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Oenepanbhblii 3ak0H 0T 12.04.2010 . Ne 61-D3 ("Poccuiickas razera" ot 14.04.2010 r.;
Co6panue 3akoHomarenbcTBa Poccuiickoit @eaepamuu ot 2010 1., Ne 16, cT. 1815;
"Ilapnamentckas razera" ot 16.04.2010 )

ITo coctosuuro Ha 12.07.2024 r.

POCCUICKA I ®EJIEPALIVS
®EJEPAJIBHBIN 3AKOH
00 oOpameHnu JTeKaPCTBEHHBIX CPEACTB

[Tpunsar I'ocynapctBennon lymoi 24 mapra 2010 roga
Ono6pen Coetom Denepanuu 31 mapra 2010 rona

(B peoaxyuu gpedepanvhvix 3axkonos ot 27.07.2010 Ne 192-®3, ot 11.10.2010 Ne 271-
®3, 01 29.11.2010 Ne 313-D3, o1 06.12.2011 Ne 409-D3, ot 25.06.2012 Ne 93-D3,
oT 25.12.2012 Ne 262-®3, ot 02.07.2013 Ne 185-®3, ot 25.11.2013 Ne 317-D3,
or 12.03.2014 Ne 33-®3, ot 22.10.2014 Ne 313-®3, ot 22.12.2014 Ne 429-D3,
ot 08.03.2015 Ne 34-®3, ot 29.06.2015 Ne 160-D3, ot 13.07.2015 Ne 233-D3,
ot 13.07.2015 Ne 241-®3, ot 13.07.2015 Ne 262-D3, ot 14.12.2015 Ne 374-D3,
oT 29.12.2015 Ne 389-®3, ot 02.06.2016 Ne 163-D3, ot 03.07.2016 Ne 261-D3,
ot 03.07.2016 Ne 305-®3, ot 03.07.2016 Ne 350-®3, ot 29.07.2017 Ne 242-D3,
ot 29.07.2017 Ne 278-®@3, ot 28.12.2017 Ne 425-@3, ot 04.06.2018 Ne 140-D3,
ot 28.11.2018 Ne 449-®3, ot 27.12.2018 Ne 511-D3, ot 06.06.2019 Ne 134-D3,
oT 26.07.2019 Ne 240-®3, ot 02.08.2019 Ne 297-@3, ot 27.12.2019 Ne 462-D3,
oT 27.12.2019 Ne 475-®3, ot 27.12.2019 Ne 478-D3, o1 27.12.2019 Ne 481-D3,
ot 26.03.2020 Ne 67-®3, ot 01.04.2020 Ne 98-D3, ot 03.04.2020 Ne 105-D3,
ot 13.07.2020 Ne 206-®3, ot 08.12.2020 Ne 429-@3, ot 22.12.2020 Ne 444-D3,
ot 11.06.2021 Ne 170-®3, ot 02.07.2021 Ne 317-®3, ot 08.03.2022 Ne 46-D3,
oT 26.03.2022 Ne 64-®3, ot 14.07.2022 Ne 311-D3, ot 20.10.2022 Ne 405-D3,
or 05.12.2022 Ne 502-®3, ot 19.12.2022 Ne 519-D3, ot 28.04.2023 Ne 149-D3,
ot 28.04.2023 Ne 171-®3, ot 24.07.2023 Ne 341-®3, ot 04.08.2023 Ne 428-D3,
ot 04.08.2023 Ne 466-D3, ot 04.08.2023 Ne 474-®3, ot 19.10.2023 Ne 503-D3,
ot 30.01.2024 Ne 1-®3)

I'maBa 1. O0mue mMoJI0KeHU
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Crarps 1. [Ipeamer peryiupoBaHusi HacTosimero deaepajbHOro 3aK0Ha

1. Hacrosmmii @enepanbHblii 3aKOH PETYIMPYET OTHOILICHUS, BO3HHMKAIOIIME B CBSI3U C
oOpamieHreM -  pa3pabOTKOH,  JOKIMHUYECKUMU  HUCCICIOBAHUSMHU,  KIMHUYECKUMU
HCCIENOBAHUSMHU, IKCIIEPTU30U, TOCYJapPCTBEHHOW PETMCTPAMEN B COOTBETCTBUM C HACTOSIIIAM
@denepanbHbIM 3aKOHOM (Jajiee - TOCYAApCTBEHHAsl pErucTpanusi) WM perucTpainuve B
COOTBETCTBUM C MEXAYHAPOAHBIMM JOTOBOPaMM M  aKTaMH, COCTAaBIIIOLUIMMU  IIPABO
EBpa3uiickoro 3KOHOMHMYECKOIO COl03a (lajee - perucrpanusi), co CTaHJapTU3alued u ¢
KOHTPOJIEM KayeCTBa, IMPOU3BOACTBOM, H3rOTOBICHUEM, XPAHEHUEM, NEPEBO3KOW, BBO3OM B
Poccuiickyro ®epnepannro, BeiBO3oM U3 Poccuiickon dDenepanyn, pekIIamMou, OTIYCKOM,
peanu3anuei, nepenadeid, IpUMEHEHUEM, YHUUTOKEHUEM JIEKAPCTBEHHBIX CPEACTB. (B pedaxyuu
geoepanvrvix 3akonos ot 06.12.2011 Ne 409-03, ot 30.01.2024 Neo 1-D3)

2. Hacrosmmii ®denepanbHblii 3aKOH YCTAHABIMBACT MPHOPHTET TOCYAAPCTBEHHOTO
peryJimpoBaHus 0€30MacHOCTH, KadecTBa U A(D(PEKTUBHOCTH JICKAPCTBCHHBIX CPEJICTB IPH HUX
obpamenun. (B peoakyuu Dedepanvroco 3axona ot 25.06.2012 Ne 93-D3)

Crarps 2. Chepa npuMeHeHus1 HacTosimero degepajbHOro 3aK0Ha

Hacrosmuii ®enepanbHblii 3aKOH NPUMEHSETCS K OTHOLICHUAM, BO3HUKAIOLIUM IIPU
oOpallleH!H JIEKapCTBEHHBIX CPeACTB Ha TeppuTopun Poccuiickoit deneparuu.

Crarps 3. 3aK0oHOAATEJIBCTBO 00 00PAICHUH JICKAPCTBEHHBIX CPEACTB

1. 3akoHOMaTENHLCTBO 00 OOpAIICHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT M3 HACTOSIIIETO
denepalibHOTO 3aKOHA, NPYTrux ¢eaepaibHbIX 3aKOHOB M WHBIX HOPMATHUBHBIX IMPABOBBIX aKTOB
Poccuiickoit eneparum.

1!, 3akonomarenscTBO 00 O0OpalleHHMM JIEKAPCTBEHHBIX CPEACTB B  OTHOIIEHUM
IOPUIMYECKUX JIUIl U MHAUBUIYATbHBIX TPEANPUHUMATEIICH, OCYIIECTBIISIONINX JAEATSILHOCTh Ha
TEPPUTOPUN MEXKITYHAPOIHOTO MEIUIIMHCKOTO KJIacTepa, MPUMEHSIETCS C Y4eTOM OCOOCHHOCTEH,
ycTraHoBieHHbIX DenepanbHbiM 3ak0HOM OT 29 ntons 2015 roma Ne 160-®3 "O mexayHaponHoM
MEUIIMHCKOM KJIaCcTepe W BHECEHWM W3MEHEHHM B OTHCJIbHBIE 3aKOHOJATEIbHBIE AaKTHI
Poccuiickoit deneparuu'. (Jonoanenue yacmoio - @edepanvruiii 3axorn oT 29.06.2015 Ne 160-
®3) (B peoakyuu Dedepanvroeo 3axona ot 04.08.2023 Ne 428-D3)

2. JHleiictBue Hacrosimiero denepanbHOTO 3aKOHAa pACIPOCTpaHseTCs Ha oOpalleHue
HApKOTHUYECKUX JIEKAPCTBEHHBIX CPEACTB U ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM
0COOEHHOCTEH, YCTAaHOBJIEHHBIX 3aKOHOJATENbCTBOM Poccuiickoit denepannr 0 HAPKOTUUECKUX
CpEeJICTBaX, MICUXOTPOIHBIX BEIIECTBaX U 00 UX MPEKypcopax.

3. HeiictBue Hacrosimero ®enepanbHOrO 3aKOHAa pPACIPOCTpaHsETCs Ha oOpalleHue
paauodapMaleBTUUECKUX JIEKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKoHOMATeNIbcTBOM — Poccuiickoit  ®exepanuu B oOnmacTu  oOecTieueHUs — pagualliOHHON
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0€30I1aCHOCTH.

4. Ecam wmexayHapoaHsIM JoroBopoM Pocculickoii ®Denepannu, MeXIyHApOJHBIMU
JIOTOBOPaMHU U aKTaMH, COCTABIISIIOIIMMH IIpaBo EBpa3uilckoro SKOHOMHUYECKOTO coro3a (fanee -
akThl, cocTtapistome npaBo (Coro3a), yCTaHOBJIEHbl HHBIE IpaBWJa, YE€M TE, KOTOpbIE
IPEAyCMOTPEHBI HAaCTOSIUM DenepanbHbIM 3aKOHOM, MPUMEHSIOTCS MPaBUila MEXKIYHAPOIHOTO
JIOTOBOpa, IpaBWia, COJEpKallvecss B akTaX, cocTaBisitomiux mnpaBo Coroza. (B pedaxyuu
@Dedepanvrozo 3axona ot 30.01.2024 Ne 1-D3)

4!, Pemenust MeXrocyaapcTBEHHBIX OPraHOB, HPUHSATHIE HA OCHOBAHMH IMOJIOKEHHUIA
MEKIYHAPOAHBIX N0roBOpoB Poccuiickon denepaumyu B MX HCTOIKOBAHWH, MPOTHMBOpEYALLEM
Konctutynuu Poccuiickoii @enepanuu, He nojjiexar ucnoiHeHuio B Poccuiickoir denepanuu.
Takoe mnpoTruBOpeure MOXKET OBITb YCTAHOBJICHO B MOPSAKE, OMPEICICHHOM (enepanbHbIM

KOHCTUTYILIUOHHBIM 3aKOHOM. (/[ononnenue uacmoio - Pedepanvroii 3axor ot 08.12.2020 No 429-
@3)

5. B Poccuiickoi ®enepanmn B COOTBETCTBUHM C MEXIYHAPOAHBIMU JOTOBOPAMH
Poccuiickoit @enepanuu u (WIM) HA OCHOBE MPUHIUIIA B3aWUMHOCTH MPU3HAIOTCSA PE3YJIBTAThI
KIIMHUYECKUX HCCIENOBAaHUN JIEKAPCTBEHHBIX IIPENaparoB Il MEIULMHCKOIO IPUMEHEHMUS,
IIPOBEICHHBIX 3a npenenaMu repputopun Poccuiickoit denepannu.

Crarbs 4. OCHOBHbBIE IOHATHS, HCIIOJIb3yeMble B HacTOsieM DeepaibHOM
3aKO0He

Hna uenent Hacrosimero deaepanbHOrO 3aKOHA MCIOJIB3YIOTCA CIEAYIOIIME OCHOBHBIC
HOHATUS;

1) nekapcTBEHHBIE CPEACTBA - BEIIECTBA WJIM UX KOMOMHAIIMH, BCTYIAIOIIUE B KOHTAKT C
OPraHu3MOM YEJIOBEKA WM KUBOTHOTO, IPOHUKAIOIIME B OPraHbl, TKAHHM OPraHU3Ma 4YeJIOBEKa
WM SKUBOTHOTO, TPUMEHSIEMbIC NIl MPO(UIAKTUKH, JUATHOCTUKH (32 MCKIIOYCHHEM BEIIECTB
WIN UX KOMOMHAIMN, He KOHTAKTUPYIOIIMX C OPraHU3MOM YEJIOBEKa WJIM >KUBOTHOTO), JICUCHUS
3a0osieBaHMsl, peaOWiIUTallMM, JJIs  COXpaHEHUs, NPENOTBPALLECHUS WM  IpPEpbIBaHUSA
OEpeMEHHOCTH W TMOJyuYeHHbIe W3 KPOBH, IJIa3Mbl KPOBU, W3 OPraHoB, TKaHeW oOpraHuizMa
YeJOBE€Ka WJIA >KMBOTHOIO, PACTEHWW, MUHEPAIOB METOJAMHM CHHTE3a WM C NPUMEHEHUEM
Ounonornyeckux TexHonorui. K nexkapcTBEHHBIM CpEICTBaM OTHOCSTCS (DapMareBTHYECKUe
CyOCTaHIIMU U JIEKAPCTBEHHBIE TIPETapaThl;

2) dapmaineBTuUecKasi CyOCTaHIIUS - JIEKAPCTBEHHOE CPEACTBO B BUJE OIHOTO WIIH
HECKOJIbKMX oO0mamamux (apMaKkoIOTHUECKONH aKTHBHOCTBHIO JICHCTBYIOIIMX BEIIECTB BHE
3aBUCUMOCTH OT TPHUPOABl MPOUCXOKACHUS, KOTOPOE TMpeaHA3HAYeHO JUIsl TPOU3BOACTBA,
M3TOTOBJICHUS JIEKAPCTBEHHBIX MpenapaTtoB U ompenenser ux 3PQPeKkTuBHOCTb; (B pedaxyuu
@Dedepanvroco 3axona ot 22.12.2014 Ne 429-D3)

3) BCIIOMOTI'aTCIIbHBIC BCIICCTBA - BCIICCTBA HCOPIraHUYCCKOIO0 WJIM OPraHUu4YCCKOIO
IMPOUCXOKACHUA, HCIOJIB3YCMBIC B IIPOLECCE IPOU3BOACTBA, H3TOTOBJICHUA JICKAPCTBCHHBIX
nperaparoB A MIPUAAHUA UM HGO6XOI[I/IMBIX (I)I/ISI/IKO-XI/IMI/I‘-IGCKI/IX CBOﬁCTB;

4) nexapCTBEHHBIE Mpenaparkl - JEKAPCTBEHHBIE CPEICTBA B BUJIE JIEKAPCTBEHHBIX (HOPM,
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MpUMEHsIeMbIe NIl TPO(UIAKTUKH, TUATHOCTHKH, JICYCHHUS 3a0oNieBaHWsA, peadbuiuTanuu, AJs
COXpPaHEHHsI, MPEAOTBPAIICHHS WM TTPEPhIBaHUSI OEPEMEHHOCTH;

5) nekapctBeHHas (opma - COCTOSHUE JIEKAPCTBEHHOTO Iperapara, COOTBETCTBYIOIICE
crocob0aM €ro BBEICHUS W TPHUMEHEHHUS W oOecIednBaroniee JAOCTHKCHHE HE00XOIMMOro
nedeOHoro a3 dekra;

5') noswpoBKa - comep)KaHHME OJHOTO MM HECKONBKHX JIEHCTBYIONIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPAXKEHUU HAa €IWHUILY J03bl, WIK €IUHUIYy 00beMa, WU €IUHUILY MACChl B
COOTBETCTBHM C JICKAPCTBEHHOW (PopMOM JMOO JJIsi HEKOTOPHIX BHJIOB JICKAPCTBEHHBIX (HOpM
KOJTMYECTBO BBHICBOOOK/IAEMOT0 M3 JIEKAPCTBEHHOM (DOPMBI AEMCTBYIOIIETO BEIIECTBA 32 SAMHUILY
BpeMeHH; (/[ononnenue nynkmom - @edepanvuiii 3axkon ot 22.12.2014 Ne 429-D3)

6) mepeyeHb >KM3HEHHO HEOOXOAMMBIX M BAKHEMIIMX JIEKApPCTBEHHBIX IpPENaparoB -
yTBepxkaaembii [IpaBurensctBoM Poccuiickoit @enepannul mepeyeHb JIEKapCTBEHHBIX MPENaparoB
VIS MEOUIMHCKOTO  NpPHUMEHEHHus,  O00ecCleuyMBaloluX  MNPUOPUTETHBIE  MOTPEOHOCTH
3IpaBOOXpAHEHUs B UEMIX MNPOPUIAKTUKA ¢ JiedeHHUs 3a00NeBaHHW, B TOM YHCIIE

nmpeobnagaommux B CTPYKType 3abomeBaemoctd B Poccuiickoit ®denepanum; (B pedaxyuu
@edepanvrozco 3axona ot 13.07.2020 Ne 206-D3)

6') opdanHble  JeKapCTBEHHblE  Mpemaparhl -  JIEKAPCTBEHHBbIE  HpPENaparkl,
MpelIHa3HAYEHHBIE  HUCKIIOUYUTENBHO  JUISI  JUArHOCTHKH, OJTHOMATOTCHETHUECKOTO  WIIU
MATOTCHETHYECKOTO JICUCHHS (JICUCHUS, HAMPABICHHOTO HA MEXaHU3M pPa3BUTHSA 3a00JIEBaHMS)

penkux (opdanHbiX) 3aboneBaHuil; ([ononnenue nymkmom -  DedepanvHblil  3AKOH
otr 22.12.2014 Ne 429-®3) (B peoakyuu @edepanvrozo 3axona ot 30.01.2024 Ne 1-D3)
6°) OWOJOTMYECKHME JIeKApCTBEHHBIE TpEnaparhl - JIEKAPCTBEHHBIE IPENaparThl,

JIEHCTBYIOIIEE BEIIECTBO KOTOPHIX MTPOU3BEICHO WIIH BBIJCICHO W3 OMOJIOTHYECKOTO HCTOYHUKA U
JUISL OTIPEICJICHUST CBOMCTB M Ka4eCTBAa KOTOPHIX HEOOXOIWMa KOMOWHAIMS OMOJOTHYECKUX U
(bU3UKO-XUMHYECKNX MeTo/0B. K OMOnornyeckuM JIEKapCTBEHHBIM TNIpernaparamM OTHOCSTCS
UMMYHOOHOJIOTHUECKHUE JICKapCTBEHHBIC MTPEnaparhl, IEKapCTBEHHBIC TIPeTaparhl, OJyYeHHBIE U3
KPOBHM, IUTa3Mbl KPOBH YeEJIOBEKa H JKMBOTHBIX (32 UCKIIOYCHHEM IIEIBHOM KPOBH),
OMOTEXHOJIOTHYCCKUE JICKQPCTBEHHBIC TMpemaparbl, T'e€HOTEPANCBTUYCCKUE JICKAPCTBCHHBIC
mpemnaparsl, JICKAPCTBEHHBIC TIpemaparbl Ha OCHOBE COMATHYECKHX KJETOK; (/[ononnenue

nynkmom - @eodepanvusiii 3akon ot 22.12.2014 Ne 429-03) (B peoakyuu Pedepanrvhozo 3aKoHa
ot 04.08.2023 Ne 466-D3)

6°)  BBICOKOTEXHONOTMYHBI JIEKAPCTBEHHBIH Tpemapar - TeHOTeparneBTHYECKHiA
JICKapCTBEHHBIN Ipenapar Uil MEAULUMHCKOTO NMPUMEHEHMS, WIM JIEKAPCTBEHHBIM ITpernapar Ha
OCHOBE COMATMYECKUX KIJIETOK JUIsI MEAULUMHCKOTO IPUMEHEHUS, WIM TKAHEUHKXCHEPHBIN

JIEKapCTBEHHBIM TMpenapar (mpenapar TKaHEBOW WHXXEHepuu); (/[lononnenue nynkmom -
®@eoepanvusiii 3akon 0T 30.01.2024 No 1-D3)

7) MMMyHOOHOJIOTMYECKHE JICKApCTBEHHBIC IIpermapaTrhl - JIGKAPCTBEHHBIC Iperaparsl,
IpeIHa3HauYeHHbIe IS  (OPMHPOBAHUS AaKTUBHOIO WJIM ITACCHBHOTO HWMMYHHUTETa JIHOO
JTUATHOCTUKH HAJIWYUS HWMMYHUTETa WJIA JUACHOCTHKH CHEIU(PUICCKOr0 MPUOOPETESHHOTO
U3MEHCHMSI ~ MMMYHOJOTMYECKOTO  OTBeTa  Ha  ajuieprusumpyromde  BemectBa. K
UMMYHOOHMOJIOTUYCCKAM JICKAPCTBCHHBIM TIperaparaM OTHOCSTCS BaKIIMHbBI, aHATOKCHHBI,
TOKCHHBI, CBIBOPOTKH, UMMYHOTJIOOYJIMHBI U aJIEPTeHbI; (B pedaxkyuu Pedepanivbhozco 3aKOHA
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oT 22.12.2014 Ne 429-03)

7') GuorexHONOrMYecKUe JEKAPCTBEHHbIE IIPENaparbl - JEKAPCTBEHHbLIE IpPeHaparhl,
IIPOU3BOJCTBO KOTOPBIX OCYLIECTBISETCS C UCIOJIb30BAHUEM OMOTEXHOJOTHYECKHUX MPOLIECCOB U
metofoB (B Tom uyucie JIHK-pekoMOMHAaHTHOW TEXHOIOTHH, TEXHOJIOTHMH KOHTPOIHPYEMOM
IKCIIPECCUU TEHOB, KOAUPYIOMINX OMOIOTHYECKU aKTUBHBIE OCJIKM B MPOKAPUOTAX M dyKapHOTax,
BKJIIOYass W3MEHEHHBIE KJICTKM MJICKONMUTAIONMX), THOPUAOMHOTO METOIa M  METona

MOHOKJIOHAJILHBIX aHTUTEN; (/[ononnenue nynkmom - @edepanvuwiii 3axkon oT 22.12.2014 No 429-
®3)

7?) TeHOTepaneBTHYECKHE JIEKAPCTBEHHLIE MPENapaThl - JIEKAPCTBEHHBIE IIPENaparhl,
(dapmarieBTHUECKasi CyOCTaHIMs KOTOPBIX SIBISICTCS PEKOMOMHAHTHOW HYKJIECHHOBOM KHCIOTOU
WM BKJIIOYAET B ce0sl PEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIIOTY, MO3BOJISIFOIIYIO OCYIIECTBIATh
peryivpoBaHue,  pemapaiuio, 3aMeHy, J00aBlieHHE€ WM  yJaJeHUe  TEeHETUYECKOM
MOCJIEI0BATENbHOCTH; (/[ononnenue nynkmom - @edepanvrviil 3axkon ot 22.12.2014 Ne 429-D3)

8) HApKOTUYECKUE JIEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHbIE Npenaparbl MU
(dapmarieBTHUECKUE CYOCTaHIIMU, COJEpKalllMe HAPKOTHYECKHUE CPEACTBA M BKIIOYCHHBIC B
IlepeyeHp HapKOTHYECKHUX CPEACTB, NCUXOTPOIHBIX BEIIECTB U UX IMPEKYPCOPOB, MOMJICKALINX
KOHTpoito B Poccuiickoit ®denepannu, B COOTBETCTBUM C 3aKOHOAATENBLCTBOM Poccuiickoit
Qenepannu, MEXAYHaApOOHbIMH JoroBopamu Poccuiickont ®enepanuu, B ToM uwncie EnnnHoi
KOHBEHIIMEN 0 HApKOTHYECKUX cpeacTBax 1961 rona;

9) mncuxoTpomHbIe JIEKAPCTBEHHbIE CpPEACTBA - JIEKAPCTBEHHBIE IMpernaparbl U
(apmalieBTHUECKUE CYOCTaHIMHU, COAEpIKaIlUe IICUXOTPOIHbIE BEHIECTBA U BKIIOYEHHBIE B
IlepeyeHp HapKOTHMYECKHUX CPEACTB, IICUXOTPOIHBIX BEIIECTB U HUX IPEKYPCOPOB, IMOMJIEIKAIINX
koHTposno B Poccuiickon @enepanvu, B COOTBETCTBUM C 3aKOHOAATENIBCTBOM Poccuiickoit
denepannu, MEXIyHAPOIHBIMU oroBopamu Poccuiickoin Denepannu, B ToM yucie KonBeHiuen
0 MCUXOTPOIHbIX BeniecTBax 1971 roxa;

10) pagmodapmanieBTUUECKHE JIEKAPCTBEHHBIE CPEJICTBA - JIEKaPCTBEHHBIE CPEICTBA,
KOTOpBIE COJEp’KaT B TOTOBOW [JISi UCIOJB30BaHUS (OopME OIWH PAAMOHYKIIHUI WJIH HECKOIBKO
PaAVOHYKIUIOB (PaAMOAKTUBHBIX U30TOIOB);

10") opuruHanbHBIA NIEeKapCTBEHHBI Hpemnapar - JeKapCTBEHHBIH IIpernapar ¢ HOBBIM
JNEUCTBYIOIIUM BEIIECTBOM, KOTOPBI NEPBBIM 3aperucTpupoBaH B Poccuiickoit deneparum wim B
MHOCTPAHHBIX TOCYIapCTBaX Ha OCHOBAHUM pPE3YJIBTATOB JOKJIMHUYECKUX MCCIIEIOBAHUM
JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEIOBAHMI JIEKAPCTBEHHBIX IMpenaparos,

MTOATBEPKIAFOIINX €ro KadecTBO, I(P(HEKTUBHOCTh W 0€30MacHOCTb; (/[ononHenue NYyHKMOM -
Dedepanvubiii 3akon o1 27.12.2019 Ne 475-D3)

11) pedepeHTHBIN JIEKapCTBEHHBIA IMpernapar - JIEKapCTBEHHBIM mpenapar, KOTOpbIN
UCTIONB3YETCSl ISl OIEHKM OMOSKBUBAJCHTHOCTH WM TEPANeBTUYECKON HSKBUBAJICHTHOCTH,
KauecTBa, 3((HEeKTUBHOCTU U 0€30MaCHOCTU BOCIIPOU3BEIEHHOTO JIEKAPCTBEHHOT'O Mperapara 1in
O6unoananoroBoro (6MOMOTOOHOTO) JIEKApPCTBEHHOrO Tpemapara (Ouoananora). B kauecte
pedepeHTHOro JIeKapCTBEHHOrO Mpernapara [Uisi MEIUIUHCKOTO MPUMEHEHUS HCIOIb3yeTCs
OpUTMHAJIbHBIN JIEKAPCTBEHHBIN Mpenapar audo, eciu OpUrMHaIbHBIA JIEKAPCTBEHHBIN Mpenapar
HE 3apErUCTPUPOBAH WM HE HaxoauTcs B obopore B Poccuiickoit denepauyu U He HAXOIUTCS B
000poTE B HMHOCTPAHHBIX TOCYIapCTBaX, BOCIPOU3BEIACHHBIM JIEKAPCTBEHHBIM TMpemapar WiIn

pravo.gov.ru/proxy/ips/?docview&page=1&print=1&nd=102137440&rdk=61&&empire= 5/165


k6clnthook://&nd=102364596
k6clnthook://&nd=102364596
k6clnthook://&nd=102364596
k6clnthook://&nd=102364596
k6clnthook://&nd=102649801

12.07.2024, 16:23 06 obpalleHnn nekapcTBEHHbIX CPeacTB

OroaHanoroBelii (OMOMOMOOHBIN) JIEKAPCTBEHHBIM Tpemapar (OMoaHaNor), KOTOPHIH MEPBBIM
3apEeTUCTPUPOBAH W3 4YWCIa Haxomsamuxcs B obopore B Poccwuiickoit  ®Deneparum,
OMOSKBUBAJICHTHOCTh WJIM TEpareBTUYECKas SKBUBAJICHTHOCTb, KauecTBO, 3()(PEKTUBHOCTH U
0€30MacHOCTh KOTOPOTO OLICHUBAIMCH [0 OTHOIIEHHIO K OpPUTMHAJIBHOMY JIEKAPCTBEHHOMY
npemapary, a Takke KadecTBO, d(PQPEKTUBHOCTh W O€30MaCHOCTh KOTOPOTO MOATBEPKIAIOTCS
pesyapTaramu  (apMakoHag30pa M MPOBEPOK  COOTBETCTBUSl  JICKAPCTBEHHBIX  CPE/CTB,
HAXOMAIINXCS B TPAXKIaHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHUAM K UX KadecTBY. B kauecTBe
pedepeHTHOro JIEKApCTBEHHOTO IMperapara MAJii BETEPUHAPHOTO TMPUMEHEHHUS HCIOIb3yeTCs
JIEKApCTBEHHBIN IIpenapar il BETEpUHAPHOTO IPUMEHEHMS, 3apETUCTPUPOBAaHHbIN B Poccuiickon
®denepaliii Ha OCHOBAaHUHU PE3YJBTATOB JTOKIMHUYECKUX MCCIEAOBAaHUMN JICKAPCTBEHHBIX CPEJICTB
Y KIMHUYECKUX HCCIECNOBAaHUN JIEKAapCTBEHHBIX MPENapaTroB, MOATBEP)KIAIONIUX €ro KadecTBO,
3¢ pexTUBHOCTD U 0€30MaCHOCTD; (B pedaxyuu Dedepanvrozo 3akona ot 27.12.2019 Ne 475-D3)

12) BocCHpou3BENEHHBIN JIEKAapCTBEHHBIM Mpenapar - JIEKapCTBEHHBIM Mpemapar i
MEIUIIMHCKOTO TPUMEHEHUS, KOTOPhI MMEET IKBUBAJICHTHBIN peQEepeHTHOMY JIEKapCTBEHHOMY
IpEnapary KadyeCTBEHHBIM COCTAB M KOJWYECTBEHHBIM COCTaB JECHUCTBYIOIIMX BEIIECTB B
SKBUBAJICHTHOW JICKapCTBEHHOW (opme, OO0 JeKapCTBEHHBIN Mperapar Ijis BETePHHAPHOTO
MPUMEHEHUS, KOTOPBIM HMMEeT TaKue K€, 4TO M pe]epeHTHbIN JIeKapCTBEHHBIN Mpernapar,
KAYECTBEHHBI COCTaB M KOJIMYECTBEHHBIM COCTAB JCHCTBYIOIIMX BEIIECTB B TaKOM Ke
JIEKapCTBEHHOUM (hopme, OMOIKBUBAJIEHTHOCTh WM TEparneBTHUECKasi SKBUBAJEHTHOCTb KOTOPBIX
COOTBETCTBYIOILLIEMY pedepeHTHOMY JIEKapCTBEHHOMY npenapary MOJITBEPK/ICHA

COOTBETCTBYIOITUMH WCCIICIOBAaHUSMU, (B peoakyuu Dedepanvrozo 3aKOHA
o1 27.12.2019 Ne 475-D3)

12") TepaneBTHuECcKas SKBHBAJIEHTHOCTh IEKAPCTBEHHLIX IIPENAPaTOB - JOCTHKEHUE
KJIMHUYECKH COIMOCTaBUMBIX TepareBTUUYEeCKoro 3dexra u mnokazareneid 3(p(EeKTUBHOCTH U
0€30MacHOCTH TIPU MPUMEHEHUH JICKaPCTBEHHBIX MPEMapaToB JUIsl MEIUIIMHCKOTO MPUMEHEHUS,
MMEIOIINUX OJHO MEXIyHapOJHOE HEMAaTeHTOBaHHOE (WM XMMHYECKOe, WIW TPYNIHUPOBOYHOE)
HAaMMEHOBaHUE, B SKBUBAJICHTHBIX JIO3UPOBKAX MO OJHUM M TEM K€ MMOKA3aHUSIM K IPUMEHEHUIO U
Opy OJUHAKOBOM CIOCOOE BBEJIEHHA Y OOHOW M TOM e TIpynnbl OONbHBIX; (/ononnenue
nynkmom - @eodepanvusiii 3akon oT 22.12.2014 Ne 429-D3) (B peoakyuu Pedepanbhozo 3aKOHA
oT 27.12.2019 Ne 475-03)

12%) 6uoananoropelii (6MOMONOOHKIN) JleKapCTBEHHBI mpemapar (6MOAHANOr) -
OMOJIOTMYECKUI JIEKapCTBEHHBIN Mpernapar, CXOKUW 1o mapameTpaM KadecTBa, 3(Q(HEKTUBHOCTH U
Oe3omacHOCTH ¢ pedepeHTHBIM OHUOIOTUYECKUM JIGKAPCTBEHHBIM TIpErnapatoM B TaKoH ke
JIEKapCTBEHHOW (opMe M MMEIOIIMNA HWISHTHYHBIA criocoO BBeleHUs; (/[ononnenue nyHKmom -
Dedepanvusiii 3akon o1 22.12.2014 Ne 429-D3)

12°) B3auMo3aMeHseMBblii JIeKapCTBEHHBIN IIpermapar - JeKapCTBEHHBIH Mpemapar ¢
JOKAa3aHHON TEpareBTUUECKON AKBHUBAJCHTHOCTHIO WM OMOIKBHBAJIECHTHOCTHIO B OTHOIICHUU
pedepeHTHOro JIEKapCTBEHHOTO Mpernapara, HMEIOIIMKA SKBUBAJICHTHbIE €My KaueCTBEHHBIN
COCTaB M KOJIMYCCTBCHHBIN COCTaB JICHCTBYIONIMX BEIICCTB, COCTAB BCIIOMOTATEIbHBIX BEIIECTB,
JeKapCcTBEHHYIO (GopMy U crocoO BBeneHus; (/Jononwenue nymkmom - Dedepanvhuwviii 3aKOH
or 22.12.2014 Ne 429-®3)

124) OMO’KBHBAJICHTHOCTD JICKAapCTBCHHLIX IMPCIIApaTOB - AOCTHIKCHHUC COIIOCTABUMBIX
roKasareyneu CKOPOCTH BCACBbIBAHUSA, CTCIICHHU IIOCTYIUICHHUA K MCECTY JICUCTBUSL U CKOpOCTH
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BBIBEJICHUSI OJHOTO WM HECKOJIBKHX O0Onamarommx (HapMakoJIOTUYECKOM aKTUBHOCTBIO
JCHUCTBYIOIIUX BEIICCTB MPU NPUMEHEHHH JIEKAPCTBEHHBIX IMPEMapaToB IS MEIUIIMHCKOTO
MPUMEHEHUS, HUMEIOIIMX OAHO MEXAYHApOAHOE HEMaTeHTOBAaHHOE (WM XUMHUYECKOe, WU
IpyNIUPOBOYHOE) HAMMEHOBAaHUE, B SKBUBAJEHTHBIX JO3UMPOBKaX M IPHU OJMHAKOBOM CIIOCO0OE
BBeNIeHUS; (/{ononnenue nynkmom - @edepanvruiii 3akon ot 27.12.2019 Ne 475-D3)

13) nexapcTBEHHOE PACTUTEIIBHOE CHIPHE - CBEIKUE WJIM BBICYIIICHHBIC PACTCHUS MO0 UX
YaCTH, UCIIONB3yeMbI€ Ui TPOU3BOJCTBA JICKAPCTBEHHBIX CPEJACTB OPTaHU3ANMSAMU -
MPOU3BOAUTEISIMU JICKAPCTBEHHBIX CPEJICTB WJIM HW3TOTOBJICHUSI JIEKAPCTBEHHBIX IpPENapaToB
anTeYHBIMU OPTaHMU3AIUSAMHU, BETEPUHAPHBIMHU ANTCYHBIMH OPTaHU3AMSIMH, WHIWBHUIYATbHBIMU
MpEeANPUHUMATENISIMH, UMCIOIIUMHI JTUIIEH3UIO Ha (papMalleBTUUECKYIO IeATeIbHOCTD;

14) nexapCTBeHHBIM  pacTUTENbHBIA  Mpemapar -  JIGKAPCTBEHHBIM  Mpemnapar,
MIPOU3BENCHHBIN WJIM U3TOTOBJICHHBIN U3 OJHOTO BUA JIEKAPCTBEHHOIO PACTUTEIBHOIO ChIPbS WU
HECKOJIbKMX BHUJOB TAaKOTO ChIPbSl U peaju3yemblii B pac(acoBaHHOM BHUAE BO BTOPUYHOU
(moTpeOUTENbCKON) YIaKOBKE;

15) roMeonarnueckuil JIEKAPCTBEHHBINM TMpemapar - JIEKapCTBEHHBIM Mpemnapar,
MPOU3BEACHHBIA WM  U3TOTOBJIEHHBIM U3  (papMaleBTUYECKOM  CyOCTaHIMM WU
(apmalieBTUUECKUX CYOCTaHIUH B COOTBETCTBUU C TpPEOOBaHMSAMHU OOIIUX (apMaKOIEeHHbIX
CTaTel K roMeonaruyeCcKuM JIEKapCTBEHHBIM IMpernaparaM WIM B COOTBETCTBHM C TPeOOBAaHUSIMHU

¢dapMakorien CTpaHbl MPOU3BOAUTENSI TAaKOrO JIEKAPCTBEHHOrO Tmpemapara; (B pedaxyuu
®Dedepanvroco 3axona ot 22.12.2014 No 429-D3)

16) MCKAYHAPOAHOC HCIIATCHTOBAHHOC HAWMMCHOBAHUC JICKAPCTBCHHOI'O CpcaACTBa -
HAaMMCHOBAHUC ﬂeﬁCTBYIOHIeFO BCIICCTBA @apMaHeBTquCKOfI CY6CTaHHI/II/I, PECKOMCHAOBAHHOC

BcemupHoli  opranuzanueil  3apaBooxpaHeHus; (B pedaxkyuu  DedepanbHoco  3aKOHA
oT 22.12.2014 Ne 429-®3)

17) ToproBoe HaMMEHOBaHUE JIEKAPCTBEHHOT'O CPE/ICTBA - HANMEHOBAHME JIEKAPCTBEHHOTO
CpeICTBa, MPUCBOEHHOE €ro pa3paboTUuMKOM, JAep)KaTesieM WM BJaJlelblleM PEerucTPallMOHHOTO
yIOCTOBEpPEHUsI  JIEKQpCTBEHHOTrO  mpemnapara; (B pedaxyuu  DedepanbHoco  3aKOHA
otT 22.12.2014 Ne 429-®3)

17') rpynmupoBoYHOE HAMMEHOBAHME JIEKAPCTBEHHOTO TNpernapara - HAUMEHOBAHHE
JIEKapCTBEHHOTO Tperapara, He UMEIOIIEr0 MEK/TyHAPOIHOTO HEeITaTEeHTOBAHHOTO HAMMEHOBAHWSI,
VI KOMOWHAIINY JICKAPCTBEHHBIX MPENapaTroB, UCIOIb3YeMOE B IEIIX 00ObSTUHEHUS UX B TPYTIIY
Mo  €IWHBIM HAMMEHOBAaHMEM  HMCXOAS W3  OJWHAKOBOTO  COCTaBa  JCHCTBYIOIINX
BeIecTB; ([ononnenue nynkmom - @edepanvhwiii 3akon 0T 22.12.2014 Ne 429-03)

18) oOmias ¢apmaxoneiiHas cTaThsi - JOKYMEHT, YTBEPXKIACHHBIH YIOIHOMOYEHHBIM
denepanbHBIM OpPraHOM HWCIOMHUTENBFHOM BIACTH U COJAEpXKAIIMKA TEepedeHb IoKazaTesel
KauecTBa M (MJIM) METOJAOB KOHTPOJS KadecTBAa KOHKPETHOW JIEKapCTBEHHOW (POPMBI,
JIEKapCTBEHHOTO PACTUTEIHHOTO CHIPHS, BCIIOMOTATEeNbHBIX BEIIECTB, ONMUCAHUS OMOIOTHYECKUX,
OMOXMMHYECKUX, MHUKPOOUOJIIOTHUECKUX, (PUIMKO-XUMUYECKHUX, (U3MUECKUX, XUMHUYECKUX U
JIpYyTUX METOJOB aHalIM3a JICKAPCTBEHHOIO CPEJICTBA, a TakKe TpeOOBaHHUS K MCIOJIb3yeMbIM B
[eJIIX MPOBEACHUS JaHHOTO aHalu3a peakTUBaM, THTPOBAHHBIM PAcTBOpaM, WHIUKaTopam; (B
peoakyuu gedepanvhulx 3axonos ot 22.12.2014 Ne 429-D03, ot 30.01.2024 Ne 1-D3)

19) dbapmaxoneiinas cTaThs - JOKYMEHT, YTBEPKACHHBIA YIIOTHOMOYECHHBIM (he/IepaibHbIM
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OpraHOM HUCIOJHUTEIBHOM BJIACTH M COJIEpIKAIMK IepeUeHb IOKa3aTeJiel KauyecTBa U METO/IOB
KOHTPOJISI KadecTBa JICKQPCTBCHHOIO CPEACTBA, JIGKAPCTBEHHOI'O PACTUTEIIBHOTO  CHIPbS,
BCTIOMOTaTeNIbHBIX BEIIECTB; (B pedaxyuu ¢hedepanvrvix 3axonos ot 22.12.2014 Ne 429-D3,
ot 30.01.2024 Ne 1-®3)

19') crampgapTHBle 06pasibl - BENIECTBA, MOCPEACTBOM CPABHEHHS C KOTOPBIMH
OCYIIECTBISICTCS KOHTPOJIb KaUu€CTBA UCCIEAYEMBIX JIEKAPCTBEHHBIX CPEJICTB C MOMOIIBI0 (PU3UKO-
XUMHUYECKUX U OMOJOTUYECKUX METOAOB B LEISAX MOATBEPKACHUSI COOTBETCTBUS JIEKAPCTBEHHBIX
CpelICTB TpeOOBaHUSAM HOPMAaTUBHOM JIOKYMEHTAlMM, YCTAHOBJIEHHBIM HpPHU OCYIIECTBICHUU
TOCYIapCTBEHHON PETUCTPAlMU, W KOTOpPbIE NPUMEHSIOTCS Ui KaJIUOPOBKH CTaHIAPTHBIX
00pa31oB MPOU3BOAUTEINS JEKAPCTBEHHBIX CPEACTB, MCIOJIBb3YEeMBIX i KOHTPOJIS KadecTBa U

MHBIX 1ieJiell Tpyu 00pallleHnH JeKapCTBEHHBIX CPEACTB; ([ononnenue nynkmom - Dedepanvhbiii
3axon o1 22.12.2014 Ne 429-D3)

19?) dapmakoneifHblii cTaHAAPTHEIH 00pa3ell - CTaHAAPTHBINA 06pasell, IPOM3BENEHHBIH B

COOTBETCTBUM C (hapMakoneWHou crarbelt; ([onoarnenue nynkmom - Dedepanvhvili 3aKOH
otT 22.12.2014 Ne 429-®3)

20) HopMaTHBHAasl JOKYMEHTALUsS - JOKYMEHT, COJEPKAIUN NEepeUeHb ONPEIENSIeMbIX 110
pe3ysbraraM COOTBETCTBYIOIIMX 3KCIEPTHU3 MOKA3aTeel KaueCTBa JIEKAPCTBEHHOIO CPEICTBA IS
MEAMIMHCKOTO TMPUMEHEHHs, METOJOB KOHTPOJISI €ro KadyecTBa M YCTAHOBIIEHHBIH €ro
MIPOU3BOAUTENEM;

21) HOpPMATUBHBIA JTOKYMEHT - JIOKYMEHT, COJEpKalllui IepeueHb OIpEeAeNsieMbIX IO
pe3yapTaraM COOTBETCTBYIOUIMX 3KCHEPTU3 IMOKazarenel kadecTBa M (WJIM) METOJOB KOHTPOJIS
KauecTBa  JIEKAPCTBEHHOM (dopMbl, ONMCaHUs OMOJIOTUYECKUX, OMOXMMHUYECKUX,
MUKPOOHMOIOTHYECKUX, (PU3UKO-XUMUYECKHUX, (PU3NUECKUX, XUMHUYECKUX U JAPYTUX METO/I0B
aHaiW3a JICKAPCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO TMPUMEHEHHUs, TpeOOBaHHUS K
HCIIONBb3YEMBIM B LIEJIAX MPOBEICHHS JaHHOIO aHajIu3a PEakTHBaM, THTPOBAHHBIM PacTBOpaM,
WHJMKATOPAM U YCTAHOBJICHHBIN €0 MPOU3BOIUTEIIEM;

211) OOITMI TEXHUYECKUI JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€PHAIIOB, COCTOSIIIHMA
M3 HECKOJIbKUX pa3feioB - JOKYMEHTAllUM aJMUHUCTPATUBHOTO XapakTepa, XUMHUUYECKOM,
(hapMareBTHUIECKOM U OMOJIOTHYECKON TOKYMEHTAIMH, (PapMaKoJIOTUIeCKONU, TOKCUKOJIOTHIECKOM
JTOKYMEHTALNH, KIMHUYECKOW JOKYMEHTAIUH U MPECTABISIEMbI OTHOBPEMEHHO C 3asBJICHUEM O
rOCYAapCTBEHHOM PEruMCTpallMU JIEKAPCTBEHHOTO Ipenapara JJjisi MEAUIHUHCKOTO MPUMEHEHHS B
dbopmare, yCTaHOBIICHHOM YIOJHOMOYEHHBIM (elepajbHbIM OpPraHOM HMCIOJHUTEIHHON
BNacTy; ([ononnenue nynkmom - @edepanvhsiii 3axkon oT 22.12.2014 Ne 429-D3)

22) KadyecTBO JIEKAPCTBEHHOTO CPEJCTBA - COOTBETCTBUE JIEKAPCTBEHHOIO CpPE/ICTBA
TpeboBaHusAM (apmMakonelHo crarbu JHUOO B CiIyyae €€ OTCYTCTBUSL HOPMaTUBHOMU
JOKYMEHTAIIMU WK HOPMAaTHUBHOTO IOKYMEHTA;

23) 0e30macHOCTh JIGKAPCTBEHHOTO CpEACTBA - XapaKTePUCTHUKA JIEKapCTBEHHOTO
CpE/ICTBA, OCHOBaHHAasi HAa CPaBHUTEIBHOM aHalM3e ero 3PQGEeKTUBHOCTH M pUCKA MPUYHUHEHUS
Bpe/ia 3/10pOBbIO;

24) shdexkTUBHOCTh  JIEKAPCTBEHHOIO Ipermapara - XapaKTepUCTUKA  CTENeHU
MOJIOKUTETIFHOTO BIUSHUA JICKAPCTBEHHOTO TIpermapara Ha TEYCHHE, MPOJOIKUTEIBHOCTD
3a00JeBaHMs WIN €ro MpeJoTBpallleHue, peabMINTaluI0, HA COXpaHEHUE, MPeAOTBPALLECHUE WU
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npepbIBaHNEe OEPEMEHHOCTH;

25) cepus JIEKQpCTBEHHOIO CpEJICTBAa - KOJMYECTBO JIEKAPCTBEHHOTO CPENCTBA,
IPOU3BEICHHOE B PE3YIbTATE OJJHOTO TEXHOJIOTUYECKOTO IIMKJIAa €T0 IPOU3BOIUTEIEM;

26) PpErucTpalMoHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOrO Ipernapara - JOKYMEHT,
MTOATBEPIKIAFOIINH (haKT TOCYyAapCTBEHHON PETHCTPAIH JICKAPCTBEHHOTO Tperapara;

26') nmepxaTens WIM BUajeNell PErHMCTPAIMOHHOTO YHIOCTOBEPEHHUs JIEKAPCTBEHHOTO
npernapara - pa3paboT4YHK JIEKAPCTBEHHOTO CPEICTBA, MPOU3BOIUTENH JICKAPCTBEHHBIX CPEJIICTB
WIM WHOE IOpUIMYECKOE IO, oOO0Niajaroiiee MpaBOM  BIAJCHUS  PETUCTPAIMOHHBIM
YII0CTOBEPEHHUEM, KOTOPHIE HECYT OTBETCTBEHHOCTD 3a Ka4eCTBO, 3(h(PEKTUBHOCTH U OE30MMaCHOCTh
JIEKapCTBEHHOTO Tipenapara; ({ononnenue nynkmom - @edepanvruiii 3akon oT 22.12.2014 Ne 429-
®3)

27) perucTpaldOHHBIH HOMEp - KOJOBOE 00O3HAauY€HHE, MPHUCBOECHHOE JIEKAPCTBEHHOMY
mpernapary TMpU €ro TOCYJapCTBEHHOW pPETHCTpallid WM peructpanuu; (B pedaxyuu
@edepanvrozco 3axona ot 30.01.2024 No 1-D3)

28) oOparieHue JIEKapCTBEHHBIX CPENCTB - pa3padoTKa, JOKIMHUYECKHE HCCIEeOBAHMUS,
KIMHUYECKUE WCCIEIOBAHMS, JKCIEPTH3a, TOCYIAapCTBEHHAs PETHCTpPAllds WM PETHCTPaIns,
CTaHIAPTHU3AIMS ¥ KOHTPOJIb Ka4eCTBa, MPOU3BOACTBO, U3TOTOBJICHHUE, XpaHEHHUE, IIEPEBO3Ka, BBO3
B Poccuiickyro @enepannro, BeiBo3 n3 Poccuiickont denepanuu, pekiaMma, OTIYCK, pealn3anus,
nepeaada, MPUMEHEHHE, YHUUYTOXKEHUE JIEKapCTBEHHBIX CPEeACTB; (B pedaxyuu ¢hedepanvruix
3axono6 ot 06.12.2011 Ne 409-®3, ot 30.01.2024 Ne 1-D3)

29) cyObekTbl oOpallleHusl JeKapCTBEHHBIX CPEICTB - (hU3MUYECKHE JIUIA, B TOM YHUCIE
VHJVBUAYAIbHbIC MPEANPUHUMATEIN, U IOPUIUYECKUAE JIMLIA, OCYLICCTBIAIONINE IEATEIbHOCTD
IIpH 00pallleHNH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboTYMK JICKApCTBEHHOTO CPEJICTBA - OpraHu3alus, oOnajgaromias mpaBaMHU Ha
pe3ynbTaThl  JOKJIMHUYECKUX  HMCCICIOBAHWM  JIGKAPCTBEHHOTO  CPEACTBA,  KIMHUYECKUX
WCCIICJIOBAaHUN  JICKAPCTBEHHOTO Tpermapara u (WIM) Ha TEXHOJOTHIO  IPOU3BOJICTBA
JIEKapCTBEHHOTO CPENCTBA; (B pedaxyuu @edepanvrozo 3akona ot 22.12.2014 Ne 429-D3)

31) npoU3BOACTBO JIEKAPCTBEHHBIX CPEICTB - JEATENBHOCTb IO MPOU3BOACTBY
JIEKAPCTBEHHBIX CPENCTB OPraHU3ALUSAMU - IPOU3BOAUTEISAMHU JIEKAPCTBEHHBIX CPEJICTB HA OJHOM
CTa/IN¥, HECKOJIBKUX WJIA BCEX CTAAMUSAX TEXHOJOTMYECKOIO IMPOLECCA, a TAKKE M0 XPAHEHUIO U
peanun3aluy Npon3BEICHHBIX JICKAPCTBEHHBIX CPEACTB;

31") npousBoncTBeHHAs ILIOWIAZKA - TEPPUTOPUAILHO O00OCOOIEHHBI KOMILIEKC
IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB, MpeIHA3HAUYEHHBINH JUIS BBITIOJHEHHUS BCETO Mpolecca
IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB WIIM €r0 OINpPEeNeleHHON cTafauu; (/Jononinenue nynkmom -
Dedepanvusiii 3akon o1 22.12.2014 Ne 429-D3)

32) mnpou3BOAUTENh JIEKAPCTBEHHBIX CPEICTB - OpraHu3aius, OCYIICCTBISIONIas
MPOU3BOJCTBO JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C TPEeOOBAHUSIMH HACTOSIIIETO
®denepalbHOTO 3aKOHA;

33) ¢dapmaneBTHUECKaAsT NEATENBHOCTh - JIEATEIBHOCThH, BKJIIOUAONIAas B ceOs ONTOBYIO
TOPTOBITIO JICKAPCTBEHHBIMH CPEIICTBAMH, HX XPAaHCHHE, TIEPEBO3KY U (HUJIM) POSHHYHYIO TOPTOBIIO
JIEKapCTBEHHBIMHU TIperapaTaMu, B TOM YHCIIE TUCTAHIIMOHHBIM CIIOCOOOM, UX OTIYCK, XpaHEHHE,
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MEePEeBO3KY, HM3TOTOBJICHHE JIEKAPCTBEHHBIX IMpemnaparoB; (B pedaxyuu Dedepanvhozo 3aKoHa
ot 03.04.2020 Ne 105-®3)

34) opraHu3ainus ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMHM - OpraHHU3alus,
OCYLLIECTBIISIONIAsl ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEICTBAMHU, UX XpaHEHUE, IEPEBO3KY B
COOTBETCTBHHU C TpeOOBaHUAMU HacTosero denepaabHOro 3aKOHA;

35) anteyHas opraHu3anus - OpraHU3alUsl, CTPYKTYpHOE MOApPAa3eICHUE MEIUIIMHCKON
OpraHu3anyy, OCYyLIECTBIAIONIME PO3ZHUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU IpenaparaMu, B TOM
YyyCJI€ JUCTAHLMOHHBIM  CHOCOOOM, XpaHEHUE, IMEpPEBO3KY, U3IOTOBIEHHE M  OTIIYCK
JIEKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHUS B COOTBETCTBUU C TPEOOBAHUSIMHU

Hacrosmiero denepanbHOTO 3aKOHA; (B pedakyuu gedepanvrvix 3axonos ot 25.11.2013 Ne 317-
@3, ot 03.04.2020 Ne 105-D3)

36) BeTepHHApHAs anTeyHas OpraHU3aIlUs - OpPraHu3allks, CTPYKTYPHOE IMOIpa3/IeiICHHE
BETCPUHAPHON OpraHW3allid, OCYIICCTBISIONIME PO3HHYHYI) TOPTOBIIIO JICKAPCTBEHHBIMHU
mpernaparaMyd, B TOM YHCJIE€ JHCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, W3TOTOBICHHE M OTITYCK
JICKaPCTBEHHBIX IPEIapaTroB ISl BETCPHHAPHOTO MPHUMEHEHHUS B COOTBETCTBUHU C TPCOOBAHHUSIMHU
Hacrosiiero denepanbHOTO 3aKoHA; (B pedakyuu Pedepanvrozo 3axkona ot 03.04.2020 Ne 105-
@3)

37) danbcupunupoBaHHOE JIEKAPCTBEHHOE CPEACTBO - JIGKAPCTBEHHOE CPEICTBO,
COIIPOBOXKIAEMOE JIOXKHON MH(OPMAIIHEH O €ro COCTaBe U (HUJIH) MTPOU3BOIUTEIC;,

38) HenoOpoKaYeCTBEHHOE JIEKApCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPENCTBO, HE
COOTBETCTByIOIIee TpeOoBaHMSIM (hapMakomeiHONW cTarbu JIMOO B cllydae €€ OTCYTCTBUS
TpeOOBaHUSIM HOPMATUBHOW JOKYMEHTAIIMH WU HOPMATHUBHOTO TOKYMEHTA,

39) xoHTpadaKTHOE JEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOSIIECECs B
000pOTE ¢ HapyIIEHHEM I'PaKIAHCKOTO 3aKOHO/IaTeIbCTBA,

40) JOKJIMHUYECKOE HCCIeI0OBaHUE JIEKAPCTBEHHOTO CpEICTBA - OHOJOTHYECKHE,
MUKPOOHMOJIOTUYECKHE,  MMMYHOJIOTHYECKHWE,  TOKCHKOJIOTHYECKHe,  (papMakoIorHuyecKue,
¢u3nueckne, XUMUYECKHE U JIPYyTM€ HCCIEAOBAHMS JICKAPCTBEHHOTO CPEJCTBA IyTEM
MPUMEHEHUS! HAy4YHBIX METOJOB OLIEHOK B IEJIAX MOJyYEeHMs J10Ka3aTeIbCTB 0e30IacHOCTH,
KadecTBa 1 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

41) KJIMHMYECKOE  MCCIIEIOBaHME  JIEKAPCTBEHHOTO  Mpemapara -  U3y4YeHHUe
JMArHOCTHYECKHX, Je4eOHBIX, npOPUITAKTHIECKHUX, (hapMaKkoJIOTHIeCKIX CBOWCTB
JICKApCTBEHHOTO Tpernapara B MPOIECCe ero NPUMEHEHUS y YeloBeKa, KUBOTHOTO, B TOM YHUCIIC
IPOIIECCOB BCACBHIBAHUS, PACIIPENICIICHNS, U3MEHEHUS U BBIBEACHUS, ITyTEM MPUMEHEHHS HayYHBIX
METOJIOB OIICHOK B IEJISX MOJYYSHHS JO0Ka3aTeIbCTB 0€30MacHOCTH, KauecTBa U 3(dekTuBHOCTH
JICKApCTBEHHOTO TMpemnapara, JaHHBIX O HEXKEJIAaTeIbHBIX pEaKIHMIX OpraHu3Ma YeJOBeKa,
KUBOTHOTO Ha MPUMEHEHHE JIEKAPCTBEHHOTO Tpemapara U 00 3¢dekre ero B3auMoJeHCTBUS C
JPYTUMU JICKAPCTBECHHBIMU TpenapaTamMu u (WIH) MHUIIEBBIMH MPOAYKTaMU, KOPMaMU;

42) MHOTOLIEHTPOBOE KIMHMYECKOE MCCIEJOBAaHUE JIEKAPCTBEHHOIO Ipenapara s
MEJULMHCKOIO MPUMEHEHUs - KIMHUYECKOE HCCIIEJOBAHUE JIEKaPCTBEHHOIO IIpernapara s
MEIUITTHCKOTO MPUMEHEHHs, MMPOBOAMMOE pa3paOOTUMKOM JIEKAPCTBEHHOTO Mpemnapara B JIByX U
0osee MEIMIIMHCKUX OPraHU3alUsAX MO0 €IWHOMY TMPOTOKONY KIMHHUYECKOTO HCCIEI0BaHUSA
JIEKapCTBEHHOTO IIperapara;
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43) MEXIYHApOJHOE MHOIOLICHTPOBOE KIMHUYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOIO
npenapara s MEIUIMHCKOTO TMPUMEHEHUS - KIMHUYECKOE HCCIICIOBAaHUE JIEKAPCTBEHHOTO
npemnapara it MEAMIIMHCKOTO TPUMEHEHHS, MPOBOAMMOE pPa3pabOTUUKOM JIEKAPCTBEHHOTO
mpernapara B Pa3IMYHBIX CTpPaHax [0 €IUHOMY MPOTOKOIY KIMHUYECKOTO HCCIEN0BaAHUS
JIEKapCTBEHHOTO Mpenapara;

44) mocTperucTpaluoOHHOE KIMHUYECKOE UCCIIECOBAaHUE JIEKAPCTBEHHOTO Mperapara Aiis
MEUITMHCKOTO TMPHUMEHCHHS - KIMHUYECKOC HCCIICOBAaHUE JICKaPCTBEHHOIO Mperapara s
MEIWIIMHCKOTO TPUMEHEHHUs, TIPOBOJUMOE IPOUZBOIUTENIEM JICKQPCTBEHHOTO Ipernapara,
TPpXIAHCKUNA O0OPOT KOTOPOTO OCYIIECTBIISETCS TMOCIE TOCYIapCTBEHHOW PETHCTpalliyd WIIH
perucTpaIuu, B IeIIX JOMOJIHUTEIBHOTO cOOpa JaHHBIX O €ro 0e30macHOCTH U 3(PPEKTHBHOCTH,
paclIMpeHus TMOKa3aHWW K TPUMEHEHHUIO [aHHOTO JIEKApPCTBEHHOTO TMpermapara, a TaKxke
BBISIBJICHUSI HEXKEIATSIBHBIX PEaKIMi MAaIlMeHTOB Ha ero AeicTBue; (B pedaxyuu Dedepanvriozo
3axona ot 30.01.2024 Ne 1-®3)

45) uccnenoBanre OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOTO TIpenapara - BUj KIMHUYECKOTO
WCCIICJIOBaHUSI JIGKAPCTBCHHOTO IIperapara, IPOBEICHUE KOTOPOTO OCYIISCTBISCTCS IS
OTIpENEICHUSI CKOPOCTH BCACHIBAHWSI W BBIBEICHUS OIHOTO WM HECKOJBKHX O0O0JIaTaroIinX
(bapMaKkoIOTUYECKON aKTUBHOCTBIO JIEHCTBYIOLIMX BEIIECTB, KOJIWYECTBA JIEKAPCTBEHHOTO
npernapara, J0CTUTAONIEro CHCTEMHOTO KPOBOTOKA, U PE3YJIBTaThl KOTOPOTO TMO3BOJISIIOT CIIEIaTh
BBIBOJI O OMOIKBHBAJICHTHOCTH BOCIIPOHM3BEIEHHOTO JIEKAPCTBEHHOTO TIpernapara B ONpeaeIeHHBIX
JIEKapCTBEHHOW (opMe M JO3MPOBKE, COOTBETCTBYIOIIUX (OpME W JO3MPOBKE pedepeHTHOTro
JIEKapCTBEHHOTO Tpenapara; (B pedaxyuu Pedepanvrozo 3axoua ot 22.12.2014 Ne 429-D3)

46) uccrnenoBaHUE TePANIeBTUUECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENaparoB - BU]I
KJIMHUYECKOTO  KCCIENOBAaHUS  JICKQPCTBEHHBIX  IpemaparoB,  MPOBEICHHE  KOTOPOTO
OCYIIECTBISICTCS I BBISBICHHS  OJMHAKOBBIX CBOMCTB  JIEKAPCTBEHHBIX  IpPENapaToB
OTIPE/ICIICHHON JIeKapCTBEHHOW (OpMBI, a Takke Haauuusl OJMHAKOBBIX IIOKa3aTesei
Oe3omacHOoCcTH U A(P(HEKTUBHOCTH JIEKAPCTBEHHBIX MPENaparoB, OJMHAKOBBIX KIMHUYECKHUX
3¢ (}eKToB MpU UX MPUMEHEHUH;

47) npOTOKOJ KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOIO Iperapara - JIOKYMEHT, B
KOTOPOM OTPESTSAIOTCS 1IeTH, (DOPMBI OpraHU3aIllid U METOJOJIOTHS MPOBEACHUS KIMHUYICCKOTO
WCCIIEIOBAHUS, CTATUCTUICCKUE METOABI OOPAOOTKH pe3yIbTaTOB TAKOTO MCCICAOBAHUS U MEPHI
1o obecreueHnuto 0e30macHOCTH (U3UYECKUX JIUIl, YUYACTBYIOIINUX B KIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOTO Mpenapara;

48) Opomrropa HCCIEAOBATEN - CBOJHOC H3JIOKCHHE PE3YJIbTAaTOB JOKIMHUYECKOTO
WCCJIEIOBAaHUsl JICKaPCTBEHHOTO CPEICTBA W KIMHUYECKOTO WCCJIENOBAaHUS JIEKapCTBEHHOTO
npenapara JJisi MeIUIIMHCKOTO TIPUMEHEHUS,;

49) uH(MOPMAIMOHHBIM JHMCTOK MalUeHTa - JOKYMEHT, B KOTOPOM COJep)KaTrcsi B
JIOCTyMHOM (opMe CBEICHMs, Kacalolluecs MPOBOJUMOIO KIMHUYECKOTO HCCIIEA0BaHUS
JIEKapCTBEHHOIO Ipenapara, U B MUCbMEHHOU (opme 100pOBONBbHOE cOIllacue NalleHTa Ha
y4acThe B KIMHUYECKOM HCCIIEOBAaHUU JIEKAPCTBEHHOTO IIpemapara Iociie O3HAKOMIICHUS C
O0COOEHHOCTSIMU KJIMHUYECKOTO HCCJEI0BaHUS, UMEIOLIMMU 3HAYEHHUE JUJISl BBIPAXKEHUS TaKOTO
coriacusi;

50) moboyHOE ACHCTBHE - peakIys OpPraHW3Ma, BO3HUKINAS B CBSI3M C TIPHUMCEHCHHUEM
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JIEKapCTBEHHOTO TIpernapara B J03aX, PEKOMEHAYEMBIX B MHCTPYKIIMH IO €r0 MPUMEHCHHUIO, IS
poUIAKTHKHN, JTUATHOCTUKH, JICICHUS 3a00I€BaHUSI WUTH JIJIST peaOMINTaIINN,

50') mexenarenbHas peakiMs - HENpeIHAMEPEHHAs HeONaronpusTHas peaxius
opraHu3Ma, KOTOopas MOXKET OBITh CBsi3aHAa C MPUMEHEHHEM JICKQpCTBEHHOTO IIperapara;
(L{ononnenue nynkmom - @edepanviwiii 3axor ot 22.12.2014 Ne 429-D3)

51) cepbesHas HexKenaTeNbHasl peakius - HeXKenaTelbHas peakusi Opranu3Ma, CBI3aHHas
C NPUMEHEHUEM JIEKapCTBEHHOIO Mperapara, NpUBeIIas K CMEPTH, BPOKIECHHBIM aHOMAJIUSM
WIA TIOpOKaM pa3BUTUS JUOO TpeAcTaBisiomias coOod  yrpo3y IKH3HHM, TpeOyromas
TOCTIUTANIM3AIMH WK IPUBEIIAs K CTOMKON yTpaTe TPyA0CIOCOOHOCTH U (UJTH) MHBAJIUTHOCTH;

52) HempenBUIEHHAs HEXeNaTeiabHas peaklMsl - HeKeJaTelbHas peakius OpraHu3Ma,
KOTOpasi CBfi3aHAa C NPHUMEHEHHWEM JIEKapCTBEHHOIO Ipernapara B J103aX, PEKOMEHIYEMBIX B
IPOTOKOJIE €r0 KJIMHMYECKOTO HCCIEAOBAHUS, OpOIIIOpPE HCCIEeN0BaTelNs, WIM C NPUMEHEHHUEM
JIEKAPCTBEHHOTO IIperapara B J03aX, PEKOMEHAYEMBbIX B MHCTPYKLHU II0 €T0 NPUMEHEHUIO IS
NpOoQUIAKTUKY, [UArHOCTHKH, JIEYCHHUS 3a00JeBaHUS WJIM MEIUIIMHCKOW peaduinTanuu
MalMeHTa, ¥ CYUIHOCTb, TSKECTh WM MCXOA KOTOPOM HE COOTBETCTBYET HMHQOpPMAIUU O
JIEKAPCTBEHHOM IIpernapare, COAepKalencs B MPOTOKOJE €ro KIMHHUYECKOTO HCCIEHOBaHUSA,

OpolItope Mcciaea0BaTeNsl UM B MHCTPYKLMM 110 NPUMEHEHUIO JIEKApCTBEHHOIO Npemnapara; (B
peoaxkyuu Pedepanvrozo 3akorna ot 22.12.2014 Ne 429-D3)

52") dapmakoHamzop - BHJ JEATENBHOCTH [0 MOHHUTOPUHTY 3((EKTUBHOCTH U
0€30MacHOCTH  JIGKAPCTBEHHBIX TPENapaToB, HANpaBICHHBIM HAa BBISBICHHE, OLEHKY U
NPEIOTBPAILLIEHUE HEXKENATeNbHbIX TOCIEACTBUI TPUMEHEHHs JIEKAPCTBEHHBIX IPENaparos;
(/[ononnenue nynkmom - @edepanvhubiil 3axor ot 22.12.2014 No 429-D3)

52°) mmaH yHOpaBUeHHS PUCKAMH - TOAPOOHOE OMHCAHHE MEPONPHUSTHH T10
(hapmakoHa 30y, HAMIPABJICHHBIX HA BBIABICHUE, OLEHKY U MPEJOTBpPALICHUE WM MUHUMU3AIUIO
PHUCKOB, CBA3aHHBIX C JICKAPCTBEHHBIMU Mperaparamu, BKIIIOYasi OLEHKY 3PPEKTUBHOCTU JAHHBIX
Mmeponpusituil; ({ononnenue nynkmom - @edepanvhwiti 3akon oT 22.12.2014 Ne 429-D3)

53) peuent Ha JIEKapCTBEHHBIM Mpemnapar - MEAUIMHCKUN JTOKYMEHT YCTaHOBJICHHOM
(dhopmbI, copepKamnuii Ha3HAYEHUE JIEKAPCTBEHHOTO Tpemnapara JJisi MEAUIIMHCKOTO TTPUMEHEHHUS,
BBIJTAHHBIA MEIUITMHCKUM PAaOOTHUKOM B IIEJISAX OTITyCKa JIEKAPCTBEHHOTO Tpernapara Wid €ro
U3TOTOBJICHUSI M OTITyCKa Ha OyMa)KHOM HOCHUTEJIC WJIM C CONIACHs MAlMEeHTa WA €ro 3aKOHHOTO
npeacraButenis B (GoOpMe AIEKTPOHHOTO JOKYMEHTa, TMOJMUCAHHOTO C UCIOJIb30BAaHUEM
YCUJICHHON KBaJIU(UIIMPOBAHHOW JJCKTPOHHON TOAMUCH MEAUIIMHCKOTO paboTHHKA, JIOO
JOKYMEHT YCTaHOBJICHHOW (POpPMBI, COACpKAIMA Ha3HAUYCHHE JICKAPCTBEHHOTO Mpemnapara s
BETEPUHAPHOTO TPUMEHEHHS, BBIIAHHBIN CHEIUATUCTOM B OOJacTH BETEPUHAPUU B IEISAX

OTIyCKa JIGKAPCTBEHHOIO IIpenapara WIM €ro M3rOTOBJIEHUS M OTIyCKa Ha OyMa)XHOM
HocuTene; (B pedaxyuu ghedepanvrvix 3axonos ot 29.07.2017 Ne 242-D3, ot 02.08.2019 Ne 297-
@3)

54) TpeboBaHWE MEIMIIMHCKOH OpraHM3allii, BETEPUHAPHOW OpPTraHHM3aIlud - JIOKYMCHT
YCTaHOBJICHHON (POPMBI, KOTOPBIM BBIITMCAH MEIAMIIMHCKUM PAaOOTHHKOM HJIM CIICIIHAJINCTOM B
00JIaCTH BETEpUHAPHH, UMCIONIMMH Ha 3TO MPaBO, U COICPKUT B MUCbMEHHOW (opMe ykazaHue
anTeYHON OpPraHu3alliy WM BETCPUHAPHOM anTeYyHOW OpraHM3aiuu 00 OTIYCKE JIEKApCTBEHHOTO
mpemnapara WiId O €ro M3TOTOBJICHWH W 00 OTITyCKe Ui oOecIiedeHus JIed4eOHOro mporecca B
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MEIUIIMHCKOW OpraHu3aIliy, BETEPUHAPHON opranuszanuu; (B pedaxyuu PedepanvHozo 3aKoHa
ot 02.08.2019 Ne 297-®3)

55) KoOMIUIEKCHasl OLIEHKa JIEKapCTBEHHOTO Ipenapara - OLEHKAa 3aperucTPUPOBAHHOTO
JIEKapCTBEHHOTO TIpemapara, BKIoJaromias B cebs aHanu3 WHGOpPMAIMU O CPAaBHUTEIHHOM
KIUHUYECKOM J3(PPEeKTUBHOCTH M  0€30MacHOCTH  JICKApCTBEHHOTO  Mperapara, OICHKY
SKOHOMHUYECKHUX TMOCIEACTBUN €ro NPUMEHEHHS, W3YYCHHE JOMOJTHHUTEIbHBIX MOCIEICTBUN
MPUMEHEHUSI JIEKAPCTBEHHOTO IIpenapara B LEIAX MPUHATHUS pEHIeHUH O BO3MOXKHOCTU
BKJIFOUEHUS] JIEKAPCTBEHHOIO Mperapara B IMEpPEeUeHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MpENaparoB, HOPMATUBHEIE MTPABOBBIC aKThl U UHBIE JJOKYMEHTHI, OTIPEICIISTFOIIIC
MIOPAIOK OKa3aHMsI MEAUIIMHCKON TTOMOIIH, MJIM UCKJIFOUEHUS €T0 U3 YKa3aHHBIX MEePEUHs, aKTOB U
TIOKYMEHTOB; (/{ononnenue nynkmom - @edepanvhuiii 3akon ot 22.12.2014 Ne 429-D3)

56) cucteMa MOHUTOpPUHIA JBUKEHUS JIEKAPCTBEHHBIX MPENaparoB IJsi MEIULHUHCKOTO
npuMeHeHus - (QenepaibHasi TOCYIapCTBeHHas WH(OPMAlMOHHAs CHUCTEMa MOHUTOPHHTA
JBUKECHUSI JICKAPCTBEHHBIX IMPENApaToB JIsI MEAUIIMHCKOTO IMPUMEHEHHUs OT IPOU3BOAMUTEINS 110
KOHEYHOTO MOTPEeOUTENs] ¢ HUCIOIB30BAaHUEM B OTHOIICHHH JICKAPCTBEHHBIX MpEraparoB AJis

MEIMLMHCKOTO MPUMEHEHUsl CPEACTB UAEeHTU(UKauuu. (Lononnenue nynkmom - Dedepanvhbiii
3axon oT 28.12.2017 Ne 425-D3)

I'masa 2. ITotHoMo4us eaepaibHbIX OPraHOB UCHOJHUTEIbHOM BJIACTH,
OPraHoOB HCIOJHUTEIBHOM BJIacTH cy0ObeKTOB Poccuiickoii
®egepauuu Npu 00paLIEHHH JIEKAPCTBEHHBIX CPEACTB

Cratbs 5. [lonnomouus ¢eepaibHbIX OPraHOB UCIOJHUTEIBHON BJIACTH
NpH 00palleHUM JEeKAPCTBEHHBIX CPEACTB

K mnonnomouusiMm ¢enepanbHbIX OpraHOB HCHOJHUTENBHOW BIACTH MPU OOpalleHuu
JIEKaPCTBEHHBIX CPENICTB OTHOCATCS:

1) mpoBenenne B Poccuiickoii denepanuu enuHON Tocy1apCTBEHHON MOJMTHKU B 00JIaCTH

obecrieueHHs JIEKapCTBEHHBIMH TIpenaparamMu rpaxkaad B Poccuiickoit denepanuu; (B peoaxyuu
Dedepanvroco 3axona ot 22.12.2014 Ne 429-D3)

2) yTBepkJeHue oOmux ¢papMakonelHbIX cTaTeil, (apMakonelHBIX CTaTei, H3naHue
rOCyIapCTBEeHHON (hapMakoren, CO3/laHue W BeACHHE peecTpa (papMakomeiHbIX CTaHIAPTHBIX
00pa3noB; (B pedaxyuu edepanvroeo 3axona ot 22.12.2014 Ne 429-03)

3) ocymecTtBieHne (eaeparTbHOr0 TOCYIapCTBEHHOTO KOHTPOJsS (Ham3opa) B cdepe
oOpartieHust IeKapCTBEHHBIX CPEICTB; (B pedaxkyuu gedepanvubix 3axornos ot 25.06.2012 Ne 93-
@3, or 11.06.2021 Ne 170-D3)

4) nuieH3UpOBaHUE MPOU3BOJICTBA JIGKAPCTBEHHBIX CPEICTB, B TOM 4YHCIe (enepanbHbIi
rOCyJapCTBEHHBI JUIICH3UOHHBIM KOHTPOJb ACSTENBHOCTH IO MPOU3BOJCTBY JIEKAPCTBEHHBIX
CPEJICTB, EPUOANYECKOE MOATBEPKICHUE COOTBETCTBUS JHIICH3MATa, UMEIOIIETO JUICH3UIO Ha
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, U (papMalleBTUYECKON AESATEIBHOCTU B COOTBETCTBUU C
3akoHoAarenbcTBOM  Poccuiickoit  ®enepauuu; (B pedakyuu  DedepanvrHoco  3aKOHA
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ot 11.06.2021 Ne 170-®3)

5) opraHuzamMs OSKCIEPTU3Bl JICKAPCTBCHHBIX CPEJCTB, ATHYECKOW OIKCIICPTH3BI
BO3MO)KHOCTH TPOBEACHHUS KIMHUYECKOTO WCCJICNIOBAaHUs JICKAPCTBEHHOTO IMpernapara s
MEJIUIIMHCKOTO TIPUMEHEHUS, SKCIEPTU3bl JOKYMECHTOB, IPEACTABICHHBIX JUISI ONPEICIICHUS
BO3MOJKHOCTH pacCMaTpHBaTh JICKAPCTBEHHBIM mpemapar s MEIULIHUHCKOIO IPHUMCHCHHUS B
KagecTBe OpGhaHHOTO JICKAPCTBEHHOTO TIpemapara; (B pedakyuu ¢hedepanvHvix 3aKOHO8
o1 22.12.2014 Ne 429-®3, ot 30.01.2024 Ne 1-®3)

51) Opra’u3anus NpOBEAECHUS KOMIUIEKCHOW OLIEHKH JIEKAPCTBEHHOIO Ipernapara B LEsX
MPUHATUSL PEUICHUHA O BO3MOXXHOCTM BKJIIOUCHHUS JICKAPCTBEHHOIO IIpernapara B IEPEYECHb
KU3HCHHO HEOOXOAMMBIX M BaKHEHIIUX JICKAPCTBEHHBIX TIPENapaTroB, HOPMATHBHBEIC ITPaBOBHIC
AKTbl U MHBIC JOKYMEHTBI, ONPEACIAOIINE MOPSAO0K OKA3aHWUsS MEAULIMHCKOW ITOMOIIM WIIH

UCKJIIOYEHUS] €r0 M3 YKa3aHHBIX IEepEYHs, aKTOB U JIOKYMEHTOB; (/[ononneHue nyHKkmom -
@eoepanvubiii 3akon OT 22.12.2014 No 429-D3)

6) BbIIa4a pa3peuieHUWi Ha TPOBENCHHE KIMHUYECKHUX HCCIIETOBAHUN JIEKAPCTBEHHBIX
MpEenapaToB, BEICHHUE PEECTpa BBUIAHHBIX pA3pPEIICHUH Ha MNPOBEACHUE KIMHUYECKUX
WCCIIEIOBAaHUM JIEKAPCTBEHHBIX MPENApPaToB;

7)  rocymapCTBEHHAasl ~ perucTpanus  JICKApCTBEHHBIX  IPENapaToB,  BEJICHHE
rOCyIapCTBEHHOTO PeecTpa JIEKapCTBEHHBIX CPENICTB;

7')  peructpauus, HOATBEp:kKAEHHE PErHCTpalud  (epeperucTpamus), BHECEHHE
U3MEHEHUI B PETUCTPALIMOHHOE JOChE, a TaKXKE IPOBEICHHUE INPOLENYD, CBI3aHHBIX C
perucrpanued, B COOTBETCTBUM C YTBEPKACHHBIMH EBpa3sMiCKON 3KOHOMUYECKOW KOMHUCCHEMN
IpaBUJIaMU  PETUCTPAllMd M 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB ISl  MEIUIIMHCKOTO
MPUMEHEHUS U TPAaBUIIAMU PETYIUPOBAHUS OOpaIeHUs] BETEPUHAPHBIX JICKAPCTBECHHBIX CPEJICTB

Ha TaMOXXEHHOH TeppUTOpUM EBpa3zuiickoro SKOHOMHYECKOIO cO¥03a; ([lononnenue nyHKmom -
@edepanvusiii 3akon o1 30.01.2024 Ne 1-D3)

7?) npencraBnenve WHPOPMALMM O PETHCTPAIMH, TIOATBEPXKIACHHH PErUCTPALUHU
(mepeperucrtpaivivi), BHECEHMM M3MEHEHHI B PETMCTPALIMOHHOE JOChE, a TaKXKe O MPOUEAYypax,
CBSI3aHHBIX C perucrpanuved, B EBpasMHCKyr0 3KOHOMHUYECKYIO KOMMCCHIO C HMCIOJIb30BAHUEM
WHTErpUPOBAHHOW HMH(POPMALIMOHHOM CHUCTeMbl EBpPa3uiCKOrO 3KOHOMHYECKOTO COI03a B
COOTBETCTBUM C YTBEPKACHHBIMU EBpa3uiiCKOW HSKOHOMMYECKOM KOMHUCCHEW IOPSAIKOM
dbopMuUpOBaHUS M BEICHHUS €IUHOIO peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB
EBpazuniickoro 5KOHOMHUYECKOTO CO03a M MPaBUIIAMU PETYIUPOBAHUS OOpaIeHUsT BETEPUHAPHBIX
JICKapCTBEHHBIX CPEACTB Ha TaMOXXEHHOU TeppuTOpuM EBpa3sniicKOro 3KOHOMHYECKOTO
coto3a; (/{ononnenue nynkmom - @edepanvruiii 3akon ot 30.01.2024 Ne 1-D3)

8) opranuzanms W (WIM) TMPOBEAECHUE HWHCIEKTUPOBAHUS CYOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEACTB HA COOTBETCTBUE YTBEPKACHHBIM EBpa3uMMCKOM 3KOHOMHUYECKON
KOMHCCHEH TpaBWjaM HaJJexamed JadopaTopHON MpaKTUKH, TMpaBuUjaM HaaJexKalen
KJIIMHAYECKON TMPaKTUKHU, MpaBWIaM HaJUIeKalleld AUCTPUOBIOTOPCKON MNPAaKTUKH, MpaBHIIaM
HaJuleKaleld mpakThukyd (apMakoHaI30pa, a TakKkKe YTBEPXKICHHBIM YIOJIHOMOYEHHBIMU
(denepanbHBIMU OpraHaMy HCIIOJIHUTEIBHOM BIACTH MPaBUIIaM HaJUIeKaIlEel anTeuHON PaKTUKH,

OpaBWJIaM XpaHEHWsl JIEKAPCTBEHHBIX CpPeACTB; (B pedaxyuu @Pedepanvriozo  3aKoHa
o1 30.01.2024 Ne 1-®3)
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8') oprammsamms u (MaM) TIpOBENEHHE WHCIIEKTHPOBAHMSA CYyOBEKTOB OOpAICHHS
JIEKapCTBEHHBIX CPEJICTB Ha COOTBETCTBHE TPEOOBAHMAM ITPABHII HAJJICKAIICH TTPOU3BOICTBEHHOMN
MPaKTUKW, BbIJa4a 3aKIIOUYEHUM O COOTBETCTBHHM IPOM3BOJAUTENS JICKAPCTBEHHBIX CPEACTB

TpeOOBaHUAM MPaBUJI HaJJIEKALEH MPOU3BOJICTBEHHON NPAKTUKU; (/[[ononHenue nyHKmom -
@Deoepanvubiii 3akon 0T 22.12.2014 No 429-D3)

8%) ycTaHOBJIEHHE TOPS/IKA BEJEHHUS U BEIEHHE TOCYIapCTBEHHOIO PEECTPa 3aKIIFOUEHHUIA 0
COOTBETCTBUM MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBAaHUSM IMpaBWJ HaAJexKallen
IPOU3BOACTBEHHOM IIPAKTUKU; ({ononnenue NYHKIMOM - DedepanbHbiii
3axon o1 22.12.2014 Ne 429-D3)

9) rocymapcTBEHHasi perucTpaius NPEACbHBIX OTHYCKHBIX II€H MPOU3BOAUTENCH Ha
JIEKapCTBEHHBIC Tpemnaparhl, BKIIOUCHHBIC B MEPEUCHb JKM3HEHHO HEOOXOIWMBIX M BaKHEUIIINX
JICKapCTBEHHBIX MPEINAPATOB, U BEICHUE TOCYIAPCTBEHHOIO PEECTPa MPEACIbHBIX OTIIYCKHBIX LIEH
MIPOM3BOIMTENENH Ha JICKAPCTBEHHBIE MpENapaThl, BKJIIOYCHHBIE B IIEPEYEHb IKU3HEHHO

HEOOXOAMMBIX M BaXHEHINX JEKapCTBEHHBIX NpenaparoB; (B pedakyuu Dedepanvhoco 3akoHa
ot 06.06.2019 Ne 134-03)

9') cormacoBaHue NPOEKTOB pEIEHHII OpPraHOB MCHOJIHMTENLHON BIACTH CYOBEKTOB
Poccuiickoit @eneparyn 06 yCTAaHOBICHUU U (UJIM) U3MEHEHUU MPEAETbHBIX Pa3MEpPOB OMTOBBIX
Ha/0aBOK M TpeNebHBIX pa3MepoOB PO3HUYHBIX HAT0ABOK K (PAKTHUECKHM OTITYCKHBIM II€HaM,
YCTaHOBJICHHBIM MPOU3BOAMTEIISIMU JICKAPCTBEHHBIX MPENapaToB, Ha JCKAPCTBEHHBIC TIPENaparhl,
BKIIFOYCHHBIE B TIEPEUYEHb IKU3HEHHO HEOOXOAMMBIX W  BaXHEWINIUX  JIEKAPCTBEHHBIX
npenaparos; (/[onornenue nynkmom - @edepanvroiil 3axkon ot 13.07.2015 Ne 241-D3)

10) BblAa4d, YCTAHOBJICHUC IIOPsAAKa BbIAa4YW Pa3pCHICHHA HA BBO3 KOHKpGTHOfI mapTun

JeKkapcTBeHHOTO cpeacTBa B Poccuiickyto ®enepanuto; (B pedaxyuu DedepanrvHoco 3aKoHa
ot 02.08.2019 Ne 297-®3)

10") Bbpimaua, ycTaHOBJEHHE TIOPSAAKA BbAA4M M (QOPMBI JOKyMEHTA, KOTOPBIH
NOATBEPKJIA€T, UTO MPOU3BOJCTBO JIEKAPCTBEHHOTO Ipemnapara s MEIUIMHCKOTO NMPUMEHEHUs
OCYILIECTBJIEHO B COOTBETCTBUU C TPEOOBAHMAMHM TNPABUJI HAJIEKAIIEH MPOU3BOJICTBEHHOM
MPAKTUKKA WIM YTO JIEKAPCTBEHHBIN Mpenapar g BETEPUHAPHOIO MPUMEHEHHMs JIONMYyIIEH K
oOpamennto B Poccuiickoit ®enepannu, W MOMICKUT TMPEACTABICHUIO IO TPeOOBAHUIO
YIOJIHOMOYEHHOI'O OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN nipenapar; (ononnenue
nyukmom - @edepanvuviii 3akon ot 22.12.2014 Ne 429-®3) (B pedaxyuu Pedepanvrozo 3aKona
o1 02.08.2019 Ne 297-®3)

10%) Bblmaua, yCTaHOBICHHE TMOPANKA BBIIAYM M (OPMBI JOKYMEHTA, COIEPIKAIIETO
CBEICHUS O CTaJAMSIX TEXHOJOTMYECKOTO Ipoliecca MPOU3BOACTBA JIEKApCTBEHHOTO CPEACTBa AJis
MEAMIIMHCKOTO MPUMEHEHHMsI, OCYIECTBISIEMbIX Ha TEPPUTOPUU EBpPa3uiickoro 3KOHOMUYECKOTO
cotoza; (/lononnenue nynkmom - Dedepanvhuiti 3akon ot 22.12.2014 Ne 429-D3) (B peoaxyuu
Dedepanvrozco 3axona ot 13.07.2015 Ne 241-D3)

11) co3manue COBETOB IO BOTIPOCAM, CBI3aHHBIM C 0OpaIeHneM JIEKapCTBEHHBIX CPEJICTB;
12) arrectanms 1 cepTUDUKAINSI CTICIIHATIACTOR,;
13) (Ilynkm ympamun cuny - @edepanvuuiii 3axkor ot 02.07.2013 Ne 185-D3)

14) ocymectBienue (¢dapmakoHagzopa; (B pedakyuu  @edepanvHoco  3aKOHA
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otT 22.12.2014 Ne 429-®3)
15) yuactue B MeXIyHAPOJHOM COTPYIHUYECTBE;

16) noiydeHue 1o 3amnpocaM YNoJHOMOYEHHOTO (e/lepajabHOro OpraHa MCIOJHUTEIbHOM
BJIACTU OT OPraHOB MCIOJHUTENBbHOM BiacTu cyObekToB Poccuiickoit denepauuu, a Takxke OT
CyOBEKTOB 0OpallleHUs JEKapCTBEHHBIX CPEACTB JJII MEIULMHCKOIO MPUMEHEHUs MH(pOpMaluu
[I0 BOIPOCAaM YCTAHOBJIEHUS M NPUMEHEHMs LI€H Ha JIEKapCTBEHHbIE Ipernaparbl U Haj0aBOK K
HUM;

17) nmpumeHeHHe Mep OTBETCTBEHHOCTH 3a HapyILIEHHE 3aKOHOAATesbcTBa Poccuiickoi
Odenepannu;

18) yTBep:kaeHHe MpaBWil HaJJIeKallel J1abopaTOpHOM MPaKTUKH, MpaBUil HaJIeKallen
KJIIMHUYECKOW IPAKTUKW, [PaBWJI HAJJIEKalled IPOU3BOJACTBEHHOW IPAKTHKH, IPABUII
HaJUIeKAIleW TIPAKTUKU XPAHEHUS U IEPEBO3KM JICKAPCTBEHHBIX IIPENaparoB Il MEIUIIMHCKOTO
MPUMEHEHUS, TMPABHJI XPAHEHHs JIEKAPCTBEHHBIX CPEACTB MJI BETEPUHAPHOTO MPUMEHEHMUS,
MpaBWI HAUICKAIIEH TUCTPUOBIOTOPCKON MPAKTUKH, TPABUJ HAJJICKAIICH anTedYHOW MPaKTHUKH,
mpaBWi  HaJUIekKalled  MpakTUKU  (apMakoHaa30pa  JIEKApCTBEHHBIX  MpemnaparoB  AJis
MEAULIMHCKOTO IpUMEHEHUS; ([[ononnenue nynkmom - @edepanvhuiti 3akon oT 22.12.2014 Ne 429-
®3) (B peoakyuu Pedepanvroco 3axona ot 28.04.2023 No 171-D3)

19) ycranoBienne mopsaaka GOpMHPOBAHHS PETUCTPAIIMOHHOTO TOChE Ha JIGKApPCTBEHHBIN
mpenapar Jii  BETEPUHAPHOTO TIPUMEHEHHS H TpeOOBaHMM K JIOKYMEHTaM B  €ro

coctase; (/[ononnenue nynkmom - @edepanvhsiii 3akon ot 22.12.2014 Ne 429-03) (B peoaxyuu
@eoepanvroco 3axona ot 30.01.2024 No 1-D3)

20) (Hononnenue nynkmom - @edepanvhuiii 3akon ot 22.12.2014 Ne 429-D3) (Vmpamun
cuny - @edepanvruiii 3akorn ot 30.01.2024 Ne 1-D3)

21) (Hdononnenue nynkmom - @edepanvruiti 3akon ot 22.12.2014 Ne 429-®D3) (Vmpamun
cuny - @edepanvruiti 3akon ot 30.01.2024 Ne 1-D3)

22) (Hononnenue nynkmom - @edepanvhuiii 3akon ot 22.12.2014 Ne 429-D3) (Vmpamun
cuny - @edepanvruiii 3akon ot 27.12.2019 Ne 475-D3)

23) yTBepxkaeHHe TpeOOBaHMI K HWHCTPYKUMHM TIO BETEPUHAPHOMY MPUMEHEHUIO

JIEKApCTBEHHBIX  MPEnaparos; (/[ononnenue  nyHkmom - Deodepanbuvili  3aKOH
o1 22.12.2014 Ne 429-®3) (B peoaxyuu Dedepanvroeo 3axona ot 30.01.2024 Ne 1-D3)

24) npuHATHE PEUICHUH, SIBISIFOIINXCS OCHOBAHUSAMU /I BKJIIOUEHHUSI JJOMEHHBIX UMEH U
(wnn) ykaszarened CTpaHull CaWTOB B  MH(OPMALIMOHHO-TEJIEKOMMYHUKAILIMOHHON  CETH
"MuTepHeT", a TakKe CEeTEeBBIX aJ[PecOB B €IWHYI aBTOMATU3UPOBAHHYIO HH(POPMAIMOHHYIO
cuctemy "EnunHblil peecTp HOMEHHBIX MMEH, yKa3aTelied CTpaHUI[ CaiilTOB B WH(GOPMAaIMOHHO-
TE€JICEKOMMYHUKAIIMOHHOW  ceth  "VIHTepHET" W CEeTeBBIX  aJpecoB,  MO3BOJISIOLINX
UACHTUPUIMPOBATh CalThl B HMH(POPMALMOHHO-TEIEKOMMYHUKAaMOHHOW cetn "MHTepHer",
coaeprkaiue nHpopMalnio, pacpocrpanenue kotopoir B Poccuiickoit denepanuu 3anpeiieHo",
B OTHONIEHMHM HH(OpPMaLWU, CcoAepKalled MpeasioKeHHe O PO3HUYHOM  TOpromie
JIEKapCTBEHHBIMH TIpemapaTaMy, B TOM YHUCJIE JAUCTAHIIMOHHBIM CIIOCOOOM, PO3HUYHAS TOPTOBIIS
KOTOPBIMHU OIpAaHUYEHA WJIM 3allpelIeHa B COOTBETCTBUU C HAcTOSIIMM DenepaabHbIM 3aKOHOM, U
(wnu) wmHOpPMALMM, COAEpXKAIIEH MNPEIOKEHUE O PO3HUYHOW TOPIOBJIE JIEKApPCTBEHHBIMU
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npernaparaMy, B TOM YHWCJIE JAMCTAHIIMOHHBIM CIOCOOOM, JIUIIAMH, HE UMEIOIIMMU JUIEH3UU U
pa3peleHusl Ha OCYILIECTBICHNUE TaKOW JeATeIbHOCTH, €CIU NOIYyUYeHHUE JIMLEH3UN U pa3perieHus
IIPEIYCMOTPEHO 3aKOHOAATENBCTBOM 00 OOpallleHUH JIEKapCTBEHHBIX CPENCTB; (/lononnenue

nyukmom - @edepanvuviii 3akon ot 22.12.2014 Ne 429-®3) (B pedaxyuu Pedepanvriozo 3aKona
ot 03.04.2020 Ne 105-93)

25) BBIIaua pa3pelieHUid Ha BBOJ B TPAXKIAHCKHN 000pPOT MMMYHOOHMOIOTUYECKHUX

JIEKapCTBEHHBIX Mpenaparos; (/[onornenue nynkmom - @Pedepanvruiil 3axkon oT 28.11.2018 No 449-
@3)

26) peryaupoBaHUE BOIPOCOB, CBSI3aHHBIX C B3aHMMO3aMEHSIEMOCTBIO JIEKAPCTBEHHBIX

MpenaparoB Uisi MEAWIIMHCKOTO NpPUMEHEHUs. (/ononnenue nynkmom - @Dedepanvhwvili 3aKOH
ot 19.10.2023 Ne 503-®3)

Crates 5'. [lepegaua ocymecTBIeHHs TOJHOMOYMIT (eiepaibHBIX OPraHOB
HCIOJTHUTEIbHOM BJIACTH NIPH 00pallleHUH JIeKAPCTBEHHbIX
CPeACTB OPraHaAM MCHOJHHUTEIbHON BJIACTH CYObEKTOB
Poccuiickoii Penepanuu

[TonHOMOUMS (enepanbHBIX OpPraHOB HCIOJHUTEIBHOW BIACTH IpU  OOpalleHUH
JIEKapCTBEHHBIX CPEICTB, IIPEILyCMOTpPEHHbIE HAcTOSAIMM DenepanbHbIM  3aKOHOM, MOTYT
nepenaBaTbCsl 1 OCYIIECTBICHUS OpraHaM HCIOJHUTEIbHOW BIAcTH cyObeKTOB Poccuiickoi
Oenepanuun nocraHoBiueHusMmu  [IpaButensctBa  Poccuiickoir  ®enepauuyu B IOPSAKE,
ycTaHoBlIecHHOM @enepanbHBIM 3aKOHOM OT 6 OKTA0ps 1999 roma Ne 184-®d3 "OO6 oOmux
NPUHLMIIAX OPraHU3allMy 3aKOHOJATENbHBIX (MPEACTaBUTEIbHBIX) U HCIOJHUTEIBHBIX OPIaHOB
rocyIapCcTBEeHHOM BIacTH cyobekToB Poccuiickoit @enepanun’.

(L[ononnenue cmamveti - @edepanvhusiii 3axor ot 13.07.2015 Ne 233-D3)

Crartbs 6. [To1THOMO4YHSI OPraHOB MCIIOJHUTENbHOM BJIACTH CYObeKTA
Poccuiickoii @egepanum npu oopalieHuN JeKapCTBEHHbIX
CpeacTB

K nmonHoMo4mMsiM opraHoB HUCIIOJIHUTENbHOW BiacTu cyObekra Poccuiickoit deneparuu
IpHU 0OpaIlEHUH JIEKAPCTBEHHBIX CPEACTB OTHOCATCS:

1) pa3paboTka W peanu3aiys pPETHOHAJIBHBIX IPOTpaMM OOCCIICUCHHS HACCICHUS
JIEKapCTBEHHBIMU TIpenaparamu;

2) yCTaHOBJIEHHE MpPENETIbHBIX Pa3MEPOB OINTOBBIX HAJI0ABOK M IpPENEIbHBIX pa3MEpPOB
PO3HUYHBIX HAJ0aBOK K (PAKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM IPOWU3BOIUTEIISIMU
JIEKaPCTBEHHBIX ITPENAPATOB, HA JICKAPCTBEHHBIE MPENAPaThl, BKIIOYEHHBIE B IEPEUYECHD JKU3HEHHO
HEOOXO/IMMBIX U BAKHEUIINX JIEKAPCTBEHHBIX MPENapaToB;

3) OCYHICCTBJIICHUC PCTUOHAJIBHOTO TOCYAAaPCTBCHHOT'O KOHTPOJIA 3a IPUMCHCHUCM IICH Ha
JICKApCTBCHHLIC IIpCriaparbl, BKIIOUYCHHLIC B IICPCUCHL KU3HCHHO HeO6XOI[I/IMI>IX U BaKHEHMIIIMX

pravo.gov.ru/proxy/ips/?docview&page=1&print=1&nd=102137440&rdk=61&&empire= 17/165


k6clnthook://&nd=102364596
k6clnthook://&nd=102708679
k6clnthook://&nd=102488105
k6clnthook://&nd=102488105
k6clnthook://&nd=606006517
k6clnthook://&nd=102062162
k6clnthook://&nd=102376332

12.07.2024, 16:23 06 obpalleHnn nekapcTBEHHbIX CPeacTB

JIEKApCTBEHHBIX MPENapaToB, OPTaHU3AMMAMU ONTOBOM TOPTOBIM JICKAPCTBECHHBIMH CPEACTBAMHU,
anNTEYHBIMH OpTaHWU3AIUSAMH, WHIANBUIYATHHBIMU TPEANPUHUMATEISIMA, UMCIOITUMU JIAICH3UIO
Ha ($apMaleBTUUECKYIO JACATEILHOCTh, MEAUIIMHCKUMHU OpraHU3AIUsIMH, UMCIOIUMU JIMIICH3UIO
Ha  (apMaleBTUYECKYI0  JICSITEIBHOCTh, M WX  00OCOOJEHHBIMU  TOJpa3JCICHUSIMHU
(amOynaropusiMu,  QenbpamepckuMu U QeIbAMIePCKO-aKyIIIePCKUMHU  TIYHKTaMH, I[IEHTpaMu
(oTmeneHusaMu) oOmIeH BpaueOHOW (CEeMEHHOM) MPAKTHKH), PACTOIOKCHHBIMU B CEIbCKUX
HACCJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT amTeUHbIE OpraHW3anuu; (B pedaxyuu
Geoepanvuvix 3akonos ot 25.06.2012 Ne 93-D3, o1 27.12.2019 Ne 475-D3)

4) mnpuHATHE pelicHWs 00 HCIOAb30BaHMM Ha TEppPUTOpUH CcyObekTa Poccuiickoii
denepanuu Hapsay C peleNTaMU Ha JICKApCTBEHHBIC Tpenaparthl, 0QOPMICHHBIMU Ha OyMa)XHOM
HOCHUTEJIE, PEICNTOB Ha JICKapCTBEHHBIC IpernapaThbl, C(HOPMHPOBAHHBIX B (DOPME SIEKTPOHHBIX
TIOKYMEHTOB. (/[ononnenue nynkmom - @edepanvuviil 3axon ot 29.07.2017 Ne 242-D3)

I'maBa 3. T'ocynapcrBennas ¢papmaxonest

Crarbs 7. Pa3paboTka u u3naHnue rocyiapcrBeHHoii ¢papmakonen,
pa3MelleHne JaHHbIX 0 Hel

1. Iloxn rocynapcTBeHHOM (papMakorneeit moHuMaeTcs cBOA 00IMX (hapMaKoNEeWHbIX cTaTeil
1 (apMaKkoreiHbIX cTaTeil.

2. Pa3zpabotka oOuux (apmakonelHbIX cTarei U (papMakomelHbIX CTaTeil, B TOM YHCIIE
(dapmakornelHbIX cTarei Ha (apMakoleWHble CTaHAapTHblE OOpa3lbl, U BKJIIOYEHHE WX B
TOCY/IapCTBEHHYIO (papMaKoIero OCYIIECTBISIFOTCS B MOPSIKE, YCTAHOBIEHHOM YIOTHOMOYEHHBIM

denepanbHBIM  OpPTaHOM HCIIONHHUTENBHON BIacTu. (B pedaxyuu DedepanbHoco 3aKOHA
otT 22.12.2014 Ne 429-®3)

3. Pa3paborka QapmakoneitHOM cTaThu Ha pedepeHTHBIN JeKapCTBEHHBIM mpenapar u
BKJIIOUEHUE €€ B TOCYAapCTBEHHYIO (hapMakolel0 B TEUYEHHE CpOKa JCHCTBUS 3alUThl
UCKJIIOUYUTENIbHOTO TIpaBa, YAOCTOBEPEHHOIO TAaTeHTOM Ha peQepeHTHBIH JeKapCTBEHHBIN

npernapar, OCYIIECTBISIOTCS C COIacHs ero paspadoruuka. (B pedakyuu Dedepanrbhoco 3aKoHa
o1 22.12.2014 Ne 429-®3)

4. TocymapcTBeHHasi ¢hapMmakores: W31aeTCsl YIMOJTHOMOYEHHBIM (eepaabHbIM OpraHOM
UCTIOJTHUTEIFHOM BJIACTH 3a CUET CPEACTB (heepaibHOTO OIOKETA U TTOJICKHT MePEU3IaHusIM HE
peke YeM OIWH pa3 B ISITh JIET, B TMEPUOI MEXKIy KOTOPHIMU H3HAOTCS TMPUIOKCHHUS K
TOCy/IapCTBEHHOUW (hapMmakomee, cojaepkame obOmme (apMakorneiHsle cTathl W (WIIH)
(apmakoreliHble CTaThH, YTBEP)KICHHBIE TOCJE W3AaHMUS WA TEPEU3JaHusl ToCyIapCTBEHHOU
(dapmaxorien.

5. YnonHoMmoueHHbIN (heepaabHblii Opral UCIOJHUTEIbHON BJIACTH pa3MeNaeT JaHHBIE O
rOCyJapCTBEHHOU (papMakornee W MPUIIOKEHHUSX K HEW Ha CBOeM O(HIIMAIbHOM CaiiTe B CETU
"NHTepHeT" B yCTAaHOBJIEHHOM UM MOPSIKE.

I'naBa 4. JIuneH3upoBaHue NPOU3BOACTBA JEKAPCTBEHHBIX CPEACTB H
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(apManeBTHYECKOMH 1eATEJIbHOCTH, TOCYIAPCTBEHHBIN KOHTPOJIb
(nag3op) B cepe odOpaieHusi JJeKAPCTBEHHBIX CPEICTB

(Haumenosanue 6 pedaxyuu Pedepanvrozo saxona ot 11.06.2021 Ne 170-D3)

Crarps 8. JInuneH3upoBanue NpoU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U
(papmaneBTHYECKON AEATEIbHOCTH

1. JlumeHsupoBaHWE TPOW3BOJACTBA JICKAPCTBEHHBIX CPEACTB W (papMarieBTUUICCKON
JESITEIIbHOCTU OCYILECTBIISIETCS. B COOTBETCTBUHU C 3aKOHOAATENBbCTBOM Poccurickont denepanuu.

2.  OOs3arenbHBIM  YCJIOBHEM  TIPEIOCTABICHHUS  JIMIICH3WHM HA  MPOU3BOACTBO
JIEKApCTBECHHBIX CPEACTB SABISCTCS MPUIOKCHHE K 3asBIICHUIO COWCKATENS JIMIICH3UHM TCPEYHS
JIeKapCTBEHHBIX (popM U (W) BUAOB (apMalleBTUUECCKUX CyOCTaHITUH, KOTOPHIC MMPOU3BOIUTETH
JIEKapCTBEHHBIX CPEJICTB HAMEPEH MPOU3BOIUTD.

3. B ciryuae HeoOX0AMMOCTH pacIIUPEHHUs IPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB 32 CUET
HOBBIX JIEKAPCTBEHHBIX (OpM U BUIOB (HapMaleBTUUYECKUX CYOCTaHLUUN MPOU3BOJUTENH
JIEKapCTBEHHBIX CPEICTB JODKEH MOJaTh B JIUICH3UPYIOIIMM OpraH 3asBI€HHE O BHECCHHUH

W3MCHCHHM B pEeCTp JIMIECH3WH Ha IPOM3BOJICTBO JIGKAPCTBEHHBIX CPEACTB. (B pedaxyuu
geoepanvrvix 3akornos ot 02.08.2019 Ne 297-®3, ot 11.06.2021 Ne 170-D3)

4. JIutieH3usi Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapMareBTHUECKON CyOCcTaHIIUN
CIIUpPTA STWIOBOTO (3TaHOJa) BBIAACTCS MPU YCJIOBUM HAJIM4YMS Yy OpraHu3alvd Ha IIpaBe
COOCTBEHHOCTH, XO3SWCTBEHHOTO BEICHMSI WJIM OINEPATHBHOTO yIPABJICHUS OCHOBHOTO
TEXHOJIOTHYECKOTO 000PYAOBaHUS JIJIsi MPOU3BOICTBA ATUIIOBOTO CITUPTA, 3aPETUCTPUPOBAHHOTO B
COOTBETCTBMM CO crarbeii 14! ®denepanbHOro 3akoHa oT 22 HosOpst 1995 roma Ne 171-®3
"O roCyIapCTBEHHOM PETYIUPOBAHUH MPOU3BOJICTBA M 000OPOTA ATHIOBOTO CIIUPTA, ATKOTOILHOM
U CIOUPTOCOACPKAIICH MPOMYKIIMKU M 00 OrpaHWYCHUH TOTPeONeHUs (paciuTHs) aIKOTOJIBLHOMN
npoxykuuu'. ({onoanenue wacmoio - Pedepanvhsiii 3akon oT 27.12.2019 Ne 481-D3)

Cratbs 8'. OcofeHHOCTH JIHIEH3UPOBAHNS NIPOM3BOICTBA JIeKAPCTBEHHbIX
cpeactB (papmaneBTUYECKOH CYyOCTAHIIMU CIMPTA ITUJIOBOTO
(3Tanogna)

1. JelicTBue NHIICH3WW HAa TMPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB ((apmareBTHUECKON
CyOCTaHLIMM CIMPTa 3TUJIOBOrO (3TaHOJIAa) MPUOCTAHABIMBACTCS B YaCTH IpaBa Ha MPOU3BOACTBO
(dapmarieBTHUECKOM CyOCTaHIIMM CHHPTa STUIOBOrO (3TaHONA) JIMIIEH3UPYIOIIMM OPTraHOM B
ciaydasx, onpeneneHHbIXx crarben 20 denepanbHoro 3akoHa or 4 mas 2011 roma Ne 99-@3
"O JMIEH3UPOBAHUM OTAEJBHBIX BHUJIOB JEATEIBHOCTH'", @ TAaKK€ HA CPOK IMPUOCTAHOBIICHMUS
JCHCTBUS JUIICH3WN Ha TPOU3BOACTBO STUJIOBOTO CIUPTA ISl MPOU3BOACTBA (DapMarieBTUIECKOM
CyOCTaHIIMU CIUPTA 3TUIIOBOTO (ITaHOMA), BBIJAHHON B cooTBeTCTBUM ¢ DefepanbHbIM 3aKOHOM
ot 22 uosOpss 1995 roma Ne 171-®3 "O rocynapCTBEHHOM pEryJMpOBaHUU MPOU3BOACTBA U
000pOTa ITUIIOBOTO CIMPTA, AJKOTOJIbHOW M COUPTOCOJEpKAIlel MPOAYKIIMU U 00 OrpaHUYE€HUU
notpedseHus (PacuTHsI) aTKOTOIBLHON MPOXyKIuu'.
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2. JlelicTBUE JUIIEH3UU HA MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapmarieBTUUYECKON
CyOCTaHIIMU CHHPTa STUIOBOrO (3TaHOJAa) B YACTHU MpaBa Ha MPOU3BOJICTBO (hapMarieBTUUECKOU
CyOCTaHIIMU CIUPTa 3TUIIOBOTO (3TaHOJIA) MPEeKpallaeTcs JULUEH3UPYIOUIUM OPraHOM B CllydasX,
onpeaeneHHbix crarbed 20 DenepanbHoro 3akoHa oT 4 wmag 2011 roma Ne  99-@3
"O JIUUEH3UPOBAHUM OTAEIIbHBIX BHUJIOB JEATEIBHOCTU", a TAaKXKE C JaThl MPEKpPaLICHUS WU
AHHYJIMPOBAHUS JEHCTBUS JUICH3UM Ha MPOU3BOJICTBO JITHIOBOTO CIHMPTA AJIA MPOU3BOJICTBA
(hapMareBTHUECKOM CyOCTaHIIMM CHUPTa STUJIOBOTO (dTaHOJIA), BBIJAHHOH B COOTBETCTBUHU C
OenepanbHbiM  3aKOHOM OT 22 HoaAO0ps 1995 roma Ne  171-®3 "O rocymapcTBEeHHOM
pEryIupoBaHUM MPOU3BOACTBA U 000POTA ITHIIOBOTO CHUPTA, AJTKOTOJIBHOW U CIIUPTOCOAEPIKAIIEH
IPOAYKIHUH U 00 OTpaHUYEHUU NMOTPEOSICHUS (PACTIUTHS) AIKOTOJIBHOM POy KIIMH'".

(Llononnenue cmamoeii - @edepanvhsiii 3axon ot 27.12.2019 Ne 481-D3)

Cratbs 82, Oco0eHHOCTH JTHIEH3UPOBaHNUs GapManeBTHYeCKOM
AeATeJIbHOCTH B YACTH OCYIIECTBJIEHHUS ONITOBOH TOProB/IU
JIEKAPCTBEHHBIMH CPeACTBAMU

1. HdetictBue nuieH3und Ha (apMarieBTHUECKYIO ACSITEIbHOCTh B YAaCTH OCYIIECTBICHUS
OMTOBOI TOPTOBJIM JIEKAPCTBEHHBIMU CPECTBAMU ISl MEIUIIMHCKOTO IPUMEHEHHS TIPEKpaIaeTcs
JUIEH3UPYIONINM OPTaHOM B CIIy4asix, onpeeiaeHHbIx ctarbeit 20 denepanbHOro 3akoHa ot 4 mast
2011 roma Ne 99-®3 "O nuUEH3UPOBAHUW OTACJIBHBIX BHUJOB AEATEIBHOCTH'", a TaKXe IO
PELICHHIO JIMIIEH3UPYIOIIETO OpraHa, IpUHITOMY B COOTBETCTBHM C HACTOSIIEN yacThlo. B ciydae
BBISIBJICHUS TIPU OCYIIECTBIEHUU (efepalbHOTO TOCYIapCTBEHHOTO KOHTPOJIS (Haa3opa) B cdepe
oOpamieHusi  JIGKAPCTBEHHBIX  CPEACTB  HApPYyIICHWs] OpTaHM3allMedl  ONTOBOM  TOPTOBIIU
JIEKapCTBEHHBIMH cpecTBaMu TpeboBaHuid vactei 1 - 3 crarbu 53 Hactosiero deaepanbHOTO
3aKOHA JIEMCTBHE JUIUEH3UM Ha (HapMalleBTUUECKYIO JESITEeIbHOCTh B YAaCTH OCYILECTBIICHUS
ONTOBOM  TOPTOBIM  JIEKAPCTBEHHBIMU  CPEACTBAMHU  JUJIi  MEIMLMHCKOTO  NPUMEHEHUs
NPUOCTAHABIUBACTCS B TEUEHUE JAECATH pabouuMx JHEW CO JHsS BBISBICHUS YKa3aHHOTO
HapyuieHus. [leficTBre nuileH3un Ha (PapMalieBTUYECKYIO JCSITEIbHOCTh B YACTH OCYIIIECTBICHUS
ONTOBOM  TOPTOBIM  JIGKAPCTBEHHBIMU  CPEACTBAMHU  JIJIi  MEIULMUHCKOTO  MPUMEHEHUs
MIPUOCTAHABIMBACTCS Ha CPOK, KOTOPBIM OMpeneseTcs JUIEH3UPYIOIUM OpraHoM (HO HE MEHee
YeM Ha OJUH Mecsl), [0 MCTEYEHUH KOTOPOro JAEMCTBUE JAaHHOM JMUEH3UM MOJJIEKUT
NPEKPAIlEHUI0 Ha OCHOBAHMM PEUICHUS JIMIEH3UPYIOIIETO OpraHa, 3a MCKJIIOUEHHUEM Ciyyas,
YKa3aHHOTO B YaCTH 2 HACTOAIIEH CTaThH.

2. JleiicTBue NUIICH3UH Ha (hapMalleBTUYECKYIO NESATEIbHOCTh B YACTH OCYIIECTBICHHUS
ONTOBOW TOPTOBIIM JICKAPCTBEHHBIMU CPEACTBAMHU Ui MEAMIIMHCKOTO MPUMEHEHUs, JIeWCTBUE
KOTOPOW TPUOCTAHOBIEHO B COOTBETCTBUM C 4YacTbio | HacTosed CTaTbH, TOIJIEKUT
BO300HOBJICHUIO B Cllydae, €ClIM B TEPUOJ] NMPUOCTAHOBJICHUS JCHCTBHS JTaHHOW JIMIICH3UU B
pamMKax JocyneOHOro OOXKalOBaHUS PEIICHHE KOHTPOJIBHOTO (HAJA30pPHOTO) OpraHa B YacTH
BBISIBIIEHHOTO HapyIlleHus TpeboBanuii yacteit 1 - 3 crarsu 53 HacTosiero denepaibHOrO 3aKOHA
oTMeHeHO. B ykazaHHOM ciy4ae NeHCTBUE JIHMIEH3MM Ha (PapMalleBTUYECKYIO IESTeNbHOCTh B
YacTU OCYILIECTBJICHHSI ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU [UISI MEIULUHCKOTO
NPUMEHEHUSI BO30OHOBJISCTCS HE IMO3JHEE OJHOrO pabodyero JHS CO JHS OTMEHBI PEICHUS
KOHTPOJILHOTO (HAJ30pHOTO) OpraHa.
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(Llononnenue cmamoeii - @edepanvusiii 3axor ot 04.08.2023 Ne 428-D3)

Crarbs 9. l'ocynapcTBeHHBbIH KOHTPOJIb (HaA30p) B chepe oOpanieHust
JIEKAPCTBEHHBIX CPEICTB

1. T'ocymapcTBeHHBIH KOHTPOJIb (HaA30p) B cdepe oOpallleHus: JeKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS TTOCPEACTBOM (heIepalIbHOTO TOCYJapCTBEHHOrO KOHTPOJs (Ham3opa) B cdepe
oOpalleHusl JIEKAPCTBEHHBIX CPEACTB U  (henepasbHOro TOCYIapCTBEHHOIO JIMLIEH3UMOHHOIO
KOHTPOJISL JACSATEIbHOCTA 1O MPOU3BOACTBY JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISEMBIX
(denepanbHBIMU OpraHaMy HCIOJHUTENBHOW BIIACTH, YIOJIHOMOYEHHBIMH [IpaBuTenbcTBOM
Poccuiickoit ®enepanuu.

