IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
ot 28 okta0ps 2024 r. Ne 1437

MOCKBA

006 yrBep:knenuu [IpaBuJi yrBep:KIeHHUs NMepevHs MPOIIeIINX
perucTpaunuio B COOTBETCTBMHM ¢ npasoM EBpa3uiickoro
IKOHOMHUYECKOr0 C0K03a U (MJIH) 3aKOHOAATEeJIbCTBOM
Poccuiickoii @egepannu JeKAPCTBEHHbIX CPeACTB U (WJIH)
JIEKAPCTBEHHBIX MPENapaToB, B Ka4eCTBe ChIPbA /ISl IPOU3BOACTBA
KOTOPBIX (B mpouecce MPOU3BOACTBA KOTOPBIX) HCHOJIb3YeTCH
(papManeBTHYECKAsA CYyOCTAHIUA CIMPTA 3TUJIOBOIO (3TAHOJ)

B cootBercTBHEM coO cratheit 1792 HamoroBoro koaekca Poccuiickoit
®enepanuu [IpaBurenscTtBo Poccniickon @enepaiui MO0 CTAHOBJA S €T ¢

l. YTBepaures  npuiaraemeie  [IpaBuia  yTBepkIAeHHS — NIEpEUHs
MPOLIEAIINX PETrUCTPAalMI0 B COOTBETCTBUM € IpaBOM EBpasuiickoro
HKOHOMHUYECKOTO CO03a U (Win) 3akoHomaTenbcTBoM Poccuiickoit denepanuu
JIEKapCTBEHHBIX CPEACTB U (WIM) JIEKapCTBEHHBIX TIpenapaToB, B KadyecCTBE
CHIpbSl IS TPOU3BOJACTBA KOTOPHIX (B TpoIlecCe€ MPOU3BOJICTBA KOTOPHIX)
UCIIONIB3yeTCs (hapMarieBTUIecKast CyOCTaHITUS CTUPTA STUIIOBOTO (3TAHOM).

2. Peanuzanus ITOJTHOMOY U, IIPEyCMOTPEHHBIX HaCTOSIIUM
MMOCTAaHOBJICHUEM,  OCYIIECTBIISIETCS  COOTBETCTBYIONIUMHU  (peaepalibHbBIMU
OpraHamMM  MCIIOJIHUTEIBHOM  BJACTU B NpPEAENaX  YCTAHOBIJICHHOM
[IpaButensctBOM  Poccuiickonn  @enepauuu  OPENEIbHOW  YHUCICHHOCTH
UX pabOTHUKOB, a TakkKe OIOJDKETHBIX AaCCUTHOBAHUW, MPEIyCMOTPEHHBIX
OTUM OpraHaMm B ¢eaepabHOM OMOKeTe Ha PYKOBOJCTBO W YIIPaBICHUE
B c(hepe yCTaHOBIICEHHBIX (PYHKITUH.

3. Hactosmiee noctaHOBJI€HUE BCTyNaeT B cuity ¢ 1 suBaps 2025 T,
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
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IHPABHUJI A

YTBepPKACHUS MepevdHs MPomeAIuX PerucTpanuio
B COOTBETCTBHH C MpaBoM EBpa3uiickoro dkOHOMHUYECKOr 0 CO3a
U (nm) 3akoHoaaTeabCcTBOM Poccuiickoii @egepannm JieKapCcTBEHHBIX
CpeacTB U (MJIM) JeKAPCTBEHHBIX MPENapaToB, B Ka4eCTBe ChIPbS
AJIS IPOU3BOACTBA KOTOPBIX (B Mpouecce NPOM3BOACTBA KOTOPBIX)
HCNOoJIb3yeTcsl (papManeBTHUYECKAsA CYOCTAHIIUA CITUPTA ITUJI0BOI0 (3TAHOJ)

