAULMHCKOTO IPUMEHEHHS U IPEACTaBUBIIETO B HEE CBEACHUS, B HHTEpecax
U 1O MOPYYCHHUIO TAKOro CyOBeKTa OOpallleHHsl JEKapCTBEHHBIX CpeACTB 0e3 o0e3nuumBaHMsA WHGOPMALUH
OTPaHUYEHHOTO JI0CTYyIa.

Hupopmayus 06 usmenenusx:  Cmamos 67 dononnena uacmoio 9.8 ¢ 15 aseycma 2023 2. - ®edeparibHbll
3aKoH om 4 aseycma 2023 e. N 474-D3

9.8. Or[epaTop CUCTCMblI MOHUTOpPHUHIA ABWIKCHUA JICKAPCTBCHHBIX IPCIAPATOB I MCAUIMUHCKOI'O
NPUMCHCHUS BIIPABC OKA3bIBATh Ha HG}_II/ICKpI/IMI/IHaLII/IOHHOf/’I OCHOBC YCJIYTH C UCIOJB30BAaHUCM 00€e31uYeHHOI
HH(bOpMaHHH, coz[epxcameﬁcsl B CHCTEMC MOHHUTOpPHUHIA [ABWXXCHHA JICKAPCTBCHHLIX IIPCIapaTtoB JId
MCIUIUHCKOI'O0 MPpUMCHCHUA, Cy6’bCKTaM O6paIII€HI/IH JICKaAPCTBCHHLIX CPEACTB, MOPAAOK U CTOUMOCTb OKa3aHUA
KOTOPBIX OHNPCACIAIOTCA OIE€paTopoM CHUCTEMblI MOHUTOPUHIA JABWIKCHUA JICKAPCTBCHHLIX IIpENapaToB HIJIA
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MEIUIIMHCKOTO MPUMEHEHUS, C yYeTOM OrpaHMYEHHUI JOCTyIa K 00e3rnueHHON HH(OpMaIuH, YCTaHOBICHHBIX
HACTOsIIIEeN cTaTbeil. YKa3aHHbIE MOPAJIOK U CTOMMOCTh OKa3aHWA TaKMX YCIYr pa3MelIaroTCi OIepaTopoM
CHUCTEMbl MOHHWTOPWHTA JBIDKEHHS JIEKApPCTBEHHBIX IPEMapaTroB ISl MEAWIWHCKOTO MPHMEHEHHUS Ha caiTe
CHUCTEMBl MOHWTOPHHTA J[ABIDKEHHUS JIEKAPCTBEHHBIX IIPErapaToB Ui MEIUIIMHCKOTO TPUMEHEHHUS B
“H()OPMAITMOHHO-TEIEKOMMYHUKAIMOHHON ceTn "MHTepHET" W moIIekaT KOHTPOJI B COOTBETCTBHH C
aHTUMOHOMOIbHbIM 3akoHoAaTenbCTBOM Poccuiickoit ®denepanuu. YKazaHHbIE MOPSIIOK U CTOUMOCTh
OKa3aHUS TaKUX YCIYT JOJDKHBI OBITh €IWHBIMU JJIsi BCEX JIMI, OOpaIlaroIIuXxcs 32 OKa3aHUEeM YCIyTH B
OTHOLICHWH OJWHAKOBBIX BHZA, 00bEMa M cocTaBa npepoctaBisieMoil mHpopmanmu. CyObekTaM oOpalieHus
JICKApPCTBEHHBIX CPEACTB 3alpeliaeTcss MPeJOCTaBIsITh M PaACIpPOCTPAHATh HWH(OPMAIUIO, TOJIYYCHHYIO B
COOTBETCTBUHM C HACTOSILEH YACTBIO.

Hupopmayus 06 uzmenenusix:  Yacmo 10 usmenena ¢ 15 aseycma 2023 2. - @edeparibHbil 3aKOH om 4
aseycma 2023 2. N 474-D3
Cwm. npedbidywyro pedakyuro

10. TlpomsBoauTens JEKApCTBEHHBIX CPEICTB, JepKareslb OO0 BIAAENel PErHCTPALUuOHHOTO
YAOCTOBEPEHMSI JIEKAPCTBEHHOI'O MIpenapara Uil NpeJCTaBUTENbCTBO HHOCTPAHHON OpraHU3alluH, SIBIISIOIIEHCS
JepkaresieM JIMOO BIAJENbIIEM PErHCTPALMOHHOIO YJOCTOBEPEHUS JIEKapCTBEHHOIO Ipemapara, Ha
teppuropun  Poccuiickoii ®enepaumu, 3aperMCTPUPOBAHHBIE B CHCTEME MOHHUTOPHMHIA  JIBHJKEHUSA
JIEKapCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO IPUMEHEHUS U IIPEICTABUBIINE B HEE CBEACHUS O HAHECEHHUH
CPEACTB MIACHTU(UKALUU Ha YNAaKOBKU JEKAPCTBEHHBIX NPENaparoB, Hapsay ¢ MH(opMmalnmel, yKa3aHHOU B
yacTty 9.4 HacTOsIIEeH CTaThH, IOMYYaeT COAEPIKAIIYIOCS B CHCTEME MOHUTOPUHTA JIBI)KEHHUS JIEKapCTBEHHBIX
IpenapaToB Al MEAULIMHCKOIO IPUMEHEHHs HH(POPMALIUIO OTPAaHUYEHHOTO JOCTYIA O CEPHUAX M MapTHIX 3TUX
JIEKapCTBEHHBIX IpenapaToB 0€3B03ME3IHO U BIIPABE OCYIIECTBIATH CAMOCTOSITENBHO WK ITOpydYaTh 00paboTKy
Takol HMH(OpMAaLMU TOJBKO B COOCTBEHHBIX HHTepecax. lIpm 3TOM nocTyn K Takod HMH(OpMaUMW HIH
pe3yabTaTam ee 0OpabOTKHM MMeEET TOJBKO AaHHBIN CyOBeKT OOpalleHus JeKapCTBEHHBIX CPEACTB WM JIUIIO,
KOTOpOMY OH mopydun o0paboTky. CocTaB mpenocTaBisieMOH B COOTBETCTBHM C HACTOALICH YacTbIO
uHpopmarun onpenensierca [IpaButenscrBom Poccuiickoit depepanum.

Hudopmayua 06 usmenenusx: Cmamos 67 oonoanena uacmoio 11 ¢ 1 uwona 2020 2. - PedepasnbHbil
3aKOH om 28 Oexabps 2017 2. N 425-D3 (8 pedaxyuu ®edepasribHO20 3aKoHa om 27 Oexabpsa 2019 e.
N 462-D3)

11. 3a mpon3BOACTBO WM MPOAAXKY JICKAPCTBEHHBIX MPENaparoB il MEAULIWHCKOTO MPUMEHEHUs 0e3
HaHCCCHUA CpPCIACTB I/IZ[GHTI/I(i)I/IKaHI/II/I, C HAapyHICHHUEM YCTAHOBJICHHOI'O IMOPAAKAa WX HAHCCCHHUA, a TaK¥KC 3a
HECBOCBPEMCHHOC BHCCCHUC IOaHHBIX B CUCTEMY MOHHMTOPHHIA ABWIKXCHUA JICKAPCTBCHHLBIX IIPpEIIapaToB JIA
MCIUIUHCKOI'0 IPUMCHCHUSA WJIM BHECCHHEC B HCEC HCAOCTOBCPHBIX JAHHBIX OPpUAWYCCKHUE JIMIAa U
WHIMBUyalbHbIE TPEINPUHUMATENN, VYKa3zaHHble B 4YacTax 4 w7 HacTosed CTaTbd, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUHM C 3aKOHOJIaTeNbCTBOM Poccutickoit denepanuu.

