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MockBa

00 yrBepxaenuu [ooxxeHUsT 0 MeKBEIOMCTBEHHOH KOMUCCHH
10 onpe/ieJIeHHI0 1eeKTYPhI KM PHCKA BOSHHKHOBEHHU Je(eKTyphI
JIEKaPCTBEHHBIX NPENAapaToB B CBSA3H C BBeJleHHEM B OTHOLIeHNHU Poccuiickoii
Dejepalinu OrpaHUYHTENLHBIX MeP IKOHOMHYECKOT0 XapaKTepa
¥ (POpPM 3aKII0UeHHH YKA3aHHOMH MeKBEIOMCTBEHHOI KOMHCCHH 00 ONpe/eIeHuH
fe(peKTYpbl HIH PHCKA BOSHHKHOBEHHS 1e(eKTypbI JIeKapCTBEHHBIX NPENapaToB
ISl MEMIMHCKOI0 NPUMEeHEeHMsI C yKa3aHueM HauMeHOBaHMii (MeXXIyHaPOXHbIX
HeNaTeHTOBAHHBIX, HIH XHMHY€CKHX, HJIH IPYNNHPOBOYHbIX), UX GOPM, 103HPOBOK,
HaJIMYHH TepaneBTHYECKHX aHAJIOI0B, TPeOyeMbIX 00LEMOB /ISl LeJieli BBO3a B
Poccuiickyio @ejrepannio H B HHBIX CJIy4Yasix 06palIeHns JeKapCTBEeHHbIX
NpenaparToB, 0 BO3MOKHOCTH (HEBO3MOKHOCTH) BLIIaYH pa3pelIeHusi Ha BpeMeHHoe
oOpalenne cepun (IAPTHH) JeKAPCTBEHHOr0 NPENapaTa, He 3aPerHCTPHPOBAHHOIO
B Poccmiickoii @exepannn, HMeI01ero 3aperucTpupoBannbie B Poccuiickoi
@Deaepanuy aHAJIOTH 110 MEKIYHAPOIHOMY HENATEHTOBAHHOMY HAHMEHOBAHMIO
H Pa3pemeHHoro s MeJHIHHCKOr0 IPUMEHEH s HA TEPPUTOPHHM HHOCTPAHHBIX
rocyaapcrs ynoJITHOMOYeHHBIMH OPraHaMM COOTBETCTBYIOIINX HHOCTPAHHBIX
rocy1apcTB, H 0 BO3MOXKHOCTH (HEBO3MOKHOCTH) NePeBO3KH, Pealu3alluu, Nepeaavn
H 10 OKOHYaHHA CPOKA rOIHOCTH XPaHEHMs, 0TIYCKa, PO3HUYHOI TOProB.au (B TOM
YHCJie JHCTAHIHOHHBIM CIIOCO00M), NPHMEHEHHUS 3aPerHCTPHPOBAHHBIX B
Poccuiickoii @enepanun JeKapCTBEeHHBIX MPENAPATOB B YIIAKOBKAX,
NpeHa3sHA4YeHHbIX Ui 00pauleHHsl B HHOCTPAaHHbBIX FOCyJapcTBax

B cooTBeTCTBUM € MyHKTOM 2 0COGEHHOCTEH BHECEHHS M3MEHEHHH B JOKYMEHTSI,
COAepXKalNECss B PETUCTPALIMOHHOM [OChE€ Ha 3apETHCTPHPOBAHHBIN JIeKapCTBEHHBIH
npernapar i MEAMIMHCKOIO INPUMEHEHHS, B Ccly4dae JedeKTYpel HIM PHCKa
BO3HHKHOBEHHUS JE(QEKTYyphl JEKapCTBEHHBIX IIPENMApaToB B CBA3H C BBEACHHEM
B orHomeHUH Poccuiickod @enepalii OrpaHHYMTENBHBIX Mep 3KOHOMHYECKOTO
XapaxTepa, YTBEPXKICHHBIX rnocTaHoBieHueM [IpasurensctBa Poccuiickoit Mepepanun
or 23 mapra 2022 r. Ne 440, nyuxramu 2, 22, 23 u 35 ocoGeHHOCTEH oOparnieHus
JICKapCTBCHHBIX CPEACTB 1J1 MEAULUHCKOTO IPUMEHEHHS B ClIydae NeeKTYpPhI HIIH PUCKa
BO3HMKHOBCHHS. [I€(EKTYphl JIGKAPCTBEHHBLIX IIPENapaTOB B CBS3H C BBEJCHHEM
B oTHOmeHMH Poccuiickoit ®Denepaniyi OrpaHMYMTENBHBIX MEDP SKOHOMUYECKOTO




XapakTepa, YTBEpXKICHHBIX mocraHoBieHMeM lIpaButenbcrBa Poccuiickoit ®epepanuu
or 5 anpens 2022 r. Ne 593, u nynkroM 2 mocraHoBieHus IlpaBurensctBa Poccuiickoit
®enepauuu ot 28 mexabps 2024 r. Ne 1964 «O BHeceHMM M3MEHEHHS B IIOCTAHOBICHHUE
ITpaBurenscTBa Poccuiickoit @enepanuu ot S anpens 2022 r. Ne 593», npu ka3 B B a 10:

1. YTBepauTs:

ITonoxeHnne 0 MEXBEIOMCTBEHHOH KOMHCCHHM II0 OIpEACICHHIO AeDEKTYpHI
WIIA PHCKA BO3HMKHOBEHHS A€(PEKTYpHI JEKapCTBEHHBIX MPENapaToB B CBA3H C BBEICHUEM
B oTHOmeHUMH Poccuiickoi @enepaludl OrpaHHYUTENBHBIX MeEpP JKOHOMHYECKOTO
XapakTepa (Janee COOTBETCTBEHHO — [lonokeHHe, MEXBEIOMCTBEHHAsh KOMHUCCHS)
COIJIaCHO MPUJIOKEHHUIO Ne 1 K HacTosIIeMy MTpHKa3y;

GopMy 3aKIIOYEHMS MEXBEIOMCTBEHHOH KOMHCCHU 00 ONpefeneHMd Ae(eKTyphl
WM PUCKAa BOSHMKHOBEHHs NE(EKTYpHI JIEKapPCTBEHHBIX MPEMapaToB A MEAUIMHCKOIO
NPUMEHEHHs] C YKa3aHHEM HaMMEHOBAHUM (MEXIYHApPOAHBIX HENMAaTEHTOBAaHHBIX,
WIA XHMHYECKHX, MIH TPYNIMPOBOYHBEIX), HUX (OpM, HO3HPOBOK, HAIHYHS
TEPaNeBTUYECKUX aHAJIOroB, TpeOyeMBIX OOBEMOB I Lenedl BBO3a B POCCHICKYIO
@enepalMi0 M B HHBIX CIIy4asX OOpAILCHHUS JIEKAPCTBEHHBIX IIPENapaToB COIIACHO
HIpUIOKEHHIO Ne 2 K HacTosIIEMY NPUKa3y;

¢opMy  3aKIIOYEHUS ~ MEXKBEAOMCTBEHHOM  KOMHCCHH O  BO3MOXKHOCTHU
(HEBO3MOXXHOCTH) BBIIAYM pa3pelllcHWs Ha BPEMEHHOE OOpalleHMe CcepuM (IapTHH)
JCKapCTBEHHOIO Hpernapara, HE 3aperucTpupoBaHHOro B Poccuiickoir ®Denepaium,
HUMEIOLIETO 3apETUCTPUPOBAHHBIC B Poccuiickoi ®denepanumn aHaJIOrU
N0  MEXAYHapOAHOMY  HENAaTeHTOBAHHOMY  HAaMMEHOBAHHI0 W  Pa3pelICHHOI'O
AJI1  MEQULUHCKOIO TNPUMEHEHHS Ha TEPPUTOPHMM HHOCTPAHHBIX  TOCYJapCTB
YIIOJTHOMOYEHHBIMH OpTraHaMH COOTBETCTBYIOLIUX HHOCTPaHHBIX T'OCYIapCTB, COTIACHO
NpUnoXeHHIO Ne 3 k HacTosIIIeMy IIPHKa3y;

QopMy  3aKIIOYEHHMS  MEXBEIOMCTBEHHOM  KOMHCCMM O  BO3MOXHOCTH
(HEBO3MOXXHOCTH) TIEPEBO3KM, pealM3alliy, Nepeaadd M 10 OKOHYAHMS CPOKA TOJHOCTU
XpaHEeHUs, OTIYCKa, PO3HHYHOM TOPrOBIH (B TOM YHCIIE AMUCTAHIHOHHBEIM CIIOCOGOM),
NPUMEHECHHUS  3apeTUCTPHPOBAaHHBIX B Poccuiickoil ®@enepauuu  JIeKapCTBEHHBIX
IpenapaToB B YNAKOBKaX, IMPEIHA3HAYEHHBIX Ui OOpalleHWs B HHOCTPAHHBIX
rOCyAapCTBaXx, COrJacHO IMPHUI0KEHUIO Ne 4 K HaCTOAIIEMY IPUKA3Yy.

2. Hacrosumii npuka3 geiictByer no 31 gexkaOps 2027 r. 3a HCKIIOYEHUEM ab3ana
IATOrO MyHKTa 1 HACTOSILIETrO IPHKa3a, MOANYHKTOB 3 U 4 myHKTa 4, HOAMYHKTOB 3 H 4
NyHKTa 9, MOANYHKTa 5 myHKTa 12 (B 9acTH mpuioxenus Ne 4 K HaCTOSIIEMY IIPUKa3y),
ab3aua TpeThero MyHKTa 15, ab3aLeB BTOporo (B yacTi noamyHkra 3 myskTa 4 ITonoxenus)
1 TpeTbero myHkTa 18 Ionoxenns, ab3ana nepeoro myskra 19 (B yactu npuinoxenus Ne 4
K HacTosiIeMy npukasy) [lonoxepns, koTopbie xeicTByoT 10 31 mexabps 2025 r.

Mununctp M.A. Mypamixo




IIpunoxenue Ne 1
K IIpuka3zy MUHHCTEpCTBA 31paBOOXpaHEHHUS
Poccuiickoit @enepanun
ot «1H u{/(/W/W/C 2025 r. Ne 7557

ITosoxeHne 0 MeKBEIOMCTBEHHOH KOMHCCHH 10 ONpeIesieHHI0 Ae(eKTypPhI
HJIH PHCKA BO3SHHKHOBEHHS [1e(PeKTyphbI JIeKapCTBEHHbIX NPENapaToB B CBSI3H
¢ BBeleHHeM B OTHoWeHHH Poccniickoii Penepanuy orpaHHYHTEIbHBIX Mep
IKOHOMHMYECKOI'0 XapaKrepa

1. JlexapCTBEHHBIE [IpernapaTsl JUIS MEIULHUHCKOTO IPUMCHECHHUS
(namee — JeKapCTBEHHbIE IIpenapaThl), B OTHOIIEHHM KOTODBIX MEXBEIOMCTBEHHOM
KOMHCCHEH [0 ONpENETEHUI0 JepEeKTyphl HIM PHCKA BO3HMKHOBEHMS Oe(EKTYpHI
J€KapCTBEHHBIX NPETIAPATOB B CBA3U C BBEICHHEM B OTHOIIEHUH Poccuiickoit ®denepainu
OTPaHWYUTENbHBIX MEpP DJKOHOMHYECKOIO XapakTepa (lajjee — MEXKBEIOMCTBEHHAS
KOMHCCHUsI) ompeneneHa JedekTypa HIM pPHCK €€ BO3HMKHOBEHMS C yKa3aHHEM
HaVMEHOBAaHUM (MeXTyHapOIHBIX HENaTeHTOBAHHBIX, WIH XUMHUYECKUX,
WM TPYIIMPOBOYHEIX), MX (OPM, IO3UPOBOK, HATHYUS TEPANEBTHYECKHX aHAJIOTOB,
TpebyeMeIXx 06beMOB i Henei BBoza B Poccuiickyro @enepanuio U B HHEIX CITy4asx
OOpallieHUs TEKapCTBEHHBIX TIpeHapaToB, B TedeHne 10 pabouux aHel O JHSA MPHHATHS
COOTBETCTBYIOILICTO DEIICHUS BKIIIOYAIOTCA B I€pedeHb JIEKAPCTBEHHBIX IIPEIApaToB
(mamee — mepeveHb), KOTOpHIH pa3Melaercss Ha oduUHanbHOM caiite MuHHCTEpCTBA
3apaBooxpaHeHust Poccuiickoit @enepanun B MHGOPMALMOHHO-TEIEKOMMYHHKALMOHHOM
ceru «HurepHer» (mamee — obHIMANBHBIN caliT) Ha TOpTale IO BENCHHIO
TOCYyJapCTBEHHOTO pEeeCTpa JEKApCTBEHHBIX CPeACTB' M MEIMLHMHCKOTO MPHMEHCHHS
B paszene «KypHam» A7 aBTOPH30BaHHEIX MOIb30BaTENCEH.

2. TlepeyeHb mpuMeHseTCs I Ueleil oOpauleHHs JEKapCTBEHHBIX CPEACTB I
MEIHUIMHCKOTO IPUMEHEHUS B COOTBETCTBUHU C:

1) mocranosnenuem IlpaButenscra Poccuiickoit ®enepauuu or 23 mMapra 2022 r.
Ne 440 «OO6 yTBep)IE€HHHM OCOOCHHOCTEH BHECEHHs MW3MEHEHHMH B JOKYMEHTHI,
CoACpXKalMeCs B PETUCTPALMOHHOM JOChE Ha 3apeTUCTPUPOBAHHBIN JI€KAPCTBEHHBIN
npenapar Uil MEJULMHCKOrO MNPHMEHEHHS, B Cilydae JedeKTypbl HIM pPHCKa
BO3HHKHOBEHHSI JIE€(QEKTYyphl JIEKAPCTBEHHBIX IIPENApaToB B CBS3M C BBEACHHEM B
oTHOIIeHUH Poccuiickoi Peepalyy OTrpaHHIHTENLHBIX MEP 9KOHOMUYECKOTO XapakTepay»
(cpok neiictBus no 31 nexabpst 2027 1.);

2) nocranoenenueM [IpasutenscTBa Poccuiickoit ®enepamuu ot 5 anpens 2022 r.
Ne 593 «O6 ocobeHHOCTAX OOpalieHHs JEKapPCTBEHHBIX CPEACTB IS MEIMIMHCKOTO
NPUMEHEHHUA B CIIy4ae Ae(EKTYpPhI HIIM PUCKA BOSHHKHOBEHHUS 1€()eKTypEI IeKapCTBEHHBIX
NpenapatoB B CBA3M C BBEACHHCM B oTHOomeHMH Poccuiickoit ®enepauun

! Cratbs 33 depnepanbHoro 3axona ot 12.04.2010 Ne 61-03 «06 o0paleH1H IeKapCTBEHHBIX CPENCTBY.




OrPaHHYHMTEILHBEIX MEP JKOHOMHYECKOIO XapakTepa» (Hajee — IIOCTaHOBJICHHE
ITpasurenscTBa Poccuiickon ®enepanuu ot 5 ampens 2022 r. Ne 593) (cpok nmeicTBust
o 31 mexabps 2027 r.).