2. Tlpenmerom (denepanbHOrO TOCYIapCTBEHHOTO KOHTpois (Ham3opa) B cdepe
oOpalleHHs JIEKAPCTBEHHBIX CPEJICTB SIBIISTFOTCSI:

1) cobnmronenue o0s3aTenbHBIX TpeOoBaHUl B cepe oOpallleHUsl JIEKApCTBEHHBIX CPE/CTB,
B TOM UHCJIE:

a) TpebOBaHMII K JOKIMHUYECKUM HCCICAOBAHMUSIM  JIEKAPCTBEHHBIX  CPEICTB,
KIIMHAYECKUM  HCCIICIOBAaHUSAM  JICKaPCTBEHHBIX MPEMapaToB, M3TOTOBJICHUIO, XPaHEHUIO,
nepeBo3ke, BBO3y B Poccuiickyio ®enepannio, OTHYCKy, peaidu3aluy, Mepenade, Mpofaxe
JIEKapCTBEHHBIX  CPEACTB, IMPUMEHEHHUIO  JIEKaPCTBEHHBIX  IPENaparoB, YHUYTOXKEHUIO
JIEKapCTBEHHBIX CPENICTB, YCTAHOBICHUIO MPOU3BOAUTENISIMH JIEKAPCTBEHHBIX MPENapaToB IIeH Ha
JIEKapCTBEHHBIC TpErnaparhbl, BKIIOYCHHBIC B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX M BaKHEUIIUX
JIEKapCTBEHHBIX MPENapaToB;

0) TpeOoBaHUI K COOTBETCTBHUIO JIEKAPCTBEHHBIX CPECTB, HAXOMAIIMXCS B OOpalleHuH,
TOoKa3aTeNsiM KadecTBa, YP(EKTUBHOCTH W OE30MacHOCTH, YCTAHOBJICHHBIM B COOTBETCTBHH C
HacTosmum DenepaabHbIM 3aKOHOM;

B) TpeboBaHMII K COOMIOAEHHIO CyObeKkTaMHu OOpalieHHsl JEKapCTBEHHBIX CPEJICTB,
YKa3aHHBIX B yacTu 1 cratbu 67' Hactosimero MenepanbHOro 3aK0Ha, OrpaHUYEHHH, HAIaraeMbIX
cratbsiMu 67! 1 677 HacTOsIIETO denepanbHOrO 3aKOHA;

2) cobmioneHne JUIEH3UOHHBIX TpeOOBaHWUN K OCYIIECTBIEHHUIO (hapMalieBTHUYECKON
NeSITENbHOCTH;

3) cobmoienre TpeOOBaHMIA K MPEN0CTaBIEHHIO CyObEKTaMK 0OpAILeHHs JTeKAPCTBEHHBIX
cpeacTs MH(OPMAaMU O JIEKAPCTBEHHBIX CPEACTBAX M (MJIM) JEKapPCTBEHHBIX Iperaparax,
npeaycMoTpenHoi cratbamu 9!, 521, 522 u 64 mactosmero MenepanbHOro 3akoHa; (B pedaxyuu
@edepanvroco 3axona ot 30.01.2024 No 1-D3)

4) cobmofieHne TPeLyCMOTPEHHBIX cTathbeit 55! macTosmiero ®esepanbHOrO 3aKoHa
TpeOOBaHUN K TMPOBEJACHUIO OKCIEPUMEHTAa IO OCYUIECTBICHHIO PO3HUYHOW TOPTOBIU
JIEKAPCTBEHHBIMU Mpenaparamu s MEAUIMHCKOTO TPUMEHEHHUSI, OTIYCKa€MbIMU IO PELIENTY Ha
JIEKapCTBEHHBIN TMpemnapar, AUCTAHIIMOHHBIM CIIOCOO00M. (/Jononnenue nynkmom - DedepanbHulil
3axon ot 20.10.2022 Ne 405-D3)

2'. B nensx obecredenus rocy1apcTBEHHOrO KOHTpoMs (Haazopa) B cdepe obpaiieHus
JICKapCTBEHHBIX CpeACTB (herepaibHbli OpraH HUCHOJIHUTEIBHONW BIIACTH, OCYIIECTBISIOMIMMA
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TOCYJapCTBEHHYIO PETHCTPAILMI0 JIEKAPCTBEHHBIX MPENapaToB, MPENOCTaBIseT (deaeparbHOMY
OpraHy MCTIOJHUTENIbHOMN BIACTH, OCYIIECTBISIIOIIEMY (PYHKIIMH MO KOHTPOJIIO U HAJA30py B cepe
3IpaBOOXpPAHEHHUs, IO €ro 3ampocy B pPaMKaX MEXBEJOMCTBEHHOIO HH(POPMALMOHHOTO
B3aUMOJICHCTBUSL B MOPSAKE, YCTAHOBJICEHHOM YKa3aHHBbIMU (eAepalbHbIMU  OpraHaMu
UCIIOJIHUTEIBHOW BIJIACTH, CJIEAYIOLIME CBEJACHUS O JIEKaPCTBEHHBIX CPEJCTBAaX, B TOM YHUCIE B
clly4ae, €clid TaKUue CBEJICHHS COCTABIISIIOT KOMMEPYECKYIO TalHy:

1) cBenenus o papMareBTUYECKON CyOCTAHIINHU:

a) HauMeHoBaHue (apMaleBTUUECKOM CyOCTaHIINH, €€ CTPYKTYpa, OOIIH1e CBOICTBA;
0) HaMMEHOBaHUE U aIPeC MPOU3BOIUTEIIS;

B) CBOICTBA U CTPYKTypa ACUCTBYIOLIUX BEILIECTB;

I') XapaKTepUCTUKa IPUMECE;

1) cuerudukanys Ha papMareBTUIECKY0 CyOCTaHITUIO U €€ 000CHOBAHNUC;

€) aHAJIUTHUYECKHUE METOAUKH, UCIOJb3yeMbl€ MPHU OCYIIECTBIEHUU KOHTPOJIS KadecTBa
(bapmMarieBTHUECKOM cyOCTaHINH;

) pe3yIbTaThl aHAJIM30B Cepuil (hapMaIleBTHUCCKOU CyOCTaHIINM;

3) MepevyeHb CTaHAAPTHBIX OOPa3I0B WM BEIIECTB, UCIOJIb3YEMBIX MPU OCYIIECTBICHUU
KOHTPOJISI KauecTBa (hapMalleBTUUECKON CyOCTaHIUY;

M) ONHUCAaHHE XApPAaKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEpPUAJIOB U YKYHOPOYHBIX
CPEICTB;

K) JaHHbIE O CTAOUIBLHOCTH (papMalleBTUUECKON CyOCTaHIUY;

J) CPOK TOJTHOCTH;

2) cBelieHUs O JIGKAPCTBEHHOM Mperapare Jijisi MEIUIIMHCKOTO TIPUMEHEHHUS:

a) OMKMCAaHKE U COCTAaB JIEKApPCTBEHHOTO Tpernapara i MeAUIUHCKOTO TPUMEHEHUS;

0) onmcanue dapmareBTHISCKON pa3paboTku (000CHOBaHUE BBIOOpA COCTaBa, MIEPBUYHOMN
YIaKOBKH);

B) HAMMEHOBAHME U aJpPecC MecTa OCYIIECTBICHUS IPOU3BOJCTBA JIEKAPCTBEHHOI'O
npenapara Juisi MEAMIMHCKOTO MpUMEHEHUs (B cllydae HaJIM4Yds HECKOJbKUX YYaCTHHKOB
npoliecca Npou3BOJCTBA HEOOXOIUMO yKa3aTh HAMMEHOBAHUE U a/Ipec KaXKJI0ro U3 HUX);

') MUKPOOHOJIOTUYECKHIE XapaKTEPUCTUKH;

,Z[) OIMMCAHUC XAPAKTCPUCTUK U CBOMCTB YIHAKOBOYHBIX MATCpHUAIIOB U YKYIIOPOYHBIX
CpCaCTB,

¢) TpeOOoBaHMS K Ka4e€CTBY BCTIOMOTaTEIIbHBIX BEIIECTB;

)K) AHAJIUTUYCCKHUC MCTOAWKH, HCIIOJIb3YyCMBIC IIPH OCYHICCTBJICHHWH KOHTPOJISA Ka4CCTBA
BCIIOMOI'aTCJIBHBIX BCIIICCTB,

3) CBCICHUA 00 HMCITOJIE30BaHUH BCIIOMOTaTEJIbHBIX BCHICCTB YCJIOBCUYCCKOI'O U )KUBOTHOI'O
IMPOUCXOXKIACHUS

I/I) CBCACHUA 00 MCITOJIb30BAaHMUH HOBBIX BCIIOMOT'aTEJIbHBIX BCIICCTB,

K) TpeOOBaHMS K Ka4eCTBY JICKAPCTBEHHOTO Ipemnapara JAjs MEIUIMHCKOTO MPUMEHEHUS
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(cepruduxar, crienudukaims Ha JIeKapCTBEHHBIN MpenapaTr U uX 000CHOBaHUE);

.]'I) AHAIINTUYICCKHUC MCTOJAUKH, HCIIOJIBb3YyCMBIC IIPpU OCYHICCTBICHHMN KOHTPOJIA KadCCTBA
JICKAapCTBCHHOTO IIpfCriapara i1 MCANTUHCKOT'O ITPUMCHCHUA

M) pe3ylbTaTbl AaHalUM30B CepUil JIEKAPCTBEHHOIO Mpemnapara [Uisi MEIUIIMHCKOTO
MIPUMEHEHUS;

H) XapaKTepUCTHUKa PUMECE;

O) NEpCUCHb CTAHAAPTHBIX O6p&3HOB, HUCIIOJIb3YyCMbIX IIPHU OCYHICCTBJICHHUHU KOHTPOJISI
Ka4uCCTBaA JICKAPCTBCHHOIO IIpcriapara A MCAUIUHCKOIO IPUMCHCHU S,

1) JaHHbIE O CTA0MJIBLHOCTH JIEKAPCTBEHHOTO Mpernapara Jijisi MEAUIIMHCKOTO IPUMEHEHMUS;
3) OTYETHI O NOKIMHUYECKHUX UCCICIOBAHUSAX;

4) oTYETHI O KIMHUYECKUX UCCIICIOBAHUSIX;

5) mactep-aiin cuctemsl papmakoHa30pa;

6) MJ1aH yIpaBICHUS PUCKAMH.

(Llononnenue yacmoio - @edepanvuviil 3axon ot 30.01.2024 Ne 1-D3)

3. Ilpu ocymecTBiaeHuu (penepanbHOro rocy1lapcTBEHHOTO KOHTpouis (Haa3opa) B chepe
oOpallleHHsl JIEKApCTBEHHBIX CPEICTB MPOBOAATCS CIEIYIOUIME BUIbl KOHTPOJIbHBIX (HAA30PHBIX)
MEPOIPHUSITHH:

1) nokymMeHTapHasi MpoOBEpKa;

2) BbI€3/IHAs ITPOBEPKA;

3) BEIOOPOYHBIN KOHTPOJIb KAYECTBA;
4) KOHTpOJIbHAS 3aKYIIKa;

5) UHCTIEKIIMOHHBIN BU3UT;

6) wHaOmromeHue 3a  COONMIOACHHEM  00s3aTeNnbHbIX  TpeOoBaHUN  (MOHUTOPUHT
6e3omacHocTH) ((hapMakoHaI30p).

4. Opranu3zanus u oCyliecTBiIeHrue GeaepabHOro rocyIapCTBEHHOTO KOHTPOJIs (Haa30pa)
B cpepe oOpateHus JIeKapCTBEHHBIX CPEACTB perynupyrorcs denepaabHbIM 3aKOHOM OT 31 urons
2020 roma Ne 248-®3 "O rocymapCcTBEHHOM KOHTpoJIie (Haa30pe) ¥ MYHHITUTIAJTLHOM KOHTPOJE B
Poccuiickoiit ®enepanuu.

5. BHennaHoBBIN BBI60pO‘—IHBIﬁ KOHTPOJIb KaueCTBa IIPOBOAUTCSA B TOM 4YHUCIIC HA
OCHOBAHUM IIPOTPAMMEBI IIPOBEPOK.

6. [11aHOBBIN BEIOOPOYHBIN KOHTPOJIb Ka4€CTBA HE MTPOBOAUTCS.

7. Ilo pesynbrataM BbIOOPDOYHOTO KOHTPOJSL KauecTBa HapsALy C pEUICHUSIMH,
npenycMoTpeHHbIMu  DenepanbHbiM - 3akoHOM  oT 31 wmromss 2020 roma  Ne 248-D03
"O TrOoCyIapCTBEHHOM KOHTpOJe (Haa30p€) M MYHMIMIAILHOM KOHTposie B Poccuiickoi
Oenepanun”, QenepanbHIMU OpPraHaMHU HCIIOTHUTENIBHON BJIACTH, YIMOJHOMOYEHHBIMU Ha
OCYIIECTBIEHUE BEIOOPOYHOTO KOHTPOJIS KAYECTBA, MPUHUMAIOTCS CIIEAYIOIINE PEIICHUS:

1) o [janbHeilIeM TpakJaHCKOM 00OpOTE€ CEepuM, MapTHM COOTBETCTBYIOLLETO
JIEKapCTBEHHOI'O CPEJCTBA B CIIy4ae MOATBEPKIACHUS 0 Pe3ysbTaraM MPOBEACHHBIX MCIBITAHUIM
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COOTBCTCTBH: KAaUCCTBA JICKAPCTBCHHOI'O CPEACTBA YCTAHOBJICHHBIM Tp€6OBaHI/I$IM;

2) o0 wu3BATUM U3 TPAXKIAHCKOro 000OpoTa Ccepuu, MNapTUU COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO CPEACTBA B CIIy4yae BBISBICHHUS IO pe3yJibTaraM MPOBEACHHBIX HCIBITAHUM
HECOOTBETCTBHSI KaUeCTBA JIEKAPCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM TPEOOBAHUSAM;

3) o mepeBoae JCKAPCTBEHHOTO CPEJACTBA HA IMOCEPUUHBIA BBIOOPOYHBIM KOHTPOJIb
Ka4eCTBa JICKAPCTBEHHBIX CPEJACTB B Cllydyae MOBTOPHOTO BBISBICHUS HECOOTBETCTBHS KaueCTBa
JIEKapCTBEHHOT'O CPEACTBA YCTAHOBJIEHHBIM TPEOOBAHUSIM M (IMPU HEOOXOIHMMOCTH) O MPOBEPKE
cyObekTa oOpallleHusi JIEKapCTBEHHBIX CpelncTB. Pacxoipl, CBs3aHHbIE C TPOBEACHUEM
MOCEPUIHOTO BBIOOPOYHOTO KOHTPOJIS, OIUIAYMBAIOTCSA MPOU3BOAUTETIEM JICKAPCTBEHHOTO
cpeacTtBa OO JepiKaTeleM WU BIAJENBIEM  PErUCTPAIMOHHOTO  YAOCTOBEpPEHUS
JIEKapCTBEHHOTO Mpemnapara.

8. @denepalibHbII TOCYIAPCTBEHHBIM JIMIIEH3MOHHBIA KOHTPOJb JEATENBHOCTH IO
MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISAECTCS B COOTBETCTBUU C 3aKOHOAATEIILCTBOM
Poccuiickont @enepanuu.

(Cmamus 6 pedaxyuu Dedepanvroeo 3axona ot 11.06.2021 Ne 170-D3)

Cratbs 9'. lIporpamma npoBsepok

1. B menmsx opraHuzanu BHIOOPOYHOTO KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEICTB
dbopmMupyetcs nporpamma IpoBepoK.

2. Jlnga uened peanu3aldd IPOrpaMMbl MPOBEPOK IPOU3BOAMTENH JIEKAPCTBEHHBIX
CPEICTB M OpraHM3aluy, OCYILECTBISIOIINE BBO3 JIEKAPCTBEHHBIX CpPEACTB B Poccuiickyro
@enepanuio, MPEJOCTABIAIOT B OTHOIICHUM JIEKAPCTBEHHBIX CPEACTB Ul MEIUIIMHCKOTO
MpUMEHEHUST B YMOJTHOMOYEHHBIM  (QenepaibHbIi  OpraH  MCHOJHUTENIBHOW  BJIACTH,
OCYIIECTBISIOMUN (DYHKIIMU MO KOHTPOJIIO U HAA30py B cdepe 3ApaBOOXPAHEHHS], B OTHOIICHUU
JIEKapCTBEHHBIX CPEJCTB JJII BETEPUHAPHOTO MPUMEHEHHS] B YIOJHOMOYEHHBIH (eaepanbHbIil
OpraH UCHOJHUTEIbHOW BJIACTH, OCYIIECTBIAIOMINN (PYHKIIMU 1O KOHTPOJIO U HAA30py B cdepe
oOpallleHHsl JIEKapCTBEHHBIX CPEACTB JUIi BETEPUHAPHOTO NPUMEHEHUS, CBEICHUS O CEPUsIX,
NMapTUSX JIEKAPCTBEHHBIX CPEICTB, MOCTYMAONIMX B TpakIaHCKui o000opoT B Poccwuiickoii
Odenepanuu, B TMOPSAKE, COCTaBe M 00bEeMe, YCTAHOBJIEHHBIX YKa3aHHBIMH (enepanbHbIMU
OpraHaMy MCIOJIHUTEIBHOW BJIACTH B OTHOILIEHUHU JIEKAPCTBEHHBIX CPEACTB I MEIMIMHCKOTO
IIPUMEHEHHUS]T U B OTHOLIEHWM JIEKAPCTBEHHBIX CPEACTB JUId BETEPUHAPHOIO IIPUMEHEHUS
COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (popmupyeTcs Ha KaJdeHAapHbIN roa B cpok 10 30 gexabps rona,
MPEIIECTBYIOIIETO TOy MPOBEACHUS BBIOOPOUHOTO KOHTPOJISI.

4. B ciiydyae HacTyIUIeHUsI COOBITUM, yKa3aHHBIX B MOAMYHKTax "0" u "B" myHkTa 2 yacTtu 6
HacTosLed CTaTbH, (QenepasbHbIM OpPraHOM HCIIOJHUTENBHON BJIACTH, OCYUIECTBIISIONIUM
GYHKIIMM TI0O KOHTPOJNIO M Haa30py B cdepe 3ApaBooOXpaHeHus, (enepanibHbIM OpraHOM
WCIIOJHUTEIbHONW BIJIACTH, OCYIIECTBISAIOIMM (YHKIMM IO KOHTPOJIIO M HaA30py B cdepe
oOpaleHusi JEKapCTBEHHBIX CPEACTB JJIi BETEPUHAPHOTO NPUMEHEHHs, MPU HEOOXOAUMOCTU
BHOCSITCSI COOTBETCTBYIOILME U3MEHEHHUSI B IPOrpaMMy IIPOBEPOK.
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5. B mporpamMmy npoBEpOK MOIYT BKIIFOUATHCS MEPONPHUATHS C YYETOM HAPYLICHUH,
BBISIBICHHBIX B paMKax KOHTPOJBHBIX (HAA30PHBIX) MEPOIPUSTUH 32 MPEABIAYIINN KaJIeHIapHBIN
rof.

6. [Iporpamma npoBEpPOK COAECPHKUT:

1) mepeueHb JIeKapCTBEHHBIX CPEICTB, 0TOOP 00pa3IOB KOTOPBIX OyAET OCYIIECTBIATHCS B
pamMKax BBIOOPOYHOTO KOHTPOJIS,, (POPMUPYEMBIM C YYETOM pe3yJbTaTOB TOCYAapCTBEHHOTO
KOHTpoJia (Haa3zopa) B cdepe oOpalleHUs JIEKApCTBEHHBIX CPEACTB 3a KaJICHJApHBIA IO,
IPEIIISCTBYOIIMKA TOy MMPOBEICHUS BBIOOPOYHOTO KOHTPOJIS;

2) yka3aHuWe Ha COOBITHE, HACTYIUIEHHE KOTOPOTrO SIBISETCS OCHOBaHUEM JJis
OCYIIECTBICHUSI BHIOOPOYHOTO KOHTPOJIS:

a) TOJly4eHHE CBEACHHI, NpPEICTaBIsEMbIX B COCTaBE U O0bEME, YCTAHOBJIEHHBIX
(denepanbHBIM OpPraHOM HCTIOTHUTEIHHON BJIACTH, OCYIICCTBISIIONINM (DYHKIIUN 1O KOHTPOIIO U
HaJ30py B cdepe 3apaBooxpaHeHus, QenepaibHbIM OPraHOM HCIIOJHUTEIHLHON BJIACTH,
OCYIIECTBISIOMUM (PYHKIIMH TIO KOHTPOJIO M Haa30py B cdepe oOpaieHus JIeKapCTBEHHBIX
CPEACTB ISl BETEPUHAPHOTO NPUMEHEHHs, O CEpUsAX, MMApPTUSAX JIEKAPCTBEHHBIX CPEJCTB,
NOCTYMAKIIUX B TpaxkIaHCKUil o0opor B Poccuiickoit ®denepanuu, yka3aHHbIX B IMyHKTE |
HACTOSIIICH YacTH, OpraHU3aLUsIMU, OCYIIECTBISIONIMMHU MTPOU3BOACTBO JICKAPCTBEHHBIX CPEJICTB
B Poccuiickot ®enepanu U BBO3 JIEKaPCTBEHHBIX CpeAcTB B Poccuiickyro ®Denepanuro, 3a
MCKITIOUEHHEM CepUil MM MAPTUii TeKapCTBEHHBIX MPENapaToB, YKa3aHHLIX B 4acTH 4 ctarthu 52!
1 yacti 6 ctateu 52° Hactosmero denepanbHOTo 3akoHa; (B pedaxyuu Pedepanvro2o 3aKoHA
o1 30.01.2024 Ne 1-®3)

0) moIydYeHHE TMOCTYMAIIIe B TMOPSAKE, YCTAHOBICHHOM CTaThel 64 HACTOAIIETO
®denepanbHOTO 3aKOHA, MHPOpPMAIMU O TOOOYHBIX JEUCTBHSIX, HEXKENATEIbHBIX PEAKIIHIX,
CEpPBhE3HBIX HEKENATENbHBIX PEAKIUAX, HENPEIABUACHHBIX HEKEIATENbHBIX PEAKIUAX MpH
NPUMEHEHUH JIEKapCTBEHHBIX IpenaparoB, 00 MHIMBHUIYaJIbHOW HETIEPEHOCUMOCTH, OTCYTCTBUU
3¢ (HEKTUBHOCTH JIEKAPCTBEHHBIX IpEnaparoB, a Takke 00 MHBIX (akTax U OOCTOATEIhCTBAX,
MPECTABISIONINX YTPO3y KU3HU WU 3OPOBBIO UEJOBEKa JIMOO KMBOTHOTO NPH MPUMEHEHUU
JIEKapCTBEHHBIX TMpENaparoB U BBISIBICHHBIX Ha BCEX JTamax oOOpalleHus JIeKapCTBEHHBIX
npenaparos B Poccuiickon denepanuu u Ipyrux rocyaapcraax;

B) MoJIydeHHe B cOOTBETCTBUU ¢ DenepanbHbiM 3akoHOM OT 31 utomnst 2020 roma No 248-
®3 "O rocymapcTBEHHOM KOHTpoJie (HaJI30pe) W MYHHUIUIAIbHOM KOHTpoJsie B Poccuiickoit
Oenepanuu" CcBeNEeHUN O NPUUYMHEHUW Bpeda WIM 00 Yrpo3e MPUYMHEHMS BpeAa KU3HH,
3I0POBBIO TPaK/IaH WJIU KUBOTHBIX.

(L{ononnenue cmamuweii - Pedepanvuviii 3akon ot 11.06.2021 Ne 170-D3)

Cratbs 9°. TocynapcTBeHHbIIi KOHTPOJIbL (HAA30p) 32 peaju3anueii opranaMmu
HCIIOJIHUTEJIbHOM BJIacTH CyObeKkTOB Poccuiickoii @enepanuu
MOJITHOMO4YHI B chepe 00palIeHUs JTeKAPCTBEHHbBIX CPEACTB AJIs
MEIUIHHCKOI0 NPUMEHEeHHUs

1. TocymapcTBeHHBI KOHTPOJb (HAA30p) 3a pealu3aliei opraHaMy HCIOIHUTEIHLHON
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BIacTH cyObekToB Poccuiickoit deneparuu noaHoMounii B chepe oOpaiieHus J1eKapCTBEHHBIX
CPEACTB i1 MEIUUHUHCKOIO MPUMEHEHHS! OCYIIECTBIISIETCS YNOJHOMOYEHHbIM [IpaBHUTENHCTBOM
Poccuiickon denepanyy opraHoM UCIOJIHUTEIBHOM BIIACTH.

2. IlpenMeTroM TOCYIapCTBEHHOIO KOHTPOJsS (HaA30pa) 3a pealu3aluel opraHamu
UCTIOTHUTEBHOU BlacT cyOonekToB Poccuiickoit denepanuu moasHOMOUYNi B cdepe obOpaiieHus
JIEKApCTBEHHBIX  CPEICTB IS  MEAWIIMHCKOTO  TMPUMEHEHHUS  SBISETCS  COOofcHUE
YIIOJIHOMOYCHHBIMH OpPTaHaMH HWCIIOTHUTEIBHON BiacTu CcyObekToB Poccuiickoit ®Deneparuu
METOJIUKU YCTAHOBJICHUsSI TIPEACIIbHBIX Pa3MEPOB OMNTOBBIX HAA0ABOK M MPEACIIbHBIX Pa3MEPOB
PO3HUYHBIX HAJA0aBOK K (PAKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJIECHHBIM IPOWU3BOIUTEIISIMU
JICKapCTBEHHBIX MPEINAPATOB, HA JJEKAPCTBEHHBIE MPEIAPAThI, BKIFOUCHHBIC B TIEPEUCHB )KU3HEHHO
HEOOXOIUMBIX M BAXKHEHIITUX JICKAPCTBEHHBIX MPETapaToB.

3. Ilpu oOCyIIECTBICHHH TOCYIapCTBEHHOTO KOHTPOJsA (HaA30pa) 3a peaau3aruei
OpraHaMH HCIIOJIHUTENIbHOW BiacTu cyobekToB Poccuiickoit denepanuu mojiHoMouuid B cdepe
oOpalleHus JIEKapCTBEHHBIX CPEACTB U MEAULMHCKOTO MPUMEHEHHS MPOBOAATCS CIETYIOIINe
BUbI MEPOIIPUATHIA:

1) nokyMeHTapHbI€ IPOBEPKHU;
2) BbIE3/IHbIE IPOBEPKHU.

4. Opranuzanmss ¥ OCYIIECTBICHUE TOCYIapCTBEHHOTO KOHTpois (Ham3opa) 3a
peanuzanueld opraHaMHd HMCIIOJIHUTEIIBHOM BJIacTH CyObekToB Poccwmiickoit ~®Deneparuu
NOJTHOMOYMM B cdepe oOpallleHus: JIEKAPCTBEHHBIX CPEACTB JUIsl MEAUIIMHCKOIO MPUMEHEHUs
perynupytorcs DenepaibHbIM 3akoHOM OT 6 okTsOps 1999 roma Ne 184-®3 "O6 oOmux
NPUHIUIIAX OPraHU3alMKM 3aKOHOAATEIbHBIX (MPEICTABUTEIbHBIX) U UCIOJHUTEIIbHBIX OPTraHOB
roCyJIapCTBEHHOU BIacTH cyobekToB Poccuiickoii @enepanun'.

5. TlonoxxeHne O rocyIapCTBEHHOM KOHTpoje (Haa30pe) 3a peanu3aluel opraHamu
UCIIOJIHUTEILHON BiacTu cyobekToB Poccuiickoit denepanuu nosHoMounid B cepe oOpaieHus
JIEKAPCTBEHHBIX CPEACTB JI1 MEIUIMHCKOIO TpUMEHEHHs YyTBepxkaaercs IIpaBuTenbcTBOM
Poccuiickont @enepanuu.

(Llononnenue cmamoeti - @edepanvusiii 3akon oT 11.06.2021 Ne 170-D3)

Cratbs 9°. PernonajibHblii rocy1apcTBeHHbI KOHTPOIL (HAA30p) 32
NPUMEHEHHEM LIeH HA JIEKAPCTBEHHbIE NMPenaparbl, BKJIYEHHbIE
B IlepPeYeHb KU3HEHHO HEO0XOAUMBbIX U BAKHEHIIIMX
JIEKAPCTBEHHBIX NPenaparoB

1. PernonanbHblii TOCYIapCTBEHHBIH KOHTPOJIb (HAA30p) 3a MPUMEHEHUEM II€H Ha
JIEKapCTBEHHBIE Mpernaparbl, BKIIOUCHHBIC B MEPEUCHb JKM3HEHHO HEOOXOIUWMBIX M Ba)KHEUIIHUX
JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBISETCS OPraHoOM HCIOTHUTEIBHON BIACTU CyObEKTa
Poccuiickori  @epepaunu,  yNOJHOMOYEHHBIM  BBICHIMM  HCHOJHUTEIBHBIM  OPTraHOM
TOCYZIapCTBEHHOM BiIacTH cyObekTa Poccuiickoit demeparuu.

2. IlpenMeToM permoHabHOTO TOCYJapCTBEHHOIO KOHTPOJSA (HaA30pa) 3a MPUMEHEHUEM
LIEH Ha JIEKApCTBEHHbIE Ipenaparbl, BKIIOUYEHHbIE B IMEPEUEHb MXU3HEHHO HEOOXOAUMBIX U
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BOKHEHIIINX JICKAPCTBEHHBIX MPEMapaToB, SBISETCA COONIOICHUE OpraHU3aIUsIMU OINTOBOMU
TOPTOBIM JIEKAPCTBEHHBIMH CPEACTBAMH, ANTEUHBIMU OpTaHU3AIUSIMU, WHIUBUAYATbHBIMU
MpEeANpPUHUMATENIIMH, UMEIOIIMMU  JIMIEH3UWI0 Ha  (papMaleBTUYECKYI0  JeSATEIbHOCTD,
MEAMLIMHCKUMHU OpTraHU3aLMsIMU, UMEIOUTUMU JIMLIEH3UIO Ha (DapMaleBTUYECKYIO JESATENbHOCTb, U
uX 000COOJEHHBIMH MOJpa3AeaeHUsIMHE (aMOyaaTopusMu, GenbIepckuMu U (enbIepcKo-
aKyIIEpCKUMH MyHKTaMH, IEHTpaMu (OTAEICHUsIMHU) 001Iel BpauyeOHON (CEeMEMHON) MPaKTUKH),
PacHoONIOKEHHBIMH B CENbCKUX HACENEHHBIX IMYHKTAaX, B KOTOPBIX OTCYTCTBYIOT AamnTeUHBIC
OpraHu3allvy, MpU pealu3aluu JEKAPCTBEHHBIX IMPEnaparoB TPeOOBaHUN K MPUMEHEHUIO IIEH,
YPOBEHb KOTOPBIX HE JOJKEH MPEBBIIIATE CYMMY (PAKTUUECKON OTITYCKHOMW LIEHBI, YCTaHOBICHHOU
IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX MPENapaToB, U KOTOPBIE HE MPEBBIIIAIOT 3apPETUCTPUPOBAHHBIX
MpEeNeIbHBIX OTIYCKHBIX II€H, U Pa3MEpPOB OMNTOBBIX HAI0AaBOK M (WJIHM) pa3MEpOB PO3HHYHBIX
HaJ0aBOK, HE MPEBBIMIAIOIMIUX COOTBETCTBEHHO Pa3MEpPOB MPEACIbHBIX OINTOBBIX HAI0aBOK U
(1K) pa3MepoB TMpEAeNIbHBIX PO3HUYHBIX HAJ0aBOK, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoii
®denepanuu.

3. Opra#uzanuss MU OCYIIECTBICHUE PETHOHAJIBLHOIO TOCYAApPCTBEHHOIO KOHTPOJIS
(Ham3opa) 3a TMPUMEHEHHMEM II€H Ha JICKApCTBEHHBIE MpenapaThbl, BKIIOUYCHHBIE B IEPEUYCHb
KU3HEHHO HEOOXOAMMBIX W  BaKHEHIIUX JICKAPCTBEHHBIX IIPENapaTroB, PEryIUPYIOTCS
OenepanbabiM 3akoHOM 0T 31 umronst 2020 roma Ne 248-D3 "O rocynapCTBEHHOM KOHTPOJIE
(Hag30pe) U MyHHIIUIIATLHOM KOHTpoJie B Poccuiickont @eneparun'.

4. TlonoxxeHHe O PErMOHATIBHOM TOCY/IapCTBEHHOM KOHTpoOJie (Haa30pe) 3a MPUMEHEHUEM
IIEH Ha JICKQpCTBEHHBIC TMpernaparbl, BKJIIOUYEHHbIE B TMEPEUCHb >XKU3HEHHO HEOOXOAUMBIX U
BOXHEHIINX JIEKAPCTBEHHBIX IPENapaToB, YTBEP:KIAETCS BBICIIMM HCHOIHUTEIBHBIM OpPraHOM
roCy/lapCcTBeHHOM BiiacT cyobekTa Poccuiickoit denepanuu.

(Llononnenue cmamoeti - @edepanvhsiii 3akon oT 11.06.2021 Ne 170-D3)

Crarbs 9%, ®eepaibHblii rocy1apcTBeHHbIH JTHIEH3NOHHBIH KOHTPO/Ib
NeSITeJIbHOCTH 10 MPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB

1. ®enepanbHblil TOCYAApPCTBEHHBIM JIMIIEH3UOHHBIA KOHTPOJb JEATEIBHOCTH 10
IPOU3BOJICTBY  JIEKAPCTBEHHBIX  CPEICTB  OCYILECTBISAETCS  (peaepainbHBIMA  OpraHaMu
VCITOJIHUTENILHOU BJIACTH, YIIOJTHOMOYeHHBIMU [IpaBurensctBoMm Poccuiickoint denepannu.

2. ®enepanpHbli TOCYJAPCTBEHHBIM JIMIEH3UOHHBIA KOHTPOJb JCATEIBHOCTH IO
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB OCYUIECTBISIETCSI B COOTBETCTBUU € DenepaiabHbIM
3akoHOM OT 4 Mas 2011 roma Ne 99-®3 "O nuiieH3UPOBAHUM OTEIBbHBIX BUIAOB JIEATEIBLHOCTH" U
OepnepanbibiM 3akoHOM OT 31 wmromst 2020 roga Ne 248-®3 "O rocynapCTBEHHOM KOHTPOJIE
(Ham3ope) U MyHHIMIAIbHOM KOoHTposie B Poccuiickoit ®enepanun". B pamkax ¢enepanbHOTO
rOCYAapCTBEHHOTO JIMIIEH3MOHHOIO KOHTPOJISl JIESTEIbHOCTH MO MPOU3BOJACTBY JIEKAPCTBEHHBIX
CPEICTB TIJIAHOBBIE KOHTPOJbHBIE (HAA30PHBIC) MEPONPHUSTHS HE TMPOBOMITCSA, IMPH STOM
MPOBOJUTCS TEPUOIUUECKOE TOJITBEP)KICHUE COOTBETCTBUSI JIMIEH3MATOB JIMIEH3MOHHBIM
TpeboBaHUsAM B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 4 wmas 2011 roma Ne 99-®3
"O NUIEH3UPOBAHUM OTJICJIBHBIX BUIOB JICSITEILHOCTH .

(L{ononnenue cmamuweii - @edepanvuviii 3akon ot 11.06.2021 Ne 170-D3)
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I'masa 5. Pazpa0oTka, 1OKJIMHNYECKHE UCCJIEI0BAHUSA JTEKAPCTBEHHbIX
CPeICTB, a TAKKe KIUHUYECKHE UCCIeI0BAHUS JIEKAPCTBEHHBIX
NPenaparos AJ1s1 BETEPUHAPHOI0 NIPHUMEHEHUA

Crarbs 10. Pazpa0doTka JieKapCTBEHHBIX CPEACTB

1. PaspaGoTka JEKapCTBEHHBIX CPEACTB BKIIOYAaeT B CceOS TIOWCK  HOBBIX
(hapMaKoJIOTHYECKN aKTUBHBIX BEIIECTB, MOCIEAYIONIEEe M3YUYEHUE MX JIEKAPCTBEHHBIX CBOMCTB,
JTOKJIMHUYECKUE UCCIEAOBaHUs, pa3pabOTKy TEXHOJIOTUA MPOU3BOACTBA (hapMaleBTUUECCKUX
cyOcTaHIui, pa3pabOTKy COCTABOB U TEXHOJIOTHI MPOU3BOACTBA JIEKAPCTBEHHBIX MPENapaToB.

2. ®uHaHCOBOE OOecrieueHre pa3pabOTKU JIGKAPCTBEHHBIX CPEICTB OCYIICCTBIISICTCS 3
CUerT:

1) cpencts enepanbHOroO OIOMKETA;
2) cpencTB pa3pabOTYMKOB JICKAPCTBEHHBIX CPEJICTB;

3) cpeAcTB MpPOU3BOAUTENEH JIEKApCTBEHHBIX CPEICTB TMPU BBIMOIHEHUH HAy4YHO-
UCCIIEIOBATENbCKUX padOT MO JOroBOpY MEXAY pa3padOTUMKOM JIEKapCTBEHHBIX CPEJICTB U
IIPOU3BOJIUTENEM JIEKAPCTBEHHBIX CPEJICTB;

4) MHBIX HE 3aNpEeIIeHHBIX 3aKoHOAaTeNbCcTBOM Poccuiickoit denepannn HCTOYHUKOB.

3. [IlpaBa pa3paboTuuka JIEKAPCTBEHHOTO CpPEJCTBA OXPAHSIOTCS TPaKIAHCKUM
3aKOHOJIaTEJIbCTBOM.

Crarba 11. /lokanHAYeCKOe HCCJIEIOBAHUE JIEKAPCTBEHHOT0 CPEACTBA JIJIs
MeIMIMHCKOr0 MPpUMeHEeHHUs

1. I[OK.]'H/IHI/I‘IGCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CpcaACTBa IJI1 MCOAUIHNHCKOI'O
IMPUMCHCHHA HPOBOAUTCA IYTCM IHNPUMCHCHHUA HAYYHBIX MCTOAOB OICHOK B HCIAX ITOJTYUCHMHA
J0Ka3aTcJIbCTB 6630HaCHOCTI/I, Kade€CTBa U 3(1)(1)CKTI/IBHOCTI/I JICKapCTBCHHOT'O CPCACTBA.

2. JIOKJINHMYECKOE HCCIEAOBAHUE JIEKAPCTBEHHOIO CpEACTBA JUISl MEIULMHCKOTO
MPUMEHEHUS MMPOBOJUTCS B COOTBETCTBUU C MpaBUJIAMU HaJJIeKalled J1ab0opaTopHON MPAKTUKH,

yTBEPKACHHBIMU EBpa3uiickoil 5KOHOMUYECKONW KOMHUCCUEH. (B pedakyuu ghedepanvruvlx 3aKkoHO8
or 22.12.2014 Ne 429-@3, ot 30.01.2024 Ne 1-®3)

3. Jna opraHu3aluy W TMPOBENCHHS JOKIMHHUYECKOTO HCCIEI0BaHUS JIEKApCTBEHHOIO
CpelcTBa JUIsi MEIUIIMHCKOTO TPUMEHEHHUS pPa3pabOTUYMKU JIEKAPCTBEHHBIX CPEJCTB BIIPABE
MpUBJIEKaTh HAy4yHbIE OpraHU3allluM, OoOpa3oBaTesIbHbIE OpPraHM3allMy BBICHIET0 OOpa30BaHUS U
UHBbIE  OpraHM3aluy, HMEIIIUEe HEOOXOAMMYI0  MaTepUaIbHO-TEXHUYECKyl0 0a3y u
KBaJU(UIIMPOBAHHBIX CIEIMAIUCTOB B COOTBETCTBYIOIIEH 00nacTu uccienoBanus. (B pedaxyuu
@eoepanvrozco 3axona ot 30.01.2024 No 1-D3)

4. JIOKIMHHUYECKOE UCCIIECIOBAHUE JIEKAPCTBEHHOTO CPEACTBA JUISl MEIUIIMHCKOIO
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MIPUMEHEHUS IPOBOJAUTCS MO YTBEPKIACHHOMY pa3pabOTYHKOM JICKAPCTBEHHOTO CPECTBA IUIaHy C
BEJCHUEM IIPOTOKOJIAa 3TOIO HCCIEJOBAHUS U COCTABICHHEM OTY€Ta, B KOTOPOM COJEPKATCS
pe3yAbTaThl TOTO MCCIEAOBAHMSI M 3AKIIOUYEHHE O BO3MOKHOCTH MPOBEACHUS KIMHUYECKOTO
UCCJIEIOBAaHUS JIEKAPCTBEHHOIO IIpenapara Al MEJUIUHCKOTO IPUMEHEHUSI.

5. IIpoBenenue mMpoBEepOK COOMIOACHUS TIPABUII HAAJEKAIIeH Ta00paTOpHON MPAKTUKH U
MPABOBBIX HOPM HKCIOJIb30BAHUS >KMBOTHBIX TIPH IPOBEACHUU JOKIMHUYECKUX HCCICAOBAHUMN
JIEKAPCTBEHHBIX CPEACTB JJISI MEAWIIMHCKOTO MPUMEHEHHUS OCYIICCTBISCTCS YIOITHOMOYECHHBIM
(dbenepaibHbBIM OpPraHOM HCIOJHUTENBbHOW BIAcTu. (B pedaxyuu Dedepanvhozo 3aKoHa
oT 22.12.2014 Ne 429-®3)

6. PesynpraTthl JOKJIMHUYECKOTO HCCIIEAOBAaHUS JIEKAPCTBEHHOTO CpeICTBA s
MEIUIIMHCKOTO TMPUMEHEHHUS MOTYT OBITh MPEJCTaBICHBI B YIOJIHOMOYEHHBIM (enepanbHbIi
OpraH HCIOJHUTEIBHOM BJIAaCTM B YCTAHOBJIEHHOM TMOPSAKE B IENIAX pPErucTpauuu
JIEKapCTBEHHOTO Tpenapara. (B pedakyuu Pedepanvroco 3axona ot 30.01.2024 No 1-D3)

Crarps 12. JIoOKJIMHHYECKOE UCCIeJOBAHUE JIEKAPCTBEHHOI0 CPEACTBA U
KJIMHUYECKOe HCCJIe0BAHME JIEKAPCTBEHHOI0 Npenapara 1Jis
BETEePHUHAPHOI0 NPUMEHEHUSI

1. JIoKIMHWYECKOE HCCASNIOBaHNUE JICKAPCTBEHHOTO CpEACTBA JIJIi BETEPUHAPHOTO
NPUMEHEHUST MTPOBOJIUTCS MyTeM MPUMEHEHHUS HAyYHBIX METOJOB OIICHOK B IENISAX IMOJyUCHUS
JI0Ka3aTeNIbCTB 0€30MacHOCTH, KadecTBa U A(DPEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA, B TOM
YHUCIIC ONPEICIICHHUS CPOKa €ro BBIBCICHHS W3 OPraHM3Ma >KHBOTHOTO, B IEIAX OOCCICUCHUs
0€30MacHOCTH TMPOIYKIIUU JKHBOTHOTO IPOUCXOXKIACHHS TOCIEC MPUMEHEHHUS COOTBETCTBYIOIIIETO
JIEKapCTBEHHOTO Ipernapara.

2. JIOKIMHUYECKOE MCCIEOBAaHUE JIEKAPCTBEHHOIO CPEACTBA W KIMHHYECKOE
HCCIICIOBAHUE JIEKaPCTBEHHOIO IIpenapara [y BETEPUHAPHOIO INPUMEHEHUs, HUCCIEAOBAHUE
OMOSKBUBAJICHTHOCTH YKa3aHHOTO JICKAPCTBEHHOTO IIpemapara MPOBOJSTCS B COOTBETCTBUU C
MpaBuaMH, YTBEPKJACHHBIMU YIOJHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HUCIOJHUTEIbHOU
BJIACTH.

3.  JIOKJIMHUYECKOE€ HCCJIEAOBAaHUE JIGKAPCTBEHHOIO CpEACTBA U  KJIMHHUYECKOE
HCCJIeIOBAaHUE JIEKAPCTBEHHOTO IIpenapara Jisi BETEPUHAPHOTO MPUMEHEHHS MPOBOASTCS IO
YTBEPKICHHOMY Pa3pabOTYMKOM JICKAPCTBEHHOTO CPEACTBA TUIaHy C BEIEHUEM MPOTOKOJIIOB dTHUX
UCCIIEIOBAHUM M COCTABJIEHHMEM OTYETOB, B KOTOPBIX COJIEPKATCS PE3YNbTaTbl 3TUX
HCCJIEIOBAHUH.

4. Jlng opraHu3anud U TPOBEACHUS TOKIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOTO
CpelICTBa U KJIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO IMpenapara Jjsi BETEpUHAPHOTO
MpUMEHEHUs1 pa3paboOTUMK JIEKAPCTBEHHOIO CpPEJICTBA MOMKET MPHUBIEKaTb OpraHu3alui,
UMEIOLME  HEOOXOIMMYI0  MaTepHalIbHO-TEXHUYECKYl0  0a3sy UM KBaIM(DUIIMPOBAHHBIX
CHEUAINCTOB B COOTBETCTBYIOLIEH 001aCTH UCCIEA0BAHHUS.

5. Kaunuyeckue wuccileqoBaHus JIEKAPCTBEHHBIX MPENaparoB i BETEPUHAPHOIO
IIPUMEHEHUS ITPOBOAATCS B BETEPUHAPHBIX OPraHU3alMsAX U B OPraHU3aLUAX, OCYLIECTBIISIOMIMNX
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pPa3BCACHMEC, BhIPAIIMBAHUE U COACPIKAHUC JKUBOTHBIX, B LCJIAX!
1) YCTAHOBJICHUSA MICPECHOCUMOCTH JICKAPCTBCHHLIX IMPCIIApPATOB 310POBBIMU KUBOTHBIMHU

2) noxbopa ONTUMAJILHBIX JO3MPOBOK JIEKAPCTBEHHBIX MpPENapaTroB U Kypca JIEUeHUs Ha
KOHKPETHOM TPYMIIE )KUBOTHBIX C OMPEACIICHHBIM 3a00JI€BaHNEM;

3) ycraHoBieHus 0e30macHOCTH H A(PPEKTUBHOCTU JIEKAPCTBEHHOIO IMpernapara,
IpeIHA3HAYEHHOTO Il JICUEHHUsl ONPEICIICHHbIX 3a00JIeBaHUI KUBOTHBIX, WU 3PPEKTUBHOCTU
JICKapCTBEHHOTO Tpernapara i Npo(UIakTHKU 3a00IeBaHUN 30POBBIX KUBOTHBIX;

4) W3YUYCHUS BO3MOKHOCTEN paciupeHust MOKa3aHUuu K MIPUMEHEHUIO
3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO Iperapara 1 BBISBICHHUS paHEee HEM3BECTHBIX MOOOYHBIX
JIEUCTBUH.

6. KimHnyeckoe wucclenoBaHUE JICKAPCTBEHHOTO Tpenapara JUisi BETEPHHAPHOTO
MIPUMEHEHUS OCYIICCTBIISCTCS 3a CUET CPEJICTB Pa3pabOTUMKa JICKAPCTBCHHOTO CPE/ICTBA.

7. OTueTnl O pe3yiibTatax AJOKIMHUYCCKOrO HMCCICAOBAHMHA JICKAPCTBCHHOI'O CPCACTBA U
KIIMHUYCCKOTO HCCICAOBAHHNA JICKAPCTBCHHOIO IIpCliapara s BCTCPHUHAPHOIO IIPHUMCHCHUA
COCTAaBIIAIOTCA p33pa6OTLII/IKOM JICKapCTBCHHOT'O CPCACTBA C YUCTOM 3aKJIFOUCHUN OpTaHHSaHHﬁ,
NPpUHHUMABIINX Y4YaCTHEC B OpraHu3al U IIPOBCACHUH OTHUX HCCHGHOB&HHﬁ.

8. KoHTpOb 32 MpOBEAECHNUEM TOKIMHUYECKUX UCCIEAOBAHUMN JIEKAPCTBEHHBIX CPENICTB U
KIIMHUYECKUX HCCIENOBAaHUN JIEKAPCTBEHHBIX IIPENApaToB Uil BETEPUHAPHOIO ITPUMEHEHUS
OCYLIECTBISETCS YIOJTHOMOUYEHHBIM (heZIepaIbHbIM OPraHOM MCIOJHUTEIbHOM BIIACTH.

I'maBa 6. OcymecTB/IeHHE TOCYIAPCTBEHHOM PerucTPaluu, perucTpanuu
JIEKAPCTBEHHBIX NMPenaparoB

(Haumenosanue 6 pedaxyuu @edepanvrozo 3akona ot 30.01.2024 Ne 1-®3)

Crarps 13. I'ocynapcTBeHHasi perucrpanms, perucTpanus JeKapCTBEHHbIX
npenaparoB

(Haumenosanue 8 pedaxyuu @edepanvrozo 3axona ot 30.01.2024 Ne 1-D3)

1. B Poccuiickoit denepanuu JOMYyCKalOTCs MPOU3BOICTBO, XpAHEHHUE, MEPEBO3KA, BBO3 B
Poccuiickyro @enepanuto, BeiB03 u3 Poccuiickon denepanuu, pekiama, OTIYCK, pPead3alus,
nepenada, MOPUMEHEHHWE JIEKapCTBEHHBIX MPEnaparoB, €CId OHHM  3aperHCTPUPOBAHbI
YIOJHOMOUYEHHBIM  (pefiepanbHbIM OpPraHOM HCIIOJIHUTEIBHOM BJIAaCTM B COOTBETCTBUU C

HacTosmuM DeepanbHBIM 3aKOHOM JIHMOO B COOTBETCTBUHU C aKTaMH, COCTABIISIONIUMH IPABO
Coroza. (B peoakyuu ¢heodepanvrvix 3axkonos ot 13.07.2015 Ne 241-®D3, ot 30.01.2024 Ne 1-D3)

2. 'ocynapCTBEHHOW perucTpanuu MoAIexar:

1) Bce nexapcTBeHHbIE Ipemaparhl, BIEpPBbIE MOAJIEKAIIME BBOLY B oOOpalleHue B
Poccuiickoit denepanuu;

2) JIeKapCTBEHHBIE MPEIapaThl, 3aPErUCTPUPOBAHHBIE PAHEE, HO MPOU3BEAECHHBIE B IPYTUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUU C MEPEYHEM HAUMEHOBAHUM JIEKAPCTBEHHBIX (POpM, B

pravo.gov.ru/proxy/ips/?docview&page=1&print=1&nd=102137440&rdk=61&&empire= 30/165


k6clnthook://&nd=606416459
k6clnthook://&nd=606416459
k6clnthook://&nd=102375700
k6clnthook://&nd=606416459

12.07.2024, 16:23 06 obpalleHnn nekapcTBEHHbIX CPeacTB

HOBOM JTO3UPOBKE MPH JTOKA3ATEIHCTBE €€ KIMHUUECKON 3HAYMMOCTH U () (HEKTUBHOCTH;
3) HOBbIE KOMOMHAILIMH 3aPETUCTPUPOBAHHBIX PaHEE JIEKAPCTBEHHBIX MPENaparos.

3. FOCYI[apCTBCHHaH peructpanuda JICKAPCTBCHHBIX IMPCIIApAaTOB OCYIICCTBIIACTCS 10

pe3yapTaraM dKCIEePTU3bl JIEKAPCTBEHHBIX CPEeACTB. (B  pedaxkyuu DedepaibHoco 3aKoHa
ot 30.01.2024 Ne 1-®3)

4. TocynmapCTBEHHas perucrpauus JIEKQpCTBEHHOIO Ipernapara OCyLIECTBIIAETCS
COOTBETCTBYIOIIUM YIOJIHOMOUYEHHBIM (heiepaibHbIM OpPraHOM MCIOJHUTENBHON BJIACTU B CPOK,
HE TIPEBBIMIAIONIMK CTa IMECTUACCATH pPabouux JHEW CO [JHSA TPHUHITHS 3asABICHUS O
rOCYIapCTBEHHOM PETHCTPALIMU JIEKAPCTBEHHOTO Mpernapara sl MEAUIIMHCKOTO TPUMEHEHUS, U B
CpPOK, HE NpPEBBIMIAIOIIMNA CTa JABAALATH pabOYMX [HEW CO JHA NPUHATHUS 3asBICHUS O
rOCYIapCTBEHHOM PETMCTPALUM JIEKAPCTBEHHOTO IIpenapara il BETEpPUHAPHOIO NMpUMeHEHus. B
yKa3aHHBIA CPOK BKIIIOYAETCS BpEMs, HEOOXOOUMOE MJIsi MOBTOPHOTO MPOBEACHUS SKCIEPTU3BI
JIEKapCTBEHHOT'O CPEJCTBA B COOTBETCTBUHU CO CTaTbeil 25 Hacrosiero denepasbHOrO 3aKOHA.
CpoK rocyapCTBEHHOW PETHCTPALMH JIEKAPCTBEHHOTO MpernapaTa UCUUCISAETCS CO THS MPUHATHS
COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (eepaibHbIM OPraHOM HCIIOJIHUTENIBHON BIIACTU
COOTBETCTBYIOLIETO 3asBJICHUS O FOCYAApPCTBEHHOM PETMCTPALMU JIEKAPCTBEHHOIO Ipernapara C
IPWIOKEHUEM HEOOXOIMMBIX JOKYMEHTOB IO JI€Hb BbIIAYM PErHMCTPALIMOHHOTO YIO0CTOBEPEHUS
JIeKapCTBEHHOTO Tmpemnapara. Bpems, HeoOXoaumoe [Uisi HampaBieHUS YIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTEIBLHOW BJIACTH 3alpoca O TMPEACTABICHUH HEOOXOTUMBIX
MaTepuajgoB W MPEACTABICHHS 3asBUTEJIEM OTBETa HA JAHHBIA 3aIpOC B COOTBETCTBUU CO
cratbsaMu 16, 19 u 23 nHactosmero denepajibHOrO 3aKOHA, HE YYHUTHIBACTCS INPU HCUHUCICHHUU
CpPOKa TOCYAapCTBEHHOM PErucTpallly JIEKapCTBEHHOIO mpemnapara. (B pedaxyuu Dedepanvroco
3axona ot 30.01.2024 Ne 1-®3)

5. TocynapCTBEHHOM PETUCTPALIMU HE TTOJIEHKAT:

1) nexapcTBeHHbIE  TIpemaparbl, W3TOTOBJICHHBIC  ANTEYHBIMH  OPTraHHU3ALUSIMHU,
BETEPUHAPHBIMHM  ANITEYHBIMH  OPTraHU3alUsIMHU, HWHIUBUAYAIbHBIMA  IPEANPUHUMATENSIMH,
KOTOpbIE HWMEIOT JIMIEH3WI0 Ha (apMaleBTUUECKYl0 JACSITeNIbHOCTh, [0 pelenTaM Ha
JIEKapCTBEHHBIC TIpemaparbl W TPEOOBAHUSAM MEAMIIMHCKUX OpraHW3alluid, BETCPHHAPHBIX
OpraHU3aInu;

2) nexapCTBEHHbIE Ipemnaparbl, NPUOOpPETEHHbIE (PU3UUECKUMH JULAMHU 3a IpeneaaMu

Poccuiickoi CDCI[epaHI/II/I 1 IpCAHA3HAYCHHBIC OJIS1 JIMYHOT'O UCIIOJIb30BAHUAA,

3) nekapcTBeHHbIE Mpenaparbl, BBO3uMble B Poccuiickyro dDeneparuio s OKa3aHUs
MEAULINHCKOW ITOMOIIM IO >KMU3HEHHBIM IIOKa3aHUSIM KOHKPETHOTO MAalMEHTAa HAa OCHOBAaHWH
paspeliieHusl, BEIIAHHOTO YIIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJIHUTEIIBHOU BIIACTH;

4) nexapCTBEHHbIE CpeICTBAa, BBO3MMBbIE B Pocculickyro ®enepanuio Ha OCHOBAHUU
BBIJJAHHOTO YTOJHOMOYEHHBIM (he/ilepaabHbIM OPraHOM HMCIOJHUTEIBHON BJIACTH Pa3peIicHUs U
MPEIHA3HAYEHHBIE ISl MPOBEACHUS KIIMHUYECKUX MCCIICNOBAHUM JIEKAPCTBEHHBIX IPENaparoB U
(wH) TpOBEACHUST IKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB JJISI OCYIIECTBICHUS TOCYIapCTBEHHOM
pErucTpavu JIEKapCTBEHHBIX MPENAPaTOB;

5) bapmamneBTHUECCKHE CYOCTaHIINY;

6) paauodapmMaleBTUIeCKIe JIEKapCTBCHHBIC npenaparsl, M3TOTOBJICHHBIC
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HEMOCPEICTBEHHO B MEJIUIIMHCKUX OPTraHU3alMsAX B MOPSIKE, YCTAHOBIECHHOM YIMOJIHOMOYEHHBIM
(dhenepaabHBIM OpraHOM HCIIOJIHUTEIIBHOU BIIACTH;

7) nekapCcTBEHHbIE IIPeNapaThl, IPOU3BOJUMBIE JIJISl IKCIIOPTA.
6. He nomyckaercs rocynqapcTBeHHasi perucTpanus:

1) nexapcTBEHHBIX MpPEMapaToOB, OTAUYAOMINXCS APYT OT Jpyra KaueCTBEHHBIM COCTABOM
JEUCTBYIOIIUX BELIECTB, MI0J OANHAKOBBIM TOPTOBBIM HAUMEHOBAHUEM;

2) OIHOro JIEKApCTBEHHOTO Iperapara, MPEICTaBICHHOIO Ha TOCYIapCTBEHHYIO
PETUCTPAIMIO B OTHOIICHUH OHOTO W TOTO K€ JEP)KaTeNs WM BIAJCibIla PErHCTPAI[HOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO Tperapara B BUJE JBYX W OoJyiee JICKApCTBEHHBIX IMpENapaToB
MOJl pa3IMYHBIMM TOPTOBBIMM HAWMEHOBaHUSIMU. (B peodakyuu Dedepanrvhoco 3aKoHa
ot 04.06.2018 Ne 140-D3)

7. Tlo 3ampocy B »neKTpoHHOUW (opme cyObhekTa oOpalieHus JEKapCTBEHHBIX CPEICTB
COOTBETCTBYIOIIMM  yIOJHOMOUYEHHBIM (peiepasibHbIM  OpPraHOM  HUCIOJHUTEIBHOM  BIACTH,
OCYIIECTBISIFOIIMM  TOCYJAPCTBEHHYKO)  PETHCTPALIMIO  JICKAPCTBEHHBIX  MpEeNaparoB, B
YCTAHOBJIEHHOM WM TOPSJKE OCYIIECTBISETCS HAaydyHOE KOHCYJIBTHUPOBAHHME I10 BOMpOCaM,
CBA3aHHBIM C TIPOBEACHUEM JIOKIMHUYECKHX MCCIICNOBAHUM, KIMHUYECKUX HCCIIECI0BaHUM
JIEKapCTBEHHBIX TMPENaparoB, SKCIEPTU3bl KaueCTBa JEKAPCTBEHHBIX CPEACTB, dPPEKTUBHOCTU U
0€30MacHOCTH, C OCYIIECTBIEHUEM TOCYIApPCTBEHHON PETUCTPAIMU JICKAPCTBEHHBIX MPENaparoB.
KoncynbTupoBanue OCyHIECTBISIETCS € MpuBIeYeHHEM (eAepalibHbIX TOCYIapCTBEHHBIX
OIO[DKETHBIX  YUYPEXKJEHUW,  MOJABEJOMCTBEHHBIX  JaHHOMY  (enepaibHOMy  OpraHy
UCIIOJIHUTEJILHON BIACTH M HE YYaCTBYIOUIMX B OpPraHM3allMM MPOBEIECHUS IKCIIEPTU3bl KauyeCcTBa
JIEKAPCTBEHHBIX CPEJICTB B IEJSIX OCYIIECTBICHUS MX TOCYJapCTBEHHOM pErucTpanud B
COOTBETCTBHUH CO cTaThel 16 Hacrosimero denepaibHOr0 3aKOHA, B BHJIE OTBETA B MUCHMEHHOM
dbopmMe yrosHOMOYeHHOTO (eAepalbHOTO OpraHa WCIOJHUTEIBLHOM BiacTH Ha 3ampoc. Pasmep
B3UMAaeMOU C 3asiBUTEIIS TUIATHI ONIPEACIISIETCS B COOTBETCTBUM € 3aKOHOJATENBCTBOM Poccuiickoit
Oepepani 00 opraHuU3alMyd MPETOCTABICHUS TOCYIAPCTBEHHBIX M MYHUIIMIAIBHBIX YCIYT.
Nudopmanuss 00 ocCyiecTBIEHUH HAYYHOTO KOHCYJIBTUPOBAaHUS, B TOM YHWCJIE CTaTbH, 0030pHI,
CIIpaBOYHBIC MaTepualbl U UHass UHQPoOpMAIUsS 00 OCYIIECTBIEHUH HAYYHOTO KOHCYJIBTUPOBAHUSA,
pasMernraeTcss Ha OPUIIHATHLHOM CaliTe YIOJIHOMOUYEHHOTO (eiepalbHOT0 OpraHa UCIIOJHUTEIBHOM
BiacT B cet "MHTepHeT" ¢ coONoIeHneM OrpaHUYeHUH, YCTAaHOBIEHHBIX 3aKOHOAATEIBCTBOM O
NEePCOHANBHBIX JaHHBIX, KOMMEpYECKOM H (WJIM) TOCYyIapCTBEHHOW TaiiHe. (B pedakyuu
®Deoepanvroco 3axona ot 30.01.2024 No 1-D3)

8. T'ocymapcTBeHHasi perucTpals JIEKapCTBEHHbBIX MPENapaToB, KOTOPbIE MPEIHA3HAYEHBI
JUIl IPUMEHEHHUS B YCIIOBUAX BOCHHBIX JCHCTBUU, YPE3BBIYANHBIX CUTYALUH, IPEAYIPEKIACHUS
Ype3BbIYANHBIX CUTYallui, TPO(PUIAKTUKY U JeueHus 3a001eBaHuM, IPEICTABISIONIMX OMACHOCTD
IUISL  OKpYXarolux, 3a00JIeBaHUW W TOPAKEHUW, TMOJIYYEHHBIX B pe3yJIbTaTe BO3JAECHCTBUSA
HEONMAronpusTHBIX XUMUYECKUX, OHOJIOTMYECKUX, paTUAIMOHHBIX (AKTOPOB, U KOTOPHIC
pa3paboTaHbl B TOM 4YHCIE MO 3aJaHui0 (eAepalbHbIX OpPraHOB HCIOIHUTEIHLHOW BJIACTH,
YIOJHOMOYEHHBIX B 001acTh OOOpOHBI CTpaHbl W 0OE30MaCHOCTH TOCYIapCTBa, a TaKxkKe
JIEKapCTBEHHBIX CPEACTB B Cllydyae UX AePEKTYpbl WIH pUCKa BOZHUKHOBEHUS A€(EKTYpbl B CBS3U
C BBeJeHUEM B oTHoueHuHu Poccuiickorn @enepanvii OrpaHUYMTENBHBIX MEP YKOHOMHYECKOTO
XapakTepa OCYIIECTBISIETCA B TMOpAAKEe, YycTaHOBIIeHHOM IIpaBurensctBom Poccuiickoit
denepanuu. (B pedakyuu gedepanvuvix 3axonos oT 01.04.2020 Ne 98-D3, ot 08.03.2022 No 46-
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®3)
(Cmamuws 6 pedakyuu edepanvroeo 3axona ot 22.12.2014 Ne 429-03)

Crarbi 14. HpI/IHIII/ll'[bI IKCIEPTU3BI JICKAPCTBCHHBIX CPEACTB

1. SKCHepTI/ISa JICKAPCTBCHHLIX CpPCACTB OCHOBLIBACTCA HA INIPUHOUIIAX 3aKOHHOCTH,
CO6J'HOI[€HI/IH npaB 1 CB06OI[ YCJIOBCKA U I'paXKJaHWHA, IIpaB IOPUANYCCKOIO JIMIa, HC3aBUCHUMOCTH
OKCIICpTa, O6T>€KTI/IBHOCTI/I, BCCCTOPOHHOCTH MW IIOJIHOTHI HCCHCI[OB&HHﬁ, INPOBOAUMEBIX C
HCITIOJIb30BAHUCM COBPCMCHHBIX JIOCTHUKCHU U HAayYKH 1 TCXHUKHU, OTBCTCTBCHHOCTU (bez[epaanoro
roCyaapCTBCHHOI'O 6IOI[)KGTHOI’O YUPCKACHUA 110 IIPOBCACHHUIO OSKCIICPTU3BI JICKAPCTBCHHBIX
CpCACTB U 3KCIICPTOB 3a MMPOBCACHHUEC U KAYCCTBO SKCIICPTU3EI.

2. DKcHepTr3a JCKapCTBEHHBIX MPEerapaToB T MEAUITMHCKOTO IPUMEHEHHUS BKIIOYACT B
ceOs:

1) oKcrmepTHdy JOKYMEHTOB, TPEACTABICHHBIX JUIS ONPEACICHHS BO3MOXKHOCTH
paccMaTpuBaTh JICKQpPCTBEHHBIM Mpemnapar JUisd MEAWIIMHCKOTO TNPUMEHCHHS B KavyeCTBE
opaHHOTO JIEKapCTBEHHOTO TIpemnapara; (B pedaxyuu Pedepanvrozo 3akona ot 30.01.2024 Ne 1-
@3)

2) BKCIepPTH3y MPEIJIOKEHHBIX METOMIOB KOHTPOJISI KaueCcTBa JIGKAPCTBEHHOTO CPEJCTBA U
(W) KauecTBa MPEACTABICHHBIX 00pa3IoOB JIEKAPCTBEHHOTO CPEICTBAa C MCIOIB30BAHHUEM ATHX
METOJIOB (J1ajiee - AKCIIepTH3a KaueCcTBa JEKAPCTBEHHOTO CPENCTBA); (B pedaxyuu Dedepanvrozo
3axona ot 30.01.2024 No 1-®3)

3) OKCIICPTU3y OTHOUICHHA O)KHI[&GMOﬁ IMOJIb3bl K BO3MOXHOMY PHUCKY IIPUMCHCHUA
JICKAapCTBCHHOTO IIpCIiapara,

4) oSKCHepTHU3y pEerucTpallMoOHHOTO JOChe Ha JIEKAPCTBEHHBIM MpemapaTr B IENsIX
OTpE/ICNICHUsT  B3aMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  MpEnaparoB s MEIUIIMHCKOTO
npuMeHeHus. ({ononnenue nynkmom - Pedepanviuuiii 3akon ot 27.12.2019 Ne 475-D3)

3. DKkcnepTy3a JeKapCTBEHHBIX MTPENapaToB sl BETEPUHAPHOTO IPUMEHEHUS BKIKOYAET B
ce0si IKCIEpPTU3y KadecTBa JIEKAPCTBEHHOIO CPEICTBA U HKCIEPTU3y OTHOLICHUS OXKHIaeMOMN
IIOJIB3bI K BO3MOKHOMY PHUCKY IIPUMEHEHUs JIEKAPCTBEHHOT'O IIpemnapara.

(Cmamuws 6 pedaxyuu Dedepanvroeo 3axona ot 22.12.2014 Ne 429-03)

Crarps 15. @enepasibHoe rocyiapcTBeHHOE OI0IKeTHOE YUPeKAeHUe 1Mo
MPOBEACHUIO IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB

DKcIepTr3a JICKApCTBEHHBIX CPEIICTB MPOBOAMTCS (heAepaibHBIM TOCYIapCTBEHHBIM
OIO/DKETHBIM ~ YUPEXKJICHUEM COOTBETCTBYIOMIETO YIOJTHOMOYEHHOTO (eepasbHOTO OpraHa
UCTIOJTHUTEIBHON BJIACTH, CO3JAHHBIM JJIsi OOECIeUeHHUsS] WCIIOJHEHUS TOTHOMOYHHA 3TOTrO
denepanbHOTO OpraHa MO BbIIAYe pPAa3pelICHUN Ha TPOBEACHUE KIMHUYECKHX HCCIEIOBaHUN
JIEKAPCTBEHHBIX IMpenapatoB W (WIM) MO TOCYIapCTBEHHOM perucrpauuu (perucrpanuu)
JIEKapCTBEHHBIX TPEIapaToB (Janee - AKCIEepPTHOE yupexiaeHue). (B pedaxyuu Dedepanvrozo

pravo.gov.ru/proxy/ips/?docview&page=1&print=1&nd=102137440&rdk=61&&empire= 33/165


k6clnthook://&nd=602901004
k6clnthook://&nd=102364596
k6clnthook://&nd=606416459
k6clnthook://&nd=606416459
k6clnthook://&nd=606416459
k6clnthook://&nd=102649801
k6clnthook://&nd=102364596

12.07.2024, 16:23 06 obpalleHnn nekapcTBEHHbIX CPeacTB

3axona ot 30.01.2024 No 1-®3)

Crarbs 16. Opranusanus nNpoBeIeHusi IKCIePTH3bI JJEKAPCTBEHHbIX CPeICTB

(Haumenosanue 6 pedaxyuu @edepanvrozo 3akona ot 22.12.2014 Ne 429-D3)

1. Dxcneprr3a JIEKapCTBEHHBIX CPEACTB IMPOBOJUTCS KOMUCCUEN IKCIEPTOB HKCIEPTHOIO
YUPEKJICHHS, HA3HAYEHHON €ro pyKOBOAWTEIEM, HAa OCHOBAaHHUM 3aJaHUs Ha IPOBEACHUE
AKCIIEPTU3BI JICKAPCTBEHHOTO CPEACTBA, BBIJIAHHOTO YIMOJHOMOYECHHBIM (pefiepajbHbIM OpraHOM
WCIIOJIHUTEIbHON BIacTH. PyKoBOOUTENb SKCIEPTHOIO YUpEXJIEeHUS 00eCIeunBaeT HajaJiexKallee
IIPOBECHUE DKCIEPTU3bI JIEKAPCTBEHHBIX CPEIACTB B COOTBETCTBUM C 33JaHHUEM, BBIIAHHBIM
YIOJIHOMOYEHHBIM (hefiepaibHbIM OpraHOM HCIIOJHUTENLHOM BIACTH, U OPraHU3yeT MOATOTOBKY
CBOJIHOTO 3aKJIFOUEHHSI 3TOW KOMHUCCHHM. B cOCTaB 3TOW KOMHUCCHM MO PELICHHUIO PYKOBOAMTEIS
AKCIIEPTHOTO YUPEKJACHHSI MOTYT ObITh BKJIIOUEHBI B KAYECTBE IKCIIEPTOB JIKIIA, HE paboTaroiue B
JTAHHOM SKCIIEPTHOM YUPEXKJIEHUH, €CIIM UX CHelHalbHble 3HaHUS HEOOXOAUMBI AJI MPOBEICHUS
JKCIIEPTU3bI U TAKUE IKCIIEPTHI OTCYTCTBYIOT B IAHHOM JKCIEPTHOM YUPEKICHUH.

2. DOKcmeproM TIO TMPOBEACHHUIO JKCIIEPTU3BI JICKAPCTBEHHBIX CPEACTB  SBISICTCS
aTTECTOBAHHBIH PAaOOTHHUK AKCIIEPTHOTO YUPEKICHUS, KOTOPBIH HWMEET BBICIIEE MEIAMITMHCKOE,
(hapMmarieBTHUECKOE, OMOJIOTMYECKOE, BETEPUHAPHOE MJIM XUMHYECKOE 00pa30BaHUE W MPOBOAUT
AKCIIEPTHU3Y JICKAPCTBEHHBIX CPEACTB B MOPSAKE UCTIOTHEHUSI CBOUX JTOJDKHOCTHBIX 00SI3aHHOCTEHN
(manee - sKcmepr).

3. Ilpu mpoBeaeHNH SKCIIEPTU3BI JICKAPCTBEHHBIX CPEJCTB AKCIIEPT HE MOXKET HAXOIUTHCS
B KakoW-TMOO 3aBUCUMOCTH OT JIWIA, HA3HAYMBIIETO OTy OKCIEPTU3Y, pa3padOTUHMKa
JIEKapCTBEHHOTO CPEJICTBA WJIH JIPYTUX 3aMHTEPECOBAHHBIX B pe3yIbTaTax dKCTIEPTU3bI JIUII.

4. ITpu poBeIeHUN PKCTIEPTU3BI JIGKAPCTBEHHBIX CPENICTB HE JOMYCKAETCsl NCTPeOOBaHME
OKCIIEPTOM y 3asBHUTENSl JIMOO WHBIX JIUI] MarephalioB, HEOOXOAMMBIX [UISl TIPOBEICHUS
OKCIEpPTU3bl. B cilydae HEZOCTaTOYHOCTH MPEACTABICHHBIX IKCIEPTY MaTepUATIOB B JIMYHBIN
KaOMHET 3asBUTENsI B €IMHOM TOCYIapCTBEHHOM MHQPOPMAIMOHHONW cHUCTeME B cdepe
3paBOOXpaHEHUs (Jayee - euHasi CUCTeMa) AKCIIEPTHBIM YUPEKJICHUEM HAIPABIISETCS 3aIpOC O
NPEICTABICHUU HEOOXOAMMBIX MAaTEPHAJIOB, MOAMUCAHHBIA PYyKOBOAHMTENEM (YIMOJTHOMOYCHHBIM
JUIOM) DKCHEPTHOTO YYPEXKJCHUS C UCIOJIb30BAHMEM YCHJICHHON KBaJIU(UIIMPOBAHHOM
ANMEKTPOHHOU moanucH. (B pedaxyuu Dedepanvroeo 3axona ot 30.01.2024 Ne 1-D3)

4!, 3agBurtens 06g3aH HANPABUTh B JUUYHBIA KAOHMHET SKCIIEPTHOIO YUPEKICHUS B €IUHOM
CHUCTeMEe TMOJNMCAHHBIN YCHUJICHHON KBaIM(DPUIMPOBAHHON SIEKTPOHHOW MOAMKUCHIO OTBET HAa
3aMpocC AKCIEPTHOTO YUPEKIACHHUS B CPOK, HE MPEBBIIIAIONINN JEBIHOCTAa pabOYMX JHEWU CO JTHSA
MOJTYYCHHSI DKCTIEPTHBIM YUPEXKJICHUEM 3JIEKTPOHHOTO YBEIOMIJICHHSI O TMOJYYCHUH 3asBUTEIIEM
3anpoca. Bpemsi co 1Hs HanpaBiIeHUs! SKCIIEPTHBIM YUPEKICHUEM B JINYHBIN KAOMHET 3asBUTENIS B
€IMHON CHUCTEME 3aIipoca O MPEeICTaBICHUN JAOMOJIHUTENbHBIX MaTEepPUAIOB A0 JHS HalpaBlCHUs
3asgBUTEJIEM B JIMYHBIA KaOMHET SKCIEPTHOTO YUPEXKIEHUS B €IMHOM cucTeMe OTBETa Ha 3ampoc
HE YYWTHIBACTCA TPU MCUYUCIEHHWH CpPOKa MPOBEACHUS IKCHEPTH3bl  JIEKAPCTBEHHOIO
cpenctBa. (/[ononnenue uacmoio - Pedepanvhsiii 3axon ot 25.11.2013 Ne 317-®3) (B peoaxyuu
Dedepanvrozco 3axona ot 30.01.2024 No 1-D3)
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4%, Eciti 3asiBUTENEM B COOTBETCTBHH ¢ 4acThio 1! crarbu 30 mim uwacTbio 2 cratbu 34
HacTosimero PenepanbHOrO 3aKOHA IMPEJACTABICHA KOMMUSA PEIICHUS  YHOJIHOMOYEHHOTO
(dbenepaabHOTO OpraHa WCIOJIHUTEIBLHON BJIACTH O MPOBENCHHH (hapMalleBTUUECKOW WHCTICKIINH
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB 11 MEIUIMHCKOIO TPUMEHEHUSI HA COOTBETCTBUE
TpeOOBaHUSAM  MpaBWJI  HaJIekKaled  MPOU3BOACTBEHHOW  mpakThuku  EBpasuiickoro
SKOHOMHUYECKOTO COI03a, AKCIEPTY A0 O(QOPMIICHHS PE3yJAbTaTOB AKCHEPTU3BI JEKAPCTBEHHOTO
CpeACTBAa MPEACTABIISIETCA KOMUS 3aKJIFOYEHUS O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHWSAM TPAaBWI HANJICKAIMECH TMPOU3BOACTBEHHON TMPAKTHUKHA, BBIJIAHHOTO
YIOJHOMOUYEHHBIM (he/iepaIbHbIM OPraHOM HCIIOJIHUTEIBLHON BJIACTH, WJIM KOmUs cepTudukara
COOTBETCTBUSI TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB Ui MEOUUMHCKOTO MPUMEHEHUS
TpeOOBaHMSIM  TPaBUI  HAJIeKalled  MPOM3BOACTBEHHOM  TpakTuku  EBpasuiickoro

AKOHOMHYECKOTO COt03a. (/{ononnenue uacmoto - Pedepanvhsiii 3axon oT 04.06.2018 Ne 140-
d3) (B peoakyuu Pedepanvroco 3axona ot 30.01.2024 No 1-D3)

43, 3asBuTenb 0043aH HATIPABUTD B JMYHbIN KAOUHET KCIEPTHOTO YUPEkKICHHS B eIUHOM
CHCTeMe KOIMIO 3aKIIOYeH s WM KOIHUIO CepTU(HKATa, YKA3aHHBIX B 4acTH 4° HacTosIel cTaTby,
B CPOK, HE MPEBBIIMIAIONINA CTa BOCBMHIECITH padOYMX THEH CO JTHS TOMYyYEHHUS SKCIEPTHBIM
YUPEKICHUEM  DJIEKTPOHHOIO  YBEJOMIICHMSI O TMOJYYEHUM 3asgBUTEIEM  IOANMHCAHHOTO
pyKoOBOIUTENEM (YMOJTHOMOYEHHBIM JIMIIOM) OHKCIEPTHOTO YUYPEXKIECHUS C HCIOJIIb30BAHHEM
YCWJICHHON KBaJIM(PUIMPOBAHHON IEKTPOHHOMN MOANUCH 3a1poca O MPEeI0CTaBIEHNN JOKYMEHTA.
Bpewms co 1HA HampaBlieHUS! SKCIEPTHBIM YUpEXKICHUEM 3allpoca B JIUYHBIA KAOWHET 3asBUTENS B
€IMHON CHCTEeME JI0 JHS HAIPaBJICHUS 3asiBUTEJIEM B JIMYHBIM KaOMHET SKCIIEPTHOTO YUPEKICHUS
B EIMHOI CHCTeMe KONMH 3aKIIOUeHHs HIH KONMH cepTH(UKATa, yKa3aHHBIX B 4acTH 4°
HaCTOSINIEHM CTaTbW, HE YYUTHIBAETCA MPH HCUUCICHUH CpPOKA MPOBEICHUS HKCIEPTU3bI
JIEKapCTBEHHOTO CPEACTBA. (/Jononnenue uacmoio - Pedepanvusiii 3akon oT 04.06.2018 Ne 140-
®3) (B peoakyuu Pedepanvroco 3axona ot 30.01.2024 No 1-D3)

5. DKcnept npu NpOBENCHUHN TOPYUYEHHON €My PYKOBOIUTENIEM HKCIIEPTHOTO YUPEKICHHUS
AKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA 00sI3aH:

1) IMPOBCCTHU IMOJHOC HUCCICAOBAHUC MPCACTABICHHBIX CMY 06’beKTOB, MarcpuajioB, AaTb
000CHOBAaHHOE M OOBEKTHMBHOE 3aKJIIOUEHHE I10 ITOCTaBJIIEHHBIM nepe] HUM BOIIpOCaM MHJIHU
MOTHBHPOBAHHOC 3aKJIIOUCHHEC O HCBO3MOXXHOCTHU IPOBCACHUA MM JSKCICPTU3LI JICKAPCTBCHHOI'O
cpeacTBa, €CJIM IMOCTABJICHHLIC BOIIPOCHI BBIXOAAT 3a HPCACIIbI CIICHUAJIBHBIX 3HAHUI OKCIICpTa,
OOBEKTHI I/ICCJICIIOBaHI/Iﬁ U Marcpualibl HCHIPUTOAHBI HWJIM HCAOCTATOUYHBLI IJIs1 IIPOBCIACHUA
I/ICC.HGILOBaHI/Iﬁ N a4y 3aKJIFOUYCHUA 00 COBpeMCHHBIﬁ YPOBCHb PAa3BHUTHUA HAYKH HC IMO3BOJISACT
OTBCTUTH HA IMOCTABJICHHBLIC BOIIPOCHI;

2) He pa3miamarbh CBEACHUS, KOTOPbIE CTAJIM €My M3BECTHBI B CBS3M C IPOBEICHUEM
AKCIIEPTU3bl JIEKAPCTBEHHOIO CPEJICTBA, & TAKKE CBEACHUS, COCTABJSIOIIME TIOCYIapCTBEHHYIO,
KOMMEPUYECKYIO MM UHYIO OXPaHIEMYIO 3aKOHOM TalHY;

3) obecneunTh COXPaHHOCTD MPEACTABICHHBIX 00BEKTOB UCCISAOBAHUN U MaTEPHAJIOB.
6. DKcHepT HE BIpaBe:

1) npoBOIUTE 3KCHEPTU3Y JIEKAPCTBEHHOTO CPECTBA MO OOPAILEHUIO HEMTOCPEICTBEHHO K
HeMY OpraHM3alui Wik GU3NYECKUX JIULL;

2) caMOCTOSTEIBbHO COOMpPATh MaTepHaibl JIsl TPOBEACHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO
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CpPE/CTBA;

3) MpPOBOAWTH IKCIEPTU3Y JICKAPCTBEHHOTO CPEJCTBA B KAa4€CTBE HETOCYNApPCTBEHHOTO
JKCIIEpTa.

7. B ciayyae HeOoOXOAMMOCTH SKCHEpPT BIpaBe XOJaTailcTBOBaTh NEpei] PyKOBOAUTEIEM
AKCIIEPTHOTO YUPEKJICHUS O MPUBICUCHUN K MPOBEACHUIO SKCTIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA
JIPYTUX SKCIEPTOB.

8. Kaxnpiil skcneprt, BXOASMIMA B COCTaB KOMHUCCHUM 3KCIEPTOB, KOTOPOM MMOPYYEHO
MPOBEACHUE SKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHMO M CaMOCTOSITEILHO IPOBOIUT
WCCIIEOBaHUsA, OLEHUBAET pPE3yJbTaThbl, MOJIYYECHHbIE WM JIMYHO W JPYTUMH SKCHEpTamMu, U
(dhopMynupyeT BBIBOABI OTHOCUTEIBHO MOCTABICHHBIX BOIPOCOB B MpEeNiax CBOUX CIEHHUAIbHBIX
3HAHUMU.

9. PGBYJ'II)TaTLI SKCIICPTU3bI JICKAPCTBCHHOI'O0 CpCACTBA OCI)OpMJUIIOTCH 3aKJIFOYCHHUEM
KOMHCCHHU  OKCIICPTOB. B 3akmoueHMHM  KOMHCCHU OKCIICPTOB  YKa3bIBAIOTCA  IICPCUCHDL
I/ICCJ'IGI[OBaHI/II\/'I, 00BeEM ONPOBCACHHBIX KaXXAbIM JSKCIICPTOM HCCJIGI[OB&HHfl, YCTAHOBJICHHBIC
KaXXJIbIM H3 HHX (baKTI)I Hn CACIIAHHBIC B PC3YIILTATC I/ICCJ'IGI[OBaHI/Iﬁ BBIBOJBI. 3KCH6pT, MHCHUC
KOTOPOIo HC COBIIAAACT C PCHICHHCM KOMHUCCHH SKCIICPTOB, BIIPABC BBIPA3UTH CBOC MHCHHUC B
MMMCHbMEHHOM q)opMe, KOTOpOC HpI/IO6IHaeTC}I K 3aKJIFOYCHUIO KOMHCCHHU DKCIICPTOB.

10. DxcnepThl, BXOJAIINE B COCTAB KOMUCCHUHU, TPEIYTPEKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUHU C 3aKOHOAATENbCTBOM Poccuiickoi denepannu 3a gady 3aKJIFOUEHUS, COACPIKAILETO
HE00OCHOBaHHBIE WU (aabCU(ULIUPOBAHHBIE BHIBOJIBI, O YEM OHU JAIOT MOATMKCKY.

11. Onpenenenne ypoBHs MpodhecCHOHATBLHON MOATOTOBKH SKCIIEPTOB M aTTECTAIUS UX Ha
MpaBO TPOBEJACHUS OKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIOTCA JKCIEPTHO-
KBUIM(PUKAIMOHHBIMA ~ KOMHCCHSIMH B TIOPAJIKE,  YCTAHOBJIEHHOM  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (denepanbHBIM OpraHoM UCIIOJTHUTEIbHOU BJIACTH. VYpoBeHb
npo¢eCCUOHATBHON MOATOTOBKU AKCIEPTOB MOMJICKHUT MEPECMOTPY YKa3aHHBIMU KOMUCCHUSIMU HE
peke 4yeM OJIUH pa3 B MATh JIET.

12. TlpaBuna mnpoBEACHHS] DSKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB U OCOOEHHOCTH
AKCIIEPTU3bl OTIIEIBHBIX BHUOB JIEKAPCTBEHHBIX MpenapatoB (pedepeHTHBIX JIEKAPCTBEHHBIX
IpenapaToB, BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX MpENnaparoB, OMOJOTHYECKUX JIEKapCTBEHHBIX
npernaparoB, OHWOaHANOTOBBIX (OMOMOMOOHBIX) JIEKApCTBEHHBIX TNpernaparoB (OMOaHAIOTOB),
TOMEOMATUYECKUX JICKAPCTBEHHBIX TMPEMapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX IMPENapaTos,
KOMOWHAIIUKA  JICKAPCTBEHHBIX TMpemapartoB), (OPMbI 3aKIIOUYEHUNH KOMUCCHU OIKCIIEPTOB
yCTaHABINBAIOTCS COOTBETCTBYIOIINUM YHOJTHOMOYEHHBIM benepaabHBIM OpraHoM
UCIIOJHUTENBHOU BIACTH. (B pedaxyuu Pedepanvrozo 3axona ot 22.12.2014 Ne 429-D3)

Crarbs 17. [lonauya u paccMoTpeHue 3asiBJIEHUsI 0 TOCYIapCTBEHHOM
perucTpaium JeKapcTBEHHOI0 NMpenapara 1Jisi BeTepUHAPHOI0
NpUMeHeHUsl

1. Ins rocynapCTBEHHOW pErucTpauuy JEKapCTBEHHOrO Mpernapara Juisi BETEPUHAPHOTO
OPUMEHEHHS pa3pabOTUUK TAKOTO JIEKAPCTBEHHOTO Mperapara Wid YIOJHOMOYEHHOE UM JIpYroe
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IOpUINYECKOE MO (/amee B HACTOSIICH CTarbe - 3asBHUTENb) HAMpPaBISET MOCPEACTBOM
(dhenepanbHOI roCyTapCTBEHHON MH(POPMATMOHHOW crucTeMbl "EMUHBINA mopTal rocyaapcTBEHHBIX
U MYHULUUNAIBHBIX ycnyr (QyHkumil)' (manee - eAuHBIA MOpTan) B YIOJIHOMOYEHHBIN
denepanbHbIil OpraH HCIOMHUTEILHOW BIIACTH 3asBJICHHE O TOCYIapCTBEHHOW pPETUCTpPALUU
JIEKapCTBEHHOTO TIpemapara Jyuisi BETEPUHAPHOTO MPUMEHEHHUs, TMOAMUCAHHOE YCHUJICHHOM
KBAJIM(DUIIMPOBAHHOM AIIEKTPOHHOM MOJMUCKHIO, a TaK)KE JOKYMEHTHI, U3 KOTOPHIX (OpMUpYETCs
PETHCTPALIMOHHOE JOChE HA JIGKAPCTBEHHBIN Mpemapar s BETEpUHAPHOTO TpUMEHEeHHs. (B
peoaxyuu Pedepanvrozo 3axkorna ot 30.01.2024 Ne 1-D3)

2. B 3adBlieHMH O TOCYHApCTBEHHOW PETUCTpAllMM JIEKapCTBEHHOIO Ipemnapara s
BETEPUHAPHOTO IPUMEHEHHS YKA3bIBAIOTCH:

1) HaumMeHOBaHME U aJpec 3asBUTENS, pa3pabOTUHKa U MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara JJis BETEPUHAPHOIO MPUMEHEHUS M aJpec MecTa OCYIIECTBICHUS NPOU3BOJICTBA
JIEKapCTBEHHOTO Mpernapara JUisi BETEPUHAPHOIO NMPUMEHEHHUs (B ClIy4yae HaJW4Ms HECKOJIbKUX
YYaCTHHUKOB IpoIecca MPOU3BOJICTBA HEOOXOIMMO YKa3aTh KaXKI0TO U3 HUX);

2) HaUMEHOBaHHE JICKAPCTBEHHOTO IMpemapara Juisi BETEPUHAPHOTO TMPUMEHEHUS
(MEeXIyHApOAHOE HEMAaTeHTOBAaHHOE, WM TPYNNHPOBOYHOE, WM XHUMHYECKOE€ M TOProBOE
HAaUMEHOBAHU);

3) mnepeyeHb JECUCTBYIOIIMX M BCIIOMOTATEIbHBIX BEIIECTB, BXOMSIIMX B COCTaB
JICKapCTBEHHOTO Mpenapara JiJisi BETEPUHAPHOTO MPUMEHEHUS, C YKa3aHUEM KOJIWYECTBA KaXKI0TO
W3 HUX;

4) JICKapCTBCHHAsA (bOpMa, A03UPOBKa, CITIOCOOBI BBCACHUA U IMMPUMCHCHH, CPOK TOAHOCTHU
JICKApCTBCHHOTO IIperiapara JJId BETCPUHAPHOTI0 IPUMCHCHUA,

5) dbapmakoTepaneBTUyecKas rpyIna;

6) HEoOXOAUMOCTh NMPUMEHEHUS YCKOPEHHOW MpPOLEAYpbl 3KCIEPTU3bl JIEKApPCTBEHHbBIX
CPEJICTB B LIEJISAX FOCYIapCTBEHHOM pErucTpalvy JEKapCTBEHHOTO Mpernapara;

7) KOITMK JTOKYMEHTOB, OJTBEPKIAIOIIMNX YIUIATy TOCYIapCTBEHHOM MOUIIUHBI:

a) 3a IMPOBEIECHHUE DOKCIEPTU3bl KauecTBa JIEKAPCTBEHHOIO CPEACTBA M SKCHEPTU3bI
OTHOILUEHHUSI OKUIJAEMOM IOJIb3bI K BO3MOKHOMY PHUCKY NMPHUMEHEHHUs JIEKAPCTBEHHOTO IIpenapara
JUIS1 BETEPUHAPHOTO PUMEHEHUS IPH €70 TOCYAAPCTBEHHON PETUCTPALINH;

0) 3a BbIJJauy PETUCTPALIMOHHOTO YI0CTOBEPEHHUSI JIEKAPCTBEHHOTO Mpernapara;

8) HajMuYKe commacus, MPeTyCMOTPEHHOIO YacThiO 7 HACTOSAIICH CTaThH, €CJIM ¢ MOMEHTA
peructpanuu pedepeHTHOro JICKapCTBEHHOTO Tpernapara JUisi BETSPUHAPHOTO IMPUMCHECHHUS
MPOIILTIO MEHEee YeM IIeCTh JIeT. (B pedakyuu Dedepanvroeo 3axona ot 13.07.2015 Ne 241-D3)

3. PerucrpammoHHoe [0Che€ B IENSIX SKCIEPTU3bl JIEKAPCTBEHHOIO Ipenapara s

BETEPUHAPHOIO TpPUMEHEHUs (OPMHUPYETCsl U3 CIEAYIOIIUX JOKYMEHTOB M CBelaeHuil: (B
peoaxkyuu Pedepanvrozo 3akona ot 27.12.2019 Ne 478-D3)

1) cBemeHus O pgare MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpPE JIMICH3UH Ha
MIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJCTB, MPEIOCTABICHHON MPOU3BOAUTENIO PETUCTPUPYEMOTO
JIEKapCTBEHHOTO0  Mperapara i~ BETEPUHAPHOTO  MPUMEHEHHUs, JUII  POCCHMCKHUX
npousBonutenen; (B pedaxyuu  gedepanvHuix  3axkonos oT 04.06.2018 Ne 140-@3,
oT 27.12.2019 Ne 478-D3)
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2) cBeleHHUs O Jare MPEJOCTABICHUS W PETUCTPALMOHHOM HOMEpE JIMIIEH3UH Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, MPEIOCTABICHHON MPOU3BOAUTENO (DapMarieBTUUYECKOM
cyOCTaHIMM, BXOHAIIEH B COCTAaB PErHUCTPUPYEMOrO JIEKAPCTBEHHOIO Ipernapara AJis

BETEPUHAPHOIO TMPUMEHEHUs, JUISl POCCUICKUX MpousBonuteneil; (B pedakyuu ghedepanvhvix
3akono6 ot 04.06.2018 Ne 140-D3, ot 27.12.2019 Ne 478-D3)

2') xonms JOKyMeHTa, BBIIAHHOTO YIIOJIHOMOYEHHBIM OPIaHOM CTpPAHbI MPOM3BOAUTENS
JUISL KaXJO0W MPOM3BOJCTBEHHOM IJIOIIAJKU PETUCTPUPYEMOrO JIEKAPCTBEHHOTO Mpernapara Ajis
BETEPUHAPHOIO  NPUMEHEHMs] U [OATBEPXKJAIOIIETO  COOTBETCTBUE  MPOU3BOAMUTENSA
JIEKapCTBEHHOTO Tpernapara TpeOOBaHUAM MPABHUII HaAJIEKalIeH MPOU3BOACTBEHHOMN MPAKTUKHU, U
€ro TMepeBOJl Ha PYCCKHM $3bIK, 3aBEPEHHBIC B YCTAHOBIEHHOM TOPSJKE, a TakkKe KoM
3aKJTIOUEHUS O COOTBETCTBUM TPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHUSAM TMPABHII
HaJUIeKallell MPOU3BOACTBEHHOM TMPAKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (erepanbHbIM
OpraHOM UCHOJHUTEIBHOU BIACTH JUISl KaXK10M MPOU3BOACTBEHHOW IIOLIAAKU PETUCTPUPYEMOTO
JICKapCTBEHHOTO TIperapara JUisi BETEPUHAPHOTO MPUMEHEHHsI, JUOO KOMHUS peHIeHUs O
IOPOBEICHUN  HMHCIEKTUPOBAHUS  IPOU3BOMUTENS  JIEKAPCTBEHHBIX  CPEACTB, MPHUHSATOrO
YIOJTHOMOYEHHBIM  (heZepallbHBIM ~ OpPTaHOM  HCTIOJHUTENBHOW  BIACTH  JUISL  KaKIOM
MIPOU3BOJICTBEHHOM TUIOMIAIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara AJisi BEeTepUHAPHOTO
MpUMEHEHUS. YKa3aHHbIE JOKYMEHThl MPEACTABISIIOTCA B ClOydae, €CId MPOU3BOACTBO
JIEKapCTBEHHOTO npenapara OCYILECTBISETCS 3a npeneaamMu Poccuiickoii
Oenepauuu; ({ononnenue nynkmom - @edepanvruiii 3akon ot 04.06.2018 Ne 140-D3)

2%) xomMsi JOKYMEHTA, BBIJIAHHOTO YIIOJIHOMOYEHHBIM OPIaHOM CTpPAHbLI MPOM3BOAUTENS
(dapmalrieBTUUECKOM  CyOCTaHIIMM W TOATBEP)KIAIOIIETO  COOTBETCTBUE  MPOU3BOAMUTENS
(apmalieBTUUECKOM CyOCTaHIMU, BXOISALIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
mperapara Uil BETEPUHAPHOTO  MPUMEHEHHs, TpeOOBaHUAM  TpPaBUI  HaJIexaren
MPOU3BOJCTBEHHOW MPAKTUKHU, U €r0 MEPEBOJ HA PYCCKHM S3BIK, 3aBEPEHHBIE B YCTAHOBIEHHOM
MOpSIJIKE, B CiIy4yae, €CJIM MPOU3BOACTBO (hapMalleBTHUECKONW CYOCTaHIIMU OCYIIECTBISETCS 3a
npenenamu  Poccuiickoit  ®enepauuu; ([ononnenue nynkmom -  @Dedepanvhvili  3aKOH
o1 04.06.2018 Ne 140-D3)

3) NpOeKT HOPMAaTUBHOIO JOKYMEHTAa Ha JIEKapCTBEHHBIM Ipemnapar sl BETEPUHAPHOTO
IIPUMEHEHUS;

4) TOKYMEHT, COZIepKaIiil CIeAYIONIYI0 nHpopManuio o (hapMaleBTHIECKOM CyOCTaHITUN
Wi (hapMarieBTUUYECKUX CyOCTaHIMSIX, BXOMSAIIUX B COCTaB JIGKAPCTBEHHOTO IMpernapara s
BETEPUHAPHOTO IPUMECHECHHUS:

a) HaMMEeHOBaHME (papMareBTUUYECKOM CyOCTaHIIMM, €€ CTPYKTypa, oOIue cBOiCTBa (Mpu
rOCyJapCTBEHHOW PETUCTpalii HWMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX MpEenaparoB AJis
BETEPUHAPHOT0 IPUMEHEHUS MIPE/ICTABISIOTCS CBEACHMS O IITaMME, BKJIIOUas €ro HAMMEHOBAaHUE,
MH(POPMAIIHMIO O TIPOUCXOKICHUH, €T0 CBOMCTBAaX, XapaKTEPUCTUKAX U MECTE JCTIOHUPOBaHuUs); (B
peoaxyuu Pedepanvrozo 3axkorna ot 02.08.2019 Ne 297-D3)

0) HaMMEHOBaHUE U aIPeC MPOU3BOIUTEIIS;

B) TCXHOJIOTH:A IIPOU3BOJACTBA C OITMCAHNCM CTaIII/Iﬁ MMpOU3BOACTBA U MCTOAOB KOHTPOJIA HA
BCCX CTAUAX IIPOU3BOJACTBA,

r) uHdopmanus 0 MpuMecax (He MPEACTABISETCS MPU TOCYAAPCTBEHHON PErucTpaluu
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MMMYHOOHOJIOTHYECKUX JIGKAPCTBEHHBIX IPENaparoB IS BETEPUHAPHOIO IPUMEHEHH:); (B
peoaxyuu Pedepanvrozo 3axkona ot 02.08.2019 Ne 297-D3)

n) crneurdukanus Ha (HapMalEeBTHUYECKYI0 CYOCTaHIMIO (HE TMPEACTABISETCS IIPU
TOCYIapCTBEHHOM PETrUCTpallud HMMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX IpEnaparoB s
BETEPUHAPHOTO NPUMEHEHHS); (B pedaxyuu Pedepanvrozo 3axona ot 02.08.2019 Ne 297-D3)

€) OMMCaHUE METOJIMK KOHTPOJIS KaueCTBa,

) pe3yNbTaThl aHAJIM3a Cepuil (hapMaIleBTUIECKOW CyOCTaHIIMU (HE MPEICTABISIOTCS TIPU
TOCYIapCTBCHHOH PETUCTPAIMA HMMMYHOOHOJIOTHYCCKUX JIGKAPCTBCHHBIX TIPENapaToB IS
BETEPUHAPHOTO IpUMEHEeHHUS); (B pedaxyuu Pedepanvrozo 3axona ot 02.08.2019 Ne 297-D3)

3) MNEpCUYCHb CTAHAAPTHBIX 06pa3u03 HJIN BCIICCTB, MCIIOJIB3YCMBIX IIPU OCYILICCTBJICHUU
KOHTPOJIAI Ka4CCTBA,

M) ONMHUCAaHHE XApPAaKTePUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEPUATIOB U YKYHNOPOYHBIX
CPEICTB;

K) JaHHBIC O CTaOMJILHOCTH (He IMPCACTABIAIOTCA IIPpHU I‘OCYI[&pCTBCHHOﬁ peructpanuu

UMMYHOOHMOJIOTHYCCKUX JICKAPCTBEHHBIX NIpEraparoB JUIsl BETEPUHAPHOTO MpHMEHEHus); (B
peoaxyuu Pedepanvrozo 3axkorna ot 02.08.2019 Ne 297-D3)

J) CPOK TOJTHOCTH, YCIIOBUSI XPAaHCHUS;

5) orueTr 0 pe3ynbrarax JOKIMHUYECKOTO HCCIIENOBAaHUS JEKAPCTBEHHOTO CPENCTBA IS
BETEPUHAPHOTO MPUMEHEHHUs, BKIIIOUAIONIMI ONMUCAHUE METOAOB OMNPENESICHUs] OCTATOYHBIX
KOJINYECTB JICHCTBYIOIIETO BelIECTBA (JACHCTBYIONIMX BEIIECTB), JOCTUTAIOLIETO (JIOCTUTAOIINX )
CHUCTEMHOTO KPOBOTOKA, B MPOAYKIHH >KUBOTHOTO MPOUCXOXKIACHUS MOCIE MPUMEHEHUS TaKOro
JIEKapCTBEHHOTO CPE/ACTBA, a TAKXKe JOKYMEHTaJIbHOE MOATBEPKJEHUE (BalUAalNs) YKa3aHHbBIX
METOMOB; (B pedakyuu Pedepanvrozo 3axona ot 02.08.2019 Ne 297-D3)

6) oT4eT O pe3yibTarax KIMHUYECKOTO HMCCIIEJOBAHMS JIEKAPCTBEHHOIO Iperapara Jyis
BETEPUHAPHOIO IIPUMEHEHMS Y KaXXJIOro0 BHJAA JKUBOTHBIX, YKAa3aHHBIX B HMHCTPYKIUHU IO
BETEPUHAPHOMY IIPUMEHEHMUIO;

7) TPOEKT MHCTPYKLMUHU MO BETEPUHAPHOMY MPUMEHEHUIO JIEKapCTBEHHOIO Ipernapara,
coziepKalliei CleAyIolue CBeICHUS:

a) HAaMMEHOBAHME JIEKAPCTBEHHOTO TMperapara HAjs BETEPUHAPHOTO MPUMEHEHUS
(MeXIyHApOAHOE HEMaTeHTOBAHHOE, WM TPYNNUPOBOYHOE, WM XHUMHYECKOE€ M TOProBOE
HAaUMEHOBaHU);

0) nmekapcTBeHHas (opMa ¢ yKa3aHHEM HAWMMEHOBAHWM M KOJIMYECTBEHHOTO COCTaBa
JCHCTBYIOIIHNX BEIICCTB U KAYECTBEHHOIO COCTaBa BCIIOMOTaTCIIbHBIX BEIICCTR;

B) ONHMCaHUE BHEIIHErO BHJAA JIEKAPCTBEHHOIO IIpernapara [Uisi BETEPUHAPHOIO
IIPUMEHEHUS;

r) (apmakorepamneBTHUECKasi TPyMMa JEKAPCTBEHHOTO IMpemnapara JUisi BETEpUHAPHOTO
MPUMEHEHUS WIN YKa3aHUE 'TOMEONAaTUYECKNI JIEKAPCTBEHHBIN npenapar';

) dapmakonnHamMuka W (papMaKOKHMHETHKa (3a UCKIIOUYEHUEM (PapMaKOKHHETUKU
rOMEONATUYECKUX JIEKaPCTBEHHBIX IPENApPaTOB U PACTUTENBHBIX JIEKAPCTBEHHBIX IPENapaToB)
WJIM OTIMCAaHUE UMMYHOOMOJIOTMYECKUX CBOMCTB JIEKAPCTBEHHOTO Mperapara;
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€) MOKa3aHus JJIsl IPUMEHEHUS,
) IPOTUBOIIOKA3aHUS JIs1 TPUMEHEHUS;
3) MepBI MIPEAOCTOPOKHOCTH ITPU IPUMEHEHNH;

1) yKa3aHUE BO3MOXKHOCTH M OCOOCHHOCTEU MPUMEHEHUsI y OEpEeMEHHBIX >KUBOTHBIX, Y
KUBOTHBIX B MIEPUOJI JAKTALIMHU, Y IOTOMCTBA KUBOTHBIX;

K) PEKUM JO3UPOBAHUS, CIIOCOO BBEICHUS W NMPUMEHEHHS, MPU HEOOXOIUMOCTH BpEeMs
npueMa JICKapCTBEHHOIO Ipenapara JJjisi BETEPUHAPHOTO MPUMEHEHHUS, MPOJOJIKUTEIbHOCTD
JICUCHHUS,

J) BO3MOXHBIE TOOOYHBIE JEUCTBUS, HEXKENATeNbHbIE pEaKUUM MpU TMPUMEHEHUU
JIEKApCTBEHHOTO Mpenapara Jiyisi BETEpUHAPHOIO IPUMEHEHUS;

M) CUMIITOMBI IEPEI03UPOBKHU, MEPHI TI0 OKA3aHHUIO TIOMOIIIH MPHU TIEPETI03UPOBKE;
H) B3aUMOJCHCTBHE C IPYTUMU JICKAPCTBECHHBIMU MTpenapaTaMu U (W) KOpMamu;
0) ¢hopMBI BHITYCKa JIEKapCTBEHHOTO Ipernapara JJisi BETepUHAPHOTO PUMEHEHHS,;

) yka3aHnue (pu HEOOXOAMMOCTH) OCOOCHHOCTEN JCHCTBUS JEKapCTBEHHOTO Mpemnapara
JUIsl BETEPUHAPHOTO TPUMEHEHHS IIPU MEPBOM IMPUEME WIIH IPU €T0 OTMEHE;

p) omucaHue (Ipu HEOOXOAMMOCTH) NEHCTBUN cHenuaiucta B OOJAacTU BETEpUHAPHH,
BJIaJIeNIblla JKUBOTHOTO MpPH MPOMYCKE MpUEMa OJHOW MU HECKOJIbKHUX 03 JIEKApCTBEHHOTO
mpernapara JAjs  BETEPUHAPHOTO  mpuMeHeHus; (B pedaxkyuu  Dedepanvnozco  3aKoHa
ot 02.08.2019 Ne 297-®3)

C) CPOK TOJHOCTH W yKa3aHWE Ha 3alpeT MPUMEHEHMs JIEKAPCTBEHHOI'O Mperapara s
BETEPUHAPHOTO IPUMEHEHHUSI 10 UCTEUEHUH CPOKa FOJHOCTH;

T) YCJIOBHS XpaHEHUS;

y) yKazaHue Ha HEOOXOJUMOCTh XpaHEHHsS JIEKAPCTBEHHOIO Tpemapara AJis
BETEPUHAPHOIO IPUMEHEHUS B MECTAX, HEOCTYIIHBIX JUIS JETEH;

¢) ykazanme (TP HEOOXOAMMOCTH) CICHHAIBHBIX MeEp MPEAOCTOPOKHOCTH TIPH
YHUYTOKCHUHU HEHUCITOJIb30BAHHBIX JICKAPCTBEHHBIX MTPENapaToB I BETEPUHAPHOTO MPUMEHEHMUS,

X) CPOKHM BO3MOXHOI'0 HCIIOJIb30BAHUA IPOAYKIHWHU KHUBOTHOTO ITPOUCXOKIACHUA ITIOCJIC
BBCACHUSA )KUBOTHOMY JICKAPCTBCHHOTO IIPCIiapara JJIsI BETCPUHAPHOT'O ITPUMCHCHU A,

1) YCJIOBUSI OTIYCKA;

‘{) HaMMCHOBaAHMU )51 aJpceca IMPOU3BOACTBCHHBIX aomaaokK IMPOU3BOAUTCIIA
JICKAapCTBCHHOTO IIpfriapara AJIs1 BETCPUHAPHOI'O IIPUMCHCHUSI

II) HAUMEHOBaHUE, aJpec OPraHU3alluy, YIIOJHOMOUEHHON Jep:KaTeeM WIN BiaJelblieM
PETHCTPALIMOHHOTO YIOCTOBEPEHUSI JIEKAPCTBEHHOTO TMpernapara Ha MPUHSATHE MPETeH3UH OT
norpeduTens;

8) MpOEKThl MAKETOB IEPBUYHON YNAKOBKM M BTOPUYHOM YMAKOBKHU JIEKAPCTBEHHOTIO
npernapara JJis BEeTepUHAPHOTO TPUMEHEHUS;

9) cnenyrolue CBEACHUS O JEKapCTBEHHOM Ipernapare JJis BETepUHAPHOTO TPUMEHEHUS:

a) OIMUCAHHUC U COCTAB JICKAPCTBCHHOI'O IIpLCIIapara IJisi BETCPUHAPHOTO ITPUMCHCHMU,
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0) onrcanue apMaleBTHICCKON pa3paboTKH;

B) OIIMCAaHHC TIIpoHccCa IIPpOU3BOACTBA MW CIr0 KOHTPOJIA, IMOAIIMCAHHOC B IIOPAOKC,

YCTaHOBJIECHHOM B COOTBETCTBUM C 4acThlo 1 Hacrosiel crarbu; (B pedakyuu Dedepanvroco
3axona ot 02.08.2019 Ne 297-®3)

I) ONHWCAaHHE KOHTPOJIS KPUTUUYECKUX CTAJWWd TMPOU3BOACTBA U IMPOMEKYTOUHOU
MPOAYKIMH, MOJAMKUCAHHOE B MOPSIIKE, YCTAHOBJICHHOM B COOTBETCTBUHU C YacThbiO | Hacrosiuen
cTarby; (B pedakyuu Pedepanvrozo 3axona ot 02.08.2019 Ne 297-D3)

1) HAMMEHOBAHUA U aJpeca pa3paboTurKa, AepaKaress WK Biaiesbla perucTpaoHHOTO
YIOCTOBEpPEHHUsI JIEKAPCTBEHHOTO IIpemnapara, MPOU3BOACTBEHHBIX IUIOMIAJAO0K MPOU3BOIUTEIS
JIEKapCTBEHHOTO TMpernapara Uil BETEPUHAPHOTO TMPUMEHEHHMs C YKa3aHUEM CTaauid
TEXHOJIOTMYECKOrO  Tpolecca, OCYIIECTBISIEMbIX Ha  IPOU3BOACTBEHHBIX  IUIOHIAJKaX
IPOU3BOJIUTENS JIEKAPCTBEHHOTO IMpernapara Il BETEpUHAPHOTO NpUMEHEeHHs;, (B pedaxyuu
Geoepanvruix 3axonos ot 13.07.2015 Ne 241-D3, ot 02.08.2019 Ne 297-D3)

) dapmareBTUIeCcKass COBMECTUMOCTb;
) MEKPOOHOJIOTHYECKHIE XapaKTEPUCTUKH;
3) MaTepHaJIbHBIN OajlaHC JJIs IPOM3BOJICTBA CEPUHU TOTOBOTO MPOIYKTA;

M) OINHUCAHME XapaKTEPUCTUK M CBOWCTB YMAKOBOYHBIX MAaTE€pUAJIOB M YKYIMOPOUHBIX
CPEICTB;

K) TOKyMEHTAJIbHOE MOATBEPKACHHE (BaJIUAALMS) TPOLIECCOB U (WJIM) UX OIIEHKA;

1) TpeOOBaHUsI K KaueCTBY BCIIOMOTATENbHBIX BEIIECTB (cepTudukar, crnenuduxaius Ha
BCIIOMOTaTeJIbHbIE BEIIECTBA U UX 000CHOBaHUE);

M) AHAJIIMTUYCCKHUC MCTOAUKU, HUCIIOJIB3YCMbIC IIPU OCYHICCTBJICHHNU KOHTPOJIA KaduC€CTBA
BCIIOMOTI'aTCJIBHBIX BECIICCTB,

H) AOKYMCHTAJIbHOC IMOATBCPIKACHNC (BaJ'II/II[aI_[I/ISI) AHAJIUTHYCCKHUX METOAUK,
HCIIOJIB3YCMBIX IIPU OCYHICCTBICHHUHN KOHTPOJISI Ka9C€CTBA BCIIOMOT'ATCIIBHBIX BCUICCTB,

O) I/IH(l)OpMaIII/ISI 00 MCHOJIL30BAaHMH BCIIOMOTaTeJIbHBIX BCIHICCTB YCJIOBCYCCKOIO H
JKUBOTHOI'O IIPOUCXOXKACHUA,

n) (Iloonynkm ympamun cuny - @edepanvruiii 3akon ot 02.08.2019 Ne 297-D3)

p) TpeOOBaHUS K KayeCTBY JIEKAPCTBEHHOI'O Ipernapara JJii BETEpUHAPHOTO NPUMEHEHUs
(ceprudukar, cienudukaims Ha JIeKapCTBEHHBIN MpenapaTr U UX 000CHOBAHUE);,

C) aHAJIUTHYECKHUE METOAUKH, UCIOJb3yeMbI€ MPH OCYIIECTBICHUU KOHTPOJIS KadecTBa
JIEKapCTBEHHOTO IMpernapara Jjisi BETepUHAPHOTO NPUMEHEHNUS,

T) JAOKYMCHTAJIbHOC IMOATBCPIKACHHUC (BaJ'II/IIIaHI/IH) AHAJIUTHYCCKHUX MCTOAUK,
HUCIIOJB3YCMBIX IIPHM OCYHICCTBJICHHMM KOHTPOJIA KadC€CTBa JICKAPCTBCHHOI'O IIpfcliapara aJid
BCTCPUHAPHOIO IPUMCHCHU A,

y) JOKYMEHT, TOATBEPXKIAIOUIMA KadecTBO JIEKAPCTBEHHOTO Tperapara Tpex
NIPOMBIIIJIEHHBIX Cepuid (MPOTOKOJ aHalW3a WM CepTHU(HUKAT aHalu3a), OAHA CEpHUs KOTOPOTO
JIOJDKHA COBITJIATh ¢ cepuel oOpasiia JIEKapCTBEHHOTO IMperapara, oJJaHHOTO Ha PETUCTPAIIHIO;

¢) xapakTepucTUKa puMeceii;
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X) TIepeYeHb CTAHAAPTHBIX OOPA3IOB, HCIOJB3YEMBIX MPH OCYIICCTBICHUU KOHTPOIIA
KaueCTBa JIEKaPCTBEHHOTO ITPEInapara Ui BETEpUHAPHOTO IPUMEHEHNS;

1) IaHHbIE O CTA0MJIBHOCTH JIEKAPCTBEHHOTO Mpenapara Jjisi BETEpUHAPHOTO PUMEHEHNUS;

10) xomusi JOKyMEHTa, COAEpXkaliero WHMOOPMAIMIO O HAIUYUU WX 00 OTCYyTCTBUH
(hakTOB perucTpaluu JeKapCTBEHHOTO Mpemnapara Jijisi BETepUHApPHOTO TPUMEHEHUS 3a MpeAesiaMu
Poccuiickont denepanuu;

11) cormacue B MUCBMEHHOU (hopMme, IPEeTyCMOTPEHHOE YacThlO0 7 HACTOSIICH CTaThH, B
cllydae pEerucTpalMd BOCIPOM3BEICHHOTO JIEKAPCTBEHHOTo mpemapara; (B pedaxyuu
@Dedepanvrozco 3axona ot 13.07.2015 Ne 241-D3)

12) xomusi AOKyYMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOIO B YCTAHOBJIECHHOM MOPSJIKE U
NOATBEPXKJAIOIIET0  MPAaBOMOYHOCTb  3afABJI€HUS O  TOCYJAapCTBEHHOW  pEerucTpanuu
JIEKapCTBEHHOTO INpenapara Jyisi BETEpUHAPHOTO PUMEHEHNS (JJOBEPEHHOCTB);

13) cBeneHusi 0 roCyIapCTBEHHON PETUCTpaAllU T€HHO-UHKEHEPHO-MOIU(DUIIMPOBAHHBIX
OpPTraHW3MOB, TIPEAHA3HAYCHHBIX U BBHIMYCKAa B OKPYXKAIOUIYI0 cpeny (MpH TOCYIapCTBEHHON
pEerUcCTpaluy JIEKApCTBEHHBIX MPENapaToB Jisi BETEPUHAPHOTO MPUMEHEHHsI, MOTYyYEHHBIX C
NPUMEHEHUEM TE€HHO-UHXEHEPHO-MOIU(DUIIMPOBAHHBIX OPraHU3MOB WJIM COJIEpXAlllUX TaKue
opraHusMsl). (Jononuenue nynkmom - @edepanvrsiii 3axon oT 02.08.2019 Ne 297-D3)

4. Tlpu npoBeleHUH YCKOPEHHOM MpOoIeayphl SKCIIEPTU3bI JIEKAPCTBEHHOT'O IIpenapara AJis
BETEPUHAPHOIO MPUMEHEHUS (32 UCKIIOYEHHEM JIEKApCTBEHHOIO Ipernapara Jjisi BETepUHAPHOTO
IPUMEHEHHUs, YKAa3aHHOTO B 4YacTH 4' HacTosmiel cTaTby) B IENSX €ro rocyIapcTBEHHOMH
perucTpalud BMECTO OTYeTa pa3paboTyMKa O pe3yibrarax JOKIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO CPEACTBA JUISI BETEPUHAPHOTO MPUMEHEHHS MOXKET OBITh MpEICTaBlieH 0030p
Hay4HbIX pabOT O pe3ysbTarax JOKIMHUYECKOTO HMCCIeN0BaHHUs PeEepeHTHOro JEKapCTBEHHOIO
npenapara JJii BETEpUHAPHOIO MPUMEHEHUs, a BMECTO OTYeTa O pe3yjibTarax KIMHUYECKOTO
UCCIJIEIOBAaHUS JIEKAPCTBEHHOTO Mperapara JJisi BETEpUHAPHOTO MPUMEHEHHUs OTYET O pe3yJibTaTax
UCClIeZIOBaHUN OMO3KBUBAJIEHTHOCTH BOCIPOU3BEICHHOTO JIEKAPCTBEHHOTO IIpernapara s

BETCpUHAPHOTO TpuMeHeHus. (B pedakyuu ghedepanvuvix 3axonos ot 02.08.2019 Ne 297-D3,
ot 28.04.2023 Ne 171-D3)

4!, TIpu npoBeeHUH yCKOPEHHOI Ipolexyphl SKCHEPTH3bl JIEKAPCTBEHHOIO IIpernapara
JUIsL BETEPUHAPHOIO MPUMEHEHMS, NPEIHA3HAYEHHOTO I JICYEHUs JOMAIlHUX >KUBOTHBIX,
onpeneneHHbIX DenepanbHbIM 3ak0HOM 0T 27 nekadps 2018 roga Ne 498-D3 "O06 oTBETCTBEHHOM
oOpalieH C XUBOTHBIMU M O BHECEHHHM H3MEHEHUW B OTICNIbHBIC 3aKOHOAATEIbHBIC AKTHI
Poccuiickoii @enepanun', U 3aperucCTpUPOBAHHOTO B KAYECTBE JIEKAPCTBEHHOTO IMpenapara s
MEULMHCKOIO TNPHUMEHEHUS, B LEISAX €ro TroCyJapCTBEHHOM pErucTpauud BMECTO OT4YEeTa
pa3paboTuriKka O pe3yjbTaTax JOKJIMHUYECKOTO HUCCIEAOBaHUS JICKAPCTBEHHOIO CpPEICTBa ISt
BETEPUHAPHOTO TMPUMEHEHUS MOTYT OBbITh MPEACTABICHBI PE3yAbTaThl JTOKIUHUYECKOTO
HCCIIEOBAaHUS COOTBETCTBYIOIIEIO JIEKAPCTBEHHOTO CPEACTBA JJIsI MEIUIIMHCKOTO MPUMEHEHUS, a
BMECTO OTYETa O pe3yjbTarax KIMHUYECKOTO HCCIENOBAHMS JIEKAPCTBEHHOIO Ipernapara s
BETEPUHAPHOIO MPUMEHEHUS - 0030p HAYyYHBIX padOT O pe3ysabTrarax KIMHUYECKUX UCCIIeI0BaHUN
JIEKApCTBEHHOTO TIpernapara Jyisi MEIUIMHCKOTO TPUMEHEHUs] Ha BHUAAX >KUBOTHBIX, KOTOPBIM

IpeIHa3HAYaCTCs UCCIIEyEeMbIi JIeKapCTBEHHBIN nipenapar. ([Jonoanenue yacmoio - Dedepanvhulil
3axon ot 28.04.2023 Ne 171-®3)
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5. Ha skcnepTu3sy pa3inyHbIX JEKAPCTBEHHBIX (DOPM OAHOTO U TOTO K€ JIEKAPCTBEHHOTO
npenapara JJisi BETEPUHAPHOTO MPUMEHEHUs 3asBUTENb MPEICTABISIET OTACIbHBIE 3aABICHUS U
pPErHCTPAllMOHHBIE JOChE Ha KaXIylo JeKkapcTBeHHYIO (opmy. Ilpu ycioBuu onHOBpEeMEHHOM
NOJaul Ha DKCHEPTU3y OAHOW JIeKapCTBEHHOW (OpMBI C  Ppa3IMYHBIMH  JIO3UPOBKOM,
KOHIIEHTpalrel, 00beMOM 3asBUTEIb MPEACTABISAET OAHO 3asBICHUE M PErHCTPAIMOHHOE 10ChE C
IIPUJIOKEHUEM MAKETOB MEPBUYHOM YNAKOBKM M BTOPUYHOM ymakoBKM. Ha mMakeTax mepBHUYHOMN
YIIAKOBKM ¥ BTOPUYHOM YNAKOBKH YKa3bIBAIOTCS BCE MPOU3BOAMMBIC JTIO3UPOBKH, KOHIIEHTPALUH,
00beMBbl M KOJIIMYECTBO [I03 B YHAKOBKE JICKAPCTBEHHOTO TMpemapara [jIsi BETEPUHAPHOTO
npuMmeHenus. (B pedaxyuu Pedepanvrozo 3axona ot 02.08.2019 Ne 297-D3)

6. B ciyudae HempeAcCTaBiICHUsS C 3asABICHHEM O TOCYJapCTBEHHOW pPETrUCTpaliu
JIEKapCTBEHHOTO Tpemnapara A BETEPUHAPHOTO MPUMEHEHHSI JOKYMEHTOB, MOATBEPKIAOIINX
yIUIaTy TOCYAApCTBEHHOM IMONUIMHBI M YKa3aHHBIX B IYHKTe 7 4YacTH 2 HACTOSIIEH CTaThH,
CBEJICHUI O JMIEH3MAX, YKA3aHHBIX B NyHKTax | W 2 yacTu 3 HACTOAILIEH CTAaTbH, a TaKXKe
BBI1ABAEMbBIX (mpenocTaBIsIEMBIX ) YIOJTHOMOYEHHBIMU (denepanbHBIMU OopraHamu
MCIIOJHUTENBHOM BIACTH JOKYMEHTOB (CBEJEHHI), yKa3aHHBIX B MyHKTe 2! yacTu 3 mHacrosmiei
CTaTbH, YIOJHOMOYEHHBIM (QenepaibHblii OpPraH MCIOJMHUTEIBHON BJIACTH  3ampallinBaeT
yKa3aHHbIE JOKYMEHTHI (CBEICHHUS) B TMOPSAKE MEXKBEIOMCTBEHHOTO HWH(OPMAIIMOHHOTO
B3auMOCHCTBUS. (B pedakyuu Pedepanvroco 3axona ot 27.12.2019 Ne 478-D3)

7. He momyckaeTcsi UCTIONb30BaHUE B KOMMEPUECKHUX IEeNIIX WH(OPMAIMK O pe3yabTarax
JOKJIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKHX HUCCIEAOBaHUMN
JIEKAPCTBEHHBIX MTPENaparoB JUisi BETEPUHAPHOTO MPUMEHEHUS, NPEICTABICHHON 3asBUTEIIEM IS
roCyJapCTBEHHOW PETUCTpAIK JEKaPCTBEHHBIX MpernaparoB, 03 ero coriacus B TEUYECHUE MIECTU
JeT ¢ JaThl TOCYIApCTBEHHOM perucTpalud peQepeHTHOro JIEKapCTBEHHOTO Ipernapara B
Poccuiickonn @eneparum.