Hupopmayus 06 usmenenusx: Cmamos 67 donoanena uacmoio 12 ¢ 1 aneaps 2018 2. - ®edeparbHbil
3aKoH om 28 dexabps 2017 2. N 425-D3

12. TIpaBurenscTBo Poccuiickoit Pemepaliiv BIIpaBe YCTAHOBUTH OCOOEHHOCTU BHEAPEHUS CHCTEMBI
MOHUTOpPUHIA ABWKEHUS JIEKAPCTBEHHBIX IMPENAapaToB ISl MEAUIMHCKOTO NMPUMEHEHUS, BKIIIOYas CPOKU €€
BHEJIPEHUS, B OTHOLICHHUM JICKAPCTBEHHBIX IPENApaTOB ISl MEOUIMHCKOTO NPUMEHEHUs, BKIIOYECHHBIX B
repedeHb JKU3HEHHO HEOOXOAMMBIX W BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, JIEKAPCTBEHHBIX MPENapaTosB,
MpeIHAa3HAYeHHBIX Uil oOecredeHus JuI, OOJNBHBIX TreMo(uanei, MyKOBUCIHIO30M, THUMO(H3aPHBIM
HaHU3MOM, Oosie3Hpt0 ['omne, 30KaYecCTBEHHBIMH HOBOOOPA30BaHUSAMHU JUMQPOUTHON, KPOBETBOPHOW H
POIICTBEHHBIX UM TKaHEH, pacCEeSHHBIM CKIICPO30M, JIHII TTOCIIE TPAHCIIAHTAIUN OPTaHOB U (MJIM) TKaHEH, MHBIX
JIEKapCTBEHHBIX NPENapaToB AJIs MEAULIMHCKOTO IPUMEHEHHUS.

T'APAHT: CM. KOMMeHTapuu k cratbe 67 Hactosiiero depepanibHOro 3aKOHA

Hupopmayusn 06 usmenenuax: DedeparibHbIM 3aKOHOM om 25 nosabps 2013 2. N 317-D3 nacmoswuil
Dedepanvhvlii 3aK0H 00NnoaHeH enagotl 14.1

TI'aaBa 14.1. Orpannyenus, HajaraemMbie Ha OPraHU3AIMH, OCYIIECTBJIAIOIIHE IeATEIbHOCTD M0
00palIeHHIo JIEKAaPCTBEHHBIX CPEICTB

Cratbsa 67.1. OrpanuyeHus, HajmaraeMble MPU OCYLICCTBICHUH JACSATEIBHOCTH B cepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB
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1. Opranuzannu, 3aHUMaloIKecs pa3paboTKON, MPOU3BOACTBOM U (MJIN) pean3alien JIeKapCTBEHHBIX
MperapaToB Jjs MEIWIIMHCKOTO TNPHUMEHEHHWS, OpraHu3alny, OO0Nafafoliyde IpaBaMH Ha HWCIOJIb30BaHHE
TOPTrOBOI0 HAMMEHOBAHU JIEKAPCTBEHHOTO Ipernapara Al MEAULUHCKOTO IPUMEHEHNUS, OPTraHU3aluy O TOBOM
TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMH, allTEUHbIe OpPraHU3alud (MX MPEACTAaBUTENIM, MHbIE (QU3NUecKue U
IOPUIMYECKUE JIMLA, OCYIIECTBISIOIINE CBOI JAEATEIBHOCTh OT MMEHH 3THX OpraHM3aluil) B OTHOIICHUH
MEAULIUHCKUX PaOOTHUKOB U PYKOBOIUTENEH MEUIMHCKIX OpPraHU3aluil He BIIpaBe:

1) BpyuaTh NHOAApKH, BBIIUIAYMBATHL JCHEXHbBIC CpPEACTBAa (32 HCKIIOUYCHHEM BO3HATrPaXACHUH II0
JOTOBOpaM MpH NPOBEIACHWH KIMHUYECKUX HCCIIEJOBAaHMN JIEKAPCTBEHHBIX IMPENapaToB Uil MEAWIUHCKOTO
MIPUMEHEHUS], BOZHATPaKACHUH, CBA3aHHBIX C OCYILECTBICHUEM MEIUIMHCKUM PaOOTHUKOM MEAarorndeckoi u
() HaydHOW AEATENBPHOCTH), B TOM YHMCIIE OIUIAYMBaTh Pa3BICUEHUS, OTIBIX, MPOE3]l K MECTy OTAbIXa, a
TaKKe MPUBJIEKATh K yYaCTHIO B pa3BIEKaTEIbHBIX MEPONIPUATHIX, IIPOBOJUMBIX 33 CUET CBOMX CPECTB;

2) 3aKJII04aTh COTJAlIEHHUs 0 Ha3HAUE€HUH WM PEKOMEHAINH MallieHTaM JIEKapCTBEHHBIX MpernapaToB
JUTS METUIIMHCKOTO MPHMEHEHHs (32 MCKIIIOYEHHEM [OTOBOPOB O MPOBEACHWM KIWHHYECKUX HCCIIeIOBAHHM
JIEKapCTBEHHBIX MPENapaToB Uk MEIUIIMHCKOTO MTPUMEHEHUS );

3) mpenocTaBisATh O0pa3lbl JEKAPCTBEHHBIX IPENapaToB A MEIUIMHCKOTO NPUMEHEHHS B ILIEIIIX
BpPYYCHHUS NALMEHTaM (32 HCKIIOUCHHEM CIlIy4yaeB, CBS3aHHBIX C IPOBEICHHEM KIMHMYECKUX HCCIECIOBAaHHUM
JIEKapCTBEHHBIX MPENapaToB Ul MEIULIMHCKOTO IPUMEHEHHUS);

4) npenocTaBIATh HEJOCTOBEPHYIO M (WJIM) HEMOJIHYI0O MH(OPMAIMIO O JEKaPCTBEHHBIX Mpernaparax
IUISL MEJULMHCKOTO TIPUMEHEHHUS;