3. MexBeqoOMCTBEHHasl KOMHCCHS co3faercs mnpu Munsapase Poccun
U DYKOBOIACTBYETCS B CBoed HearenbHocTH Koncturynumen Poccumiickoit denepanuu,
HOpMaMM MEXIYHapONHOIO TIIpaBa, (QedepalbHBIMH KOHCTHTYIHOHHBEIMH 3aKOHAMH,
(enepanbHbIMK 3aK0HaMU, akTamu [Ipesunenta Poccuiickoit @enepanun u IIpaBurenscTaa
Poccutickoit denepanny, HOPMaTHBHBIMU IIPAaBOBBIMH aKTaMH (eIepalbHBIX OpPraHOB
UCIIOJIHUTEILHOM BIaCTH, B TOM YHCIIe HacToAIuM Ilonoxenunem.

4. OCHOBHBIMM 33/1a4aMH MEXBEIOMCTBCHHOW KOMMCCHUM SIBISETCS IPHHATHE
PELLCHM:

1) o6 ompenenenuy gedeKTYphl HIM PHUCKAa BO3HUKHOBEHHS Je(EKTYpHI
B OTHOLICHHUH JIEKAPCTBEHHBIX IpENapaTos;

2) 0 BO3MOXHOCTH (HEBO3MOXKHOCTH) BBITAYM pa3pelICHHs HA BPEMEHHOE
oOpaiwienue cepuM (MApTHHM) JIGKAPCTBEHHOIO Ipeapara, HE 3aperMCTPUPOBAHHOIO
B Poccuiickoii ®enepanuy, MMEIOIIETO 3aperucTpupoBannbie B Poccuiickoit denepaiyu
aHAJIOTH 10 MEeXIYHAPOJHOMY HENAaTEHTOBAHHOMY HaHMEHOBAHHUIO M Pa3pEIIEHHOrO st
MEIULUHCKOTO  TNPUMCHEHHMS  HAa  TEPPUTOPUH  WHOCTPAHHBIX  TOCYIapCTB
YIOTHOMOYEHHBIMH ~ OpraHaMH  COOTBETCTBYIOIUMX  MHOCTPAaHHBIX  TOCYAapCTB
(manee — paspeleHue Ha BpeMeHHOE OOpaIlleHuE);

3) O BO3MOXHOCTH (HEBO3MOXHOCTH) IIEPEBO3KH, peaiu3alldd, Hepefadd H 0
OKOHYaHHUS CpPOKa TOJHOCTH XPaHEHMs, OTIIyCKa, PO3HMYHOW TOPrOBIH (B TOM YHCIIE
JMCTaHIIMOHHBIM  CIOCOOOM), MPUMEHEHHS 3apPETMCTPHUPOBAHHBIX B Poccuiickoii
@enepaliuy ICKapCTBEHHBIX MPENapaToB B YIIAKOBKAX, IPEAHA3HAYEHHBIX 11 0OpalieH s
B HHOCTPaHHBIX TOCYIapCTBaX;

4) 0 3aMeHe 3aKII0YEHHS O BOBMOXKHOCTH (HEBO3MOXHOCTH) IIEPEBO3KH, PEaTU3alUH,
nepefayd U A0 OKOHYAHHUsS CPOKa IOJHOCTH XPaHEHHs, OTIYyCKa, PO3HHYHOH TOPTOBIH
(B TOM 4YHCI€ JUCTaHIMOHHBIM CIOCOOOM), MPUMEHEHHsS 3apETHCTPHPOBAHHBIX
B Poccuiickort ®enepaluy NeKapCTBEHHbBIX MPENapaToB B YIIAKOBKaX, [IpeJHA3HAYECHHBIX
Ins  oOpaimieHMss B MHOCTPaHHBIX TIOCYJapCTBax, B COOTBETCTBHHM C IIYHKTOM 2
nocraHoBieHus IIpasurenscTBa Poccuiickoit @eneparu ot 28 mexabps 2024 r. Ne 1964
«O BHeceHMM HM3MeHeHHs B mnoctaHoBieHue IlpaBurenscrBa Poccuiickoit ®enepanuu
or 5 ampens 2022 r. Ne 593» (manee — mocranosienue IIpaButenscrBa Poccuiickoit
@enepaunu ot 28 nexabps 2024 r. Ne 1964);

5) 00 oT3BIBE paHee BBIJAHHOTO 3aKIIOYEHHsS MEXBEIOMCTBEHHOM KOMHCCHH H
HCKJIIOYEHMH JIEKAPCTBEHHOTO Npenapara U3 mepeyHs.

5. OcHOBaHMsMM Ui TNIPUHATHS PEUICHHMS MEXBEJOMCTBEHHOH KOMHUCCHEH 00
OmpefiefieHAH JeQEKTYphl HIM PHCKA BO3HHUKHOBEHHS Oe(GEKTypsl B OTHOIICHHH
JIEKAapCTBEHHOTO IpenapaTa SABISACTCS YCTaHOBIEHHE (akTa JeQUIMTa WIM OTCYTCTBHS
JEKapCTBEHHOTO mpenapara B obpamenuu B Poccuiickoit ®enepauuu, moTpe6GHOCTH B



KOTOPOM SIBISIETCS HEYIOBICTBOPCHHOH, IpPH BO3MOXXHOM HAJIHYHH OJHOTO MM
HECKOJBKUX CIENYIOUUX KPUTCPHEB:

1) npexpamenue JeATEILHOCTH HIH OTKa3 OT IIOCTABOK WM PHCK TPEKPAIICHHS
JEATEIPHOCTH TNPOM3BOAMTENS M (WJIM) MOCTaBIIMKAa (DapManeBTHYECKOH CyOCTaHIMH,
BXOJSALIEH B COCTaB JIEKApPCTBEHHOIO Ipemnapara, BICKYIIME NPHOCTAHOBICHHE WIIH
IIPEKpaLICHUE IIPOM3BOJACTBA JEKAPCTBEHHBIX IPENapaToB WM WX BBO3a B Poccuiickyro
®denepanuio;

2) mpekpalllcHHE JEATENbHOCTH HIM OTKa3 OT IOCTABOK HJIM PHUCK NPEKPaIleHMS
JEATEIbHOCTH IIPOM3BOAMTENS M (WIM) TIIOCTaBIIMKA BCIIOMOTATENbHBIX BEIIECTB,
BXOJALIMX B COCTaB ()apMalleBTHYECKOH CyOCTaHINH U (WITH) JIEKAPCTBEHHOTO IIpenapara,
BIICKYyIIHE MPHOCTAHOBIEHHE MM MpPEKpalieHHe MPOHU3BOJACTBA JIEKAPCTBEHHBIX
IpenapaToB WIH UX BBO3a B Poccmiickyro deneparuio;

3) nmpexpamieHHe JEATENIBHOCTH MM OTKa3 OT MOCTaBOK WIIM PUCK MpPEKpallieHHUs
ACATEIBHOCTH OJHHM HIM HECKOJBKAMM YYaCTHHKaMH TIpOIlecca IPOHM3BOICTBA
JIEKapCTBEHHOTO  Mpemapara, BJIEKyLIMe IPUOCTAHOBICHHE WJIM  IPEKpaIlcHHe
IPOU3BOACTBA JICKapCTBEHHBIX NIPENapaToOB UK UX BBo3a B Poccuiickyro denepanuio;

4) mpexpalleHue OEATENbHOCTH WIM OTKa3 OT IOCTABOK WIIM PHCK HPEKPaIeHHs
JESTEIbHOCTH IIPOM3BOAMTENS M (MJIM) IOCTAaBUIMKA HCXOMHBIX H BCIIOMOI'aTEJIHHBIX
MaTEPHAIIOB U (KIIH) TAKKX )K€ HCXOIHBIX U BCIIOMOTATENIBHBIX MATEPHAIIOB, HCIIOb3yEMbIX
B TPOIECCe MPOU3BOACTBA (hapMaLeBTUYECKOH CyOCTAHLMHM HIIH JIEKAPCTBEHHOIO
npenapara (PEakTUBHI, NPOMEKYTOYHBIE IIPOAYKTBI, KYJIBTYpalbHLIE CpPEdbl H HX
KOMIIOHEHTBI, (HIBTPBI, COPOCHTHI, PACXOJHbIE MaTepPHalbl, MELIKM, LUIAHTH, WHBIE
MaTepHalbl), BIEKyllde INPHUOCTAHOBICHHE WM [pPEKpAlleHHE IIPOU3BOJCTBA
JICKapCTBEHHEIX IPENapaToB MM HX BBo3a B Poccuiickyro denepanuio;

5) mpekpalneHue AESATETbHOCTH WIH OTKa3 OT IOCTABOK WM PUCK IIPEKpalleHHUs
AeSTeILBHOCTH [TPOU3BOIUTENS ¥ (1K) IOCTaBUIMKA 000PYIOBaHMS ¥ (MIH) aHAJIOTHYHOIO
00OpY/IOBaHMsA, HMCHOIB3yeMOTO B [pOLECCe IPOM3BOACTBA  (papManeBTUUECKOH
CyOCTaHLMM WM JICKapCTBEHHOTO IMperapaTa, BIEKYLIME IPUOCTAHOBICHUE WU
TIPEKpaIeHUe MPOU3BOJICTBA JIEKAPCTBEHHBIX NpPENapaToB MM HX BBO3a B POCCHHCKYIO
®denepanuio;

6) MpeKpameHHe AeATeNbHOCTH MM OTKa3 OT IIOCTABOK MIIM PHMCK MpeKpalleHHs
AEATEIbHOCTH MPOU3BOAMTENS W (WIM) IOCTaBIIMKA CTAHOAPTHBIX 00pa3oB, U (HMIIH)
AQHAJIOTMYHBIX  CTaHIAPTHBIX  00Opa3loB  (aTTECTOBAaHHBIX B  COOTBETCTBHU  C
rOCyJapCTBEHHOW (apmakoneeil), H (WIH) PeakTHBOB, W (WIH) MaTepUanoB, W (WUIH)
000pyHOBaHHs, UCTIONB3YEMBIX B NIPOLECCAX aHATUTUYECKOTO KOHTPOIS IOIYIIPOLYKTOB,
(papmaneBTHYECKON CyOCTaHIIMM WITH JIEKAPCTBEHHOIO INPENapara, a TaKkKe H3MEHEHHE
AHAJIMTUYECKUX METOAUK, CBS3AHHEIX C BKIIOYECHHEM, U (WIH) M3MEHEHHEM, W (MJIM)
J00aBICHUEM abTEPHATHBHBIX MaTEpPUANIOB, PEaKTUBOB, 000OPYIOBAHUA M CTaHAAPTHBIX
00pa3sL0B, UCTIOJB3yEMBIX B aHATIUTHYCCKUX METOANKAX, BIEKYIIHE IIPHOCTAHOBICHHE HIIA




TTPEKpaIleHNe NPOU3BO/CTBA JIEKAPCTBEHHBIX IIPENapaToB MM MX BBo3a B Poccuiickyro
QOenepanuio;

7) OTMeHa roCy IapCTBEHHOM perucTpanuy JIeKapCTBEHHOIO Ipernapara;

8) mammume 3akmouenms DemepanbHON CIy)0Bl TO Ham3opy B cdepe
30PaBOOXpaHeHHs, CHOPMUPOBAHHOIO B COOTBETCTBHH C IIYHKTOM 2 0COGEHHOCTEH
FOCYAApCTBEHHOTO  PEryTHPOBaHUsA IIPeJiebHBIX OTIYCKHBIX LEeH NPOM3BOAMTENEH Ha
JICKApCTBCHHBIC [PETIApaThl, BKIIOYCHHbIE B IIEPEUEHb J>KU3HEHHO HEOOXOMUMBIX U
BOKHEHIIMX ~ JIEKADCTBEHHBIX  [PENApaToB,  YTBEPXAEHHBIX  ITOCTAHOBJICHHEM
IIpasurensctBa Poccuiickoit ®epepanuu ot 31 oxTs6pst 2020 r. Ne 1771» (cpok meiicTus
no 1 cenra6ps 2030 r.), comeprKarero cBeeHus o nedeKType Wi pUCKe BOSHHUKHOBEHUS
Ae(eKTyphl JIEKapCTBEHHOTO MperapaTa;

9) HanmuMe B MepevHe NEeKAPCTBEHHBIX IIpeTIapaToB, KOTOPBIH pa3Meliaercs Ha
o(QHULIHMATEHOM caifTe Ha IIOPTaJIe 110 BEICHHIO rOCYIapCTBEHHOI'0 PEECTpa JIeKapCTBEHHBIX
CPEACTB NI MEAMLMHCKOTO MPUMEHEHUst B pasfiene «KypHan» Juis aBTOPU30BaHHBIX
II0J1b30BaTeNICH, TEPATIEBTUYECKOr0 aHaJIora;

10) wHble ¢akTel W 06GCTOSTENBCTBA, IIOCITy>KUBIITHE TIPUYUHOU OTCYTCTBHSA
(nepunura) NGO pUCKa BOZHUKHOBEHUS OTCYTCTBHS JICKApCTBEHHOI'O IIperiapara B
obpamenin B Poccumiickoit  ®eneparmy, NOTPeOHOCTh B KOTOPOM  SIBIISIETCS
HEYIOBJIETBOPEHHOIA.

6. CocTaB MEXBEJOMCTBEHHOM KOMUCCHH Gopmupyercs w3 npencraBuTelnei
Munsapasa Poccus, MuHucTepcTBa HPOMBIIUTEHHOCTH 1 Toprosiu Poccuiickoii
Denepannn, OenepanbHON TaMOKEHHOM ciyx0Ob1, DenepanbHOi CIyx OBl 0 HAA30PY B
chepe 3mpaBOOXpaHEeHHS, MunucreperBa  ¢uuancos  Poccuiickoii Denepanny,
(QenepalbHOW  aHTUMOHONONBHOM — CIYyXGBI, a TaKkKe HHBIX 3aMHTEPECOBAHHBIX
(benepanbHEIX OPraHOB MCIONHUTENBHOM BIACTH H YTBEpXXJaeTCs IMpHKa3oM MuH3apasa
Poccuu.

ITo pewrenuro npencenaTens MeXBEIOMCTBEHHON KOMUCCHH K YYaCTHIO B 3aCe/laHUH
MEKBEJOMCTBEHHOH KOMHCCHH MOTYT IPHBJIEKATHCA C NPABOM COBEIIATETHLHOIO [OJI0Ca
U Ha 0e3BO3ME3OHONW OCHOBe He - Goiee, YeM Mo OJJHOMY CHELHAIUCTY (IKCHEPTY)
OT KaxIOro M3 CICAYIOIIMX y4pexIeHHH: QenepanbHOe Ka3eHHOE YUpeKICHHE
«DefiepalbHbIA LEHTp IUIAHMPOBAHUS M OPraHW3AlNH JIEKapCTBEHHOI0 obecreyeHuns
rpakaan» MUHHCTEpCTBA 3apaBooxpaHeHHs: Poccuiickoi Qenepanyy, GenepaibHOE
TOCYaPCTBEHHOrO OIOUKETHOTO yupexaeHus «HaydHsiii meHTp 9KCIIEPTU3Bl CPENICTB
MEIUIMHCKOTO IPUMEHEeHHs» MMHMCTepCTBa 31paBooxpaHeHus Poceuiickoii Deneparuu
(manee — ®I'BY HLIDCMII), denepanbroro TOCYapCTBEHHOTO OIOXKETHOTO YIPEXKICHUS
«LleHTp SKCHEpPTH3bl M KOHTPONS KAauecTBa MEIUIIMHCKOH ITOMOILIE MuHucrepcTa
31paBooxpaHeHus  Poccuiickoit  @Demepauuy,  QemepanbHOro roCcyAapcTBEHHOTO
Oro/pKeTHOrO yupexnenus « MHpOpPMalHOHHO-MeTONYeCKHil LEHTP 110 3KCIEPTU3eL, y4eTy
M aHamM3y OOpalleHHs CPEICTB MENULHMHCKOTO IIPUMEHEHHD PocznpaBramzopa




(nanee — yupexxnenus). IHbIe CrIeIHAIUCTEI (3KCTIEPTHI) yUpeKACHHUI MOTYT HPHBIEKATHCS
6e3 mpaga rojoca.

