O rocynapCTBEHHOM pPeryJupoBaHUM LLeH Ha JiIeKapCTBeHHble
npenapartbl, BKJIlOYE€HHble B Nepe4yeHb XXM3HEHHO He00X04uMbIX
M Ba)KHEMLUUX JIeKapCTBEHHbIX NpenapaToB ANA MeJULUHCKOro
NPUMeHeHus

MocTaHoBneHne - Ne 462 - oT 08.04.2025 - MNpaBuTenscTBo Poccuinckon ®epnepaumm - flencteyeT 6€3 n3MeHeHn

NMPABUTENIbCTBO POCCUACKOW ®ELEPALIAN
NMOCTAHOBJIEHME
OT 8 AMPENSA 2025 T. Ne 462
MOCKBA

0] rocygapCTBeHHOM PEryIMpoBaHNN LIEH Ha J1IeKaPCTBEHHbIE NPENapaThbl, BK/IIOYEHHbIE B NEPEYEHDb
YKN3HEHHO HEOBXOOUMBIX 1 BaXXKHENLINX NeKapCTBEHHbIX NnpenapaToB Anda MeanunHCKOro npuMeHeHun4d

B cooTBeTCTBUM CO CTaTbAMMK 61 - 63 PenepanbHOro 3akoHa "O6 obpallleHnn nekapCcTBEHHbIX CpeacTs"”
MpaBnTenbcTBO Poccuinckon Peaepauny NOCTaHOBASET:

1. YTBEPAUTbL Npuaraemsble;

MpaBnna rocyaapCTBEHHOW perncTpauumn n nepeperncTpaumm npenenbHblX OTNYCKHbIX LEeH
NPON3BOANTENEN Ha JIEKAPCTBEHHbIE MPenapaThl, BKIOYEHHbIE B NepeyeHb XKU3HEHHO HEOOXO0AMMBIX U
Ba)KHENLLMX SIEKapPCTBEHHbIX NpenapaToB 415 MeAULUHCKOrO MPUMEHEHNS;

MpaBnnia BeAEHUS roCyAapCTBEHHOr0 peecTpa NpeaebHbIX OTNYCKHbIX LIeH Npon3BoauTenen Ha
NIEKapPCTBEHHbIE MpenapaThl, BKIOYEHHbIE B MEPeYEHb KN3HEHHO HEOOXOAUMBIX N BaXKHENLLNX
JleKapCTBEHHbIX NpenapaToB a4 MegULNHCKOro NpUMeHeHus;

MpaBuna yCTaHOBIEHUS UCMONHUTENbHLIMMW OpraHamMn cybbekToB Poccuinckon depepauny npenenbHbix
pa3MepoB ONTOBbIX HagbaBOK 1 NpefebHbIX Pa3MePOB PO3HUYHBLIX HaAbaBOK K (PaKTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBIEHHbIM MPON3BOAUTENSMMN NEKAPCTBEHHbIX MPenapaToB, Ha IeKapCTBEHHbIE NpenapaThl,
BKJItOYEHHbIE B MepeYeHb KN3HEHHO HEODXOANMBIX N Ba)KHENLLNX JIEKAPCTBEHHbIX NMpenapaToB 4N
MeLMLUNHCKOro NpUMeHeHuns;

MpaBuna GopMMpoBaHNS OTNYCKHbIX LleH Ha NeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIe B MepeYyeHb
YKN3HEHHO HeOBXOOUMBIX 1 Ba)KHENLINX JIeKaPCTBEHHbIX MPenapaToB AN MeAULNHCKOro NPUMEHEHNS,
OopraHu3aunsMm oNTOBOW TOProBAN JIeKapPCTBEHHbIMU CPeaCcTBaMM, anTe4YHbIMU OpraHn3aumnamu,
UHAVBMAYANbHLIMUW NpeanpUHUMATENSAMU, UMEKOLWMMIN INLEH3MI0 Ha (hapMaLleBTNYECKYI0 AEeATENbHOCTb,
MeOVNUNHCKUMW OpraHu3aunsaMu, UMeLWUMIM TMLEH3NI0 Ha hapMaLeBTUYeCKYo OeATeNIbHOCTb, U X
060co61eHHBIMY NoApPa3AeNEHNAMN, PACMON0XKEHHBIMU B CEIbCKMX HAaCeNEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3aumnm;

N3MEHEHUS, KOTOPbIE BHOCATCS B akThbl [MpaBnTenscTBa Poccunckon ®epepauum.

2. MnHncTepcTBY 34paBooxpaHeHns Poccuinckon ®epepaumm n degepanbHon aHTUMOHONONIbHOM Cly»xbe
AaBaTb Npy HEOBX0ANMMOCTY Pa3bACHEHNS NO MPUMEHEHWIO MPaBu, yTBEPXKAEHHbLIX HACTOALLUM
NOCTaHOBJIEHNEM.

3. Mpn3HaTb yTPaTMBLUUMU CUY aKTbl 1 OTAENbHbIE MOJIOXXEHNS akTOB MpaBuTenbLCTBa Poccminckon
®efepalimm No NepeYHIo CorlacHO MPUIOXKEHNIO.

4. HacToslee NnocTaHOBNEHME BCTyNaeT B cuiy € 1 ceHTsabps 2025 r. u gencteyeT Ao 1 ceHTsabps 2031 r.

Mpencenatens MpaBuTenscTea
Poccuinckon ®epepaummn M.MuwwycTnH

YTBEPXKIEHbI
nocTaHoBJsieHVneM lNpaBUTeNbLCTBA

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.1m3 38



Poccuiickon depepauun
oT 8 anpens 2025 r. Ne 462

MPABUJIA

FOCYﬂ,apCTBeHHOIZ perncTtpaunmn n nepeperncTpaunmn npenesibHblX OTNYCKHbIX LIeH np0|/|3Bo;|,|/|Tene|7| Ha
NeKapCTBeHHbIE NnpenapaTbl, BKJAOYeHHbIE B NepevYeHb XXN3HEHHO HE0OXO0AMMbIX U BaXXKHENLLNX
NeKapCTBEHHbIX NMpenapaToB A4 MeANLUNHCKOIo npuMeHeHnd

1. HacToswume lMNpaBrna ycTaHaBANBAKOT NOPALOK OCYLLECTBEHUS rOCyAapCTBEHHON perncTpaLmm
npegesbHbIX OTNYCKHbIX LEeH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeYeHb
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NPenapaToB A58 MeAULMHCKOrO NPUMEHEHMS,
yTBEpXAaeMsbii MNpaBnTenscTBoM Poccninckon Pepepaumn (fanee COOTBETCTBEHHO - IEKAPCTBEHHbIE
npenapaTsl, NpeaesibHble OTNYCKHbIE LieHbl, FOCYAapCTBEHHAA PerncTpauus), n nepeperncTpaumm
3aperncTpupoBaHHbLIX NPefesbHbIX OTMYCKHbIX LieH (fanee - nepeperncrpaums).

2. OKa3aHwve rocyfapCTBEHHON YCAYry Mo roCyfapCTBEHHOW perncTpauumn n nepepernctpaumm aBnseTca
6ecnnaTHbIM.

3. F'ocypapCTBEHHYIO perncTpaumio n nepeperncTpaumio, a Takxxe BHeCEHNE 3aperncTpUpoBaHHON nnn
nepeperncTpupoBaHHON NpegenbHON OTNYCKHOWM LEeHbI B TOCYAapPCTBEHHLIN peecTp npeaesbHbIX
OTMNYCKHbIX LLeH NPou3BoAnNTeNel Ha IeKapCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeYeHb XXU3HEHHO
HeobX04MMbIX N BaXXHENLLMX JIEKAPCTBEHHbIX MPenapaToB 418 MEAULNHCKOrO MPUMeEHEHNA (fanee -
peecTp npefenbHbiX OTNYCKHbLIX LieH), ocylecTBaseT MUHMCTEPCTBO 34paBoOOXpaHeHNs POCCUnCKon
denepauymn.

4. OCHOBaHUSMK N5 0TKa3a MMHMCTePCTBOM 34paBooxXpaHeHns Poccunckon deaepauum B
roCyAapCTBEHHOW PerncTpauum nam nepeperncTpaunm SBnsoTCs:

a) npeBbllleHne 3asBJIeHHON A5 roCyAapCTBEHHON perucTpauumn nim nepepernctpauumn npenenbHon
OTMNYCKHOW LieHbl HaZ nNpefenbHON OTNYCKHON LEeHON, onpefesieHHoN ¢ y4eToM TpeboBaHui NYHKTOB 12 1
13 HacToswmx Mpasun;

6) HenpeAcTaBneHUEe AONOAHUTENBLHON NHOPMaLMK, NPEAYCMOTPEHHOMN NYHKTOM 16 HacTosawmx Mpasun;
B) pelueHne ®eaepanbHON aHTUMOHOMOLHOW Cy>X6bbl 06 0TKa3e B COrnacoBaHUM NpeaesbHON OTMYCKHOM
LieHbl, Ha OCHOBaHUN KOTOPOro MMHUCTEPCTBO 34paBoOXpaHeHns Poccminckon degepauun NpuHNMaeT
peleHve 06 0TKase B rocyapCTBEHHON perncTpaLmm nnm nepeperncrpauumu.

5. DKOHOMUYECKMNIN aHaNN3 NpeaenbHON OTANYCKHON LEeHbl (fanee - SKOHOMUYECKNIA aHann3) npu ee
rocyapCTBEHHON perncrTpauum n nepepeructpaLmm ocywecrenset ®efepanbHas aHTUMOHOMNObHAS
cnyxba.

6. [1na rocyjapCTBEHHOWN perncTpauuy n nepeperncTpauun NnpeaesibHon 0TNYCKHON LieHbl AepXaTesb nau
BJlageneL perncTpaunoHHOro yaoCcToBEPEHNS IeKapCTBEHHOrO NpenapaTa Uan ynosHOMOYEHHOE UM ANLO
(Danee - 3aaBuTeNb) NpeAcTaBnseT B MMHUCTEPCTBO 34paBooxpaHeHns Poccuinckon denepaumm
3a8BaeHMe 0 rocylapCTBEHHON perncTpaunmn npeaesibHbIX OTAYCKHbIX LLeH NPON3BOAMTENEeN Ha
JIEKAPCTBEHHbIE MPenapaThl, BKAOYEHHbIE B MEPEYEHb KN3HEHHO HEOOXOAUMBIX N BaXKHEMLLNX
NEeKapCTBEHHbIX MpenapaToB AN MeAULMHCKOro MpUMEHEeHNs, No hopMe CoranacHo npunoxeHuo Ne 1
(Danee - 3aaBneHe 0 rOCYAAPCTBEHHOW PErNCTPaLUN) UK 3aaBSIEHNE O NepeperncTpaunm npeaenbHbix
OTMNYCKHbIX LIeH NPOU3BOANTENEN HA IEKAPCTBEHHbIE NPenapaThl, BKAIOYEHHbIE B MepeYeHb XXN3HEHHO
HeobX04MMbIX N BaXXHENLLMX IeKaPCTBEHHbIX MpenapaToB A1 MeQULUHCKOro NpUMeHeHns, No hopme
cornacHo npunoxxeHuio Ne 2 (fanee - 3as8BAeHNE 0 NepeperncTpaunmn) NnocpeacTsoM enepasibHom
rocyapCTBEHHON MH(POPMALMOHHON CUCTEMbI "EANHBIN NOPTaa roCyAapCTBEHHbIX Y MYHULMNANbHbIX
ycnyr (hbyHKUMiA)" (oanee - eQuHbLIA NOPTaN) UK B NYHBIA KabuHeT MUHUCTEPCTBA 3 PaBOOXPaHEHNS
Poccuinckon degepaunm B e4UHON rOCY[apCTBEHHON UH(OPMaALMOHHON cucTeMe B chepe
3[paBooOxXpaHeHuns (ganee - eamHas MHPOPMaLMOHHAA CUCTeEMa) B POPME 3/IEKTPOHHbIX JOKYMEHTOB,
NOAMMCAHHBIX 3NIEKTPOHHON NOAMMUCHI0 3a8BUTENS, BUALI KOTOPOW NPefyCcMOTpeHbl PefepasbHbIM 3aKOHOM

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 213 38



"06 obpallleHUn NeKapCTBEHHbIX CPeacTB" .

7. Onsa uenen rocyfapCTBEHHON perncTpaLmm 3asasuTesb NpeacTaBnseT B 31EKTPOHHOM BUAae
nocpeaCcTBOM eANHOro nopTana Winm eguHoN NHPOPMaLIMOHHON CUCTEMbI JOKYMEHTbI 1 CBEAEHNS C YH4eTOM
TpeboBaHWi METOAMKN pacyeTa NPefesbHbIX OTMYCKHbIX LieH NPOM3BOAUTENEN Ha IEKapCTBEHHbIE
npenapaTsl, BKJIOYEHHbIE B NepeYeHb XXN3HEHHO HEOBX0AMMbIX N BaXKHENLUWX IEKAPCTBEHHbIX MpenapaToB
A0S MeNLNHCKOr0 MPUMEHEHNS, YTBEPXXAEHHON B COOTBETCTBUM C PegepanbHbiM 3aKoHOM "06
obpalleHnmn nekapcTBEHHbIX CPeACTB" (fanee - MeTOAUKA), BKYaoLwme B cebs:

a) ceegeHns o6 obbeMax 1 0 LeHax 0TNycka Haxogsllerocs B obpalleHn Ha Tepputopun Poccninckon
depepaunm NeKapCTBEHHOro NpenapaTa NPoON3BOAMTENS rOoCyAapcTBa - YneHa EBpa3niickoro
3KOHOMUYECKOro COl03a U IeKapCTBEHHOr0 NpenapaTa MHOCTPAHHOIro NPOM3BOACTBA, NepBUYHAN U (M)
BTOPUYHASA yNakoBKa KOTOPOr0 OCYLLECTBAAETCS UAN NEPBUYHYIO 1 (M) BTOPUYHYIO YNAKOBKY KOTOPOro
NAaHUPYyeTCa oCyLwecTBAATb B Poccunckon denepaumm, B gasibHenWeM NpoxXoasLlme npouenypy
noATBEPXAEHNSA NOCPEeACTBOM CUCTEMbI MOHUTOPUHIa ABUXEHUS NeKapCTBEHHbIX NpenapaTos A4
MeLMLMHCKOr0 NPUMEeHeHUs (ganee - CMCTeMa MOHUTOPUHTa);

6) pacyeT npenenbHOM OTMYCKHON LeHbl, NpeacTaBASEMON Ha roCy4apCTBEHHYIO perncTpaLumio;

B) pacyeT NpenenbHON OTNYCKHOW LieHbl Ha BOCNPOW3BeAeHHbIN, 6noaHanorosbi (bronogobHbIn)
NeKapCTBEHHbLIN NpenapaT, NpeacTaBAsSeMON Ha roCyJapCTBEHHYIO perncTpaLumio;

) pacyeT npeaesnbHOM OTNYCKHOWM LIEeHbI Ha JIEKAPCTBEHHLIV MpenapaT Npou3BOANTENS roCyAapCTBa -
yneHa EBpa3uinckoro sKOHOMUYECKOro Co3a, NpeAcTaBASeMon Ha FOCY4apCTBEHHYIO PerucTpaLmio;

L) CBEAEHUSA O HAIMYNN 3apernCTPUPOBaAHHbBIX NPeLesbHbIX OTMYCKHbIX LLleH Ha 3aaBJiseMbli
JleKapCTBEeHHbIV npenapar.

8. [Insa uenei nepeperncTpaLmmn 3asasmnTesb NpeacTaBaseT B 31eKTPOHHOM BUAe NOCPeACTBOM eANHOr0
nopTana uam eanuHoONn NHMOPMALMOHHON CUCTEMbI LOKYMEHTLI U CBEAEHMNSA C Yy4eTOM TpeboBaHui
MEeTOAMKM, BKIOYaoLWwme B cebs:

a) cBenieHns 06 ob6beMax 1 0 LieHax 0TNycka Haxoasllerocs B obpalleHnmn Ha TeppuTopumn Poccrinckon
depepaunm NeKapCTBEHHOro NpenapaTa NPoON3BOAMTENS roCyAapcTBa - YneHa EBpa3niickoro
3KOHOMUYECKOro COK3a M IEKapCTBEHHOMO NpenapaTa MHOCTPaHHOrO NPOM3BOACTBA, NePBUYHasA 1 (1an)
BTOPMYHAsA yNakoBKa KOTOPOro OCYLLECTBASETCA NN MEPBUYHYIO U (M) BTOPUYHYIO YNaKOBKY KOTOPOro
NAaHUPyeTCa oCyLecTBAATb B Poccunckon denepaumm, B gasibHenweM Npoxoasilme npouenypy
noaTBEPXAEHMA NOCPeACTBOM CUCTEMbI MOHUTOPUHTa;

6) pacyeT npeLensHONM OTNYCKHOW LieHbl, NPeACTaBASEMON Ha NepeperncTpaLmio;

B) pacyeT npenesibHON OTMYCKHOW LeHbl Ha JIEKapCTBEHHbIN NpenapaT NPon3BOAMNTENS rOCydapcTBa -
yneHa EBpa3uninckoro aKOHOMMYECKOro Cok3a, NpeacTaBASeMOn Ha NepeperncTpaLnio;

) CBEAEHWA O HaNNYMKN 3aperucTpUpPoBaHHbIX NpefesibHbIX OTMYCKHbIX LeH Ha 3a8BiSeMbIn
JIeKapCTBEHHbLIN npenapar;

n) oboCcHOBaHMe pacyeTa NpefenbHON OTNYCKHOW LIeHbl HA NEKAPCTBEHHLIN NpenapaT Npon3BOANTENS
rocypapcTea - YneHa EBpa3minckoro aKOHOMMYECKOro Coto3a, NpeacTaBAsEMON Ha NepeperncTpaLmio;

e) obocHOBaHMe pacyeTa NpefenbHON OTNYCKHOM LeHbl Ha IeKapCTBEHHbIN NpenapaT UHOCTPAHHOIO
NPOM3BOACTBA, B TOM YMCJie NepBUYHAs U (1) BTOPUYHASA yNakoBKa KOTOPOro OCYLLECTBAAETCS Man
NEPBUYHYIO 1 (M) BTOPUYHYIO YNAKOBKY KOTOPOr0 NAaHUPYeTCs OCyLLecTBAATb B POCCMICKON
depepaumnm, NpeacTaBNSEMON Ha NepeperncTpauuio.

9. B c/iyyae eCcnm OT MMEHW 3asBUTENS AENCTBYET UHOE JIMLO, €r0 NMOJIHOMOYMNS LO/KHbI ObITb
NOATBEPXKEHbI B YCTAHOB/IEHHOM 3aKOHOAATENbCTBOM Poccuiickon ®efepaumm nopsake. Ans
NoATBEPXXAEHMA NOJIHOMOYNA NPeACTaBUTENS 3a59BUTENA [OMYCKAETCA UCMOSIb30BaHME B TOM YuCe
MaLLUMHOYNUTAEMOWN JOBEPEHHOCTHU, CHOPMUPOBAHHONM C NCNOJIb30BaHUEM (hefepanbHON roCy4apCTBEHHON
NH(OPMaLMOHHOM cucTeMbl "EAMHAsA cucTeMa nAeHTUPUKaLUM N ayTeHTUGMKaLMM B UHGPACTPYKTYpeE,
obecneymBatowent MHHOPMALMOHHO-TEXHONOMMYECKOE B3aMMOLENCTBME NHPOPMALIMOHHBLIX CUCTEM,
MCNOoMb3yeMbIX AAs NPefOCTaBAEHUS FOCYAAaPCTBEHHbBIX U MyHULMNANbHLIX YCNYT B 3N1EKTPOHHOW hopme”.
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MpepcTaBuTENb 3a8BUTENSA BNPABE NPeacTaBUTb N0 COOCTBEHHOW MHULMATUBE UHbIE [OKYMEHTHI,
noaTeepXxaatoLme ero nojJHOMoYms.

10. 3asBMTENb BNpaBe AOMNOAHUTENBHO K MEPEYHI0 JOKYMEHTOB M CBEAEHMI, NPeayCMOTPEHHbLIX MyHKTaMM
6 - 8 HacToAwmMX MpaBu, NPeaCcTaBMUTb N0 COBCTBEHHON UHULIMATUBE NHbIE JOKYMEHTHI 1 CBEAEHUS ANS
rocyapCTBEHHON perncrTpauumn n nepeperncrpalmm.

11. CBefeHus, coaep)xallmnecs B 3asBJIEHNN 0 rOCYAapCTBEHHOW perncTpaumnm n 3asaBaeHumn o
nepeperncTpaumm, LO/MKHbI COOTBETCTBOBaTb CBEAEHUAM, YKa3aHHbIM B perncTpaLmoHHOM
YAO0CTOBEPEHMM NNEKAPCTBEHHOMO NpenapaTa, Bbl4aHHOM B COOTBETCTBUN C 3aKOHOAATEbCTBOM
Poccuinckon ®degepaunun, n (Mam) B perncTpaumoHHOM yO0CTOBEPEHUM, BbIAAaHHOM B COOTBETCTBUN C
MpaBuiamMun perncTpaumm n 3KCNepTU3bl JIEKapCTBEHHbLIX CPEACTB A1 MeQULIMHCKOro NpUMeHeHu s,
yTBEPXAEeHHbIMYK pelleHneM CoBeTa EBPa3nnCKoONn 3KOHOMUYECKON KoMUccum ot 3 Hos6psa 2016 . Ne 78 "O
MpaBuiax perncTpaumnm 1 3KCnepTusbl JeKapCTBEHHbIX CPeACTB A1 MeAULNHCKOro NpuMeHeHuna”, Ha OeHb
nofayn COOTBETCTBYIOLLEro 3a8BeHMS.

12. B cniyyae npencTaB/ieHNs 3a8BUTENEM 3as8BJ1IeHMA 0 FroCyJapCTBEHHON pernctpaumm 4o uctevyeHus 3
JIET CO AHA NpMHATMA MUHNCTEPCTBOM 34paBooxpaHeHnsa Poccuinckon ®epepaumm pewwerHns ob
UCKJTIOYEHUN NpefesibHON OTNYCKHOW LieHbl N3 peecTpa rnpefesibHbiX OTAYCKHbIX LIeH 3asaBJieHHas
npegesibHasa OTNyCKHasa LeHa He MOXKET MpeBbillaTh paHee UCKJIIYEHHYIO NpeaesibHY0 OTNYCKHYIO LIeHY
(6e3 yyeTa Npon3BOACTBEHHOW MMOLAAKM) UCXOAA N3 CTOMMOCTM OQHOW NIeKapCTBEHHON (DOPMbI
COOTBETCTBYIOLLEN NO3UPOBKY IEKAPCTBEHHOMO NpenaparTa.

