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00 yrBepxaennu [lonoxxeHnst 0 MeXXBeIOMCTBEHHONW KOMUCCHH
10 onpeJieJIeHHI0 e()eKTYpPhI HIH PHCKA BO3HHKHOBeHHs JeeKTypPhbI
JIEKaPCTBEHHBbIX NMPENapaToB B CBA3HM ¢ BBeJAeHHEM B OTHOIIEHUM Poccniickoii
Depepalinu OrpaHUIUTEILHBIX Mep IKOHOMUYECKOT0 XapaKTepa
H QopM 3aKII0YeHHIi YKa3aHHOH Me:KBEeIOMCTBEHHO KOMHCCHH 00 ONpe/ieJeHHu
Me(peKTypbl HIH PHCKA BOSHHKHOBEHHS Je(eKTypPbI JeKapCTBEHHbIX MPENapaToB
JUIS METHITMHCKOI0 MPHUMEHEeHHsI ¢ yKa3aHHeM HauMeHOBaHu# (MeKIyHAPOIHBIX
HENAaTeHTOBAHHBIX, HJIH XHMHY€CKHX, MJIH ITPYIITHPOBOYHBIX), HX ()OPM, T103HPOBOK,
HaJIMYHA TepaneBTHYECKHX aHAJIO0T0B, TPedyeMbIX 00HeMOB [JIf 1ieJiei BBO3a B
Poccuiickyio @ejrepannio ¥ B HHBIX CJIy4asx o0pallenus JeKapcTBeHHbIX
NpenaparTos, 0 BO3MOKHOCTH (HEBO3MOKHOCTH) BbIIAYH pa3pellenusi Ha BpeMeHHoe
oOpaienne cepuu (IAPTHH) JeKAPCTBEHHOT0 NPENapaTa, He 3aperuCTPHPOBAHHOIO
B Poccmiickoil Denepaunn, mMe0iiero 3aperacTpaposatHeie B Poccuiickoii
@eaepanuu aHAJOTH 110 MEXIYHAPOTHOMY HENIATEHTOBAHHOMY HAHMEHOBAHHIO
H Pa3pemIeHHoro s MeJHIHHCKOr0 MPUMeHEHHs! HA TEPPUTOPHH HHOCTPAHHLIX
roCyapcTB yHOXTHOMOYEHHBIMH OPraHAMH COOTBETCTBYIOIIMX HHOCTPAHHBIX
rocyl1apcTB, H 0 BO3MOXKHOCTH (HEBO3MOKHOCTH) IIEPEBO3KH, peaan3alu, Hepejayn
H 10 OKOHYaHHA CPOKa rOIHOCTH XPaHEHHs, OTIYCKa, POZHHYHO# TOProBH (B TOM
4Hcie JACTAHIHOHHBIM CNOCO00M), NPHMeEHEeHHS 3aPerHCTPHPOBAHHBIX B
Poccuiickoii @eepanun JeKapcTBeHHBIX MPENAPaToB B YIIAKOBKAX,
NpeAHa3sHaAYeHHbIX /ISl 00paLeHHsi B HHOCTPAHHBIX FOCyAapCcTBax

B COOTBETCTBUM C MyHKTOM 2 OCOGEHHOCTEH BHECEHHS M3MEHECHHH B JOKYMEHTBI,
COLEpXKAIINECHs B PETUCTPALHOHHOM [O0CHE HA 3apETUCTPUPOBAHHBINA JIEKAPCTBEHHBIN
npenapar [Uii  MEAUIMHCKOTO IPUMCHEHUS, B Cly4ae JAedeKTYphl HIH PHCKa
BO3HHKHOBEHUsS JE€(PEKTYphl IJICKapCTBEHHLIX IMPENapaToB B CBA3H C BBEACHHEM
B orHomeHWM Poccuiickoit ®PenepanuM OrpaHHYUTENBHBIX Mep 3KOHOMHYECKOTO
Xapakrepa, yTBEPXICHHBIX INocTaHOBieHueM IlpaButensctBa Poccuiickoit ®enepanum
or 23 mapra 2022 r. Ne 440, nynkramu 2, 22, 23 u 35 ocobeHHOCTEH oOpamieHus
JIEKapCTBEHHBIX CPEICTB U1 MEAUIIMHCKOTO IPHMEHEHHS B CIy4ae Ie(eKTYphI WM PHCKa
BO3HMKHOBCHHS [IE(EKTYphl JICKAPCTBEHHBIX IIPENApaTOB B CBA3W C BBEICHHEM
B orHomeHHH Poccuiickoii @enepaniy OrpaHAYUTENBHBIX MEP SKOHOMHYECKOTO




Xapakrepa, YTBEpXKICHHBIX IocTaHOBIeHUEM [IpaButenscTBa Poccuiickoit ®enepanmm
or 5 anpens 2022 r. Ne 593, u nynkrom 2 mocranoBnenus IIpaButenbcTBa Poccuiickoi
®enepaunu ot 28 nexadbps 2024 r. Ne 1964 «O BHeceHHM M3MEHEHHS B IIOCTAHOBJICHHE
ITpasutenncTBa Poccutickoit ®enepanuu ot 5 anpens 2022 1. Ne 593», i pu K a 3 BI B a 10:

1. YTBepauTh:

ITonoxeHne O MEXBEIOMCTBEHHOM KOMHCCHM II0 OINpPEHEIEHHI0 JIe(eKTypHI
UM PHCKa BO3HMKHOBEHHS Je(eKTyphl JeKapCTBEHHEBIX MPETIAPATOB B CBA3H C BBEICHUEM
B orHomeHuu Poccuiickori ®Penepauuu OrpaHHYUTENTBHBIX MEP HSKOHOMHYECKOTO
XapakTepa (nanee COOTBETCTBEHHO — IlolokeHHMe, MEXBEJOMCTBEHHAs KOMHCCHS)
COrJIaCHO NpHIOKEHMIO Ne 1 K HacTosIIeMy IIpHKa3y;

GopMy 3aKmOUEHHs MEKBEAOMCTBCHHOM KOMHCCHU 00 ompeneneHuM AedeKTyphl
UM PHCKa BO3HHKHOBEHHU:A AE(EKTYpHI JIEKAPCTBEHHBIX MPENapaToB A METHIUHCKOTO
IPUMEHEHUs C YKa3aHWEM HAaUMEHOBAHUM (MEXIYHAapPOIOHBIX HENATEHTOBaHHLIX,
WIKA XAMHUYECKHX, HIM TPYNIHMPOBOYHBIX), HUX (GOPM, [IO3HPOBOK, HAIHYHS
TEPANeBTHYECKUX aHAOroB, TpeOyeMbIX O0BEMOB U Leiell BBO3a B PoccuiicKyro
®enepalldio ¥ B HHBIX CIy4asX OOpAILCHHUs JIEKAPCTBEHHBIX IPENapaToOB COTNIACHO
OpUIOKEHHUIO Ne 2 K HacTosAUIEMy NIPHKa3y;

dopMy  3aKMIOUEHUS ~ MEKBEIOMCTBEHHOM  KOMHCCMH O  BO3MOMKHOCTH
(HEBO3MOXKHOCTH) BBIJAa4d Pa3pelICHUss Ha BPEMEHHOE OOpalleHHe Cepud (IIApTHH)
JCKapCTBEHHOI'0 MperapaTra, HE 3aperHCTpupoBaHHOro B Poccuiickoit denepaiuu,
HUMEIOLIETO 3apETUCTPUPOBAHHBIC B Poccuiickoit ®denepanuu aHaJoru
0  MEXAYHapOJHOMY  HENAaTeHTOBAaHHOMY  HAMMEHOBAHUI0O M Pa3pEUICHHOrO
AJsi  MENUIMHCKOrO MPHMEHEHHA Ha TEPPUTOPHMHM HMHOCTPAaHHBIX TOCYIapCTB
YIIOTHOMOYEHHBIMH OpraHaMM COOTBETCTBYIOLIMX HHOCTPAHHBIX TOCYAAapCTB, COIIACHO
pUIoXeHHIo Ne 3 K HacTosALIEMY IIPUKa3sy;

QopMy  3aKIIOUCHHS  MEXBEJOMCTBEHHOM  KOMHCCHM O  BO3MOXKHOCTH
(HEBO3MOKHOCTH) IEPEBO3KH, PealU3aLMH, Nepeaayd M A0 OKOHYAHHS CPOKAa IOJHOCTH
XpaHEeHHUs, OTIIYCKAa, PO3HMYHOM TOPIOBIM (B TOM YHCIIE€ AUCTAHIUOHHBIM CHOCOOOM),
NPUMEHECHUSI  3apETUCTPUPOBaHHBIX B  Poccuiickoil ®exmepauuu  JIeKapCTBEHHBIX
[IpEnapaToB B YNAaKOBKaX, IPEAHA3HAYEHHBIX Ui OOpalleHHsd B HWHOCTPAHHBIX
rocyAapCTBax, COrNIACHO MPUIIOKEHUIO Ne 4 K HacTOAIEMY IPHUKa3y.

2. Hacrosmmii npuka3 neiictyer mo 31 mexaOps 2027 T. 3a MCKIIOYEHHEM a03ara
IATOrO MyHKTAa 1 HACTOAINETO NPHKAa3a, MOIITYHKTOB 3 U 4 myHKTa 4, MOANYHKTOB 3 U 4
NyHKTa 9, NOANYHKTa 5 MyHKTa 12 (B 9acTH mpuioxeHus Ne 4 K HaCTOALIEMy MPHKa3y),
ab3aua TpeThero MyHKTa 15, ab3alieB BTOPoro (B yacTy noamyHkTa 3 nyHxTa 4 [ToroxeHus)
H TpeThero nyHkTa 18 Ilosnoxenns, ab3ana nepeoro myskra 19 (B yactu npunoxenns Ne 4
K HacToseMy npukasy) [lonoxepus, koTopbie geicTByoT 10 31 nexabps 2025 r.

Munuctp M.A. Mypamiko




ITpunoxenue Ne 1
K IpuKa3y MuHuCTEpCTBa 31paBOOXPaHECHHUS
Poccuiickoit Oenepaunn
ot «7H (,{/(/W/ﬁ/( 2025 1. Ne //49;7’

ITo102xeHME 0 MEKBEXOMCTBEHHONH KOMHCCHH 10 ONpeesieHuI0 JedeKTyphi
HJIH PHCKA BOBHHKHOBEHHS Je(eKTYPHI J1eKapCTBEHHbIX NPENapaToB B CBA3M
¢ BBe/leHHeM B OTHOmIeHHH Poccniickoii ®enepanny orpaHnYNTEIHLHBIX MEP
IKOHOMHYECKOIr0 XapaKkrepa

1. JlexapCTBEHHBIE [IpernapaThl JUIs MEIULUHCKOTO IPUMEHECHUS
(mamee — JeKapCTBEHHBIE IIpeNapaThl), B OTHOUICHHM KOTOPBIX MEXBEJOMCTBEHHOM
KOMHCCHEH II0 Onpelenenuro AepeKTypsl WIH DPHCKA BO3HUKHOBEHMS Oe(EKTYpHI
JIEKapCTBEHHBIX IIPEIIapaToB B CBA3H C BBEACHHEM B oTHOIICHUH Poccuiickoiit denepanuu
OTpaHMYHUTENBPHBIX MEpP DSKOHOMHYECKOIO XapakTepa (majlee — MeEXBEIOMCTBEHHAS
KOMHCCHs) oOmnpeleneHa JedeKkTypa MHIM pPHCK €€ BO3HHKHOBEHHS C yKa3aHHEM
HaMMEHOBaHUI (MeXITyHapOIHBIX HENaTeHTOBAaHHBIX, WU XUMHYECKUX,
WIM TPYINHPOBOYHEIX), KX (OPM, IO3UPOBOK, HAIHYMSA TEPANEBTHYECKHX aHAJIOTOB,
TpebyeMBIX 00BEMOB I71s Ilenel BBo3a B Poccuiickyio ®enepanuio ¥ B HHBIX CITydasx
OOpalleHns JEKAPCTBEHHBIX TIpenapaToB, B TedeHne 10 paGoumx mHeH CO JHS MPHHATHA
COOTBETCTBYIOIIETO PCUICHUS BKIKYAIOTCS B IIEPEYECHb JIEKAPCTBEHHBIX IIPENApaTOB
(mamee — mepeyeHb), KOTOPBIH pa3Melnaercs Ha OQUUHATBEHOM caiiTe MMHHCTEpCTBA
3apaBooxpanenus Poccuiickoit denepanuu B HHGOPMALUOHHO-TETEKOMMYHHKALMOHHOM
ceru «HurepHer» (manee — oO¢QHOMANBHBIA CaliT) Ha MOpTale IO BEICHHUIO
rOCyJapCTBEHHOTO PEECTpPa JIEKAPCTBEHHBIX CPEACTB' Ui METHLMHCKOTO MPHMEHCHHS
B paszene «XKypHam» 1yisi aBTOpH30BaHHEIX TOJIB30BATENCH.

2. llepeyeHs npuMeHseTcs I Lelei OOpalleHHs JIeKapCTBEHHBIX CPEACTB IS
MEIULUHCKOTO IIPUMEHEHHUS B COOTBETCTBUH C:

1) mocranosnenuem IlpaButenscra Poccuiickoit ®enepaunu ot 23 mapra 2022 r.
Ne 440 «OOG yTBepXIEHMH OCOOCHHOCTEH BHECEHHMs HM3MEHEHHMH B JJOKYMEHTBI,
COZEPXKAIIUECA B PETUCTPALMOHHOM JOChE Ha 3apeTUCTPUPOBAHHBIH JIE€KAPCTBEHHBIN
npenapar Ui MEAMLMHCKOrO MPUMEHEHMs, B Clydae Je(eKTypbl WId pHCKa
BO3HHKHOBEHHs IE€(EKTYpBl JIEKapPCTBEHHBIX IIPENapaToB B CBA3M C BBEACHHEM B
OTHOIIeHHH Poccuiickoii Peepanuy OrpaHAIUTENBHEIX MEP 9KOHOMHYECKOTO XapakTepa
(cpok aerictBus 1o 31 nexabps 2027 r.);

2) nocranosnenuem Ilpasutenscrsa Poccuiickolt ®expepanuu ot 5 anpens 2022 r.
Ne 593 «O6 ocobeHHOCTAX OOpalieHHS JEKAPCTBEHHBIX CPEACTB TSI MeIHUIHHCKOTO
NPUMEHEHHUS B CIIy4Yae Je(eKTYphl HIIM PUCKA BOSHUKHOBEHHS NePEKTYPEI IeKapCTBEHHBIX
NpenapatoB B CBA3M C BBEJCHHEM B oOTHomeHuH Poccuiickoit ®enepauun

! Crarea 33 denepanbHoro 3akoHa ot 12.04.2010 Ne 61-d3 «O6 00paIleHNH 1EKApCTBEHHBIX CPELCTBY.




OrPaHHYHUTEILHBEIX MEP JKOHOMHYECKOIO XapakTepa» (Jajiee — IIOCTaHOBICHHE
IIpaBurenscTBa Poccuiickoit ®Penepanun ot S5 ampens 2022 r. Ne 593) (cpox medcTBus
no 31 nexaGps 2027 r.).