8. Jepxkarenp wunu Biajeier] PETUCTPAMOHHOTO YAOCTOBEPEHHS JIEKapCTBEHHOTO
npenapara Jisi BETEpUHAPHOTO MPUMEHEHHUs MPEACTAaBISIET B YINOJHOMOYEHHBIH (enepanbHbIi
OpraH HUCIOJIHUTEIBHOM BJIACTU OTYET MO pe3yinbTaraM (apMakoHan30pa OIMH pa3 B IIECThb
MECSAIIEB B TEYCHHE JIBYX JIET MOCJIE€ TOCYIapPCTBEHHON PETUCTPAINH JICKAPCTBEHHOTO TIperapara B
Poccniickoit denepannu, 3aTeM €KEroHO B TEYEHHUE MOCIECAYIOIUX TPEX JIET U B JAJIBHEHIIEM
OJIMH pa3 B TpH roja. (/{ononnenue uacmoio - @edepanvusiii 3akon oT 02.08.2019 Ne 297-03)

(Cmamuws 6 pedaxyuu edepanvroeo 3axona ot 22.12.2014 Ne 429-03)

Crarss 18. [lonaua u paccMoTpeHue 3asiBJIEHHS 0 TOCYIaPCTBEHHOM
perucTpaiuu JIeKapcTBEHHOI0 Npenapara J1Jisi MeTUIIHHCKOT0
NpUMeHEeHUsI

(Haumernosanue 6 peoaxyuu @edepanvroco 3axkona ot 22.12.2014 No 429-D3)

1. Jlma rocynapCTBEHHOW pPErMcTpalyy JIEKAPCTBEHHOIO Mpernapara Ui MEAULUHCKOTO
OpUMEHEHUs  IOPUAWYECKOe JIMIO, JCWCTBYyIoIIee B  COOCTBEHHBIX HMHTEpecax WU
YIIOJIHOMOYEHHOE TMPEACTABIATh HMHTEPECHl JPYroro IOPUIMYECKOrO JIMIA W  3asBIIAIOLICE
JIEKapCTBEHHBIM Mpernapar Ha TOCYJapCTBEHHYIO PETUCTpAIMio (janee B HACTOSIIEH CTaThe -
3asiBUTEIb), MPEACTABISIET B YIOJHOMOYECHHBIN (pe/iepaibHbIE OpraH HUCIOJIHUTENbHON BJIAcTH,
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OCYIICCTBIISIFONIUN  TOCYIapCTBCHHYIO  PETHCTPAIMIO  JICKAPCTBCHHBIX  MPENaparoB IS
MEIUIIMHCKOTO TIPUMEHEHUS, B JJIEKTPOHHON (popMe M Ha OyMaKHOM HOCHTEJC 3asiBIICHUE O
TOCY/IapCTBEHHON PErHCTpAIMK JICKAPCTBEHHOTO Mpemnapara JUisi MEAUIIMHCKOTO TPUMEHEHUS, a
TaK)Ke B IMOPSJIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM (peiepalibHbIM OPTaHOM HCTIOJTHUTEIHHON
BJIACTH, B AIEKTPOHHOU (hopMe 1 Ha OyMa)KHOM HOCHTENIE HEOOXOMUMBIE JTOKYMEHTHI, 3 KOTOPBIX
dbopMuUpyeTCsT PETUCTPAIIMOHHOE JIOChe Ha JICKAPCTBEHHBIA Tpernapar uisi MEIUIUHCKOTO
npuMeHeHus. (B pedakyuu Pedepanvrozo 3axona ot 22.12.2014 Ne 429-D3)

2. B 3adBleHMH O TOCYHApCTBEHHOW PETUCTpAlMM JIEKapCTBEHHOIo Ipemnapara s
MEAMLIMHCKOTO IPUMEHEHUS YKA3bIBAIOTCS:

1) HauMeHOBaHUe, aapec 3asBUTENA U MPOU3BOAMUTENS JEKAPCTBEHHOTO Mpernapara s
MEIUIIMHCKOTO MPUMEHEHUs, CBEJACHUS 00 MX PETUCTpallMy B KaueCTBE HAJIOrOIIaTeNbIINKa B
CTpaHe perucTpauuu (I POCCUUCKUX IOPUAMYECKUX JUI - UACHTU(PUKALUOHHBIM HOMEp
Hanoromnarensiuka (MHH), s wHOCTpaHHBIX IOpUAMYECKHX JIMIl - CTpaHa PEeTrUCTpallvu,
HalMEHOBAaHUE PETUCTPUPYIOLIETO OpraHa, PErUCTPALMOHHBIA HOMEp, KO HAJIOTOIIATEeNbIINKA B
CTpaH€ perucTpauuy (MHKOPHOpAalMM) WM €ro aHajlor) W aapec MecTa OCYLIECTBIICHUS
MIPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara (B cyyae HaJu4usl HECKOJIBKUX YYaCTHUKOB MpoIecca
€ro NMpOU3BOCTBA HEOOXOMMO yKa3aTh Ka)KJOTO y4YaCTHHUKA B COOTBETCTBUU C OCYIIECTBIISIEMON
cTaaueil mpou3BoAcTBa); (B pedaxkyuu Dedepanvroco 3axkona ot 28.12.2017 Ne 425-D3)

2) HaMMEHOBAHHWE JICKAPCTBEHHOTO TMperapara i MEAWIMHCKOTO TMPUMEHEHUs
(MEeXIyHApOAHOE HEMaTeHTOBAHHOE, WM TPYNNHPOBOYHOE, WM XHUMHUYECKOE M TOProBOE
HaMMEHOBaHUS);

3) mnepedyeHb JEUCTBYIOIIMX W BCIIOMOTATENIbHBIX BEIIECTB, BXOASAIIUX B COCTaB
JIEKapCTBEHHOTO Ipernapara JJisi MEIUIMHCKOTO NMPUMEHEHUS, ¢ YKa3aHUEM KOJMYECTBA Ka)J0TO
W3 HUX;

4) nexapctBeHHasi (hopma, 103UPOBKA, CIIOCOOBI BBEJCHUSI U IPUMEHEHUS], CPOK TOAHOCTU
JIEKapCTBEHHOTO Tpernapara JJisi MeAUIUHCKOTO IPUMEHEHUS;

5) (dapmakorepaneBTHUECKas Tpymmna, KOA AaHATOMO-TEPANEeBTUYECKO-XUMUYECKOM
KJaccu(ukalmm, peKkoMeH10BaHHON BcemupHO# opranuzanueil 31paBOOXpaHEHUs, 3asiBIsIEeMbIe
IOKa3aHus I IPUMEHEHUS JIEKapCTBEHHOTO IIperapara sl MEAULMHCKOTO IIPUMEHEHHS;

6) OTCYyTCTBHME HEOOXOIUMOCTH TPEJOCTABICHHS OTYETa O pe3ysbTaTax KIMHUYECKOTO
UCCJIEIOBaHUS, UCCIEN0BaHNs OMOIKBUBAJIEHTHOCTHU JIEKAPCTBEHHOIO Mpernapara, pa3pereHHoro
JUIS. MEAUITMHCKOTO TipuMeHeHnsi B Poccuiickoit denepanum Oosnee ABaamarTy JieT, ¢ YKa3aHUEM
HOPMAaTUBHBIX ITPABOBBIX AKTOB, MOJITBEPKIAIOIINX JAHHBIN CPOK TPUMEHEHUS;

7) HeoOXxomuMoCTh O(opmileHHs pa3pelieHuss Ha BBO3 B Poccuiickyro ®Peaepanuio
KOHKPETHOM MapTUU 3apErUCTPUPOBAHHBIX W (MJIM) HE3aPErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, NPEIHA3HAYECHHBIX I NPOBEACHUS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB B LEISX
rOCyAapCTBEHHOM PEruCTpaLUu;

8) HEOOXOAMMOCTh MPOBEACHHUS 3KCIEPTU3bl JIOKYMEHTOB, MPEACTABICHHBIX IS
ONpEIEICHNs. BO3MOXXHOCTH paccMarpuBaTh JICKaPCTBEHHBIM IIpenapar il MEIULMHCKOTO
MPUMEHEHUSI TPU OCYIIECTBICHUU TOCYJApPCTBEHHOW PpErHUCTpalli B KadecTBE OpQaHHOTO
JIEKApCTBEHHOTO Mpenapara;
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9) HeoOXOMMMOCTh MPUMEHEHHUs YCKOPEHHOM MPOIEeIyphbl IKCIEPTU3BI JIEKAPCTBEHHBIX
CPENCTB B LEJSAX TOCYJaPCTBEHHOW PErUCTpalMU JIEKAPCTBEHHOIO Npenapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIOLIUX YILIaTy TOCY1apCTBEHHOM MOUUIMHBIL:

a) 3a INPOBEACHUE OHKCIEPTU3bl JOKYMEHTOB, TMPEICTABICHHBIX JJI OINPEACICHUS
BO3MOYKHOCTH PACCMATPUBATH JICKAPCTBEHHBIM MPENApAT I MEAULIMHCKOTO NMPUMEHECHUS NPHU
OCYIIECTBICHUN TOCYIapCTBEHHOM pETUCTpallud B KadecTBe OPGAHHOTO JIEKapCTBEHHOTO
npenapara;

0) 3a TpOBEICHUE OJKCIEPTU3bl KA4eCTBA JICKAPCTBEHHOTO CPEACTBA M OKCIEPTHU3BI
OTHOIICHUS OXHUJIAEMOMW MOJIb3bl K BOBMOXKHOMY PUCKY MPUMEHEHUS JICKAPCTBEHHOTO Tpenapara,
Pa3peIIeHHOTo JJIs1 MEIUIIMHCKOTO NpuMeHeHus1 B Poccuiickoit denepanuu Oonee nBaamaTH JieT,
MPU OCYIIECTBICHUH TOCYIAPCTBEHHOW PETUCTPalliU JIEKAPCTBEHHOIO Mpenapara;

B) 3a MPOBEACHHME 3SKCIEPTU3bl KaueCTBA JIEKAPCTBEHHOIO CPEACTBA M 3KCIEPTU3bBI
OTHOIIEHUS OKHUJIAEMOM IOJIB3bl K BO3MOKHOMY PHUCKY NMPUMEHEHUS JIEKAPCTBEHHOTO ITpernapara
JUIS. MEIUITMHCKOTO PUMEHEHUS MIPU €T0 TOCYAAPCTBEHHON PETUCTPALINH;

I) 3a MPOBEICHUE DOKCIEPTU3bl KaueCTBa JIEKAPCTBEHHOIO CPEACTBA M HKCIEPTU3BI
OTHOIICHUS OKUJAAEMOM IMOJIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHHUs JIEKapCTBEHHOIO IMpenapara
JUIST MEIWIHUHCKOTO TIPUMEHEHMs, B OTHOIICHMH KOTOPOTO TMPOBEACHBI MEXIYHAPOIHBIC
MHOTOIICHTPOBBIE KIMHUYECKHE HCCIEIOBaHUS, YacTh M3 KOTOPBIX MpoBeneHa B Poccuiickoii
®denepanuu, Npu OCYIIECTBICHNN TOCYIapCTBEHHON PETUCTpaIly JIEKAPCTBEHHOTO IIpernapara;

11) Hanmuume coriacusi NPOU3BOAUTENS JIEKAPCTBEHHOIO Ipernapara, IMPOU3BOICTBO
KOTOPOIO  OCyILIECTBIsAeTCA 3a npenenamu  Poccuiickorn  ®Denepanuy, Ha OPOBEIACHHUE
WHCIIEKTUPOBAHUS TMPOU3BOAUTENSI HAa COOTBETCTBUE TpPeOOBAaHUSM TPABHI HaAJEKaIIen
MIPOM3BOACTBEHHOM ITPAKTUKH;

12) nanuyue comiacusi, IpeayCMOTPEHHOTO YacThio 18 HacTOsIIEH cTaThy;

13) ykazaHue BHAa JIEKAPCTBEHHOI'O IIpernapara, MPEACTABICHHOIO Ha PETUCTPaIUIo
(pedepeHTHBIN  JEKapCTBEHHBIM TIpemapar, BOCIPOU3BEIACHHBIM JIEKAPCTBEHHBIN Mpemnapar,
OMOJIOTMYEeCKU JIEKAPCTBEHHBIN IMpenapar, OMoaHaJIOroBblil (OMOMOMOOHBIN) JIeKapCTBEHHBIN
npernapar  (OuoaHanor), TrOMEONaTMYEeCKUH JIEKapCTBEHHBIM Mpenapar, JeKapCTBEHHBIN
PacTUTENBbHBIN IIpenapar).

(Yacmo 6 peoaxyuu Pedepanvrozo 3axoua ot 22.12.2014 Ne 429-D3)

3. PeructpairionHoe 10che Ha JIEKAPCTBEHHBIN Mpenapar s MEAUIIMHCKOTO MPUMEHEHUS
npenocrapisieTcs B (opme 00IIero TEXHUYECKOTO AOKyMeHTa. (B pedakyuu Dedepanbhoco
3axona ot 22.12.2014 Ne 429-®3)

4. Paznmen TOKyMEHTAIlMW aIMUHUCTPATUBHOTO XapaKTepa BKIIOYACT B CEOs:

1) 3asBieHHEe O TOCYJApCTBEHHOM pErucTpaluy JEKapCTBEHHOIO Ipernapara s
MEIULUHCKOTO IPUMEHEHUS B 3JIEKTPOHHOU (hopMe 1 Ha OyMa>KHOM HOCHTEIIE;

2) KONHIO JOKYMEHTAa Ha PYCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAHOBJIEHHOM IMOPSAKE U
MOATBEPKIAIOIIEIO IPAaBOMOYHOCTh 3asBUTENSI [OJAaBaThb 3asBICHUE O TOCYIAPCTBEHHOU
perucTpanuu JeKapcTBEHHOTO Mpenapara sk MEIUIIMHCKOTO PUMEHEHHUs (JJOBEPEHHOCTD);

3) CBCACHUA O HOarc MNpCAOCTaBJICHUA W PCTUCTPAIUMOHHOM HOMCPC JIMOCH3UMMU HA
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MPOU3BOJICTBO  JIEKAPCTBEHHBIX CPEJICTB WM CBEACHHUS O Jare IMPEIOCTABICHUS U
PETUCTPALIMOHHOM HOMEPE 3aKIOUECHUS O COOTBETCTBUM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUAM IpaBUIl HaJIJIe)KaIIe MIPOU3BOICTBEHHOMN IIPAKTUKH, BBIJIAHHBIX
(IpenocTaBIeHHBIX) YIIOJIHOMOYECHHBIM (DellepaIbHbIM OpPraHOM HCIOJIHUTENIBHOM BJIAcTH B
OTHOIIIEHWH IPOU3BOJCTBEHHOW IUIONIAJKH PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpenapara, B
Clay4dae, €CIM IMPOW3BOACTBO JIEKAPCTBEHHOIO IIpenapara ocyuecrsisiercs B Poccuiickoi
Oeneparuu; (B pedakyuu  gedepanvuvix  3axkonos ot 04.06.2018  Ne 140-D3,
o1 27.12.2019 Ne 478-D3)

4) KomMIO TPENOCTABICHHOW YINOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAUTENS
JULEH3UM Ha MPOMU3BOACTBO JIEKAPCTBEHHOTO IMpernaparta M €€ IEepeBOJ Ha PYCCKUU S3bIK,
3aBEPEHHBIE B YCTAHOBICHHOM TMOPSAJKEe, a TAaKKE KOINHUIO 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMIM MPaBHII HaJJIekKaIIel MPONU3BOACTBEHHON
MIPaKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (enepaibHbiM OPraHOM HUCIOJHUTEIbHOW BIACTU B
OTHOIIEHUM MPOU3BOACTBEHHOM IUIOMIAJKK PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara, WId
KOIUIO pEHIeHHUsS YIOJIHOMOUYEHHOTO (QelepallbHOr0 OpraHa MCIOJHUTENIBHOM BlacTd O
MPOBEACHUN HWHCIEKTUPOBAHUSA IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, B Clly4yae, €ciu
MPOM3BOACTBO JICKAPCTBEHHOTO IIpemnapara OCYILIECTBIAETCA 3a mnpexnenamu Poccuiickon
Oenepauuu; (B pedakyuu  gedepanvrvix  3axkonoé  or  04.06.2018  Ne 140-D3,
o1 27.12.2019 Ne 478-D3)

S) NPOEKT MHCTPYKUUH MO MEAUIMHCKOMY MPUMEHEHMIO JIEKApCTBEHHOTO Ipernapara,
cozeprKallleH CIeAyOINE CBECHHUS:

a) HaNMMCHOBAHHC JICKAPCTBCHHOI'O IIpCIiapara (MC)I(I[}/HapOI[HOG HCIIaTCHTOBAHHOC, HJIN
IrpynmmupoOBOYHOC, WM XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/ISI);

0) nmekapcTtBeHHas (GopMa ¢ yKa3aHHEM HAWMMEHOBAHWM M KOJIMYECTBEHHOTO COCTaBa
JNCHUCTBYIOIUX BEMIECTB M KAYSCTBEHHOTO COCTaBa BCIIOMOTATCNIBHBIX BEIICCTB  (TIpH
HE0OXOIMMOCTH KOJTMYECTBEHHOTO COCTaBa BCIIOMOTATEIHbHBIX BEIICCTB);

B) OIIMCaHMEC BHCIIHCTO BHJAA JICKAPCTBCHHOI'O IIpfliapara MJId MCIUIHMHCKOI'O
NPUMCHCHUA,

r) ¢Qusuko-xumuyeckue cBoMcTBa (mns panurodapMalieBTUUECKUX JIEKapCTBEHHBIX
penaparoB);

1) dhapmakoTepaneBTuIecKas rpymnmna, KoJ JeKapCTBEHHOTO TpemnapaTa Jjisl MeIUIITHCKOTO
MPUMEHEHUSI 10 aHATOMO-TEPANEBTUYECKO-XUMHUYECKON KJIaCCU(PHUKAIIMU, PEKOMEHIOBAaHHON
Bcemupnoil opranu3zaiueii 3ipaBoOXpaHeHUs], WM YKa3aHUE '"TOMEONaTU4YeCKU JI€KapCTBEHHbIM
npenapar';

e) dapmakoguHaMuKa W (apMaKOKMHETHKA (32 WCKIIOYCHHEM (PapMaKOKHHETUKHU
TOMEOIaTHYCCKUX JICKAPCTBEHHBIX MPEIapaToOB U PACTUTEIBHBIX JIEKaPCTBEHHBIX MTPEMapaToB);

) TIOKa3aHUs JJIs IPUMEHEHUS;
3) IPOTUBOIOKA3aHUSI JIJIsl IPUMEHEHMS;
1) MEpBI MPETOCTOPOKHOCTU ITPU IPUMEHEHHUH;

K) yKa3aHHe BO3MOKHOCTU U OCOOEHHOCTEW MPUMEHEHHUS JIEKApCTBEHHOIO Mpenapara s
MEAMIIMHCKOTO NPUMEHEHUs] OEpEeMEHHBIMM JKEHIIMHAMH, >KEHIIMHAMU B MEPUOJI TPYIHOTO
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BCKapMJIMBaHus, I€TbMH, B3POCIbIMH, HMCIOIIUMHA XPOHUYCCKHEC 3360H€BaHI/I$I;

J) peXUM J03UPOBaHUs, CIOCOOBI BBEACHUS U MPUMEHEHUS, PU HEOOXOIUMOCTH BpeMs
IIpyeMa JICKapCTBEHHOIO IIpenapara Uil MEAULUHCKOIO IPUMEHEHMS, IPOAOJIKUTEILHOCTD
JICYECHUS, B TOM YHCIIE y IETEU 10 U IIOCIIE OJHOTO T'0/1a;

M) BO3MOXXHBIC HEKEJIaTeIbHbIE PEaKIMK MPHU MPUMEHEHUHU JICKAPCTBEHHOTO Iperapara
JUISL MEJULIMHCKOTO MPUMEHEHHS

H) CUMIITOMBI ICPCAO3UPOBKHU, MCPLBI ITIO OKA3aHWIO ITOMOIIHU ITPH IEPEAO3UPOBKE;

0) B3aUMOJICHCTBUE C JAPYTMMH JIEKAPCTBEHHBIMH MpernaparamMu W (WJM) MHIIEBBIMU
MPOAYKTaMU;

1) popMBI BBIITyCKa JIEKAPCTBEHHOIO IIpenapara;

p) ykazanue (pu HEOOXOAMMOCTH) OCOOCHHOCTEH ACHCTBUS JEKapCTBEHHOTO Mpernapara
JUTSL MEAULMHCKOTO TPUMEHEHHMS TPU IEPBOM MPUEME WIIH P €T0 OTMEHE;

¢) onucanue (mpu HeoOXOIMMOCTH) AeHCTBU Bpava (¢enpamiepa) U (MiIM) NauueHTa npu
NpOIyCKe IMpHUeMa OAHOW WM HECKOJBKUX 03 JIEKapCTBEHHOTO Mperapara s MEIULUHCKOTO
pUMEHEHUS;

T) BO3MOXXHOC BJIMAHHC JICKAPCTBCHHOI'O IIpfriapara A MCAWIMWHCKOIO IMPUMCHCHHA HaA
CIIOCOOHOCTH YHIPABIATh TPAHCIIOPTHBIMU CPEACTBAMU, MCXaHU3MaMU,

y) CPOK TOJHOCTU M yKa3aHWE Ha 3alpeT MPUMEHEHHUs JIEKapCTBEHHOrO mpenapara Jjis
MEIHUIMHCKOTO IPUMEHEHHUS IO UCTEYEHNH CPOKa TOAHOCTH;

¢) yciaoBus XpaHEHUS;

X) YKa3aHUC Ha H€O6XOI[I/IMOCTI> XPpaHCHU JICKAPCTBCHHOTO IIpcriapara JJIsd MCAUIMHCKOTO
IMPUMCHCHUA B MECTAaX, HCAOCTYITHBIX IJId JIGTCP'I;

1) yka3zaHue (Ipu HEOOXOJUMOCTH) CHEIHAIbHBIX MEpP MPEJOCTOPONKHOCTH MpU
YHUUYTOXKEHUU HEUCIOJIb30BAHHBIX JIEKAPCTBEHHBIX MTPENapaToB IJsl MEAUIIMHCKOTO TPUMEHEHUS;

Y) YCJIOBHSI OTITYCKa;

H_I) HanMCHOBAaHMUA 141 aapeca IMPOU3BOACTBCHHBIX mIomaaokK MMPOU3BOANUTCIIA
JICKAaPCTBCHHOTO IIpCIiapara,

1) HAMMEHOBAHUE, aJIPEC OPraHU3alMH, YIIOJIHOMOYEHHOM JepKaTeeM UM BIIAJIEIbLEM
PETHCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpemnapara Jyisi MEIUIIMHCKOTO TPUMEHEHHUSI
Ha IPUHITHE MPETEH3UN OT MOTPEOUTES;

6) MHCTPYKUHMIO N0 MEAMIMHCKOMY NPUMEHEHUI0 WM KpPaTKyl0 XapaKTePUCTHUKY
JIEKAPCTBEHHOTO Ipenapara, yTBEpKIACHHbIE B CTPAHE ITPOU3BOAUTEIS;

7) TMPOEKThl MAaKETOB MEPBUYHON YIAKOBKM M BTOPUYHOM YIAKOBKH JIEKAPCTBEHHOIO
rpemnapara Juisi MEAUIUHCKOTO IPUMEHEHUS;

8) TpOeKT HOPMATUBHOW JOKYMEHTAllMM WM HOPMATHBHOTO JIOKyMEHTa Ha
JICKApCTBEHHBIN Mpenapar i METUIIMHCKOTO NMpPHUMEHEHUs 00 yKa3aHHUE COOTBETCTBYIOIICH
(hapMakoneHHON CTaThU;

9) noxymeHT, comepKamuii WHGOPMAIUI0 O HAMWMYMK WIA 00 OTCYyTCTBUHM (DAKTOB
perucTpanuy JIEKapCTBEHHOTO Ipernapara Ui MEIUIMHCKOTO MPUMEHEHUs 3a TMpeeiamMu
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Poccuiickon ®enepanuuy;

10) xonuu TOKyMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM MOPSIAKE M MOATBEPIKIAIOIINX
(dakT perucrtpauuy JEKapCTBEHHOIO Ipernapara B HHOCTPAHHBIX TOCY/IapCTBaX B KayeCTBE
ophaHHOTO JIEKApCTBEHHOT'O Mpernapara;

11) mnan ympaBieHHs pUCKAMH Il OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPEnaparoB s
MEIMIMHCKOTO IPUMEHEHUS,

12) nokymeHT o cucteMme (hapmakoHaa30pa AeprKaTest WK Bialeiblla perucTpalioHHOTO
YIO0CTOBEPEHUS JICKaPCTBEHHOTO Mpenapara;

13) nHOKyMEHT, MOATBEPXKIAIOUIMN KauecTBO JICKAPCTBEHHOTO Ipemapara Tpex
MIPOMBIIIIEHHBIX CepUil (MPOTOKOJ aHa/W3a WM CepTU(UKAT aHalu3a), OAHA CEpHUsl KOTOPOTO
JOJDKHA COBHAJaTh C cepuell oOpasla JEeKapCcTBEHHOro Mpernapara i MEIUIUHCKOTO
NpUMEHEHUs, IPEICTABICHHOT0 Ha TOCYAaPCTBEHHYIO PETUCTPALIUIO.

(Yacmo 6 peoaxyuu Pedepanvrozo 3axoua ot 22.12.2014 Ne 429-D3)

5. Paznen xumudeckoil, papmManeBTUUECKOM U OUOIOTHYECKON JOKYMEHTAIMK BKIIIOUAET B
cedsi JTOKyMEHTBI, cojepkamue uHbopManuio o (apMmareBTHYeCKo CcyOCTaHIIMM U
JIGKapCTBEHHOM TIpernapare il MEIUIIMHCKOTO TMPUMEHEHMS, MPOIECCe €ro MPOU3BOJCTBA U
METOJIaX KOHTPOJISI Ka4eCTBa, B TOM YHUCJIE:

1) xonuio DOKYMEHTa, COIEpIKAIIEro CleayIollylo uHdopMaluio o (papmareBTHYECKON
cyOcTaniu Wik (papMareBTUICCKUX CYOCTaHIUSAX, BXOISAIIMX B COCTaB JICKAPCTBEHHOTO
npermapara, 3a UCKItodeHrueM HHpopmarmu o (hapMareBTUHIECKUX CyOCTaHIMSIX, BKIIOYCHHBIX B
TOCYJapCTBEHHBI PEeCTp JICKAPCTBEHHBIX CPEACTB B COOTBETCTBHM CO CTaThed 34 HACTOSIIETO
denepanbpHOTO 3aK0HA: (B pedaxyuu Dedepanvroeo 3akona ot 27.12.2019 Ne 462-D3)

a) HauMeHoBaHue (apMaleBTUUECKON cyOCTaHIINH, €€ CTPYKTYpa, OOIIHNe CBOICTBA;
0) HaMMEHOBaHWE U aIpeC MPOU3BOIUTEIIS;

B) TCXHOJIOI'HA IIPOU3BOJACTBA C OIIMCAHNECM CTaI[I/Iﬁ IpOon3BOACTBA U MCTOAOB KOHTPOJIA HA
BCCX CTAIUAX IIPOU3BOJACTBA,

') onucaHue pa3paboTKu IMpolecca MPoOrU3BOICTBA;

1) ONHCAaHWE KOHTPOJS KPUTHYECKUX CTaaWid TPOU3BOACTBA U IPOMEKYTOUHOMN
MPOTYKIINH;

€) IOKYMEHTaJIbHOE MOJTBEPKAeHNE (Baluallusl) MPOLECCOB U (UJIN) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYypa JECHCTBYIOIIHNX BEIICCTB;

3) XapaKTepUCTUKA MPUMECEH;

1) cienudukanys Ha hapMarieBTHIECKY0 CyOCTaHIUIO U €e 000CHOBAHUE;

K) aHAIUTUYECKHE METOJUKH, MCIOIb3yEeMble MPU OCYIIECTBICHUM KOHTPOJS KauyecTBa
(hapmalieBTHUECKON CyOCTaHIUY;

Jd) JAOKYMEHTAJbHOE  IOATBEpXKACHHE  (BadWAalUMsI) AHAIMTHUYECKUX  METOJUK,
UCTIONIb3YEMBIX TIPH OCYIIECTBICHUH KOHTPOJIS KauecTBa (papMalieBTHIeCKo CyOCTaHIINM,

M) pe3yJbTaThl aHaIu3a cepuil apMalleBTUUECKON CyOCTaHINY;
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H) TIEpEeYeHb CTAHIAPTHBIX 0OpPAa3IOB MM BEIIECTB, UCIONB3YEMbIX MPU OCYIIECTBICHUN
KOHTpPOJISI KAYECTBA;

0) ONHMCAaHUE XapaKTEPUCTHUK W CBOMICTB YMAKOBOUHBIX MAaTEpPHAIIOB U YKYNOPOYHBIX
CPEICTB;

1) IaHHbBIE O CTA0MIBHOCTH (PapMalleBTUYECKON CyOCTaHIINM;
P) CPOK TOJTHOCTH;

1) B oTHOmIEHNN (hapMaIleBTHUECKHX CYOCTAaHIMH, BXOAAIIMX B COCTAB JIE€KAPCTBEHHOTO
mpernapara ¥ BKIIOYCHHBIX B TOCYJIapCTBEHHBIN peecTp JICKapCTBEHHBIX CPEJCTB B COOTBETCTBHHU
co crarbeil 34 Hacrosimero @enepanbHOrO 3aKOHA, - KOMHS JIOKYMEHTa, COJICpIKAIIero
CIENYIONIY0 HHPOPMAITHIO:

a) HaMMEeHOBaHME (papMareBTUYECKOM CyOCTaHIINU, €€ CTPYKTypa, oOIue CBOMCTBA;
0) HAMMEHOBAHUE U AJIPEC MPOU3BOIUTEIIS;

B) pe3yJbTaThl aHAIU3a cepuil apMalleBTUUECKON CyOCTaHIUY;

T') CPOK TOTHOCTH;

(Llononnenue nynkmom - @edepanvuwiii 3axon ot 27.12.2019 Ne 462-D3)

2) JAOKYMCHT, coz[epmamnﬁ ciaeayromuc CBCACHUA O JICKAPCTBCHHOM IIpCriapare i
MCIUIIMHCKOTO IPUMCHCHU A

a) OIMHUCAaHHEC U COCTAB JICKAPCTBCHHOI'O IIplriapara A1 MCAUIMHCKOTO IIPUMCHCHU A,

0) onucanue (papmalleBTUUECKO pazpaboTku (000CHOBaHME BHIOOpA cOCTaBa, IEPBUUHON
YIaKOBKU U MHOTO);

B) TEXHOJIOI'MA IIPOU3BOJACTBA C OIIMCAHUEM CTaI[I/Iﬁ IpOoU3BOACTBA U MCTOAOB KOHTPOJIA HA
BCEX CTAAMAX ITPOU3BOACTBA,

') OMKMCAaHUE KOHTPOJIS KPUTHUECKUX CTaIui Mpolecca MPOU3BOJACTBA U MPOMEKYTOUHON
IPOAYKIINH;

1) HalMEHOBAaHME U aJpec MecTa OCYIIECTBICHHUS IPOU3BOJCTBA JIEKAPCTBEHHOTO
npenapara JUisi MEAUIIMHCKOrO TpPUMEHEHHs (B Cilydae HaJIWudsg HECKOJbKHX YYaCTHHKOB
npolecca MpoU3BOICTBA HEOOXOAUMO yKa3aTh Ka)JI0ro U3 HUX);

e) apmarieBTU4YECKasi COBMECTHMOCTb;
) MUKPOOHOJIOTUYECKUE XapaKTEPUCTUKH;
3) MaTepHalibHbIN OanaHc AJs MPOU3BOJICTBA CEPUU TOTOBOTO IPOIYKTA;

M) ONHUCAaHHUE XApPAKTEPUCTUK W CBOMCTB YIAKOBOYHBIX MAaTEpPUAJIOB U YKYHNOPOYHBIX
CPEICTB;

K) JOKYMEHTaJIbHOE MOATBEPKACHUE (BaJIMIAIMS) MPOIECCOB MPOU3BOACTBA U (MJIM) UX
OIIEHKA;

1) TpeOOBaHUsI K Ka4eCTBY BCIIOMOTATCIIBHBIX BEIIECTB (cepTuduKar, crenudukanys Ha
BCIIOMOTaTeJIbHbIE BEIIECTBA U UX 000CHOBAHUE);

M) AHAJIIMTUYCCKHUC MCTOIAUKHU, HMCIIOJIIB3YCMbIC IIPpU OCYHICCTBICHHUU KOHTPOJIA KaduCCTBA
BCIIOMOI'aTCJIbHBIX BCIICCTB,
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H) JAOKYMCHTAJIbHOC MNOATBCPIKACHUC (BaJ'II/II[aI_[I/ISI) AHAJIUTUYCECKHUX METOAUK,
HCIIOJIb3YCMBIX ITPHU OCYIICCTBJIICHUH KOHTPOJIA Ka4CCTBA BCIIOMOI'aTCIIbHBIX BCIICCTB,

0) uH(opMaius 00 UCIHOJB30BAHUM BCIIOMOTATEIbHBIX BEIIECTB YEJIOBEYECKOTO U
KUBOTHOTO TIPOUCXOXK/ICHUS;

) uHpopMaIrs 00 UCTIONH30BAHINN HOBBIX BCTIOMOTaTEIbHBIX BEIIECTB;

p) TpeOOBaHUs K KayeCTBY JIEKapCTBEHHOTO Mpernapara i MEAUIMHCKOTO NMPUMEHEHUs
(cepTudukar, cneruduKaims Ha JeKapCTBEHHBIN penapar U uX 000CHOBaHUE);

C) AHAJIMTUYCCKHUEC MCTOJHUKH, HCIIOJIL3YCMBIC IIPU OCYIICCTBIICHHMHW KOHTPOJIA Ka4CCTBa
JICKapCTBCHHOTO Ipfriapara i1 MCAMIUHCKOI'O ITPUMCHCHUA

T) JAOKYMCHTAJIbHOC IMOATBCPIKIACHUC (BaJ'II/II[aHI/IH) AHAJIUTHYCCKHX MCTOJHUK,
HCIIOJIB3YEMBIX IIPpH OCYHICCTBJIICHHMU KOHTPOJI KadeCTBa JICKAPCTBCHHOI'O IIpCliapara i
MCOUIUHCKOI'O IIPUMCHCHMA

y) pe3yibTaTbl aHaJu30B CEpUM JIEKapCTBEHHOTO TMpermapara s MEIUIMHCKOTO
IIPUMEHEHUS;

¢) xapakTepucTUKa IpUMECeii;

X) TIepeYeHb CTaHAAPTHBIX OOpPAa3IOB, HCIOJB3YEMbIX MPH OCYIIECTBICHUU KOHTPOIIA
Ka4yecTBa JIEKAPCTBEHHOIO IIperapara Uil MEAULUHCKOTO IPUMEHEHNS;

1) TaHHBIC O CTAOMJILHOCTH JICKAPCTBEHHOTO TIperapara JJisi MEJIUIUHCKOTO IPUMEHEHUS.
(Yacmo 6 peoaxyuu Pedepanvrozo 3axoua ot 22.12.2014 Ne 429-D3)

6. Paznen ¢apmaxonornueckoi, TOKCUKOJIOIMUYECKOM JOKYMEHTAllMKd BKIIIOYAeT B ceOs
OTYETBl O pe3yapTarax JOKIMHUYECKUX HCCIIEIOBAaHUN JIEKapCTBEHHOIO CpeACcTBa  Jis
MEIUIIMHCKOTO MPUMEHEHUS, B TOM YHCIIE:

1) oTdeT o hapMakoAMHAMUYECKUX UCCIICTOBAHUSX;
2) otueT 0 (papMaKOKHHETUICCKUX MCCIICIOBAaHUSIX;
3) OTYET O TOKCUKOJIOTUYECKUX UCCIIEIOBAHUSIX.

(Llononnenue uacmoro - @edepanvruiti 3akon ot 11.10.2010 Ne 271-®3) (B peoaxyuu
Dedepanvroco 3axona ot 22.12.2014 Ne 429-D3)

7. Pa3gen KIMHMYECKOW JOKYMEHTAIlMM BKJIIOYAeT B Ce0s OTYETBI O pe3yabTarax
KIIMHUYECKHUX MCCJIEI0BAHUI JIEKAPCTBEHHOTO Mpernapara Jijisi MEAUIMHCKOTO MPUMEHEHUS, B TOM
YyuCJe:

1) orueTsl 00 UccIeOBaHUAX OMOJOCTYITHOCTH U OMO3KBUBAJIIEHTHOCTH, UCCIIEIOBAHUSX,
YCTaHABIUBAIOIINX KOPPEJSIHIO PE3yIbTaTOB, MOJYyYEHHBIX B YCIOBHUSAX in Vitro  in vivo;

2) oT4eThl 0 (PAPMAKOKMHETHICCKUX MCCIICIOBAHMSIX;

3) oT4eTsl 0 hapMaKOIUHAMUYECKUX UCCIICIOBAHUSIX;

4) OTYETHI O KIMHUYECKHUX HUCCIIeA0BaHUAX d((PEKTUBHOCTH U O€30TIaCHOCTH;
5) OoT4ET 0 MOCTPETUCTPAITMOHHOM OIIBITE TPUMECHEHUS (TIPY HATTMYHH ).

([[lononnenue yacmoio - @edepanvubiil 3axon ot 22.12.2014 No 429-D3)

8. TpeboBanus Kk 00beMy MH(MOpPMAIIUH, TTPEAOCTABIIEMON B COCTaBE PETHCTPAITMOHHOTO
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J0ChE, JUISl OTJCIbHBIX BHUOB JICKAPCTBCHHBIX IPENAparoB i MEIUIIMHCKOIO IMPUMEHCHUS
yCTaHABIMBAIOTCS YIOJTHOMOYCHHBIM benepanbHbBIM OpraHoM UCIIOJTHUTEIbHOU
BNIACTU. (/{ononnenue uwacmoio - Pedepanvusiii 3akoH 0T 22.12.2014 Ne 429-03)

9. B OTHOIIEHUH JIEKAPCTBEHHBIX IMPENAPATOB, Pa3pPEUICHHBIX I MEAUIUHCKOTO
npumMeHeHuss B Poccuiickori ®denepanmum Oosee ABaANaTH JET W B OTHOIICHUU KOTOPBIX
HEBO3MOXKHO TIPOBEJCHUE MCCIEIOBAaHUN HMX OMOIKBHUBAJIECHTHOCTH (32 HCKJIIOUYEHHUEM
OMOJOTMYECKUX JICKAPCTBEHHBIX IMPENaparoB), JOMYCKAETCS BKIIOUYEHHE B COCTaB pasfelna
(apMakoJIOru4ecko,  TOKCHKOJIOTMYECKOW  JOKYMEHTAallUd W pa3iena  KIMHUYECKOU
JOKYMEHTAIlMM BMECTO OTYeTa pa3padoTyMKa O pe3ylbTaTaX COOCTBEHHBIX JOKIMHUYECKHX
WCCIIEOBAaHUN JIEKAPCTBEHHBIX CPEACTB W KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX
MpernapaTtoB s MEIUIIMHCKOTO TPUMEHEHHs 0030pa HayuyHbIX paboOT o pe3ylbTarax
JOKJIMHAYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIEIOBAHUI TaHHBIX
JIEKAPCTBEHHBIX MpEeNaparoB, B TOM YHUCJIE BKIKOYAs ONBIT HUX IOCTPErUCTPALMOHHOTO
npuMeHenus. (/lononnenue uyacmoio - Dedepanvhuviti 3axkon ot 22.12.2014 Ne 429-®3) (B
peoaxkyuu Pedepanvrozo 3akona ot 27.12.2019 Ne 475-D3)

10. ITpu rocymapCTBEHHOW PETHCTPALIMM BOCHPOU3BEACHHBIX JEKAPCTBEHHBIX MPEMAPaTOB
JUIL  MEIWLIMHCKOTO  IPUMEHEHHMS  JONYCKaeTcsl  BKJIOYEHHWE B COCTaB  paslena
(apMakoJIOru4ecKko,  TOKCHKOJIOTMYECKOW  JOKYMEHTAalUM W pa3fena  KIMHUYECKOU
JOKYMEHTAIlUM BMECTO OT4YeTa pa3padoTyMka O pe3ylbTaTaX COOCTBEHHBIX JOKIMHUYECKHX
WCCJIeIOBAaHUH JIEKAPCTBEHHBIX CPEJCTB 0030pa HAyYHBIX pabOT O pe3yibTaTax JOKIMHUYECKUX
UCCIeIOBaHUN  peepeHTHOro  JIEKapCTBEHHOTO TMpemapara M IPEJICTaBICHHE BMECTO
KJIIMHAYECKUX MCCJIEOBAaHUN B TMOJIHOM OObEME, YCTAaHOBIEHHOM pa3[eioM KIMHUYECKOU
JOKYMEHTAIIUH, OTYETa O Pe3yJbTaTax MCCIEAOBAHUM OMOAKBUBAJIEHTHOCTU BOCIPOU3BEIECHHOTO
JIEKapCTBEHHOI'O Ipenapara Juisi MEIWLMHCKOTO npuMeHeHus. He TpeOyercs mnpencraBieHue
OTYeTa O pe3yJbTarax MCCICIOBAHNI OMOIKBHUBAIEHTHOCTH BOCIIPOU3BEIEHHOTO JEKAPCTBEHHOTO
npenapara Ui MEIUWLIHUHCKOTO IPUMEHEHUS, €CJIU PETrUCTPUPYIOTCS BOCHPOU3BEICHHBIE
JIEKapCTBEHHBIE Mpenaparhl s MEAUIIMHCKOTO TPUMEHEHUS, KOTOPBIE:

1) npenHasHadeHbl g HapeHTEpaIbHOr0  (MOJKOXKHOTO,  BHYTPHUMBIIIEYHOTO,
BHYTPHUBEHHOT0, BHYTPHUIJIA3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTABHOTO, BHYTPUKOPOHAPHOTO)
BBEJICHUS W TIPEACTABIISIOT COOO0M BOTHBIE PACTBOPHI;

2) NpeACTaBIAIOT cOO0M PacTBOPHI 171l NEPOPATHHOIO TPUMEHEHUS;
3) mpousBeneHsbl B (hOpME MOPOILIKOB WIN IUOPUIN3ATOB Il IPUTOTOBIIEHUSI PACTBOPOB;
4) ABASAIOTCS Ta3aMH;

5) ABASAIOTCA YIIHBIMU WIM IJIa3HBIMU JIEKAPCTBEHHBIMU TpenapaTamMu, MPOU3BEICHHBIMU
B (hopMe BOAHBIX pacTBOPOB;

6) mpenHa3HAueHbl /JII MECTHOTO NPUMEHEHHUS M TPUTOTOBJICHBI B (OpME BOIHBIX
pacTBOpOB;

7) mpencTaBISAOT cOOON BOIHBIE PACTBOPHI Ui UCHOJIB30BaHHUS B (HOpME MHTAJSIHHA C
oMoIIbI0 HeOynal3epa Wik B Ka4eCTBE HAa3aJbHBIX CIIPEEB, IPUMEHSEMBIX C MIOMOIIBIO CXOIHBIX
YCTPOWCTB.

(Llononnenue yacmoio - @edepanvuviil 3axon ot 22.12.2014 Ne 429-D3)
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11. Ins cimyvaeB, yka3aHHbIX B myHKTax 1 - 3, 5 - 7 yvactu 10 Hacrosimiei craThbu,
BOCIIPOM3BEICHHBIM JIGKAPCTBEHHBIN TMpenapar s MEIUIMHCKOTO TMPUMEHEHHs JOJDKEH
COJIEPKaTh TAKUE YKE BCIIOMOTaTENIbHbIE BEIIECTBA B TAKUX K€ KOJUYECTBAX, Kak U pedepeHTHBIN
JIEKapCTBEHHBIN mpenapar. Eciu cocTtaBbl BCIIOMOraTelibHbIX BELIECTB PA3IMYAIOTCS, 3asIBUTEINb
JOJDKEH NPEJCTAaBUTh J0KA3aTelbCTBA TOTrO, YTO MCIOJNb3YyeMble B JaHHBIX KOHLEHTPALMIX
BCIIOMOTATE/IbHBIE BEIIECTBA HE BIMSAIOT Ha Oe3omacHOCTh u  (win) 3PPEeKTUBHOCTH
JIEKapCTBEHHOTO Tpernapara Ui MEAMIMHCKOrO MpuMeHeHus. B ciywae, ecnu 3asBuTenb He
MOXKET NPEICTAaBUTh TaKHE [0Ka3aTelabCTBAa M (MJIM) HE MMEET JIOCTyNa K COOTBETCTBYIOIIUM
JAHHBIM, OH JIOJKEH IIPOBECTH COOTBETCTBYIOIINE UCCIIENOBAHNUS ISl I0Ka3aTeIbCTBA OTCYTCTBUSA
BJIMSIHUSL Pa3HBIX BCIIOMOTATEIbHBIX BEUIECTB UM BCIIOMOTATENIbHBIX YCTPOMCTB Ha 0€30MaCHOCTh
u (wm) 5¢hGEeKTUBHOCTh JIGKAPCTBEHHOTO TIperapara ais MEIUIIMHCKOTO TPUMEHEHUs B
COOTBETCTBUM C  aKTaMH, COCTaBISIONIMMU  TpaBo  EBpa3suickoro  HKOHOMHUYECKOTO
coto3a. (Hononnenue uacmoio - Dedepanvuwviti 3akon ot 22.12.2014 Ne 429-®d3) (B peoaxyuu
@Dedepanvroco 3axona ot 22.12.2020 Ne 444-D3)

12. Tlpu TOCYHapCTBEHHOH pETHUCTpAllMd KOMOWHAIIMH paHee 3aperuCTPUPOBAHHBIX
JICKaPCTBEHHBIX IIPENapaToB I MEIUIIMHCKOTO MPUMEHEHHS JOMYCKAaeTCs BKIIOYCHHE B COCTaB
pasnena (apMaKoIOTHUYECKOW, TOKCHKOJIOTUYECKON JOKYMEHTAllMu ¥ paszelia KIMHHYECKOU
JOKYMEHTAIlMM BMECTO OTYeTa pa3paboTyMka O pe3ysibTaTaX COOCTBEHHBIX JOKIMHHYECKHX
UCCIICIOBAHUH JICKApPCTBEHHBIX CPEJICTB 0030pa HAy4YHBIX PabOT O pe3ysbraTax JOKIMHHUSCKHX
UCCIICIOBAaHUN PEePEPEHTHBIX JICKAPCTBEHHBIX MPEMaparoB, BXOMANIMX B COCTaB KOMOWHAIIUU
JICKaPCTBEHHBIX IIPENapaTtoB, H 00 OTCYTCTBHU HMX B3aWMOJCHCTBHS B OJHOM JICKAPCTBEHHOM
bopwme. (/lononnenue uacmoio - @edepanvruiii 3akon ot 22.12.2014 Ne 429-D3)

13. Ha skcniepTu3y pas3iMuHbIX JIEKAPCTBEHHBIX (DOPM OTHOTO U TOTO K€ JIEKAPCTBEHHOI'O
npenapara JUisi MEJULUHCKOIO NPUMEHEHUs 3asBUTENb IPEIACTABISAET OTHEIbHBIE 3asBICHUSA U
PETHCTPALIMOHHBIE JOChE Ha KaXKIylO JeKapcTBeHHYIO (opmy. Ilpu ycinoBum omHOBpEMEHHOM
MOJlaud Ha OJKCHEPTU3Y OJHOM JIEKapCTBEHHOW (QOpPMBI € Pa3IMYHBIMU JIO3UPOBKOIA,
KOHIICHTpaluel, 00beMOM 3asiBUTEIb MPEACTABISIET OJHO 3asBJICHUE U PETUCTPALMOHHOE JI0ChE C
IPWIOKEHUEM MAaKETOB YIIAKOBOK HA KaXIAYH JIO3UPOBKY, KaXAyH KOHILICHTPALUIO, KayIblii
00beM U KaXXJl0€ KOJIMYECTBO J03 B YyMaKOBKe. ([ononmenue uacmoio - Dedepanvhwvili 3aKOH
oT 22.12.2014 Ne 429-®3)

14. Ilpu rocymapCTBEHHOM perucTpanuu Op(paHHOrO JEKapCTBEHHOTO Mpernapara
3asiBUTENb  MpEACTaBisgeT HMHPOpMalLMI0, HEoOXoauMyro s (OpMUPOBaHMS — paszzelna
KJIMHUYECKOM TOKYMEHTAaIlMK, B 00beMe, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (eaepaibHbIM
OPraHOM  HCHOJHUTEIBHOW  BHacTH. (Hononmenue uyacmvio -  DedepanvHulii  3aKOH
oT 22.12.2014 Ne 429-®3)

15. Ilpu perucrpanuu OUOJOTHYECKOTO JIEKAPCTBEHHOIO Ipernapara, MOJIy4eHHOTO W3
KpOBH, IUIa3Mbl KpPOBU 4YEJIOBEKa, B COCTABE PETUCTPALMOHHOIO JIOChE€ Ha JEKapCTBEHHBIN
npenapar s MEAULIMHCKOTO TPUMEHEHUS JOJKHBI ObITh IIPEJICTABIEHBI TOTIOIHUTENIBHO:

1) B pasmene HOKyMEHTAllMu aJAMHUHUCTPATUBHOTO XapakTepa JOKYMEHT, COJEpKalluil
uHpopmanmio 0 cyObekTax oOpalleHus] JOHOPCKOM KpOBU M (MJIM) €€ KOMIIOHEHTOB, O TOM, IJI€
Obl1a ocyllecTBieHa JoHauus (KpoBM W (WiIM) IUJIa3Mbl KpPOBH), a TakXKe JlaHHble 00
MHQPEKIMOHHBIX 3a00JeBaHUSAX, MEPENAIONINXCs MapeHTepalibHbIM MyTeM, HHpopManus o
cyObeKkTax OOpalleHus JOHOPCKOM KpPOBU W (WJIHM) €€ KOMIIOHEHTOB, B OTHOIICHHH KOTOPBIX
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OCYIIECTBISIETCS KOHTPOJIb TOHOPCKOM KPOBHU U (MJIN) €€ KOMITIOHEHTOB;
2) B pazene XuMUYEeCKoM, (papManieBTHYeCKoil U OMOJIOTUYECKON IOKyMEHTAIUU:

a) KpUTEpUHU U CrOCOObI 0TOOpa, TPAaHCIOPTUPOBAHUS W XPAHEHUS JOHOPCKOH KPOBH U
(nm) ee KOMIIOHEHTOB;

0) pe3ynbTaThl UCCIIEIOBAaHUN OTOOPAHHBIX JOHOPCKOW KPOBU M (MJIM) IUIA3Mbl KPOBHU U
NyJI0B Ha Hainuyue Bo30ynurteneil uHpexuui, BkiIrouas HHPoOpManrio 00 MCHOJIb30BaHHBIX
METOIMKAX WCCJIEJOBAHUA M B CJIy4yae UCCIEAOBAaHUS IyJOB IUIa3Mbl KpPOBU PE3yIbTaThl
JOKYMEHTAJIbHOTO TIOATBEPKACHUS (BaTHAAINN) UCTIOb30BAHHBIX METO/IUK;

B) TEXHUYECKHE XapaKTePUCTUKH YMAKOBKH IS OTOOpa JTOHOPCKOM KpPOBH W (MJIN)
TJ1a3Mbl KPOBH, BKJTFOUYasi HHPOpMaINio 00 UCTIOIB30BaHHBIX PACTBOPAX AaHTHUKOATYJISTHTOB.

([[ononnenue yacmoio - @edepanvubii 3axon ot 22.12.2014 No 429-D3)

16. Knunuyeckue HCCIENOBAaHUS JICKAPCTBEHHOIO Mpenapara gl MEAULUHCKOTO
IIPUMEHEHUS B LEIAX €r0 'OCYIapCTBEHHOU perucrpauuu nposomarcs B Poccuiickon @enepannu
B MOpSIAKE, YCTAHOBIEHHOM cTaTbimu 38 - 44 Hacrosmero ®enepanbHoro 3akoHa. OTdeTr o
MIPOBEJICHHBIX HCCIIEIOBAHUAX BKJIOUAETCA B COCTaB pasjeiia KIMHUYECKOM JOKYMEHTAlUU
PETUCTPAIMOHHOIO JOChE Ha JICKAPCTBEHHBIM Mpemnapar s MEIUIMHCKOro mpuMeHeHus. s
JIGKapCTBEHHBIX IMpENnapaTroB Jig MEAUIMHCKOTO MPUMEHEHHUS, B OTHOIICHUU KOTOPBHIX B
pe3yabpTaTte »HKCIEPTU3bl JOKYMEHTOB, MPEACTABICHHBIX [JII ONPEAEICHUS BO3MOXKHOCTH
paccmaTpuBarTh JIEKAPCTBEHHBIM Tpenapar Juisi MEIUIMHCKOTO TPUMEHEHHUS] B KayeCTBE
op(aHHOTO JIEKApPCTBEHHOTO Mpernapara, Takasi BOSMOKHOCTh MPU3HAHA U B OTHOIIIEHUH KOTOPBIX
IIPOBE/ICHBI KJIMHUYECKUE UCCIIEI0BAHMS, BBITIOJIHEHHBIE 3a npeaenaMu Poccuiickon denepanuu B
COOTBETCTBHUH C TIpaBUJIaMH HaJJICKaIeH J1TabopaTOpHOW MPAKTHKUA W TpaBUIaMU HaJIe)KalIeH
KJIMHUYECKOM TMPAKTUKHU, JIONMYCKAeTCs BKIIOUEHHWE B COCTaB paslielia KIMHUYECKOU
JOKYMEHTAllUM BMECTO OTYETAa O pe3ylbTaTax KIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHOTO
npernapara JJisi MEJUIIMHCKOTO MMPUMEHEHUs, MpoBeaeHHbIX B Poccuiickoit denepannu, otdyera o
pe3yapTaTtax KIMHUYECKMX HCCIEAOBAaHMUM, BBIIOJIHEHHBIX 3a IpenenamMu  Poccuiickon
denepanuu. (/Jononnenue uacmoio - Dedepanvhuiii 3akon ot 22.12.2014 Ne 429-D3)

7. B ciny4yae HenpencTaBl€HUsT C 3asBICHUEM O TOCYJAPCTBEHHOW PETHCTPALUU
JIEKapCTBEHHOI'O Ipenapara Uil MEIULMHCKOIO NPUMEHEHHUs JOKYMEHTOB, ITOATBEPIKIAFOLIMX
yIUIaTy TOCYJapCTBEHHOW IMOIUIMHBI M YKa3aHHBIX B NyHKTe 10 yacTu 2 HacTosled CTaTbH, a
TakkK€ BBIABAEMBIX (MPEIOCTABISIEMBIX) YIOJIHOMOYEHHBIMH  (elepaibHbIMH  OpraHaMu
WCIIOJIHUTEIILHOM BJIACTH JOKYMEHTOB (CBEACHHMI), yKa3aHHBIX B TyHKTax 3 u 4 uvactu 4
HACTOAIIEH CTarbM, YMNOJIHOMOUYEHHBIM (QenepaibHbli OpraH HCIOJIHUTENIBHONM  BIIACTU
3alpaniMBaeT  yKa3aHHbIE  JOKYMEHThl  (CBEIE€HMs) B  HOPAJKE  MEKBEIOMCTBEHHOTO

UH()OPMAIIMOHHOTO  B3aUMOJEUCTBUA.  (/Jononnenue uacmovio -  DedepanvHblil  3aKOH
otT 22.12.2014 Ne 429-®3) (B peoaxyuu Dedepanvroeo 3axkona ot 27.12.2019 Ne 478-D3)

18. He nomyckaercs UCHOIb30BaHNE B KOMMEPUYECKHX LIENAX UHPOPMAIIMU O PE3yabTaTax
JOKIIMHUYECKUX HCCIICOBAHUA JIEKAPCTBEHHBIX CPEACTB M KIMHHUYECKUX HWCCIEIOBAaHUN
JIEKapCTBEHHBIX IMPENapaToB I MEIUIIMHCKOTO MPUMEHEHHs, MIPEICTABICHHON 3asBUTEIIEM JIsI
TOCyIapCTBEHHOW PETHCTpaIliy JICKapCTBEHHOTO IMpemnapara, 0€3 ero corjiacus B TEUCHHE IIESCTU
JeT C JaThl TOCYJAPCTBEHHOW pErucTpanmuu peQepeHTHOrO JICKapCTBEHHOTO Tpernapara B
Poccuiickoit ®enepanuu. (Jononrnenue wacmoio - Pedepanvhsiii 3akon oT 22.12.2014 Ne 429-03)
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19. [epxarenb WM BiaJeliel] PErUCTPALMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO
mpenapara Ha OHMOTEXHOJOTHMYECKMH WM OpQaHHBIM JIEKApCTBEHHBIM Mpemnapar o0s3aH
MPEeIOCTaBIsATh HAa BO3ME3IHOM OCHOBE 00pa3ibl peepeHTHOro JIEKapCTBEHHOrO Ipernapara
3asIBUTENISIM U1l IPOBEACHUS KIMHMUYECKUX uccienoBanuil. CtoumMocts oOpasua pedhepeHTHOro
JICKapCTBEHHOTO Tpernapara, BKIIOYEHHOTO B MEpEeueHb KU3HEHHO HEOOXOAMMBIX M BaKHEHUIIUX
JIEKapCTBEHHBIX TIPEmapaToB, HE JODKHA TMPEBBINIATh 3apETUCTPUPOBAHHYIO TMPEICTHHYIO
OTIYCKHYIO IIEHY Ha pe(epeHTHBIN JIeKapCTBEHHBIM Mpemapar Wid IEeHYy Ha JeKapCTBEHHBIN

mpernapar B CTpaHe MpousBoguTens. (/Jononnenue uacmovio - @DedepanvHulii  3aKOH
otr 22.12.2014 Ne 429-D3)

20. 3asBieHHE O TOCYJAPCTBEHHOW PEruCTpaliy BOCIPOU3BEACHHOIO JIEKAPCTBEHHOTO
mpemnapara IS MEIUIMHCKOTO TPUMEHEHHUS MOXKET OBbITh TMOAAaHO B  YIIOJIHOMOYEHHBIN
(denepanbHblii  OpraH  MCHOJHUTENBHOW  BJIACTH, OCYIIECTBISIOMIMNA  TOCYIApCTBEHHYIO
PErUCTPALMIO JEKAPCTBEHHBIX MPENApaToB, 10 HCTEUEHUH YETHIPEX JIET C AAThl TOCYAapPCTBEHHON
peructpanuu pepepeHTHOro JekapcTBeHHoro npemnapara B Poccuiickoit ®enepanuu. (Jononrnenue
yacmoio - Dedepanvhwiii 3akon oT 22.12.2014 Ne 429-D3)

21. 3asgBneHWe O TOCYIAPCTBEHHOW perucTpanuyd OmoaHaioroBoro (6momogo0HOTO0)
JIEKapCTBEHHOTO Tipemnapara (OmoaHajora) MOXeET OBbITh TIMOJAaHO B  YIMOJHOMOYEHHBIN
dbenepanbHbIi  OpraH  HWCHOJHUTEIBHOW  BJIACTH, OCYIIECTBISIOMNNA  TOCYIapCTBEHHYIO
PETHCTPAIIMIO JICKAPCTBEHHBIX IMPEMaparoB, MO MUCTEUCHUU TPEX JET C JaThl TOCYIapCTBEHHOM

peructpanuu pedepeHTHOTO JeKapcTBeHHOTro npenapara B Poccuiickoit ®eneparuu. (Jononnenue
yacmoio - Dedepanvusiii 3akon oT 22.12.2014 No 429-D3)

22. Jlepxareinp WM BIAJAENEl] PETMCTPAMOHHOTO YIOCTOBEPEHHMs JIEKAPCTBEHHOIO
npernapara IpeiCTaBlIseT B YIOJIHOMOUEHHBINH (efepaibHbI OpraH UCIOJIHUTEIHHOW BIIACTH,
OCYIIECTBISIOMNN (DYHKIUUA MO KOHTPOIIO M HAA30py B cdepe 3ApaBOOXpaHEHHS, OTYET IO
pesynbrataMm (apMakoHaJ 30pa OIWH pa3 B IIECTh MECALEB B TEUEHHE [BYX JIET IOCIE
rOCyAapCTBEHHOM PErucTpaluu JEKapCTBEHHOTO Ipernapara B Poccurickont denepannn, exKeroaHo

B TEUEHHE MOCIEAYIOIIUX TPEX JET U B AaJIbHEHUILIEM OJIUH pa3 B MATh JIET. ([ononnenue uacmoio -
@Deodepanvubiii 3akon 0T 22.12.2014 No 429-D3)

Crarba 19. [IpunsiTue pemieHus 0 Bblja4e IKCIEPTHOMY Y4pPeK/IeHUI0
3aJlaHMsl HA MIPOBeleHHe IKCIEPTU3bI JIEKAPCTBEHHOI'0 CPEACTBA

1. B Tedenue necsatu paboyux AHEW CO JHS MPUHATUSA 3asBJICHUS O TOCYIApCTBEHHOMN
pEerucTpauuy JIEKapCTBEHHOIO IIpenapara WiW 3asBJICHUS O NPU3HAHUM JIEKAPCTBEHHOI'O
npenapata oOp¢aHHbIM JIEKAPCTBEHHBIM IIPENApaTOM COOTBETCTBYIOIIMI  YIIOJIHOMOYEHHBIN
(denepanbHbIil OpraH UCIOJHUTEIBLHON BIACTH MPOBOAMT MPOBEPKY MOIHOTHI, TOCTOBEPHOCTH U
MPaBUIBHOCTH O(OPMIICHHUS TIPEACTABICHHBIX JOKYMEHTOB PErHCTPAIIMOHHOTO JOChE Ha
JIEKapCTBEHHBIM MpemapaT W NpPUHHUMAET pEUICHUE O BblJaue 3aJaHus Ha mpoBeacHue: (B
peoaxkyuu Pedepanvrozo 3axkorna ot 30.01.2024 Ne 1-D3)

1) »sKkcmepTu3bl JOKYMEHTOB, NPEJACTABICHHBIX JJIA ONPEICIICHUS BO3MOXKHOCTH
paccMaTpuBaTh JIGKAPCTBEHHBINM Ipemapar Uil MEIUIMHCKOTO TPHMEHEHHS B KauecTBE
opaHHOTO JEKapCTBEHHOTO TIpemnapara; (B pedaxyuu Pedepanvrozo 3akona ot 30.01.2024 Neo 1-
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®3)

2) OKCIICPTU3LI JICKAPCTBCHHOI'O CPCACTBA B YaCTH OKCIICPTU3BI KAaYCCTBA JICKAPCTBCHHOI'O
CpeacTBa M OKCIICPTU3bI OTHOIICHHA O}KI/II[aGMOI\/'I IMOJIb3bl K BO3MOXHOMY PHCKY IIPHUMCHCHUA
JICKApCTBCHHOT'O IIperiapara JJI1 MECAUINHCKOT'O ITPUMCHCHU A,

3) 3KCIEepTU3bI JIEKAPCTBEHHOIO CPEICTBA B YACTH IKCIIEPTU3bI KAYECTBA JIEKAPCTBEHHOTO
CpeIcTBa M 3KCHEPTU3bl OTHOLIEHUS OXXHAAEMOM MOJb3bl K BO3MOXXHOMY PHUCKY HPHUMEHEHHUS
JIEKApCTBEHHOTO Ipernapara JUisi MEAULMHCKOTO MPUMEHEHUS B TOPSIIKE YCKOPEHHOM MPOLELyPbl
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO cTarheil 26 HacTosiero denepaibHOro
3aKOHa;

4) sKCTIepTU3bI JIEKAPCTBEHHOIO CPEICTBA B OTHOIICHUM JIEKAPCTBEHHOTO Mpernapara AJis
BETEPUHAPHOIO IPUMEHEHUSI.

2. YHmoaHOMOYEHHBIN (henepalbHbIi OpraH WCIOJHUTEIBLHOW BIACTH HAMpaBISET B
TUYHBIA KaOWHET OHKCIEPTHOTO YUPEXKICHHUS B €IWHONW CHUCTEME TOAIMUCAHHOE YCHUIICHHOM
KBAIM(PUIIUPOBAHHON  AJIEKTPOHHOM  MOJANMUCHIO  3aJaHUE Ha MPOBEACHHE  IKCIEPTHU3,
MPEeIyCMOTPEHHBIX YacThlo | HacToseld CcTaThbd, B JUYHBIA KaOWHET 3asBUTENs B EAUHOU
CHUCTEME - OJIMUCAHHOE YCUJICHHON KBaTU(UIIMPOBAHHON 3JIEKTPOHHOMN MOANUCHIO YBEIOMIICHHE
O IPUHATOM PELICHUU O BbIJIAY€E 3a1aHUS Ha MTPOBEICHUE HKCIEPTU3, MPETYCMOTPEHHBIX YACThIO |
HACTOSIIICH CTaThM, U B Cllydae HEOOXOIWMOCTH O BBIJaue paspelieHus Ha BBO3 B PoccuiicKyro
denepaluio KOHKPETHON MapTUH, CEPUU 3apPETUCTPUPOBAHHBIX U (HMIIM) HE3apEeTUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB WM 00 OTKa3e B MPOBEICHUU TAKUX IKCHEPTU3 C yKA3aHHEM MPUYHH
oTkaza. (B pedaxyuu @edepanvrozo 3axona ot 30.01.2024 Ne 1-D3)

3. B ciyuae BbIsSIBIIEHUSI OTCYTCTBHS WM HEAOCTOBEPHOCTH MH(GOPMAIINH, COACPKAIICHCS
B TPEJCTAaBICHHBIX 3asfBUTENIEM JIOKYMEHTaX, YIOJIHOMOYEHHBIN (deaepalbHblii  Opran
WCIIOJIHUTEIbHOM BJIACTH HANpPAaBISAET 3asBUTEII0 IOCPEACTBOM E€IUHOIO IOpTajga WIM B €ro
JUYHBIA KaOWMHET B €QMHOW cHUCTeMe 3ampoc 00 YTOUHEHHH 3TOM MH(pOpMalvu, MOJIUCAHHBIHI
YCWJICHHON KBaJIU(PUUUPOBAHHON 3JIEKTPOHHON MOMINHUCHIO (Jajiee - 3ampoc YIOJIHOMOYEHHOTO
denepanbHOTO OpraHa HCHOJIHUTENBHOW BHacTH). (B  pedaxyuu Dedepanviozo 3aKoHa
o1 30.01.2024 No 1-®3)

4. 3asButenp 00s3aH HAMPaBUTh MOCPEACTBOM E€IUHOTO IMOPTaJia B YIMOJIHOMOYEHHBIN
(denepanbHblil OpraH HUCHOJHUTEIbHOW BJIACTHM WM B JIMYHBIA KaOWMHET YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTENBHON BJIACTH B €AMHON CHUCTEME MOANMMCAHHBIN yCUJICHHON
KBUTM(PHUIIIPOBAHHON  DIIGKTPOHHOM  TOAMUCHIO OTBET Ha  3alpoC  YIOJIHOMOYEHHOTO
(denepanbHOTO OpraHa UCIOJHUTEIBHON BJIACTH B CPOK, HE MPEBBIMIAIONINNA EBIHOCTAa PaOOINX
JHEN cO JHS TOJIyYeHHs! YMOJHOMOYEHHBIM (heepaibHbIM OPraHOM HCHOJIHUTENbHON BIIACTU
IEKTPOHHOIO YBEJAOMIICHHSI O IOJIYYEHUHU 3asBUTENEM JaHHOTO 3amnpoca. Cpok, yKa3aHHBIA B
yacTu | HacTosIed CTaTbH, NMPUOCTAHABIMBAETCS CO JIHS HAIIPaBJIICHMsI MOCPEACTBOM E€IMHOTO
nopTraja WM B JWYHBIA KAOMHET 3asgBUTENS B €IUHOM CHUCTEME 3ampoca YIMOJIHOMOYEHHOTO
(denepanbHOrO OpraHa WCIOJHUTEIBLHOW BIIACTH A0 JHS HalpaBICHUS 3asBUTENIEM MOCPEICTBOM
€IMHOTO TopTaja WIM B JIMYHBIM KaOMHET YIOJIHOMOYEHHOTO (pelepajbHOr0 OpraHa
UCIIOJIHUTEILHOW BJIACTU B €IMHOM cucTeMe OoTBeTa. (B pedakyuu @edepanvrozo 3axona
o1 30.01.2024 Ne 1-®3)

5. OcHoBaHueM Uisi OTKa3a B OpPraHW3alldd JSKCIEPTH3, MPETyCMOTPEHHBIX YacThio |
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HACTOAIIEH CTaThH, SBISETCA MPEICTaBICHNE HEOOXOUMBIX JJI MPOBEICHUS MPEIyCMOTPEHHBIX
OKCIIEPTH3 JOKYMEHTOB B HEMOJHOM OObEME WM HENPEJICTaBICHUE 3asBUTEIEM B
YCTaHOBJICHHBIII CPOK OTBETa HAa 3alpoCc YIOJHOMOYEHHOrO (perepanbHOro  OpraHa
UCIIOJIHUTEIBbHOW  BJIACTH, @ TaKXKe TMPEACTaBICHHE JIOKYMEHTOB, HE  COAEpIKalluX
MCUEPIBIBAIOLIETO MEPEUHS] HEOOXOAUMBIX CBEACHUIA.

6. Ilpu oTkaze B oOpraHu3auuy 3KCIEPTU3bI, MPEIyCMOTPEHHON MyHKTOM 4 wactu |
HACTOSIICW CTaThH, JOKYMEHTHI, BXOSIIME B COCTaB PETHCTPAIMOHHOTO JOChE Ha
JICKApCTBEHHBINM TMpenapar sl BETEPUHAPHOTO MPHUMEHEHHUs, MOTYT OBITh BO3BpAIllCHBI
3asBUTEII0 HAa OCHOBAaHMHM €r0 3ampoca, MOAMMCAHHOTO YCHJICHHOW KBadu(UIIUPOBAHHON
AIIEKTPOHHOM TOAMKMCHIO ¥ HAMPABICHHOTO TOCPEJACTBOM E€IMHOTO MOPTajia B YIOJTHOMOYCHHBIN
denepanbHBIl OpraH WCIOJHUTEIBHON BIACTH WM JUYHBIM KaOWHET YIMOJTHOMOYEHHOTO
denepanbHOTO OpraHa UCTIOTHUTEIBLHON BIACTH B €UHON CUCTEME, B TCUCHHE TPULIATH PabOIHX
ITHEW CcO THS TPHHATHS YIMOTHOMOUYEHHBIM (eepanbHbIM OPraHOM HCIIONHUTENBHON BIIaCcTH
pemieHust 00 OTKa3e B OpraHU3allUU TAKOW AKCIIEPTH3bI. YIIOJTHOMOUYEHHBIN (efaepanbHbIi opraH
WCTIOTHUTEIFHOM BJIACTH BO3BpAIAET 3asSBUTEIIO0 yKa3aHHBIE TOKYMEHTHl B TEUCHHE IECATU
paboumx JHEH CO THS MONYYSHHS] COOTBETCTBYIOIIETO 3ampoca 3asBUTENS. ([JonoineHue yacmoio -
@eoepanvuviii 3akon ot 02.08.2019 Ne  297-®3) (B pedaxyuu Dedepanbhoco 3aKOHA
ot 30.01.2024 Ne 1-®3)

(Cmamuws 6 pedaxyuu Dedepanvroeo 3akona ot 22.12.2014 Ne 429-03)

Crarbs 20. Dxcnepru3a 10KyMEHTOB, IPEACTABJICHHBIX U1l ONIpelesIeHusI
BO3MOKHOCTH PAacCMaTPHUBATh JIeKAPCTBEHHBbIH Npenapar 1Js
MeIMIMHCKOr0 NPpMMeHEHUs MPHU OCYIIeCTBJICHUHU
roCylapCTBEHHOM PerucTpanuu B KayecTse OppaHHOIO
JIEKAPCTBEHHOI0 Mpenapara

1. DOkcnepTuza JAOKYMEHTOB, TMPEJICTABICHHBIX Il OMNpPEACICHUS BO3MOXKHOCTHU
paccMmaTpuBaTrh JICKAPCTBEHHBIN Mpenapar JJisi MEJUIIMHCKOTO MPUMEHEHUS MPU OCYILECTBICHUN
rOCYZIapCTBEHHOM PETHCTPAIIMU B Ka4eCTBE Op(PaHHOTO JIEKAPCTBEHHOTO IMperapara, COCTaBICHUE
KOMHMCCUEH OHKCIIEPTOB 3aKIIOYEHUSI O BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpuUBaTh
JIEKApCTBEHHBIN  mpenapar il  MEAUIMHCKOIO  TMPUMEHEHUs MpHU  OCYIECTBICHUU
TOCY/IapCTBEHHOW pPETHCTpallid B KadecTBe OpGaHHOTO JICKAapCTBEHHOTO Tpemapara |
HaIlpaBJIeHWE JAHHOTO 3aKJIIOYCHHS B YIOJTHOMOYEHHBIN (efepalbHBI OpPTaH HUCIOIHUTEIHLHON
BJIACTU OCYIIECTBIIIIOTCS B CPOK, HE MPEBBIMIAIOIINN TPUIATH pabOunuX THEH CO JHS MOTYyUYCHUS
AKCIIEPTHBIM YUPEKICHUEM 3aJIaHUsI YIIOJIHOMOUYEHHOTO (hefepaibHOTO OpraHa UCIOIHUTEILHON
BJIACTH M B DJEKTPOHHOW (opMme WM Ha OyMaKHBIX HOCHTENIIX HEOOXOIMMBIX TOKYMEHTOB,
yKa3aHHbIX B MyHKTax 1, 2, 5, 6, 10 yvactu 4 u B yactu 7 crarbu 18 Hactosmero denepaibHOro
3aKOHa.

2. JIokyMeHTBI, COAepKaluecs B PErUCTPALIMOHHOM J1I0Ch€ Ha JIEKAPCTBEHHBIN Mpernapar
U MOCTYNUBIINE HAa OyMa)XHBIX HOCHUTEINSX B HKCHEPTHOE YUPEKICHHE Ui OCYIIECTBICHUS HX
SKCIEPTHU3Bl ISl ONPEIEIICHUs] BO3MOXXHOCTH pPACCMATPUBATh JIEKAPCTBEHHBIM Ipernapar ajis
MEIUIIMHCKOTO TPUMEHEHHMsSI B KauecTBe OpP(aHHOTO JIEKApCTBEHHOTO IIpemnapara, IMoaeKar
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BO3BpAaTy B YMOJTHOMOYEHHBIN (efepanbHblii OpraH HCHOJHUTEIBHONW BIACTH OJHOBPEMEHHO C
3aKJIFOYEHUSIMHU COOTBETCTBYIOIINX IKCIIEPTHU3.

(Cmamos 6 pedaxkyuu Pedepanvroco 3akona ot 22.12.2014 Ne 429-D3)

Crarbs 21. PeieHune 0 BO3MOKHOCTH PACCMATPUBATH JEKAPCTBEHHbIM
npenapar npH oCymecTBJICHUN rOCYyIapCTBEHHOM PerucTPalvu B
KayecTBe Op(haHHOIO JIEKAPCTBEHHOI0 NMpenapara

1. B cpok, He mpeBbIIAIONMN TATH paOOYuX JIHEW CO JHSA TMOJYYEHHs 3aKIIIOYEHUS,
yka3zaHHoro B 4vactd | crarem 20 Hacrosmero ®enepanbHOrO 3aKOHA, YIOJIHOMOYEHHBIN
(benepanbHbIil OpraH MCIOJHUTENBHON BIACTH OCYLIECTBISIET OLIEHKY MOJIYYEHHOTO 3aKIIOUEHUs
JUISL OTIPEZICIIEHNs] €r0 COOTBETCTBHUS 3aJaHUI0 HA MPOBEACHUE COOTBETCTBYIOIIEH 3KCIEPTU3BI U
YBEIOMIIIET 3asBUTENs B AJIEKTPOHHOM (opme miaM Ha OyMa)KHOM HOCUTENE O pe3ysibrarax
MIPOBEJICHHON SKCIEPTU3bl ¢ MPUJIOKEHUEM KOMHUU HKCIEPTHOTO 3aKIIOUYEHHs (C COXpaHEHHEM
KOH(QUAECHIMAIBHOCTH MH(OPMALIMK O COCTaBE AKCIEPTHOM KOMHCCHM) U O BO3MOXXHOCTH WIIU
HEBO3MOKHOCTU paccMaTpUBaTh JIEKAPCTBEHHBIN IpenapaT s MEAULMHCKOTO IPUMEHEHUS IpU
OCYIIECTBJIEHUN TOCYAapCTBEHHONW perucTpalud B KadecTBe Op(aHHOIO JIEKapCTBEHHOIO
npenapara.

2. Ilpn BBIHECEHUM KOMMCCHUEN JKCIIEPTOB 3aKIIFOUEHHSI O BO3MOXKHOCTH PAaccMaTpUBaTh
JIEKapCTBEHHBIM  mpenapar g MEIHWIMHCKOTO  MPUMEHEHUS NPU  OCYIIECTBICHUU
TOCyJapCTBEHHOW pEerucTpallid B  KadecTBe Op(aHHOTO JICKapCTBEHHOTO  Mpemapara
YIIOJTHOMOYCHHBIA (pefepaIbHBI OpraH HWCIIOJHUTEIHHOW BJIACTH B CPOK, HE MPEBBIMIAOITUI
nATA pabouux JHEW CO JHS MOJY4YeHHS JaHHOTO 3aKIIIOYEHUs, MPUHUMAET PEIICHHE O BbIJaue
3aJlaHUsl Ha IIPOBEACHUE DKCIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEACTBA M DKCIEPTU3bI
OTHOIIIEHUS OKUJIAEMOM TOJIb3bl K BO3MOXKHOMY PHUCKY NMPUMEHEHUS JIEKAPCTBEHHOTO Ipernapara
UL MEOUIMHCKOTO TPUMEHEHUsT B TOpAJKE YCKOPEHHOM MpOIEAYphl  DKCHEPTU3bI
JIEKApPCTBEHHOTO CPEJICTBA B COOTBETCTBUHU CO CTaThel 26 HacTosAero denepaibHOrO 3aKOHa.

3. B ciyyae mnpuHSTUS PEIIEHUS O HEBO3MOXKHOCTH pPacCMaTrpuBaTh JIEKapPCTBEHHBIN
npenapar g MEIUIMHCKOIO NPUMEHEHUS NpPU TOCYJapCTBEHHOM pErucTpald B KauyecTBE
op(haHHOTO JIEKapCTBEHHOTO Mperapara YIoJTHOMOUYEHHBIN (efepaibHbIii opraH UCTIOTHUTETHHON
BJIACTH IMpEKpaIlaeT MpOIEeAypy TOCYIapCTBEHHON PpPEruCTpalvM JIEKAapCTBEHHOIO Ipernapara.
3asBUTENb BMOpaBe OOpPaTUTHCA B PETUCTPUPYIOIIMI OpraH C 3asBICHHEM O TOCYIapCTBEHHOM
perucTpalyy yKa3aHHOTO JIEKAPCTBEHHOIO Mpenapara B COOTBETCTBUM CO cTaThed 18 HacTosdiiero
®denepalbHOTO 3aKOHA.

(Cmamuws 6 pedaxyuu Dedepanvroeo 3axona ot 22.12.2014 Ne 429-03)

Crarba 22.

(Cmamus ympamuna cuny - @edepanvhsiii 3akon 0T 22.12.2014 Ne 429-D3)

Crarbs 23. JKcnepTH3a KayecTBa JIeKAPCTBEHHOI0 CPEICTBA M IKCIePTU3a
OTHOIIIEHHUS 03KM1aeMO¥i M0JIb3bI K BO3MOKHOMY PUCKY
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INPUMEHECHHUSA JCKAPCTBCHHOI'0O IMpemapara aJsd MEIAUNIHUHCKOT0
INPUMEHECHUA

1. DkcrnepTr3a KayecTBa JEKApCTBEHHOTO CPEJICTBA U AKCIIEPTHU3a OTHOILICHUS 0XKUJ1aeMOM
MOJB3bl K BO3MOXXHOMY PHUCKY INPUMEHEHHs JIEKAPCTBEHHOTO Mpemnapara Ijsi MEIHIMHCKOTO
MPUMEHEHUS, COCTABJICHUE KOMUCCHUSIMHU SKCIEPTOB 3aKIIIOUEHUN O pe3yJbTaTaM MPOBEICHHBIX
AKCTIEPTU3 u HaIlpaBJICHUE ATUX 3aKJTIOYCHUH, MOJIMUCAaHHBIX YCUJIEHHBIMU
KB (DUIIMPOBAHHBIMH DJICKTPOHHBIMU TOANMUCSIMH, B JIMYHBIM KaOWHET YIIOJIHOMOYEHHOTO
(dhenepaabHOTO OpraHa WCIIOTHUTEILHON BIACTH B €IUHON CHCTEME OCYIISCTBIISIIOTCS B CPOK, HE
MIPEBBIIAONIANA CTa ASCATH pabovnX AHEH CO JHS HAMPABICHHS B JUYHBIM KaOWHET HKCIIEPTHOTO
YUIPEKICHHUS B €IMHOM CHCTEME COOTBETCTBYIOIIETO 3aJaHUs YMOJIHOMOUYEHHOTO (hemepaabHOro

opraHa WCIIOJIHUTEIHHOM BJIACTU W HEOOXOAMMBIX JOKYMEHTOB. (B pedaxyuu ®Peodepaibroco
3axona ot 30.01.2024 Ne 1-®3)

2. B TeueHue neBsiHOCTa JTHEH CO JIHA TOMYYEHHS YMOJTHOMOUYEHHBIM (enepanbHbIM
OpraHOM HCIIOJIHUTEIHHOM BIIaCTU YBEAOMJICHUS B JIEKTPOHHOM (pOopME O MOITyUECHUU 3asiBUTEIIEM
peleHust 0 MPOBEACHUN AKCIIEPTH3, MPEAYCMOTPEHHBIX YacThio | HACTOsIIIEH CTaThH, 3asSBUTEIND
NPECTABIISIET B OKCIEPTHOE YUPEKICHUE /ISl IPOBEACHUS SKCIIEPTU3HI KaueCTBa JIEKAPCTBEHHOTO
cpencTBa 00pasIbl JIEKApCTBEHHOTO TIpernapara i MEIUITMHCKOTO PUMEHEHHUS, TPOU3BEICHHOTO
B COOTBETCTBHH C TpEOOBAHUSAMH ONBITHO-IPOMBINIJIEHHOTO W (WJIM) TPOMBINIJICHHOTO
PEIIaMEHTOB, YTBEPKICHHBIX PYKOBOAUTENIEM MPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB, a TaKKe
B COOTBETCTBYIOIIMX Ciy4asx oOpasubl (apmManeBTHYECKOW CyOCTaHIMM, TeCT-IITaMMa
MHUKPOOPTaHU3MOB, KYJIBTYphI KJIETOK, 00pa3iibl BEIECTB, IPUMEHIEMbIX JJISI KOHTPOJISI KauecTBa
JICKapCTBEHHOTO CPEACTBA MyTEM CPaBHEHHUS C HUMHU HCCIIEyeMOTo JIEKapCTBEHHOTO CPEICTBA,
cnienupuIecKre peareHThl, HeOOXOIUMBIE JJIs MPOBEICHUS UCTIHITAHUN 00pa3IoB JIEKapCTBEHHBIX
MpernapaTtoB, B KOJIMYECTBAX, HEOOXOMUMBIX JUIsi BOCHPOU3BEICHUS METOIOB KOHTPOJIA
KauecTBa. (B pedaxyuu Pedepanvrozo 3axona ot 30.01.2024 Ne 1-D3)

3. Ilpu mnonyueHun oOpa3LOB JEKAPCTBEHHOIO Ipemapara U (¢apMaleBTHUECKON
CyOCTaHIIMU DKCTIEPTHOE YUPEKICHUE HAMpaBIsCT B JMYHBIA KAOWHET 3asiBUTENSI B EAUHOMU

CUCTEME YyBEJOMIIEHHE, MOATBEp)KJAIolee IMOIyYeHHe YKa3aHHbIX oO0pa3uoB. (B pedakyuu
@edepanvrozco 3axona ot 30.01.2024 No 1-D3)

4. VYkazaHHbI1 B 4acTH 2 HACTOSIIEM CTAaTbu CPOK [UJIs TPEJICTABICHHS 3asBUTEIEM
00pasIioB JEKapCTBEHHOTO Mpemnapara u (papMareBTHIeCKoi CyOCTaHIIMM HE BKJIIOYAETCS B CPOK
MPOBENICHUS DKCIEPTU3, TNPEAYyCMOTPEHHBIX dYacThlo 1 Hacrosmie cTarbu. (B  pedaxyuu
@edepanvrozco 3axona ot 30.01.2024 No 1-D3)

5. (Hacmo ympamuna cuny - @edepanvusiii 3akon ot 30.01.2024 Ne 1-D3)
(Cmamuws 6 pedakyuu Dedepanvroeco 3axona ot 22.12.2014 Ne 429-03)

Crartbs 24. JKcnepTH3a KayecTBA JIeKAPCTBEHHOI0 CPEICTBA M IKCIEPTU3a
OTHOIIIEHHUS 03KM1aeMO¥i M0JIb3bI K BO3MOKHOMY PUCKY
NpUMEeHEeHUsl JIeKAPCTBEHHOT0 Mpenapara Jjisi BeTePpUHAPHOTIO
NpUMeHEeHHs
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1. Dkcneprr3a KauyecTBa JEKAPCTBEHHOIO CPENCTBA U OKCIEPTH3a OTHOLIEHUS OXKUIAEMOMN
IIOJIB3bI K BO3MOKHOMY PHCKY IPUMEHEHHsS JICKAPCTBEHHOIO IIpernapara il BETEPUHAPHOIO
IIPUMEHEHHMs], COCTABJICHHME KOMMCCUSMM DKCIIEPTOB 3aKIIOYEHUW IO pe3yjpraraM yKa3aHHBIX
OKCIIEPTH3 W HAMpaBlICHWE TaKUX 3aKIIOUCHHUU B OJICKTPOHHON (opMe B YIIOJIHOMOYCHHBIN
(denepanbHbIil OpraH UCHOIHUTEIBHON BIACTH OCYIIECTBISIOTCA B CPOK, HE MPEBBIMIAIOIINNA CTa
JecATH paboyux AHEH CO JHS MOJIYYEHHUs SKCHEPTHBIM YUPEXKIACHHEM B DIIEKTPOHHOU (dopme
3a/laHds YIIOJIHOMOYEHHOTO (peiepajbHOr0 OpraHa MCHOJHUTENbHONW BIACTH C JOKYMEHTAaMH,

yKa3aHHBIMU B yacTu 3 ctarbu 17 HacTosmero ®enepanbHOro 3aKkoHa. (B pedaxyuu ¢hedepanvrvix
3axono06 oT 22.10.2014 Ne 313-@3, ot 13.07.2015 Ne 241-®3, ot 30.01.2024 Neo 1-D3)

2. B rteuyenue TtpuanaTd paboyux JHEH CO JHSA TOJYYCHHS YIOJHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIOJHUTEIBHOW BIIACTH YBEIOMIICHHS B JJIEKTPOHHOH (dopme o
MOJYYCHUM 3asBUTEJCM PCIICHUS O TMPOBCICHUU YKAa3aHHBIX B YacTH | HACTOSIIEH CTaThbu
OKCIICPTU3 3aABUTENb IMPEICTABISICT B SKCIIEPTHOE YUPEKJACHUE JJIS MPOBEICHUS SKCIICPTU3BI
KadyecTBa JIGKAPCTBCHHOTO CPENICTBA 0Opaslbl JICKApCTBEHHOTO Tpenapara JUisli BETEPHHAPHOTO
MIPUMEHEHUS, TTPOU3BEIACHHOTO B COOTBETCTBHH C TPEOOBAHUSIMH TEXHOJIOTHYECKUX PErIaMEHTOB,
YTBEP)KJICHHBIX PYKOBOJIUTEIIEM IPOW3BOMUTENS JICKAPCTBEHHBIX CPEACTB, a Takke B
COOTBETCTBYIOIIMX CIIy4asX TECT-IITaAMMbl MHKPOOPTaHW3MOB, KYJIBTYPHl KIIETOK, OOpa3Ilbl
(dapMareBTHUeCKOi CcyOCTaHIIMM, O0Opaslbl BEIISCTB, MPUMEHSAEMBIC JUIS KOHTPOJS KauecTBa
JICKAPCTBEHHOTO CPEJCTBA, B KOJIMYECTBAX, HEOOXOAMMBIX IS BOCIPOU3BEACHHS METOIOB
KOHTPOJII KadecTBa. (B peodakyuu ¢edepanvrvix 3axonos o1 02.08.2019 Ne  297-D3,
ot 30.01.2024 Ne 1-®3)

3. Tlpm mnonydeHun OOpa3IOB JICKAPCTBEHHOTO IIpermapara W (apMareBTHYECKOM
CYOCTaHIIMU SKCIIEPTHOE YUYPEKJICHUE B JCHb IMOJyYCHHS 00pa3lloB HANPAaBJISET B 3JIEKTPOHHOM
dbopme 3asBUTENIO YBEIOMJICHHE, TOATBEPXKAAIONIee TOMyYeHHUE YKa3aHHBIX o0pasmnoB. (B
peoaxkyuu Pedepanvrozo 3axorna ot 30.01.2024 Ne 1-D3)

4. VYkazaHHbII B 4acTH 2 HACTOSIIEM CTAaTbu CPOK [UJIs TPEJICTABICHHS 3asBUTEIEM
00pa3IioB JEKapCTBEHHOTO Mpemnapara u (papMareBTUIeCKoi CyOCTaHIIMM HE BKJIIOYAETCS B CPOK

MPOBENICHUS DJKCIEPTU3, TNPEAYCMOTPEHHBIX dYacThlo 1 Hacrosmied cTarbu. (B  pedaxyuu
@edepanvroco 3axona ot 30.01.2024 No 1-D3)

5. (Hacmo ympamuna cuny - @edepanvusiii 3akon ot 30.01.2024 Ne 1-D3)

Crarbi 25. HOBTOpHOC MPOBECACHUE IKCIIEPTU3bI JICKAPCTBCHHBLIX CPEACTB

(Haumenosanue 6 pedaxyuu @edepanvrozo 3akona ot 22.12.2014 Ne 429-D3)

1.B ClIy4dasax HGI[OCTaTO‘lHOﬁ 00OCHOBAaHHOCTH WJIM HEIOJHOTHI 3aKIIOUCHUS KOMHCCHH
OKCIICPTOB, HAJIMYUSA B HCM IIPOTUBOPCUYMBLIX IHAHHBIX, (banbcn(bm(aunn BBIBOJIOB OKCIICPTU3bI
JICKAapCTBCHHOT'O CpCaAcCTBa, COKPBITUSI oT YIIOJIHOMOYCHHOT'O (b@I[Cp&J'IBHOFO OopraHa
HCITIOJIHUTEILHOM BJIACTH OCHOBAHMU AJI1 OTBOAA JSKCIIEPTa BCIICACTBHUE €TI0 3aMHTECPECCOBAHHOCTHU
B pe3yibTrarax COOTBeTCTBYIOIHGﬁ OKCIICPTHU3bI, HAINYHA AAHHBIX O IIPAMOM 1100 KOCBEHHOM
BMCHIATCIILCTBEC B IIPOLCCC COOTBGTCTBYIOI]_[eﬁ OKCIICPTU3bI JIKMI, HC YYaCTBYIOIIMX B C€C
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MPOBEJICHWY, HO OKAa3aBIIMX BIHUSHUE HA TPOIECC U PE3ylIbTaThl €€ MPOBEACHHUS,
YIOJTHOMOYEHHBIM (DeZIepaibHBIM OPraHOM HCIIOJHUTENBHONW BJIACTH HA3HAYaeTCs MOBTOPHAs
JKCIIEpPTH3a JICKAPCTBEHHOTO cpeAcTBa W (WiIM) d3THYEcKass »JKcneptusza. (B pedaxyuu
@Dedepanvrozco 3axona ot 22.12.2014 Ne 429-D3)

2. IloBTOpHAS HKCIIEPTU3A JIEKAPCTBEHHOIO CPEJCTBA MPOBOAUTCSA C YUYETOM PE3YJIBTATOB
paHee TPOBEIECHHOM HSKCHEPTU3bl B CPOK, YCTAHOBJIEHHBIM YIOJIHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJTHUTENIbHON BIACTH W HE MNPEBBIIAIONIUN TPUALATA pabdOYuMX JHEW cOo JHA
NOJyYEHHUs SKCIEPTHBIM YUpEeXKJCHHEM B JUYHOM KaOWHETEe B €AMHOW CHCTEME 3aJaHusi Ha
MIPOBEJICHUE TMOBTOPHOW 3KCIEPTHU3bl JIEKAPCTBEHHOIO CPEACTBA, MOIAMNHCAHHOTO YCUJIEHHOU
KBATM(PUITUPOBAHHON  3JEKTPOHHON MOAMHUCHIO. (B pedaxyuu  ¢hedepanbHvlx  3aKOHO8
otT 22.12.2014 Ne 429-@3, ot 30.01.2024 Ne 1-®3)

3. ®uHaHcOBO€ oOecleyeHUEe BBINOJHEHUS 3a/laHusd Ha MPOBEACHHE MOBTOPHOMN
AKCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEACTBA HE OCYLIECTBISIETCS. (B pedakyuu Pedepanviozo 3aKona
o1 22.12.2014 Ne 429-D3)

Crarbs 26. YcKopeHHasi IPoLeAYPA IKCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB

I. VYckopeHHas mpoueaypa DOKCIEpPTU3bl  JIEKAPCTBEHHBIX  CPEICTB B LEIAX
rOCY/IapCTBEHHOM PpETrMCTPAallUM JIEKAPCTBEHHBIX IPENAPaTOB IPUMEHSETCS B OTHOIICHUU
ophaHHBIX  JIEKAPCTBEHHBIX IpENaparoB, IMEPBbIX TPEX JEKApCTBEHHBIX IIPENapaToB,
peructpupyembix B Poccuiickont ®Denepanuym B KaueCTBE BOCIPOM3BEIACHHBIX JIEKAPCTBEHHBIX
MPENaparoB, OYEPEAHOCTh KOTOPBIX ONPEAENSAETCS B COOTBETCTBMU C HOMEPOM M JTaTOM BXOISIINX
3asBJICHUM O TOCYJApCTBEHHOW PETrHCTPAalH JIEKAPCTBEHHBIX IMPENAapaToB B PaMKax OJIHOIO
MEKJIYHAPOAHOIO  HEIMATEHTOBAHHOIO  HAaWMMEHOBAHUSA  JICKAPCTBEHHOIO IIpenapara WIH
IPYIIIAPOBOYHOIO HAMMEHOBAHMS JIEKAPCTBEHHOI'O IMpenapara, JISKapCTBEHHBIX IPENapaToB s
BETEPUHAPHOIO IPUMEHEHMS, NPEAHA3HAYEHHBIX JUIA JICYEHUs] JIOMAIIHUX JKWUBOTHBIX,
onpeneneHHbIX DenepanbHbIM 3ak0HOM 0T 27 nekadps 2018 roga Ne 498-D3 "OO6 oTBETCTBEHHOM
oOpalieH C XUBOTHBIMA M O BHECEHHU H3MEHEHUW B OTIC/IbHBbIC 3aKOHOAATEIbHBIC AKThI
Poccuniickoit @eaepanuu', U 3aperuCTPUPOBAHHBIX B KAUE€CTBE JIEKAPCTBEHHBIX IMPENApaToB IS
MEULMHCKOIO NPUMEHEHUS, U JIEKAPCTBEHHBIX IPENAPATOB, NPEIHA3HAYEHHBIX HUCKIIOYUTEIBHO

Ui TIPUMEHEHHs] HECOBEPUICHHOJETHUMHU TpaxaaHaMmu. (B pedaxyuu gpedepanbHblx 3aKOHO8
otT 22.12.2014 Ne 429-®3, ot 13.07.2015 Ne 241-D3, ot 28.04.2023 No 171-D3)

2.  YckopeHHas Tpoleaypa  OKCIEPTHU3BI  JICKAPCTBEHHBIX CPEICTB B IEJAX
rOCY/IapCTBEHHOM PEruCTpalliy JIEKAPCTBEHHBIX MPENapaToB HE MPUMEHSIETCSI B OTHOIICHUH:

1) 6uoananoroBeix (OMOMOTOOHBIX) TEKAPCTBEHHBIX MpemapaToB (0MO0AHAIOTOB);

2) pedepeHTHBIX JEKApCTBEHHBIX MpemapaTtoB (3a HUCKIOYEHHEM  Op¢aHHBIX
JIEKapCTBEHHBIX MPENaparoB);

3) BOCHPOM3BEJICHHBIX JIEKAPCTBEHHBIX MPEMapaToB (3a HCKIIOUEHHEM IMEPBBIX TpeX
peructpupyemsbix B Poccuiickon dDenepanuym B KaueCTBE BOCIPOM3BEIACHHBIX JIEKAPCTBEHHBIX
MPENaparoB U JECKAPCTBEHHBIX MPENAPATOB, MPEAHA3HAYCHHBIX UCKIIOUYUTEIBHO JJI PUMEHEHHUS
HECOBEPUICHHOJIETHUMHU TPAXKIAAHAMHU, A TAKKE JICKAPCTBEHHBIX IPENApaToB, NPEAHA3HAYCHHBIX
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JUTSL JICYCHUS] JOMAITHUX J>KUBOTHBIX, OmpeneneHHbIX DefepanbHbIM 3aKOHOM OT 27 aexabps
2018 roma Ne 498-®3 "OO0 OTBETCTBEHHOM OOpAIIEHUH C KUBOTHBIMUA U O BHECCHUH U3MEHEHUH B
OTJENIbHBIC 3aKOHOIaTeNIbHbIE akThl Poccuiickoit @enepanun', U 3aperucTpUPOBAHHBIX B KAUYECTBE

JIEKapCTBEHHBIX MPENaparoB i MEIUUUHCKOrOo IMpUMEHeHus); (B pedaxyuu Pedepanvrozo
3axona ot 28.04.2023 Ne 171-®3)

4) HOBBIX KOMOMHAIINI 3apETUCTPUPOBAHHBIX PaHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JNeKapCTBEHHBIX NPENapaToB, 3apETHMCTPUPOBAHHBIX paHEE, HO MPOU3BEIACHHBIX B
ApYTUX JIEKApCTBEHHBIX (hOopMax B COOTBETCTBUHU C MEPEYHEM HAUMEHOBAHUM JIEKAPCTBEHHBIX
(hopM 1 B HOBOM JTO3UPOBKE;

6) JIEKapCTBEHHBIX MPEmapaToB Uil MEAUIIMHCKOTO NPUMEHEHHs, TOCydapCTBEHHAs
perucrpanys KOTOpbIX OTMEHEHA, IPU UX PErUCTPallMU B Kauy€CTBE JIEKAPCTBEHHBIX MpPEnaparoB
JUIsL  BETEPUHAPHOIO  NpUMEHEHUs. ([Jononnenue nynkmom -  DedepanbHvili  3aKOH
ot 28.04.2023 Ne 171-®3)

(Yacmo 6 peoaxyuu Pedepanvrozo 3axoua ot 22.12.2014 Ne 429-D3)

3. VYckopeHHas mpoueaypa OSKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOAUTCA IO
PEIIEHUIO0 COOTBETCTBYIOLIETO YIOJTHOMOYEHHOTO (heiepaibHOro Oprana UCIOIHUTEILHON BIacTH
Ha OCHOBAaHWU 3asBJICHUS 3asBHUTEINA B CPOK, HE MPEBBIMIAIONINNA BOCBMUACCATH PAOOUNX JTHEH.
I[Ipuy »>TOM »HKCHEpTHM3a JOKYMEHTOB, COAEPKAIIMXCS B PErMCTPALIMOHHOM JIOChE HA
JIEKapCTBEHHBIM Mpernapar, MPOBOJUTCS B CPOK, HE NPEBBIMIAIONIUN JecATH pabouux IgHEH,
JKCIIEpTH3a KaueCTBa JICKAPCTBEHHOI'O CPEICTBA U AKCIIEPTH3a OTHOLIEHUS OKUJIAEMOMW ITOJIb3bI K
BO3MOXXKHOMY PHUCKYy IIPUMEHEHUS JIEKapCTBEHHOIO IIpernapara IIPOBOIATCS B CPOK, HE

OpPEBBIIAIOIINN  IIecTuaecATd pabounx JHel. (B pedakyuu  PedepanrbHoco  3aKOHA
oT 22.12.2014 Ne 429-03)

3!, (Hononnenue wacmoio - @edepanvuviii 3axon ot 22.12.2014 Ne 429-03) (Vmpamuna
cuny - @edepanvuuiii 3akon ot 30.01.2024 Ne 1-D3)

4. YckopeHHas MpoIieypa dKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB MPOBOAMUTCS B MOPSJIKE,
ycTtaHoBJIe€HHOM cTarbsiMu 17, 19, 20, 23 u 24 nacrosiero deepaibHOTO 3aKOHA, U HE O3HAYAET
CHI)KEHMSI TpeOoBaHUM K O€30MacHOCTH, KauyecTByY MU I(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
npenapatos. (B peoaxkyuu edepanvrozo 3axona ot 30.01.2024 Ne 1-03)

Crarbs 27. PenieHue o rocyiapcTBeHHOM perucTpanuu JeKapCTBEHHOT0
npemnapara

1. B cpok, HE TPEBBIIAIONIUN AECATH padOYMX HEW CO JHS TONYYCHHS 3aKIIOUEHUN
KOMHUCCUH DJKCIIEPTOB II0 pe3yJIbTaraM »HKCIEPTU3bl KaueCTBAa JIEKAPCTBEHHOIO CPEICTBA U
JKCIIEPTU3bl OTHOLIEHUS 0KUAAEMOM ITOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO
mpernapara, COOTBETCTBYIOIIMK YMOJTHOMOYEHHBIN (QenepalibHblii OpraH HMCHOJIHUTEIbHON
BiacTu: (B peoakyuu Dedepanvrozco 3axona ot 22.12.2014 Ne 429-03)

1) ocymiecTBAsieT OIEHKY 3aKJIOYEHHM KOMHUCCHU OJKCHEPTOB [UISl  OMpeleTeHUs
COOTBETCTBUSI 3a/IaHUI0 HA MPOBEIEHUE ITUX JKCHepTus; (B pedaxyuu DedepanbHo2o 3aKona
o1 30.01.2024 Ne 1-®3)
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2) mpUHUMAET PEIICHHE O TOCYJAapCTBEHHOW PETHUCTpaIlMU JIEKAPCTBEHHOTO Mpemnapara
WM 00 OTKa3e B TOCYAAPCTBEHHOMN PETUCTPAIIMH JIEKAPCTBEHHOTO Mpernapara;

3) BHOCHUT NIpH TPUHATHH PEUICHUS O TOCYJapPCTBEHHOW PETHCTpPAIMH JICKAPCTBEHHOTO
npernapara JIaHHbIE O 3aperMCTPUPOBAHHOM JICKAPCTBEHHOM IIperapare, B TOM YHCIE O
dbapMareBTHUECKOM  cyOCTaHIIMM, BXOASAIIEH B COCTaB JICKQPCTBEHHOrO Tperapara, B
TOCYJIapCTBCHHBI PEeCTp JICKAPCTBECHHBIX CPEACTB W BBIJACT 3aSBUTCIIO PETHCTPAIMOHHOE
YI0CTOBEpEHHUE JICKAPCTBEHHOIO TIperapara, (opmMa KOTOPOro yTBEP)KIACTCS YITOJTHOMOYEHHBIM
(denepanbHBIM OPraHOM HCITOJIHUTEIBLHOM BJIACTH, COTJIACOBAHHBIC HOPMATUBHYIO JIOKYMEHTAITHIO,
HOPMATUBHBIA JOKYMEHT, HHCTPYKIIMIO TI0 MPUMEHEHHUIO JICKAPCTBCHHOTO IMpernapara U MaKeThl
MIEPBUYHOM YITAKOBKH W BTOPUYHOHN (TIOTPEOMTEIIbCKOM) YIAKOBKH C yKa3aHHEM Ha HUX HOMepa
PETHCTPAlIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOIO Iperapara M JaThl €ro rocyaapCTBEHHOM
pPETHCTpallid WJIM B CiIydae NPUHATHS PEIICHHs 00 OTKa3e B TOCYIapCTBEHHOW pPErHUCTparliu
JIEKapCTBEHHOTO Iperapara yBeJOMIISIEeT B MMUCbMEHHON (hopMe 3asBHUTENS 00 3TOM ¢ yKa3aHHEM
NPUYUH TaKOTO OTKa3a. 3a BbIAAYY PETHUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO
npernapara B3MMAaeTCs TOCYIApCTBCHHAs IOIIJIMHA B COOTBETCTBHU C 3aKOHOJIATEILCTBOM
Poccmiickoit ®enmepanmm o0 Hamorax uW cOopax. (B peodakyuu Dedepanvhoco 3aKOHA
o1 22.12.2014 Ne 429-®3)

2. OcHoBaHMEM JUIsl OTKa3a B TOCYJapCTBEHHOM pPErucTpanuu JeKapCcTBEHHOTO Mpenapara
U1 METUIIMHCKOTO TMPUMEHEHHs SIBJISIeTCS] 3aKII0UYEHHE COOTBETCTBYIOUIETO YMOJTHOMOYEHHOTO
(dbenepanbHOTO OpraHa MCIOJTHUTEIBHON BIACTH O TOM, YTO Ka4eCTBO W (W) 3(PPEKTUBHOCTH
PETHCTPUPYEMOT0  JIEKAPCTBEHHOTO  Mpemapara Uil  MEIUIMHCKOTO  MPUMEHEHUs  He
MOJITBEPK/ICHBI MOJYYEHHBIMU JAHHBIMHM WJIM YTO PUCK IMPUUYMHEHHUS Bpela 3/I0pPOBbIO YEIIOBEKa
BCJIEJICTBUE IpHEMa JIEKAPCTBEHHOTO Tpernapara s MEIUIIMHCKOTO MPHUMEHEHHUs MpPEeBbIIIaeT
3¢ (HEeKTUBHOCTH €ro MpuMeHeHus. (B pedaxyuu @edepanvroeco 3axona ot 04.06.2018 Ne 140-D3)

3. TloBTOpHOE TMpEACTABICHHE B COOTBETCTBYIOIIMK YHOJTHOMOUYEHHBIN (eaepanbHbIil
OpraH HUCIHOJHUTEIBHOM BJIACTU JIEKAPCTBEHHOIO Mpemnapara, B OTHOIIEHUH KOTOPOTO MOJy4YeH
0TKa3 B TOCYJapCTBEHHON PETUCTPaAllMU U KOTOPBIN BIOCIEICTBUU MOIBEPICS U3MEHEHUIO B YaCTU
€ro COCTaBa, pacCMaTpPUBACTCs KaK MpPEJCTaBlIIEHHE HOBOTO JIEKAPCTBEHHOTO Ipernapara Ha ero
TOCYJapCTBEHHYIO PETUCTPAIUIO HE3aBHCHMO OT COXpPAaHEHHUs €ro MEPBUYHOTO HAMMEHOBaHUS. (B
peoaxyuu Pedepanvrozo 3axkona ot 22.12.2014 Ne 429-D3)

4. Ilpu mpenocTaBIEHUU 3asBUTEIEM B COCTaBE PETUCTPAMOHHOTO JOChe Ha
JIEKapCTBEHHBIM Tpermapar il BETEPUHAPHOTO MPUMEHEHUS KOTIUU PEIICHUS YIIOJTHOMOUYEHHOTO
denepanbHOTO OpraHa UCTIOTHUTEIBHON BIACTH O MPOBEACHUN MHCTICKTUPOBAHUSI TIPOU3BOAUTEIS
JIEKAPCTBEHHBIX CPEJACTB CPOK TMPUHATHS PEIICHHS O TOCYIapCTBEHHOH PETHCTpAIluu
JIEKApCTBEHHOTO TMperapara Jyuisi BETEPUHAPHOTO MPUMEHEHUS MPHUOCTAHABIMBACTCS CO JTHS
MOJIyYeHUs 3aKJIFOUCHHWM, YKa3aHHBIX B 4YacTW | HACTOSIIEW CTarbu, A0 JHSA TPUHITHS
YIOJHOMOUYEHHBIM (peZiepaIbHbIM OPTraHOM HUCITOJIHUTEIHLHOM BIACTH PEIICHUs O BblJaue WU 00
OTKa3e B BbIAYEe 3aKIIOYCHUS O COOTBETCTBUH TIPOU3BOAMUTENS JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM TIPaBUJ HaJJICKAIICH MPOW3BOJACTBCHHOW NPAKTUKH, HO HE 0oJiee YeM Ha CTO
BOCEMBJIECIT pabouux mHel. ([Jononnenue uwacmoio - Pedepanvhsiii 3akon ot 04.06.2018 Ne 140-
®3)

5. OcHOBaHMEM I OTKa3a B FOCYJapCTBEHHOW PErMCTpalMM JIEKapCTBEHHOIO Mpernapara
JUISE BETEPUHAPHOTO TPUMEHEHHS SBISACTCS 3aKIIOYCHHE YIOJIHOMOUYEHHOTO (QenepaibHOro
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opraHa MCIOJIHUTEIIBHOW BJIACTH O TOM, YTO Ka4yeCTBO U (W) d3(PPEKTUBHOCTH PETUCTPUPYEMOTO
JICKapCTBEHHOI'O Mpenapara i BETEPUHAPHOTO NPUMEHECHUS HE MOJITBEPHKICHBI MOJYYCHHBIMU
JaHHBIMU WJIA 4YTO PUCK NPUYUHEHHUS BpEAa 3J0POBBIKO JKMBOTHOIO BCJIEACTBUE MpUEMa
JIEKApCTBEHHOTO Tpernapara JJjisi BETEPUHAPHOTO MPUMEHEHHMs MpeBbIaeT 3(PEGEeKTUBHOCT €ro
NPUMEHEHHS, 0TKa3 YIIOJIHOMOYEHHOTO (eiepadbHOTO OpraHa MCIOJHUTEILHON BIACTH B BbIJIaue
3aKJTIOYCHUS O COOTBETCTBHM IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM ITPaBUII
HAQJICKAIIEH MPOU3BOACTBEHHOM TMPAKTUKU U1 KAXKIOM MNPOU3BOACTBEHHOM IUIOLIAJKH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IMpErnapara JJisi BETEPUHAPHOIO MPUMEHEHUS B CIlly4yae, €CJIu
IPOU3BOJICTBO JIEKAPCTBEHHOTO IMperapara i BETEPUHAPHOTO NMPUMEHEHUS OCYILECTBISETCS 34

npenenamu  Poccuiickoit ®enepanuu, WIM OTCYTCTBHE TaKOTrO 3akitoueHus. (/Jononnenue
yacmoio - Dedepanvusiii 3akon oT 04.06.2018 Ne 140-D3)

Cratbsi 27'. B3aumMo3aMeHsieMOCTb JIEKAPCTBEHHbBIX NPENapaToB /It
MEIUIUHCKOI0 NPUMEHEeHHUS

1. B3anMo3amMeHAEeMOCTh JIEKQPCTBEHHBIX IIPENApPaToOB JUISI MEIUIMHCKOTO ITPUMEHEHUS
ONpeeNsaeTcsl  YIOJIHOMOYEHHbIM  (peiepalbHbIM ~ OpPraHOM  HCIIOJIHMTENBHOM  BIIACTH,
OCYIIECTBJISIOIIMM  TOCYIapCTBEHHYIO  PETUCTPALMI0  JIEKAPCTBEHHBIX  IpenaparoB IS
MEIMLIHUHCKOTO TPUMEHEHHs, B paMKax OJHOI0 MEXIYHApOJHOIO0 HENaTeHTOBAHHOTO (Wi
XUMHUYECKOTO, WM TPYNIAPOBOYHOTO) HAMMEHOBAaHUS HA OCHOBE 3aKJIIOYEHUS KOMUCCHUU
JKCIIEPTOB 3KCIEPTHOTO YUYPEKIAEHUS O B3aUMO3AMEHSEMOCTH JIEKAPCTBEHHOIO IIpenapara Juis
MEIUIUHCKOTO MPUMEHEHUs1 JU00 O TOM, YTO JIEKapCTBEHHBIA Mpernapar s MEIULUHCKOTO
NPUMEHEHHS] HE SBISIETCS B3auMo3aMeHsieMbIM. [lopsigok ompenesneHus B3auMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPENapaToB JJs MEAUIIMHCKOTO MPUMEHEHUS U (GopMa 3aKITIOUEHUS KOMHUCCHH
AKCIIEPTOB AKCIIEPTHOTO YUPEKIEHUS O B3aMMO3AMEHSEMOCTH JICKAPCTBEHHBIX NpPENaparoB s
MEAMIMHCKOTO MPUMEHEHHUs JMOO O TOM, 4YTO JIEKAPCTBEHHBIM Ipenapar sl MEIUIMHCKOTO
NPUMEHEHUS] HE SBISETCS B3aUMO3aMEHSEMbIM, YCTAaHaBIMBAIOTCS (elepanibHbIM OpraHOM
UCTIOTHUTEIPHOM  BJACTH, OCYHIECTBISIOMIMM (QYHKIIMUM 1O BBIPA0OTKE U  peaau3aluu
TrOCyJapCTBEHHOW  TIOJUTUKM W  HOPMATHBHO-TIPABOBOMY  DETYJIMPOBaHHIO B  cdepe
3paBOOXpPAHEHHUsA, IO COMIACOBAaHUIO C (QenepaibHbIM OpPraHOM HCIOJHUTEIBLHOM BJIACTH,

OCYILIECTBISIOMUM (YHKIIUU IO JUIEH3UPOBAHUIO MPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB. (B
peoakyuu Pedepanvrozo 3akona ot 19.10.2023 Ne 503-D3)

2.  Kommccusi  9KCIEPTOB  AKCIEPTHOTO  YUPEKIEHUS  JAaeT  3aKIIUeHHe O
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHOTO TMpernapara Jijisi MEAUIIMHCKOTO MPUMEHEHUS 00 O TOM,
YTO JIEKapCTBEHHBIN Mpenapar sk MEIULIUHCKOTO MPUMEHEHHUSI HE SIBIISIETCS] B3aUMO3aMEHSIEMbIM,
HA OCHOBAHUHU CJIEAYIOLIUX KPUTEPUEB (XapaAKTEPUCTHUK):

1) »KBHBaJICHTHOCTH (/11 OMOAHAIOTOBBIX (OMOMOJOOHBIX) JICKAPCTBEHHBIX MPENapaToB
(bmoaHaIOTOB) - COMOCTAaBMMOCTH) KAYE€CTBEHHBIX M  KOJMYECCTBEHHBIX XapaKTEPUCTHK
(dapmalieBTHUECKUX CYOCTaHIIMH WM COMNOCTAaBUMOCTh AHTUTCHHOIO COCTaBa BaKLHH.
Hcnonb3oBaHue pa3inuyuHbIX CONEH, 3QUpPOB, KOMIUIEKCOB, U30MEPOB, KPUCTATUIMUECKUX (POpPM U
JOPYTUX MPOU3BOAHBIX OJHOTO U TOTO K€ JIEWCTBYIOLIETO BELIECTBA HE SBIIAETCS MPENSATCTBUEM
JUISL ONPENENICHHUs] B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENaparoB, €CIU NpPU MPOBEACHUU
WCCJIeIOBaHUsl  OMOAIKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mpemapara WM  WCCIEIOBaHUsA
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TEPaeBTUUECKON HKBUBAJICHTHOCTH JIGKAPCTBEHHOTO Tpemapara JOKa3aHO OTCYTCTBUE
KJIIMHAYECKH 3HAYUMBIX pa3nuyuil papMakOKWHETUKH U (Uiu) 3Q(HEKTUBHOCTH U OE30MACHOCTU
JIEKapCTBEHHOTO Mpenapara Jyisi MEIULIUHCKOTO PUMEHEHHUS,

2) PKBUBAJICHTHOCTH JIeKapcTBeHHON (opmbl. [lon 3KBHMBaJEHTHBIMH JIEKapCTBEHHBIMU
dbopMaMH TIOHMMAIOTCSl pa3HbIE JICKaPCTBEHHBIC (OPMBI, HMEIOIIME OJMHAKOBHIE CIIOCO0
BBEJICHUA M CHOCOO TPUMEHEHHUsA, OO0JaJalonue COMOCTaBUMBIMHU (HapMaKOKMHETUYECKUMU
XapaKTepUCTUKAMU U (PapMaKOJIOTUYECKUM JEHCTBUEM M 00ECIEUUBAIOIINE TaKXKE JOCTHXKEHUE
HEOOXOIUMOT0 KIMHUYECKOro »¢¢ekra. Paznmuuus nexkapCcTBEHHBIX (OpM HE SBISIOTCA
NPEIATCTBUEM JJIsl OMPEIEIICHUs] B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPENapaToB, €Clu MpU
MIPOBEJICHNN UCCIIE0BaHNUS OMOIKBUBAJICHTHOCTH JICKAPCTBEHHOTO TIpenapara Uik UCCIeI0BaHus
TEPaneBTUUECKON HKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Tpemapara JOKa3aHO OTCYTCTBUE
KJIIMHAYECKH 3HAYUMBIX pa3inyuil GpapMakOKWHETUKH U (Uiu) 3(Q(HEKTUBHOCTH U OE30MaCHOCTU
JIEKapCTBEHHOTO TMpenapara Jyisi MEIULIUHCKOTO MPUMEHEHNUS,

3) OSKBUBAJICHTHOCTb WM COMOCTAaBUMOCTb COCTaBa BCIIOMOTAaTElIbHBIX BEIIECTB
JEKapCTBEHHOTO  Tpemapara IS  MEAMIMHCKOTO  NpuMeHeHus.  Pasmmumsa  cocraBa
BCIIOMOTATENIbHBIX BEIIECTB JIEKAPCTBEHHOTO IMpernapara He SBISIOTCA MPEMsITCTBUEM s
ONpEENICHUsT B3aMMO3AMEHSIEMOCTH JIEKAPCTBEHHBIX IpEnaparoB, €CJAM MpU MPOBEIECHUU
UCCIIEIOBAaHUSI ~ OMOAKBUBAJICHTHOCTH  JIEKAPCTBEHHOIO  Ipemapara WM  HCCIEI0BaHUsA
TEpaNeBTUUECKON HSKBUBAJICHTHOCTH JIGKAPCTBEHHOTO TIpemapara JOKa3aHO OTCYTCTBHE
KIIMHAYECKH 3HAYUMBIX pa3nuyuil papMakOKWHETUKH U (Uiu) 3Q(HEKTUBHOCTH U OE30MaCHOCTU
JIEKapCTBEHHOTO TMpenapara i MEIUIMHCKOro mpuMeHeHus. l[lpu HaauuuM KIMHAYECKH
3HAYUMBIX  pa3nuuuii  ¢GapMakoKMHETMKH U (Wiu) dSPQPEeKTUBHOCTH U OE30MaCHOCTU
JIEKapCTBEHHOTO Tperapara Juisi MEAUIIMHCKOTO TPUMEHEHHUS B3aMMO3aMEHSIEMOCTh OTPeIeNseTcs
C YKa3aHHEM Ha MCKIIIOYEHHE OTJENIbHBIX TPYIII NAI[IeHTOB;

4) IICHTUIHOCTH CIIOC00a BBEJICHUS M CTIOCO0a MPUMEHECHUS;

5) COOTBETCTBUE MPOU3BOJAUTENS JIEKAPCTBEHHOIO CpPEACTBA TPEOOBAHMSIM IpaBUII
HaJyIeKaller Mporn3BOICTBEHHON IPAKTUKHU.