13. 3asBNeHHas K rocyAapCTBEHHON perncTpauny npeaesbHas 0TNyCKHasA LLeHa He MOXXeT npeBblaThb
LeHy, YKa3aHHyto B noanyHkTe 5.5.4 npunoxeHus Ne 1 K MNpasunamM (HopMmpoBaHns nepeyHen
JIeKapCTBEHHbIX NpernapaTosB A MeANLMHCKOr0 NPUMEHEHUSA U MUHUMAJIbHOIO aCCOPTUMEHTa
JIEKAPCTBEHHbIX MpenapaToB, HE0OX0AMMbIX 411 OKa3aHUsA MeANLNHCKON NMOMOLLM, YTBEPXKAEHHBIM
noctaHoBneHueM MpasuTtenscTBa Poccunckon depepauun ot 28 asrycta 2014 r. Ne 871 "O6 yTBEpXAEHUN
MpaBun popMUpoBaHUSA NEPEYHeN IeKapCTBEHHbIX NPenapaToB Aad MeANLNHCKOr0 NPUMEHEHNS U
MWHMMAJIbHOrO aCCOPTUMEHTA IeKapCTBEHHbIX MPenapaToB, HEOOX0ANMbIX 415 OKa3aHUS MeANLUHCKOW
rnomoLyn".

14. MUHUCTEPCTBO 3 paBooxpaHeHuns Poccuinckon Genepauum B TeyeHme 10 paboynx gHen co oHA
NPUHATUS LOKYMEHTOB U CBEAEHUI, NPefyCMOTPEHHbIX NyHKTaMu 6 - 10, 24, 25 n 37 HacToswwmx Mpasun:
a) NpoBOAUT NMPOBEPKY MONHOTHI U OCTOBEPHOCTU CBEAEHNIA, COAEpPXKALLMXCA B NPeAcTaBAeHHbIX
LOKYMEHTax, B TOM 4uCJie C UCMNOJIb30BaHMEM roCyapCTBEHHOr0 peecTpa JIeKapCTBeHHbIX CPpeacTB U
CMCTEMbl MOHUTOPWHIA, 1 NOCPEACTBOM €4MHON NH(OPMALIMOHHON CUCTEMbl HanpaBnseT B PefepanbHyto
QHTUMOHOMOJIbHYIO CNY)KOY YKa3aHHbIe JOKYMEHThI 1 CBeAEHUS AN MPOBEAEHNS IKOHOMUYECKOr0
aHanm3a;

6) 3anpawwnBaeT nNpu HeObXoANMOCTU Y MUHNCTEPCTBA MPOMbILLIEHHOCTU U TOProBan POCCMICKOW
defepauunm B NopsaakKe MeXBea0MCTBEHHOMO MH(OPMALMOHHOMO B3aMMOLENCTBNSA NOCPEACTBOM eANHON
CMCTEMbI MEXBELOMCTBEHHOIO 3JIEKTPOHHOIO B3aMMOAeNnCTBMA CBEAEHUSA O ANLEH3MM Ha NPOM3BOACTBO
JleKapCTBEHHbIX CPEACTB B OTHOLUEHWW KaXXA0r0 IeKapCTBEHHOr O nNpenapaTa, yKa3aHHOro B 3asB/1eHUN 0
roCyAapCTBEHHOW perncTpauun nin 3asasiaeHnn o nepeperncTpaumm;

B) MOy4aeT U3 CUCTEMbI MOHUTOPUHIa CBeLeHUs 06 o6beMax 1 0 LieHax BBO3a JIeKapCTBEHHOr0 npenapaTa
MHOCTPaHHOr0 NPOM3BOACTBA, HaxoasLllerocs B obpalleHun Ha Tepputopun Poccunckon depepauuu;

r) bopMmpyeT 1 HanpaBAsSET 3a8BUTEN0 NOCPEACTBOM eAUHOro nopTana v eANHON MHDOPMALMOHHON
CUCTEMbI MUCbMO, NOAMNUCAHHOE YCUNEHHON KBaAUULIMPOBAHHOW 3N1EKTPOHHOW MNOAMNUCHI0, O HanpaBieHNN
JIOKYMEHTOB 1 CBEAEHWNI, MPeayCMOTPEHHbIX MyHKTamm 6 - 8 HacTosawmx Mpasun, B PenepasibHyo
QHTUMOHOMOIbHYIO CNYXXOY;

[l) Ha OCHOBaHMM NyHKTa 4 HacToALWuMX MpaBua popMuUpyeT 1 HanpaBAseT 3asaBUTENI0 MOCPEeLCTBOM
e[MHOro nopTasia u eanHon MHPOPMaLMOHHON CUCTEMbI MUCbMO, MOAMUCAHHOE YCUIEHHOW
KBanMpULMPOBaHHON 3N1EKTPOHHOM NOANNCHI0, 06 0TKa3e B roCyAapCTBEHHON perucTpaumm nim
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nepepermcTpaumm.
15. B c/iyvae HecoBnageHns CBEAEHNI, NpeAcTaBeHHbIX 3asBuTenem, ®enepasbHON TaMOXKEHHOW
cny>X6omn 1 CUCTEMON MOHUTOPWHIA, MPUOPUTETHLIM NCTOYHNKOM SBASIETCA CUCTEMA MOHUTOPUWHra.

16. MUHUCTEPCTBO 34paBooxpaHeHus Poccunckon Gefepauun no pesynbtataM NpoBeaeHns NpoBepKku
CBELEHMI, COOEPXKALLUXCA B NpeACcTaB/IEHHbIX 3ad9BUTENEM LOKYMEHTaX, NpeayCMOTPEHHON NOANYHKTOM
"a" nyHKTa 14 HacTosAwmx MNpaBwn, B Ciy4ae BbISBAEHUS X HEMOAHOTHI U (M) HEAOCTOBEPHOCTH
HanpaB/seT 3adBUTENI0 3anNpoc 0 He0bX0AMMOCTM NPeACTaBAEHNS LONOJHUTENbHON MHOPMaLMK 4Ns
YyCTPaHEHMWS BbISIBJIEHHbIX HEMOAHOTHI U (MAK) HEAOCTOBEPHOCTU CBEAEHUN.

3asBuTeNb NpeacTaBaseT no 3anpocy MuHMCTepcTBa 34paBooxpaHeHns Poccminckon ®epepaumnm
COOTBETCTBYIOLLYIO MHOPMaLIMI0 NOCPeACTBOM €4MHOr0 nopTana Uan eanHon MHHOPMaLMOHHON CUCTEMDI.
Mpw 3ToM 06LLMIA CPOK PACCMOTPEHUS NOKYMEHTOB MUHUCTEPCTBOM 3 paBoOOXpaHeHns Poccuiickom
depnepaumm NpUOCTaHaBANBAETCA A0 AHA NOCTYMNAEHNS OT 3a9BMTeNSA 3anpallnBaemMon MHopMaLmn, Ho
He 6osiee yeM Ha 7 paboumx OHeN.

Mpy HENOCTYNNEHUW OT 3asABMTENSA B YCTAaHOBJIEHHbIN CPOK 3anpallvBaemMon nHgopMaumm MMHMCTEPCTBO
34paBooxpaHeHus Poccuninckon degepaunn B Te4eHme ogHoro paboyero gHA Co 4HA UCTEYEHUSA CPOKa,
npenycMoTpeHHOro ab3alemM TpeTbMM HACTOSLWErO NMYHKTa, NPUHUMAET pelleHne 06 oTKase B
roCyfapCTBEHHOW pPerncTpauumn nam nepeperncTpaunm no 0CHOBaHMO, yKasaHHOMY B MOAMYHKTe "6"
NyHKTa 4 HacToAwmx Mpaswni, 0 YeM yBEAOMSET 3a8BUTENA NOCPEACTBOM eANHOro nopTana u eauHon
NHGOPMaLIMOHHON CUCTEMBI.

17. ®epepanbHas aHTUMOHOMNONLHAsA cNyxba B TeyeHune 15 pabouunx aHen Co AHA NONYyYEHNS JOKYMEHTOB
N CBEAEHUN, yKa3aHHbIX B MyHKTax 6 - 8 HacToawmx MpaBua, NpoBOAUT B COOTBETCTBMM C HAaCTOSALWMMU
MpaBnaamMn N METOANKON 3IKOHOMMUYECKUI aHaNn3, MPUHMMAET peLleHne 0 CoraacoBaHUM npeaesibHoN
OTMNYCKHOW LieHbl uay 06 0TKa3e B ee COracoBaHunn (C N3N10XKEHUEM NPUYNH 0TKa3a) 1 MOCPEACTBOM
eaNHOMN NH(OPMALIMOHHOW CUCTEMbI HaMpaBseT COOTBETCTBYOLEe pelleHne B MMHNCTEPCTBO
3[paBooxpaHeHns Poccunckon Gepepauum.

18. depepanbHasa aHTUMOHOMOALHAsA cyxba No pe3ynbTaTaM NPOBELEHNA SIKOHOMMUYECKOro aHann3a B
cnyyae BbIIBIEHNA HEMOAHOThI U (M1M) HELOCTOBEPHOCTMN NPeACTaBIEHHON 3a8BUTENEM MHDOPMaL MK,
Ccoaep>xallencs B [OKYMEHTaxX N CBEEeHUAX, YKa3aHHbIX B NMYHKTax 6 - 8 HacTosAwwmx MpaBun, HanpasnseT
3a9BUTENIO U (M) IOPUANYECKOMY NULY, OCYLLECTBASIOWEMY OeATeNbHOCTb Npu obpalleHmnm
JIeKapCTBEHHbIX CPeACTB, 1 (unn) peaepanbHbiM OpraHam UCMOJIHUTENbHOW BACTM B Npeaenax nux
KOMMNeTEHLNN 3anpoc 0 HeobXoAMMOCTW NpeAcTaB/ieHNs OOMOJAHUTENbHON NHGOPMaUUK AN YCTPaHEHUS
BbISIBJIEHHbIX HEMOHOTHI U (MAK) HELOCTOBEPHOCTU CBEAEHUN.

Mpwn 3TOM 06N CPOK PAaCCMOTPEHNS AOKYMeHTOB PefepalibHON aHTUMOHOMONLHOW Cy>K60I
NpMOCTaHaB/MBaETCA A0 OHA NOCTYMN/JEHMA OT 3aA9BUTENS U (Mn) IOPUANYECKOrO JiMLa, OCYLLECTBASAIOLLEr0
LEeATENbHOCTb Npn 06paLleHnn NeKapCTBEHHBLIX CPEACTB, W (1Wn) helepaibHOro opraHa UCNONHUTENLHOM
BJIACTMW 3aMpalUMBaeMbIX CBEAEHU 1 MHOPMaLMK, HO He Bonee 4eM Ha 7 paboymnx OHeN.

depnepanbHas aHTUMOHOMOIbHAA CNy)Kba HanpaBAseT 3adABUTENIO 3aMpOoC, yKa3aHHbIN B ab3aLe NnepBoM
HaACTOALLEro NyHKTa, MOCPEACTBOM JIMYHOIO KabnHeTa ynosIHOMOYEHHOro helepajibHOr0 OpraHa
NCNOJIHNTEIbHON BJIACTW B € ANHON UHDOPMALMOHHON CUCTEME.

3asBuTeNb No 3anpocy PenepasibHOM aHTMMOHOMONLHON CyX6bl, YKazaHHOMY B ab3alie nepBoM
HaACTOALLEro NyHKTa, pa3MeLlaeT COOTBETCTBYIOLYO MH(OPMaLMIO B €4NHON NHGOPMALIMOHHON CUCTEME B
TeyeHune 7 pabouux oHen.

CpoK, YKa3aHHbI B ab3aLie BTOPOM HACTOSLLEr0 NyHKTa, MOXXET 6biTb NpPoAsieH Ha 14 aHen npu
NOCTYMJ€HUN OT 3a8BUTENSA 3a58BIEHNA 0 ero NpoAaseHnn ¢ 060CHOBaHMEM MPUYMHBI TAKOr0 NPOAJeHNs
(manee - 3asBneHNe 0 NPOLNIEHNN CPOKaA). B ciyvae nocTynneHns oT 3as9BUTENS 3aSBIEHNS O NPOAJIEHNN
CpOKa 0BLLMiA CPOK pacCMOTPeHMS JOKYMeHTOB defepasibHOM aHTMMOHOMOALHON CyX60W
npuvocTaHaB/MBaETCA A0 OHA MOCTYMNJIEHNS OT 3adBUTENS 3anpaLllnBaeMbiX CBEAEHUN U NHDOPMaLIUN.
3asBieHne 0 NpoAJIeHN CPOKa HaNpaB/ISeTCs 3asBUTEIEM NOCPEACTBOM JINYHOM0 KabuHeTa 3a8BUTENS B
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eaMHON NH(OPMaLIMOHHON CUCTEME.

3aaBuTENb NPU pacCcMOTPeHun 3anpoca ®efepanbHOM aHTUMOHOMOBLHON CyXBbl, yKa3zaHHOro B ab3aue
nepBOM HACTOALLEro NyHKTa, BNpaBe NPpeaCTaBUTb YTOYHAKLWME JOKYMEHTbI B MUHUCTEPCTBO
3[paBoOXpaHeHuns Poccuinckon denepauun C NCNOJSIb30BAHMEM INYHOIO KabunHeTa 3asBUTENS B €4MHON
MH(OPMALMOHHON CUCTEME B CPOK, YCTAHOBJIEHHbIN ab3aLemM BTOPbIM HACTOSLLEro NyHKTa, a B Ciy4vae
npeacTaBAeHNs 3a8BUTEIEM 3a8BJIEHNS O NPOLJIEHUN CPOKa - C yYETOM CPOKa, MPeayCMOTPEHHOM 0
ab3aLeM NaTbiM HACTOSALEro NyHKTa.

MuHNCTEpPCTBO 3apaBooxpaHeHnss Poccminckon ®eaepaumm B Te4eHne ogHoro paboyero gHs Co OHS
NnoJiy4eHUs OT 3asBUTENA COOTBETCTBYIOLLMX YTOYHAIOLWLMX JOKYMEHTOB HanpasnseT ux B PefepasnbHyto
aHTUMOHOMOJIbHYIO CNYXX6Y NoCpeaCcTBOM eAMHON MHDOPMALIMOHHON CUCTEMBI.

Mpn HEMOCTYNAEHWM OT 3aBUTENS 3aMPOLIEHHON MHADOPMaLMM B CPOK, MPeayCMOTPEHHbIA ab3auem
BTOPbIM HACTOSALLEro NyHKTa, Y B Cly4ae npeficTaBNeHNs 3asaBUTesIeM 3adaB1eHNs 0 MPOLJIEHUN CPOKa C
Yy4eTOM CpOKa, NPeayCMOTPEHHOro ab3aueM NATLIM HaCTOALLEro NyHKTa, PefepasibHas aHTUMOHOMObHASA
cnyxba B TedyeHne 3 paboymx LHEN Co AHA UCTEeYEeHNS CPOKa NpeacTaBaeHns MHOoPMaL M NpuHUMaeT
peweHne 06 oTKase B COrlacoBaHUN NPeaenbHON OTNYCKHONM LIeHbl U HanpaBaseT ero NocpeLCcTBOM
eaNHOW NH(OPMALIMOHHON cuCTeMbl B MUHUCTEPCTBO 34paBooxpaHeHus Poccuinckon Genepauun.

19. MnHMCTEpCTBO 34paBooxpaHeHns Poccuiickon defepaumm B Te4eHne o4HOro paboyero AHA CO AHSA
nosyvyeHus peweHns ®egepanbHoON aHTUMOHOMObHOW CNY>XXObl 0 COrNacoBaHUM NpeesibHON OTMYCKHOW
LeHbl UK pelleHns 06 0TKase B ee COrjlacoBaHUMN NPpMHUMaeT COOTBETCTBYIOLLEE PELLEHHUE - 0
rocyapCTBEHHON perncTpauum nam nepeperncTpauun namn peleHne ob oTkase B rocy1apCTBEHHON
perncTpaumm unn nepepernctpanmm - B 3aBUCUMOCTY OT pelleHns, NnpuHaToro ®enepanbHowm
aHTUMOHOMNONbHON cyxboi, 0 YeM yBefoMAsSeT 3asBUTENA NOCPEACTBOM eANHOr0 nopTasa U eAMHON
NHMOPMaLMOHHON CUCTEMBI.

O6LLMi CPOK OKa3aHWS roCcyLapCTBEHHON YCAYyrn No rocyLapCTBEHHON perncTpawmm nim
nepeperncTpaLmm He MOXXeT npeBbiwaTh 26 paboynx AHen Co AHA Nodayn 3a8BAeHNA O roCyAapCTBEHHON
perncTpaumm unm 3asasieHns o nepeperucrpauum.

20. B cnyvyae NpuHATMA pelleHns 0 rocy4apCTBEHHON perncTpaumm nan nepepermctpaumm MMHMCTEpCTBO
3[paBooxpaHeHuns Poccuinckon defepaunn B eHb MPUHATUSA TAKOrO peLlleHns BHOCUT COOTBETCTBYIOLLNE
LaHHble B peecTp npefefibHbIX OTAYCKHbIX LIeH, N34aeT Np1Ka3 0 rocyLapCTBEHHON perncTpaumm nam
nepeperncTpauny, pasMeLwlaeT B IMYHOM KabuHeTe 3adBNTENA Ha e4MHOM MopTane u B e4UHON
NH(OPMALIMOHHON CUCTEME YBEAOMJIEHNE O BHECEHWM 3aNUCK B YKa3aHHbIA peecTp C NPUI0XKEHNEM
BbIMWCKMN U3 HEro 1 pa3MeLlaeT COOTBETCTBYIOLLYIO MHOPMaLMIO Ha CBOEM O(hnLMaIbHOM CaTe B
NH(OPMALNOHHO-TEIEKOMMYHUKALMOHHON ceTn "UIHTepHeT".

Ha BbINMCKY 13 peecTpa NpefenbHblX OTNYCKHbIX LeH fo/KeH BbiTb HaHeceH QR-kofA, NocpeCcTBOM
KOTOPOro obecrneynmBaeTca Nepexos Ha CTpaHuLy B MHGOPMaLMOHHO-TENEKOMMYHNKALMOHHON CeTr
"MHTepHeT", cogepiKalllylo CBeeHNsa U3 peecTpa npefesibHblX OTNYCKHbIX LieH.

21. ®epepanbHas aHTUMOHOMNOJIbHAA CNy)Xba Npy NPOBEPKE NOKYMEHTOB UCMOJIb3yeT UHOPMaLNIO,
copepKallyto LleHbl Ha JIeKapCTBeHHble npenapaThbl B UHOCTPaHHbLIX rOCYAapCTBaX, YKa3aHHbIX B METOAMKE,
N COOTBETCTBYIOLWYIO Cieayowmm TpeboBaHUAM:

a) NCTOYHUK MHGopMaLMK (CalnT B MHPOPMALMOHHO-TENIEKOMMYHUKALMOHHON CETU "IHTepHET") coaepXuT
nHpopMaLuo 06 opraHm3aLny, OTBETCTBEHHON 3a pa3MeLleHne CBeleHU 0 LeHaX Ha NeKapCTBEHHbIe
npenaparthbl;

6) nHopmaumsa obLLefoCTyMNHa;

B) MH(OpPMaLMA N03BONAET NAEHTMDULNPOBaTL HEOBXOANMbIE XaPaKTEPUCTUKUN NIEKAPCTBEHHbIX
npernapaTos B Lie/IiX COMOCTaBJIeHNS aHHbIX O 3a5B/ISSEMOM JIeKapCTBEHHOM MpenapaTe U 1eKapCTBEHHOM
npenapaTe, LleHa Ha KOTOPbIA COAEPXXUTCA B UCTOYHMKE MHDOpMaLIK;

) MHbopMaLmMa COLEepPXUT CBeAEHNS 0 LileHe Ha SleKkapCTBEHHbIN NpenapaT 1 BaJiloTe, B KOTOPOW OHa
npeacTaB/ieHa;
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[) UICTOYHMKOM MH(OPMaLMN HE MOXKET ABNAATLCA MHDOPMaLMA, CoaepKallas LieHbl Ha NeKapCTBEHHbIE
npenapaTsl, NOCTaBASEMbIE 3@ CYET MEXAYHAPOAHbLIX (DUHAHCOBLIX OpraHM3aumin ((hoOHAO0B) NO peLleHmnio
BcemunpHoO opraHu3aumy 34paBooOXpaHeHN B paMKax ryMaHUTapHON NOMOLLM iy 61aroTBOPMTENbHOCTN.
22. B cnyvyae NpuHATKA pelleHns 06 oTkase B roCyfapCTBEHHOWN PerncTpauumn nan nepeperncrpauum
MnHMCTepCTBO 34paBooxpaHeHns Poccuinckon Gefepaumm B feHb NPUHATAS TaKOr0 peLleHns yBeaoMnaseT
3a8BUTENA NOCPEeACTBOM €4ANHOro nopTana u eaMHON NHGMOPMALIMOHHON CUCTEMBI (C N3/T0XKEHWEM NMPUYMHbI
oTKas3a).

23. OcHOoBaHUSAMK O 0TKa3a B corjlacoBaHuy denepasibHOM aHTUMOHOMOLHON Ciyxboi
roCyLapCTBEHHON perncTpaummn nam nepeperncTpauumn SBasoTCs:

a) HenpepcTaBieHNe cBeAeHUI, NPefyCMOTPEHHbIX NYHKTOM 18 HacToawmx Mpasun;

6) npeBbIWeHNe NPeACTaBAEHHON AN5 rOCyAapCTBEHHOW PerncTpauumn unn nepeperncTpaumnmn npenesbHomn
OTMYCKHOW LieHbl Haf LIeHOW, pacCYNTaHHON B COOTBETCTBUM C HacToAWwMMU MpaBunamu (3a UCKIIIYEHNEM
C/ly4aeB, NPeayCMOTPEHHbIX MyHKTaMmn 12 1 13 HacTosawwmx MpaBua) n METOOUKON.

24. [na rocyaapCTBEHHOW perncTpaumm, KpoMe JOKYMEHTOB, YKa3aHHbIX B MyHKTax 6 - 8 HaCTOALLNX
MpaBwn, NpeacTaBAfaloTCA A58 NPOBEAEHNS SKOHOMUYECKOr0 aHanm3a (no Bbibopy 3asBuUTeENA) cBeaeHns (C
NnepeBoLiOM Ha PYCCKMI 3blK), MOATBEPXKAAOLME OTMYCKHbIE LEHbI MPOU3BOAMTENS Ha JIEKAPCTBEHHbI
npenapaTt B MHOCTPaHHbIX FOCYAAPCTBaX, YKa3aHHbIX B METOLMKE, B IN1EKTPOHHOM BUE.

25. [1ns rocynapCTBEHHOW perncTpauumn npenesibHon 0TNYCKHOW LieHbl MPOM3BOAMTENSA FOCyAapcTBa -
yneHa EBpa3uninckoro sKOHOMUYECKOro COK3a Ha IeKapCTBEHHbIN NpenapaT, @ TakXKe Ha NEKAPCTBEHHGIN
npenapaTt MHOCTPAHHOrO NPOM3BOACTBA, NEPBUYHAA 1 (1MW) BTOPMYHAsA ynakoBKa KOTOPOro
OCYLLECTB/IAETCA NN NEPBUYHYIO U (MAK) BTOPUYHYIO YNAKOBKY KOTOPOr0 MiaHUPyeTCs OCyLWeCcTBASATh B
Poccuiickon ®epepalimun, Haxoaawmincs B obpalleHnmn Ha TeppuTopumn Poccuinckon ®efepaLimm, kpome
[OKYMEHTOB 1 CBEAEHMNIN, YKa3aHHbIX B MyHKTax 6 - 8 n 24 HacToAwmx MpaBun, 3asaBuTeNb 415 NPOBEAEHNS
3KOHOMWYECKOr0 aHan3a NpeacTaBseT B 3/1eKTPOHHOM BuAe Konuto popmbl Ne 2-JIEK (npom) "CeeneHus
0 NPOM3BOACTBE, OTIPY3Ke U LieHaX Ha JIeKapCTBEHHble CPeACTBa" 3a OTHYETHbIN Nepnos, onpelesieHHbIN B
COOTBETCTBUM C NYHKTOM 26 HacToAwwmx Mpasu.