3. MexBeqOMCTBEHHass KOMHCCUS co3maercsi npd Munsapase Poccun
M DPYKOBOIACTBYETCS B CBoeu nearenpHOcTH Koncrurynuedt Poccwiickoit ®Denpeparium,
HOpMaMM MEXIYHapOJHOIO IpaBa, (elepalbHBIMH KOHCTHTYLIHOHHBIMH 3aKOHAMH,
(enepanbHbIMK 3aK0HaMu, akTamH [Ipesunenta Poccuiickoit ®enepanuu u [IpaBurenscTsa
Poccurickoit denepanyy, HOPMATHBHBIMU IIPAaBOBBIMH aKTaMH (peaepalbHBEIX OPraHoB
UCIIOJHHUTEIbHOM BIIaCTH, B TOM YUCHe HacToAmuM IlonoxeHnem.

4. OCHOBHBHIMHM 3afayaMH MEXBEJOMCTBEHHOH KOMHCCHH SBJISETCS IIPUHSATHE
PELUCHHM:

1) o6 ompenencnuu gedeKTypbl HIM PHCKa BO3HUKHOBEHHS JAe(EKTYpHI
B OTHOLICHHUH JICKapCTBEHHBIX IPENapaTos;

2) O BO3MOXHOCTH (HEBO3SMOXKHOCTH) BBIIAUM pa3pelieHHs Ha BpPEeMEHHOE
obOpaiienue cepuM (MApTHH) JIEKAPCTBCHHOrO IIpenapara, He 3aperdCTPUPOBAHHOIO
B Poccuiickoit Deneparuu, KMEIOIIETO 3aperUCTPUpOBaHHEe B Poccuiickoit ®denepanuu
aHAJIOTH 0 MEeXIYHApOJHOMY HENATCHTOBAHHOMY HaUMEHOBAaHHMIO M Pa3pEIIEHHOIO s
MEIULUHCKOTO  NPHUMCHEHHWs  HAa  TEPPHUTOPHUM  HHOCTPAHHBIX  TOCYAApCTB
YIOJTHOMOYCHHBIMH ~ OpPraHaMHM  COOTBETCTBYIOIIMX  HHOCTPAaHHBIX  TOCYHapCTB
(nanee — paspeleHre Ha BpeMeHHOe 00OpalleHue);

3) 0 BO3MOXHOCTH (HEBO3MOXXHOCTH) HEPEBO3KH, pealu3aliy, Iepejadd H 10
OKOHYaHHUS CPOKa IOJHOCTH XPaHEHWs, OTIyCKa, PO3HUYHOH TOProBiH (B TOM YHCIIE
JOMCTaHIMOHHBIM  CIIOCOOOM), TIPHMEHEHHs 3aperdCTPHPOBAaHHBEIX B  PoccHifckoii
Denepalny ICKapCTBEHHBIX NPENapaToB B YIIAKOBKAX, IPEAHA3HAYEHHBIX I 0OpalleHus
B MUHOCTPAaHHBIX TOCYIapCTBaX;

4) 0 3aMeHe 3aKIF0YEHNUS O BOSMOXKHOCTH (HEBO3MOXXHOCTH) IIEPEBO3KH, pealH3alliH,
nepefavyd U 10 OKOHYaHUS CPOKa IOJHOCTH XPaHEHUs, OTIIyCKa, PO3SHUYHOM TOPrOBIH
(B TOM 4YHCI€ JUCTAHIMOHHBIM CIOCOOOM), NPMMEHEHHS 3aPETHCTPUPOBAHHBIX
B Poccuiickoit ®denepalvi JeKapCTBEHHBIX MPEMaparoB B YIIAKOBKAX, IIPEIHA3HAYCHHBIX
Ans  ofpaimieHMss B HMHOCTPAaHHBIX TOCYIapCTBaX, B COOTBETCTBMH C IIyHKTOM 2
nocranosieHus Ilpasurenscrea Poccuiickoit @enepauun ot 28 nekadps 2024 r. Ne 1964
«O BHeCeHMM HU3MEHEHMs B IIOCTaHOBIeHHe IlpaBurenbcTBa Poccuiickoit ®enepauuu
or 5 ampens 2022 r. Ne 593» (manee — mocranoBinenue IlpaBurensctBa Poccuiickoit
@enepaunu ot 28 gexadps 2024 r. Ne 1964);

5) 00 oT3BIBE paHEe BHIJAHHOTO 3aKIFOYEHHS MEKBEJOMCTBEHHOH KOMUCCHH U
HCKIIIOYEHHH JIEKAPCTBEHHOTO NpenapaTa U3 MmepedHs.

5. OcHOBaHMSMH Ui TIPHHSATHS pEINCHHS MEXBEIOMCTBEHHOM KOMHCCHEH 06
OmpeleNieHAn JAeQEKTYPHl HIM pHCKAa BO3HHKHOBEHHS Je(EeKTyphl B OTHOLICHUH
JIEKapCTBEHHOTO IpenapaTa SBJIACTCS YCTaHOBJICHHE (akTa AeHLIUTA WIH OTCYTCTBU
JIEKapCTBEHHOTO mpenapara B obpamenun B Poccuiickoit ®epepauun, norpe6HOCTH B



KOTOPOM SIBISIETCA HEYIOBIETBOPEHHOW, NpPH BO3MOXXHOM HAIMYHH OJHOTO MIIH
HECKOJIBKHX CIEAYIOIUX KPUTEPHEB:

1) mpexpaiueHne NEATEIBHOCTH MIU OTKA3 OT IIOCTABOK MJIM PUCK TPEKPAINCHHS
JEATEILHOCTH IPOM3BOAUTENA W (MIM) IOCTAaBIIMKA (PapManeBTUYECKOW CyOCTaHIIMH,
BXOJAIIEH B COCTaB JIEKApCTBEHHOIO Mpenapara, BICKYI[HWEe IPUOCTAHOBICHHE WX
IpEKpalleHHe MIPOM3BOJCTBA JEKaPCTBEHHBIX NPENapaToB MM WX BBO3a B POCCHICKYIO
depneparuio;

2) npexpalleHHe AEATENbHOCTH HIM OTKa3 OT MOCTABOK HJIM PHCK IIPEKPAIlEHHS
JEeATENBHOCTH IPOM3BOAMTENS M (WIM) IIOCTABIIMKA BCIIOMOTATEILHBIX BEIIECTB,
BXOJSALIMX B COCTaB (hapMaleBTHYECKON CyOCTaHIIMU U (MITH) IEKapCTBEHHOIO Mperapara,
BIICKYLIHE TMPHOCTAHOBICHHE WIM IPEKpallleHHe IPOM3BOACTBA JIEKAPCTBEHHBIX
IpenapaToB WK UX BBO3a B Poccuiickyro denepaliuio;

3) mpexpanieHHe NEATENBHOCTH WIM OTKa3 OT MOCTABOK WIM PHUCK IPEKpaIlleHHs
JACATENILHOCTH OJHHM MM HECKONBKMMH y4YaCTHHKaMH TIpoliecca IPOM3BOJCTBA
NIEKapCTBEHHOT0  Tpenapara, BICKYIIHE IPUOCTAHOBICHHE WIH  [IPEKpaIlcHHe
IPOU3BOICTBA JIEKAPCTBEHHBIX NIPENapaToB U UX BBO3a B Poccuiickyro denepanuio;

4) mpekpallleHHe AeITENbHOCTH WIHM OTKa3 OT IIOCTABOK WM PHCK HPEKpalICHHS
JESATEIbHOCTH IPOM3BOAMTENS M (WJIM) IMOCTAaBIIMKA MCXOAHBIX M BCIIOMOIATEJIbHBIX
MATEPHAJIOB U (MJIH) TAKUX JKE€ HCXOIHBIX M BCIIOMOTATEeIbHBIX MATEPHAIOB, HCIIONE3yEMbIX
B TpoOIlecCe MPOM3BOACTBA (hapMalleBTHUECKOH CYOCTAHLUM HIH JIEKAPCTBEHHOIO
npenapara (pPeakTHBBI, IPOMEXYTOYHBIE HPOAYKTHI, KYJIBTYPalbHEIE CPEAbl M HX
KOMIIOHEHTHI, (HIBTPBI, COPOSHTEI, pacXOAHBIE MAaTEpPHalbl, MEIIKH, IIIAHTH, WHEBIE
MaTepuaibl), BIEKYIIME [PUOCTAHOBICHHE WIM [PEKpalleHHe IPOU3BOJCTBA
JIeKapCTBEHHBIX IIPENapaToB MM HX BBo3a B Poccuiickyio @enepanuio;

5) mpekpameHue NEATENbHOCTH WIH OTKa3 OT MOCTABOK WM PHUCK IIPEKpalleHHs
AeSTeIbHOCTH MPOU3BOIUTENS U (WIH) MOCTaBIIMKa 000pYIOBaHHS U (HUIIH) aHAJIOTMIHOIO
000pyNOBaHMs, HCIONB3YEMOTO B IPOLECCE MPOM3BOACTBA  (papMaleBTHUECKOH
CyOCTaHIMM HJIM JIEKapCTBEHHOIO IMpemapara, BIEKYIUME MPHOCTAHOBICHHE HIIH
TIPEKpalIeHHe MTPOU3BOJACTBA JEKAPCTBEHHBIX NMpPENapaToB WM MX BBO3a B POCCHUCKYIO
®denepanuio;

6) mpekpalleHHe JeATeNbHOCTH MM OTKa3 OT IOCTABOK WM PHCK IpeKpalleHHS
ACATENIBHOCTH TIPOU3BOAMTENA W (UIM) IOCTaBIIMKA CTAHIAPTHBIX 00pasioB, U (WIH)
AQHAJIOTMYHBEIX  CTAaHZAPTHBIX 00pa3loB  (aTTECTOBAHHLIX B COOTBETCTBHH  C
rOCYZIapCTBEHHON (apmakoneeit), H (WIH) pEakTUBOB, W (WIH) MAaTEpHAOB, U (HJIM)
000pYyZ0BaHHUs, HCTIONB3YEMBIX B IIPOLECCAX AHATUTHIECKOTO KOHTPOIS HOIYIIPOAYKTOB,
(papMarieBTHIECKOH CyOCTaHIMH WITH JIEKAPCTBEHHOTrO IPENapaTa, a TaKkKe H3MEHEHHeE
QHAJIMTHIECKUX METOIMK, CBS3AHHBIX C BKIIOYEHHEM, W (WIH) M3MEHEHHEM, U (HIIH)
100aBICHHEM ABTEPHATUBHBIX MAaTEPHANIOB, PEAKTUBOB, 00OPYIOBAHMA H CTAHIAPTHBIX
00pa3sLOB, HCIIONL3YEMBIX B aHATIUTHYCCKUX METOAHMKAX, BJIEKYIIHE IIPHOCTAHOBICHHAE UIH




TIPCKpaeH1e NPOU3BOICTBA JIEKAPCTBEHHbIX IIPENapaTtoB MM HX BBO3a B Poccumiickyro
Denepariuio;

7) OTMEHa roCyJapCTBEHHOM perncTparmy JIEKapCTBEHHOTO IIpernapara;

8) HamuuMe 3akmrodenus DenepanbHON CTyx0Bl 10 Ham30py B cdepe
30paBOOXPaHeHHs, CHOPMMPOBAHHOIO B COOTBETCTBHH C IIyHKTOM 2 0coGeHHOCTelt
TOCYNIapCTBEHHOIO  peTyNUPOBAHMA TIPEJCNBHBIX OTIYCKHBIX II€H MpPOM3BOAUTENEH Ha
JICKApCTBCHHbIC MNpEnaparel, BKIIOYCHHbIE B MepeYeHb XHM3HEHHO HEOOXOMUMBIX U
BR)XHEHINNX  JIEKAPCTBEHHBIX  IIPENapaTos, YTBEPXKAEHHBIX  TNOCTaHOBJICHHEM
Ipasurenscta Poccuiickoii ®eneparmu ot 31 okTs0ps 2020 1. Ne 1771» (cpok meiicTaus
1o 1 centsa6ps 2030 r.), conepalnero ceeqeHus o nedexType WM pucKe BOSHHKHOBEHMS
AeeKTypEI IEKapCTBEHHOTO IpeTapara;

9) Hanuuue B MepeyHe JEKAPCTBEHHBIX IIpeTIapaToB, KOTOPBIM pa3Memaercss Ha
OQUIHANBHOM CaifTe Ha MOpTajIe IO BEACHHIO rOCyIapCTBEHHOI'O PEECTpa JIeKapCTBEHHBIX
CPCACTB JUIS MEIMLMHCKOTO NPUMEHEHUsT B pasfene «KypHam» i aBTOPU30BAHHBIX
II0JIb30BaTelIeH, TEPANIEBTUIECKOIO aHaJIOra;

10) wmble QakTel W o06CTOATENBCTBA, NOCTYXXUBIIAE IPHYUHOH OTCYTCTBHA
(nedunuTa) 1MOO pHCKAa BOSHUKHOBEHUS OTCYTCTBHSI JICKAPCTBEHHOI'O IIpemnapara B
obpawennm B Poccuiickoit  ®eneparmy, NOTPeOHOCTh B KOTOPOM  SIBIISIETCS
HEYIOBJIETBOPCHHOM.

6. CocraB Me)XXBEIOMCTBEHHOH KOMUCCHH GopmupyeTcst W3 mpeacTaBUTENEH
Munsapasa Poccun, MunucTepcTBa HPOMBIIUTEHHOCTH | Toprosnud Poccuiickoi
Genepauun, OeepanbHON TAMOKEHHON CITyKGbI, DenepanbHOi CIyX6BI 0 HAA30PYy B
chepe  3mpaBooxpaHeHus, MununcrepctBa  ¢unancos  Poccuiickoii Deneparnmy,
QefiepalbHOH  aHTHMOHONONBHOM — CyX6BI, a TakKe HHBIX 3aMHTEPECOBAHHBIX
(benepantpHBIX OPraHOB HCIIONHUTENBHON BIACTH U YTBEpXKAaeTcs NpuKa3oM MuH3apasa
Poccuu.

ITo petennro mpencenarens MexXBeIOMCTBEHHON KOMHCCHY K YYaCTHIO B 3aCelaHUN
MEKBEJOMCTBEHHONH KOMHCCHU MOTYT MPHBIEKATHCS C IIPABOM COBELIATETLHOTO [OI0ca
U Ha 0e3BO3ME3NHON OCHOBe He - Gojiee, 4eM Mo OJHOMY CHELHAIHUCTY (IKCHEPTY)
OT KaXIOro Hu3 CICAYIOWMX y4peXICHUM: (QenepatbHOe KaseHHOE YUpexKIEHHE
«DefiepaibHbIi 1IEHTP IUIAHKPOBAHMS U OpPraHH3ALUHM JIEKapCTBEHHOIO0 O0eCeyeHHUs
rpaxkaan» MuHucTepeTBa 3apaBooxpaHeHHst Poccuiickoit Denepauun, denepanpHoe
TOCY IapCTBEHHOTO OIOIKETHOTO yupexaeHus «HayuHerit meHtp 9KCIIEPTU3Bl CPEACTB
MEMIMHCKOTO NpUMEeHeHMsD» MUHKCTepCTBa 3apaBooXpaHeHus Poccuiickoii Denepartuu
(manee — ®I'BY HI[ICMII), dhenepansroro TOCYJapCTBEHHOTO OIOJKETHOTO YUPEk IEHUS
«LIeHTp SKCIEPTU3BI M KOHTPONS KauyecTBa MEIUIMHCKOM ITOMOILE MpruHucrepcTBa
31paBooxpanenus  Poccuiickolt  Depmepauuy,  QemepanbHOro roCy4apCTBEHHOTO
OroKeTHOrO yupeskaeHus «HPOpMaLHOHHO-METOMYecKuii LEHTP 110 3KCIEPTHU3E, YUETY
M aHalu3y OOpAllleHHs CPeiCcTB MENHUIMHCKOTO HPHUMEHEHHS» Poczapasranzopa




(manee — yupexenus). HbIe CrIenUamucTsl (3KCTIEPTHI) YUpekKAEHUM MOTYT IPUBIEKATHCS
0e3 mpasa roioca.