3. be3 HeoOXoouMOCTH JOKa3arelbcTBa OMOIKBHBAJIEHTHOCTH  OCYIIECTBISETCS
OTpeziesIeHne B3auMO3aMEHAEMOCTH BOCIIPOU3BECHHBIX JICKAPCTBEHHBIX MPENaparoB, KOTOPHIE:

1) nmnpeaHasHaueHbl IS MAPEHTEPATBHOrO  (HMOAKOXKHOTO,  BHYTPUMBILIEYHOTO,
BHYTPUBEHHOTO, BHYTPUIVIA3HOIO, BHYTPUIIOJOCTHOTO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOTO)
BBEJICHHUS U MIPENICTABIISAIOT COOOW BOHBIE PACTBOPHI;

2) NpeACTaBIAIOT COO0M PaCTBOPHI 7Sl IEPOPATHHOIO TPUMEHEHUS;
3) nmpousBeaeHsl B (hOpMe MOPOILIKOB WK JTUOPUIN3ATOB I IPUTOTOBIIEHUSI PACTBOPOB;
4) ABASAIOTCS Ta3aMH;

5) ABASAIOTCA YIIHBIMU WIH IJIa3HBIMU JIEKAPCTBEHHBIMU TperapaTamMu, MPOU3BEICHHBIMU
B (hopMe BOAHBIX pacTBOPOB;

6) mpeaHa3HAYCHBI JIJII MECTHOTO M (WJIM) HAPYXKHOTO MPUMEHEHHSI W MPHUTOTOBJICHBI B
(hopMe BOIHBIX PACTBOPOB;

7) mpeacTaBisioT coOOM BOJHBIE PacTBOPHI JJISl MCIHOJIb30BaHUSA B (pOpMe MHTraIsiuuil C
noMoIIbI0 HeOynal3epa Wik B Ka4eCTBE HAa3aJbHBIX CIIPEEB, IPUMEHSEMBIX C IIOMOIIBIO CXOIHBIX
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(TTOX0KUX, aHATOTHYHBIX) YCTPOUCTB (TPpHOOPOB, anmaparos).
(Hacmo 6 peoaxyuu @edepanvrozo 3axoua ot 30.01.2024 No 1-D3)

4. OcoOGeHHOCTH OmpeesieHUs] B3aUMO3aMEHSIEMOCTH OHOJOTHYECKUX JIEKapCTBEHHBIX
IpernapaToB, KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MPEMapaToB (COAEpKAIIMX KOMOMHAIINIO JIBYX U
0oree NEHCTBYIOMIMX BEIIECTB), JICKAPCTBEHHBIX MPENaparoB JJis MapeHTEPaIbHOTO MUTAHUS U
HEJ03UPOBAHHBIX JICKAPCTBEHHBIX TMPENaparoB YCTAHABIMBAIOTCS (enepaibHbIM OpraHOM
UCIIOJIHUTEIBHOW BJACTH, OCYLIECTBISIOIIMM (QYHKIUMU 10 BBIPAa0OTKE U peajau3aluu
rOCyJapCTBEHHOW  TOJUTUKM W  HOPMATHUBHO-IIPAaBOBOMY  pEryJIUMpOBaHHIO B  cdepe
3[paBOOXPAHEHHUs, TO COMIACOBAHUIO C (QenepaibHbIM OpPraHOM HCIOJHUTEIHLHOW BJIACTH,

OCYIICCTBIISAIOMUM (YHKIIUH IO JUIICH3UPOBAHUIO MPOM3BOACTBA JICKAPCTBCHHBIX CPEICTB. (B
peoaxkyuu Pedepanvrozo 3akona ot 19.10.2023 Ne 503-D3)

5. OHpCI[CJ'IeHI/Ie B3aMMO3aMCHACMOCTHU HC OCYLICCTBIISICTCA B OTHOLICHUH
JICKApPCTBCHHBIX PACTUTCIIbHBIX IMPCIIapaTOB, TOMCOIMNATUYCCKUX JICKAPCTBCHHBIX IIPCIIapaTOB.

6. CDOpMI/IpOBaHI/Ie nepeuyHAa B3aWMMO3aMCHACMBIX JICKAPCTBCHHLIX IIPCIIaparoB I
MCIUIHUHCKOI'O IMNPUMCHCHUA  OCYHICCTBILCTCA  OKCIICPTHBIM  YVUPCIKIACHHCM  IIOCPCACTBOM
O6T>6III/IHCHI/IH JICKAapCTBCHHLIX IIPCIIapaToB B OTACJIIBHBIC TPYIIIBI, B Ka)KI[DfI N3 KOTOPBIX
JICKAapPCTBCHHBLIC MTPCTIapaThl SABJIAIOTCA B3aUMO3aAMCHIACMbBIMU.

7. B ciyyae BKIIIOUEHUSI B HHCTPYKIIUIO TI0O MEIUIIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO
mpernapara Ha OCHOBAaHUU PE3yJbTaTOB COOTBETCTBYIOIIMX HCCJIEOBAaHUN TMOKa3aHUU MAJid
MPUMEHEHUS, KOTOPbIE OTIMYAIOTCS OT MOKa3aHUW Il MPUMEHEHUS JIPYruX JIEKapCTBEHHBIX
IpernapaToB W3 TPYyIIbl B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPENaparoB, B IE€pPEYHE
B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX MPEMapaToB JJIsi MEAUIIMHCKOTO TPUMEHEHHS JTOJKHA OBITH
yKa3zaHa COOTBETCTBYIOIIast HH(pOpMALIHSL.

8. IlepeueHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IIPENAPATOB JUII MEIUIIMHCKOTO
IPUMEHEHHS Pa3MEIIAETCs] YIIOJTHOMOUYEHHBIM (eepajbHbIM OPraHOM HCIIOJIHUTEIBHOM BIIACTH,
OCYILIECTBJISIIOIIMM  TOCYIapCTBEHHYIO  PETHUCTPALMIO  JIEKAPCTBEHHBIX  IpenaparoB IS
MEIUIIMHCKOTO TIPUMEHEHHsI, Ha cCBoeM oduinaabHoM caiite B cetu "Uurepuet". Mudopmanus B
MEPEYHE B3aUMO3AMEHSEMBIX JIEKAPCTBEHHBIX MPENapaToB I MEAUIMHCKOTO IPUMEHEHUS
OOHOBJISIETCSl yKa3aHHBIM (peiepajbHbIM OpPraHOM MCIOJTHUTENIbHONM BIACTH C YYETOM HOBBIX
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApPaTOB JUIsl MEAULIMHCKOTO IPUMEHEHHSI U BHECEHHBIX
U3MEHEHUN B JIOKYMEHTBI, COAEpPKAIUECS B PETUCTPALMOHHBIX JOChE HA 3apEruCTPUpPOBAHHbBIC
JIEKApCTBEHHbBIE Mpenaparhl JJi1 MEAUIIMHCKOTO MPUMEHEHUS.

9. Ilopsimok wucnonb3oBaHUS WHGOPMALMM O B3aMMO3aMEHSEMBIX JIEKaPCTBEHHBIX
npenaparax s MEIUWLIMHCKOTO NPUMEHEHHS W MOPSIOK Jayd Pa3bsCHEHU IO BoOMpocaM
B3aMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  MpEnapaToB  UIsi  MEIUIUHCKOTO  IPUMEHEHUSs
yCTaHABIMBAIOTCSA  (efepallbHBIM OPTaHOM HCTOJHUTENIBHONW BJIACTH, OCYIIECTBISIOMIUM
(YHKIIMU O BBIPAOOTKE U peaU3allii TOCYIapCTBEHHOW MOJUTUKU U HOPMATHBHO-TIPABOBOMY
peryaupoBaHuio B cdepe 3ApaBOOXpaHEHHs, MO CONIACOBAHHUIO C (elepaibHbIM OpPraHoM
WCIIOJIHUTEIbHOM BIACTH, OCYIIECTBISIIOIIMM (QYHKIHMHM 10 JIMLEH3UPOBAHUIO IPOU3BOJICTBA
JIEKapCTBEHHBIX CPENCTB. (B peoakyuu Dedepanvrozo 3akona ot 19.10.2023 Ne 503-D3)

(ononnenue cmamoweii - @edepanvruiil 3akon ot 22.12.2014 Ne 429-03) (B pedaxyuu
®Dedepanvroco 3axona ot 27.12.2019 Ne 475-D3)
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Crarps 28. PerucrpannoHHoe y10cToBepeHHe JeKapCTBEHHOI0 Npenapara

1. PeructpanuoHHoe yAOCTOBEpPEHHE JIEKAPCTBEHHOTO Tpemapara C YyKa3aHUEM
JIEKapCTBEHHBIX (POPM U JTO3UPOBOK BBIIACTCS OECCPOYHO, 3a UCKIIIOUEHUEM PErUCTPAMOHHOTO
yAOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpernapara, BbIAABAEMOIO0 CO CPOKOM JEWUCTBUS MSATh JIET, Ha
BIIEpBbIE perucTpupyembie B Poccuiickoit deaepanny JeKapCcTBEHHBIE MTPENaparhl.

2. Ilo ncreyeHnn yka3aHHOTO B 9acTH | HACTOSAIIEH CTaThbU CPOKa BBIIACTCS OECCPOUHOE
PETUCTPAIMOHHOE YI0CTOBEPEHUE JIEKAPCTBEHHOTO Mpenapara Mpu YCJIOBUU MOATBEPKICHUS €T0
rOCyAapCTBEHHOM PErUCTpaLIHH.

3. B cinydae BHeceHUsI B COOTBETCTBUM cO cTaThsiMu 30 u 31 HacTosmero deaepaibHOro
3aKOHA HM3MEHEHUW B COAEpXKAIIMECsS B PErHUCTPAlMOHHOM JOChE Ha 3aperucTPUpPOBAHHBIN
JIEKapCTBEHHBIM  Mpemapar  JIOKyMEHTBI, 3aTparuBalOlIMX  CBEJICHUS, OTPAXKCHHBIE B
PErUCTPALIMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO Tpernapara, ynoJIHOMOYEHHBIN (eaepanbHbIil
OpraH  HCIOJHUTEIbHOM  BJIACTU  BBLAAET HOBOE  PErUCTPALIMOHHOE  YIOCTOBEPEHUE

JIEKapCTBEHHOTO Tpernapara, cofepraliiee BHECEHHbIE B HETO U3MEHEHUs. ([ononnenue yacmoio -
Dedepanvusiii 3akon o1 22.12.2014 Ne 429-D3)

4. B cmywae yTparbl WIM TOBPEXACHUS PETUCTPAMOHHOTO  YAOCTOBEPEHHS
JIEKapCTBEHHOTO Ipemnapara Mo 3asBICHUIO B NMHUCbMEHHOW (hopMe AeprKaTesst WU Blajenblia
PETUCTPAIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara WA YHOJIHOMOYEHHOTO WMU
JIPYroro IOpUIMYECKOrO JIMIa O BblJade JyOiauKaTta perucTpallMOHHOIO —YAOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara yIOJHOMOUYCHHBIM (perepaibHBIi OpraH WCIIOTHUTEIHLHON BIACTH B
CPOK, HE TMPEBBIIMIAIONINI JecATH padouux AHEW CO [HS MOCTYIUICHUs 3asBJICHUS, BbIIACT
OyOJIMKaT PerucTPalioOHHOTO YI0CTOBEPEHMSI JIEKAPCTBEHHOTO IMpenapara. 3a Bbaady AyOnukara
PETUCTPAIMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO Mpernapara B3WMAETCs TOCYIapCTBEHHAS
IIONUIMHA B COOTBETCTBMM C 3aKoHoaarenbCcTBOM Poccuiickon ®enepanum 0 Hanorax H
coopax. (/{ononnenue uacmoio - Pedepanvusiii 3akon 0T 22.12.2014 Ne 429-03)

Crarbs 29. [logTBep:KkaeHue rocyiapcTBeHHON perucTpanumn
JIEKAPCTBEHHOTI'0 Mpenapara

1. TloaTBepkaeHue TOCYJAPCTBEHHOW PETMCTpAlMM  JIEKAPCTBEHHOIO  IIperapara
OCYIIECTBIISIETCS MIPH BbIJlaue OECCPOUHOTO PErUCTPAMOHHOTO YIOCTOBEPEHHsI JIEKAPCTBEHHOTO
npemnapara B ciydae, yka3aHHOM B 4acTu 2 crarbu 28 HacTosiero denepanbHOro 3akoHa, B CpoK,
HE MPEBBIIIAIONINI COpOKa pabouux AHEH CO JHS HAIMpaBJICHHS MOCPEICTBOM €IUHOTO TopTajia B
YIOJHOMOUYEHHBIN (efiepalbHblii OpraH MUCHOJHUTENIbHOW BJIACTH WM JIMYHBIM KaOWHET
YIOJIHOMOUYEHHOTO (pe/iepaibHOrO OpraHa UCIOJIHUTEIbHON BJIACTH B €IMHON CUCTEME 3asBJICHUS
O IOATBEPKJICHUM TI'OCYIapCTBEHHOM PErucTpaluy JIEKapCTBEHHOI'O IMpenapara, MOAINHCAHHOTO
YCWJICHHON KBaTu(UIIMPOBAHHOW AIIEKTPOHHOU Mmoanuchio. He ocyiecTBisercs moaATBEepKICHNUE
rOCyAapCTBEHHOM PETMCTPAlMA B OTHOLICHUM JIEKAPCTBEHHOIO IIperapara JJisi BETEPUHAPHOTO
MpPUMEHEHUs, HE HaxoauBIIerocss B oOpamenun B Poccuiickoit denepanun B Te4eHUE TpeX U
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Oosiee JIeT, a Tak)KE B OTHOIICHHH JIEKAPCTBEHHOTO CPECTBA, MPOU3BEICHHOTO C HApYIICHHUEM
TpeGOBaHus, YCTAHOBIEHHOrO uacThio 3’ crtarhu 71 Hactosmero ®demepanbHoro 3akoHa. (B
peoaxkyuu Pedepanvrozo 3axkorna ot 30.01.2024 Ne 1-D3)

2. 3asgBieHME O TMOATBEPKICHUM TOCYAApPCTBEHHON PErucTpalyu JIEKapCTBEHHOTO
mpernapara HampaBisieTcsl MOCPEICTBOM EAMHOTO TMOopTaja B YIOJHOMOYCHHBIA (enepanbHbIi
OpraH MCHOJHUTEIBHOU BJIACTH WM JIMYHBIM KaOMHET YIOJIHOMOYEHHOTO (peiepaIbHOrO OpraHa
WCIIOJTHUTEIBHON BJIACTU B €IMHOW CHCTEME HE paHEEe YeM 3a CTO BOCEMBAECAT JHEU [0
UCTEUYECHUS CPOKA JIEUCTBUS PErUCTPALMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOIO IIpenapara U He

MO3/IHEE OKOHYAHMS CpOKa ero AehcTBusl. (B pedaxyuu Dedepanvrozo 3axona ot 30.01.2024 Ne 1-
@3)

21 (lononnenue wacmuto - @edepanvuuiii 3akon ot 02.08.2019 Ne 297-03) (Vmpamuna
cuny - @edepanvruiii 3akon ot 30.01.2024 Ne 1-D3)

3. IlonTBepkaeHWe TOCYIApCTBEHHOH pETUCTpaldu JIEKApCTBEHHOTO IMpernapara
OCYIIECTBISICTCS O pe3yJbTaTaM IKCIEPTU3bl OTHOIICHUS OKUIAAEMOU TMOJB3bI K BO3MOKHOMY
PUCKY TpPHUMEHEHHS JIEKapCTBEHHOIO IMpernapara Ha OCHOBAaHWU pPE3yJbTaTOB MOHUTOPHUHTA
3¢ (HEeKTUBHOCTH U OE30MACHOCTU JIEKAPCTBEHHOIO Mperapara, MPOBOAMMOIO JepikaTresieM WU
BIAJIENIbIIEM  PETUCTPAIIMOHHOTO  YIAOCTOBEpEHHUs  JICKApCTBEHHOTO  Ipermapara  JuOo
YIOJTHOMOYECHHBIM MMM OPUIUYECKUAM JIUIIOM, & TaKXKe COOTBETCTBYIOUIUM YIOJIHOMOYCHHBIM
(denepanbHBIM OpPraHOM HCTIOJHUTEIBHONW BIIACTH B COOTBETCTBUU C TpeOOBaHUSMHU CTaThbu 64
HacTosiero denepasbHOro 3aKOHa.

4. K 3asgBIeHHIO O MOATBEPKIACHUM TOCYIapCTBEHHOM PETMCTPALUM JIEKAPCTBEHHOTO
npernapara JJis MEAUIMHCKOTO MPUMEHEHUS IPUIIAaratoTCs:

1) AOKYMEHTBI, cozeprKalirue pe3yinbraTbl MOHUTOPUHTA 3()PPEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOTO Tpernapara Il MEIUIIMHCKOTO MPUMEHEHHS, MPOBEICHHOTO JEpKaTeleM WM
BJIAJIENIbLIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara Jisi MEIUIMHCKOTO
NpUMEHEHUs] MO0 YIOJHOMOUYEHHBIM UM IOPUIMYECKHM JIHIIOM, M0 (opme, yTBEp:KICHHON
YIOJTHOMOYEHHBIM (heZiepalibHbIM OPTaHOM UCTIOTHUTEIHLHOM BIIACTH;

2) cBemeHHWs O JaTe€ TMPEAOCTABICHHUS W PETHCTPAIIMOHHOM HOMEpE JHIICH3WH Ha
MPOU3BOJICTBO  JICKAPCTBEHHBIX CPEICTB, WM CBEACHHWS O JaTe NPEJOCTaBICHUS U
PETHCTPAIIMOHHOM HOMEPE 3aKJIFOYEHUSI O COOTBETCTBUH MPOU3BOIAMUTEIS JIEKAPCTBEHHBIX CPE/ICTB
TpeOOBaHUAM TPABHWI HaJJICKAIEH MPOU3BOJICTBEHHON NPAKTHUKH, WM KOMUSA cepThuduKara
COOTBETCTBHSI TPOM3BOJUTEINS JICKAPCTBEHHBIX CPEACTB JJISI MEIUIMHCKOTO TPUMEHEHUS
TpeOOBaHUAM  TpaBWJI  HAJUICKAIlEd  MPOM3BOACTBEHHOW  MPAaKTHKKW  EBpasuiickoro
HPKOHOMHYECKOTO  CO03a, MPEIOCTABICHHBIX YIMOJHOMOYEHHBIM (elepaIbHBIM  OpraHOM
UCTIOJIHUTEIBHON BJIACTH B OTHOIICHMH TPOU3BOJICTBEHHOW IUIOMIAJKA JIEKAPCTBEHHOTO
npemapara JJis  MEIWIMHCKOTO TIPUMEHEHHMs, TOCYIapCTBEHHAs PETHCTpalus KOTOPOTO
HOATBEPXKIACTCSA B CIIy4ae, €ClIM MPOU3BOACTBO JICKAPCTBEHHOTO Tperapara Jyuisi MEIUIUHCKOTO
MpUMEHEeHHsT ocymiecTBseTcss B Poccmiickoit denepanun; (B pedaxkyuu ghedepanvbHblx 3aKOHO8
or 27.12.2019 Ne 478-@3, ot 30.01.2024 Ne 1-®3)

3) KOITUA HpeHOCTaBHeHHOﬁ YIOOJIHOMOYCHHBIM OpPraHoM CTpaHbl IIPOU3BOJAUTCIIA
JIMICH3UKW Ha IPOU3BOACTBO JICKAPCTBCHHOI'O ITp€riapara MJId MCAUIUMHCKOrO IMPUMCHCHUS U €C
nepeBoa Ha pYCCKI/Iﬁ SA3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IMOPAAKE, a@ TAKIKE KOIIUA 3aKIIOYCHUA O
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COOTBETCTBUHM TPOU3BOJIUTEIS JIEKAPCTBEHHBIX CPEJACTB TPEOOBAHUSIM TIPaBUJ HaJIC)KAIICH
MMPOW3BOJACTBCHHOW TMPAKTUKHW, WIA KOMUA CepTU(UKATa COOTBETCTBUS IPOU3BOIUTEIS
JIEKAPCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO NMPUMEHEHHUs TPEOOBAaHUSAM IPABWI HaJJIexkKaIen
MIPOM3BOJCTBEHHON  MpPakTHMKU  EBpa3MiCKOro  SKOHOMHYECKOTO  COK03a,  BBIJIAHHBIX
YIOJTHOMOYCHHBIM  (eiepaibHbIM  OpraHOM  HMCHOJHUTENBHOW BJIACTM B OTHOIICHUU
MPOM3BOACTBEHHON IUIOMIAJKK JIEKApCTBEHHOTO IIpenapara il MEAUIMHCKOTO MPUMEHEHHS,
rOCyJapCTBEHHAs  pPETUCTpallds  KOTOPOTO  IOATBEPKIACTCS, WM  KOMUS  PEIICHUs
YIIOJIHOMOYEHHOTO  (he/IepalbHOTO  OpraHa  HMCHOJHUTEIbHOW  BJIACTH O  IPOBEACHUU
(hapManleBTUUECKOM HMHCIEKIIMU TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB JJIsi MEIUIIMHCKOTO
IPUMEHEHHS Ha COOTBETCTBUE TPEOOBAHUSM MPABUII HaJJIeKAIIeH MPOU3BOICTBEHHON MPAKTUKH
EBpa3uiickoro 5KOHOMHUYECKOTO CO03a B CIydae, €CIu MPOU3BOJACTBO JIEKAPCTBEHHOTO Mpernapara
JUIS. MEIMIIMHCKOTO MPHUMEHEHHUS OCYIIEeCTBIseTCs 3a mpenenamu Poccuiickoit denepanuu. (B
peoaxyuu Pedepanvrozo 3axorna ot 30.01.2024 Ne 1-D3)

(Yacmo 6 peoaxyuu Pedepanvrozo 3axona ot 04.06.2018 Ne 140-D3)

4'. B oTHOMEHNH OHONOTMYECKHX JIE€KAPCTBEHHBIX IPEMNapaTtoB IS MEIHIIMHCKOTO
MPUMCHECHHUST ~ 3asBUTENb  JOTOJHUTEIBHO  TMPEJACTABISICT  PE3ydbTaThbl  MEPONPHITHH,
MPEAYCMOTPEHHBIX  TUIAHOM  YIPAaBJICHUS PHUCKAMH, YTBEP)KIECHHBIM  YIIOJIHOMOYECHHBIM
(deneparbHBIM  OPTaHOM HCTIOJHUTEIIBHOW BJIACTH TIPH  OCYIIECTBICHHH TOCYIapCTBECHHOM
perucTpany JICKapCTBEHHOTO TIpermapara is MEOUIIMHCKOTO TpUMEHEHUs. ([ononnenue
yacmoio - @edepanvruiii 3axkon ot 04.06.2018 Ne 140-D3)

4%, K 3agBIEHHIO O TIOATBEPKJIEHWH TOCYIAPCTBEHHON PErHCTPAINH JIEKapCTBEHHOTO
npenapara Jyisi BETEpUHAPHOTO TPUMEHEHHUsI IPUJIaratoTcs JOKYMEHTBI, COJEp KaIllie PE3yJIbTaThl
MOHHUTOPHUHTA 3(PPEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Mpernapara Jjis BETepUHAPHOTO
MPUMEHEHUS, TTPOBOAUMOIO JIepKarejieM WM BIaJENbIIEM PErUCTPALMOHHOIO YIO0CTOBEPEHUS
JIEKApCTBEHHOTO TIpernapara [jisi BETCPUHAPHOTO TPUMEHCHHS JHUOO0 YIOJHOMOYEHHBIM WM
IOPUIMYECKUM JIUIIOM, TI0 (GOopMe, YTBEPXKICHHOW YMOJHOMOYEHHBIM (efepaibHbIM OpPTraHOM
VCIIOJIHUTEJILHON BJIACTH, U IOKYMEHThI, YKa3aHHbIE B MyHKTax 1, 2 - 22, noxamyHkrax "a", "0",
"k", "n" nynkra 4 wactu 3 crareu 17 Hactosmero ®enepaibHOro 3akoHa. B oTHomeHuu
UMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX TMpenaparoB JJii BETEPUHAPHOTO TPUMEHEHHUS He
MPEACTABISIOTCS CBEJICHUS, YKa3aHHbIE B MOANYHKTE "K' myHkTa 4 yactu 3 crarbu 17 HacTosuiero
denepalbHOTO 3aKOHA. B OTHOIIEHWM JIEKAPCTBEHHBIX IIPENaparoB i BETEPUHAPHOTO
MPUMEHEHHSI, TIOJIYYEHHBIX C IPUMEHEHUEM T€HHO-UHKEHEPHO-MOIU(DUITIPOBAHHBIX OPraHU3MOB
WM COJCPIKAIlUX TaKU€ OPTraHU3MbI, JOTMOJHUTEIBLHO MPECTABIISIIOTCS CBEJCHUSI, YKa3aHHBIC B
nyHkre 13 uvactu 3 crarbu 17 Hacrosimero ®enepanbHOro 3akoHa. (/Jononnenue uyacmouio -
@eoepanvuviii 3axkon oT 04.06.2018 Ne  140-®3) (B pedaxyuu Dedepanvhoco 3aKOHA
ot 02.08.2019 Ne 297-®3)

4°. 3asBuTenb BIpaBe HPEICTABUTL C 3asABJICHHEM O MOATBEPKICHUM IOCYIAPCTBEHHOM
perucTpalry JIEKAPCTBEHHOI'O Ipenapara pPeKBU3UTHI JOKYMEHTA, MOATBEPKIAIOLIEIO YIUIATy
rOCy/IapCTBEHHOM MOUUIMHBI 3@ MOATBEPKACHUE TOCYIapCTBEHHON PErHCTPALIMH JIEKAPCTBEHHOTO
mpemnapara, a TaKXke BblJaBaeMmble (MPEAOCTABIAEMbIC) YIOJTHOMOYECHHBIMU (enepanbHbIMU
OopraHamM¥ HCIIOJIHUTEIbHOM BJIACTH JOKYMEHTHI (CBEACHHs ), yKa3aHHbIe B MyHKTax 2 u 3 yactu 4
HacTosAlIEH cTarbu. B cioydae uX HeENpeacTaBlieHHWs YIOJHOMOYEHHbIM (enepalbHblil Opran
UCIIOJIHUTEIBHOW BJIACTH  3allpalllMBaeT YKa3aHHbIE JIOKYMEHTbl (CBEIEHHUSI) B IOPAJIKE
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MEXXBEJIOMCTBEHHOTO ~ MH(OPMALlMOHHOTO  B3aUMOJEHCTBUS.  ([ononnenue  uyacmvio -

@Deoepanvuviii 3axkon oT 04.06.2018 Ne  140-d3) (B peoakyuu @edepanrvHbix 3aKOHO8
or 27.12.2019 Ne 478-@3, ot 30.01.2024 Ne 1-®3)

5. B Teuenue nmatu pabounx IHEH CO JHs HAMPaBJICHHsI TOCPEICTBOM €IUHOTO MOpTaja B
YIOJTHOMOYCHHBIN (efepanbHblii OpraH WCHOJHUTENBHOW BJIACTH WM JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (peiepaibHOTO OpraHa UCIOJHUTEIHHON BIACTUA B €UHON CUCTEME 3asIBICHMUS
O MOJTBEPXKJCHUHM TOCYIAPCTBEHHOW PETHCTPAllMU JIEKAPCTBEHHOTO Mpernapara U JOKYMEHTOB,
COJlepKAIUX PEe3yJIbTaTbl MOHHUTOpPUHTA S(PGEKTUBHOCTU W OE30MAaCHOCTH JIEKAPCTBEHHOTO
npernapara, MNPOBOAUMMOIO JIepKaTesieM WM BIAJCIbIEM PETUCTPAMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO  Tpemapara JUOO  YMOJTHOMOYEHHBIM  UMH  IOPUIUYECKUM  JIMIIOM,

YHOJIHOMOYEHHBIN (efepanbHblil OpraH HMCHOJHUTENbHOU BiIacTH: (B pedaxyuu Dedepanvrozo
3axona ot 30.01.2024 Ne 1-®3)

1) IMpOBOAUT IPOBCPKY ITOJTHOTLI CBGHGHHfI, COACpKAIIUXCA B IPCACTABICHHBIX
3asABUTCIICM NOKYMCHTAX,

2) NpUHUMAET pEIICHHE O MPOBENCHWU UM 00 OTKa3e B MPOBEACHUU HKCIEPTU3BI
OTHOLLUEHHUS OKUIJAEMOM IOJIb3bI K BO3MOKHOMY PHUCKY MPUMEHEHHUs JIEKAPCTBEHHOTO IIpenapara
Ha OCHOBAaHUHU PE3YyJIbTaTOB MOHUTOpPUHTa 3((HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO
npenapara, IMPOBOIMMOIO JEP)KATEIEM WM BIAJEIBLEM PErUCTPALMOHHOIO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO TMpemnapara Ju0O0 YIMOJIHOMOYEHHBIM HMH HOPUIWYECKHM JIUIIOM, a TaKXKe
(denepanbHBIM OpPraHOM HCIOJIHUTEIBHONW BIACTH B COOTBETCTBUU C TpeOOBaHUSIMHU CTaThbu 64
HactosAwero PeaepanbHOro 3aK0Ha;

3) HampaBisieT B JUYHBIA KaOWHET SKCIEPTHOIO YUYPEKIEHUS B €IMHON CHUCTEME
HOAMKMCAHHOE YCUJICHHON KBAJM(UIMPOBAHHON 37EKTPOHHON MOANUCHIO 33a/JaHUE Ha TPOBEICHUE
OKCIEPTHU3BI, NPETYCMOTPEHHON IIyHKTOM 2 HACTOSIIEW 4acTH, a TAaK)Ke HalpaBiseT 3asBUTEIIO
MOCPEACTBOM E€AMHOIO IMOpTaja WIA B JIMYHBIM KaOMHET 3asiBUTENS B EIUHOW cCHCTEME
HNOJANUCAHHOE YCUJICHHOM KBaJIU(PUUUPOBAHHOM OJJIEKTPOHHOW MOJIMUCHIO YBEJOMJIEHHUE O
IPUHITOM PELIEHUH O BbIAAYe 3a/laHus Ha MPOBEJICHNE YKa3aHHOM AKCHepTU3sl Inbo 00 OTKas3e B
NPOBEICHNN YKa3aHHOM SKCHEPTU3bl C YKa3aHWEM MPUYHMH OTKaza. (B pedaxyuu Dedepanvroco
3axona ot 30.01.2024 No 1-®3)

6. B ciyuyae BbISBICHHUS HEJOCTOBEPHOCTH M (WJIM) HEAOCTATOYHOCTH HH(pOpMAIUH,
cofiep Kalleicsi B MPEACTaBICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJIHOMOYEHHBIN (enepaabHbIid
OpraH WCHOJHUTENIbHOW BJIACTH HANpPABISET 3asABUTENIO MOCPEICTBOM EAMHOTO MopTaja Wid B
JTUYHBIA KaOWHET 3asiBUTENSI B €IMHON CHUCTEME 3allpoc 00 YTOUHEHUM yKa3aHHOW MH(opmariu,

MOJIMMCAHHBIA  YCUJIEHHOM KBamu(UIUPOBAHHOW AIEKTPOHHOM MOANHUCHIO. (B pedaxyuu
@edepanvrozo 3axona ot 30.01.2024 No 1-D3)

7. 3asgBuTenb 00s13aH HAMPABUTH IMOCPEACTBOM E€AMHOTO MOpTaja B YMOJIHOMOYEHHBIN
denepanbHbIii  OpraH HCHOJTHUTENBHONW BIIACTH WM JIMYHBIM KaOWHET YIOJIHOMOYEHHOTO
(dhenepanbHOTO OpraHa WCIOIHUTEILHON BIACTH B €IWHON CHCTEME TOAIMCAHHBIA yCHUICHHOM
KBATU(UIIMPOBAHHOW  DJICKTPOHHOM  TOAMHCHIO OTBET HA  3aMpoC  YIMOJIHOMOYEHHOTO
(dbenepanbHOTO OpraHa WCIOJIHUTEIBLHON BIIACTH, YKA3aHHOTO B YacTH 6 HACTOAIIEH CTaThH, B
CPOK, HE TPEBBIMIAIONINN JEBIHOCTa pa0OYMX JHEW CO JIHA TMOJTYYEHHUS YIOJIHOMOYCHHBIM
denepanbHBIM OPTaHOM HCTOJIHUTEIBHONW BIACTH AJICKTPOHHOTO YBEAOMJICHHS O TOIYyYCHUU
3asiBUTENEM Takoro 3ampoca. Cpok, YyKa3aHHbIA B 4YacTH S5 HACTOSIIEH  CTaThH,
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MPUOCTAHABIMBAETCSA CO JHS HAIPABICHUS 3aiBUTEII0 MOCPEACTBOM E€IMHOIO IOpTaJia WIHA B
TUYHBIA KaOMHET 3asBUTENS B €IMHON CHCTEME TaKOTrO 3ampoca 10 JHS HAMPaBJICHUS 3asiBUTEIEM
MOCPEJICTBOM €AMHOrO MOpTajia B YNOJIHOMOYEHHBIN (eaepalnbHblil OopraH HCHOJHUTEIbHOU
BJIACTH WJIM JIMYHBIA KaOMHET YIOJIHOMOYEHHOTO (heepalbHOrO OpraHa UCIOJHUTENbHON BIACTU
B €IVHOM CHCTEME OTBETa Ha TaKOM 3alpoC M HE YUYHUTHIBACTCS IPHU HCUYUCICHUU CpPOKa

MOATBEPKACHUS TOCYIApPCTBEHHOM pPETUCTpalluu JIEKapCTBEHHOro mpemnapara. (B pedaxyuu
Dedepanvroco 3axona ot 30.01.2024 No 1-D3)

8. OcHOBaHUEM JJIsl OTKa3a B MPOBEACHUM IKCIEPTU3bI OTHOIIECHUS OXKUAAEMON MOJb3bI K
BO3MOKHOMY PHCKY MPHMEHEHHUs JIEKAPCTBEHHOTO TIpernapara sBISEeTCS MpeacTaBICHUE
TOKYMEHTOB, COJEPKaIllUX PpPe3ylbTaThl MOHUTOpUHTa J(PGEKTUBHOCTH U  0€30MacCHOCTU
JIEKapCTBEHHOTO Tpernapara, U (Wik) B OTHOIICHUH OMOIOTUYECKHUX JIEKAPCTBEHHBIX MPENapaToB
PE3yABTaTOB OCYLIECTBICHUS MEPONPUITHII B COOTBETCTBUM C IUIAHOM YIPABICHUS PUCKAMH,
YTBEP)KJIEHHBIM yIIOJHOMOUYEHHBIM (eiepaibHbIM OpPraHOM HCIOJHUTENIBHONW BIIACTU TpHU
OCYIIECTBJIEHUN TOCYJapCTBEHHOW pPETUCTpAllMU JIEKAPCTBEHHOTO Ipernapara, B HEMOJIHOM
o0Bbeme, OTCYTCTBHE MH(MOpPMAIIHH, TOATBEP KA (HaKT yIUIaThl TOCYIapCTBEHHON TONIITMHBI
32 TOJITBEP)KIEHHE TOCYJapCTBEHHOW perucTpanuy JIEKapCTBEHHOro Ipemnapara, Ju00
HEIPE/ICTABJICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CpPOK OTBETa Ha YKa3aHHBIA B YacTu 6
HACTOSALIEH CTaTbU 3alpoC YIMOJIHOMOUYEHHOTO (peiepaibHOr0 OpraHa UCHOJHUTEIbHOW BIACTH, a
TaK)K€ OTCYTCTBHE B YyKa3aHHBIX JOKYMEHTax HH(OpPMALUU, KOTOpas JOJDKHA OBITh B HHX
OTpa’keHa.

9. DOkcneprr3a OTHOLIEHUS OXUIAAEMOM IOJIb3bI K BO3MOXKHOMY DPHUCKY IPUMEHEHHS
JIGKapCTBEHHOI'O IIpernapara B LENSAX IOATBEPKIACHHUS TOCYAApPCTBEHHOM  PErucTpanuvu
JIEKApCTBEHHOTO IIpenapara IpoBOJUTCSI KOMUCCUEN HKCIIEPTOB IKCIIEPTHOTO YUPEKICHUS B CPOK,

HE TMPEBBIIAIOIIMK TpUANATH pabouux AHEeH. (B pedaxyuu DedepanrvbrHoco  3aKoHa
o1 30.01.2024 No 1-®3)

10. B ciy4ae HeIOCTaTOYHOCTH TNPEJCTABICHHBIX OJKCIEPTy MaTEpPHAIOB IS Jadu
3aKJTFOUCHUS B JIMYHBIH KaOWHET 3asBHTENs B €AWHOW CHCTEME HampaBlseTcs 3ampoc O
Npe/ICTaBICHUN HEOOXOAMMBIX MaTepHaliOB, MONMCAHHBIN PYKOBOAUTENEM (YIOJTHOMOYCHHBIM
JUIIOM) DKCHEPTHOTO YYPEXKJCHUS C UCIHOIb30BAHMEM YCHWJICHHON KBaJIM(DUIIMPOBAHHON
ANMEKTPOHHOU moanucH. (B pedaxyuu @edepanvroeo 3axkona ot 30.01.2024 Ne 1-D3)

11. 3asBuTenb 00s3aH HAMPABUTh B JIMYHBIA KAOWHET SKCIIEPTHOTO YUPEKIACHUS B SIUHOMN
CUCTEME TIOJNUCAHHBIM YCHUJICHHOW KBAJTM(HUIIMPOBAHHOW ODIIGKTPOHHOW TIOANMKMCHIO OTBET Ha
3aMpocC IKCIEPTHOTO YUPEKICHUS B CPOK, HE MPEBBIMIAIOIINN IECTUAECATA PaOOUYHMX JTHEH CO THSA
MOJTYYEHHUS DKCIEPTHBIM YUPEKICHUEM 3JICKTPOHHOTO YBEIOMIJICHHS O TONYYECHUH 3asBUTEICM
yKa3aHHOTO 3ampoca. Bpems co gHS HampaBiieHHWS B JIMYHBIH KaOWHET 3asSBUTENS B CIUHOMN
CHCTEME 3aIlpoca SKCIEPTHOTO YUPESKACHUS JI0 THS HAMPABICHUS 3asBUTENIEM B JIMYHBIN KaOUHET
AKCIIEPTHOTO YUPEKACHUS B €IMHOW CUCTEME OTBETA Ha YKa3aHHBIW 3alpOC HE YUUTHIBACTCS MPU
WCUUCIICHUU CpPOKa TMPOBEICHUS SKCIEPTH3bl OTHOIICHUS OKUIAEMOU TMOIB3bI K BO3MOKHOMY
PUCKY TIpUMEHCHHMs JIEKApCTBEHHOTO IIperapaTa Ha OCHOBAaHHHM JIOKYMEHTA, COJIEPIKaIero
pe3ysbTaThl MOHUTOPHWHTA 3(P(GEKTUBHOCTH M OE30MAaCHOCTH JICKAPCTBEHHOTO TMperapara. (B
peoaxyuu Pedepanvrozo 3axkorna ot 30.01.2024 Ne 1-D3)

12. B cpok, HEe TpEBBIMIAIONMIMNA TATH pabOYMX JHEW CO JHS HANpPaBICHUS B JIMYHBIN
KaOMHET YIMOJIHOMOYEHHOTO (eiepalibHOT0 OpraHa HCIOJHUTENbHON BIACTH B €IUHOU cHCTEME

pravo.gov.ru/proxy/ips/?docview&page=1&print=1&nd=102137440&rdk=61&&empire= 70/165


k6clnthook://&nd=606416459
k6clnthook://&nd=606416459
k6clnthook://&nd=606416459
k6clnthook://&nd=606416459

12.07.2024, 16:23 06 obpalleHnn nekapcTBEHHbIX CPeacTB

3aKJIFOYCHHSI KOMUCCHU DKCIIEPTOB TI0 PE3yJIbTaTaM dKCIIEPTU3bl OTHOMICHUS OXKHIAEMOM TOJB3BI K
BO3MOXXHOMY  PHCKY  TNPUMCHCHHS  JICKAPCTBEHHOTO  Ipemapara,  COOTBETCTBYIOIIUN
YIOJHOMOUYEHHBIN (hefiepalibHbIil OpraH MCIOJHUTEIbHOU Bnactu: (B pedakyuu Dedepanvroco
3axona ot 30.01.2024 Ne 1-®3)

1) OCYHICCTBIIACT OLCHKY OJOTOI'O 3aKIIOYCHHUA I ONPCACICHHA €r0 COOTBCTCTBHUA
3a{aHrI0 Ha ITPOBCACHUC YKaSaHHOfI OKCIICPTU3LBI;

2) TNOpUHMMAET pELIEHWEe O TMOATBEPKIAECHUU TOCYIAapCTBEHHOM  perucrpauuu
JIEKapCTBEHHOTO Ipernapara Wiu 00 OTKa3e B IMOATBEPKIACHUHM TOCYJapCTBEHHOW pPETrUCTpaliiu
JIEKapCTBEHHOTO TMpernapara;

3) BHOCHUT IpHU MNPUHATHUHM PELIECHUS O MOATBEPKIACHUM TOCYIAPCTBEHHON pEerucTpanuu
JIEKAPCTBEHHOTO Ipenapara CBENCHUS B TOCYIAapCTBEHHBIM pPEecTp JIEKAPCTBEHHBIX CPEACTB U
BBIIAET 3aBUTENI0 OECCPOUHOE PETUCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOIO Ipenapara
MOCPEICTBOM HAIpaBIICHUSI Yepe3 €AMHBIN MOpTajl WIMA JUYHBIM KaOWHET 3asBUTENS B €IUHON
CHUCTEME BBIMMCKA W3 TOCYIAPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB, MOANHUCAHHOM

YCUJIEHHOW KBaJU(UIMPOBAHHON 3JIEKTPOHHOM MOANUCKIO. (B pedaxyuu PedepanbHoz2o 3akona
o1 30.01.2024 Ne 1-®3)

13. OcHoBanueMm [Uisi OTKa3za B TIOATBEPKIECHUU TOCYIAPCTBEHHOM perucTpanuu
JICKapCTBEHHOTO Iperapara SBISETCS 3aKII0YEHHE COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO
(denepanbHOTO OpraHa MCIOJHUTEIBFHOM BIACTH O TOM, YTO PUCK MPUYUHEHHS Bpeaa 370POBBIO
YeJIoBeKa MJIM JKMBOTHOTO BCJIEJACTBUE IIpHUeMa JIEKAPCTBEHHOIO IMpenapara IpeBbIIIaeT
3¢ (HEeKTUBHOCTH €ro npuMeHeHus. (B pedaxkyuu @edepanvrozo 3axona ot 04.06.2018 Ne 140-D3)

14. B nepuon npoBeAeHUs MPOILEAYPhl MOATBEPKACHUS TOCYIaPCTBEHHONW PErvCTpaliuu
JIEKapCTBEHHOTO Tpenapara ero ooparmienue B Poccuiickoit denepanum He MpUOCTaHABINBACTCS.

15. lonyckaercs oOpallieHue JeKapCTBEHHBIX IIPEMNapaToB /10 UCTEUEHHUS CPOKa TOIHOCTH,
IPOU3BEICHHBIX B TEUEHUE CTAa BOCBMUAECATH KaJICHIAPHBIX JHEH IOCIe JaTbl INPUHATHSA
YIOJTHOMOYEHHBIM (peiepaibHbIM OPTraHOM HCTIOJHUTEIHHON BIACTH PEIICHUS O TMOATBEP KICHUN
rOCyJapCTBEHHOW PETUCTpAIH, B COOTBETCTBUH ¢ MH(OpMaIIUE, CofeprKalleiicss B TOKyMeHTaxX
PErUCTPALIMOHHOTO JIOChE Ha JICKAPCTBEHHBIN Mpenapar J0 JaThl MPUHATHS TaKOTO pelieHus. (B
peoaxyuu Pedepanvrozo 3axkorna ot 02.08.2019 Ne 297-D3)

(Cmamuws 6 pedaxyuu Dedepanvroeo 3akona ot 22.12.2014 Ne 429-03)

Crarbs 30. BHeceHue nu3sMeHeHHil B JOKYMEHTBI, COAEpPKALIUECS B
PerncTPaAnMoOHHOM J0Che HA 3aPerucTPUPOBAHHBIH
JIEKAPCTBEHHBIN Mpenapar AJjisi MeIUINHCKOT0 NPUMeHeHHUs

l. B memsix BHECEHHMs] M3MEHEHMH B JIOKYMEHTBI, COJIEPKALIUECS B PETrUCTPALOHHOM
JIOChE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar il MEAUIMHCKOIO NPUMEHEHMS,
JieprKaTeslb WIM BIAJEEl] PETUCTPALMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOIO Ipernapara Wid
YIOJIHOMOYEHHOE UM JpPyroe HOpHUIMYECKOe JHMLO (Jajee B HACTOALIEH cTarhe - 3asBUTENb)
HampaBJIIeT MOCPEICTBOM €IMHOTO TMOpTaja B YIOJHOMOYEHHBIM (efepalbHblil  Opran
UCIIOJHUTEIBHOW BJIACTH WM B JIMYHBIA KaOMHET YNOJHOMOYEHHOIrO (eAepalibHOrO OpraHa
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WCIIOJIHUTEILHOM BIACTH B €IUMHOM CHUCTEME MOAMHCAaHHOE YCWJICHHOW KBalu(UIIUPOBAHHOMN
AIIEKTPOHHOW TOAMMCHIO 3aABJICHHE O BHECEHHWU TAaKMX M3MEHEHUU MO (opme, YCTaHOBICHHOMU
YIOJHOMOUYEHHBIM (peiepaJbHbIM OPraHOM HCIIOJHUTENBbHON BIIACTH, W IMpUJIaraeMble K HEMY
U3MEHEHHUS B yKa3aHHbIC JOKYMEHTBI, & TaKKE€ JOKYMEHTBI, MOJATBEPKIAI0IINE HEOOXOIUMOCTh
BHECECHHS TaKMX HW3MeHeHUH. (B pedaxyuu ¢hedepanvhvix 3axonos oT 22.12.2014 Ne 429-03,
o1 04.06.2018 Ne 140-®3, ot 30.01.2024 Ne 1-®3)

1!. Tlpy HeoOGXOTMMOCTH BHECEHHs B JIOKYMEHTHI, COAEPKAINNECcs B PETMCTPALIOHHOM
IOCbE HA 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpEnapar [Jjs MEAULIHUHCKOTO MPUMEHEHHS,
U3MEHEHUN OTHOCHUTEJIBHO MECTa MPOU3BOACTBA JIEKAPCTBEHHOTO Mpernapara Jjisi MEIUIIMHCKOTO
MIPUMEHEHUS, TPEOYIOIMMX TPOBEICHUS HKCIIEPTU3BI KAYECTBA JICKAPCTBEHHBIX CPEICTB, 3aIBUTEIb
JOTIOTHUTENIFHO HAIMPABIIIET MOCPEACTBOM €IMHOTO IMOpTaia B YIIOTHOMOYCHHBIN (hemepaabHbIi
OpraH HUCTOJHUTEILHON BJIACTU WJIM JIMYHBIH KaOMHET YMOJHOMOYEHHOTO (pemepasbHOrO OpraHa
WCIIOJTHUTEILHOM BIIACTH B €JUHOM CHUCTEME:

1) cBemeHus o pgare NPEAOCTaBICHUS W PETUCTPALMOHHOM HOMEpE JIMIICH3UW Ha
MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, A TAKXKE KOMHUIO 3aKJIOYECHUS O COOTBETCTBHU
MIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB I MEAMITMHCKOTO MPUMEHEHHS TPEOOBAHUSAM ITPaBUII
HaJJIeKaIlel  MPOW3BOJCTBEHHOM TMPAKTUKH, WM KOMUIO cepTU(dHUKaTa COOTBETCTBUS
MIPOU3BOAUTEIS JICKAPCTBEHHBIX CPEACTB JIJISi MEIUIIMHCKOTO TPUMEHEHUsI TPEOOBAHUSIM MPABUII
HAJIJIE)KAIIEW MPOU3BOACTBEHHOM NPAKTUKMA EBPa3sMiCKOr0 3KOHOMHUYECKOTO COK03a, BBIIAHHBIX
YITOJTHOMOYCHHBIM (heZIepaTbHBIM OPTaHOM MCITOJIHUTEIIFHOW BIIACTH B OTHOIIICHUH M3MEHEHHOMN U
(W)  TOMOJSHEHHOM  MPOW3BOACTBEHHOW  IUIOMIAJKK  JIEKAPCTBEHHOTO  Ipemapara s
MEIUIIMHCKOTO TPUMEHEHHMs, WU KOIMHUIO PEIICHUs YIOJTHOMOYEHHOTO (eneparbHOrO opraHa
UCIIOJIHUTEJILHOM BJIACTU O TPOBEACHUU (papMalleBTUUECKOM HMHCIEKIMU MPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJICTB JJIsI METUIIMHCKOTO MPUMEHEHHUS HA COOTBETCTBUE TPEOOBAHUSAM ITPaBUII
HAJJIEXKAIIEH TPOU3BOACTBEHHON NMPAKTUKNA EBPa3zuiicKOro S5KOHOMHYECKOTO COK03a B OTHOIIEHUH
W3MEHEHHOW W (WJIM) JOTOJTHEHHOW MPOW3BOICTBEHHOM TUIOMIAAKU JIEKAPCTBEHHOTO IMpernapara
JUIL MEIUIMHCKOTO MPUMEHEHUS B ClIy4dae, €CIIM IIPOU3BOJCTBO JICKAPCTBEHHOIO Mperapara
ocyuecTnisierca B Pocculickoit @enepanuu;

2) KOINHUIO TPEIOCTABICHHON YIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS
JIUIIEH3UU HA MPOMU3BOACTBO JIEKAPCTBEHHOIO Mpemnapara JJjisi MEAUINHCKOTO NMPUMEHEHUS U €€
MEPEBOJ HA PYCCKUU SI3bIK, 3ABEPEHHBIE B YCTAHOBJICHHOM MOPSJIKE, a TAKXKE KOTUIO 3AKIIFOUECHHUS
O COOTBETCTBUHU MPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUAM MPaBWI HaJIeKallleH
POU3BOJACTBEHHON TMPAKTUKH, WM KOIMUIO cepTU(UKaTta COOTBETCTBUS ITPOU3BOAUTEIIS
JIEKApPCTBEHHBIX CPEACTB IS MEIWIIMHCKOTO MPUMEHEHHUS TPEOOBAHUSM IPABWII HaJJIe)KaIeh
MPOU3BOJICTBEHHOW  TNPAKTUKA  EBpAa3WMCKOr0  SKOHOMHYECKOTO  CO03a,  BBIJAHHBIX
YIIOJTHOMOYECHHBIM (heZIepaTbHBIM OPTaHOM HCITOJIHUTEIIHFHOW BIACTH B OTHOIICHUH M3MEHEHHOUN 1
(W) TOTOJHEHHOW MPOM3BOJCTBEHHOW IIIONMIAJKK JICKAPCTBEHHOIO IIpernapara, WJIM KOIHIO
pEIICHHS YIIOJIHOMOYEHHOTO (eiepaibHOr0 OpraHa HWCIOJHUTEIBLHOM BIIACTH O TMPOBEACHHUU
(dhapMareBTHUYECKOW HWHCIIEKIIMK TMPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB I MEIUITMHCKOTO
MMPUMCHECHHS Ha COOTBETCTBHEC TPEOOBAHUSAM MPABWIJI HAJIJICXKAIICH TTPOU3BOACTBEHHON MTPAKTUKHU
EBpa3niickoro 3KOHOMMYECKOIO CO03a B CIIy4ae, €CIu MPOU3BOJACTBO JIEKAPCTBEHHOTO ITpenapara
ocyuiecTBisieTcs 3a npenenamu Poccuiickoin enepanumu.

(L[lononnenue yacmoio - @edepanvruiti 3akon ot 04.06.2018 Ne 140-D3) (B peoaxyuu
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@edepanvroco 3axona ot 30.01.2024 Ne 1-D3)

1°. TIpu HeoOXOIMMOCTU BHECEHHsS B JOKYMEHTBI, COEPIKALIUECSs B PErUCTPALOHHOM
JIOCbE Ha 3apEerHCTPUPOBAHHBIA JIEKAPCTBEHHBIM Hpenapar Uil MEIULUHCKOIO IPUMEHEHMUS,
WU3MEHEHUI OTHOCHUTEIIBHO MOKa3aTeIel KaueCcTBa JEKAPCTBEHHOTO IIpernapara il MEIULIMHCKOTO
MPUMEHEHUS U (MJIM) METOJOB KOHTPOJISI KaUueCTBA JICKAPCTBEHHOTO Mpernapara sl MEAUIUMHCKOTO
MPUMEHEHUS, TPEOYIOIMX MTPOBECHUS HKCIIEPTU3BI KAYECTBA JICKAPCTBEHHBIX CPEJICTB, 3aIBUTEIb
JIOTIOJTHUTENILHO HANpPAaBIIIET MOCPEACTBOM €IMHOTO MOpTaja B YIOJIHOMOYEHHBIH (enepanbHbIi
OpraH MCHOJHUTENbHOW BJIACTU WM JIMYHBIM KaOMHET YIOJIHOMOYEHHOTO (peiepajbHOro OpraHa
VCITOJIHUTEJIbHOU BJIACTU B €IMHOU CUCTEME:

1) cBemeHus o pgare NPEAOCTABICHUS W PETUCTPALMOHHOM HOMEpE JIMLIEH3WH Ha
MPOU3BOACTBO  JIEKAPCTBEHHBIX CPEACTB WM CBEICHHS O Jare MpPEJOCTaBICHHUS U
PErUCTPAIMOHHOM HOMEPE 3aKIIOUYEHHUS O COOTBETCTBUM IIPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEACTB
TpeOOBaHMSIM TMpPaBWJI HaJUIeXKalleld MPOU3BOICTBEHHOW MPAKTHKU WM KOMUIO cepTudukara
COOTBETCTBUsl IIPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB JUIsI MEIULHUHCKOIO IIPUMEHEHHUS
TpeOOBaHUAM  TpaBWJ  HAJUICKaAIled  MPOM3BOACTBEHHOW  TPAKTHKKA  EBpasuiickoro
HKOHOMHUYECKOTO COI03a, BBIJIAHHBIX (MPEJOCTABICHHBIX) YIOJIHOMOUYEHHBIM (enepanbHbIM
OpPraHOM HMCIOJIHUTEJIBHOW BJIACTH B OTHOLIEHUH MPOU3BOICTBEHHOMN IUIOIIAJKH JIEKAPCTBEHHOTO
npenapara, B Ciydae, €CJIM IPOM3BOJICTBO JIEKAPCTBEHHOIO IIpemnapara OCYIIECTBISIETCS B
Poccuiickont denepanuu;

2) KOMHMIO TPEIOCTABICHHOW YMOJIHOMOUYEHHBIM OPraHOM CTpPaHbl MPOU3BOAUTENS
JMUEH3UN Ha MPOU3BOJACTBO JIEKAPCTBEHHOIO IIperapara JUisi MEAULIUHCKOIO IMPUMEHEHHS U €€
IIEPEBOJI HA PYCCKUU f3BIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM IOPSAJIKE, & TAK)KE CBEIECHMS O Jare
IIPENOCTABICHUS U PErUCTPAlMOHHOM HOMEPE 3aKIIOUYEHHsI O COOTBETCTBUHM IIPOU3BOAMTEILS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUI HAJICKAIIEH TTPOU3BOJICTBEHHON MPAKTUKH, WIIH
KOTIHIO CepTH(UKATAa COOTBETCTBUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO
MpUMEHEHUsT TpeOOBaHUSAM MpaBWJI HaJUIeXalleld MPOU3BOJACTBEHHOM NpakTuku EBpasuiickoro
HKOHOMHUYECKOTO COI03a, BBIIaHHBIX YIOJIHOMOUYEHHBIM (pesiepaibHbIM OpraHOM UCIOJHUTEIbHON
BJIACTH B OTHOLIEHUU ITPOU3BOACTBEHHOM IUIOIIAKHY JIEKAPCTBEHHOTO Ipenapara, Uil CBEICHUS O
JaTe TPEIOCTABICHUS U PETUCTPAIMOHHOM HOMEpE PEIICHHsI YIOTHOMOYEHHOTO (enepaibHOro
opraHa MCHOJHUTEIHHOW BIIACTH O MPOBEICHUHU (PapMaleBTUYECKOM HHCHIEKIIMU MPOU3BOJICTBA
JIEKaPCTBEHHBIX CPEACTB IS MEAUIIMHCKOTO MPUMEHEHUSI HA COOTBETCTBUE TPEOOBAHUIM MTPaBUII
HaJUIeKAallle MPOM3BOACTBEHHOM NPAKTUKM EBpa3HiiCKOr0 SKOHOMHYECKOTO COK3a, €CIH
IIPOU3BOJACTBO JIEKAPCTBEHHOIO IIperapara OCYyLIECTBIsAETCS 3a mnpenaenamu Poccuiickoit
®denepanuu.

(L{ononnenue uacmoio - @edepanvuviii 3akon or 04.06.2018 Ne 140-D3) (B peoaxyuu
@edepanvrozo 3axona ot 30.01.2024 No 1-D3)

1°. IIpuHATHE pelieHys 0 BHECEHHH M3MEHEHHUH UM 00 0TKa3e BO BHECEHHMH M3MEHEHHIA B
JIOKYMEHTBI, COAEPKAIIMECS B PETUCTPALIMOHHOM JIOChE HA 3aPErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar A MEIUIMHCKOTO MPUMEHEHHUS, B Cilydae HEOOXOAMMOCTH MPOBEICHUS IKCIEPTU3BI
KayeCTBa JICKAPCTBEHHBIX CPEACTB U (MJIM) SKCIEPTU3bl OTHOIICHHUS OXKUIAEMOM TMOJIb3bl K
BO3MOXXHOMY PHUCKY NPHMEHEHHUs JIEKAPCTBEHHOIO IIperapara Uil MEIULMHCKOTO IMPUMEHEHHUS
OCYIIECTBIISIETCSI B CPOK, HE MPEBBIMIAIONINN MATHACCIATA pabOunX THEH, a B OCTaJIbHBIX CIIy4asixX
B CPOK, HE MPEBBIIIAIONINN IecaTh pabouux MHEW CO JHS HAmpaBlIEHUS MOCPEICTBOM EIMHOTO
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mopraja B YyHOJHOMOYCHHBIA (PenepanbHBId OpPraH WCHOJHUTCIBHOW BIIACTH WIIM JIMYHBIN
KaOWHET YIOJIHOMOYEHHOTO (hefepalibHOTO OpraHa MCIOJHUTEIBHON BIACTU B €IMHON CHCTEME
3asBJICHUSI O BHECEHMM TaKuUX U3MEHEeHWH. (/Jononrnenue uacmoio - Dedepanvhuviii 3aKOH
o1 04.06.2018 Ne 140-D3) (B peoakyuu Pedepanvrozo 3axona ot 30.01.2024 Ne 1-D3)

1. YnonHomoueHHBIH (enepanbHBIA OpraH HCIONHUTENBHON BIACTH C  y4eTOM
pE3yAbTaToOB (papMaKOHAA30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOASIIUXCS
B TpaXXJaHCKOM OOOpOTE, YCTAHOBJICHHBIM TpPEOOBAaHUSM K HX KayeCTBY B TEUEHHE JECATU
pabounx AHEW cO JHS TOCTYIUIEHHS COOTBETCTBYIOIIEH HH(GOPMAalUKd PAa3MEIIAET HAa CBOEM
ounmansHOM caiite B cetu "MHTepHET" cBeAeHHS O HEOOXOAMMOCTH BHECEHHS B MHCTPYKIUIO
M0 MEAMIIMHCKOMY TPUMEHEHHIO JICKaPCTBEHHOTO Mpernapara N3MEHEHUH B OTHOIIICHUH CBEICHUMN
0 TMOKa3aHWSAX JUIsl TMPUMEHEHHUS U TPOTUBOMOKA3aHUSX IS TMPUMEHEHHUS JEKapCTBEHHOTO
npenapara, BbISIBICHHBIX MOOOYHBIX JCHCTBUSAX, HEXKEIATEIbHBIX PEaKUUsIX MpU MPUMEHEHUU
JIEKapCTBEHHOTO IMpenapara W HampapiseT MOANNCAHHOE YCWJICHHOW KBaJIU(DUIIMPOBAHHOM
AIIEKTPOHHOM MOANUCHIO YBEAOMIICHHE B IMYHBIN KAaOMHET 3asiBUTENS B €JUHON CUCTEMeE, a TaKKe
B JINYHBIC KaOWHETHl 3asgBUTENIC B €IWHON CHCTEMe, SIBISIFONIMXCSA JepKaTelsiMUd WIH
BIQJICNIbIIaMH  PETHCTPALIMOHHBIX  YAOCTOBEPEHUN  B3aMMO3aMEHSEMBIX  JIEKAPCTBEHHBIX
IpernaparoB (MU YIOJHOMOYEHHBIX UMM JIPYTMX IOPUAMYECKHUX JHL). ([ononnenue uacmvio -
@Dedepanvuviii 3akon ot 27.12.2019 Ne  475-®3) (B pedaxkyuu PDedepanviozo 3aKoHa
o1 30.01.2024 Ne 1-®3)

1°. Jlepxarensr WM Bjajesell PErMCTPAlMOHHOIO YIOCTOBEPEHHs JIEKapCTBEHHOIO
mperapara, a TakKe JIepKaTeld WU  BIAJENbIBl  PETUCTPAIMOHHBIX  YIOCTOBEPECHUMN
JICKapCTBEHHBIX TpenaparoB (WM YIOJTHOMOYEHHBIE UMH JIPYTHE FOPUIUYECKHUE JTUIA), KOTOPBIC
SIBJSIFOTCS.  B3aMMO3aMEHSIEMBIMH, OOs3aHbI HANPABUTh B JIMYHBIA KaOMHET YIOJIHOMOYEHHOTO
benepanbHOTO opraHa UCTIOTHUTEITLHON BJIACTH IO/ CaHHbIC YCUIICHHBIMU
KBAJIM(UITUPOBAHHBIMU 3JICKTPOHHBIMU TIOJANUCSAMHU 3asBJICHUS O BHECCHUU W3MCHCHHU B
JTOKYMEHTBHI, COICPIKAIIUECS B PETHCTPAIIMOHHBIX JOChE HA 3apETUCTPUPOBAHHBIE JICKAPCTBECHHBIC
Mperaparsl ik MEIUIIUHCKOTO MTPUMEHEHHsI, B OTHOIIIEHUH CBEJCHHI, YKa3aHHBIX B UHCTPYKIIUU
10 MEIUIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHBIX MPENaparoB, B TEUECHHE COpPOKa pabounx aHel
CO [IHS TONYYCHHs YIOJTHOMOUYEHHBIM (hefepalibHbIM OpraHOM HCIIOJIHUTENBHONW BIAcTH
AIIEKTPOHHOTO YBEJIOMJICHHS O TIOJIYYCHUHU JEpKATeJIeM WM BIIAJICIBIEM PETUCTPAIIMOHHOTO
YIOCTOBEPEHUS JIKAPCTBECHHOTO Mpenapara (WIK YIOJIHOMOYEHHBIM UM JIPYTHM FOPUIHYECKUM
nuioM) uHpOpPMAlUM, YKa3zaHHOM B wactu 1% Hactosmieil crtareu. JlanHoe TpeGoBaHME He
pacmpoCTpaHsieTCsT Ha Cllydad BHECEHHS B HWHCTPYKUHUIO IO METUIIMHCKOMY MPHUMEHEHUIO
JICKApCTBEHHOTO TIperapara HM3MEHEHH B OTHOINCHWHM HOBBIX IIOKa3aHWH Ui MPUMCHCHHS
JICKapCTBEHHOTO nperapara Ha OCHOBaHUU pe3yibTaToB COOTBETCTBYIOIIMX
uccienoBanuit. (/fononnenue uacmoio - Dedepanvhuviti 3axon ot 27.12.2019 Ne 475-®d3) (B
peoaxkyuu Pedepanvrozo 3axkorna ot 30.01.2024 Ne 1-D3)

2. PemieHue 0 TPOBEACHUHM HKCIEPTU3bl KauyecTBa JICKAPCTBEHHBIX CPEACTB U (UJIN)
SKCHEPTU3bI OTHOLICHUS 0KUAEMOM IOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO
npenapara Juis MEOULMHCKOTO NPUMEHEHUS NPUHHUMAETCA B COOTBETCTBUU C YTBEPXKIACHHOMN
VIIOJITHOMOYCHHBIM  (peiepalbHbIM  OpraHOM  HMCIIOJIHMTEIIBHOM  BJIACTH  KJIacCH(HUKaIeh
W3MEHEHUW, BHOCHUMBIX B JIOKYMEHTBI, COJIEp)KAIIMECS B PErMCTPALIMOHHOM JOChE€ Ha

3apEruCTPUPOBAHHBIM  JIEKApCTBEHHbIM mpenapar. (B pedaxyuu Dedepanvroco  3aKoHa
o1 30.01.2024 Ne 1-®3)
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3. 3asBuTENb BOpPABE MPEACTABUTH MO COOCTBEHHON MHHUIIMATHBE BMECTE C 3asBIICHUEM O
BHECEHHH W3MEHEHHUH B JOKYMEHTHI, COJEpXkAIIUMECs B PErHCTPALMOHHOM JOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Uisi MEAULUUHCKOIO MPUMEHEHHS, PEKBU3UTHI
JIOKYMEHTOB, MOATBEPKAAIOIIUX YILIATy TOCYIapCTBEHHON MMONUIMHBI 34 BHECEHUE B JIOKYMEHTHI,
CoJepIKalMecs B PErHCTPALMOHHOM JOChE HA 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar
JUIST  MEAWIIMHCKOTO TMPUMEHEHMS, W3MEHEHUW, TpeOyIomuX TMPOBENACHUS  IKCIEPTU3BI
JIEKapCTBEHHBIX CPEICTB B YAaCTU OKCIEPTH3bl KauyecTBa JICKAPCTBEHHOTO CpEACTBA W (WJIN)
JKCIIEPTU3bl OTHOLIEHUS 0KUAAEMOM IOJIb3bl K BO3MOXKHOMY PUCKY PUMEHEHUS JIEKAPCTBEHHOTO
npenapara Uil MEAULUHCKOTO NPUMEHEHHUs, TOCYJapCTBEHHOW IIONUIMHBI 34 BHECEHHE B
JOKYMEHTBI, COAEPKAIINECS B PETUCTPALIMOHHOM JJOChE Ha 3apErMCTPUPOBAHHBIN JI€KAPCTBEHHBIN
npenapar Jisi MEIUIIMHCKOTO TIPUMEHEHHUSI, U3MEHEHUN, HEe TPEOYIOIUX MPOBEACHUS IKCIIEPTU3HI
JIEKapCTBEHHOTO CPEACTBA, a TakKe BblJaBaeMble (MPEAOCTABIAEMbIC) YIIOJTHOMOYEHHBIMU
(denepanbHBIMU OpraHaMU UCTIOJHUTENBbHON BIACTH JOKYMEHTHI (CBEICHMS), YKa3aHHBIE B YaCTSIX
1' u 1% nacrosmeii ctatbu. B ciiyuae MX HeNpeaCTaBieHMs YINOTHOMOYEHHBIH (enepaibHblii
OpraH MCIOJIHUTEIbHOW BJIACTHU 3alpalllUBAE€T YKAa3aHHbIE JOKYMEHTHI (CBEIECHHS) B MOPAJIKE

MEXBEIOMCTBEHHOTO MH(POPMAIIMOHHOTO B3aUMOIECHCTBUS. (B pedakyuu gedepanvbHuix 3aKOHO8
oT 27.12.2019 Ne 478-®03, ot 30.01.2024 Ne 1-D3)

4. B Teuenue nsATU paboUYMX IHEW CO JTHS MOCTYIUIEHHS YKa3aHHOTO B 4acTu 1 Hacrosien
CTaTbU 3asBICHHUS W HEOOXOAUMBIX JIOKYMEHTOB YIOJIHOMOYEHHBIN (eaepaibHblii Opran
UCTIONTHUTENBHOU BIACTH: (B pedakyuu @edepanvroeo 3axona ot 30.01.2024 Ne 1-D3)

1) mpoBOAUT MPOBEPKY MOTHOTHI M JOCTOBEPHOCTH CBEICHUM, COIEpXKAIIUXCS B
MIPEACTABICHHBIX 3asBUTEIEM MaTepHUaiax;

2) MNPUHHUMACT PCIICHUC O IPOBCIACHUN YKA3aHHBIX B YaCTH 2 HACTOSIIIIEH CTaTbH
COOTBCTCTBYIOIIHX OKCIICPTU3 JICKAPCTBCHHOI'O CPCACTBA UIIN 00 OTKa3e B UX MNPOBCACHUU,

3) HanpaBIAeT B TNYHBIA KAOWHET 3asIBUTEIS B €IMHON CUCTEME TTOIMUCAHHOE YCUIICHHOM
KBAJIU(PULIMPOBAHHOM 3JIEKTPOHHON MOANKUCHIO YBEAOMIIEHUE O MPUHATOM PEILIEHUN UJIU B ClTy4dae
NPUHATUSL peuieHus 00 OTKa3e B MPOBEICHUH COOTBETCTBYIOLIEH SKCIEPTU3bl C yKa3aHUEM
NPUYMH TakKoro oOTKaza. (B peoaxyuu edepanvuvix 3axonos ot 22.12.2014 Ne 429-03,
o1 30.01.2024 No 1-®3)

4'. B ciyuae BHIIBIEHHS HEJOCTOBEPHOCTHU CBEIEHHUI, COIEPKAIMXCS B IIPECTAaBICHHbIX
3asIBUTEJIEM MaTepuajax, YIOJIHOMOYEHHBIM (enepaabHblii OpraH HUCHOJHUTEIBHOW BIIACTU
HanpapisieT B JMYHBIM KaOWHET 3asBUTENS B €AMHON cucTeMe 3anpoc 00 YTOUHEHHH YKa3aHHBIX
CBEJICHUMU, MTOANIMCAHHBIN YCUJICHHOMN KBTI (DUITMPOBAHHOM AIEKTPOHHOU

MOAMHKCKIO. (/[ononnenue yacmoio - @edepanvruiii 3axon oT 25.11.2013 Ne 317-D3) (B peoaxyuu
@edepanvrozco 3axona ot 30.01.2024 No 1-D3)

4%, 3asBuTenb 0053aH HATpPaBUTh B JIMYHBIA KaOWHET YIMOJTHOMOUYEHHOTO (enepaabHOro
OpraHa  WUCIOJHUTEJBHOM BJIACTA B  €AMHOM  CHUCTEME  NOANMCAHHBIM  YCUIICHHOU
KBaATU(UIIMPOBAHHOW  DJICKTPOHHOM  TOAMKCHIO OTBET HA  3aMpoC  YIMOJIHOMOYEHHOTO
(dhenepaabHOTO OpraHa MCHOJHUTEIBHON BIIACTH B CPOK, HE MPEBBIMIAONINN JEBIHOCTA PabOInX
JTHEW CO JIHS TOJYYEHHs YIOJTHOMOYEHHBIM (efepabHbIM OPraHOM HCIOJHUTEILHON BJIACTH
AJNIEKTPOHHOTO YBEAOMJICHUSI O TOJYYEHUHU 3asBUTEJIEM JaHHOro 3ampoca. Cpok, yKa3aHHBIA B
yacTH 4 HACTOAIICH CTaTbW, MPUOCTAHABIMBACTCS CO JIHS HANpaBiICHUS B JIMYHBIA KaOWHET
3a9BHTENII B COUHOM CHCTEME 3ampoca  yHOJHOMOUYCHHOro  (emepaabHOTO — OpraHa
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WCIIOJIHUTEILHOM BJIACTH IO JIHS HAmpaBiCHUSA B JIMYHBIA KAOMHET YIIOJIHOMOYCHHOTO
(deaepabHOTO OpraHa MCIIOJTHUTEIIBHON BJIACTH B CIMHOM CHUCTEME OTBETA HA JIAHHBIM 3aIpoc U
HE YYWTHIBACTCS IPH WMCUUCICHUM CpPOKAa IPUHATUS PEIICHWS O BHECCHUM W3MEHEHUH B
JIOKYMEHTBI, COICpKAIIMECs B PETUCTPAIIMOHHOM JIOChE Ha 3apETHCTPUPOBAHHBIN JICKAPCTBECHHBIN
npenapar Juis MEIUIIMHCKOTO TpUMEHeHUs. (/Jononnenue uwacmvio - DedepanbHulil 3AKOH
ot 25.11.2013 Ne 317-®3) (B peoaxyuu @edepanvrozo 3axoua ot 30.01.2024 Ne 1-O3)

5. OcHoBaHueM /il OTKa3a B MPOBEICHUU YKa3aHHBIX B YaCTH 2 HACTOAIICH CTaTbH
AKCIIEPTU3 SIBJSIETCS MPEICTaBICHUE JOKYMEHTOB, MEPEUMCICHHBIX B yacTaX 1 u 3 Hacrosiuen
CTaTbd, B HEMOJIHOM OOBEME, HEMPEACTABICHUE 3asBUTEIIEM B YCTAHOBIICHHBIM CPOK OTBETa Ha
YKa3aHHBIA B yacTM 4' HacTosmleil cTaThM 3ampoc YIONHOMOYEHHOTO (hefepalbHOTO OpraHa
WCIIOJIHUTEILHOM BIIACTH, a TAKXKE OTCYTCTBHE B MPEIACTABICHHBIX JTOKyMEHTaX JOCTATOYHBIX
CBEICHUI, MOATBEPKIAIOIIUX HEOOXOJUMOCTh BHECEHUS HW3MEHEHHMM, WU OTCYTCTBUE
nH(popMaLMK, TOATBEPKAAIOLIEH (DAKT yIIaThl TOCYIapCTBEHHBIX MOUUIMH, YKa3aHHBIX B 4aCTH 3
HacTosime cratbu. (B pedakyuu ¢edepanvhvix 3axonoé ot 25.11.2013 Ne  317-®3;
oT 22.12.2014 Ne 429-®3)

6. VYkazaHHbIE B 4YacTH 2 HACTOSIIEH CTarbu SKCHEPTH3bl MPOBOAATCA B IMOPSIKE,
YCTAaHOBJIEHHOM cTaThel 23 HacTosAmero denepaibHOTO 3aKOHA.

7. B cpok, He MpEBBIIAONINN MATH paboyuX THEH CO THS HANpPABICHUS MOCPEICTBOM
€IMHOTO TIOpTaja B YIOJHOMOYECHHBIA (hefepalbHbIi OpraH HWCIOJHUTEILHOW BIACTH WIH
JTUYHBIA KaOMHET YMOJHOMOYEHHOTO (heepaibHOr0 OpraHa MCIMOJHUTEIHLHOM BIACTH B €IUHOM
CUCTEME TMOAMHCAHHBIX YCUJICHHBIMH KBATHU(PUIUPOBAHHBIMU DJIEKTPOHHBIMU MOIMUCIMU
3aKJIFOYEHUH KOMHUCCHUN JKCIEPTOB MO pe3yibTaTaM YKa3aHHBIX B 4acTU 2 HACTOALIEH CTaTbu

OKCIEPTHU3, YIOJTHOMOYCHHBINH (eepanbHblii OpraH WCIOJHUTEIBHON BiacTH: (B pedaxyuu
geoepanvuvix 3akonos ot 22.12.2014 Ne 429-D3, ot 30.01.2024 Ne 1-D3)

1) mpuHMMaeT pelnieHHe O BHECEHHHM HW3MEHEHMM B JOKYMEHTBI, COJEpXKalluecs B
PErUCTPALIMOHHOM JIOChE HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl MEAULIUHCKOTO
OpPUMEHEHUS, WM 00 OTKa3e BO BHECEHUM TAKUX U3MEHEHUM;

2) BHOCHUT B TOCYJapCTBEHHBIN PEECTP JICKAPCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIICHHUS O
BHECEHUM W3MEHEHHN B JIOKYMEHTBI, COJAEpXKAIIMecs B PETUCTPAIMOHHOM JOChE Ha
3aperucTpUPOBAHHBIN JE€KAPCTBEHHBIN MpenapaT sl MEIUIIMHCKOTO MIPUMEHEHUs, HEOOXOAUMbIE
u3MeHenus; (B pedaxyuu @edepanvrozo 3axona ot 30.01.2024 Ne 1-®3)

3) BbBLAACT 3asBUTENI0 HOBOE PErUCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO
mpenapara B CIIydya€ HW3MEHEHUs CBEJICHHM, CONEp)KAIUMXCS B HEM, MYTEM HalpaBICHUS
3asIBUTEIIIO MTOCPEICTBOM €IMHOTO MOpTaia WINA B JUYHbIA KaOWHET 3asBUTENS B €IMHON CUCTEME
BBIIIMUCKM M3 TOCYIApCTBEHHOIO pEeecTpa JIEKapCTBEHHBIX CPEICTB, IMOANMCAHHOM YCHIECHHOU
KBaJIM(DUIIMPOBAHHON 3JIEKTPOHHON TOANUCKIO. (/[ononnenue nynkmom - DedepanvHulil 3AKOH
o1 22.12.2014 Ne 429-®3) (B peoaxyuu Dedepanvroeo 3axona ot 30.01.2024 Ne 1-D3)

8. OcHOBaHMEM /I OTKa3a BO BHECEHHMM W3MEHEHUW B JIOKYMEHTBI, COJAEpIKaIlUeCs B
PETUCTPALMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mperapar sl MEAULIUHCKOTO
MIPUMEHEHHUSI, SIBJIACTCS 3aKJIIOYEHUE YIOJTHOMOYEHHOTO (he/lepajbHOr0 OpraHa UCIOJIHUTEIbHOM
BJIACTH O BO3MOXKHOCTU CHIDKCHHSI O€30TacHOCTH, KadecTBa, 3(P(EKTUBHOCTH JIEKAPCTBEHHOTO
CpPEACTBA B CIy4ac BHECEHUS TAKUX U3MECHEHUU.
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9. Momyckaetcs oOpaiiieHre JeKapCTBEHHBIX MPEmapaToB Il MEAUIIMHCKOTO TPUMEHEHUS
JI0 UCTEYEHHSI CPOKA TOJHOCTH, TPOU3BEICHHBIX B TEUEHHUE CTAa BOCBMHJIECATU JHEU MOCIE JaThl
MPUHATUS YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJIHUTEILHOM BIACTH PEUICHUS O
BHECEHUM M3MEHEHHUI B IOKYMEHTBI, COIEpKAIIUECS B PETUCTPAIIMIOHHOM JOChE, B COOTBETCTBUU
¢ uHopMaImei, coaepkalleiicss B TOKyMEHTaX PETUCTPALMOHHOTIO J0ChEe Ha JIEKApCTBEHHBIN

mpemapar 0 JaThl TPUHATHS TakKoro pemeHus. (B pedaxyuu Dedepanvroco 3axona
ot 22.12.2014 Ne 429-®3)

10. IIpaBurensctBOo Poccuiickoit denepannn BlipaBe YCTaHOBUTh OCOOEHHOCTH BHECEHUS
U3MEHEHUN B JIOKYMEHTBI, COAEPKAIIUECS B PETUCTPALMOHHOM JOChE Ha 3apEruCTPUPOBAHHBIN
JIEKapCTBEHHBIM Tpemnapar s MEAWIIMHCKOTO MPUMEHEHHs, B ciaydae AePEeKTypbl WIW pHUCKa
BO3HUKHOBEHHS JIe(PEKTYphI JEKApPCTBEHHBIX IMPENaparoB B CBSI3UW C BBEICHHWEM B OTHOIICHUU
Poccuiickoit denepanyni OrpaHUYUTETBHBIX MEpP HSKOHOMHUYECKOTO XapakTepa. (Jononnenue
yacmoio - Dedepanvuwiii 3akon oT 08.03.2022 Ne 46-D3)

Crarbs 31. BHeceHue u3MeHeHMii B JOKYMEHTbI, cOJep:Kaluecsi B
PEerucTPalliOHHOM /1I0Che HA 3aPerucTPUPOBAHHBIM
JIEKAPCTBEHHBI Mpenapar AJs BeTepUHAPHOI0 NPUMeHEeHUs!

1. B mensix BHeCEHHsS W3MEHEHHH B JIOKYMEHTBI, COICpXAIIUECs B PErHCTPAI[IOHHOM
J0ChE€ Ha 3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpemapar Ajsi BETEPHHAPHOTO MPUMEHEHHS,
JiepKaTeNlb WM BIaJEJIel] PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO Mpernapara Win
YIIOJITHOMOYCHHOE UM JPYroe HOPUIUYECKOe JIMIO (J1ajee B HACTOSIICH CTaThbe - 3asBUTEIIb)
HAMpaBIseT TMOCPEACTBOM €IUHOTO T[OpTaja B YIOJTHOMOYCHHBIN (denepanbHBIi  OpraH
WCIIOJIHUTEIbHOM  BIACTH TOANMCAHHOE YCHJIEHHON KBaJU(UIMPOBAHHOW  3IIEKTPOHHOU
NOANKCHIO 3asBICHHE O BHECEHWHM TaKUX W3MEHEHWH 10 ¢dopMme, YCTaHOBICHHON
YIOJTHOMOYCHHBIM (eiepaJbHbIM OPTraHOM HCIIOJTHUTEILHON BIIACTH, W IpHUJIaraeMble K HEMY
MU3MEHCHHS B yKa3aHHBIC JOKYMEHTBI, a TaKXe JOKYMEHTHI, MMOJITBEPKIAIOIINE HEOOXOAUMOCTh
BHECCHUs TakuxX u3MeHeHuH. [Ipu HeoOXOJMMOCTH BHECEHUS HM3MCHCHHH B JIOKYMCHTHI,
cofiepKaluecs B PErUCTPAIMOHHOM JIOChe HA 3apETUCTPUPOBAHHBIN JEKAPCTBEHHBIA Tperapar
IUIS. BETEPUHAPHOTO MPUMEHEHUs, B CIy4asX U3MEHEHUs U (WJIK) JOTOTHEHHsI TIPOU3BOJCTBEHHON
TUTOIIAIKA  JIGKAPCTBEHHOTO  CPEJCTBA, a Takke W3MEHEHMs IIOKaszarejell  KadecTBa
JIEKapCTBEHHOTO Tperapara s BETePUHAPHOTO MpUMEHEHUs W (WIM) METOIOB KOHTPOJI
KayecTBa  JICKAPCTBEHHOTO  Tperapara Uil  BETCPUHAPHOTO  MPUMCHCHHS  3asiBUTEIb
JOTIOJTHUTEIILHO HAIpPaBIISIET MOCPEICTBOM EAMHOTO MOPTaJia B YIOJTHOMOUYEHHBIN (hemepaabHbIid
OpraH UCIIOJIHUTEIHLHOW BIIACTHU CIAEAYIONINE TOKYMEHTHI (CBefeHus): (B pedaxyuu gedepanbhbix
3akono06 ot 27.12.2019 Ne 478-D3, ot 30.01.2024 Ne 1-D3)

1) CBCACHUA O Jare MnpcaoCTaBJICHHMA W PETUCTPAIMOHHOM HOMCPEC JIMIOCH3MKM Ha
OpOU3BOACTBO JICKAPCTBCHHLIX CPCIACTB, HpeﬂOCTaBHCHHOﬁ MNPOU3BOAUTCIIO JICKAPCTBCHHOI'O

npenapara Jijisi BETEpUHAPHOTO MPUMEHEHHUS, JJIi POCCUUCKUX MpPOU3BOAUTENEH; (B pedaxyuu
@Dedepanvrozco 3axona ot 27.12.2019 Ne 478-D3)

2) cBeleHUs O Jare MPEJOCTABICHUS W PETUCTPALIMOHHOM HOMEpE JIMIIEH3UM Ha
MTPOM3BOJICTBO JICKAPCTBEHHBIX CPEICTB, MPEIOCTABICHHON MPOWU3BOIUTEO (hapMarieBTHICCKON
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CyOCTaHIIMH, BXOJSAIICH B COCTaB JICKAPCTBEHHOI'O Ipernapara Jijlsi BETCPUHAPHOIO MPUMEHCHUS,
TUTSL POCCUIMCKHX MTpou3BoauTeneit; (B pedakyuu Dedepanvroeco 3axona ot 27.12.2019 Ne 478-D3)

3) Konus JOKyMEHTA, BbIIAaHHOTO YIIOJIHOMOYEHHBIM OPTaHOM CTPAaHbI TPOU3BOJUTEINS IS
KaXJ0W MPOU3BOJACTBEHHON IUIOIIAJKK JIEKAPCTBEHHOIO Ipenapara Juisi BETEPUHAPHOTO
NPUMEHEHHSI W TMOATBEPXKAAIOLIETO COOTBETCTBUE IMPOU3BOAUTENS JIEKAPCTBEHHOrO Ipemnapara
TpeOOBaHUAM TMPABHII HaJJIEKAIIEH MPOU3BOICTBEHHON MPAKTUKH, U €ro MEepeBOJA Ha PYCCKUMU
A3bIK, 3aBEPEHHBIE B YCTAHOBJIECHHOM IOPSAKE, a TAKXKE KOIHWS 3aKIFOUEHHS O COOTBETCTBUU
IIPOU3BOIUTEISI JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM MPaBUII HaJJIekKalIeH MPON3BOACTBEHHON
NPaKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (peepaabHbIM OPraHOM HCIIOJHUTENBHON BIACTH JJIS
KOKJIOM TPOU3BOACTBEHHOW IUIOIIAJKK JIEKAPCTBEHHOTO TMpenapara Juisi BETEPUHAPHOTO
MpUMEHEHUs, JHUOO KOMUS PEIICHUs O TPOBEACHUU WHCIEKTUPOBAHUS TMPOU3BOAUTEINSA
JIEKapCTBEHHBIX CPENICTB, MPUHATOTO YIOJTHOMOYEHHBIM (DeIepaIbHBIM OpPraHOM HCIIOJIHUTEIBHOM
BJIACTH I KAKJIOM NPOU3BOACTBEHHOM IUIOLIAJAKHA JIEKAPCTBEHHOIO IIpemapara  JUis
BETEPUHAPHOTIO MPUMEHEHUS. YKa3aHHbIE JIOKYMEHTBl MPEACTABISIIOTCS B Cllydae, €Cld
IIPOU3BOJCTBO JIEKAPCTBEHHOTO Mpernapara Jjsl BETEpUHAPHOI0 IPUMEHEHUS OCYIIECTBISETCS 32
npenenamu Poccuniickon Penepannu;

4) xonusi TOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAMUTENS
(apmalieBTUUECKONM  CyOCTaHIIMM Y TOATBEP)KJAIOLIETO  COOTBETCTBUE  MPOU3BOAMUTENS
(dapmarieBTHUECKONW CYOCTaHIIMK, BXONAINIEH B COCTaB JICKAPCTBEHHOTO TIpemapara s
BETEPUHAPHOTO MPUMEHEHUS, TPeOOBAHUSAM MPABUI HAAJICKAIICH MPOU3BOACTBEHHOM MPAKTUKH,
U €ro NepeBOJ] HAa PYCCKUM SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IIOPSAKE, B CiIydae, €CIIH
MPOU3BOJICTBO (hapMalleBTUUECKOW CyOCTaHIIMM OCYLIECTBIsETCS 3a mpenenamu Poccuiickoit
denepaunu.

(Yacmo 6 peoaxyuu @edepanvrozo 3axoua ot 04.06.2018 Ne 140-D3)

1'. B cmyuae wusMmeHeHus u (MJIM) JONONHEHHS IIPOU3BOICTBEHHOH ILIONIAMKM
JIEKapCTBEHHOTO  CPEACTBA JOKYMEHTBHI, YyKa3aHHble B 4YacTu | Hacrosiued CTaTbH,
OpPEACTABISAIOTCA ~ 3asBUTEJIEM B  OTHOLIEHUM  HW3MEHseMOW W  (WiIM)  JIOTOJHIeMON
MIPOM3BOJICTBEHHOMN TUIOMIAJKU JIEKAPCTBEHHOTO CpeACTBa. PerieHne o BHECEHWU M3MEHEHUU B
JIOKYMEHTBI, COICPKAIINECS B PETUCTPAIIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JJis BETepUHAPHOTO IPUMEHEHUS, MIIK 00 OTKa3€ B X BHECEHUH MPUHUMAETCS B ClTydae
HEO0OXOIMMOCTHU MPOBEACHUSI KCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA B CPOK, HE MPEBBIIIAIOIINN
JeBsIHOCTa pabounX JIHEH, a B OCTAJIbHBIX CIIyYasiX B CPOK, HE MPEBBIIAIONINNA TPUALIATH pabOYNX
IHEW co JHS HaNpaBJeHHs MOCPEICTBOM EAMHOTO MOpTaja B YIOJIHOMOUYEHHBINH (eaepaabHbIi
OpraH HCIOJHUTEIbHON BIACTH 3asBJIE€HUS O BHECEHMM TaKuX U3MeHeHWH. (/[ononnenue

yacmoio - Dedepanvruiti 3axorn oT 04.06.2018 Ne 140-D3) (B peoakyuu Dedepanvrioco 3aKoHa
ot 30.01.2024 Ne 1-®3)

1. B ciywae peopraHM3aluM JepiKaTels MM BIajelblla  PErduCTPAllMOHHOIO
yAOCTOBEPEHUS JIEKAPCTBEHHOTO Tpernapara Jijisi BETepUHAPHOTO MPUMEHEHHUS, pa3padoTurKa WiIn
MPOU3BOAUTENS JEKAPCTBEHHOIO Mpenapara s BETEPUHAPHOTO MPUMEHEHUsS B 3asBICHUU O
BHECEHHM W3MEHEHHUH B JOKYMEHTBI, COJIEpXKAIIMECs B PETHCTPALMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar uisi BETEPUHAPHOTO TPUMEHEHUS, YKA3bIBAIOTCS
JAHHBIE JTOKYMEHTA, MOATBEPKIAIOIIET0 BHECEHUE COOTBETCTBYIOIIMX W3MEHEHUN B EnuHBIN
rOCY/IapCTBEHHBIM peecTp HOPUAMYECKUX JIULl (Il OpraHu3alvid, 3aperuCTPUPOBAHHBIX Ha
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tepputopun  Poccuiickoir ~ ®Denepaunuu), WIM  HHOTO  JIOKYMEHTa, [OATBEPKIAKOIIETO
pEOpraHu3alii0  OPUIAAYECKOTO Juia (A7 oOpraHu3aluii, HE 3aperuCTPUPOBAHHBIX Ha
tepputopun Poccuiickoit denepanun). 3asBIeHHE O BHECEHHMM W3MEHEHUW B JIOKYMEHTHI,
COJIEpKAIIUECS B PETMCTPALIMOHHOM JOChE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar
JUIL BETEPUHAPHOIO IIPUMEHEHUS, W MpPWIaraeMbple K HEMY JOKYMEHTBHI HaIlpaBisAIOTCS
MIOCPEJICTBOM EIMHOTO TMOpTajia B YIOJIHOMOYEHHBIM ¢eaepanbHblii OpraH HCHOJHUTEIHHON
BJIACTH HE TO3[HEE 4YeM uepe3 TPUAlaTh paboumx THEW CO JIHA BHECEHHS COOTBETCTBYIOIIMX
u3MeHeHu! B EMuHBIN TrocymapCTBEHHBIM pEecTp MOPUIAMYECKUX JHI (UIsl OpraHu3alui,
3aperucTpUpOBaHHBIX Ha Teppuropun Poccuiickoit @Pexnepanuu) WM CcO JAHS TNPUHATUA
COOTBETCTBYIOLIETO JIOKYMEHTA, MOATBEPKIAIOLIETO PEOPTaHU3ALUIO0 IOPUINYECKOro Juua (ass
OpraHu3alui, HE 3aperucTpUpOBaHHbIX Ha Teppuropuu Poccuiickoit ®@enepanuun). B cioydae
peopraHv3alnny JIepKareiisd WK BIaJelblla PErHCTPAMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
rpemnapara Juisi BETEpUHAPHOTO NPUMEHEHUsI 3asBJICHUE O BHECEHUU WM3MEHEHUN B JIOKYMEHTHI,
COJlepKaIIUECS B PETUCTPALMOHHOM JOChE Ha 3apETrMCTPUPOBAHHBIN JICKAPCTBEHHBIN Ipenapar
JUISL BETEPUHAPHOTO MPUMEHEHHUs, IIONAECTCA IOPUAMYECKUM JIMIOM, KOTOpOMY B XOJI€
peopraHu3aluu nepeaa’o IIpaBo BIIQJICHUS TaKUM pPErucTpaiOHHBIM
yaocTtoBepeHueM. (ononunenue uacmoio - @edepanvhsiii 3axon ot 02.08.2019 Ne 297-d3) (B
peoaxyuu Pedepanvrozo 3axkorna ot 30.01.2024 Ne 1-D3)

2. B ciayuyae BHEeCEHUS M3MEHEHHMU B JOKYMEHTBI, COAEpPKALIUECS B PETUCTPALMOHHOM
JIOChE Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpenapar A BETEPUHAPHOIO NPUMEHEHUs, B
OTHOIIICHWU CBEJICHUH, YKa3aHHBbIX B nmoanyHkrax "e", "x", "k", "a", "H", "c", "X" nyHkra 7 yactu
3 crarbum 17 mHacrosmero @enepanbHOro 3akOHa, W3MEHEHHUS U (WIM) JIOMOJHEHUs
MPOU3BOACTBEHHOW IUIOIIAJKM JIEKAPCTBEHHOTO CPEACTBA, a TAaKKE€ B CIly4ae H3MEHEHUS
NoKa3aTesie KayecTBa JIEKApCTBEHHOTO Mperapara s BETEPUHAPHOIO MPUMEHEHUs U (WiM)
METOZIOB KOHTpPOJISl KauecTBa JIEKAPCTBEHHOT'O IIpenapara JUuisi BETEPUHAPHOTO IMPUMEHEHUs
MPOBOJIUTCS AKCHEPTHU3A JIEKAPCTBEHHOI'O CPEJICTBA JUIsl BETEPUHAPHOIO MpUMEHEeHUs. B ciryuae
HEO0OXOIMMOCTH BHECEHUS! MHBIX U3MEHEHUN B IOKYMEHTBI, COACPIKAIIUECS B PETUCTPALIMOHHOM
JIOChE Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar Juisi BETEPUHAPHOIO IMPUMEHEHMS,
AKCIIEPTHU3a JIEKAPCTBEHHOI'O CPEACTBAa JUJIsl BETEPUHAPHOTO IMPUMEHEHHUs He MpoBoauTcs. (B
peoakyuu gedepanvhuvix 3axkonos ot 22.10.2014 Ne 313-D3; ot 22.12.2014 Ne 429-D3)

3. 3asgBHUTENH BOPaBE MPEACTABUTH 10 COOCTBEHHON MHUIIMATHBE BMECTE C 3asBICHUEM O
BHECEHUU W3MEHEHUW B JIOKYMEHTBI, COJEpXKalIUEeCi B PETUCTPAIMOHHOM JOChE€ Ha
3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIM Tpernapar sl BETEPUHAPHOTO MPUMEHEHUS, PEKBU3UTHI
JIOKYMEHTOB, MOATBEPKAAIOIINX YIJIATy TOCY/IapCTBEHHOM MONUIMHBI 32 BHECEHHUE B JIOKYMEHTHI,
co/iepKalluecs B PErucTPalMOHHOM JIOCh€ Ha 3apEerMCTPUPOBAHHBIN JICKAPCTBEHHBINA Mpenapart
JUII  BETEPUHAPHOTO TMPHUMCHEHHWS, W3MCHCHHH, TpPEOYIOMNUX TMPOBEACHUS DKCIEPTH3bI
JIEKApCTBEHHOTO CpEACTBA, WM WM3MCHECHHH, HE TpeOyronumx MPOBEACHUS DKCIEPTU3bI
JIEKapCTBEHHOTO cpeAcTBa. B ciydae HE0OXOMMMOCTH WM3MEHEHHMsI CBEICHUM, COAEp)KAIINXCS B
PETUCTPAIMOHHOM YJIOCTOBEPEHUH JIEKAPCTBEHHOI'O Mpernapara /il BETepUHAPHOTO MPUMEHEHUS,
C 3asBJICHMEM, YKa3aHHbIM B 4acTU | HACTOSIIEH CTAaTbM, 3asiBUTEb BIIPABE MPEACTABUTH IO
COOCTBEHHON WHHIIMATHBE PEKBU3HMTHI JTJOKYMEHTA, IMOATBEPIKIAIOIIETO YIIaTy TOCYIapCTBEHHOM
MOUUIMHBI 32 BbIIAYy PETUCTPALMOHHOTO YIOCTOBEPEHUSI JICKAPCTBEHHOIO Tpenapara. 3asBUTEIb
BIIPaBE MPEACTABUTh MO COOCTBEHHON WHUIIMATUBE CBEJICHUSI O JIMIICH3USIX, YKa3aHHbIE B ITyHKTaX
Il m 2 yactu 1 HacTosIIeW CTaThU, a TAaK)XE BbIJaBa€Mble€ YIOTHOMOYEHHBIMHU (eaepaibHbIMU
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OpraHaMH HCHOJHUTEIbHON BJIACTU JOKYMEHTHI, YKa3aHHbIE B NMyHKTE€ 3 4YacTh | HacTosIeu
cTarbi. B ciyuae HempencTaBieHUs YKa3aHHBIX JOKYMEHTOB (CBEACHHI) YIOIHOMOYEHHBIN
(dbenepanbHbIil OpraH UCHIOJHUTEIBHON BJIACTH 3alpalIMBAcT YKa3aHHbIE JOKYMEHTHI (CBEJICHUS) B

HOPSAJIKE MEXKBEIOMCTBEHHOT0 MH(OPMALIMOHHOTO B3aUMOACHCTBUS. (B pedakyuu gedepanvhvix
3akono6 ot 27.12.2019 Ne 478-D3, ot 30.01.2024 Ne 1-D3)

4. B cpok, HE MPEBBIMIAOIINN ACCATH PAOOYNX JTHEH CO JHS MOCTYIUICHUS yKa3aHHOTO B
yacTh | HaACTOSIIEW CTaThbu 3asBICHUS M HEOOXOIUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN
(dbenepanbHbIN OpraH UCIIOJHUTEIHHOM BIACTH:

1) npoBoAMT TPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEICHHH, COAEpKaIIUXCAd B
MPECTABIEHHBIX 3a5BUTEIEM TOKYMEHTAX;

2) NpUHHMMAET PELIEHUWE O MPOBEACHUM HKCIEPTU3BI JIEKAPCTBEHHOI'O CpEACTBA MAJif
BETEPUHAPHOT0 MPUMEHEHHSI UM 00 OTKa3e B ee MPOBEICHHH;

3) HampapBnseT TOCPEJACTBOM E€IMHOTO TMOpTaja 3asBUTENIO MOAMMWCAHHOE YCHUIICHHOM
KBaJTU(UIIMPOBAHHOM JIEKTPOHHOMN MOANUCHIO YBEIOMIICHHE O TIPUHSATOM PEIICHUH WU B CIIydae
MPUHATHS pelIeHus] 00 OTKa3e B MPOBEACHUU OKCIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO MPUMEHEHHS C yKa3aHWeM NPHYMH TaKoro OTKasza. (B pedaxyuu Dedepanrbrhoco
3axona ot 30.01.2024 Ne 1-®3)

4'. B cnyyae BBISABIEHHS HEIOCTOBEPHOCTH M (WJIM) HEJOCTATOUHOCTH CBEIEHHIA,
COJIEpIKAIIUXCA B TPEJICTABICHHBIX 3asBUTENIEM MaTepuajax, yNOJIHOMOUYEHHBIN (enepanbHbIN
OpraH MCIOJIHUTEJIbHOW BJIACTU HANPABISET MOCPEICTBOM E€IMHOIO IMOpTala 3asBUTEIIO 3aIpocC
00 YTOYHEHMM YyKa3aHHBIX CBEJIEHUH, TMOAMUCAHHBIA YCUJICHHOW KBaJU(PUIIMPOBAHHON

ANIEKTPOHHOW MOAMHCHIO. (/[Jononrnenue yacmoio - Dedepanvuwiti 3axorn oT 04.06.2018 Ne 140-
d3) (B peoakyuu Pedepanvroco 3axona ot 30.01.2024 No 1-D3)

4%, 3asBuTenp 00A3aH HANpPaBUTh MOCPEACTBOM €IMHOIO MOPTaja B YIIOIHOMOYEHHBIH
(denepanbHblil OpraH MCHOJIHUTEIBHON BIACTH MOJNUCAHHBIN YCHUJIEHHOW KBanu(puUHUPOBAaHHOU
AIIEKTPOHHOM  TMOANHUCHIO OTBET Ha 3alpoc  YHOJHOMOYEHHOTro (efepanbHOro OpraHa
WCIIOJIHUTEIILHOM BJIACTH B CPOK, HE MPEBBIMIAIOIINNA IEBIHOCTA pa0OYNX THEH CO JHS TOTyUeHUs
YIOJHOMOYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOTHUTEIbHON BIACTH AIEKTPOHHOTO YBEIOMIICHHUS
0 MOIy4YEeHUHM 3asBUTEJIEM JaHHOTro 3ampoca. Cpoku, ykazaHHble B yacTu 1' Hacrosmeil crarbu,
IPUOCTAHABIIUBAIOTCS CO JIHSI HANpaBJIEHUs MOCPEACTBOM €IMHOTO MOpTasia 3asBUTEIIO 3alpoca
YIOJIHOMOYEHHOTO (peepaJbHOr0 OpraHa HWCHOJHUTENbHOW BJIAcTU 0 JHS HaIllpaBlIEHUS
MOCPEJICTBOM E€AMHOTO MOpTajia B YMOJTHOMOYEHHBIN (efepalbHblii OpraH HUCHOJHUTEIHHON
BJIACTH OTBETA HA JAHHBIN 3alIPOC U HE YUYUTHIBAIOTCS MTPU UCUUCIIEHUU CPOKA MTPUHATHS PEILICHUS
O BHECEHMM HW3MEHEHHMI B JOKYMEHTBI, COJAEp’KaIlHMeCsi B PETUCTPALMOHHOM JIOChE Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpemnapar sl BETEpUHAPHOTO NMPUMEHEHUs. (Jononnenue
yacmoito - @edepanvruiti 3akon 0T 04.06.2018 Ne 140-D3) (B peoakyuu Dedepanvrioco 3aKoHa
ot 30.01.2024 No 1-®3)

5. OcHOBaHHEM Uil OTKa3a B MPOBEIECHUM SKCIIEPTU3bI JIEKAPCTBEHHOIO CPEJCTBA IS
BETEPUHAPHOIO MPUMEHEHUS SIBIISIETCS MPEACTABICHUE JTOKYMEHTOB, YKa3aHHBIX B 4acTsax | u 3
HACTOSALIEH CTaThbd, B HEMOJHOM OOBEME WM OTCYTCTBUE B IPEICTABICHHBIX JIOKyMEHTaXx
JOCTATOYHBIX CBEICHUH, MOATBEPXKIAIOIIUX HEOOXOJUMOCTh BHECEHHUS HM3MEHEHUU, Ju00
HENpeJICTaBIEHHE 3asBUTENIEM B yCTAHOBJEHHBI CPOK OTBETAa HA YKA3aHHBIA B uacth 4!
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HACTOSIICH CTaThH 3aIPOC YIIOJIHOMOYCHHOTO (peepaabHOro OpraHa HCIIOJHUTEIIBHOM BIIacTH. (B
peoaxyuu Pedepanvrozo 3axkona ot 04.06.2018 Ne 140-D3)

6. DKcnepTu3a JIEKapCTBEHHOIO CPEICTBA Uil BETEPUHAPHOIO IPUMEHEHHS B LENAX
BHECEHUsI HW3MEHEHHUW B JOKYMEHTBI, COJAEpJKalllMecss B PErMCTPALlMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIA  JIGKAPCTBEHHBIM  Mpenapar s  BETEPUHAPHOIO  MPUMEHEHMUS,
OCYILECTBISIETCS B OPSAJIKE, YCTAHOBIIEHHOM CTaTbel 24 HacTosero denepanbHOro 3aKoHa.