1. Hactossmue IlpaBuiia  yCTaHAaBIMBAKOT —TOPSAOK M KPUTEPHUHU
YTBEPXKACHHS TIEPEYHs MPOIICAININX PETUCTPALMIO B COOTBETCTBUU C IPABOM
EBpazuiickoro = 3KOHOMHYECKOTO0  COoro3a M (WIM)  3aKOHOJAaTeIbCTBOM
Poccuiickoit denepanuini JIEKapCTBEHHBIX CPEACTB U (WJIM) JI€KaApCTBEHHBIX
MpenapaTroB, B KadyeCcTBE ChIPbs I IPOU3BOJACTBA KOTOPBIX (B mpouecce
MPOU3BOACTBA KOTOPBIX) HCHOJIb3yeTcsl (apMaleBTHUUECKass CyOCTaHIUsS
CIIMpTa JTWIOBOrO (dTaHON) (Hajiee - TEepedYeHb), B LEIAX MOJTYUYCHUS
CBHICTEIbCTBA, MPEAYCMOTPEHHOro cTatheit 1792 HamoroBoro komekca
Poccuiickon ®@enepanumn.

2. BKIIOYEHUIO B TIEPEUCHb IMOJJIEKAT JIEKAPCTBEHHBIE CPEACTBA
IS MEAWLUHCKOTO TPUMEHEHUS, BKIIIOUEHHBIE B TOCYJApCTBEHHBIA peecTp
JCKApCTBEHHBIX CPEICTB I MEIULUHCKOTO MPUMEHEHHS B COOTBETCTBHH
co crarbeil 34 @enepanbHoro 3akoHa "OO 00pallleHuH JEKApCTBEHHBIX
cpeacTB" (mayee - JIEKapCTBEHHBIE CPENCTBA), M JICKAPCTBEHHBIC IpENapaThl
I MEIUIIMHCKOTO TPHMEHEHHUS, 3aperuCTPUPOBAHHBIE B COOTBETCTBUU
C MEXIYHapOAHBIMH JIOTOBOpAaMH H aKTaMH, COCTABIIAIOIIMMHU TIPaBO
EBpazuiickoro  3KOHOMHYECKOr0  CO03a, W (WJIHM)  3aKOHOJATEIbCTBOM
Poccuniickoit ®denepannu, BKIIOYEHHBIE COOTBETCTBEHHO B TI'OCYIAPCTBEHHBIN
peecTp  JIGKapCTBEHHBIX  CPEACTB I MEOUIIMHCKOTO  IPUMEHEHUSA
U (UTM) €OWHBIA pEeecTp 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpazniickoro 3KOHOMHYECKOr0 COr03a (Jajnee - JIEKApCTBEHHbIE IMperaparhl),
COOTBETCTBYIOIIHNE OJHOBPEMEHHO CIEAYIOIIUM KPUTEPHUSIM:



a) B COCTaBe€ JIEKapCTBEHHOI'O CPEICTBA, JIEKAPCTBEHHOI'O IIpernapara
COJICP)KUTCS OTWJIOBBIM CIUPT, OOBEMHAs JONs KOTOPOTO COCTaBIsieT
6omnee 20 IPOIICHTOB;

0) pyHKIMOHAIBHOE HAa3HAYEHHUE CHUPTOCOJEPIKAIIETO JIEKAPCTBEHHOTO
npenapara B COOTBETCTBHM C MHCTPYKIHMEW MO €ro MPUMEHEHHIO HE CBSI3aHO
c ynoTpeOiieHrneM ero BHYTpPb u (1n) (UBUKO-XUMHUYECKHUE
U OpPraHoOJIENTUYECKUE XAPAKTEPUCTHKU CHUPTOCOAEPHKAIIETO JIEKAPCTBEHHOTO
npenapara, yKa3aHHble B HOPMAaTMBHOM JOKYMEHTAllMHM, COTJIACOBAaHHOM
MuHucTepcTBOM 31pPaBOOXPAHEHUSA Poccutickon denepanuu
(mms JexapCTBEHHBIX MpenaparoB Uil  MEAMIMHCKOTO  IPUMEHEHUs),
UCKIIIOYAIOT BO3MOXXHOCTb €ro yHnoTpeOJeHUss B KAaueCcTBE 3aMEHHUTENS
AJIKOTOJIBHOW MPOAYKIHH.