ITo mNpemTOXKEHNIO WIEHOB MEXBEIOMCTBEHHOM KOMHCCHH B 3aceJlaHuu
MEXBEOMCTBEHHO! KOMHICCHH 110 PENIEHHIO IPeICEAATENS IOMyCKACTCS YIACTHE IIIABHBIX
BHCINTATHBIX ClleNHanicToB Munsapasa Poccum w mnpencrasuteneif  nepxareneii
(BI1aJ1eNIbIIeB) PETHCTPALIMOHHEIX yIOCTOBEPEHUH MK IOPUINYECKUX JIHLL, NEHCTBYIOIINX B
COOCTBEHHBIX HHTEpECaX MM YIIOIHOMOYEHHBIX IIPE/ICTABJIATE HMHTEPECHl JPYyroro
TOPAIIMIECKOro  JIMNA, 3asBIAIOIIMX JICKapCTBEHHBIM MpemapaT Ha rOCYAapCTBEHHYIO
perucrpanuro (Janee — 3asgBUTENb) O€3 IpaBa royoca.

st onpenenenus  medexTyphl WIM  pUCKa  BO3HUKHOBEHHS neQexTypsl
JICKapCTBCHHBIX ~ MpenapaToB  MEXBEAOMCTBEHHas  KOMHCCHS  PacCcMaTpHBaeT
npeficTaBnennble B MuH3apas Poccun oT deniepatbHbIX OPraHoB UCTIONHUTEIBHOM BIACTH,
OpraHOB HCTIOJIHUTENBHOH BIacTH CyObekToB Poccmiickoii ®emeparuu M CyObeKTOB
obpallleHHs JIEKapCTBEHHBIX CPECTB MPEIIOKEHUS 06 OTIpeNeNIEHUN AePEeKTYPhl HIIU
PHCKa BOSHUKHOBEHHS Ae(EKTyphI JJEKapPCTBEHHOTO NIpenapaTa (PeKOMEeH Iy eMbIi obpazen
[IPUBCAICH B INPUWIOXKEHUU K HacTosmeMy llonoxeHuro), a Takxke MOATBEPKIAIONHE
JIOKyMCHTBI M CBEICHHS, Colepxalline MH(OPMaLMio 06 OOCTOATENbCTBAX, yKa3aHHBIX
B oanyHKTax 1 - 6, 10 myHkTa 5 macrosimero [Tonoxxenus.

7. CBeleHHs O NEKapCTBEHHOM Ipemapare (MeXIYHAPOJHOE HENAaTeHTOBAHHOE
HAaMMCHOBaHWe, JIEKapCTBEHHAs ()opMa U JIO3UPOBKa), B OTHOLIEHHH KOTOPOTO TOCTYITHIIO
IPEATIOKCHAC, BKIIOYCHHOE B IIOBECTKY 3acelaHHsl MEKBEIOMCTBEHHOH KOMMCCHH,
pasMemaiores Munsapasom Poccun BMecTe co CBEASHUSMHE O JIaTe 04epeHOro 3ace1aHus
MEXBEJIOMCTBEHHOH KOMHCCHM Ha OQMIMAIbHOM caliTe Ha TOpTaie [0 BEJCHHUIO
rOCyIapCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPECTB IS MeIUIEHCKOrO IIPUMEHEHHUS B
pasnene «)KypHam» 1718 aBTOPH30BaHHLIX MONB30BATENEH HE MO3MHEE YeM 3a 6 paboumnx
JHEH 10 THS Havaja 3aceaHus.

Ilpu obcyxmeHnu Ha 3aceflaHUM MeEXBETOMCTBEHHOM KOMHCCHM HAIHYHS HIIH
OTCYTCTBHS Je(QEKTYPhI WIIH PUCKA €€ BOSHUKHOBEHUS B OTHOILIEHHH paccMaTpuBaeMoro
JIEKapCTBCHHOTO IIpenapara MOIyT y4acTBOBaTh CyOBEKTHI OOpallleHHs JeKapCTBEHHBIX
CPE/CTB NPH HANPABICHUM CBEJICHHH 00 9TOM He I03[Hee ueM 3a 3 paboumx JHS IO JHS
Havajia 3acelanus 10 3IeKTpoHHOM noure defekturalp@minzdrav.gov.ru.

8. Pemenwe 00 OT3bIBe paHee BHIAAHHOTO 3aKMIOYEHHS M MCKIIOYEHWUH
JICKapCTBCHHOTO Mperapara u3 NepeyHs IPUHUMAETCS MEXBEIOMCTBEHHON KOMUCCHEN He
panee 4eM yepes 9 Mecsiles Co JHs NMPUHATHS MEKBEAOMCTBEHHOR KOMHCCHEH! PellieH s 0
febeKType Wi PUCKE BO3HHKHOBEHHS e(eKTypHl, B TOM UHCIE IIO 3aKJIIOYCHUSM,
BBIJAHHBIM 110 BCTYIUIEHMS B CHIIy HAacTOSIIEro TNpHKa3a B COOTBETCTBHH C
nocranosnenueM Ipasutenscrea Poccuiickoit ®epepanuu ot 5 anpens 2022 r. Ne 593, Ho
He no3anee 31 nexkabps 2027 r.

B cimydae ecnu mpennmoxeHue o0 OT3bIBE paHee BBIIAHHOTO 3aKMIOYECHHS U
MCKIIOYCHIN JIEKAPCTBEHHOTO IIpenapaTta M3 NEPEYHsl IOCTYIHIO He OT 3asBHUTENs, IO




NIPEATIOKEHUIO KOTOPOTO OH OBLT BKJIIOYEH B IePEUCHb, JaHHbIN 3asBHTEb YBeJOMISCTCS
O IIOCTYIUICHHM YKa3aHHOI'O INPEJIOKEHUSA (C TPUIOKEHHEM K YBETOMIICHHIO KOMHH
AGHHOTO NPEIONKEHHS] ¥ OOOCHOBBIBAIONIMX MAaTEPHAJOB), [aTe €ro pPacCMOTPEHHs
MEXBEJIOMCTBEHHOH KOMHCCHEH M TpHUITIamiaeTcs U y4acTHs B  3acelaHuH
MEXBEIOMCTBEHHOH KOMHCCHM M0 JaHHOMY BONPOCY IIOCPEACTBOM pa3MeLIeHHUs
MH(OPMAIUK Ha OGULUAIEHOM CaiiTe Ha TIOpTalIe [0 BeJEHHUIO roCy/TapCTBEHHOI'O peecTpa
JICKapCTBEHHBIX CPENCTB AJIA MEAHLMHCKOTO NpHMEHEHHS B paszeie « KypHam» s
ABTOPHU30BAHHBIX MOJI30BaTENEH.

Pasmemenue cBellennii 06 MCKITIOYCHHH JIEKapPCTBEHHOTO Iperapara u3 [IEPEYHS
ocymecTsteTcs MunsapaBom Poccun Ha oduipansHoM caiite Ha TOpTale 110 BEASHHUIO
TOCyapCTBEHHOTO PEECTpa JIGKAPCTBEHHBIX CPEJCTB I MEIHUIMHCKOrO IMPHMEHEHHS B
pazaerne «OKypHai» A5l aBTOPU30BaHHEBIX ITONIB30BATENe B TEUeHHE 5 pabounx nHEH CcO
AHS NPUHATHS MEXBEIOMCTBEHHOH KOMHUCCHEH pEIIeHMs, yKa3aHHOro B ab3ale NepBoM
HACTOSIIIETO MTyHKTA.

9. MexBeoOMCTBEHHAs: KOMHCCHS OCYILECTBISET CEAYIONIke (hyHKIUH:

1) paccMoTpeHune U OIEHKY JOKYMEHTOB M CBEIeHHI, OCTYIAIOIINX B Mun3zapas
Poccun 0T ¢esiepanbHBIX OpraHOB HCIONHUTENBHOMH BIACTH, OPTAHOB MCTIONHHTENbHON
BJIaCTH CyObekToB Poccuiickot Pesepanun u cy6beKTOB OGpALIEHHS JIEKapCTBEHHBIX
CPeACTB, I ONPENEeNeHMs Je(EeKTYpPhl HIM DPHCKA BO3HMKHOBEHHsS Ie(eKTyphI
JIEKapCTBEHHOTO IIpernapara;

2) paccMOTpeHHE UM OLEHKY JTOKYMEHTOB, HAIPABICHHBIX B Munsnpas Poccuu ¢
LEIbI0  BBIAAYM  3aKIFOYEHHS  MEXBEJIOMCTBEHHOM KOMHUCCHUM O BO3MOXKHOCTH
(HEBO3MOXXHOCTH) BBLAAYH Pa3pelleHus Ha BPEMEHHOE oOparnenue;

3) paccMOTpeHHE M OICHKY JOKYMEHTOB, HAIIPaBICHHBIX B Munznpas Poccun ¢
LE/IBIO BBINAYH 3aKTIOYEHHSI O BO3MOXKHOCTH (HEBO3MOXKHOCTH) MTEPEBO3KH, peaTu3aliiy,
TIiepeiadn 1 10 OKOHYaHHS CPOKA OJHOCTH XPaHEHHs, OTIIYCKa, PO3HHYHOM TOProBiH (B
TOM YHCJI€ MMCTAaHLMOHHBIM CIIOCOO0M), TPUMEHEHHUS! 3aPErUCTPUPOBAHHBIX B POCCHICKOM
Deiepalun IeKapCTBEHHEIX IPENIapaToB B NAKOBKAX, IPeAHA3HAYEHHBIX IS obpareHus
B HHOCTPAHHBIX I'OCYIapCTBAX;

4) paccMOTpeHHE 3asBI€HHS O 3aMeHe 3aKIIOYEHHS O  BO3MOXHOCTH
(HEeBO3MOXKHOCTH) HEPEBO3KH, PeaTU3aly, MePefadd U 10 OKOHYAHHS CpPOKa TOJHOCTH
XpaHCHHS, OTIYCKa, POSHUYHOM TOPrOBIM (B TOM YMCIE JUCTAHIMOHHBIM CHOCOGOM),
NPUMECHCHHS  3apErMCTPUPOBaHHBIX B Poccumiickoii  @enepauuu  nekapcTBEHHBIX
NpenapaToB B yNaKOBKaX, IPEJHA3HAYEHHBIX [/ OOpAIleHWs B HHOCTPAHHBIX
rocynapcTsax, NpEeACTaBleHHOe B MuH3gpaB Poccuu  OpHIWYECKHMM — JIHIIOM,
AEHCTBYIOIEM B COOCTBEHHBIX HHTEPECAX MM YIIOJTHOMOYEHHBIM IIPEICTABIATE UHTEPECHI
APYTOro IOPUANIECKOro JINLA, Ha UMs KOTOPOrO BBIAAHO COOTBETCTBYIOIIEE 3aKII0OUEHHE,

B COOTBETCTBUM C NYHKTOM 2 mnocraHoBnenus IIpaBurenscrsa Poccuiickoit ®eneparuu
ot 28 nexabpst 2024 r. Ne 1964;




5) npuHATHE pelleHHs 00 OT3bIBe paHee BBIAAHHOIO 3aKIIOYEHHS M MCKIIOYCHUU
JIEKApCTBEHHOr'0 Mpenapara M3 IepedHs B Cllydae, €ClIM JIEKapCTBEHHBIM mperapar He
OTBEYAET XOTA OBl OJHOMY KPUTEPHIO W3 YHCIA YKAa3aHHBIX B IIYHKTE 5 HACTOSAIIErO
ITonmoxenus.

10. IIpu paccMOTpeHMH U OLEHKE MJOKYMEHTOB M CBEIEHMH, YKa3aHHBIX
B moamnyHkre 1 mnynkra 9 mnHacrosimero IlonoskeHusi, MeXBEIOMCTBEHHAas KOMMCCHS
HanpapIsgeT 3anpockl B MHUHHMCTEPCTBO TPOMBINUIEHHOCTH M TOProBid Poccuiickoi
Denepanyu, PenepanbHyro cryk0y 110 Haa30py B cdepe 3apaBooxpaneHus, OenepanbHyO
aHTUMOHOIONLHYIO CIIyX0y, DefepanbHyIo TAMOXKEHHYIO CITyK0Y, henepaabHoe Ka3eHHOE
yupexxaenne «®DenepanbHbIM LEHTp IUIAHMPOBAHHMS M OpPTaHW3allUd JIEKAPCTBEHHOIO
obecrieuenns rpaxaan» MUHHCTepCTBa 3ApaBooxpaHenus Poccuiickoit Denepanuy,
OI'bY HIDCMII, denepansnoe rocymapcrBeHnoe Oromxernoe ydpexaeHue «LleHTp
OKCNEPTU3Bl M  KOHTPOJSA  KayecTBa MEJULMHCKOM romoum» MuUHMCTEpCTBa
3apaBooxpanenuss Poccuiickolt denepanun M UHBIE IOABEIOMCTBEHHBIE MUH3ApaBy
Poccun opraHmzanuy Ui TonydeHHs HWH(DOPMAIMU, OTHECEHHOM K KOMIIETEHIUH
BBIIIEYKa3aHHBIX OPTaHOB (OpraHu3alyii), B TOM YHUCIIE:

1) o6 obbemax BBOZA JEKAPCTBEHHOIO Ipemapara B IPaKOaHCKUH 06OpOT 3a
NOCIeHUE TPU TIofla, MNPeJUIeCTBYIOIUME JaTe IMpPEACTaBICHHs MpeIoKeHus o0
oTIpesieIeHHH Je(heKTyPBI JIEKApCTBEHHOTO NMpeNapaTa il PHCKA e BOSHUKHOBCHHS,

2) 06 00bemMax MPOU3BOJACTBA JEKAPCTBEHHOIO IIperapara 3a MOCeJHIe TPH IoJa,
IpeIeCTBYIOIINEe AaTe MIPENCTaBICHUs INPEMIOKEeHUsT 00 omnpenereHur ae(eKTypEsl
JICKapCTBEHHOTO IIperiapaTa Uik pyucka e¢ BOSHHKHOBEHHUS;

3) O HanMYMH OCTaTKa, 3alaca JICKApCTBEHHOTO IIperapata COINIACHO IaHHBIM
CUCTEMBbl MOHUTOPHHIA JBH)XCHHS JIEKAPCTBEHHBIX MpENapaToB IS MEIUIIHHCKOIO
IIPUMEHEHHS],