6'. B cpok, He TPeBBILIAIOINI IeCATH paboYnX JHEH CO JHS HANpaBIEHUs MOCPEICTBOM
€IMHOTO TOopTaja B YIOJIHOMOYEHHBIH (efepanbHbIi OpraH HCIOJHUTEIBHON BIAacTH
MOJIMTMCAHHOTO YCUJICHHON KBATM(PHUITUPOBAHHOMN AIIEKTPOHHOU MOAMUCHIO 3aKIIOYCHHS] KOMUCCUU
OKCIIEPTOB 1O pe3yibTaTaM YKa3aHHOM B YacTH 2 HACTOSIIEH CTaThbu OSKCIEPTHU3HI,
YIOJHOMOYEHHBIN (hefiepalibHbIil OpraH UCIOJIHUTEIbHOW BiacTu: (B pedakyuu gedepanvhuix
3axorno6 ot 02.08.2019 Ne 297-®3, ot 30.01.2024 Ne 1-D3)

1) nmpuHMMaeT pelieHHMEe O BHECEHMHM HW3MEHEHHMM B JOKYMEHTBI, COJAEpXallhecs B
PETUCTPALIMOHHOM JI0ChE HA 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIPEIapar i BETEPUHAPHOTO
MPUMEHEHUS, WIIK 00 0TKa3€ BO BHECCHUH TAKUX U3MEHEHUH;

2) BHOCHT B TOCYIapCTBEHHBIN PEeCTp JICKAPCTBEHHBIX CPEACTB HA OCHOBAHUH PEIICHUS O
BHECCHWH W3MCHEHUH B JOKYMEHTBI, COJCpIKAIlUecs B PETHCTPAIlMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpernapar ik BETEPUHAPHOTO MPUMEHEHHS, HEOOXOAMMbIC
m3MeHeHus; (B pedaxyuu @edepanvrozo 3axkona ot 30.01.2024 Ne 1-D3)

3) BBIIAaeT 3asABHUTEII0 HOBOE PETHUCTPAIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO
npernapara Jiisi BETEPHHAPHOTO NMPUMEHEHHS B Cllydae HEOOXOTUMOCTH M3MEHCHHMs CBEICHUH,
COACpXAIIUXCSA B HEM, C COXpaHCHHEM HOMEpa paHee BBIJAHHOTO PETUCTPAIIMOHHOTO
YVIOCTOBEPEHUST JIEKAPCTBCHHOTO IIperapara Ui BETCPUHAPHOTO TpPUMEHEHUs. (/Jononnenue
nynkmom - @edepanvruiii 3akon ot 02.08.2019 Ne 297-D3)

(Llononnenue yacmoio - @edepanvubiil 3axon ot 22.10.2014 Ne 313-D3)

6°. B ciydae BHeceHHs M3MEHEHUH B JIOKYMEHTHI, COMACPKAIINECs B PETUCTPAIMOHHOM
JI0OChE Ha 3apETHCTPUPOBAHHBIM JICKAPCTBEHHBIN Tpernapar JJisi BETEPUHAPHOTO NMPUMEHCHHs, B
YacTH, Kacaromiencs W3MEHEeHHs U (WIM) JONMOJIHEHHWS TPOU3BOACTBEHHOW  IIIOIIAJIKU
JIEKapCTBEHHOTO TIpernapara, Ipy IpeICTaBICHUHN 3asBUTEJIEM B COOTBETCTBUH C ITYHKTOM 3 4acTH
1 HacTOsIICH CTaThU KOMMH PEIICHUs YITOJIHOMOYEHHOTO (eIepaIbHOT0 OpraHa UCIOTHUTETIHHON
BJACTH O TIPOBEICHWHM WHCIICKTUPOBAHUS TIPOU3BOAMTENS JICKAPCTBEHHBIX CPEJICTB CPOK,
yKa3aHHBIIA B yacTh 6! HacToAIIeH CTaThH, MPUOCTAHABIMBACTCS CO JHS MOTYyUCHHUS 3aKITIOUCHHS
KOMHUCCHUU OKCIEPTOB JI0 JHSA TMPUHITHS  YIOJIHOMOYECHHBIM  (eepaibHBIM  OPTraHOM
UCIIOJIHUTEILHOM BJIACTU pEIICHUS O BbIJlaue WM 00 OTKa3e B BbIJAU€ 3aKIIOYEHUS O
COOTBETCTBHM TPOM3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEeOOBAaHUSAM IMpaBWJI HaJJISKAaIIeH
MIPOM3BOJICTBEHHOM MPAKTHKHU, HO HE 00Jiee YeM Ha CTO BOCEMbAECIT pabouux JAHEH. (Jononnernue
yacmoio - @edepanvruiii 3axkon ot 04.06.2018 Ne 140-D3)

7. OcHOBaHUEM [IJI1 OTKa3a BO BHECEHUM W3MEHEHUH B JIOKYMEHTHI, COAEp Kaluecs: B
PETUCTPALMOHHOM JI0ChE HA 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIPEMNapar Jijisi BETEpUHAPHOTO
NPUMEHEHHS, B CIIy4asxX, HE TPeOyIOIIUX MPOBEACHHUS SKCIEPTU3bl JIEKAPCTBEHHOTO CPENICTBA,
SIBJISIETCSl TPEACTABJICHUE JIOKYMEHTOB, YyKa3aHHbIX B 4YacTAXx | W 3 Hacrosiled crarbu, B
HETIOJTHOM 00BbEeME MM OTCYTCTBHE B IIPEACTABICHHBIX JOKYMEHTAX CBEICHHM, KOTOPBIC JOJKHBI
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OBITh B HUX OTPa)KEHBI, JIMOO HEIPEICTABICHNUE 3asBHTEIIEM B YCTAHOBJICHHBIH CPOK OTBETa Ha
yKa3aHHBIH B uacTh 4! HacTosmieil cTaThu 3ampoc YIMOTHOMOYEHHOTO (helepanbHOro OpraHa
WCTIOTHUTEIBHOM BHacTH. (B pedaxyuu @edepanvrozo 3axkona ot 04.06.2018 Ne 140-D3)

7!, OcHoBaHMeM I OTKa3a BO BHECEHMH W3MEHEHHMH B JOKYMEHTBHI, COACpP/KAIIHECS B
PETUCTPAIMOHHOM J0Che Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN IMperapar sl BETePUHAPHOTO
MPUMCHECHHS, B CIydasX, TPEOYIOMMX TMPOBEACHUS SKCIEPTH3bl JICKAPCTBEHHOTO CPEACTBA,
SBISICTCS 3aKJIOUEHUE YIIOJTHOMOYEHHOTO (heepasbHOTO OpraHa HCIOJHUTEILHON BJIACTH O
BO3MOKHOCTH CHHUKEHHUS OE€30I1aCHOCTH, KauyecTBa, Y(OPEKTUBHOCTH JICKAPCTBEHHOIO Ipemnapara
BCJICICTBHC BHECEHWsS W3MCHCHHMM B YyKa3aHHBIE JOKYMEHTBHI, OTKa3 YIIOJHOMOYEHHOTO
(denepaabHOTO OpraHa WCIOJHUTEIBHOW BIIACTHM B BbIJIAYe 3aKIIOYCHHS O COOTBETCTBHH
MTPOU3BOIUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUAM ITPABHIII HAJJICKAIICH TPOU3BOICTBEHHOMN
MPakTUKA B CJOydae U3MEHEHUs © (WIM) JOTMOJHEHUS TMPOU3BOICTBEHHON IIIOIIAIKU
JIEKapCTBEHHOTO Tperapara, €CJIM MPOU3BOCTBO JIEKAPCTBEHHOTO IMperapara 1jisi BETepUHAPHOTO
NPUMEHEHHS OCYIIECTBIAECTCS 3a Tmpeneinamu Poccuiickoit denepanuu, WM OTCYTCTBHE ITOTO
3aKio4YeHus. ([ononnenue wacmoio - Pedepanvusiii 3akon 0T 04.06.2018 Ne 140-D3)

8. JlomyckaeTrcsi oOpailleHHe JIEKQpCTBEHHBIX IpEnmaparoB sl BETEPUHAPHOTO
MIPUMEHEHUS 10 UCTEUEHHUSI CPOKA TOJJHOCTH, IIPOU3BEACHHBIX B TEUEHUE CTA BOCBMUACCATH JHEN
[OCJIE JaThl TPUHSATHS YMNOJTHOMOUYEHHBIM (eaepalibHbIM OPraHoM HCIHOJHUTEIbHOW BIIACTU
peleHnss 0 BHECEHUHM U3MEHEHUN B JIOKYMEHTHI, COACPIKAIINECS B PErUCTPALMOHHOM JOCHE Ha
JIEKapCTBEHHBIM TMpemnapar, B COOTBETCTBUH C HHQOpMAIUEH, coaepiKalieiicss B JOKyMEHTax
PETUCTPALIMOHHOTO JIOChE Ha JIEKAPCTBEHHBIN Mpenapar 0 JaThl MPUHATHS TaKOTO pelieHus. (B
peoaxyuu Pedepanvrozo 3axkona ot 22.12.2014 Ne 429-D3)

Crarbs 32. OTMeHa rocylapCTBEHHOM PerucTpanuu JeKapCTBEHHOT0
npenapara

Pemenne 00 oTMEHE TOCYIapCTBEHHOW PETHCTpAIlMU JICKAPCTBEHHOTO TMIperapara |
MCKJIIOYEHUH JIEKAPCTBEHHOTO IpernapaTta U3 rocyJapcTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEJICTB
MIPUHUMAETCS YTIOJTHOMOYEHHBIM (peiepasbHBIM OPraHOM HCIIOTHUTEIBHOM BIACTH B CIydae:

1) mnpencraBieHUS COOTBETCTBYIOIIMM YIIOJHOMOUEHHBIM (hefepaibHbBIM OpPraHoM
UCTIOJIHUTEIBHON BJIACTH 3aKJIIOUEHHUSI O PUCKE MU 00 yrpo3e 370pOBbIO, )KM3HH 4YeJOBEKa MU
KUBOTHOTO TMPHU MPUMEHEHUH JIEKAPCTBEHHOTO Mperapara, MpeBbIIIAlonuX ero 3p(HeKTUBHOCTD,
0 pe3yJibTaTaM OCYIIECTBISIEMOT0 UM MOHUTOPUHTa 0€30MaCHOCTH JICKAPCTBEHHOTO IIpenapara;

2) momauu JAepareileM WM BJaJeiblleM PErucTPAlMOHHOTO  YIOCTOBEPEHHUS
JIEKapCTBEHHOTO Tpernapara Wik yIOTHOMOUYEHHBIM UM JPYTUM FOPUIAYECKUM JTUIIOM 3asiBICHHUSI
00 OTMEHE TOCYIapCTBEHHOM pPETrUCTpaluy JEKapCTBEHHOrO Ipernapara, IOJMUCAaHHOIO
YCUJICHHOW KBATH(PUIIMPOBAHHOM 3JIEKTPOHHON MOJIMUCHIO, TyTEM €0 HAIpaBICHUS TOCPEICTBOM
€IMHOTO TopTaja B YHNOJHOMOYEHHBIH (hefepalibHbIii OpraH HUCIOJHUTEIbHOM BIACTH WU
JUYHBIA KaOMHET YIMOJHOMOYEHHOTO (hefepaibHOro OpraHa HMCIOJHUTENLHON BJIACTH B €IUHOMN
cucteme; (B peoakyuu gpedepanvruix 3axornos ot 22.12.2014 Ne 429-03, ot 30.01.2024 Ne 1-D3)

3) HemoATBEPKACHUS TOCYIapCTBEHHOW PETHUCTPAlMM JICKAPCTBEHHOTO IIpermapara Iio
HCTEUCHUHU CPOKa JCHCTBHS PETUCTPAIIMOHHOTO YI0CTOBEPEHUS, BBIIAHHOTO HA IISTh JIET;
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4) HempencTaBlieHUs 3asBUTENEM HHPOPMAILMK, KOTOpas MOXKET IMOBJIE€Yh 3a COOOM
HEO0OXOIMMOCTh BHECEHUSI M3MEHEHUN B JJOKYMEHTHI, COIEPKAIINECS B PETUCTPALIMIOHHOM J10Che
Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar, B T€UCHHE TPUILATH padouux AHEH co NHA
HACTYIUICHUS DTUX U3MEHECHU;

5) ocymiecTBiIeHHs] TOCYAapCTBEHHOW pETUCTpalluy JIEKAPCTBEHHOTO Ipernapara IoJ
TOPTOBBIM HAaMMEHOBAaHUEM 3apPErHMCTPUPOBAHHOTO paHEe MOJ 3TUM TOPTOBHIM HAaWUMEHOBAaHHUEM
JIEKapCTBEHHOTO0  Mpernapara, OTIMYAIONIErOCs KAauyeCTBEHHBIM COCTaBOM  JICMCTBYIOIIUX
BellecTB; (B pedaxkyuu dedepanvrozco 3axkona ot 22.12.2014 Ne 429-D3)

6) OCyIIECTBIIEHHS] TOCYJAPCTBEHHOW PETUCTPALIMM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
rpenapara B OTHOLICHUM OJHOTO M TOTO JK€ JeprKareis WM BiaJesblla PErucTPaliOHHOTO
YIOCTOBEpPEHUs JIEKAPCTBEHHOTO Tpernapara B BUAE AByX M Ooliee JEKapCTBEHHBIX MpernapaToB

MOJl pa3IMYHBIMU TOPrOBBIMM HAuMEHOBaHUsMU; (B pedakyuu Dedepanrvhoco 3aKona
o1 04.06.2018 Ne 140-D3)

7) BBIHECEHUS CYIOM pCIICHHWs O HapyIIeHWHW TpaB MpaBooOIagaTenass OObBEKTOB
WHTEJUICKTYyaIbHOW COOCTBEHHOCTH IPH OOpaIlleHHH JICKAPCTBEHHBIX CPEJICTB;

8) OTCYTCTBHUSI JIEKapCTBEHHOro mpemnapara B oOpamieHuud B Poccuiickoit dexepaiuu B

TeUeHue Tpex u Oosee net; (/Jononnenue nynkmom - @edepanvhuiti 3axkon ot 22.12.2014 Ne 429-
®3)

O) HEBBINIOTHEHUS JEp)KaTelieM WM BIIAJENbIIEM PErHCTPAIMOHHOTO YIO0CTOBEPECHUS
JICKapCTBEHHOTO TMpernapara JMOO YHNOTHOMOYEHHBIM HMH JPYTUM IOPUIAHUYECKHM JIUIIOM
MEpPONPUATUH IO O00ECICYCHUIO OE30MaCHOCTH JICKAPCTBEHHBIX IPENaparoB, YCTaHOBJICHHBIX
YIIOJITHOMOYCHHBIM (pe/iepaIbHBIM OPTaHOM HMCIIOJIHUTEIIBHOM BJIACTH B COOTBETCTBUH C YACTIMH 3
nu 4 crarbu 64 Hacrosmero @DenepalbHOrO 3aKOHA, B  paMKax  OCYLIECTBICHUS
dhapmakoHanzopa; ({ononrnenue nynkmom - @edepanvruiii 3akon ot 22.12.2014 Ne 429-D3)

10) orkaza gepkarenss WIM  BIQJeNblla  PETHCTPAIMOHHOTO  YIOCTOBEPEHHUS
JICKapCTBEHHOTO TMpernapara JMOO YHOIHOMOYEHHOTO MMM JIPYroro IOPHIMYECKOro JHLa OT
BHECEHUSI U3MEHEHUH B MHCTPYKIIUIO TI0 MPUMEHEHHIO JIEKAPCTBEHHOTO Ipernapara, Kacarouumxcs
HOBBIX TMOJITBEPKJACHHBIX JIAaHHBIX O TOM, YTO PUCK IMPUUYMHEHHUS BpPeJa 370POBBIO YEIOBEKa WU
’KUBOTHOTO BCIICACTBUE IpHEMa JICKAPCTBEHHOIO Ipemnapara MpeBbIaeT 3()PEeKTUBHOCTb €ro
npuMeHeHus. (Jonoanenue nynkmom - Pedepanviuuiii 3akon ot 22.12.2014 Ne 429-D3)

Cratbs 33. ['ocynapcTBeHHBII peecTp JeKapCTBEHHBIX CPEACTB

1. TocymapCTBEHHBIH peecTp JICKQPCTBEHHBIX CPEJICTB  CONICPKHUT  IEepEUYCHb
JIEKApCTBCHHBIX  MpEIMapaToB, MPOMIEANAX TOCYIapPCTBEHHYIO PETHCTPAIUIO, TepeUYcHb
(hapMaleBTUUECKUX CYOCTaHIIMM, BXOSIIUX B COCTaB JIEKAPCTBEHHBIX TNpemaparoB, W
CIenyIoIIy0 HHGOPMAITHIO:

1) B OTHOIIEHUH JIE€KAPCTBEHHBIX MPENAPATOB:

a) HAMMEHOBAHME JIEKAPCTBEHHOTO Mpernapara (MeXIyHapoJHOE HEMaTeHTOBAaHHOE, WIIU
IpyNIUPOBOYHOE, WM XMMHUYECKOE M TOProBO€ HaMMEHOBaHus); (B pedaxyuu Dedepanvhoco
3axona ot 22.12.2014 Ne 429-®3)

pravo.gov.ru/proxy/ips/?docview&page=1&print=1&nd=102137440&rdk=61&&empire= 83/165


k6clnthook://&nd=102364596
k6clnthook://&nd=102471610
k6clnthook://&nd=102364596
k6clnthook://&nd=102364596
k6clnthook://&nd=102364596
k6clnthook://&nd=102364596
k6clnthook://&nd=102364596

12.07.2024, 16:23 06 obpalleHnn nekapcTBEHHbIX CPeacTB

0) mekapcTBeHHas (GopMa ¢ yKa3aHHEM JIO3MPOBKH JICKAPCTBEHHOTO IIperapara M €ro
KOJIMYCCTBA B TOTPEOUTEIIHCKOM YITAKOBKE;

B) HAuMMEHOBAHHUE JepXkareiil WM BIaJeibla PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKAPCTBEHHOIO Ipernapara W CBEICHUs O PErucTpaluy JepiKaresss WM BIaJenbla
PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipernapara Jijisi MEAULIUHCKOTO ITPUMEHEHHUS
B KaQUeCTBE HAJIOTOIIATENBIIMKA B CTPAHE PETUCTpAUU (IUIsI POCCHICKUX IOPUIUYECKUX JIUIL -
uAeHTU(GUKAIMOHHBIM HOoMmep Hanoromuatenbiiuka (MHH), ans umHOCTpaHHBIX HOPUANYECKHUX
JIUL - CTpaHa PETUCTPALIMU, HAMMEHOBAHUE PETUCTPUPYIOLIETO OPraHa, pErucTpaloOHHbIN HOMED,
KOJ] HAJIOTOIUIaTeNbIlIUKAa B CTPaHe perucTpaunu (MHKOPIOpaluu) Uik ero aHajior); (B peoaxkyuu
Dedepanvroco 3axona ot 28.12.2017 Ne 425-D3)

I') HaUMEHOBAaHHE U aJpeC TMPOU3BOAUTENS JEKAPCTBEHHOIO Ipemnapara W CBEACHHUS O
pErucTpauuy IpPOU3BOAMUTEINS JIEKAPCTBEHHOIO IIpenapara Uil MEIMIMHCKOTO MPUMEHEHUS B
KaueCTBE HAJIOTOIUIATENbIINKA B CTpaHE pEerucTpauuu (A1 pOCCUWCKUX IOPUIANYECKUX JIUI -
uaeHTU(UKAUMOHHBIH HoMmep Hanoromnarensiuka (MHH), ans mHOCTpaHHBIX IOPUAMYECKHX
JIUL - CTpaHa PEruCcTpalii, HAMMEHOBAHHUE PETUCTPUPYIOLIETO OpraHa, perucTpaMoOHHbII HOMEp,

KOJT HAJIOTOTUIATEIbIINKA B CTPAHE PErUCTpaIuy (MHKOPIIOpAIIMK) WIIH €ro aHajor); (B pedaxyuu
®Dedepanvroco 3axona ot 28.12.2017 Ne 425-D3)

n) dapMakoTepaneBTHUecKasl TpyMIa, KO JIEKAPCTBEHHOIO IIperapara 0 aHaTOMO-
TeparneBTHUECKO-XUMHUECKON KIacCu(PpUKaIllii, PEKOMEHI0BaHHOW BcemupHO#N opranusamueit
3npaBooxpanenust; (B pedaxyuu @edepanvrozo 3akona ot 22.12.2014 Ne 429-D3)

€) MOKa3aHus U MPOTUBOMNOKA3aHUs K IPUMEHEHHUIO JIEKApCTBEHHOTO Mpernapara;
) TOOOYHBIC IEHCTBUS JICKAPCTBEHHOTO Mpemnapara;

3) CPOK TOJTHOCTH JIEKAPCTBEHHOTO TIperapara;

1) YCIIOBUS XpaHEHHS JICKapCTBEHHOTO Mperapara;

K) yCJIOBUS OTIYCKa JIEKAPCTBEHHOTO Mpernapara;

1) HOMep (apMakonenlHOl cTaTbl WIM B Cilydae €€ OTCYTCTBUS HOMEpP HOPMaTUBHOU
JOKYMEHTALUKU JTUOO HOPMAaTUBHOTO IOKYMEHTA;

M) Jara TOCYJapCTBEHHOW pETHUCTpalliy  JIEKAapCTBEHHOTO TMpermaparta ©  ero
PETHCTPALIMOHHBIM HOMEp, Jara 3aMEHbl PETUCTPAIIMOHHOTO YIOCTOBEPEHMsS JIEKapCTBEHHOTO
npernapara Ha OE€CCpPOYHOE PErucTPalMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOIO Ipernapara, aara
MoJlaud  3asdBJICHUS O TMOJATBEPKACHUM TOCYIapCTBEHHOM PEruCTpallH  JEKapCTBEHHOTO
mpernapara, Jara OTMEHbl TOCYIapCTBEHHOW perucTpaiuu JeKapCTBEHHOro mpemnapara; (B
peoaxkyuu Pedepanvrozo 3akona ot 22.12.2014 Ne 429-D3)

H) Ka4ECTBEHHBIM COCTAaB M KOJMYECTBEHHBIM COCTaB JCHUCTBYIOLIUX BEILIECTB U
Ka4eCTBEHHBIM COCTaB BCIIOMOTATEIbHBIX BEIIECTB JICKAPCTBEHHOTO TMpemnapara; (/[ononnenue
noonyukmom - @edepanvhuiti 3akon 0T 22.12.2014 Ne 429-D3)

0) wuHbopmais o000 BCeX pa3pelICHHBIX BHJAX BTOPUYHOM (TIOTPEOUTEITHCKOM)
YIIAKOBKU; ({ononnenue noonynkmom - @edepanvuwiii 3akon oT 22.12.2014 Ne 429-D3)

) Jara NPUHATUS PEIICHHUs] O BO3MOXKHOCTHU paccMaTpuUBaTh JICKAPCTBEHHBIN IMpernapar
OpU TOCYIApCTBEHHON perucTpanuu B KadecTBe Op(aHHOTO JEKapCTBEHHOro Mperapara (s
JIEKapCTBEHHBIX MPENaparoB i MEIULUUHCKOIO IMPUMEHEHUs); (Hononmnenue noonyHKmom -
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@Deoepanvuviii 3akon ot 22.12.2014 Ne  429-®3) (B pedaxyuu Dedepanvhoco 3aKOHA
otT 27.12.2019 Ne 475-®3)

p) Hamuyue JIEKapCTBEHHOIO IIpenapara B IE€pPeYHE JKU3HEHHO HEOOXONUMBIX U
BAXKHEHMIIMX JIEKAPCTBEHHBIX MPENapaToB (Ul JIEKAPCTBEHHBIX MPENaparoB JJIs MEIULMHCKOTO

npuMeHeHus); (HJononnenue noonynkmom - Dedepanvruiti 3akon ot 22.12.2014 Ne 429-03) (B
peoaxyuu Pedepanvrozo 3akona ot 27.12.2019 Ne 475-D3)

C) HaJIM4YMe B JIEKAPCTBEHHOM IIpenapare HapKOTUYECKUX CPEACTB, ICUXOTPOIHBIX
BEUIECTB U MX MPEKYPCOPOB, MOAJIEKAIINX KOHTPOIt0 B Poccuiickoit denepannu, B COOTBETCTBUU
¢ 3akoHomarenbCcTBOM Poccuiickonn dPenepannu, MeEXIyHApOAHBIMU JoroBopamu Poccuiickoit
Oepepanu, B TOM yuciae EAMHON KOHBEHUMEW O HApKOTHUYECKUX cpenctBax 1961 roma wu
KonBenmueit o ncuxorpomnueix BemecTBax 1971 rona; (/Jononnenue noonynkmom - @edepanvHuiil
3axon oT 22.12.2014 Ne 429-D3)

T) UH(pOpPMaLUs O TOM, SBISETCS JIM JAaHHBIA JEKapCTBEHHBIH mpenapar pedepeHTHBIM
JeKapCTBEHHbIM  mpenaparoM;  ([ononnenue  noonymkmom -  DedepanvbHulii  3AKOH
otT 22.12.2014 Ne 429-®3)

Y) CBCIACHUA O ITOAAYC 3a4ABJICHHUA O BHCCCHHUH W3MEHEHUH B JAOKYMCHTBI, COACPKAINCCS B

PETUCTPAllMOHHOM JIOCh€ Ha JIEKapCTBEHHBIW mpemnapar; ([ononneHue noonynkmom -
Dedepanvusiii 3akon o1 22.12.2014 Ne 429-D3)

&) (ononnenue noonynkmom - @Dedepanvuwii 3axorn oT 22.12.2014 Ne  429-
@3) (Vmpamun cuny - @edepanvroiii 3akon ot 27.12.2019 Ne 475-D3)

X) CpPOK BBEJCHHSI JICKAPCTBEHHOTO TIperapara i BETCPUHAPHOTO IMPUMCHCHHS B
TPpXIaHCKUNA 000pOT; ([ononnenue noonyukmom - @edepanvruiii 3akon ot 22.12.2014 Ne 429-
d3) (B peoakyuu Pedepanvroco 3axona ot 30.01.2024 No 1-D3)

1) uH(OpMaIMs O TOM, SBISETCS JU JIaHHBIM JIEKApCTBEHHBIN mpenapar opdaHHbIM
JIEKapCTBEHHBIM  IpPENaparoM, HWMMYHOOHOJIOTMUECKUM  JIEKAPCTBEHHBIM  IIpErnaparom,
paanodapMaleBTHIeCKUM JICKAPCTBEHHBIM IPENaparoM, TOMEOMAaTHUYECKUM JIEKapCTBEHHBIM
mpenaparoM,  OMONOTUYECKHM  JICKAPCTBEHHBIM  IPENaparoM,  BBICOKOTEXHOJIOTHYHBIM
JIEKapCTBEHHBIM IIpENaparoM, BIEPBBIE 3aperucTpupoBaHHbIM B Poccuiickonn dPexepauuu B
COOTBETCTBUM C HAcTOAMUM DenepalibHbIM 3aKOHOM WIIM aKTaMH, COCTAaBIIAIOLIMMHU IIPABO
Coro3a; ([lononnenue noonynkmom - @edepanvusii 3axor ot 30.01.2024 No 1-D3)

2) B oTHOIIEHUH (hapMaIleBTUUECKUX CYyOCTaHITUI:

a) HaMMEHOBaHHE (HapMaleBTUUECKON CyOCTaHIMM (MEXIYHApOJAHOE HEMaTEHTOBAaHHOE,
WIA TPYNIHAPOBOUHOE, WIM XHUMHUYECKOe W TOProBoe HaMMEHOBaHUs), (opMa BbITycKa (C
yKa3aHWeM JO3UpPOBKU (MpH Hanuuuu), (acoBKU U YHAKOBKHU); (B pedaxyuu ghedepanvrvix
3axono6 ot 22.12.2014 Ne 429-@3, ot 30.01.2024 No 1-D3)

0) HaMMEHOBAaHME M aJpec MPOU3BOAUTENS (PapMalEeBTUUECKOW CyOCTaHIMM (s
POCCHUNUCKUX FOPUANYECKUX JIUII - UICHTU(PUKAITMOHHBIN HOMep Hanororarenbinuka (MHH), mis
WHOCTPAHHBIX HOPUANMYECKUX JHI[ - CTpaHa PErHCTPAllMH, HAMMEHOBAHHUE PErHUCTPHUPYIOIIETO
opraHa, pETUCTPAIlMOHHBIH HOMEp, KOJI HAJOTOIUIATeIbIIIMKAa B CTPaHE PErucTpaluu
(MHKOPIIOpAIIMN) WU €T0 aHajor); (B pedakyuu Dedepanvroco 3axona ot 30.01.2024 No 1-D3)

B) CPOK TOAHOCTH (hapMaIeBTUUECKON CyOCTaHIINN;
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T') YCIIOBUSI XpaHeHUs (apMalleBTUUECKON CyOCTaHIIUY;

1) HoMep (dapMakolelHON CTaTbd WIM B Cily4ae €€ OTCYTCTBUS HOMEpP HOPMaTUBHOU
JOKYMEHTALUH MO0 HOPMAaTUBHOTO TIOKYMEHTA;

¢) Hamuuue (papManeBTUYCCKON CyOCTaHIIMM B TIEPEUYHE HAPKOTUYECKHUX CPEJICTB,
MICUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOMICKAIMKUX KOHTPOIIIO B Poccuiickon denepannu,
B COOTBETCTBUHU C 3aKOHOAaTenbCcTBOM Poccuiickon denepanuu, MEXAyHAPOIHBIMU JOTOBOPAMHU
Poccuiickoii ®enepanuu, B TOM uuciae EAMHON KOHBEHIMEW O HAPKOTUYECKHX CpEICTBaX

1961 rona u Koneniueit o ncuxorponubix BemectBax 1971 ropa. (/Jononnenue noonynkmom -
Dedepanvusiii 3akon o1 22.12.2014 Ne 429-D3)

2. dapmaneBTuueckas cyOcTaHLUs, MPOU3BEIACHHAs A peaju3aldd, MOXKET ObITh
BKJIIOUEHA B TOCYIApCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB HA OCHOBAaHUHU 3asBIICHUSA
pa3paboTuuka WJIM TPOU3BOAMTENS JIEKAPCTBEHHOTO CPEACTBA JMOO YIOJIHOMOYEHHOTO HMMH
IOpUNYECKOTO JIMIla TPU YCIOBUHM TIPOBEICHUS B OTHOLIEHWU Takoi (apmarieBTHIeCKOn
CyOCTaHIIMU SKCIIEPTU3bI KadecTBa (papMalleBTUYECKON CyOCTaHIIMU B MOPSIIKE, YCTAaHOBICHHOM
crarbeil 34 nactosiero denepanbHoro 3akoHa. B orHomennn gapmaiieBTH4ecKux CyOCTaHIINM,
NPOW3BEACHHBIX I pealin3allii, B TOCYIapCTBEHHOM pEECTPE JIEKApCTBEHHBIX CPEJICTB
COAEPIKUTCS CIeIyromIas nHGOpMaIHs:

1) naumeHoBaHue (apMarleBTHUECKON CyOCTaHIMU (MEXIyHapOAHOE HEMaTeHTOBAHHOE,
WIH TPYNIHPOBOYHOE, WM XUMHYECKOE M TOProBOE€ HAMMEHOBaHUs), (opMa BbITycKa (C
yKa3aHUeM JO3UPOBKHU (MIpU Hanu4uu), (HacoBKU U YNAKOBKM); (B pedaxyuu Dedepanvroco
3axona ot 30.01.2024 Ne 1-®3)

2) HaMMEHOBaHHWE, aJpec MPOU3BOAUTENS (apMalleBTUUECKON CyOCTaHIIMH, a TaKkKe B
OTHOIIIEHUH JIEKAPCTBEHHBIX CPEIACTB U1l MEAUIMHCKOTO IIPUMEHEHHS CBENCHUS O PETHCTPALUU
MPOU3BOAUTENS (PapMaleBTUUECKOW CYOCTaHIIMM B KayeCTBE HAJIOTOIUIATENbIIUKA B CTpaHE
peructpauuud (Ui  POCCUMCKUX  IOPUAMYECKUX JIMI - HWACHTU(PUKALUOHHBIA  HOMEP
Hanoromnarensiumka (MHH), 1n1s uMHOCTpaHHBIX IOPUIMYECKHMX JIMI[ - CTpaHa PErucTpalui,
HaMEHOBAHUE PETUCTPUPYIOILIETO OPraHa, PErMCTPAMOHHBIA HOMED, KO HAJIOTOIUIaTeNbIIMKA B

CTpaHe peructpanuu (MHKOPIOpPAIMM) WM €ro aHajor); (B peoaxyuu ®edepanvrozo 3axona
ot 28.12.2017 Ne 425-®3)

3) CpOK roHOCTH (hapMaIleBTUUECKON CyOCTaHITUH;
4) ycnoBus XxpaHeHUs papMalleBTHUECKON CyOCTaHIUY;

5) Homep (apmakoneiHOW cTaThbu JMOO B cliydyae €e OTCYTCTBHSI HOMEpP HOPMAaTHUBHOM
JOKYMEHTALMU WM HOPMATUBHOIO JTOKYMEHTA;

6) Hanumuue (papManeBTUYECKON CYOCTaHIIMM B TIEPEYHE HAPKOTHYECKUX CPEICTB,
MCUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOMISKAIKUX KOHTPOIIIO B Poccuiickon denepannu,
B COOTBETCTBUHU C 3aKOHOAarenbCcTBOM Poccuiickon denepanuu, MEXAyHAPOIAHBIMU JOTOBOPAMHU
Poccuniickoit ®enepanuu, B TOM uucie EIWHON KOHBEHUHMEW O HApPKOTUYECKUX CPEIACTBAX
1961 roga nu KouBenuuen o ncuxorponssix BemiecrBax 1971 roaa;

7) nara BKIIOYEHHUS (apMaleBTUYECKOM CYOCTaHIIMM B TOCYJApPCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEACTB, JlaTa BHECEHHS UW3MEHEHHUU B JIOKYMEHTHI (apMaleBTUYECKOM
cyOcTaHIuU, J1aTa UCKIIOUEeHUs (papManeBTUYeCKo CyOCTaHLMU U3 TOCYIapCTBEHHOIO peecTpa
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JICKAPCTBECHHBIX CPEJICTB.
(Hacmo 6 peoaxyuu @edepanvrozo 3axoua ot 22.12.2014 Ne 429-D3)

3. Ilopsimoxk BeneHWs TOCYIApCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPEACTB IS
MEIUIIUHCKOIO MPUMEHEHHUSI M TOPSJIOK BEJACHUS TOCYJApCTBEHHOIO PEEeCTpa JIEKApCTBEHHBIX
CPEICTB IJIsI BETEPUHAPHOTO MPUMEHEHHS YTBEPKIAOTCSA COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM
(dhenepaabHBIM OPTraHOM UCITOJIHUTEIIBHOU BIIACTH.

Crarba 34. BkiloueHue B rocy1apCcTBeHHBIN peecTp JeKAPCTBEHHbIX CPeACTB
U MCKJII0UEHHEe U3 TOCYIAPCTBEHHOI0 peecTpa JIeKAPCTBEHHbIX
cpeacTB papManeBTHYECKOM CyOCTAHIIMU, IPOU3BEACHHOM 115
peanu3anuu

(Haumenosanue 6 pedaxyuu @edepanvrozo 3akona ot 22.12.2014 Ne 429-D3)

1. Jlnsa BrItoueHus (hapMaleBTUUECKOM CyOCTaHILIMU, MPOU3BEACHHON sl peanu3aliu, B

TOCY/IapCTBCHHBINH peecTp JICKAPCTBCHHBIX CPEJCTB, MPOBOIUTCS JKCIEpTH3a e¢ KadecTBa. (B
peoaxyuu Pedepanvrozo 3axkona ot 22.12.2014 Ne 429-D3)

2. DkcrepTu3a KayecTBa yKa3aHHOM B uvacTu 1 Hacrosiei crarbu (apmalieBTHUECKON
CyOCTaHIIMU, COCTaBIECHNE KOMUCCUEN 3KCIIEPTOB 3aKJIIOUEHUH 110 Pe3ybTaTaM 3TON SKCIEPTU3BI,
MOJINTUCAHNE UX YCHJICHHBIMU KBTH(PHUIIMPOBAHHBIMU AIICKTPOHHBIMH TIOJMUCSIMH, HAIIPABICHUE
JaHHBIX 3aKIIOYEHUH B JUYHBIA KaOWMHET YIOJIHOMOYEHHOTO (elepalbHOTO OpraHa
WCIIOJTHUTEIBHOM BIACTH B €IUHOM CHCTEME OCYIIECTBISIOTCS B CPOK, HE MPEBBIMIAFONIUN
TPUALIATA paboyuX JHEH CO JIHA HaNpaBlICHUs B JIMYHBIM KaOMHET 3KCIEPTHOTO YUPEXKICHUS B
€IMHONH CHCTEME COOTBETCTBYIOLLEIO 3aJaHUsl YIOJIHOMOYEHHOro (heepaibHOro OpraHa
UCTIOJIHUTEIBHON BJIACTH, TOAMMCAHHOTO YCWJIEHHOW KBaIU(DUIMPOBAHHON 3IEKTPOHHON
NOJNNCHIO, W CIEAYIOUIMX JIOKyMEHTOB (cBeneHuil): (B pedaxkyuu Dedepanvrozo 3axoHa
o1 30.01.2024 No 1-®3)

1) cBemeHus O pare MPENOCTABICHUS M PETUCTPALMOHHOM HOMEpPE JIMLEH3UM Ha
IPOU3BOACTBO  JICKAPCTBEHHBIX CPEACTB WM CBEICHUS O JlaTe€ MPEAOCTaBICHUS W
PETUCTPALIMOHHOM HOMEPE 3aKIIOYEHHUSI O COOTBETCTBUM MTPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUIM paBUII HaJIexKamen MIPOU3BOJICTBEHHOM MIPaKTUKH, BBIJIAHHBIX
(MpenoCTaBiIeHHBIX) YHIOJTHOMOYEHHBIM (heepaibHBIM OPraHOM HCIOJHUTEIBHONW BJIACTH, B
cly4dae, €CJIM TMPOU3BOACTBO JIEKAPCTBEHHOIO CpEACTBA ocyuiecTBisiercss B Poccuiickoit
Oenepauuu; (B pedaxyuu  gedepanvrvix  3axkonoé ot 04.06.2018  Ne 140-®3,
o1 27.12.2019 Ne 478-®3)

2) Komusg JOKYMEHTA, BBIJAHHOI'O YNOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS
JIEKapCTBEHHOI'O CPEACTBA U MOATBEPKAAIOLIETO pPa3pelICHUE IPOU3BOACTBA JIEKAPCTBEHHOIO
CpEencTBa, U €ro IEpPEeBOJ Ha PYCCKUHM S3BIK, 3ABEPEHHBIE B YCTAHOBJIECHHOM IOPSIKE, & TaKXKe
KOIMSI 3aKJIFOUEHUSI O COOTBETCTBUM ITPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM
NpaBWI  HQJIEKAIIEd  MPOU3BOACTBEHHOM  MNPAKTHKH,  BBIJIAHHOTO  YIOJHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIOJIHUTENIBHONW BIACTH, JMOO KOMMS PEIICHUS YIOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HUCIOJIHUTENIBHON BJIACTU O MPOBEACHUHM (apMalleBTUUECKONH MHCHEKIIUU

pravo.gov.ru/proxy/ips/?docview&page=1&print=1&nd=102137440&rdk=61&&empire= 87/165


k6clnthook://&nd=102364596
k6clnthook://&nd=102364596
k6clnthook://&nd=102364596
k6clnthook://&nd=606416459
k6clnthook://&nd=102471610
k6clnthook://&nd=102651470

12.07.2024, 16:23 06 obpalleHnn nekapcTBEHHbIX CPeacTB

MPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOIO IPUMEHEHHS] HA COOTBETCTBHE
TpeOOBaHUAM  TpaBWJI  HAJUICKAIlEd  MPOM3BOACTBEHHOW  MPAKTHKKM  EBpasuiickoro
OKOHOMHYECKOTO COI03a. YKa3aHHbIE JOKYMEHTBI IPEACTABIAIOTCA B ClIydae, €CJIM IPOU3BOJICTBO

JIEKapCTBEHHOT'O CPEJICTBA OCYIlIECTBIIAeTCs 3a npeaenamu Poccuiickoit enepauuu; (B pedaxyuu
Geoepanvruix 3axornos ot 04.06.2018 Ne 140-D3, ot 30.01.2024 Ne 1-D3)

3) TOKYMEHT, COMIepKaITUi CICAYIONIIHNE CBEACHUS O (hapMaIleBTUUCCKOU CYyOCTaHITUHN:
a) HAMMEHOBaHUE (papMaleBTUUECKON CyOCTaHIIUU, €€ CTPYKTypa, oOLIue CBOMCTBA;
0) HaMMEHOBaHHWE U aIPeC MPOU3BOIUTEIIS;

B) TCXHOJIOI'HA IIPOU3BOJACTBA C OIIMCAHNCM CTaI[I/IfI IpOU3BOACTBA U MCTOAOB KOHTPOJIA HA
BCCX CTAAMAX ITPOMU3BOACTBA,

I') oNucaHue pa3padOTKU Mpolecca MPOU3BOJICTBRA;

1) OMHMCaHUE KOHTPOJIS KPUTUUECKUX CTaAMH IMpoliecca MPOU3BOACTBA U MPOMEKYTOUHON
MPOAYKIUY;

€) IOKYMEHTaJIbHOE TOJATBEPKAeHNE (Balualusl) MPOIECCOB U (W) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYypa JIEUCTBYIOIINX BEIIECTB;

3) XapaKTepUCTUKA IPUMECEH;

n) cnenudukanus Ha papMaleBTUUECKYI0 CyOCTaHIUIO U €€ 000CHOBAHMUE;

K) aHAJUTUYECKUE METOIWKH, WCITOJIB3yeMbIe MPH OCYIICCTBICHUH KOHTPOJS KadecTBa
(hapMareBTHUECKOM CyOCTaHIINH;

J'I) JAOKYMCHTAJIbHOC IMOATBCPIKIACHHUC (BaJ'II/II[aHI/I}I) AHAJIUTHYCCKHUX MCTOAUK,
HCITOJIB3YEMBIX TP OCYHICCTBJICHUN KOHTPOJIA Ka4CCTBa (bapMaHeBTquCKOﬁ CY6CTaHHI/II/I;

M) pe3yJbTaThl aHAIM3a Cepuid (papMareBTUIECKON CyOCTaHIIN;

H) NEpCUCHb CTAHAAPTHBLIX O6pa3I_IOB HJIN BCUICCTB, UCIIOJIb3YCMbIX IIPU OCYIICCTBJIICHUN
KOHTPOJII Ka4CCTBA,

0) ONHCaHUE XapaKTePUCTHUK W CBOMCTB YMAKOBOUHBIX MAaTEPHAIOB U YKYMOPOYHBIX
CPEICTB;

1) JJaHHBIE O CTAOUIILHOCTH (papMalleBTUYECKON CyOCTaHINK;

P) CPOK FOJIHOCTH;

4) NOKYMEHT, COAEpXallhil CBEIEHHUS O PETUCTpAlUU IPOU3BOIUTEINS JIEKapCTBEHHBIX
CPEACTB ISl MEIUIIMHCKOTO TPUMEHEHHUsI B KaU€CTBE HAJIOTOIUIATEIbIIMKA B CTPAHE PETUCTPALIUU
(I POCCUMCKUX IOPUAMYECKUX JIUIT - HACHTU(PUKAIMOHHBIA HOMep Hanororuiatenbinuka (MHH),
JUTISI THOCTPAHHBIX IOPUAMYECKUX JIUI] - CTPaHa PErHCTpallii, HAMMEHOBAHUE PETHCTPUPYIOIIETO
opraHa, pETHUCTPAIlMOHHBIA HOMEp, KOJI HAJOTOIUIATeNbIIMKAa B CTPAaHE PErucTpaluu
(uHKOpHOpauuu) WA ero aHaiuor). (/ononnenue nynkmom - @DedepanvHulil  3AKOH
o1 28.12.2017 Ne 425-D3)

(Hacmo 6 peoaxyuu Dedepanvroco 3axkona ot 22.12.2014 No 429-D3)

3. JIns mpoBeleHMsT SKCIEepPTU3bl KAaueCcTBa YKA3aHHOM B 4YacTH | HaACTOSIIEH CTaThbu
(hapmanieBTHUECKOM CyOCTAHIIMU 3asBUTEIb HAMPABIACT MOCPEACTBOM E€IUHOTO IopTaja B
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YIIOJITHOMOYCHHBIM  (peCpaIbHBI  OpPTraH MCIOJHUTCIBHOW BIACTH WM JIUYHBIA KaOWMHET
YIIOJITHOMOYECHHOTO (peepaqbHOTO OpraHa HCIIOJHUTEIHPHOW BIIACTH B €IWHOW cucteMe: (B
peoaxyuu Pedepanvrozo 3axorna ot 30.01.2024 Ne 1-D3)

1) 3asBiIeHNE O BKJIFOUEHUU B FOCYIaPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJCTB JTaHHOMN
(dapmareBTHUECKON CyOCTaHIIMM, TMOAMMCAHHOE YCUJICHHOW KBaTU(DUIIMPOBAHHOW 3JIEKTPOHHOMN
MOAMHKCHIO; (B pedaxyuu Pedepanvrozo 3axona ot 30.01.2024 Ne 1-D3)

2) pEeKBU3UTHl JOKYMEHTA, IMOJITBEPIKAAIOIIETO YIUIATy TOCYJapCTBEHHOM MOIUIMHBI 32
BKJIIOUCHHE B TOCYIApCTBEHHBIH PEECTp JIGKAPCTBEHHBIX CPEACTB  (hapmaneBTHYeCcCKOn
CyOCTaHIIMU, MPOU3BEICHHON AJis pealn3aluu, JU00 Mo COOCTBEHHON MHUIIMATUBE YKa3aHHBIN
JOKYMEHT. YTMOJIHOMOYECHHBINH (pemepanbHblii OpraH MCHOJHUTENBHONW BIACTH MpOBepseT (akT
yIUIaThl TOCYJAapCTBEHHOW MOILIMHBI 3asBUTENEM C HCIOJIb30BaHHWEM HH(popManuu o0 yruiaTe
roCyJapCTBEHHOW MOLUIMHBI, cojepskaiieiics B l'ocynapcTBeHHON MHPOPMALMOHHOW CHUCTEME O
rOCYIJapCTBEHHBIX M MYHUIMIAIBHBIX IUIATEKaX, HA OCHOBAHUU IPEICTABICHHBIX 3asIBUTEIIEM

PCKBU3HMTOB JIOKYMEHTA, TMOATBEPIKIAIOIIETO YIUIATy TOCYIApCTBEHHOM MONUIUHBL, (B pedaxyuu
Gedepanvuvix 3akonos ot 22.12.2014 Ne 429-D3, ot 30.01.2024 Ne 1-D3)

3) IOKYMEHTBI, yKa3aHHbIE B 4YacTH 2 HACToOsIeH crarbu; (B pedakyuu DedepanbHozo
3akona ot 22.12.2014 Ne 429-®3)

4) 3asBieHue O BblJaue paspelieHus Ha BBO3 B Poccuiickyro denepannio KOHKPETHON
MapTUU HE3aperUCTPUPOBAHHOTO JICKAPCTBEHHOTO CPENICTBA, MPEIHA3HAYCHHOTO JIJISl TIPOBEICHUS
yYKa3aHHOM AKCIIEPTU3bL. ({ononrnenue nynkmom - @edepanvhwiii 3akon 0T 22.12.2014 Ne 429-D3)

3'. B ciiyuae HempejcTaBiIeHus C 3asBIEHAEM O BKJIIOUEHHM B IOCYIAPCTBEHHBIH peectp
JIEKapCTBEHHBIX CPEACTB (apMarleBTHUECKONW CyOCTaHIIMM BBIIaBaeMbIX (TPEIOCTABISICMBIX )
YIOJHOMOYEHHBIMU (pe/iepanbHBIMUA OpraHaMU UCTIOIHUTENFHOM BIACTH IOKYMEHTOB (CBEJICHUH),
yYKa3aHHBIX B MMyHKTax | 1 2 4acTH 2 HACTOSIIEN CTaThH, yIOJIHOMOUYEHHBIN (enepanbHbId opra
UCIIOJTHUTEILHOW BJIACTH  3allpalllMBaeT YKa3aHHbIE JIOKYMEHTBbI (CBEIEHHUSI) B MOPSJIKE
MEXXBEJOMCTBEHHOTO ~ MH()OPMAIMOHHOTO  B3auMOACHCTBUS.  ([ononwenue  uyacmvio -
Dedepanvuviii 3axon ot 27.12.2019 Ne  478-®3) (B pedaxyuu Dedepanviozo 3aKoHa
ot 30.01.2024 No 1-®3)

4. B TedyeHnue natu paboyuXx JHEN CO JAHS MPUHSITHS 3asBJICHUS O BKIIIOUEHUHU YKa3aHHOMU B
yacTu | HacTosdmed crarbu (apMaleBTUYECKON CyOCTaHUMKU B TOCYJApPCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEICTB M JOKYMEHTOB, IEPEUMCICHHBIX B 4YacTM | W myHKTe 2 yactu 3
HACTOAIIEH CTaThbH, YIOJHOMOYECHHBIH (enepasbHblii opraH WCHOJHUTENBHONW BiacTu: (B
peoaxyuu gedepanvhbix 3akonos ot 22.12.2014 Ne 429-D3, ot 30.01.2024 Ne 1-D3)

1) mpoBOAMT NPOBEPKY TMOJHOTHI M JOCTOBEPHOCTH JIAHHBIX, COJEpXKAIIUXCS B

NPEACTaBICHHBIX  3asBUTENEM  JOKyMeHTax; (B pedakyuu  DedepanbHoco  3aKOHA
oT 25.11.2013 Ne 317-®3)

2) OpUHMMAET peIIeHWEe O HaMpaBlIeHUU B OKCIEPTHOE YUPEKJEHUE 3aJaHus Ha
MIPOBEJICHNE IKCIIEPTU3bl KauecTBa YKa3aHHOW B yacTu | Hacrosiel cratbu (papManeBTHUEeCKOU
CcyOCTaHIIMU WM 00 OTKa3€ B TAKOM HalpaBlICHUU;

3) HanpaBIIAET B JIUYHBIA KAOWHET 3asIBUTEIISI B SIMHOM CUCTEME TOIUCAHHOC YCHIICHHOM
KBTH(PHUITUPOBAHHOMN AIICKTPOHHOM MOANKMCHIO YBEAOMIICHUE O IIPUHITOM PEIICHUN MU B CITydae
OTKa3a C YKa3aHWeM T[PUYUH TaKOro OTKaza. (B pedakyuu edepanbHvix 3aKOHOB
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oT 22.12.2014 Ne 429-@3, ot 30.01.2024 Ne 1-®3)

4'. B crnyuae BBISIBIEHHS HEJIOCTOBEPHOCTH M (MIM) HEIOCTATOYHOCTH CBEIEHHIA,
COJIEPIKAIIIUXCS B TIPEICTABICHHBIX 3asBUTEIIEM MaTepuajaxX, yIOTHOMOUYCHHBIN QenepanbHbIi
OpraH WCIOJHUTEILHOW BJIACTH HAIPABISAET 3asABUTEIIO IMOCPEICTBOM EIMHOTO IMOpTaja WA B
JUYHBIA KAaOWHET 3asBUTENS B CIMHOM CHCTEME 3alpoc 00 yYTOUYHEHHMHM YKa3aHHBIX CBEICHHIA,
MIOJITMCAHHBIN YCUIICHHOHN KBATH(DUIIMPOBAHHOM IEKTPOHHOUN MOAMUCKHIO. (/[ononHenue uacmoio -
@eoepanvuviii 3akon ot 25.11.2013 Ne  317-®3) (B pedaxyuu Deodepanvhoco 3aKoHA
ot 30.01.2024 Ne 1-®3)

4’ 3asgBUTens 00A3aH HANPABUTh MOCPEJCTBOM €IMHOTO MOPTaja B YIOITHOMOYEHHBIH
denepanbHbIii OpraH HCHOJTHUTEIBHONW BIIACTH WM JIMYHBIM KaOWHET YIOJIHOMOYEHHOTO
(dbenepaabHOTO OpraHa HCIOJHUTEILHON BJIACTH B €IUHON CHCTEME TMOIIMCAHHBIA yCHUJICHHOM
KBAIM(PUIIMPOBAHHON  DJIEKTPOHHOM  MOAMMCHIO OTBET Ha  3alpoC  YIOJIHOMOYEHHOTO
(denepanbHOrO OpraHa UCHOJIHUTEIHLHON BJIACTH B CPOK, HE MPEBBIMIAIONINN JIEBIHOCTa pabOYMX
THEH cO JHS TONYYCHHS YIMOJHOMOYCHHBIM (helepalbHbBIM OPTaHOM HCTOJTHUTEIBHON BIIACTH
AJIEKTPOHHOTO YBEIOMJICHUS O TMOJYYSHHH 3asgBUTENIeM JaHHOTO 3arpoca. Cpok, yKa3aHHBIH B
4acTH 4 HACTOSIIIEH CTaThbH, IPUOCTAHABIMBACTCS CO JHS HAIMPABIICHUS 3asIBUTEIIO MOCPEICTBOM
€IMHOTO TopTaja WIM B JIMYHBIM KaOMHET 3asBUTENs B €IUHOM cucTeMe 3ampoca
YIOJHOMOYEHHOTO (peiepaqbHOrO0 OpraHa WCHOJHUTENbHOW BJIACTH 1O [JHS HaIpaBlICHUS
3asIBUTEJIEM TMOCPEACTBOM €IMHOTO TOpTaja B YIOJHOMOYECHHBIA (efepalbHbIil  OpraH
WCIIOJIHUTEILHOM BJIACTH WM JIMYHBIA KaOWHET YMOJTHOMOUYEHHOTO (henepasbHOTO OpraHa
WCIIOJIHUTEILHOM BIACTH B €IMHOM CHCTEME OTBETa Ha JAHHBIM 3alpOoC M HE YUUTHIBACTCA MpU
WCYMCIIEHUN CPOKa JKCIEPTU3bl KayecTBa (papMalleBTUYECKON CyOCTaHIMHU, MPOU3BEICHHON AJis
peanuzauuu. (/Jononnenue uacmoio - Pedepanvusiii 3akon ot 25.11.2013 Ne 317-D3) (B pedaxyuu
@eoepanvroco 3axona ot 30.01.2024 No 1-D3)

5. OcHoBaHMeM [UIs OTKa3a B HaNpaBJI€HUU B 3KCIEPTHOE YUPEKICHHUE 3aJaHHUS Ha
MIPOBEJIEHNE IKCIIEPTU3bl KauecTBa YKa3aHHOW B yacTu | Hacrosiel cratbu (papManeBTHUECKOU
CyOCTaHIIMU SIBJISIETCS HEINPEACTABIICHUE JOKYMEHTOB, YKa3aHHbBIX B YaCTU 2 HACTOSILIEH CTaTbu,
OTCYTCTBHE HH(OPMALIUU, MOATBEP)KIAIOMIeH (akT ymiaTbl TOCyJapCTBEHHOW MONUIMHBI 3a
BKJIIOUEHUE  (papMalleBTUYECKOM  cyOCTaHIIMM, TIPOM3BEACHHOW 1 peanu3aluu, B
TOCYAApCTBEHHBIM  pPEECTP JIEKAPCTBEHHBIX CPEIACTB, HENPEACTABICHUE 3asABUTEIEM B
YCTaHOBJIEHHBI CpPOK OTBETa Ha YKaszaHHbIA B wactu 4! Hactosmieil cratbu 3ampoc
YIOJHOMOYEHHOTO  (peiepajbHOrO0 OpraHa MCIOJIHUTENIbHOM BJIACTU WM IPEACTABICHUE

JOKYMEHTOB, HE COZIEPKAIUX MCUEPIIBIBAIOIIETO MepedHs HeOOXOAUMBIX cBelleHul. (B pedaxyuu
Dedepanvroco 3axona ot 22.12.2014 Ne 429-D3)

6. B Teuenue naTHaanaTté pabounx AHEH CO THS MOTYUYEHUS PEUICHUS YTOTHOMOYEHHOTO
(denepanbHOrO OpraHa HMCIOJHUTEILHOM BIACTH O HANPABICHUU B HKCIEPTHOE YUPEXKICHUE
3a/laHdsd Ha NPOBEJEHUE DSKCIEPTU3bl KauecTBa YyKa3aHHOW B YacTHM 1 HacToswledl crarbu
(dapManeBTHUECKOM CyOCTaHLMU 3asBUTENb MPEICTABISIET B DKCIEPTHOE YUPEKICHUE s
MPOBENICHUS JAaHHOW SKCIEePTU3bl 00pa3ilbl (PapMaleBTUYECKON CyOCTaHIIMM B KOJIHYECTBE,
HEO0OXOIMMOM ISl BOCIIPOU3BEACHUSI METOJOB KOHTPOJISL Ka4eCTBA. DKCIEPTHOE YUPEKACHUE TPU
MOJIy4eHUH 00pa310B YKa3aHHOW B 4acTU | HacTosiiel cTatbu papMaleBTUYECKON CyOCTaHIIUU B
TOT K€ J€Hb HANpaBsieT B JIMYHBIA KaOWMHET 3asiBUTENS B €IMHON CHCTEME YBEAOMJIECHHE,
HOATBEPKAAIOIIEee MOyYeHHUEe STUX 00Pas3IoB. DTH CPOKH HE BKIIOYAIOTCS B CPOK MPOBENEHUS
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TAaHHOW JKcmepTtu3bl. (B pedaxkyuu ¢hedepanvrvix 3axonos ot 22.12.2014 Ne  429-D3,
ot 30.01.2024 Ne 1-®3)

7. (Hacmo ympamuna cuny - @edepanvusiii 3akon ot 30.01.2024 Ne 1-D3)

8. B cpok, He MpEeBBIMAINNA MATH pabounx AHEH CO AHS HAMpaBICHUS MOCPEICTBOM
€IMHOTO TIOpTaja B YIOJHOMOYEHHBIA (hefepanbHbIi OpPraH HUCIOJHUTEILHON BIACTH WU
JUYHBIA KaOMHET YMOJIHOMOYEHHOTrO (heepalibHOr0 OpraHa MCHOJHUTEIBLHOM BIACTH B €IUHOM
CUCTEME 3aKJIIOUYECHHsSI KOMUCCHUU KCIEPTOB IO PE3yabTaTaM 3KCIEPTU3bl Kaue€CTBAa YKa3aHHOU B
gacTu | HacTosmIeH cTaThl (hapMareBTHUECKON CyOCTaHIMM, YIOJHOMOYCHHBIA (enepanbHbIi
OpraH WUCIIOTHUTEILHOM BiacTu: (B pedakyuu Dedepanvroeo 3axona ot 30.01.2024 Ne 1-D3)

1) OCYHICCTBICT ONLCHKY TAKOI'0 3aKJIIOUYCHHUA [JIA OIPCACICHUA €TI0 COOTBCTCTBHA
3a/IaHNUTI0 Ha ITPOBCACHUC I[aHHOﬁ OKCIICPTU3bI,

2) TpPUHUMAET pEIICHHE O BKJIIOUCHUM YKa3aHHOH B YacTH | HACTOSIICH CTaTbu
(dapmareBTHUECKOM CyOCTaHIIMM B TOCYIApPCTBCHHBIM PEECTP JIGKAPCTBEHHBIX CPEACTB HIIH
perieHre 00 0TKa3e B TAKOM BKJIIOYCHUH;

3) BHOCHT NIPH NPUHITHH PEIICHUS O BKIIOUCHUH YKAa3aHHOW B 4acTH | HACTOSIIEH CTaThh
(dapmarieBTHUECKOH CyOCTaHIIMM B TOCYIApCTBEHHBIH PEECTp JIEKApCTBEHHBIX CPEJIICTB
MPEAYCMOTPEHHYIO YacThio 2 cTarbu 33 Hacrtosmero denepalbHOro 3akoHa WH(QOpPMAIUIO U
HaITpaBJISCT 3asBUTENIO MOCPEACTBOM €IMHOTO TOpTala WM B JIMYHBIA KAOWHET 3asBUTEIS B
€IMHOM CHUCTEME BBIIMHMCKY M3 TOCYIapCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPENCTB. (B pedaxyuu
geoepanvrvix 3axono6 ot 22.12.2014 Ne 429-®3, ot 27.12.2019 Ne 462-D3, ot 30.01.2024 No 1-
®3)

9. OcHoBaHWeM I OTKa3a BO BKJIIOYCHHHM YKa3aHHOW B YacTH | HACTOSIIEH CTaThbu
(dhapmareBTHYECKON CYyOCTaHIIMM B TOCYAapCTBEHHBIA PeecTp JICKAPCTBEHHBIX CPEJICTB SIBIISCTCS
3aKJTFOYCHHE COOTBETCTBYIOIIETO YIOJHOMOYECHHOTO (eAepalbHOTO OpraHa HCIOJHUTEIHHOU
BJIACTH O TOM, YTO Ka4eCTBO (hapMaIleBTUYECKOW CYOCTaHIIMU HE TOATBEPKICHO IMOYYCHHBIMU
TaHHBIMU. (/{ononnenue uacmoio - Dedepanvhwiii 3akon oT 22.10.2014 Ne 313-D3) (B peoaxyuu
Deoepanvroco 3axona ot 04.06.2018 Ne 140-D3)

10. He nmomyckaeTcss BKIIOUEHHE B TOCYAAPCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX CPEICTB
OJTHOM (papMalleBTUUECKOM CyOCTaHLMHU, TPOU3BEACHHON /71l peain3alii U BhIITYyCKaeMON OJTHUM
U TEM K€ IIPOU3BOJUTENEM, B BUJE JIByX U 00Jiee peecTpOBbIX 3anuceil. ([Jonoanenue yacmoio -
@Deoepanvubiii 3akoH 0T 22.12.2014 No 429-D3)

11. BHeceHnme wu3MEHEHUWH B JOKYMEHTHI Ha (hapMalleBTHUECKYI0 CYOCTaHIIHIO,
MIPOU3BEACHHYIO Il pealu3allid M BKIIOUECHHYI0 B TOCYJApPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX
CPEICTB, OCYIIECTBISIETCS B TOPSAKE, YyCTaHOBIEHHOM crtarbsiMu 30 u 31 HacTosIIero
@defepalibHOTO  3aKOHA, €  YIUIATOM  TOCYAapCTBEHHOM  MOLLIMHBI,  MPEIyCMOTPEHHOM

3aKOHOAATENIbCTBOM Poccuiickoit denepanuu o Hamorax u cbopax. ([ononunenue uacmovio -
Dedepanvusiii 3akon o1 22.12.2014 Ne 429-D3)

12. Homyckaercst obparieHue (apMarieBTHIeCKOW CYOCTaHIIMM 10 HCTCUEHHUS CpPOKa
TOJHOCTH, TIPOM3BEICHHOW /I pealn3allid B TCUCHHUE CTa BOCBMUACCATH JHEH MOCJE JaThl
MPUHATHS YIIOJTHOMOYCHHBIM (e/iepaIbHbIM OpPraHOM WCIIOJHUTEIIBHOW BIIACTH PEIICHUS O
BHCCCHMHM W3MCHCHHH B JOKYMEHTHI Ha (DapMameBTHYECKYI0 CYOCTaHIIMIO, B COOTBETCTBHHU C
nHpopManuent, comepxkaiieincs B JOKYMEHTaX Ha ¢apMaleBTUUECKyl0 CYOCTaHIIMIO JO JaThl
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MIPUHATHUS TAKOTO peieHus. (/Jononnenue uacmoio - @edepanvhuiil 3akon ot 22.12.2014 No 429-
d3) (B peoakyuu Pedepanvroco 3axona ot 30.01.2024 No 1-D3)

13. PemieHne 00 MCKIIOUEHHWU M3 TOCYIAPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEICTB
dapmanieBTHUECKOM  cyOCTaHIMM,  NPOM3BEACHHOM  Uid  peajnu3alud,  [PUHUMAETCS
YIOJHOMOYECHHBIM (heZIepaIbHBIM OPTaHOM MCITOJIHUTEILHOM BIIACTH B CITyYae:

1) mpencraBieHUs COOTBETCTBYIOIIUM YIOJHOMOUYEHHBIM (eAepalbHbIM  OpPraHOM
UCIIOJTHUTEIBHOW BIACTH 3aKJIIOUEHHUS O PUCKE WM 00 yrpo3e >KM3HU WK 37J0pPOBBIO YEJIOBEKa
7100 KUBOTHOTO IIPH UCTIONB30BAHUH JIEKAPCTBEHHOT'O CPEJICTBA;

2) HampaBleHHUS pPa3pabOTYMKOM JIEKAPCTBEHHOTO CPEACTBA WM TMPOU3BOAUTEIIEM
JIEKapCTBEHHOTO CpPEJACTBAa JUOO YIMOJIHOMOYEHHBIM HMMH JPYTHUM IOPUAMYECKUM JIULIOM
IOCPEJICTBOM €IMHOTO MOpTaja B YIOJIHOMOYEHHBIM (enepanbHblil OopraH HCHOJHUTEIbHOU
BJIACTU WJIU JIMYHBIA KaOMHET yIMOJTHOMOYEHHOTO (peepaIbHOrO OpraHa UCIOJTHUTEIFHOW BIacTH
B ©IUWHOW CHCTEME MOJNMUCAHHOTO YCHJICHHON KBAIM(HUIIMPOBAHHON AIIEKTPOHHOW TMOIAMHUCKIO
3agBieHUs] 00 MCKIIOYEHMH M3 TOCYIapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEJICTB

(apMaleBTHUECKO cyOCcTaHLMM, POU3BEACHHON Al peann3auny; (B pedakyuu Pedepanvroco
3axona ot 30.01.2024 Ne 1-®3)

3) orcyrcTBUs (apMaleBTUUECKOM CYOCTaHIIMM, MPOW3BEIACHHON U pealu3alvu, B
obpamiennn B Poccutickoit denepanuu B TeUCHUE TPEX U OoJIee JieT.

(Llononnenue yacmoio - @edepanvuviil 3axon ot 22.12.2014 Ne 429-D3)

Crarba 35.

(Cmamus ympamuna cuny - @edepanvhsiii 3akor oT 22.12.2014 No 429-D3)

Crarbs 36. O0:kaioBanue pemieHus 00 0TKa3e B BblIaye pa3peleHus Ha
NpoBe/leHHe KIUHUYECKOr0 UCCIeI0BAHUS JIEKAPCTBEHHOI0
npenapara, pemieHusi 00 0TKa3e B rocy1apCTBeHHON perucTpanun
JIEKAPCTBEHHOI'0 Mpenapara, 3aKJIl04eHHs KOMHCCHHU IKCIIEPTOB
IKCMEPTHOIO YUPEKIeHUS U 3aKJII0YEeHHs] COBETA M0 ITHKE

Penienne cooTBETCTBYIOIIETO YIOIHOMOYEHHOTO (hefiepaabHOro OopraHa MCHOTHUTEIbHOM
BIacTU 00 OTKa3e B BbJaye pa3pelieHUus Ha NPOBEACHHE KIMHUYECKOTO MCCIICAOBaAHUS
JICKapCTBEHHOIO IIpernapara, pelleHue yKa3aHHOro (eaepaibHOro OpraHa HCHOJHUTEIbHOU
BJacTU 00 OTKa3e B TOCYIapCTBEHHOM PErucTpalMy JIEKAPCTBEHHOIO Ipernapara, 3aKJII04eHue
KOMMCCHH 3KCIEPTOB IKCIEPTHOTO YUPEXKJICHUS WM 3aKIIOUYEHHUE COBETA M0 ATHUKE MOXKET OBITh
00KaJIOBaHO B TMOPSAKE, YCTAaHOBJIEHHOM 3aKOHOAATelNbCTBOM Poccuiickoit ®eaepauuu.
3aK/IIOUEHHE KOMHUCCUHM JKCIEPTOB OSKCIIEPTHOIO  YUYPEKIEHUS O B3aUMO3aMEHSEMOCTU
JIEKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHUs JUOO0 O TOM, YTO JIEKapCTBEHHBIH
npenapar Juisi MEAUIIMHCKOTO TNPUMEHEHUS HE SBISETCA B3aMMO3AMEHSEMBIM, MOXET OBITh
00KaJIOBaHO JIepKaTeIeM WM BIAJCNIbIIEM PETUCTPAIMOHHOIO YIOCTOBEPEHUSI JIEKAPCTBEHHOTO
npernaparta B YIOJHOMOYEHHBIM (enepaibHblii OpraH HUCHOJHUTEIBHOW BIIACTHU, KOTOPBIN
IOPUBJIEKAET K PACCMOTPEHUIO YKa3aHHOW JKaJoObl MOJABEJOMCTBEHHbIE €My Hay4HbIE
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OpraHm3anuid M 00pa3oBaTelbHBIC OPraHMU3AIMU BBICHICTO O00pa30BaHUS, OCYIICCTBIISIOIINE
JESITELHOCTh B chepe oOpalieHusl JICKAPCTBECHHBIX CPEJICTB. 3aKIFOUCHUE KOMUCCHH 3KCIIEPTOB
AKCIEPTHOTO YUPEXKACHUs, 0QOPMICHHOE 10 MTOTaM MEPECMOTpa 00KAIOBAHHOTO 3aKITIOUCHUS
JKCIEPTa, MOXKET OBITh OCIHOPEHO JepiarejleM WU BIAJeNbleM PErUCTPAllMOHHOTO
yAOCTOBEPEHUS JICKAPCTBEHHOIO IMperapara JUOO YIOJIHOMOYCHHBIM MMM JIMIIOM B TIOPSJIKE,
yCTaHOBJIGHHOM 3akoHonaTenbcTBOM Poccuiickoit ®Peneparnuu. [lpu oOxkanoBaHuu pemieHUs
YIOJHOMOYCHHOTO (Pe/iepaibHOTO OpraHa WCIOTHHUTEIBHOW BIIACTH, 3AKITFOUCHUS JKCIIEPTa WIH
KOMHUCCHUH SKCIEPTOB AKCIEPTHOTO YUPEIKACHHS, 3aKIIOUCHUSI COBETA IO ITUKE JIEPKaTellb WU
BJIaJIEJIEl] PETUCTPAILIMOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara MO0 YIOTHOMOYEHHOE
MMM JIMIIO BIIPABE MPEJACTABUTh PE3YJbTaThl SKCIIEPTH3BI JICKAPCTBEHHOTO Mpernapara, IpOTOKOJIbI
MOJTyYSHHBIX aKKPEIUTOBAHHBIMH HCIBITATCIBHBIMU J1a00paTOpHsiMK (LIEHTPAMH) PE3YIIBTATOB
WCCIIeIOBAaHUM, UCTIBITAHUN. (B pedakyuu Pedepanvroco 3axona ot 27.12.2019 Ne 475-D3)

(Cmamuws 6 pedaxyuu @edepanvroeo 3axona ot 22.12.2014 Ne 429-03)

Crarba 37. Undopmanns, cBI3aHHAs ¢ OCYIIECTBJIEHHUEM IroCyIapcTBEHHOM
perucTpanum WM perucTpauu JJeKapCTBEHHBIX NPenaparos,
HH(OPMALUS 0 32PEerUCTPUPOBAHHBIX JEKAPCTBEHHBIX
npenaparax u JieKapCTBEHHbIX Mpenaparax, HCKJIIYeHHbIX U3
rocy1apCcTBEHHOI0 peecTpa JeKapCTBEHHBIX CPEICTB

(Haumenosanue 6 pedaxyuu @edepanvrozo 3akona ot 30.01.2024 Ne 1-D3)

1. COOTBETCTBYIOIINI YHNOTHOMOYECHHBIN (hefepalbHbIil OpraH MCIIOJIHUTEILHON BIIACTH
pasMemniaeT Ha cBoeM oduiuaabHoM caiite B cetu "HuTepHer" umHbOpManMio, CBA3aHHYIO C
OCYILIECTBIEHUEM FOCYAAPCTBEHHON PETUCTPALMU UM PETUCTPALMU JIEKAPCTBEHHBIX IPENAPaTOB,
B TOM YHCJE MPOBEICHUEM OHKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB (BKIIOYAsl PE3YNIbTaThl €€
npoBeleHus1), HWHPOPMAIIMIO O 3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX TIpemaparax u
JIEKapCTBEHHBIX INIPEIaparax, HCKIOUYEHHBIX M3 TOCYJapCTBEHHOIO PEECTPA JIEKAPCTBEHHBIX
CPE/ICTB, HE TO3[HEE YeM dYepe3 MATh padoyux JAHEW CO JIHA MOJIYYEHHUS YHMOJIHOMOYEHHBIM

(denepanbHbBIM OPraHOM HCIIOJIHUTEIBLHOM BIIACTH COOTBETCTBYIOLIEH MHboOpMauuu. (B pedaxkyuu
@eoepanvruvix 3axkono6 ot 22.12.2014 Ne 429-D3, ot 02.08.2019 Ne 297-®3, ot 30.01.2024 Ne 1-
®3)

2. Cpoxu ¥ MOPSIIOK pa3MeNIeHus] yKa3aHHOUW B yacTu | HacToslel cTarbu WHGOpMaLUU
YCTAHABIMBAIOTCA  YIOJHOMOYEHHBIM  (efepalbHbIM OpPraHOM HCIOJIHUTEIbHOM  BIACTH.
Nudopmanus, ykazanHas B yacTH | HacTosIIEH CTaThy, SBISETCA OTKPHITOM U OOIIETOCTYITHON U
IPEIOCTABISAETCS 3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBHM C 3aKOHOJATENIbCTBOM Poccuiickoit
denepanun. (B pedaxyuu Pedepanvrozo 3axkona ot 22.12.2014 Ne 429-D3)

I'maBa 7. KinHn4eckue UCCie10BaAHNU JIEKAPCTBEHHBIX MPENaparoB sl
MEIUIHHCKOI0 MPUMEHEHUs1, J0T0BOP 00 MX IPOBEACHNH, PaBa
NANMEHTOB, YYACTBYIOIIHMX B 3THX MCCJIEOBAHUAX
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Crarpbs 38. Kiilnnuveckue uccijie[0BaHUS JIeKAPCTBEHHbBIX NIPENaparToB IJIs
MEJIUIUHCKOI0 NPUMEeHEeHUs

1. KnuHuyeckue WuCCIEIOBaHUS JIEKAPCTBEHHBIX TPEMapaToB I MEAUIIMHCKOTO
NpUMEHEHUs, B TOM YHCIE€ MEXKIYyHAPOIHbIE  MHOTOIICHTPOBBIE, MHOTOIICHTPOBEIE,
MOCTPETUCTPALIMOHHBIC, MTPOBOASATCS B OAHOW MM HECKOJIBKUX MEAMIIMHCKUX OpPraHu3alusix B
clenyroumx uensx: (B pedaxyuu ¢edepanvuvix 3axkonoé ot 22.12.2014 Ne  429-03,
ot 30.01.2024 Ne 1-®3)

1) ycraHoBimeHue 0€30MACHOCTH JIEKAPCTBEHHBIX TMpPEMapaToB I 3AOPOBBIX
T0OpPOBOJIBIIEB U (UJTN) IEPEHOCUMOCTH MX 3I0POBBIMH TOOPOBOJIBIIAMH, 32 UCKIIFOUCHHEM TaKUX
HCCIICOBAaHUI JIEKQPCTBEHHBIX MpPEnaparoB, MPOU3BEIAEHHBIX 3a mpenenaMu Pocculickon
denepanunu;

2) mombop ONTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpemapara W Kypca JeUeHUs s
MAlMEHTOB C ONpEIeICHHBIM 3a00JIeBaHMEM, ONTHUMAJIbHBIX JI03 U CXEM BaKUHUHALUU
MMMYHOOHOJIOTMYECKUMU JIEKaPCTBEHHBIMHU MpenapaTaMu 310POBbIX I00POBOJIBLIEB;

3) ycraHOoBIeHHE 0E30MaCHOCTH JIEKApCTBEHHOTrO Mpernapara v ero 3p¢GeKTUBHOCTH IUIs
MAlMeHTOB ~ C  OMpEACNICHHBIM  3a0ojeBaHUEM,  MNPOPMIAKTHYECKOW  IPPEKTUBHOCTU
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB s 30POBBIX TOOPOBOJIBIIEB;

4) n3ydyeHue BO3MOXHOCTH PACUIMPEHHUs MOKa3aHUM I MEIUIIMHCKOTO MPUMEHEHUS U
BBISIBIIGHUSI PaHEEe HEW3BECTHBIX MOOOYHBIX JIEHCTBUI 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIpenaparos.

1'. KnuHnueckue ucCCleOBaHMsS JIEKAPCTBEHHBIX MPENapaToB s MEIULMHCKOrO
MIPUMEHEHUS] TTPOBOJSATCS B COOTBETCTBUM C IPABWIAMHM HAJUICKAIIEH KIMHUYECKOM NPAKTHUKH,
yTBEPKACHHBIMU  EBpasuiickoii SKOHOMHYECKOW KOMHUCCUEH. (/JononneHue uacmvio -
®@eoepanvusiii 3akon 0T 30.01.2024 No 1-D3)

2. B oTHomIeHMH BOCIPOU3BEIACHHBIX JICKAPCTBEHHBIX IMPENaparoB Mg MEIUIIUTHCKOTO
MPUMEHEHUSI TMPOBOJATCS HCCIENOBaHUSA OHOIKBUBAJEHTHOCTH W (WJIM) TepaneBTUUECKOU
SKBUBAJIEHTHOCTU B TMOPSAJIKE, YCTAHOBJIEHHOM aKTamH, cocTaBisitomumu mnpaBo Coroza. (B
peoaxkyuu Pedepanvrozo 3akorna ot 30.01.2024 Ne 1-03)

3. OpraHu3anuio NpoBEICHHS KIMHHUYECKUX HCCIENOBAaHUN JIEKAPCTBEHHOIO Ipemnapara
JUIS. METUIIUHCKOTO IPUMEHEHUS BIIPABE OCYIIECTBIIATH:

1) p213pa60T‘-II/IK JICKAapCTBCHHOTO IIpfCIiapara Wik YIIOJHOMOYCHHOC UM JINIIO,

2)  oOpa3oBaTelbHBIC  OpPTaHW3allMM  BBICIIETO  00pa30oBaHUs,  OpraHU3AIUU

JOTIOTHATEIILHOTO TIPO()eCCHOHAIBHOTO 00pa3oBanus; (B pedakyuu Dedepanvioco 3aKoHA
ot 02.07.2013 Ne 185-®3)

3) HayuHble opranuzanuu. (B pedaxyuu ®edepanvrozo 3axona ot 30.01.2024 Ne 1-®3)

4. Kiauanueckue HUCCIICAOBAHUA JICKAPCTBCHHOT'O IIpfrapara i MCEAUMOHUHCKOI'O
NPpUMCHCHUA  IPOBOJATCA Ha OCHOBAHHMM pPaspCliICHHUA Ha MPOBCACHUC KIMHHUYCCKOI'O
HCCIICOAOBAHUA JICKAPCTBCHHOI'O IIPCIiaparada, BbIJAHHOTO YIIOJIHOMOYCHHBIM (bez[epaanLIM
OpraHoOM HCITOJIHUTEILHOM BJIACTH. YIIOJJHOMOYCHHBIN (be,[[epaﬂbHBIfI opraHn HUCITOJTHUTEILHOU
BJIaCTU BCIACT PCCCTP BbIIAHHBIX pa?)peHICHI/Iﬁ Ha TIPOBCACHUC KIIMHHUYCCKHUX I/ICCJ'ICIIOBaHI/Iﬁ
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JIEKapCTBEHHOTO TIperapara, COACp Kalliuil yKa3aHWe Ha WX IeNb WU 1EIH, B yCTAaHOBICHHOM

3TUM OpraHoMm Tmopsake. (B pedaxyuu ¢hedepanvrvix 3axonos otT 22.12.2014 Ne 429-D3;
ot 13.07.2015 Ne 241-®3)

5. (Hacme ympamuna cuny - @edepanvubii 3axon ot 22.12.2014 Ne 429-D3)

6. K opranusanuu npoBeAeHUsT KIMHUYECKUX HCCIIETOBAHUN JIEKAPCTBEHHOTO Ipemnapara
UL MEQUIMHCKOTO NPUMEHEHUS  pa3pabOTYMKOM JIEKapCTBEHHOTO Ipermapara MOTyT
NPUBJIEKATbCS IOPUIUYECKHUE JHIa J000H OpraHU3alMOHHO-NIPaBOBOW (OPMBI IpPU YCIOBUU
o0OecriedeHnsi COOTBETCTBUSl 3TUX HCCIENOBaHUN TpeboBaHUAM Hacrosmero dPenepaibHOTo
3aKOHa.

7. (Hacme ympamuna cuny - @edepanvuwiii 3axon ot 30.01.2024 Ne 1-03)

8. llepeyeHbp MEOUUIMHCKUX OpraHU3alWil, MPOBOASIIUX KIMHUYECKHE HCCIEIOBAHUS
JIEKaPCTBEHHBIX MPENApPaTOB Il MEAUIMHCKOTO IPUMEHEHUS, U PEECTP BBIIAHHBIX PA3pPEIICHUN
Ha MPOBEJCHNE KIMHUYCCKUX HCCIICIOBAHUM JICKAPCTBEHHBIX MPENapaToB OMyOINKOBBIBAIOTCS U
pa3MemIaroTcs  YIOJTHOMOYECHHBIM  (efiepabHBIM  OpPraHOM  HMCIOJIHUTEIBHOM  BIIACTH B

YCTAHOBJICHHOM MM TOpPSAKE Ha CBOEeM oduimaibHoM caite B cetu "WUntepuer". (B pedaxyuu
@Dedepanvrozco 3axona ot 30.01.2024 Ne 1-D3)

Crarbs 39. Pemenue o npoBeieHUH KJIMHUYECKOTO UCCJIEIOBAHUSA
JIEKAPCTBEHHOI'0 NMpenapara JJisi MeIUIMHCKOT0 NPUMEHEeHH I

1. Knuauueckoe wuccrneoBaHHE JIEKAPCTBEHHOTO TMpermapara JUisi MEAMIIMHCKOTO
MPUMEHEHHUSI TPOBOJUTCS HA OCHOBAaHWUW paspelieHds Ha MPOBEICHUE KIMHUYECKOTO
UCCJIEIOBaHUSl JIEKAPCTBEHHOTO TMpenapara, BbIJAHHOTO YIOJHOMOUYEHHBIM  (efepabHbIM
OpraHOM HCIIOJIHUTEIBHON BIACTH MO pe3yJbTaTaM 3KCIEePTU3bl TOKYMEHTOB, HEOOXOIUMBIX IS
MOIYYEHUST pa3pelieHUuss Ha TPOBEACHUE KIMHUYECKOTO HCCIASAOBAHUS JICKAPCTBEHHOTO
mpernapara ¥ 3THIeCKON SKCIIEPTHU3HI.

2. Jna momydeHus pa3pelieHus] Ha TMPOBEIEHUE KIMHUYECKOTO HCCIIeOBAHUS
JICKQpCTBEHHOTO  Mpemnapara s MEIUIIMHCKOTO  NPUMEHEHHS  3asBHTEIb  HalpaBisieT
MIOCPEJICTBOM €IMHOTO TMOpTajia B YIOJIHOMOYEHHBIM ¢eaepanbHblii OpraH HCHOIHUTEIHHON
BJIACTH WJIW JIUMYHBIN KaOWMHET YIIOJIHOMOUYEHHOTO (eIepalbHOTO OpraHa UCIOMHUTEILHOW BIACTH
B €IMHOM cucteme: (B pedaxyuu @edepanvrozo 3axkona ot 30.01.2024 Ne 1-D3)

1) 3asBreHHME O BbIJA4Y€ pA3PELICHUS HA MPOBEACHUE KIMHUYECKOTO HCCIEI0BAHUS
JIEKapCTBEHHOIO0 Ipenapara Juisi MEIUMLUMUHCKOTO IPUMEHEHHs, MOJANUCAHHOE YCHUJIEHHOM
KBUTM(PHUIIUPOBAHHON  3JEKTPOHHOM  MOANUCHIO;, (B  pedakyuu  DedepanvHoeo  3aKoHa
o1 30.01.2024 No 1-®3)

2) (Ilynkm ympamun cuny - @edepanvhuiil 3akon oT 30.01.2024 Ne 1-D3)

3) IIPOTOKOJ KIIMHHUYE€CKOI'O HCCIICAOBaHUA JICKAapCTBCHHOI'O mnpemapara JJIA
MCINIUHCKOI'O IIPUMCHCHMU

4) OpoIIropy UcciIea0BaTENs;

5) uHpOpPMALIMOHHBIN JIUCTOK MALUEHTA;
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6) cBemeHust 00 ombITe PabOTHI UCCIEAOBATENEH MO COOTBETCTBYIONIUM CHEIUATHHOCTSIM
1 WX OTBITE PaOOTHI TIO MPOBEICHUIO KIMHIUYECCKUX UCCIIEIOBAHUMT;

7) (Ilynkm ympamun cuny - @eodepanvroii 3akon ot 30.01.2024 Ne 1-D3)
&) (Ilynkm ympamun cuny - @edepanvuoiii 3axon ot 30.01.2024 Ne 1-D3)

9) xommio mO0TOBOpa OO0S3ATEIHHOTO CTPaxXOBaHUS, 3aKIIOUEHHOTO B COOTBETCTBHH C
TUTIOBBIMU TIpaBUJIAMU OO0S3aTEIBHOTO CTpPaxOBaHUs, C YKa3aHUEM IPEACIbHOM YHCICHHOCTHU
NAlMEHTOB, YYAaCTBYIOIIUX B KIMHUYECKOM HCCIEHOBAaHUM JIEKAPCTBEHHOTO IMperapara s
MEIUIIMHCKOTO MPUMCHEHUS,

10) wuHpoOpManMIO O COCTaBe JIEKAPCTBEHHOTO TMpenapara Uil MEAUIIMHCKOTO
IPUMEHEHUS;

11) 1OKyMEHT, COCTaBJICHHBIM MPOU3BOAUTENIEM JIEKAPCTBEHHOTO Mpenapara s
MEIUITTHCKOTO TPUMEHEHUS M COEP KAl TTOKa3aTenH (XapaKTepUCTUKH), a TaK)Ke CBEJCHUS O
JIEKAPCTBEHHOM IIpenapare i MEAULUUHCKOIO NMPUMEHEHUs, NMPOU3BEACHHOM JIsI IPOBEICHUS
KIIMHUYECKHUX UCCIIEIOBAaHU;

12) cBemeHus o Jare MNPEAOCTABICHHUS W PETUCTPALMOHHOM HOMEPE JULEH3UH Ha
MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB B Clly4yae, €CIUM IPOU3BOJCTBO JIEKAPCTBEHHOTO
npemnapara ocyuectsisercs B Poccniickon denepanuu, WM JOKYMEHT, COAEPKAINUNA CBENECHUS O
JlaTe MPEJOCTABICHUS U PETUCTPALIMOHHOM HOMEPE 3aKIIOYEHUS O COOTBETCTBUM MTPOU3BOAUTENS
JIEKapCTBEHHOT0 Mpernapara TPeOOBAHMSIM IMpaBUJ HaJUIeKallel MPOU3BOJICTBEHHOM INPAKTUKH,
IPEIOCTABICHHOIO YIIOJIHOMOYEHHBIM OPIraHOM CTpaHbl IPOU3BOAUTENS  JIEKAPCTBEHHOTO
npenapara. (B pedaxyuu ¢edepanvrvix 3axonos ot 04.06.2018 Ne 140-D3, o1 27.12.2019 Ne 478-
@3, ot 30.01.2024 Ne 1-D3)

2!, Caenenus, nonrsep:xpaiomue (GakT yIJIaThl TOCYAApCTBEHHON MOLLIMHBI 32
IIPOBEICHUE ITUYECKON IKCIIEPTU3bI, IKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN Iperapar s
NIOJIyYEHUsI Pa3pelICHUs] Ha MPOBEICHHE KIMHUYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOIO
mnpemnapara JJisi  MEIWIMHCKOIO TNPUMEHEHUWs, 34 BbIJAYy pa3pelieHUuss Ha NPOBEIACHHUE
KJIMHUYECKOTO MCCIEAOBAHUS JICKAPCTBEHHOTO Ipernapara uisi MEAULIHUHCKOTO NMPUMEHEHUs, 34
MIPOBEICHUE DKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN Ipenapar JJisl MOIy4YeHUsl pa3perieHus
Ha  [OPOBEACHHUE  MEXKAYHAPOAHOIO  MHOIOLICHTPOBOIO  KIMHUYECKOIO  HCCIIENOBAHUsA
JIEKAPCTBEHHOTO IIpernapara Uil MEAUIUHCKOIO IPUMEHEHUs, 3a BbIIAYy pa3pelieHus Ha
IIPOBEJICHUE MEXAYHAPOJHOIO MHOTOLIEHTPOBOTO KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
rpemnapara s MEIALMHCKOrO ITPUMEHEHHS, 32 IPOBEACHUE dTUUYECKOM IKCIIEPTU3BI, IKCIIEPTU3BI
JOKYMEHTOB Ha JICKAPCTBEHHBIM IIpemnapar Uil IIOJyYEHHUs pa3pelleHuss Ha NPOBEICHUE
IIOCTPETUCTPALIMOHHOIO  KJIMHUYECKOIO  MCCIENOBAaHUSA JICKAPCTBEHHOIO IIpemnapara i
MEIUIMHCKOIO MPUMEHEHMS, 33 BbIJAa4y pa3pelICHHs] Ha NPOBENCHUE MOCTPETMCTPALMOHHOIO
KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpenapara i MEIULIHMHCKOTO NPUMEHEHUs, a
TaKK€ CBEICHHUS O BBIJIaBaeMbIX (TPEIOCTABISIEMBIX) YIOJTHOMOYECHHBIMU (enepanbHbIMU
opraHamM¥ HCIIOJIHUTEIbHOW BJIACTH JOKyMEHTaX (CBEICHMSX), YKa3aHHBIX B MyHKTe 12 wactu 2
HACTOAILEH CTarbM, YINOJIHOMOUYEHHBIM (QenepaibHblii OpraH MCIOJIHUTENIBHOM  BIIACTU
3aMpaniuBaeT B TOPSAJIKE MEXKBEIOMCTBEHHOI'O 3JIEKTPOHHOTO B3aUMOJEHCTBUA. (/ononnenue

yacmoito - Dedepanvruiti 3akon oT 27.12.2019 Ne 478-D3) (B peoakyuu Dedepanvroco 3aKoHa
ot 30.01.2024 No 1-®3)
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3. B cpok, He mpeBbIMAONIMN TpeX padoumx MHEW CO JHS HalpaBlICHUS B JTUYHBIN
KaOWHET YIOJIHOMOYEHHOTO (hefepalibHOTO OpraHa MCIOJHUTEIBHON BIIACTU B €IMHON CHCTEME
yKa3aHHOTO B MyHKTE | yacTu 2 HACTOAIIECH CTaThbW 3asBJICHUS U HEOOXOIWMBIX JTOKYMEHTOB,

YIOJIHOMOUYEHHBIN (heepalibHblil OpraH MCIOJHUTEIbHOU Bnactu: (B pedakyuu Dedepanvroco
3axona ot 30.01.2024 Ne 1-®3)

1) npoBoAMT TPOBEPKY MOJHOTBI W JOCTOBEPHOCTH CBEICHMI, COJAEpKAIIUXCA B
MIPEJCTABICHHBIX 3asBUTEIEM JTOKYMEHTAX;

2) NpPUHHUMAET pELIEHHWE O TMPOBEACHUM SKCIEPTU3bl JOKYMEHTOB [UISl TOIY4YEHUS
paspeleHusl Ha MpOBEACHHE KIMHHUYECKOTO MCCIEeI0BaHUs JIEKapCTBEHHOTO Ipemnapara Jis
MEIUITTHCKOTO MMPUMEHEHHUSI U ATUYECKON AKCIIEPTU3bI MK 00 OTKa3e B MPOBEJACHUHU yKa3aHHBIX
AKCIIEPTHU3;

3) HampaBJEICT 3ajdBUTCIIIO ITOCPCACTBOM CAMHOIO IIOpTaJla WM B JUYHBIA KaOWHET
3asBUTEIIS B €IMHOM CHCTEME IOAIKMCAHHOE YCHJ'IGHHOI\/JI KBaHH(bHHHpOBaHHOﬁ BHGKTpOHHOﬁ
noANMChIO YBECAOMIICHUC O IIPHUHATOM PCIICHHUN b0 B CIydacC IpPHUHATHA PCUHICHHA 00 oTKaze

TaKkkKe C YKa3aHWEM TPUYUH Takoro oOTkasza; (B pedaxyuu DedepanvHoco 3aKOHA
ot 30.01.2024 Ne 1-®3)

4) HaIpaBJIsICT B JINYHBIM KaOWHET OKCIICPTHOI'O YYPCIKIACHUA B G,HHHOﬁ CHUCTCEMC U
JIMYHBIA KAaOMHET COBETa IO DTHKE 3aJannd Ha HOPOBCACHHUEC COOTBCTCTBYIOIIUX OJKCIICPTUS,

MOJIMMCAHHbBIE YCUJICHHBIMH KBAJTU(UIIMPOBAHHBIMU AIIEKTPOHHBIMU TOAMUCIMH. (B pedaxyuu
@edepanvrozo 3axona ot 30.01.2024 No 1-D3)

4. B cinydae BBISIBICHHMS HENOJHOTHI W (MJIM) HEAOCTOBEPHOCTH WH(OPMALINH,
COJIEpIKaIllelCsl B TMPEACTABICHHBIX 3asSBUTEIEM JOKYMEHTAax, YIOJTHOMOYEHHBIN (enepanbHbIi
OpraH HMCTOJHUTEIBHOW BIACTH HANPABISAET B JWYHBIA KaOWHET 3asBUTENS B €AUHONU CHCTEME
3anpoc 00 yTOYHEHUH yKa3aHHOW MH(OpMAaIUU, TOAMUCAHHBIN YCHUICHHON KBaTu(UIUPOBAHHON
AJIEKTPOHHOW MOAMKCHIO. 3asiBUTENb OOS3aH HANPABUTh B JIMYHBIM KAOMHET YIIOJIHOMOYEHHOTO
(denepanbHOr0 OpraHa MCIOJIHUTEIbHON BJIACTH B €QMHOW CUCTEME IMOANUCAHHBIN YCHUIECHHOU
KBAIM(DUIIMPOBAHHON  DIEKTPOHHOM  TOAMHMCHIO OTBET Ha  3alpoC  YIOJIHOMOYEHHOTO
(denepanbHOTO OpraHa UCHOJHUTEIBHON BJIACTH B CPOK, HE MPEBBIMIAIOIINNA EBIHOCTAa PaOOINX
JTHEN CO JHS TOJIyYeHHs YMOJHOMOYEHHBIM (heJepalbHbIM OPraHOM HCIOJIHUTENIHON BIIACTU
ANIEKTPOHHOIO YBEAOMIJICHHSI O IOJYYEHUH 3asBuTeneM 3ampoca. CpokK, yKa3aHHbBIM B 4acTu 3
HACTOSALIEH CTaThb, IPUOCTAHABIMBAETCS CO JHS HAINPABJICHUS B JIMYHBIM KaOWMHET 3asiBUTENS B
€IMHON crucTeMe 3ampoca YIoJIHOMOUEHHOTO (hefepaibHOro OpraHa UCIOTHUTEIHHON BIACTH 10
JTHST HAITPaBJICHUSI B TUYHBIA KAOMHET YIIOJHOMOYEHHOTO (eiepaabHOTO OpraHa UCIOTHUTEIHHON
BJIACTH B €IMHOM CHCTEME OTBETA HA 3alPOC Y HE YUYUTHIBACTCS MPU UCUUCIEHUH CPOKA MPUHATHUS
YIOJHOMOUYEHHBIM (heJiepaibHbIM OPraHOM HCIOJHUTENIBHON BIACTH PEIICHUS O IMPOBEICHUU
JKCHEPTU3bl JOKYMEHTOB JUId IIOJNYyYE€HUs pa3pelieHus Ha IPOBEICHUE KIMHUYECKOIO
UCCIIEIOBAaHUSl JIEKAPCTBEHHOIO IIpernapara Juisi MEIUIMHCKOIO TNpUMEHEHUs. (B pedaxyuu
@eoepanvrozco 3axona ot 30.01.2024 No 1-D3)

5. OcHoBaHHEM Ul OTKa3a B NIPOBENCHUM SKCIEPTHU3bl JOKYMEHTOB JUISl IOJTYYEHHUS
pa3pelIeHHs] Ha MPOBEACHUE KIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOIO Ipenapara Juis
MEULMHCKOIO MPUMEHEHUS WM ITUYECKOM DKCIIEPTU3bI SBIIIETCS IPEACTABIEHUE JOKYMEHTOB,
NPEeIyCMOTPEHHBIX YacThlO 2 HACTOAINICH CTaThbM, B HEMOJHOM OO0bEeMe, HEeNpEACTABICHUE
3asBUTEJIEM B YCTAHOBJIEHHBIN CPOK OTBETA HA yKa3aHHBIM B 4acTU 4 HACTOAILEH CTaThbU 3alpocC
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YIOJHOMOYEHHOTO (peiepanbHOrO OpraHa HCIOJMHUTENIbHON BJIacTH JHOO OTCYTCTBHE B
MPEICTAaBICHHBIX JOKYMEHTAaX HWCUYEPIBIBAIONICTO MEpeyHss HeoOXoauMou HuH(OopMauu wiu
nH(pOpMaILMK, KOTOpas TOJIKHA ObITh OTPaKEHA B HUX, a TAK)KE OTCYTCTBUE CBEJECHUHN, KOTOPHIE B
JAJIbHENIIEM ITOATBEPKIAKOTCS IIOCPEACTBOM MEKBEIOMCTBEHHOT'O DIIEKTPOHHOTO
B3aUMOJICHCTBUS, O (hakTe yIUIaThl TOCYAapCTBEHHOW TMONUIMHBI 32 MPOBEACHHE 3TUYECKON
AKCIIEPTHU3BI, SKCIIEPTU3bI IOKYMEHTOB Ha JIECKAPCTBEHHBIN Mpenapar IJs MOJyYeHUs pa3pelieHus
Ha MPOBEJACHUE KIMHUYECKOIO HCCIEHOBAHUS JIEKAPCTBEHHOTO Ipemnapara s MEAULUHCKOTO
MPUMEHEHMS, 32 BbIAAYy pa3pellCHHUs Ha MPOBEACHUE KIMHUYECKOIO  HCCIEIOBAHUS
JIEKAPCTBEHHOTO IIperapara Juid MEIULMUHCKOIO NPUMEHEHHUs, 3a MPOBEIACHUE DKCIEPTU3bI
JOKYMEHTOB Ha JIEKapCTBEHHBIM Mpemnapar Ui IOJyYEeHUs pa3pelieHusi Ha MPOBEICHUE
MEKIyHAPOJHOTO MHOTOLEHTPOBOTO KIMHUYECKOTO HMCCIEAOBAHUSI JIEKAPCTBEHHOTO Mpernapara
JUISL. MEAMIIMHCKOTO MPHUMEHEHHUs, 3a BBIJAYy pa3pelICHHs] Ha TMPOBEICHUE MEKIYHAPOJHOTO
MHOTOLIEHTPOBOIO KJIMHUYECKOIO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara i MEAULUHCKOTO
IIPUMEHEHUS, 3@ I[POBEACHUE OJTHUYECKOM OKCIEPTU3bL, JKCIEPTU3bl JTOKYMEHTOB Ha
JIEKapCTBEHHBIN Ipenapar Uisl NOJyUYEeHUs pa3pellieHrs Ha MPOBEIECHUE MOCTPErUCTPALIMOHHOTO
KJIIMHUYECKOTO HMCCIEAOBaHUs JICKAPCTBEHHOIO Mpenapara JJjisi MEIUIUHCKOTO MPUMEHEHHMs, 3a
BbIJJa4y pa3pelliCHHs] Ha MPOBEACHUE MMOCTPErUCTPALMOHHOTO KIMHHUYECKOTO MCCIEIOBAHUS

JIEKapCTBEHHOTO Mperapara Jjisi MEIUIIMHCKOTo puMeHeHus. (B pedaxyuu PedepanbHo2o 3aKoHa
ot 30.01.2024 Ne 1-®3)

6. IIpoBeneHue sKCHEpTU3bl JTOKYMEHTOB /I TMOJYYEHUs pa3peuieHus Ha MpPOBEICHHE
KJIMHUYECKOTO HCCJIEJOBAaHUS JIEKAPCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO TMPUMEHEHUS U
ATUYECKOMN HKCMIEPTU3bI, COCTABICHUE KOMUCCHUEHN IKCIIEPTOB U COBETOM I10 ATHUKE 3aKJIIOUECHHU O
BO3MOXXHOCTH WJIM HEBO3MOXXHOCTH TPOBEJACHHS TAaKOTO KIMHUYECKOTO HCCIEHOBAHMS,
MOJIMUCAHUE 3aKJIIOYEHUN YCUJICHHBIMU KBAJIU(PUIIMPOBAHHBIMU SJICKTPOHHBIMU MOAMUCIMU U
HaIpaBJeHUE JaHHBIX 3aKIIOYCHUHN B JIMUYHBIA KAOMHET YMOJHOMOYEHHOTO (efiepaibHOrO OpraHa
HCTIOJIHUTEILHON BJIACTU B €AMHOM CHCTEME OCYUIECTBISIIOTCS B CPOK, HE IPEBBIMIAIOIINAN
JIBAJIIIATH TIATH pabovmX JTHEHW CO JHS HANPaBICHUS B JUYHBIA KAOWHET SKCTICPTHOTO YUPESIKICHUS
B €IMHOM CHCTEME 3aJlaHusl YIIOJITHOMOYEHHOTO (peepasbHOrO opraHa UCIOJHUTEIBHOW BIIACTU C
MPUJIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B yHKTax 3, 4, 10, 11 u 11! wacTu 2 Hacrosmeil cTarThy,
Y HamnpaBJeHUss B JIMYHBIA KaOMHET COBETa MO OTUKE B E€IUHOM CHCTEME 3aJlaHus
YIOJTHOMOYEHHOTO (hesiepaIbHOTO OpraHa UCIIOTHUTEILHON BIACTH C MPUIOKEHUEM JTOKYMEHTOB,
yKa3aHHBIX B IMyHKTaX 3 - 6 u 9 wactu 2 HacTosAIIeH CTaThu. (B pedakyuu DedepaivHoco 3aKoHa
ot 30.01.2024 Ne 1-®3)

7. B cpok, He MpEeBBIMIAIONIMN TpeX pabouux JHEW CO JHS HalpaBiIEHUS B JIUYHBIN
KaOMHET YMOJHOMOYEHHOTO (efepalbHOTO OpraHa MCIOIHUTEIBHON BIIACTU B €IMHON CHUCTEME
3aKJTIOUCHUMN, YKa3aHHBIX B YacTU O HACTOSIIEH CTAaThU, YIOJTHOMOYCHHBINH (penepanbHbIi OpraH
WCIIOTHUTEIBHOM BiacTu: (B pedaxyuu @edepanvroeo 3axona ot 30.01.2024 Ne 1-D3)

1) OCYHICCTBILCT OLICHKY IMOCTYIIMNBIONUX 3aKJIIOUCHHU I I OIIPEACIICHUS UX COOTBCTCTBUA
3alaHrAM Ha ITPOBCACHUC COOTBCTCTBYIOIINX SKCIICPTU3,

2) NOpUHUMAET pPEUHICHWE O BbIJAYE pa3pElICHUs] Ha MPOBEACHUE KIMHUYECKOTO
HCCIIEIOBAHUSA JICKAPCTBEHHOIO Ipenapara Uil MEIULMHCKOrO IPUMMEHEHHs, BHOCUT B PEECTP
BBIJIJAHHBIX Pa3pEIICHUI Ha MPOBEICHUE KIMHUYECKUX UCCIEA0BAHUH JIEKAPCTBEHHOTO IIpenapara
COOTBETCTBYIOLIYIO MH(POPMALMIO U HAIPABISAET MOCPEICTBOM E€IMHOTO MOPTaJIa 3asIBUTENIO WIN
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B JIMYHBIN KAOWHET 3asBUTEIIS B SMHON CHCTEME BBIMMCKY U3 PEeCTpa BBIIAHHBIX PAa3peIICHHUIA Ha
MPOBEACHUE KIIMHUYCCKUX UCCIICAOBAaHUN JICKAPCTBEHHOTO Tperapara, MoANMMCaHHY0 YCHICHHON
KBAIM(DUIIMPOBAHHON  3JEKTPOHHOM  MOANUCHIO; (B pedakyuu  DedepanvHoco  3aKoHa
ot 30.01.2024 Ne 1-®3)

3) mpuHUMAaET perieHre 00 OTKa3e B BbIJaue pa3pelleHHs] Ha MPOBEICHUE KIMHUYECKOTO
WCCJIeIOBAaHUsl JIEKAPCTBEHHOTO TMpernapara s MEAWIMHCKOTO MPUMEHEHUS W HalpaBliseT
MOCPENICTBOM €AMHOTO MOpTaJia 3asBUTEIIO WIIA B JTUYHbINA KaOWHET 3asBUTENS B €IMHON CUCTEME
JAHHOE pElIeHHE, MOANUCAHHOE YCHJIEHHON KBadU(UUUPOBAHHOW AJIEKTPOHHOW MOMAINHUCHIO, C
yKa3aHUEM MPUYUH 0TKa3a. (B pedaxkyuu Pedepanvrozo 3axona ot 30.01.2024 No 1-03)

8. OcHoBaHmeM A1 OTKa3a B BbIAAYC paspCliCcHUA Ha IPOBCACHUC KIIMHHUYCCKOI'O
HCCIICOOBAHUS JICKAPCTBCHHOIO IIpfriapara A MCAUIMWHCKOIO IMPHUMCHCHHA ABJIACTCA HAJIMYHUC
3aKJIIOUCHHA KOMHCCHU OKCIICPTOB WM 3aKIOYCHHA COBETA II0 3THKC O HCEBO3MOKHOCTH
IMPOBCACHUSA KIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOIO IIpfliapara i MCIUIMHCKOTO
IMPUMCHCHUSA TI0 PE3YJIbTaTaM IMMPOBCACHHDBIX SKCIICPTU3, ITPEAYCMOTPCHHBIX YaCThIO 6 HaCTOHHleﬁ
CTaThbH.

9. Pemenue 00 OTka3e B MPOBEACHUHM SKCIEPTU3bl JIOKYMEHTOB JUIsl TOJXYYEHUS
pa3pellIeHHs] Ha IPOBEIACHUE KIMHUYECKOIO HCCIEAOBAHUS JIEKAPCTBEHHOIO IIpenapara Juis
MEIUIMHCKOTO MPUMEHEHHUS U 3TUYECKOW SKCIEPTU3bl U B BbIJAYE PA3pPEIICHUs] HA MPOBEICHUE
KIIMHUYECKOTO HCCIENOBaHUs JIEKAPCTBEHHOIO TNpernapara JUuisi MEIUIMHCKOTO IMPUMEHEHUS
MOXET OBITh O00XKaJOBaHO B TMOPSJAKE, YCTAHOBICHHOM 3aKOHOJATENbCTBOM Poccuiickoii
Odenepanuu.

(Cmamuws 6 pedaxyuu Dedepanvroeo 3axona ot 22.12.2014 Ne 429-03)

Crates 39'. DTHyeckas HKkcnepTH3a

1. DTuueckas OKCIICPpTHU3a MPOBOAHUTCA COBCTOM IIO OTHUKC, CO3JaHHBIM B IIOPAAKEC,
YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM (beﬂepaJ'IBHBIM OpraHoM HWCHOJHUTEIbHOM BJIaCTHU, B LCIAX
BblIJJa49M 3aKJIFOUCHUA 00 3THYECKO 000CHOBAHHOCTU BO3MOXKHOCTH IMPOBCACHUS KIIMHUYCCKOI'O
HCCIICAOBAHUA JICKAPCTBCHHOTI'O IIpCIlapara I MCOAUITUHCKOTO ITIPUMCHCHU.

2. DKcTepTamMu COBETa IO ATUKE MOTYT OBITh TIPEICTABUTEIN MEIUIIMHCKAX OpTaHU3aIlii,
Hay4YHBIX OpraHu3anui, oO0pa30BaTENbHBIX OpraHU3aAIlMid BBICIIETO O0pa30BaHUS, a TaKKe
MPEACTaBUTENN OOLIECTBEHHBIX OpraHU3alliid, PEIUTHO3HBIX OPraHU3AIMI U CPEACTB MACCOBOM
uHpopmanuu. J[aHHBIE SKCIEPThI HE JOJDKHBI HAXOIUTHCS B KAKOW-THOO 3aBHCHMOCTH OT
pa3pabOTYMKOB JICKAPCTBEHHBIX TMPENaparoB W JIPYTUX JIWI, 3aMHTEPECOBAHHBIX B PE3yibTaTax
3TUYECKOUN IKCTIEPTU3HI.

3. Onnara yciiyr 3KCIIEPTOB COBETA I10 3TUKE OCYILECTBIISIETCS HA OCHOBAHUHU JIOTOBOPA,
3aKJIIOYEHHOTO MEXKIYy YIOJHOMOYEHHBIM (peiepajbHbIM OpPraHOM HCIOJHUTEILHOM BJIACTH,
KOTOPBIM CO3/1aH COBET MO JTHKE, M OKCIEPTOM COBETa IO OSTHUKE, 3a CYET OHHKETHBIX
ACCUTHOBAaHUM, TPETyCMOTPEHHBIX YIOJIHOMOYEHHOMY (eepadbHOMY OpraHy HCHOJHUTEIHHON
BJIACTH, KOTOPBIM CO3/IaH COBET I10 3THKE, B (peiepabHOM OIO/IKETE Ha COOTBETCTBYIOLIMHI O]l HA
o0ecrieyeHne €ero NesTeIbHOCTH, B pa3Mepax, ycraHoBieHHbIX [IpaBurensctBom Poccuiickoii
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Oenepanuu.

4. DkcnepTbl COBETa MO JTUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHUM C
3akoHozaresbcTBOM Pocculickoin deneparumn.

4!, TIpu npoBeIeHUHN STHYECKON IKCIIEPTH3BI HE JOMYCKAETCA UCTPEOOBAHNE YKCIIEPTOM Yy
3assBUTENIS] TUOO MHBIX JIMI] MAaTepPHaIOB, HEOOXOAMMBIX IS IPOBEACHUS ITHYCCKOU IKCIICPTH3HI.
B ciydae HeEmOCTaroO4YHOCTH TPEACTABICHHBIX OKCHEPTY MATEpPHAIOB B JIMYHBIA KaOWHET
3asBUTENS B €IMHON CHCTEME YIIOJTHOMOYCHHBIM JIMIIOM COBETA 10 STUKE HAPABIISETCS 3alpoc O
Npe/CTaBICHUN HEOOXOAMMBIX MaTepHalioB, MOIANMMCAHHBIN PYKOBOAUTENEM (YIOJTHOMOYCHHBIM
JUIIOM) COBETa MO 3THUKE C HMCIOJb30BAHMEM YCHWJIECHHON KBAIM(PHUIIMPOBAHHON AIIEKTPOHHOM
MOJIMCH, a TaKXe HampaBisIeTCs YBEIOMJICHHE OO0 YKa3aHHOM 3ampoce B JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO  (efiepalbHOTO  OpraHa  HWCHOJHHUTEIBHOW  BIACTH B CIUHOWU
cucreme. (ononnenue yacmoto - @edepanvuwiii 3axon ot 30.01.2024 Ne 1-03)

4?. 3asBuTenpb 00S3aH HATIPABUTH B JIMUYHBIA KAOMHET COBETA 110 YTHKE B €JIMHON CHCTEME
MOJIMMCAHHBINA YCUJIEHHON KBAJIU(DHUIIMPOBAHHON JJIEKTPOHHOW TMOAMKMCHIO OTBET Ha 3alpoc O
MPEICTABICHUN HEOOXOAWMBIX MAaTepUANIOB COBETYy IO JTHKE B CPOK, HE MPEBBIMIAOIINN
JEeBSIHOCTA pa0O4YMX THEH CO JHS MOJTYYEHHs] COBETOM IO 3THUKE 3JIEKTPOHHOTO YBEIOMIICHHUS O
NOJTYYCHHUH 3asBUTENIEM YKa3aHHOTO 3ampoca. BpeMs co JHsS HampaBieHHS COBETOM IO ATHKE B
JUYHBIA KaOWHET 3asBUTENIS B CIMHONW CHCTEME 3alpoca O TPEACTABICHUH HEOOXOIMMBIX
MaTepuaJIoB J0 JHS HANpaBJICHUS 3asBUTEICM B JMYHBIA KaOWHET COBETA 1O ITHKE B CIUHON
CHCTeME OTBETa Ha YKa3aHHBIN 3allpoCc HE YYUTHIBACTCS TPU HMCUYHUCICHUH CPOKa TPOBEICHUS
ATUYECKOMN IKCIIEPTHU3HL. ({ononnenue wacmoio - Pedepanvusiii 3akor oT 30.01.2024 No 1-D3)

5. CocraB coBeTa IO 3THUKE, NOJOKEHHE 00 3TOM COBETE, NOPSAAOK €ro IESTEIbHOCTH,
TpeOOBaHMS K KBaJTU(UKAIIUU U OIBITY pabOTHI 10 AKCIIEPTHON OLIEHKE HAyYHBIX, MEIUIIMHCKUX U
OTUYECKUX  aCHEKTOB KIMHUYECKHUX  MCCIECJOBAHMI  JIEKAPCTBEHHBIX  IpenaparoB  AJis
MEIULMHCKOTO IPUMEHEHUS, MNPEAbSIBISIEMBbIE K JKCIIEpTaM COBETa IO 3THKE, IOPSIOK
OpPraHM3allMd W TIPOBENEHUS AITHUUYECKOW HKCIEPTU3bl, (pOopMa 3aKIIOYEHHs COBETA IO JTUKE
YCTaHABIMBAKOTCS YIOJIHOMOYEHHBIM (peiepalIbHbIM OPTaHOM HCIIOJIHUTENBHON Biactu. Yucio
IpeCTaBUTENEH MEIUIIMHCKUX OPraHU3alMii He MOYKET MPEBbIIIATh MTOJIOBUHY OT OOIIEro 4uciia
9KCIIEPTOB COBETA IO ITHKE.

6. Hudopmauusi o coctaBe coBeTa IO JTHKE, IUIaHAX €ro padoThl U TEKylIe
JESITENFHOCTH pa3MellaeTcss Ha O(QUIIMANIbHOM CaiiTe YMOJIHOMOYEHHOTO (hefepaibHOro OpraHa
UCTIOJTHUTEIBHOMN BiacTu B ceTH "MHTepHET" B yCTaHOBIEHHOM UM HOPSAKE.

(Llononnenue cmamoeii - @edepanvhsiii 3axon oT 22.12.2014 Ne 429-D3)

Crarbs 40. IIpoBenenne KIMHUYECKOTO UCCIECTOBAHUSA JEKAPCTBEHHOI0
npenapara JJsi MeJUIMHCKOT0 NPUMEeHeHUs!

1. PYKOBOI[I/ITCJ'II) MCHHHHHCKOﬁ OpraHusanuu, KoOTopasa HIpOBOAUT KIIMHHYCCKOC
HCCIICAOBAHUC JICKAPCTBCHHOI'0 Ipfrapara ajdsd MCAUINHUHCKOIO MNMPHUMCHCHHA, HA3HA4YACT
HCCIICAO0BATCIIA, OTBCTCTBCHHOI'O 3a MPOBCACHUC TAKOIO0 HMCCICAOBAHHA WM MMCIOIICTO J'IC‘-IG6HYIO
CIICHHNaJbHOCTD, COOTBCTCTBYIOIIYIO IIPpOBOAUMOMY KIIMHUYCCKOMY HCCIICA0OBAaHMUIO
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JIEKapCTBEHHOTO TIperapara, co CTakeM paboThl MO MporpaMMaM KIMHHYECKUX HMCCIICOBAHUIMA
JICKaPCTBEHHBIX IMIPENaparoB HE MEHEE 4YeM TPHU TOJa M IO €ro NPEIOKECHHI0 Ha3HA4acT
couccienoBareyel M3 4YWCiIa Bpaded dTOW MEIMIIMHCKOM opraHuzanuu. (B pedaxyuu
@Dedepanvroco 3axona ot 22.12.2014 Ne 429-D3)

2. HccnenmoBatenb OCYHIECTBISET BBHIOOp MAIMEHTOB, KOTOPHIE MO MEAUIIMHCKUAM
MOKA3aHMUSIM MOTYT OBITh MPUBJICUYECHBI K YIACTUIO B KIMHUYECKOM HCCIICIOBAHUU JICKAPCTBEHHOTO
npenapara JJiss METUIUHCKOTO MPUMEHEHUS.

3. HccnenoBarenb M COUCCIENOBATENN JIOJDKHBI OBITH O3HAKOMJIEHBI C pe3yJbTaTaMu
JOKJIMHUYECKOTO HCCIIEOBAaHUSl JIEKAPCTBEHHOTO CpEACTBA, COIAEpKAIlMMUCA B Opolope
HCCIIE0BATENIs, IIPOEKTOM IIPOTOKOJIA KIIMHUYECKOTO HUCCIIENOBAaHUs JIEKApCTBEHHOIO Ipernapara
JUIST MEIUIIMHCKOTO TPUMEHEHHs, pa3pabOoTaHHBIM pa3pabOTUMKOM JIEKAPCTBEHHOT'O Ipernapara
WY UHBIM FOPUIMYECKUM JIMLOM, NPUBIEKAEMBIM K OpraHU3alMy MHPOBEICHHS KIMHUYECKOTO
UCCJIENOBAHUA JIEKaPCTBEHHOIO Ipemnapara Uil MEIMIUHCKOTO IPUMEHEHUs, U JIPYyTUMH
MaTrepuasaMy TaKOTro UCCIIEN0BAHUS.

3!, PykoBomuTenh MEAUIMHCKON OPraHU3alMy B CPOK, HE MPEBHILIAIOMIUNA TpeX pabodunx
JHEW CO JIHs HadaJia MPOBEICHUS KIIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOTO Ipernapara s
MEAMIIMHCKOTO TMPUMEHEHHUs, cOoo0maer o0 3TOM B YIOJIHOMOYEHHBIN (enepanbHblii OpraH
VICTIOJIHUTEJIbHOM BJIACTH, BBIAABIIMM Pa3pelIEHWE HA MPOBEIACHUE TAKOTO HWCCIEIOBAHUSA, IO

yCcTaHOBIIEHHON UM opMme. (Honornenue uacmoio - @edepanvubiii 3axon ot 29.11.2010 Ne 313-
®3)

4. OpraHu3zanuy, OCYIIECTBISIONINE OpPraHU3alMi0 MPOBEIEHUS  KIMHUYECKOTO
MCCIIEZIOBAHUS JICKAPCTBEHHOTO MIpernapara Juisi METUIIMHCKOTO MPUMEHEHHS M YKa3aHHbIE B 4YaCcTH
3 cratbu 38 HacTosero denepaibHOrO 3aKOHA, B Cllydyae HEOOXOJUMOCTH BHECEHUS U3MEHEHUN
B TPOTOKOJI KJIMHUYECKOTO WCCIEAOBAHMS JICKAPCTBEHHOTO TIperapara JUisli MEIUIIMHCKOTO
MPUMEHEHHUST COOOIMA0T 00 ATOM B YMOJHOMOYEHHBIN (enepaabHbIi OpraH HCIOTHUTEIHLHON
BJIACTH, BBIJABIIMI pa3pelieHUEe Ha MPOBEACHHE TAKOTO HMCCIEAOBAHMS, 110 YCTAHOBJIECHHOW KM
dopme. (B peoakyuu Dedepanvrozo 3axkona ot 11.10.2010 Ne 271-D3)

41. <D0pMa COO6]J.[€HI/IH O BHECECHMU M3MEHECHMUH B IMPOTOKOJ KIMHUYCCKOIO UCCIICIOBAHUS
JICKAapCTBCHHOT'O IIpfrapara A1 MCAWIHUHCKOrO IIPUMCHCHHUA OOJDKHA COACPKATH CICAYIOHIIUC
CBCICHUA:

1) HammeHOBaHWE, WACHTH(PUKAIMOHHBI HOMEpP M Jara TMPOTOKOJa KIMHHYECKOTO
HCCIICIOBAHUS,

2) Jara BHCCCHMUA W3MCHCHUM B IMPOTOKOJ KIMHUYCCKOI'0 UCCICAOBAHUA,
3) HAMMCHOBAHHUEC U MCCTO HAXOXIACHU 3asABUTCIIA,

4) HaMMEHOBAaHHWE OpraHW3allid, MPHUBICUEHHON pPa3pabOTYMKOM JIEKAPCTBEHHOTO
npenapara K OpraHu3aluy MPOBEACHUS KIMHUYECKOTO UCCIIEe0BaHUS (MPU HAJTUUHH);

5) HaMMEHOBaHUS W MeECTa HaXOXKJICHHUS MEAUIIMHCKUX OpraHu3aliii, B KOTOPBIX
IIPOBOAUTCA KJIMHUYECKOE UCCIIEIOBAHUE;

6) aTa BbIJIauM pa3pelieHus] Ha IPOBEICHUE KIIMHUYECKOTO UCCIIEI0BAHNS U HOMEP 3TOrO
paspeneHus;

7) N3MCHCHU A, BHOCUMBIC B ITPOTOKOJI KIIMHUYCCKOT'O UCCIICAOBAHM.
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(Llononnenue yacmoio - @edepanvuowiil 3axon ot 11.10.2010 Ne 271-D3)

5. B cpok, He mpeBbIIAIONIMN IBaAUAaTH BOCBMHU pabO4YMX THEH €O JHS MOJIy4YECHHS
YKa3aHHOTO B 4acTHU 4 HACTOSIIEN CTaThu COOOIIECHMSI, YIOJTHOMOYEHHBIN (efepalbHblil Opran
UCTIOTHUTEIPHOM BIIACTH PACCMATPUBAET 3TO COOOIICHWE B YCTAHOBJICHHOM WM TOPSIKE U
MPUHUMAET pEUIEHUE O BHECEHWH W3MEHEHHM B MPOTOKOJ KIMHUYECKOTO HCCIENOBAHUS
JIEKapCTBEHHOTO Tpernapara Jjisi MEIUIIMHCKOTO MPUMEHEHHS WM 00 OTKa3e BO BHECEHHH TaKUX
W3MEHEHHUM, TOJMUCAHHOE YCHUJIEHHOM KBaJIU(UIMPOBAHHOW HIEKTPOHHOM  MOJIKUCHIO,
IIOCPEJICTBOM HAIpaBJIEHUSI COOTBETCTBYIOLIETO PEIICHUS B IMYHBIM KaOUHET 3asBUTENS B €AMHON
cucreme. [Ipu paccmoTpeHnu cooOieHusI 0 HeOOXOJUMOCTH BHECEHUS U3MEHEHUN B MPOTOKOI
KJIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO Mpernapara Uil MEOUUUHCKOTO NPUMEHEHUS B
IEJISX OLIEHKH 0O0OCHOBAaHHOCTH TPENaraéMbIX M3MEHEHHUM M OMPEACIICHUs CTETICHH pUcKa AJis
MalMEHTOB, NPHUHUMAKIMINX YyYacTUE B KIMHUYECKUX MCCIEIOBAHUAX, YIIOTHOMOYEHHBIM
(denepanbHbBIM OPraHOM MCIOJHUTEILHOM BIACTH MOTYT IPUBIIEKATHCS SKCIIEPTHI COBETA MO ITHUKE
U (W) DOKCIepThl OKCIEPTHOTO YUpeKIAeHUs. (B pedaxyuu pedepanvuvix 3aKoH08
o1 22.12.2014 Ne 429-®3, ot 30.01.2024 Ne 1-®3)

6. KiumHnueckoe WuCCIeNOBaHUE JIEKAPCTBEHHOIO Ipenapara Uil MEIUIMHCKOTO
IPUMEHEHHUS] MOXKET OBbITh IPUOCTAHOBIEHO WJIM MPEKPALIEHO, €CIU B MPOLIECCE €ro MPOBEIECHUS
oOHapy»eHa ONAaCHOCTb JJI KU3HU, 3J0POBbs MALMEHTOB. B cilyuae BOZHUKHOBEHUS! OMACHOCTU
JUTSL )KM3HU, 3[I0POBbS MAIlMEHTAa, YYACTBYIOIIETO B KJIMHUYECKOM MCCIIEIOBAHUM JIEKAPCTBEHHOTO
npenapara i MEAUIIMHCKOTO MPUMEHEHHS, MCCIEA0BaTeNN 00s3aHbl MPOUH(POPMUPOBATH 00
3TOM PYKOBOJIMTENSI MEIULMHCKOW OpraHU3alid M OPraHW3alyio, MOJYYUBINYIO pa3perieHue
YIOJIHOMOUYEHHOTO (pe/iepaIbHOrO OpraHa UCIOJIHUTENbHOM BJIACTH HA OPraHU3aIMIO TPOBEICHUS
KJIMHUYECKOTO HCCIIEIOBAaHUSl JIEKAPCTBEHHOIO Ipemnapara. PemnieHne o0 MNPUOCTaHOBIEHUU
KJIMHUYECKOTO MCCIIEOBAaHUS JIEKAPCTBEHHOIO Ipernapara Uil MEAMIMHCKOIO IMPUMEHEHUs
MPUHUMAIOT PYKOBOJUTENb MEIUIMHCKON oOpraHu3anvd u (WiIM) OpraHu3alusi, MOJydYrBIIAs
paspernieHne YrnoJIHOMOYEHHOTO (eIepaJbHOTr0 OPraHa UCTIOTHUTEILHON BIACTH HA OpraHU3alUIo
MPOBEACHUS KIMHUYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOIO IIpernapara Juisi MEAULUHCKOTO
IPUMEHEHHUS], PEIICHUE O NPEKPALIEHUU TAKOrO MCCIIEIOBAHUS NPUHUMAET YIIOJIHOMOYEHHBIN
(benepanbHbIil OpraH UCHOJIHUTEIBHON BIACTH HAa OCHOBaHHM COOOIICHHUS B MUChMEHHOU (hopme
PYKOBOAMUTENS MEIUIMHCKOM OpraHu3allid WIM OpraHu3alus, MOJy4YUBIIAsS pa3perieHue
YHIOJHOMOYEHHOTO (peiepaibHOr0 OpraHa UCTOIHUTEIBHON BIACTH HA OPTaHU3AIUI0 POBEACHMUS
KJIIMHUYECKOT'O MCCJIEI0BAHMS JIEKAPCTBEHHOIO Mperapara JJisi MEAUIMHCKOTO TPUMEHEHHS.

7. B cpok, He MpeBbILAONINHN MSTH pabouuX THEH cO AHS 3aBEpPUICHHUS, TPHUOCTAHOBICHUS
VI TIPEKpaNICHUS KJIMHUYECKOTO MCCIIeIOBAHUS JIEKApCTBEHHOTO Mpernapara A MEIUIIMHCKOTO
MIPUMEHEHUS, COOOIIeHIE 00 TOM HAMpaBIsAETCA OPTaHU3AIUSAMHU, YKa3aHHBIMUA B YaCTH 3 CTaTbU
38 mHacrosmero @denepadbHOrO 3aKOHA, B  YIOJIHOMOYEHHBIM  (enepaibHBIi  Opran
WCIIOJIHUTEIHHOM BJIACTH IO YCTAHOBIIEHHOM UM (opMe.

8. dopma cooOmeHuss O 3aBEpUICHUH, NPUOCTAHOBICHUM WM MpeKpalleHun
KIIMHAYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOTO TIpermapara JUisi MEAWIIMHCKOTO TMPUMEHEHHUs
JOJ’KHA COAEPIKATh:

1) I/IH(I)OpMaI_[I/IIO 0 MCHHHHHCKOfI OopraHu3anuu WiIn MCAUIHUHCKUX OpPraHnu3alusix,
IMPOBOAUBIINX JAaHHOC NUCCIICJOBAHUC,

2) onucaHue JAHHOTO UCCIEIOBAHMUS;
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3) namHble wWccnemoBarens ((paMuiIns, WMs, OTYECTBO, MECTO paldOThI, 3aHUMaeMas
TOJDKHOCTh, CIIEMATBHOCTh, CTaXX pPabOThl MO TMporpaMmaM KIMHUYECKUX HCCICAOBaHUMN
JIEKapCTBEHHBIX  IpernaparoB, TMEpeYeHb KIMHUYECKUX  HCCIAEAOBAaHUN  JICKAPCTBEHHBIX
IpenaparoB, B KOTOPHIX OH MPUHUMAJT y4dacTue (TIEPUOJbl y4acTHs) B Ka4eCTBE HCCIIEIOBATEIIS
WM couccienonarens); (B pedaxyuu @edepanvrozo 3akona ot 11.10.2010 Ne 271-D3)

4) pe3ynbTar IaHHOTO HCCIEAOBaHUs (3aBeplICHUE, TPUOCTAHOBICHNUE WM TIPEKpaIlleHNue
JAHHOTO MCCJICIOBAHMS C YKa3aHWEM WX MPUYMH U BIHMSHUS HA OIICHKY €0 PE3yJIbTaTOB, OOIIYIO
OIICHKY PUCKA M OXKHMJIA€MOM TMOJIb3bI OT MPUMEHEHHUS UCCIIEIyEeMOro JEKapCTBEHHOTO Ipernapara,
a TakKe MpernoiaraeMble JajdbHenIe qeUCTBU).

8!. ITpu BBIsBIEHNN (heaepanbHBIM OPraHOM HCIIONHUTENBHOM BIACTH, OCYIIECTRISIOIIIM
(GYHKIMH TIO KOHTPOJIIO U HAJ30py B chepe 3apaBOOXpaHEHUs, HAPYIICHUN TPaBUJ HaJJIekKAaIeh
KJIMHAYECKOW TMPAKTHUKU TPU TPOBEACHUU KIMHUYECKOTO WCCIEIOBAaHUS JIEKAPCTBEHHOTO
npernapara, BIHAIONIMX Ha TOJHOTY W (WJIM) JIOCTOBEPHOCTh JAHHOTO KJIMHUYECKOTO
UCCIIC/IOBAaHUs, yKa3aHHBIA (pemepanbHblii OpraH HCHOJHUTEIBLHOW BIIACTH TPHOCTAHABIMBACT
MPOBEACHUE JAHHOTO KIMHUYECKOTO HCCIICJAOBAHUS W BBIHOCUT MEAMIIMHCKOW OpraHu3alliu, B
KOTOpPOM TIPOBOAMUTCS JIaHHOE KIMHUYECKOE HCCIIeIOBaHue, Mpeanucanne o0 yCTpaHEeHUU
BBISIBJICHHBIX HapylueHuid. [lpy HeycTpaHeHMM MEIWLIMHCKOW OpraHuW3alueld BBISBICHHBIX
HapylmIeHUH B YCTAHOBIIGHHBIM B TMPENNUCAHUM CPOK YKa3aHHBIA eaepanbHblii  opraxn
UCTIOJTHUTEIPHON BJACTH TNMPUHUMAET pPEIICHUE O TPEKPAIICHUU TPOBEACHHUS KIMHUYECKOTO
WCCJICJIOBAHMS JICKAPCTBEHHOTO TIperiapara U HarpasJsieT B ()eiepaibHbIi OpraH UCTIOTHUTEIHHON
BJIACTH, OCYIICCTBIITIOMNHN (DYHKIIMH TT0 BEIPA0OTKE U PeIN3AINN TOCYIAPCTBEHHON MOIUTUKU U
HOPMATHUBHO-TIPABOBOMY PETYIMPOBAHUIO B chepe 3ApaBOOXpaHEHMsI, 3aKITFOUEHIE O BBISBICHUU
Opyd TPOBEJACHUU JAHHOTO KIMHUYECKOTO HCCIIEOBAHUS HapyIIEHUWN TpaBWil HaJiexalen
KJIMHUYECKOM TPAKTUKH Uil MPUHATHUA pPElIeHUs 00 OTMEHE paspelieHdss Ha OpraHU3aIuio
NPOBEACHUS JIAHHOTO  KJIMHWYECKOTO HCCJICIOBAaHHMSI C JarThl TPUHATHS PEIICHUS O
MIPHOCTAHOBIICHUH NIPOBE/ICHUS KITMHUYECKOTO UCCIIeIOBAHUS JIEKapCTBEHHOTO
npenapara. (Jonornenue uacmoio - Pedepanvhwiii 3axkon oT 22.12.2014 No 429-D3) (B peoaxyuu
@Dedepanvrozco 3axona ot 13.07.2015 Ne 241-D3)

82. Tlpu mnpoBeleHMH KIMHUYECKOTO HCCIEI0BAHMS JIEKAPCTBEHHOTO Ipernapara Juls
MEIUIIMHCKOTO TPUMEHEHHUS B CIydae YTOYHEHHUs (M3MEHEHHs) NaHHBIX, COJCPIKAIIUXCS B
paspelieHn Ha IPOBEACHHME JAHHOIO KJIMHHUYECKOTO MCCIIEIOBAHUSA, HA OCHOBAaHUH
HAMpPAaBJICHHOTO B JUYHBIA KaOMHET yHNOJHOMOYEHHOro (eAepalibHOr0 OpraHa MCHOJHUTEIbHOU
BJaCTM B  €IMHOM  cucreMe  oOpalleHus  3asBUTENS,  IOANKUCAHHOIO  YCHUJIIEHHOU
KBaJIU(PUIIMPOBAHHOM AIIEKTPOHHOM MOAMHUCKHIO, C MIPHIOKEHUEM MOTUBHUPOBAHHOTO 000CHOBAHUS
U JIOKYMEHTOB, TOJTBEPXKIAIOIMIUX HEOOXOAMMOCTh YTOYHEHHSI JAHHBIX, YIIOJIHOMOYCHHBIN
(denepanbHblil OpraH HCIOJIHUTEIBHON BJIACTH B CPOK, HE MPEBBIMIAIONIMN ABAALIATH BOCHMU
pabounx AHEN cOo JHS MOCTYIUICHUS TAaKOro OOpalieHus, BHOCUT U3MEHEHHUS B pa3pelleHue Ha
IIPOBEICHUE KIMHUYECKOTO HCCIECIOBAaHUs JIEKAPCTBEHHOIO IIpenapara Uil MEIUIMHCKOTO
IIPUMEHEHHSI M PEeCTp BBIIAHHBIX Pa3pELICHHUN Ha IPOBEACHUE KIMHUYECKUX MCCIIEIOBAHUM
JIEKapCTBEHHBIX MPENaparoB, a TAKXKE HAMpaBiIsSeT B JTUYHBIA KAOWMHET 3asgBUTENS B €IUHOM
CHCTEME BBINMCKY H3 pPEeCcTpa BBIJAHHBIX pPa3pClICHUHM HA MNPOBEACHUE KIMHUYECKUX
WCCJIeIOBAaHUN JIEKAPCTBEHHBIX IpEnaparoB, MOAMNUCAHHYIO YCHUJICHHOW KBadu(UUIHUPOBAHHON
AJIEKTPOHHOM MOJANUCHIO0, JIUOO MPUHUMAET pelIeHHe 00 OTKa3e BO BHECEHUU H3MEHEHHUI B
pa3pelliecHHEe Ha IIPOBEACHUE KIMHUYECKOIO HCCIIENOBAHUA JIEKAaPCTBEHHOIO IIpemnapara Ui
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MEMIIMHCKOTO TIPUMEHEHUS U HAMpaBISICT B JIMYHBIA KaOWHET 3asBUTEIS B SIMHOW CUCTEME ITO
pelieHue, MOANMCAaHHOE YCHICHHOW KBaTU(UITMPOBAHHON IEKTPOHHOHN MOMITUCKIO, ¢ YKa3aHHEM
MIPUYUH OTKa3a. (/Jononnenue yacmoto - Pedepanvusiii 3akon ot 30.01.2024 Ne 1-D3)

9. YnonHoMoueHHbIH (eaepanbHbI OpraH WCIOJHUTENBLHOM BIACTU OMYyOJIMKOBBIBAET U
pasMemniaeT Ha cBoeM odwuiMadbHOM caiTe B ceTtd "MHTepHeT" cooOlieHue o 3aBepIIcHUH,
MPUOCTAHOBIICHUN WUJIU MPEKPAIICHUH KIMHUYECKOTO MCCIEAOBAHMS JICKAPCTBEHHOTO IMpernapara
JUISL. MEMIIMHCKOTO NMPUMEHEHHUs B CPOK, HE MPEBBIMAOIINA MATH pabouux THEH CO JTHS €ro
NOJTyY€HHUs, B YCTAHOBJIIEHHOM UM MOPSIKE.