3. ®opMUPOBAHUE TMEPEUHS OCYLIECTBISAECTCS HA OCHOBAHUU PEIICHUU
oOpa3oBaHHONH MmuHHCTEPCTBOM 37paBooxpaHeHuss Poccuiickoit Pepeparuu
KOMUCCHMH 1O  (OPMHUPOBAHHUIO TEPEYHS  MPOLIEAIINX  PETUCTPAIHIO
B COOTBETCTBUM ¢ TMpaBoM EBpa3uiickoro 3SKOHOMHYECKOTO  COO3a
u (mnm) 3akoHonarenscTBOM Poccuiickoin denepaiiu JIEKapCTBEHHBIX CPEACTB
U (WIM) JIEKapCTBEHHBIX IPENapaToB, B KayeCTBE ChIPbA AJI1 IPOU3BOACTBA
KOTOPBIX (B MpOIEcCce MPOU3BOJICTBA KOTOPBIX) HCIIONB3yeTCs (hapMarieBTUIecKas
cyOCTaHIIUS CIUPTA ATHIIOBOTO (3TAHOM) (anee - KOMUCCHS).

4. Opranu3alroOHHO-TEXHUYECKOE 00ecredeHne AesITeNbHOCTH KOMUCCUHT
ocyIuiecTBIIsIET MUHUCTEPCTBO 31paBooxpaneHus Poccuiickoit denepanumn.

5.B COCTaB KOMHMCCHH, YTBEPKIAECHHBIN MuHucTepcTBOM
3apaBooxpaHeHust Poccuiickoit ®dexepanuu, BKIOYAKOTCA MPEICTABUTEIN
MunucrepctBa 3apaBooxpaHeHust Poccuiickor @enepanuu, MuHHCTEpCTBa
IIPOMBIIUICHHOCTH U ToproBnu Poccuiickonn ®enepaunu, Mwunucrepcrsa
¢unancoB Poccuiickort Denepanuu, DenepanbHOl CITy)XOBI O KOHTPOIIO
32 QJIKOTOJIbHBIM M Ta0ayHbIM pbIHKamMu, PenepasbHONl aHTUMOHOMOJIBHOMN
cyx0b1, DenepanbHON CIYKOBI MO HAT30py B cdepe 3apaBOOXpaHEHUS,
®denepalbHON TaMOXXEHHOW CIyKObl H  (eAepalbHOr0 TOCYJapCTBEHHOTO
OropkeTHOrO  yupeknaeHus  "Haydplii  IEHTp  OKCHEPTU3BI  CPEICTB
MEIUIMHCKOr0 mpuMeHeHus" MuHHUCTepcTBa 3ApaBooxpaHeHus Poccuiickon
denepanum.

B ciydyae HEBO3MOXXHOCTHM y4acTHsl WJ€Ha KOMHCCHM B €€ 3acelaHHhH
pykoBoauTeneM  (enepanbHOro oOpraHa HMCIOJHHUTENBHOM BIACTU  WIIU
OpraHu3alliM, YKa3aHHbIX B a03alle MEepBOM HACTOSAIMIEr0 IYHKTa, 4Yel
MIPEJICTABUTENIb HE MOXET TMPUHATh Yy4YacTHE B 3aCeJaHUM KOMUCCHH,



Ha3HA4YaeTCs WHOW MPEICTAaBUTENb IS y4acTHs B 3acelaHWU KOMHCCHH 0Oe3
HE00XOAMMOCTH BHECEHHS] I3MEHEHHI B COCTaB KOMHCCHH.