4) 0 HaJMYUU JIEKAPCTBEHHOI'O MpeNnapaTa B IEPEYHE XU3HEHHO HEOOXOMMMEIX H
BAXKHEHIINX JIEKAPCTBEHHBIX NIPENapaTos;

5) O KonM4ecTBe 3aperuCTPHPOBAHHEIX B Poccuiickoil Mejiepayy neKapcTBEHHbIX
IpenapaToB, B TOM YHCJE OTEYECTBEHHOIO IIPOM3BOJCTBA, C MEXKIYHAPOIHBEIM
HeNnaTeHTOBAaHHBIM HANMEHOBAHHEM, aHATIOTMYHBIM MEX/[yHapOJHOMY HENAaTEHTOBAHHOMY
HalMEHOBaHUIO JIEKAPCTBEHHOTI'O IIpeNapara, 3asBI€HHOrO /Ul BKIIOYCHHS B IIEpEUEHb;

6) 06 ocymectenennu ®I'EY HIIDCMII B OTHOLICHHH JIEKAPCTBEHHOTO peNapaTa
IPOLENYDP, HEOOXOAMMBIX B LIENAX PETUCTPALUH, IOTBEPKIEHHUS PETHCTPALMH, BHECEHHS
MU3MEHEHHH B pPErHCTPAlMOHHOE JOChE Ha 3aperHCTPUPOBAHHBIE JIEKAPCTBEHHEIE
npenaparel, TPUBEICHUS PETUCTPAllMOHHOIO JOChE JIEKaPCTBEHHOIO IIperapara B
COOTBETCTBHE C TPeOOBAHUSMHU MEXIYHAPOIHBIX JOTOBOPOB M aKTOB, COCTABIISIOLIUX
npaBo EBpa3suiicKoro 3KOHOMHYECKOTO COX03a;

7) 0 CpOKax M JIUTENLHOCTH IPOIERYp, HEOOXOOUMBIX B LENSX PErHCTpalyu
COOTBETCTBYIOIICTO JIEKAPCTBEHHOI'O IIpenapara, B COOTBETCTBHU C TpeOOBaHHAMM
DenepanbHoro 3akona ot 12 anpens 2010 . Ne 61-03 «O6 obpaineHun 1eKapCTBEHHBIX




cpeacts» u Pemens Cosera Eppasuiickoil 5KOHOMIYECKOH KoMmucchu oT 3 HostOps 2016 .
Ne 78 «O  IlpaBmiiax perucTpalluy M SKCHEPTU3Bl JIEKAPCTBEHHBIX CPEACTB Ui
MEJUIUHCKOTO IPHUMEHEHMAN>;

8) 0 moTpeOGHOCTH B OOECIEYEHHH HACENEHHs JIeKapCTBEHHBIM IIpenapaToM II0
JIAHHBIM (efepanbHOro rocy 1apcTBEHHOTO GIOIKETHOTO yupeskaeHus «L{entp 9KCIEPTU3BI
M KOHTpPOJA Kav4ecTBa MENULUHHCKOH moMomu» MuHHCTepCeTBa  3/paBOOXpaHeHHs
Poccuiickoii Denepanvu 1 CHCTEMbI MOHUTOPHHIA IBUXKEHHS IEKAPCTBEHHBIX [penapaTon
AL MEIUILIMHCKOTO IIPUMEHECHUS WIK O JAaHHBIM (eIepanibHOTO Ka3eHHOTO YYPEkKJCHHS
«DenepallbHBIM IIEHTP ITAHUPOBAHHS W OPraHW3alMM JIEKApCTBEHHOrO OBeCcTeyYeHHs
rpaxaan» Munuctepersa 3apaBooxpanenus Poccuiickoit ®eneparium;

9) O NPHOCTAHOBIECHHH NPUMEHEHUs JIEKAPCTBEHHOTO MPEIapaTd, BbIABICHHBIX
HapyINeHUsIX TPHU OCYIIECTBICHHU TOCYAapCTBEHHOTO KOHTpPOJS (Ham3opa) B cdepe
oOpalleHus! JIEKAPCTBEHHBIX CPEJCTB, B TOM YHCIE IIPH IPOU3BOACTBE JIEKapCTBEHHOTO
npenapata, papMaKkoHaa30pe.

11. B cocTaB MeXBeJOMCTBEHHON KOMHCCHUM BXOIWT He MeHee OJUHHAAIIaTA
HUCIIOBCK, BKIIOYast IPEACENATENs, 3aMECTUTENS NIPENCENATENs, OTBETCTBEHHOIO CEKpPETaps
U YICHOB MEXBEAOMCTBEHHON KOMHCCHUHU.

Bosrnapiser MeXBEJOMCTBEHHYIO KOMHCCHIO NPEACEAATeNh MEXBEIOMCTBEHHOM
KOMHCCHH.

12. IlpencenaTens MeXBEIOMCTBEHHON KOMHCCUM (B €ro OTCYTCTBHE 3aMECTUTENH
npezncenareNis MeXXBEIOMCTBEHHON KOMUCCHH ):

1) ocymectnser ofuiee pyKOBOACTBO JIEATENBHOCTHIO MEXBEIOMCTBEHHOM
KOMMCCHH ¥ OPraHU3yeT ee paborty;

2) onpenenseT AaTh 3aceJaHUi MEXBEIOMCTBEHHON KOMUCCHH,

3) yTBepXIaeT IIOBECTKY 3aCeNaHus MEXBEIOMCTBEHHOM KOMUCCHM;

4) naer Mopy4eHHs OTBETCTBEHHOMY CEKPETapi0 M UIEHAM MEXBEIOMCTBEHHOMN
KOMHCCHH;

5) TNOANHUCBHIBAET IIPOTOKOJBI 3acelaHMil MEXBEJOMCTBEHHON KOMHCCHH U
3aKJIFOYEHHS 110 (opMaM, TPeSyCMOTPEHHBIM B HPHIOKeHUIX Ne 2 - 4 K HacTOsIeMy
IpHKasy (Jajee — 3aKII0UYeHuUs);

60) IPUHUMAET PElIeHHUE O IPHUBIICYEHNH K YUACTHIO B 3aCEIaHHN MEKXBEIOMCTBEHHOI
KOMMCCHU CHelMaucTa (3KCrepra), B COOTBETCTBHM ¢ ab3aneM BTOPHIM MHYHKTa 6
Hacrosuero [lomoxenus;

7) oCyLIECTBIAET HHBlE (YHKINH, IPEeNyCMOTPEHHBIE HACTOAIIM I 10NIOKEHHEM.

13. Unensl MeXBETOMCTBEHHON KOMUCCHH:

1) yd4acTByloT B 3aceJaHWIX MEXBEJIOMCTBEHHOM KOMHCCHM, B TOM YHCIIE
JUCTAHITMOHHO B PEXUME BUAECOKOH(DEPEHIIHH;

2 Berynmiio B cumy [ Poccuiickoit @enepanun 6 mMas 2017 r.  fAsasercs o6a3aTensHBIM s PoccHitckoi Penepanyv B
COOTBETCTBUH C JIoroBopoMm o EBpasuiickoM SKOHOMHYECKOM COro3e oT 29 mast 2014 r., patruuupoBanHsiM DexepanbHbIM
3aKOHOM OT 3 okTAbGps 2014 r. Ne 279-®3 «O parudmnkaumn Jlorosopa o EBpasHifckoM 5KOHOMHYECKOM COKO3EY. Horosop
BCTYITHJ B cuiy Juist Poccuiickoi ®eneparmn ¢ 1 ausaps 2015 r.




2) HampaBIAKOT OTBETCTBEHHOMY CEKPETapl0 NpPEJIOKEHHA II0 BOIPOCaM
OpraHu3alyu padOTHl MEKBEIOMCTBEHHOM KOMHICCHUU;

3) HCHONMHSAIOT HOpyYeHHs U (WIH) OOecreYuBaOT MpOpaboTKy peKOMEHpaluit
npeacenarenss MCKBEIAOMCTBEHHOM KOMHCCHUHM (IIPH €r0 OTCYTCTBHH — 3aMECTHTENsS
npezaceaaTens MeXXBEJOMCTBEHHON KOMUCCHH);

4) COrIIacoBBIBAIOT MPOTOKOMbI 3aceNaHUH MEXBEIOMCTBEHHOM KOMMCCHMM ITyTeM
IOANMCAHUA JIUCTA COTJIACOBAHUSA, B TOM YHCIIE NIPU JUCTAHIIMOHHOM yYaCTHH B PEXKUME
BUJCOKOH(EPEHIINH;

5) MOANHUCHIBAIOT 3aKTIOYEHHS MEXBCIOMCTBEHHON KOMHCCHH ITyTeM MOIIMHCAHUA
JHCTa TONOCOBaHUA, B TOM UYHCJIE€ IPH JUCTAHIMOHHOM YYaCTHH B DPEXHME
BHUJIEOKOH(EPEHIINH.

14. OTBETCTBEHHBIH CEKPETaph MEKBEAOMCTBEHHON KOMUCCHM OCYIIECTBIISET:

1) cbop, moctynaromeii B agpec Mumsapasa Poccuu OT denepanbHEIX OpraHoB
MCTIONHUTENBHOW BJIACTH, OPraHOB HCIIONHHUTENBHOM BIACTH CYOBEKTOB POCCHICKON
OQenepaiii U CyOBEKTOB OOpaIleHHs JIGKAPCTBEHHBIX CPEACTB MH(MOPMAUHH 06
OTCYTCTBHH HJIM PHCKE OTCYTCTBHS JIEKAPCTBEHHOT0 Npemnapara B Poccuiickoit ®eneparum;

2) NOArOTOBKY MIOCTYNHBIIEH B COOTBETCTBHH C MOAIYHKTOM | HACTOSIIEro MyHKTA
MH(QOpPMaLKK A7 PAaCCMOTPECHMS HA 3aCENaHMSAX MEKBEAOMCTBEHHONW KOMHCCHH M HX
PacCelIKy WICHaM MEXBEJOMCTBEHHONM KOMHCCHUHM IO JJICKTPOHHOM I0YTE BMECTE C
NPUITIAlICHUEM Ha 3aceaHHe U MOBECTKOM He Mo3JHee YeM 3a 6 pabouux JHel 10 Havasia
OYEPEHOTO 3aCeqaHHus;

3) Benenue, cornacoBaHHe U obecleYeHHe MOANMCAHMA IPOTOKOIOB 3aceIaHuil
3aKII0YEHUN MEXBEJOMCTBEHHON KOMHUCCHHU;

4) vHble QYHKIMH 110 IOPYYEHUIO TIPeACeNaTeNs U (M) 3aMECTHTENIS Ipe/ceAaTes
MEXBEIOMCTBEHHON KOMHCCHH.

15. 3acenanus MexBeJOMCTBEHHON KOMHCCHH TIPOBOJSATCS [0 Mepe HEOOXOANMOCTH,
HO HE NO3JHEE YeM N0 ucTeyeHnn 20 pabounx AHeH co IHSA MOCTYIUIEHHS NOKYMEHTOB H
CBCACHUH O HedeKType HIM pPHCKE BO3HHKHOBEHHA H€(EKTypHl JEKapCTBEHHBIX
[PENapaToB, a TaKXKe IMPEUIOKEHUS 00 OT3BIBE paHee BBIJAHHOIO 3aKIIOYECHHUS U
UCKIIOYCHUH JIEKApCTBEHHOI'O Ipelnapara K3 NepedHs, B TOM YHCIE IUCTAHIIMOHHO B
pexuMe BUACOKOHPEPEHITHH.

3acenanus MEXBEJOMCTBEHHOH KOMUCCHH IPOBOISATCS 110 MEPE HEOOXOAHMOCTH, HO
HE MOo3AHEE 4eM Mo HcreyeHHH 10 pabounx AHEH CO OHSA HOCTYIUIEHHS HAOKYMEHTOB H
CBC/ICHUH, yKa3aHHBIX B MyHKTe 24 mu00 B nyHKTe 36 0COGEHHOCTEH O6paleHUs
JICKAPCTBEHHBIX CPE/CTB JUI MEJUIIMHCKOIO IPHMEHEHUS B ClIyyae qeeKTyphl WM PUCKA
BO3HUKHOBCHHUs JE(EKTYyphl JIEKaPCTBEHHBIX IIPENapaToB B CBS3H C BBEACHUEM B
oTHoueHHH Poccuiickoit Oelepalii OrpaHMYUTENBHEIX MEP SKOHOMUUECKOTO XapaKTepa,
YTBEPKACHHBIX nocTaHOBIeHUeM [IpaBurenncta Poccuiickoit ®enepauuu or 5 anpens
2022 r. Ne 593 (cpox meictBus mo 31 mexabps 2027 T.), B TOM YHCI€ QUCTAHIMOHHO B
peKHME BUACOKOH(EPCHIHH.
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3aceflaHde  MEXBEIOMCTBEHHOH KOMHCCHH IO  3asBICHUIO, YKa3aHHOMY
B NMOANYHKTE 4 myHkTa 9 HacTosimero [TonoxxeHus, MPOBOAATCS MO MepPe HEOOXOIUMOCTH,
HO HE IO3/IHEE YEM 110 MCTEYEHUH 3 pabo4yux AHEH CO AHS MOCTYIUICHHUS 3asABJICHUS, B TOM
YKCIIE JUCTAHLHMOHHO B PEXUME BUACOKOH(PEPEHIIHH.

Pemienusi, NpuHATEIE Ha 3acelaHUHd ME)KBEJOMCTBEHHON KOMHCCHH, CUHTAIOTCS
IPABOMOYHBIMH, €CIH HAa 3aCEJaHMH MEKBEIOMCTBEHHON KOMHCCHH IIPUCYTCTBOBAJIO
0oJiee MOJIOBHHBI YJIEHOB MEXBEAOMCTBEHHON KOMUCCHH. MeXBeOMCTBEHHAS KOMUCCHS
IIPUHUMAET PEIICHUS OTKPBITHIM TOJIOCOBAHHEM.

Ynen MEXBEJOMCTBEHHON KOMHCCHH 00s53aH He Mo3/Hee YeM 3a 1 pabounii AeHp 10
3acelaHMs MEKBEJOMCTBEHHOM KOMHUCCHU HU3BECTHTDH MpecCeaaTelss MEXBEIOMCTBEHHOM
KOMHCCHH O HCBO3MOXXHOCTH €r0 NPUCYTCTBUS Ha 3acelHaHHH MEXBEIOMCTBEHHOU
KOMHCCHHU TI0 3JIEKTPOHHOU MOYTE.

16. Ilpu BO3HMKHOBEHHM KOH(DIHUKTA MHTEPECOB COOTBETCTBYIONIME UJICHEI
MEXBEIOMCTBCHHOM KOMMCCMM HE Y4YacTBYIOT B MpOLEAYpax HPHHATUS PELMICHHH IO
KOHKPETHOMY IIPEATIOKEHHUIO.