26. Mpwn rocyfapCTBEHHON permcTpaumm 3a OTHETHbIN NEPUOL MPUHUMAETCS rof, NpeawecTBYOWMA HIO
nofayn B MUHNUCTEPCTBO 34paBooxpaHeHns Poccuinckon depepauinm 3asaBneHns 0 rocyaapCTBEHHON
perncrpauuu.

27. Mpwn rocy4apCTBEHHON permcTpaumm namn nepepernctpaumm npenenbHon 0TNYCKHON LeHbl Ha
pedepeHTHbIA NEKAPCTBEHHbLIN NpenapaT A5 BCEX YKa3aHHbIX B PerncTpauuoHHOM yAOCTOBEPEHUN
JIeKapCTBEHHOrO npenapaTa Npon3BoauTesnen (Mpon3BoACTBEHHbIX NIOWAA0K NPOU3BOANTENS,
YyHaCTBYIOLLMX B MpoLiecce Npon3BOACTBA) yCTaHABIMBAETCA efHas NpefesibHas 0TNyCKHas LeHa Ha
NeKapCTBEHHbIN NpenapaT A5 KaX40W leKapCTBEHHOW (POPMbl, 4O3MPOBKM (KOHLLEHTPaLMK, aKTUBHOCTH B
eanHNLaxX 0encTBuUs) 1 0bLLero KoaMYecTsa BO BTOPUYHONM (NOTpebuTenbckon) ynakoske 6e3 yyeta hopMbl
BbINYCKA, 3@ UCKJIIOYEHNEM CJTyHaeB, NPeayCMOTPEHHbIX MYHKTOM 28 HacToAwmx Mpasun.

Mpy rocynapCTBEHHON perncTpaunm nam nepeperncTpaumm npegebHon 0TNyCKHON LeHbl Ha
BOCMpPOM3BeAEeHHbIN, BruoaHanoroselin (61nonofobHbIN) NeKapCTBEHHLIN NpenapaT Npou3BOAMTENS
rocypapcTBa - YieHa EBpa3mMnckoro aKOHOMMYECKOro Co3a A5 BCEX YKa3aHHbIX B PermcTpauMoHHOM
yOOCTOBEPEHUN NIEKAPCTBEHHOMO NpenapaTa Npon3BoauTenein (NPonM3BoACTBEHHbLIX MAOLLAA0K
Npou3BOANTENS, YHaCTBYIOLMX B NpoLLecce NPOM3BOACTBA Ha TEPPMTOPUM rocyAapcTBa - YieHa
EBPa3ninCcKoro 3KOHOMNYECKOro COK3a) yCTaHaBAMBAETCA eAnHasa NpeaenbHas OTNyCKHas LeHa Ha
NEeKapCTBEHHbIN NpenapaT A5 KaXX40W eKapCTBEHHOW PopMbl, O03MPOBKM (06beMa, MacChl, KONMYeCcTBa
[103 B NMEPBMYHON yrakoBKe) 1 0bLLero KoamyecTsa BO BTOPUYHON (MoTpebutenbckon) ynakoeke 6e3 yyeTa
(hopMbI BbINYCKa, 3a UCKIIOYEHMEM CTyYaeB, MPeayCMOTPEHHbIX MYHKTOM 28 HacToawmx Mpasu.

Mpu rocyfnapCTBEHHON pernucTpaLmm nam nepeperncTpanum npeaefibHon 0TNyCKHOM LieHbl Ha
BOCMNPOW3BeleHHbIN, BuoaHanorosbii (6onoaobHbIN) NeKapCTBEHHbLIN NpenapaT MHOCTPAHHOIO
NPOU3BOACTBA A/19 BCEX YKa3aHHbIX B PerncTpaLnmoHHOM yA0CTOBEPEHNN IEKAPCTBEHHOMO NpenapaTa
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npoussoguTenen (Mpon3BoACTBEHHbIX NIOWAA0K MPON3BOAUTENS, YHAaCTBYIOLWMX B nNpoLecce
Npov3BOLCTBa 3a npejesaMmn rocyapcTs - 4ieHoB EBpa3mnckoro 3kOHOMMUYECKOro coto3a u
OCYLLEeCTBAAOLWMX NN NAAHNPYIOLWMX OCYLLECTBAATb MEPBUYHYIO U (M) BTOPUYHYIO YNAKOBKY
JleKkapCTBEHHOro npenapaTta B Poccuinckon denepaumn) ycTaHaBAMBaETCA eanHasa npegenbHas oTnyckHas
LleHa Ha JIeKapCTBEHHbLIN NpenapaT Aas KaXX 4ol NeKkapCcTBeHHON POpPMbI, 803MpOBKK (06beMa, Macchl,
KOMMYeCTBa [103 B MEPBMNYHON YNaKOBKe) 1 06LLero KosimyecTsa BO BTOPUYHON (NoTpebuTenbCckoin)
ynakoBke 6e3 y4eTa (hopMbl BbiMyCKa, 3a UCK/IOYEHNEM CyYaeB, MPeayCMOTPEHHbIX MYHKTOM 28
HacTosawmx Mpasu.

28. B cnyyae eciv MMHUMasbHbIA YPOBEHDb LIEH pedhepeHTHOro JIeKapCTBEHHOI0 NpernapaTta Ha pa3inyHble
(hopMbl BbiMyCKa (LWAPULL-PYYKM, KapTpUAXn 1160 nHble GopMbl BbIMyCKa, COBMECTUMbIE C YCTPONCTBAMM
BBeAEHMNSA (MPUMEHEHNS) UK ABNAKOLWMECS YCTPONCTBaMUN BBEAEHMA (MPUMEHEHNS) B OAHOM U3
MHOCTPaHHbIX FOCYAapCTB, YKa3aHHbIX B METOAMKE, pa3findaeTtca 6onee 4yem Ha 10 npoueHTOB,
LONYyCKaeTCs yCTaHaBAMBaTh NpefesibHble OTNYCKHbIE LeHbl Ha KaXXAYH M3 Takux hopM BbiMycKa
JIEKapCTBEHHOro npenapaTa. MpeaensHas 0TNYCKHas LieHa Ha pedepeHTHbIN IeKapCTBEHHbIN NpenapaT B
Takux popMax BbiNMyCKa yCTaHaBAMBAETCSA Ha OCHOBaHMMN MUHUMAJIbHbBIX OTMYCKHbIX LleH Npon3BOAMTENS
(6e3 y4eTa NpoU3BOACTBEHHbIX MIOLWAA0K, YHaCTBYOLLMX B MPOLECCE NPOM3BOACTBA) Ha COOTBETCTBYIOLLME
(hbopMbl BbiMyCKa Takoro eKapCTBEHHOrO NpenapaTa B 04HOM M3 MHOCTPaHHbLIX FOCYAapPCTB, yKa3aHHbIX B
MeTOAMKE (C Yy4eTOM pacxo4oB MO yrnjaaTe TaMOXEHHbIX COOPOB 3a COBEPLUEHNE TaMOXEHHbIX ONnepauuii,
CBSI3aHHbIX C BbIMYCKOM TOBapOB).

Mpy 3TOM MakCMManbHasA pasHuLa Mexay npenesibHbIMA OTAYCKHBIMU LeHaMN Ha pedepeHTHbIN
JIEKApPCTBEHHbIV NpenapaT B pPa3/inyHbIX (hopMax BbiMyCkKa, CONOCTaBUMbIX MO JIEKaPCTBEHHON hopMe,
[03UPOBKE (KOHLEHTPaLnW, akTUBHOCTM B e4MHMLAX AeNCTBMA) 1 0bLemMy Koam4yecTBy BO BTOPUYHOM
(noTpebuTenbCcKon) ynakoBke, He MOXKET npeBbiWwaTh 90 NPOLEHTOB.

B cnyyae ecnn npefenbHas OTNYCKHas LieHa Ha pedhepeHTHbIN IeKapCTBEHHbI NpenapaT
3aperncTpupoBaHa B COOTBETCTBMM C HACTOSALLUM MYHKTOM, pacyeT npefefibHbiX OTAYCKHbIX LIeH Ha
BOCMNPOW3BeeHHbIN, BuoaHanorosbin (61onoaobHbIN) NeKapCTBEHHLIN NPenapaT OCYLLECTBASETCA Ha
KaXKay'to hopMy BbiNMyCKa C y4€TOM npefesibHbIX OTMYCKHbIX LLleH Ha COOTBETCTBYOWME (POPMbI BbiMyCKa
pedepeHTHOro IeKkapCcTBEHHOro NpenapaTa.

29. lep>xxaTenb nnn Bnagenew perncTpaLmoHHOro ya0CTOBEpPEHNS BOCNPOM3BeAeHHOr0, 6MoaHanorosoro
(6buononobHOro) NekapCTBEHHOr0 NpenapaTa NpeacTaBAseT A5 roCyLapCTBEHHON perncrpauum
npenesbHyt0 OTAYCKHYO LeHY Ha TaKoW JIeKapCTBEHHbIN NpenapaT, pacCYMTaHHYO Mo MeXxayHapoaHOMY
HenaTeHTOBaHHOMY HaVMMEHOBAHMIO (NPWU ero OTCYTCTBMM - MO XMMWUYECKOMY UAW FPYyNANPOBOYHOMY
HaNMMEHOBAHWIO), NEKAPCTBEHHOW (hOpME, L03MPOBKE (KOHLLEHTPALUKN, aKTUBHOCTU B € ANHULLAX SENCTBMNSA)
1 obLiemy Konn4ecTBy BO BTOPUYHON (MOTpebnTenbCcKon) ynakoBke C NPUMEHEHNEM COOTBETCTBYIOLLENO
KO3(hhMLMEHTa MO OTHOLLEHWIO K 3aperncTpupoBaHHOW NpeaenbHON OTNYCKHOM LleHe Npon3BoAMTeNSA Ha
pedepeHTHLIN SIeKapCTBEHHbIN NpenapaT B COOTBETCTBUN C METOANKOW.

30. B cnyyae ecsiv B paMkax 04HOIr0 perncTpaumnoHHOro yaocToBepeHmnsa 1ekapCTBEHHOro npenapaTa
3apernucTpmpoBaH BOCNPOU3BEAEHHbIN, BoaHanoroBein (61MonoaobHbIN) NekapCTBEHHLIN NpenapaT
NpoM3BOANTENSA FOCYAApPCTBa - YieHa EBpa3nMnckoro aKOHOMMYECKOro Co3a U MHOCTPaHHOM O
Npon3BOACTBA, LieHa Ha TakOoW JIeKapCTBEHHbIN NpenapaT PacCYNTbIBAETCA KaK A5 IEKaPCTBEHHOMO
npenapaTa NPoM3BOAUTENSA FOCYLaPCTBa - YieHa EBPa3nMnCcKoro 3KOHOMMYECKOro Coto3a uin
JIeKapCTBEHHOr o npenapaTa NHOCTPaHHOIO NPOM3BOACTBA C Y4€TOM COOTBETCTBYIOLLEr0 MOHMXAOLWEro
Ko3(huLMeHTa B COOTBETCTBUM C METOAMNKON.

31. B cnyyae OTCyTCTBMA B paMKax MeXAYHapo4HOro HemaTeHTOBaHHOMO HaMMeHOBaHUA (Npu ero
OTCYTCTBUW - B PaMKaX XMMWUYECKOro Uan rpynnnpoBOYHOro HaMMEHOBaHWA) U IEKapCTBEHHOW opMbl
pedepeHTHOro NekapCTBEHHOIO NpenapaTa Win B ciyyYae, eciv npegesibHas OTnyckHas LeHa Ha
pedepeHTHbIN IeKapCTBEHHLIN NpenapaTt He 3aperucTpupoBaHa, AepxaTenb Uan Bnagenew
perncTpaLmoHHOro yA0CTOBEPEHNS BOCMPOU3BEAEHHOr0 uan buoaHanorosoro (6rononobHoro)
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JIeKapCTBEHHOrO npenapaTa NpeACTaBAfET ANA roCyAapCTBEHHOW perncTpauumn nnyu nepeperncrpauum
npenesibHyt0 OTNYCKHY0 LeHY, PaCCYMTaHHYI MO MeXAYHapoAHOMY HENAaTEHTOBAHHOMY HAaUMEHOBAHMIO
(Mpw ero oTCYTCTBUN - MO XUMUYECKOMY MU FPYNNUPOBOYHOMY HaMMEHOBaHWIO), IeKapCTBEHHON hopMe,
[03UPOBKE (KOHLEHTPaLWW, akTUBHOCTMW B eAMHMLAX OENCTBKA) 1 06LLEMY KOIMYECTBY BO BTOPUYHOM
(noTpebuTenbckon) ynakoBke C NPUMEHEHNEM COOTBETCTBYIOLLEr0 KO3(h(MLMEHTA NO OTHOLLIEHWNIO K
MaKC/MaJIbHOW 3aperncTpupoBaHHON NpeaenbHon OTNYCKHON LIeHE NeKapCTBEHHOI0 NpenapaTa,
OTHECEHHOr0 K 0AHOMY MeXXAYHapOAHOMY HernaTeHTOBaHHOMY HaVMEHOBaHWIO (Mpy ero oTCyTCTBUM - K
XUMUYECKOMY WA FPYNNUPOBOYHOMY HaVMEHOBaHWIO) B TaKOWM XKe SIeKapCTBEHHOM hopMe, B TOM Yuce C
YY4€TOM NH(OPMaLM 0 B3aUMO3aMEHAEMbIX NIEKAPCTBEHHbIX NpenapaTax Aas MeanuMHCKOro NpuMeHeHu s,
B COOTBETCTBUMN C METOANKOWA.

32. FocypapCTBEHHasA perncTpauns npeaenbHON OTNYCKHOW LIEHBI Ha UMMYHOBNONOr N4eCKuin
JIEKApCTBEHHbIV MpenapaT, EKapCTBEHHbIN NpenapaT U3 KPOoBM, Naa3Mbl KPOBU YeI0BEKA OCYLLECTBASETCS
B COOTBETCTBUM C TpebOBaHMAMM, YCTAHOBNEHHbIMU 419 Pe(EPEHTHbLIX JIEKAPCTBEHHbIX MpenapaTos. MNpu
3TOM Aep>xaTeflb UAn Bnagenew, perncTpaunoHHOro y4oCTOBEPEHNS NpeacTaBnseT AJig rocyaapCTBEHHOM
perncTpaumm npenenbHyto OTNYCKHYIO LeHY, He MPEBbILLALLYI0 MaKCMMabHYO 3aperncTpMpoBaHHyio
npenesbHy0 OTNYCKHYI LeHY NPOM3BOANTENS Ha JIEKAPCTBEHHbIA NpenapaT, OTHECEHHLIN K 0AHOMY
MeXAYHapo4HOMY HeMaTEHTOBAaHHOMY HaVMMEHOBAHWIO (NPW ero OTCYTCTBMM - K XMMUYECKOMY UAn
rPYyNNUPOBOYHOMY HaMMEHOBaHWIO) B TaKOWN Xe SiIeKapCTBEHHON (popMe, B TOM YUCSIE C YHeTOM
MHOPMaLUM O B3aMMO3aMEHSEMbIX JIEKaPCTBEHHbIX NpenapaTax Aas MeguUnHCKOro NpUMeHeHs,
onpeLeneHHy0 B COOTBETCTBUN C METOANKOW.

B cnyyae ecnv Ha faTy nofjayv B MUHUCTEPCTBO 34paBooxpaHeHuns Poccuinckon depepaunm 3asaBneHns o
roCyAapCTBEHHOW PerncTpauumn Ha eKapCTBEHHbI NpenapaT, NPUMEHSEMbIN B NegnaTpU4eCcKon
npakTuKe (Ha OCHOBaHWW CBeAEHUA MHCTPYKLUN N0 MeSULMHCKOMY NPUMEHEHNIO JIeKapCTBEHHOM 0
npenapara), He 3aperncTpupoBaHa npeaesbHas OTNyCKHas LieHa B 403MPOBKaX, MPUMEHSEMbIX B
neanaTpUYecKon NpakTUKe, B paMKax 04HOM0 MeXAyHapo4HOr0 HenaTeHTOBaHHOrO HaUMeHoBaHUA (Npu
€ro OTCYTCTBUW - B PaMKaXxX XMMWUYeCKOro Uan rpynnnpoBOYHOro HaMMeHOBaHWA) U NEKAPCTBEHHOWN (hOPMbI,
pacyeT OCYLLEeCTBASETCA B COOTBETCTBUN C TPEOOBAHUAMM, YCTAHOBJIEHHBLIMUN 418 pedepeHTHbIX
JIEKApPCTBEHHbIX NPenapaTos.

Mpy 3TOM MakCMMabHas pasHuLa MeXay MUHUMabHON 3aperncTpUpPoOBaHHON NpeaesibHON OTMNYCKHOW
LLeHOWN 1 NpeaCTaB/eHHON A5 roCyAapCTBEHHOW PermcTpauumn npeaenbHon 0TNyCKHON LLEeHON,
paccYMTaHHas UCXOAA N3 CTOMMOCTM €AMHNLbI OENCTBYIOLEro BELeCTBa, He MOXET npeBbiwaTh 90
MPOLIEHTOB.

33. 3aperncTpnpoBaHHas UaN NepeperncTprMpoBaHHas nNpenesibHas 0TNyCcKHas LeHa MOXeT BbiTb
nepeperncTprMpoBaHa B LENAX yBEANYEHNS B CNTy4asx, NPeayCMOTPEHHbIX MyHKTaMn 34 1 36 HacToALWMX
MpaBn, Ha OCHOBaHMUW 3aaBJIEHUSA O NepeperncTpaLmm n LOKYMEHTOB, NpeAcTaBAeHHbIX B MUMHUCTEPCTBO
34paBooxpaHeHns Poccminckon depepauun 8o 1 okTabpa Kaxaoro roga (He Yalle ofHOro pasa B
KaJleHdapHOM rogay).

3asBNIeHHas K NepeperncTpauum B COOTBETCTBUM C ab3aLieM NepBbIM HAaCTOSLWEr0 NyHKTa NpeaesibHas
OTNYCKHas LieHa Bocnpou3seaeHHoro, bnoarHanorosoro (buononobHoro) nekapcTBEHHOr0O NpenapaTa
nocJie NepeperncTpaLnm He MoXXeT ObiTb BbILLE 3aperncTPUPOBaHHON NpeaenbHON OTNYCKHOW LIEHbI
NPoM3BOANTENSA Ha pedhepeHTHbIN IEKapCTBEHHbIV NpenapaT, onpeLesneHHoN B COOTBETCTBUM C
MEeTOANKOW.

34. 3aperncTpnpoBaHHas npeaenbHas OTNyCKHas LeHa Ha IeKapCTBEHHbIN NpenapaT NponM3BoAUTENS
rocypapcTea - YieHa EBpa3minckoro aKOHOMMYECKOro Cot3a MOXKeT BbiTh NepeperncTpnpoBaHa B
COOTBETCTBUMN C METOANKOMN:

a) ANA NeKapCTBEHHbIX MpenapaToB LleHoBOro cermeHTa 4o 100 pybnen (BKAOYMTENLHO) - B C/lyYae
yBENYEHNS LIeH Ha Cbipbe 1 MaTepuasbl, @ TakXXe B CJly4ae N3MEeHeHNs HaKnagHbIX PacXoLoB, HO He Bbllle
YPOBHS (DaKTMHECKON MHGAALUN B NPeLLECcTBYIOLEM KaleHAAapPHOM rofy € Yy4eTOM MPOrHO3MpyemMoro
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YPOBHSA MHADNALMUN, YCTAHOBNEHHOMO Ha TEKYLLUIA rof dhefepanbHbiM 3aKOHOM 0 hefepanbHoM BlogxeTe
Ha COOTBETCTBYOLWMNIN DUHAHCOBLIA FOf, U NAAHOBLIN NEPUOA;

6) ona nekapCTBEHHbIX NpenapaToB LieHoBoro cermeHTa oT 100 pybnen go 500 pybnei (BKAOYMTENLHO) - B
Cnyyae YBENIMYEHNS LEH Ha Cbipbe U MaTepuasbl, MCNoJb3yeMble NPy MPON3BOACTBE KOHKPETHOMO
JIEKapCTBEHHOrO NnpenapaTa, KOTOopble B PaBHON CTEMEHN BAUSAIOT Ha YPOBEHb 3aperncTpMpoBaHHbIX LieH
Ha BCe JIeKapCTBEeHHbIe npenapaTbl, 0THECEHHbIE K OAHOMY MeXAYHapOAHOMY HernaTeHTOBaHHOMY
HaVMEeHOBaHWIO (NPW ero OTCYTCTBUM - K XMMUYECKOMY U TPYMMMPOBOYHOMY HAaMEHOBAHUIO) N UMelLLNe
OAVHAKOBbI NyTb BBeAeHNS (KonebaHns BanloTHBIX KypCoB, hOpC-MaXKopHble 06CTOATENBCTBA, BO3HUKLLINE
Y NOCTaBLLUMKOB Cbipbsl U MaTepPMaoB), HO HE BbIlLE YPOBHSA PaKTUYECKON UHDNALMM B NPeALIeCcTBYOWEM
KaneHOapHOM rofy C y4eTOM NMpOrHO3MpyemMoro ypoBHS MHPAALNN, yCTAaHOBAEHHOIO Ha TEKYLUNIA FO4,
henepanbHbIM 3aKOHOM 0 (hefepasbHOM Bloa)KeTe Ha COOTBETCTBYIOLMUA (PUHAHCOBbLIA FOJ, U NJAHOBBI
nepuoga;

B) AJ151 JIEKAapPCTBEHHbIX NPenapaToB LeHOBOro cermeHTa ot 100 py6nei no 500 pybnen (BKNOYNTENBHO) - B
Cnyyae yBeNIMYEHNA LEH Ha Cbipbe W MaTepualbl, a TakXXe B C/lyvae M3MEHEHMS HaKIaAHbIX pacXxogoB, HO
He BblLLE NPOrHO3MPYEMOro YPOBHSA MHMPAALNN, YCTAaHOBAEHHOIO Ha TeKyLMI rog defepanbHbiM 3aKOHOM
0 (hepepaibHOM Bl0OXKETE Ha COOTBETCTBYOLWMNIA OUHAHCOBLIA MO 1 NAAHOBLIA Nepuog;

r) 419 NeKapCTBEHHbIX NpenapaToB 6e3 orpaHMyeHns Mo LeHe - B C/lydae ecn cpefHeB3BeLleHHas
(hakTnyeckas OTNYCKHas LleHa Ha NeKapCTBEHHbIM NpenapaT 3a Nepuo, UCTeKLWNUA CO AHA NPUHATHS
peLleHns 0 rocy4apCTBEHHON perncTpaumm nan nepeperncTpaumm 4o AHA nogayn 3asaBiaeHns o
nepeperncTpauum, bbia HUXKE 3aperncTPMPOBaHHON Ha 3TOT Nepuog LieHbl He Bonee 4em Ha
NMPOrHO3NPYEMbIA YPOBEHb NHMNALMMN, YCTAHOBJIEHHbIN Ha TEKYLWMIA rof defepasbHbIM 3aKOHOM 0
thenepanbHoM blog)KeTe Ha COOTBETCTBYOLLMIA PUHAHCOBLIN O M NAAHOBLIN NEPUOL, HO He Bbille
BE/INYMHbI, PACCYNTAHHOWN B COOTBETCTBUN C METOLMKON.