6. Pemennss xomMuccun O BKIIIOYCHHH B TEPEUYCHb WM 00 MCKITFOUECHUH
U3 TEepeYHs JIEKapCTBEHHBIX CPEACTB H (MJIM) JIEKAPCTBEHHBIX IPENapaToB
NPUHUMAIOTCS Ha 3acCEJaHUsX KOMHMCCHUM Ha OCHOBAHMHM €JUHOITIACHOTO
pemieHuss W OQOPMIIAIOTCS  TPOTOKOJIOM Ha  OyMaXHOM  HOCHUTEINE,
MOANMKMCHIBAEMBIM MIPEACENATENBCTBYIOIIMM Ha 3aCETaHUA KOMHCCHH.

7. JlekapCTBEHHBIE CpPEACTBA M JIEKAPCTBEHHBIE INpenapaThl BKIFOYAKOTCS
B IIEPEUEHb C YKAa3aHUEM MEXIYHAapOJIHBIX HENATEHTOBAHHBIX HAMMEHOBAHUH,
a IpU MX OTCYTCTBUM - TPYNIHPOBOYHBIX WJIM XUMHUYECKHX HaWUMEHOBaHUI
C yKa3aHMeM JIeKapcTBeHHON Qopmbl (PopmMBI  BBIMyCKa), a Takke
IIPU HEOOXOMMOCTH 00bEMa NEPBUYHON YIIAKOBKH.

8. ®opMHUpPOBAaHHE NEPEUHSA OCYIIECTBIACTCS W3 YHUCIA JIEKAPCTBEHHBIX
CpelcTB M (MJIM) JIEKAPCTBEHHBIX MPENapaTOB HA OCHOBAHMM MPENJIOKEHUI
YJICHOB KOMHUCCHH, a TAK)K€ Ha OCHOBAHWUU NPEICTABICHHBIX MTPOU3BOAUTEISIMU
JIEKapCTBEHHBIX CPEICTB WIM AeprKaTeasiMu (BiaJenbllaMu) PErucTpalioOHHBIX
YIOCTOBEPEHUN  JICKAPCTBEHHBIX  MpemapaTtoB  (Jaiee -  3asiBUTEIIN)
B MunuctepctBo 3apaBooxpaHeHust Poccuiickoit denepanuun Ha OyMaKHOM
HOCHUTEJIE JUYHO 4Yepe3 OHKCIEIULHUI0, MMHCbMOM IOCPEACTBOM MOYTOBOTO
OTIPABJICHUS UJIM B 3JIEKTPOHHOU (pOpME 1O TeIEKOMMYHUKAIMOHHBIM KaHajdam
CBSI3M, BKJIIOYAs 3JIEKTPOHHYIO MOUTY, MPEAIOKEHUI O BKIFOUEHUU B TIEPEUYCHb
JIEKapCTBEHHBIX CPEIICTB u () JI€KapCTBEHHBIX IpenapaTon
(00 MCKIIIOYEHUHU U3 MEPEUHs JIEKapCTBEHHBIX CPEICTB U (M) JIEKAPCTBEHHBIX
npenapaTtoB) (Jajiee - MpeIoKEeHHE).

9. UckitoueHre W3 TEpedyHs  JIEKapCTBEHHBIX  CPEACTB U (WIH)
JIEKapCTBEHHBIX MPENapaTOB OCYLIECTBISETCS IO PEIIEHUI0 KOMHUCCUU
Ha OCHOBAaHMU MOCTYNUBLIMX MPEMJIOKEHUN WIM TPEACTABICHHONW YJIEHOM
KOMUCCHUH HH(OpPMAIIM O HECOOTBETCTBHM COJEP)KAILETOCS B IEpeuHe
JEKapCTBEHHOI'O  CPEACTBA,  JIEKAPCTBEHHOI'O  Mpernapata  KpUTEpHUsIM,
YCTaHOBJICHHBIM ITYHKTOM 2 HacTosmux [Ipasui.