UneHbl  MEXBEIOMCTBEHHOH  KOMHCCHH, IIPEJCTABUBLIAE  HENOCTOBEPHYIO
MH()OPMALHMIO HIIM HE NIPECTABUBIINE B MEKBEJOMCTBEHHYIO KOMHCCHIO HH(OPMAIHIO O
HaJAYAA  OOCTOATENBCTB, CINOCOOHBIX IPUBECTH K KOHQIMKTY WHTEPECOB MpH
PAaCCMOTPEHHHU NPEAJIOKECHHUM, 110 PEUICHHIO MEXBEIOMCTBEHHONH KOMUCCHH, IPHHATOMY
OONBIIMHCTBOM IOJIOCOB IPHUCYTCTBYIOLIMX HA 3aCeJaHHM, OTCTPAHSAIOTCS IpeceaaTelIeM
MEKBEIOMCTBEHHOM  KOMHMCCHM  OT  JalbHEHIero y4acTHs B  J€STEIbHOCTU
MEKBEAOMCTBEHHON KOMHMCCUH, a pelIeHHE, MPHHATOE MEXBEJIOMCTBEHHOM KOMUCCHUEHt
IIPH YYACTHH TAaKMX JIULL, IOMJIEXKHUT [IEPECMOTDY.

17. B xoze 3acejaHns MeXBEIOMCTBEHHON KOMHCCHH BENETCA MPOTOKOM, KOTOPHIH
NOANHUCHIBACTCA MpEACENareieM, 3aMeCTHTENIeM Tpenacenarelis M OTBETCTBEHHBIM
CEKpeTapeM MEXBEIOMCTBEHHON KOMHUCCHU M COTJIACYETCS YWICHAMH MEKBEIOMCTBCHHOMN
KOMHCCHH IIyTEM IIOANMCaHHs JIMCTOB COINACOBaHMA, B TOM YHCIE IOCPENCTBOM
YCHIIEHHOH KBanM(UUMPOBAHHON HJIEKTPOHHOM IOAIHUCH.

18. Pemienus, npemycMOTpeHHbIE NOAIMYHKTOM | (3a MCKIIOYEHHEM peIIeHHI,
INPUHATBIX C Y4€TOM KPHTEPHUEB, IPENYCMOTPEHHBIX NOATYHKTOM 10 mMyHKTa 5 HACTOSILETO
[lonoxeHus) W TOAMYHKTOM 5 myHKTa 4 Hacrosuiero IlonokeHMs, MPUHUMAIOTCS
KOJIIETHAJIbHO IIPOCTHIM OONBIIMHCTBOM FOJIOCOB WJIEHOB MEXBEJIOMCTBEHHOH KOMHUCCHH,
B TOM YHCJI€ YYaCTBYIOIIUX B 3aCCHaHHU JUCTaHLMOHHO B PEXUME BUICOKOH(DEPEHIIHH.

Pemenus, npeaycMoTpeHHbIe HOANYHKTOM 1 myHkTa 4 Hactosmiero [TomoxxeHus,
NIPUHATBIE C YYETOM KPUTEPHUCB, IIPEAYCMOTPEHHBIX NOANYHKTOM 10 MyHKTa 5 HACTOAILIETO
Ilonoxenusi, a Takke IPeLyCMOTPEHHBIC MOANYHKTAMH 2 M 3 NyHKTa 4 HACTOSLIETO
[lonoxeHus, NMPUHUMAIOTCA €IMHOITACHBIM pELIEHHEM B COOTBETCTBHHM C JIHCTAMH
TOJ0COBAHUS YJICHOB KOMMCCHH, B TOM YHUCJIE€ YIaCTBYIOLIUX B 3aCENaHUHU JUCTAHIIMOHHO B
pEXKHMME BUACOKOHPEPEHIIUH.
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Pemenus, npenycMoTpeHHble MOANYHKTOM 4 nyHkTa 4 Hacrosmero [lomoxkeHus,
IPUHUAMAIOTCA €IUHOTTIACHBIM PELIEHHEM YWIEHOB KOMUCCHH, B TOM YHCJIE YYaCTBYIONIHX B
3aCeaHMM JUCTAHLUOHHO B PEXMME BUICOKOHPEPEHIHH.

19. Pemenus MEKBEIOMCTBEHHOM KOMUCCHH, IIpEyCMOTPEHHBIC
noamyHkram 1 - 3 nynkra 4 Hactosero IlonoxeHns, oGopMISIOTCS 3aKIIOUEHHSIMH 110
dopmam, IpEAyCMOTPEHHBIM MPUIOKEHUIMH Ne 2 - 4 K HACTOSAIIEMY IIPUKA3y.

3aKII04EHHs TOMMNKCHIBAIOTCS MpeJceaTeieM, 3aMeCTHUTENEM Npeaceaarens u
OTBETCTBEHHBIM CEKPETAPEM MEKBEAOMCTBEHHOH KOMHUCCHH, a TAKXKE MyTEM IOAMUCAHUS
JUCTOB  TOJOCOBaHHA  BCEMHM  IPUCYTCTBYIOIIMMH Ha  3aCeJaHMM  WIEHAMH
MEXBEJOMCTBEHHONU KOMHUCCHUH.

JIMCTBI TONOCOBaHUS M (WJIM) UX CKAH-KOMHH IPUIATAIOTCd K 3aKIIOUYEHUIO H
SIBIIIIOTCS €70 HEOTHEMIIEMOM HaCThIO.

20. OpraHu3alMOHHO-TEXHUYECKOE obecrieyeHue IESITENbHOCTH
MEKBEIOMCTBEHHOM KOMHCCUH oOecrieunBaeTcss Munsapasom Poccun.



[Tpunoxenue
K ITonoxeHuio 0 MeXBETOMCTBEHHOM KOMUCCHH
T0 OIPEACICHUIO AeDEKTYPHI WM PUCKA
BO3HUKHOBCHUS Je(DEKTYpPhI JJEKaPCTBEHHEIX
TIPENIApPATOB B CBA3H C BBEJCHHUEM
B oTHomeHuu Poccuiickoit deneparmu
OIPaHUYUTENBHBIX MEP SKOHOMHYECKOTO
XapakTepa, yTBEPXKICHHOMY
.. ipukasoM Munzapasa Poccuu
OT K4 » ./ ,f?/fj,wﬁ 2025 1. Ne 7 :«7 Q /Y

Pexomenyemsrit o6paszen

MCKBEAOMCTBCHHYIO KOMHCCHIO o

ONpENICICHUIO  AedeKTypsl WM  pHCKa

BO3HUKHOBEHHS JC(PEKTYPHI JICKAPCTBEHHBIX
IpenaparoB B CBI3M C BBCACHHEM B
OTHOILLCHUHU Poccuiickoit ®denepanuu
OrPaHMYUTENBHBIX MEp 3KOHOMHYECKOTO
Xapakrepa

ITpennoxxenue

006 onpeneneHuu 1epeKTypbl WX PHCKA BOSHUKHOBEHUS JePEKTypHI

JICKapCTBECHHOI'O IIpenapara

Ne HaunmenoBanne CBezneHus, peCTaBIIEMbIE B OTHOLICHUH
1 IIpennaraemoe neiictBue .
peLLEeHUS MEXBEIOMCTBEHHOM

KOMHCCHH II0 OIPEIENIECHHUIO TeEKTYPHI HIIH
PHCKa BOSHUKHOBEHHS I€(EKTYpHI
JIEKapCTBEHHBIX [IPEMApaTOB B CBS3H C
BBEIEHUEM B OTHOIIEHNH Poccuiickoi
®enepanuu OrpaHUYUTENBHBIX MEDP
9KOHOMHYECKOI0O XapakTepa o AedekType
WJIV PUCKE €€ BOSHUKHOBEHHUS
D penieHre 06 OT3BIBE paHee BELAAHHOIO
3aKII0YEHHA O JePEKTYPE WM PHCKE €€
BO3HHKHOBEHHS M UCKIIIOUEHUS U3 IIEPEYHS

2 MexnayHapoaHoe

HETIAaTEHTOBAHHOE HaMEHOBAHUE

3 JlekapcTBeHHas popma

4 Ho3upoBka

5 IToxazaHus O IPUMEHEHHIO

JCKapCTBEHHOTO IIpEriapara B




COOTBETCTBMHU C HHCTPYKIIUEH 1O
MEIUIUHCKOMY IIPUMEHEHHIO

6 HaumenoBaHue MPON3BOAUTEIS,
ajipec MecTa IPOU3BOICTBA (BCe
CTaJu¥ NPOM3BOJACTBA) (eCIu

IIPUMEHHMO)
7 3asBUTEIND
8 IIpencraBuTens 3asBUTEIS

(bamumms, ums, oTaecTBo (Ipu
HaJIM4MHM), 3ipec IEKTPOHHOK
IOYThl ¥ KOHTaKTHBIH HOMEp
TenedoHa)

9 CBezneHus 0 npuuMHax, hakTax U
06CTOATENBCTBAX, CO3AAIOMIMX
AedeKTypy HiIH yrpo3y
BO3HMKHOBEHMS JeQeKTyphI (1160
OTCYTCTBHE Ae(eKTypsl),
yKa3aHHBIX B IYHKTE 5
HacToswero Ilonoxenus ¢
IPUIIOXKEHUEM NTOATBEPKIAONINX
JOKYMEHTOB

10 Mepsl, npeanaraemeie g
yCTpaHEeHUs Je)EKTYpHI M PUCKA
€€ BO3HUKHOBEHHS B OTHOILIEHHH
3asBJIEHHOIO JEKAPCTBEHHOIO
npenapara U rpaguK ux
peau3aluuu

11 ITnanupyemMbie 0ObEMEI B
IpearonaracMas nara
IIPOM3BO/ICTBA (BBO3a)

12 | CBenenus o 3aperucTpUpPOBaHHOM
IpeIeIbHOM OTIIYCKHOM I[eHe
(pO3HHMYHO¥ LICHE)
JIEKapCTBEHHOTO Ipemnapara (eciu
IPUMEHHMO)

13 HHbie JOKYMEHTHI ¥ CBEACHHS,
060CHOBBIBaIOIIKE AeDEKTYPY I
PHCK €€ BOZHHKHOBeHHA (JTH00 ee
OTCYTCTBHUE)

14 |TInarupyeMsle neicTBUS (€CIH IPUMEHNMO)

14.1 | Ilnanupyetcs romaya 3asBICHUS
Ha roCyJapCTBEHHYIO
PETHCTPALIUIO JIEKAPCTBEHHOT'O




npernapara B COOTBETCTBHH C
nocra”oBieHueM [IpaBurenscTBa
Poccuiickoit ®enepanmu
ot 5 anpens 2022 r. Ne 593
«O06 ocobeHHOCTIX 00paIeHus
JEKApCTBEHHBIX CPEICTB IS
MEINLIHHCKOTO IPUMEHEHHUA B
ciy4ae 1edeKTyphl HIIH PUCKA
BO3HHKHOBEHMA e(eKTyprl
JEKapCTBEHHBIX MIPENapaToB B
CBSI3H C BBEJICHUEM B OTHOLICHHUH
Poccuiickoit ®enepanuu
OrpaHMYUTEIIBHBIX Mep
3KOHOMHYECKOTO XapaKTepa
(nanee - mocranoBienue Ne 593)

14.2

[Inanupyercsa BHECEeHME
W3MEHEHUH B pErUCTPAIlMOHHOE
JOCBhE Ha 3aperuCTPUPOBAHHBIH

JEKapCTBEHHBIH Ipenapar B
COOTBETCTBHH C IIOCTAHOBJICHHEM
ITpaButenscTBa Poccuiickoit
@enepannu ot 23 mapta 2022 .
Ne 440 «O6 yTBepxaeHMM
0coOCHHOCTEH BHECEHMS
HU3MEHEHUH B JOKYMEHTEI,
coJiepKalimecs B
PETUCTPALHOHHOM JI0ChE Ha
3apEruCTpUpPOBaHHELI
JIEKapCTBEHHBIN NpenapaT s
MEIMLIMHCKOrO IPUMEHEHHS, B
ciydae JedeKTypsl WK PHCKa
BO3HHMKHOBEHUA Ne(eKTyphl
JIEKapCTBEHHBIX NpENapaToB B
CBSI3M C BBEICHHEM B OTHOIICHHH

Poccuiickoit @enepaiiun
OrpaHUYUTENBHBIX MEP
9KOHOMHYECKOTO XapakTepay

14.3

ITnannpyercs BHECEHHE
U3MEHEHUH B TOKYMEHTEHI,
cojiepaKaluecs B
PETHCTPALIMOHHOM JIOChE Ha
BKJIIOUYEHHYIO B TOCY/IapCTBEHHEIM
PEECTD IEKapCTBEHHBIX CPEICTB
(papMarieBTHYECKYI0 CyOCTaHLHUIO,
IPOM3BEACHHYIO IS pealu3aliiH,
B COOTBETCTBHH C
nocraHoByieHueM Ne 593

14.4

HnaHpreTcx IoJjava 3asiBJICHHS O

ITOJTYYCHHH 3aKIIOYECHUS O




BO3MOXXHOCTH NIEPEBO3KH,
peanu3anuy, nepeaadd 1 10
OKOHYaHMs CpOKa F'OJIHOCTH

XpaHEHUs, OTITyCKa, POZHHYHOM
TOPTOBJIH (B TOM YHUCIIE
IMCTaHIIMOHHBIM CHOCOO0OM),
IIPMMEHEHHUS 3apPETHUCTPHPOBAHHBIX
B Poccuiickoit @enepanun
JIEKapCTBEHHBIX IIPENapaToB B
yIaKoBKaX, IpeIHA3HAYCHHBIX IS
o0palleHHs B HHOCTPAHHbBIX
roCyJapcTBax, B COOTBETCTBHH C
nocraHoBjieHUEM Ne 593

14.5 | Ilnanupyercs monava 3asiBIEHHUS O
BO3MOXHOCTH BBIJIa4H
paspelenus Ha BpeMEHHOE
obpareHue cepuu (MapTHH)
JEKapCTBEHHOTO Npenapara, He
3aperHCTPUPOBAHHOIO B
Poccuiickoit enepanum,
HUMEIOLIETO 3apETUCTPUPOBAHHEIE B
Poccuiickoit denepanuu aHanoru
10 MEXAYHAPOAHOMY
HEMaTEeHTOBaHHOMY
HaMEHOBAHHUIO U Pa3pelICHHOTO
JUI MEAULIMHCKOTO MPHUMEHEHHS
Ha TEPPUTOPUHN UHOCTPAHHBIX
rOCYZapCTB yNOIHOMOYEHHBIMH
OpraHaMU COOTBETCTBYIOIIHUX
HMHOCTPaHHBIX TOCYIapCTB, B
COOTBETCTBHH C IOCTAHOBJIEHHEM
Ne 593

I"apaHTHpYIO0 OCTOBEPHOCTD ¥ MOMHOTY HHOPMALHH, COpep aIeiics B IIPeIIOKEHIH

Jata nomaum npennoxeHus

IToanuce, neyats (MIpH HATMYHH)




[Tpunoxenue No 2
K Npuka3zy MUHHCTEPCTBA 3paBOOXpaHEHUS
Poccuiickoit ®enepanuu

oT ((W » ,{,///'5/:'7/77 " 2025 r. Ne _{/—(Z/L

®opma

3akio4enne MeKBEAOMCTBEHHON KOMHUCCHH 10 ONpPeAeIeHHI0 1edeKTYPhbl HiIH

PHCKa BOSHUKHOBEHHA Ne(EKTYyPbl 1eKAPCTBEHHBIX NIPENapaToB B CBI3H
¢ BBeJleHHeM B OTHOLIeHHH Poccuiickoil @eaepanuy orpaHHYUTEIbHBIX Mep
IKOHOMHYECKOI0 XapaKrepa 00 onpenejieHuH AedeKTypbl HIIH PHCKA
BO3HHKHOBEHHS Je(PeKTypbl JeKapCTBEHHbIX MPeNnapaToB JAJs MeTHIIHHCKOIro
NPHMEHEHHS ¢ YKa3aHHEeM HAHMEHOBaHMil (MeXAYHAPOIHBIX HENATEHTOBAHHDIX,
HJIM XHMHYE€CKHX, WM I'PYNNHUPOBOYHBIX), HX GOpPM, 103UPOBOK, HAJTHYHSA
TepaneBTHYECKHX aHAJIONOB, TPedyeMbIX 00beMOB 7111 HeJeif BBo3a B Poccuiickyio

@eepanuio H B HHBIX CJyYasX o0palieHHs JIEKAPCTBEHHBIX NPENapaToB

(marta)

MexBeJOMCTBEHHAs: KOMHCCHS IO OIpeleleHHI0 ae(eKTypsl HId PHCKa
BO3HHMKHOBEHHs [Je(EKTyphl JIEKapCTBEHHBIX IIPENapaToB B CBSI3H C BBEICHUEM B
oTHOIIEHHH Poccuiickon Defepanuy orpaHUYUTENBHEIX MEP SKOHOMHYECKOTO XapaKkrepa
(manmee — MEXBENOMCTBEHHAs KOMHCCHS) B IIOJIHOM COCTaBE, YTBEPKIEHHOM MPHKA3OM
Munsapasa Poccun ot Ne , PACCMOTPEB NIpeACTABICHHEIE MATCPHAIIBI
M CBeAeHHWs, ompenenuna (axT Ae@eKTypbl WIH PUCKA BO3HHUKHOBEHHS Ie(EKTYpEI
NIEKapCTBEHHOTO Tipernapara A1 MEAMIMHCKOrO NPHUMEHEHHUs (Hajiee — JeKapCTBEHHBIH
TIpernapar) B CBA3H C BBEJICHUEM B OTHOIIEHUHU Poccuiickoii ®enepanuy orpaHHYHTENbHBIX
MEP IKOHOMHYECKOI'O XapakTepa.