35. Mpwn nepeperncTpauny NnpeaenbHbiX 0OTNYCKHbIX LLeH MPON3BOAUTENS FOCYLapCTBa - YieHa
EBPa3ninCcKoro 3KOHOMNYECKOro COl3a AOKYMEHTbI HA MHOCTPAHHOM si3blke MPeaCcTaBAAaoTCA B
3NEKTPOHHOM BUAE C 3aBEPEHHLIM B YCTaHOBIEHHOM MOPSAOKE NEPEBOLOM Ha PYCCKUI A3bIK.

[laHHble B OTHOLLEHUN BCEX (PaKTUYECKMX LIeH B BaOTe rocyfapcTBa - YieHa EBpasninckoro
3KOHOMWYECKOro COt03a NpeacTaBNsaloTCs C YYETOM NepecyeTa Ha pybsm no Kypcy, yCTaHOBNEHHOMY
LleHTpanbHbIM BaHkoM Poccuinckon depepaunm Ha AeHb, Korga npounssoantenem boina ocylwecTeieHa
(hakTnyeckas peanmsauns nekapcTBEHHbIX NpenapaToB OpraHn3aLmm onTOBOW TOProB/N NEKAPCTBEHHBIMM
cpencTBamMu, 1 (Mn) anTeYHOW opraHmM3auunu, u (Wan) HANBMAYanbHOMY NpeanpUHUMATENO, UMEOLWMM
JINLLEH3MI0 Ha (hbapMaLEeBTUYECKYIO 0eATeNbHOCTb.

36. 3aperncTpnpoBaHHas npenenbHas OTNYCKHasA LeHa JIEKapCTBEHHOrO npenapaTa UHOCTPaHHOr o
NPOM3BOACTBA, B TOM YMCJie NepBUYHAs U (1K) BTOpUYHAS yNakoBka KOTOPOro OCYLLEeCTBAAETCS B
Poccuinckon ®epepaumm, MoxXeT BbiTb NepeperncTpupoBaHa B COOTBETCTBMMN C METOAUKON, eC/iv poCT
KypcCa HauMOoHabHOM BatoThl Ka)kA40r0o rocyaapCcTBa-Npon3BoanTens K pybno co gHA NPpUHATUSA PeLueHuns
0 roCyAapCTBEHHOW perncTpauny nav nepeperncTpaunm No 4eHb Nofgayn 3assieHnsa 0 nepeperncrpaunm
NpeBbILAET NPOrHO3NPYEMbIA YPOBEHb UHMNALMMN, YCTAHOBJIEHHbLIN Ha TEKYLWMIA rof delfepabHbiM
3aKOHOM 0 (hefepasbHOM b10f)KeTe Ha COOTBETCTBYOWMIA (PUHAHCOBLIN FO4 1 MJIAHOBLIN NEPUOL,.
Mepeperncrpaumsa npeaenbHoN OTNYCKHOW LIEHbI JIEKAPCTBEHHOMO NpenapaTa UHOCTPaHHOIo
NMPOM3BOACTBA, B TOM YMCJie NepBUYHAs U (1K) BTOpUYHAs yNakoBKa KOTOPOro OCYLLEeCTBAAETCS B
Poccninckon degepaunmn, 0CyLLECTBASETCS C yYE€TOM NPOrHO3MPYEMOro YPOBHSA NHAAALNN,
YCTAHOBJ/IEHHOI O Ha TeKyLMi rog defepasnbHbiM 3aKOHOM 0 defepasbHOM Blof)KeTe Ha COOTBETCTBYIOLLMI
(PUHAHCOBBIN FO4 W MJAHOBLIN NEPUOA, HO He BbilLe BENYMNHbI YBEANYEHNS, PACCHNTAHHON B COOTBETCTBUN
C METOAUKON, C Y4eTOM MUHUMaIbHOM OTMYCKHOWM LieHbl Npon3BoanTens (6e3 yyeTa HauMeHOBaHNS
NMPOM3BOLACTBEHHbIX MAOLWAA0K, YYaCTBYIOLMX B MpoLecce NPpon3BOACTBA) Ha TaKOW IEKapCTBEHHbIN
npenapaTt B UHOCTPaHHbIX FOCyAapCcTBaXx, yka3aHHbIX B METOAMKE.

3apernucTpmpoBaHHble NpefesbHble 0TNYCKHbIE LeHbl BOCMPOM3BeAeHHbIX, BroaHanorosbix (6ronogobHbix)
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JIeKapCTBEHHbIX NpenapaToB NHOCTPAHHOMO NPOM3BOACTBA, B TOM Y/C/E NepBUYHas 1 (nan) BTopmyHas
yNaKoBKa KOTOPbIX OCyLlecTBAseTCs B Poccunckon depepaunu, LeHsl Ha KOTopbie Bblan
nepepermcTprpoBaHbl B 2019 - 2020 rogax B COOTBETCTBUMN C AENCTBYIOLLMMMW Ha TOT NEPUOL, NpaBmiaMu
obsa3aTenbHon nepepernctpaumm B 2019 - 2020 rofax 3aperncTpMpOoBaHHbLIX NPeAebHbIX 0TMYCKHbIX LieH
Npou3BoANTENEN Ha IEKAaPCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeyeHb XXU3HEHHO HEOOX0AUMBIX U1
Ba)XKHENLLMX IeKapCTBEHHbIX NPenapaToB 418 MeAULNHCKOrO NPUMEHeHNs, 1 He NepeperncTpupoBaHbl B
COOTBETCTBUM C HacToAWwMMY MpaBuiamMu, MOryT BbITb MepeperncTpupoBaHsLl B COOTBETCTBUM C METOAMNKON
6e3 y4eTa pocTa Kypca HalMOHaJIbHOM BaJllOTbl KaXXA0r0 rocyjapcTBa-npon3soamTens K pybio co gHa
NpUHATUA pelueHns o6 obssaTensHon nepepernctpaumm B 2019 - 2020 rogax UeH Ha IeKapCTBEHHbIE
npenapaTsl MO AeHb NoAayn 3adBaeHNs 0 nepeperncTpauun B MUHMCTEPCTBO 34PaBOOXPaHEHUS
Poccunckon ®egepalimm C y4eTOM MPOrHO3MPYEMOr0 YPOBHA MHMIALMKN, YCTAHOBIEHHOMO Ha TEKYLLUIA rog
henepanbHbIM 3aKOHOM 0 (hefepanbHOM Blo)KeTe Ha COOTBETCTBYIOLLNA PUHAHCOBLIN o4 Y MAAHOBbIN
nepuoa, HO He BbllLe BEANYUHbI YBENYEHNS, PaCCYNTAHHON B COOTBETCTBMM C METOAMNKON.

37. Ins nepeperncrTpauny, KpoMe JOKYMEHTOB U CBeAeHU, yKa3aHHbIX B MyHKTax 6 - 8 HaCcToALWMX
MpaBuA, 415 3KOHOMUYECKOr0 aHasM3a 3asaBMTeNb NpeacTaBaseT caenyowmne JOKYMEHTbI B 3IEKTPOHHON
opme:

a) ANs neKapCTBEHHOro npenapaTta Npou3BoAUTENS rOCyAapCTBa - YieHa EBpa3ninckoro 3KOHOMUYeCKoro
COl03a Nnpu nepeperncTpaunn B cnyvaax, npeayCMoTPeHHbIX NoanyHKTamu "a" n "B" nyHKTa 34 HacTOAWMX
Mpasu:

pacyeT BeNMYMHbI YOOPOXKaHUSA CTOUMOCTM ChiPbS U MaTEpUasoB B CTPYKTYpe 3aTpaT Ha NPoU3BOLCTBO U
peanunsaunio NeKapCTBEHHOr0 npenapaTa;

KOMUUN KOHTPAKTOB, MOATBEPXKAAIOLWLMX YBENYEHNE CTOMMOCTU CbiPbS U MaTepranos, CO CpoKamu
LEeNCTBUSA, 3aBepLUAOLLUMAUCS HE paHee YeM Yepe3 3 Mecaua Co AHS NoAayn 3asaBJIeHNs 0
nepeperncTpaLuny, a Takxxe Konum cneunpukaLmin n BCex NPUN0XKEHUA K KOHTPaKTaM, KOTopble ABAAITCA
NX HEOTbEMIEMON HaCTbio;

LOKYyMeHTasIbHOe noaTeepXAeHre PakTUYeCKUX 3aTpaT Ha Cbipbe 1 MaTepualsibl Ha AeHb NPUHATUSA
peLleHnsa 0 rocy4apCTBEHHON perncTpaumm nan nepepernctpaumm;

pacyeT BeSINYUHbI U3MEHEHUA HaKaAHbIX PacX040B B C/ly4ae yBenYeHns TapugoB Ha SNEeKTPUYECKYIo
3Hepruto, TennocHabxeHne, BOLOCHabXeHWE 1 LIeH Ha TOMJIMBO, @ TakXXe pacyeT yBeanYeHuns
aMOPTU3aLMOHHbLIX OTYUCIEHMIA NO OCHOBHbLIM CPeACTBaM, NCMOb3yeMbIM HEMOCPEACTBEHHO ANA
NPOW3BOLCTBA JIeKaPCTBEHHbIX MpenapaTos;

LOKYMeHTaJlbHOoe NoATBepXAeHWNe yBeJIMYeHUS HaKNagHbIX PacXoLoB, a TakXe KOMuUu OOKYMEHTOB,
NoATBEPXAAOLWNX BBOL COOTBETCTBYIOWMX OCHOBHbIX CPEACTB B 3KCMJlyaTaLuio;

pacyeT ypoBHS peHTabeslbHOCTY Ha KOHKPETHbLIN JIeKapCTBEHHbI NpenapaT B COOTBETCTBMU C METOLNKOW;
6) Ana nekapCTBEHHOro NpenapaTa NPOU3BOANTENSA FOCYAaPCTBa - YieHa EBpPa3nincKoro 3KOHOMNYeCKOro
CO03a Npu NepeperncTpaummn B cyyae, npeayCMOTPEHHOM MOAMYHKTOM "6" NyHKTa 34 HacTOALWMX
Mpaswun:

pacyeT BeSIMYUHbI YOOPOXKAaHUSA CTOMMOCTU Chipbsl U MaTepuMasioB B CTPYKTYpe 3aTpaT Ha NMPon3BOACTBO U
peasiM3aLunio IeKapCTBEHHOro npenapara;

KOMUN KOHTPAKTOB, MOATBEPXAAIOWMX YBENNYEHNE CTOUMOCTU Cbipbs U MaTepranos, CO CpoKamu
LeNCTBMUS, 3aBepLUaOLLMMNCA HE paHee YeM Yepes 3 MecsLa Co AHA NoAa4u 3a8BeHUs 0
nepeperncTpaumm, a Takxxe Konumm cneunukauuin n BCex NpuUaoXXeHnin K KOHTpakTaM, KOTopble SBASAI0TCA
NX HEOTBHEMIEMOMN YaCTbIO;

LOKYMeHTaslbHoe NoaTBepXAeHe (haKTUYeCKxX 3aTpaT Ha Cbipbe U MaTepuasbl Ha LeHb NPUHATUA
peLleHns 0 rocylapCTBEHHON perncTpaumm nnn nepepeructpaumm;

pacyeT ypoBHS peHTabeslbHOCTY Ha KOHKPETHbLIN JIeKapCTBEHHbIM NpenapaT B COOTBETCTBMU C METOLUKOW;
B) 415 JIEKAapPCTBEHHOr 0 npenapaTa NpoM3BOANTENA FOCYAapCTBa - YieHa EBpa3nnckoro 3KOHOMMYeCKoro
COl03a Npu NepeperncTpauumn B ciyyae, npefycMoTPEHHOM MOLAMNYHKTOM "I nyHKTa 34 HacToawwux Mpasun,
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- konmsa cdopmbl Ne 2-JIEK (npom) "CBeaeHns 0 NPON3BOACTBE, OTIPY3KE U LieHaX Ha JIEKapPCTBEHHbIE
cpencTBa” (4159 0TeYeCTBEHHbIX NPON3BOAUTENEN);

r) 419 NeKapCTBEHHOro npenapaTta MHOCTPaHHOro NPOM3BOACTBA, MEPBMYHAA U (MIM) BTOPUYHASA YNaKoBKa
KOTOPOro OCYLLECTBASETCA U NEPBUYHYIO U (1SIM) BTOPUYHYIO YNAKOBKY KOTOPOro MiaHupyeTcs
ocyLlecTBAATb B Poccunckon ®epepaummn, npn nepepernctpauimmn B Ciyvasx, NpeayCcMoTPEHHbIX MYHKTOM
36 HacToAwmx MpaBun, - cBeaeHns (No Beibopy 3aaBUTENA), NOATBEPKAAOLWME OTNYCKHbIE LiEHbI
NPOV3BOANTENSA Ha JIEKAapPCTBEHHbIV NpenapaT B MHOCTPAHHbIX FOCYAapCTBaX, YKa3aHHbIX B MeToAMKeE (C
NnepeBoaoOM Ha PYCCKUI A3bIK);

[) ANA NeKapCTBEHHOro NpenapaTa UHOCTPAHHOIO NMPON3BOACTBA NMPU NEPEPErNCTPaLIN B CyYasX,
npenycMOTPEHHbIX MYHKTOM 36 HacToAwmx Mpaswn, - cBefeHns (no Bbibopy 3as8uTens),
noATBepXAatoLme oOTNYCKHbIE LieHbl MPOU3BOANTENS HA IeKapCTBEHHbIN NpenapaTt B MUHOCTPaHHbIX
rocygapcTBax, YKa3aHHbIX B METOAMKE (C MePEeBOAOM Ha PYCCKMI A3bIK).

38. CBefeHus 0 geknapaunsax Ha ToBapbl Ha MOCTaBKY KOHKPETHOMO IeKapCTBEHHOMO nNpenapaTa 3a
COOTBETCTBYIOLNA OTHETHLIN NEPUOL B CJlyvyae HeobxoauMoCTu noaTeepxaatoTca GenepanbHom
TaMoXXeHHom cny>x6oin no 3anpocy MuHncTepcTBa 34paBooxpaHeHns Poccuickon degepaunm u
depnepanbHON aHTUMOHOMOIbHOW CNTY>XObl B MOPSiAKE MEXBELOMCTBEHHOI0 MHOPMAaLIMOHHOI O
B3aMMOLEeNCTBUA NOCPEeACTBOM €AMNHON CUCTEMbI MEXXBEAOMCTBEHHOMO 3/1IEKTPOHHOI0 B3aUMOAENCTBMA.
39. Mpwn nepeperncTpauny npeaenbHbIX OTAYCKHbIX LLeH Ha JlIeKapCTBEHHbIe NpenapaTbl NPOU3BOAMTENS
rocyfapcTBa - YneHa EBpa3sninCcKoro 3KOHOMMYECKOr0 COK3a B CyYasnXx, MpeayCMOTPEHHbIX NOANYHKTaMu
"a" - "B" nyHkTa 34 HacToawwmx MpaBun, NnpegenbHbIn YpoBeHb PeHTabeNbHOCTN He MOXXeT npeBbiwaTh 30
MPOLIEHTOB.

40. MNpw nepeperncTpauumn B Ka4yeCTse 0THETHOIO NepnoLa NPUHNMAETCA NepMoa, UCTEKLLNA CO OHS
NPUHATWA peLleHnsa 0 rocy4apCTBEHHON perncTpaumm nan nepepernctTpanmm Ha geHb nogayu B
MnHMCTEpCTBO 34paBooxpaHeHns Poccuinckon ®efepaLlim 3asaBaeHuns 0 nepeperncTpaLmm.

41. Ha ocHOBaHWK 3asBAeHNA O NepeperncTpaunm, NpeacTaBAeHHOro 3aaBUTeNeM B LLeNAX CHUXEHUS
npenenbHON OTAYCKHONM LieHbl, MMHUCTEPCTBO 34paBooxpaHeHns Poccnnckon deagepauum paccMaTpusaeT
BOMPOC O MPUHATUN PELLEHNS O CHUXEHUN 3aperncTpUpoBaHHOW NPpeaenbHON OTNYCKHONM LieHbl. 3asBeHmne
0 NepeperncTpaumnm B LEeNX CHUXEHUS npeaesbHoM 0TNYCKHOM LieHbl MOXXET BbiTb NpeacTaBieHo
COBMECTHO C 3a5BJIEHNEM O BHECEHUWN N3MEHEHU B PeeCTPOBYIO 3anNuch 0 roCyAapCTBEHHOW permcTpaLmm
B COOTBETCTBUM C NYHKTOM 8 paBun BeAEeHUSA rocyAapCTBEHHOr0 peecTpa NpeaesbHbIX OTAYCKHbIX LieH
Npon3BOANTENEN Ha IeKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B NEPEYEHb XKN3HEHHO HEOOXOANMbIX 1
BaXKHEWNLLMX IeKapCTBEHHbIX NPenapaToB A8 MEANLNHCKOrO MPUMEHEHMNS, YTBEPXKAEHHbIX
noctaHosseHneM lMpasnTenscTBa Poccunckon ot 8 anpensa 2025 r. Ne 462 "O rocy4apCTBEHHOM
perynnpoBaHUN LieH Ha NeKapCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX 1
Ba)XHEWLLMX IeKapCTBEHHbIX NpPenapaToB A8 MeANLNHCKOr0 NpuMeHeHns".

42. ®epepanbHas aHTMMOHOMOALHaA cny>xba yBeooMseT 3adBMTENSA, B TOM YUC/e C UCMOJIb30BaHNEM
eaNHO NH(OPMALIMOHHON CUCTEMBI, 0 HEOBX0ANMMOCTY N3MEHEHWS 3aPEerncTPUPOBAHHON NpeaesibHON
OTMYCKHOW LieHbI, €C/IN NOCJIe FOCYAapCTBEHHOW perncTpaumm uin nepeperncTpaumm yCTaHoBJIEHO, YTO
3aaBuTenem bbin NpeacTaBieHbl HELOCTOBEPHbLIE CBEAEHUS, MOBNSABLLME Ha Pe3y/bTaT paHee NPMHATOro
peLleHns 0 COranacoBaHUM NpeaesibHON OTNYCKHOW LieHbl, 1 (MnKn) He Bblan NpeacTaBieHbl CBEAEHNS,
NOBANSBLUME Ha pe3y/bTaT Takoro pelleHns, C npeacTaBneHnemMm o60CHOBaHNS Takoro BbIBOAaA.
3asBuTENb NPUBOAUT 3aPErMCTPUPOBAHHYIO MPEeLENbHYI0 OTMYCKHYIO LieHY B COOTBETCTBUE C LIeHON,
pacCYMTaHHON B COOTBETCTBMM C HacToAWwMMM MpaBuiamMn N METOLNKOW, C Y4ETOM UHGOPMaLINN,
yKa3aHHON B yBegomaeHnn ®efepasibHON aHTMMOHOMNOILHOM CNYX6bI, AN NpeacTaBaseT
MOTWBMPOBAHHOE AOKYMEHTalbHOE NMOATBEPXKAEHME pacyeTa YKa3aHHOWN LieHbI.

depfepanbHasd aHTMMOHOMONbHAA CNy)xba OTMEHSET peLLeHne 0 CorlacoBaHUM NpeaebHON 0TAYCKHON
LeHbl B C/ly4ae HenpuBeaeHns 3a8BUTENIEM 3aperncTpUpoBaHHON npefesbHON OTNYCKHOW LieHbl B
COOTBETCTBUE C HacTosAWMMM MNpaBuaaMm n METOANKON C y4eTOM UHADOPMALMK, YKa3aHHOW B yBeLOMIEHNN
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denepasibHOM aHTUMOHOMOLHON CNYXXObI, NN HEMPeACTaBNEHUS MOTUBNPOBAHHOIO AOKYMEHTaJIbHOMO
NoATBEPXAEeHMS pacyeTa YKa3aHHOW LeHbl B TeYeHMe OJHOro Mecsaua Co AHS NojyvyeHuns yBeLoMIeHns
depnepanbHON aHTUMOHOMOIbHOM CAYXKBbI.

43. MMHNCTEPCTBO 3A4paBooXpaHeHmna Poccninckon degepaum OTMEHSET peLleHne 0 rocyaapCTBEHHON
perncTpaumm uan nepeperncTpaumm B cyiyvae, ecam nocsie NnpuHATUA COOTBETCTBYIOLLErr0 peLleHuns
YCTaHOBJ/IEHO, YTO 3as8BMTENEM BblIM NpeaCcTaB/IeHbl HEAOCTOBEPHLIE CBEAEHNSA, MOBAUSBLUNE HA
pe3ynbTaT NPUHATOr0 MUHUCTEPCTBOM peLlEeHUs 0 FOCyAapCTBEHHOW perncTpaLuy nan nepeperncTpawumy,
a Takxe B cniydae, ecam defepasbHas aHTUMOHOMNObHAA cny>kKba OTMeHWa peLleHme 0 CoriacoBaHum
npesesibHON OTNYCKHOW LieHbl Ha OCHOBaHWW MYHKTOB 42 1 50 HacToAwmx MNpaBuil, 1 UCKIOYaET B
yKa3aHHbIX C/y4asax 3aperucTpupoBaHHyo Uiv NepeperncTpupoBaHHyo NpefesnbHY0 OTMYCKHYIO LIeHY U3
peecTpa npefenbHbIX OTMYCKHbIX LLeH B CPOK, yKa3aHHbIN B NYHKTe 12 MpaBn BeLeHNA rocy4apCTBEHHOI0
peecTpa nNpeaesbHbIX OTMYCKHbIX LLeH NPOU3BOANTENEN Ha IeKapCTBEHHbIE NpenapaThl, BKNOYEHHbIE B
nepeyeHb XXN3HEHHO HEOOXOAMMBIX N Ba)XHEMLLNX NEKAPCTBEHHbIX NMPenapaToB A MeAULNHCKOro
NpUMeHEeHNs, YTBEPXAEHHbIX NOCTaHoBeHNeM lMpaBuTtenscTBa Poccunckon ®epnepauum ot 8 anpens 2025
r. Ne 462 "O rocyfapCTBEHHOM PeryMpoBaHNN LEeH Ha leKapCTBEHHbIe rnpenapaThbl, BKJIOYEHHbIE B
nepeyeHb XXU3HEHHO HEOOXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX MPenapaToB A8 MeAULNHCKOro
npumeHeHunsa".