ITo mOpeIOKEHHIO UIEHOB MEXBEJIOMCTBEHHOW KOMMCCHH B 3acelaHuU
MEKXBEAOMCTBEHHOH KOMUCCHH I10 PENIEHHIO IPEeICeaTeNs IOIYCKAETCS YYaCTHE [TaBHbIX
BHEIITATHBIX ~ CHELMATHCTOB Mumnsnpasa Poccum w  mpexncrasmTeneii  nepixareneii
(Bia/1enbleB) PETUCTPAIMOHHBIX yIO0CTOBEPEHHI MK IOPUINYECKUX JINL, TeUCTBYIONINX B
COOCTBEHHBIX MHTEpecaX MM YIIOIHOMOYEHHBIX NIPE/ICTABIATE HMHTEPECHl APYroro
FOPUNIMIECKOro JIHIE, 3aABJIAIOIIUX JICKapCTBEHHBIH IIperapaT Ha TrocyAapCTBEHHYIO
perucTpaiuio (nanee — 3asiBUTeNb) O€3 IpaBa rojoca.

s onpeneneHus  nedeKTyphl WMIM  pHCKA  BO3HHKHOBEHHS Ae(pexTypsI
JICKapCTBCHHBIX ~ MpPEMapaTtoB  MEXBEJAOMCTBEHHAs  KOMHCCHS  pacCMaTpHBAeT
npefcTaBnentble B Munsapas Poccuu 0T (enepaibHbIX OpraHoB HCTIONHUTEILHON BIACTH,
OpraHOB HCIIOJHATENbHOH BIIacTH CyObekToB Poccmiickoit ®enepanuu u CyGHEKTOB
obpallleHHs JTeKapCTBEHHBIX CPEeJCTB MPEIOKEHHS 06 ornpeneneHu AedeKTyphl WM
PHCKa BOSHUKHOBEHHS Je(EeKTYphI JJIEKAPCTBEHHOTO IIperapaTa (PeKOMEH [y eMblil obpaszery
IIpUBC/CH B IPHIOKEHUU K HacTosmeMmy IlonoxeHMIo), a Takxe MOATBEPKIAIONIHE
JIOKyMEHTBI U CBEACHHS, COZepxKaline MH(OpMaLHo 06 OGCTOSTENbCTBAX, YKA3aHHBIX
B nofyHkrax 1 - 6, 10 mynkra 5 nacrosinero ITomoxenus.

7. CBelieHUsl O IIEKapCTBEHHOM Ipernapare (MeXIYHAapOJHOE HENaTeHTOBAHHOS
HaMMEHOBAHUE, JIEKAPCTBEHHas (HOpPMa U O3MPOBKA), B OTHOLIEHHH KOTOPOTO MOCTYITHIIO
IPEATOKCHNE, BKIIOYEHHOE B IIOBECTKY 3acelaHHs MeXXBEJIOMCTBEHHOH KOMHCCHH,
pasmemaroTcs MunsapaBom Poccuy BMeCTe o CBEIEHUAMHE O IaTe O4epeHOTO 3aceNaHus
MEXBEJOMCTBEHHOH KOMHCCHM Ha OQMIMAaNbHOM caifiTe Ha MoOpTane [0 BEJCHHUIO
roCyapCTBEHHOTO PeecTpa JIeKapCTBEHHBIX CPEACTB JUIS MeTHITHHCKOrO IIPUMEHEHUS B
pazgene «JKypHam» JUIs aBTOPH30BaHHBIX MONB30BATEed He MO3HEe YeM 3a 6 pabounx
JHEW 10 JHS Havasia 3acelaHusl.

Ilpu obcyxneHun Ha 3acefaHUM MEXBEJIOMCTBEHHOW KOMMCCHM HAIMYHS HIIH
OTCYTCTBUSA Je(EKTypHI MM PHCKA €€ BOSHUKHOBEHHUSI B OTHOIICHHU paccMaTpuBaeMoro
JIEKapCTBEHHOIO Iperapata MOTyT y4acTBOBaTh CyOBEKTHI OOpalleHHs JEeKapCTBEHHBIX
CPeICTB NpX HAINPABICHUH CBEICHHN 00 9TOM He Mo3fHee 4eM 3a 3 paboumx JHSA 10 JHS
Hayajia 3ace/laHus 1o 3eKTpoHHoU nourte defekturalp@minzdrav.gov.ru.

8. Pemenne 00 OT3bIBe paHee BHIJAHHOTO 3aKIIOUEHHS M HCKIIOYEHWUH
JICKapCTBEHHOI'0 Npenapara U3 IepeyHs IPUHUMAETCS MEXBEIOMCTBEHHON KOMUCCHEH He
paHee 4eM yepes3 9 MecsleB co AHA NPUHATHS MEKBEIOMCTBEHHOM KOMUCCHEH pelIeHus o
fe(exType MM pHCKE BO3HHKHOBEHHMS e(eKTyphl, B TOM YHCJIE IO 3aKJIIOUCHHSM,
BBIIAHHBIM 1O BCTYIUICHMSI B CHJIY HAacTOSLIEr0 TpHKa3a B COOTBETCTBHH C
nocranosienyeM llpasurensctea Poccuiickoit @enepaimu ot 5 anpens 2022 r. Ne 593, Ho
He no3aHee 31 nexabps 2027 r.

B ciny4ae ecmu npemioxense o6 OT3bIBE paHee BBIIAHHOIO 3aKTIOYCHHS U
MCKIIIOYCHUHN JICKAPCTBEHHOTO Ipenapara M3 IepeyHs HNOCTYIHIO HE OT 3asBUTENd, II0




IPEJIOXKEHUIO KOTOPOTO OH OBLI BKJIIOYEH B TI€pEeUeHb, JAHHBIN 3aIBUTENb YBEAOMISIETCS
O TOCTYIUICHHU YKa3aHHOI'O MPE/UIONKEHHs (C NPUIOKEHHEM K YBEAOMIICHHIO KOIHH
AGHHOTO TIPE/UIOXEHHS M ODOCHOBBIBAIOIIMX MATEPHAJOB), [aTe €ro pPacCMOTPEHHS
MEKBEOMCTBEHHOH KOMHCCHEH W IpHITIAIaeTCs IS  y4acTHs B 3aceJaHyu
MEXBEJIOMCTBEHHOH KOMHCCHM MO JaHHOMY BOIPOCY IIOCPEACTBOM pa3MeELICHHS
MH(pOPMaIMU Ha OQHIMATEHOM caiiTe Ha MOpTAJIe [0 BeCHHUIO rOCyTapCTBEHHOT'O peecTpa
JICKapCTBCHHBIX CPEACTB ISl MEMLMHCKOrO NpPHMEHEHHs B pasneie «OKypHam» mis
aBTOPH30BAaHHBIX MOJIH30BaTENIEH.

Pasmemenne cBefieHnil 06 MCKIIOYEHHH JIEKAPCTBEHHOTO Ipernapara U3 [IepevHs
ocymecTsigercs MunsapaBom Poccun Ha odHIManbHOM caifTe Ha MopTaie 110 BEASHUIO
TOCyTapCTBEHHOI'0 PEECTpa JICKAPCTBEHHBIX CPEJACTB /IS MEIUIMHCKOrO NPUMEHEHHS B
paznene «JKypHam» Uil aBTOPH30BAHHBIX IIONIB30BATeNEl B TeueHHe 5 pabouux nHEH co
AHA TIPUHATHS MEXBEIOMCTBEHHOH KOMUCCHEH pElIeHHs, YKa3aHHOrO B ab3ale IepBoM
HACTOSIIEro IMyHKTA.

9. MexBeJoMCTBEHHAs KOMHCCHS OCYILECTBISET CIIeAYIONIHe (QYHKIUH:

1) paccMoOTpenue 1 OlEHKY TOKYMEHTOB W CBEJEHUH, MIOCTYIAIOLIUX B Munzapas
Poccun oT (enepanbHBIX OPraHOB HCIONHHUTENBHON BIACTH, OPTAHOB MCTOJHHUTEIBHOMN
BIacTH Cy0BekToB Poccuiickolt ®enepannyu u cy6beKTOB OGpalleHHUs JIEKApCTBEHHBIX
CPEACTB, U ONpENENeHMs AeQeKTypbl MM DPHCKA BO3HUKHOBEHHS Je(eKTyphl
JIEKapCTBEHHOT'O Ipernapara;

2) paccMOTpeHHE M OLEHKY JOKyMEHTOB, HAIPABICHHBIX B Munsnpas Poccuu ¢
LEJIbIO  BbIAAYM  3aK/FOYEHHS MEXBEAOMCTBEHHONM KOMHCCHM O BO3MOXHOCTHU
(HEBO3MOXXHOCTH) BBLIAYH Pa3pelleHUs Ha BpEMEHHOE oOpainenue;

3) paccMOTpEeHHE M OLEHKY JOKYMEHTOB, HANPABICHHBIX B Munsnpas Poccun ¢
LENIBIO BBIIAYH 3aKIIFOUCHHUs O BO3MOXKHOCTH (HEBO3MOXKHOCTH) MIEPEBO3KH, peallH3aliiH,
TIepeiain ¥ 10 OKOHYAHUA CPOKA TOMHOCTH XPaHEHMs, OTIIYCKa, PO3HHYHON TOProBiH (B
TOM 9HUCJI€ TUCTAHIMOHHBIM CIIOCOOO0M), NPUMEHEHHUs! 3apErUCTPUPOBAHHEIX B PoccHifickoit
Deepaliiy JEKApCTBEHHEIX PENapaToB B YNAKOBKAX, IPeAHA3HAYEHHBIX IS oOpaleHus
B MHOCTPaHHBIX rOCYAapCTBaXx;

4) paccMOTpeHHe 3asBIEHHMS O 3aMeHe 3aKIIOYEHHS O BO3MOKHOCTH
(HEBO3MOXXHOCTH) IEPEBO3KH, PEallM3alliH, Mepefadd U A0 OKOHYAHHUS CpOKa TOAHOCTH
XPaHCHMSI, OTIYCKa, PO3HMYHON TOProBIM (B TOM YMCJIE JHUCTAHIMOHHBIM CIIOCOGOM),
NPUMCHCHHS  3apErMCTPUPOBaHHBIX B Poccuiickoit  ®Depepanuu  JeKapCcTBEHHBIX
NperapaToB B yNaKOBKaX, NPEIHA3HAYEHHBIX Ui OOpalleHWs B HMHOCTPAHHBIX
rocyfapcTeax, TpeAcTaBleHHOe B MuH3gpaB Poccuu  IOpHIMYECKHM — JIHIIOM,
AEHACTBYIOLIMM B COOCTBEHHBIX HHTEPECAX HIIH YIIOJIHOMOYEHHBIM IIPEICTABISTE UHTEPECHI
APYTOro IOpUANYECKOro M@, Ha UMsI KOTOPOTO BEIIAHO COOTBETCTBYIOIEE 3aKIIOUEHHE,
B COOTBETCTBUM C IYHKTOM 2 moctanosnenus IIpaBurenscrsa Poccuiickoit deneparuu
ot 28 nexabps 2024 r. Ne 1964;




5) mpuHSATHE pelieHUs 00 OT3BIBE paHee BBIAAHHOTO 3aKIIIOYEHMS U MCKIIOYEHUU
JIEKApCTBECHHOI'O Mpernapara U3 IepevHs B Ciydae, €ClIM JIEKapCTBEHHBIM Mperapar He
OTBEYAET XOTS OBl ONHOMY KPHTEPHIO M3 YHCIA YKa3aHHBIX B IIYHKTE€ 5 HACTOSIIETO
ITonoxenus.

10. TIpum paccMOTpeHHMHM M OIEHKE HOKYMEHTOB M CBEIEHMM, YKa3aHHBIX
B moanmyHkre 1 myHkta 9 Hactosmero IlonmokeHusi, MeXBEHOMCTBEHHAs KOMHCCHSI
HanpaBIAeT 3anpochkl B MHHUCTEPCTBO MPOMBIILIEHHOCTH W TOProBid Poccuiickoit
@enepanyn, OenepanbHyro cayk0y 10 Han3opy B cdepe 3apaBooxpanens, Denepanbayro
aHTHMOHOIIONBHYIO cIIy X0y, DenepanbHyIo TAMOXKEHHYIO Cliyx0y, hemepanbHoe Ka3eHHOe
yupexnaeHue «DenepanbHbId LEHTP IUIAHUPOBAHUS U OPraHU3allH JIEKapPCTBEHHOT'O
obecrievenns TrpaxjaaH» MUHHCTEpCTBa 3[paBooxpaHeHus Poccuiickoii ®emepanuy,
OI'bY HIDCMIL, denepansHoe rocymapcTBeHHOe OromkerHoe yupexnenue «LleHtp
OKCIIEPTU3bl ¥  KOHTPOJIA  KauecTBa MEIMUMHCKOM nomoimm»  MuUHHCTEpCTBA
3npaBooxpaneHust Poccuiickoli Dejepanuu M UHBIE ITOABEIOMCTBEHHBIE MHUH3ApPaBY
Poccun opranmsamuu A8 MONydeHHs WHQOPMAIMH, OTHECEHHOM K KOMIIETEHIIMH
BBIIIEYKa3aHHBIX OPIaHOB (OpraHu3alyii), B TOM YHCIIE:

1) o6 obbemax BBOAA JIEKAPCTBEHHOIO IIperaparta B IPaXKIAHCKHMH 00OpOT 3a
nocleHue TpU ToNa, MNPENIISCTBYIOUE JaTe MPEACTaBICHUS NpeIoOKeHUs 00
OTIpesieNIeHU! Ae(GeKTYPHI JIEKAPCTBEHHOTO MPeNapara Ml PHCKa ee BO3HUKHOBCHHS,

2) 06 o6beMax MPOM3BOJICTBA JIEKAPCTBEHHOTO IIperapara 3a IMOCIeAHUE TPH oja,
IPeAIECTBYIONNE Aare MPEACTaBIeHUS INPENJOXEeHHs 00 onpeneneHud AedexTyps
JIEKapCTBEHHOIO IIperapara Wik pUCKa €¢ BOZHHUKHOBEHMS;

3) 0 HanMYMH OCTaTKa, 3amaca JIEKapCTBEHHOIO Iperapata COIJIACHO AaHHBIM
CHUCTEMbl MOHUTOPHHIA JBKXEHHUSA JIEKAPCTBEHHBIX MpEnapaTroB s MEeIUIUHCKOIO
IPUMEHEHUS;