1. CBeneHuUs O IeKapCTBEHHOM TIperapare:

1.1. HanmeHOBaHHe T€KapCTBEHHOTrO Mpemapara:

MEXAYHApPOJHOE HEIAaTEHTOBAHHOE MJIM XHMHYECKOe, WM TI'PYNIHUPOBOYHOE
HaUMEHOBaHHUE

1.2. ®opma BeIyCKa (1eKapcTBeHHast GOpMa, T03MPOBKA)

1.3.  CocraB  jexapCTBeHHOro nmpemnapara (lepedeHb  AECHCTBYIOIUX U
BCIIOMOTATENIBHBIX BEIIECTB, C YKA3aHUEM KOJIMYECTBA KaXJOr0 U3 HUX)

1.4. Hanmvume B Poccuiickoii ®enepanuy 3aperdcTpHpPOBAHHBIX aHAJIOTOB IO
MEKIYHAPOJHOMY HEIIATEHTOBAHHOMY HaHMEHOBAaHHIO
Jla/HeT; A
1.5. IIporHosupyemsiii 00beM MOTpeOICHHUS TeKAPCTBEHHOTO NPENApaTa MpPeBhIaeT
TIPOTHO3UPYeMbIe 0OBEMBI €I0 BBO3a HIIH IIPOU3BOACTBA B Poccuiickoi denepanuu
na/HeT.




TpeOyemblii 00bEM BBO3a MIM IPOU3BOACTBA JIEKAPCTBEHHOIO IIperapara B
Poccutickoi ®enepanvu (Ipu HATUYHH JAHHBIX ) ;

1.6. JlekapCTBEHHBIH  Ipemapar fABIAETCS  TEPANCBTHYECKUM  AHAIOTOM'
3aperuCTpUpoBaHHEIX B Poccuiickodi ®Pepepaluu  JNEKapCTBEHHBIX  IIPENaparoB
C MEXIYHapOAHbIM HEIATCHTOBAaHHBIM HAMMEHOBAaHHEM B OTHOLICHUH
KOTOPOI'0 paHee MEXBEIOMCTBEHHOM KOMHMCCHUEH ObII yCTaHOBIIEH (QakT gedeKTyphl HId
pHMCKa BO3HHUKHOBEHMs IE(EKTyphl B CBSI3M C BBEJECHHEM B OTHOIIEHMHM Poccuifckoi
Deiepauy OrpaHUYUTENBHBIX MEP SKOHOMHUYECKOTO XapakTepa (eCiiud IPUMEHHMO):

OTHOCHTCS K TOH Xe€ (papMaKko-TepalneBTHYECKON TpYIMIE, YTO U JIEKAPCTBEHHBIN
pernapar ¢ MeXAyHapOIHbIM HETTATCHTOBAHHBIM HAUMEHOBAHHEM Ja/HeT;

BO3JICHCTBYET HAa Ty )K€ OMOMMIICHH (HJIH €€ PElenTop), YTO U JIeKapCTBEHHBIH
npernapar ¢ MEXAyHapOIHbIM HENATCHTOBAaHHLIM HAMMEHOBAHUEM Jia/HeT;

NPUMEHSCTCA MO OJHOMY M3 TIOKAa3aHUH, YTO M JIEKAapCTBEHHBIH Mpemapar ¢
MEXKIYHApOIHBIM HENMATCHTOBAaHHBIM HAUMEHOBaHHEM Jla/HeT.

2. OcHOBaHMEM [ TPHUHATHA pEIICHHS MEXBEIOMCTBEHHOH KOMHCCHU 00
OmpeneneHud JIe(eKTyphl HIM PHCKa BO3HHUKHOBEHHS A€(PEKTYphl B OTHOLICHHM
NIEKapCTBEHHOTO Mperapara IOCIYy)XHUIO0 yCTAHOBICHUE (akTa AeDUIUTAa HIK OTCYTCTBHS
JIEKapCTBEHHOro mpemapaTa B obpamenun B Poccuiickoit @enepanmu, norpebHOCTh B
KOTOPOM SBIISIETCS HEYAOBIETBOPEHHOW, NpPH BO3MOXKHOM HAJIWYUM OJHOTO WIH
HECKOJIBKHX CICIYIOUUX KPHTEPHUEB:

2.1. Tlpekpaluenue AEATETBHOCTH MM OTKa3 OT MMOCTABOK MM PUCK MPEKPALICHMS
ACATENEHOCTH NPOU3BOAUTENA M (MIM) NMOCTAaBIIMKA (hapMaleBTHYECKOH CyOCTaHIIMH,
BXOJALIEH B COCTaB JIEKAPCTBEHHOTO Ipenapara, BIEKYIIHWE IPHOCTAHOBICHHE HIIH
IPEKpaIleHUue NPOU3BOACTBA JEKapPCTBEHHBIX NPENapaToB HIM HX BBO3a B POCCHHCKYIO
®depepanuio na/Her;

2.2. Tlpexpalienne OeSATENLHOCTH WM OTKa3 OT MOCTABOK MM PHUCK IIPEKpALICHMs
JACATCIBHOCTH IPOM3BOAMTENS. M (WIM) ITOCTaBIIMKA BCIIOMOTATENbHBIX BEIIECTB,
BXOASAIIMX B COCTaB (h)apMalleBTHIECKOH CyOCTaHIMY U (HJIM) JIEKAPCTBEHHOTO IIPENapara,
BICKYIIUC MPHUOCTAHOBICHME WM MpPEKpallleHHe IPOM3BOACTBA JIEKAPCTBEHHBIX
IIpenapaToB WM MX BBO3a B Poccuiickyro ®enepanuio Ja/HeT;

2.3. Ilpexpalenne AEATENPHOCTH MM OTKa3 OT IIOCTABOK MIIM PUCK MPEKPAICHMS
ACATEIBHOCTH ONHHM HIH HECKONBKMMH YYaCTHHKAaMH [poliecca IPOH3BOJCTBA
JIEKapCTBEHHOIO  Tpenapara, BIEKYIIME IIPUOCTAHOBIEHHE WIH  IIPEKpallcHHe
IPOM3BOJCTBA  JICKAPCTBEHHBIX IPENapaToB MJIH MX BBO3a B  POCCHHCKYIO
Denepanuto Iia/Her;

2.4. TlpekpalueHue NEATENTLHOCTH HIM OTKa3 OT IIOCTABOK WM PHCK IIPEKpalleHHs
OCATEIbHOCTH IPOM3BOAMTENS M (WIM) IMOCTABINMKA MCXOMHBIX M BCIIOMOIaTENIBHBIX
MaTEPHAJIOB M (WJIH) TAKHX MCXOAHBIX M BCIIOMOTATeIbHEIX MATEPUATIOB, HCIIOIL3YEMBIX B
Tpouecce NPOU3BOACTBA (papMaleBTHIECKOH CyOCTaHIINM WITH JIEKAPCTBEHHOTO [penapara
(PEaKTHBBI, NPOMEXKYTOUHBIE HPOAYKTHI, KYJIbTYPalbHBIE Cpelbl H HX KOMIIOHEHTHI,
(uabTPEL, COPOEHTHI, PacXoAHBIE MaTepHAbl, MEIIKH, LUIAHTH, HHbIE MaTepHAIHI),

! AG3ar BTOpO# MyHKTA 2 0COGEHHOCTEH OOpAILEHNUS JIEKAPCTBEHHBIX CPEICTB U MEIMLMHCKOTO IPHMEHEHHs B ciy4ae
AeeKTYpbl WM DHCKA BO3HMKHOBEHHS Ne(eKTyphbl JIEKaDCTBEHHBIX NpPENapaToB B CBS3H C BBEACHMEM B OTHOIICHHH
Poccuiickoli @enepaluy  OTpaHMYHTENBHBIX Mep 9SKOHOMHYECKOrO XapakTepa, YTBEPXICHHBIX IOCTAHOBICHHEM
Ilpasurenscrsa Poccuiickodt @enepammu ot 5 ampena 2022 r. Ne 593 (cpok medicteus mo 31 aekabps 2027 r.) (manee
COOTBETCTBEHHO — mocTanoBjeHue Ne 593, Ocobennoctu Ne 593).




BICKYILME IIPHOCTAHOBIEHHE WM I[IpEKpaleHUE MPOU3BOACTBA JICKAPCTBEHHBIX
IpenaparoB WK UX BBo3a B Poccuiickyro ®denepanmio na/HerT,

2.5. IIpexpalllecHHe AEATETPHOCTH WIM OTKa3 OT MOCTABOK WIM PHCK IPEKpaleHHs
JeATENbHOCTH IIPOU3BOAUTENS U (MIIH) IOCTABILKKa 000PYIOBAHUS M (HIIH) aHAIIOTHIHOIO
000pylOBaHUs, HCIIONB3yEMOr0 B IIpoLecce IPOM3BOACTBA  (PapMaleBTHYECKOM
CyOCTaHIIMH WM JIEKapCTBEHHOTO Iperapara, BIEKYIIHE [IPUOCTAHOBICHME HIIH
IpEKpalieHye NMPOU3BOJCTBA JIEKAPCTBEHHBIX NpeNapaToB WM WX BBO3a B PoccHiiCKyIo
®denepanuio Ja/HeT;

2.6. IIpexpallieHre NEATENbHOCTH MM OTKa3 OT IOCTABOK WM PUCK IPEKPAILCHHUS
JEATENLHOCTH IPOU3BOIUTENS M (WMNIM) NOCTaBIIMKA CTAHTAPTHBIX 00pas3ioB, U (WiIM)
AHAJIOIMYHBIX  CTAHAApTHBIX  00pas3loB, AaTTECTOBAHHBIX B  COOTBETCTBHHM  C
rOCyIapCTBEHHOH (apmakoneel, U (WIM) PEeakTHBOB, W (WJIH) MarepyaaoB, H (HIH)
000pyJOBaHHs, HCTIONB3YEMBIX B IIPOLECCAX AaHATUTHYECKOTO KOHTPOIS HOIYIPOLYKTOB,
(papmanieBTHYECKON CyOCTAaHIIMH WIH JICKAPCTBECHHOrO IIperapara, a TaKKe M3MEHEHHUE
aHATMTHYCCKUX METOIMK, CBA3AHHBIX C BKIIOYEHUEM, W (WIH) W3MEHEHHEM, M (HIIH)
nobaBieHueM aJIbTEPHATUBHEIX MaTepUasoB, DEaKTHBOB, 000pyIOBaHUs
¥ CTaHAapTHBIX O0pa3loB, HCIOJb3YEeMBIX B AHAIUTHYECKAX METOAMKAX, BICKYIIUE
NPUOCTAHOBJICHUE MJIHM IIPEKPAILECHHE MTPOM3BOACTBA JEKAPCTBECHHBIX MPENapaToB HIH MX

BBO3a B Poccuiickyro ®@enepaunro Jla/HeT;
2.7. OtmeHa rOCyapCTBEHHOH perucTpanuu JIeKapCTBEHHOTO
npenapara Ia/Her;

2.8. Hamnmuwe 3axmoueHus PenepanbHoil cinyxObl Mo Ham3opy B cdepe
3ApaBOOXPaHEHHUs, CPOPMHUPOBAHHOTO B COOTBETCTBHM C IIYHKTOM 2 OCOOCHHOCTEHN
rOCYyHapCTBCHHOTO PETYIMPOBAaHUS IIPEACIbHBIX OTIYCKHBIX II€H MPOM3BOIUTENEH
Ha JICKapCTBEHHBIC MpENaparsl, BKIIOYEHHBIC B MEPCUYCHb JKM3HEHHO HEOOXOIHUMBIX
M BaXHEHIUMX JICKAPCTBEHHBIX IIPEMapaToB, YTBEPKICHHBIX  IIOCTAHOBICHHUEM
IIpaButensctBa Poccuiickoit @eneparuu ot 31 okrsaops 2020 r. Ne 1771 (cpox aeiicTBus
1o 1 centabdps 2030 r.), conepikariero cBeieHust 0 AePEKTYpe WM PUCKE BOSHUKHOBEHMS
Ie(eKTyphl JeKapCTBEHHOTO Mpenapara na/Her;

2.9. Hamnuywe B nepedHe JIEKapCTBEHHBIX IIPeNapaToB, KOTOPHIM pa3Melnaercs
Ha oQuuUaNibHOM caiTe MUHHMCTepcTBa 3apaBooxpaHeHmst Poccuiickoit ®enepauuu
B HH(OPMAIMOHHO-TEIEKOMMYHHKAIIMOHHON ceTH «MHTepHET» Ha HOpTale MO BEASHUIO
rOCYAapCTBEHHOTO PeeCTpa JIEKAPCTBEHHBIX CPEACTB I MEAWIHHCKOTO MPMMEHEHHS’
B pasgene <«OKypHam» 114 aBTOPH30BaHHBIX MOJB30BATENEH, TEPANEBIUYECKOIO
aHasora’® na/Her.