44, 3asBuTenb 0653aH NpeacTaBUTb 3asBeHNE O NepPepPerncTpaLnn B LENsX CHMKEHNS NPeaenbHON
OTMYCKHOW LieHbl B CefyoLWmnx cay4vasx:

a) CHM)KEHMe LeHbl B MHOCTPaHHOWN BanloTe Ha NEKAPCTBEHHbLIN NpenapaT B MHOCTPAHHbLIX roCydapcTBax,
yKa3aHHbIX B METOAMKE;

6) CHMXeHMne LieH Ha pedepeHTHble NeKapCTBEHHbIe NpenapaThl B COOTBETCTBUM C NOAMYHKTOM "a"
HaCTosLLero NyHKTa (418 COOTBETCTBYIOLLMX BOCNPOM3BEAEHHbIX, B1oaHanorosbix (6MonoaobHbix)
NeKapCTBEHHbIX MpenapaTos);

B) NPEBbILLIEHNE NPeaebHON OTNYCKHONM LIeHbI Ha NepPBbI BOCNPOW3BEAEHHbIN, BLOaHaN0roBbIN
(61Mononob6HbIN) NeKapCTBEHHbLIN NpenapaT MHOCTPAHHOIO NPOM3BOACTBA Ha NpPeLebHON OTNYCKHOW
LLeHOM Npon3BOAUTENS Ha BTOPOW BOCMPON3BeAeHH:bIN, BrioaHanorosbin (6Monofo6HbIN) 1eKapCTBEHHbI
npenapaT, pacCYMTaHHON B COOTBETCTBUMN C METOANKON,

) NpeBbileHne NpeaesibHON OTMNYCKHOW LieHbl Ha NepBbI BOCMPOU3BeAeHHbIN, BroaHanoroBbIn
(6MonoobHbIN) NeKapCTBEHHbIN NpenapaT NPoOM3BOAMTENS FOCYAAaPCTBa - YieHa EBpa3uinckoro
9KOHOMUYECKOro COl03a Haf NpefesibHON OTNYCKHON LeHON NPpOn3BOANTENS Ha BTOPOW
BOCMpPOM3BeAEHHbIN, B1oaHanorosbin (bnonogobHbIN) NeKapCTBEHHBIN NpenapaT NPON3BOANTENS
rocynapcTea - YieHa EBpa3mnckoro 3KOHOMMYECKOro Cot3a, pacCinTaHHON B COOTBETCTBMM C METOLUKON.
45. MNpy HacTynaeHnn cayyas, npedyCMOTPEeHHOro NoAnyHKToM "a" nyHkTa 44 HacToawmx MNpasun,
3aaBuTENb 0653aH NPeACTaBNTb 3asBIEHNE O MEPEPErNCTPALIAM B LIENSX CHUXKEHNS NPeaeNbHON
OTMNYCKHOW LieHbl B TeveHne 25 paboynx gHen co AHA BCTYMJIEHNS B CUAY PELUEHNI YNONTHOMOYEHHbIX
OpraHoB B C(hepe 34paBOOXPAHEHNS NHOCTPAHHbIX FOCYAAPCTB, YKa3aHHbIX B METOANKE, O CHMXKEHWN
OTMYCKHOW LieHbl NPOU3BOAMTENA Ha NeKapCTBEHHbIN npenapaT B MHOCTPaHHOW BaJlloTe, eC/in B
pe3yfbTaTe TaKoro CHWXEeHMA NpefenbHas oTNyckHas LeHa B pybnsx, paccimTaHHas B COOTBETCTBUM C
METOAMKON (C Yy4eTOM PacxooB Mo yrnjaTe TaMOXXeHHbIX COOPOB 3@ COBEPLLEHNE TaMOXXEHHbIX ONepaLnii,
CBSA3@HHbIX C BbIMYCKOM TOBApOB), HMXE 3aperncTpupoBaHHON NpefesibHON OTNYCKHOMN LeHbl Ha
JIeKapCTBEHHbLIN npenapar.

46. Mpu HacTynneHnn cnyvast, NPeLyCMOTPEHHOr0 NOANYHKTOM "6" nyHKTa 44 HacToswwmx Mpasun,
3aaBuUTENb 00653aH NPeACTaBNTb 3asBJIEHNE O MEPEPErNCTPaLM B LENSX CHUXKEHNS NpeaesibHON
OTMYCKHOW LieHbl Ha BOCMpPOW3BeAEeHHbIN, bBnoaHanorosbii (6ronogobHbIN) nekapcTBEHHLIN NpenapaT B
TeyeHue 25 paboyux gHen Co OHS NPUHATUS MUHUCTEPCTBOM 34 paBooxpaHeHns Poccuiickon depepawmm
PELLUEHNSA O CHUXEHMNN 3apPerncTPMpPOBaHHON NpeaesibHON OTNYCKHONM LieHbl Ha pedepeHTHBbIN
NEeKapCTBEHHbIN NpenapaT, ecau npefenbHas 0TNyCKHas LeHa Ha BOCNPOU3BeLEeHHbIN, 61MoaHaoroBbIN
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(61MonomobHbIN) NeKapCTBEHHbLIN NpenapaT Bbille NpeaesbHOM 0TNYCKHON LieHbl Ha COOTBETCTBYIOLLMIA
pedepeHTHbIM NEKAPCTBEHHbLIN NpenapaT B CBA3M CO CHUXXEHNEM NPeAeNbHON OTMYCKHOM LieHbI,
npegycMoTPeHHbIM NOANYHKTOM "a" NnyHKTa 44 HacToAwmx MNpasuin.

B cnyyae ecnn npeaenbHas 0TNyCKHas LieHa Ha BOCMPOU3BeAeHHbIN, BroaHanorosbl (61MonoaobHbINn)
JIeKapCTBEHHbIV NMpenapaT He NpPeBbIlWaeT NPeayCMOTPEHHYI0 NOANYHKTOM "a" NyHKTa 44 HaCTOALLNX
MpaBua CHMXXEHHYI0 B MHOCTPAHHOW BantoTe OTMNYCKHYIO LIeHY NPOU3BOAMTENS HA COOTBETCTBYIOLNIA
pedepeHTHbIA NEKaPCTBEHHbLIN NpenapaT B pybnsax, pacCHMTaHHYO B COOTBETCTBUMN C METOANKOM (C
Yy4€TOM pacxofoB MO yrjiaTe TaMOXXeHHbIX CBOPOB 3a COBEPLUEHNE TaMOXEHHbIX OnepaLunii, CBA3aHHbIX C
BbIMYCKOM TOBapOB), B OTHOLLUEHWW TaKOW NMpefesibHON OTNYCKHOM LieHbl Ha BOCMPON3BEAEHHbIN,
6roaHanorosbin (bnonoaobHbLIN) NeKapCTBEHHLIN NpenapaT He TpebyeTca NnpeacTaBAeHNe B COOTBETCTBMM
C noanyHKToOM "6" nyHkTa 44 HacToswmx MpaBun 3as8BIEHUS O MEPEPErNCTPALN B LIENIAX CHUXKEHUS
npenesibHON OTNYCKHOW LieHbI.

47. MNpwn HaCcTynneHUn cny4vas, npeaycMoTPeHHOro NoanyHKToM "B" nyHkTa 44 HacToAwwmx MNpasun,
3aaBuTeNb 0653aH NPeACTaBNTb 3as8BIEHNE O MepeperncTpaLnm B LesSX CHUXEHNS NpeaesbHoN
OTMYCKHOW LieHbl Ha NepBbI BOCMPON3BeAeHHbIN, BroaHanorosbln (6MonofobHbIN) TeKapCTBEHHbI
npenapaT MHOCTPAHHOrO NPON3BOACTBA B Te4yeHue 25 paboymnx gHen co AHA NPUHATUA MUHNCTEPCTBOM
34paBooxpaHeHns Poccminckon deaepauum pelleHns o rocyiapCTBEHHON perncTpaumm npeaebHon
OTMYCKHOW LieHbl Ha BTOPOW BOCNPOW3BeEHHbI, bBruoaHanorosbii (61onoaobHbIN) NeKapCTBEHHbIN
npenapaT, ecau 3aperncTpMpoBaHHas nNpeaesbHasa 0TNyCKHas LLeHa Ha NepBbl BOCMPOU3BEAEHHbIN,
6roaHanorosbin (6MonoaobHbIN) NeKaPCTBEHHbIA NpenapaT Bbille NpeaebHON OTNYCKHON LiEHHI,
PacCYMTaHHOMN C y4€TOM YKa3aHHOIr0 B METOAMKE MOHMKAoLWEero Ko3gduuneHTa K 3aperncTpupoBaHHoON
npenenbHON OTNYCKHOW LieHe 3a NoTpebuTenbCKyo YyNakoBKy pedepeHTHOro IeKapCTBEHHOrO npenapaTa
nocJie rocyapCTBEHHOW PerncTpaLum Takon LeHbl Ha BTOPO BOCNPOWU3BEAEHHbIN, 61M0aHaN0roBbIii
(6MonofobHbIN) NeKapCTBEHHbIN NpenapaT, OTHECEHHLIN K 04HOMY MeXAYHapoAHOMY HEMAaTEHTOBaHHOMY
HaVMeHOBaHWIO (NPW ero OTCYTCTBUM - K XUMUYECKOMY WSIN FPYNMMPOBOYHOMY HaVMEHOBAHMIO) B TaKOM XXe
NeKapCTBEHHONW hopMe, B TOM YUCIIE C Y4ETOM MHDOPMALIMM O B3aUMO3aMEHAEMbIX JIEKAPCTBEHHbIX
npenapaTtax gas MegmuMHCKOro NPUMeEHEHUS.

48. MNpy HacTynaeHun cayyas, NnpeayCcCMOTPEeHHOro NoANYHKTOM "I NyHKTa 44 HacToaWwmx MNpasun,
3aaBuTeNb 0653aH NpeLCTaBUThb 3asBJIeHNE 0 NepeperncTpaLnm B Leasx CHUXEHNS NpeaesibHon
OTMYCKHOW LieHbl Ha NepBbI BOCMPON3BEAeHHbIN, B1oaHanorosbl (61MonoaobHbIN) NeKapCTBEHHbI
npenapaTt NpoM3BOANTENS rOCYyAapCcTBa - YieHa EBpa3ninckoro 3IKOHOMUYECKOro Cot3a B TedeHue 25
paboynx OHEN Co AHA NPUHATMA MUHUCTEPCTBOM 34paBOOXpaHeHns Poccuinckon depepauny peweHmns o
roCyfapCTBEHHOW perncrpauumn npefesbHoONn 0TNYCKHOW LieHbl Ha BTOPOW BOCNPOU3BELEHHbIN,
6roaHanorosbl (BrionofobHbIN) NekapcTBEHHbIV NpenapaT NPOM3BOAUTENSA FOCYAapCTBa - Y1eHa
EBPa3ninCcKoro 3KOHOMNYECKOro Col3a, eC/iv 3aperncTpupoBaHHan npefesibHas OTNyCcKHaa LeHa Ha
nepBbl BOCNPOU3BELEHHbIN, 61noaHanorosbin (6Monogo6HbIN) NneKapCTBEHHLIN NpenapaT NPoON3BOAMTENS
rocyapCTBa - YieHa EBpa3nnckoro 3SKOHOMNYECKOro CO3a BbILLE NpeaesbHON OTMNYCKHON LIEHbI,
PacCYMTaHHOMN C y4€TOM YKa3aHHOr0 B METOLMKE NMOHMKAoLWero Ko3pMuumneHTa K 3aperncTpupoBaHHoOn
npenesibHON OTNYCKHOW LieHe NPon3BOANTENS 3a NOTPebnTenbCKyo yNakoBKy pedepeHTHOro
JIeKapCTBEHHOr 0 NpenapaTta nocjie rocyaapCTBEHHON perncTpaumm Takon LieHbl Ha BTOPOR
BOCMpOM3BeeHHbI, BruoaHanorosbln (61onofobHbIN) NeKapCTBEHHLIN NpenapaT Npou3BoAMTENS
rocypapcTea - YieHa EBpa3minckoro 3KOHOMMYECKOro COK3a, OTHECEHHbIN K 04HOMY MeXAyHapo4HOMY
HenaTeHTOBaHHOMY HaVMEHOBAHWIO (MPU ero OTCYTCTBUU - K XUMUYECKOMY WM FPYNNUPOBOYHOMY
HaMMEHOBAHUIO) B TAaKOW XXe& IEKAapCTBEHHON HOpMe, B TOM YUCAE C Y4ETOM UH(OPMaLmMmM 0
B3aVMO3aMeHSEMbIX IeKapCTBEHHLIX NpenapaTax 4as MeAULMHCKOrO NPUMEHEHUS.

49. B cnyyae nepepernctpauny B LLensx CHUXEHNS npeaesibHON OTAYCKHOW LieHbl Ha OCHOBaHWK
3a5BJIEHUS O NepeperncTpaunmn, npeacTaBieHHOro B COOTBETCTBMM C NYHKTOM 44 HacTosAwmx Mpasun,
npefenbHasa 0TNYCKHas LleHa He MOXeT BbiTb 3aB/IeHa B Te4YeHne KaneHLapHoro roga Ha
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nepeperncTpaumio B COOTBETCTBUN C NyHKTaMU 34 1 36 HacToAwmMX [TpaBua B LLENSX ee YBeSIYEHNS.

50. ®epepanbHas aHTUMOHOMONbHAA Cy>kba yBeAOMASET 3asaBUTENS, B TOM YMC/e NOCPEeACTBOM e4MNHOM
NHHOPMALIMOHHON CUCTEMBI, 0 HEOBXOAMMOCTY NepeperncTpaunmn B LENsxX CHUXEHNS npeaenbHom
OTMYCKHOW LieHbl, eC/N 3a9BUTeSb He NpeacTaBul 3as8B/IeHMe 0 nepeperncTpauny B Lensx CHXeHNs
npeaenbHON OTAYCKHOW LieHbl B COOTBETCTBUM C NYHKTOM 44 HacToAwmx Mpasu.

3asBuTeNb B TevyeHue 20 paboynx gHen nocne nonyyeHns yeenomnaeHuns degepasbHoN aHTUMOHOMOIbHOW
cnyX6bl NPUBOAMUT 3apErnCTPUPOBAHHYIO0 NpeaesibHY0 OTNYCKHYIO LIeHY B COOTBETCTBUE C LLEHON,
pacCYMTaHHOM B COOTBETCTBMM C HacToAWwMMN MpaBuiamMn n METOLUKOW, C y4ETOM UHGOopMaLnN,
yKa3aHHOW B yBefoMneHun PenepanbHON aHTUMOHOMOJIbHOW CITY>KObI.

®epepanbHas aHTUMOHONObHAsA Cny>ba B TeyeHne 5 paboynx AHeN nocne UCTeYeHns CPoKa, yKasaHHoOro
B ab3aLle BTOPOM HaCTOSLLEro NyHKTa, OTMEHSAET peLleHmne 0 COracoBaHMM NPeaebHON OTNYCKHOW LiEHBI
B C/ly4ae HenpuBeAeHNs 3a8BUTEeNEM 3apernCcTPMPOBaHHON NpefesibHON OTNYCKHOW LIeHbl B COOTBETCTBUE
C HacTosAWMUMHK MNMpaBnuaamMmn N METOLNKON C y4eTOM MHGOPMaLLUK, yKa3aHHON B yBeaomaeHun ®epepasibHon
QHTUMOHOMNONILHON CNyX6bl, M yBegomnseT 06 3ToM MUHUCTEPCTBO 34paBOOXPaHEHNS POCCMINCKON
depnepauymm.

MWHNCTEPCTBO 34paBooxpaHeHns Poccuinckon ®enepaumm B TedeHne 3 paboymnx gHen Co AHSA NoJTyYeHuns
yBefomaeHns ®efepasibHON aHTUMOHOMONBHOW CNYXKObl NPUHUMAET peLleHne 06 UCKII0YeHNN
npeaenbHON OTMYCKHOW LIEHbI N3 peecTpa NpefenbHbiX OTMNYCKHbIX LeH U yBefoMAseT 06 3ToM 3aaBnTens
nocpencTBOM €AUHOro nopTana Wan eAMHOM MHPOPMALMOHHON CUCTEMBI.

51. B cniyyae HanpaBsieHns 3asBuTtenem B MMHUCTEPCTBO 3 paBooOXpaHeHns Poccuinckon denepaunn, B TOM
yucsie NoCpeACTBOM eANHON MH(POPMALIMOHHON CUCTEMbI, MUCbMa O NpeKpaLleHnn Npon3BoacTBa
NeKapCTBEHHOro nNpenapaTa u (unn) ero BBo3a Ha TeppuToputo Poccuiickon ®epepalmn MUHUCTEPCTBO

34 paBooxpaHeHuns Poccuiickon defepaunn B 4eHb MNOJy4YeHMUA TaKOro NMCbMa BHOCUT B COLEPXKaLLYOCS B
peecTpe nNpeaesbHbIX OTNYCKHbIX LLeH MH(OPMaLM0 COOTBETCTBYIOLLME N3MEHEHNS O 3apernCcTpMpPOBaHHON
npenesibHON OTNYCKHOW LieHe YKa3aHHOr0 IeKapCTBEHHOM0 NpenapaTa B YacTu 3aMeHbl ee cTaTyca
"NlencTaylowme LeHbl" Ha CTaTyC "M3MeHEeHHbIe LieHbl" C yKa3aHMeM 4aTbl U HOMepa peLleHns
MuHnCcTepcTBa 34paBooxXpaHeHns Poccninckon degepaunm 0 3aMeHe cTaTyCca 3aperucTpMpoBaHHON
npegenbHon OTAYCKHONM LeHbl "[JencTBytowme LeHbl" Ha cTaTyC "MI3MeHeHHbIe LieHbI".

B cnyyae npefCTaBieHNa 3a8BUTENEM 3a58BIEHNS O FOCYAapCTBEHHON perncTpaLmm Ha yKa3aHHbI B
ab3aLle NepBOM HACTOALLEr0 NYHKTa IEKAPCTBEHHLIN NpenapaTt A0 UCTeYeHNS 3 NeT CO AHSA BHECEHMS
YKa3aHHbIX U3MEHEeHUN NpefefibHas 0TNYCKHAsA LleHa He MOXKeT MpeBblllaTh NOCAEAHIO NPeaefbHYIo
OTMYCKHYIO LIEHY Ha TaKoW JIEKapCTBEHHbIN NMpenapaT, MMEeoLLYo cTaTyc "Mi3meHeHHble LeHbl" (be3 yyeTa
NPOW3BOLCTBEHHONW MJIOLLAKW), UCXOASA U3 CTOUMOCTU OLHON NleKapCTBEHHOW (hOPMbl COOTBETCTBYIOLLEN
[L03MPOBKMN NIEKapCTBEHHOr 0 Nnpenapara.

MPUJTOXKEHNE Ne 1

K MNpasunam Focyﬂ,apCTBeHHOVI perncTtpaunmn n nepeperncTtpaunmn npenesibHblX OTNYCKHbIX LIEH
I'IpOVI3BO,D,VITeJ'IeVI Ha /leKapCTBeHHbIe NpenapaTbl, BKJAO4YEeHHbIE B NepevyeHb XXU3HEeHHO HeobXxoanMbIX U
BaXKHENLLMX NeKapCTBEHHLIX NMpenapaToB 414 MeJULUNHCKOIo NpUMeEHeEHNA

(popma)

3AABJIEHUE

0 roCyLapCTBEHHOWN perncTpauny npenesbHbiX OTMYCKHbIX LIeH MPon3BoANTe el Ha NeKapCTBEHHbIe
npenapaTbl, BKJIIOYEHHbIE B NMepeyeHb XKN3HEHHO HEOOXOAUMbIX U BaXKHENLLNX IEKAPCTBEHHbIX MpernapaTos
ANA MeAULNHCKOro NpuMeHeHus

(HanMeHoBaHWe 3aaBUTeENS 1, agpec, agpec 3JIEKTPOHHON MOYThl)
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(HanMeHOoBaHWe fepXxaTens Uy Bnagenbla PerncTpaunoHHOro yooCTOBEPEHUS NEKAPCTBEHHOIO
npenapaTa 2 , agpec, agpec 3J1eKTPOHHON NOYThbI)

No

n/nCtagus npoussoacTeallponssogmTens (HanMeHoBaHue)AgpecCTpaHalng poCcCUACKUX IOPUANYECKINX
L, - NAEHTUPUKALMOHHBIAN HOMEP HanoronaaTenbLlnka, A58 MHOCTPAHHbIX IOPUANYECKNX N -

KOA HanoronnaTenbliMKa B CTpaHe perncrpauum (MHkoprnopawmm)

NN ero aHanorHammMeHoBaHVe perncTprpyoLwero opraHaPerncTpaunoHHbIn HoMep

12345678

Ne n/mHoMep perncTpaumnoHHOro yaoCToOBEPEHUS NEKAPCTBEHHOrO NpenapaTta 3 MexayHapoaHoe
HenaTeHTOBaHHOE (UK XMMUYECKOoe, UK rpynnmMpoBOYHOE) HarMeHoBaHWe 4 Toprosoe

HamMmeHoBaHMe lekapcTBEHHasa popMa, LO3NPOBKA, KOMMIEKTHOCTLOBLLEE KONNYECTBO

BO BTOpU4YHON (MoTpebutenbckon) ynakoskellpegenbHas 0TNYCKHas LieHa NPpOU3BOAMTENS

3a NoTpebnTenbCcKyto ynakoBky 5 6e3 yyeTa Hanora Ha fobaBneHHy CToMMOCTb (pybnen)LlUTprxoBon koa,
HaHEeCeHHbIN Ha BTOPUYHYIO (NoTpebruTensckyto) ynakoBkyKo aHaTOMO-TepaneBTUYeCKO-XUMNYECKOon
KnaccuukaunnKon eamHon ToBapHON HOMEHKIATYPbl BHELLHESKOHOMUYECKON AeaTeIbHOCTY
EBpPa3ninCKoro 3KOHOMMUYECKOro coto3a 6

12345678910

3asaBuTenb

(moMKHOCTB)

(noanuce)

(hamunns, ums, 0T4ECTBO (NPU HAINYNN)

KOHTaKTHble OaHHble

(Homep TenedoHa)

(appec aN1eKTPOHHOM MOYThl)

1 MNop 3asBUTENEM NOHMMAETCA AepXaTesb AN BAafeneL, PerncTpaunoHHOro ya0CTOBEPEHUS
NeKapCTBEHHOro NpenapaTta uiv YNoJHOMOYEHHOE UM NnLo, NpeacTasnsowme B8 MUHNCTEPCTBO
34paBooxpaHeHus Poccunckon depepaumm HacTosLLee 3asB/eHne.

2 Mop neKapCTBEHHLIM MpenapaToM NOHUMAETCS JIeKapCTBEHHLIN NpenapaT, BKAOYEHHLIN B NepeyeHb
YKU3HEHHO HEOBXOAMMBIX 1 BaXKHENLWNX IEKAPCTBEHHbIX NPenapaToB 418 MEANLMHCKOr0 NPUMEHEHWS.
3 YKa3blBaloTCA CBEAEHMSA 0 PErNCTPaLMOHHOM YAOCTOBEPEHUN NIEKAPCTBEHHOMO NpenapaTa, BblAaHHOM B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuinckon ®efepaumm, n (Mam) o perucTpaLioHHOM
y[OCTOBEPEHUW, BbIGAHHOM B COOTBETCTBUM C [paBmaaMmn perucTpaumnm u 3KCnepTr3bl TeKapCTBEHHbIX
CPeLCTB AN MEANLMHCKOro NPpUMEHeHWs, YyTBEepXXAeHHbIMU pelleHnem CoBeTa EBpa3niickon
3KOHOMUYECKON KoMuccum ot 3 Hosbpsa 2016 r. Ne 78 "O lMNpaBunax pernctpauum n skcnepTussbl
NEKAPCTBEHHbIX CPEACTB A8 MEAULNHCKOro NpuMeHeHns".