5) mocemarts MX B pabodee BpeMs Ha pabouymx MecTaX, 3a MCKIIOYEHHEM CIIydaeB, CBSA3aHHBIX C
MpOBEIEHNEM KIMHUYECKUX HCCIEeJOBAaHMI JIEKapCTBEHHBIX MPEMapaToB Uil MEIUIMHCKOTO MPUMEHEHHS, C
ydyacTHeM B TIOPAOKE, YCTAaHOBJICHHOM pPYKOBOIMTEIEM MEAWIMHCKON OpraHu3alud, B COOpaHHusAX
MEIUIMHCKUX Pa0OTHUKOB M WHBIX MEPOIPHUSTHIX, HANPABICHHBIX Ha MOBBIMICHHE HX MPO(QECCHOHATBHOTO
YPOBHS WJIM Ha TpeAoCTaBlIeHUue WH(POPMALUK, CBSI3aHHOM C OCYLIECTBICHUEM MOHUTOPUHTA 0€30ITacHOCTH
JIEKapCTBEHHBIX MPENapaToB;

6) NOOYXJaTh K BBHINMUACHIBAHHIO JICKAPCTBCHHBIX IPENapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHUS Ha
OnaHKax, copeprKalux HH(GOPMALIUIO PEKIIAMHOTO XapaKTepa, a TAKKe Ha PeLeNTYPHbIX OJlaHKaX, Ha KOTOPBIX
3apaHee HaleyaTaHO HaMMEHOBaHHE JIEKapCTBEHHOTI'O IIperapaTa Ui MEJULUHCKOIO IPUMEHEHHUS.

2. Opranu3anuu, ykasaHHele B ab3ale nepBoM 4acti 1 HacTosIel CTaThH, U MX MPEIACTABUTEIN B
OTHOLICHUH (papMarieBTHUECKUX PAOOTHUKOB U PYKOBOIUTENEH anTeUHBIX OpraHu3alyuii He BIIPaBe:

1) BpyuaTh momapku, BBIIUIAYMBATH JICHEXKHBIE CPEACTBA, B TOM 4YHCJE OIUIAUYMBATH Pa3BIICUCHHS,
OTIBIX, IPOE3]] K MECTY OTABIXA, U MPUBJIEKATh K YIaCTHIO B pa3BIEKaTEIbHBIX MEPOIIPUATHUSIX, IPOBOIUMBIX 32
CYET CBOUX CPENCTB;

2) mpenocTaBiATh 0Opas3lbl JIEKAPCTBEHHBIX MPENapaToB Il METUIMHCKOTO MPUMEHEHHUS JUIs
BpYUEHHS HaCeleHUIO;

3) 3aKI04aTh COMVIAIIEHUS O IPEAJIOKEHUN HACEIECHUIO ONPENENICHHbIX JIEKAPCTBEHHBIX IIPErnapaToB
JUISL METUIIMHCKOTO TIPUMEHEHHS;

4) mpemocTaBiATh HEAOCTOBEPHYIO M (WMIIM) HEMOJHYI0 WH(OPMAIHMIO O JIEKAPCTBEHHBIX Mpernaparax
IUIT MEIMLIMHCKOTO NIPUMEHEHHUS, B TOM 4YHCJIE MMEIOIIMX OJMHAKOBOE MEXIYHAapOIHOE HENaTEHTOBAaHHOE
HanMEHOBAaHHUE.

I'APAHT: CM. KOMMeHTapuu k cratee 67.1 Hactosmero denepabHOTO 3aKOHA

CratbAa 67.2. TpeGoBaHus K OpraHU3allMd W TPOBEICHHUIO HAYYHBIX MEPONPHITHN, HHBIX
MEPONPHUSTH, HAMIPABJICHHBIX HA TMOBBIMICHHE MPOPECCHOHAILHOTO YPOBHS MEIUIIMHCKHX
pabOTHUKOB WM Ha MpenocTaBlicHHe WHGOPMAIUK, CBS3aHHOW C OCYIIECTBICHUEM
MOHHTOPHHTA 0€30MaCHOCTH JICKAPCTBEHHBIX MPENapaToB
1. Tlpu mpoBeneHUM HAYYHBIX MEPOIPUATHHA, WHBIX MEPONPHUATHI, HAMPABICHHBIX HA MOBBINICHHUE
MpopeCCHOHANBEHOTO  YPOBHS ~ MEAMIMHCKUX pPAOOTHUKOB WM Ha MPEIOCTaBICHHE CBA3aHHOH ¢
OCYIIECTBJICHHEM MOHHUTOPHUHTA O0€30MaCHOCTH JIEKAPCTBEHHBIX MpEnapaToB HH(POPMAIUH, OPTaHHU3YEMBIX
OpraHu3alusgMH, ykasaHHeIMH B ab3aLe nepBom yactu 1 ctatbn 67.1 Hacrosmiero deaepaanHOro 3aKoHa,
WX TPEACTABUTENIMH ¥ (WIH) (QUHAHCHPYEMBIX 3a CUET CPEJICTB DTHX OPTraHM3aIlliil W MX MPeICTaBHTEINEH,
3arperaeTcs MpemITCTBOBATh YYACTHIO B YKA3aHHBIX MEPOIPUATHIX WHBIX OpraHU3alMii, KOTOPBIE TPOU3BOIAT
WIA Peau3yIOT JIEKapCTBEHHBIE IPErapaTsl I METUIIMHCKOTO IMPUMEHEHHS CO CXOKHM MEXaHH3MOM
(hapMaKoJOTHYECKOTO IEWCTBHS, JTHOO CO3MaBaTh TUCKPUMHHAIMOHHBIE YCIOBHUS IS OJHUX YYACTHHKOB ITO
CPaBHEHHMIO C IPYTUMH yYaCTHUKAMH, 2 HMEHHO:

1) mpenoCTaBiIATh pa3inyHOE KOJIMYECTBO BPEMEHH Ul BBICTYIUICHHH YYaCTHHKOB, pPa3iH4YHbIC 110
pa3Mepy 3aHMMaeMOM IUTONIAAM MeCTa Ui JEMOHCTpAlMd OOpasloB JICKAPCTBCHHBIX IPENapaToB Jis
MEIHUIMHCKOTO MPUMEHECHHUS MM PEKJIaMHBIX MAaTepHalioB O JEKapPCTBEHHBIX Mperaparax Uil MeIUIHHCKOTO
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MPUMEHEHUST Ha DKCIIO3WIMSIX, CTCHNAX, 32 HCKIIOUYCHHEM CIIy9acB, ©CJIM TaKHe YCIOBUSA 3aKpCIUICHBI B
COTTIAIICHUSIX JTHUX OpPTaHWU3alMHA, WX TMPEIACTABUTENCH O (WHAHCHPOBAHWM YKA3aHHBIX MEPONPHATHH U
00yCIIOBIIEHBI PAa3TUIHBIMU 3aTpAaTaMH YUYACTHUKOB Ha UX OPTaHU3AIHIO;

2) ycTaHaBiWBAaTh pa3Mep B3HOCA JUIA YYAaCTHHKOB MEPONPUATHH, yKa3aHHBIX B a03ale IMepBOM
HAaCTOSIIEH YacTH, MPEBBILAOMINNA CYyMMY 3aTpaT Ha OPraHU3alMI0 YKAa3aHHBIX MEPONPHUITUN U BEeoyIIUH K
HE00OCHOBAaHHOMY OTPaHMUYEHUIO YMCIIA UX YIaCTHUKOB.