4) 0 HaM4YUM JIEKAPCTBEHHOT'O Mperapara B IepeyHe XKH3HEHHO HEOOXOIMMBIX W
BAKHEHUIIINX JIEKADCTBEHHBIX IPEraparos;

5) O KOJIMYECTBE 3apEerMCTPUPOBAHHBIX B Poccuiickoit Menepaluy 1eKapcTBEHHBIX
IpenaparoB, B TOM YHCJIE OTEYECTBEHHOIO IIPOM3BOJICTBA, C MEXIYHAPOIHBIM
HETIaTCHTOBAHHBIM HANMEHOBAHUEM, aHATIOIHYHBIM MEXXTyHAPOAHOMY HEIIaTeHTOBAHHOMY
HalMEHOBaHHIO JISKAPCTBEHHOIO IIPENaparta, 3asBI€HHOIO /IS BKIIOYEHUS B [IEPEYEHE;

6) 06 ocymectBnenny ®I'6Y HI[DCMII B OTHOLIEHHH JIEKAPCTBEHHOTO Mpernapara
IpOLeyp, HEOOXOMUMBIX B LEJAX PEIUCTPALlUY, TIOTBEPK/ICHHS PETUCTPALIAM, BHECCHUS
M3MEHCHWH B PEruCTPalMOHHOE JIOCKE Ha 3apeTHCTPUPOBAHHBIE JIEKAPCTBEHHEIE
Ipenaparel, NPUBEICHHUS PErMCTPAllMOHHOIO JOChEe JIEKapCTBEHHOI'O Ipenapara B
COOTBETCTBME C TPEOOBAHMSIMU MEXTYHapOIHBIX JOTOBOPOB M aKTOB, COCTABIISIOIIUX
npaBo EBpasuiickoro 3KOHOMHYECKOTO COr34a;

7) 0 cpoKax M AIMTEJIFHOCTH IPOLEHyp, HEOOXOMUMBIX B LENSX PErMCTPALUM
COOTBETCTBYIOIICTO JICKAPCTBEHHOIO IIpenapara, B COOTBETCTBUM C TpeOOBaHHAMHM
®enepanbroro 3akona ot 12 ampesnst 2010 r. Ne 61-®3 «O6 obpamieHun JeKapcTBEHHBIX




cpeacts» u Pemenust CoBera EBpasuiickolt 5KOHOMHYECKONW KOMUCCHH OT 3 HOA6pst 2016 T.
Ne 78 «O TlpaBunax perucTpauud ¥ OSKCHEPTH3BI JEKapCTBEHHBIX CpPEJICTB IS
MEJUILIHCKOTO IIPUMEHEHUAN?;

8) o morpebHOCTH B oObOecrneueHHWH HaCeIeHMS JIEKapCTBEHHBIM IPENapaToM II0
IaHHBIM (enepaabHOro roCy AapCTBEHHOTO G0 IKETHOTO yupexnenus «LleHTp akcnepTu3sbl
M KOHTpOJs KayecTBa MEIULMHCKOW mnomomu» MHUHUCTEPCTBA 3paBOOXPAHEHHUS
Poccuiickoit Menepalivu 1 CHCTEMbI MOHUTOPUHIA JIBUYKSHHSI JIEKapCTBEHHBIX IPENapaToB
AT METMIIUHCKOTO NPUMEHECHUS WIIM 10 JaHHBIM (eIepaJbHOTO Ka3eHHOTO yUPEKICHHS
«®@enepanpHbI LEHTP IUIAHHPOBAHMS W OpraHHU3aLUu JIEKAPCTBEHHOr0 olecreyeHus
rpaxkaan» MuHuCTepCTBa 30paBooxpanenus Poccuiickont Menepanuy;

9) 0 NPHOCTAaHOBIEHWH NPUMEHEHUS JIEKapCTBEHHOTO IpenapaTa, BBIABICHHBIX
HapyIICHUsX TIPU OCYIIECTBICHHM TOCYNapCTBEHHOTO KOHTpOJs (Hax3opa) B cdepe
OOpallleHHs JIEKapCTBEHHBIX CPEJCTB, B TOM UHCIE IIPU IIPOU3BOACTBE JIEKAPCTBEHHOTO
npenapara, papMaKoHaI30pe.

11. B cocraB MeXBEJOMCTBEHHOM KOMMCCHM BXOIUT HE MeHee OJUHHAANATH
HCIIOBCK, BKIFOYAs MPECENATENs, 3aMECTUTEIIsI IPEJICENATENs, OTBETCTBEHHOIO CEKpeTaps
1 Y4JIEHOB MEXBEJOMCTBEHHON KOMHCCHH.

Bosriapinser MeXBEIOMCTBEHHYIO KOMHCCHMIO IIPECenaTellb MEXBEIOMCTBEHHOMN
KOMMCCHH.

12. Tlpencenarens MeXBEXOMCTBEHHON KOMMCCHH (B €ro OTCYTCTBHUE 3aMECTHUTEID
npefice/laTeNs MEXBEIOMCTBEHHON KOMHCCHH ):

1) ocymecrsuser o6mee PYKOBOJCTBO [OEATEIBHOCTBIO MEXBEIOMCTBEHHOM
KOMHCCHH U OPraHMu3yeT ee paboTy;

2) onpexenseT aaThl 3aceJaHUI MEXBEIOMCTBEHHOM KOMHCCHH,

3) yTBep)KIaeT MOBECTKY 3aCeJaHUs MEKBEJOMCTBEHHOM KOMUCCHH;

4) naeT MOpy4YEHUs] OTBETCTBEHHOMY CEKpETapI0 M 4WiCHaM MEXBEJIOMCTBEHHOMU
KOMHMCCHUY,

5) NOANHCHIBACT TPOTOKONBI 3aCENaHUH MEXBEJOMCTBEHHOH KOMHCCHH W
3aKITIOYCHHUS 110 (OpMaM, NMPEIYyCMOTPEHHBIM B HPHIOXKeHHsX Ne 2 - 4 x HACTOSIIEMY
IpHUKa3sy (Janee — 3aKII0YeHNs ),

6) NPUHKUMAET PellleHHe O IIPUBJICYEHHH K yIACTHIO B 3aCEJAaHHH MEKBEJOMCTBEHHOI
KOMHCCHM CITeLAIICTa (IKCTEPTa), B COOTBEICTBHU ¢ ab3aleM BTOPHIM IyHKTa 6
HacToswero ITonoxeHus;

7) OCYIIECTBIISIET HHBIE (YHKINHM, TIPELYCMOTPEHHbIe HACTOSIIHM [10JI0KEHHEM.

13. YneHbI MEXBETOMCTBEHHON KOMUCCHH

1) y4acTBYIOT B 3aceJaHHMAX MEXBEAOMCTBEHHOM KOMHCCHH, B TOM YHCIIE
JUCTAaHIMOHHO B PEXXUME BUACOKOH(PEPEHIINH;

2 Berymano B cuty st Poccuiickoi ®enepanuu 6 mast 2017 r. Ssasercsa o6a3aTenbHBIM 1 PoccHiickoit ®denepayv B
COOTBETCTBUH C JOroBopoM 0 EBpasuiickoM 3KOHOMHYECKOM cOro3e 0T 29 Mas 2014 r., paTruuupoBaHHEIM DelepaNbHbEIM
3aKOHOM OT 3 OKTAGps 2014 r. Ne 279-®3 «O parudukaunyn Jororopa o EBpasHiickoM 5KOHOMHYECKOM COIO3E. Horosop
BCTyIHII B cuty Asisi Poccuiickoit depepanun ¢ 1 stuaps 2015 r.




2) HampaBIAIOT OTBETCTBEHHOMY CEKPETapl0 IpPEeNJIOKEHHS 110 BOIPOCAM
OpraHu3aluu pabdoTh MEXBEIOMCTBEHHON KOMUCCHH,

3) MCHONHAIOT mopydeHus H (WIHM) 00ECIeYMBAIOT MPOPabOTKYy PEKOMEH A
npeacenaresis MEXBEIOMCTBEHHOHM KOMHMCCHM (IPU €ro OTCYTCTBHH — 3aMECTHUTEI
npezaceaareis MeXBEIOMCTBEHHON KOMUCCHH);

4) COIIIaCOBBIBAIOT MPOTOKONBI 3aCENAHUil MEKBEIOMCTBEHHON KOMHCCHM ITyTEM
IIOANMCAHHUS JIUCTA COTTIACOBaHMs, B TOM YHCJIE NPH AUCTAHIIMOHHOM YYaCTHH B PEXKHUME
BUJCOKOH(EPEHIINH;

5) MOANHKCHIBAIOT 3aKIOYEHUS MEKBEIOMCTBEHHOW KOMMCCHH IyTeM MOMHCAHMS
JUCTa TONOCOBaHWA, B TOM YHCIE€ @pH JUCTAHIUOHHOM YYaCTHH B PEXHUME
BUJIEOKOH(EpEHIINH.

14. OTBETCTBEHHBIN CEKPETAPh MEKBEIOMCTBEHHOM KOMHCCHH OCYIIECTBIISET:

1) cbop, moctymaromeit B agpec Munsgpasa Poccum oT (enepanbHEIX OpraHoB
MCTIONHUTENbHOW BJIACTH, OPraHOB MCIIONHUTEIBLHOM BIAaCTH CyOBeKTOB PocCHiiCKOl
OQenepa U CyOBEKTOB OOpAICHHS JIEKAPCTBEHHBIX CPENCTB HMHGOPMAUHH 06
OTCYTCTBMH HJIM PHCKE OTCYTCTBUS JISKAPCTBEHHOTO Npenapara B Poccuiickoit ®enepanuu;

2) NOATOTOBKY MOCTYMUBIIEH B COOTBETCTBUH C MOAIYHKTOM | HACTOAIIEr0 MyHKTA
MH(pOpPMaLMK I PaCCMOTPEHHUS HA 3aCENaHMIX MEXBEJOMCTBEHHOM KOMHCCHM M HX
PacCeUIKy YJICHAM MEXBEAOMCTBEHHOM KOMUCCHU II0 DJICKTPOHHOM IIOYTE BMECTE C
NPUITAlICHUEM Ha 3aCeaHUe M IMOBECTKOM He Io3/Hee yeM 3a 6 pabouux JHEH 10 Havasga
OYEPENHOT0 3aCeqaHHus;

3) BexmeHue, COTIIACOBaHHE M OOECIIEYEHHE TIOANMCAHHS IIPOTOKONOB 3aCeJaHMil
3aKJII0YEHUN MEXBEJOMCTBEHHOM KOMUCCHUH,

4) uHple GyHKIMHU IO TOPYIEHHIO NPeCeaTeNs U (MITH) 3aMECTUTEIS IIpe/ceAaTes
MEXBEIOMCTBCHHON KOMHCCHH.

15. 3acenanus MexBeJOMCTBEHHOM KOMUCCHH TIPOBOASATCS 10 Mepe HEOOXOQUMOCTH,
HO HE MO3JHee 4eM o ucredeHur 20 pabouux QHEeH CO OHS MOCTYIUICHHS NOKYMEHTOB H
CBSICHUH O JAeeKType MIM PHCKE BO3HHKHOBEHHS Ie(EKTypHl JI€KapCTBEHHBIX
IPENapaToB, a TaKkKe MPEATOXKEHHs OO0 OT3BIBE paHee BBIJAHHOIO 3aKIIOYECHHUS U
UCKIIIOYEHUH JICKAPCTBEHHOI'O IpelnapaTa W3 IIEpPedYHs, B TOM YHUCJIE IUCTAHIIMOHHO B
pexuMe BUICOKOH(DEPEHIIHH.

3acefaHus MEXBEIOMCTBEHHOH KOMUCCHH IIPOBOIATCS 110 MEpe HEOOXOAHMOCTH, HO
HE MOo3AHEe YeM o ucTedeHun 10 paboumx AHEH CO IHSA MOCTYILIEHHSA HOKYMEHTOB H
CBEIICHUH, YKa3aHHBIX B MyHKTe 24 mu00 B myHkTe 36 ocob6eHHOCTEH OOpameHHs
JIEKAPCTBEHHBIX CPEACTB ISl MEAULIMHCKOTO IPUMEHEHHS B Cllydyae Ae(eKTyphl UM PHCKA
BO3HUKHOBCHHsI JE(EKTYPBI JIEKApPCTBEHHBIX MPENApaToB B CBS3M C BBEICHUEM B
oTHoueHHH Poccutickoit Oenepauuu OrpaHHIHTENBHBIX MEP SKOHOMUUECKOTO XapaKTepa,
YTBEPXKACHHBIX TOCTaHOBIeHHEeM IlpaBurennctBa Poccuiickoit denepauun ot 5 anpens
2022 r. Ne 593 (cpox mefictBus no 31 nexaGps 2027 r.), B TOM YHCIe QUCTAHIMOHHO B
peKHUMeE BUACOKOH(DEPECHIINH.
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3acefaHue  MEXBEIOMCTBEHHOH KOMHCCHM 10  3asBICHHIO, YKa3aHHOMY
B noanyHkre 4 nynkra 9 Hacrosmero [TomoxeHus, IPOBOISTCS MO MEPE HEOOXOTUMOCTH,
HO HE MO3/HEE YEM 110 UCTEYECHUH 3 paboduX JHEH CO JHS MOCTYIUICHHUS 3asABICHHS, B TOM
YKCIIe JUCTAHIUOHHO B PEKUME BHICOKOH(DEPESHIIHH.

PemieHusi, NpUHATBIE Ha 3acelaHUHd ME)XBEIOMCTBEHHONM KOMHCCHH, CUMTAIOTCS
IPAaBOMOYHBIMH, €CIIH HA 3aCeJaHdH MEXBEJIOMCTBEHHOH KOMMCCHM IIPHCYICTBOBAIIO
GoJiee ONOBHUHBI YWIEHOB MEXBEIOMCTBEHHOM KOMHCCHH. MeXBEIOMCTBEHHAS KOMUCCHS
IIPUHUMAET PELUCHUS OTKPBITHIM TOJIOCOBAaHUEM.

Ynen MeXBEIOMCTBEHHOM KOMHUCCHH 00sI3aH He Mo3aHee yeM 3a 1 pabounii AeHs 10
3aCeHaHus MEXBEIOMCTBEHHOM KOMUCCUHM H3BECTHTH MpeacenaTes MeKBEIOMCTBEHHOM
KOMHUCCHH O HEBO3MOXHOCTH €ro MNpPUCYTCTBHS Ha 3aceJaHHH MEXBEIOMCTBEHHOMN
KOMUCCHHU 10 3JIEKTPOHHOH T10YTE.

16. Ilpu BO3HMKHOBEHHH KOH(IHUKTA HHTEPECOB COOTBETCTBYIOIME UICHEI
MEXBEJIOMCTBEHHON KOMMCCHMM HE€ Y4YacCTBYIOT B MpOLEAYpax MPHHATHS DEIICHHH IO
KOHKPETHOMY NPEI0KECHHIO.