10. YmomHomoueHHBIH GeaepanbHblii OpraH HWCIOJHUTEIBLHOW BIACTH OCYIIECTBISET
BEJICHHE pPEecTpa UCCIIEA0BATENEH, TPOBOAAIIMX WM TPOBOAUBIINX KJIMHUYECKUE UCCIIEIOBAHUS
JIEKAPCTBEHHBIX MPENApPaTOB I MEIUIIMHCKOTO IPUMEHEHHUS, B COOTBETCTBUU C YTBEPKIACHHBIMU
UM TpaBWIaMH U pa3MellaeT e€ro Ha cBoeM oduuuanbHoM caiite B cetu "MHrepHer" B
YCTaHOBJIECHHOM MM TNOpAJKE. YKa3aHHBIM peecTp COAEPKUT MHPOPMALUIO, MPEAYCMOTPEHHYIO
MYHKTOM 3 4acTu § HACTOSIIICH CTaThu.

I1. Otuer o pe3ynbrarax KIMHUYECKOIO UCCIEAOBAHUS JICKAPCTBEHHOIO Ipemnapara s
MEIMLIHUHCKOTO IMPUMEHEHUSI COCTABIIETCA OpraHHU3alel, yKa3aHHOM B 4acTu 3 crarbu 38
HacTosero denepanbHOrO 3aK0Ha, U MPENCTABISAETCA B YIOJIHOMOYEHHBIN (efepalbHblil Opran
UCIIOJTHUTENBHON BJIACTH, BBIAABIIMM pa3pelIEeHUEe Ha MPOBEIECHUE ITOTO UCCIEAOBAHUS, B CPOK,
HE TPEBBIMIAIONIMNA JIBEHAJUATH MECSLEB CO JIHS €ro 3aBepIICHHs,, MPUOCTAHOBICHUS WU
MpEeKpalieHusi, B TMOPSAKEe, YCTAaHOBIEHHOM YIIOJIHOMOYEHHBIM (pemepasibHbIM — OpraHOM
WCTIOTHUTEIBHOM BHacTH. (B pedaxyuu @edepanvrozo 3axkona ot 30.01.2024 Ne 1-D3)

12. HapyuieHne mnpaBwiI HaIeKallel KIMHUYECKOM TPAKTUKH, (anbcudukamnms
pPE3y/bTaTOB  KIMHUYECKOTO WCCISHIOBAaHUS JICKApPCTBEHHOTO TIperapara Uil MEAWIIMHCKOTO
MPUMEHEHHUS BIIEKYT 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
Poccniickoit ®enepanuu. (B pedakyuu Dedepanvroeo 3axona ot 22.12.2014 Ne 429-03)

13. Tlpu mpoBeAeHHHM KIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO Npernapara uis
MEIWIIMHCKOTO TMPUMEHEHHUS JOIMyCKaeTcs 3a00p Yy TaIMeHTOB OHMOJOTHYECKUX MaTepHasioB
(oOpa3ibl OMONIOTHYECKUX JKUIIKOCTEH, TKaHEH, CEKPETOB M TMPOIYKTOB >KU3HEACATEIBHOCTU
YeJIoBeKa, (PU3MOJIOTHYECKUX U MATOJOTMYECKUX BBbIIECIECHUM, Ma3KOB, COCKOOOB, CMBIBOB,
MHUKpPOOPraHU3MOB, OMOTICUMHBINA MaTepual) Juis ux uzydenus B Poccuiickoit @enepanuu u (min)
3a  mpeaenamu  Poccuiickoit  ®Depepanuu. (B pedaxkyuu  DedepanvHoco  3aKOHA
oT 22.12.2014 Ne 429-®3)

14. TTopsinok BBO3a B Poccuiickyro dPenepanuio U BbIBO3a 3a Ipeaeibl Poccuiickon
Oenepanuun  OUOJIOTMYECKUX MaTEpHANIOB, TMOJIYYEHHBIX NIPU MPOBEIECHUU KIMHUYECKOTO
UCCIJIEIOBAaHUS JIEKAPCTBEHHOIO Mpernapara Juisi MEIUIUHCKOTO MPUMEHEHUs, YCTaHaBIMBAETCA
[IpaButensctBOoM  Poccuiickoii ~ ®denepauuu. (B pedakyuu  DedepanvHoco  3aKOHA
oT 22.12.2014 Ne 429-®3)

Crarbs 41. JIoroBop 0 npoBeeHUH KJIMHUYECKOT0 HCCIeOBAHMUS
JIEKAPCTBEHHOI0 NMpenapara i MeAUIUHCKOI0 NPUMeHEeHUs!
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I. KiuHuueckoe wuccaeAOBaHUE JIEKAPCTBEHHOIO IMpernapara s MEAUIUHCKOIO
MPUMEHEHUSI TPOBOAUTCS B COOTBETCTBUH C JOTOBOPOM O IPOBEACHUU KIMHUYECKOTO
HCCIIEOBAaHUsl JIEKAPCTBEHHOIO Mpenapara sl MEIUUHUHCKOIO IMPUMEHEHUS, 3aKI0YacMbIM
MEX1y OpraHu3alueld, MNOJyuYMBIIEH pa3pelieHue YIOJHOMOYEHHOro (eAepalbHOTO OpraHa
UCIIOJIHUTEJILHOM BJIACTH HA OPTaHU3alMIO0 MPOBEACHUS TAKOTO HCCIIECIOBAHMS, U MEIUIIMHCKOM
OpraHu3alyen, OCyIIeCTRISAIONIEH TPOBEICHUE TAKOTO UCCIIEIOBAHMS.

2. I[OFOBOp O MPOBCACHUN KIIMHHUYCCKOI'O MCCICAOBAHUA JICKAPCTBCHHOTO IIpCIiapara IJIsd
MCIUIUHCKOI'O IPUMCHCHUA JOJIDKCH COACPIKATD!:

1) ycnoBus v cpoku NMPOBEAEHUS TAHHOTO UCCIIEOBAHNUS;

2) ompeaeneHue oOIEH CTOMMOCTH TMPOTpaMMbl JAHHOTO HMCCJIEIOBAHHUS C YKa3aHHEM
CYMMBI, TIPEHA3HAYAOIICICS )T BBITUIAT UCCIEI0BATEIISIM, COUCCIICIOBATENSIM;

3) ompenenenue (GOpMBI TPEACTABICHUS PE3YJIbTaTOB JAHHOTO HCCIENIOBaHUS B
YIOJHOMOYCHHBIN (hefiepalibHbII OpTaH UCIIOHUTEIHLHOM BIIACTH.

Crarbi 42. DuHaHCOBOE 00ecneYeHHEe KINHUYECKOr0 HCCJIeI0BAHUA
JIEKAPCTBEHHOI0 Mpenapara JJsi MeTUIIUHCKOT0 MPUMeHeHusI

dunancoBoe odecrneueHue KIMHUYSCKOTO HCCIICIOBAHUS JICKAPCTBCHHOI'O IIpCIiapara IJIst
MCAUIUHCKOI'O MMPUMCHCHHA OCYHICCTBIIAACTCA 3a CHCT!

1) cpenct penepanbHOTO OIOIKETA;

2) cpencTB OpraHu3alyii, MOJYYMBIIMX pa3pelieHHe Ha OpPraHU3alMI0 MPOBEACHUS
JAHHOT'O MCCIIEA0BaHus, B COOTBETCTBUH C YCIOBHUIMU JOTOBOPA O €r0 IIPOBEACHUY;

3) MHBIX HE 3allPEUIEHHBIX 3aKOHOATENLCTBOM Poccuiickoit Denepanuy HCTOUHHUKOB.

Crarbs 43. [IpaBa nanmeHToOB, y4aCTBYOIIMX B KIMHUYECKOM HCCJIeI0BAHNH
JIEKApPCTBEHHOI0 NMpenapara JJis MeIUIUHCKOr0 NpUMeHeHUs!

1. Yuactue MaguCHTOB B KIIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOIO IIpCIiapara IJisd
MCIHUIIMHCKOI'O IPUMCECHCHUSA ABJISACTCA }106p0BOJ’IBHHM.

2. TlanpeHT wiIM ero 3aKOHHBIM TIPEJICTABUTEIb JIOJDKEH OBITh HH(POPMUPOBAH B
MUChbMEHHOU (hopme:

1) 0 JICKAapCTBCHHOM TIIpCriaparc g MCEAUOUHCKOTO TIIPUMCHCHUA W CYHIHOCTH
KIMHUYCCKOTO UCCICAOBAHUA 3TOI0 JICKAPCTBCHHOTI'O IIPCIiapara,

2) o 0e30macHOCTH JIEKAPCTBEHHOTO Mpemnapara jis MEAUIIMHCKOTO MPUMEHEHHS, €ro
okusiaeMon 3PEKTUBHOCTH U CTEIICHU pUCKa JJIs MaIUEHTA;

3) 00 YCIIOBUAX Y4YaCTUA IHAaOMCHTA B KIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOIO
npcernapara 111 MCAUIUHCKOTO ITPUMCHCHHUA

4) O @nmeim wWin n#eipsix MW IIPOAOJDKHUTCIIBHOCTH  KIMHHUYCCKOIO  MCCIICIOBAHUS
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JICKapCTBCHHOTO Mpfrapara aJis1 MCAUMIUHCKOIO IPUMCHCHU

5) o JeHcTBUSX MalMeHTa B Clly4ae HENPeIBUJICHHBIX J(PQPEKTOB  BIHSIHUS
JIEKapCTBEHHOTO Mpenapara Jyisi MEIULUHCKOTO IPUMEHEHHUS Ha COCTOSIHUE €T0 3J0POBbS;

6) 00 yclIoBUAX 0053aTeIBLHOTO CTPAXOBAHUS KU3HHU, 3J0POBbS MAIMEHTA;

7) o rapaHTUSAX KOHPHUIACHIIMAILHOCTH YYaCTHUs MAIUCHTa B KIMHUYECKOM HCCIICIOBAaHUH
JIEKapCTBEHHOI'O Mperapara Iyl MEAULIMHCKOTO IPUMEHEHHUS.

3. Z[O6pOBOJ'ILHOG corilacue IalnueHTa Ha Y4YaCTHC B KIHMHHUYCCKOM MCCICIOBAHUU
JCKapCTBCHHOTO Mmpfcriapara 11 MCAUIHMHCKOIO IPUMCHCHUSA MOATBECPKAACTCA €TI0 MOAIINCHIO UIIN
noANHMChIO €T0 3aKOHHOI'O IMPCACTABUTCIIA Ha I/IH(l)OpMaI_[I/IOHHOM JIUCTKC IIallMCHTA.

4, HaHI/IeHT WM €Tr0 3aKOHHBIN MMpCACTAaBUTCIIb UMCCT IIPABO OTKA34ATLCs OT ydaCTUs B
KIIMHUYCCKOM HCCICAOBAaHUU JICKAPCTBCHHOI'O IIperapara I MCAUIOHWHCKOIO INPUMCHCHHUSA Ha
JIFO0OH CTaauu NPOBCACHUA TAKOI0 MCCICAOBAHMA.

5. [IlpoBeaeHune KIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOTO IIperapara Jyis
MEIUIMHCKOTO MPUMEHEHHUsI C y4acTHEM B KayecCTBE MAIMEHTOB JETEW MOIYyCKAeTCS TOJIBKO C
coracusi B MMCbMEHHOM (popme ux poauTesnel, ycblHOBUTENEH. JleTn MOryT paccMaTpuBaThCsl B
Ka4eCTBE MOTCHIIMAIBHBIX TMAI[MEHTOB TAaKOTO HCCIEAOBAaHUS, TOJBKO €CIU €ro IMpOBEICHUE
HEO0OXOIUMO ISl YKPEIUICHUS 310POBbs JIeTel Uiu NMpopUIaKTUKU MHPEKIIMOHHBIX 3a00JIeBaHUM
B JIETCKOM BO3pacTe JIMOO €CiM IIeJIbI0 TAaKOTO HMCCIEAOBAHMS SIBJISETCS IMOJYyYEHHE JAHHBIX O
HAWIy4IllIed JO3UPOBKE JIEKAPCTBEHHOTO Ipenapara JJis jJedeHus aeTei. B aTux ciyyasx takomy
UCCIICZIOBAHUIO  JIOJDKHO  TPEAIIECTBOBATh KJIMHUYECKOE HCCIEIOBaHUE JIEKApCTBEHHOTO
npenapara sk MEUIIMHCKOTO MTPUMEHEHHUST Ha COBEPIIICHHOJIETHUX Tpak/laHax, 32 UCKITIOUCHUEM
CIIy4aeB, €CJH WCCIEAyEeMbIi JICKQpPCTBEHHBIM TMpemnapar isg MEIUIIMHCKOTO TMPUMEHEHUs

MpelHa3HauYeH HCKIIIOYUTENBHO JUJISi WCIIOJIb30BAHMSI HECOBEPIICHHOJIETHUMH TpaxaaHamu. (B
peoakyuu Pedepanvrozo 3akona ot 22.10.2014 Ne 313-03)

6. 3anpemaeTc51 MNPOBCACHUC KIIMHUYCCKOTO HCCJIICHOBAHUS JICKAPCTBCHHOI'O IIpCriapara
A1 MEAWMTHUHCKOI'O INIPUMCHCHHUA C YHACTUEM B KQUCCTBC ITAIIMCHTOB:

1) nerel-cUpOT U I€TEH, OCTaBIIUXCS 0€3 MOTICUCHHS POIUTENICH;

2) JKCHIMH B TepHoa OEpeMEHHOCTH, KEHIIWH B MEPUOJ] TPYIHOTO BCKApMIIMBAHHS, 3
MCKJIIOYCHUEM CITydyaeB, €CIM TPOBOAMUTCS KIMHHYECKOE HCCIENIOBAHNE JIEKAPCTBEHHOTO
mperapara, TMpeJIHAa3HAYCHHOTO JUIS YKa3aHHBIX OKCHIUH, TPH YCIOBHUH HEOOXOAMMOCTH
nojydeHus: WHGOPMAIMM TOJIBKO BO BpEMs TPOBEICHUS COOTBETCTBYIOIIUX KIMHHYECKHX
UCCIICZIOBAHUN W TIPUHITHS BCEX HEOOXOIMMBIX MEp IO MCKIIOUYECHHUIO PHCKAa HAaHECEHHUs Bpela
KEHIIIMHE B TEpHO OEpPEeMEHHOCTH, JKEHIIUHE B MEPUOJ I'PYIHOTO BCKAPMITUBAHMUS, TUIONY WU
peOCHKY;

3) BOCHHOCIYXAallMX, 34 HCKIIOYEHUEM CIy4aeB IPOBENCHHUS  KIMHUYECKOTO
MCCJIEeIOBaHUsl JIEKAPCTBEHHOI'O Ipernapara, CIeUUalibHO pa3paboTaHHOTO Jid NPUMEHEHHS B
YCIIOBUSAX BOEHHBIX JECHCTBUM, UYpe3BbIUYANHBIX CUTYALUH, TPOPUIAKTUKYI U JIEUECHUS 3a00JIeBaHUN
U TOpaXCHUH, TMOJMYYEHHBIX B pe3yjibraTe BO3ACUCTBUS HEONArONpUATHBIX XUMHUYECKHX,
OMOJIOTHYECKUX, PAIUAIIMOHHBIX (akTopoB. KinHUYeckoe ucciaenoBaHne Takoro JeKapCTBEHHOTO
rpenapara MOXET IPOBOAMTBHCA C YYaCTHEM B KauyeCTBE MAIMEHTOB BOEHHOCTYKAIIMUX, 3a
MCKIIFOYEHUEM BOCHHOCTYKAIIUX, MPOXOSIINX BOCHHYIO CIY»Oy IO MPU3BIBY, C COOIIOIEHUEM
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Tpe6OBaHHﬁ, YCTaHOBJ'IeHHBIX HAaCTOAIIINM CDeI{epaJ’IBHBIM 3aKOHOM B OTHOIIICHHU Fpa)KI[aHCKI/IX
n;

4) COTPYAHHUKOB ITPABOOXPAHUTCIIBHBIX OPI'aHOB,

5) num, oTOBIBAIOIIMX HaKa3aHWE B MECTax JHUINCHUS CBOOOJBI, a TaKXke JIHII,
HAXOASAIINXCS O CTPAXKEN B CIEACTBEHHBIX U30JIITOPaX.

7. JlomyckaeTcs MPOBEICHUE KIMHUYECKOIO HCCIIEIOBAHUS JIEKAPCTBEHHOrO Ipemnapara
JUTSL MEAUITMHCKOTO IPUMEHEHHUsI, MPEIHa3HAYCHHOTO ISl JICUEHUS MCUXUUYECKUX 3a00JIeBaHUM, C
y4acTHEM B KauecTBE TMAIMEHTOB JHUI[ C TICUXMUYECKUMHU 3a00JIeBaHUSAMH, TPU3HAHHBIX
HEJeeCTIOCOOHBIMA B TIOPSIKE, YCTAaHOBIICHHOM 3aKOHOIATeIhCTBOM Poccuiickoit deneparumu.
Knunuueckoe wucclienoBaHue JIEKapCTBEHHOIO Ipernapara B 3TOM CiIydyae MPOBOAUTCS MPH
HAJMYUU COTIACHs B MUChbMEHHOMN (DOpME 3aKOHHBIX MPE/ICTaBUTENICH YKa3aHHBIX JIUII.

Crarba 44. O0s3aTe/ibHOE CTPAXOBAHME KU3HU, 310POBbS NMAIMEHTA,
YYaCTBYHOLIEr0 B KIMHUYECKOM MCCJIEIOBAHUN JIEKAPCTBEHHOT0
npenapara JJsi MeIUIHHCKOT0 MPUMeHeHU s

1. Opranuzanus, MONy4YuBIIAs pa3pelieHUe Ha OPraHU3aIUI0 MPOBEACHUS KIMHUYECKOTO
UCCJIEIOBaHUS JIEKAPCTBEHHOTO Mpernapara Jijisi MEIUIIMHCKOTO MPUMEHEHHUsI, 00s3aHa B KauyeCTBE
CTpaxoBaTessl CTPaxoBaTh PHUCK NPUYMHEHUS BpEla JKU3HU, 3J0POBBIO IALIMEHTA B PE3YyJIbTaTe
IIPOBEJICHUSI KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Ipenapara Uil MEIMIMHCKOTO
MPUMEHEHUS 32 CBOM CUET MyTEeM 3aKIIOYCHHS I0rOBOpa 003aTeIbHOTO CTPAXOBaHHUS.

2. O6beKTOM 0053aTE€TLHOTO CTPAXOBAHMS SIBJISIETCS UMYIECTBEHHbIN UHTEPEC MallUeHTA,
CBA3AHHBIM C IPUYMHEHHEM BpeAa €ro KWU3HU WIM 37J0POBBI0 B pE3yibTare IMPOBEICHUS
KJIIMHUYECKOTO MCCIIEIOBAHUSI JIEKAPCTBEHHOTI'O IIpenapara i MEIUIIMHCKOTO IPUMEHEHNS.

3. CrtpaxoBbIM Ciy4yaeM MO JOTOBOPY OO0S3aTENBHOTO CTPAXOBAHMS SBISETCS CMEPTh
MalMeHTa WIM YyXYAIIEHWE €ro 3/I0pOBbsi, B TOM YMCIIE BIEKyIlee 3a CcO0O0il yCTaHOBIIEHUE
UHBAJUJAHOCTH, TMPU HAJIWYUU MPUUYUHHO-CIEICTBEHHON CBS3M MEXKIY HACTYIUICHUEM 3TOTO
COOBITHS M YJaCTHEM TAIMeHTa B KJIMHUYECKOM HCCIIeIOBAHUH JICKAPCTBEHHOTO TIpemapara.

4, Tpe6OBaHI/I$I O BOBMCIICHHUU BpCaa, MPUYIMHCHHOIO >XHM3HKW WK 3J0POBBIO IIAIIMCHTA,
OpCABABIAOTCA B TCUCHHUC CPOKOB HCKOBOM JaBHOCTH, YCTAHOBJICHHBIX TIpPa)XIaHCKHUM
3aKOHOAATCIILCTBOM.

5. Pa3Mep CTanOBOﬁ BBIIIJIATHI ITO AOT'OBOPY 00s13aTEILHOTO CTpaxoBaHUA COCTABJISCT:

1) B cimywae cmepTH mMalMeHTa JBa MWUJUIMOHA pyOJNed Ha KaXJIOro MaIMeHTa,
Y4aCTBOBABILIETO B KJIMHUYECKOM MCCIIEA0BAHUU JIEKAPCTBEHHOTO IPEIapara;

2) npH yXyAUIEHUH 310POBbs MAl[UEHTA!

a) TIOBJICKIIIEM 3a COOOM yCTaHOBJIEHNE MHBAJIUIHOCTH | Tpymmibl, OAMH MUJUITMOH MSITHCOT
ThICSIY pyOJel Ha KaxJAOro MalleHTa, Yy4acTBOBABILIETO B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO IIperapara;

0) moBJeKILeM 3a co00i ycTaHOBIeHHE MHBATIUAHOCTHU Il Tpymmbl, onuH MUIUTHOH pyOei
Ha KaXJOTo TMAaIMEeHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
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mperapara;

B) MOBJIEKILIEM 3a cO00i1 ycTaHoBiIeHHe UHBAMUAHOCTHU III rpynmel, NATbCOT ThICAY pyOnei
Ha KaXJOro IMAalMeHTa, Yy4YacTBOBABILIETO B KJIMHUYECKOM HCCIEIOBAHUU JIEKaPCTBEHHOTO
npernapara;

I') HE TMOBJEKIIEM 3a cO00I yCTaHOBIIEHUS MHBAJIMIAHOCTU, HE OOJee YeM TPHUCTa ThHICSIY
pyOJiell Ha Ka)XJ0ro MalueHTa, y4aCTBOBABIIETO B KIMHUYECKOM HCCIIEOBAaHUH JIEKAPCTBEHHOTO
npenapara, UCXo/sl U3 HOPMATUBOB, OTPAXKAIOIINX XapaKTep U CTETIEHb MOBPEXIACHUS 30POBbs, a
TakkKe (PaKTUYECKU MMOHECEHHBIX MAIlMeHTOM PacXO0B, BEI3BAHHBIX MOBPEKICHUEM 310pPOBbs, Ha
MEIMILMHCKYIO TOMOIIlb, TPUOOpETEHHE JIEKAPCTBEHHBIX MpenaparoB. (B pedaxkyuu Pedepanvrhoco
3axona ot 22.12.2014 Ne 429-D3)

6. (Yacmo ympamuna cuny - @edepanvusiii 3akon ot 22.12.2014 Ne 429-D3)

7. Cpok pnoroBopa o00s3aTeIbHOIO CTPAXOBAaHUS HE MOXET OBITh MEHee, YeM CpPOK
MPOBENICHUS KIIMHUYECKOTO MCCIICOBAHMS JIEKAPCTBEHHOTO Mpernapara.

8. YciioBus 10roBopa 00s3aTENbHOTO CTPAXOBaHUSA, B TOM YHUCJE CTPAaXoBble TapU(bI MO
00s13aTeIbHOMY ~CTPAaXOBaHUIO, TMEPEYeHb HEOOXOAUMBIX JOKYMEHTOB JJIsi OCYIIECTBIICHUS
CTpaxOBOW  BBIIJIATHI,  MOPAJOK  YCTAaHOBJIEHHsS  CTpaxoBaTelleM  HMHIWBUIYaJbHOTO
UICHTU(UKAIIMOHHOTO KOJIa TAIlMeHTa, MOPSA0K HH(POPMUPOBAHUS CTPAXoBaTEIEM CTPaXOBIIUKA
O TPHUBJICYEHHBIX K KIWHAYECKOMY UCCIIEIOBAHUIO JICKAPCTBEHHOTO Tpemapara s
MEIUIIMHCKOTO TPUMEHEHHs] TMalMeHTaX, TMOPSAOK YIUIAaThl CTPaxoBOM MpPEeMHUH, MOPSIOK
peanu3aluuy OIpeAesieHHbIX HacTosumuM dDenepaibHbIM 3aKOHOM U JPYTUMHU (enepaabHbIMU
3aKOHAMM TpaB U OOS3aHHOCTEH CTOPOH MO JOTOBOpPY 0053aTENbHOr0 CTPaXOBaHUSA, a TaKKe
HOPMATHBBI, OTPAXKAIOIINE XapaKTep U CTENECHb MOBPEKICHUS 370POBBS, YCTaHABIMBAIOTCSA
TUIOBBIMU TpaBWIaMHU 00S3aTENIbHOTO CTpaxoBaHus. (B peoaxyuu Dedepanvrnoco 3aKoHa
otT 22.12.2014 Ne 429-D3)

9. B cinyyae mpuYMHEHMS Bpena >KM3HM NALMEHTA, yYaCTBOBABIIEIO B KIMHUYECKOM
UCCIICZIOBAHUU  JIGKAPCTBEHHOTO  Iperapara,  BBITOAONpPHOOpeTaTeNsiMd MO JIOTOBOPY
00513aTeIbHOTO CTPaXOBaHUsS SBJISIOTCA TpaKJaHE, MMEIOIIME MPaBO HA BO3MEIEHHWE Bpena B
Cy4ae CMEPTH KOPMUJIbLIA B COOTBETCTBUM C IPAXKIAHCKUM 3aKOHOJATEIICTBOM, IIPU OTCYTCTBUU
TaKuX FPAXKJIaH - POAUTEIH, CYIPYT, J€TU YMEPIIEro NalMeHTa, Y4aCTBOBABIIEIO B KIMHUYECKOM
VCCJIEZIOBAHUM JIEKAPCTBEHHOIO IIperapara, B CIydae CMEPTHU IAMEHTa, y4acCTBOBABIIEIO B
KJIIMHUYECKOM MCCJIEOBAHUM JIEKAPCTBEHHOIO IIperapara U HE HMMEBLIEr0 CaMOCTOSITEIbHOTO
0X0/1a, - TPa)XXJaHE, Ha WXKIWBEHUHM KOTOPBIX OH HAXOJWJICS, B OTHOLICHUM BO3MELICHUS
pacxoqoB Ha morpeOeHHWE TMAalMEeHTa, YYacTBOBABLIETO B KIMHUYECKOM HCCIICOBAaHUH
JIEKapCTBEHHOTO IIperapara, - JIMIo, MOHECIIEee TAKUE PACXO/IBI.

10. CTanOBaH BBIIJIaTa4 B CUCT BO3MCIHICHUA BpCaad, MPUYUHCHHOI'O JKU3HH IIAIIHUCHTA,
Y4aCTBOBABIICTO B KIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O IIpCIriapara, pacClpeacisieTcAda
MCKOY BLIFOI[OHpI/IO6peTaTeJ'I$IMI/I MNPOMIMOPIHUOHAIBHO UX KOJIMYCCTBY B paBHBIX JOJIAX.

I1. Ilpm HacTym€HUMH CTPAaXOBOIO Ciyyas MAIMEHT, YYaCTBOBABIIHMI B KIMHUYECKOM
UCCIIEIOBAaHUU  JIEKAPCTBEHHOIO IIpenapara, BBITOJONPUOOpETaTeNb BIPaBEe IMPEIbSBUTH
HEMOCPEICTBEHHO CTPaXOBIIMKY TpeOOBaHWE O BO3MEIICHMM MpHUYMHEHHOro Bpena. CTpaxoBas
BBIIIJIATA OCYIIECTBISETCS CTPAXOBUIMKOM B TEUYEHHE TPHUALATH JHEH CO JIHS MNpPEICTABICHUS
HEOOXOIMMBIX JTOKyMEHTOB. [lalMeHT, y4acTBOBaBIIMN B KIMHUYECKOM HCCIEIOBAHUU
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JIEKApCTBEHHOTO TIperapara, Wid BBITOAONPUOOPETATeNIb 005S3aH COOOIIUTH CTPAXOBIIUKY IS
OCYIIIECTBJICHUS CTPAXOBOW BBHIIIATHl WHIWBUAYATBbHBIA HACHTH(GUKAITMOHHBIN KOJ TAIMCHTA,
YCTAHOBJICHHBI CTpaxoBaTeJieM B COOTBETCTBUU C THUIOBBIMU TIpaBUJIaMH 00s3aTEIHLHOTO
CTpaxoBaHUs.

12. Jlo monHOrO ompeneneHus pasMepa MOIJIEKAIIEro BO3MEIICHUIO BPENa CTPAXOBILHK
M0 3asBJICHHUIO MMAIIMEHTAa, YYAaCTBOBABIIETO B KIMHHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOTO
nmpenapara, WM 3asBJICHUIO BBITOAONPHOOpETATENsl BIpPaBe OCYIIECTBUTh YacTh CTPaxoBOU
BBIIUIAThI, COOTBETCTBYIOILIYIO (DaKTUUECKH OINPEAEIEHHON YacTh MPUUYUHEHHOTO Bpea.

13. CrpaxoBasi BbIIUIaTa B COOTBETCTBUU C JOTOBOPOM OOS3aTENBHOTO CTpaxOBaHUS
OCYILECTBISETCS HE3aBUCUMO OT BBIIIAT, TPUUHUTAIOIIUXCS IO IPYTHUM BUJAM CTPAXOBAHMUS.

14. He pomyckaeTcs ydacTMe NalUMEHTAa B MPOBEACHUM KIMHUYECKOTO HCCIEHOBAHMS
JIEKapCTBEHHOTO Tpernapara Mpu OTCYyTCTBUU JOTOBOPA 00s13aTEIIBHOTO CTPAXOBAHMSL.

15. KoHTposb 3a WCHOJHEHUEM OpTraHu3alyel, TOJIydyuBIIEH pasperieHue Ha
OPTaHU3alMI0 IPOBEACHHUS KIMHUYECKOTO WCCIEAOBAHUSA JIEKAPCTBEHHOTO IIpernapara i
MEIUIIMHCKOTO  TPUMEHEHHS, YCTAaHOBJICHHOW  HACTOSIIEH CTaTheld  OOS3aHHOCTH  TI0
00s13aTeIbHOMY CTPaXOBaHUIO >KM3HU, 3/I0POBbSI MAIMEHTA, YYaCTBYIOIIETO (y4acTBOBABIIIETO) B
KIIMHUYECKOM MCCIIEIOBAHUU JIEKAPCTBEHHOIO MpPEnapara, OCYIIECTBIAETCA YNOJIHOMOYEHHBIM
(dbenepaabHBIM OpPraHOM WCIOJHUTEIIBHOW BIIACTH, BBIJIABIIMM pa3peIICHUE Ha TIPOBEICHHE
KJIMHUYECKUX UCCIICIOBAHUM JIEKAaPCTBEHHBIX MPENAPATOB JJI1 MEAUIIMHCKOTO MPUMEHEHHS.

(Cmamus 6 pedaxyuu Dedepanvroeo 3akona ot 29.11.2010 Ne 313-D3)

I'naBa 8. HpOI/I3BO}ICTBO H MAapKHPOBKaA JICKAPCTBCHHLIX CPEACTB

Crarba 45. IIpou3BoaACTBO JIeKAPCTBEHHBIX CPEICTB

1. IIpou3BOACTBO JEKAPCTBEHHBIX CPEACTB JOJKHO COOTBETCTBOBATh TPEOOBAHUAM
npaBuUl  HaAJeXaled MPOU3BOJCTBEHHOM MPAKTUKH, YTBEPKIACHHBIM  YIOJIHOMOYEHHBIM
denepanbHBIM  OpPraHOM HCIONMHUTENBHON BiacTu. OCOOCHHOCTH Tepexoja MPOU3BOJICTBA
OTJIEJIbHBIX JIEKAPCTBEHHBIX CPEACTB K UX MPOU3BOACTBY B COOTBETCTBHH C TPEOOBAHUSIMU TPABUII
HaJUIeKAallle NPOU3BOACTBEHHOM IIPAKTUKM ycTaHasiauBarorcs lIpaBurensctBom Poccuiickoi
@enepanuu. Bprgada 3aKiIO4eHUM O COOTBETCTBUM ITPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM IMpaBWJ HAJUIEKALEHd TMPOU3BOACTBEHHOW NPAKTUKUA OCYLIECTBISETCA IO
pe3ylibraraM  WHCIEKTUPOBAHUS MPOU3BOAMUTENICH JIEKAPCTBEHHBIX CPEACTB B  IMOPSIKE,
ycranoBieHHOM IIpaButensctBom Poccuiickonn ®epepanmm. Pasmep 1miarsl 3a  Beaady
3aKJIIOUEHUS O COOTBETCTBUM MPOU3BOAUTEINS JICKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSM MPaBUII
HaJUIeKallle NPOU3BOACTBEHHOM IPAaKTHKK ycraHaBiuBaeTcs I[IpaBurensctBoM Poccuiickoit
Qenepanuu.  Ilopsaok opraHu3anuy W IPOBEACHUS MHCIEKTHUPOBAHUS IIPOU3BOAUTENIEU
JIEKapCTBEHHBIX CPEJICTB Ha COOTBETCTBHE TPEOOBAHMAM MIPABIII HAJICKAIIEH TTPOU3BOJCTBEHHOM
npakTuku  yctaHaBiauBaeTcsi [IpaButensctBom  Poccuiickoit  ®enepaumu. (B pedaxyuu
@eoepanvuvix 3akonos ot 25.06.2012 Ne 93-03; o1 22.10.2014 Ne 313-D3; ot 22.12.2014 Ne 429-
@3)
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2. IIpou3BOACTBO JIEKapCTBEHHBIX cpeAcTB B Poccuiickoit denepaiiiu OCyIEeCTBIACTCS
MPOU3BOAUTEISIMU  JICKAPCTBEHHBIX  CPEACTB, HUMECIOIIUMHU JIUIICH3UIO Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX cpeAcTB. lloaTBep:kaeHWe COOTBETCTBHUS JIMIEH3MATA MPaBWJIAM HAJJICKAIIEH
MIPOU3BOJICTBEHHON TMPAKTUKU OCYLIECTBISIETCS B paMKax JUIEH3UOHHOTO KOHTPOJS B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit ®enepanuu ¢ y4eToM OCOOEHHOCTEH,

yKa3aHHBIX B 4YacTH | HacTosmiedl ctarbu. (B pedakyuu  ¢hedepanvbHulX  3aKOHOB
o1 22.10.2014 Ne 313-®3; ot 22.12.2014 Ne 429-®3)

2! Jlna uenmeill JNUIEH3MpPOBaHMS HPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB I
MEIUIMHCKOTO TPUMEHEHUSI U MHCIICKTUPOBAHMSI CYOBEKTOB OOpaIleHHs JIEKAPCTBEHHBIX CPEJICTB
Ha COOTBETCTBHE TPEOOBAHMSIM MPABIII HAJICKAIIEH MPOU3BOACTBEHHOM MPAKTUKH (enepanbHbIN
OpraH  HCIOJHUTEIBHOM  BJIACTH, OCYLIECTBILAIOIIUNA  TOCYNAPCTBEHHYK)  PErUCTPaLUIO
JIEKapCTBEHHBIX MpEnaparoB JUisi MEAUIMHCKOTO MPUMEHEHUs, MPenoCcTaBisieT (enepaibHOMY
OpraHy HCIHOJHUTEJIBHOW BIACTHU, OCYLIECTBISIIOUIEMY (edepalibHbIil  rOCyJapCTBEHHBIN
JIMLIEH3UOHHBIM KOHTPOJIb JEATEIBHOCTH II0 IPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB JUIS
MEAUIIMHCKOTO TTPUMEHEHHMS, 110 €T0 3alpocy B paMKaX MEXBEIOMCTBEHHOTO MH(POPMAIMOHHOTO
B3aUMOJICHCTBUSA B TIOPSIKE, YCTAHOBICHHOM (peiepajbHBIM OPTaHOM HCIOJHUTEIHLHOW BIACTH,
OCYUIECTBIISIOIIUM JINLICH3UPOBAHNUE ITPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB JIsI MEIAMIMHCKOTO
OpUMEeHEeHHUs, W (enepanbHbIM OpPraHOM  HCIOJHUTENBbHON  BIACTH, OCYIIECTBISIOIIUM
rOCYIapCTBEHHYI0 PETMCTPALMIO JIEKAPCTBEHHBIX IPENAPaTOB Uil MEAULIMHCKOIO ITPUMEHEHMUS,
CJIETyIOLINE CBEACHUS O JIEKAPCTBEHHBIX CPEJCTBAX (B TOM YHUCIIE B CIIy4ae, €CJIM TaKUe CBEJICHUs
COCTAaBJIISIIOT KOMMEPUYECKYIO TalHY):

1) B oTHOLIEHNHU (papMalleBTUYECKON cyOCcTaHUIMU WK (apMalleBTUUECKUX CYyOCTaHIUH,
BXO[SIIIMX B COCTaB JIGKAPCTBEHHOTO Tipernapara (3a UCKIIOUEHUEM (papMaleBTHUECKUX
CyOCTaHIIUH, BKJIIOUEHHBIX B TOCYJapCTBEHHBINA PeecTp JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU
co crarbeil 34 HacTosiero deaepanbHOTO 3aKOHA):

a) HAaMMEeHOBaHUE (papMaleBTUUECKOM CyOCTaHIIUU, €€ CTPYKTypa, oOlIue CBOMCTBA;
0) HaMMEHOBaHUE U aJ[pecC MPOU3BOAUTENS;

B) TEXHOJIOI'MA IIPOU3BOJACTBA C OIIMCAHNEM CTaI[I/Iﬁ IpOoU3BOACTBA U MCTOAOB KOHTPOJIA HA
BCEX CTAAMAX ITPOU3BOACTBA,

I') onucaHue pa3paboTKu mpolecca NPOU3BOICTBA;

1) ONHWCAHWE KOHTPOJS KPUTHUECKUX CTaJAWM TIPOM3BOJACTBA W MPOMEKYTOUHOMU
IIPOYKIHH;

€) IOKYMEHTaJIbHOE TOJTBEPIKAeHNE (BalMallusl) MPOIECCOB U (UJIM) UX OLICHKA;

) CBOWCTBA U CTPYKTYpa JEHCTBYIOIINX BELECTB;

3) XapaKTepUCTUKA TPUMECEH;

n) cieurdukanys Ha (papMaleBTHUECKY0 CyOCTaHIIUIO U €€ 000CHOBAHUE;

K) aHAIUTUYCCKUE METOAMKH, HCIIONb3yeMbIE MPHU OCYIISCTBICHWN KOHTPOJS KadecTBa
(hapMareBTHIECKOM CyOCTaHIINH,

J) JOKYMEHTAJIIbHOE  MOATBEPKACHUE  (BaMMAAIMsl)  aHAJIUTUYCCKUX  METOOMK,
UCIIOJIb3YEMBIX TIPH OCYIIECTBICHUH KOHTPOJIS KauecTBa (papMarieBTHIeCKOl CyOCTaHIINH,
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M) pe3yJbTaThl aHAIM3a cepuid (papMareBTUICCKON CyOCTaHIIN;

H) IE€peYeHb CTAaHIAAPTHBIX 00pPa3I0OB WM BEIIECTB, UCIONb3YyEMbIX MPU OCYIIECTBICHUU
KOHTpPOJISI Ka4eCTBa;

0) OINKCaHWE XapPaKTCPUCTHK M CBONCTB YIAKOBOYHBIX MaTepPHAIOB M YKYIOPOYHBIX
CpE/ICTB;

1) IaHHbIE O CTA0MJIBHOCTH (papMaleBTUYECKOM CyOCTaHIINY;
P) CPOK FOAHOCTH;

2) B OTHOIICHHH (DapMaIEBTUYECCKUX CYOCTaHIIMI, BXOIAIINX B COCTAB JICKAPCTBEHHOTO
rpenapara U BKIIOYEHHBIX B TOCYJAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU
co crarbeil 34 HacTosero deaepanbHOro 3aKOHA:

a) HaMMeHOBaHMe (papMareBTUYECKOM CyOCTaHIIUU, €€ CTPYKTypa, o0Iue CBOMCTBA;
0) HaMMEHOBaHUE U aIpeC MPOU3BOIUTEIIS;

B) pe3yJabTaThl aHAIN3a cepuil papMalleBTUUECKON CyOCTaHIINN;

') CPOK TOJHOCTH;

3) B OTHOLIEHUU JIEKAPCTBEHHOTO TIpenapara A MEAUIIUHCKOTO TPUMEHEHUSL:

a) OIMCaHUE U COCTaB JIEKapCTBEHHOIO IIpenapara AJii MEIULUHCKOTO IPUMEHEHNS;

0) ommcanue dapmareBTHIeCKON pa3paboTku (000CHOBaHME BBIOOpA COCTaBa, IEPBUYHOMN
YIaKOBKH);

B) TCXHOJIOTHA IIPOU3BOJACTBA C OITMCAHNCM CTaIII/Iﬁ MMPOU3BOACTBA U MCTOAOB KOHTPOJIA HA
BCCX CTaAUAX MPOU3BOJACTBA,

') OMUCAaHUE KOHTPOJS KPUTHUECKUX CTaJIUi Mpolecca MpOoru3BOJACTBA U MPOMEKYTOUHON
HPOAYKIHH,

1) HAMMEHOBAHME U aJpec MecTa OCYLIECTBICHHUS TPOU3BOJACTBA JIEKAPCTBEHHOTO
mpemnapara Il MEIWIIMHCKOTO TPUMEHEHHS (B Cilydae HaJIWMYHMS HECKOJbKUX YYaCTHUKOB
Mporiecca MPOU3BOJICTBA YKA3bIBACTCS KaXKIBIA U3 HUX);

e) dapmareBTUIeCcKass COBMECTUMOCTb;
) MUKPOOHOJIOTMYECKHIE XapaKTePUCTHUKH;
3) MaTepualbHBIN OajaHC Il TPOU3BOICTBA CEPUU TOTOBOTO MPOAYKTA;

I/I) OIMHUCAHUC XAPAKTCPUCTUK U CBOMCTB YIHAKOBOYHBIX MATCpUAIIOB U YKYIIOPOYHBIX
CpCacCTB,

K) JTOKyMEHTaJIbHOE MOJATBEPKICHUE (BaJIMJAIMs) MPOIIECCOB MPOU3BOACTBA U (MIIH) UX
OLICHKA;

JI) Tp66OBaHI/I}I K Ka4C€CTBY BCIIOMOT'aTCJIbHBIX BCIICCTB,

M) AHAIINTUYCCKHUE MCTOAMKH, HMCIIOJB3YEMBIC IIPU OCYHMICCTBICHHHN KOHTPOJIA Kadu€CTBa
BCIIOMOT'aTCJIbHBIX BCIICCTB,

H) JIOKYMEHTQJIbHOE  TMOATBEPKACHUE  (BaIMAAIMS)  AHAIMTHYECKHUX  METOJUK,
UCTIONIE3YEMBIX TIPH OCYIIECTBICHUH KOHTPOJISI KA4€CTBa BCIIOMOTATEIIbHBIX BEIIIECTR;
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0) uHpopManusg 00 HCMOJb30BAHUM BCIIOMOTATEIIbHBIX BEIIECTB YEJIOBEYECKOTO U
YKABOTHOTO ITPOUCXOXKICHHUS;

1) uHdopmaIus 00 UCIIOJIb30BAHWN HOBBIX BCIIOMOTATEIbHBIX BEIIECTB;

p) TpeOOBaHUs K KauyeCTBY JICKAPCTBEHHOTO TMperapara i MEAUIIMHCKOTO MPUMEHEHUs
(cepruduxar, crienuduxaims Ha JIeKapCTBEHHBIN MpenapaTr U uX 000CHOBaHUE);,

C) AHAJIIMTUYICCKHUC MCTOJAUKH, HCIIOJIB3YCMBIC IIPpU OCYIICCTBIICHUM KOHTPOJIA Ka4CCTBa
JICKAapCTBCHHOTO IIpfCriapara AJis1 MCAUTUHCKOT'O ITPUMCHCHUA

T) JOKYMEHTaJIbHOE TIOATBEP)KIACHHWE  (BaJMOamus)  AHATUTHYCCKUX  METOOMK,
HCTIOJIB3YEMBIX TMPHU OCYIIECTBICHUM KOHTPOJISI KadecTBa JICKAPCTBEHHOIO IIpemnapara JJist
MEIULINHCKOTO ITPUMEHECHUS;

y) pe3yJbTaTbl aHajJu30B CEpUM JIEKapCTBEHHOIO Ipernapara s MEIULUHCKOTO
MIPUMEHEHUS;

¢) xapakTepucTUKa puMecei;

X) MNEpCUCHb CTAHAAPTHBIX 06pa3u013, HUCIIOJIb3YCMbBIX IIPHU OCYHICCTBICHHUH KOHTPOJIA
Kau€CTBa JICKAPCTBCHHOI'O ITpCriapara A1 MEAUINHCKOTO ITPUMCHCHU A,

I1) IaHHbBIE O CTA0MJIBLHOCTH JIEKAPCTBEHHOTO Mperapara Jijisi MEAUIIMHCKOTO TPUMEHEHHUSI.

(L[lononnenue yacmoio - @edepanvuwiii 3axkorn ot 14.07.2022 No 311-®3) (B peoaxyuu
@eoepanvrozco 3axona ot 30.01.2024 No 1-D3)

3. IIpou3BOACTBO JEKAPCTBEHHBIX CPEACTB OCYIIECTBIACTCS C COONIOCHUEM TPEeOOBaHMIA
MPOMBIIIJIEHHOTO  PENIAMEHTAa, KOTOPBIA  YTBEPXKAAECTCS  PYKOBOIUTEIEM  IPOU3BOAUTENS
JIEKapCTBEHHBIX CPEACTB M BKJIKOYAET B Cce0s MepeueHb MCIONb3yeMbIX (hapMalleBTHUECKUX
CyOCTaHIMI U BCIIOMOT'aTEIbHBIX BEIIECTB C YKa3aHUEM KOJMYECTBA KaXKJIOTO U3 HUX, JaHHbIE 00
UCTIONE3YEMOM OOOpYIOBaHHH, OMMCAHUE TEXHOJIOTHUYECKOTO MPOIECCa U METOAOB KOHTPOJS Ha
BCEX ATallax MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB.

4. Tlpu mPOU3BOACTBE JIEKAPCTBEHHBIX MPENaparoB MJis MEAUIIMHCKOTO MPUMEHEHUS
UCTIONB3YIOTCS  (papMalieBTUYECKHE CyOCTAaHIIMM, CBEIEHUS O KOTOPBIX COJEp)Karcs B
TOCYJapCTBEHHOM PEECTpe JEKApPCTBEHHBIX CPEACTB I MEAWIIMHCKOTO TpPUMEHEHHS W (WIJIH)
€IMHOM PEECTpE 3apeTHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPeACTB EBpa3suiickoro SKOHOMHYECKOTO
COI03a, 3a HCKJIIOYEHHEM (apMareBTUUECKUX CyOCTaHITMH, MPOW3BOAUMBIX IS TPOBEICHUS
KIIMHUYECKUX UCCIeA0BaHUMN U (Miu) J1st dKcnopTta. [Ipu mpon3BoaCTBE JIEKapCTBEHHBIX CPEICTB
JUISI BETEPUHAPHOTO MPUMEHEHHUs HCTOIB3YIOTCS (papMaleBTUYECKHe CyOCTaHIIMU, CBEICHHUS O
KOTOPBIX COAEPKATCS B TOCYIapPCTBEHHOM peecTpe JIEKAPCTBEHHBIX CPEICTB JJIsi BETEPUHAPHOTO
MPUMEHEHUS, W (WJIM) TOCYJapCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPEACTB I MEIUITUHCKOTO
MPUMEHEHUS, W (WIH) €IUHOM PEECTpPEe 3apeTHCTPUPOBAHHBIX BETCPUHAPHBIX JICKAPCTBEHHBIX
npenapatoB  EBpasuiiCKOTO  SKOHOMHYECKOTO  COr03a, W (WIM)  €IWHOM  peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3suiickoro SKOHOMHYECKOTO CO03a, 3a
UCKITIOYCHHEM (papMalieBTUYECKUX CyOCTaHIUH, MPOW3BOAUMBIX JUIsI MPOBEACHUS KIMHUYECKUX
uccienoBaHui u (i) ais skenopra. K mporeccy mpousBoacTsa hapmaiieBTHIECKON cyOcTaHIIuN
OTHOCSITCSA JIFOOBIE CTAaWNd TEXHOJIOTHYECKOTO TIPOIECCa, IMO3BOJISIONINE IMOTYYUTh TOTOBBIM
MPOIYKT, COOTBETCTBYIOIMHK TPeOOBaHUSAM (papMaKOIIEHHOW CTaThU, B TOM 4HUCie (epMEHTAIus,
AKCTPAKIUs, OYUCTKA, BBIJICICHUE, IEPEKPUCTAILIN3AIMSA, BBICYIIIUBaHUE, U3MeIpueHre. B ciyuae
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HE0O0XOIMMOCTH MCIOJIb30BAHMSI ATUIIOBOTO CIIUPTA, B TOM YHCIe (hapMalieBTHYECKON CyOCcTaHIIuu
CrupTa OTUJOBOTO (dTaHONA), TPU TPOU3BOACTBE JIEKAPCTBEHHBIX CPEIACTB B KayeCTBE
JEHCTBYIOIIETO U (MJIM) BCIIOMOTAaTeIbHOTO BEIIECTBA, a TAK)XKE B MHBIX TEXHOJOTUYECKHUX LENSIX

JOJDKHA OBITH HCIIOJI30BAaHA TOJBKO (hapMalleBTHUECKash CyOCTaHIMSl CIHMpPTa 3TUIIOBOTO
(atanon). (B peoaxyuu gedepanvuvix 3axonos ot 22.12.2014 Ne 429-03, ot 27.12.2019 Ne 462-

@3, o1 27.12.2019 Ne 481-D3, ot 24.07.2023 Ne 341-D3)

4!, TlepeueHn neKkapCTBEHHBIX MPENAPATOB [ MEAUIMHCKOIO NPUMEHEHHUS, B OTHOILIEHUH
KOTOPBIX YCTaHABIUBAIOTCS TPeOOBaHUS K 00bEMY Tapbl, YIIAKOBKE U KOMIUIEKTHOCTH, MEPEUEHb
JIEKapCTBEHHBIX MpENnaparoB MJsi BETEPUHAPHOTO MPUMEHEHUS, B OTHOLIEHHMH KOTOPBIX
yCTaHABJIMBAIOTCA TPeOOBaHUS K 00BEMY Taphbl, a TaKXKe TPEOOBaHUSA K 00bEMY Taphl, YITaKOBKE U
KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MPEMaparoB AJIg MEIUIIMHCKOTO TPUMEHEHUs, TpeOOBaHHUS K
00beMy Tapbl JIEKAPCTBEHHBIX MPEMApaToOB [JIsi BETEPUHAPHOIO MPUMEHEHUS ONpPEeesioTCs
COOTBETCTBYIOIIMMH YIOJTHOMOUYEHHBIMU (efepalbHBIMU OpraHaMu UCHOJHUTEIbHOW BIIACTU B
nopsiike, ycraHoBieHHoM IIpaButensctBoM Poccuiickoit ®@enepauuu. ([ononnenue wacmvio -

Dedepanvuviii 3axkon ot 22.12.2014 Ne  429-®3) (B pedaxyuu Dedepanviozo 3aKoHa
ot 14.12.2015 Ne 374-®3)

4%, OpraHu3aluM, OCYLIECTBISIOIIME HPOU3BOACTBO (PApMALEBTHUECKON CyOCTAHIUM
coupTa A3TWIOBOrO (3TaHoia) i1 TPOM3BOACTBA  CIUPTOCOAEPXKAIIMX  JIEKAPCTBEHHBIX
npernaparoB, 0O0sS3aHbl OCYIIECTBIIATH YYEeT B TOpPSAKE, YCTAHOBIEHHOM cTarhsiMu 8 u 14
®denepanpHOTO 3aK0HA OT 22 HOsIOpa 1995 roma Ne 171-D3 "O rocynapcTBEHHOM PETyIUPOBAHUN
MIPOU3BOJICTBA U 00OPOTA ITUIIOBOTO CHHUPTA, aJTKOTOJIBLHOM M CHUPTOCONEpKAIleH MPOIYKIUU U
o0 orpaHMueHMH MOTpeOaeHus (pacnuTHs) ajKoroiabHOM mpoaykuuu". IIpou3BoacTBO
(dapmalnieBTUUECKOM  CyOCTaHIIMM ~ COMpPTa 3TUJIOBOrO  (3TaHOJIA)  JOMYCKAETCS  TOJBKO
OpraHu3aluel, OCYIIECTBISIONIEH MPOU3BOJACTBO PEKTH(PUKOBAHHOTO ATHIOBOIO CIHpPTa M3
MUIIEBOTO ChIpbS HA OCHOBAaHMM JIMIIEH3MM HA MPOU3BOJACTBO ATUJIOBOTO CIHUPTA IS
MPOU3BOJICTBA (apMaIIeBTUUECKON CYOCTAHIIMU CIHMPTA 3TUIOBOTO (3TaHOJa) B COOTBETCTBHUH C
TpeboBanusamMu denepanbHoro 3akoHa ot 22 HosiOps 1995 rona Ne 171-®3 "O rocymapcTBeHHOM
pEryJlupoBaHUM MPOU3BOACTBA U 000POTA ITHIIOBOTO CHUPTA, AJTKOTOJIBHOM U CIIUPTOCOAEPIKAIIEH
IPOAYKIMK U 00 OrpaHUYEHUU MOTpeONeHHs: (PaclUTHsl) AJKOTOJIBHOW MPOIYKUHMH', METOIOM
pa3BelleHUs BOAOW OUMIIEHHOW TaKoro JTUJIOBOTO CIHPTA, MPOU3BEICHHOIO JIAHHOM
opraHu3aluel o MecTy OCYIIECTBICHHS MPOU3BOACTBA (DapMaIeBTUUECKOW CyOCTaHIIMU CIIUPTa

ATUJIOBOTO (dTaHOMA). ([Jononnenue wacmoio - Pedepanvusiii 3akon ot 03.07.2016 Ne 261-D3) (B
peoakyuu Pedepanvrozo 3akona ot 27.12.2019 Ne 481-D3)

43, VuauBuayanbHble OPEINPUHUMATENH M IOPUAMYECKHE JIHIA, OCYIIECTBISIONIIE
3aKyIKy U UCIOJIb30BaHKe (papMalieBTUYeCKOi CyOCTaHLIMU CIMPTA 3TUIOBOTO (3TAaHOIA), a TAKKE
MPOU3BOJICTBO, HM3TOTOBICHHE U (WiM) OOOpOT (32 MCKIIOUYEHHEM PO3HUYHOM MPOJAXKH)
CIUPTOCOJIEPXKAILIMX JIEKAPCTBEHHBIX IMpenaparoB, oO0sf3aHbl OCYHIECTBISATH HUX Y4Ye€T U
JCKIapUpOBaHUE B TMOPSAIKE, YCTAHOBIEHHOM cTaThsiMU 8 u 14 @enepanbHOro 3akoHa
ot 22 HosOpss 1995 roma Ne 171-®3 "O rocymapCTBEHHOM pEryJIMpPOBAaHUHU MPOU3BOACTBA U
000pOTa ITHIIOBOTO CIHMPTA, AIKOTOJIBHOW M CHUPTOCOMEpKAIIeH MPOAYKIIMU U 00 OrpaHUYEeHUU

notrpebiieHns (pacuTHsl) aJIKOTOJIbHON IpoAyKIuu'". (/Jononnenue uacmoio - PedepanvHulil 3aKOH
oT 29.07.2017 Ne 278-D3)

44. HpI/I IMPOU3BOACTBC JICKAPCTBCHHLIX IIPCIIAPATOB JIsI BCTCPUHAPHOT'O IMPHUMCHCHUA
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JIOTYCKAETCs UCTIONBh30BAaHUE MPOU3BEICHHBIX IS peain3annu (hapMareBTHIeCKUX CyOCTaHIIHH,
BKJIIOUEHHBIX B TOCYAApCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB  YIMOJIHOMOYEHHBIM
(denepanbHbBIM OPraHOM MCIOTHUTENBHON BIACTH, OCYUIECTBISIONMM BEJIEHUE FOCYJapCTBEHHOTO

peecTpa JIEKapCTBEHHBIX CPEACTB JIsi MEOUIMHCKOTO MpUMEHEHUs. (/[ononnenue uacmoio -
@eoepanvusiii 3akon 0T 02.08.2019 Ne 297-D3)

5. 3amnpeiaeTcs npou3BOACTBO:

1) nekapCTBEHHBIX CPENCTB, CBEACHMUSI O KOTOPBIX HE COAEPXKATCs B TOCYAapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPENCTB ISl MEAMLMHCKOTO NMPUMEHEHHs, U (WUJIM) TOoCyJapCTBEHHOM
peecTpe JEKapCTBEHHBIX CPEICTB MJs BETEPUHAPHOTO MPUMEHEHUS, U (WIH) €IUHOM PEecTpe
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3suiickoro SKOHOMHUYECKOTO COI03a, U (WIIH)
€IMHOM  PEEeCTpe  3aperMCTPUPOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  MpENapaTroB
EBpa3uiickoro  SKOHOMHUYECKOTO  COI03a, 3a MCKJIIOYEHHEM JIEKapCTBEHHBIX  CPE/CTB,
POU3BOJIMMBIX ISl TIPOBEACHUS KIMHUUECKUX MCCIENOBAHUM WM IS SKCHopTa; (B pedaxyuu
®Deodepanvroco 3akona ot 24.07.2023 Ne 341-D3)

2) panbcuuUIIMpPOBaHHBIX JEKAPCTBEHHBIX CPEJICTB;
3) NeKapCTBEHHBIX CPENICTB O€3 JIMIEH3UN Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) NEKapCTBEHHBIX CPEJCTB C HApPYLICHUEM TMPaBUJI OpraHU3alluM TPOU3BOJICTBA U
KOHTPOJISI KA4€CTBA JIEKAPCTBEHHBIX CPECTB;

5) (dononnenue nynkmom - @edepanvruiil 3akon ot 29.07.2017 Ne 278-D3) (Vmpamun
cuny - @edepanvruiiti 3akon o1 27.12.2019 Ne 481-D3)

6) cHnupTOCOAEpXKAIMX JIEKAPCTBEHHBIX MpenaparoB IO MECTy OCYUIECTBICHHUS
MPOU3BOJICTBA (papMaleBTUUECKON CyOCTaHIIMM CIUPTA ATHIOBOTO (3TaHONA) U (WJIK) MO MECTY

OCYIIECTBIEHUS MPOU3BOACTBA ITUIOBOTO CUPTA; (/[onornenue nynkmom - DedepanbHulli 3aKOH
ot 27.12.2019 Ne 481-®3)

7) GdapmaneBTHUECKOM  CyOCTaHIIMM  cOUpTa JOTWIOBOrO  (dTaHoma) U (WIIN)
CIIUPTOCOJICPIKAIINX JEKAPCTBEHHBIX MPENapaToB HA OCHOBHOM TEXHOJIOTHYECKOM 00OPYI0BaHUU
JUIs IPOM3BOJCTBA STHIIOBOIO CIUPTA, YKazaHHOM B IyHkTe 1! crarbu 14! denepanbHoro 3akona
oT 22 Hos0pss 1995 roma Ne 171-®@3 "O rocynapCTBEHHOM pEryJlMpOBaHUU MPOU3BOACTBA U
000pOTa ATUIIOBOTO CIUPTA, AJIKOTOIBHON M CIIUPTOCOAEpIKAIIEeH MPOAYKIMU U 00 OrpaHUYEeHUN

notpedseHns (pactuTusl) alKOTrodbHON Tponaykiuu'". (/Jononnenue nynxkmom - DedepanvHbuiil
3axon o1 27.12.2019 Ne 481-®3)

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPENICTB B I'PAKJAHCKUNA OOOPOT YIOJIHOMOYEHHOE JIUIO
IPOU3BOJUTENSI  JIEKAPCTBEHHBIX CPEICTB  OCYLIECTBISET MOATBEPKICHUE COOTBETCTBUSA
JIEKapCTBEHHBIX CPEJCTB TPeOOBAHUSAM, YCTAHOBICHHBIM MPU UX TOCYAApPCTBEHHOW PETUCTpAIINH,
W TapaHTHUPYET, YTO JIEKAPCTBEHHBIE CPE/ICTBA MPOM3BEJCHBI B COOTBETCTBHM C TPEeOOBAHUSIMU
IPaBWJ HaJJIEXKalEH NPOU3BOJACTBEHHOM MNPAKTUKU. (B pedaxyuu Dedepanvrnoco 3axona
otr 22.12.2014 Ne 429-®3)

7. YNOTHOMOYEHHBIM JIMIIOM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB SIBISETCS €ro
pabOTHUK, aTTECTOBAaHHBIM B YCTAHOBJICHHOM YIOJHOMOYECHHBIM (perepanibHbIM OpPraHoM
WCIIOJIHUTEIILHOM BIIACTH TOPSAIKE U UMEIOIINI CTaXk pabOThl HE MEHEE YeM ISITh JIET B 00IacTu
MPOU3BOJCTBA U (MJIM) KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPENICTB, BBICIIEE OOpa3OBaHUE
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COOTBETCTBEHHO MO OJHOM M3 CHEIHATbHOCTEH U (WJIM) OJHOMY W3 HAMpPABICHUN MOITOTOBKHU:
Ouomnorusi, OMOTEXHOJIOTHSI, BEeTEpUHAPHsI, BETEPUHAPHO-CAHUTApPHAS JKCIEePTU3a, KIMHUYECKas
MEIUIMHA, paJuallMOHHAas], XUMHUYECKasi M OMOorudecKkas 3amura, papmamnus, GyHIaMeHTalbHas

MEAMIIMHA, XUMHUYEcCKas TEXHOJIOTHs, Xumus. (B pedaxyuu ¢hedepanbHvlx  3aKOHO8
oT 22.10.2014 Ne 313-®3, ot 02.08.2019 Ne 297-03)

8. IlpomsBoauTenu JIEKAPCTBEHHBIX CPEACTB (32 HUCKIIOYEHUEM (apMalleBTUYECKOM
CyOCTaHIIMM CHUPTa ATWIOBOTO (3TaHOJA) MOTYT OCYUIECTBISATH MPOJAXY JIEKapCTBEHHBIX
CPEICTB WM IepeAaBaTb UX B YCTAHOBIEHHOM 3aKOHOHATeNbcTBOM Poccuiickoit ®epepaunu
nopsizike: (B pedaxyuu @edepanvrozo 3akona ot 29.07.2017 Ne 278-D3)

1) mpyruM npou3BOAUTENSIM JIEKAPCTBEHHBIX CPEACTB ISl TPOU3BOACTBA JIEKAPCTBEHHBIX
CPEICTB;

2) OpTraHHu3alusAM OITOBOM TOPI'OBJIN JICKAPCTBCHHBIMU CPCACTBAMH,

3) anTEeYHbIM  OpPTaHMU3aLMAM, BETEPUHAPHBIM  ANTE€YHBIM  OpPraHMU3ALUSIM,
WHIUBUIYAIbHBIM  MPEANPUHUMATEISAM, HMEIONIMM  JIMIEH3UI0 Ha  (apManeBTUYECKYIO
NEATENbHOCTD WIH JIMLIEH3UIO HA MEIULMHCKYIO 1€ TEIBHOCTD;

4) Hay4yHBIM OpraHU3alMUsAM U1 HAy4YHO-HUCCIEIOBATEIbCKOM paldoThl, (B pedaxyuu
Dedepanvroco 3axona ot 30.01.2024 Ne 1-D3)

5) MEAMIIMHCKUM OpraHU3alUsIM U BETEpUHAPHBIM OpraHU3ALMIM;

6) opraHusanysaM MW  HWHIWUBUAYAJIBbHBIM  HIPCANPUHUMATCIIEIM, OCYHICCTBIIAIOIINM
pa3BC€ACHUEC, BbIpAllMBAHHUEC W COACPIKAHUC IKHBOTHBIX (33 HUCKIIOUYCHHUEM IIPOAJAaXKHU HM

(hapMaleBTHUECKUX CYOCTAaHIIMM WKW WX Tepenadun); (B peodakyuu Dedepanvnoco 3aKoHa
ot 02.08.2019 Ne 297-®3)

7) ucHbITaTeNbHBIM JlabopaTropusiM (LIEHTpaMm), MPOBOIAIIUM HCIBITAHUS B O0JIACTH
KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPENCTB, AKKPEIWTOBAHHBIM B  COOTBETCTBHH C
3akoHonaTenbcTBOM Poccuiickoit ®deneparuun 00 akKpeAWTAlMM B HAIMOHAIBHOW CHCTEME
aKKpenauTanuu. (/Jonoarnenue nynkmom - @edepanvruiii 3axkon ot 04.08.2023 Ne 428-D3)

9. IlpousBomurenu (apMaleBTUUYECKON CYOCTAaHIIMM CHOUPTA OSTUIIOBOTO (3TaHOJIA)
00si3aHBl  OCYIIECTBIATH peanu3anuio (mepenady B YCTAHOBICHHOM 3aKOHOJATEIhCTBOM
Poccuiickoit ®enepanuu nopsake) papmareBTUIECKOM CyOCTaHIIMU CIIHPTA STUIIOBOTO (3TaHOIA)
MPOU3BOJUTENSIM  JICKAPCTBEHHBIX CPEJICTB IS TMPOU3BOJCTBA JICKAPCTBEHHBIX CPE/CTB,
MPOU3BOIUTENSIM (M3TOTOBUTENSIM) MEIULIMHCKUX HM3ACIUNA NI MPOU3BOJICTBA U M3TOTOBIICHUSA
MEAMLIMHCKUX U3JENUM B eMKOCTSIX 00beMoM He Oosiee 1 mutpa u (win) He menee 1000 nuTpos, a
OpraHu3allysM, YKa3aHHBIM B IMMyHKTax 3 - 5 ¥ 7 9acTW 8§ HACTOSIIEH CTaThH, B Tape 0OHEMOM HE
oonee 1 mutpa. ([ononunenue uacmoto - Dedepanvuwviii 3akon ot 29.07.2017 Ne 278-D3) (B
peoaxkyuu ¢edepanvruix 3akonos oT 27.12.2019 Ne 481-®3, or 22.12.2020 Ne 444-D3,
ot 04.08.2023 No 428-D3)

10. Peanuzauusa (meperaya B yCTAHOBJIEHHOM 3aKOHOAATENbCTBOM  Poccuiickoit
Oenepauuu  nopsAake)  ¢GapMaleBTHUECKOM CyOCTaHIMM  CHOUpTAa ATHIOBOTO  (3TaHOINA)

OpraHM3alMsIM ONTOBON TOPTOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH HE JOIycKaeTcs. (/Jononnenue
yacmoio - @edepanvusiii 3akon oT 27.12.2019 No 481-D3)

11. IlepeBo3ku (apmaneBTUYECKOM CyOCTaHIMU CHOUPTA ATUIOBOTO (3TaHOIA)
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OCYIIECTBIISIIOTCS C COONIOEHUEM TpeOOBaHUM, YCTAHOBJIEHHBIX ab3alleM 4YeTBEPTHbIM IyHKTa 3
cratbl 9 @DenepanbHoro 3akoHa oT 22 HosOps 1995 roga Ne 171-®3 "O rocymapcTBeHHOM
PEryJIupOBaHUM MPOU3BOACTBA U 000POTA ITHIIOBOTO CHUPTA, AJTKOTOIBHOM U CIIMPTOCOAEPIKAIICH

IPOAYKIMHU U 00 OTpaHUYEHUH NOTpedaeHus (pacnuThsl) aJIKOTOJIbHON NpoAyKIUK". ([Jononnenue
yacmoio - Dedepanvruiti 3akon ot 27.12.2019 Ne 481-D3)

Crarbs 46. MapkupoBKa JIEKAPCTBEHHbBIX CPEIACTB

I. JlexapcTBeHHBIE TIpenaparbl, MNPOLIEAIINE TOCYIAPCTBEHHYI) PpETUCTPALMI0 B
COOTBETCTBUM C TpeOoBaHUsIMU Hacrtosiero denepalbHOr0 3aKOHA, 3a HCKIIOUYEHHUEM
JIEKAPCTBEHHBIX IMPENaparoB, W3TOTOBJIEHHBIX AaNTEYHBIMUA OpraHU3ALUsAMH, BETEPUHAPHBIMU
anTeYHBIMM OpraHU3alUsAMM, UHAUBULYAIbHBIMU IPEANPUHUMATEISIMU, UMEIOLIIUMHU JIMLEH3UIO

Ha (hapMalleBTUUECKYIO AESITEeIbHOCTh, IOJKHBI MOCTyNaTh B oOpamieHue, ecnu: (B pedaxyuu
@edepanvrozco 3axona ot 30.01.2024 No 1-D3)

1) Ha X MepBUYHOMN yHaKOBKE (32 UCKIIIOUEHHUEM MEPBUYHOMN YMAKOBKHU JIEKAPCTBEHHBIX
PACTUTENIbHBIX MPENapaToB) XOPOIIO YWUTAEMbIM MIPUPTOM HA PYCCKOM S3bIKE YKa3aHbI
HAaMMEHOBAaHWE JIGKAPCTBEHHOTO mpemapara (MEXAyHapOJHOE  HEMaTEHTOBAHHOE, WU
TPpyNIUPOBOYHOE, WM XUMHUYECKOE, I TOPrOBOE HAUMEHOBAHUE), HOMEP CEpPHUH, JlaTa BBITYCKa
(nnss UMMYHOOMOJIOTMUECKUX JIEKAPCTBEHHBIX IPENaparoB), CPOK TOAHOCTH, JO3UPOBKA WU

KOHIIEHTpalus, 00beM, aKTUBHOCTh B €IUHUIAX JEUCTBUS WM KOJUYECTBO 103; (B pedaxyuu
Geoepanvruix 3axonos ot 11.10.2010 Ne 271-D3; ot 22.12.2014 Ne 429-D3)

2) Ha WX BTOPUYHOHN (MOTPEOUTENHCKOI) YIMAKOBKE XOPOIIO YUTAEMBIM MIPUPTOM Ha
PYCCKOM  sI3bIKE yKa3aHbl HAMMEHOBAaHUE JIEKAPCTBEHHOIO TMpernapara (MeXIyHapoIHOE
HENAaTeHTOBAaHHOE, WM TPyNIUPOBOYHOE, WM XUMHUYECKOE U TOProBOE€ HAMMEHOBAHMS),
HAaUMEHOBaHUE IPOU3BOIUTEINS JIEKAPCTBEHHOIO Ipernapara, HOMEp CEpuH, Jara Bbllycka (A
UMMYHOOHOJIOTHUECKUX JIEKapCTBEHHBIX npenaparos), HOMED PErUCTPALMOHHOTO
YIOCTOBEPEHHs, CPOK TOAHOCTH, CIOCOO MPUMEHEHUs, JO3WPOBKA WU KOHIICHTpPAIMs, 00BEM,
aKTUBHOCTb B €AMHHIIAX JEUCTBUS JMOO KOJUYECTBO J03 B YIAKOBKE, JIEKapcTBeHHas (opma,

yCIJIOBUS OTITyCKa, YCIOBUSL XpaHEHUsI, IPEAyNPEAUTENIbHbIE HAINUCH. (B pedakyuu ¢edepanvhbix
3axono6 ot 11.10.2010 Ne 271-®3; ot 22.12.2014 Ne 429-D3)

2. dapmareBTHYECKHE CYOCTAHIIMM JOJDKHBI TIOCTYyNaTh B OOpallleHue, eciu Ha HX
MIEPBUYHON YITAKOBKE XOPOIIO YUTAEMbIM IMIPHU(PTOM HA PYCCKOM SI3BIKE yKa3aHbl HAUMECHOBAHUE
(hapMmarieBTHIECKOM CyOCTaHIIMU (MEXTYHAPOIHOE HEMAaTEeHTOBAHHOE, WIIH TPYIIITUPOBOYHOE, WITH
XUMHUYECKOE€ M TOProBO€ HAMMEHOBAHHWS), HAMMEHOBAHHE MPOU3BOAUTENS (PapMarieBTUUYECKON
cyOCTaHIIMU, HOMEP CEpUU U JlaTa U3rOTOBJICHUS, KOJIMYECTBO B YIIAKOBKE U €IMHUIIBI U3MEPEHUSI
KOJTMYECTBA, CPOK TOMHOCTH U YCIOBHUS XpaHeHus. (B peoaxyuu @edepanvrozo 3axona
ot 22.12.2014 Ne 429-®3)

3. JlexapcTBEHHBIE CPEJCTBA B KAaYECTBE CHIBOPOTOK JIOJDKHBI MOCTYIATh B OOpallieHue ¢
yKa3aHHEM JKUBOTHOTO, U3 KPOBH, IJIa3Mbl KPOBH, OPTaHOB U TKaHEH KOTOPOTO OHU MOJYYEHBI.

4. Ha BropuuHyto (MOTpeOUTEIHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEICTB, MOTYUYEHHBIX
W3 KPOBH, IJIa3Mbl KPOBU, OPTaHOB M TKAHEW YeJIOBEKa, JIOKHA HAHOCHUTBCS HAIUCh: ""AHTUTENA
k BUY-1, BUY-2, k Bupycy renaruta C M NOBEpXHOCTHBIM aHTHIECH BHUpyca remnarura B
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OTCYTCTBYIOT".

5. Ha nepBuuHyl0 yHNakoBKy M  BTOPUYHYIO (IOTPEOMTENbCKYIO)  YHAKOBKY
paarodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEJICTB JOHKEH HAHOCUTBHCS 3HAK PaJUallMOHHOM
OIaCHOCTH.

6. Ha Bropmunyr (MOTpEeOMTEIHCKYIO) YITAKOBKY TOMEOITATUYECKUX JICKApPCTBEHHBIX
MpenaparoB JA0JKHA HAHOCUTHCS HAANUCh: "T'omeonarnueckuii'.

7. Ha BrOpuuHyI (HOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTEIIbHbBIX
penaparoB JI0JKHA HAHOCUThCA Haanuch: "[Ipoaykuus nponuia paJualliOHHbIA KOHTPOJIb' .

8. Ha mepBHUHYI0 YITaKOBKY (€CJIH JIJISI ATOTO CYIIECTBYET TEXHUYECKAsi BO3MOXKHOCTH) H
BTOPUYHYIO (IMOTPEOUTEIBCKYI0) YIAKOBKY JICKAPCTBEHHBIX IPENaparoB, MpeaHa3HAYCHHBIX IS
KIMHUYECKUX  HMCCJICAOBAaHMM, JOJDKHA  HAHOCUTHCS  Haamuch:  "JIIs  KIMHUYECKHUX
uccnenoBanuil". (B peoaxkyuu @edepanvrozo 3axona ot 22.12.2014 Ne 429-D3)

9. YnakoBKa JIEKaApPCTBEHHBIX CPEJICTB, NMPEAHA3HAYEHHBIX HUCKIFOUUTEIBHO I SKCIIOPTA,
MapKUpPYETCs B COOTBETCTBUU C TPEOOBAHUSMU CTPAHBI-UMIIOPTEPA.

10. Ha TpancnopTHyto Tapy, KOTOpas He MpeAHa3HadeHa AJisl MOTpeOuTeNield 1 B KOTOPYIO
MIOMEIIIEHO JIEKAPCTBEHHOE CPENICTBO, JOKHA HAHOCUTHLCSA MH(POpPMAIUs O HAMMEHOBAaHUH, CEPUU
JIEKapCTBEHHOTO CPEJICTBA, JAAaTe BBIMYCKa, KOJIWYECTBE BTOPUUHBIX (MMOTPEOUTEIHCKUX) YIAKOBOK
JIEKapCTBEHHOTO  CPEJCTBA, IPOU3BOJIUTENE  JIEKAPCTBEHHOIO CpPEACTBA C  yKa3aHHEM
HAaMMEHOBaHUSI M MECTOHAXOXKIEHUSI MPOU3BOAMUTENS JIEKAPCTBEHHOIO CpencTBa (aapec, B TOM
yucie crpaHa M (WIM) MECTO MPOM3BOJACTBA JIEKAPCTBEHHOTO CPEIACTBA), a TaKXKe O CPOKe
TOTHOCTH JIEKAPCTBEHHOTO CPEJICTBA U 00 YCJIOBMSAX €r0 XpaHEHUs U MEepPEeBO3KU, HEOOXOIUMbIE
MpenynpeanTeabHbIe HAIUCH U MAHUITYJISITOPHBIC 3HAKH.

11. Ha nepBUYHYyIO YINAaKOBKY U BTOPUYHYIO (TIOTPEOUTENIbCKYIO)  YIIAKOBKY
JIEKapCTBEHHBIX CPEJCTB /ISl BETEPUHAPHOTO MPUMEHEHUs JIOJKHA HAHOCHUThbCA Haamuck: "Jlis
BETEPUHAPHOTO IPUMEHEHUS".

12. Ha Bropuunyto (MOTpeOUTETHCKYIO) YIAKOBKY JIEKapCTBEHHOTO Mpernapara HaHOCUTCS
LITPUXOBOM KOI.

I'maBa 9. BBo3 JiekapcTBeHHBbIX cpeacTB B Poccuiickyio ®egepanuio 1 BbIBO3
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoin @enepaunu

(Haumenosanue 6 pedaxyuu Pedepanvrozo saxona ot 06.12.2011 Ne 409-D3)

Crarbs 47. llopsinok BB03a JIeKAPCTBEHHBIX cpeacTB B Poccuiickyro
degepauuio M BbIB03a JIEKAPCTBEHHBIX cpeacTB u3 Poccuiickoi
denepanuun

(Haumenosanue 8 pedaxyuu @edepanvroeo 3axona ot 06.12.2011 Ne 409-D3)

1. BB03 nekapcTBeHHBIX cpeAcTB B Pocculickyro denepanuio OCyECTBISIETCS B ITOPSIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickonn ®dexepaunn, B COOTBETCTBUM C AKTaMH,
cocrapisironumMu ipaBo  Coro3a, W (W) 3akoHoAarenabcTBOM Poccuiickoit ®denepauuu o
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TaMOXXECHHOM DPETYIMPOBaHUH. (B pedaxyuu ghedepanvrvix 3axonos ot 06.12.2011 No 409-D3,
ot 30.01.2024 Ne 1-®3)

2. Bro3umsie B Poccuiickyto @enepanuio JeKapCcTBEHHBIE CPEACTBA TOJKHBI COAEPIKATHCS
B TOCYIapCTBEHHOM  pEECTpe  JIEKAPCTBEHHBIX  CPEICTB, WIM  €IUHOM  PEecTpe
3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpasuiickoro SKOHOMHUYECKOTO CO03a, WU
€IMHOM  PEEeCTpe  3apErUCTPUPOBAHHBIX  BETEPUHAPHBIX  JIGKAPCTBEHHBIX  MPENapaToB

EBpa3zuiickoro ~ PKOHOMHYECKOTO  CO03a. (B pedaxkyuu  @hedepanvHblx  3aKOHO8
or 06.12.2011 Ne 409-®3, ot 27.12.2019 Ne 462-D3, ot 30.01.2024 Ne 1-D3)

3. Jomyckaercs BB03 B  Poccuiickyto  ®Denepaunio  KOHKPETHOW  MHapTHH
3apETUCTPUPOBAHHBIX M (WJIM)  HE3apPErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
MPEAHA3HAYEHHBIX JUISl POBEACHUS KIMHUYECKHUX MCCIIEOBAHUN JIEKAPCTBEHHBIX IPEIAPATOB,
IIPOBENCHUS DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS OCYIIECTBIEHUS TOCYIapCTBEHHOM
perucTpanuy JIEKapCTBEHHBIX IPENaparoB MM JJis OKa3aHUs MEAMIMHCKOM MOMOIIM II0
KU3HEHHBIM TIOKAa3aHUSIM KOHKPETHOIO TAaIlMeHTa Ha OCHOBAHUHU pPa3pEIICHHs, BBIJAHHOTO
YIOJTHOMOYEHHBIM (peiepaJbHbIM OpPraHOM UCIOJHUTEIBHOW BIACTH TIO 3asBICHUSM JIHII,
yKa3aHHbIX B cTaThe 48 Hactosimiero denepanbHoro 3akoHa. PaccMoTpenre Takoro 3asBiI€HUS U
NPUHATHAE PEUIEHUS O BBIJAYE PA3PEIICHUS HA BBO3 KOHKPETHOM MAPTHUH 3apETUCTPUPOBAHHBIX U
(WM) HEe3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NMPEAHA3HAUYEHHBIX JJIS IPOBEIEHUS
KIIMHUYECKUX  HUCCIEAOBAaHUM  JIEKAPCTBEHHBIX  MPENaparoB, MPOBEACHUS  AKCHEPTU3BI
JIEKAPCTBEHHBIX CPEACTB ISl OCYILIECTBICHUS TOCYJAPCTBEHHOW PErucTpaluy JIEKapCTBEHHBIX
MPENapaToB WM ISl OKa3aHUSI MEIUIUHCKOW MOMOIIY MO )KU3HEHHBIM MTOKa3aHUSAM KOHKPETHOTO
nanuMeHTa Jmbo 00 OTKa3ze B BblJaue YKa3aHHOTO pAa3pelIeHUs MPOU3BOISTCS B CPOK, HE
IpeBBILIAIONINN NATH pabounx aAHel. [1nara 3a Bbinady yka3aHHOTO pa3pelleHus He B3umaercs. (B
peoaxkyuu Pedepanvrozo 3axkorna ot 06.12.2011 Ne 409-D3)

3!, Jlomyckaercas BBO3 B Poccuiickylo @enepanuio  KOHKPETHOH  HapTHu
HE3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApPaTOB, COIAEPKAIIMX HAPKOTUYECKUE CPEACTBA
WIM TICUXOTPOITHBIE BEIIECTBA, B MOpsAJKe, ycTaHOBIeHHOM [IpaButensctBomM Poccuiickoii
®enepanuu, Ui OKa3aHUS MEAMIMHCKOM MOMOIIM IO KU3HEHHBIM IOKAa3aHUAM KOHKPETHOTO
nanyeHTa WM TPYNNbl MalUeHTOB B Clydae, €ClId MMEETCsl pelleHHWe BpadeOHON KOMUCCHUU
MEIUIIMHCKOW OpraHu3aluu O HEeIPPEKTUBHOCTH WIM HEBOZMOXKHOCTH TMPUMEHEHUS Y
KOHKPETHOIO TMAalMEeHTa WHBIX 3aPErMCTPUPOBAHHBIX JEKAPCTBEHHBIX IMPENapaToB, B TOM YHUCIE
COJEpKallluX JApPYyTUe JAEUCTBYIOLIME BEIIECTBA, M O HEOOXOIMMOCTH BBO3a OIPEJEICHHOTO
HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOIO Mpernapara C YKa3aHUEM €ro MeXIyHapOoIaHOTO
HEMaTeHTOBAHHOTO (MJIM XUMUYECKOTO, WM TPYNITUPOBOYHOT0) HAUMEHOBaHUS, (DOPMBI BBIITYCKa
u komuuectBa. llepedeHp 3a00neBaHUl W COCTOSHUM U COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX
MPENapaToB, COAECPKAIIUX HAPKOTHYECKHE CpPEICTBA M IICUXOTPOIHBIE BEIIECTBA, B LEJSAX
OCYIIECTBJIECHUSI MX BBO3a B COOTBETCTBUU C TPEOOBAHUSIMHU HACTOSIICH YacTH yTBEpKIaeTcs
YIOJHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIIONHUTENbHON BIACTH. ([ononnenue uyacmvio -
@eodepanvubiii 3akon 0T 27.12.2019 Ne 475-D3)

32, Jlo 31 nexabps 2024 roga qomyckaloTcs BBO3 Ha Tepputopuio Poccuiickoit denepanuu
u obOpamenue B Poccuiickoit @exepanuu € ydyeToM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
[IpaButensctBoM Poccuiickoit @enepanuu, 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIsl  MEIMLMHCKOTO TPUMEHEHMsST B YIAKOBKAX, NPEJHA3HAYEHHBIX JMJi1 OOpalleHuss B
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WHOCTPAHHBIX TOCYIAapCTBaX, B ciaydae AePEKTYphl JCKAPCTBCHHBIX IPEIapaToB WU PHUCKA €€
BO3HUKHOBEHUS B CBA3U C BBEACHUEM B OTHOlIeHUU Poccuiickon denepanny OrpaHUIUTEIIbHBIX
MEP DJKOHOMHUYECKOIO XapakTepa IIPU YCIOBUU COOTBETCTBUSL BBO3UMBIX JIEKAPCTBEHHBIX
nmpenaparoB TpeOOBaHUSM, YCTAHOBICHHBIM MPU WX PETUCTPAIIMH, 3a UCKIIIOUEHUEM TPpeOOBaHUIM
K TEPBUYHON YMNaKOBKE, BTOPUYHOHN (MOTPEOUTEIHCKOIM) YIAKOBKE, a TAaKXKe IMPU HAJIUYUHU Ha
BTOPHYHON (IMMOTPEOUTEIHCKON) yHaKOBKE JICKAPCTBEHHBIX IIPENaparoB, HAXOMSIIUXCS B
oOpaleHnn, CaMOKJISSAIIECHCS] S TUKETKH, Colep KaIiel HHPOPMAIIHIO O JIEKAPCTBEHHOM IIpernapare

Ha PYCCKOM s3bIKE. (/Jononnenue uacmoto - Pedepanvhusiii 3akon oT 26.03.2022 Ne 64-D3) (B
peoakyuu Pedepanvrozo 3akona ot 19.12.2022 Ne 519-03)

4. B Poccuiickyto ®@enepanuio MOXHO BBO3UTh JICKAPCTBEHHBIE CPEACTBA, Kaue€CTBO
KOTOPBIX  TOATBEPXKACHO  CEepTU(PHUKATOM  MPOU3BOAMTENS  JICKAPCTBEHHBIX  CPEJ/ICTB,
YIOCTOBEPSIOIIUM  COOTBETCTBHE  BBO3UMBIX  JIEKAPCTBEHHBIX  CPEICTB  TPEOOBAHMSIM,
YCTAHOBJIEHHBIM IIpU HMX PEruCTpalid WIM TPOBENCHUM IPOLEAYP, CBA3AHHBIX C
peructpanueid. (B pedaxkyuu  ¢edepanvnvix  3axkonos ot 06.12.2011 Ne 409-03,
ot 30.01.2024 Ne 1-®3)

5. 3anpemaercs BBo3 B Poccuiickyro ®denepanuio GpanbcuPUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEIICTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX
cpencTB. (B peoakyuu @edepanvrozo 3akona ot 06.12.2011 Ne 409-D3)

6. danbcudunmpoBaHHBIE  JIEKAPCTBEHHBIE  CPEACTBA,  HEAOOPOKAYECTBEHHBIC
JIEKaPCTBEHHBIE CPEICTBA MOJIEKAT UZBATHIO U MOCIEAYIOIIEMY YHUUYTOKEHUIO WM BBIBO3Y W3
Poccuiickoit denepannu, KOHTpaPaKkTHbIE IEKAPCTBEHHBIE CPECTBA - UIBSITUIO U TIOCIETYIOIIEMY
YHUUTOXKEHUIO. YHUUTO)KEHHE WM BbIBO3 U3 Poccuiickoit denepaunu (anbcu@uimpoBaHHbIX
JICKapCTBEHHBIX CPEJICTB, HEJOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpPa(aKTHBIX
JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISAETCS 3a CYET JIULA, OCYLIECTBUBIIErO MX BBO3. Ilopsamox
YHUUTOXKEHUS U3BIATHIX (PambCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HETOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX  CPEACTB, KOHTPA(PaAKTHBIX JIEKAPCTBEHHBIX  CPEJCTB  YCTAHABIIMBAETCS

[IpaButensctBoM  Poccuiickoit ~ ®enepauuu. (B pedakyuu  PedepanvHozo  3aKOHA
otT 06.12.2011 Ne 409-®3)

7. Jluua, ocymectBisomue BB03 B Poccuiickyro ®enepanuio ¢hambcuuimnpoBaHHBIX
JIEKapCTBEHHBIX CPEJCTB, HEI0OPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTpa(aKTHBIX
JIEKAPCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTH B COOTBETCTBUM C 3aKOHOIATEIBCTBOM
Poccuiickoit ®enepauuu. (B pedaxyuu gedepanvrvix 3axornoé ot 06.12.2011 Ne 409-03,
o1 30.01.2024 Ne 1-®3)

8. BBIBO3 JIEKapCTBEHHBIX cpelacTB H3 Poccuiickoil @eaepanuu OCYLIECTBISETCS B
COOTBETCTBUM C aKTamH, cocrabisiiomuMu mnpaBo Coro3a, u  (WiIM) 3aKOHOAATEIbCTBOM
Poccuiickoit denepanyivi 0 rocy1apcTBEHHOM PETYJIMPOBAHUM BHELTHETOPTOBOM J1€ATENBbHOCTH. (B
peoaxkyuu Pedepanvrozo 3akorna ot 30.01.2024 Ne 1-03)

9. BBom B rpaxmaHCKuil 0OOpPOT JIEKAPCTBEHHBIX NPEMApPATOB NI MEAUIIMHCKOTO
NMpUMEHEHUs, BBE3eHHbIX B Poccuiickyro ®Peaepannio, OCYLIECTBISETCA C COOIMIOIEHUEM
TpeOOBaHUi, YCTaHOBJIEHHBIX cTaTheil 52! Hacrosmero ®enmepanbHoro 3akoHa. (Jononnenue
yacmoio - Dedepanvruiii 3akon oT 28.11.2018 Ne 449-D3)

10. BBox B rpaxxgaHCKUW OOOpPOT JIEKApPCTBEHHBIX MPEMaparoB JUIisi BETEPUHAPHOTO
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MPUMEHEHUS, BBE3€HHBIX (mepeMenieHHbix) B Poccuiickyto dDenepanuro, OCYyIIECTBISETCS C
coOmonenneM TpeOOBaHMI, YCTAHOBICGHHBIX cTaThelt 52° mHacTtosmero deaepaabHOTO
3aKoHa. ([ononnenue yacmoto - Pedepanvubiii 3axon ot 02.07.2021 Ne 317-D3)

Crarba 48. FOpuanueckue Jiua, KOTOPbIM pa3pelieH BBO3 JIEKAPCTBEHHbIX
cpenctB B Poccuiickyro ®@enepauuro

(Haumenosanue 6 pedaxyuu @edepanvrozo 3akona ot 06.12.2011 Ne 409-D3)

JlexapctBeHHble cpeactBa B Poccuiickyio ®eneparuio MOryT BBO3UTH: (B pedaxyuu
@Dedepanvrozo 3axona ot 06.12.2011 Ne 409-D3)

1) mpousBOAMTENHM JEKAPCTBEHHBIX CPENCTB IS Il COOCTBEHHOTO MPOU3BOJCTBA
JIEKAPCTBEHHBIX CPEACTB;

2) UHOCTpaHHbIE Pa3pabOTYUKHU JIEKAPCTBEHHBIX CPEACTB U MHOCTPAHHBIE IPOU3BOAUTENN
JIEKapCTBEHHBIX CPEJICTB WIM JIpyrUe HOPUAMYECKUE JIMLIa IO IOPY4YEHHUIO pa3paboTyMka
JIEKAPCTBEHHOTO CpEACTBA ISl MPOBEACHUSA KIMHUYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHOTO
npenapara, OCYIIECTBICHUS TOCYJapCTBEHHOM pErucTpauuy JIEKapCTBEHHOIO —Ipernapara,
BKJIIOUEHHUS (apMalleBTUUECKONM CyOCTaHIIMM B TOCYAApCTBEHHBIH peecTp JIEKapCTBEHHBIX
CpPEICTB, KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB NPH  HAJUYUU  Pa3pEILCHHUS
YIOJIHOMOUYEHHOTO (heZepalibHOTO OpraHa MCIOJIHUTENbHON BIACTH HAa BBO3 KOHKPETHOM NapTUU
JIEKApCTBEHHBIX CPEACTB;

3) opraHu3anuu ONTOBOM TOPTOBIIN JEKAPCTBEHHBIMU CPEICTBAMHU;

4) Hay4HbIe OpraHu3amud, o0pa30BaTelbHBIC OpraHW3allMM BBICIIETO O0pa30BaHU,
MPOM3BOAMTENN  JIGKAPDCTBEHHBIX  CPEIACTB JUIS  pa3paldOTKH, HCCIEAOBAHHMA, KOHTPOJIS
0e30macHOCTH, KauecTBa, d(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MPU HAJTUYUH pPa3pelICHUs

YIOJHOMOYEHHOTO (peIepaIbHOr0 OpraHa MCIOJHUTENBHON BIacTH; (B pedakyuu gedepanvhbix
3axono6 ot 02.07.2013 Ne 185-®3, ot 30.01.2024 Ne 1-D3)

5) MeaMIMHCKHE OpraHU3alluu, MHbIE yKa3aHHbIe B MyHKTax | - 4 Hacrosuiel crarbu
OpraHu3alliy ISl OKa3aHWUsS MEIWIIMHCKON TMOMOIIM TO >KU3HEHHBIM IMOKa3aHUSM KOHKPETHOTO
MaIlMeHTa MpU HATWYUU Pa3pelieHus YIIOJTHOMOYEHHOTO (heepalbHOTO OpTraHa UCTIOMHUTETHHON
BJIACTH HA BBO3 KOHKPETHOW MApPTUU JIEKAPCTBEHHOTO Mperapara, BbIJIAHHOTO B YCTaHOBJICHHOM
nopsiike B (pOpMe AJIEKTPOHHOTO JOKYMEHTA, MOJANHUCAHHOIO YCHJICHHOW KBaJu(UUIHUPOBAHHOU
ANIEKTPOHHON NMOANUCHIO; (B pedakyuu Dedepanvrozo 3akona ot 12.03.2014 Ne 33-D3)

6) TOCYIapCTBEHHbIC YHUTAPHBIC NPEANPUATHS, HUMYIIECTBO KOTOPHIX HAXOJIUTCS B
benepanpHOl coOcTBeHHOCTH, ompenensemble [lpaButenbcTBOM Poccuiickoit denepannm, B
yacth BBO3a B Poccuiickyro Denepaiuio HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaTos,
COIEpKAIMX HAPKOTUYECKUE CPEJICTBA WJIM T[CUXOTPONHBIE BEIIECTBAa, ISl OKa3aHUs
MEIUIIMHCKOW TMOMOIIM IO YW3HEHHBIM ITOKA3aHUSIM KOHKPETHOTO IMAIIMEHTA WM TPYIIIbI
MAIHEeHTOB B COOTBETCTBMH ¢ 4YacThlo 3! cratem 47 Hactosmero deaepalbHOTO
3aKoHa; (/[ononnenue nynkmom - @edepanvuuiii 3axon ot 27.12.2019 Ne 475-D3)

7) TPOU3BOAMTENN MEAULMHCKUX W3AETUN A LeNed MpPOU3BOJICTBA MEAMIIMHCKUX
u3nenuit. ([Jononnenue nynkmom - @edepanvusiii 3akon ot 30.01.2024 Ne 1-D3)
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Crarbs 49. JlIoKyMeHTBI, IpeACTaB/IAsIeMble B TAMOKEHHbIE OPraHbl
Poccuiickoii Pegepanuy Mpu BBO3e JEKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®enepanuro

(Haumenosanue 8 pedaxyuu @edepanvrozo 3axona ot 06.12.2011 Ne 409-D3)

1. ITpu BBO3€ JIeKapCTBEHHBIX CpeACTB B Poccniickyro Denepannio B TAMOKEHHBIE OPTaHbl
Poccuiickori @enepanuu Hapsiay € JOKYMEHTAMH, MPEACTABICHHE KOTOPBIX MPEAYCMOTPEHO
akTamu, cocTaBistommmu paBo Corosa, u (Min) 3akoHomareabcTBoM Poccuiickoit deneparuu o
TaMOXEHHOM PETYJIMPOBAHUM, NPEACTABISIOTCS CHEAYIOIIME JOKYMEHTBI B 3JIEKTPOHHOM
bopwme: (B pedaxyuu gpedepanvhubix 3axkornos ot 06.12.2011 Ne 409-D3, ot 30.01.2024 Ne 1-D3)

1) ceptudukar TPOU3BOAUTENS JICKAPCTBEHHOTO CPEACTBA Il BETEPUHAPHOTO
MPUMEHEHUS, YIOCTOBEPAIONIMM COOTBETCTBHE BBO3UMOTO JIEKAPCTBEHHOTO CpEICTBA s
BETEPUHAPHOTO MIPUMEHEHUS TpeOOBaHUAM (PapMaKoNeitHOW cTaThu MO0 B Cy4yae €€ OTCYTCTBUSA
HOPMaTUBHOTO IOKYMEHTa; (B pedaxyuu Pedepanvrozo 3axona ot 30.01.2024 Ne 1-D3)

2) pa3pelieHue YIMOJIHOMOYEHHOTo (eepalbHOr0 OpraHa MCHOJHUTEIbHOW BIIACTU HA
BBO3 KOHKPETHOM MAPTUHU JIEKAPCTBEHHOTO CPEJICTBA B CIIyYasiX, YCTAHOBICHHBIX YACThIO 3 CTaThbU
47 nacrosmero denepanbHOTO 3aKOHA.

2. JIoKkyMeHTBI, YKa3aHHbIC B MyHKTaX | u 2 yactu 1 HacTosimen ctaTbu, NPEACTABIISIIOTCS
B TaMOXeHHbIe opranbl Poccuiickoit ®enepanuu mpu NPUOBITHH JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyto @enepanuto. (B pedakyuu Pedepanvrozo 3akona ot 06.12.2011 Ne 409-D3)

Crarbs 50. BBo3 jiekapcTBeHHbIX IpenapaToB B Poccuiickyio ®denepanuio
JJIS1 IMYHOTO UCNOJIb30BAHNS M MHBIX HEKOMMEPYEeCKHUX 1eJieil, a
TaKKe JJIs1 MCIOJIb30BAHUS HA TEPPUTOPHH MEKIYHAPOAHOI0
MEIMUIMHCKOIo KjacTepa

(Haumenosanue 6 peoakyuu ¢hedepanvrvix 3akonoé ot 06.12.2011 Ne  409-®3;
oT 29.06.2015 Ne 160-D3)

1. JlekapcTtBeHHble Tpenaparbl MOTYT ObITh BBe3eHBl B Poccuiickyro ®enepamuio 06e3
ydeTa TpeOOBaHUI, IPETyCMOTPEHHBIX YacTaMu 1 - 4 cratbu 47, ctarbsimu 48 u 49 HacToOsIIIETO
denepanbHOro 3aKkOHA, €CIU OHM NpeaHa3HaueHbl s: (B pedaxkyuu Dedepanvrozo 3axoHa
ot 06.12.2011 Ne 409-®3)

1) nuyHOrO WCHONB30BaHUS (PUIMYECKUMH JUIAMHU, NpUOBIBIIMMU B Poccuiickyro
Oenepannto. Ilpu stom BBO3 B Poccumiickyro @enepanuio JEKApCTBEHHBIX IPENApaToB,
coJlepKalIuX CUIIbHOJEHCTBYIOIIME U (MJIH) SIIOBUTHIE BEIIECTBA, BKIIOYEHHbBIE COOTBETCTBEHHO B
CIIUCOK CUJIBHOAECHCTBYIOIIMX BEIIECTB JUIS LIEJEH YTOJIOBHOTO 3aKOHoAarenbcTBa Poccuiickoi
Qepepalii M B CIHCOK SAOBUTBIX BELIECTB JUISI LEJIEH YrOJIOBHOIO 3aKOHOAATENIbCTBA
Poccuiickonn  @epepaunu, yrBepkaeHHble IIpaBurensctBoM  Poccuiickonn — Penepanuu,
OCYLIECTBISETCA NPU HAJUYUKM JOKYMEHTOB (3aBEPEHHBIX KONUW JOKYMEHTOB WJIM 3aBEPEHHBIX
BBIMIUCOK W3 HHUX), TOATBEPKIAIONMX Ha3HaYeHHE (PU3UUECKOMY JIMIYy  YKa3aHHBIX
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JICKapCTBEHHBIX MpenaparoB (3a HCKITFOUEHUEM JICKAPCTBEHHBIX Mpenaparos,
3aperucTpupoBaHHbIX B Poccmiickoit deneparun b0 3aperucTPUPOBAHHBIX B COOTBETCTBUU C
aKTamu, coctaBisitomuMu mipaBo Coro3a, 1 oTiyckaembix B Poccuiickoit @eneparun 6e3 perenra
Ha JIeKapCTBeHHBIM mpemnapar). [loaTBepikmaronue MOKyMEHTHI (MX 3aBEPEHHBIC KOMHUHM WM
3aBEpPEHHBIC BBIMMCKA M3 HUX) JODKHBI COJAEpKaTh CBEJICHHUS O HAaUMEHOBAaHWU M KOJIMYECTBE
HA3HAYEHHOIO JIEKAPCTBEHHOro mpemnapara. B ciiyyae, eciau mOATBEpKIAIOIIME JTOKYMEHTHI (UX
3aBEpPEHHBIC KOIMHM WJIM 3aBEPEHHBIC BBIMMCKUA W3 HHUX) COCTABJICHBI HA MHOCTPAHHOM SI3BIKE, K

HUM TIpUjaraercs HOTapUaldbHO 3aBEPEHHBIM TMEpeBOA Ha PYCCKUM s3bIK; (B  pedaxyuu
geoepanvruix 3axonos ot 02.06.2016 Ne 163-D3, ot 30.01.2024 Ne 1-D3)

2) WCMONB30BaHUS PAOOTHHKAMHU AUIIOMATHUYECKOTO KOpIyca WM TPEICTABUTEISIMU
MEXIYHAPOJIHBIX OPraHu3aliil, aKKpeIUTOBAaHHBIX B Pocculickont Denepanuu;

3) neyeHus: MacCaXUpOB U WICHOB AKUIMAXKEH TPAHCIIOPTHBIX CPEACTB, MOE3AHBIX OpHUraj
U BOJUTENEH TPAHCHOPTHBIX CPEACTB, MpuObIBIIMX B Poccuiickyro ®denepauuto; (B peoaxyuu
®Deoepanvroco 3akona ot 06.12.2011 Ne 409-D3)

4) nedyeHUs YYaCTHUKOB MEXIYHApOAHBIX KYJAbTYPHBIX, CIOPTUBHBIX MEPOIPUSTUN U
YYaCTHUKOB MEKIyHAPOAHBIX dKCIEIUIINN;

5) nedeHHs KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300Caiax, LUpPKaxX, OKEaHapUyMax,
nenbQUHAPHSIX, JTCUEHUS TUKUX )KUBOTHBIX, TOCTOSTHHO WJIM BPEMEHHO HACEISIONMINX TEPPUTOPHUIO
Poccuiickoit @eneparuu, HaXOASIIUXCS B COCTOSHUN €CTECTBEHHON CBOOOIBI M MPUHAJICIKAIITIX
K BuaaM, 3aHeceHHbIM B Kpacnyio kuury Poccuiickoit denepanuu v (Wiau) KpacHble KHUTU
cyobexToB Poccuiickoit deneparuu, a Takxke )KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuio
IUIS y4acTusl B CIIOPTUBHBIX U 3PEIHIIHBIX MEPONPUITUSIX; (B pedakyuu ghedepanrbHvix 3aKOHO8
o1 06.12.2011 Ne 409-®3, ot 02.08.2019 Ne 297-®3)

6) UCHONB30BaHHUA Ha TEPPUTOPUU MEKAYHAPOJHOTO MEIUIIMHCKOTO  KiacTepa.
(L{ononnenue nynkmom - @edepanvuviii 3akon ot 29.06.2015 Ne 160-D3)

2. B caydasx, mpeayCMOTPEHHBIX 4YacThl0 | HACTOSIEW CTaTbH, IOMYCKAaeTCs BBO3 B
Poccuiickyro @enepannio JEKapCTBEHHBIX IPENAPATOB, HE 3apErMCTPUPOBAHHBIX B Poccuiickoi
Oenepanuu 100 HE 3apETUCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMM, COCTABJISIOUIMMHU IIPABO
Coro3za. (B pedakyuu ¢hedepanvruix 3axkonos ot 06.12.2011 Ne 409-D3, ot 30.01.2024 Ne 1-D3)

3. JlexkapcTBeHHblE€ TIpemnapaThl, MpPeAHA3HAYECHHbIE [UIsI TYMaHUTApHOM IOMOIIU
(conmecTBUS) MU MTOMOIIM TP YpE3BbIYAHBIX CUTYalMsIX, BBO3SITCSA B Poccuiickyro denepanuio
B mopsnke, ycraHoBieHHOM IIpaBurensctBom Poccuiickoit ®@enepanuu. 3ampemniaeTcs BBO3 B
Poccutickyro denepannto HE3aperuCTPUPOBAHHBIX JIEKapCTBEHHBIX IIpEeraparos,
npeJHa3HAYeHHBIX UIsl TYMaHUTApPHOW MOMOIIU (COAEHCTBUSA) UM MOMOLIM MPU Ype3BhIUANHBIX
cutyauusix. (B pedakyuu @edepanvrozo saxona ot 06.12.2011 Ne 409-D3)

Crarps 51. CorpynHuuecTBo (perepaaibHOro OpraHa MCIOJHUTEIbHOM
BJIACTH, OCYIIECTBJAIOMEro GyHKINH 10 KOHTPOJIIO U HAJA30pY B
00,12CTH TAMOKEHHOTI0 J1eJIa, ¥ APYTUX YIOJHOMOYEHHBIX
(penepanbHBIX OPraHOB MCIOJHHUTEJIbHOH BJIACTH

(Haumenosanue 6 pedaxyuu @edepanvrozo 3akona ot 30.01.2024 Ne 1-D3)
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1. YnomHomoueHHBIC (efepalibHbIC OpPraHbl MCIIOJHUTEILHON BIIACTH MPEIOCTABISAIOT B
pacnopsbkeHue QenepasbHOro oprafa UCIOJHUTEILHOW BIACTH, OCYIIECTBISIONMEro (PYHKIMH T10
KOHTPOJIFO U HAA30py B 00JACTH TaMOXKEHHOTO JIeJia, TOCYIaPCTBCHHBIN PEeCTp JICKApCTBEHHBIX
CPEICTB, a TakXke HWH(GOPMALMIO O BBIIAHHBIX pPa3peIICHHUSIX HAa BBO3 KOHKPETHOW IapTHH
JICKAPCTBEHHBIX CPEJICTB B CIIyYasX, YCTAaHOBICHHBIX 4YacTbl0 3 cTarbMl 47 HACTOSAIICTO
denepanbHOTO 3aK0HA. (B pedaxkyuu Pedepanvrozo 3axkona ot 30.01.2024 Ne 1-D3)

2. denepanbHBIl OpraH HCHOJHUTEIBHOW BIACTH, OCYIIECTBISIOMUN (DYHKIIUHA 10
KOHTPOJIIO U HAA30py B OOJACTH TaMOXEHHOTO Jelia, MHQOpMUpPYET yKa3aHHbIE B 4YacTu |
HACTOAIIEH CTAaThU YMOJHOMOYECHHBIC (enepanbHble OpPTaHbl WCIIOJIHUTEIHLHOM BIACTH O BBO3E
JIEKapCTBEHHBIX cpenctB B Pocculickyro denepanuro U BBIBO3E JIEKAPCTBEHHBIX CPEACTB U3
Poccuiickoit ®denepaunu no ¢opMe U B MOPSAKE, KOTOpPhIE YCTaHOBIEHbI [IpaBuTenbcTBOM
Poccuiickoit ®enepauuu. (B pedaxyuu ¢hedepanvrvix 3akonos otT 06.12.2011 Ne 409-D3,
o1 30.01.2024 Ne 1-®3)

I'maBa 10. ®apmaneBTH4YecKas 1eATeIbHOCTD

Crarps 52. OcyuiecTBiieHHe (papManeBTHYECKOM AeATeIbHOCTH

1. ®apmarneBTrueckas JACSITEIBHOCTh OCYIIECTBIACTCS OpTaHM3AIUsIMUA  ONTOBOM
TOPTOBIM JICKAPCTBEHHBIMH CPEJICTBAMH, alTEYHBIMU OpTraHU3alUsIMH, BETEPUHAPHBIMU
anTeYHbIMU OpPraHU3alUsIMU, WHIUBUYAIbHBIMU MPEANPUHUMATEIIIMHU, UMEIOIIUMH JIMIICH3UIO
Ha (hapMaleBTUUECKYIO JEATeIbHOCTh, MEIUIIMHCKUMH OPraHU3alUSIMH, UMEIOIIUMHU JTUICH3UIO
Ha  (apMaleBTHUYECKYIO0  JCSITeNbHOCTb, W WX  00O0COOJCHHBIMH  TOAPA3ICIICHUSIMU
(amOynaropusiMu, QenpamepckuMu U GeabAmepCKO-aKyIIepCKUMU  TIYHKTaMH, I[IEHTpaMu
(otmenenusamu) oOmIe BpaueOHOW (CeMEHHOM) NPAKTHKH), PACTOIOKEHHBIMU B CEIBCKUX
HACEJEHHBIX IMMYHKTAaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHble OpraHU3allid, U BETEPUHAPHBIMU

OpraHu3alysIMH, UMEIOUIMMHU JHUIEH3UI0 Ha (apMaleBTUUECKYIO NeATEIbHOCTb. (B pedaxyuu
@eodepanvroco 3akona ot 25.11.2013 Ne 317-D3)

2. ®wus3nyYecKWe JHIa MOTYT OCYIIECTBIATH (DapMAIEBTUUCCKYIO JCSITEILHOCTh MPH
HAJIMYUU BBICIIETO WK CPEIHETO (papMarieBTUIecKoro o0pa3oBaHus U cepTu(uKara CreruaimcTa
00 TPONIEHHOW aKKpeIuTAIllMM CIICNUAINCTa, BBICIIETO WM CPETHEr0 BETEPUHAPHOTO
oOpa3oBaHusl U cepTU(dUKATa CIEIUaINCTa JTUOO MPOUIECHHON aKKpEAWTAIMH CIICIHAaIuCTa, a
TaKKe BBICIIECTO WM CPEAHETO MEAMIIMHCKOTO 00pa3oBaHUs, cepTHU(dHKATa CIeIraInucTa JImdo
MPONICHHON aKKPEIUTAIIUY CIICIIHATUCTA U JJOTIOJIHUTEIILHOTO MPO(EeCCHOHATBHOTO 00pa30BaHus
B YaCTH PO3HUYHOUW TOPTOBIM JIEKAPCTBEHHBIMH IpEraparaMu Jjisi MEIUIIMHCKOTO TMPUMEHEHUS
IpH YCIOBUU HMX pPAbOTBI B OOOCOOJIEHHBIX TOAPA3ACICHUSX MEIUIIMHCKIX OpTaHH3aIlHid,
yKa3aHHbIX B 4actTu | Hacrosimed crarbu. (B pedaxkyuu  DedepanvbHoco  3aKOHA
ot 28.04.2023 Ne 149-®3)

Cratbs 52'. BBoa B rpaskIaHcKuii 000pOT J1eKapCTBeHHBIX IPeNapaToB s
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MEINIMNHCKOI0 MIPUMECHCHUSA

1. Ilepen BBOAOM B TpaxTaHCKUK OOOPOT KaXKIOH CEpUM WM KaKIOH MapTUH
npousBeeHHOro B Poccuiickon ®Penepanuu JEKapCTBEHHOTO IMpenapara s MEIUIUHCKOTO
MPUMEHEHUs, 3a HUCKIIOYCHHEM HWMMYHOOHOJIOTHUECKUX  JICKAPCTBEHHBIX  IPEernaparos,
MIPOU3BOJIUTENbL TAaKOTO JIEKAPCTBEHHOIO IIpernapara NpeAacTaBisieT B ¢eAepalbHblil opran
UCIIOJIHUTEIBHOW BJIACTH, OCYLIECTBISAIOMNNA (YHKIMHM 1O KOHTPOJIO U HAA30py B cdepe
3paBOOXPAHEHHUs], JAOKYMEHT ITPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA, ITOATBEPIKIAOIIUN
Ka4eCTBO JIEKAPCTBEHHOTO Mpenapara, v MoATBEPKACHUE YIIOJTHOMOYEHHOTO JIUIA TPOU3BOIUTENS
JIEKapCTBEHHBIX  CPEACTB  COOTBETCTBHS  JIEKAPCTBEHHOTO  Tpemapara  TpeOOBaHMSIM,
YCTaHOBJIEHHBIM IIPU €r0 FOCYIapCTBEHHON PETUCTPALIUH.

2. Ilepen BBOIOM B TPaXJTaHCKUN 00OPOT Ka)XAOW CEPUM WIIM KaXKIOW MapTUHA BBO3UMOTO
B Poccuiickyro @enepanuio JIEKapCTBEHHOI'O IIpernapara Uil MEIMIIMHCKOTO IIPUMEHEHMs, 3a
HCKJIFOYCHUEM UMMYHOOHOJIOTHUECKUX  JIEKAPCTBEHHBIX  MPEMNaparos, Opra”uzanus,
OCYILECTBIISIIONIAs BBO3 JIEKAPCTBEHHOTO mpemnapara B Poccuiickyro denepannto, MpeicTaBIsIET B
(denepanbHblil OpraH UCHOJHUTEIBHOW BIIACTH, OCYLIECTBISAIOMUNA (PYHKIMM O KOHTPOJIIO U
HaA30py B cdepe 3ApaBOOXpaHEHMs, CEPTHU(PUKAT MPOU3BOAUTENS JIEKAPCTBEHHOIO CPENCTBA,
YAOCTOBEPSIOMIUA  COOTBETCTBHE BBO3UMOIO  JIEKAPCTBEHHOTO  Ipenapara TpeOOBaHUSIM
(dapmakoneiHoOi cTaThbu, a B Clly4ae OTCYTCTBUA (apMakomeilHOW cTaTbu TpeOOBaHUIM
HOPMAaTHUBHOM  JOKYMEHTAallHH, M TOATBEPXKICHHE  NPEICTABUTEIS OpraHu3aluu,
OCYWLIECTBIISIIOIIEH  BBO3  JIEKAPCTBEHHOro nmpemnapara B Poccuiickyro ®enepanuro
YIOJIJHOMOYEHHOW HWHOCTPAHHBIM IIPOU3BOAMTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS
BBO3HMMOTO JIEKAPCTBEHHOIO Mpernapara TpeOoBaHUsAM, YCTAHOBIEHHBIM MPU €r0 rOCy1apCTBEHHOU
pEerucTpaIum.

3. llopsnok mnpencraBieHUss B COOTBETCTBHM C 4YacTIMHU | M 2 HACTOAIIECH CTaTbu
JOKYMEHTOB W CBEJEHUN O JIEKAPCTBEHHBIX Mpernaparax, BBOAUMBIX B TIPaKIAHCKUM 000pOT,
ycranasnupaetcs [IpaBurensctBom Poccniickont @enepanum.

4. B OTHOILIEHUHU NEPBBIX TPEX CEpUN WM MAPTUN JIEKAPCTBEHHOTO Ipernapara, BIIEPBbIE
npou3BeeHHOTO B Poccuiickon denepannu win Bepebie BBO3UMOro B Poccuiickyro @enepanuto,
B (eepaibHBI OpPTaH MCHOJHUTEIBHONW BIIACTH, OCYIICCTBIAIONINN (DYHKIIMH MO KOHTPOJIIO U
HAJ30py B cdepe 3IpaBOOXpaHEHUS, JOMOJTHUTEIBHO MPEACTABISETCS MPOTOKOJ HCTBITAHUN O
COOTBETCTBUM CEPUU WIIA MAPTUM JIEKAPCTBEHHOIO Mpemnapara JJjis MEAUIUHCKOTO MPUMEHEHUS
MoKa3areyisiM KayecTBa, MPETyCMOTPEHHBIM HOPMATUBHOM JOKyMEHTalMeW (Jajnee - MPOTOKOI
WCIIBITAHHUK), TPOBOJUMBIX aAKKPEAWUTOBAHHBIMH B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®eneparun 00 aKKpeAUTAllUM B HAIMOHAJIBHOM CHCTEME aKKpeIUTaIuu
(dbenepalbHBIMU  TOCYAAPCTBEHHBIMU  OIOJDKETHBIMU  YUPESKACHUSMU, TOJBEIOMCTBEHHBIMU
(denepanrbHOMY OpraHy MCIOJHHUTEIBLHON BJIACTH, OCYHIECTBISIONEMY (PYHKIIMH IO BBIPAOOTKE U
peanu3anuy TOCYJapCTBCHHOW ITOJIMTHKA W HOPMAaTHBHO-TIPABOBOMY PETYIHPOBAHUIO B cdepe
3paBOOXpaHCHUs, W (eaepalbHOMY OpraHy HCIOJHUTEIBHON BIACTH, OCYIIECTBIISIONIEMY
(yHKIIMM TI0O KOHTPOJIIO M HAA30py B cdepe 3apaBooxpaHeHus. [lopsmok BbIIayM yKa3aHHBIMH
(dbenepaabHBIMU TOCYIAPCTBEHHBIMU OIOPKETHBIMU YUPEKICHUSIMHU JTAaHHOTO MTPOTOKOJIA U pa3Mep
IIJIATHI 32 €r0 Bblgauy ycraHasinuBarorcs [IpaBurensctBoM Poccuiickorn deneparumn.

5. Exerogno He mo3mHee 1 QeBpans MPOWU3BOAUTENIN JIEKAPCTBEHHBIX CPEICTB WIIH
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OpraHu3alyu, OCYIIECTBIISIOIINE BBO3 JICKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepanuto,
MPEACTABISAIOT B (hefAepaTbHBIM OpPTaH MCTIOJHUTEIBHON BJIACTH, OCYIIECTBISIOMMN (PYHKIIUN 10
KOHTPOJIIO M HAaA30PY B cdhepe 3paBOOXpaHEHHUsI, TPOTOKOI UCIIBITAHUN IMOCTYIIUBIIETO B TEUCHUE
roja B TpaKJaHCKUH 000POT JIEKAPCTBEHHOTO Mpernapara KOHKPETHOTO MPOU3BOAUTENS (HA OJTHY
CEepPHI0 KaXKJIOTO TOPTOBOTO HAMMEHOBAHHS C YYE€TOM JICKAPCTBEHHOW (POPMBI M JTO3HPOBKH),
MPOBOJIMMBIX AKKPEAUTOBAHHBIMU B COOTBETCTBHUU C 3aKOHOAATENBCTBOM Poccutickon denepannu
00 aKKpeauTaluu B HAMOHAIBHOW CHUCTEME aKKPEIUTAIMHM HCIBITATSIHbHBIMH JTA00OpPaTOPUSIMHU
(ueHTpamm).

6. IIpon3BoauTenn JIEKaPCTBEHHBIX CPEICTB WM OPraHU3allMM, OCYLIECTBISIONINE BBO3
JIEKapCTBEHHBbIX IpenaparoB B Pocculickyro denepanuio, He MEHee 4Ye€M 3a OAUH TOX 10
IJTAHUPYEMBIX MPUOCTAHOBJIEHUS WJIM NPEKPALIEHUS TPOU3BOJICTBA JICKAPCTBEHHBIX IPENapaTroB
win ux BBo3a B Poccuiickyro ®enepanuio yBenomssitor o0 3ToM deaepaibHbIil  Opran
UCIIOJTHUTEIBLHOW BJIACTH, OCYIIECTBISIOMNNA (YHKIMHM 1O KOHTPOJIO U HAA30py B cdepe
31paBooXpaHeHus U (efepaibHbI OpraH HCIOJIHUTENIBHON BIACTH, OCYIIECTBISIOMUN (YHKINN
10 JIMUEH3UPOBAHUIO IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

7. BBom B rpaxmaHCkuii 000pOT KaXIOW CepUud WM  KOKIOM MapTUU
UMMYHOOHOJIOTMUECKOTO  JIEKApCTBEHHOIO  IIpemnapara, MpousBeneHHoro B Poccuiickoit
@enepanuun unu BBo3uMoro B Poccuiickyto denepannio, OCYIIECTBISETCS Ha OCHOBAaHHUM
paspernieHus, BbIIaHHOTO (efepalbHBIM OPraHOM HCIIOJHUTEIBFHON BIACTH, OCYIIECTBIISIONINM
(YHKIIMM TIO KOHTPOJIO U HAI30py B cdepe 3ApaBOOXPAHECHMs, HA OCHOBAaHWU BBIJAHHOTO
(denepanbHBIMU TOCYJAPCTBEHHBIMU OIODKETHBIMU YUPEXKJICHUAMH, YKa3aHHbBIMU B 4actu 4
HACTOAILEH CTaThbU, 3aKJIIOYEHHUS] O COOTBETCTBUU CEPUM WM MAPTUU UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI0 Ipenapara TpeOOBaHUSAM, YCTAaHOBJIEHHBIM TIPU €ro TroCyIapCTBEHHOM
peructpauuu. [Topsaok Bblauu pa3penieHusl Ha BBOJ B IPAKIAHCKUNM 00OpOT CEpUU WU MapTHH
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TMpernapara, a Takke MOPSIOK BbLAAYM YKa3aHHOTO
3aKJIIOYCHUS M pa3Mep IUIaThl 3a €ro BbLAady ycTaHaBiuBarorcs lIpaBurenbctBoM Poccuiickon
Oenepanuu.