B ciywae ecnum npennokeHue 00 HUCKIIOYEHHMM U3 IEPEYHA
JIEKapCTBEHHOI'O CpeACTBa U (WIM) JIEKQpCTBEHHOr'O IIpernapara IMOCTYIHIO
HE OT 3asgBUTENs, MO MPEUIOKEHUIO KOTOPOro JEKapCTBEHHOE CPEICTBO
U (WIK) JIEKapCTBEHHBIM Ipenapar ObLIM BKJIIOYEHBI B IEPEYEHb, JAHHBIN
3asiBUTENb  YBEIOMJISIETCS O TOCTYIUIEHMM  YKa3aHHOTO  MPEJIOKEHUS
(c mpuioXeHWeM K  yBEJOMIIEHHIO KOMHMHM  JAHHOTO  MPEIJIOKECHHS
1 OOOCHOBBIBAIOUIMX MAaTE€pUAlOB), JaT€ €ro pacCMOTPEHHUS KOMHCCHER
Y TPUTJTIAIAeTCs JUIsl y4acThus B 3aCeJaHMM KOMHUCCUU IO JAHHOMY BOIPOCY



MOCPEJICTBOM  MOYTOBOIO  OTHPABICHHUS WM B  DJIEKTPOHHON  (opme
110 TeJIEKOMMYHHUKAI[MOHHBIM KaHaJIaM CBSI3U, BKJIFOYAsl JIEKTPOHHYIO TIOUTY.

10. B npenyoKeHusax yKa3bIBatOTCH:

a) HAUMEHOBaHUE  JIEKAPCTBEHHOTO cpeactBa  (MEXIyHapoJIHOE
HEMaTEHTOBAaHHOE, WM TPYNIUPOBOYHOE, WM XHUMHYECKOE M TOPIroBOE
HaWMEHOBaHUSI) (JJ1s1 TI€KAPCTBEHHBIX CPEJICTB);

0) HAaUMEHOBAaHWE  JICKAPCTBEHHOTO  TMpemnapara  (MEXIyHapOIaHOE
HEMaTEHTOBAaHHOE, WM TPYNIUPOBOYHOE, WM XHUMHYECKOE M TOPIroBOE
HAaMMEHOBAaHHS) C YKAa3aHUEM €ro JIEKapCTBEHHOW (OpPMBI M TO3UPOBKHU
(s MeKapcTBEHHBIX TPENaparoB), a TakkKe O00beMa IMEePBUYHON YIAaKOBKH
(10 MPUMEHUMOCTH);

B) HAUMEHOBaHUE MIPOU3BOAUTEIIA JIEKapCTBEHHOT O CpencTBa,
JICKapCTBEHHOTO Mpemnapara, WACHTH(PUKAITMOHHBII HOMEp HaJOTOIUIaTENbIINKA
U OCHOBHOW TOCYAApCTBEHHBI PErMCTPALlMOHHBIA HOMEp MPOU3BOIAUTENS
JIEKapCTBEHHOI'O CPE/ICTBA, JIEKAPCTBEHHOIO MIpenapara;

T) CBeZIeHHUs] 00 MCIOIB30BaHUU (hapMaleBTHUECKON CyOCTaHIIMH CIHpTa
ATUJIOBOTO (3TaHONa) B KA4yeCTBE CHIPhA IJis1 TMPOU3BOACTBAa (B IIpoliecce
MIPOU3BOJICTBA) JEKAPCTBEHHBIX CPEJICTB, JIEKAPCTBEHHBIX MPENapaToOB, B TOM
quciie 00bEMHOM J10JI€ 3THJIOBOTO CIIMPTA B COCTABE JIEKAPCTBEHHOT'O CPECTBA,
JIEKapCTBEHHOI'O Mpenapara.