4 B cnyvae OTCYyTCTBUS MEXAYHAPOLHOMO0 HEMaTEHTOBAHHOIO HAMMEHOBaHNSA B PErMCTPaLNoOHHOM
yOOCTOBEPEHUN TIEKAPCTBEHHOMO NpenapaTa YKa3biBaeTCsA HaVMEHOBaHWE JIeKapCTBEHHOrO NpenapaTa,
npeaycMOTPEHHOE NepeyHeM XU3HEHHO HEOOXOANMBIX Y BaXKHENLLNX JlIeKapCTBEHHbIX NpenapaToB A4
MeAULMHCKOrO MPUMEHEHNS.
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5 B cnyyanx, NpeayCMOTPEHHbIX MYHKTOM 28 [MpaBua roCyaapCTBEHHON pErMCTpaUnn 1 nepeperncrTpaumnm
npenesibHbIX OTMNYCKHbIX LeH NPON3BOAMTENEN Ha IEKAPCTBEHHbIE NPenapaThl, BKIOYEHHbIE B MepeYeHb
YKN3HEHHO He0BXOAUMBIX N BaXKHENLINX IeKaPCTBEHHbIX MpenapaToB 4159 MeAULNHCKOro MPUMEHeHNS,
YTBEPXAEHHbLIX NOCTaHoBNEeHUEM lNpaBuTenscTBa Poccninckon Pegepaunm ot 8 anpens 2025 r. Ne 462 "O
rocyfapCTBEHHOM perynpoBaHnn LeH Ha NeKapCTBEHHbIe rnpenapaThbl, BKJIOYEHHbIE B NepeyeHb
YKN3HEHHO HEOBXOAMMBIX U BaXXHEMLLNX NEKAPCTBEHHbLIX NPenapaToB AN MeANLNHCKOro NpUMeHeHns",
LOMNOJSIHATESNIbHO YKa3blBaeTCs (hopMa BbiNMyCKa JIeKapCTBEHHOIO NpenapaTa, C y4eTOM KOTOpoW
pacCYnTbIBAETCA NpefesibHas OTNyCKHaa LeHa Npon3BoauTens 3a noTpedbutenbckyto ynakosKy
JleKapCTBEHHOr 0 npenapaTa.

6 YTBepxAaeHa peweHnem CoeTa EBpa3nmnckon sKoHOMNYeCckomn kommccum ot 14 ceHtabpsa 2021 r. Ne 80
"06 yTBEPXKAEHUN eANHON TOBAPHON HOMEHKJIAaTYpPbl BHELLHEIKOHOMUYECKON AesTeNbHOCTY EBpa3uinckoro
3KOHOMWYECKOro Cot03a U EAMHOro TaMoxxeHHoro Tapuda EBpa3ninckoro sKOHOMMYECKOr0 COK3a, a Takxe
06 U3MEHEHMWN 1 MPU3HAHUN YTPATMBLUNMYK CUY HEKOTOPLIX pelieHnin CoeTa EBpasniickon
9KOHOMUYECKOW Kommccum®,

MPUNOMEHWE Ne 2

K MpaBuniaM rocyaapCTBEHHOW perncTpaunm u nepeperncTpauuy npeaenbHbiX 0TNYCKHbIX LieH
Npov3BOANTENEN Ha IEKapCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeveHb XXN3HEHHO HEOOX0LNMBIX U
Ba>KHEWLINX JIeKapCTBEHHbIX MpenapaToB A MeAULNHCKOr0 MPUMEHeH S

(thopma)

3AABJIEHNE

0 nepeperncTpaumnm npeaesnbHbiX OTMYCKHbIX LIeH NPOV3BOAUTENEN Ha IeKapCTBEHHbIE NpenapaThl,
BKJIIOYEHHbIE B NMepeYeHb XKN3HEHHO HEOOXOAMMBIX 1 BaXKHEMLLINX JIEKAPCTBEHHbIX NMpenapaTos A/s
MeONLMHCKOr0 NpUMeHeHNs

(HaumeHoBaHMWe 3aaBuTena 1, afpec, agpec 3J'IEKTpOHHOI7I noYThbl)

(HanMeHOoBaHWe fepXxaTens U Bnagenbla PerncTpaunoHHOro yooCTOBEPEHUS NEKAPCTBEHHOIO
npenapata 2 , agpec, agpec 3J1eKTPOHHON NMOYThbI)

No

n/nCtagus npoussoacTeallponssognTens (HanMeHoBaHue)AgpecCTpaHalng poCcCUACKUX IOPULNYECKIMX
UL, - NAEHTUPUKALMOHHBIN HOMEP HanoronaaTenbLlnka, A58 MHOCTPAHHbIX IOPUANYECKNX N, -

KOA HanoronnaTenbliMKa B CTpaHe perncrpauum (MHkoprnopawmm)

Nn ero aHanorHammeHoBaHVe perncTprpyoLWero opraHaPerncTpaunoHHbIn HoMep

12345678

Ne n/mHoMep perncTpaumnoHHOro yaoCToBEPEHUS NEKAPCTBEHHOro NpenapaTta 3 MexayHapoaHoe
HenaTeHTOBaHHOE (UK XMMUYECKOoe, Uan rpynnmMpoBOYHOE) HarMeHoBaHWe 4 Toprosoe

HamMeHoBaHMe lekapcTBEHHasa popMa, LO3NPOBKA, KOMMIEKTHOCTLOBLLEE KONNYECTBO

BO BTOpU4YHON (MoTpebutenbckon) ynakoskellpegenbHas 0TNYCKHas LieHa NPpOU3BOAMTENS

3a NoTpebnTenbCcKyto ynakoBky 5 6e3 yyeTa Hanora Ha fobaBneHHy CTOMMOCTb (pybnen)LlUTprxoBon koa,
HaHEeCEeHHbIN Ha BTOPUYHYIO (NoTpebnuTensckyto) ynakoBkyKo aHaTOMO-TepaneBTUYeCKO-XUMNYECKOon
KnaccuukaumnKon eamHon ToBapHON HOMEHKIATYPbl BHELLHESKOHOMUYECKON AeATeIbHOCTY
EBpPa3ninCKoro 3KOHOMMUYECKOro coto3a 6

12345678910

3asaBuUTeNb
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(4OKHOCTB)

(nognuce)

(hamunng, uma, oT4eCTBO (NPU HaNNYMUK)

KOHTaKTHbIE AaHHble

(Homep TenedoHa)

(ampec 3N1eKTPOHHOM MOYThI)

1 MNop 3asBUTENEM NOHMMAETCA AepXaTeb AN BAafeneL, perucTpaLoHHOro yaoCToOBEpeHUS
JIeKapCTBEHHOrO npenapaTa uan ynoJIHOMOYeHHOE UM Lo, NpeacTasasowme B MUHUCTEPCTBO
3A4paBooxpaHeHuns Poccuiickon degepaunm HacTosLLee 3asBAEHNE.

2 Mok nekapCTBEHHbLIM NpenapaToM NMOHNMaETCA IeKapCTBEHHbIN NpenapaT, BKJIIOYEHHbIN B MepeyeHb
YKN3HEHHO HEOBXOOUMBIX N Ba)KHENLLUNX JIEKAPCTBEHHbIX MPenapaToB 415 MEAULNHCKOrO NPUMEHEHNS.

3 YKa3blBaloTCA CBeEeHMs 0 perncTpaLMoHHOM YAOCTOBEPEHUN IeKapCTBEHHOMO NpenapaTa, BblAaHHOM B
COOTBETCTBMUM C 3aKOHOAATENbCTBOM Poccunckon ®egepaunn, u (nam) o perncTpaumoHHOM
yOO0CTOBEPEHMWM, BbIAAHHOM B COOTBETCTBMM C [paBuaaMm perncTpaunm n 3KCNepTusbl 1eKapCTBEHHbIX
CpencTB ons MeanLUMHCKOro NPUMEHEHUs, yTBEPXXAEeHHbIMYK pelleHneM CoseTa EBpa3ninckon
9KOHOMUYECKOW KoMuccum oT 3 HoAbps 2016 r. Ne 78 "O MpaBunax perncTpauny n 3KCnepTun3bl
JIeKapCTBEHHbIX CPEACTB A1 MEAULMHCKOr0 NpuMeHeHns".

4 B cniyvae OTCYTCTBUS MEXAYHAPOAHOro HeMaTeHTOBAHHOIO HaMMEHOBaHNA B PEFNCTPALIMOHHOM
yOOCTOBEPEHUN IEKapCTBEHHOMO NpenapaTa YKa3biBaeTCsA HaVMeHOBaHWe SlIekapCTBEHHOro npenapaTa,
NpPeayCMOTPEHHOE NepPeYHEM XUN3HEHHO HEOOXOANMBIX 1 Ba)KHENLINX JIeKapCTBEHHbIX NPenapaToB AN
MeONLMNHCKOro NPUMEHEHNS.

5 B cnyyasx, NpeayCMOTPEHHbIX MYHKTOM 28 [MpaBuna roCyaapCTBEHHON peErncTpaunmi n nepeperncrTpaumnm
npenesbHbIX OTMYCKHbIX LeH MPON3BOAMTENEN Ha IEKAPCTBEHHbIE NPenapaThl, BKIOYEHHbIE B MepPeYeHb
YKN3HEHHO HeoBXOAUMBIX N BaXKHENLINX IeKaPCTBEHHbIX MpenapaToB 415 MeAULUHCKOro NMPUMEHeHNS,
YyTBEPXAEHHbIX MOCTaHOBNeHMEM lNpaBuTenscTBa Poccninckon Peagepaunm ot 8 anpens 2025 r. Ne 462 "O
roCyapCTBEHHOM PEryMpoBaHn LIeH Ha JIeKapCTBEHHbIE MpenapaThl, BKJIOYEHHbIE B MepeYeHb
YKN3HEHHO HEOBXOAMMBIX U BaXXKHEMLLNX NEKAPCTBEHHbLIX NPEnapaToB AN MEANUNHCKOrO NpUMeHeHns",
LOMONHUTENBHO YKa3blBaeTCa (hOpMa BbiNMyCKa JIeKapCTBEHHOr 0 npenapaTa, C Y4eTOM KOTOpOW
pacCYnTbLIBAETCA NpefesibHas OTNyCKHaa LeHa Npon3BoaAuTeNs 3a NoTpedbunTenbcKyto ynakoBKy
NeKapCTBEHHOrO Npenapara.

6 YTBepxaeHa peweHnem CoeTa EBpa3nmnckon sKoHOMNYeCKomn kommccum ot 14 ceHtabpsa 2021 r. Ne 80
"06 yTBEPXAEHUN eANHON TOBAPHON HOMEHKJIAaTYpPbl BHELLHEIKOHOMUYECKON AesTeNbHOCTY EBpa3uninckoro
9KOHOMUYECKOro Coto3a U EANHOMO TaMOXXEeHHOr0 Tapuda EBpa3mnckoro 3KOHOMUYECKOro COt03a, a TakxXe
06 n3MeHeHNN N NPU3HAHUKN YTPATMBLLUMMK CUTY HEKOTOPLIX peweHun CoseTa EBpa3unckon
9KOHOMUYECKOW Kommecum",

YTBEP>X[EHbI

nocTtaHoBieHueM lMNpaBmTenbCTBa
Poccunckon ®epepaunn

oT 8 anpens 2025 r. Ne 462
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MPABUJIA

BeOeHNA rocyaapCTBeHHOro peectpa npegesibHblX OTNYCKHbIX LieH HpOI/I3BO,ElI/IT€ﬂ€I7I Ha 1eKapCTBEeHHbIE
npenapaThl, BKJ/ItOYeHHble B NepevyeHb XXN3HEHHO HEOOXOOUMbBIX N Ba)KHENLLNX NIeKapCTBEHHbLIX NpenapaToB
ana MmegnynHCKoro npnMeHeHuA

1. HacTosiwue MpaBuna yCcTaHaBAUBAKOT NOPALOK BeAEHUA roCyJapCTBEHHOM0 peecTpa npenesibHbiX
OTMYCKHbIX LleH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIe B MepeYyeHb XN3HEHHO
HeobX04MMbIX N BaXXHENLLMX JIEKAPCTBEHHbIX MPenapaToB 418 MeAULUHCKOr0 MPUMeHeHNs (Lanee
COOTBETCTBEHHO - JIeKapCTBEHHbIE NpenapaThl, NpefesibHble OTMYCKHbIE LIeHbl, peecTp npefesbHbIX
OTMYCKHbIX LEH).

2. PeecTp npepenbHbIX OTAYCKHbIX LIEH, COAEPXKaLLn CBEAEHNS O rOCYyAapCTBEHHON perncrTpaLmm
npegesbHbIX OTNYCKHbIX LEH 1 NepeperncTpauumn 3aperncTpmpoBaHHbIX NpefebHbIX OTNYCKHbIX LeH
(Danee COOTBETCTBEHHO - rOCYAAapCTBEHHAs perncTpaums, nepepermcrpaums), BeLeTcs B eAMHON
roCyaapCTBEHHOW MHGOPMaLIMOHHOM CUCTeME B Chepe 34paBoOXpaHeHmns (fanee - egnHas
NHOPMaLIMOHHas CUCTEMA).

3. PeecTp npenenbHbIX OTAYCKHbIX LIeH BefeTcsa MUHMCTepCTBOM 34paBooxpaHeHns Poccnnckon
defepalmm B 31EKTPOHHON hopMe NyTeM HOPMUPOBAHNSA, U3MEHEHUS WM UCKITKOHYEHWA PeeCcTPOoBbIX
3anucen, cogepXxallmx CBeAeHNa 0 roCyAapCTBEHHON perucTpaumm unm nepepeructpaumm (Lanee -
peecTpoBble 3aNuCK), B TOM YNCJIE C NCMOJIb30BaHNEM UHGPACTPYKTYpPbI, 06ecneynBatoLLei
NH(MOPMALMOHHO-TEXHOJIOM N4ecKoe B3auMOLENCTBNE MHPOPMALIMOHHbBIX CUCTEM, UCMOMb3YEMbIX AN
nNpefocTaBNeHNs rocyAapCTBEHHbIX U MyHULUMAAbHbBIX YCAYT U MCAOSHEHUS FOCYAAapCTBEHHbIX 1
MYHULMMNANbHbIX (DYHKLUWIA B 3NEKTPOHHOW (hopMe, C UCMOJIb30BaHNEM e4NHON CUCTEMBI
MeXXBEeLOMCTBEHHOI0 /IEKTPOHHOIr0 B3aUMOLENCTBUS.

BepeHue peectpa npegesibHbiX OTAYCKHbIX LIEH OCYLLLeCTBASETCS B COOTBETCTBMM C €4UHbIMU
OpraHn3aunoOHHLIMK, METOLOIOrMYECKUMI U NPOrPaMMHO-TEXHNYECKMMUN NPUHLMNaMK, obecnevnsatoLLnMm
COBMECTMMOCTb M B3aMMOAENCTBME peecTpa npelesibHblX OTMYCKHbIX LeH C MHbIMK (hefepasibHbIMU
rocyLapCTBEHHbIMU MHGOPMALMOHHLIMN CUCTEMAMU U CETAMMU, C UCMOJSIb30BAHNEM TEXHOIOT U,
no3sonsowmnx obecne4nTb cOOp M BHECEHUE B peecTp NpeaesibHbIX OTNYCKHbIX LIeH peecTPOoBbIX 3anuncen,
NX XpaHeHWe, CUCTEMATN3aLMI0, aKTyaan3aumio, 3aWwmnTy n o6HoBNEHNE.

JocTyn gepxatena unm BnagesibLa perncTpaunoHHoro yaoCcToBepeHns JeKapCTBEHHOro npenaparTa
(ynonHOMOYeHHOro UM nnua) (aanee - 3asBUTENb) K IMYHOMY KabnHETY 3adBUTENS B peecTpe NpeaesbHbIX
OTMYCKHbIX LieH OCYLLeCcTBASeTCA NoCpeaCTBOM MPOXOXAEHUS 3aABUTENeM NAEHTUpUKaLn 1
ayTeHTUMMKaLMKN C NCMOSIb30BaHNEM (hefepanbHON roCcyAapCTBEHHON MHGOPMALMOHHOW CUCTEMbI
"EQMHasn CMCTeMa UAEHTUUKALMN N ayTEHTUGMKALUUN B UHGPACTPYKTYpe, obecneynBatoLLen
NH(OPMALMOHHO-TEXHOIOM MYECKOe B3auMOAENCTBME MHDOPMALMOHHBIX CUCTEM, NCMO/b3YEMbIX AS
npefocTaBieHnsa rocyAapCTBEHHbIX M MYHULMNAbHbLIX YCAYT B 31€KTPOHHOW hopMe" B COOTBETCTBUN C
MpaBniamMun NCNoJsib30BaHWA hefepasibHOM rocyiapCcTBEHHON MHDOPMALMOHHON cucTeMbl "EAnHasn cnctema
NAEHTUDUKALMN N ayTEHTUMKALNN B MHDPACTPYKType, obecneynBatoLlen MHPOpMaLMOHHO-
TeXHOJIOrn4yeckoe B3aMMoaencTemne NHPOPMaLMOHHbBIX CUCTEM, UCMOJb3YEMbIX AN NpefoCcTaBaeHNs
rOCyLapCTBEHHbIX N MYHULIMNAAbHBLIX YCAYT B 9/1IEKTPOHHON hopMe", yTBEPKAEHHbIMU MOCTaHOBAEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaumn oT 10 uions 2013 r. Ne 584 "06 ncnonb3oBaHumn denepansbHoOn
rocyLapCTBEHHON NHGOPMALMOHHON cucTeMbl "EANHAs cucTeMa NAEHTUMUKALUN U ayTEHTU(DMKaL K B
NHpacTpyKTYype, obecneymBaoen NHPOPMaLNOHHO-TEXHONOMNYECKOE B3aUMOAENCTBUE
NH(OPMALIMOHHbBIX CUCTEM, NCMOJIb3YEMbIX 411 MPefoCTaBAEHNS FOCY 4apCTBEHHbIX Y MYHULMNAJbHbIX
yC/yr B 3N1€KTPOHHOW hopme".

4. PeecTp npenesibHbIX OTMYCKHbIX LeH COOepXXUT celyolme pasaenbl:

"[enCTBYyOLLME CBEAEHNS PEECTPOBLIX 3anucen” - TekyLime OeNCTByOLWMNe CBEAEHNS PeeCTPOBbIX 3anncen
C 3apernucTpupoBaHHbIMU UK NepeperncTpUpoBaHHbIMU NpeaebHbIMKU OTMYCKHbIMY LIeHaMu;
"MI3MeHeHHble CBeleHUs peeCTpoBbIX 3anucen” - paHee AeCTBOBaBLUME CBEEHNS PeeCcTPOBbIX 3anucen,
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KOTOpble MPUMEHSATCA 414 LeNen peannsaunm NeKapCTBEHHbIX NpenapaToB OpraHn3aumamMmn onToBom 1
PO3HMUYHOW TOProBfn. JlekapCTBEHHbIe NnpenapaThl, CBELEHNA 0 KOTOPbIX pa3MeLleHbl B pa3gese
"MI3MeHEeHHbIe CBEAEHNS PeeCcTPOBbIX 3anucen”, MOryT HaxoanTbCa B obpalleHnn 40 UCTEYEHNS CPpoKa UX
FOAHOCTY C y4eTOM (haKTUYeCKOM OTMYCKHON LeHbl NMPOM3BOAUTENS, He NpeBbilaloLlen npeaebHyo
OTMYCKHYIO LLeHY, MPUMEHSABLLYIOCA Ha AaTy UX peanusaunu;

"cKNto4eHHble peecTpoBble 3annucn” - NCKIIYeHHbIe B COOTBETCTBUN C NYHKTOM 10 HacToAwwmx MNpasun
CBEAEHNSA PeeCTPOBbIX 3amnncen.

5. ObpaboTKa NnepCcoHaNbHbIX AaHHbIX, COAEPXXALLUXCA B peecTpe npenefibHbiX OTAYCKHbIX LIEeH, 1 NX
3aLUMTa OCYLLECTBAAIOTCA B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickon ®epepaumm B 061actu
NnepCcoHasibHbIX OaHHbIX.

6. PeecTpoBas 3anmcb COOEPXUT Crepyrolime CBeleHns:

a) HaMMEeHOBaHNE AepXxaTena uam BnagesnbLa perncTpaLmMoHHOro yL0CTOBEPEHNSA IeKapCTBEHHOIO
npenapaTta, HAaMMeHOBaHWe NPOU3BOAMTENA IeKapCTBEHHOIO NpenapaTa, CBEAEHUS O permcTpaumm
LepxaTens unu Bnagesblia perucTpauMoHHOro yaoCTOBEepeHns NeKapCTBEHHOr0 npenapaTa, CBeAeHNs 0
permcTpaumm Npon3BoaNTENS NeKapCTBEHHOrO NpenapaTta B Ka4yecTBe HajoronaaTesblika B CTpaHe
pernctpaumnm (418 poCCUNCKMX IOPUANYECKUX SINL - NOEHTUDUKALNOHHBIA HOMEP HanoronnaTesbLnKa,
L1 NHOCTPAHHbIX IOPUANYECKMX JIUL, - CTPaHa perncrpauny, HauMeHoBaHMe perncTpupyloLLero opraHa,
perncTpaumnoHHbIN HOMEP, KO HasoronaaTesblka B CTpaHe perncrTpaumm (MHKopnopauumn) nam ero
aHaJsor), MecTo HaxoXX4eHna NPOM3BOLCTBEHHbIX MJIOWAA0K, y4aCTBYIOLNX B Npouecce Npon3BoAcTBa
JIeKapCTBEHHOrO npenapaTa, C yKa3aHneM CTafum npouecca nponsBoacTBa;

6) HanMeHOBaHWE NIeKapCTBEHHOIO NpenapaTa (MeXxayHapoAHOoe HenaTeHTOBaHHOE, MW FPYNNUPOBOYHOE,
NN XMMUYECKOe N TOProBoe HauMeHOBaHMWS);

B) HOMep pernucTpaunoHHOro yaoCTOBEPEHNSA IeKapCTBEHHOMO nNpenaparTa;

) nekapcTBeHHas opMa C YyKa3aHMeM AO3MPOBKU SIeKapCTBEHHOr0 NpenapaTa U ero Koan4yecTea BO
BTOPUYHON (NOTPebnTENLCKON) YNAaKOBKE, @ TaKXKe KOMMNEKTHOCTb;

L) 3aperucTpupoBaHHas npefenbHas 0TNyCcKHas LeHa B pybnsx;

e) naTa 1 HoMep npukasa MmHMcTepcTBa 34paBooxpaHeHmnsa Poccuinckon ®egepauum o0 rocyaapCcTBeHHON
perncTpaumm unmn nepepermcrpaumm;

)K) BaTa BCTYMNieHUs B CMay nprkasa MuHUCTepCTBa 34paBooxpaHeHns Poccunckon degepauum o
roCyfapCTBEHHOW perncTpaunm nnn nepeperncrpaung;

3) LUTPMXOBOW KO, HAHECEHHbI Ha BTOPUYHYIO (MOTPebuTenbCKylo) YNakoBKYy JleKapCTBEHHOro npenapaTa;
1) KoL NleKapCTBEHHOro NpenapaTa no aHaTOMO-TepaneBTNYeCKO-XMMNYECKOW Knaccugmkaumm,
pekoMeH[,0BaHHOM BceMupHom opraHm3saumen 34paBooOXpaHeHNS.