2. Opranusanuu, ykasanHele B ab3ale nepsom yactm 1 crtatbn 67.1 Hacrosmiero demepanibHOro
3aKOHA, WX TPEJCTABUTENH, OCYIICCTBISIFOIINE OpraHu3anuio W (Wwin) (UHAHCHPOBAHHUE MEPONPHUSTHH,
yKa3aHHBIX B YacTU 1 Hacrosmiel craThu, 00A3aHBI 00ECHCUMBATH MOCTYI K WHPOPMAIMH O JaTe, MECTe W
BPEMECHU MPOBEICHUS YKa3aHHBIX MEPOIPUITHH, IJIaHaX, TPOrpaMMax MPOBEICHUS YKa3aHHBIX MEPOIPUITHIA U
TeMax, IUJIAHUPYEMBIX JUISI PACCMOTPEHUS, COCTaBE MUX YYACTHHKOB IyTEM Pa3MEIICHHS] COOTBETCTBYIOIICH
uHpOpMAIlMM HA CBOMX OQHUIMAIBHBIX caliTax B ceTd "MHTepHer" He MO3JHEE ABYX MECAIEB J0 Havaia
MIPOBEICHUSI YKa3aHHBIX MEPOIPHUSITHI.

3. Undopmanus o MpOBEACHUHM MEPOINPHUITHH, yKa3aHHBIX B 4acTW 1 Hacrosied cTaTbd, B CpPOK,
YCTaHOBJIGHHBIH YaCTbl0 2 HacTosIIed CTaThM, [OO/UKHA OBITH HampaBiieHa B (eaepaabHBI  OpraH
WCTIOTHUTENFHON BIIACTH, OCYIIECTBIAIOMUN (PYHKIIMN MO KOHTPOIIO M HAI30py B cdepe 3ApaBOOXpaHEHHS,
JUTS TIOCTIEAYIOIIETO pa3MeIIeHus ee Ha O(hUIIMaTBHOM caifTe 3TOro opraHa B cetu "UHTepHer".

T'APAHT: CM. KOMMeHTapuK k cratee 67.2 Hactosmero denepabHOTO 3aKOHA

I'maBa 15. OTBeTCTBEHHOCTH 32 HapyllleHHe 3aKOHOaTeJbcTBAa Poceniickoii ®enepannu npu
o0palnieHuN JIeKapCTBEHHBIX CPe/ICTB M BO3MellleHHe Bpe/ia, MPUYMHEHHOT0 3/I0POBBIO IPaskaAaH
BCJICACTBHE IPUMEHEHHS JIEKAPCTBEHHBIX NPenaparos

Hnpopmayus 06 uzmenenusx:  DPedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ cmamvio 68
Hacmosiugeco PedepanvbHoco 3aKoHa 8HeCeHbl usMeHenus, ecmynarouwjue 8 cusy ¢ 1 uroasa 2015 .
Cm. mekcm cmambu 8 npedbidywel pedakyuu

Cratba 68. OrBercTBEeHHOCTH 3a HapyICHHE 3aKOHOAATelbcTBa Poccumiickoit ®denepauuu mpu
00palIeHNH JTEeKapCTBEHHBIX CPEICTB
1. Hapymenue 3akononatensctBa Poccuiickoii depepannu npu oOpalieHUn JTeKapCTBEHHBIX CPEACTB
BJIEUET 3a COOOI OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHOAATENbCTBOM Poccuiickoit @enepanui.

Hupopmayus 06 usmenenusx:  Yacme 2 usmenena ¢ 15 uons 2018 2. - @edepasibHbil 3aKOH om 4 utons
2018 2. N 140-®3
Cwm. npedbidywyro pedakyuro

2. 3a HempejcTaBleHHE WM HECBOCBPEMEHHOE IpeACTaBiIeHHWE MHPOpPMANUH U (WIM) JOKYMEHTOB
nu00 TpeAcTaBIeHUE HEJIOCTOBEPHBIX WHPOpPMANMHu W (WIM) JOKYMEHTOB, MPEIYyCMOTPEHHBIX HACTOSIIHUM
®denepanbHBIM  3aKOHOM, CYOBEKTHI OOpalleHusi JIEKapCTBEHHBIX CPEICTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBUM C 3aKOHOJIaTeNIbcTBOM Poccuiickoil denepanui.

T'APAHT: CM. KOMMeHTapuu k cratbe 68 HacTosmero deaepanbHOTO 3aKOHA

Cratba 69. Boswmemnenne Bpefa, MPUYMHEHHOTO 370POBBIO TPAXIaH BCIEACTBHE IPUMEHEHUS
JIEKApCTBEHHBIX MIPENapaToB

1. lNpousBoauTesis nekapcTBEHHOrO MpenapaTta o0s3aH BO3MECTUTh Bpeid, NPUYMHECHHBIN
3JI0POBBIO TPaXkAaH BCICACTBHE IPUMEHEHMSI JIEKAPCTBEHHOTO TIperapara, €Ciid J0Ka3aHo, YTo:

1) nexapcTBEeHHBI MpemaparT MPUMEHSJICS 1O HAa3HAYEHWI0 B COOTBETCTBUHM C WHCTPYKIHEH 110
MIPIMEHEHHUIO JIEKaPCTBEHHOTO Tpenapara W TPUYWHOW Bpeda SBWJICS BBOJA B TPAXKIAHCKUH 000pOT
Heﬂ,06pOKa‘-leCTBeHHOI'O JIEKapCTBEHHOIO MNpenaparta,

2) Bpea 30pPOBBIO IPUYUHEH BCIEACTBHE HEJIOCTOBEPHON MH(POPMAIIHHU, COJEPIKAIICHCS B UHCTPYKIIHH
10 MPUMEHEHHUIO JIEKAPCTBEHHOT'O MIpenapaTa, U3JaHHONW MPOU3BOAUTEIIEM JICKAPCTBEHHOIO Mpernapara.

Hupopmavyus 06 usmenenusx: Hacmo 2 usmenena ¢ 1 cenmsabpa 2024 2. - @edepasibHbll 3aKOH om 8
ascycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

2. B cnywae, ecnu Bpen 340pOBBIO TpaXkJaH NMPUYMHEH BCIEACTBHE NMPUMEHEHMs JIEKapCTBEHHOIO
Ipenapara, IpUILEAIIero B HErOJHOCTb B PE3yJIbTaTe HapyLICHUs IIPAaBUIl XPaHEHUS JIEKAPCTBEHHBIX CPEIACTB,
MpaBUJI ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH IIpenapaTamu, NPaBUil OTIIyCKa JIEKaPCTBEHHBIX IPENapaTos,
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MpaBUJ H3TOTOBJIEHHA M OTIYCKa JIEKAPCTBEHHBIX IIPENApaToB, BO3MEIICHHE Bpela OCYILIECTBISAETCA
COOTBETCTBEHHO OpraHU3allMe€ld ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMHU CPEJICTBAMH, AlITEYHOW OpraHU3ALMEH,
WHAMBUAYAJIbHBIM TPEIIpUHUMATENEM, UMEIOLUIMMU JIMLIEH3UI0 Ha (apMaleBTHUECKYIO AEATEIbHOCTh WM
JUIEH3UI0 Ha MEIUIUHCKYIO JIeSITeIbHOCTh, MEIWIMHCKOM OpraHusalyeld, WMEOIEeH IHUIECH3UI0 Ha
(apManeBTHUECKYI0 JeSTEIbHOCTh (ee 000COOJIEHHBIM MNOAPA3ICICHUEM, PACIONOXKEHHBIM B CEJIbCKOM
HACEJICHHOM IYHKTE, B KOTOPOM OTCYTCTBYET alTeyHas OpraHu3alys), JOMYCTHBIIUMH MPOAAXKY MM OTIIyCK
TaKOro JIEKapCTBEHHOIO Mpernapara.