11. Kaxxtoe npemyiokeHue OLICHWBAETCSI KOMHUCCHUEM Ha COOTBETCTBUE
KpUTEpPHUSM, YCTAHOBJIEHHBIM IIYHKTOM 2 HactrosAmux IlpaBun, mnomHOTY
U JOCTOBEPHOCTh MPEJICTABIEHHON MH(pOPMAIMK O JEKAPCTBEHHOM CpEICTBE,
JIEKapCTBEHHOM IIpenapare.

B cnydae BBISBIEHHS B MPENCTABICHHBIX B COOTBETCTBUU C IyHKTOM 10
HacTosimmx [IpaBuil CBeNEHMSIX HECOOTBETCTBUSA KPUTEPUSM, YCTAHOBIEHHBIM
nyHKTOM 2 Hactosimux [IpaBui, u (Wiam) HETOCTOBEpHOW M (MJIM) HEMOJTHOU
uHpopmanuu komuccuss B TeueHue 10 pabouux JHEH Mocie MpOBEACHUS
3aceaHus, HA KOTOpPOM Obla BBHISBICHA Takas HHQOpMAIlUs, HaIpaBIseT
3agBUTENIO 3ampoc 00 YTOYHEHWH YyKa3aHHOM HH(popManmuun Ha OyMa)XHOM
HOCHUTEJIE MOCPEACTBOM IOYTOBOIO OTIIPABICHUS WJIM B JJIEKTPOHHOH (opme
110 TeJIEKOMMYHHUKAI[MOHHBIM KaHaJIaM CBSI3U, BKJIFOYAsl JIEKTPOHHYIO TIOUTY.

12. 3asiBuTeNns O0053aH MPEACTaBUTh OTBET HA 3alpoc, YKa3aHHbBIN
B nyHkre 11  Hacroammx  IlpaBwi, B CpOK, HE  MPEBBIIAIONIUN
10 paGoumx mgHEW co JHSA €ro TMoiydeHusa. B ciydae HempeacTaBieHUs
3asiBUTEJIEM B YKa3aHHBIM CPOK OTBETa Ha 3alpoC MPEI0OKEHUE HE MOMJIEHKHUT
nanpHEWIleMy paccMoTpeHuto. I[lpu 3ToM MpenIoKeHHEe MOXKET ObITh
HaIlpaBJIeHO 3asiBUTEJIEM ITOBTOPHO.



13. 3acenannsa KOMHCCUM IIPOBOAATCS HE PEXKE OJHOrO pa3a B KBapTal
(mo 20-ro uwmcna 3-ro Mecdla KBaprajga) MNpU HAIWYUU NPEAJIOKEHUH,
MOCTyNUBIIMX 10 15-ro uymcnma 3-ro Mecsua ksaprana. IIpemnoxenus,
MOCTyNUBIIKAE mocie 15-ro umcna 3-ro Mecsla KBapTaja, pacCMaTpPUBAKOTCS
Ha 3aceJaHuM KOMHUCCHUH B CIIEIYIOIIEM KBapTaJe.

14. ChopmupoBaHHBI HAa OCHOBAaHWUHM PEIMICHUNA KOMHUCCHH TIEPEUYCHB
Y BHOCHMBIE B MEPEUEHb W3MEHEHUsl YTBEPHKAAOTCS MpPUKa3oM MUHUCTEpCTBa
3npaBooxpaHeHus Poccuiickoit deaeparuu 1 pazmeniaroTcss Ha 0(QUIIMATEHOM
caute  MwunHucrepctBa  3apaBooXpaHeHus — Poccuiickon denepanun
B HMH(POPMAIMOHHO-TEIEKOMMYHUKAIMOHHOW ceTn "MHTepHer" B TedeHue
10 pabGoumx nHed co JHA OQHUIMATBEHOTO OMyOJIMKOBaHHUS TpHUKa3a
MunucrepcTBa 3apaBooxpanenuns Poccuiickoit denepanuu.