8. 3a HenpeCTaBIEHUE WK HECBOEBPEMEHHOE NPECTABICHUE IOKYMEHTOB U CBEACHUIA,
IpEeayCMOTPEHHBIX YacTsiMu 1, 2, 4, 5 u 6 HacTosimel cTaTbu, MPOU3BOJUTENIN JIEKAPCTBEHHBIX
CPEICTB M OPraHU3alMH, OCYUIECTBIIAIONIME BBO3 JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro
Oenepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBMHM C 3aKOHOJATENIBCTBOM Poccuiickou
denepauni.

9. IlpeacraBieHue OOKYMEHTOB U CBEICHUM, NPEIyCMOTPEHHBIX dacTamu 1, 2 u 4
HACTOSINIEH CTaThbU, U MOJYYEHUE MPEAYCMOTPEHHOIO YaCThiO 7 HACTOSIIEH CTAaThU pa3pelleHUs
Ha BBOJ MMMYHOOHOJIOTMUECKOTO JIEKapCTBEHHOTO IMpernapara B TPaXAAHCKUKH 000pOT HE
TpeOyIOTCS B OTHOUIICHUM JIEKapCTBEHHBIX IPENaparoB, MpeIHAa3HAYEHHBIX ISl MPOBEJICHUS
KIIMHUYECKUX  MCCIEAOBAaHUM  JIEKAPCTBEHHBIX  IIPENAparoB, IPOBEACHUS  JKCIEPTHU3BI
JIEKAPCTBEHHBIX CPEJCTB Ul OCYIIECTBICHUS TOCYJapCTBEHHOW PETHCTpAlMU JIEKapCTBEHHbIX
npenaparoB, a TakXe B OTHOUIEHWU HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENAPATOB,
MpEAHA3HAYEHHBIX U1 OKAa3aHUs MEAUIMHCKOM IIOMOINM MO JKU3HEHHBIM IIOKa3aHUSIM
KOHKPETHOIO MAalMeHTa WIM TPyNIbl MAalMEeHTOB, BBO3UMBIX B Poccuiickyro Pepepanuio B
COOTBETCTBUM ¢ yacTamu 3 u 3! crareu 47 Hacrosumero denepanbHOro 3akoHa. (B pedaxyuu
®Deodepanvroco 3akona ot 27.12.2019 Ne 475-D3)
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10. [Ipu BbBIsIBIEHUU B TPAXKAAHCKOM OOOpPOTE CEPUU WU TAPTHH JIEKAPCTBEHHOTO
npenapara, JJOKyMEHTBl U CBEICHUSI O KOTOPBIX, IPELYCMOTPEHHBIE YacTaMu 1, 2 u 4 Hacrosuien
CTaTbH, HE MPEACTABICHBI B (efepalibHbIil OpraH HUCIOJIHUTEIbHON BIIACTHU, OCYLIECTBISIOMINN
(YHKIMU 10 KOHTPOJK M HaA30py B cdepe 3apaBOOXpaHEHHUs, JUOO CepuM WIM NapTUU
UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO TMpernapara, HE HMMEIOIIUX pa3pelieHus Ha BBOI B
TpaXIaHCKUNA O0OpOT, MPENyCMOTPEHHOTO YacThl0 7 HACTOSIICH cTaThu, (emepaibHBI OpraH
UCIIOJHUTEIbHONW BIJIACTH, OCYLIECTBISAIOIMN (YHKIMU IO KOHTPOJIO M HaA30py B cdepe
31paBOOXPAHEHUA, B IOpsAAKE, YycTaHOBIEHHOM IIpaBurensctBom Poccuiickon @Penepanuu,
OPUHUMAET PEUICHUE O MPEKPAIIEHUU TIPAKJAHCKOTO 00OpOTa TaKWX CEpPUM WIM MAPTUU 0
NpeCTaBICHUS YKa3aHHBIX JOKYMEHTOB U CBEJICHUH JTMO0 MOTYUYeHHs YKa3aHHOTO pa3perieHusl.

(Llononnenue cmamoeti - @edepanvhsiii 3akon oT 28.11.2018 Ne 449-D3)

Cratbs 52°. BBo/ B rpaskIaHcKuii 000pOT J1eKAPCTBEHHBIX NPENaparos s
BETEPUHAPHOI0 MPUMEHEHUSA

1. Ilepen BBOAOM B IrpakJIaHCKUM 00OPOT KaxIOW cepur MpousBeAeHHOTro B Poccuiickoi
dezpepaly  JICKAPCTBEHHOIO IMpernapara JJisi BETEPUHAPHOTO MNPHUMEHEHHUS, 3a HCKIIOYEHUEM
MMMYHOOHMOJIOTHYECKOTO  JIEKAPCTBEHHOTO TMpemapara JJjisi BETEPUHAPHOTO MPUMEHEHHS,
MIPOU3BOAUTENL TAKOTO JIEKAPCTBEHHOI'O IIpenapara MpeaCTaBlIsIeT B YBEIOMUTEIBHOM HOPSIJIKE B
(denepanbHblii OpraH HCIOJHUTENIBbHON BJIACTHU, OCYILIECTBISAIOMNUNA (QYHKUUU IO KOHTPOJIIIO
(Han3opy) B cepe oOpalieHust IEKapCTBEHHBIX CPECTB ISl BETEPUHAPHOTO MPUMEHEHUS:

1) 1OKyMEHT mpOU3BOAMTEINS JIEKAPCTBEHHBIX CPEACTB, MOATBEPKAAOIINNA COOTBETCTBUE
KaueCcTBa JIEKAPCTBEHHOIO IIpemnapara Uil BETEPUHAPHOIO IPUMEHEHMUSA, BBOAMMOIO B
rpaKIaHCKUN 000pOT, TPeOOBAHUSM, YCTAHOBJIEHHBIM MPU €r0 TOCYAapCTBEHHON PErucTpaluy;

2) TOATBEPXKJIEHHWE YMOJIHOMOUEHHOTO JIMIA MPOU3BOAMUTEINS JIEKAPCTBEHHBIX CPEICTB
COOTBETCTBUSI JICKAPCTBEHHOTO Tpernapara JUisi BETEPUHAPHOTO TMPUMEHEHUS TpeOOBaHUsAM,
YCTaHOBJIEHHBIM IIPU €r0 FOCYAAPCTBEHHON PETUCTPALIMH.

2. Ilepen BBOAOM B IpakIaHCKUNM 00OPOT KaKJI0W CepUU BBO3UMOTO (TIEpEMEIIaeMoro) B
Poccuiickyro deneparuio J€KapCTBEHHOTO IIpemapara JJjisi BETEpUHAPHOTO TPUMEHCHHs, 3a
UCKITIOYCHHEM HMMMYHOOHOJIOTHYECKOTO JICKQPCTBEHHOIO Tperapara [Jisl BETEPUHAPHOTO
MIPUMEHEHMS, OpTraHU3aIlis, OCYIIECTBIISIONAas BBO3 (MEpEeMEIICHUE) JICKAPCTBEHHOTO Tpernapara
JUIsl BeTepuHapHOTO puMeHeHns: B Poccuiickyro deaepariuio, MpeACTaBIsSeT B YBEIOMUTEILHOM
nopsiike B (eepaabHbIi OpraH HCIOJIHUTEIBHON BIACTU, OCYHIESCTBISIIONMNA (YHKIUHU TI0
KOHTpoNt0 (Ham3opy) B cdepe oOpamieHus JEKapCTBEHHBIX CPEACTB JJII BETEPUHAPHOTO
IPUMEHCHHS:

1) TOKyMEHT MpPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB, MOATBEPXKIAIOIINN COOTBETCTBUE
KayecTBa JICKapCTBEHHOTO TMpernapara /i BETEpPUHAPHOTO MPUMEHEHHMs, BBOJIMMOIO B
IpaKIaHCKUK 000pOT, TPEOOBAaHUSAM, YCTAHOBJIEHHBIM IPU €r0 TOCYAapCTBEHHON PErnCTpaluy;

2) TOATBEpXKICHHE JIMLA, YIOJIHOMOYEHHOIO  JEpKaTelieM WIM  BJaJelbLEM
PETUCTPAMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara il BETEPUHAPHOTO MPUMEHEHUS,
COOTBETCTBUSI JIEKAPCTBEHHOIO TMpernapara JUisi BETEPUHAPHOTO TMPUMEHEHUsS TpeOOBaHUsM,
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YCTaHOBJIEHHBIM IIPU €r0 FOCYAAPCTBEHHON PETUCTPALINH.

3. BBox B rpaxxaanckuii 000pot BBo3uMoro (repemeniaemoro) B Poccuiickyro denepanmro
JIEKapCTBEHHOTO Mpenapara il BETEPUHAPHOIO MPUMEHEHHUS] OCYLIECTBISECTCS MNPU HAITUMYUU
3aKJTFOUCHUS O COOTBETCTBUM TPOW3BOIUTEINS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHUSM TIPAaBHII
HaJJIeXKAICH MPOU3BOACTBEHHOW TMPAKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (henepanbHbIM
OpraHoOM MCITOJTHUTEJIbHOM BJIACTH JJISl IPOU3BOJICTBEHHOMW IJIOIIAJIKK JIEKAPCTBEHHOTO Tpernapara
JUTSl BETEPUHAPHOTO TPUMEHEHHSI, BBOAMMOTO B TPaXKIAHCKUH 000POT.

4. Jlumo, YNOIHOMOYEHHOE Jep)arejleM WJIM BIAJENbleM PEerucTparoHHOTO
YIOCTOBEpPEHHUs JICKAPCTBEHHOTO TMpemnapara Jis BETEPHUHAPHOTO MPUMEHEHHUS, JOJDKHO OBITh
aTTeCTOBAaHO B YCTAHOBJICHHOM YIOJHOMOYEHHBIM (eepasbHbIM OPraHOM HCIOTHUTEIHHOU
BJIACTH MOPSIIKE U UMETh CTaX pabOThl HE MEHEE YeM IISATh JIET B 00JaCTU MPOU3BOACTBA U (MIIH)
KOHTPOJISI KauyeCTBa JIEKaPCTBEHHBIX CPEJACTB JMOO B 00JaCTM MOHUTOPUHTA 3(PPEKTUBHOCTH U
0€30IacCHOCTH JIEKAPCTBEHHBIX TPENaparoB Jisi BETEPUHAPHOTO NPUMEHEHHs, MPOBOJUMOIO
JepxarejaeM WM BIAAeNbleM pPEeruCTPAllMOHHOTO YIOCTOBEPEHHUs JIEKApCTBEHHOIO IMpernapara
JUTISI BETEPUHAPHOTO MPUMEHEHUS JIMOO YIOIHOMOYEHHBIM MMHU FOPUIUYECKUM JIUIIOM, BBICIIIEE
00pa30BaHNE COOTBETCTBEHHO IO OJHOM M3 CIEUUANbHOCTEH M (WIM) OJHOMY U3 HAlpaBJICHUN
HOJATrOTOBKU: OMOJIOTHSI, OMOTEXHOJIOTHsSI, BETEpPUHAPHUS, BETEPUHAPHO-CAHUTAPHAS 3KCIEPTHU3A,
KJIMHUYECKass MeIWIMHA, paJualoHHas, XUMHUYeckas M Ouoiornyeckas 3amuTa, dapmanus,
(dbyHIaMeHTalbHAS MEIUITMHA, XUMUYECKask TEXHOJIOTHSI, XUMHUSL.

5. Tlopsimoxk mpeAcTaBlieHUs B COOTBETCTBMM C 4YacTAMU | W 2 HACTOAIICH CTaThbu
JOKYMEHTOB M CBEJCHUN O JIEKAPCTBEHHBIX Mpenaparax s BETEPHUHAPHOIO IPUMEHEHMUS,
BBOJIMMBIX B TpaKJaHCKUN 000poT, ycTanaBiuBaeTcs [IpaButenscTBoM Poccuiickoit @enepanumu.

6. B oTHOIIEHNH TIEPBBIX ABYX CEpHUMl JIEKAPCTBEHHOIO Mpenapara Jjisi BETEPUHAPHOTO
MIPUMEHEHMS, BIEPBBIE NMPOU3BEIEHHOTO B Poccuiickon Penepanuu Wiy BIEPBBIE BBO3UMOTO
(mepemerniaemoro) B Poccuiickyto @enepanuto, B dheaepaibHblil OpraH UCIIOTHUTEILHON BIACTH,
OCYLIECTBISIOMUN (QYyHKIHUU IO KOHTPOJO (Hana3opy) B cdepe oOpallleHus JIeKapCTBEHHBIX
CPEACTB JUIsl BETEPUHAPHOIO IIPUMEHEHMS, HapsAAy C JAOKYMEHTaMH, IPELyCMOTPEHHBIMU
yacTsIMU | U 2 HacTosIed CTaThu, MPEACTABISIOTCS MPOTOKOJIbI UCTIBITAHUI O COOTBETCTBUU ATUX
Cepuil JIEKapCTBEHHOrO IMpernapara Jyisi BETEPUHAPHOIO NMPUMEHEHMs TOKa3aTesisiM KauecTBa,
MPEIyCMOTPEHHBIM HOPMAaTUBHBIM JOKYMEHTOM (J1ajiee - MPOTOKOJ HCIBITAHHi), MPOBOJUMBIX
AKKpPEIUTOBAaHHBIMM B COOTBETCTBHMM C 3aKOHOAATeNbCTBOM Poccuiickoit ®Deneparuu 00
aKKpeIUTallMd B HAIMOHAJIBHOM CHCTEME AaKKpPEAMTALMM HCIBITATEIbHBIMU J1a00paTOpUsIMU
(eHTpamn).

7. Exeromno He mo3aHee | (eBpans NpOM3BOAUTENH JEKAPCTBEHHBIX CPEJCTB WIU
OpraHu3alliy, OCYIIECTBISIIONIME BBO3 (IIEpEeMEIlEeHHUE) JIEKAPCTBEHHBIX IIpernaparToB AJis
BeTepuHapHoro npumeHeHus: B Poccuiickyto denepaiuio, npeacTapisioT B (peaepaibHblii Opran
UCTIOJIHUTEIBHON BIACTH, OCYLIECTBISIONMKA (QYHKUMHM IO KOHTpOdIO (Ham3opy) B cdepe
oOpalieHusi JIEKapCTBEHHBIX CPENCTB JUISI BETEPUHAPHOTO MPUMEHEHHS, MPOTOKOJ HMCIBITAHUN
MOCTYMUBIIETO B TEUYEHHWE ToJa B TpaXJaHCKUH 00OpOT JIEKapCTBEHHOTO TMperapara ais
BETEPUHAPHOTO MPUMEHEHUSI KOHKPETHOTO MPOU3BOAUTENS (HA OJIHY CEPHUI0 KaXKJIO0TrO0 TOPrOBOTO
HAaUMEHOBAHUSl C YYETOM JIEKapCTBEHHON (oOpMbl, a JyUIsl JIEKQpCTBEHHOIO IIpemnapara ajis
BETEPUHAPHOIO IPUMEHEHUs, HE SBJISIOLIErOCS HMMYHOOMOJOTHUYECKUM, TaKXKE€ C Y4YeTOM
JIO3UPOBKM), TPOBOJUMBIX AKKPEAUTOBAHHBIMU B COOTBETCTBHMM C 3aKOHOJATEIHCTBOM
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Poccumiickoit ®eneparun 00 aKKpeAWUTAllMM B HANMOHAIBHOW CHCTEME aKKPEIUTAIUU
WCIIBITaTeILHBIMU JTa00paTOpUsAMH (LICHTPaMH ).

8. BBoz B rpakqaHCKUil 000pOT MMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOT'O MIpenapara Jyis
BETEPUHAPHOIO NPUMEHEHUs, Npou3BeAeHHOro B Poccuiickoii ®Penepanuy WM BBO3UMOTO
(mepementaemoro) B Poccuiickyro @enepaiuio, OCyHIECTBISIETCS HA OCHOBAaHUU pa3pelICHHUS,
BBIJIAHHOTO (pe/iepaibHbIM OPraHOM HUCIHOJHUTEIHHOW BIIACTH, OCYIIECTBISIOMIUM (PYHKIMH IO
KOHTpOJIO (Ham30py) B cdepe oOpaiieHusl JIEKapCTBEHHBIX CPEACTB ISl BETEPHUHAPHOTO
OpUMEHEHHS. YKa3aHHOE pa3pelleHuEe BBIIAETCS Ha OCHOBAaHUM MPOTOKOJA HCIBITAHUM,
IIPOBOIMMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOAATeNbCcTBOM Poccuiickoii Penepannu
o0  aKKpemuWTallMd B  HAIMOHAJIBHOM  CHCTEeME  aKKpeAWTAIlMd  OpTraHu3allUsIMH,
MOJIBEIOMCTBEHHBIMU ~ (peIepaTbHOMY OpraHy HCHOJHUTEIBHOM BIACTHU, OCYIIECTBISIONIEMY
(YHKIIUU 110 BBIPAOOTKE TOCYIAPCTBEHHOM MOJUTUKU U HOPMATUBHO-TIPABOBOMY PETYIHPOBAHUIO
B cdepe arponpoMBILIIEHHOTO KOMIUIEKCa, BKIIIOYash OOpallleHue JEKApCTBEHHBIX CPEACTB AJif
BETEPUHAPHOIO IMPUMEHEHHs, WIM (enepanbHOMy OpraHy HCIOJIHHUTENIBHOM  BIACTH,
OCyIIeCTBIsoNMEMY (YHKIIMUA MO KOHTpOmro (Haa3opy) B cdepe oOpaiieHus JIeKapCTBEHHBIX
CPEJICTB JJI1 BETEPUHAPHOTO MPUMEHEHHUs, a TAK)KE IOKYMEHTOB U CBEACHHM, MPETyCMOTPEHHBIX
gacTeio | (s mpemaparoB, MpousBeAeHHBIX B Poccuiickoit denepanum) winm 9acteio 2 (s
IpernapaToB, BBO3UMBIX (TiepeMeniaeMbix) B Poccuiickyio denepalinio) HacTOSIIENH CTaThy.

9. Cpok BbIIaYM pa3peuieHrs, YKa3aHHOTO B YaCTH § HACTOSIIEH CTATbU, COCTABIISET IMSTh
pabounx [HEW CcO [JHS TIPEACTABICHUS TPOU3BOAMTENIEM JIEKAPCTBEHHBIX CPEACTB WIIH
OpraHu3alnMen, OCYIIECTBISAOLIEH BBO3 (MepeMelleHne) JIEKapCTBEHHOIO Ipemnapara s
BeTepUHApHOro nmpumeHeHuss B Poccuiickyio @enepanuio, B  (QenepaibHblii  Opran
UCIIOJIHUTEILHOW BJIACTH, OCYUIECTBISIONMN (QYyHKIMM TIO KOHTpoOJO (Ham3opy) B cdepe
oOpalieHusi JIEKAPCTBEHHBIX CPEACTB Il  BETEPUHAPHOIO NPHUMEHEHMs, JIOKyMEHTOB,
MPEAYCMOTPEHHBIX YACThIO 8 HACTOSIIIEH CTaThy.

10. Pa3zpemienue, ykazaHHO€ B 4YacTH § HACTOSIIIEH CTaTbU, BBIJAETCS B OTHOLICHUU
KaXJO0W U3 MEpBbIX JBYX CEpUM HMMMYHOOMOJIOTHYECKOTO JIEKapCTBEHHOTO Ipemnapara ajis
BETEPUHAPHOI'0 NIPUMEHEHUS, BIEPBbIE POU3BeAeHHOr0 B Poccuiickoit deaepannu wiv BIEpBbIE
BBO3UMOTO (mepemeriaemoro) B Poccuiickyto @eaepanuto. Takoe pa3penieHrne BbIAACTCA HA BECh
CPOK 00pallleHus: CEpUU UMMYHOOMOJIOTHUECKOTO JICKAPCTBEHHOTO TIpernapara AJisi BETepUHAPHOTO
MIPUMEHEHUS, B OTHOLLIEHUH KOTOPOW OHO BBIIAHO. B OTHOIIEHWHM MOCIEAYIOMNUX CEPUIl OJHOTO
TOPrOBOI0  HAUMEHOBAaHHUS  HMMMYHOOHOJIOTMYECKOTO  JIEKAPCTBEHHOIO  Ipemnapara A
BETEPUHAPHOIO NPUMEHEHUs, Npou3BeaeHHOro B Poccuiickoit ®Penepauuy WM BBO3UMOTO
(mepemeniaemoro) B Poccuiickyro denepanuio, Takoe pa3pelieHre BbIJIa€TCsl CPOKOM Ha TPH roja.
[Topsimoxk BbIauM pa3pelieHuss Ha BBOJA B TPAXKAAHCKUH 00OPOT HMMMYHOOHOJIOTHYECKOTO
JIEKAPCTBEHHOT'O Iperapara il BETEPUHAPHOIO IPUMEHEHHMs, IMOPSAOK BbLAAYM MPOTOKOJIA
WCIIBITAHNM, YKAa3aHHBIX B YaCTU § HACTOSILIEN CTATBH, a TAK)KE METOJMKA ONPEIEICHUs pa3MepOB
IUIaThl 3a BbIJAYy YKa3aHHOTO IIPOTOKOJA WCIbITaHUN ycTaHaBinuBaercs IIpaBuTenbcTBOM
Poccuiickoin eneparum.

11. HMmmyHOOMOIOTMYECKHE  JICKapCTBEHHBIC  Mpemaparbl  JUisi  BETEPUHAPHOTO
MIPUMEHEHUS, BBEJICHHBIC B IPAXKIAHCKHUI 000OPOT B COOTBETCTBHUH C YACThIO § HACTOSIICH CTaThH,
IIO/IJIE)KAT XPaHEHMIO, IIEPEBO3KE, OTIYCKY, pealu3aluy, lepenadye, IPUMEHEHUIO 10 UCTECYCHUS
CpOKa X F'OJJHOCTH.
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12. 3a HenpeacTaBIeHUE WIM HECBOEBPEMEHHOE MPEACTABIECHUE IOKYMEHTOB U CBEICHUM,
MPEAYCMOTPEHHBIX YacTsIMHU | - 3, 6 U 7 HacTOALIEH CTaTbd, MPOU3BOAUTENH JIEKAPCTBEHHBIX
CPEIICTB U OpraHHu3alliy, OCYIIECTBISAIOIMINE BBO3 (IIEPEMEIICHHE) JIEKAPCTBEHHBIX MpPErnapaToB
JUIsL BETEpUHApPHOro IpuMeHeHuss B Pocculickyro ®enepannio, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUH C 3aKOHOAATENLCTBOM Poccuiickont Denepannu.

13. IlpencraBienue NOKYMEHTOB U CBEIEHHI, MPEAYCMOTPEHHbBIX YacTsiMu 1 - 3, 6 u 7
HACTOSINIEN CTAaTbH, W TOJYYECHHE Pa3pelICHUs, YKa3aHHOIO B YAaCTH 8 HACTOSILIEH CTAaTbH, HE
TpeOyIOTCS. B OTHOLUEHUHM JIEKAPCTBEHHBIX INIPENapaToB [Isi BETEPUHAPHOIO MPUMEHEHMS,
npeIHa3HaYeHHbIX [ BbIBo3a u3 Poccuiickoit ®enepauuu, NPOBEAEHUS JOKIMHUYECKUX
UCCJICIOBAaHUN  JICKAPCTBEHHBIX  CPEICTB, KIMHMUYECKUX HCCJIEJAOBAHUN  JIEKAPCTBEHHBIX
MpenapaToB JJisl BETEPUHAPHOIO MPUMEHEHUS M BBO3a U1 LIE€JIEH, YKa3aHHbBIX B MMYHKTE 5 yacTu 1
crarb 50 Hactosimero denepasbHOrO 3aKOHA, a TakXke OOpa3lOB JICKAPCTBEHHBIX MpPErapaToB
JUISL  BETEPUHAPHOTO  NPUMEHEHUs, MPEAHA3HAYEHHBIX [UI  IPOBENCHUS  DKCIEPTU3bI
JEKapCTBEHHBIX  CPEACTB B  LENSIX  OCYIIECTBIECHHUS  TOCYIAapCTBEHHON  perucTparuu
JIEKapCTBEHHBIX MPENaparoB AJii BETEPUHAPHOTO INPUMEHEHHUs WM BHECEHUS U3MEHEHUU B
PETUCTPALMOHHOE JOChE HA JIEKAPCTBEHHBIN Mpenapar AJisi BETEPUHAPHOTO MPUMEHEHUS.

({ononnenue cmamuweii - @edepanvuviii 3akon ot 02.07.2021 Ne 317-D3)

Cratba 53. [Ipoaaxa, nepenaya JieKApCTBEHHBIX CPEICTB OPraHU3AIUSIMH
ONTOBOM TOPIrOBJIM JIEKAPCTBEHHBIMHU CPEeACTBAMU

1. Opranuzanuy ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMU CPEACTBAMHU MOTYT OCYIIECTBIISThH
MPOJaXy JICKAPCTBEHHBIX CPEACTB WM TEpeaaBaTh MX B YCTAaHOBJIEHHOM 3aKOHOIATEIbCTBOM
Poccuiickoit denepanyu nopsake (3a HUCKIOUeHUEM (papMaleBTUYECKOM CyOCTaHIIMM CIUpPTa

STUJIOBOTO (9TaHOJA) C Yy4YeToM TpeOOBaHMM wYacThu 3 HacTosIiew crarbu: (B pedaxyuu
Geoepanvrvix  3axonose ot  29.07.2017 Ne 278-®3, ot 27.12.2019 Ne 481-D3,
ot 04.08.2023 Ne 428-D3)

1) npyrum opranusainusiM ONTOBON TOPTOBIIM JEKAPCTBEHHBIMH CPEACTBAMU;

2) mpOU3BOIUTENSIM JIEKAPCTBEHHBIX CPEACTB JJIS LEJEW MPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

3) anTeuHbIM OpPraHU3alMsIM U BETEPUHAPHBIM alITEUHBIM OPTaHU3AIUSIM;

4) HaydyHBIM OpraHu3alusSM Jis Hay4YHO-HCCIEOBAaTeNbCKOM paboThl; (B pedaxyuu
@eoepanvroco 3axona ot 30.01.2024 No 1-D3)

5) MHIUBUAYATBHBIM MPEANPUHUMATEIISIM, HMEIOIIUM JINIICH3UIO Ha (papMareBTHICCKYIO
JESITEIIbHOCTD WJIN JIMIECH3UIO HA MEIULIMHCKYIO IESATEIbHOCTD;

6) MEIUIMHCKAM OpraHu3alusiM, B TOM YHUCJE CO3JaHHBIM M 3apErMCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOJATEIbCTBOM HHOCTPAHHOIO TocygapcTBa - wieHa Opranuzanuu
SKOHOMUYECKOTO COTPYAHUYECTBA W  PA3BUTUS HMHOCTPAHHBIM  IOPUJIMYECKUM  JIMIIAM,
WHIMBUTYaJIbHBIM NPEANPUHUMATEIISIM, SBIISIIOIIMMCS YYACTHUKAMU MPOEKTa B COOTBETCTBUM C
®enepanbHbiM 3akOHOM OT 29 utoHsA 2015 roma Ne 160-®3 "O mexayHapoaHOM MEAUIMHCKOM
KJlacTepe W BHECEHMM W3MEHEHMH B OTHEJbHbIC 3aKOHOAATeNIbHble akThl Poccuiickoit
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Odenepanuu”, W BETCPUHAPHBIM OpraHuW3anusaMm; (B pedaxkyuu ¢hedepanvHulx  3aKOHOB
ot 26.07.2019 Ne 240-®3, ot 04.08.2023 Ne 428-D3)

7) opraHusanysM MW  HWHIWUBUAYAJIBHBIM  IPCAIIPUHUMATCIIEIM, OCYHICCTBIIAIONINM
Pa3BCACHUC, BbIPAIIMBAHUC W COACPIKAHUC IKHUBOTHBIX (321 HCKIIFOYCHUCM IIPOAAXKU HM

(dapmareBTHUECKUX CyOCTaHIMA WM WX Tnepenadu). (B pedaxyuu DedepanvrHoco 3axoHa
ot 02.08.2019 Ne 297-®3)

2. OpraHuzaluy ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMM CpPEICTBAaMU HE BIIpaBe
OCYHIECTBIISITh Tpojaxy (mepeqadyy B YCTAaHOBJIEHHOM 3aKOHOMAATENbCTBOM  Poccuiickoit
Oeneparuun nopsake)  GapMaleBTUUECKONH  CyOCTaHIIMM  COUpPTAa OSTHUIOBOTO  (3TAHONA).

(Lononnenue uwacmvrio - @Dedepanvhuviii 3axkon ot 29.07.2017 Ne 278-®3) (B peoaxyuu
@Dedepanvroco 3axona ot 27.12.2019 Ne 481-D3)

3. Opranuzauuy ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU CPEACTBAMHU MOTYT OCYLIECTBISAThH
npojaxy (mepeaayy B YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit denepanuu MOpsiike)
JIEKapCTBEHHOTO  @pemapara Uil  MEAULIHAHCKOTO  NPUMEHEHUsS € MEXIyHapOIHBIM
HEMATEHTOBAaHHBIM HAMMEHOBAaHUEM "DTaHONI":

1) HOPpUIUYICCKUM JIMIaM, UMCIOIIIUM JIMIICH3UIO Ha @apMaueBTquCKon ACATCIBHOCTDb B
cq)epe O6paIHeHI/ISI JICKAaPCTBCHHLIX CPCACTB AJIA MCAUIMHCKOI'O IIPUMCHCHUSI

2) MHAUBUIYyATBHBIM TIPEAMPUHUMATEIISIM, UMEIOIINM JTUIICH3UI0 Ha (hapMarieBTUIECKYHO
NESATENLHOCTh B C(hepe 0OpaleHus JICKaPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO IPUMEHEHUS,;

3) UHAUMBHAYAJIbHBIM MPEANPUHUMATENSAM, WUMEIOIIMM JIMIEH3UI0 Ha MEIUIUHCKYIO
JIeSITEIIbHOCTD;

4) HOPpUINYCCKUM JIUlaM, UMCIOIIMUM JITUMICH3WIO HAa MCAUIIMHCKYTO ACATCIbHOCTD,

5) HHOCTpaHHBIM IOPUAMYECKUM JIMLIAM W HHAWBUAYAJIbHBIM MPEAIPUHUMATEIM,
CO3/IaHHBIM W 3apErMCTPUPOBAHHBIM B COOTBETCTBUU C 3AaKOHOJATEIBCTBOM HHOCTPAHHOTO
rocynapctsa - wieHa Opranu3alid SKOHOMUYECKOTO COTPYIHUYECTBA U PAa3BUTHS, SIBISIOIIUMCS
YYaCTHUKAMU MPOEKTa B cOOTBETCTBHU ¢ DenepanbHbIM 3ak0HOM OT 29 nrons 2015 roga Ne 160-
®3 "O wMexayHapOAHOM MEAUIMHCKOM KJIACTepe KM BHECEHUM W3MEHEHUM B OT/IEIbHbBIC
3akoHozareNbHbie akThl Pocculickoit deneparnun’;

6) HCHBITATENIBHBIM JIa0opaTopusiM (LIEHTpaM), MPOBOASAIIMM HCIBITAaHUS B 00JacTH
KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEACTB, AKKPEAUTOBAHHBIM B  COOTBETCTBUM C

3akoHonaTenbecTBOM Poccuiickoit ®deneparuun 00 akKpeAUTAlMM B HAIMOHAIBHOW CHCTEME
AKKpEAUTALUU.

(Llononnenue yacmoio - @edepanvubii 3axon ot 04.08.2023 No 428-D3)

Crarbs 54. IIpaBuia onToBo# TOProBJIM JIEKAPCTBEHHBIMHU CPeICTBAMU

1. OnroBas TOPIroBJIA JCKAPCTBCHHBIMH CPCACTBAMHU OCYIICCTBIIACTCA ITPOU3BOAUTCIIAMUA
JICKAaPCTBCHHLIX CPCACTB U OpPraHMU3alusIMU OIITOBOM TOPIOBJIN JICKAPCTBCHHBIMU CPCACTBAMU II0
IIpaBUJIaM Haﬂﬂemameﬁ I[I/ICTpI/I6I>IOTOpCKOI71 IMPaKTHUKH, IIPpaBUJIaM Haﬂnemameﬁ ITPAaKTHUKH
XpaHCHUA U IEPCBO3KH JICKAPCTBCHHBIX IMPCIIApaToOB AJId MCAUITUMHCKOTO IPUMCHCHUA, IIPpaBHUJIaM
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XpaHEGHHs JIGKAPCTBEHHBIX CPEACTB JUIS BETCPHMHAPHOTO IPHMCHECHHS, YTBEPXKIACHHBIM
COOTBETCTBYIOIIMMH YITOJITHOMOYCHHBIME (De/iepaIbHBIMUA OpraHaMHU HCIIOJTHUTEIIBHOMN BIIacTH. (B
peoaxkyuu Gedepanvhbix 3akoHoé or 22.12.2014 No 429-®3, or 26.03.2022 No 64-D3,
ot 28.04.2023 Ne 171-®3)

2. OpraHuzanusi ONTOBOM TOPTOBIU JIEKAPCTBEHHBIMH CPEICTBAMU 00si3aHa COOIOAATH
MpenenbHble CPOKUM OTTPY3KM 3aTpeOOBAHHBIX AaNTEYHOW OpraHM3alMe JIeKapCTBEHHBIX
MPENapaToB Il MEAUIMHCKOTO MPUMEHEHUS U HE BIIPABE OTKA3bIBATh allTEYHOW OpPraHU3aluH, C
KOTOPOM y HEE 3aKJII0YEH COOTBETCTBYIOLIUN JTOTOBOP O MOCTAaBKaX JIEKAPCTBEHHBIX IPENAapaToB
JUISL. MEIULIMHCKOTO INPUMEHEHMS, B IOCTABKE JIEKAPCTBEHHBIX IIPENAPATOB I MEAULMHCKOIO
MPUMEHEHUSI TIPU HATWYUHM 3aTpeOOBaHHBIX JICKAPCTBEHHBIX TMPENaparoB A MEIUIIMHCKOTO
MPUMEHEHUSI Y OpPraHU3ally ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMH cpeacTBamu. lIpenenbHbie
CPOKH OTTPY3KH 3aTpeOOBaHHBIX alTEYHOW OpraHu3aluedl JEeKapCTBEHHBIX NpernapaToB AJis
MEIULIHUHCKOTO PUMEHEHHS B 3aBUCUMOCTH OT PACIIOIOXKEHUS MeCTa OTTPY3KH JIEKAPCTBEHHBIX
IpernaparoB JIJIsl MEIUIIUHCKOTO IPUMEHEHUS YCTaHABIMBAIOTCS YIIOTHOMOUYEHHBIM (hefiepaibHbIM

OpPraHoM  WCIOJIHUTEIIbHOW  BHacTtu. (/{ononnenue uacmovio -  DedepanvHulii  3aKOH
oT 26.03.2022 Ne 64-D3)

Crarbs 55. Ilopsa1ok pO3HMYHOM TOPIrOBJIH JIEKAPCTBEHHBIMH NpPeNapaTaMmu

1. Po3HuuHasi TOProBiisl JIEKAPCTBEHHBIMH IperapaTaMyd B KOJUYECTBAX, HEOOXOIUMBIX
JUTSL BBITIOTHEHUSI BpadeOHBIX ((enpAmepcKux) HA3HAYCHUH WM Ha3HAYCHWH CIIeIUAMCTOB B
o0macT BETEpUHAPHUH, OCYIIECTBIACTCS aNTEYHBIMA OpraHU3alUSIMH, BETCPUHAPHBIMU
anNTEYHBIMH OpTaHW3AIUSAMH, WHIANBUAIYATHHBIMU TPEANPUHUMATEISIMA, UMCIOITUMHU JTATICH3UIO
Ha (GapMaIeBTUUECKYIO JACATEILHOCTh, MEAUIIMHCKUMHU OpPraHU3AIUSIMH, UMCIOITUMHU JIMIICH3UIO
Ha  (papMaleBTUUYECKYI0  JIESITEIBHOCTh, H WX  000COOJEHHBIMU  TOJpa3JeICHUSIMHU
(amOynaropusiMu,  QenbaAmIEpCKUMA U QEIbAMIEePCKO-aKyIIIePCKUMHU  TIYHKTaMH, I[IEHTpaMu
(otmeneHusamu) oOmIeH BpaueOHOW (CEeMEHHOW) MPAKTHKH), PACTOIOKEHHBIMU B CEIbCKUX
HACCJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTCUYHBIC OpraHU3aIlid, W BETEPUHAPHBIMHU
OpraHU3aIMsAMH, HWMEIOMUMH JIMICH3UI0 Ha (apMaleBTHYECKYIO NESITeIbHOCTh. Pa3perieHa
PO3HMYHAsI TOPIOBIS TOJBKO JICKAPCTBEHHBIMH IIpenaparamMu, 3aperUCTPUPOBAHHBIMU B
Poccuiickoit @eneparuu b0 B COOTBETCTBUM C aKTaMH, COCTaBJIstomMMUMU mnpaBo Coro3a, Wiu
W3TOTOBJICHHBIMU aNTEYHBIMH OpPTaHU3AIMsIMHU, BETCPUHAPHBIMH alTEYHBIMU OPTaHHU3aAIUsSIMH,
WHIUBUAYATbHBIMA TIPEANPUHUMATEIIIMH, HWMCIONIUMHU JIMICH3WIO Ha (apMarieBTUISCKYIO
NEeATeTbHOCTh. PO3HWYHAsT TOPTOBIS JIEKAPCTBEHHBIMHU TIpemaparaMu OCYIIECTBIISIETCS 10
MpaBWJIaM HaJJIeKAIIeH anTeYHOW MPAKTHUKH, YTBEP)KIECHHBIM YTMOJHOMOYEHHBIM (eepaabHbIM

OpraHOM HCIIOJIHUTENIbHOU BiacTu. (B pedakyuu ghedepanvrvix 3akornos ot 25.11.2013 Ne 317-D3,
oT 22.12.2014 Ne 429-@3, ot 30.01.2024 Ne 1-®3)

1'. Po3sHuuHas TOProBist JeKapCTBEHHBIMH MpenapaTaMy Ajis MEAUIMHCKOTO TIPUMEHEHHs
(32 MCKJIIOUEHUEM JIEKAPCTBEHHBIX MPENapaToB, OTIYCKAEMBIX MO PELENTy Ha JeKapCTBEHHBIN
npenapar, HapKOTHYECKHUX JIEKaPCTBEHHBIX IIPENapaToB W IICUXOTPOINHBIX JIEKAPCTBEHHBIX
nperaparoB, a TakKKe CHUPTOCOAEPIKAIIUX JIEKAPCTBEHHBIX MPErnaparoB ¢ OObEMHOU moei
STUJIOBOTO CIMPTA CBBIIIE 25 MPOLEHTOB) MOXKET OCYILIECTBISITHCA aNTEYHBIMH OPraHU3aALUSIMU
JUCTAHIIMOHHBIM CTHOCOOOM. PO3HMYHYIO TOPrOBIIO JIEKAPCTBEHHBIMHU IMpenaparamMu s
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MEIUIIMHCKOTO TIPUMEHEHHS JUCTAHIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBISTh AaNTEYHBIC
OpraHu3alliy, UMEIOIINe JUIEH3UI0 Ha (apMalleBTUUECKYIO JEATEIbHOCTh U COOTBETCTBYIOIIEE
paspernieHue ¢eaepasbHOr0 OpraHa MCIOJIHUTENIbHOM BIACTH, OCYLIECTBISIONIET0 (YHKIUHU IO
KOHTPOJIIO W Haa3opy B cdepe 3apaBooxpaHeHus. llopsaoxk Bblgaud paspeuieHus Ha
OCYILIECTBJICHUE PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMH IIpenaparamy JUCTAHIIMOHHBIM
crocoOoM, TpeOOBaHUS K AamnTeYHBIM OpTraHU3allUsM, KOTOPBIE MOTYT OCYHIECTBISTH TaKYIO
TOPTOBIIIO, M TOPSAOK €€ OCYIIECTBICHUSA, a TAaKKe MpPaBWJIa JIOCTABKU JIEKAPCTBEHHBIX
IpenaparoB  rpaxjaaHam ycraHasinusarorcs IIpaBurensctBom  Poccuiickon — @enepaumu.
Nudopmanust 00 omadeHHbIX (OTIYLIEHHBIX) M TOJIYYEHHBIX JIEKapCTBEHHBIX IIperaparax
BHOCHUTCSI B CUCTEMY MOHMTOPHHIA JBUXCHUS JIEKAPCTBEHHBIX IPENApaTOB I MEIUIIMHCKOTO
MPUMEHEHUSI B TOPSJIKE, MPEIYCMOTPEHHOM 4YacThio 7 cTtaThbu 67 Hactosiiero denepaibHOro
3aKkoHa. ([ononnenue uacmoto - Pedepanvuwiii 3axon ot 03.04.2020 Ne 105-D3)

2. Buapl anTeyHbIX OpraHM3allMil M MpaBuUiia OTIYCKa JEKAPCTBEHHBIX IpPEnapaToB s
MEIULUHCKOTO IPUMEHEHUS anTeYHbIMU OpraHu3alUsIMY, VH/IUBU]TyaJIbHBIMU
NpeINpUHUMATENIIMA, UMEIOIIMMHU JIMICH3WI0 Ha (apMalleBTHUECKYIO JIEeATeIbHOCTh, a TaKXKe
MpaBuiia OTIYCKA JIEKAPCTBEHHBIX MPENaparoB JJisi MEIUIIMHCKOTO MPUMEHEHHS MEAUITMHCKUMU
OpraHu3alysIMH, HUMEIOIMMU JIMLIEH3UI0 Ha (apMaleBTUUYECKYIO JIeATeIbHOCTh, © HX
000CO0JEHHBIMU  TTOZIpa3feieHusIMU  (aMOynatopusMu, (EIbIUIepCKUMU U (DeIbIIIepCKO-
aKyIIEPCKUMH IMyHKTaMU, IeHTpamMu (OTACIICHUSIMHU) o0IIel BpaueOHOM (CeMeilHOM) MPaKTUKK),
PaACIONIOKEHHBIMH B CEIBCKUX HACENEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT amnTeuHBIC
OpraHu3allii, YTBEPXKIAIOTCS YMOJTHOMOUYEHHBIM (heaepallbHbIM OPraHOM HWCIOJHUTEIHHON
BHacTH. (B pedaxyuu Dedepanvroco 3axona ot 25.11.2013 Ne 317-D3)

3. IlpaBunma oOTHycka HApKOTHMYECKMX CpPEACTB W  ICHUXOTPOIHBIX  BEIIECTB,
3apErUCTPUPOBAHHBIX B KAYeCTBE JIGKAPCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX IMpPENaparTos,
COJEpIKAIIUX HAPKOTHMYECKHUE CPEIACTBA M  TMCHUXOTPOMHBIC BEIIECTBA, YTBEPKIAIOTCA
YIOJTHOMOYECHHBIM (pe/iepaibHbIM OPraHOM HCIOJIHUTENIBHONW BJIACTH IO COIIACOBAHUIO C
(denepanbHbBIM OpPraHOM MCIOJIHUTENIBHOM BIIACTHU, YMOJIHOMOYEHHBIM B c(epe BHYTPEHHHUX
nein. (B peoaxkyuu @edepanvrozo 3axona ot 03.07.2016 Ne 305-D3)

4. JlexapCTBEHHbIEC Mpenaparbl sl BETEPUHAPHOIO MPUMEHEHUS MOJIEKAT OTIYCKY
BETEPUHAPHBIMU anTEYHBIMHA OpraHU3aLUsAMH, BETEPUHAPHBIMHU OpraHu3aLUsMH,
WHJUBUIYaIbHBIMU  TPEANPUHUMATENIAIMA, HMEIOIMIMMH JIMIEH3UI0 Ha (apManeBTUYECKYIO
NeATeNbHOCTh. OTIYCK  JIEKApPCTBEHHBIX IPENApPaToOB Uil BETEPUHAPHOIO  ITPUMEHEHMS
OCYILECTBIISIETCS B COOTBETCTBUU C ITPABUJIAMU HA/JICIKAILEH allTeYHON MPAKTUKU JIEKAPCTBEHHBIX
MpenaparoB Uil  BETEPUHAPHOTO  NPUMEHEHHWS,  YTBEPKIACHHBIMM  YIOJHOMOYEHHBIM

dbenepanbHBIM  OPTaHOM HCTIONMHHUTENBbHON BIacTtu. (B  pedaxkyuu DedepanbHo2o 3aKoHA
ot 02.08.2019 Ne 297-®3)

5. IlepeyeHb MEIUIMHCKUX OpTraHU3alUil, UMEIOIINX JMLIEH3UI0 Ha (papMalleBTUYECKYIO
HesITeNbHOCTh, W HMX OOOCOONEHHBIX TMojpa3aeneHuil (amOynaropui, (QenpAmepckux u
(henmpaImepcKo-aKymepckuX IyHKTOB, IEHTPOB (OTACICHUI) oOmel BpadueOHON (CeMeitHOiN)
MPAKTUKH), PACIOJOKEHHBIX B CEJIbCKUX HACENEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIC OpPraHMU3all{, a TAKXKE MEPEYEHb JIEKAPCTBEHHBIX MPENaparoB, MpoAa)xa KOTOPBIX
MOJKET OCYUIECTBISATHCS YKa3aHHBIMU OpPraHU3alUsAIMU U UX 000COOJIEHHBIMU TOAPA3ACICHUIMH,
YCTAHABIIUBAIOTCS OpraHaMH HCIOJHUTEILHON BiacTH cyObekToB Poccuiickoit ®epepanuu. (B
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peoaxyuu gedepanvhbix 3akonos ot 25.11.2013 Ne 317-03, ot 03.04.2020 Ne 105-D3)

6. AnTeyHbple OpPraHW3ally, WHIWBUAYAJIbHbIE NPEANPUHUMATENIN, UMEIOIIHUE JIMLEH3UIO
Ha (apMalleBTUUECKYIO EATENIbHOCTh, 00s3aHbl 00ecreunBaTh yTBEpkKACHHbIN [IpaBuTenscTBoM
Poccuiickoit deneparii 1 GOpMUPYEMBIi B YCTAHOBICHHOM UM TMOPSAKE MHUHUMATbHBIN
ACCOPTUMEHT JIEKAPCTBEHHBIX TMIPEmapaToB, HEOOXOAWMBIX JJIS OKa3aHUS MEIUITMHCKON
nomot. (B peoakyuu @edepanvroco 3axona ot 25.11.2013 Ne 317-D3)

7. AnTeuHble OpraHU3AINH, UHANBUAYAJIbHBIC MPEINPUHUMATEIIN, UMCIOIINE JTUIICH3UIO
Ha (papMareBTUYCCKYIO JIEATSIBHOCTh, HAPSAY C JICKApCTBEHHBIMU TperaparaMd MMEIOT MPaBO
npuoOpeTarh W MPOJaBaTh, B TOM YHCJE JUCTAHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKHE HW3JICIIHS,
NC3UH(UITMPYIONIUE CPEJACTBA, NPEAMEThHl M CPEACTBA JIMYHOM TUTHCHBI, IOCYmy JUIs
MEIUITMHCKHAX IIeJIeH, TpeIMeThl W CPeACTBa, NpeTHA3HAYCHHBIC IS yXola 3a OOJbHBIMH,
HOBOPOXKJICHHBIMH ¥ JICTBMH, HE JOCTUTIIMMH BO3pacTa TPeX JIET, OYKOBYIO ONTHKY U CPEJICTBA
yXoja 3a Hell, MUHEpaJIbHbIC BOJIbI, MPOIYKTHI JIEYeOHOTO, JIETCKOTO M JUCTHYSCKOTO MUTAHHMS,
OMOJIOTMYECKH aKTUBHBIC TOOABKH, MappIOMEPHBIE M KOCMETHYCCKUE CPEICTBA, MEIUIIMHCKUAC U
CaHUTAPHO-IIPOCBETUTCIIBHBIC TIEYaTHbIC U3IaHMS, MPEIHA3HAYCHHBIC TS MPOIaraH bl 370POBOTO
obpaza xus3HH. (B pedaxyuu ¢edepanvnvix 3axonoe ot 27.07.2010 Ne 192-03,
or 25.11.2013 Ne 317-®3, ot 03.04.2020 Ne 105-D3)

8. [earenpHOCTh anTeuHblx opranusanuii Boopyxennsix Cun Poccuiickoit deneparnum,
JIPYTHX BOWCK, BOMHCKUX ()OPMUPOBAHHI M OPraHOB, B KOTOPHIX 3aKOHOAATENHLCTBOM Poccuiickoii
denepanuu  MPELyCMOTPEHO  IMPOXOXKACHHE  BOEGHHOM  ciy:kObl  uimu  (eaepaibHON
rOCyJlapCTBEHHOU CITYXKOBI, CBSI3aHHOM c IIPaBOOXPAHUTEILHOU JEATENBbHOCTBIO,
permaMeHTupyeTcss HactosamuM denepaabHbIM 3aKOHOM U YTBEPKIECHHBIMH COOTBETCTBYIOIIMMU
(benepanbHBIMI OpraHaMU HCIIOJIHUTENBHON BIACTU MOJNOKeHUsIMU. KOoHTposb 3a cobmonennemM
YKa3aHHBIMHA anTE€YHbIMUA OPraHU3AUsAMHU IIOJOKEHUM Hacrosuero denepanpbHOro 3akoHa

OCYIIECTBIISIETCS COOTBETCTBYIOMMMHU (heJiepaIbHBIMIA OpraHaM{ HWCIOJHUTEIBHOW BIACcTH. (B
peoaxkyuu Pedepanvrozo 3akona ot 13.07.2015 Ne 262-D3)

9. B ycinoBusAx 4Ype3BbIYAMHONW CUTyallMM M (WJM) OpPU BO3HUKHOBEHHHM YIPO3bI
pacnpocTpaHeHusi  3a0oyieBaHuUs,  MPEACTABISAIONIETO  OMACHOCTh Ui OKPY’KaloLIuX,
[IpaButenscTBO Poccuiickoit deneparuu npu HEOOXOAUMOCTH BIPABE YCTAHOBUTH BPEMEHHBIN
MOPSAIOK PO3HUYHOU TOPTOBIIM JIEKAPCTBEHHBIMM IIPENApATAMU U MEIULIMHCKOIO IIPUMEHEHUS
(32 UCKIIIOYEHNEM HAPKOTUUYECKHUX JIEKAPCTBEHHBIX MPENAapaToOB U MCUXOTPOIMHBIX JIEKAPCTBEHHBIX
npernaparoB, a TakKe CHUPTOCOAEPIKAIIUX JIEKAPCTBEHHBIX MPEraparoB ¢ OObEMHOU moei
STHJIOBOTO CIIUPTA CBBIIIE 25 TMPOLEHTOB) JIWUCTAHIMOHHBIM CIOCOOOM, MOPSAOK BBIIAUU
paspenieHus Ha OCYIIEeCTBICHUE TOPTOBIIH, MPEAYCMOTPEHHON HACTOSIIEH YaCThl0, TPeOOBaHUS K
aNTEeYHbIM OPTraHU3alUAM, KOTOPBIE MOTYT OCYLIECTBIIATHh TAKYI0 TOPIOBIIIO, 4 TAKKE BPEMEHHbBIE
mpaBuia JIOCTaBKM JIGKAPCTBEHHBIX IMpenaparoB rpaxjaaHaM. (/Jononwenue uacmeio -
Dedepanvusiii 3akon om 03.04.2020 Ne 105-D3)

Cratbs 55'. Tlopsiiok ocylecTBIeHHs] PO3HHYHOI TOPTOB/IH
JIEKAPCTBEHHBIMH NpenaparaMmu AJs MeAUIMHCKOI0 MPUMEHEeHUs,
OTIyCKAaeMbIMHU I10 PeLeNTy Ha JIEKAPCTBEHHbIH Npenapar,
JAUCTAHIMOHHBIM CIIOCO00OM
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1. B nepuon ¢ 1 mapta 2023 rona no 1 mapra 2026 roga B ropoze enepaibHOro 3HaYEHUS
Mockge, B benropoackoit 1 MockoBckol o0nacTax (majgee B HACTOSIIEH CTaThe - CyOBEKTHI
Poccuiickoit ®denepanyin) npeaycMaTpyuBaeTCsl MPOBEICHUE IKCIIEPUMEHTA IO OCYIIECTBICHUIO
PO3HUYHOW TOPTOBIW JICKAPCTBEHHBIMU TMpemaparaMd JUIsl MEIUIMHCKOTO TPUMEHCHHS,
OTIyCKa€MBIMU TI0 PELENTy Ha JEKAPCTBEHHBIN Mpemnapar, JUCTAHIIMOHHBIM CIIOCOOOM (marnee -
AKCIIEPUMEHT).

2. B pamMKax DOKCIEpUMEHTAa €ro YYacTHUKM BIPaBe JAMCTAHIMOHHBIM CIIOCOOOM
OCYUIECTBJIATh PO3HUYHYK) TOPTOBIIO JIEKAPCTBEHHBIMU NPENaparamMu Uil MEIMIMHCKOTO
MPUMEHEHUS, OTIMYCKAeMBIMU IO pELENTy Ha JEKapCTBEHHBIM TmpemapaT (B TOM dYHCIE
chopMupoBaHHOMY B (POpME 3JIEKTPOHHOTO JOKYMEHTA B JIMYHOM KaOMHETe TrpakJIaHWHA Ha
€IMHOM TopTaje W (WIM) Ha PEerduoHaJbHBIX MOpTajdaxX TOCYJapCTBEHHBIX M MYHHULUIAIbHBIX
yCIyr) ¥ BKJIIOYEHHBIMU B TMEPEUYCHb JIEKAPCTBEHHBIX MpPENaparoB M (apMaKoTepaneBTHUECKHX
IPYIII JIEKAPCTBEHHBIX IPENaparoB, Pa3pelICHHBIX K pealn3alid B pPAMKax JKCIIEPUMEHTA,
YTBEP)KJICHHBIN yMOJTHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIOJHUTENBHONW BIacTu (3a
WCKJIIOYCHHEM  JICKAPCTBEHHBIX  MPENAparoB, COAEPKAIIMX  HAPKOTUYECKHME  CPEICTBa,
IICUXOTPOIIHBIE BEIIECTBA W MX MPEKYpCOpBI, JIEKAPCTBEHHBIX IPENApaToOB, COACPIKALINX
CUWJIbHOACHCTBYIOIIME BEIIECTBA, paguo(papMalleBTUUECKUX JIEKAPCTBEHHBIX  IIPENapaTos,
UMMYHOOHOJIOTHUECKUX JIKAPCTBEHHBIX MpEINaparoB, a TakKe JEKapCTBEHHBIX MPEnaparoB, AJIs
KOTOPBIX B COOTBETCTBMHM C MHCTPYKIMEHW [0 NPUMEHEHHIO JIEKAPCTBEHHOIO IIpernapara
YCTaHOBJIEH TEMIIEPATYPHBII PEXUM XpaHeHHs HUke 15 rpamycoB Llenbcus, cnuprocoaepkammx
JIEKapCTBEHHBIX MpenaparoB ¢ OOBEMHOM JM0JIe 3TUIIOBOTO CHUPTAa CBBIIIE 25 MPOLEHTOB U
JIEKapCTBEHHBIX IpPEnaparoB, HW3TOTOBJIEHHBIX aNTEYHbIMM OpraHuzauusMu). Kpurtepun
BKJIIOUEHHUSI JICKAPCTBEHHBIX IMpernaparoB M (papMaKkoTepaneBTUYECKUX TPYHN JIEKapCTBEHHBIX
MpenaparoB B YKa3aHHbIM MEpeYeHb ycraHaBiauBaroTca [IpaBurensctBOM  Pocculickoi
Oenepannu. [lomokeHuss HACTOAIIEW CTATbM HE PACIPOCTPAHSAIOTCS HA  JIEKAPCTBECHHBIE
npenaparsl, OTIyCKaemble OECIUIaTHO WM CO CKHJAKOM Tpa)xaaHaMm, HMEIOIIMM IIpaBO Ha
oOecrieyeHne JIEKapCTBEHHBIMU IIpenaparaMu 3a CYET CpEACTB OHOKETHBIX ACCUTHOBAHUN
denepansHOorO OlOHKETa W OrOMKETOB CyOBhekTOoB Poccuiickoit denepamuu. (B pedaxyuu
@eoepanvrozco 3axona ot 30.01.2024 No 1-D3)

3. VYyacTHHKaMu OJKCHEPUMEHTa SIBJISIIOTCS YIOJTHOMOYEHHBIN (QenepanbHblii  OpraH
UCIIOJIHUTEILHOW BJACTH, YIOJIHOMOUYEHHBIE OpraHbl MCIIOJIHUTENIbHONM BIIACTH CYObEKTOB
Poccuniickoit ~ ®denepanmu, MEAUOUHCKUE  OpPraHM3allUd M anTe4yHble  OpraHU3aluu,
COOTBETCTBYIOIINE TpPeOOBAaHUSM, YCTAaHOBJIEHHBIM B COOTBETCTBHHM C YacThi0 4 HaCTOsIIEH
CTaTbhH.

4. TlonoxeHue O MOPSJKE IMPOBEACHUSI SKCIIEPUMEHTa, B TOM 4YHUCJIE TpeOOBaHUS K
MEAMIMHCKAM OpraHu3alusM W alTE€YHbIM OpraHu3alusaM, SBISIOIIMMCS Y4YaCTHUKAMU
AKCIIEPUMEHTA, MOPSAOK OCYIIECTBIECHHS] PO3HUYHON TOPrOBIIM JIEKAPCTBEHHBIMU IpenaparaMu
JUIST MEIUITMHCKOTO TIPUMEHEHHS, OTIYCKaeMbIMU IO PEIENTy Ha JICKApCTBEHHBIM TMperapar,
JTUCTAHIIMOHHBIM CIIOCOOOM, TpeOOBaHMUA K JOCTaBKE TAaKUX JIEKAPCTBEHHBIX IPENapaToB
rpaxkaaHaMm, TpaBuUiia BbIJIA4M pa3pelieHHs] Ha OCYIIECTBICHHWE PO3HUYHON TOProBIIU
JIEKapCTBEHHBIMU IpenaparaMu i MEAUIMHCKOTO IPUMEHEHUS], OTIIYCKaeMbIMU IO PELENTy Ha
JIEKapCTBEHHBIM Ipemnapar, AUCTAHLMOHHBIM crocodoM, yTBepxkaaercs [IpaBurenscTBom
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Poccuiickoit @enepanuu. TpeboBaHMS K anTEUHBIM OPTaHMU3AIMUSAM, SBISIIONIAMCS YYaCTHUKAMU
AKCIIEPUMEHTA, HE MOTYT OBITh HUXKE TPEOOBAaHUI, YCTAHOBICHHBIX K alTEUHBIM OPTraHU3AIIMSIM B
COOTBETCTBUH ¢ 4acThio 1! cTareu 55 HacTosmero MeepanbHOro 3aKOHA.

5. YnomHoMo4eHHBIN (heepanbHbIi OpraH UCTIOTHUTEILHON BIACTH:

1) ocymiecTBiIsIeT METOIMYECKOE COMPOBOXKACHNE SKCIIEPUMEHTA, BKIIIOYasi METOANYECKOE
COMPOBOXKJEHUE JCATEIBHOCTH MEIUIMHCKUX OpraHu3aluii U anTeYHbIX OpraHU3alNi,
y4acTBYIOUIUX B JKCIIEPUMEHTE, MO O(POPMIIEHHIO, UCIOJIB30BAHNUIO M XPAHEHUIO PELIENTOB Ha
JIeKapCTBEHHBII Mperapar, B TOM 4ucie cOPMUPOBAHHBIX B (hOpMeE dIIEKTPOHHBIX TI0KYMEHTOB;

2) npencrasiseT B [IpaButenscTtBo Poccuiickoit denepannu npeaBapUTesIbHbINA (B IEPUOT
MPOBEAECHUS IKCIIEPUMEHTA, HO HE IO3/IHEE YEM 32 JBa MeEcAla 10 UCTEUECHUS CPOKA IIPOBEICHUS
AKCIIEPUMEHTA) U UTOTOBBIH (110 OKOHYAaHUU IKCIIEPUMEHTA, HO HE MTO3IHEE UeM Yepe3 JBa MecAla
[IOCJIE UCTEUEHHUs CpOKa NPOBEJAECHUS 3KCIEPUMEHTA) NOKJIaAbl O pe3yibTarax IpPOBEICHUs
SKCIIEPUMEHTA U TPEIJIOKEHUS O BHECEHHHM HM3MEHEHHH B 3aKOHONATENBCTBO 00 oOpalieHuu
JIEKAPCTBEHHBIX CPECTB.

6. YIOTHOMOYEHHBIN OpraH UCIIOJHUTENIBHOU BiIacTH cyobekra Poccuiickoit deneparum:
1) BIpaBe yCTaHOBUTH OCOOCHHOCTH MPOBEIEHUS IKCIIEPUMEHTA;

2) yTBEpXKJaeT MOPSAIOK OTOOpAa MEIUIIMHCKUX OPTraHW3alMi W anTeuHBbIX OpraHU3alui
JUISL y4acTusi B OKCIIEPUMEHTE, a TaKXe IPOBOAUT TaKOM OTOOp M YTBEP)KIAET IEpeueHb
MEIULMHCKUX OpraHu3aluié M T[EepeYeHb aIlTEYHbIX OpPraHU3alMil, COOTBETCTBYIOLIUX
TpeOOBaHUSAM, YCTAHOBJICHHBIM B COOTBETCTBUM C YaCThbIO 4 HACTOSIIEH CTaTbU, U SIBISIOLIUXCSA
YYaCTHUKAMU SKCIIEPUMEHTA;

3) oOCylIECTBISIET MOHHUTOPUHI TMPOBEICHUS DSKCIEPUMEHTA M TPEJCTABISET €ro
pE3yabTaThl B YIIOJTHOMOUYEHHBIN (eiepanbHblii OpraH UCIIOTHUTEIHHON BIACTH;

4) obecrieyrBaeT MHPOPMALIMOHHO-TEXHUUECKOE 00ecrieueHIe MPOBEICHUS IKCIIEPUMEHTA
MOCPEJICTBOM  HCIIOJNIb30BAaHUSI TOCYIApCTBEHHOW WH(OpPMAIMOHHON cucTeMbl B cdepe
3apaBooxpaHeHus cyobekTa Poccuiickoit denepannu v (W) MEIUIUHCKUX WHOOPMAIIMOHHBIX
CUCTEM MEJMIMHCKUX OpraHu3alui, SBIIOLIIUMXCS YYaCTHUKAMH OJKCIEPUMEHTA, M UX
B3aMMOJICHCTBUS C €AMHOW TOCYIapCTBEHHOM HH(OpPMAIMOHHOM cuCTeMOM B  cdepe
3IpaBOOXPAHECHHUSI.

7. MenunnHCKHE OpTraHW3allid U allTeYHbIC OPTaHU3AIMK BIIPAaBE OTKA3aThCS OT y4aCTHS
B DOKCIIEPUMEHTE, TMOJaB B YIOJHOMOYCHHBIA OpPraH WCIIOJTHUTEIBLHON BIIACTH CYOBEKTa
Poccuiickoii denepaiiiu COOTBETCTBYIOIIEE OOpallieHHe B MUCbMEHHOM (hopMme.

8. AnTeuyHble OpraHM3alMM, SBISIOUIMECS YYaCTHHKAMH SKCIIEPHUMEHTa, OOsS3aHbl MpHU
Mpofake AWCTAHIIMOHHBIM CIIOCOOOM  JICKQPCTBEHHOTO Mperapara JUuisi  MEIUIIMHCKOTO
MPUMEHEHUS, OTIYCKAEMOro IO pELEeNnTy Ha JIEKApCTBEHHBIM Mpernapar, 00ecHeyuTh Mpu
OCYILIECTBICHUU JIOCTaBKUM UACHTHU(PUKALMIO JUYHOCTH TPAKIAHWHA, MOIYYAIOLIEro TaKou
JIEKAPCTBEHHBIN Ipernapar, B LEIAX YCTAHOBICHUS COOTBETCTBUS €r0 JIMYHOCTH M JIMLA,
YKa3aHHOTO B pelenTe Ha JIEKapCTBEHHbIN Ipernapar (€ro 3aKOHHOTO MPEeACTaBUTENS), TUOO0 JHIIa,
YIIOJIHOMOYEHHOTO JIMIIOM, YKa3aHHBIM B pELENTE Ha JEKAPCTBEHHBIM Mpenapar (€ro 3aKOHHBIM
MIpEeICTaBUTENIEM), Ha MOJyYeHHE JICKAPCTBEHHOTO Mpemnapara (Jajaee B HaCcTOsIIEH CTaTbe - JUIIO,
YKa3aHHOE B pelenTe (3aKOHHBIN MPEICTABUTENb, YIIOJHOMOYEHHOE JIULIO).
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9. JIuuo, oCyLIECTBISIONIEE TOCTABKY JIEKAPCTBEHHOIO IMperapara uisi MEAUIUHCKOTO
MPUMEHEHUS, OTIYCKAaeMOro MO PEeLEeNTy Ha JIEKApCTBEHHBIN Mpenapar, 00s3aH0 moTpedoBarh y
rpakJaHUHA, TMOJyYaloIero TakKoW JIEKAPCTBEHHBIM IMpenapar, MNpedbsSBUTh JTOKYMEHT,
YAOCTOBEPSIOIIUNA €ro JHMYHOCTh, ISl WIAECHTU(UKALMK JHUYHOCTH 3TOTO TpakJaHUHA U
YCTaHOBJIEHUSI COOTBETCTBMSI €r0 JIMYHOCTM M JUIA, YKa3aHHOTO B peuenrte (3aKkoHHOTO
MPEACTABUTEIIS, YMOJIHOMOYEHHOTO Jula). B ciyuyae BBISBICHUS HECOBMNAACHHUS JIUYHOCTHU
rpaKJIaHWHA, I[IOJYYaoIIero JEKAPCTBEHHBIM IMpenapar, M JuLa, YKa3aHHOIO B peELenTe
(3aKOHHOTO TIPEACTABUTEINSI, YIOJIHOMOYEHHOTO JIMIIA), a TaKXKe B ClIydae OTKaza rpakJIaHHHA,
NOJIYYAIOLIEro JIEKAPCTBEHHBIM Ipenapar, MNpeIbsBUTh JOKYMEHT, YIOCTOBEPSIOIIMM €ro
JUYHOCTb, JIMIIO, OCYLIECTBIISIIOLIEE TOCTAaBKY JIEKAPCTBEHHOIO Mperapara il MEIULHUHCKOTO
MPUMEHEHUS, OTITYCKaeMOro MO PEeLenTy Ha JIEKapCTBEHHBIN Mpemnapar, 00s13aHO BEpHYTh TaKou
JIEKApCTBEHHBIN Mpenapar B alTEYHYO0 OPTaHU3ALIMIO.

10. IlonTBepxkaeHueM (Qakra nepeaadu JIEKapCTBEHHOIO Ipemnapara Juisi MEAMIIMHCKOTO
IPUMEHEHMS], OTIYCKa€MOI'0 IO PELENTy Ha JIEKapCTBEHHBIM Ipemnapar, July, yKa3aHHOMY B
peuenrte (3aKOHHOMY MPEICTABUTENIO, YIIOJIHOMOYEHHOMY JIMILY), SIBJISIFOTCS KAaCCOBBIM Y€K U
MOANKCH JUIA, MOJYYMBILIETO TAKOW JIEKAPCTBEHHBIA MpENapar, Ha JOKYMEHTE O MOJy4YeHUU
TaKOTO JICKAPCTBEHHOTO Ipenapara mno (Gopme, yTBepKaaeMoi yIOJTHOMOYEHHBIM (peiepaibHbIM
OpraHoM HCHOJHUTENbHON BiacTu. Ilocime mnepenadnm JEKapCTBEHHOIO IIperapara  JIWILY,
YKa3aHHOMY B pelLenTe (3aKOHHOMY NPEACTaBUTENI0, YIIOJTHOMOYEHHOMY JIMILY), 3TOT JOKYMEHT
NepeaaeTcs JTUIOM, OCYIIECTBUBIIMM JIOCTABKY TaKOTO JIEKAPCTBEHHOIO Mpernapara, B alTeUHYIO
OpraHU3alMIo0, OCYIIECTBUBIIYIO OTIYCK JIEKAPCTBEHHOTO Ipernapara. B ciydae BbISBICHUS TPH
nepegaye JIMiy, yKa3aHHOMY B peLeNTe (3aKOHHOMY IPEACTABUTENIO, YIIOJIHOMOYEHHOMY JIMILY),
JIEKapCTBEHHOTO Mpernapara (akToB MEXaHHMUYECKOTO MOBPEXKIECHUS €0 UM €ro YHaKOBKH TaKoOi
JIEKapCTBEHHBIM TMpermapar JMIOM, YKa3aHHbIM B pelenTe (3aKOHHBIM IPEIACTaBUTEIEM,
YIOJHOMOYEHHBIM JIMIIOM), HE NPUHMMAETCs U BO3BpallaeTcss 03 €ero OIulaTel JIKLY,
OCYIIECTBHUBILIEMY JOCTABKYy JIEKApCTBEHHOIO IMpenapara U OOECHeuMBaIOLIEMy €ro BO3BpaT B
anTEYHY OpraHU3aLHIo.

I1. 3a napymenus 3akoHomarenbcTBa Pocculickon Penepanuu, COBEPLIEHHBIE IIPU
IPOBEJECHUU OKCIIEPUMEHTA, €ro YYaCTHUKM HECYT OTBETCTBEHHOCTb, YCTaHOBIIEHHYIO
3akoHonaresnbcTBOM Pocculickon denepanun.

12. Kontposnb 3a ucnoiHeHueM TpeOOBaHUM, CBI3AHHBIX C MPOBEICHUEM SKCIIEPUMEHTA,
ocyuecTBisieTcs (heaepabHbIM OPraHOM MCIOJHUTENBHON BIACTH, OCYIIECTBISIOMNUM (PyHKINU
10 KOHTPOJIIO U HAA30py B cepe 3apaBOOXpaHEHUs], B MOPsJIKE, YCTaHOBIEHHOM DenepanbHbIM
3akoHOM OT 31 wurons 2020 roma Ne 248-®3 "O rocygapCTBEHHOM KOHTpojie (Haa30pe) U
MYHULIMIAIBLHOM KOHTpoJsie B Poccuiickoit @eaeparun’.

({ononnenue cmamuweii - @edepanvuviii 3akon ot 20.10.2022 Ne 405-D3)

Crarba 56. U3roroBiieHne u OTIIYCK JICKAPCTBCHHLIX MPennaparoB

1. H3roroBieHue JICKAapCTBCHHBIX ImperaparoB AlITCYHBIMHA OpraHu3anusAIMU,
BCTCPUHAPHBIMHU AlITCYHBIMH OpraHu3aluiaAMME, HMCIOIIUMHA JIMLCH3HUIO Ha q)apMaI_IeBTI/I‘-IeCKYIO
ACATCIIbHOCTb, OCYIICCTBIIACTCA IO PCHCIITAM Ha JICKAPCTBCHHLIC IPCIIapaThl, 110 Tpe6OBaHI/IHM
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MEIMIIMHCKUX OPTaHM3allui, BETCPUHAPHBIX OpraHU3aliii B COOTBETCTBHH C IpPaBHJIAMHU
W3TOTOBJICHHSI M OTITyCKa JIEKAPCTBEHHBIX MPEMAaparoB, YTBEPXKIACHHBIMHU YIOJTHOMOYCHHBIM
(denepanbHbBIM  OPraHOM HCIOJNHUTENbHON BiacTtu. (B  pedaxkyuu DedepanbHo2o 3aKoHa
ot 05.12.2022 Ne 502-®3)

2. Ilpu U3roTOBICHHMM JICKAPCTBCHHBIX IIpPEHaparoB alTEYHBIMA OPraHH3allUsIMH,
BETCPUHAPHBIMU aIlTEYHBIMU OpPraHU3AIMSIMH, HWMCIOIIMMH JIMIICH3UI0 Ha (apMalneBTHYCCKYIO
JCSATEIBHOCTD, HCIOJB3YIOTCS JICKAPCTBCHHBIC Tipermaparsl W (Wian) (apMmareBTHYCCKHE
CyOCTaHIINH, BKIIOYCHHBIC COOTBETCTBEHHO B TOCYIAPCTBEHHBIM PEECTpP JIEKAPCTBEHHBIX CPEJIICTB
JUIS  MEIUIMHCKOTO TPUMEHEHHS, TOCYJIapCTBCHHBIH PEECTP JICKAPCTBEHHBIX CPEJICTB IS
BETEPUHAPHOIO IMPUMEHEHHs, CIUHBIA PEeCTp 3aperdCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpasniickoro 3KOHOMHYECKOTO CO03a, CAUHBIM pPeecTp 3aperuCTPUPOBAHHBIX BETCPHHAPHBIX
JICKapCTBEHHBIX IperaparoB EBpa3uiickoro 3KOHOMHYECKOTO COI03a B YCTAHOBJICHHOM TOPSIIKE.
He pomyckaercs H3TrOTOBICHHE AaNTEYHBIMH OpPraHU3AMSIMHU, BETCPUHAPHBIMH AlTCYHBIMU
OpraHM3alMSIMH, UMCIOIIUMU JIMIICH3UI0 Ha ()apMaleBTHYCCKYIO JESITeIbHOCTD, JEKApCTBEHHBIX
IperaparoB, 3aperuCTPUPOBaHHBIX B Poccuiickoir denepanuu MO0 B COOTBETCTBUU C aKTaMH,
coctapisronuMu paBo Coroza. (B pedakyuu gedepanvrvix 3axonos ot 05.12.2022 Ne 502-D3,
ot 30.01.2024 Ne 1-®3)

3.  MapkupoBKa  JIEKapCTBEHHBIX  IMPENApaTOB,  MW3TOTOBJIEHHBIX  ANTEYHBIMU
OpraHu3alusAMH, BETEPUHAPHBIMU AaNTEUYHBIMH OPraHU3ALUSAMU, HMEIOUIMMU JIMIEH3UI0 Ha
(hapMaIeBTHUECKYIO IeATCIbHOCTh, U O)OPMIICHHE TaKHUX IPENapaToB JOJKHBI COOTBETCTBOBATH
MpaBWJaM, yYKa3aHHBIM B 4YacTH | Hactosmied cratbu. (B pedaxyuu Pedepanvhozco 3aKOHA
ot 05.12.2022 Ne 502-D3)

4. AniTedHbIe OpraHU3aIluy, BETCPUHAPHBIC alITCUHBIC OpraHU3aI[MK, UMEIOITUE JIUIICH3UIO
Ha (hapMaleBTUYCCKYIO JIeATEIBHOCTh, HECYT OTBETCTBCHHOCTh 3a HECOOJIONCHUE TPABHII
M3TOTOBJICHHSI M OTITyCKa JICKAPCTBCHHBIX IIPEIapaToB B COOTBETCTBHHM C 3aKOHOJATEIIHCTBOM
Poccuiickoit ®enepanuu. (B pedakyuu edepanvroeo 3axona ot 05.12.2022 Ne 502-D3)

Crarps 57. 3anpemenue npoxaxku ¢GaabcuPpuIUPOBAHHBIX JIEKAPCTBEHHBIX
CPeCTB, HeTOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB,
KOHTPa()aKTHBIX JIEKAPCTBEHHBIX CPEACTB

[Ipomaxka danscuPUIMPOBAaHHBIX JICKAPCTBEHHBIX CPEACTB, HEA0OpPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPECTB, KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPEICTB 3aMPEIIaeTCs.

Crarba 58. XpaHeHue jieKapCTBEHHBIX CPeICTB

1. XpaHeHHe JICKapCTBCHHLIX CpCacTB OCYHICCTBIISICTCS MMPOU3BOAUTCIIAIMHU
JEKapCTBCHHBIX CPCACTB, OpraHU3alUsAMHU OIITOBOM TOProBJIN JCKAPCTBECHHBIMH CPCACTBAMMU,
AIlITCYHBIMMA OpPraHru3allusIMH, BCTCPUHAPHBIMU AIITCYHBIMU OpraHU3alUsAMHA, WHAWBUAYAJIbHBIMHU
OpCaAnpuHUMAaTCIsIMU, HWMCIOIIUMHU JIMIOCH3WIO Ha (bapMaI_IGBTI/I‘IeCKyIO ACATCIbHOCTh HIIH
JIMOCH3WIO Ha MCAMIOHWHCKYIO JCATCIBbHOCTb, MCAWIMWHCKHMH OpTraHU3alUAMU, BCTCPUHAPHBIMHA
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OpraHu3allisIMH U WHBIMH OPTaHMU3AIUSMHU, OCYHIECTBISIONIMMU OOpaIieHne JeKapCTBEHHBIX
cpencTB. XpaHEHHUE JIEKAPCTBEHHBIX CPEJICTB JJIsi BETEPUHAPHOTO MPUMEHEHHS] OpPTraHu3alusIMu U
WHJUBUYaJIbHBIMU MPEANPUHUMATEISIMU B CIy4dasX, €CJIM OHHM HCIOJIb3YIOTCS UCKIIIOUUTEIBHO
IpU pa3BEeJICHUM, BBIPAIIMBAHUH, COACPKAHUU U JICUEHUU >KUBOTHBIX, MOXKET OCYIIECTBISATHCA
0e3 moJyuyeHHs JMIEH3MH Ha (apMaleBTHUECKYIO NEATeNbHOCTh. (B pedakyuu ®edepanvroco
3axona ot 22.10.2014 Ne 313-03)

2. IlpaBuna XpaHEHHs JIEKAPCTBEHHBIX CPEICTB YTBEPKIAAIOTCS COOTBETCTBYIOIINUM
YIOJHOMOUYEHHBIM (heZiepalibHbIM OPraHOM HCIOJHUTEIBHOM BIACTH.

3. XpaHeHue HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIMHBIX JIEKAPCTBEHHBIX
CPEICTB, paanodapMaIeBTHIECKUX JEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCS B COOTBETCTBUU C
3akoHonaresnbcTBOM Pocculickon denepanun.

Cratbs 58'. [IpeMeTHO-KOJHYeCTBEHHBI yUeT JJeKapCTBEeHHbIX CPEICTB
JNJISE MeAMIUHCKOI0 MPUMEHEHUs

1. TlepeueHb JIEKapCTBEHHBIX CPEACTB IS MEAUUMHCKOIO MPUMEHEHUS, IMOMJICKAIINUX
MIPEIMETHO-KOJIMYECTBEHHOMY YUeTy, YTBEP)KIAETCS YMOJTHOMOYECHHBIM (heepaibHbIM OpraHOM
WCIIOJIHUTEIbHOM BIIACTH.

2. HOpSII[OK BKIITOYCHUS JICKAPCTBCHHBIX CPCACTB I MCIUIOUHCKOTO IIPUMCHCHUA B
MEPCUYCHb JICKAPCTBCHHBIX CPCACTB A MCIUIHWHCKOTO IMPHUMCHCHUA, IMOAJICIKAIIUX HPCIMETHO-
KOJIMYCCTBCHHOMY  YUCTy, YCTAHABJIMUBACTCA  YIIOJHOMOYCHHBIM q)eﬂepaHBHBIM OpraHnomMm
HUCIIOJHUTEIbHOW BJIACTH MO COINIACOBAHHUIO C @eﬂepaﬂmeM OpraHomMm HUCIIOJTHUTEIbHOM BJIaCTH,

YIOJIHOMOYEHHBIM B cepe BHyTpeHHUX Jen. (B pedaxkyuu @Dedepanvhoco 3akona
o1 03.07.2016 Ne 305-D3)

3. IIpeamMeTHO-KOJWYECTBEHHBIN YUYeT JICKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO
MMPUMEHECHHST BEIYT MPOU3BOAUTEIN JECKAPCTBEHHBIX CPEICTB, OPTaHU3AIMKM ONTOBOM TOPTOBJIH
JIEKApCTBEHHBIMHU CPEJICTBAMHM, ANTEYHbIC OpraHWU3AIlu{, WHIAUBHUIYaJIbHBIC MPEANPUHUMATEIH,
UMEIOIINE JIUICH3UI0 Ha (papMarieBTUYECKYIO JEATEeNbHOCTh WJIU JIMIEH3UI0 HAa MEIMUIIMHCKYIO
NESATENBHOCTh, ¥ MEIUIIMHCKUE OpPTaHU3allMM, OCYIICCTBIISIONINE OOpalleHue JIeKapCTBEHHBIX
CPEICTB MJisi MEIUIMHCKOTO TPUMEHEHUsS, IMyTEeM PEruCTPallud JIIOOBIX CBA3aHHBIX C HX
oOpareHreM omeparui, MpU KOTOPHIX M3MEHSAETCS HMX KOJIWYECTBO WM (WJIM) COCTOSIHUE, B
CIIEeIUANIBHBIX JKypHAJIaX ydeTa Omepalidid, CBSI3aHHBIX C OOpAIICHHEM JICKAPCTBEHHBIX CPEJIICTB
JUTSL MEIUITMHCKOTO TIPUMEHEHHUS (J1aJiee - CIielMaIbHbIC KYPHAJIBI).

4. IlpaBuna perucTpaiuu Omnepalnii, CBI3aHHBIX ¢ 0OpaIIeHueM JIEKapCTBEHHBIX CPEJICTB
U1 MEIWLMHCKOTO IIPUMEHEHHUs, BKIIOUEHHBIX B IIEPEYCHb JICKAPCTBEHHBIX CPEJICTB IS
MEIMIMHCKOTO IPUMEHEHUS, TTOJICKAIMUX MTPEIMETHO-KOJINUYECTBEHHOMY YUYETY, B CIELHUAIBHBIX
KypHAJIaX W TMpaBWiIa BEACHUS M XPAHCHHS CHEUUAIBHBIX JKYPHAJIIOB YTBEPKIAIOTCSH
YIIOJTHOMOYEHHBIM (pe/iepabHbIM OPTaHOM HCIIOJIHUTEIBHOMN BIIACTH.

5. KoHTponb 3a coOmrofeHHeM TPaBWJI PETUCTpAIlMU OMNeparfii, CBA3aHHBIX C
oOpareHneM JICKapCTBEHHBIX CPEICTB JIJIT METUIIMHCKOTO MPUMEHEHHSI, BKIFOUYCHHBIX B TIEPCUCHD
JIEKAPCTBEHHBIX CPEACTB JUII MEIUIIMHCKOTO TPUMEHEHHS, TOMJICKAIIUX MPEIMETHO-
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KOJIMYECTBEHHOMY yUeTy, B CHEIMATIbHBIX KypHAIaX, a TakKe 32 COOTIONEHUEM MpaBuil BEICHUS
Y XpaHEHHUs CIEHHUATIbHBIX KYPHAJIOB BO3JIAraeTCsl Ha YIOJIHOMOYEHHBIE (perepanbHble OpraHbl
WCIIOJIHUTEIBbHOM BJIACTU U OPTaHbl UCMIOJIHUTEIBHOU BiiacTu cyobekToB Poccuiickoit deneparuu,
OCYLIECTBIISIONINE JINLIEH3UPOBAHUE MTPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, (hapMaleBTUUECKON
NEATENBHOCTH W MEIWIMHCKOM JESATEIbHOCTH, M OCYILIECTBISETCA B PAMKAX JIMUIECH3MOHHOTO
KOHTPOJISL.

(Llononnenue cmamoeti - @edepanvhsiii 3axor oT 25.12.2012 Ne 262-D3)

I'maBa 11. YHHUYTOXKeHHE JIeKAPCTBEHHBIX CPEICTB

Crarbs 59. OcHOBaHUSI M NOPSAIOK YHUUYTOKEHHUS JICKAPCTBEHHBIX CPEACTB

1.  HenoOpokauecTBEHHbIE  JIGKAPCTBEHHbIE  CPEACTBA,  (panbCUPUIUPOBAHHBIE
JIEKAPCTBEHHBIE CPEACTBA MOJIEKAT H3BATUIO M3 OOpAILEHUS U YHUUYTOXKEHHIO B TOPSIKE,
yctaHoBiaeHHOM [IpaButensctBoM Poccuiickoit ®eneparuu. OCHOBaHUEM MJII YHUUTOXKECHUS
JIEKapCTBEHHBIX CPEJCTB SBISIETCS PEIICHUE BIAJENbla JEKAPCTBEHHBIX CPEACTB, pEIICHHE
COOTBETCTBYIOIIETO YMOJHOMOYEHHOTO (peiepajJIbHOr0 OpraHa MCIOTHUTEIbHON BIIACTH WU
peuienue cyna. (B pedaxyuu @edepanvrozo 3axona ot 22.12.2014 Ne 429-D3)

2. KontpadakTHble JE€KapCTBEHHBIC CPEICTBA MOMJIEKAT HM3IBATHUIO M3 OOpalleHus u
YHUYTOXKCHHUIO TO pelmeHuio cynaa. llopsmok yHHUYTOXKEHUS KOHTpPa(aKTHBIX JIEKAPCTBEHHBIX
cpenctB  ycraHaBnmmBaeTcs IlpaBurenbctBom  Poccumiickort  ®Denpepammu. (B pedaxyuu
@Dedepanvroco 3axona ot 22.12.2014 No 429-D3)

3. Pacxozpl, CBsI3aHHBIE C YHUYTOXKEHHUEM KOHTpPa(aKTHBIX JIEKapCTBEHHBIX CPEACTB,
HEZOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (ambCU(DUIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, BO3MEILAIOTCS UX BIAJCIIBLEM.

4. Buamenen JIEKapCTBEHHBIX CPEACTB JIOJDKEH IIPEACTAaBUTh B YIOJHOMOYEHHBIN
denepanbHbIil OpraH HMCIOJHUTEIBHON BIACTH JOKYMEHT WJIM 3aBEPEHHYI0 B YCTAaHOBJICHHOM
TIOPSAJIKE €r0 KOIMUIO, MOATBEPKAAIOIINE (PaKT YHHUTOKEHUS JTCKAPCTBEHHBIX CPEJICTB.

5. CoOTBETCTBYIOIINI yIOJTHOMOUYEHHBIN (pe/iepanbHbIi OpraH HCHOJIHUTEILHON BIIACTH,
MPUHSABLIUHN penieHre 00 YHUUTOKEHUU JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBIISIET KOHTPOJIb 33 UX
YHUYTOKEHUEM.

6. YHUYTOXXEHUE JICKAPCTBEHHBIX CPEJICTB MPOU3BOJUTCS OPTraHU3AIlMSIMHU, UMEIOIIUMU
COOTBETCTBYIOIIYIO JIMIICH3UIO, Ha CIEIHAIbHO OOOPYIOBAaHHBIX IUIOMIAJKAX, IMOJWTOHAX W B
crenuanbHO 00OpYIOBaHHBIX MOMEHICHUSX C COONIOJEHUEM TpeOoBaHMII B 00JacTH OXpaHbl
OKpY>Karollle Cpeabl B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoit Denepannu.

7. HapkoTnyeckne JIEKapCTBEHHBIE CPENICTBA, IICUXOTPOIMHBIE JEKAPCTBEHHBIE CPENCTBA,
paanodapMaleBTHYeCKue JEKapCTBEHHBIE CPEACTBA YHUYTOXKAIOTCA B COOTBETCTBHH C
3akoHonaresnbcTBOM Poccuiickon denepanun.

InaBa 12. TocynapcTBeHHOE peryJinpoBaHue IeH HAa JIeKApCTBEHHbIE
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npemaparsl 1Jid MEAUIUHCKOI0 NIPUMCHCHUSA

Crarps 60. I'ocynapcTBeHHOe peryJiupoBaHue IleH HA JJeKapCTBEeHHbIe
npenaparsl AJ1s1 MeIMIMHCKOT0 MPUMeHEeHUs

1. TocymapcTBeHHOE peryiaMpoBaHHME LI€H Ha JIEKapCTBEHHbIE Ipenaparbl s

MEAMIIMHCKOTO IPUMEHEHUS OCYIIECTBISIETCS OCPEACTBOM: (B pedakyuu PedepanvHozo 3aKona
oT 26.03.2020 Ne 67-®3)

1) yrBepxnenus IlpaBurensctBoM Poccuiickoit @enepanuu nepeyHss KU3ZHEHHO
HEOOXOIUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, KOTOPBIA (OPMUPYETCS U HE PExe
OJTHOTO pa3a B roJ] MEPEeCMaTPUBACTCSA B YCTAHOBJICHHOM UM TOPSIKE Ha OCHOBE KOMIUICKCHOMN
OIICHKH JIEKapCTBEHHBIX MPENapaToB, BKIOYAs aHATU3 CBEACHUN O CPAaBHUTEIHHOU KIMHUYECKON
a¢pdextuBHOCTH W 0€30MaCHOCTH JICKAPCTBEHHOTO CPEACTBA, OIICHKY JKOHOMHYECKUX
MOCJIE/ICTBUI MPUMEHEHUS JIEKAPCTBEHHOTO CPEACTBA U U3YUYEHUE JOMOIHUTEIbHBIX MOCIEICTBUN
NPUMEHEHHSI  JIEKAPCTBEHHOTO  CPEJICTBA; (B pedaxyuu  ¢hedepanvHulx  3AKOHOB
oT 22.12.2014 Ne 429-@3, ot 13.07.2020 Ne 206-D3)

2) yTBEpXKICHHSI METOIWKH pacdera MPeAeibHBIX OTIYCKHBIX II€H MPOW3BOAUTENCH Ha
JICKapCTBEHHBIC TpEraparbl, BKIIOUYCHHBIE B MEPEUYCHb KU3HEHHO HEOOXOAMMBIX U BAKHEHUIITUX
JICKApCTBEHHBIX IMIpPEraparoB, a Tak)Ke BHEAPEHUS MEXaHW3MOB (OPMUPOBAHUS CHUCTEMBI
pedepenTHrIX TIeH; (B pedaxyuu pedepanvuvix 3axonos ot 22.12.2014 Ne  429-@3,
ot 06.06.2019 Ne 134-D3)

3) rocyaapCTBEHHOM PETUCTpAllMK MPEAENbHBIX OTIYCKHBIX IIEH MPOWU3BOAUTENCH Ha
JIEKapCTBEHHBIE Tpernaparbl, BKIIOUEHHbIC B MEPEUYCHb KU3HEHHO HEOOXOIMMBIX M Ba)KHEUIIUX
JIEKapCTBEHHBIX Mpenaparos; (B pedakyuu Pedepanvrozo 3axona ot 06.06.2019 Ne 134-D3)

4) BelleHHs TOCYIAPCTBEHHOTO PEECTpa MPEAENIbHBIX OTIYCKHBIX IIEH MPOU3BOJIUTENEH Ha
JIEKapCTBEHHBIC TpEMnaparbl, BKIOYCHHBIC B MEPEUYCHb KU3HEHHO HEOOXOMWMBIX M Ba)KHEUIIUX
JIEKapCTBEHHBIX MPENApPaToB;

5) yTBepKIE€HHsI METOJUKH YCTAHOBJIEHUSI OPraHAMM MCIIOJIHUTEIbHOU BIaCTH CyOBbEKTOB
Poccuiickoit denepanuy MpeaebHBIX Pa3MEpPOB ONTOBBIX HAM0AaBOK M MPEACIBHBIX Pa3MEPOB
PO3HUYHBIX HAZ0ABOK K (PAKTUYECKUM OTIYCKHBIM II€HAM, YCTAaHOBJIEHHBIM IPOU3BOIUTEIISIMU
JIEKaPCTBEHHBIX IIPENAPATOB, HA JICKAPCTBEHHBIE NPENapaThl, BKIOYECHHBIEC B [IEPEUYECHD JKU3HEHHO
HEOOXOIMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX IIPENapaToB;

6) yCTaHOBJICHHUS TMPEACTbHBIX Pa3MEpPOB OMNTOBBIX HAA0ABOK M MPEACIBHBIX Pa3MepoB
PO3HUYHBIX HAZA0ABOK K (PAKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM IPOWU3BOIUTEIISIMU
JIEKaPCTBEHHBIX ITPENAPATOB, HA JICKAPCTBEHHBIE NPENapaThl, BKIOYEHHBIE B [IEPEUYECHD JKU3HEHHO
HEOOXO/IMMBIX U BaKHEUIINX JIEKAPCTBEHHBIX MIPENapaToB;

7) YTBEpXKACHUS MOpSAKAa BbIJAUM NPEANUCAHUN OpraHaM HCIIOJIHUTEIBHON BIIACTH
cyobekToB Poccuiickoit denepanuu 0 TMPUBEACHUH B COOTBETCTBHE C 3aKOHOIATEIHCTBOM
Poccuiickoit denepannu penieHnit 00 yCTaHOBICHUU MPEISIbHBIX pa3MEpPOB ONTOBBIX HA/I0aBOK
U TpeleNbHBIX pa3MEpoB PO3HUYHBIX HAA0aBOK K (PAKTUYECKUM OTHYCKHBIM IICHaM,
YCTAHOBJIEHHBIM IIPOU3BOAMUTEISIMU JIEKAPCTBEHHBIX MPENAapaToB, HAa JICKAPCTBEHHBIE IIPENaparsl,
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BKJIIOYCHHBIC B TEPEUYCHBb KU3HEHHO HEOOXOMMMBIX M BAXKHEHIHMX JICKAPCTBEHHBIX IMPEIApaToB,
€CJIM OHU MPUHATHI C HApyLIEHWEM 3akoHonarenbcTBa Poccuiickon dDenepannu, B MOPSIKE,
ycranoBieHHOM [IpaBurensctBoM Poccutickoit @enepannu;

8) HampaBiieHUS YIOJHOMOYEHHBIM (efepanbHbBIM OPraHOM HCIOJIHUTEIBHONW BIIACTH
opraHaM HCIOJHUTEIBHOM BiIacTu CcyObekToB Poccuiickoit @enepanuu MpeANnucaHuii o
NPUBEJICHUA B COOTBETCTBHE C 3aKOHOMATENbCTBOM Poccuiickonn ®denepanuy TPUHATHIX C
HapylieHueM 3akoHonatenbcTBa Poccuiickoit  ®eneparuu  pemieHuid 00  yCTaHOBICHUU
IpeIeIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPEAEIbHBIX Pa3MEpPOB PO3HUYHBIX HAI0ABOK K
[IEHaM Ha JIEKapCTBEHHBIEC IIpenaparbl, BKJIIOYEHHbIE B NEPEYEHb >KM3HEHHO HEOOXOOUMBIX U
BAKHEHMIIINX JIEKAPCTBEHHBIX MPENAPaTOB;

9) ocymecTtBiaeHnus (eneparbHOTO TOCYIAPCTBEHHOTO Ham3opa B cdepe oOparmeHus
JIEKapCTBEHHBIX CPEACTB U PErMOHAILHOTO FOCYJapCTBEHHOIO KOHTPOJIS 32 IPUMEHEHUEM 1IEH Ha
JIEKapCTBEHHBIC TIperapaThl COOTBETCTBEHHO YIIOJIHOMOYEHHBIMH (DeepaibHBIMA OpraHaMHU
UCTIOJIHUTEIBHON BJIACTMU W OpraHaMu HCIOJHUTENbHOM BiacTH CcyObekToB Poccuiickoit
@denepanui  COMIACHO WX KOMIIETEHIIMM B TIOPSAJKE, YCTaHOBIEHHOM [IpaBuTenbcTBOM
Poccniickoit ®enepanun; (B pedaxyuu Pedepanvrozo 3axoua ot 25.06.2012 Ne 93-D3)

10) mpumeHeHHs] MpeayCMOTPEHHBIX 3aKoHoAarelbcTBoM Poccuiickoit denepanuu Mep
OTBETCTBEHHOCTH 3a HapyllleHHWEe TOpsaKa IIEHOOOpa30BaHHS Ha JICKAPCTBEHHBIC Mpemaparhl,
BKJIFOUEHHBIE B TME€PEUCHb JKU3HEHHO HEOOXOAMMBIX UM  BaXHEHIIMX JIEKAPCTBEHHBIX
npenaparosB. (B pedaxyuu Pedepanvrozo 3axoua ot 27.12.2019 Ne 475-D3)

2. B ycinoBusAx 4Ype3BbIYAMHONW CHUTyallMM M (WJIKM) OpPU BO3HUKHOBEHHMHM YIPO3bI
pacrnpocTpaHeHusi 3a00JIeBaHus, MPEACTABISIONIET0 OMACHOCTh ISl OKPYXKAIOIIMX, a Takke B
clyyae, €ClIM B TEUEHHE TPUAUATH KaJICHAAPHBIX JHEW mnocie npuHsatus [IpaBuTenbcTBOM
Poccuiickoit @expepanii  penieHus O MPOBEJACHUM MOHHMTOPUHIA PO3HUYHBIX LIEH Ha
JIEKapCTBEHHBIE Mpenaparbl, He BKIIOUEHHBIE B EPEUEHb )KU3HEHHO HEOOXOJUMBIX U BaKHEUIINX
JIEKapCTBEHHBIX MpEnaparoB, Ha TEPPUTOPUAX cyObekTOB Poccuiickoit denepannu BbISBIEH POCT
PO3HMYHBIX LIEH Ha YKa3aHHBIE JICKAPCTBEHHbIE Ipenaparbl Ha TPUALATH MPOIEHTOB M OoJee,
IIpaBurensctBo Poccuiickon denepanyu BOpaBe YCTAaHOBUTH IPEACIBbHBIE OTIYCKHBIC IIEHBI
MPOU3BOJAUTENEH HAa YKa3aHHbBIC JICKAPCTBEHHBIE MpPENaparbl, MPEAEIbHbIE pa3MEPbl OMNTOBBIX
HaJ0aBOK M MpeNeibHbIE pa3Mepbl PO3SHUYHBIX HAA0aBOK K (PAaKTHUYECKUM OTIYCKHBIM LI€HaM
MPOU3BOJAUTENEH HA YyKa3aHHbIE JIEKApCTBEHHbIE mpenaparbl. llepedeHb JeKapCTBEHHBIX
npernaparoB, HE BKIIOYEHHBIX B TEpEYeHb JKU3HEHHO HEOOXOAMMBIX U  Ba)KHEHIIMX
JICKapCTBEHHBIX TMpEnaparToB, M MOPAIOK ero ¢opmupoBaHus omnpenenstorcs [IpaButenbcTBoM
Poccuiickoit ®enepanuu. (ononrnenue wacmoio - @edepanvhsiii 3akon oT 26.03.2020 Ne 67-D3)

3. B TeueHue neBSHOCTa KaJ€HIAPHBIX JTHEW cO JIHS yTBep:kaAcHUs [IpaBUTENBCTBOM
Poccuniickoit denepanuy nepedHsi, yKa3aHHOTO B YacTHU 2 HACTOAILEW CTATbH, HE JOIYCKAIOTCS
peanu3anus M OTHYCK BKJIIOYEHHBIX B HETO JIGKAPCTBEHHBIX IPENAaparoB II0 ILE€HaM,
MPEBBIIAIONIMM IPENEIbHbIE OTIYCKHBIE LIEHBI NMPOU3BOJUTENECH HAa yKa3aHHBIE JIEKAPCTBEHHBIC
npenaparsl, MpeAeNbHbIE pa3Mepbl ONTOBBIX HAA0ABOK M MPEACIbHBIE pPa3Mepbl PO3HUYHBIX
HaJ0aBOK K (PAKTUYECKUM OTITYCKHBIM II€HaM IMPOU3BOJAUTENECH HA yKa3aHHbIE JEKApCTBEHHBIC
IpenapaThl ¢ yYETOM HaJlora Ha 100aBIEHHYIO CTOUMOCTb. (/{ononnenue uacmoio - Pedepanvhblil
3axon 0T 26.03.2020 Ne 67-D3)
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Crarps 61. I'ocynapcTBeHHasi perucTpanus U nepeperucrpanus npeaeabHbIX
OTILYCKHBIX LIEeH NMPOM3BOJAUTE/Iell HA JIEKAPCTBEHHbIE Npenaparbl,
BKJIIOYEHHbIE B NePeYeHb 'KU3HEHHO HEOOXOAUMBbIX U BAKHEHIIIHNX
JIEKAPCTBEHHBIX NPenaparoB

1. IlpenenpHass oOTHyCKHasi IIl€HA TMPOW3BOAUTENS Ha JIEKAPCTBEHHBIM IIpernapar,
BKJIIOYCHHBIM B TIEPEUCHb KU3ZHEHHO HEOOXOAUMBIX M BXKHEHIIMX JICKAPCTBEHHBIX IMPENApaToB,
MOJIKUT TOCYHAPCTBEHHOM PETHCTpPAalUM B IOPSAJKE, YCTaHOBIEHHOM IIpaBuTenscTBOM
Poccuiickori ®enepanniu, Ha OCHOBAHWW HAMPABICHHOIO MOCPEICTBOM €IWHOTO IOpTajia B
VIIOJITHOMOYCHHBIM  (peepalbHBIi OpPTraH HWCIOJHUTEIBHOW BIACTH WM JIUYHBIA KaOWMHET
YIIOJIHOMOYEHHOTO (he/lepaIbHOTO OpraHa WCIOJIHUTEIRHON BIACTM B €IUHOW CHUCTEME,
MOANMMCAHHOTO YCUJICHHON KBATM(UIIMPOBAHHON AJIEKTPOHHOMN MOIMUCHIO 3asBJICHUSI JeprKaTes
7M1 BJIAJIETIbLIA PETUCTPALITMOHHOTO YIIOCTOBEPEHUS JIEKapCTBEHHOTO rpermnapara
(YMOJIHOMOYEHHOTO UM Jula). (B pedaxyuu @edepanvrozo 3akona ot 30.01.2024 Ne 1-D3)

2. 3aperucTpupoBaHHas MpeAeibHas OTIYCKHas 1I€HA TPOU3BOJIUTEIS HA JICKAPCTBEHHBIN
nmpenapar, BKIIOYEHHBIH B TEPEUYCHb >KM3HEHHO HEOOXOMMMBIX M BaXKHEHITUX JIEKApCTBEHHBIX
IpenaparoB, MOXKET ObITh MIEPEPETUCTPUPOBAHA B CTOPOHY YBEJIMYECHUS OAUH pa3 B KaJ€HIAPHOM
rojly Ha OCHOBAaHHMH HAIMPABICHHOTO 710 1 OKTSIOps KaXKI0To rojia MoCPeACTBOM €MHOTO MOopTaia B
YIIOJITHOMOYCHHBIA  (peIepalbHBIi  OpPTraH MCIOJHUTEIBHOW BIACTH WM JIUYHBIA KaOWMHET
YIOJHOMOYEHHOTO (peiepaibHOrO OpraHa MHCIOJHUTENFHONM BJIAaCTH B €IUHOM CHCTEME,
MOANMKMCAHHOTO YCUJICHHON KBAM(UIIMPOBAHHON AJIEKTPOHHOMN TOIIMUCHIO 3asBJICHUS JepIKaTes
7M1 BIIAJIENIblla  PETUCTPALMOHHOTO YII0CTOBEPEHUS JIEKapCTBEHHOTO npernapara
(YMOJITHOMOYEHHOTO UM Jula). (B pedaxyuu @edepanvrozo 3axkona ot 30.01.2024 Ne 1-D3)

3. 3apeructpupoBaHHas MpeAebHas OTIIYCKHAs LIEHAa TPOU3BOAUTEINS HA JIEKAPCTBEHHBIM
npenapar, BKIIOYCHHBIH B TMEPEUeHb KU3HEHHO HEOOXOAMMBIX M BAXKHEMIIUX JIEKAPCTBEHHBIX
IpernapaToB, MOXET ObITh IEpeperucTpupoBaHa B CTOPOHY CHIKEHHS Ha OCHOBAaHUU
HAMpPaBJIEHHOTO MOCPEICTBOM €AMHOIO MOpTajia B YIOJHOMOYEHHBIM (enepanbHbli Opran
UCTIOTHUTEIPHOM BJIACTH WM JIMYHBIA KaOWHET YIOJTHOMOYEHHOTO (heaepasbHOTO OpraHa
WCIIOJIHUTEILHOW BJIACTH B €AMHOW CHCTEME, MOJMUCAHHOTO YCWJICHHOW KBaTu(pUIIUPOBAHHON
JJIEKTPOHHOM  MOMIMKCBHIO  3asBICHUS  Jep)Karessl WIM  BJIAJEIblla  PErHCTPALMOHHOIO

yIAOCTOBEPEHUSI JIEKAPCTBEHHOIo TMpemnapara (YMoJIHOMOYEHHOro UM Juna). (B pedaxyuu
@Dedepanvrozco 3axona ot 30.01.2024 Ne 1-®3)

4. [epxartenb WM BIAAENEl] PETrUCTPALMOHHOIO YAOCTOBEPEHHS JIEKAPCTBEHHOTO
npemnapara (yrmoJITHOMOYEHHOE WM JIMII0) OOS3aH HAMpPaBUTh TOCPEICTBOM E€IWHOTO TMOpTaja B
YIOJHOMOUYEHHBIN (efiepalbHblii OpraH MUCHOJHUTENIbHOW BJIACTH WM JIMYHBIM KaOWHET
YIOJHOMOUYEHHOIO (peiepaibHOr0 oOpraHa MHCIOJHUTENBbHONM BJIACTU B €IMHOM cUCTEME
MOJNMMCAHHOE YCHJICHHON KBAIM(DHUIIMPOBAHHON JIEKTPOHHOM TMOAMKCHIO 3asABICHHE O
NIEPEPETUCTPALMN  3aPETUCTPUPOBAHHONW MPEACIBHOM OTIIYCKHOM IIEHbl ITPOM3BOAMTENS HA
JICKapCTBEHHBIM Mpenapar, BKIIOYEHHBIM B TMEPEUCHb KU3HEHHO HEOOXOAMMBIX M BAKHEUIIUX

JIEKapCTBEHHBIX MPEMNapaToB, B CTOPOHY CHWKEHHUS B CIEAYIOMIMX ciay4asx: (B pedaxyuu
®Dedepanvroco 3axona ot 30.01.2024 Ne 1-D3)

1) cHmKeHue UEHbl B MHOCTPAHHOM BaJllOT€ HA JICKAPCTBEHHBIA Mpenapar B CTpaHe
MPOU3BOAUTENS U (WIM) B CTpaHax, B KOTOPBIX JICKAPCTBEHHBIN Mpemnapar 3aperucTpUpOBaH U
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(M) B KOTOpBIE MOCTABIISIETCS] IPOU3BOJUTEIIEM;

2) CHW)KEHHME II€H Ha pe(epeHTHbIE JIEKapCTBEHHBIE Ipernaparbl B COOTBETCTBUU C
OyHKTOM | HacTosmed 4vactu (sl COOTBETCTBYIOIIMX BOCIPOU3BEIECHHBIX, OMOAHAIOTOBBIX
(61omoIOOHBIX) JTIEKaPCTBEHHBIX MIPEMapaToB);

3) mpeBbIICEHWE TMPEAETbHON OTIYCKHOM II€Hbl Ha TMEPBbI BOCHPOU3BEICHHBIN,
OroaHanoroBelii (OMOMOAOOHBIN) JEKAPCTBEHHBIM Mpenapar MHOCTPAHHOTO MPOU3BOACTBA Hal
peIeIbHOM OTIYCKHOM LEHOW MpPOM3BOAUTEINS Ha BTOPOW BOCHPOU3BENEHHBIN, OMOaHAIOTOBBIN
(OnomomoOHbIN) JeKapCTBEHHBIM TNIpenapar, pPacCUUTAaHHOW B COOTBETCTBUM C METOIUKOH,
ytBepxkaeHHou [IpaBurensctBoM Poccutickoit denepannu;

4) TmpeBbIIEHHE TMPEACIbHON OTIYCKHOM II€Hbl Ha TEpBbIA BOCIPOU3BEICHHBIM,
OroaHanoroBelil (OMOMOTOOHBIN) JIEKaPCTBEHHBIN Mpenapar NpOU3BOAUTENS TOCYAapCTBa - YIEHA
EBpa3uiickoro sKOHOMHMYECKOIO CO03a HAaJl MPEIEIbHOM OTIYCKHOW IEHOM IMPOU3BOAUTENSA HA
BTOPOW  BOCIIPOM3BEACHHBINM, OWOAHATOTOBBIA (OMOMOAOOHBIN) JIEKAPCTBEHHBIH Mpernapar
MPOU3BOJIUTENA TOCYJIAPCTBA - WieHa EBPa3sMiiCKOro 3KOHOMHYECKOTO COK03a, PACCUYUTAHHOU B
COOTBETCTBUM C METOIMKOM, yTBepxkAeHHOU [IpaBurenscTBoM Poccuiickon denepannu.

5. Tlopsimox mepeperucTpanuy 3aperucTPUPOBAHHBIX TPENEIbHBIX OTIYCKHBIX II€H
MPOU3BOAUTENICH HaA JIEKAPCTBEHHBIE TMpenaparbl, BKIIOYEHHbIE B TIEPEUYCHb IKUZHEHHO
HEOOXOMUMBIX W BaXHEHITUX JIEKAPCTBEHHBIX IIpemaparoB, B CIIydasx, MPEayCMOTPECHHBIX
yacTamu 2 - 4 HacTosiIel cTarhy, ycTtaHaBinuBaetcs [IpaBurensctBoM Poccuiickoit denepanuu.

6. OKOHOMUYECKMH aHajau3 IMpPEAEIbHOM OTIYCKHOM LEHbBI IIPOM3BOAMUTENS HA
JIEKapCTBEHHBIN Ipenapar, BKJIIOYEHHBIM B IMEPEUEHb XKMU3HEHHO HEOOXOAMMBIX M BaKHEWUILIUX
JIEKapCTBEHHBIX MPENaparoB, MPU €€ TOCYJAPCTBEHHOM PErHCTPallMd WU TepeperucTpariuu
oCymIecTBIsieTCs (heepaTbHBIM OPTraHOM HCTIOTHUTENBHON BIACTH, OCYIIECTBISIOMNUM (DyHKIIUN
MO MPUHSATUIO HOPMATUBHBIX MPABOBBIX aKTOB U KOHTPOJIIO 32 COOIIOACHUEM 3aKOHO/IaTEIbCTBA B
cepe rocynapcTBEHHOTO peryIrpoBaHus 1eH (TaprudoB) Ha TOBAPHI (YCIYyTH).

7. PacueT npenenbHbIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTsaX | W 2 HAcCTOAILIEH CTaTh,
MPU UX TOCYJAPCTBEHHON PETUCTPALIUU WU TIEPEPETUCTPALIUN OCYIIECTBIISIETCS B COOTBETCTBUM C
METOIUKOM, yTBepxkJaeHHOU [IpaBurensctBoM Poccuiickoi denepannu M yUYUTHIBAOIIEH B TOM
515 (03] (K

1) cobnronenne OanaHca UWHTEPECOB MOTpeOUTENECH JIEKAPCTBEHHBIX IMpPEnaparos,
BKJIFOUEHHBIX B TIEPEUCHB KU3ZHEHHO HEOOXOMMMBIX U BKHEHIIINX JIGKAPCTBEHHBIX MPENapaToB, U
MPOU3BOUTENECH  JIGKAPCTBEHHBIX  MpENaparoB, BKIIOYEHHBIX B MEPEYCHb >KU3HEHHO
HEOOXO/IMMBIX U BAKHEUIINX JIEKAPCTBEHHBIX MIPEMapaToB;

2) dakThyecKyro OTIYCKHYIO IIeHy Ha JIeKapCTBEHHBbIC Tmpemapathl B Poccuiickoi
@denepannu, LIEHY BBO3a JIEKAPCTBEHHBIX NpenaparoB B Poccuiickyro denepannio, a TakKe LEHBI
Ha aHaJOTHYHBIC JICKAPCTBCHHBIC Tpemaparbl, HaxoAfgIIuecs B oOpameHud B Poccuiickoi
Oenepannu;

3) 3aTpaThbl HPOU3BOAUTCIIA JICKAPCTBCHHOI'O IIPCIIapaTa Ha IIPOU3BOACTBO U PCAJIU3ALINIO
JICKAapCTBCHHOTO IIpCIiapara,

4) HeHy Ha JIEKapCTBEHHBIN Mpenapar, ero HeHy B CTpaHe MPOU3BOAMTEINS U B CTPAHAX, B
KOTOPBIX JIGKAPCTBEHHBIN Tpenapar 3aperucTpupoBaH © (WIM) B KOTOpbIE IOCTaBIsETCA
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IPOU3BOAUTCIICM.

8. He momyckaroTcsi peain3anus U OTIYCK JIEKAPCTBEHHBIX MPENaparoB, BKIKOUYECHHBIX B
NepeYeHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEMILIMX JIEKAPCTBEHHBIX IpEnaparoB, HAa KOTOPBIE
IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENApaTOB HE 3aperucTpUpOBaHa IIpe/esibHAas OTIYyCKHAs
LIEHA, peanu3anus MPOU3BOAUTEISMM JIEKAPCTBEHHBIX IPENAPATOB IO LEHAM, MPEBBIIIAIOIIAM
3apPErUCTPUPOBAHHBIE WM  NEPEPETrUCTPUPOBAHHBIC  IPEACIBHBIE OTIIYCKHBIE IIEHBl HA
JIEKapCTBEHHBIE MPEnaparhbl C y4eTOM Hajiora Ha J00aBIEHHYIO CTOMMOCTb.