3. Bo3memenne Bpena, NPUUMHEHHOTO 370POBBIO TPaKJaH BCJIEACTBHE MPUMEHEHHS JIEKAPCTBEHHBIX
NpernapaToB WM COBEPIICHUS NPOTHBONPABHBIX ACHCTBUII CyObekTamy obpalleHuss nekapCTBEHHbIX
CPE[CTB, OCYLIECTBIISIETCA B COOTBETCTBUU ¢ 3aKOHOAATENIbCTBOM Poccuiickoit @enepauuu.

T'APAHT: CM. KOMMEHTapum k cratbe 69 HacTosero deaepanbHOTO 3aKOHA

I'maBa 16. 3akarouuTeIbHbIE M0J0KEHUS

Cratbsa 70. O npusHaHWM YTPATHBIIMMHU CHITY OTICIBHBIX 3aKOHOIATEIBHBIX AKTOB (ITOJOXKEHUH

3aKOHO/aTeNbHBIX akToB) Poccuiickoit deneparuu

IIpu3HaTh yTPAaTUBIINMU CHITY:

1) ®egeparbHbIn 3aKoH ot 22 uronst 1998 roga N 86-D3 "O nexapctBeHHbIX cpenacTBax" (CoOpanue
3aKoHOomaTenbcTBa Poccniickoit @enepanun, 1998, N 26, ct. 3006);

2) ®epnepanbHbI 3akoH ot 2 saBapsa 2000 roga N 5-®3 "O BHeceHHH U3MCEHEHHS W JOIOIHEHUN B
OenepanpHbiii 3ak0H "O nekapcTBeHHBIX cpencTBax" (CobOpaHne 3akoHomaTenscTBa Poccuiickoit denepanmn,
2000, N 2, ct. 126);

3) ctatbio 40 denepanbHoro 3akona ot 10 suBaps 2003 roga N 15-®3 "O BHeceHUH U3MCHEHHHA U
JOTIONHEHUI B HEKOTOpbIE 3aKOHOAaTeNbHble akThl Poccuiickoit denepauuu B CBA3M C HOPUHATHEM
®denepanpHoro 3akona "O JHIIEH3UPOBAHUU OTIENBHBIX BHIOB jaesrenbHOCTH" (CoOpaHHe 3aKOHO/IATENbCTBA
Poccutickoit @eneparuu, 2003, N 2, cT. 167);

4) ctatbto 31 ®denepansroro 3akona ot 30 uions 2003 roma N 86-D3 "O BHeceHHHM W3MEHEHHWH W
JIOTIOJITHEHUI B HEKOTOPBIE 3aKOHOJATENbHBIE aKThl Poccuiickoil denepanuy, NpU3HAHUU YTPATUBIIUMU CUILY
OTAEJIbHBIX 3aKOHOJATEIbHbIX akToB Poccuiickoil @eaepaiuu, MNPEJOCTaBIEHUHU OTJEIbHBIX TapaHTHM
COTPYJHHKAM OPTaHOB BHYTPEHHUX €], OPTaHOB IO KOHTPOJIO 3a 000POTOM HAPKOTHUECKUX CPEICTB U
TICUXOTPOTHBIX BEIIECTB M YIPa3THIEMBIX (elepallbHBIX OpraHOB HAJIOTOBOW TIOJMHITMH B CBS3H C
OCYIIECTBICHHEM MEp IO COBEPIICHCTBOBAHHUIO TOCYAapcTBEHHOTO yrpaBneHus" (CobpaHue 3aKOHOIaTeNbCTBA
Poccwiickoit ®eneparun, 2003, N 27, ct. 2700);

5) ctatbto 101 denepansHoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeceHHH U3MEHEHUI B
3aKOHOJAaTeNbHble aKThl Poccuiickoii ®enepanuu W OPU3HAHUM  YTPATUBLUIMMHU CHJIYy HEKOTOPBIX
3aKOHOJIaTENBHBIX akToB Poccuiickoii denepaniuu B CBSI3U ¢ MPUHATHEM (eIepabHBIX 3aKOHOB "O BHECCHHH
U3MEHEHUl u jomnonHeHuit B DenepanbHbiid 3akoH "OO0 00X NMPUHIUIAX OPTaHU3alMU 3aKOHOAATCIHHBIX
(IpeAcTaBUTENBHBIX) M UCIOJHHUTEIBHBIX OPraHOB TOCYJapCTBEHHON BJIACTH CcyOBekTOB Poccuiickoi
Oepepanuu” u "OO6 o0MMX MPUHITUIAX OpTaHU3AIMKA MECTHOTO camoyrpaBieHus B Poccuiickoit deneparmm"
(CoOpanue 3akoHOaTeNbCTBA Poccuiickoit ®enepanuu, 2004, N 35, cr. 3607);

6) cTaTbio 28 denepanbHoro 3akona ot 18 nexadps 2006 roga N 231-®3 "O BBejeHUU B ACHCTBUE
gacTH YeTBepToi I pakmanckoro koaekca Poccuiickoit @eneparun” (Codpanne 3aKk0HOIATENbCTBA Poccniickoi
Oenepanuu, 2006, N 52, ct. 5497).

I'APAHT: CMm. KOMMeHTapum k cratbe 70 HacTosmero deneparbHOTO 3aKOHA

CraTbsa 71. Berymenue B cuiny HacTosiero MepepaabHOTo 3aKoHa

1. Hacrosmuit denepanbHbIi 3aK0H BeTynaeT B ciity ¢ 1 centssops 2010 rona.

2. JlekapcTBEHHBIC CpEICTBA, 3apPETHCTPUPOBAHHBIC JIO JHS BCTYIUICHHS B CHIYy HACTOSIIECTO
denepabHOTO 3aKOHA, MOJUICKAT BKIFOUCHHIO B TOCYAAapPCTBEHHBIC PEECTPhI JIGKAPCTBEHHBIX CPEJCTB C
BHECCHHEM YyKa3aHHbIX B 4acTy 1 cratb 33 Hactosmero @enepaqbHOrO 3aKOHA CBEACHUM 00 3THX
JEKapCTBEHHBIX CpPEICTBaxX 0€3 MPOXOXKIEHUS BHOBb TPOIENYyphl TOCYAAPCTBEHHON pErHCTpaliu
JICKapCTBEHHBIX MPENapaToB.