7. BHeceHune B peecTp npefenbHbiX OTNYCKHbIX LeH peecTpoBOM 3anucu oCyLLeCcTBASeTCS Ha OCHOBaHUN
CBEeLeHMIN, NOJYYEHHbIX MPW roCyLapCTBEHHON perncTpaumm namn nepepernctpanmm B eHb NpuHATUA
MuHWCTepCcTBOM 34paBooxpaHeHns Poccunckon degepalum pelleHns:

0 roCyAapCTBEHHOW perncTpaunm;

0 nepeperucrpaumu;

06 ycTaHoBAEHMM NpefenbHON OTMYCKHOW LieHbl B COOTBETCTBUM C HacTbto 9 cTaTbn 61 PepepanbHOro
3aKoHa "O6 obpalleHnmn NeKapCTBEHHbLIX CpeacTB" .

Mpu nepeperncTpauumn peecTposas 3anucb AONONHAETCA HOMEPOM U AaTON peLleHns 0 nepeperncrTpauuu.
Mpu NpuHATUM MMHUCTEPCTBOM 34paBooXpaHeHns Poccunckon Gefepaunm pelleHmns o nepeperncrpaunm
COOTBETCTBYIOLAa NHOPMaLIMSA BHOCUTCS B peeCTPOBYIO 3aMucb C yKa3aHneM HoMepa v AaTbl NPUHATUS
peLleHns 0 nepeperncTpaunn.

8. BHeCeHne N3MEHEHMIN B PeeCTPOBYIO 3aMnCb OCYLLECTBASETCA B YaCTu:

N3MEHeHUs CBeAEeHWI 0 perncTpauuy gepxatens uam Bnafenbla perucTpaunoHHoro yaoCToBepeHuns
JIeKapCTBEHHOrO npenapaTa B Ka4eCTBe HasoronaaTeNblmKa (4158 POCCUNCKUX IOPUANYECKUX N, -
NOEHTUPUKALNOHHBIA HOMEP HaNoronaaTeNblUMKa, A8 MHOCTPAHHbLIX IOPUANYECKNX JIUL, - CTpaHa
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permcTpaumm, HanMeHOBaHNE PErnCcCTPUPYHOLLEro OpraHa, perucTpaLoHHbIN HOMEP, KOA,
HaJsiorornsaTesblinkKa B CTpaHe perncrpauum (MHKoprnopauum) nnm ero aHanor);

N3MEHEeHUs CBeAEHWI O perncTpaumm Npon3BoaANTENS eKapCTBEHHOrO NpenapaTta B KavyecTee
HasloronjaTesnblMKa B CTpaHe perncTpaumm (419 pOCCUNCKUX IOpUONYECKMX AL, - NAEHTUGNKALNOHHBIN
HOMep HaJsioronnaTenblymKa, 418 UHOCTPAHHBIX IOPULNYECKUX JIUL, - CTPaHa perucTpaunmn, HaumeHoBaHue
PerncTpupytoLero opraHa, perncTpaunoHHbI HOMepP, KO HanoronnaTenblika B CTpaHe perncrpaunm
(MHKOpropaLuun) niamn ero aHanor);

N3MEHEHUS MeXAYHapO4HOro HenaTeHTOBaHHOr0 HaMMeHOBaHWA (B Clyvae ero OTCyTCTBMUA - XMMUYECKOro
AN rPyNnNMpPOBOYHOIr0 HaMMEHOBaHNSA) NEKAapPCTBEHHOMO NpenapaTa;

N3MEHeHUs TOProBoro HaMeHOBaHWNS 1IeKapCTBEHHOr 0 NnpenapaTa;

HanucaHus IeKapCTBEHHON (hOpMbl;

HanucaHus LO3MPOBKY JIekapCTBEHHOI0 NpenapaTa;

N3MeHEeHUs Kofa JIeKapCTBEHHOr O npenapaTa no aHaTOMO-TepaneBTMYeCKO-XMMNYECKON Knaccugukaumu,
peKoMeH0BaHHOW BceMypHON opraHun3aLmen 34paBooXpaHeHns;

N3MEHEHUS JepXKaTens uan Blagenbla perncTpauoHHOro yaA0CTOBEPEHUS IEKAapCTBEHHOMO nNpenapaTa,
ero opraHu3aLnoHHO-NPaBoBOM (hOPMbI;

M3MEHeHUs NPOM3BOAUTENS, €ro OpraHM3aLnoHHO-NPaBOBON (hOPMbI, apeca NPON3BOAUTENS
JIeKapCTBEHHOrO npenapaTa npu YCI0BUN COXPaHEHNS ero NPUHaaNeXXHOCTU K FroCyAapCTBY - YeHY
EBpPa3ninCcKoro 3KOHOMMYECKOro COK3a UAN MHOCTPAHHOMY NPOU3BOANTENIO;

N3MEHEHNS NHOCTPAHHOIr0 NPOM3BOAMTENA IEKapCTBEHHOIO NpenapaTa Ha NMPOU3BOAMTENS FroCyAapcTBa -
YysieHa EBpa3nMmnckoro 3KOHOMMYeCKOro Co3a;

N3MEHeHUs HaMeHOBaHWU NMPOMN3BOACTBEHHbIX NAOLWAL0K, YH4aCTBYIOLLMX B MpoLiecce Npon3BOACTBa
JIeKapCTBEHHOrO npenapaTa, UX MeCT HaXOXAEeHUS NMpu YCI0BMM COXPAHEHNS UX NPUHALIEXHOCTH
rocyZLapcTBy - YieHy EBPa3mMnckoro 3KOHOMUYECKOro COt03a UM MHOCTPAHHOMY NPOU3BOAUTENIO;
N3MEHEeHUs HOMepa PermcTpaLMoHHOro yA0CTOBEPEHNS NEKapCTBEHHOMO NpenapaTa;

N3MEHEHUS LITPUXOBOr0 KOAA, HAHECEHHOIO Ha BTOPUYHYIO (MOTPebUTEeNbCKYI0) YNAaKOBKY JIEKapCTBEHHOMO
npenaparTa;

N3MEHEHUNS KOMMIEKTHOCTW IEKapCTBEHHOrO npenapaTa (Npy yCcioBunM OTCYTCTBMA U3MEHEHNS ero
KOMMYeCTBa BO BTOPMYHOM (NOTpebuTensCKom) ynakoBKe);

N3MeHeHns PopMbl BbIMYCKa JIEKAPCTBEHHOr0 NpenapaTta B Cly4yae ee CONOCTaBMMOCTHM Mo crocobam
BBELEHNSA U MPUMEHEHNS C IEKAPCTBEHHOW (POPMOI NEKAPCTBEHHOr 0 NpenapaTa, COAepKaLLencs B
peecTpe npefesbHblX OTMYCKHbIX LeH (3a NCKI0OYEeHNEeM ClyHaeB, MPesyCMOTPEHHbIX MYHKTOM 28 Mpasun
rocyfapCTBEHHON PErnucTpaunmn n nepeperncTpauumn npeaesnbHblX OTNYCKHbIX LLeH NPon3BoAMTENEN Ha
JIeKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B NePEeYEeHb XXN3HEHHO HEOBXOAUMbIX 1 BaXKHENLINX
JIeKapCTBEHHbIX NPenapaToB ANd MeaNLNHCKOrO NPUMEHEHUS, YTBEPXKAEHHbIX NOCTaHOBEHNEM
MpaBuTenbcTBa Poccniickon Pepepaunn oT 8 anpens 2025 r. Ne 462 "O rocygapCTBEHHOM PeryampoBaHnm
LiEH Ha JIeKapCTBEHHbIE NpPenapaThl, BKIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOOXOAMMbIX N BaXXKHENLLNX
JleKapCTBEHHbIX NpenapaToB 414 MegULNHCKOro NpUMeHeHns"), Npu yCIoBUN OTCYTCTBUA U3MEHEHUN B
L03UPOBKE (KOHLEHTpaLnn, akTUBHOCTM B e4MHMLAX OENCTBMA) IEKapCTBEHHOrO npenapaTa v obuiem
KOMIMYeCTBe BO BTOPMYHONM (NOTPebuTenbCKol) ynakoBKe IEKapCTBEHHOIO NpenapaTa;

N3MeHeHUs NpeaebHoON 0TAYCKHOM LieHbl Ha IeKapCTBEHHbIN NpenapaT, MPon3BeAeHHbIN B COOTBETCTBUM
C PerncTpaLmoHHbIM YAOCTOBEPEHNEM, BblAaHHbIM B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM POCCUMINCKON
®epepalmu, B CJiyvae Haan4mMa perucTpaunoHHoOro yaoCcToBepeHs Takoro iekapCTBEHHOro npenaparTa,
BbIAAHHOI0 B COOTBETCTBUM C [paBunaMy perncTpaunm 1 3KCnepTusbl 1eKapCTBEHHbIX CPeACcTB A4
MeOMLUNHCKOro NpUMEHeHns, yTBepXXAeHHbIMY peweHnem CoBeTa EBpasnincKon 3KOHOMUYECKOW KOMUCCUN
0T 3 Hosbpsa 2016 r. Ne 78 "O MpaBuniax perncTpaLmm n sKCnepTu3bl 1eKapCTBEHHbIX CPeACTB As
MeONLNHCKOro NPpUMEeHeHNa", N 3aperncTpupoBaHHON Ha HEro NpeaebHON OTNYCKHOM LieHbI B
YCTaHOBJIEHHOM MopsaKe.
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BHeceHne yKa3aHHbIX U3MEHEHW B PEECTPOBYIO 3aNuUCh C YKa3aHWEM HOMepa 1 AaTbl BHECEHWNS TaKnX
N3MEHEeHUN ocyLecTBAseTCS MUHUCTEPCTBOM 34paBooxpaHeHns Poccuinckon ®enepaunm bes
cornacoBaHuns ¢ PegepanbHON aHTUMOHOMNOIbHOW CNY>XO0I C cOXpaHeHneM nocnegHen
3aperncTpMpoBaHHON MW NepeperncTpMpoBaHHON NpeaesibHON OTNYCKHOM LieHbl Ha IEKaPCTBEHHbIN
npenapart B TeyeHne 10 paboymx gHen co AHA NOAYYEHUS MOAMMCAHHOIO SNEKTPOHHOM MOAMUCHIO
3a8BUTENS, BUIbl KOTOPON NpenycMoTpeHbl enepanbHbiM 3aKoHOM "O6 obpalleHnn NeKapCTBEHHbIX
cpencTB" , 3asBNEHNS O BHECEHWM M3MEHEHWIA B PEECTPOBYIO 3aMnCb O FrOCYyAapCTBEHHON PErncTpaLmm nam
nepeperncTpaumm npenesbHbiX OTAYCKHbIX LIEH NPOM3BOANTENEN Ha IeKapCTBEHHbIE NpenapaThl,
BKJIIOYEHHbIE B MepeYeHb KN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIEKaPCTBEHHbIX MpenapaToB 4N
MeONLNHCKOro NpMMeHeHNs, NpeacTaBAsSeMOro B 3JIEKTPOHHOM BMAE MO (hopMe COraacHO NpuaoXxeHuto Ne
1 nocpencTeBoM hefepasibHON rocyAapCTBEHHON MHGOPMaLMOHHON cucTeMbl "EQnHbIA nopTan
roCYyAapCTBEHHbIX Y MyHULUNAAbHbIX YCAYT (hyHKUMIA)" (Banee - euHbLIA nopTan) uian eanHon
NHMOPMaLMOHHON CUCTEMBI.

B cnyyae HENOSIHOTLI U (MKM) HEAOCTOBEPHOCTM NPEACTAB/IEHHbIX 3aABUTEIEM CBEAEHUN, COLEP KALLNXCA B
3a5BJIEHUUN, YKa3aHHOM B HaCTOALLEM NYHKTE, 3a9BMTe/b NPpeAcTaBaseT no 3anpocy MuHucTepcTsa
3[paBooxpaHeHns Poccunckon ®enepaunn, HanpasaeHHOMY B € 4MHON MHOPMALMOHHON CUCTEME,
COOTBETCTBYOLLYIO UHGOpMauuio. Cpok NpeacTaBaeHns 0TBETa Ha YKa3aHHbIN 3anpoc He MOXeT
npeBbiWaTb 5 paboynx gHeN Co AHA HanpaBJIeHNS Takoro 3anpoca.

MWHNCTEPCTBO 34paBo0XpaHeHNs Poccrinckon deaepaunm No pesyabTaTaM BHECEHUS U3MEHEHUI B
peecTpoBYytO 3annch yBegomnaseT o6 3ToM 3asaBMTend NocpeacTBOM €4MHOr0 nopTana uan eanHomn
NH(MOPMALMOHHON CUCTEMBI.

9. Mpn BHECEHNMN U3MEHEHUI B PEECTPOBYIO 3aMnCb B COOTBETCTBUM C MYHKTOM 8 HacTosLWux MNpasun B
cnyyae, ec/ii B paMKax 04HOro perncTpaunoHHOro yaoCcToOBEPEHNS JIeKapCTBEHHOro npenapaTa
3apernucTpmMpoBaHO HECKOIbKO NMpeaesibHbIX OTAYCKHbIX LIEH Ha 3TOT JIEKAPCTBEHHbLIN NpenapaT C Takumu
)Ke NeKapCcTBEHHOW (hOpPMOA, 103MPOBKON U KOANYECTBOM BO BTOPUYHONM (NOTPeObUTENLCKOI) YNaKOBKe,
nocneaHAs 3aperncTpMpoBaHHas npenesibHas 0TNyCKHas LeHa onpenenseTcs C y4eTOM KOMMIEKTHOCTH
JIeKapCTBEHHOrO npenapaTa, (hopMbl BbiMyCKa JIEKAPCTBEHHOIO NpenapaTa 1 CTPaHbl - MPOM3BOANTENS
NIeKapCTBEHHOro NpenapaTta (MPon3BOACTBEHHbLIX MAOWAA0K, YHaCTBYIOLWMX B MpoLLecce Npon3BoACTBa
NeKapCTBEHHOro nNpenapara).

10. CBefeHns 0 rocyaapCTBEHHON perncTpauny nam nepeperncTpaunm noaiexaT NUCKYEHNIO 13
peecTpa npefesnbHbIX OTMYCKHbIX LieH B C/lyYae:

OTCYTCTBWS JIEKAPCTBEHHOI0 NpenapaTta B obpalweHumn Ha TeppuTopun Poccuinckon ®eaepaumnm;
NCKJIIOYEHUNS IEKAapPCTBEHHOM 0 NpenapaTa U3 rocy4apCTBEHHOr0 peecTpa JIeKapCTBEHHbLIX CPeACTB As
MeONLNHCKOro MPpMMEHeHNs;

NCKIOYEHNS NEKAPCTBEHHOr0 NpenapaTa U3 NepeyHs XXn3HeHHO HE0BX0AMMbIX N BaXKHENLLNX
JIeKapCTBEHHbIX NPenapaToB Aad MeaULUNHCKOr0 NPUMEHEHMS;

OTMEHbI peLleHns 0 rocy4apCTBEHHON perncTpaLmm namn nepepernctpaumm;

MCTeYEeHNs CPOKa rOAHOCTM 3aperncTpupoBaHHOro B Poccuinckon depepauny NeKapCTBEHHOMO NpenaparTa,
CPOK AENCTBUS PErNCTPaLMOHHOM0 YAOCTOBEPEHUS KOTOPOr0 UCTEK;

NCTeYEeHNs CPOKa rOAHOCTM NOCNeAHEN BBEAEHHON B rpaxAaHCKuin 06opoT B Poccminckon depepauun
napTun IeKapCTBEHHOr O MpenapaTa Ha OCHOBaHWUW CBeAeHWIA, pa3MellaeMbix OefgepanbHon cnyxboi no
HaA30py B chepe 34paBoOOXPaHEHNS Ha OPULMaNbHOM canTe B MHPOPMaLMOHHO-TENEKOMMYHUKALMOHHOM
cetn "VIHTepHeT".

VickntoveHne ceefeHnin peecTpoBOi 3anncu n3 peectpa npeaesbHbiX OTNYCKHbIX LLeH B COOTBETCTBMM C
ab3auamu BTOPbIM, LWECTbIM U CEAbMbIM HAaCTOSALLEro NyHKTa ocywecTBnseTcs MUHUCTEPCTBOM
3ApaBooxpaHeHus Poccuickon Pegepaunn B TevyeHne 10 paboymx gHen o 4HA NOAYyYEHUS MOAMMCAHHOMO
3NEKTPOHHOW NOANUCHLIO 3a8BUTENS, BUAbI KOTOPOW NpeaycMoTpeHbl PeaepasibHbliM 3akoHoM "06
obpalleHnn nekapCTBEHHbIX CPeACTB" , 3aBNEHNS 006 NCKNIOYEHUN CBEAEHWNI N3 FTOCYAapCTBEHHOIO
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peecTpa npefesbHbIX OTNYCKHbIX LileH MPpOn3BOAMTENEN Ha IeKapCTBEHHbIE NpenapaThl, BKKYEHHbIE B
nepeyeHb XXU3HEHHO HEOBXOAMMBIX N BaXXKHENLLNX NEKAPCTBEHHbIX NPenapaToB A8 MeAULNHCKOro
NPYMEHEHNs, B CBA3M C OTCYTCTBMEM JIEKAPCTBEHHOMO NpenapaTa B obpalleHnn Ha TeppuTopuin
Poccunckon ®egepaumm, n (Mim) ucTe4eHneM Cpoka roaHoOCTH 3aperncTprpoBaHHOro B Poccuinckom
defepalMm NeKapCTBEHHOro npenapaTa, CPOK AeNCTBUSA PerucTpaLMoOHHOro yA0CTOBEPEHUS KOTOPOro
UCTeK, 1 (M) NCTEYEHMEM CPOKa MOAHOCTU NOC/iefHEN BBEIEHHOWN B rpa)kAaHCKMin 060poT B Poccminckon
defepaunm NapTMM NeKapCTBEHHOro NpenapaTa Ha OCHOBaHWUM CBeAEHWI, pa3MellaeMbix DenepansHON
cnyxboi no Hag3opy B cdhepe 3a4paBOOXPaHEHNS Ha OPULINASIBHOM CaTe B MHGOPMaLIMOHHO-
TeNIeKOMMYHUKaLMOHHON CeTN "MHTepHeT", NpeacTaBageMoro B 3/IeKTPOHHOM BuAe Nno hopMe COrnacHo
npunoxxeHuo Ne 2 ¢ MCNonb3oBaHMEM eANHOr0 NopTana Uan efMHON MHHOPMALMOHHOW CUCTEMBI.
VickntoveHne ceefeHnin peecTpoBOi 3anncu n3 peectpa npeaesbHbIX OTNYCKHbIX LLeH B COOTBETCTBUM C
ab3auamu TpeTbMM - NATHIM HAaCTOALLEr0 NYHKTa OCYLLEeCTBASeTCS MUHMCTEPCTBOM 34paBOOXPaHEHNS
Poccuinckon ®epepaummn B TedeHne 10 paboyunx aHen co OHS HACTYMNJIeHUS C/lyvaeB, YKa3aHHbIX B ab3auax
TpeTbeM - MATOM HAaCTOSALLEro NyHKTa.

VickntoveHne ceefeHnin peecTpoBOi 3anncu n3 peectpa npeaesbHbiX OTNYCKHbIX LLeH B COOTBETCTBMM C
ab3auamu WeCTbIM N CeAbMbIM HAaCTOALLEro NyHKTa MUHNCTEPCTBO 34paBOOXPaHEHMS POCCMINCKOW
defepaLnm BrpaBe oCyLLecTBAATL 6e3 3aABNeHNs 3aaBUTeNs 06 NCKIYEHUN COOTBETCTBYIOLLNX
CBELEHMIN U3 peecTpa npeLesnbHbIX OTMYCKHbIX LieH.

11. YNoNHOMOYEHHOE NNL0 3aABUTENS NPeACTaBASeT LOKYMEHT, NOATBEPKAAIOLLMIA ero NoJHOMOYNS, B
TOM 4ucie c yyetom TpeboBaHuin, NPeayCMOTPEHHbIX MYHKTOM 9 MpaBua rocyaapCTBEHHOW PerncTpaLum n
nepeperncTpaumm npenesbHblX OTMYCKHbIX LLEeH NPOM3BOANTESNIEN Ha JIeKapCTBEHHbIE npenapaThl,
BKJIIOYEHHbIE B NepeyeHb XXNU3HEHHO HEOBXOANMbIX N BaXXHENLLIWX IeKapCTBEHHbIX NpenapaTos A5
MeONLNHCKOro NPUMEHeHNS, YTBEPXXAEHHbIX MOCTaHoBAeHeM lNpaBuTenscTBa Poccuinckon Genepauum ot
8 anpens 2025 r. Ne 462 "O rocygapCTBEHHOM peryanpoBaHUM LIeH Ha JleKkapCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOAMMbIX N BaXKHENLIMX JIEKapCTBEHHbIX MPenapaToB A4Jis
MeLULMHCKOro npuMeHeHnsa".

12. NMpu NpnHATMM MUHNCTEPCTBOM 34paBooXpaHeHns Poccuinckon ®egepaumnm pewweHns 06 NCKAYeHnm
CBEeLleHMI 0 rocyapCTBEHHOM perncTpauny v nepeperncTpaumy COOTBETCTBYOLWAA peecTpoBas 3anuch
NPOU3BOANTCA B peecTpe npeLesbHblX OTNYCKHbIX LeH B Te4yeHne of4HOoro paboyero AHA CO AHA NPUHATKA
peleHns 06 NCKIYEHUN CBEAEHUI O FOCYAapCTBEHHON perncTpaLmm nam nepeperncTpaummn C ykasaHmem
OCHOBAHMWA U faTbl NPUHATUS TaKOro peLleHuns.