UneHbl  MEXBEIOMCTBEHHOH  KOMHUCCHH, TPEICTABUBLIAE  HEIOCTOBEPHYIO
MH(OPMALMIO UM HE NPEICTABUBIINE B MEKBEIOMCTBEHHYI) KOMUCCHIO HH(OPMAITHIO O
HaIAYAd  OOCTOATENbCTB, CNOCOOHBIX IIPUBECTH K KOH(IMKTY WHTEPECOB IIpH
PacCMOTPEHHH TNPEIUIOKEHHH, 110 PEICHHIO MEXBEJIOMCTBEHHOH KOMHCCHH, IPUHATOMY
OOJBIIMHCTBOM TONOCOB IPUCYTCTBYIOLIMX Ha 3aCeJaHUM, OTCTPAHAIOTCS MpeAceaaTeIeM
MEKBEIOMCTBEHHOM KOMHCCHM OT  JAJIbHEHIIEro y4acTHs B  JeATebHOCTH
MEKBEIOMCTBEHHON KOMHCCHHU, a pelIeHHEe, MPUHATOE MEXBEJIOMCTBEHHON KOMUCCHEH
[IPH YYACTHH TaKUX JIMII, IIOIJIEKHUT [IEPECMOTPY.

17. B xoxe 3acenanus MeXBEOMCTBCHHON KOMUCCUH BENETCS MPOTOKOI, KOTOPHIit
NOANHUCKHIBACTCA NpeAceaaresieM, 3aMeCTUTeNeM TpeacenaTelisi M OTBETCTBEHHBIM
CEKpeTapeM MEKBEIOMCTBEHHON KOMHUCCUHU U COTIIACYETCS WICHAMH MEKBEIOMCTBEHHOM
KOMUCCHU TIyT€M TMOANKMCAHHs JHCTOB COINIACOBAaHMSA, B TOM YHCJIE IMOCPEACTBOM
YCHIICHHOH KBAITU(QHUIMPOBAHHOM 3JIEKTPOHHOM ITOIIIHUCH.

18. Pelienusi, IpexyCMOTpEHHBIE IOAMYHKTOM | (33 HCKIIOYEHHEM pEIICHHH,
INPUHATBIX C Y4€TOM KPUTCPHEB, IPETYCMOTPEHHBIX MOATYHKTOM 10 MyHKTA 5 HACTOSIIErO
[lonoxeHust) ¥ TOAMYHKTOM 5 myHKTa 4 Hacrosimero IlonoxkeHHs, IPUHUMAIOTCS
KOJIIETHAJIbHO MPOCTHEIM GOIBIIMHCTBOM FOJIOCOB YIEHOB MEXBEIOMCTBEHHOH KOMHICCHH,
B TOM YHCJIC yJaCTBYIOLIMX B 3aCE€AaHMU JUCTAHLMOHHO B PeXXUME BHAECOKOH(DEPEHLIUH.

Pemenus, npeaycMOTpeHHBIE NOANYHKTOM 1 myHkta 4 Hacrosmero IlomoxeHus,
NPUHATBIC C Y4€TOM KPUTEPUEB, IIPEAYCMOTPEHHBIX NOANYHKTOM 10 MyHKTa 5 HAacTOAIIErO
[lonoxenusi, a TakKe HPedyCMOTPEHHbIE MOMIMYHKTaMH 2 M 3 NyHKTa 4 HACTOSIETO
[TonoxeHus, NPUHHMAIOTCS EAWHOINIACHBIM pENIEHHEM B COOTBETCTBHH C JIHCTAMHU
TOJOCOBAHHUS YICHOB KOMUCCHHM, B TOM YHCJI€ YYaCTBYIOIIUX B 3aCENaHUHU JUCTAHIIMOHHO B
pEeXHMME BUICOKOHPEPEHIIUH.
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Pemenus, npeaycMoTpeHHble TOANYHKTOM 4 nyHKkTa 4 Hactosmiero [lomoxkeHws,
NPUHUMAIOTCSH €AMHOIIACHBIM PEIIEHUEM YIIEHOB KOMUCCHH, B TOM YHUCIIE YYAaCTBYIOLINX B
3aCeJaHUM JUCTAHIMOHHO B PEXHMME BUICOKOH()EPEHIIHH.

19. Pemenus MEKBEIOMCTBEHHOM KOMUCCHH, IIpEyCMOTPEHHBIE
noanyHkram 1 - 3 nynkra 4 Hactosiero [Tomoxenus, 0QOPMISIOTCS 3aKIIOUEHUIMH 10
¢dopmam, IpeTyCMOTPEHHBIM NPUIIOKEHUAMHU Ne 2 - 4 K HACTOSIIEMY [IPHKA3Y.

3aKm04eHHs IMOANHUCHIBAIOTCS IpelcenareNieM, 3aMECTHTENEM MpeAceaaTens |
OTBETCTBEHHBIM CEKpETapeM MEXBEIOMCTBEHHOM KOMHCCHH, a TAKXXE MyTeM IOIITHUCAHUS
JUCTOB  TOJOCOBaHHSA  BCEMH  IPHUCYTCTBYIOUIMMH Ha  3aCeJaHUHd  WICHAMH
MEXBEJOMCTBEHHON KOMHUCCHH.

JIucTel TONMOCOBaHWS U (WIM) MX CKaH-KOMHMH TNPHIAraloTCsa K 3aKIIOYECHHIO U
SIBIIIIOTCS €70 HEOTHEMIIEMOM YacThIO.

20. OpraHu3anOHHO-TEXHHUECKOE obecrieyeHue IESTENbHOCTH
MEKBEJOMCTBEHHON KOMHUCCHH obecrnieuuBaeTcss Mun3apaBom Poccun.



[Tpunoxxenue
K ITonoxenuro 0 MEXXBEIOMCTBEHHOM KOMHCCHH
TI0 OIPEACICHUIO EPEKTYPHI WIH PUCKA
BO3HUKHOBEHUA Je(PEKTYpHI ICKApCTBEHHEIX
TIPENIApaTOB B CBA3HU C BBEJICHHEM
B oTHOmeHuH Poccuiickoit denepanuu
OIPaHHUYUTENBHBIX MEP SKOHOMHUYECKOTO
XapaKTepa, YTBEPKACHHOMY
.. Iprka3oM Munznpasa Poccuu
OT ¥ » ./ ,f?/fj,w/; 2025 1. Ne 7 :«7 Q y A

Pexomennyemsrit oOpasen

B MEXBEIOMCTBEHHYI0 KOMHCCHIO IO
ONpPENENEHUI0  AedeKTyphl WIH  pHUCKa
BO3HUKHOBEHHS ACPEKTYPHI JICKAPCTBEHHBIX
IpEenaparoB B CBSI3M C BBEACHHEM B
OTHOILICHHH Poccuiickoit ®deaepanuu
OTPaHUYHUTEIBHBIX MEP OAKOHOMHYECKOTO
Xapakrepa

ITpennoxenue

00 onpenenenuy AeGEKTypbl WK PUCKA BOSHUKHOBEHHUS A(PEKTYPHI
JIeKapCTBEHHOTO IIpernapara

HaunmenoBanue

CBCI[CHI/ISI, IPEACTABIACMBIC B OTHOLLICHHUH

IIpennaraemoe necrue

D pEILIeHUsT MEXBEIOMCTBEHHOM

KOMHCCHH II0 OIIPEIEIECHHUIO AeeKTypBl MK
PHCKa BO3HMKHOBEHHS J1e€PEKTYPHI
JIEKapCTBEHHBIX [IPENApaToOB B CBI3H C
BBEIIEHUEM B OTHOIICHUH PoccHiickoii
@enepanuy OrpaHUIUTENBHBIX MEP
OKOHOMMUYECKOI0 Xapakrepa o aedexrype
HJIA PUCKE €€ BO3HHUKHOBEHHS

I:l pelnieHue 00 OT3BIBE paHee BELAAHHOTO

3aKII0YEHHUS O Ie(PEeKType WM PHCKE €€
BO3HMKHOBEHUS Y UCKITIOYCHUS U3 IIEPEUHS

MexayHapoaHoe
HETIATEHTOBAHHOE HAUMEHOBAHHE

JlekapcTBeHHas ¢opma

[o3upoBka

IToxazanus 10 IPUMEHEHHIO
JIEKapCTBEHHOTO IIpenapara B




COOTBETCTBUHU C MHCTPYKIIMEH MO
MEIUIIMHCKOMY NIPUMEHEHHIO

HavmMenoBanmne npon3BoauTels,
aZipec MecTa IPOU3BOJCTBa (BCE
CTauH NIPOU3BOICTBA) (€CIH
IIPIMEHNMO)

3asgBUTEIND

IIpencraButens 3asBUTENA
(bamumus, ums, otyectBo (mpu
HAJIWYMH), aJIPEC FIEKTPOHHOM

NOYThl U KOHTAaKTHBIH HOMEp
TenedoHa)

CBezneHus o npuuuHax, pakrax u
06CTOATENBCTBAX, CO3AIONINX
AedeKTypy HIH YyTpo3y
BO3HHMKHOBEHHUS AedeKTyphl (11060
OTCYTCTBHE 1e(EKTYpHI),
YKa3aHHBIX B IYHKTE 5
HacTosuero ITonoxenus ¢
IPUIIOKEHNEM TTOATBEPKIAIOMIMX
JOKYMEHTOB

10

Mepel, npennaraemele s
YCTpaHEHHs Ae(hEKTYPhI HIIH PUCKA
€€ BO3HUKHOBEHHS B OTHOLIEHUH
3asIBJIEHHOTO JIEKAPCTBEHHOT'O
npenapara u rpaduk ux
peanu3aiuu

11

ITnanupyemsie 00BEMEBI B
IpearoiaraeMas Jara
IIPOU3BO/ICTBA (BBO3a)

12

CBezenus 0 3apeTUCTPHUPOBAHHOM
IPEIENbHOM OTIYCKHOM IieHe
(po3HMYHOIT LIEHE)
JIEKapCTBEHHOT'O Mpenapara (eciu
MIPUMEHHMO)

13

HHbie JOKYMEHTBI U CBEICHHUS,
000CHOBBIBAIOIUE AeDEKTYPY MM
PHCK ee BO3HMKHOBEHHS (JTH0O ee
OTCYTCTBHE)

14

Ilnanupyemsie AeHCTBHS (€CIIH IPUMEHHMO)

14.1

IInanupyeTcs nmonaya 3asBiIeHUS
Ha IOCYAapCTBEHHYIO
PETHCTPALIMIO JIEKAPCTBEHHOTO




npernapaTa B COOTBETCTBHH C
IOCTaHOBIIEHHEM [IpaBuTennCTBa
Poccuiickoi ®enepanuu
ot 5 anpenst 2022 r. Ne 593
«O06 ocobeHHOCTAX 0OpaleHus
JEKapCTBEHHBIX CPEACTB ISt
MEIVLIUHCKOTO IPUMCHEHHS B
ciy4ae nedeKTyprl WM PUCKa
BO3HHUKHOBEHHUA Ae(EKTYpHI
JIeKapCTBEHHBIX [IPEaparoB B
CBS3M C BBEICHHEM B OTHOLICHHUH
Poccuiickon @enepanun
OrpaHMYUTEILHBIX MEp
3KOHOMHMYECKOTO XapaKTepay
(manee - moctanoBnenue Ne 593)

14.2

ITnarupyercs BHeceHne
HM3MEHEHHUH B PETUCTPALHOHHOE
JOCBE Ha 3apeTUCTPUPOBAHHBIM

J€KapCTBEHHEBIN IIpenapar B
COOTBETCTBHH C IOCTAHOBICHHEM
ITpaButensctBa Poccuiickoi
®enepannu ot 23 mMaprta 2022 1.
Ne 440 «O6 yTBepxaeHun
0coOeHHOCTEH BHECEHHS
HM3MEHEHUH B IOKYMEHTHI,
coepxanuecs B
PETUCTPALIOHHOM JIOChE Ha
3aperuCTpUPOBAHHBIH
JIEKApCTBEHHBIN Ipenapar s
MEIHMUUHCKOTO IPUMECHEHHS, B
ciydae JedeKTypHl WM PHCKa
BO3HHMKHOBEHHS Ae(EeKTYpBI
JIEKapCTBEHHBIX NIPETIapaTOB B
CBS3U C BBEICHHEM B OTHOLICHHH
Poccuiickoit @enepanun

OrpaHMYHUTEIBHBIX MEp
9KOHOMHHYECKOTO XapaKTepay

14.3

ITnanupyercs BHeCeHME
HM3MEHEHUH B IOKYMEHTHI,
coJiepKaluecs B
PETUCTPALIIOHHOM IOChE Ha
BKIIIOYEHHYIO B TOCYAapCTBEHHEBIH
PEECTp JIEKapCTBEHHBIX CPEACTB
(papMaLeBTHYECKYIO CYOCTaHIMIO,
IIPOM3BEJCHHYIO ISl Peai3aliMH,
B COOTBETCTBHH C
nocraHoBneHueM Ne 593

14.4

HﬂaHI’IpyeTCﬂ IIoJia4a 3asBJIICHUA O

ITOJTYYCHHUH 3aKJIIOYECHUA O




BO3MOHOCTH IIEPEBO3KH,
peanu3anuy, nepeaadu u 10
OKOHYaHHUS CPOKa FOJHOCTH

XpaHEHUs, OTIYCKa, PO3HHYHOM
TOPTOBJIM (B TOM YHCIIE
JOMCTaHLIIMOHHBIM CIIOCOOOM),
IIPUMEHEHNS 3apETUCTPHPOBAHHBIX
B Poccuiickoi ®@enepanuu
JIEKapCTBEHHBIX NPENApaToB B
yIIaKoBKax, MPeIHA3HAYCHHBIX IS
o0paleHus B HHOCTPAHHBIX
rocyJapcTBax, B COOTBETCTBHH C
nocraHoBjaeHueM Ne 593

14.5 | Ilnanupyercs nogada 3asBIECHHUS O
BO3MOXXHOCTH BBIIAYH
pa3peleHys Ha BpEMEHHOE
obpanienue cepuu (TApTHH)
JEKapCTBEHHOTO Ipernapara, He
3apETUCTPUPOBAHHOTO B
Poccuiickon @exnepanumy,
HMEIOLIETO 3apErUCTPUPOBAHHEIE B
Poccuiickoi denepanuu anaaoru
10 MEXAYHAPOJIHOMY
HEMaTeHTOBAHHOMY
Ha¥MEHOBAHMIO ¥ Pa3peleHHOTO
IUIS MEAULIUHCKOTO IPUMEHEHHS
Ha TEPPUTOPHU HHOCTPAHHBIX
roCyZapcTB yIOIHOMOYEHHBIMH
OpraHaM¥ COOTBETCTBYIOLIMX
HMHOCTPAHHBIX TOCYAapCTB, B
COOTBETCTBUY C IIOCTAHOBJIEHHEM
Ne 593

['apaHTHpPYIO JOCTOBEPHOCTD M MOIHOTY HHPOPMALHH, COAepIaILENCA B IPETOKEHUN

lIaTa IIoAA4YH NMPEAJIOKCHHUA

Ioanuce, nedats (IpH HAJIMYHK)