Hupopmavyus 06 usmenenusx: DedeparnbHbIM 3aKOHOM om 11 oxkmsabps 2010 2. N 271-D3 ¢ uacme 3
cmamou 71 nacmoswe2o @edepanvrno2o 3aK0HA 6HECeHbl USMEHEHUS.
Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

3. FOcy,Z[apCTBCHHa}I peructpanusd JCKAPCTBCHHBIX IPCIapaToB, 3a HCKIHOYCHHUCM JICKAPCTBCHHBIX
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npernaparoB 4 MEAUIHWHCKOIO MNPUMCHCHUSA, INPCIACTABJICHHBIX Ha YKa3aHHYIO pPErucrpamvro A0 JHA
BCTYIUICHUA B CHUIIYy HaCTOALICTO CDe)lepam)Horo 3aKOHa, OCYHICCTBIIACTCA B COOTBETCTBHMH C HACTOAIINM
CDez[epaanLIM 3aKOHOM Ha OCHOBAaHHUHM AOKYMCHTOB M JAaHHBIX, IMPEACTABJICHHBIX OO0 IHA BCTYIUJICHUA B CUITY
HaCTOAIICTO CDez[epanLHoro 3aKOHa.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 29 noabpa 2010 2. N 313-@3 uacme 3.1
cmamou 71 nacmoswezo PedepaibHo20 3aKOHA UBNIOHCEHA 8 HOBOU peoakyuu, 8CMYyrnarouel 8 cusy co Ous
oguyuanbHo2o onybnukoeaHus nazsannozo DedepanrbHo2o 3akona u PACHPOCMPAaHSOWEUCS wHa
npasoomuowienus, eosnuxwue ¢ 1 cenmaops 2010 2.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

3.1. TocymapcTBeHHasi perucTpauus JEKapCTBEHHBIX IPEMapaToB A MEAUIMHCKOTO MPUMEHEHWS,
MIPEICTaBJIEHHBIX HAa TOCYJapCTBEHHYIO PETUCTPALIUIO 10 THS BCTYIUIEHHUS B CHIy Hacrtosero denepaabHOro
3aKOHA, M TOCYJapCTBEHHAs pPETHCTpalysl JIEKapCTBEHHBIX MpPEnaparoB JUIsl MEIUIMHCKOTO IpPHUMEHEHMS,
MIPEJICTaBIEHHBIX Ha JKCIEPTH3Y JEKapCTBEHHBIX CPEACTB 1O JHS BCTYMNINIEHWSA B CUIY HacTOSIIEro
@enepalbHOTO 3aKOHA B ILENSAX HX MOCIEAYIOUIEH TOCylapCTBEHHOW pPETHUCTpAIMH, OCYIIECTBISIOTCS Ha
OCHOBaHHMM JOKYMEHTOB U JIaHHBIX, NPE/ICTABICHHBIX /10 JIHS BCTYIUIEHHUA B CHIly HacTosuiero denepanbHoro
3aKOHA, a TaKXXe 3asBJICHHS O TOCYJapCTBEHHOW PETrHMCTpalldyl JIEKAPCTBEHHOIO IMpernapara, MpeacTaBIeHHOr0
MIPOM3BOIUTEIIEM JIEKAPCTBEHHBIX MPENapaToB WM YIIOJTHOMOYEHHBIM UM JIUIIOM B COOTBETCTBHH C HACTOSAIINM
@®enepabHBIM 3aKOHOM B YIOJHOMOYEHHBIN (hefepanbHbIil OpraH HMCIONHHATENbHON Biacth no 1 mapra
2011 roma, 6e3 TpeOGOBaHUS YIUIATHI TOCYAAPCTBEHHOHM TONUIMHBI, IPEIyCMOTPEHHOW 3aKOHO4ATESIbCTBOM
Poccutickoit @eneparnu o Hajorax u coopax.

Undopmayus 06 uzmenenuax: DedeparibHbiM 3aKoHOM om 29 noaopa 2010 2. N 313-@3 uacme 3.2
cmamou 71 nacmoswezo PedepaibHo20 3aKOHA UBIOHCEHA 8 HOBOU peoakyuu, 8CMYyrnarouel 8 cusy co OHs
oguyuanbHo2o onybnukoeaHus nazéannozo DedepanrbHo2o 3akona u PACHPOCMPAaHSOWEUCS wHa
npasoomuowienus, eosnuxwue ¢ 1 cenmaops 2010 2.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

3.2. [lonTBepKaeHNE TOCYAAPCTBEHHON PETUCTPAIIMU JIEKAPCTBEHHBIX IMIPEMapaToB s MEIUIIMHCKOTO
MIPUMEHEHUS], TIPEJICTABICHHBIX IS MOATBEPKACHUS TOCYIapCTBEHHON PETHCTpalvu 110 AHsS BCTYMIEHUA B
cuny Hacrosero denepaibHOrO 3aKOHA, W MOITBEPKIACHUE TOCYIAPCTBEHHOM PETUCTPAIIUH JIEKAPCTBEHHBIX
MperapaToB JJisi MEAUIMHCKOTO MPUMEHEHUs, TPEACTABICHHBIX HA 3KCIEPTH3Y JICKAPCTBEHHBIX CPEACTB JIO
AHA BCTYIUICHHA B CHUJIY HACTOAIICTO @eaepaﬂbﬂoro 3aKOHa B LCJIAX MNOCICAYIOIICTO IMOATBCPKACHUA HX
FOCYI[apCTBCHHOfI peructpanuu, OCymeCTBIIAIOTCA Ha OCHOBAHUN JOKYMEHTOB U JAaHHBIX, NPCACTABJIICHHBIX OO
AHA BCTYIUICHHMA B CHIIY HACTOAIICTO (-De,[[epaJH)HOFO 3aKOHa, a TaKXE 3adBJICHUA O IMOATBCPKIACHUN
rOCYJapCTBEHHOW  pEerucTpaldd  JIGKapCTBEHHOTrO  Mperapara,  MPEJCTaBICHHOTO  MPOU3BOAUTEIIEM
JICKaPCTBCHHLBIX IMp€rapaToB WJIN YIIOJIHOMOYCHHBIM UM JIMIIOM B COOTBETCTBHUHU C HACTOAIIHUM (DeIIepaHBHBIM
3aKOHOM B YITOJITHOMOYCHHBIN (efepanbHbIi OpraH HCIONHHUTETRHOW Biacth mo 1 mapra 2011 roma, Ges
TpeOOBaHMUSA YIUIATHl TOCYJApCTBEHHOW TMONLIMHBI, NPEIyCMOTPEHHON 3aKOHOLAaTenbCTBOM Poccuiickoit
®denepanuy 0 HAIOTax U cOOPax.