9. Oco0eHHOCTH TOCYIapCTBEHHOTO PETYJIUPOBAHMS MPEAEIbHBIX OTIYCKHBIX LEH
NIPOM3BOJIUTENICH HAa JIGKAPCTBEHHBIE TIpemapaThl, BKJIIOUECHHBIE B IMEPEUYCHb >KU3HEHHO
HEOOXOIMMBIX U BOKHEUIIUX JIEKAPCTBEHHBIX MPENaparoB, B 3aBUCUMOCTH OT 9KOHOMHUYECKUX U
(WK) conuanbHBIX KpUTEpPUEB (M3MEHEHHE YCIOBHUM, MOpSAIKa M CTOMMOCTH IPOU3BOJICTBA
JIEKapCTBEHHBIX  MPENaparoB, MCIOJIb30BaHWE HOBBIX (OpM, METOAOB U  CIOCOOOB
roCyJapCTBEHHOIO PEryJIMpPOBaHUS LIEH Ha JIEKAPCTBEHHBIE IpPENapaTsl, B TOM YUCJIE HAa OCHOBE
MexaHu3Ma pedepeHTHOTo LEHOOOpa30BaHUs, M3MEHEHUN TMOpsaKa OKa3aHUs MEIUIIUHCKON
MOMOIIM, W3MEHEHHE Kypca WHOCTPAaHHOW BaJIOTHI W HHBIE HM3MEHEHUS) YCTaHABIMBAIOTCA

[IpaButenscTBOM  Poccumiickoit  ®denepanmu. (B pedakyuu  Dedepanvhoco  3aKOHA
ot 08.03.2022 Ne 46-D3)

(Cmamuws 6 pedaxyuu Dedepanvroeo 3axona ot 06.06.2019 Ne 134-D3)

Crarbs 62. I'ocynapcTBeHHBIN peecTp NpeaebHbIX OTIHYCKHbBIX LEH
NPOU3BOAUTEJICH HA JIeKAPCTBEHHbIE NPeNnaparbl, BKJIYCHHbIEC B
nepevyeHb KU3HEHHO HeOOXOMUMBbIX Y BAKHEHIIINX JIEKAPCTBEHHBIX
npenaparon

1. 3apeructTpupoBaHHbIE WU TEPEPETUCTPUPOBAHHBIC MPEICIbHbIE OTIYCKHBIE IEHBI
MPOU3BOJUTENCH Ha JIGKAPCTBEHHBIE TMpemapaThl, BKJIIOUYCHHBIE B TME€PEUYCHb >KU3HEHHO
HEOOXOIMMBIX M BAXHEUIINX JICKAPCTBEHHBIX MPEMapaToB, TMOAJEKAT BKIIOYCHHIO B
rOCyJapCTBEHHBI peecTp NpeAeiabHBIX OTIMYCKHBIX II€H MPOM3BOAMTENEH HA JIEKapCTBEHHBIC
npenaparhl, BKIIOUEHHBIE B MEPEUYCHb KU3HEHHO HEOOXOAMMBIX M BAKHEUIIUX JIEKapCTBEHHBIX
npenaparos. (B pedakyuu Dedepanvroeco 3axona ot 06.06.2019 Ne 134-D3)

2. TocymapcTBeHHBII peecTp NPEACNbHBIX OTIYCKHBIX II€H MPOU3BOAUTENEH Ha
JIEKapCTBEHHBIE Tpernaparbl, BKIIOYCHHbIC B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX M BaKHEUIIUX
JIEKapCTBEHHBIX MPENapaToB, COAECPKUT B c€O€ CIEAYIOUTYI0 HH(OPMALINIO:

1) HammeHOBaHME JeprKaTels WM BIAJEIblAa PErUCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKApCTBEHHOTO IMpernapara, HaUMEHOBaHUE MPOU3BOIUTENS JIEKAPCTBEHHOIO Mpenapara,
CBEJICHHUS O PpEruCTpalMM JAep)Kareias WM BIAJEIbLA PETUCTPALIMOHHOIO YIOCTOBEPEHHUS
JIEKAPCTBEHHOTO IIpenapara, CBEAEHUsS O PpErucTpalydyd MPOU3BOIUTEINS JIEKAPCTBEHHOTO
npenapara Uil MEIUMLIHUHCKOTO IPUMEHEHUST B KAayeCTBE HAJOTOIUIATEIbIIMKA B CTPAHE
peructpauuu (Ui POCCUMCKUX  IOPUAMYECKUX JIMIL - HWACHTU(QUKALUOHHBIA  HOMEP
najoromnarensiuka (MHH), nns wHOCTpaHHBIX IOPUAMYECKUX JHUI[ - CTpaHa PETUCTpaIlH,
HaMEHOBAHUE PETUCTPUPYIOLIETO OpraHa, PEruCTPAlMOHHBIN HOMED, KOJ HAJIOTOILIATEIbIINKA B
CTpaHe perucTpanuu (MHKOPIOPALMK) UM €r0 aHaJIOT), MECTO HaXOXKJIEHUSI MPOU3BOJCTBEHHBIX
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TUTONIAJIOK, YYACTBYIOIIUX B MPOIECCE MPOU3BOJICTBA JICKAPCTBEHHOTO TIpernapara, ¢ yKa3aHueM
CTaJuu TpoIIecca MPOU3BOJICTBA; (B pedaxyuu Pedepanvrozo 3axona ot 28.12.2017 Ne 425-D3)

2) HaMMEHOBaHUE JIEKAPCTBEHHOI'O Mpemnapara (MEXIyHapOIHOE HENaTeHTOBAaHHOE, WIIU
IPYIIHUPOBOYHOE, MM XMMHUYECKOE M TOProBO€ HamMeHoBaHus); (B pedaxyuu Dedepanvrozco
3axona ot 22.12.2014 Ne 429-03)

3) HOMep PETUCTPAIMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO Tpernapara;

4) nexapcTBeHHas (QopMma ¢ yKazaHHEM TO3UPOBKH JIEKApPCTBEHHOTO Mperapara U ero
KOJIMYECTBA BO BTOPHUYHOU (MOTPEOUTETHCKOM) yIAaKOBKe, a TaKke KOMIUIEKTHOCTD; (B pedaxyuu
Dedepanvrozco 3axona ot 22.12.2014 Ne 429-D3)

5) 3apeructpupoBaHHas TIpeleibHAas OTIYCKHAsl 1I€Ha Ha JIEKapCTBEHHBIM mpernapar B
pyousx; (B peoaxkyuu @edepanvrozo 3axkona ot 27.12.2019 Ne 475-D3)

6) nata ¥ HOMEp IpHKa3a YHOJTHOMOYEHHOTo (elepalbHOr0 OpraHa MCHOJIHUTEIbHON
BJIACTH O TOCYIAPCTBEHHOW PETUCTPALIMM WU IIEPEPETUCTPALMHU NPEIEIIBHON OTIYCKHOM LIEHBI HA
JIEKapCTBEHHBIM Ipenapar, BKIIOYEHHBIM B IMEpPeueHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIIUX
JIEKapCTBEHHBIX MpenaparoB; (B pedaxyuu gedepanvnvix 3axonoe ot 22.12.2014 Ne 429-@3,
o1 06.06.2019 Ne 134-D3)

6') nara BcTymieHMs B CHIy MpUKA3a YHOJHOMOYEHHOro (DelepalbHOTO OpraHa
WCTIOJTHUTEIBHON BJIACTH O TOCYAApPCTBEHHON PETHCTPAIMU WM TMEPEPEeTUCTPaAlUK MPeaeIbHON
OTITYCKHOM II€HbI TMPOW3BOAUTEINS Ha JIEKAPCTBEHHBIM Mpemnapar, BKIOYCHHBI B TEpPEUCHb
KU3HCHHO HEOOXOJIUMBIX W BAKHEHIIMX JICKAPCTBEHHBIX MPENaparoB; (/[ononunexue nyHKmMom -
Deoepanvusiii 3axon 0T 06.06.2019 No 134-D3)

7) WTPUXOBOW KO/, HAHECEHHBIM Ha BTOPUYHYIO (MOTPEOUTENTHCKYIO) YIAKOBKY

JIEKapCTBEHHOTO Mpenapara; (/[ononnenue nynkmom - @edepanvruiil 3axon ot 22.12.2014 Ne 429-
@3)

8) KOm JIEKQpCTBEHHOTO Tperapara IO  aHATOMO-TEPaNeBTUYECKO-XUMUYECKOM

KJTaccuduKaImy, peKoMeHI0BaHHON BceMupHOW opranuzamnmeit 3npaBooxpaHeHus. (/[ononnenue
nynkmom - @edepanvruiii 3akon ot 22.12.2014 Ne 429-D3)

3. FOCYI[apCTBCHHaH peructpanuga Uin nepeperucrpanusd nmpeacjbHbIX OTIIYCKHBIX IICH HaA
JICKapCTBCHHLIC IIpCIiaparbl, BKIIOUCHHBIC B IICPCUCHL JKM3HCHHO H€O6XOI[I/IMBIX U BaXKHEMIIINX
JCKapCTBCHHLIX MPCIaparoB, BEACHUC IOCYyAapCTBCHHOIO PCCCTpa MPCACIbHBIX OTIIYCKHBIX IICH
HpOHBBOI[HTGJ'IGﬁ Ha JICKAPCTBCHHBLIC IIPCIIapaTbl, BKIIOYCHHBLIC B IICPCUCHL JKMU3HCHHO
HCO6XOI[I/IMBIX U BaXHEHUIITNX JICKApCTBCHHLIX IIPCIIaparoB, OCYIICCTBIIAIOTCA B IIOPAIKE,

yctanoBieHHOM [IpaButensctBoM Poccuiickoit denepaunu. (B pedakyuu Pedepanbrozo 3aKoHa
o1 06.06.2019 Ne 134-D3)

Crartbs 63. YcTaHOB/ICHHE OPraHAMM HCIIOJTHUTEIBbHOM BJIACTH Cy0OBEKTOB
Poccuiickoi @enepannu npeaejbHbIX Pa3MepoB ONTOBBIX
HA10aBOK M NMpeleJbHbIX Pa3MepOB PO3HUYHBIX HAI0ABOK K
(pakTHYECKNM OTIYCKHBIM LIEeHAM, YCTAHOBJIEHHbIM
MPOM3BOAUTEIAMHU JIEKAPCTBEHHBIX MPENaparoB, HA
JIEKAPCTBEHHbIC MPENaparhbl, BKJIKYEHHbIC B IIePeYeHb KU3HEHHO
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HGOﬁXOIII/lMLIX U BajKHEHIIIHUX JICKAPCTBCHHLBIX IIPeEnmaparoB

(Haumenosanue 6 pedaxyuu @edepanvrozo 3akona ot 27.12.2019 Ne 475-D3)

1. Opranbl HCHOTHUTENBHON BacTu cyObekToB Poccuiickoit denepanyu ycTaHABIMBAIOT
npeneabHble pa3Mepbl ONTOBBIX HAA0ABOK U MpeleibHbIE pa3Mepbl PO3HUYHBIX HAI0aBOK K
(akTUYECKUM OTHYCKHbIM IleHaM (0e3 yuera Hajmora Ha J00aBJIEHHYI0 CTOMMOCTD),
YCTAHOBJIEHHBIM IIPOU3BOAMUTEISIMU JIEKAPCTBEHHBIX MPENAapaToB, Ha JICKAPCTBEHHBIE IIPENaparsl,
BKJIFOUEHHBIE B TIEPEUCHD KU3HEHHO HEOOXOAMMBIX W BAXKHEUIIINX JEKAPCTBEHHBIX MPENaparoB, B
COOTBETCTBUM C YTBEPKICHHOW B MOPSIKE, yCTaHOBIEHHOM lIpaButensctBoM Poccuiickoi
@denepanuy, METOAMKONM YCTAHOBJEHHS OpraHaMH HCIOJHUTEIBHOM BIACTH CYOBEKTOB
Poccuiickoit @enepanuu NpeaesbHBIX Pa3MEpPOB ONTOBBIX HAI0aBOK M IMPENEIbHBIX Pa3MEPOB
PO3HHYHBIX HAA0aBOK K (PAKTHUECKHM OTIYCKHBIM I[€HaM, YCTAHOBJICHHBIM IPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX MPENapaToB, HA JICKAPCTBEHHBIE IIPENAPAThI, BKIIIOUCHHBIE B IIEPEYCHD )KU3HEHHO
HEOOXOIMMBIX W BaXXHEHIIMX JIEKAPCTBEHHBIX TMpemnaparoB. [IpoekTel pemieHuit OpraHoB
WCIIOJIHUTEIbHOM BIacTu cyobekToB Poccuiickoir @Penepanuu 00 YCTaHOBICHUM U (WIIH)
U3MEHEHUU TPEACNIbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK M MpPENEIbHBIX Pa3MEpOB PO3HUYHBIX
HaA0aBOK K  (PAaKTUYECKMM  OTIYCKHBIM  LI€HaM, YCTAHOBJIEHHBIM  IMPOU3BOAUTEISIMU
JIEKApCTBEHHBIX MPENaparoB, HA JICKAPCTBEHHbIE MPENAPaThl, BKIIIOUEHHBIEC B IIEPEYEHb KU3HEHHO
HEOOXOIMMBIX W BAXKHEWIIUX JIEKAPCTBEHHBIX TIPEMapaToB, TOJIEKAT COIIACOBAHHUIO C
YIOJHOMOYEHHBIM  (peiepajbHBIM OpPraHOM HCIOJHUTEIBHONW BIIACTH, OCYIIECTBIISIONINM
(YHKIMM TIO0 TPUHATHIO HOPMATHUBHBIX IPABOBBIX AaKTOB U KOHTPOJIO 3a COOMIOEHHEM
3aKOHOJIATENIbCTBA B c(epe TOoCyJapCTBEHHOIO pPErylupoBaHus 1eH (TapudoB) Ha TOBaphl

(yciyru), B mopsijike, yctaHosieHHoM [lpaBurenbctBom Poccuiickoit ®@enepauuu. (B peoaxyuu
geoepanvuvix 3akornos ot 13.07.2015 Ne 241-D3, ot 27.12.2019 Ne 475-D3)

2. OpraHuzanuu  ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEJICTBAMHU, AalTEYHBIC
OpraHu3aluu, VMHIUBUIYyaJIbHbIE MpearnpuHUMAaTey, UMeIoIne JUIEH3UIO Ha
(apMaleBTUUECKYIO JESTENbHOCTh, MEIWLMHCKUE OpraHu3allii, HMEIOIIME JIMLEH3UI0 Ha
(dapMareBTHUECKYI0 JeATeNbHOCTh, M HUX 000COONeHHBIE Toapas3AeieHus (amOynaropuu,
denpamepckne u GeapaIIePCKO-aKyIIePCKUe MyHKTHI, IICHTPHI (OTACICHHS) o0mmel BpadeOHOM
(cemeitHOM) TPAKTUKH), PACIOJIIOKEHHBIE B CEJIbCKUX HACEJIIEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT anTEUHbIE OPTaHU3aIH, OCYIIECTBIIAIOT PEaIN3alrio JEKaPCTBEHHBIX MPENnapaTos,
BKJIFOUEHHBIX B ME€PEUEHb JKU3HEHHO HEOOXOAUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MPENapaToB,
O 1IeHaM, KOTOphle (QOPMHUPYIOTCS B COOTBETCTBHM C TOPSAKOM, YCTaHOBJICHHBIM
[IpaButenscTBOM Poccmiickoit denepamuu, W YpoBEeHb KOTOPBHIX (0e3 ydera Hajgora Ha
N00aBIEHHYI0 CTOMMOCTBH) HE JIOJDKEH IMPEBBINIATh CyMMY (DAKTHUECKOW OTIYCKHOM IIEHBI,
YCTAaHOBJICHHOM  MPOUW3BOAMUTENEM  JIEKAPCTBEHHOTO  Ipemapara, HE  IPEBbIIIAIOIIEH
3apEeruCTPUPOBAHHON WIIN NIEPEPErUCTPUPOBAHHOM MPEAEIBHON OTITYCKHOM LEHBI TPOU3BOAUTENS
(Ha pmary peanu3alMM JIEKQpCTBEHHOIO IIpenapara IpPOU3BOAUTEIEM), M pa3Mepa ONTOBOU
HaA0aBKU U (WJIK) pa3Mepa POSHUYHOW HAI0aBKH, HE MPEBBIMIAIOIINX COOTBETCTBEHHO pa3mepa
MpelenbHO  ONTOBOM Han0aBkuM W (WJIM) pa3Mepa MpeneabHOM PO3HUYHOM Ha/I0aBKH,

YCTaHOBJICHHBIX B cyObekTe Poccuiickoit ®eneparuu. (B pedakyuu Dedepanvroeo 3aKkoHa
or 27.12.2019 Ne 475-®3)

3. Oprasbl HCTIOJTHUTENIBHON BiacTH cyObekToB Poccuiickoit denepainuu pa3meniaioT B
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cetu "UuTepHer" wuHOpManMIO O 3aperUCTPUPOBAHHBIX TMPEACIbHBIX OTIYCKHBIX II€HaX
MPOU3BOAUTENEH Ha JIEKApCTBEHHBIC IIPENapaThl, BKIIOUCHHBIE B IMEPEYEHb IKU3HEHHO
HEOOXOIMMBIX M Ba)XHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, OO0 YCTAHOBIECHHBIX B CYOBEKTE
Poccuiickoit ®enepannu MNpeAebHbIX pa3Mepax ONTOBBIX HaA0aBOK U (WJIM) MpeAeNbHbIX
pa3sMepax pPO3HUYHBIX HAJ0aBOK K YCTAHOBJICHHBIM MPOU3BOAUTEISIMUA  JIEKAPCTBEHHBIX
npenapartoB (PaKTUYECKUM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHBIC MpemapaThl, BKIIOYECHHBIC B
MepeyeHb KU3HEHHO HEOOXOAMMBIX U BaXKHEUIITUX JICKAPCTBEHHBIX MIPEMAapaToOB, a TAKKE O CYMME
3apETrUCTPUPOBAHHBIX IPEACIBHBIX OTIYCKHBIX II€H IPOU3BOAUTENEH Ha JIEKapCTBEHHBIE
npenapaThl, BKIIOUYEHHBIE B MEPEUYCHb JKU3HEHHO HEOOXOAMMBIX M BAKHEWIIUX JIEKAPCTBEHHBIX
[penapaToB, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoil ®enepanuu MpeaenbHbIX pPa3MEPOB
ONTOBBIX HAJ0AaBOK W TMPEACIBbHBIX Pa3MEpPOB PO3ZHUYHBIX HAJ0ABOK M HAJOra Ha JT0OABICHHYIO
cTouMocTh. MHpopMmarus, nmpeaycCMOTpEeHHAss HACTOSIIEH 4acThiO, JOMKHA HAXOIUTHCS TaKKE B
anTEeYHBbIX OPraHU3ALMIX B JIOCTYIHOM IS BCEX 3aMHTEPECOBAHHBIX JUI[ (hOpME U OOHOBIATHCA
10 MEpe €€ pa3MeIeHuUs] OpraHaMU UCIIOTHUTEIBHOM BiacTu cyObekToB Poccuiickoit denepanuu
B cetu "Untepuer". (B pedaxyuu Dedepanvrozo 3akona ot 27.12.2019 Ne 475-D3)

4. (Hacmo ympamuna cuny - @edepanvruiii 3akon ot 27.12.2019 Ne 475-D3)

I'maBa 13. MouuTOpUHT 3)(PeKTUBHOCTH U 0€30MACHOCTH JIeKAPCTBEHHbBIX
npenaparoB, HAXoAsIIIMXCA B oOpamennu B Poccuiickoi
Denepanuu

(Haumenosanue 6 pedaxyuu Pedepanvrozo 3axona ot 22.12.2014 Ne 429-D3)

Crarbs 64. ®apmakoHaa3op

1. JlekapcTBeHHBIC TIpemaparhl, Haxomsmuecs B obpamenun B Poccuiickoit Deaeparum,
MO/IJIC)KaT MOHUTOPUHTY J(P(HEKTUBHOCTH W O€30MaCHOCTH B IIETSAX BBIIBICHHUS BO3MOXKHBIX
HETAaTUBHBIX  MOCJIEACTBUM WX  NPUMEHEHUS,  HUHIUBUAYAJIbHOM  HENEPEHOCUMOCTH,
MPEAYNPERKICHUS MEAUITTHCKUX pa0OTHUKOB, CIICIIMAIIMCTOB B 00JIaCTU BETEPUHAPHUH, TTAIIUCHTOB
WJIM BIIAJIEIBIEB KUBOTHBIX M UX 3allUThl OT MPUMEHEHHUS TAaKUX JICKAPCTBEHHBIX Ipernaparos. (B
peoaxyuu Pedepanvrozo 3axkorna ot 02.08.2019 Ne 297-D3)

2.  ®apmakoHaJ30p  OCYIIECTBISIETCS  COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HWCIHOJHUTEIBHOW BJIACTH B YCTAHOBJICHHOM UM TIOPSAKE C Y4YETOM
TpeboBaHul HacTosmero deaepanbHOTO 3aKOHA M aKTOB, COCTaBIAOMMUX mpaBo Coro3a, myTeM
aHaJIM3a TMPENOCTABIIEMON CyOheKTaMu OOpaIleHHUS JIGKAPCTBCHHBIX CPENCTB WH(GOPMAIUH O
MOOOYHBIX JICUCTBUSAX, HEXKEIATCIbHBIX PEAKIMIX, CEPbE3HBIX HEKEIATSIBHBIX PEaKIUsIX,
HENPEBUICHHBIX HEXENATeNbHBIX PEAKIUsIX MPU MPUMEHEHUU JICKApPCTBEHHBIX IPEraparoB, 00
WHIUBHUIYAIbHON HEMEPEHOCHUMOCTH, OTCYTCTBUH d(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB,
a Takke 00 MHBIX (haKTaxX W OOCTOSTENbCTBAX, MPEACTABIAIONINX YIPO3y KU3HU WIH 3I0POBBIO
YeJioBeKa TMO0 KUBOTHOTO MPH MPUMEHEHHUH JIEKAPCTBEHHBIX MPENapaToB M BRISIBICHHBIX HAa BCEX
sTamax oOpalleHus JIeKapCTBEHHBIX mpemapatoB B Poccuiickoit denmepamuum u  Ipyrux
rocynapctBax. (B pedaxyuu @edepanvroeo 3axona ot 30.01.2024 Ne 1-D3)
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3. CyObexTtsl oOpamieHusl JEKapCTBEHHBIX CPEIACTB B TMOPSAKE, YCTAaHOBICHHOM
YIOJTHOMOYEHHBIM (pefiepalibHBIM OPTraHOM HCIIOMHHUTENbHON BIIAaCTH, O0s3aHBI COOOIIATh B
YIOJTHOMOUYEHHBIN (hefepalibHbIil OpraH HCIHOJHUTEIBHOW BIACTH O IMOOOYHBIX ACHCTBUSX,
HEXENATeNIbHBIX ~ pEaKLMsIX, CEPbE3HBIX  HEXKEJATEIbHbIX  pPEaKUUsAX, HENPEABUICHHBIX
He)KeJaTeIbHBIX PeaKIUsIX MPU MPUMEHEHUU JIeKapCTBEHHBIX IpernaparoB, 00 MHIUBUIYATbHON
HEMEePEHOCUMOCTH, OTCYTCTBUH dPPEKTUBHOCTU JIEKAPCTBEHHBIX MPEMaparoB, a TaKKe 00 WHBIX
(akTax U OOCTOATENHCTBAX, MPEACTABISIONINX yTPO3y KU3HU WU 3I0POBBIO YEJIOBEKa JTHOO
KUBOTHOTO IIPU IMPUMEHEHUM JIEKAPCTBEHHBIX IPENAPAaTOB M BBISIBICHHBIX HAa BCEX JTalax
oOpalleHus JIEKAapCTBEHHBIX MpenaparoB B Poccuiickoit deaepannu U Apyrux rocyaapcrpax.

4. JlepxaTeau WA BIQACNBIBI PErUCTPALIMOHHBIX YAOCTOBEPEHHUH JIEKAPCTBEHHBIX
MpenaparoB, OPUANYECKUE JIMIA, HA WM KOTOPBIX BBIJAHBI PA3pPEIICHHUS Ha IPOBEIACHHUE
KIMHUYECKNX uccienoBanuii B Poccuiickoit deneparuu, 1100 yIOJTHOMOYCHHBIE UMH JPYTHE
IOpUIMYECKHE JIMIIa B paMKax oOecredeHus: Oe30MacHOCTH JICKAPCTBEHHBIX IIpEnaparoB B
MOpSAJIKEe, YCTAaHOBJICGHHOM COOTBETCTBYIOIIMM YIOJTHOMOUYEHHBIM (efepalbHbIM  OpraHOM
UCTIOTHUTEIHHOM BIIACTH, 00s3aHBI OCYIIECTBISITH IPUEM, YUET, 00pabOTKy, aHAIN3 U XpaHECHUE
MOCTYNAIOIMMUX B WX aapec OT CyOBEeKTOB OOpaleHus JICKapCTBEHHBIX CPEACTB W OPraHOB
TOCYZIapCTBEHHOM BIJIACTH COOOIICHWH O TOOOYHBIX JEHUCTBUSAX, HEXKEIATEIbHBIX PEaKIUsiX,
CEPbE3HBIX HEXKEJIATEIIbHbIX W HEINPEIBUICHHBIX HEXKEIATEIbHBIX PEAaKUMUSAX IMPU INPUMEHEHUU
JIEKapCTBEHHBIX MpenaparoB, 00 0COOCHHOCTAX UX B3aUMOJEHCTBUS C APYTHUMU JIEKAPCTBEHHBIMU
npemapaTaMy, WHAUBUAYadbHOM HEMEPEHOCHMMOCTH, a Takke 00 WuHBIX (aktax u
00CTOSATEHCTBAX, MPEACTABISIONINX YIPO3y JKU3HU WA 3A0POBBIO YEIOBEKa JTMOO >KMBOTHOTO
WIA BIMSAIOIMKX HA HW3MECHCHUE OTHOLICHUS OXHUIAEMOW IIOJb3bl K BO3MOXHOMY PHCKY
MIPUMEHEHHUS JIEKAPCTBEHHBIX IIPEIapaToB.

5. Ilpu BbIABICHUM HHPOPMALIMKM O CEPbE3HBIX HEXKENATCbHBIX pEaAKUUAX M
HETIPEJIBUICHHBIX HEXKEJATSIbHBIX PEaKIHIX MPU MPUMECHEHUH JIEKApCTBEHHBIX MpernaparoB, 00
O0COOCHHOCTSIX MX B3aUMOJICHCTBUS C APYTUMU JIEKAPCTBEHHBIMU TpeIapaTaMy, HHIANBUTYTbHOM
HETIEPEHOCHUMOCTH, a TaKke 00 HWHBIX (hakTaX U OOCTOSATEIHCTBAX, BIUSIONMIMX HAa HU3MEHEHUE
OTHOIIECHUSI 0’)KUIAEMOM MOJIB3bl K BO3MOYKHOMY PHUCKY ITPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaTos,
Jep)KaTesd WM BIAJIETbLbl PETUCTPAIIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaTos,
IOpUIMYECKHE JINIAa, HAa WMsI KOTOPBIX BBIJIAHBI Pa3pCIICHHS Ha TMPOBEICHHE KIMHUUYCCKUX
uccienoBanuii B Poccuiickoit deaepanuu, TuO0 yrNOJTHOMOYCHHBIE UMM JIPYTUE FOPUIUUYCCKUE
auna o0s3aHbl TPUHATH MEPhI, HANpaBiICHHbIE HAa YCTPAaHCHWE HETATUBHBIX TOCICICTBUI
MPUMEHEHHSI TaKUX JICKAPCTBEHHBIX IMPEMApaToB, MPEAYNPEKICHUE MPUUMHEHUS Bpeaa KU3HU
WM 37I0POBbIO YEJIOBEKa JUMOO >KUBOTHOIO, 3AIIUTY MX OT MPUMEHEHHUS TaKUX JIEKapCTBEHHBIX
npenaparoB, Ha JOMOJHUTEIBHBIA cOOp JaHHBIX 00 3(P(GEKTUBHOCTH M OC30MACHOCTH TaKUX
JIEKapCTBEHHBIX MPEITapaToB.

6. 3a HecooOmIeHHE WM COKphITUE WHPOPMALUU, MPEIYCMOTPEHHOW YacThio 3
HACTOSIIIEM  CTAaTbM, JEp)Karead WIA  BIAACHbIBl  PETMCTPALMOHHBIX  YIOCTOBEPEHMM
JIEKAPCTBEHHBIX IIPENApaToOB, OPUANYECKHUE JIMIA, HA UM KOTOPBIX BBIIAHBI Pa3pelICHHs Ha
MpOBE/ICHNE KIMHUYECKUX HccienoBanuii B Poccuiickoit denepannn, muO0 yrmoOIHOMOYEHHBIC
MMU JIpyTUE IOPUAUYECKHUE JTUIA, & TAKXKE JOKHOCTHBIC JIUIIA, KOTOPHIM 3Ta MH(pOpMAIUs cTasia
M3BECTHA MO poay UX MNpoPecCUOHATbHOU JEATEIbHOCTH, HECYT OTBETCTBEHHOCTh B
COOTBETCTBHH C 3aKOHOAATENBLCTBOM Pocculickon Peneparuu.
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7. Ilpu mony4yeHUun yHOJTHOMOYECHHBIM (peiepanibHbIM OPTaHOM HCIIOJIHUTEILHOUM BIACTH B
paMKax OCyIIECTBIECHUS UM (hapMaKOHAI30pa AOKa3aTelIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOTO
npenapara yCTaHOBJIEHHBIM TPeOOBaHUSAM WJIU MPHU MOJYyYEeHUHU UH(OpPMAIMU O HECOOTBETCTBUU
OaHHBIX 00 3(QexTuBHOCTH U O 0€30IaCHOCTH JIEKAPCTBEHHOIO IIpernapara JaHHBIM O
JICKapCTBEHHOM IMIperapare, COAEPXKalIUMCs B UHCTPYKLUU IO €ro MPUMEHEHUIO (B TOM YHUCIIe
BBISIBJICHHBIX B XOJI€ OCYIIECTBICHUS (papMaKOHAA30pa KOHTPOJIbHO-HAA30PHBIMU OpraHaMu
WHOCTPAHHBIX TOCYIApPCTB), YIIOJIHOMOYEHHBIN (DeepalibHbIii OpraH HMCIIOJMHUTEIbHON BIIACTU B
YCTAHOBJICHHOM UM TOPSAJIKE PAacCMaTpUBAET BOIPOC O MPUOCTAHOBICHUU MPUMEHEHUS TaKOTO
JIEKapCTBEHHOTO Mpenapara.

(Cmamuws 6 pedakyuu Dedepanvroeo 3axona ot 22.12.2014 Ne 429-03)

Crarbs 65. [IpuocTaHoB/ieHHe IPUMEHEHHS JIEKAPCTBEHHOI0 Mpenapara

1. Ilpu nomydeHun HHPOPMAIUU O HEXKENATEIbHBIX PEAKUMIX TPU MPUMEHEHUU
JIEKapCTBEHHOT'O Mperapara, HE YKAa3aHHbIX B MHCTPYKLUHUU IO MPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara, Cepbe3HBbIX HEXKeaTeIbHBIX pPeakiusXx, 00 0COOEHHOCTAX €ro B3aUMOIEHCTBUS C
IPYTUMH JIEKapCTBEHHBIMHU TIpeTapaTaMu, KOTOPbIE MOTYT MPEACTaBIATh YIpo3y XKU3HU WU
3I0POBBIO YEJIOBEKa MO0 )KMBOTHOTO, & TAKXKE O HECOOTBETCTBUHU JAHHBIX 00 3((HEKTUBHOCTH U
0 0e30MacHOCTH JICKQpCTBEHHOIO Mpernapara JaHHbIM O JIGKQPCTBEHHOM Ipernapare,
COJEPIKALUMCSL B UHCTPYKIMH 10 €r0 MPUMEHEHHUIO, B TOM UYHUCJIE OT YIOJIHOMOYEHHBIX OPTaHOB
MHOCTpPaHHBIX TOCYJapCTB, OOMEH KOTOPOH OCYIIECTBISIETCS B COOTBETCTBHU C COIVIAIICHUSMU
MEXIy  YIOJTHOMOYECHHBIM  (pemepanbHBIM  OpPraHOM  HUCIOJHUTEIBHOM  BJIACTU U
YIOJTHOMOYEHHBIMU OpTaHaMU WHOCTPAHHBIX TOCYAApCTB, YIOTHOMOYECHHBIN (heepanbHbIN Opra
WCIIOJIHUTEILHOM BJIACTH PACCMATPUBAET BOMPOC O BO3MOXKHOCTH MPUOCTAHOBICHHS O0OpallleHus
TaKOT0 JIEKapCTBEHHOIO Mpernapara B MOPsAKE, yCTAHOBJIEHHOM YIOJIHOMOUYEHHBIM (peiepanbHbIM
OpPraHOM HCIIOJHUTEILHOU BIACTH.

2. ITpu HEUCNOTHEHNY WM HEHAAJIeKAIEM UCIIOJIHEHUH JAePKaTeIsIMUA WK Bia/IelIblIaMu
PETUCTPALMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MIPENAPATOB, OPUANYECKUMHU JIMLIAMU, HA UM
KOTOPBIX BBIJIAHBI Pa3pelICHUs Ha IPOBEACHUE KIMHUYECKUX HccienoBanud B Poccuiickoin
®denepanuu, WIM YIOJIHOMOYEHHBIMM UMHU JIPYTUMHU OPUAMYECKUMHU JIMLAMU OOS3aHHOCTEH,
YCTaHOBJIEHHBIX YacTsAMU 3 U 4 crarbu 64 Hactosmero deaepanbHOrO 3aKoHa, MO0 B ClIydasx
MIPEICTAaBICHUsI COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM UCIIOTHUTEIHHON
BJIACTU  3aKJIOYEHHUS O HEIOCTOBEPHOCTU  PE3YJIBTATOB  KIMHUYECKOIO  HMCCIIEIOBAHUSA
JIEKapCTBEHHOTO IIperapara Uil MEAULIMHCKOTO IPUMEHEHHUs, KOTOPOE€ OCHOBAHO HA pe3ysbTaTax
IIPOBEPKM MEIMIMHCKON OPraHU3alliy, IPOBOJMBILIEH YKAa3aHHOE KIIMHUYECKOE HCCIIENOBAHUE C
HapyLIEHWEM IPAaBUJ HAUIEKAINEH KIMHUYECKOM IIPAaKTUKW, W NPUBEIO K IOJYYEHUIO
HEJOCTOBEPHBIX PpE3yNbTaToB, JHOO B CIlyd4ae HEBBITIOJHEHUS MPEANUCAHUS, BBIJAHHOTO
YIOJHOMOYEHHBIM (pe/iepanbHbIM OPTraHOM HCTOJIHUTEIBHON BIACTH MO UTOTAM OCYIIECTBICHHUS
BBIOOPOYHOTO KOHTPOJISI KaueCTBA JIGKAPCTBEHHOTO IMpenapara, YIOoJIHOMOYCHHBINH (enepanbHbIi
OpraH HCIIOJHUTEIBHOM BJIACTU B YCTAHOBIEHHOM UM IOPSAKE pPacCMarpuBacT BOIPOC O
IIPUOCTAHOBJICHNH ITPUMEHEHUS TaKOTO JIEKAPCTBEHHOIO Iperapara.

3. YronHOMOYECHHBIN (eaepanbHbI OpraH UCIOJHUTEIIPHOW BIIACTH MPH MPECTABICHUH
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€My CBEJICHUN O HECOOTBETCTBHH MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM TIPABHUII
HaJUIeKaIIeH MPOU3BOJICTBEHHON MPAKTUKKU U (WJIM) O HAPYLICHUU JTUIEH3UMOHHBIX TPeOOBaHUA,
KOTOpbI€ ObLIN BBIABIICHBI B XOZ€ IPOBEICHUSI MHCTIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEJICTB UM OCYIIECTBIEHUS JUIEH3UOHHOTO KOHTPOJIS B cpepe MPOU3BOACTBA JIEKAPCTBEHHBIX
CPEACTB U IPUBEJIM WIM MOTYT IIPUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IIPENApaToOB IS
MEIUIIUHCKOTO TPUMEHEHHUSI, TPUYUHUBIINX WIH CHOCOOHBIX NPUYUHUTH BpPEI KU3HU WIH
3I0POBBIO TpaXkJaH, PACCMATPUBAET BOMPOC O MPHUOCTAHOBJICHUU NMPUMEHEHHS JIEKAPCTBEHHBIX
MpEnapaToB il MEAULUUHCKOIO NPUMEHEHHS B YCTAHOBJIICHHOM UM IOPSAKE B CIEIYIOLINUX
ClIy4asx:

) coctaB u (WaM) TEXHOJOTHUS TPOM3BOACTBA JIEKAPCTBEHHOIO Ipemnapara s
MEIUITTHCKOTO TIPUMEHEHHSI (C OMUCAHUEM CTaN TIPOM3BOJCTBA) OTIMYAIOTCS OT 3asIBICHHBIX B
PETUCTPALMOHHOM JI0ChE;

2) HeKapCTBeHHBIﬁ nperapar M MCEOAUOHUHCKOIO IIPUMCHCHUSI TIPOU3BCACH HA
HpOH3BOI[CTBGHHOfI IIoIIaaKe, HE YKaBaHHOﬁ B PErUCTPALIMOHHOM J1OChE,

3) 'y T[pou3BOAMTENS  JEKApCTBEHHBIX  CPEICTB  OTCYTCTBYIOT  JIOKYMEHTHI,
NOATBEPKAAIOIINE COOTBETCTBUE KayeCTBa JIEKAPCTBEHHOIO Ipemnapara Uil MEIULUHCKOIO
IPUMEHEHUs, BBOAMMOIO B TPa)XIaHCKUH OOOpOT, TpeOOBaHUAM, YCTAHOBJIEHHBIM IIpU €0
rOCyIapCTBEHHOM PETrUCTpaLnY;

4) TpOW3BOIUTENIEM JIEKAPCTBEHHBIX CPEACTB B COMIACOBAHHBIM C COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM  (De/ilepaIbHbIM OpPraHOM HCIIOJIHUTENBHOM BJIACTH CPOK HE YCTpPAHEHBI
HapylieHus: TpeOOBaHMM NpPaBWII HaJJEXKalle NPOU3BOJACTBEHHON MpakTUKU U (WIH)
JUIEH3UOHHBIX TPeOOBaHMI, KOTOphIE OBLUIM BBISIBIEHBI B XOZAE NMPOBEACHUS MHCIEKTHUPOBAHUSA
TIPOM3BOUTEIS JICKAPCTBEHHBIX CPEJICTB WM OCYIIECTBICHUS JIMIIEH3NOHHOTO KOHTPOJISI B cepe
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB M TPHUBEIM WIM MOTYT TMPUBECTH K MPOU3BOJCTBY
JIEKapCTBEHHBIX MpENaparoB Il MEIUIMHCKOTO MPUMEHEHHS, MPUUYUHUBIIUX WU CIIOCOOHBIX
OPUYMHUTD BPE )KU3HU WK 3I0POBBIO IPak/IaH.

(Llononnenue yacmoio - @edepanvuwiii 3axon ot 04.06.2018 Ne 140-D3)

4. YnomHOMOYEHHBIN (eiepaabHbIi OpraH UCIIOJIHUTENbHON BIACTH MPU HAIIMYUU Y HETO
CBEJICHUII O HECOOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSM MPaBUII
HaJJIeXKallel TpOrU3BOJCTBEHHON NMPAKTUKUA U (MJIM) O HApPyLIEHUH JIMIIEH3MOHHBIX TPEOOBAHUI,
KOTOpbIE OBLIU BBISIBICHBI B X0J1€ IPOBEJCHHSI MHCIIEKTUPOBAHUS TIPOU3BOUTENS JIEKAPCTBEHHBIX
CPEJICTB UM OCYIIECTBIEHUS JTUIICH3UOHHOTO KOHTPOJS B cpepe MPOU3BOACTBA JIEKAPCTBEHHBIX
CPEACTB W TNPHUBEIM WIM MOTYT INPHUBECTH K IMPOM3BOACTBY JIEKAPCTBEHHBIX NPEINAPATOB IS
BETEPUHAPHOIO MPUMEHEHUS, NPUYMHUBIINX WJIA CIOCOOHBIX MNPUYMHUTH BpEA JKU3HU WIU
310POBbIO KMBOTHBIX, PACCMATPUBAET BOIIPOC O NPUOCTAHOBJICHUM PEAIM3ALUU U IPUMECHEHUS
JIEKAPCTBEHHBIX IIPENaparoB JJIsi BETEPUHAPHOIO NPUMEHEHHsI B YCTAHOBIEHHOM WM IOPSIKE B
CIIENYIOIINX CIydasiX:

1) cocraB u (WaM) TEXHOJOTHS MIPOU3BOJCTBA JICKAPCTBEHHOTO TMpemnapara s
BETEPUHAPHOIO NMPUMEHEHUS (C OMMCAaHUEM CTaUi MPOU3BOJCTBA) OTIMYAIOTCS OT 3asiBJICHHBIX B
PETrUCTPAIMOHHOM J0ChHE;

2) JEeKapCTBEHHBIM mpemnapar Jyisi BETEPUHAPHOIO MPUMEHEHUS MPOU3BEACH Ha
MPOU3BOJICTBEHHOU TUIOMIAJIKE, HE YKA3aHHOU B PETUCTPALMOHHOM JOCHE;
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3) 'y TOpOM3BOAMTENS  JIGKAPCTBEHHBIX  CPEICTB  OTCYTCTBYIOT  JIOKYMEHTHI,
MIOATBEPKAIOIINE COOTBETCTBUE KAueCTBA JIEKAPCTBEHHOIO IIpenapara il BETEPUHAPHOIO
MPUMEHEHUS, BBOJUMOIO B TpaXXJaHCKUH 000pOT, TpeOOBaHUSM, YCTAaHOBIIEHHBIM IIPU €TO
rOCy/1IapCTBEHHOM pEruCTpaLny;

4) TpOW3BOIUTENIEM JIEKAPCTBECHHBIX CPEACTB B COMIACOBAHHBIM C COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM  (De/iepaibHbIM OpPTraHOM HCIIOJHUTENBHON BIACTH CPOK HE YCTPAHEHBI
HapylieHUsT TpeOOBaHMM TpaBWJI HAAJIEKAIICH MPOU3BOJACTBEHHON TMpakTUKU U (WIIH)
JUUEH3UOHHBIX TPeOOBAHMM, KOTOpbIE ObUIM BBIABIECHBI B XOJ€ NMPOBEACHHUS MHCIEKTUPOBAHMS
POU3BOJIUTEINS JIEKAPCTBEHHBIX CPEJICTB UJIM OCYIIECTBICHUS JIMIIEH3MOHHOTO KOHTPOJIS B cpepe
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB M MPHUBEIM HWIM MOTYT MPUBECTH K IPOU3BOJCTBY
JIEKapCTBEHHBIX MPEMapaToB MAJisi BETEPUHAPHOTO MPUMEHEHUS, MPUUYMHUBIINX HIIA CIIOCOOHBIX
MPUYUHUTD BPEJ] )KU3HU WIH 310POBbIO )KUBOTHBIX.

([[ononnenue yacmoio - @edepanvuwii 3axon ot 04.06.2018 Ne 140-D3)

7. B mopsake, MpeayCMOTPEHHOM 4YacTbhio 4 HacTOsIIed CTaTbH, YIOJIHOMOUYECHHBIN
(denepanbHbIil OpraH HCIOJIHUTENBLHON BIACTH paccMarpuBaeT BOMPOC O MPUOCTAHOBICHUU
peanu3aldyd U NPUMEHEHHs JIEKapCTBEHHOTO Ipemapara JJii BETEpUHAPHOTO NPUMEHEHHS B
Cllyyae BBISBJICHUS B TpaXJaHCKOM 00OpOTe€ Cepuu JIEKapCTBEHHOIO Mpernapara A
BETEPUHAPHOIO MPUMEHEHUS, TOKYMEHTHI U CBEACHUSI O KOTOPOH, MPEAYCMOTPEHHbIE YacTAMHU | -
3 u 6 crartbu 52° HacTtosmiero MenepanbHOTO 3aKOHA, HE MPEACTABIEHH B YKA3aHHBIH OpraH,
aub0 cepud  UMMYHOOHOJIOTMUECKOTO JIEKapCTBEHHOrO Ipemapara Juisi BETEPUHAPHOTO
IpPUMEHEHHs, He MMEIOIeil paspelenus, IpelyCMOTPEHHOTO 4acThlo 8 cTaThbi 52° HACTOSAIIEro
@denepanbHOro 3akoHa. B yka3aHHOM ciydae YIOJIHOMOYEHHBIM (enepalibHbI  Opran
UCIIOJIHUTEILHOW BJIACTH MPUHUMAET PEIICHUE O MPUOCTAHOBJICHUU peaiu3allid U TMPUMEHEHUS
TaKUX CEpUH N0 TMPEACTABICHHS YKa3aHHBIX JOKYMEHTOB U CBEACHHUH JHMOO 10 TONYyYCHHUS
yKa3aHHOTO paspernieHus. ([onoanenue uacmoio - Pedepanvubiii 3axor ot 02.07.2021 Ne 317-D3)

(Cmamuws 6 pedaxyuu Dedepanvroeo 3axona ot 22.12.2014 Ne 429-03)

Crarbs 66. Undopmauus o pesyabrarax papMakoHaa3opa

VYronHOMOYeHHBINH (enepaibHblii OpraH HMCIOJHUTEIBHONW BIACTH, OCYIIECTBIISIOIINNA
(dbapmakoHag30p, MO €ro pe3yiapTaraM pasMellaeT Ha CBOeM O(QUIMAIBHOM CaliTeé B CETU
"Unteprer" nHpopManuio o:

1 ) BBIAABJIICHUHN HOBBIX MOATBCPKACHHBIX  TAHHBIX (6] MMOOOYHBIX HeﬁCTBI/IHX,
HEXKCIaTCIIbHBIX pE€aKknmuiax, CEPBE3HBIX HEXKEIaTCIIbHBIX PCaKIMX, HETIPECABUACHHBIX
HEXKCJIATCIbHBIX PCAKIUAX IIPpWU IMIPHUMCHCHHHU JICKAPCTBCHHOI'O IIp€rapara, B TOM YHCIIC
BIMAIOIIWMX Ha OTHOIICHUC oxcn;[aeMoﬁ IMOJIb3bl K BO3MOXXHOMY PHUCKY INPHUMCHCHHA JaHHOIO
JICKAaPCTBCHHOTO IIpCIiapara,

2) TPUHATBIX PEUIEHUAX O BHECEHWM HW3MEHEHUW B MHCTPYKIHUIO IO MPUMEHEHUIO
JIEKapCTBEHHOTO Tpernapara, O MPUOCTAHOBIECHWN MPUMEHEHHUs JIEKapCTBEHHOTO Mpemnapara, 00
M3BSITUM W3 OOpalieHus JEKapCTBEHHOTO IIpernapara WA O BO30OHOBJICHWHM IPUMCHCHUS
JIEKapCTBEHHOTO Mpemnapara.
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(Cmamuws 6 pedakyuu Dedepanvroeo 3axorna ot 27.12.2019 Ne 475-D3)

I'naBa 14. Uudgopmanms o JekapcTBeHHbIX npenaparax. Cucrema
MOHHMTOPHUHIA IBHKEHHS JTeKAPCTBEHHBIX NMPeNnapaToB JJsl
METUIIHHCKOT0 MPUMeHEeHUs

(Haumenosanue 6 pedaxyuu Pedepanvrozo 3axona ot 28.12.2017 Ne 425-D3)

Crarbs 67. Undopmanus o JiekapcTBeHHbIX npenaparax. Cucrema
MOHHMTOPHHIA IBUKEHHS JIEKAPCTBEHHBIX NPeNnapaTros AJs
METUIUHCKOT0 NMPUMEHEeHHUs!

(Haumenosanue 6 pedaxyuu @edepanvrozo 3akona ot 28.12.2017 Ne 425-D3)

1. Wudopmamus o JeKapcTBEHHBIX IMperaparax, OTIYCKaeMbIX II0 pEeIenTy Ha
JICKApCTBEHHBIM TIperapar, JOJDKHA CONEPKAThCsl TOJIBKO B CIICHHUATM3UPOBAHHBIX H3JIAHUSX,
MpeIHa3HAYCHHBIX JIJIST MEUIIMHCKUX, (papMaIleBTHUECKUX PAOOTHUKOB, CIICIIUATIMCTOB B 001aCTH
BerepuHapuu. WMHpopMamus o JEKapCTBEHHBIX IMpemnaparax i CIHEeIHATUCTOB B 00macTu
oOpaleHusi JEKapCTBEHHBIX CPEACTB MOXKET COAEpPKAThCs B MOHOTpadHsiX, CIPaBOYHHUKAX,
Hay4YHBIX CTaThsIX, B JOKJIA/IaX Ha KOHTpeccax, KOH(DEPEHIUIX, CUMIIO3UyMax, HaAyYHbIX COBETAaX,
a TaKke B MHCTPYKIHMSAX 1O MPHUMEHEHHUIO JICKAPCTBEHHBIX MpenaparoB. (B  pedaxyuu
@Dedepanvrozco 3axona ot 02.08.2019 Ne 297-D3)

2. Hudopmamusi o0 JneKapCTBEHHBIX IIpemaparax, OTIyCcKaeMbIX 0€3 pelenra Ha
JIEKapCTBEHHBIM Ipernapar, MOXET COJEP)KaTbCsi B IMYyONUKALMUIX M OOBSBICHUSX CPEACTB
MaccoBOil MH(OpPMaIIKH, CHIEIMATU3UPOBAHHBIX U OOIIMX MEYATHBIX U3JIAHUSX, HHCTPYKUUAX 110
MPUMEHEHUIO  JIGKAPCTBEHHBIX  MpENaparoB, HWHBIX M3JaHUSAX CYOBEKTOB  OOpaiieHus
JIEKapCTBEHHBIX CPeICTB. PexinamMHbie MaTepralibl 0 IEKAPCTBEHHOM TIpenapare, OTIyckaeMoM 0e3
penenTa Ha JIEKapCTBEHHBIN Ipenapar, JOHKHBI COOTBETCTBOBATh MHCTPYKIUU MO MPUMEHEHHUIO
JIEKApCTBEHHOTO IIpenapara.

3. Jomyckaercsi HMCHOJNb30BaHUE JIOOBIX MaTepHalbHBIX HOCHUTENEH, MO3BOJSIOMIINX
XpaHUTh, TIEPENaBaTh W HCIOJIB30BaTh HMH(OPMAIMIO O JICKAPCTBEHHBIX Mpernaparax 0e3 ee
HCKaKEHUSI.

4. J1ns uenedd uaeHTU(PUKAIIMK YIIAaKOBOK JICKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO
IIPUMEHEHHS]  NPOU3BOAMTENIM  JIEKAPCTBEHHBIX CPEACTB B  IOPSAKE, YCTaHOBJICHHOM
[IpaButensctBoM Poccuiickoit ®denepannn, HAHOCAT HA MEPBUYHYIO YMAKOBKY (B OTHOIICHUU
JIEKAPCTBEHHBIX NpenaparoB JAJIsI MEIULIUHCKOTO MPUMEHEHHs], Uil KOTOPBIX HE MPEeIyCMOTpEHa
BTOpUYHAsI YIIAKOBKA) U BTOPUYHYIO (MOTPEOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX MpPENapaToB
JUISL. MEAMIIMHCKOTO TPUMEHEHHUs CPEICTBA MIACHTU(UKALMM, 32 UCKIIOUYEHUEM JIEKAPCTBEHHBIX
penaparoB Ui MEIUIMHCKOTO IPUMEHEHMs, IPOU3BOAMMBIX I IMPOBEIACHUS KIMHUYECKUX
WCCIIEOBAaHUM, SKCHOPTAa, JIEKAPCTBEHHBIX MpEenaparoB IJsi MEAHUIMHCKOTO MPUMEHEHMUS,
YKa3aHHBIX B 4YacTax S5 wu &8 crarem 13  Hacrtosmero @enepalibHOTO  3aKOHA,
paanodapMaeBTUYECKUX JICKAPCTBEHHBIX IMPENapaTroB, BHICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX
[IpenaparoB, KOTOPbIE MPOU3BEAECHBI MAJIbIMU CEPUSIMHU, COCTOSAT U3 OJHOW WIM HECKOIBKHX J103
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BBICOKOTEXHOJIOTHYHOTO  JIEKAPCTBEHHOTO Tperapara, NpeaHa3HAYeHbl [JJIi KOHKPETHOTO
MalneHTa, WMEIOT KOPOTKUM CPOK TOMHOCTH ([0 ACBSHOCTA KAJICHAAPHBIX [HEW) W (WIN)
TEMIIEpaTypHbI PEXKUM XpaHEHUs U TpaHcHopTHpoBaHus MuHyc 60 rpamycoB llenbcust wim
HUKE, MHUSIBOK MEIUIMHCKUX W Ta30B MEIUUUHCKHUX. JlJig JIeKapCTBEHHBIX MpEnaparoB c
MEXTYHApPOIHBIM HEMAaTEHTOBAHHBIM HAaWMEHOBaHUEM "DTaHON" CPEACTBO HUACHTHU(HUKALIUU
HAaHOCUTCS Ha BTOPUYHYIO (TIOTPEOUTENBCKYI0) YMAaKOBKY B cliydae, €CJIM Takas YIaKOBKa
ABIIACTCS MHAUBHUAYAJIbHOW BTOPUYHOM (MOTPEOUTENHCKOM) YHMAKOBKOW 3TOTO JIEKAPCTBEHHOTO
npenapara, a B Cilydae OTCYTCTBHUSI BTOPUYHOM (TIOTPEOUTENbCKOM) YHAKOBKM WM HaJIU4Us
YIaKOBKH, B KOTOPOM HAaXOAUTCS OoJiee OAHOW €AMHMIIBI YKa3aHHOTO JIEKAPCTBEHHOTO IMpernapara
B TIEPBUYHONW  YMAKOBKE, CPEACTBO  HJCHTU(HUKAIIMM  HAHOCUTCS Ha  TEPBUYHYIO
YIAKOBKY. (/{ononnenue wacmoio - @edepanvhsiii 3akon oT 28.12.2017 Ne 425-D3) (B peoaxyuu
geoepanvuvix 3akonos ot 04.08.2023 Ne 428-D3, ot 30.01.2024 Ne 1-D3)

5. XapakTepUCTUKH CPEACTBA NACHTH(PHUKALMY, TIOPSAOK €r0 HAaHECEHUs U TPEOOBaHUS K
CTpykType u (opmary HH(POpMALMUU, KOTOPYI COJEPXKHUT CPEICTBO HIACHTU(UKALNY,
onpexenstorcs [IpaBurensctBom Poccuiickoit enepanun. (Jonoanenue uacmoio - Pedepanviviii
3axon ot 28.12.2017 Ne 425-@3)

6. Ilopsimok co3nmanusi, pa3BUTHS, BBOAA B DKCILIyaTallMIO, SKCIUTyaTalliM W BBIBOAA U3
AKCIUTYaTal[Mi CUCTEMbl MOHUTOPHUHTA ABUKEHUS JIEKAPCTBEHHBIX MPENAPATOB JJIs1 MEIUIIUHCKOTO
IIPUMEHCHHS, TTOPSAAO0K MPEea0CTaBIeHUs] WHPOpMauK, Coaep Kalleiicss B CHCTEME MOHUTOPHHTA
JBW)KEHUS JICKAPCTBEHHBIX IMpernaparoB Uil  MEIMIMHCKOTO TPUMEHEHHUS, M  TOPSJIOK
B3aMMOJICHCTBHSI YKa3aHHOM CHCTEMbl C WHBIMH TOCYIAPCTBEHHBIMH HH(GOPMAITMOHHBIMU
cCUCTeMaMH ¢ WH(POPMAIMOHHBIMH CHCTEMaMU IOPUJIMYECKUX JIUIl W WHIWBHIYyaJbHBIX
NpeAIpUHUMATENEH, YKa3aHHbIX B 4acTax 7 W 10 Hacrosmien crarbd, YCTaHABIMBAIOTCS
[IpaButensctBOM Poccuiickoit ®enepanuu. OnepatopamMu CUCTEMbI MOHUTOPHUHIA JIBHXKCHUS
JIEKApCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO TMPUMEHEHUS SBILSIIOTCS (GeaepanibHBI OpraH
WCIIOJIHUTEILHOM BIACTH U (WJIM) OpraHu3anus, yrnoinomodeHusie [IpaButensctBom Poccuiickoii
®denepanuu. (/Jononnenue uacmoio - Dedepanvruiii 3akon ot 28.12.2017 Ne 425-D3)

7. IOpuauueckue nMuIa W UHAUBUAYAJIbHBIE MPEANPUHUMATENN, OCYLIECTBISIOLINE
IIPOM3BOJICTBO, XpaHEHHe, BBO3 B Poccuiickyro denepanuio, OTIYCK, pPeal3alMIO, IMEpenavy,
MPUMEHEHUE M YHUUYTOKCHHUE JIEKAPCTBEHHBIX MPENaparoB Il MEAULIUHCKOIO MPUMEHEHMUS,
oOecreynBaioT B MOPSIKE U B COCTaBe, KOTOpble ycTtaHoBieHbl I[IpaBurtensctBom Poccuiickoii
@denepauu ¢ y4eToM BHUJA OCYLIECTBISIEMON UMHU JESATENbHOCTH, BHECEHHUE HH(OpMaLUHU O
JIEKAPCTBEHHBIX Iperaparax JUisi MEAULIUHCKOTO IPUMEHEHHUS B CUCTEMY MOHUTOPHUHIA IBUKCHUS
JIEKAPCTBEHHBIX IMpEnapaToB [Jisi MEIUUUHCKOIO MpPUMEHEHUs. (/[ononnenue uacmoio -
Dedepanvusiii 3akon ot 28.12.2017 Ne 425-D3)

7!, JlekapcTBeHHbIE MpENaparsl I MEJUIIMHCKOTO IPUMEHEHHUS, TIPeHA3HAYEHHBIE I
oOecriedyeHus1 JML, OONBbHBIX TeMOPUINEH, MYKOBHUCIMA030M, TUIO(PU3APHBIM HAHU3MOM,
6onesnpto lome, 3710Ka4eCTBEHHBIMH HOBOOOPA30BaHUSAMHU JHUM(OUTHON, KPOBETBOPHOU U
POACTBEHHBIX UM TKAHEH, paCCEIHHBIM CKJIEPO30M, JIMI] MOCJE TPAHCIJIAHTAIMA OPTraHoB U (WJIn)
TKaHeH, mpousBeaeHubie 10 31 nexadps 2019 roma, a Taxxke MHBIC JICKAPCTBEHHBIE TTPENapaTsl 1
MEIHUIIMHCKOTO MNpPUMEHEHUs, npousBeneHHble 10 1 wurons 2020 roma, momyiexar XpaHEHUIO,
NEepPEBO3KE, OTIIYCKY, pealu3aluu, TMepenadye, MNOpUMEHEHUIO ©0€3 HaHECEHUsI CpEJICTB
UACHTH(PUKAIIMKA 10 UCTEUEHHUs cpoka ux rogHocTH. IlpaButenscTBOo Poccuiickoit denepanuu
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BIIPAaBE YCTAHOBUTH OCOOCHHOCTH BBOJA B TPAXKIAHCKHUI 000POT JIE€KapCTBEHHBIX MPENapaToB AJis
MEIUIIMHCKOTO TMPUMEHEHUs, Mpou3BeAeHHbIX B mepuon ¢ 1 wuronsg 2020 roma mo 1 oxTsOps
2020 roga. B nensix BBOAA B rpakIaHCKUI 000POT JIEKapCTBEHHBIE Mpenaparsl A MEIUILUHCKOTO
IPUMEHEHMS, 32 UCKIIIOUEHUEM JIEKAPCTBEHHBIX MPENaparoB, IpeIHa3HAYCHHBIX AJI1 00eCceueHus
i, OONBHBIX reMo(uiInei, MyKOBHCLIMI030M, THIO(GU3apHbIM HaHU3MOM, Oone3nbto lorie,
37I0KQU€CTBEHHBIMH HOBOOOPA30BaHUAMH JIUM(OUTHON, KPOBETBOPHOM U POACTBEHHBIX UM
TKaHEW, pacCCeSHHBIM CKJIEpPO30M, JHI[ MOCJE TPAHCIJIAHTAIMM OpPraHoB W (WJIM) TKaHEH,
MPOU3BEICHHBIC 3a mpenenamu tepputopun Poccuiickoit deneparmu 10 1 oxtsaops 2020 roxa,
MOryT ObITh BBe3eHbl B Poccuiickyto ®enepamuio g0 1 smBaps 2021 roga B mopsike,
yctaHoBiaeHHOM IIpaButensctBoM  Poccuiickoit  ®enepanuu, O3 HaHECEHUsT CPEACTB
uneHtugukanuu. (/Jononnenue uacmoio - Pedepanvhusiii 3akon oT 28.11.2018 Ne 449-d3) (B
peoaxyuu gedepanvhbix 3axkonos ot 27.12.2019 Ne 462-D3, ot 13.07.2020 Ne 206-D3)

8. Opranuzanusi HHQOPMAIIMOHHOTO B3aUMOJEHCTBUSA CUCTEMbl MOHUTOPUHTA JABUKCHMUS
JICKapCTBEHHBIX MPENaparoB s MEAMIIMHCKOTO IMPUMEHEHHUS C WHBIMH TOCYIapCTBEHHBIMU
WH(GOPMAIIMOHHBIMU CHCTEMaMH 00€CTICUYMBAETCS B TOM YHCJIE TOCPEICTBOM HH(PPACTPYKTYPHI,
oOecrneunBaronell  MHOOPMAIIMOHHO-TEXHOJIOTUYECKOE  B3aMMOCHCTBHE  WH(OPMAIIMOHHBIX
CUCTEM, HUCIOJB3YEMBIX [UJISl MPEIOCTaBICHUS TOCYIAPCTBEHHBIX U MYHUIIMMAIBHBIX YCIYT U
UCIIOJIHEHUSI ~ TOCYJApCTBEHHBIX WM MYHUUMINAIBHBIX  (QyHKUMA B DJIEKTPOHHOU
bopwme. (/Jononnenue uacmoio - Pedepanvusiii 3akon o1 28.12.2017 Ne 425-D3)

9. Undopmarus, comepkamascs B CHUCTEME MOHUTOPUHTA JBMKEHHUS JIEKAPCTBEHHBIX
MpenaparoB JAJi1 MEIUIIMHCKOTO IPUMEHEHHUS], SIBIsIETCS MH(OpMaIHe OrpaHMuYeHHOTO JOCTyIa B
COOTBETCTBUM cO crarbelr 9 @DepepanbHoro 3akoHa oT 27 wuronss 2006 roma Ne  149-03
"O6 nnpopmanu, THGOPMALMOHHBIX TEXHOJOTUAX U O 3alIUTe HH(POpMaLUU", 32 UCKIIOUEHUEM
uHpOpMAIMK, HEJOMYCTUMOCTh OIpAaHUYEHHUs JIOCTyIa K KOTOpPOW ycTaHOBIeHa (erepaabHbIMU
3aKOHaMH, a Takke uHpopmamnmu, orHeceHHOU IIpaBurenscTtBoM Poccuiickoit denepanuu B
COOTBETCTBUM C HactosiimuM DenepaibHbIM 3aKOHOM K OOIIENOCTyNHOW WH(GOpPMAIIUU.
OO6menoctynHas uHpoOpMaLuUs, COJAEpXKallascd B CUCTEME MOHHUTOPUHIA  JIBUJKEHUS
JIEKapCTBEHHBIX MPEnapaToB JJIsl MEAUIIMHCKOTO MPUMEHEHHMs], pa3MellaeTcs B NH()OPMaIlMOHHO-
TeJIeKOMMYHUKaIMOHHOU cetn "MHTepHeT" (B TOM YHciie B pOopMe OTKPBITHIX TaHHBIX) B MOPSKE,
yctaHoBieHHOM IIpaBurensctBom  Poccuiickoit  ®@enepauuu. ([ononnenue yacmoio -
@Deoepanvuviii 3axkon ot 28.12.2017 Ne  425-®3) (B pedaxyuu Dedepanbhoco 3aKOHA
ot 04.08.2023 No 474-D3)

9. Hoctyn k wuHpOpMalMH, coiepKalleiici B CHCTEME MOHHTOPUHIA JBHKEHHS
JIEKapCTBEHHBIX TMpENaparoB s MEIUIMHCKOTO TMPUMEHEHHUs, O00EeCIeunBaeTCsl OMepaTopoM
CHUCTEMbl MOHUTOPHUHIA JIBMKEHUS JIEKAPCTBEHHBIX MPENAapaToB I MEAUIIMHCKOTO PUMEHEHHUS
B mnopsake, ycra”HoBieHHOM [IpaBurensctBoM Poccuiickon ®depepanuu, B COOTBETCTBUU C
3akoHojaTesbeTBOM Poccuiickoit deaepannn 06 nHpopmanuu, THGOPMALMOHHBIX TEXHOJIOTHUIX U
0 3amuTe MHpOpMaIMK, 3aKOHOAATeIbCTBOM Poccuiickoin deaepanii 0 rocyaapCTBEHHOHN TailHe,
3aKOHOATENbCTBOM Poccuiickoit @enepanii 0 KOMMEPYECKOM M MHOM OXPAHSEMOW 3aKOHOM
TalHE W C Y4YE€TOM IMOJIOKEHUN Hactodmerd crarbu. lIpaButensctBo Poccuiickonn denepannu
BIPABE YCTAHABIMBATh IIEPEUEHB JICKAPCTBEHHBIX MPENAPATOB JJII MEAUIIMHCKOTO MPUMEHEHUS U
(wu) rpynn JEKapCTBEHHBIX MpenaparoB i MEIUIMHCKOIO MPUMEHEHUSI U OCOOCHHOCTU
JI0CTyna K HMH(QOpMAIMM O TaKUX JIEKAPCTBEHHBIX IIperaparax, COJAEpKallelcs B CHUCTEME
MOHUTOPHHIA JIBUYKEHUS JIEKapCTBEHHBIX IIpenaparoB JUISL MEIULIUHCKOTO
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npuMeHeHwus. (/[ononnenue cmamoeii - @edepanvuwiii 3axon ot 04.08.2023 Ne 474-D3)

9. Tlomp30BaTeNnu CHCTEMbl MOHMTOPHHIA JBHMKEHHS JIEKAPCTBEHHBIX MPENaparoB s
MEIWIIMHCKOTO TMPUMEHEHHUs O0JIaJaloT IMPaBOM JO0CTyNa K HWH(OPMAIMH, COACpIKAIICHCS B
CHCTEME MOHHMTOPHHTA JBUKCHHUS JICKAPCTBEHHBIX MPENapaToB I MEAWIIMHCKOTO MPUMEHEHUS,
C Y4YeTOM OTpaHHYECHHMH OCTyINa K yKa3aHHOW WHGOpPMAlMM W €€ TOoCIeAyrolei obpaboTke,
YCTAHOBJICHHBIX HacTosmmM @denepanlbHBIM 3aKOHOM M HHBIMH HOPMATHBHBIMU IPaBOBBIMH

aktamu  Poccuiickoit  @enepauuu.  (Hononnenue  uacmovio -  DedepanbHuili  3AKOH
ot 04.08.2023 Ne 474-D3)

93. denepanbHble OpPraHbl UCIIONHUTENLHON BIACTH M OPTaHbl UCHOTHUTENLHON BIACTHU
cyobexToB Poccuiickoit ®emepanuu B 1ensx, omnpeneneHHbXx [IpaBurensctBom Poccuiickoii
depepany, UMEIOT MPABO JOCTyNa K MHGOpPMAIMU O CyObeKTax oOpalieHus: JIeKapCTBEHHBIX
CPEICTB, O JIEKAPCTBEHHBIX Mpernaparax U 00 00OpOTe TaKWX JIEKApPCTBEHHBIX IIPENapaTosB,
HEOOXOMUMOM JUIsI BBITIOTHEHUS 3aJad W OCYIIEeCTBICHUS (YHKIMH, BO3JOKEHHBIX Ha
(denepanbHble OPraHbl UCTIOJHUTEIHHOW BIACTH M OPTaHbl UCIOJHUTEIHHOW BIACTH CYOBEKTOB
Poccuiickoit deneparuu, CTaTUCTHUECKON MH(OpPMAIIMKM O JIEKAPCTBEHHBIX Mpemaparax u 00 ux
obopore, a Takke k obOmenoctymHor uHbopmarmu. CocTtaB 3ToM WH(DOpMAIIUKA OMPEaSETCS
comlamieHusIMU 00 MH(OPMALIMOHHOM B3aMMOACHCTBUU, 3aKJIIOUEHHBIMU ONEPAaTOPOM CHUCTEMBI
MOHHUTOPUHIA JABWKEHUS JIEKAPCTBEHHBIX IMpenaparoB Uil MEAULMUHCKOTO TPUMEHEHUS C
(denepanbHBIMU OpTaHaMHM HUCTIOJHUTEIHHOW BIACTH WM OpraHaMd HMCTOJHUTEIBHOW BIIACTU
cyorekToB Poccuiickoit ®denmepanmm W QeAcpalbHBIM OPraHOM HCIOJHHUTEIBHOW BJIACTH,
OCYILIECTBISIOMUM (YHKIIMA TIO BBIPAOOTKE M peaju3allid TOCYJapCTBEHHOW MOJUTUKH U

HOpPMAaTHBHO-IIPAaBOBOMY PETYJIUPOBAaHUIO B c(epe 31paBoOXpaHeHUs. (/[ononnenue uacmvio -
@Dedepanvuwiii 3akon ot 04.08.2023 Ne 474-D3)

9% CyObexT obpalleHus JeKapCTBEHHLIX CPEJCTB MMEET IIPaBO JOCTYNa K MH(OPMALUHU
00 ormepanusx ¢ JIEKapCTBEHHBIMU TMpernaparamu JUisi MEAUIIMHCKOTO MPUMEHEHHSI, COBEPIIEHHBIX
3TUM CYOBEKTOM OOpallleHus JIEKapCTBEHHBIX CpPEJICTB, a TakXke K OOLIeI0CTyIHOU
uHpopmauuu. (Jononnenue uacmoio - Pedepanvusiii 3akon ot 04.08.2023 Ne 474-D3)

9°. Omeparop cUCTeMbl MOHUTOPHHTA JBMKEHHsS JIEKAPCTBEHHBIX IIPENapaToB s
MEIUIIMHCKOTO TpPUMEHEHHUs O0JiaJjaeT MpaBOM JOCTyma K HWH(OpMaIy, coiuepkamencs B
CHUCTEME MOHMTOPHUHIA ABWKEHUS JICKAPCTBEHHBIX MPENapaToB ISl MEAULIMHCKOIO MTPUMEHEHMUS,
BKJIIOYAsi MH(OPMALIMIO OTPAHUYEHHOT0 J0CTYIa, C BO3MOXKHOCTBIO €€ 00pabOoTKH, B TOM YHUCIIE €€
IPEIOCTABICHUSI U PacHpOCTpaHEHUs, OOecHeueHus NOCTyNa K HEH M OKa3aHWsl YCIyr C €€

UCTIONIb30BaHUeM (manee - o00pabotka). (ononwenue uacmvio - DedepanvHulili  3AKOH
ot 04.08.2023 Ne 474-D3)

9%, Omepartop cHCTeMbl MOHHUTOPHHTA JBIMKEHHsS JEKAPCTBEHHBIX IPENapaToB s
MEUIIMHCKOTO TMPUMEHEHHUS MOXET OCYIIECTBISATH O00pabOTKy HHGOpPMAIMK OrpaHUYCHHOTO
JOCTYyTIA, COJEpPIKAIEHCs B CHUCTEME MOHUTOPWHTA JIBM)KCHUS JIEKAPCTBEHHBIX IMPENaparoB AJis
MEAUIIMHCKOTO TPUMEHEHHUSI, TIPH YCIOBUU 0053aTeIbHOT0 00€3IMUMBaHUs Takol HH(OpPMAIINK B
COOTBETCTBHHM C yTBEpPKJAaeMbIMU  (eaepalbHBIM OpPraHOM  HCIOJHUTEIBRHONW  BJIACTH,
OCYMICCTBISIOMMUM (QYHKIIUA 10 BBIPAOOTKE M peanu3allid TOCYIapCTBEHHOW TIOJUTHUKH M
HOPMATHUBHO-TIPABOBOMY PETYJIUPOBAHUIO B c]epe 3IpaBOOXpPAaHEHHUs, IO COMIACOBAHHUIO C
(denepanbHBIM OpPraHOM HCTIOJHUTEIBHON BJIACTH, OCYIICCTBISIONINM (DYHKIIMN 1O KOHTPOIIO U
Ham3opy B cdepe HHPOPMAIMOHHBIX TEXHOJOTHMH M CBs3U, W (eaepaabHbBIM OpPraHOM
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WCIIOJIHUTEILHOM  BJacTH B oOmacthd  oOecredyeHus: 0e30MacHOCTH  TpPeOOBaHUAMH K
00e3IMYMBaHUI0 TakoW WHGOpPMAUM U METoJaMU O0€3IMYMBAaHUA Takod WHGOPMALIUU.
O6e3nnuenHast uHQpopmalus, NoJyueHHas B pe3yabrare yKa3aHHOM oOpabOTKU W CoAeprKallascs
B CHUCTEME MOHMTOPHHIa JBWKEHHUS JIEKAPCTBEHHBIX IpenaparoB i MEIULUHCKOTO
OpUMEHEeHUs, ABJsieTcss MHPOpManuend orpaHmdeHHoro gocrymna. O6e3nuueHHas uHpopmanus,
JOCTYIl K KOTOpPOW OBl OOECIEYeH OmeparopoM CHUCTEMbl MOHUTOPHHTA JIBHKEHUS
JIEKapCTBEHHBIX MPENaparoB Jii MEIWIMHCKOTO TPUMEHEHHS B LEISAX OKa3aHUsl yCIyr C ee
WCIIOJIb30BAHUEM, MOJUICKUT XPAHEHUIO B CHUCTEME MOHUTOPUHTA JBUKEHUS JIEKAPCTBEHHBIX
IpenapaToB Uil MEAMIMHCKOTO NPUMEHEHHs] HE MEHEE IISTH JIeT C JaThl MPEeI0CTaBIICHUS
gocTynma K 00e3lnYeHHOM HH(OpMaluu, W Ha HEe HE pacIpoCTPaHSIOTCS TpeOOBaHUS K
uH(OpPMaIIMK OTPAaHUYECHHOTO JIOCTYyMa, YCTAHOBJIEHHBIC HACTOAIICH cTaThel. (Jononnernue
yacmoio - @edepanvruiii 3akon ot 04.08.2023 Ne 474-D3)

97. Omneparop CHCTEMbl MOHHUTODHHIA [BUKEHHs JIEKAPCTBEHHBIX MPENaparoB mjis
MEIUIUHCKOTO TPUMEHEHUS MOXET OCYIIECTBISITh 00paboTKy HH(OpPMALUK OTpaHUYEHHOTO
J0CTyMa, coAeprKallelcs B CUCTeMEe MOHUTOPHMHIA JBHXKEHHS JIEKAPCTBEHHBIX IPeraparoB s
MEIUIIMHCKOTO TPUMEHEHHUS, MOITYYEHHOU OT CyOBheKTa OOpallieHusi JEKapCTBEHHBIX CPE/CTB,
3apErUCTPUPOBAHHOTO B CHCTEME MOHUTOPUHIA JBM)XCHMS JIEKAPCTBEHHBIX MpEnaparoB AJis
MEIUIIMHCKOTO MPUMEHEHUsI U MPEICTaBUBIIETO B HEE CBEICHUS, B MHTEPECAX U MO MOPYUYEHUIO
TAKOro CcyObekTa oOpallleHus JeKapCTBEHHBIX CpeACTB 0e3 o0e3nnuyuBaHus HHPOpMALIUU
OTPaHUYEHHOTO JA0CTyNa. ([ononnenue yacmoio - @edepanvruiii 3axon oT 04.08.2023 Ne 474-D3)

9%, Omeparop cHCTeMbl MOHUTODHHTA MBIDKEHHS JEKAPCTBEHHBIX IIPENapaToB i
MEJIMIIMHCKOTO TPUMEHEHHUSI BIPABE OKa3blBaTh HAa HEAUCKPUMHUHAIMOHHOW OCHOBE YCIYTH C
UCIIOJIb30BAaHUEM 00€37MYeHHONM HHGOpMAaIuU, COACpIKaIllecsT B CHUCTEME MOHUTOPHUHTA
JBUKEHUSI JIEKQPCTBEHHBIX MPENapaToB JIs MEIUIIMHCKOTO MPUMEHEHUS, CyObeKTaM OOpaleHus
JIEKaPCTBEHHBIX CPEJCTB, MOPSAIOK U CTOMMOCTh OKa3aHUSI KOTOPBIX OMPEACNISIOTCS OMeparopom
CHUCTEMbl MOHUTOPHUHTA JBUKEHUS JICKAPCTBEHHBIX MPENApaToB JJIsi MEAUIIMHCKOTO TPUMEHEHUS,
C Yy4e€TOM OTpaHWYEHUM MOCTyna K OO0E3IWYEeHHOW WH(OpPMAaIlMH, YCTAaHOBJICHHBIX HACTOSIIICH
CTaTbeil. YKa3aHHbIE MOPSAJOK M CTOMMOCTh OKAa3aHWSl TAKUX YCIyr Pa3MENaloTcsl OMEeparopoM
CHUCTEMbl MOHUTOPHHIA JIBUKEHHS JIEKAPCTBEHHBIX MPENApaToB ISl MEAUIMHCKOTO TPUMEHEHUS
Ha caliTe CHUCTeMbl MOHUTOPUHIA JBWKCHHS JICKAPCTBEHHBIX IPENaparoB ISl MEIUIIMHCKOTO
NpUMEHEHUsT B HWHPOPMAIMOHHO-TEJIEKOMMYHUKAaIMOHHOW cetn "WHTepHer" wu momnexar
KOHTPOJIKO B COOTBETCTBMHM C aHTUMOHONOJIbHBIM 3aKOHOAATENbCTBOM Poccuiickon denepanuu.
VYkazaHHbIC TOPSAJIOK U CTOUMOCTh OKa3aHUsl TaKUX YCIYT JOJKHBI ObITh €UHBIMU JIJISI BCEX JIUII,
oOpamarmuxcs 3a OKa3aHWEM YCJIYTM B OTHOILIEHMHM OJIMHAKOBBIX BHAA, 00beMa M COCTaBa
npenoctasisieMoil nHopmanmu. CyObekTaM oOpalleHus JIEKApCTBEHHBIX CPEICTB 3alpeniaeTcs
MPEAOCTABIATh U PACTIPOCTPAHATH MH(GOPMAIHIO, TOJTYYEHHYIO B COOTBETCTBHHM C HACTOSIICH
4acThl0. ([Jononnenue yacmoio - @edepanvhuiil 3axon ot 04.08.2023 Ne 474-D3)

10.  TlpowsBomutenb  JIEKAPCTBEHHBIX  CPEACTB,  Jep)Karelb  JIMOO  BIajesel
PETUCTPAIMOHHOIO  YIOCTOBEPEHHUSI JIEKAPCTBEHHOIO Ipenapara WM IPEACTaBUTEIbCTBO
WHOCTPAHHOW OpTraHM3alluy, SBISIONMICHCS aepkareneM JuOO0 BIAJEIbIIEM PETUCTPAMOHHOTO
YIOCTOBEPEHHUS  JICKAPCTBEHHOTO mpemnapara, Ha Tteppuropun Poccuiickonn  dDepepanuu,
3apETUCTPUPOBAHHBIE B CHUCTEME MOHUTOPHUHIA JBWKEHUS JIEKAPCTBEHHBIX MPENAPATOB IS
MEIUIUHCKOIO IMPUMEHEHUS W IMPEACTaBUBIIME B HEE CBEACHUS O HAHECEHUU CPEACTB
UACHTH(UKAIIMY HA YITAKOBKH JIGKAPCTBEHHBIX MPENaparoB, HapsALy ¢ MH(opmarmei, ykasaHHOH
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B uacTu 9% HacTosIel cTaThy, MOMydaeT COAEPIKALIyIocs B CHCTEME MOHMTOPHHIA JIBUKEHHS
JIEKapCTBEHHBIX TMpEnaparoB JUisi MEAUIIMHCKOTO MPUMEHEHUs HHQPOPMAIUI0 OrPaHUYEHHOTO
JOCTyIla O CEepUsX M MapTUsIX JTHX JIEKAPCTBEHHBIX IpernapaTtoB O€3BO3ME3AHO M BIIPaBe
OCYLIECTBIISITh CaMOCTOSITEIbHO WM MOpy4yarb 0OpabdOTKy Takod HH(GOpMalUd TOJIBKO B
cOOCTBEHHBIX HHTepecax. llpm 3ToM nocTynm K Takod HHPOpPMALMKM WIM peE3ylbTaraMm ee
00paboOTKM MMEET TOJBKO JaHHBIM CYOBEKT OOpalleHHs JEKapCTBEHHBIX CPEACTB WM JIHIIO,
KOTOpOMY OH mopyuus oOpabGorky. CocTaB IperoCcTaBiIsIeMOl B COOTBETCTBUHM C HacTOSILEH
yacThlo uH(opmaruu omnpenensercs [IpaButensctBom Poccuiickoit ®enepauuu. (Jononnenue
yacmoio - Dedepanvuwiti 3akon 0T 28.12.2017 Ne 425-®3) (B pedaxyuu PedepanbHo2o 3aKkoHA
ot 04.08.2023 Ne 474-D3)

11. 3a mpoM3BOACTBO WM NPOJAXKY JIEKAPCTBEHHBIX MpEnaparoB sl MEAUIUHCKOIO
npUMeHeHus1 0e3 HAaHECEHUsI CPEICTB UACHTH(HUKAINH, C HAPYIICHUEM YCTAHOBJICHHOTO MOPSIKA
WX HaHECEHWs, a TaKXKe 3a HECBOCBPEMEHHOE BHECCHHE JAaHHBIX B CHCTEMY MOHUTOPHHTA
JIBMKCHUS JICKAPCTBEHHBIX IMPENaparoB Il MEIUIIMHCKOTO MPUMEHECHHS WJIM BHECCHHE B HEE
HEJOCTOBEPHBIX JAHHBIX IOPUAMYECKUE JTUIA U UHANBUAYAJIbHBIC TIPEIIPUHUMATENN, YKa3aHHBIC
B 4acTax 4 u 7 HACTOSIIEH CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEIHLCTBOM
Poccuiickoit ®enepanuu. (Jononnenue wacmoio - Pedepanvuwiii 3akon oT 28.12.2017 Ne 425-D3)

12. TlpaBurensctBo Poccuiickoii @enepanuu BOpaBe YCTAaHOBUTh OCOOEHHOCTH
BHEJPEHUSI CUCTEMbl MOHUTOPUHIA JABW)KCHMS JICKAPCTBEHHBIX IPENAPATOB IS MEIULMHCKOTO
MPUMEHEHUS, BKIIIOYAsi CPOKM €€ BHEIPEHUS, B OTHOIICHUHU JICKAPCTBEHHBIX IpenaparoB s
MEIUIITHCKOTO MPUMEHEHHUSI, BKIIIOYEHHBIX B MEPEUCHb JKU3HEHHO HEOOXOTUMBIX M Ba)KHEHIITNX
JIEKapCTBEHHBIX MPENapaToB, JICKAPCTBEHHBIX MPeNapaToB, MpelHa3HAYEHHBIX AJIsi 00eCIeUeHHUs
UL, OONBHBIX reMOoUINell, MyKOBHCIMIO30M, TMNO(HU3apHBIM HaHU3MOM, Oone3Hbio [omie,
37I0KaYeCTBEHHBIMU HOBOOOPa30BaHUAMU JTUMGPOUTHON, KPOBETBOPHOW U POACTBEHHBIX UM
TKaHEeH, pacCesSHHBIM CKJIEPO30M, JIHI[ MOCJIE TPAHCIUIAHTALMU OPraHOB M (WUJIM) TKAHEHW, MHBIX

JICKapCTBEHHBIX TMpenapaToB s MEIUIMHCKOTO TNpUMEHeHUus. (/Jononnenue uacmvio -
Dedepanvusiii 3akon o1 28.12.2017 Ne 425-D3)

Inasa 14'. Orpannyenusi, HaJaraeMble Ha OPraHU3aIMH, OCYIIECTBIISIIONIHE
NeSiITeJIbHOCTD M0 00PALIEeHUIO JIEKAPCTBEHHBIX CPEICTB

(L{ononnenue enasoui - Pedepanvrviii 3akon ot 25.11.2013 Ne 317-D3)

Crates 67'. Orpanuyenus, HajJaraemMble IPU OCYIIECTBICHUH JesITeJTbHOCTH
B cepe oOpaieHnst JIeKaAPpCTBEHHBIX CPEACTB

1. Opranuzanuu, 3aHUMArONIMECs pa3paOOTKON, MPOU3BOACTBOM M (MJIM) peanu3anuei
JIEKapCTBEHHBIX MpEernaparoB s MEIUIMHCKOTO IPUMEHEHHUs, OpraHu3aluu, O00Jadaroliue
npaBaMd Ha MHCIIOJIB30BaHUE TOPrOBOTO HAWMEHOBAHHUS JIEKAPCTBEHHOIO TIperapara s
MEIUIUHCKOTO MPUMEHEHHUs, OpraHu3allMi OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpEACTBAMHU,
anTeyHble OpraHu3aluu (UX TMPEACTABUTENM, WHBbIC (QU3NYECKHE U IOPUIUYECKHUE JINIIA,
OCYIIECTBISIONINE CBOIO JEATEIBHOCTH OT HWMEHHM JTHUX OpraHu3aluii) B OTHOIICHUU
MEIUIMHCKUX paOOTHUKOB U PYKOBOJUTENICH METUIIMHCKUX OpraHU3aluii He BIIpaBe:
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1) Bpyuarp TOmAapKH, BHILJIAYUBATh JEHEKHBIE CpPEICTBA (32  HCKIIOYEHHEM
BO3HArpaXZICHUM MO JOTOBOpPAM IPU IPOBEICHUN KIMHUYECKUX HMCCIEHOBAHUM JIEKAPCTBEHHBIX
MPENapaToB JUIsi MEIUIIMHCKOTO IMTPUMEHEHHMS, BOSHATPAXKICHUM, CBA3aHHBIX C OCYLIECTBICHUEM
MEAMIIMHCKAM pPaOOTHUKOM MEAarornyeckoil M (MiaM) Hay4dHOW [EATEeIbHOCTH), B TOM YHCIIE
OIUIAUMBATh PA3BJIECUYCHUSA, OTABIX, NMPOE3] K MECTY OTAbIXa, a TAKKE NPHUBJIEKATh K YYACTHUIO B
pa3BIEKaTENbHBIX MEPONIPUATUAX, TPOBOAUMBIX 3a CUET CBOUX CPEJICTB;

2) 3aKJII0YaTh COMNIAIICHUA O Ha3HAYCHUU UJIM PCKOMCHAAIIMH MMAIMMCHTAM JICKAPCTBCHHBIX
nmpemnaparoB il MCIAUIHUHCKOIO ITPHUMCHCHUA (33 HUCKIIIOUCHHUECM JOTOBOPOB O IIPOBCACHUU
KIIMHUYCCKHUX HCCHG,Z[OBaHI/IfI JICKAPCTBCHHLIX IIPEIIapaTOB AJISI MCAUTTUHCKOT'O HpI/IMeHeHI/IH);

3) mpemocTaBIsSITh 00PA3Ibl JIEKAPCTBEHHBIX MPENapaToB IS MEIUITMHCKOTO TIPHUMEHCHHUS
B IEJSIX BPYYEHUs] TAlMEeHTaM (32 WCKIIOYEHHWEM CIIy4aeB, CBSI3aHHBIX C TIPOBEICHHEM
KJIIMHUYECKUX UCCIIEIOBAaHUM JICKAPCTBEHHBIX MTPENapaToB JIJisi MEIUIIMHCKOTO MPUMEHEHU);

4) mpenocTaBATh HEAOCTOBEPHYIO U (WJIM) HEMOTHYI0 MH(POPMAIIMIO O JIEKAPCTBEHHBIX
npenaparax s MEAUIIMHCKOTO TPUMEHEHUS;

5) mocemats MX B paboyee BpeMsi Ha paboOyuMX MecTaX, 3a MCKIIOUEHHEM CIy4aes,
CBSI3aHHBIX C TIPOBEJACHHEM KIMHUYECKUX HCCIENOBAHUN JIEKApPCTBEHHBIX MPENaparoB s
MEIUIUHCKOTO TIPUMEHEHHs, C Yy4yacTHeM B TMOpAJIKE, YCTAaHOBJICHHOM PpPYKOBOIUTEIIEM
MEIUIIMHCKOW OpPraHu3allii, B COOpaHUSAX MEAMIIMHCKUX PAOOTHUKOB M HHBIX MEPOIMPHUSITHUSX,
HAIPaBJICHHBIX Ha TIOBBIIIEHHWE WX NPO(PECCHOHATBHOTO YpPOBHA WM Ha TMPEAOCTABICHUE
nH(pOpMaILIMK, CBSI3aHHOM C OCYIIECTBJIEHUEM MOHUTOPUHIA O€30MACHOCTU JIEKAPCTBEHHBIX
penaparos;

6) moOyXJaTh K BBIMUCHIBAHUIO JICKAPCTBEHHBIX TMpENaparoB JJs MEIUIIUHCKOTO
MpPUMEHEHUsI Ha ONlaHKax, COAepKalIuX HMHQPOPMAIMIO PEKIAMHOTO XapakTepa, a TakkKe Ha

PEUCITYPHBIX 6J'IaHKaX, Ha KOTOPBIX 3apaHEC HalcdYaraHO HAWMMCHOBAHUC JICKAPCTBCHHOI'O
Impcemnapara ajisi MCAUMIUHCKOTI'O ITPUMCHCHUA.

2. Opranuzanuu, yka3zaHHble B a03amle TEpBOM YacTW | HacTosIeW CTaTbu, W HX
MPEICTaBUTENIM B OTHOIICHWU (papMarneBTUYECKUX pPaOOTHUKOB M PYKOBOAMTENEH aNTEUHBIX
OpraHu3alui HE BIIPaBeE:

1) Bpy4aTb IIOAAPKH, BbIIIAYUBATL ACHCKHBIC CPCACTBA, B TOM YHCIIC OIUIAYHMBATDb
pa3BJICUCHM, OTAbIX, IIPOC3J K MCCTY OTAbIXd, W IMPHUBJIICKATb K YHYACTHUIO B PA3BJICKATCIIbHLIX
MCPOIIPUATUAX, TPOBOAUMBIX 3a CHCT CBOUX CPCIACTB,

2) mpeaoCTaBIsATh 00pa3ilbl JIGKAPCTBEHHBIX MPEMapaToB AJII MEAUIIMHCKOTO MPUMEHEHUS
IUIS1 BpDYYEHHUs HACEIICHUIO;

3) 3aKJII04YaTh COMNIAIICHUA O MPCAJIOXKCHHUN HACCICHHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
npernaparoB A1 MCAUIIMHCKOIO IIPUMCHCHU S

4) mpenocTaBisATh HEAOCTOBEPHYIO U (WJIM) HEMOJHYI0 MH(POPMAIMIO O JIEKAPCTBEHHBIX
npernaparax Uil MEAMIMHCKOTO NPUMEHEHHWs, B TOM YHCIE€ HMEIIIUX OJUHAKOBOE
MEXTyHApOJHOE HEMAaTeHTOBAHHOE HAUMEHOBAHHUE.

Crarbs 67°. Tpe6oBaHusi K OPraHU3aLUH H NPOBEJeHHI0O HAYYHBIX
MEepONPHUATHII, HHBIX MEPONPUATHII, HATIPABJIEHHbIX HA
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MOBBILIEHNE MPO(EeCCHOHATBLHOTO YPOBHS MeTHIITHHCKHX
PaGOTHHKOB WM HA NMPeI0CTABIeHHe HH(POPMALIMH, CBSI3AHHOI ¢
ocyliecTBJIeHHeM MOHMTOPUHIA 0€30MACHOCTH JIEKAPCTBEHHBIX
npenaparoB

l. Ilpu mpoBeneHHM HAy4YHBIX MEPOIPUSATHN, MHBIX MEPONPHUSATUI, HAINPABICHHBIX Ha
NOBBILLIEHNE NMPOPECCUOHATBHOTO YPOBHS MEIULIMHCKUX PAOOTHUKOB WJIM Ha IMPEAOCTABICHUE
CBA3aHHOW C OCYUIECTBICHHMEM MOHUTOPHUHra O€30MACHOCTU JIEKaPCTBEHHBIX IPENapaToB
MH(OPMAIIMH, OPraHU3yEMbBIX OpPraHU3aAMAMHE, YKa3aHHEIMU B a03ale TepBoM dacTu 1 crareu 67!
Hactosmero deaepanbHOTO 3aKOHA, MX MPEACTABUTEISAMU U (WiIM) (UHAHCHUPYEMBIX 3a CUET
CPEACTB JTUX OpPraHU3alMN W UX IPEACTABUTEINIECH, 3aIlIpEIacTCs IPENsATCTBOBATh YYaCTUIO B
YKa3aHHbIX MEPOINPHUATUAX HMHBIX OpPraHU3alui, KOTOPbIE MPOU3BOMAT WIH PEATU3YIOT
JIEKAPCTBEHHBIE IMpemnaparbl Uil MEAULIUHCKOIO IIPUMEHEHHMS CO CXOKHM MEXaHU3MOM
(hapMaKoIOTHYeCKOro JEHCTBUA, JHOO CO3/1aBaTh JUCKPUMHUHAIMOHHBIC YCIOBUS IS OJHHUX
YYaCTHUKOB I10 CPAaBHEHHUIO C IPYTUMHU YYACTHUKAMH, & UMEHHO:

1) mpenocTaBisTh pa3iaM4YHOE KOJIMYECTBO BPEMEHM MJi BBICTYIUIEHHH Y4YaCTHHKOB,
paznuyHbBIE [0 pa3Mepy 3aHMMAaeMOW IUIOIagd MecTa s JEMOHCTpaluuud 00paslioB
JIEKaPCTBEHHBIX MPENApaToB Il MEIMIMHCKOTO MPUMEHEHUS WIM PEKJIAMHBIX MaTrepuajoB O
JIEKapCTBEHHBIX Mpenaparax s MEIWIMHCKOTO NPUMEHEHWs Ha HKCHO3MIMAX, CTEHIAX, 3a
HCKJIFOYEHHUEM CIIYy4YaeB, €CJIM TAKUE YCIIOBUS 3aKPEIUICHBI B COITIAIIEHUIX ITUX OPraHU3alui, ux
npencraBuTeneid 0 (UHAHCUPOBAHMM YKAa3aHHBIX MEPOINPUATUNA U OOYCIIOBJIEHBI Pa3IUYHBIMU
3aTparaMM YYaCTHHUKOB HAa UX OPraHU3aLHIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JJIsl yUYaCTHUKOB MEPOIPHUSTHH, YKa3aHHBIX B a03alile
IIEPBOM HACTOAILIEHM 4YacTH, IMPEBBIIAKIIMN CyMMYy 3arpar Ha OpPraHU3alyI0 YKa3aHHBIX
MEPOTIPUATUN U BEAYIUH K HEOOOCHOBAHHOMY OTPAaHUYCHUIO YHCIIa UX YYACTHUKOB.

2. Opranuzanuu, ykKazaHHble B a03aie nepBoM dYacTu | crarbu 67! macrosiero
@defepalibHOTO  3aKOHA, WX TMPEICTABUTENM, OCYLIECTBISIIONME OpraHu3anuio u  (Win)
(bUHAHCUPOBAaHUE MEPONPHUATHH, YyKa3aHHBIX B 4YacTH | HACTOAImMIEH CTaThH, OOS3aHBI
obecnieunBarh JOCTyHn K HMH(POpPMAIMH O Jare, MECTe M BPEMEHU TPOBEICHHS YKa3aHHBIX
MEpOIPUITUNA, IUIaHaX, MporpaMMax T[POBEACHUA YKA3aHHBIX MEPONPUSITUM U TeMax,
IUIAHUPYEMbIX I PACCMOTPEHHUS, COCTAaB€ UX  YYACTHUKOB IyTEM  pPa3MEICHUS
COOTBETCTBYIOIICH MH(OPMAIIMK HA CBOMX OPUITMATBHBIX caiiTax B ceTu "MHTepHET" He To3/1Hee
JIByX MECSIIEB J0 HauaJia MPOBEACHUS YKAa3aHHBIX MEPOIPUSITHH.

3. Undopmanus 0 npoBeJEHUU MEPOIIPUSATUH, YKa3aHHBIX B 4YaCTU 1 HACTOAIIEH CTaThH, B
CPOK, YCTAHOBJICHHBIM YacTblO 2 HACTOSIIEHN cTaTby, JOJKHA ObITH HalpaBlieHa B (enepanbHbIN
OpraH HUCIOJHUTENILHON BJIACTH, OCYIIECTBISIONINN (PYHKIMU MO KOHTPOJIIO M HaI30py B cdepe
3paBOOXPAHEHUs, JIsl TOCIEAYIOUIEro pa3MelIeHNs ee Ha OPUIIMAaIbHOM CalTe 3TOr0 OpraHa B
ceru "UHTepHet".

I'maBa 15. OTBeTCTBEHHOCTD 32 HApPYILIeHHe 3aK0HoAaTeNbCcTBA Poccuiickoi
denepanuu Npu 00PAIEeHNH JIEKAPCTBEHHBIX CPEICTB U
BO3MellleHHe Bpeaa, NPMYMHEHHOT0 310POBbI0 IPAXKIaH
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BCJICACTBUEC IPUMECHECHUSA JICKAPCTBCHHDLIX IPeEIapaToB

Crarbs 68. OTBeTCTBEHHOCTH 32 HApyllleHNe 3aKOHoAaTebcTBa Poccuiickoii
denepanum Npyu oOPaleHNN JIEKAPCTBEHHBIX CPEICTB

1. Hapymenue 3akoHomarenbcTBa Poccuiickoit  ®@enepanuum  npu  oOpalieHUu
JIEKapCTBEHHBIX  CPEACTB  BIEYeT 3a COO0OM  OTBETCTBEHHOCTh B  COOTBETCTBUU C
3akoHOAarenbcTBOM  Poccmiickort  ®denmepanum. (B pedaxyuu  DedepanvHoco  3aKOHA
otT 22.12.2014 Ne 429-D3)

2. 3a HempeACTaBJICHHE WM HECBOEBPEMEHHOE NpeCcTaBiecHUuE WHPOpManuu W (WIN)
JOKYMEHTOB JHOO TPEJCTABIICHUE HEIOCTOBEPHBIX WHpopManuu © (WIH) JTOKYMEHTOB,
MPEIyCMOTPEHHBIX HacTosmuM dDenepaibHbIM 3aKOHOM, CyOBEKTHI OOpaIleHHS JIEKAPCTBEHHBIX
CPEICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIBCTBOM Poccuiickoi
Oenepanuu. (/Jononnenue uacmoio - Pedepanvhsiii 3axor ot 22.12.2014 Ne 429-03) (B peoaxyuu
@edepanvrozco 3axona ot 04.06.2018 Ne 140-D3)

Crarbi 69. Bo3memenue Bpeaa, IPUYNHCHHOTO 31I0POBLIO I'PakKIAaH
BCJICACTBUEC MIPUMCHCHUSA JICKAPCTBCHHBIX IPEIIaparoB

1. IlpousBoauTenp JIEKAPCTBEHHOTO IMpenapara 00si3aH BO3MECTUThH BpEl, MPUUUHEHHBIN
30POBBIO I'PAXKJAH BCIEACTBUE IPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara, €Cjii 10Ka3aHo, 4To:

1) nexkapcTBeHHBI Tpermapar MPUMEHSJICA IO HA3HAYEHUI0 B COOTBETCTBUHU C
MHCTPYKLIHEW MO MPUMEHEHUIO JICKApCTBEHHOIO Mpernapara U NPUYMHON Bpeaa sIBUJIICS BBOI B
rpaXKIaHCKUNA 000pOT HETOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO Mpernapara;

2) Bpen 310pOBbIO IPUYMHEH BCJIEJICTBUE HEAOCTOBEPHOU MH(MOpPMAIUH, CoepKaIEHCs B
MHCTPYKUIMM TI0 TPUMEHEHUIO JICKAPCTBEHHOIO Tpernapara, U3JaHHOW MPOU3BOIAUTEIIEM
JIEKapCTBEHHOTO Ipernapara.

2. B cnyuae, ecnum Bpea 3A0pPOBBIO TPaKIaH MPUYMHEH BCIEICTBUE IMPUMEHEHUS
JIEKapCTBEHHOTO TIpernapara, MPHUIIEAIIET0 B HETOAHOCTh B pE3yJbTare HapyIICHUS IPaBUI
XPaHCHHUS JICKAPCTBEHHBIX CPENICTB, MPABHII ONTOBOM TOPTOBIIH JICKAPCTBECHHBIMHU TMperapaTam,
IIPaBWJI OTITyCKa JICKAPCTBEHHBIX MPEMapaToB, MPaBWJ M3TOTOBJICHHUS U OTITYCKa JIEKAPCTBEHHBIX
MpernaparoB, BO3MEIICHHE Bpela OCYIIECTBIAECTCS COOTBETCTBEHHO OpraHU3allel OMTOBOM
TOPTOBIIM  JICKAPCTBEHHBIMU  CPEACTBAMH, AaNTEYHOW  OpraHu3aiueil, WHIAUBUAYaTbHBIM
npeAnpuHUMATEIeM, HWMEIOIMUMHU JIMICH3UI0 Ha (apMaleBTUYECKYI0 JIESITEIHbHOCTh WJIU
JUUEH3UIO HA MEAMIMHCKYIO JESTENIbHOCTb, MEAUIIMHCKON OpraHu3anuei, UMerolen JTUIeH3UI0
Ha (hapMareBTUYECKYIO NEATEeIhHOCTh (€€ 000COONCHHBIM Tonpas3zieiiecHueM (amOynaTopuei,
dbenpamepckuM - (PENBAMICPCKO-aKyIIEPCKUM ITyHKTaMH, ILICHTPOM (OTIEJIeHHeM) OOIIe
BpaueOHOM (CeMEHHOM) MPAKTHKHU ), PACIIOIOKEHHBIM B CETLCKOM HACEJIEHHOM ITYHKTE, B KOTOPOM
OTCYTCTBYET alTe€4yHas OpraHu3alus), JONYCTUBIIMMH TPOAAXKY WM OTIYCK TaKOTro
JIEKapCTBEHHOTO npenapara. (B peoakyuu @edepanvrozo 3akona ot 25.11.2013 Ne 317-D3)

3. Bos3memienue Bpcaa, MPUYMHCHHOI'0 3J0POBBIO TpaXJaH BCICACTBUC IIPHMCHCHHA
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JIEKapCTBEHHBIX TMPEMapaToB MWW COBEPIIEHUS MPOTUBOMPABHBIX JCUCTBUH CyObEKTaMH
oOpalleHusl JIEKapCTBEHHBIX CPEACTB, OCYLIECTBIIETCS B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickon denepanumu.

I'maBa 16. 3akia0unTeIbHbIE MOJ0KCHUSA

Crarpbs 70. O npu3HaAHUM YTPATUBIIMMH CHJTY OTEJIbHBIX 3AKOHOAATEIbHBIX
aKkToB (MOJI0KeHHU I 3aKOHOAATEeJIbHbIX aKTOB) Poccuiickoii
Denepanuu

[Ipu3HaTh yTpaTuBMIMMU CUITY:

1) ®enepanbubiii 3akoH oT 22 utoHsA 1998 roga Ne 86-D3 "O nexapcTBEHHBIX cpeacTBax"
(Cobpanmue 3akonomarenscTBa Poccuiickoit @enepannu, 1998, Ne 26, ct. 3006);

2) @enepanbubiii 3akoH OT 2 siHBapa 2000 roma Ne 5-®d3 "O BHeceHUM WU3MEHEHHUS U
nononaennit B Demepanbubiii 3akoH  "O  jekapctBeHHBIX  cpenactBax”  (CoOpanue
3akoHoAarenbeTBa Poccutickoit deaeparuu, 2000, Ne 2, c1. 126);

3) crarbio 40 ®enepanbHoro 3akoHa oT 10 suBapst 2003 roga Ne 15-®3 "O BHeceHuu
VW3MEHEHUH U JOMOJHEHUN B HEKOTOPBIE 3aKOHOIATENIbHBIE akThl Poccuiickon denepanuu B CBSI3U
¢ npunstueM @DeaepanbHoro 3akoHa "O JUIEH3UPOBAHUU OTJEIbHBIX BUJIOB JEATEIHLHOCTH"
(Cobpanmue 3akonomarenbcTBa Poccuiickoit @enepanmu, 2003, Ne 2, ct. 167);

4) crarpto 31 denepanpuoro 3axkoHa ot 30 urons 2003 roma Ne 86-®3 "O BHeceHuuU
U3MEHEHUN W JIOTIOJJHEHUM B HEKOTOpPBIE 3aKOHOAATENIbHbIE akThl Poccuiickon dPenepanuu,
NIPU3HAHUM YTPATUBIIMMHU CUJy OTAEJIBHBIX 3aKOHONATENIBHBIX akToB Poccuiickon denepanunu,
MPEIOCTABICHUN OTACJIBHBIX TAPAaHTUl COTPYJHUKAM OPraHOB BHYTPEHHUX JEJ, OPraHOB IO
KOHTPOJIIO 32 000POTOM HAPKOTHUYECKHUX CPEJCTB M TCHUXOTPOMHBIX BEIIECTB W YIPA3THICMBIX
(dbenepalbHbIX OpPraHOB HAJOTOBOM TMOJHMIIMM B CBS3M C  OCYIIECTBIEHHEM MeEp IO

COBEPILIEHCTBOBAHUIO rocyapcTBeHHoro ympasienus" (Cobpanue 3akoHoaareabcTBa Poccuiickoi
®denepannu, 2003, Ne 27, ct1. 2700);

5) crateio 101 ®denepanpHOTO 3aKk0HA OT 22 aBrycta 2004 roga Ne 122-®3 "O BHeceHHH
M3MEHEHUH B 3aKOHOJAarelbHble akThl Poccuiickon denepauuu U NpU3HAHUN YTPATUBIIUMU CUILY
HEKOTOPBIX 3aKOHO/ATENbHBIX akTOB Poccuiickoii denepannu B CBSI3U ¢ IPUHATHEM (eaepalibHbIX
3akoHOB "O BHECEHHMH M3MEHEHUU U JonojHeHuit B denepanbHblii 3akoH "OO0 00MIMX TPUHIUIIAX
OpraHu3alMyd  3aKOHOAATENIbHBIX  (MPEICTABUTEIbHBIX) W  HWCIOJIHUTEIBHBIX  OPraHoOB
TOCyZIapCTBEHHOW BiacTu CcyOBekToB Poccuiickoit ®depepammu” u "OO oO0mUX TPUHITUAIIAX
OopraHu3alid  MeCcTHOro camoymnpasieHuss B Poccuiickoit  @enepamuun”"  (CoOpanue
3akoHozarenbeTBa Poccutickont @eneparuu, 2004, Ne 35, ct. 3607);

6) crarpio 28 denepanpHoro 3akoHa oT 18 nexadps 2006 roma Ne 231-d3 "O BBeeHUH B
JIercTBUE dYacTH deTBepTrod I[pakmanckoro koaekca Poccwmiickoit ®enepanuu" (Cobpanue
3akoHoaarenbcTBa Poccutickont @eaeparuu, 2006, Ne 52, ct. 5497).
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Crarba 71. Beryniienune B cuity Hactosiiero ®@eaepajbHOro 3aKoHa

1. Hacrosimuii @enepanbHbIi 3aKOH BeTynaeT B cuity ¢ 1 centsiops 2010 roga.

2. JlekapCTBEHHBIE CpEACTBA, 3apPETHCTPUPOBAHHBIE OO JHS BCTYIUICHUS B CHIIY
Hacrosiniero DefepasbHOrO 3aKOHA, ITOJIEKAT BKIKOYEHUIO B TOCYJAPCTBEHHBIE PEECTPbI
JIEKAPCTBEHHBIX CPEACTB C BHECEHUMEM YKa3aHHBIX B 4YacTu | crarbu 33 HACTOSALIETO
®denepanbHOrO 3aKOHA CBEJIEHUN 00 3THX JIEKAPCTBEHHBIX CPEIACTBaX 0e€3 MpPOXOXKIEHUS BHOBb
POLIeIyPbl TOCYAAPCTBEHHOMN PErUCTPaLMK JIEKAPCTBEHHBIX MPEMapaToB.

3. TocymapcTBeHHass perucrpanus JICKapCTBEHHBIX TIPENaparoB, 3a HCKIIOUYCHUEM
JIEKapCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO MPUMEHEHHUS, MPEJCTABICHHBIX Ha YKa3aHHYIO
PErUCTpaIrio 0 JHS BCTYIUICHUS B CHIIy HacTosero denepaibHOro 3aK0Ha, OCYIIECTBIISIETCS B
COOTBETCTBUM C HactosuuM dDenepaibHbIM 3aKOHOM Ha OCHOBAHHMM JOKYMEHTOB W JIaHHBIX,

MPEICTaBICHHBIX 10 JAHS BCTYIUJIEHHs B cuily HacTosimero denepanbHoro 3akoHa. (B pedaxyuu
®Dedepanvroco 3axona ot 11.10.2010 Ne 271-D3)

3!, TocynmapcTBeHHas perucrpanusl IEKapCTBEHHLIX MPENapaToB Ul MEIUIMHCKOIO
IPUMEHEHMS], MIPEICTABICHHBIX Ha TOCYJapCTBEHHYIO PETUCTPALUIO 10 JHS BCTYIUICHUS B CUILY
HacTosmero @denepanbHOTO 3aKOHA, W TOCYIApCTBEHHAs PETHCTpPallds  JIEKapCTBEHHBIX
MpernaparoB Il MEIUIMHCKOTO MPUMEHEHHUS, MPEICTABIEHHBIX Ha JKCIEPTU3Y JIEKapCTBEHHBIX
CpPEeICTB [0 JAHS BCTYIUIEHHMS B cCWiIy Hacrtosdmero ®deaepanbHOr0 3akoHa B LEIAX MX
MOCJENyIOUEN roCyIapCTBEHHOM PEerucTpanuu, OCyIIECTBIAIOTCS Ha OCHOBAHUM JOKYMEHTOB U
JAHHBIX, MPEACTABICHHBIX O JHS BCTYIUIEHUS B CHJy Hacrosiuero denepaibHOro 3aKoHa, a
TakkKe  3asiBICHUS O  TOCYJAapPCTBEHHOM  pPETUCTpallii  JICKapCTBEHHOTO  Tperapara,
MIPEICTaBICHHOTO TPOW3BOAUTENIEM JIEKAPCTBEHHBIX IMPEMapaToB WU YIOJIHOMOYEHHBIM UM
JUIIOM B COOTBETCTBUU C HacTOSIINM DefepanbHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN (eepanbHbIil
opraH UCHOJHUTENbHOU BiacTu 10 1 mapra 2011 rona, 6e3 TpedoBaHMs YIIIaThl FOCYIapCTBEHHOU
NOLUIMHBL, TMPEAYCMOTPEHHOM 3akoHonarenbcTBOM Poccuiickoit ®enepanuu o Hajlorax u
coopax. ([ononnenue uacmoio - Dedepanvuwviti 3axorn ot 11.10.2010 Ne 271-®3) (B pedaxyuu
Dedepanvroco 3axona ot 29.11.2010 Ne 313-D3)

32, TloaTBepsKaeHHE TOCYIAPCTBEHHON PErucTpaluK JIEKAPCTBEHHBIX IPENapaToB i
MEIUIMHCKOIO IIPUMEHEHMS, MPEICTABICHHBIX JUISI MOATBEPXKICHUS  TOCYIapCTBEHHOM
perucTpanuuy 10 JHsS BCTYIUIEHUS B CWIIy HacTosero denepanbHOro 3aKOHa, W MOATBEPXKACHUE
rOCYIapCTBEHHOM PErucTpalvy JEKAPCTBEHHBIX MpEnaparoB Il MEIUIMHCKOTO MPUMEHEHMUS,
MPEACTABICHHBIX Ha YKCIIEPTU3Y JEKAPCTBEHHBIX CPEACTB 10 JHS BCTYIUIEHUS B CHIIY HACTOSIIETO
@enepaIbHOTO 3aKOHA B LENAX IOCIEAYIOUIEr0 IMOATBEPXKICHUS HX TOCYIapCTBEHHOM
pEerucTpauuu, OCyIECTBISIOTCS HA OCHOBAHUU JOKYMEHTOB U JJAHHBIX, IPEACTABICHHBIX 10 JHS
BCTYIUIEHUSI B CUiIy Hacrosuiero denepanbHOro 3aKOHA, a TAK)KE 3asBJICHUSA O IOATBEPKICHUU
rOCY/IapCTBEHHOM PErHCTpalMK JEKAapCTBEHHOrO Ipemnapara, npeiIcTaBiIeHHOTO MPOU3BOAUTEIEM
JIEKAPCTBEHHBIX MpPEenaparoB WK YMOJIHOMOYEHHBIM MM JHUIOM B COOTBETCTBHUU C HACTOSIIIUM
®denepaibHbIM 3aKOHOM B YIOJTHOMOUYEHHBIN (eiepaibHbIii OpraH MCIOJHUTEIBLHON BIIACTH 0
1 mapra 2011 roga, 6e3 TpeGoBaHMS yIUIaThl FOCYJApPCTBEHHOW MOLLIMHBI, MPELYyCMOTPEHHOU
3aKoHOAaTreNbcTBOM Poccuiickoit @enepan o Hayorax u cbopax. ([ononnenue uyacmovio -
@eoepanvhwiii 3akon ot 11.10.2010 Ne  271-®3) (B pedaxyuu Dedepanvhoco 3aKoHA
o1 29.11.2010 Ne 313-®3)
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33, IlpuHsATHE pelleHHss O BHECEHHMM M3MEHEHHH B JIOKYMEHTHI, COfepIKaliuecs B
PETUCTPALMOHHOM JIOChE HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s MEAUIUHCKOTO
MIPUMEHEHUS U MPEJICTABICHHBIE 1O JIHA BCTYIUICHUs B CHIIy HacTosuero deaepaibHOro 3aKOHa,
Y IIPUHATHE PELICHHS] O BHECEHUN U3MEHEHHM B JOKYMEHTBI, COJIEPKALIUECS B PETUCTPALMOHHOM
JIOCbE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar sl MEIULIMHCKOTO NPUMEHEHUS U
IpPEAICTaBICHHBIE HA AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB /10 JHS BCTYIICHUS B CUITy HACTOSILIETO
deaepalibHOTO 3aKOHA, OCYILECTBIISIIOTCS HA OCHOBAaHUU JOKYMEHTOB U JAHHBIX, IPEACTABICHHBIX
JI0 JTHS BCTYIUIEHHUSI B CHIIy Hactosuiero deaepajbHOro 3aK0Ha, a TAK)KE 3asBJICHHUS O BHECECHUU
U3MEHEHUN B JIOKYMEHTBI, COJAEPKAIIUECS B PETHUCTPALMOHHOM JOChE HA 3apErMCTPUPOBAHHBIN
JIEKAPCTBEHHBIN Ipernapar il MEAUIMHCKOTO IPUMEHEHUS, MPEICTABICHHOIO MTPOU3BOAUTEIIEM
JIEKAPCTBEHHBIX MpenaparoB WM YMOJIHOMOYEHHBIM MM JHMIOM B COOTBETCTBHMU C HACTOSIIUM
®denepaibHBIM 3aKOHOM B YIOJTHOMOUYEHHBIN (efepaabHbIi OpraH MCIOJHUTEIBLHOW BIIACTH 0
1 mapra 2011 roga, 6e3 TpeGoBaHHUS yIUIaThl TOCYJApPCTBEHHOW MOLLIMHBI, MPELyCMOTPEHHOU
3akoHozaaresnbeTBOM Poccuiickoit depepanuu o Hanmorax u cobopax. (Hononnenue uacmoio -
@eoepanvubiii 3akon ot 11.10.2010 Ne  271-®3) (B pedaxyuu Dedepanbhoco 3aKoHA
o1 29.11.2010 Ne 313-®3)

3%, Belaua pasperieHuii Ha MpOBEJECHHE KIMHHYECKUX HCCIEOBAHUH JIEKapCTBEHHBIX
MpenaparoB Jyisi MEAUIIMHCKOTO NPUMEHEHUS IO 3asBJICHUSM, MOJAHHBIM JI0 IHS BCTYIUICHUS B
cuny Hactosmero denepanibHOro 3aKOHAa, a TAKXKE MO 3aSBICHUSIM, MOJAHHBIM MOCHE JHS
BCTYIUIEHUSI B CHIly HacTosiero denepanbHOro 3aKOHa HA OCHOBAaHUM HKCIIEPTHU3, MPOBEIECHHBIX
110 JHSI BCTYIUICHMS B CHITY HacTosiiero deaepaibHOro 3aKOHa, OCYIIECTBISIETCS B COOTBETCTBUU
¢ HacrosimuM DenepaibHBIM 3aKOHOM Ha OCHOBAaHHMM JIOKYMEHTOB W JAHHBIX, MPEACTABICHHBIX
WJIA TIOJYYEHHBIX JO0 JHS BCTYIUIEHUS B cuiy Hacrtosimero denepanbHOro 3akoHa, a TaKKe Ha
OCHOBAaHUM KOIIUM TPEIBAPUTEIHLHOTO JOTOBOPA O0S3aTENbHOTO CTPAXOBAHUS KU3HH, 310POBbS
NAlMEHTOB, YYaCTBYIOIIUX B KIMHUYECKOM HCCIEAOBAaHUU JIEKAPCTBEHHOTO IMperapara s
MEIUIIMHCKOTO TIPUMEHEHHSI, MJTH KOTIMH JIOTOBOPa 00s3aTEIIHHOTO CTPAXOBAHUSI KU3HH, 37I0POBHS
MAIMEHTOB, YYaCTBYIOUIMX B KJIMHUYECKOM HCCIIEIOBAaHUN JIEKAPCTBEHHOTO IIpernapara s
MEIUIIMHCKOTO TPUMEHEHHUs, JMOO TPEACTAaBICHHOW KOMWU JIOTOBOpa  00s3aTeIhbHOTO
CTpaxOBaHUsI, 3aKJIIOUYEHHOTO B COOTBETCTBHM C THIIOBBIMH TpaBUIaMU 00s3aTEIHHOTO
CTpaxoBaHMUsl, C YKa3aHUEM MPeIeIbHONM YUCICHHOCTH MAlMEHTOB, YYaCTBYIOIIMUX B KIMHUYECKOM
WCCJICOBAHUHU JICKAPCTBEHHOTO TIperapara is MEIWIIMHCKOTO MPUMEHEHHS, 0e3 TpeOOBaHMUS
YIUIaThl TOCYIAPCTBEHHOW MONUIMHBI, MPEAYCMOTPEHHOM 3aKOHOJATEIbCTBOM Poccuiickon

Odenepanuun 0 Hajgorax W cOopax. ([ononmenue uacmovio - DedepanbHvili  3AKOH
ot 11.10.2010 Ne 271-®3) (B pedaxyuu Dedepanvroco 3axona ot 29.11.2010 Ne 313-D3)

3°. 3aperucTpupoBaHHbIE B MHOCTPAHHON BAIIOTE [0 JHS BCTYILIEHHS B CHITy HACTOSILETO
@efepalIbHOTO 3aKOHA IMpEAENIbHBIE OTIYCKHBIE I[I€Hbl MHOCTPAHHBIX MPOWU3BOAMUTENICH Ha
JIEKapCTBEHHBIE Tpernaparbl, BKIIOYCHHbIC B MEPEUYCHb KU3HEHHO HEOOXOIMMBIX M Ba)KHEUIIUX
JIEKapCTBEHHBIX MpernaparoB, Moajexar mnepecuery B pyonu mo kypey LlentpanbHoro OaHka
Poccuiickoit ®denepanuu Ha nary, ycraHosiieHHyto [IpaBurensctBoMm Poccuiickoit @enepainu, 6e3
IPEJICTABICHUSl 3asBJICHUSA O IEPECUYETe LIEHbl C BHECEHUEM COOTBETCTBYIOIIMX W3MEHEHUU B
TOCYIapCTBEHHBIM peecTp MPEeAENbHBIX OTIYCKHBIX LEH MPOU3BOAUTEIEH Ha JIEKapCTBEHHBIE
Mpenaparsl, BKIIOUYEHHBIE B MEPEYCHb JKU3HEHHO HEOOXOAMMBIX M BAKHEUIIUX JIEKAPCTBEHHBIX
npenaparos. (ononnenue uacmoio - Pedepanvruiil 3axkor oT 11.10.2010 Ne 271-D3)

36. 3apeFI/ICTpI/Ip0BaHHI>Ie A0 OHA BCTYIUICHUA B CHUIIY HACTOALICTO @enepanbﬁoro 3aKOHa
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MpeAebHbIE OTIYCKHBIE LIEHbl POCCUUCKUX IPOM3BOAMUTENECH Ha JICKAPCTBEHHbIC Mpenaparsl,
BKJIIOUEHHBIE B MIEPEUYECHB KU3HEHHO HEOOXOIUMBIX M BaXKHEHIINX JICKAPCTBEHHBIX IMPENaparos,
nojyuiekar uuaekcauuu ¢ 1 HoaOps 2010 roma ucxoAs W3 MPOTHO3UPYEMOrO YPOBHS MH(IIALNH,
yctaHoBlieHHOTO DenepanbHbIM 3akoHOM OT 2 nekadpst 2009 roga Ne 308-D3 "O denepanbHOM
oromxkete Ha 2010 ron u Ha maHoBwid mepuon 2011 u 2012 ronos" Ha 2011 ron. (Jononnernue
yacmoio - Dedepanvrwiti 3axor oT 11.10.2010 Ne 271-D3)

37. Tocne 1 mapra 2011 roga He AOMyCKArOTCS MPOU3BOACTBO M BBO3 B Poccuiickylo
®denepanuio JEKapCTBEHHBIX MPENapaTroB B YIAKOBKaX C MAPKUPOBKOM, KOTOpas Obljla HaHECEHa
710 IHS BCTYIUIEHUs B cuity Hacrosiero denepanbHoro 3akoHa. [1o ncreueHnn ykazaHHOTO CpoKa
JaHHBIC JICKAPCTBEHHBIC Mpemaparbl MOTYT OTIYCKAaTbCS, PEaTN30BBIBATHCS, IEPENaBaThCs U
MPUMEHSTHCSA 70 UCTEUCHHS] X CPOKa TOAHOCTH. (ononnenue wacmoio - PedepanvHulil 3aKOH
or 11.10.2010 No 271-®3) (B pedaxyuu ¢edepanvuvix 3axkonos ot 29.11.2010 No 313-D3;
o1 06.12.2011 Ne 409-®3)

4. Co nHs BeryruieHus B cuily Hacrosimero ®denepanbHoro 3akoHa W no 30 ampens
2011 roma BKJIIOUMTENIBHO JOIYCKAETCS MPOBEICHHUE OHKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB
JKCIIEPTaMHM HKCIIEPTHOTO YUPEKJICHHS 1O NPOXOXKACHUS HMMHU arTecTalud B IOPSIKE,
YCTaHOBJIEHHOM YITOJIHOMOYEHHBIM (pe/iepanbHbIM OPTraHOM HUCIIOJIHUTEIBHOM BIIACTH.

5. Co nmHs BcTymuieHHs B cuiy Hacrosmiero deaepanbHoro 3akoHa u mo 31 mexaOps
2013 ropa BKIIIOUUTEIBHO OCYIIECTBISECTCS MEPEXO]l K MPOU3BOACTBY JIEKAPCTBEHHBIX CPEJCTB B
COOTBETCTBHUH C IMPABWJIAMH OPraHU3ALMHU MPOW3BOACTBA M KOHTPOJIA KauyecTBa JICKAPCTBEHHBIX
CpPEeICTB, yKa3aHHbIMA B 4dacTH | crarbu 45 Hacrosuero denepanbHOrO 3aKOHa, B IOJIHOM
oObeme. Cpoku mepexona NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB K HX MPOU3BOJICTBY B
COOTBETCTBHM C KOHKPETHBIMU TPEOOBaHUSAMHM JAHHBIX MPaBWJ, BKJIOYAs CPOKH aTTecTalluu
YIIOJIHOMOYEHHBIX JIMII, YKa3aHHBIX B 4acTsAX 6 u 7 crarbu 45 HacTosmero @eaepaibHOro 3aKoHa,
ycranasinuBarorcs [IpasurensctBom Poccuiickon denepanun.

6. JluueH3un Ha NTPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB, BBIJAHHbIE 10 1 sHBaps
2014 rona, neuctByrot nocine 1 saBapsa 2014 roga 10 ucreueHus: cpoka ux JEUCTBUS IPU YCIOBUU
COOTBETCTBUSI JIMIIEH3MATa IMpaBUJiaM OpPraHu3alld IPOU3BOJACTBA M KOHTPOJSA KayecTBa
JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIM B 4acTu | ctarbu 45 Hacrosuiero @eaepabHOrO 3aKOHa.

7. ®opmHupoBaHHWE TOCYIAPCTBEHHOTO  3aJaHMsl HA  MPOBEIACHUE  SKCIEPTHU3BI
JICKapCTBEHHBIX CPEACTB (peaepaabHOMy TOCYJapCTBEHHOMY OIOPKETHOMY YUPEXKIEHHUIO IO
IPOBEICHUIO SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U (hMHAHCOBOE OOECIEUEHHUE BBIMOJIHEHUS
ATOTO 3aJaHMsl OCYIIECTBISIOTCS B TOPSJKE, YCTAaHOBICHHOM @DenepanbHBIM 3aKOHOM

ot 12 suBaps 1996 roma Ne 7-®3 "O HekoMMepUeCKUX opraHm3anusx’. (/[ononnenue wacmoio -
@edepanvusiii 3akon o1 29.11.2010 Ne 313-D3)

[Ipe3nnent Poccuniickon Penepannu J.Mengenes
Mocksa, Kpemiib
12 ampens 2010 rona

Ne 61-®@3
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