IIpunoxenue Ne 2
K IpuKa3y MUHHCTEPCTBA 34paBOOXpaHEHUS
Poccuiickoit ®eneparnuu

oT «¢/ » ,{,/{5 Lyl 2025 . Ne _{/‘(OL/L

®opma

3akioyeHne MeKBEIOMCTBEHHONH KOMHCCHH IO ONpe/ieIeHHI0 1e(eKTyphbl HilH

PHCKa BOSHHKHOBEHHMS AeeKTYpPHI JIEKAPCTBEHHBIX NIPeNapaToB B CBSA3H
C BBeJleHHeM B OTHOLIeHHH Poccuiickoi ®Peepannn OrpaHHYHTEIbLHBIX Mep
IKOHOMHYECKOI0 Xapakrepa 00 onpeaeneHnn JeeKTypPbl WIH PHCKA
BO3HHKHOBEHHS 1e()eKTYpbI JIeKAPCTBEHHBIX NPEeNapaToB JJIsi MEAHIHHCKOr0
NPHUMEHEHHS ¢ YKa3aHHEeM HAMMEHOBaHUH (MeXXIYHAPOIHBIX HENATeHTOBAHHBIX,
WM XHMHYE€CKHX, HJIH I'PYNIHPOBOYHBIX), X POPM, 103HPOBOK, HAJIMIHS
TepaneBTHYECKHX aHAJIOr0B, TpedyeMbIX 00beMoB 111 Heel BBo3a B Poccuiickyio

@eepanuio H B HHBIX CIy4asix 00paLieHUs JTeKapCTBEHHBIX NPeNapaTos

(marta)

MexBeJOMCTBEHHAs KOMHCCHA II0 ONpEAeNeHUI0 OedeKTyphl HIM pPHCKA
BO3HUKHOBEHMS IE€(EKTYphl JIEKAPCTBEHHBIX IIPEMAPaTOB B CBSI3H C BBEICHHUEM B
OTHOIIEHNH Poccuiickoi denepanny OrpaHUIUTENIBHBIX MEP IKOHOMHYECKOTO XapaKTepa
(mayee — MEXBEIOMCTBEHHAss KOMUCCHS) B IIOJHOM COCTaBE, YTBEPXKIECHHOM MPHKA30M
Munszapasa Poccun ot Ne , PACCMOTpEB NpeICTaBICHHbBIC MATEPHUAIBI
M CBeleHHs, ompenenuna ¢GaxT AedeKTypbl HIM pHCKA BO3HUKHOBEHHS He(EKTYpHI
JIeKapCTBEHHOTO Tipemnapara i MEJMIMHCKOTO NpUMEHEHUs (majnee — JIeKapCTBEHHBIM
TIperapar) B CBA3H C BBEICHHEM B oTHoIeHUH Poccuiickoit Menepanuy orpaHAYHMTENbHbIX
MEp IKOHOMHUYECKOT'O XapakTepa.

1. CBeneHus 0 IeKapCTBEHHOM TIpeTiapare:

1.1. HanmeHOBaHHeE JIEKapPCTBEHHOTO Mperapara:

MEXAYHAPOJHOE HEMAaTCHTOBAHHOE MM XHUMHYECKOE, WIM TPYIIMPOBOYHOE
HauMEHOBaHHE

1.2. ®opma BeIyCKa (JIeKapcTBeHHast popMa, JO3UPOBKA)

1.3.  CocraB  ;ekapCTBEHHOr0 mpemapara (LepeYeHb  AEHCTBYIOLIMX H
BCIIOMOTATEJIbHBIX BELIECTB, C YKa3aHHEM KOJIMYECTBA KaX[OrO U3 HUX)

1.4. Hanuume B Poccuiickoit ®Demepanuy 3aperucTpUPOBAHHBIX AHAJIOTOB IO
MEXIYHApOJHOMY HEITATEHTOBAHHOMY HAHMEHOBAHUIO
Jla/HeT, A
1.5. IIporHosupyemsiii 06beM NMOTPeOICHHS JIEKAPCTBEHHOTO TIPENAPaTa IPEeBHIIIAET
IIPOTHO3UPYeMble 0OBEMBI €r0 BBO3a HIIH IIPOU3BOACTBA B Poccuiickoit denepamyn
na/HeT.




Tpebyembli 00bEM BBO3a MM IPOM3BOIACTBA JIEKAPCTBEHHOrO IIpemapara B
Poccuiickoi ®@enepanun (Ipy HATUYHH JaAHHBIX ) ;

1.6. JlexkapCTBEeHHBIH  mpemapar  SBISETCS  TEPANEBTHYECKAM  aHAJIOTOM'
3aperuCTpUpOBaHHEIX B Poccuiickoii ®Pexpepanyy  JEKapCTBEHHBIX  IIPEIApaToB
C MEXAyHApOJHBIM HENTaTCHTOBaHHBIM HAMMEHOBAaHHEM B OTHOIIICHUH
KOTOPOI'O paHee MEXBEIOMCTBEHHON KOMHMCCUEH ObUT yCTAaHOBIEH (PAKT NeheKTyphl HIH
pHCKa BO3HHKHOBEHHUS Ie(QEKTyphl B CBSI3M C BBEICHHEM B OTHOLIEHHMH Poccuiickoi
Derepanny OrpaHAYMTENBHBIX MEP 3KOHOMHYECKOTO XapakTepa (eCiiu MPUMEHHMO):

OTHOCHTCS K TOH e (papMako-TepanmeBTHUECKOH TIpymme, YTO U JIEKapCTBEHHBIH
Ipernapar ¢ MEXyHapOAHbIM HETIATCHTOBAHHBIM HAUMEHOBAHHEM Ja/HeT;

BO3JICHCTBYET Ha Ty K¢ OMOMHIICHH (WM €€ PELeNTOp), YTO W JeKapCTBEHHBIH
Ipernapar ¢ MEX/IyHapOIHbIM HENaTeHTOBAaHHBIM HAUMEHOBAHUEM na/HeT;

NPUMEHSETCST 1O OOHOMY H3 IIOKa3aHMM, YTO M JIEKapCTBEHHBIH Ipemapar ¢
MEXKIYHapOAHBIM HEITATCHTOBAaHHBIM HAUMEHOBaHHEM Jla/HeT.

2. OcHOBaHMEM Ui TPUHATHS pEIICHHS MEXKBEIOMCTBEHHOH KOMHCCHU 00
OIpeNENeHUH OePEKTYppl HIM PHCKA BO3HHUKHOBEHHS He(EKTYyphl B OTHOLICHHH
JIEKapCTBEHHOI'0 Mperapara MOCIyXUIIO YCTAaHOBICHUE (akTa NeHLUUTa M OTCYTCTBUSA
JIEKapCTBEHHOro mpemnapara B obpameHun B Poccumiickoit ®enepanuu, norpeOHOCTh B
KOTOPOM SIBIIICTCS HEYINOBJIIETBOPEHHOM, HOpPH BO3MOXKHOM HAJIWYHMH OJHOITO WIH
HECKOJIBKUX CIEIYIOIIHUX KPUTEPHUEB:

2.1. Tlpekpalenne OeITENPHOCTA WM OTKa3 OT MMOCTABOK MJIM PHMCK IIPEKPALICHMS
ACATECIbHOCTH TPOM3BOMMTENA M (WIIM) IOCTaBIIMKAa (hapMaleBTHYECKOM CYOCTAaHIMH,
BXOJALIEH B COCTaB JIEKAPCTBCHHOTO Iperapara, BIEKYINHE IIPUOCTAHOBICHUE HIIH
NpEeKpalleHne NPOM3BOJACTBA JIEKAPCTBEHHBIX NPEMNapaToB WIM MX BBO3a B POCCHICKYIO
denepanuio na/Her;

2.2. Ilpekpanienne IeATENPHOCTH WIM OTKa3 OT [OCTABOK MIIM PHCK IIPEKpALICHMS
JOCATEIBLHOCTH IPOM3BOAMTENS M (WIM) IIOCTABIIMKA BCIOMOTATENLHBIX BEIIECTB,
BXOMAIIMX B COCTAB (papMalleBTHYECKOH CyOCTaHIIMM ¥ (WITH) JIEKAPCTBEHHOTO IIPENApaTa,
BICKY[IHE IPHOCTAHOBICHWE WM IPEKpallleHWe IPOU3BOJACTBA JIEKAPCTBEHHBIX
IIpemnapaToB WK X BBO3a B Poccuiickyro ®Denepaiiyio Jla/HeT;

2.3. Ilpexpalenne AesATEIbHOCTH MM OTKa3 OT [MOCTABOK MM PHCK MPEKPAILCHMSA
ACATCIBHOCTH OIHUM WIIH HECKOJLKAMH Y4YaCTHMKaMH IIpolecca IPOM3BOJACTBa
JICKapCTBEHHOTO  MperapaTa, BICKYIUHME [PHOCTAHOBICHHE HWIH  [PEKPAIlCHHE
NPOM3BOACTBA  JIEKAPCTBEHHBIX MpPENapaToB MIM KX BBO3a B  POCCHICKYIO
Deneparuio na/Her;

2.4. Tlpexpaienue IeATENbHOCTH WIM OTKAa3 OT [IOCTABOK MJIM PHCK IPEKpaleHHs
AESTEIbHOCTH IPOU3BOMUTENSA M (WIM) IOCTaBIIHKA HCXOJHBEIX W BCIIOMOIATENIBHBIX
MaTEpHUaIoB U (MJIM) TAKHX MCXOJHBIX U BCIIOMOTATEIbHBIX MATEPHATIOB, MCIIOIL3YEMBIX B
npolecce MPOM3BOICTBA (hapMaLeBTHIECKOH CyOCTaHIIMU WIIH JIEKaPCTBEHHOTO [Ipenapara
(PEaKTUBEL, NPOMEXYTOUHBIE NPOAYKTHI, KYJIbTYpaJbHbIE CPelbl U HX KOMIIOHEHTEI,
(uabTPEI, COpPOEHTBI, PacCXOAHBIE MaTepHaibl, MEIIKH, IUIAHTH, MHblE MaTepUAaNbI),

' A63au BTOpOH MyHKTa 2 OCOGEHHOCTEH OOpAILEHHUS JIEKAPCTBEHHEIX CPEACTB VIS MEIHIMHCKOTO [IPHMEHEHUs B ciy4ae
AeeKTYpbl MM PUCKA BO3HUKHOBEHMS Ie(eKTypbl JIEKAPCTBEHHBIX IPENAPAaTOB B CBS3H C BBELCHUEM B OTHOLICHHY
Poccuiickoli  ®efepali  OrpaHMYUTENBHEIX MeD OSKOHOMHYECKOTO XapakTepa, yTBEPXKICHHBIX IIOCTAHOBIECHHUEM
Ilpasutenscrsa Poccuiickoit ®enepamuu or 5 ampens 2022 r. Ne 593 (cpok meiicteus mo 31 aexabps 2027 r.) (manee
COOTBETCTBEHHO — 1I0CTaHOBIEHHE Ne 593, Ocobennoctu Ne 593).




BIEKYILME TPUOCTAHOBIECHUE WIH [IpEeKpallleHue IIPOU3BOACTBA JIEKAPCTBEHHBIX
[penaparoB WK uX BBo3a B Poccuiickyro denepanuto na/Her,

2.5. TlpekpallieHHe AEATETBHOCTU WIM OTKa3 OT MOCTABOK WM PHCK MPEKpallcHHs
JEATENbHOCTH IIPOU3BOAUTENS U (WIH) MOCTABIIUKA OOOPYAOBaHHS U (M) aHAJIOTHYHOTO
000pyf0BaHHs, HCIONB3yeMOro B IpoLecce MPOMU3BOACTBA  (hapMaleBTHYECKOM
CyOCTaHIIMM MM JIEKapCTBEHHOTO IMIperapara, BJEKYIIME IIPHOCTAHOBIECHHE WM
NPEKPAIICHUE ITPOM3BOJICTBA JIEKAPCTBEHHBIX IPENapaToB WM WX BBO3a B POCCHICKYIO
®denepanuio Jla/HeT;

2.6. IIpekpallenue AEATENbHOCTH MIM OTKa3 OT IOCTABOK WM PHCK IPEKPAICHHS
JACATEIBHOCTH IPOM3BOAMTENS M (MIM) IOCTaBIIMKA CTAHTAPTHBIX OOpasloB, U (MJIH)
AQHAJIOIMYHBIX  CTAaHAApTHBIX  OOpa3loOB, AaTTECTOBAHHBIX B  COOTBEICTBHU  C
rOCyapCTBEHHON (apmakorneeid, U (WIM) PEaKTUBOB, U (WIH) MaTepHaioB, W (MIH)
000pyOBaHHs, HCTIONB3YEMBIX B MPOIECCAX aHATUTHYECKOTO KOHTPOIS MOIyIPOAYKTOB,
(bapmanieBTHYECKOM CyOCTaHLIMM MM JEKapCTBEHHOrO Ipelapara, a TakkKe H3MEHEHHE
AQHANUTHYCCKUX METOIUK, CBA3AHHBIX C BKIIOUYEHHEM, W (WIH) M3MEHEHHEM, W (WJIH)
nobaBrneHreM aJIbTEPHATUBHBIX MaTepHUaJIoB, PEaKTHBOB, 000pyIOBaHHUs
M CTaHAapTHBIX O0O0pa3’loB, HCMOJb3yeMBIX B AHAIUTHYCCKHX METOJMKAX, BICKYIIHE
NPAOCTAHOBJICHUE MM IIPEKPAIlEHHe NPOU3BOJCTBA JIEKAPCTBEHHBIX MPEMAPATOB MM UX

BBO3a B Poccuiickyro ®@enepanuro Jla/HeT;
2.7. OtmeHa rOCy1apCTBEHHON PETUCTpALIUU JI€KapCTBEHHOTO
npenapara Ja/Her;

2.8. Hamnmuwe 3akmoueHus ODepepanbHOi CiyxObl MO0 Ham3opy B cdepe
30paBOOXPAaHEHHs, CPOPMHPOBAHHOTO B COOTBETCTBHHM C IIYHKTOM 2 OCOOEHHOCTEM
TOCYyJapCTBCHHOTO PETYJIHPOBAaHUA MPENENbHBIX OTIYCKHBIX ILI€H MPOU3BOAMTENEH
Ha JICKapCTBCHHBIC IpPENapaThl, BKIIOYEHHBIE B IMEPEUCHb >KM3HEHHO HEOOXOIMMBIX
U Ba)XHEHIUMX JIGKAaPCTBEHHBIX IIPEMapaToB, YTBEPKAEHHBEIX  IIOCTAHOBIECHHEM
IIpaButensctBa Poccuiickoit ®enepanuu ot 31 oxtadps 2020 r. Ne 1771 (cpox aeicTBus
1o 1 centadps 2030 r.), cogepikaluero cBeeHus 0 AeQEKType UM PUCKE BOSHUKHOBEHHS
Ie(eKTyphl TeKapCTBEHHOTO IIpenapara na/Her;

2.9. Hamnyve B InepedHe JIEKapCTBEHHBIX IPENapaToB, KOTOPHIA pa3sMeIlaeTcs
Ha oQuuManbHOM cadTe MuHMCTepCTBa 3IpaBooxpatenus Poccuiickoit ®emepaiyu
B HH()OPMAIIMOHHO-TEJTEKOMMYHHUKAIIMOHHOM ceTH «HTEepHET» Ha MOopTaje MO BEACHHIO
rOCYAapCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPEICTB VI MEIHIIMHCKOrO IPUMEHEHHS
B pasgene <«OKypmam» Ui aBTOPM3OBAHHBIX II0JIb30BAaTeled, TEPareBTHYECKOTO
aHanora’® na/Her.