2.10. Hupie ¢axTel M O0OCTOATENBCTBA, IMOCHYXKHBIIHE IPHIMHON OTCYTCTBHSA
(meduuura) MO0 pHCKa BO3HHKHOBEHHS OTCYTCTBHS JIEKAPCTBEHHOIO Mpenapara
B oOpamennn B Poccuiickoi ®enpepaiuy, NOTPEOHOCTE B KOTOPOM  SBIAETCS
HEYZOBJIETBOPEHHOU

3. 3aKkmo4eHne IIPUMEHNMO B OTHOIIIEHUH BO3MOXHOCTH:

3.1. mnomayu 3asBIEHUA Ha TOCYHApCTBEHHYIO DETHCTPALMIO JIEKAPCTBEHHOI'O
Ipenaparta B COOTBETCTBUU C IOCTaHOBIeHHEM Ne 593 na/Her;

3.2. mojauu 3afBICHHS HAa BHECEHHE H3MEHEHHMH B PErMCTPAIlMOHHOE IOChe Ha
3apETHCTPUPOBAHHLIA JIEKAPCTBEHHBIA MperapaT B COOTBETCTBHH C IOCTAaHOBICHHEM

? Cratba 33 ®epepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-03 «O6 06pallleHNH TCKapCTBEHHBIX CPEACTBY.
3 A63ay BTopoii mynkTa 2 Ocobennocteii Ne 593.



IlpaBurensctBa Poccuiickoit ®eneparuu ot 23 mapra 2022 r. Ne 440 «O06 yrBepxaeHUN
0COOECHHOCTEH BHECEHHs M3MEHEHHH B JJOKYMEHTHI, COAEPKAIINECS B PETHCTPALIAOHHOM
JOChE€ HAa 3apETHCTPHPOBAHHBIA JICKAPCTBEHHBIM MpemapaT Add MEIMIHHCKOIrO
IIPUMEHEHHS, B ClIyYae Ne(EKTYphI MM PUCKA BOSHUKHOBEHUS Ae(EKTYPhI JEKAPCTBEHHAIX
IpernapaTtoB B CBs3W C BBeACHHEM B OTHowWeEHWH Poccuiickoii ®Penepanuu
OrpaHHYUTEILHBIX MEP 3KOHOMHUYECKOTO XapaKTepay Ja/Her;

3.3. mojaun 3asBICHMS HAa BHECCHHE M3MEHEHWH B JOKYMEHTLI, COAEP)KALIMECS B
PETUCTPAlHOHHOM JOChE Ha BKIIIOYEHHYIO B T'OCYAAPCTBEHHBIH PeecTp JEKapCTBEHHBIX
CpeACTB  (apMalNEeBTHYECKYI0 CYOCTAHIMIO, TPOU3BEIACHHYIO Ui pEald3alid, B
COOTBETCTBHH C IOCTaHOBJeHHEM Ne 593 Jla/HeT;

3.4. momayM 3asBJIECHHS O MONYYCHHH 3aKIIOUCHHS O BO3MOXHOCTH IIEPEBO3KH,
peanu3anyy, Nepeaiyu U 10 OKOHYaHUSA CPOKA FOAHOCTU XPaHEHHA, OTIYCKa, PO3HUYHOM
TOPTOBIH (B TOM YMCJI€ AUCTAHIHUOHHBIM CHOCOOOM), IPHMEHEHHS 3aPETHCTPHPOBAHHBIX B
Poccuiickon @enepanuy J€kapCTBEHHBIX IPEMAPATOB B YIIAKOBKAX, IPEAHA3HAYEHHBIX IS
oOpalllcHMs B MHOCTPaHHBIX TOCYAapCTBaX, B COOTBETCIBHM C IIOCTAHOBJIEHHEM
Ne 593 Ja/Her; '

3.5. mogayM 3asdBIEHHS O BO3MOXHOCTM BBIIAYM paspelICHHAS Ha BpPEMEHHOE
oOpalueHue cepud (IapTUM) JIEKapCTBEHHOTO Mpenapara, HE 3aperdCTPHPOBAHHOrO B
Poccuiickori Denepaiyyi, WMEIOWIETO 3apeTHCTPHPOBaHHbe B Poccuiickoi denepanun
aHaJIOTU 10 MEXAYHapOAHOMY HETATEHTOBAHHOMY HAaUMEHOBAHMIO M Pa3pPELIEHHOrO s
MEIMUMHCKOIO  TNPUMEHEHHWs  Ha  TEPPUTOPUHM  HHOCTPAHHBIX  TOCYAApCTB
YIOJTHOMOYCHHBIMU  OpPraHaMHM  COOTBETCTBYIOIUMX HHOCTPAHHBIX TIOCYZapCcTB, B
COOTBETCTBHH C IIOCTaHOBJEeHHUEM Ne 593 Jla/HeT.

JIMCTEI rOIOCOBaHHS YJIECHOB MEXBEIOMCTBEHHONH KOMHCCHH IIpuiaarar0TCsa Ha JIACTax.

npéaceaarcib MEXBEAOMCTBCHHOM KOMHCCHH

(HOIKHOCTE) (haMuIMs, HMS, OTYECTBO (NP HATUYHKHM) (ITOAIKCE)

3aMECTHTEND NpeaceaaTenda MEXBEIOMCTBEHHOM KOMUCCHHA

(momxnOCTB) (haMuiIHs, UM, OTIECTBO (TIPU HATHYIKK) (O/IIHCE)

OTBETCTBEHHBINH CEKpeETaph

(HOKHOCTE) (haMuIKs, UM, OTYECTBO (IIPU HATHYKK) (TIOIIHCE)




ITpunoxxenune Ne 3
K IIpHKa3y MHUHHCTEPCTBA 3IpaBOOXPaHCHUS
Poccuiickoit denepanuu

oT <«_Z/—Z» pl/[éﬁ?% 2025 1. Ne 7;25/2

dopma

3akiouenue
Me)KBeIOMCTBEHHOH KOMHCCHH 1O ONpeesIeHHI0 AeeKTYphl HIH PHCKA
BO3HHKHOBEHHS Ae(GeKTyphbl JIEeKAPCTBEHHBIX NPENapaToB B CBSA3H C BBEJCHHEM
B oTHOmIeHnH Poccuiickoii ®eepanun OrpaHAYATENLHBIX MEP YKOHOMHUYECKOTO
XapaKTepa 0 BO3MOKHOCTH (HEBO3MOKHOCTH) BbIJa4H pa3penIeHUsi HA BpeMeHHOoe
oOpameHde cepuH (MapTHH) JeKAPCTBEHHOI0 Mpenapara,

He 3aperuCTpupoBaHHoOro B Poccuiickoil Menepanun, MMeIONIEro
3aperucTpHpoBaHHbie B Poccniickoil @enepannu aHAJIOTH 0 MEKAYHAPOIHOMY
HEeNaTeHTOBAHHOMY HAHMEHOBAHMIO H Pa3pelliecHHOTO JJI MeAHIHHCKOI0
IPUMEHEHHs HA TEPPHTOPHH HHOCTPAHHBIX IOCYIAPCTB YHOJHOMOYEHHBIMH
OpraHaMu COOTBETCTBYIOIIHX HHOCTPAHHBIX IrOCYJAapCcTB

(mara)

1. Csemenuss 0 5€KapCTBEHHOM IIpemapare ISl MEIMLHHCKOTO HPUMEHEHHS
(manee — IeKapCTBEHHBIH Hpenapar).

1.1. HarmMeHOBaHMeE JIEKapCTBEHHOTO Mpemnapara

MEXIYHapOAHOC HEMAaTEeHTOBAaHHOE MM XHMHYECKOE, WM TPYINIHPOBOYHOE
HalMEHOBaHHE

TOProBo€ HaUMCHOBaHHUC

1.2. ®opma BeInycka (IekapcTBeHHas Gpopma, JO3UPOBKA)

1.3. CoctaB  nexapCcTBEHHOro mpemapara (meped4eHh  ASHCTBYIOIIMX |
BCIIOMOTaTENBHBIX BEIIECTB, C YKA3aHUEM KOJIHYECTBA KaXKOr0 U3 HUX)

1.4. 3asBuTens (IOpUOMYECKOE JHIO, ASHCTBYIONIEE B COOCTBEHHBIX HHTEpECaX HIH
YIIOJTHOMOY€HHO® TPEACTABIATH HHTEPECH APYTOTO IOPUANYECKOrO JIULA)

1.5. IlpousBopuTens NeKapCTBEHHOro npenapara (HAMMEHOBaHME, ajpeca BCeX
IPOHM3BOJCTBEHHBIX IUIOLIANOK C YKa3aHUEM CTaJuii IIPOM3BOJICTBA)

1.6. PexBu3UTHI Cepun (apTHH), 3asABIECHHOM IS Tesel TomydeHust pa3pelleHns Ha




BpEMEHHOE OOpallleHHe O BO3MOXKHOCTH (HEBO3MOXHOCTH) BBIJA4H Da3pelleHHs Ha
BpEMEHHOe  ofpamieHMe  cepud  (IApTUM)  JIGKApCTBEHHOTO  IIpemapara, He
3aperucTpupoBaHHOro B Poccuiickonn Pdenepauuu, UMEKOLIET0 3aperHCTPUPOBAHHEIE B
Poccuiickoii ~ @Dezmepanuy  aHaJOrd IO  MEXIYHAPOJHOMY  HETATEHTOBAHHOMY
HaUMCHOBAHHUIO, ¥ Pa3pelIeHHOro I MEJULHHCKOTO TNPUMEHEHHS Ha TEPPUTOPUH
UHOCTPAaHHBIX  TOCYIapCTB  YINOJHOMOYEHHBIMH  OpraHaMH  COOTBETCTBYIOIIHX
HHOCTPAHHBIX I'OCYJapCTB, B OTHOLIEHUHM KOTOPOrO0 MEXBEIOMCTBEHHOH KOMHCCHEH II0
ONpENENEHHI0 JE(MEKTYphl HIIH PHUCKa BO3HHKHOBEHHS Ae(EKTYpHl JI€KapCTBEHHBIX
IpenapatoB B CBiA3M C BBEACHHEM B OTHoWEHWH Poccuiickori ®Denepanuu
OTpaHUYMTEILHBIX MEpP JKOHOMHUYECKOTO Xapakrepa (Hajlee — MeEKBEIOMCTBEHHAs
KOMHCCHSI) YCTaHOBIICHA Je(eKTypa WIH PUCK €€ BOSHHKHOBEHHMS B CBS3H C BBEICHHEM B
oTHomeHn: Poccuiickoi ®denepanuy orpaHUYUTENBHBIX MEP SKOHOMHYECKOTO XapaKkrepa
(mamee - paspelleHHe Ha BpeMEHHOE OOpalleHHE), B TOM YHCIE KOJIHYECTBO
JIEKapCTBEHHOIO Ipernapara Kakaoi cepun (TIapThH)

1.7. Hammuue B Poccuiickoit ®enepaiui 3aperdCTPUPOBAHHBIX AaHAJIOrOB
II0 JEHCTBYIOLIEMY BELIECTBY U JICKAPCTBEHHOM (OpME Jla/HeT;

1.8.  IlporHosupyemelii 00beM MOTpeOGICHHS  JIEKAPCTBEHHOTO  IIpemapaTa
NPEeBBIIACT TPOTHO3UPYEMBIE OOBEMBI €r0 BBO3a HIIM IPOHM3BOACTBA B Poccuiickoit
®denepauuu ' na/Her;

1.9. JlexapcTBeHHbIH mpenapaT BXOIUT B IIepeveHb JIEKAPCTBEHHBIX HpPENapaToB,
KOTOpBIA pasMelnaeTcs Ha oQuuuanbHOM cajite MHHHCTEPCTBA 3ApaBOOXPAHECHHSA
Poccuiickoit @enepanun B HHGOPMALHOHHO-TEIEKOMMYHUKAIIMORHON ceTH «MHTepHET»
Ha IIOpTaj€é 110 BEACHUIO TOCYHapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB
JUIs  MEIULMHCKOTO TIpHMeHeHWs' B pasiene <«OKypHam» s aBTOPH30BaHHBIX
[I0JIb30BaTENCH Ia/HeT;

1.100 B oOTHOmIEHMM JEKapCTBEHHOIO Mpemapara BBIIAHO  3aKIIOYCHHE
MEeXBEAOMCTBCHHOH KOMHCCHH II0 ONpPEICICHUIO Ne(eKTYphl WM PUCKA BOSHUKHOBEHUS
AebeKTyphl TeKapCTBEHHBIX MPenapaTroB B CBA3M C BBEJCHHEM B OTHOMICHHH PocCHIiCKOM
Dezpepauu  OrpaHMYHMTEIBHBIX MEP 3KOHOMHYECKOrO XapakTepa 00 OIpeleleHHH
HeeKTyphl WM PHCKAa BO3HHKHOBCHHS Ne(EKTYphI JIEKAPCTBEHHBIX MPENapaToB IJIs
MEJMIHMHCKOrO  MPUMEHCHUS C  YKa3aHWEM  HAMMEHOBaHMH  (MEXIyHapOIHEIX
HEMATCHTOBAHHBIX, MM XUMHYECKMX, WM TI'DYNIHPOBOYHBIX), UX (OPM, IO3HPOBOK,
HaJIMYUS TEPANeBTHYECKMX dHAIOINOB, TpeOyeMbIX O00BEMOB i1 Leneldl BBO3a
B Poccuiickyto @ezepalio 1 B HHBIX CIy4asx oOpalleHHUs JTEKapCTBEHHLIX MPENapaToB,
IPUMEHMMOE B OTHOIICHUH MOJAYH 3asBIECHHS O BO3MOXHOCTU BBIAYM pa3pelieHds Ha
BPEMEHHOE 00palleHue Jla/HeT.

2. Ouenka COACPKaHUs, JOCTATOYHOCTH JOKYMEHTOB U BEIBOJLI 110 NnpcACTaBJICHHBIM
Ha paCcCMOTpCHHE NOKYMEHTaM I OINpPEIACIICHUSA BO3MOXXHOCTH BbIIAa4yU pa3pE€HICHUs Ha
BPCMCHHOC 06pameHHe.

2.1. OOmmi pasgen (M3MATAalOTCS OCHOBHBIE MOJNOXEHMS MpPENCTABICHHOMN
JOKYMEHTALIH )

! Crates 33 denepansHoro 3akona ot 12 anpesns 2010 . Ne 61-03 «06 00palIeHHH IeKapCTBEHHBIX CPEICTBY,




2.2. Crienanu3upOBaHHBIN pa3ae

OueHka JOCTaTOYHOCTH CUCTEMBI (hapMaKoHaa30pa OpraHM3alvi, OTBETCTBEHHOM 3a
OCYHIECTBICHHE  MOHUTOpMHTA 3()PEKTHBHOCTH M  OE30MACHOCTH  BBE3EHHBIX
JIEKapCTBCHHBIX CPeACTB B Poccuiickoit denepalivi, U ero KpaTkuit IepeBoj Ha PyCCKHM
SI3BIK

Onenka T™IaHa yOpaBIEHHUS PHCKAMH it OHOJOTHYECKOTO JIEKAPCTBEHHOTO
IPUMEHEHUS

Ouenka 00beMa BBINOIHEHHBIX JNOKIHHUYECKUX HCCIEIOBAHUN JIEKApCTBEHHOTO
npenapata W OLEHKA MOJyYEHHBIX pE3yAbTaTOB JOKIMHHUYECKUX HCCIIeIOBaHUit
JIEKapCTBEHHOIO Mpemnapara (€CiIu IPUMEHHMO)

Onenka 0030pa Hay4HBIX PabOT O pe3y/bTaTax NOKIMHHYECKHX M KIMHUYECKHX
HCCIICIOBAHMH JIEKAPCTBEHHBIX IIPEmaparoB, B TOM 4YHCIE BKIIOYAas ONBIT HX
HOCTPErHCTPALMOHHOIO PUMEHEHHUS (€CIIM PUMEHHMO).