Undopmayus 06 uzmenenuax: DedeparibHbiM 3aKoHOM om 29 noaéopa 2010 2. N 313-@3 uacme 3.3
cmambou 71 nacmoswezo PedepaibHo20 3aKOHA UBNIOHCEHA 8 HOBOU peoakyuu, 8CMyrnarouel 8 cusy co Ous
oguyuanbHo2o onybrukoeaHusi naszéannozo DedepanrvHo2o 3akona u PACHPOCMPAaHSOWEUCS na
npasoomuowienus, eosnuxwue ¢ 1 cenmaops 2010 2.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

3.3. IlpunsATHE pelieHrs O BHECEHUM M3MEHEHUN B JIOKYMEHTBHI, COJAEpIKaIlMecs B PEeruCTpaliMOHHOM
JI0ChE€ Ha 3apETUCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpenapar A1 MEAULIMHCKOTO IPUMEHEHHS U NIPE/ICTaBICHHBIE
0 IHA BCTYMMeHua B cuny Hactosmero denepanbHOro 3akoHa, M MPUHATHE PELIEHHS O BHECEHUH
W3MEHEHUII B JOKYMEHTBI, COJAEp)Kallhecs B PETUCTPALMOHHOM JIOCh€ Ha 3aperdCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipemnapar JUIsi MeIUIIUHCKOTO IPUMEHEHNS U MpeJICTaBIeHHbIE Ha SKCIIEPTU3Y JIEKapCTBEHHBIX
CPEICTB JO0 IHS BCTYIUIEHHS B CHIIy HacTosmiero deaepaibHOro 3aKOHA, OCYLIECTBISIOTCS HAa OCHOBAHUU
JOKYMEHTOB ¥ JAaHHBIX, MPEJICTABICHHBIX O JHS BCTYIUIEHHS B CHily Hactosimero denepaipbHOro 3aKoHa, a
TaK)KEe 3agBJICHUS] O BHECEHHMH W3MEHEHHH B JOKYMEHTBI, COJEp)Kalluecsi B PErncTPallOHHOM J0Che Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHbIM Ipemnapar [uid MEJULUHCKOIO IPUMEHEHHUs, IPEeACTaBICHHOTO
IIPOM3BOJUTENIEM JIEKAPCTBECHHBIX IIPENApaTOB WIK YIIOJHOMOYECHHBIM MM JIMLIOM B COOTBETCTBUH C HACTOSIIIIM
denepaibHBIM 3aKOHOM B YIOJIHOMOYEHHBIM (hellepanbHbli OpraH HCHOJHUTENbHON BnacT a0 1 mapra
2011 roma, 6e3 TpeOGOBaHUS YIUIATHI TOCYNAapPCTBEHHOW IOILIMHEI, MPEIyCMOTPEHHOW 38KOHO4ATErNbCTBOM
Poccuiickoii ®eneparuu o Hasorax u coopax.

Hugpopmayua 06 usmenenusx: DedeparibHbIM 3aKOHOM om 29 wnosbps 2010 2. N 313-D3 uacme 3.4
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

cmamou 71 nacmosawezo @edepanvio2o 3aKoHA U3N0AHCEHA 8 HOBOU pedaKkyuuy, 8Cmynarouiel 8 cusy co ous
oguyuanbHo2o onybruKkoeaHus nazsannozo DedepanrbHo2o 3akona u PACHPOCMPaHSOWElCS wna
npasoomuouwienus, eosnuxwue ¢ 1 cenmaops 2010 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

3.4. Brigaua paspelieHuid Ha HNPOBEICHHUE KIMHUYECKUX HCCIICAOBAaHMUHN JICKApPCTBEHHBIX IpPENapaToB
IUIT MEIULMHCKOTO IMPHUMEHEHHUS 10 3asABJICHUSM, NOJAHHBIM JO [HS BCTYIUICHHS B CHIIy HACTOSILETO
@denepanpbHOro 3aKOHA, a TaKXKe M0 3aABICHHUAM, MOAAHHBIM IOCJIE JHS BCTYMNIIEHUA B CUITY HACTOSILETO
@denepanbHOrO0 3aKOHAa Ha OCHOBAHUHM JKCIEPTHU3, MPOBEJIEHHBIX O OHS BCTYIUIEHHS B CHJIy HACTOSILETO
®denepanbHOTO 3aKOHA, OCYIIECTBISAETCS B COOTBETCTBUM ¢ HacTosAmMM degepanbHbIM 3aKOHOM Ha OCHOBAHUU
JOKYMEHTOB M JaHHBIX, MPEACTABICHHbIX WM TIOJY4YEHHBIX 1O MJHS BCTYIJIEHHS B CHJIY HAcTOSIIEro
denepanbHOrO 3aKOHA, a TaKke HAa OCHOBAaHMM KOIMHU IIPEABAapPUTEIBHOIO JIOTOBOpa 00sA3aTEIBHOIO
CTpaxOBaHUS KU3HHU, 3/0POBbsSI MAIMEHTOB, YYaCTBYIOUIMX B KIMHMYECKOM HCCIEIOBAaHUH JIEKAPCTBEHHOTO
mperapara Jii MEAWLWHCKOTO TNPUMEHEHHUS, WM KOIMK JIOTOBOpa O0S3aTeNbHOTO CTPAaXxOBAaHUS >KHU3HH,
3/I0pOBbsl IIALMEHTOB, YYACTBYIOUIMX B KIMHUYECKOM MCCIIEJOBAaHUM JIEKAPCTBEHHOIO IIpemnapara Juls
MEAUIMHCKOTO IPUMEHEHMs, MO0 TPEICTABICHHOW KOIHUM JOroBopa 00s3aTeNbHOIO CTPaxOBaHU,
3aKJIIOYEHHOTO B COOTBETCTBHM C THUIOBBIMU IpaBHJIaM{ OOS3aTENbHOTO CTPAXOBAaHMS, C YKa3aHUEM
MpEeeNbHON YHCICHHOCTH NAalMEHTOB, YYAacTBYIOIIMX B KIMHUYECKOM HCCIEIOBAaHUH JIEKaPCTBEHHOTO
mpenapaTta Ais  MEAWIUHCKOTO NpUMEHEHHs, ©0e3 TpeOoBaHMS YIUIAaThl TOCYAApCTBEHHOM IOLUIMHBI,
MpeayCMOTpEeHHOH 3aKoHoAaTenscTBOM Poccuiickoit dexepanun o Hanorax u cOopax.

Hupopmayus 06 usmenenusax: DedeparnbHbiM 3aKOHOM om 11 okmsabps 2010 2. N 271-®3 cmamoes 71
Hacmosiygeco Pedepanvioco 3aKoHa OONONIHEeHA 4acmbvio 3.5

3.5. 3aperucTpupoBaHHbIE B HMHOCTPAaHHOW BAaJIIOTE A0 [THSA BCTYMMNEHUS B CUIY HACTOSIIErO
®denepanbHOrO 3aKOHA MpEAEIbHBIE OTIYCKHBIE II€HBl WHOCTPAHHBIX MPOM3BOJAUTENEH Ha JIEKapCTBEHHBIC
mpernapaTsl, BKIIOUEHHbIC B MEPEUYEHb XKU3HEHHO HEOOXOAWMBIX M BAaKHEHIIMX JICKApPCTBEHHBIX NpENaparos,
MoJJIekKaT Tmepecuery B pyomu mo Kypcy LlenTpanpHoro Oanka Poccuiickoii ®enepanuu Ha jaary,
ycranorieHnyo [IpaBurenscrBoM Poccuiickoii deneparuu, 63 npeCcTaBiIcHUs 3asBICHUS O TIEPECUYeTe ECHBI
C BHECEHHEM COOTBETCTBYIOIIMX H3MEHEHHH B TOCYIapCTBEHHBIH peecTp NpPEAeNbHBIX OTIMYCKHBIX LIEeH
MIPOU3BOINTENECH Ha JIEKapCTBEHHBIE TMpernapaTsl, BKIIOYEHHbIE B MEPEeYeHb J>KU3HEHHO HEOOXOAWMBIX U
BKHEHIIINX JIEKAPCTBEHHBIX MTPETIapaToB.

Hupopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 11 oxmsabpa 2010 2. N 271-®@3 cmamovs 71
Hacmosiugeco Pedepanvro2o 3aKOHA OONOIHeHA 4acmbio 3.6

3.6. 3aperucTpupoBaHHBIE J0 JHS BCTYMNMEeHUs B CUNy Hacrosmero denepalbHOTO 3aKoHA
NpEACIbHBIC OTITYCKHBIC HECHBI pOCCHﬁCKHX HpOI/I3BO)II/ITe.IIeI71 Ha JICKApCTBCHHBIC IIp€raparbl, BKIIFOYCHHBIC B
IepedeHb KU3HEHHO HeOOXOAWMBIX M BaXHEHMINX JIEKAPCTBEHHBIX IMPEMapaToB, MOAJEKAT HHIASKCAIH ¢ 1
HostOpst 2010 roma MCXOAs M3 IPOTHO3UPYEMOIO YpOBHSA HMHQIAIMM, ycTaHOBIACHHOro ®deneparnbHbIM
3aKkoHOM ot 2 aekadps 2009 roma N 308-D3 "O deaepansaoM O1omkere Ha 2010 TO1 M HAa TUTAHOBEIHN TTEPHOT
2011 1 2012 rogos" ua 2011 ron.

Undopmauus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 6 oexabps 2011 2. N 409-D3 ¢ uacme 3.7
cmamout 71 nacmosueco Peoepanbho2o 3aKoHa 6HeCeHbl usmMeHenus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu Onetl nocie OHs 0QouUUanIbHO20 0nybuUKO8aHUS nazeanto2o PedepanbHo20 3aKOHA
Cm. mekcm yacmu 8 npedbidyweli pedakyuu

3.7. Ilocne 1 mapta 2011 roga He nomycKarOTCs NPOU3BOACTBO U BBO3 B Poccuiickyro denepanuio
JICKapCTBEHHBIX IPEIapaToB B YIMAKOBKAaX C MapKUPOBKOW, KOTOpas OblLla HaHeceHa N0 AHS BCTYMNIEHUA B
cuny Hacrosimero ®denepanbHoro 3akoHa. [lo WCTEYeHMM yKa3aHHOTO CpOKa JIaHHBIC JICKApCTBEHHBIC
Iperaparbl MOTYT OTIYCKAaThCS, PEAIN30BBIBATHCS, MEPENABAThCS U MPUMEHSITHCS JIO MCTCUCHUS UX CPOKa
TOJHOCTH.

4. Co nmHa BCTymiIeHus B cuiy Hactosmero ®denepampHoro 3akoHa u 1o 30 ampens 2011 roma
BIJTFOUUTETIFHO JIOMYCKACTCSl MPOBEACHUE DKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB DIKCIEPTAMU JKCIEPTHOTO
VUIPEXKACHIS IO MTPOXOXKICHUS MU aTTECTAIlUN B IMOPSAKE, YCTAHOBJICHHOM YIIOJTHOMOYECHHBIM (heaepaabHbIM
OpraHOM HCIIOTHUTEILHOM BIIACTH.

5. Co mgus BCTYnrieHus B cuny gHactosmero demepampaoro 3akona u mo 31 mexabps 2013 roma
BKJIFOUMTENFHO OCYIIECTBISIETCS Tepexoi] K MPOW3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHHU C
MIpaBUJIaMU OPTaHHU3AINY TPOU3BOJICTBA U KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B YaACTU
1 crtatby 45 Hacrosimero ®denepanbHOro 3aKOHA, B MOJHOM oObeMe. CpokH Tepexojia MPOWU3BOJCTBA
JIEKApCTBEHHBIX CPEJCTB K MX MPOU3BOJCTBY B COOTBETCTBUU C KOHKPETHBIMHU TPEOOBAHUSMU JTAHHBIX MPABUI,
BKJTIIOYAss CPOKH aQTTECTAIMH YIOJTHOMOYCHHBIX JIMII, YKA3aHHBIX B YaCTAX 6 u 7 cTaTtbl 45 HacTosIero
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

@denepanbHOro 3aKoHa, ycraHasinuaroTces [IpasurensctBoMm Poccuiickoit denepanmu.

6. JlumeH3un HAa TPOU3BOJCTBO JICKAPCTBEHHBIX CPEICTB, BBIMaHHBIE 1m0 | sHBaps 2014 rtoma,
nerctBytoT mocie 1 saBaps 2014 roma g0 HMCTEUEeHHS CpoKa WX JEHCTBUSA TIPH YCIOBUHW COOTBETCTBHUS
JUIEH3WaTa MpPaBUiiaM OpraHW3alliid  IPOM3BOJICTBA M KOHTPOJSI KadecTBa JICKAPCTBEHHBIX CPEHCTB,
yKa3aHHBIM B 4acTW 1 cTaTbn 45 Hactosimero denepanbHOTO 3aKOHA.

Undopmayus 06 uzmenenusax: DedeparibHbIM 3aKOHOM om 29 nosbpa 2010 2. N 313-D3 cmamesa 71

nHacmosie2o Pedepanvbro2o 3aKoOHA OONONIHEHA Yacmblo 7, CmMynaruwed 8 cusy co ous ouyuaribHO20
onybnuKkosaHus nazeanno2o PedepanrbHo20 3aKOHA

7. ®opMHpOBaHUE TOCYAAPCTBEHHOTO 33JaHUsl Ha MPOBEICHHUE SKCIEPTH3BI JICKAPCTBEHHBIX CPEACTB
(enepanbHOMY TOCYAapCTBEHHOMY OIOMKETHOMY YUPEKICHHUIO MO MPOBEACHHUIO 3KCIIEPTU3bI JIEKAPCTBEHHBIX
cpeactB W (HUHAHCOBOE OOECIEUEHHE BBIMOJHEHMS O3TOTO 3aJaHUsl OCYILECTBISIIOTCA B IOPSAKE,
ycraHoBieHHOM ®PefeparnbHbiM 3akoHOM ot 12 suBaps 1996 roma N 7-®3 "O HekOMMeEpYeCKUX
opranuzanusx’.

T'APAHT: CM. KOMMeHTapuu k cratbe 71 Hactosiero depepanibHOro 3aKOHA

IIpesunent Poccuiickoit @enepaiuu J. Mensenen

Mocksa, Kpemib
12 anpens 2010 1.
N 61-®3
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