2.10. Hnpie ¢akTel M OOCTOSATENBCTBA, MOCHY)KUBIIME IIPUYHHON OTCYTCTBUS
(meduuura) OO pHCKa BO3HHKHOBEHHS OTCYTCTBHS JIEKAPCTBEHHOIO IIpENapara
B oOpamennn B Poccuiickoi ®enepauuu, MNOTPeGHOCTE B KOTOPOM SIBIAETCS
HEYZOBJIETBOPEHHOU

3. 3akno4eHre IPUMEHUMO B OTHOIIEHHH BO3MOXHOCTH:

3.1. noma4yu 3asBIEHHS HAa TOCYIAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHOI'O
IIpenapara B COOTBETCTBUY C OCTaHOBJIeHHEM Ne 593 na/Her;

3.2. mojayu 3asfBICHUS Ha BHECEHHE HM3MEHEHHH B DPETMCTPALMOHHOE IOChE Ha
3apPETHCTPUPOBAHHEIA JIEKaPCTBEHHBIH NpenapaT B COOTBETCTBMHU C IIOCTaHOBIECHHEM

? Cratba 33 ®egepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-03 «O6 06pallleHIH TEKapCTBEHHBIX CPEACTBY.
3 A63an Bropoii mynkTa 2 Ocobennocteii Ne 593.



IlpaBurensctBa Poccuiickoii ®enepanuu ot 23 mapta 2022 1. Ne 440 «O6 yTBEpKIeHUM
0COOECHHOCTEH BHECEHHMS] U3MEHEHHH B JOKYMEHTHI, COAEPKANINECS B PETHCTPALMOHHOM
JOChE€ Ha 3apETUCTPUPOBAHHBIA JICKApCTBEHHBIA TIpemaparT MAdd MEIUIMHCKOrO
IIPUMEHEHHS, B CTy4ac Je(EeKTYpBI MM PUCKA BOSHUKHOBEHHS Ie(EKTYPHI I€KapCTBEHHBIX
IIpeapaToB B CBS3M C BBeACHMEM B OTHolEeHMM Poccuiickoit ®enpepaiuu
OTPaHHYHUTENBLHBIX MEP SKOHOMUYECKOTO XapaKTepar» na/Her;

3.3. nogayM 3asBICHMSA HAa BHECEHHE M3MEHEHHI B JOKYMEHTEHI, COICPKAIIUECS B
PETHCTPAHOHHOM JI0Ch€ Ha BKIIIOYEHHYIO B IOCYNApCTBEHHBIH PeecTp JIeKapCTBEHHBIX
CPeACTB  (papMalEBTUYECKYI0 CYOCTAHIMIO, TPOM3BEACHHYIO JUIi pealu3alid, B
COOTBETCTBHUU C NOCTaHOBIIEHUEM Ne 593 na/HeT,

3.4. moma4u 3asBICHHA O MONYYCHHH 3aKIIOYEHHS O BO3MOXHOCTH IIEPEBO3KH,
peanusalnyy, nepejadyd U 10 OKOHYaHUsS CPOKa TOTHOCTU XPaHEHHS, OTIIYCKa, PO3HUYIHOM
TOPTOBIIH (B TOM YHCIIE JUCTAHIMOHHBIM CHOCOOOM), IPUMEHEHHS 3aPETHCTPHPOBAHHBIX B
Poccwuiickoit Denepanuu 1ekapCcTBEHHbIX IIPENapaToOB B YIIAKOBKAX, IPe{HAa3HAYEHHBIX LIS
oOpalieHMs B HHOCTPaHHBIX TOCYAapCTBaX, B COOTBETCTBUH C IIOCTAHOBJIEHHEM
Ne 593 JIa/HeT; '

3.5. mogayu 3afABIEHHMS O BO3MOKHOCTH BBINAYM DPAaspelIcHMs HAa BPEMEHHOE
obpauieHue cepuM (MapTHM) JICKAPCTBEHHOTO IIpenapara, HE 3aperHCTPUPOBAHHOTO B
Poccuiickoit Denepannu, UMEIOLMETO 3aperuCTpUpoBaHHble B Poccuiickoi ®enepanuu
aHAJIOTH II0 MEXIyHapOAHOMY HENATEHTOBAHHOMY HaUMEHOBAaHHIO W Pa3pELIEHHOrO IS
MEIMUMHCKOIO  NPUMCHEHHss  Ha  TEPPUTOPHUM  HHOCTPAHHBIX  TOCYIapCTB
YIOJTHOMOYEHHBIMH  OpPraHaMH COOTBETCTBYIOLIMX HHOCTPAHHBIX TIOCYHapCTB, B
COOTBETCTBHUHU C IIOCTaHOBJIeHHEM Ne 593 Ja/HeT.

JIMCTBI rOIOCOBAaHUS YJICHOB MEXBEIOMCTBEHHOH KOMHCCHH I[IpHJIararOTCA Ha JIACTax.

npeaccaarciib MEXBEAOMCTBEHHON KOMHCCHH

(mO/KHOCTS) ((aMuIHs, UMS, OTYECTBO (PH HATHYMH) (IIOIIIHCH)

3aMECTHTEND NpeAceaaTeNd MEXBEIOMCTBEHHON KOMUCCHHA

(moImKXHOCTB) ((baMHIUS, UMsI, OTYECTBO (TIPU HATHYHMH) (IIOATHCH)

OTBETCTBEHHBIN CEKPETAPh

(HOmMKHOCTB) (paMUITHS, UMs, OTYECTBO (IIPH HATMYIMH) (IIOIIHCE)




ITpunoxxenune Ne 3
K [IpHUKa3y MUHHCTEPCTBA 3JpaBOOXPAHCHHUS
Poccuiickoin ®eneparuu

OT «/_Z/—Z» p//((}/,’?ﬁ[f 2025 1. Ne 777

®opma

3akiouenue
Me)KBeIOMCTBEHHOH KOMHCCHH 10 ONpee/IeHHI0 1e(eKTypbl HIH PUCKA
BO3HHKHOBEHH Ae(eKTyphbl JIEKAPCTBEHHBIX NPENAPATOB B CBA3H C BBEJACHHEM
B oTHOmeHuH Poccuiickoii @esepanuy OrpaHHYHTEILHBIX MeP YKOHOMHYECKOT0
XapaKTepa 0 BO3MOKHOCTH (HEBO3MOKHOCTH) BLIJa4H pa3pelIeHusi HA BpeMeHHoe
o0paienne cepuy (IapTHH) JeKaPCTBEHHOr0 Npenapara,

He 3aperuCTpHPoBaHHOro B Poccuiickoii Menepanun, HMEIONIEro
3aperHcTpHpoBaHHbIe B Poccniickoil Pegepanny aHAIOTH 0 MeXKIyHAPOAHOMY
HeNaTeHTOBAHHOMY HAMMEHOBAHHIO U pa3pelieHHOTo JJIsi MeIHIIHHCKOI 0
HpUMeHEeHHNs HA TEPPHTOPHH HHOCTPAHHBIX I'OCYAAPCTB YIOJITHOMOYEHHBIMH
OPraHaMH COOTBETCTBYIONIHX HHOCTPAHHBIX I'OCYXapCcTB

(nara)

1. Csemenus 0 5E€KapCTBEHHOM mpemapare Uil MEIULIHHCKOTO IIPHMEHEHHUS
(manee — JeKapCTBEHHBIN Mpemapar).

1.1. HarmMeHOBaHMeE JIEKapCTBEHHOTO Mpemnapara

MEXIYHApOAHOC HEMATEHTOBAHHOE MM XHUMHYECKOE, HIH TPYIIHPOBOYHOE
HaHMEHOBaHHE

TOProBo€ HAaMMCHOBAHUEC

1.2. ®opma BeIycKa (ekapcTBeHHas popma, JO3HPOBKA)

1.3. CocraB nexapcTBeHHOro mpemapara (NepedyeHb  JEHCTBYIOIHX M
BCITOMOTATEJIbHBIX BEHIECTB, C YKa3aHUEM KOJIMYECTBa KaXKIOro U3 HHX)

1.4. 3asiBuTens (FOPUOMYIECKOE THLO, ASHCTBYIONIEE B COOCTBEHHBIX MHTEPECAX HIIH
YTIIOJTHOMOYEHHOE NPEe/ICTaBIATh HHTEPECH! IPYTOTO OPUAXYECKOTO JIUIA)

1.5. IlpousBopuTens N€KapCTBEHHOro Inpenapara (HAMMEHOBAHHE, aJpeca BCEX
NPOHM3BOJCTBEHHBIX INIOIIAIOK C YKa3aHUEM CTaJHii IPOM3BOICTBA)

1.6. PexBU3UTHI Cepuy (MapTHH), 3asBICHHON IS HeMel MONydeHHs paspelieHus Ha




BPEMEHHOE OOpallleHHe O BO3MOXHOCTH (HEBO3MOXXHOCTH) BBIJa4YM pPa3peIleHHs Ha
BpEMEHHOe  ofOpamieHue  cepud  (ApTHH)  JEKApCTBEHHOrO  IIpemapara,  HE
3aperuCTpUpPOBaHHOrO B Poccuiickoi denepanuu, UMEKOLIEro 3aperHCTPHPOBAHHEIE B
Poccuiickor ~ denmepanyu  aHaTOTH 10  MEXIYHAPOTHOMY  HEMATEHTOBAHHOMY
HaUMCHOBAHUIO, M DPa3pPEIICHHOTO JUIs MEOMLMHCKOTO NPUMEHEHHS Ha TEPPUTOPHH
HHOCTPAHHBIX ~ TOCYAapCTB  YMOJHOMOYEHHBIMH  OpPraHaMH  COOTBETCTBYIOIIMX
HHOCTPAHHBIX T'OCYJapCTB, B OTHOLICHUH KOTOPOIO MEXBEAOMCTBEHHOH KOMHCCHEH I10
ONpeleneHuio Je(EKTYpsl HIM DPHUCKA BO3HHKHOBEHHS IE(QEKTYpPHI JIE€KApCTBEHHBIX
IpenapatoB B CBA3W C BBeACHHEM B OTHomeHMHM Poccuiickoit ®epepanuu
OTPaHUYHUTEIBHBIX MEP JKOHOMHYECKOr0 Xapakrepa (Jalee — MeEKBEIOMCTBEHHAs
KOMHCCHSI) YCTaHOBJIEHA Ae(eKTypa WK PHCK €€ BOSHUKHOBEHHS B CBSI3H C BBEICHHEM B
oTHomeHHH Poccuiickoit ®enepanyu OrpaHUYUTENBHBIX MEP 3KOHOMHUYECKOTO XapaKTepa
(mamee - paspemleHHE Ha BpEeMEHHOe OOpalieHHE), B TOM 4YHCIE KOJHYECTBO
JIEKapCTBEHHOIO IIpenapara Kaxao0i cepuu (MapTHH)

1.7. Hamnuue B Poccuiickoii ®epmepauuu 3aperdcTpUpOBaHHBIX AaHATIOTOB
II0 JEHCTBYIOIIEMY BEIIECTBY U JIEKapCTBEHHOM hopme Jla/HeT;

1.8.  IlporHosupyemsblii 00beM TOTpeONCHHS  JIEKAPCTBEHHOTO  IIpemapaTa
NPEeBBIIACT NPOTHO3MPYEMEBIC OOBEMBI €TO BBO3a WM IPOHM3BOACTBA B PoOCCHICKOIA
®denepauuu ' na/Her;

1.9. JlekapcTBeHHBIH mpenapaT BXOAMT B IEPEYEHb JIEKAPCTBEHHBIX MPENApaToB,
KOTODBIA pa3MemaeTcs Ha O(QMIMATPHOM caiite MHHHCTEPCTBA 3APaBOOXPAHECHHSA
Poccuiickoii Oenepannu B MHOOPMALHOHHO-TEIEKOMMYHHKAMOHHON ceTH «MHTepHET»
Ha IIOpTajJ€ 0 BEICHUI0O TOCYIapCTBEHHOrO peecTpa JIEKapCTBEHHBIX CPEICTB
AN MEIMUMHCKOTO TIpHMeHeHus' B pasiene <«OKypHam» Ui aBTOPHU30BAHHBIX
[I0JIb30BaTENeH na/HeT,

1.10 B oTHOmIEHMH JIEKapCTBEHHOTO Ipenapara BBIAHO  3aKIIOYCHHE
MEeXBEAOMCTBEHHOH KOMHMCCHH IIO ONPEAENCHHUIO AeeKTYPhl WM PUCKA BOSHUKHOBEHUS
Ae(heKTYphI T€KapCTBEHHBIX MPENapaToB B CBA3M C BBEIEHHEM B OTHOMICHUH PoccHiickoit
Qezepaunu OrPaHHYMTEILHBIX MEP JKOHOMHYECKOrO XapakrTepa 00 OIpeeleHHH
AeeKTyphl WM DHCKA BO3HHKHOBCHHS Ne(DEKTYpHI JIEKAPCTBEHHBIX IMPEMNapaToB IJIs
MEJMIHMHCKOIO TNPHUMEHEHHS C  yKa3aHMWEM HAMMEHOBaHHH  (MEXIYHapOIHBIX
HEMATCHTOBAHHBIX, WJIM XUMHYECKHX, WM IPYNIHAPOBOYHBIX), UX (OpPM, IO3HPOBOK,
HaJIMYMs TEPanmeBTHYCCKHX aHAJOroB, TpeOyeMbIX O0O0BEMOB [UIs ILeded BBO3a
B Poccuiickyro ®enepanuio 1 B HHBIX CIy4asx OOpalleHusl JEKAPCTBEHHBIX MPENapaToB,
NPUMEHMMOE B OTHOIICHHUH [MOJA4M 3asBJIEHHS O BO3MOXXHOCTH BBIIA4M paspelieHds Ha
BPEMEHHOE OOpaleHue Jla/HeT.

2. OneHka COACPIKaHHs, JOCTAaTOYHOCTH JOKYMEHTOB M BEIBOJEI 110 npeacraBJICHHBIM
Ha paCcCMOTpCHHUE NOKYMCHTaM JJIsl ONPEACICHUSI BO3MOXKXHOCTH BBIJAUH pa3p€UICHUA Ha
BPCMCHHOC 06pameHHe.

2.1. OOwmwmii pasgen (U3NAralOTCS OCHOBHBIE TOJOKEHHS MPEICTABICHHON
JOKYMEHTALIUN )

! Crates 33 ®enepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 00GpalIeHIH 1eKapCTBEHHBIX CPEACTBY.