3. KoHTpOmas kavecTBa.
3.1. HeobX0mMMOCTb NPOBEIEHHS! HCHLITAHHM JIEKAPCTBEHHBIX MpPENapaToB
Ja/HerT.
3.2. OObeM mpoBeneHUs HCIBITAHHI JIGKAPCTBEHHBIX INPENapaToB (C yKa3aHHEM
HNOKa3aTeNei)

3.3. IleppoauYHOCTE NMPOBEAECHHUS HCIILITAHUMN

3.4. Bo3MOXHOCTH BBOJIa B 00OPOT CepuH (IapTUH) JEKAPCTBEHHOTO MperapaTa Ho
OKOHYaHHsI HCTIBITAHUH (C yKa3aHHEM ITOKa3aTeleil Mpu HEOOXOAUMOCTH)

4. OOt BBIBOJ IO Pe3yibTaTaM 3aceaHus (3aKII0UeHHE):
BbIIa4a MuHKCTEPCTBOM 31paBooxpaHeHus Poccuiickoit demepanyuu paspemmeHns Ha
BPEMEHHOE OOpalieHue

(BO3MOXXHA MITH HEBO3MOKHA)

JIucTel TOJIOCOBaHHS YJICHOB MEXBEIOMCTBCHHON KOMHCCHH IpUIararTCsa
Ha JUCTax.

npeaceaaTenb MEXBEAOMCTBCHHOM KOMUCCHUU

(momKHOCTB) (bamuus, HMs1, OTUECTBO (IPU HAMMYUH) (ITOIIIHCD)




3aMECTUTEID NIPEACEAATCIA MEXBEJOMCTBEHHONH KOMHCCHH

(zomxHOCTD) (baMuius, UM, 0TUECTBO (IPH HATHYKMHK) (II0JIHUCE)

OTBETCTBEHHBIN CEKPETAPh

(momxHOCTB) (haMHIHs, UMS, OTYECTBO (P HATHYKH) (IIOIIHCE)




[Ipunoxenue Ne 4
K IIpuKa3sy MHUHHUCTEPCTBA 34paBOOXpaHEHUS
Poccuiickon ®enepatuun
oT «ﬁ» , j/[é/ﬂ/?ﬂ? 2025 1. Ne 725 /7

®dopma

3akioueHne

MEXKBEIOMCTBEHHOM KOMHCCHH O ONpeaesieHuI0 1edeKTyphl HIH PUCKA
BO3HMKHOBEHHS 1e(eKTyphl IeKaPpCTBEHHBIX NPENapaToB B CBSA3H C BBEJCHHEM
B oTHOHIeHuH Poccuiickoil Meepaniuu OrpaHNYNTENBLHBIX MEDP YKOHOMHYECKOT0
XapaKTepa 0 BO3MOKHOCTH (HEBO3MOKHOCTH) NIePEeBO3KH, PeaIH3alHH, epeJadn

H 10 OKOHYAHHS CPOKA IOJHOCTH XPAHEHH, OTIYCKA, POZHHYHOM TOProBJH (B TOM
YuciIe AUCTAHIHOHHBIM CII0CO00M), IPHMeEHEeHH s 3aPernCTPHPOBAHHBIX B
Poccniickoii denepanuu JexapcTBEeHHBIX MPENapaTos B YNAKOBKaX,
npeIHa3sHAYEeHHDIX JJisi 00palleHHs] B HHOCTPAHHBIX FOCYAaPCTBAX

(mara)

1. Csemenuss O JeKapCTBEHHOM Ipemapare Juisi MEIMIMHCKOTO TPUMEHESHHS
(manee — nekapCTBEHHBIH Mpernapar).

1.1. HauMeHOBaHMe JIeKapCTBEHHOTO IIpenapara

MEXKAYHApOLHOE HENATCHTOBAaHHOE MJIM XHMMHYECKOE, WIH TPYHIIMPOBOYHOE
HaUMEHOBaHUE

TOPTrOBOC HAMMCHOBAHHE

1.2. ®opma BeINyCKa (IekapcTBeHHas Gopma, JO3UPOBKA)

1.3. CocraB nexapcTBeHHOro mpemapata (MEpevYeHb  ASHCTBYIOIIMX H
BCTIOMOTaTEeNBHBIX BEIIECTB, C YKa3aHUEM KOJIHYECTBA KaXKJOT0 U3 HUX)

1.4. 3asBuTens (ropUAMIECKOe JNHLO, ACHCTBYIOLIEE B COOCTBEHHBIX MHTEpECaX MU
YIOJHOMOYEHHOEC MPEACTABIIATE HHTEPECH APYTOr0 IOPUANIESCKOTO JIUIIA)

1.5. IlpousBonuTens meKapCTBEHHOTO mperapara (HAaMMEHOBaHHE, aapeca BCeX
NPOU3BOACTBEHHBIX IUIOIAJOK C YKa3aHUEM CTaJui IPOU3BOCTBA)

1.6. PexBU3UTHI CepuH (IAPTHH), B TOM YHCIIEC KOJIHYECTBO JIEKAPCTBEHHOTO IPETapaTa
KaXKJIOM cepuH (MapTHm)

1.7. Ceenenns o 3aperucTpupoBaHHOM B Poccuiickoii ®enepariun IeKapCTBEHHOM
npemnapare

ToproBoe, = MexIyHapooHOE  HEMATEHTOBAHHOE, WIM  XUMHYECKOE,  HIIH
I'PYIIHUPOBOYHOE HAUMEHOBAHHE
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Brnagenen (nepxxarenp) perucTpalldOHHOTO YyOOCTOBEPEHHS, HOMEp M Jara
PErHCTPALIMOHHOTO YAOCTOBEPEHHUS

1.8. IlporHosupyeMblii 00BeM IOTpeONeHHs JIEKAPCTBEHHOTO  IIperapara
IPEBBIIAECT IPOTHO3MPYEMBIE O0BEMBI €r0 BBO3a MM IPOH3BOACTBA B Poccuiickoi
Genepauuu JIa/HET;

1.9. JlekapCTBeHHBIH NpenapaT BXOAUT B IEpEUYCHb JIEKApCTBEHHBIX MPENapaToB,
KOTOPBIM pasMelnaercas Ha oQuIHanbHOM caiite MUHHCTEPCTBAa 3ApPaBOOXPaHEHUS
Poccuiickoit enepanyu B MHOOPMAILIMOHHO-TEIEKOMMYHHUKAIIMOHHOMN ceT «MHTEepHET»
Ha TMIOpTaJi¢ MO BEICHHIO TIOCYJapCTBEHHOTO pEeCcTpa JIEKapCTBEHHBIX CPEICTB
INs  MENHIMHCKOTO nNpuMeHeHus' B pasgene <« KypHam» /il aBTOPH3OBAaHHBIX
IIOJIb30BaTeNeH Ia/HeT;

1.10. B oTHOIIEHMHM JIeKapCTBEHHOrO TpeNapaTa BBIAaHO  3aKIIOYEHHE
MEXBEIOMCTBEHHON KOMHCCHU I10 ONpPENEIEHUIO Ne(eKTyphl HIH PHCKA BOSHUKHOBEHHUS
nedeKTypsl 1eKapCTBEHHBIX MPENapaToB B CBA3M C BBEACHHUEM B OTHOMEHHH Poccuifckoi
Denepalldi  OrPAaHUYMTENBHBIX MEpP 3KOHOMHYECKOTO XapakTepa 00 OIpeelcHHH
He(eKTYpsl MM PHUCKA BO3HMKHOBEHHS Ne(EKTYPhI JIEKapCTBEHHEIX IPENAapaToB s
MEOULUMHCKOTO  TNPUMEHCHHS C  yKa3aHMEM HaUMEHOBaHUHA  (MEXIyHapOIHBIX
HETIATCHTOBAHHBIX, WU XHMHUYECKUX, WM T'PYINHPOBOYHBIX), X (HOpM, HO3HUPOBOK,
HaJIMYMs TCPAllEBTHYECKMX aHAJOroB, TpeOyeMbIXx oOOBEMOB [ ILieJed BBO3a B
Poccuiickyto ®ezepaliio ¥ B HHBIX CIIy4asX OOpalleHHs JEKapCTBEHHBIX MPENaparos,
IPUMEHHMOE B OTHOIICHHM BO3MOXXHOCTHU IE€PEBO3KU, pEANU3alldH, TEpedadyd H JI0
OKOHYaHHUsl CPOKa T'OJHOCTH XPaHEHHs, OTMYCKAa, PO3HUYHOH TOproBiu (B TOM YHCIIE
AHMCTaHIIMOHHBIM CIOCOOOM) (Zajiee COOTBETCTBEHHO — MEXBEIOMCTBEHHAs KOMMCCHS,
oOpaiieHHe),  NpPUMEHEHMs  cepud  (IAPTHH)  JIEKAPCTBEHHOIO  Ipenapara,
3aperucTpupoBaHHoOro B Poccuiickoit dexpepanuu, B ymakoBke, IpeIHa3HAUEHHOM JUIs
obpallleHusi B HHOCTPAHHBIX TOCYIapCTBaX, B COOTBETCTBUH C IIOCTAaHOBICHHEM
IIpaBurenscTBa Poccuniickoit @eneparmu ot 5 anpens 2022 r. Ne 593 «O6 ocobeHHOCTIX
OOpalleHHs JIEKapCTBEHHBIX CPEACTB IS MEQULMHCKOTO MPHUMEHEHHS B CIydae
ne(EKTYPBI I PHCKa BO3HHKHOBEHHUS Ae(EKTypPhI JIEKAPCTBEHHBIX IPENApaToOB B CBSI3H C
BBEJICHHEM B  oOTHoUleHHWH Poccuiickoir  ®Denepallud  OTpaHHYHTENBHBIX  Mep
3KOHOMHYECKOTO XapaKTepar» Ja/HeT.

2. Ouenka comepxanus, JOCTATOYHOCTH JOKYMEHTOB U BLIBOBI 110 IIPEACTABICHHBIM
Ha paCCMOTpPEHHUE TOKYMEHTaM JIJIs OIIpeeIeHUs BOSMOXKHOCTH o0OpateHus B Poccuiickoit
Denepanuu cepuM (MapTUM) JEKAPCTBEHHOrO MpeMapara B YIIAKOBKE, [TPpeIHa3HAUYEHHOM
1715t 0OpaIeHUs B MHOCTPAaHHBIX T'OCYIapCTBax.

2.1. OOmmi pasgen (M3MAraloTcs OCHOBHBIE IOJNOXKEHHS —IIPEJCTaBICHHON
JOKYMEHTALIUN )

2.2. Cnenuanu3upoBaHHEIH pasel

OrneHKa HOCTATOYHOCTH JOKYMEHTa, YCTAaHABIMBAIOIIETO TPEOOBAHHA K KOHTPOIIO
Ka4yeCTBa JIEKapCTBEHHOTO Ipemapara (CONEpXKalero CHEeHU(PHUKAIMI0O M OIUCAHUE
AHATUTHYECKMX METOAUK U HCTIBITAHHM MM CCBUIKM HAa HUX, a TAK)KE COOTBETCTBYIOIIHE
KPUTEpUM TNPHEMIIEMOCTH JUIS YKa3aHHBIX IIOKa3aTelled KadecTBa), OXOOPEHHOrO

! Crarps 33 @enepanbHoro 3akona ot 12 anpeis 2010 r. Ne 61-03 «06 00pallleHUH TeKAPCTBEHHBIX CPELCTBY.
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YIIOJIHOMOUYEHHBIM OPraHOM CTPaHBI-IPOM3BOAUTENS W (WJIKM) CTpPaHbl - BlIAHelblla
(mepxaten) perucTpallHOHHOTO YOCTOBEPEHHS JIEKApPCTBEHHOTO Mpenapara

Ouenka [IOCTaTOYHOCTH KpPAaTKOM XapakTEPUCTHKH CHCTEMBl (apMakoHaa30pa
BlIaJieIbLA (IEepKATENs ) PETUCTPALIMOHHOTO YOCTOBEPEHHS JICKAPCTBEHHOTO Ipernapara

OI_ICHKa IIaHa YHOPABJICHHUA pPHUCKaMH 014 OHOJIOrMYECKOT0 JECKApCTBCHHOI'O
IPUMCHCHHUSA

3. KoHTponb KayecTBa.
3.1. HeobxogumocTs IIPOBEICHMUSI UCTIBITAaHUH JIeKapCTBEHHBIX
[IpernaparoB na/Het

3.2. O6beM TpoBeAEHMS HCHBITAHHWI JIEKAPCTBEHHBIX IPENapaToB (C yKa3aHHEM
MoKa3aTeJieil)

3.3. IlepnoaAMYHOCTH MPOBEACHUS HCIILITAHMI

3.4. Bo3MOXXHOCTH BBOZa B 000pOT cepudl (IapTUH) JIEKAPCTBEHHOTO IIpenapara 10
OKOHYaHHMS MCIIBITAHUH (C yKa3aHHEM ITOKa3aTeNeH MpH HeOOXOIMMOCTH)

4. O6umit BEIBOA 1O pe3ysbTaTaM 3acedaHus (3aKI0UeHHUE):

obpamenue B Poccmiickoit deneparuu cepun (NMapTHH) JIEKAPCTBEHHOIO Npenapara B
YIIAKOBKE, NIPEIHA3HAYECHHON U1 OOpallleH!s B HHOCTPaHHBIX FOCYIapCTBaX, B OTHOLIEHHH
KOTOPOTO MEXBEIOMCTBEHHON KOMMCCHEH YCTaHOBIeHa JeeKTypa WIH pPHCK €€
BO3HMKHOBCHHMSI B CBfA3M C BBEIACHHEM B oOTHomeHuH Poccuiickoit ®enepamymn
OrPaHUYHMTEIBHBIX MEP SKOHOMHUYECKOT'O XapaKTepa

(BO3MOXXHO HMJTH HEBO3MOXKHO)

JIMCTBI TOTOCOBAHUS YIEHOB MEXBEIOMCTBEHHOM KOMHCCHH IIpujararoTCs Ha
JACTAax.

npeacenarcip MEXBEJIOMCTBCHHOM KOMHCCHH

(momxHOCTS) (haMuIus, UMs, OTIECTBO (IPH HATHIHH) (IIOAIKCH)

3aMECTHUTCIIB MIpeaceaaTciisa MEXBEIOMCTBEHHOH KOMHCCHH

(momxHOCTh) (haMuaus, UMs, OTIECTBO (MPU HAMHIHH) (ITOAITHCE)

OTBETCTBCHHBIN CEKpCTaph

(momkHOCTE) (haMUITHS, UMS, OTYECTBO (TIPH HATHYHH) (ITOIHCE)