2.2. Criennanu3upOoBaHHBIN pa3aen

OLeHKa JOCTaTOYHOCTH CHUCTEMBI ()apMaKOHaI30pa OpraHM3allii, OTBETCTBEHHOM 3a
OCYHIECTBIEHHE  MOHMTOpHHTa 3()PEKTHBHOCTH U  O€30IIaCHOCTH  BBE3EHHBIX
JIEKapCTBEHHBIX CpelcTB B Poccuiickoi denepaiu, 1 ero KpaTkuii nepeBoj Ha PyCCKHM
SI3BIK

Onenxka IiaHa yYIpPaBleHMS PHUCKaMH Ui OUOJOTHYECKOTO JIEKAPCTBEHHOTO
pUMEHEHHS

OueHka 06beMa BBINONHEHHBIX JOKIHHAYECKHX HCCIEIOBAHUN JIEKapPCTBEHHOTO
npenapara M OLIEHKA IIOJIyYEHHBIX pE3YJIbTaTOB JOKIMHUYECKUX HCCIIEeJOBAHUN
JIEKapCTBEHHOI'0 Npemnapara (€ciau IPHMEHHMO)

Onenka 0030pa HayyHBIX PabOT O pe3ynbTaTax JOKIHHHYECKHX H KIHHHYECKHUX
HCCIICIOBAHUWA JICKAPCTBEHHBIX INpemaparoB, B TOM 4YHCIE BKJIIOYAS ONBIT HX
HNOCTPETMCTPALIHOHHOrO IPUMEHEHHUS (€CIIU IPUMEHHMO).

3. Kourpons kauecTna.
3.1. HeoOX0OMMOCTb NpPOBENEHHS] HCIBITAHMN JIEKAPCTBEHHBIX IIPEHapaToB
na/HeT.
3.2. OObeM MNpOBeNEHMs MCIBITAHUH IJIEKAPCTBEHHBIX IIPENapaToB (C yKasaHHEM
HoKa3areJei)

3.3. IlepuoiM4HOCTh NPOBEAECHHS UCTIBITAHUI

3.4. Bo3MoxHOCTH BBOZIa B 00OPOT CepuH (IIAPTHH) JIEKAPCTBEHHOTO IIpeNapara 1o
OKOHYaHHU HCIBITAHUM (C yKa3aHHEM ITOKa3aTesiei pyu HeoOXOMUMOCTH)

4. OOwK#A BRIBOJ 1O pe3ynbTaTaM 3aceJaHus (3aKI0UeHHUE):
BbIa4a MUHHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoii Oenepalyy paspemeHus Ha
BPEMEHHOE Oo0palieHue

(BO3MOJKHA MM HEBO3MOXKHA)

JIucTel TOJIOCOBAaHHMS YJICHOB MEXBEIOMCTBCHHOH KOMHCCHH IpUjIararoTCsa
Ha JUCTax.

npeacenaTeNnb MEXBEJOMCTBCHHONH KOMHUCCUU

(mommxHOCTB) (haMuius, UM, OT4ECTBO (IPU HANMYKH) (IOITHCH)




3aMECTUTEIb NIPEACCAATCIIA MEXBEJOMCTBEHHON KOMHUCCHHU

(zomxkHOCTD) (bamunus, UM, OTUECTBO (MIPH HATHYUH) (IIOIIHUCE)

OTBETCTBEHHBIN CEKPETApPh

(momxHOCTB) (haMmIHs, UM, OTYECTBO (IPU HANTHYNH) (IIOQIIUCE)



[Ipunoxenne Ne 4
K IIpuKa3sy MHUHHCTEPCTBA 34paBOOXpaHEHUS
Poccuiickoit Oenepannun
OT «ﬁ» , j/[é/wm 2025 . Ne 725 /7

®opma

3akioueHue

M€XKBEIOMCTBEHHOH KOMHCCHM 110 OIIpe/ie/IeHHI0 1e(eKTyphbl Wil PHCKA
BO3HHMKHOBEHHS 1e(eKTypbl JIEKAPCTBEHHbIX NIPENapaToB B CBA3H C BBEJIEHHEM
B oTHOmIeHuM Poccuiickoii ®egepanuu orpaHHYHTEIbHBIX MeEP YIKOHOMHYECKOTO
XapaKrTepa 0 BO3MOKHOCTH (HEBO3MOKHOCTH) NEPEBO3KH, PeaTH3alliu, Nepeaadn

H 10 OKOHYAHHS CPOKA FOJHOCTH XPaHEHHs], OTIYCKA, PO3HHYHOI TOProBju (B TOM
YucjIe AUCTAHIHOHHBIM CII0CO000M), IPHMEHEHMS 3aPerHCTPHPOBAHHLIX B
Poccuiickoii ®enepanuy JeKapCcTBEHHBIX MPENapaToB B YIAKOBKAX,
npeIHa3sHAYE€HHDIX [IJisl 00palleHnsi B HHOCTPAHHBIX rOCyapCcTBax

(mara)

1. Csemenuss 0 5eKapCTBEHHOM Ipemapare Ui MEIUIMHCKOrO IIPHMEHEHHUS
(manee — nexapCTBEHHBIH Mpenapar).

1.1. HavMeHOBaHMe IEKapCTBEHHOTO Mpernapara

MEXAYHAapOLHOS HENATeHTOBAHHOE MM XHUMHYECKOE, HIH TPYNITUPOBOYHOE
HaUMEHOBaHHE

TOPTOBOC HAMMCHOBAHHE

1.2. ®opma BeInycKa (JlekapcTBeHHas: popMa, J03UPOBKA)

1.3. CocraB nexapcTBeHHOro mpemapara (HepeyeHb  JAEHCTBYIOIUX U
BCIIOMOT'aTeJIbHBIX BEIIECTB, C YKa3aHMEM KOIMYECTBA KaXI0TO H3 HUX)

1.4. 3asBuTens (OpUAMIECKOE JIHIO, ACHCTBYOIIEE B COOCTBEHHBIX MHTEPECAX WITH
YHOJTHOMOYEHHOE TIPECTaBIATE HHTEPECH APYTOTO IOPHIHYESCKOTO JIHLA)

1.5. IlpousBonurens mneKapcCTBEHHOro mpernapara (HaMMEHOBAaHME, aipeca BCeX
MPOU3BOJACTBEHHLIX IIOINAL0K C yKa3aHUEM CTaIHii IPOM3BOJICTBA)

1.6. PexBU3UTHI Cepuu (TAPTHH), B TOM YHCIIE KOJTHIECTBO JIEKAPCTBEHHOT'O TIpenapara
KaXXJIOM cepuH (apTHH )

1.7. Ceenenns o 3aperucTpupoBaHHOM B Poccuiickoii Pesepanuy 1ekapcTBEHHOM
npemnapare

TOpI‘OBOG, MEXAYHApOIHOC HEIMAaTCHTOBAHHOE, HIH XHMHYECCKOE, HIIN
I'PpYIIIHAPOBOYHOC HAUMCHOBAHHUE
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Brnagenen (nepikarens) perucTpaliiOHHOTO YAOCTOBEPEHHSA, HOMEpP U Jara
PETHCTPALIMOHHOTO YAOCTOBEPEHHUS

1.8. IlporHosupyemsiii 00beM HOTpEONCHUS JIEKAPCTBCHHOrO  Iperapara
IPEBBIIACT IPOTHO3UPYEMBIE OOBEMBI €r0 BBO3a WM IIPOM3BOACTBA B Poccuiickoi
Oenepauuu JIa/HET;

1.9. JlekapCTBeHHBIH NpenapaT BXOAUT B IIEpPEUCHb JIEKapCTBEHHBIX IPEIapaToB,
KOTOPBIM pasMelaercas Ha O(QHUIMaNbHOM caiite MuHHCTEpCTBa 3IpaBOOXPAHEHHMS
Poccuiickoit Denepanyu B MHPOPMALMOHHO-TEIEKOMMYHUKALIMOHHOM ceTH «IHTEpHET»
Ha TMOpTajie IO BENCHHUIO TIOCYJAPCTBEHHOIO pEeCTpa JIEKAPCTBEHHBIX CPEICTB’
AN MENHUMHCKOTO npuMeHenus' B pasgene «OKypHam» U1 aBTOPH30BAaHHBIX
NOJIb30BaTeNeH Ia/HeT;

1.10. B oTHOIWIEHMHM JIEKapCTBEHHOIO TIperapara BLJAHO  3aKIIOYCHHUE
MEKBEIOMCTBEHHON KOMHCCHH I10 ONPENENCHUIO Ae(DeKTYphl WIH PUCKA BO3SHMKHOBEHMS
nedeKTypsl 1eKapCTBEHHBIX MPENapaToB B CBA3H C BBEJAECHHEM B OTHOLICHUH Poccuiickoii
@enepaldi  OTPAaHUYMTENLHBIX MEP 3KOHOMHYECKOTO XapakTepa 00 OIpeaeleHHH
Ae(EeKTYpsl MM PUCKa BO3HMKHOBEHHS Je(eKTYpBl JIEKapCTBEHHBIX MPENapaToB JUIs
MEIULMHCKOTO  TNPUMEHCHHS C  yKa3aHHEM  HAMMEHOBAaHMH  (MEXIYHAapOIHBIX
HETIaTCHTOBAHHBIX, WIM XHMHYECKMX, WM TPYNIHPOBOYHBIX), UX (POpM, ITO3UPOBOK,
HaJIMYMs TCPAlEBTHYECKUX aHAJIOIOB, TpeOyeMBIX O0O0BEMOB Ui Iielieli BBO3a B
Poccuiickyto ®ezepalyio H B HHBIX CIy4asx OOpalleHHs JEKAPCTBEHHBIX IIPENapaToB,
NPUMEHUMOE B OTHOIICHHH BO3MOXXHOCTH MEPEBO3KH, peaJH3alldd, IMepeaadyd H 10
OKOHYaHHUsl CPOKa TOJHOCTH XPaHEHMs, OTIYCKa, PO3HUYHOW TOProBid (B TOM YHCIE
IOMCTaHIIMOHHBIM CIOCOOOM) (Zlajiee COOTBETCTBEHHO — MEKBEIOMCTBEHHAs! KOMHCCHS,
oOpaiieHHe),  NPUMEHEHHMS  CcepuH  (NapTUH)  JEKapCTBEHHOTO  IIpenapaTa,
3aperucTpupoBaHHoro B Poccuiickoit ®enepanuu, B yIakoBKe, MPEAHA3HAYEHHOM JUIs
ofpallleHUsi B HHOCTPAaHHBIX TOCYAapCTBaX, B COOTBETCTBHMHM C IIOCTaHOBJICHHEM
ITpaBurenscTBa Poccuiickoit ®@enepanuu ot 5 ampens 2022 r. Ne 593 «O6 0co6eHHOCTIX
OOpalleHHss JIEKapCTBEHHBIX CPEACTB JUIL MEIULMHCKOIO IPHMEHEHHS B Ciydae
ne(EeKTyphl WM PHCKA BOSHUKHOBEHHUS 1e)eKTYPHI JIEKAPCTBEHHBIX MIPENAPATOB B CBA3H C
BBCACHUEM B OTHOomIeHWH Poccuiickoi  ®enepaluyi  OrpaHUYUTENBHBIX  MeEp
39KOHOMHYECKOI'O XapaKTepay Jla/HeT.

2. Ouenka comepxanus, 10CTATOYHOCTH JOKYMEHTOB H BEIBOIBI 110 MPEJCTABICHHBIM
Ha paCCMOTPEHHUE JOKYMEHTaM JUIsl ONIpEAEIICHUS BO3MOXHOCTH oOpaienus B Poccuiickoit
@enepanuu cepuM (MApTHH) JTEKApCTBEHHOTO Mperapara B YIAaKOBKE, IpeIHa3HAYeHHON
1715 OOpaIleHus] B HHOCTPaHHBIX rOCYIapCTBax.

2.1. OOmm#i pasgen (M37MaraloTCs OCHOBHBIE IMOJOKEHHS MPEACTaBICHHOM
JOKYMEHTALIUN )

2.2. Cnenuanu3upoBaHHBIN pa3aen

OreHka JOCTaTOYHOCTH JTOKYMEHTa, YCTaHABIMUBAIOIIETO TPEOOBAHMS K KOHTPOIIO
Ka4yeCcTBa JICKApCTBEHHOTO Mpemnapara (COACpXKaIlero crenu(UKAlMi0 W OIMCaHHE
QHAITMTHYECKUX METOAUK U UCTIBITAHHH MIIM CCBUIKM Ha HUX, a TAKXKE COOTBETCTBYIOIIHE
KPUTCpUH TNPUEMIIEMOCTH [UI YKa3aHHBIX IIOKa3aTelded KauecTBa), OHXOOPEHHOIO

! Crarbs 33 QenepanbHoro 3akona ot 12 anpess 2010 r. Ne 61-®3 «06 00palleHNH 1eKapCTBEHHBIX CPELCTBY.



3

YIIOJIHOMOYEHHBIM OPraHOM CTpPaHbI-IPOM3BOAUTENS M (WIM) CTpaHBl - BJaJeNbla
(mepxaren) perucCTpaliOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara

Onenka [IOCTaTOYHOCTH KpPAaTKOW XapakTEPHCTMKH CHCTEMBl (apMakoHaa30pa
BlIaJieTbLa (IepiKaTens) pETUCTPALIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOT'O Iperapara

OI_ICHKa IUIaHa YMOPABJICHHSA PHUCKAMH A OHOJIOrMYECKOTO JCKAapCTBCHHOI'O
IIPUMCHCHHUSA

3. KoHTpoas kayecTBa.
3.1. HeobxogumocTs IPOBEICHHUS UCTIBITAHUH JIeKapCTBEHHBIX
IIpenaparoB na/HeT

3.2. O6beM TpOBeAEHUS HCIBITAHWI JIEKapCTBEHHBIX MpenaparoB (C yKa3aHHEM
IIOKa3aTeJieil)

3.3. IlepuoAMYHOCTH IPOBEACHUS UCIIBITAHUI

3.4. Bo3aMOXHOCTH BBOZa B 000pOT cepuM (IapTHH) JEKapCTBEHHOTO IIperapara 0
OKOHYaHHMs MCIIBITAaHUH (C yKa3aHHEM MOKa3aTelel IpHu He0OXOTUMOCTH )

4. O6muit BHIBOJ 110 pe3yJIbTaTaM 3aceaHus (3aKII0UeHHeE):

obpawenue B Poccuiickoit deneparuu cepun (IapTHM) JIEKAPCTBEHHOIO IIpemapara B
YIAKOBKE, NPEIHA3HAYEHHOM U151 0OpallleHHUsl B HHOCTPAaHHBIX 'OCYIapCTBaX, B OTHOIIECHHH
KOTOpPOTO MEXBEIOMCTBEHHOM KOMHCCHEH YCTaHOBIEHa Je(eKTypa WIH pPHCK €€
BO3HMKHOBCHHMSI B CBS3H C BBEJCHMEM B OTHOWEHMH Poccuiickoit ®enepanuu
OrPaHHYHMTEIBHBIX MEP JKOHOMHUYECKOTO XapaKkTepa

(BO3MOXXHO HJIH HEBO3MOXKHO)

JIMCTHI TOTOCOBAaHHS YWICHOB MEXBEIOMCTBEHHOH KOMHCCUH InpujiaararoTCs Ha
JIACTax.

npeacenarciip MEXKBEIOMCTBEHHON KOMHUCCHH

(momxHOCTB) (haMuius, UM, 0TIECTBO (MPHU HATHYIMH) (IIOIIHCEH)

3aMECTHUTCIIb NIpeaceaaTeiiA MEXBEIOMCTBEHHOH KOMHCCHHU

(momxHOCTH) (baMUIUs, UM, OTYECTBO (IPH HATHYIHH) (IIOIKCH)

OTBETCTBEHHBIN CEKPETAph

(momxHOCTH) (haMMIUSA, UMSL, OTYECTBO (P HATHYMH) (IIOIIIHCE)