13. Jo/mKHOCTHbIE NMua MuHMCTEpCTBa 34paBooXpaHeHus Poccuinckon ®egepaum, yNoJHOMOYEHHbIE Ha
BHECEHWe CBeLleHNIN B peecTp npefenbHbIX OTNYCKHbIX LeH, U LO/MKHOCTHbIE nuua GefnepasbHom
AHTUMOHOMNOJIbHON C1YX6bl, YOJHOMOYEHHbIE Ha NPOBeAEeHNEe SKOHOMUYECKOr0 aHanmn3a npeaesibHon
OTMYCKHOW LieHbl B COOTBETCTBUN C METOLMKOW pacyeTa npenesibHblX OTMYCKHbIX LeH Npon3BoaMTe e Ha
NeKapCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MepPeYeHb XN3HEHHO HEOOXOAUMBIX 1 BaXKHENLLNX
JIeKapCTBEHHbIX NPenapaToB Aad MeaULUNHCKOr0 NPUMEHEHUNS, YTBEPXKAEHHON B COOTBETCTBUM C
depepanbHbIM 3aKkoHOM "O6 obpallleHnn NeKapCTBEHHbLIX CPeACTB" , NOyHalT COOTBETCTBYIOLWMA AOCTYN
K peecTpy npegesibHblX OTMYCKHbIX LeH NoCpeacTBOM heaepasibHOM rocy4apCTBEHHON NHGOPMaLIMOHHON
cucTembl "EAMHAN cucteMa MAeHTMAUKaLUM U ayTEHTUMUKaLUN B MHPPACTPYKTYype, obecneynsatoLLen
MH(OPMALMOHHO-TEXHOOM MYEeCKOe B3auMOAEeNnCTBME MHDOPMALIMOHHBIX CUCTEM, NCMO/b3YEMbIX AS
npefocTaBieHnsa rocyAapCTBEHHbIX M MYHULMNAIbHbLIX YCAYT B 31€KTPOHHOW hopMe" B COOTBETCTBUN C
MpaBunamu NCcnonb3oBaHUs efepanbHOM roCyfapCTBEHHOM MHDOPMALLMOHHON cucTeMbl "EQuHas cnctema
naeHTUUKaUnmM n ayTeHTudmrkauum B MHOPacTpykType, obecnednsatollen MHOOPMaLMOHHO-
TeXHOJIOrn4yeckoe B3aMMoaencTemne NHPOPMaLMOHHbBIX CUCTEM, UCMOJIb3YEMbIX 15 NpefoCcTaBaeHNs
rOCYAApPCTBEHHbIX Y MyHULMNAbHbLIX YCAYT B 3IEKTPOHHON hopMe", yTBEP)XAEHHLIMU NOCTaHOBIEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaumn oT 10 uions 2013 r. Ne 584 "06 ncnonb3oBaHMmn denepansbHoOn
rocyLapCTBEHHON NH(POPMALMOHHON cuCTeMbl "EANHAs cucTeMa NAEHTUUKALUNA U ayTEHTU(DMKaL UK B
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NH(PaCTPYKTYype, obecneynBatoLlen MHGMOPMALMOHHO-TEXHOIOMMYECKOE B3aUMOaenCTBME
NHMOPMaLMOHHbLIX CUCTEM, NCNOJIb3YEMbIX 405 NPefoCTaBfeHNS roCy4apCTBEHHbIX U MyHULUMANbHbLIX
yCAyr B 91€KTPOHHOW hopme".

14. CBefeHus, codep)xallmecs B peectpe npefefibHbIX OTMYCKHbIX LEeH, ABAAIOTCA OTKPbLITbIMU 4114
BCeobLLero 03HaKoOMNeHWs, pa3MeLLaoTca Ha oML ManbHOM canTe MMHUCTEPCTBa 34paBOOXPaHEHNS
Poccuinckon ®epepalm B MHGOPMaLIMOHHO-TENEKOMMYHUKALIMOHHOM ceTn "MHTepHeT" n obHoBASIOTCA
€XXeJHEBHO C COXPaHEHNeM BCeX NpeablayLmX peaakLnin peectpa NpeaenbHbiX OTMYCKHbIX LIEH.

15. MHdopmauma o 3aperncTpupoBaHHbIX N NEPEPErUCTPMPOBAHHBIX NPeaesibHbIX OTMYCKHbIX LeHaxX
pa3MellaeTCa B anTeYHbIX OpraHn3aumnax B ,EI,OCTyI'IHOI7I onga Bcex 3anHTepeCcoBaHHbIX JINLL qoopme C y4yeToM
rpynnupoBKK MO MeXAYHAaPOLHbIM HEMATEHTOBAHHbLIM HaVMEHOBaHWSAM JIeKapCTBEHHbIX NpernapaTos.

MPUJTIOXKEHNE Ne 1

K MNpaBrvnam BefeHns rocylapCTBEHHOro peectpa npefesbHblX OTNYCKHbIX LeH I'IpOI/ISBO,EI,VITe)'IEVI Ha
NeKapCTBeHHbIE MNpenapaThbl, BKJAKOYeHHbIE B NepevyeHb XXN3HEHHO HEOOXOAMMbIX U BaXXHEWLLNX
NEKapPCTBEHHBLIX NMpenapaToB A4 MEANLMNHCKOIO NpUMeHeEHNA

(dpopma)

3AABJIEHNE

0 BHECEHWW U3MEHEHWIN B PEeCTPOBYIO 3aniChb 0 FOCYNapCTBEHHON perncTpauuy iy nepeperncTpaLum
npeaenbHbIX 0TMYCKHbIX LeH NPOU3BOANTENEN Ha IEKAPCTBEHHbIE MpenapaThl, BKJIIOYEHHbIE B MepeyeHb
YKU3HEHHO HEOOXOAUMBIX U BaXKHEMLINX JIEKAPCTBEHHbIX NPenapaTos A1 MeAULMHCKOro NpUMeHeHNs

(HanMeHoBaHWe 3aaBUTeNS 1, agpec, aapec 3JIEKTPOHHON MOYThl)

(HaumeHoBaHMe gep)xaTena uan Bnagesbla perncTpPaunoHHOro yaoCcToBEPEHNS NeKapCTBEHHOIO
npenapaTa 2, aApec, aapec 3J1eKTPOHHOM MNOYThbI)

Ne

n/nCtagns npoussoacTteallponssogntens (HanmeHoBaHne)AgpecCTpaHalnsg pOCCUNCKUX IOPULNYECKNX
ML - NOEHTUDUKALNOHHBIA HOMEp HasloronaaTeNblunKa, A8 MHOCTPaHHbLIX IOPUANYECKUX UL, - KO4
HaforonsaTesblinKa B CTPaHe perncrpauum (MHKopnopaumm)

nUnn ero aHanorHanMeHoBaHMe PErMCTPUPYIOLLErO OpraHaPerncTpaunoHHbLIN HoMep

12345678

Ne

n/nHomMep perncTpaLMoHHOr0 yA0CTOBEPEHNS NNIeKapCTBEHHOMO nNpenapaTa 3 MexayHapoaHoe
HenaTeHTOBaHHOE (UM XMMUYECKOe, UK TPYNMUPOBOYHOE) HanMeHoBaHUe 4 Toproeoe
HanMeHoBaHueJlekapcTBeHHas opma, A03UPOBKA, KOMMIEKTHOCTLOObLLEee KONMYECTBO

BO BTOpU4YHON (NoTpebutenbckon) ynakoskellpeaenbHas 0TNYCKHas LeHa Npon3BoanTens 3a
noTpebuTenbCKyto ynakoBky 5 6e3 yyeTa Hanora Ha AobaBneHHy0 cTouMocThb (pybnen)lUTpuxosow Kog,
HaHEeCEHHbIN

Ha BTOPMYHYIO (MOTPebUTENbCKYI0) yNaKoBKyKod aHaTOMO-TepaneBTUYeCKO-XNMNYeCKomn
KnaccudunkaummkKon eanHon ToBapHOM HOMEHKIATYPbl BHELUHEIKOHOMUYECKOW OEATENbHOCTY
EBpPa3ninCcKoro 3KOHOMNYECKOro coto3a 6

12345678910

YNosIHOMOYEHHOEe NNLL0

(DOMKHOCTB)
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(nognuce)

((hammnng, uma, oT4eCTBO (NPU HaNNYKUK)

KOHTaKTHble faHHble

(Homep TenedoHa)

(afpec 3N1eKTPOHHOMN MOYThI)

1 MNopj 3asBMUTENEM NOHMMAETCA AepXaTesb AN BAafeneL, perucTpaunoHHOro yooCToBepeHus
JIeKapCTBEHHOro npenapaTa 1y ynoJIHOMOYeHHOe UM IULLo, NpeacTasnsowme B MUHUCTEPCTBO
34paBooxpaHeHuns Poccuiickon degepaunm HacTosLee 3adBaeHNe.

2 Mop, neKapCTBEHHbLIM MpernapaToM MOHUMAETCS JIeKapCTBEHHbIN NMpenapaT, BKIOYEHHbIN B NepeyeHb
YKW3HEHHO HEOBXOAUMBIX U BaXXKHEMLLNX NEKAPCTBEHHLIX NPenapaToB A58 MeAULMHCKOTrO NPUMEHEHUS.

3 YKa3blBaloTCA CBeAEeHUS 0 PerncTpaLMoHHOM YAOCTOBEPEHUN IeKapCTBEHHOMO NpenapaTa, BblAaHHOM B
COOTBETCTBUM C 3aKOHOLATEeNbCTBOM Poccuinckon ®epepauuu, n (Mam) o perucTpauoHHOM
YyOO0CTOBEPEHMUM, BbISAHHOM B COOTBETCTBMM C [IpaBuiaMm perncTpaunm n 3KCnepTunsbl JIeKapCTBEHHbIX
CPefCTB AN MEAULMHCKOro NPpUMeEHeHWs, YyTBepXXAeHHbIMU pelleHrem CoseTa EBpasniickon
9KOHOMUYECKOWN KoMuccum oT 3 Hoabps 2016 r. Ne 78 "O Mpasunax perncTpauuy n 3KCnepTusbl
JleKapCTBEHHbIX CPeAcTB AN MeAULNHCKOro NpuMeHeHns".

4 B cniyqae OTCYTCTBUSA MeXAYHAapOLHOro HenaTeHTOBaHHOI0 HaMMeHOBaHWA B PerncTpaLoHHOM
yOOCTOBEPEHUN IeKapCTBEHHOMO NpenapaTa YKa3blBaeTCH HaVMeHOBaHWe JlIekapCTBEHHOro npenaparTa,
NpeayCcCMOTPEHHOE NepPeYHEM XU3HEHHO HEOOXOANMBIX 1 BaXKHENLINX NIeKapCTBEHHbLIX NpenapaToB AN
MeLNLUNHCKOro NpYMeHeHus.

5 B cnyvasx, NpeayCMOTPEHHbIX MyHKTOM 28 MpaBua roCyaapCTBEHHON pErmcTpaunni n nepeperncrTpaumnm
npefenbHbIX OTNYCKHbIX LLeH NPOU3BOANTENEN Ha IeKAapCTBEHHbIE NpenapaThl, BKAOYEHHbIE B NepeyeHb
YKWU3HEHHO HEOOXO0AUMBIX U BaXXKHENLLNX NEeKAapCTBEHHbIX NPenapaToB A58 MeAULMHCKOro NPUMEHeHUS,
YTBEPXAEHHbLIX NOCTaHoBNEHUEM NpaBuTenbcTBa Poccninckon Pegepaunm ot 8 anpens 2025 r. Ne 462 "O
roCyfapCTBEHHOM PeryJ/impoBaHui LIeH Ha JIeKapCTBEHHble NpenapaThl, BKJIYEHHbIE B MepeyeHb
YKU3HEHHO HeoBX0AMMBIX 1 BaXKHENLWNX IeKapCTBEHHbIX NpenapaToB 415 MeANLMHCKOro npuMeHeHmns",
LOMONHUTENBHO YKa3blBAaeTCa (hOpMa BbiNyCKa IeKapCTBEHHOr 0 npenapaTa, C Y4eTOM KOTOpOW
paccynTbiBaeTCA NpefesibHasa OTNYCKHasA LeHa MPoM3BOAMTENA 3a NOTPEBUTENbCKYIO YNaKoBKY
JleKapCTBEHHOr o npenaparTa.

6 YTBepxAaeHa peweHnem CoeTa EBpa3nmnckon skoHoMn4eckomn kommccum ot 14 ceHtabpa 2021 r. Ne 80
"06 yTBEPXXAEHMMN €ANHON TOBAPHON HOMEHKNATYPbI BHELLHEIKOHOMUYECKOW AeATeNbHOCTU EBpa3niickoro
9KOHOMUYECKOro coto3a 1 EANHOM0 TaMOXXEeHHOro Tapuda EBpa3minckoro 3KOHOMUYECKOro COt03a, a TakxXe
06 M3MEeHEeHUN N NPU3HAHUW YTPATMBLUMMK CUJY HEKOTOPLIX peweHui CoBeTa EBpa3uinckon
9KOHOMUYECKOW KoMumeccum".

MPUNOXEHWNE Ne 2

K MpaBunam BefeHNs rocyapCTBEHHOrO peecTpa npefesibHbIX OTNYCKHbIX LEH NPOU3BOANTENEN Ha
NeKapcTBEHHbIE MpenapaTbl, BKIOYEHHbIE B MepeyYeHb XKU3HEHHO HEODXOAVMBIX 1 BaXKHEMLLINX
NIeKapCTBEHHbIX NpenapaTos Aas MeAULUHCKOro NpuMeHeHus

(thopma)
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3AABJIEHNE

06 UCKNoYeHNN CBEAEHMI N3 TOCYAAPCTBEHHOrO peecTpa nNpeaesibHbIX OTMYCKHbIX LIeH NPOon3BOAMTENEN
Ha NeKapCTBEHHbIe npenapaThl, BKIYEHHbIE B MepevyeHb XU3HEHHO HEOOX0ANMbIX Y BaXKHENLINX
JleKapCTBEHHbIX NpenapaToB Ans MeAULNHCKOr0 NPUMEHEHUS, B CBA3W C OTCYTCTBUEM JIEKAapCTBEHHOM O
npenapata B obpalleHnn Ha TeppuTopun Poccuinckon depepaunn, U (Mam) MCTEYEHNEM CPOKa FOAHOCTH
3aperncTpupoBaHHoro B Poccminckon depepauun ekapCTBEHHOMO NpenapaTa, CPoK AeNCTBUA
perncTpaLmMoHHOr0 yA0CTOBEPEHNS KOTOPOro UCTEK, W (MSIM) NCTEYEHNEM CPpOKa FOAHOCTY NocneaHewn
BBEMIEHHOW B rpa)kaaHckumin 06opoT B Poccuiickonn Pepepauny napTum nekapCTBEHHOMO npenapaTta Ha
OCHOBaHWW CBEAEHNI, pa3MellaeMbix PefnepanscHon Cnyx60i No Haa3opy B chepe 34paBOOXPAHEHUS Ha
oML ManbHOM canTe B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHOW ceTun "UHTepHeT"

(HanmeHoBaHWe 3aaBuUTENsA 1, ajpec, agpec 3ﬂeKTpOHHOIZ noYThl)

(HaI/IMeHOBaHVIe nepxXxatenda nnn snagenbla pernctpaynoHHOro yooctosepeHnsa nNeKkapCTBeHHOro
npenapaTa 2 , agpec, agpec 3J1eKTPOHHON NOYTbI)

(ocHOBaHWe, B COOTBETCTBMMW C KOTOPbIM OCYLLECTBJIAETCSA UCKOYEHNE CBEAEHNIN U3 FOCYAapPCTBEHHOO
peecTpa npefesbHbIX OTMYCKHbIX LileH MPOU3BOAMTENEN Ha eKapCTBEHHbIE NpenapaThl, BKYEHHbIE B
nepeyveHb XXN3HEHHO HEOOXOAUMBIX 1 BaXKHENLINX NEKAPCTBEHHbLIX MPENapaToB A1 MegnLUMHCKOro
NpPYMeEHEHNs, B COOTBETCTBMM C ab3auamn BTOPLIM, LWECTLIM U CeAbMbIM NyHKTa 10 MNpaBua BegeHns
roCyfapCTBEHHOMO peecTpa npefesibHblX OTMYCKHbIX LeH NPOM3BOAMTENeN Ha leKapCTBEHHbIe npenapaTsl,
BKJIIOYEHHbIE B MepeYeHb KN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKaPCTBEHHbLIX MpenapaToB 414
MeONLNHCKOro NPMMEHeHNS, YTBEPXXAEHHbIX MOCTaHoBAeHNeM lNpaBuTenscTBa Poccuinckon Genepauum ot
8 anpens 2025 r. Ne 462 "O rocyaapCTBEHHOM PeryanpoBaHUM LIEH Ha IeKapCTBEHHbIE NpenapaThl,
BKJ/ItOYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLMX SIeKapCTBEHHbLIX MpenapaToB 4114
MegMLUNHCKOro npuMeHeHmnsa")

No

n/nCtagns npoussoacTteallponssogntens (HanmeHoBaHne)AgpecCTpaHalns pOCCUNCKNX IOPULNYECKINX
ML - NOEHTUDUKALMNOHHBIA HOMEP HaJsloronaaTeNblUnKa, A8 MHOCTPaHHbLIX IOPUANYECKUX UL, - KOA
HasioronsaTesblinKa B CTPaHe perncrpauum (MHKoprnopaumm)

nnn ero aHanorHanMeHoBaHMe PErMCTPUPYIOLLErO OpraHaPerncTpaunoHHbLIN HoMep

12345678

No

n/nHomMep perncTpaunoHHOr0 yA0CTOBEPEHNS NNeKapCTBEHHOMO nNpenapaTa 3 MexayHapoaHoe
HenaTeHTOBaHHOEe (U XUMNYeckoe,

WUAn rpynnnupoBoYHOE) HanMeHoBaHMe 4 ToproBoe HauMeHoBaHMeJlekapcTBeHHas hopma, 003UPOBKa,
KoMnaekTHOCTbOBb L ee KONNYeCcTBO

BO BTOPUYHON (NoTpebutenbckon) ynakoekellpeaenbHas 0TNyCKHas LeHa Nponu3BoanTens 3a
noTpebuTenbCKyto ynakoBky 5 6e3 yyeTa Hanora Ha AobaBneHHy0 cTouMocTh (pybnen)lLUTpnxosown Kog,
HaHEeCEeHHbIN Ha BTOPUYHYIO (MOTpebnTenbCKkyo) ynakoBKkyKoa aHaTOMO-TepaneBTUYeCKO-XMMMNYECKON
KnaccudunkaummkKon eanHon ToBapHOM HOMEHKATYPbl BHELUHEIKOHOMUYECKOWN OEATENbHOCTY
EBpa3ninCKoro 3KOHOMMYECKOro cot3a 6

12345678910

YNosHOMOYEeHHOEe NnNLLo

(DOMKHOCTB)

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru CTp. 26 3 38



(noanwuce)

(hamunns, ums, 0T4ECTBO (NPU HANYNN)

KOHTaKTHble OaHHble

(Homep TenedoHa)

(appec aN1eKTPOHHOM MOYThI)

1 Nop 3asBUTENEM NOHMMAETCA AepXKaTeNb WK Blafenel, perncTpaLluoHHoOro yaocToBepeHns
JIeKapCTBEHHOrO npenapaTa Wan ynoJHOMOYEHHOE UM L0, NpeacTasasowme B MUHUCTEPCTBO
3[paBooxpaHeHns Poccunckon ®efepaunm HacTosLLEee 3asBNEHME.

2 Mok neKkapCTBEHHbLIM NpenapaToM NMOHNMAETCS SIeKAapCTBEHHbLIN NpenapaT, BKJIIOYEHHbIN B MepeyeHb
YKN3HEHHO HEOBXO0AMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NPenapaToB A5 MeAULMHCKOrO NPUMEHEHUS.

3 YKa3bIBaloTCS CBEAEHNS O PErNCTPALVMOHHOM YLO0CTOBEPEHNN NIEKAaPCTBEHHOIO NpenapaTa, BblAaHHOM B
COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccunckon ®epepaunn, u (Mamn) o perncTpaunoHHOM
YyOO0CTOBEPEHMM, BbIAAHHOM B COOTBETCTBMM C [paBuiaMm perncTpaunm n 3KCNepTusbl JeKapCTBEHHbIX
CpencTB AN MeanLUMHCKOro NPUMEHEHUS, yTBEPXXAEeHHbIMY peleHnem CoBeTa EBpa3ninckon
3KOHOMUYECKON KoMuccum ot 3 Hosbpsa 2016 r. Ne 78 "O lMNpaBunax perncTpauum n skcnepTussbl
JIEKApCTBEHHbIX CPeACTB A% MeQULMHCKOr0 NpuMeHeHns".

4 B cniyqae OTCYTCTBUSA MEXAYHAaPOAHOro HenaTeHTOBAHHOIO HaMMEHOBaHNA B PErNCTPaLMOHHOM
YOOCTOBEPEHMM NNEKAPCTBEHHOMO NpenapaTa yKa3blBaeTCA HaVIMEHOBaHWE NEKapCTBEHHOr0 NpenapaTa,
npenycMoTpeHHOEe NepevyHeM XU3HEHHO HEOBXO0AMMbIX N BaXXHEWNLLMX JIeKapCTBEHHbIX NPenapaToB As
MeONLNHCKOro NPUMEHEHNS.

5 B cnyvasnx, npeayCMOTPEHHbIX MyHKTOM 28 lNpaBua rocy4apCTBEHHON PerncTpauny u nepeperncTpaunm
npegesibHbIX OTMNYCKHbIX LeH NPOU3BOAMTENEN Ha NEeKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYeHb
YKN3HEHHO HEOBXOOAUMBIX N Ba)KHENLLUNX IeKaPCTBEHHbIX MPenapaToB AN MEAULNHCKOrO MPUMEHEHNS,
YTBEPXAEHHbIX MOCTaHOBNEeHUEM MNpaBuTenbCTBa Poccninckon Pepepaunn ot 8 anpens 2025 r. Ne 462 "O
roCcygapCTBEHHOM PEryMpoBaHU LIEH Ha JIEKAPCTBEHHbIE NPenapaThl, BKJIOYEHHbIE B MEPEYEHb
YKN3HEHHO HeobX0AUMBIX N BaXXKHENLINX NeKAaPCTBEHHbIX MPenapaToB Aa5S MeAULMHCKOro NpuMeHeHns",
LONOJIHATESIbHO YKa3blBaeTCs (hopMa BbiNMyCKa JIeKapCTBEHHOIO NpenapaTa, C y4eTOM KOTOopow
pacCYNTbLIBAETCA NpenesibHas OTNyCKHasa LeHa Npon3BoAUTENS 3a NOTPebNTENbCKYI0 YNaKoBKY
JIeKapCTBEHHOr O npenaparTa.

6 YTBepxaeHa pewweHnem CoeTa EBpa3nnckon sKOHOMUYECKON komuccum ot 14 ceHTabpsa 2021 r. Ne 80
"06 yTBEPXAEHUN eANHON TOBAPHON HOMEHKJIaTYpbl BHELLHEIKOHOMUYECKON AesTenbHOCTY EBpa3ninckoro
3KOHOMUYECKOro coto3a 1 EgMHOro TamoxxeHHoro Tapuda EBpasninckoro 3KOHOMMUYECKOro Cot3a, a Takxe
06 M3MEHeHNUN N NPU3HAHMW YTPATUBLLMMUK CUJTY HEKOTOPbLIX pelleHnin CoBeTa EBpasniickom
3KOHOMUYECKON KoMMccmm'",

YTBEPXXIEHbI

nocTaHoBseHVeM lNpaBUTeNbCTBA
Poccuinckon ®epepauun

oT 8 anpens 2025 r. Ne 462

MPABUJIA
YCTaHOBJIEHUNSA NCMOJIHUTESIbHLIMI OpraHaMu cyobekTos Poccumnckon ®enepaLny npefesibHbIX pa3Mepos
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ONTOBbIX HaABaBOK U NpefesbHbIX PAa3MEPOB PO3HUYHBLIX HaABaBOK K (haKTUYECKUM OTMYCKHbIM LIEHaM,
YCTaHOBJIEHHbIM NMPOU3BOANTENSAMUN IEKAPCTBEHHbLIX NPENapaToB, Ha IEKaPCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEpeYeHb XU3HEHHO HEOOXOANMbIX U BaXKHENLINX JIeKapCTBEHHbIX NMPEnapaToB A/s
MeAULMHCKOro NpUMeHeH s

1. UcnonHunTeNbHble opraHbl cybbekToB Poccminckon ®epepauny NpMHUMAOT pelleHmns 06 yCTaHOBAEHUN 1
(MnKn) 3MeHeHMM NpeaebHbIX Pa3MepoB ONTOBbLIX HaabaBOK M Npeae/bHbIX Pa3MepoB PO3HUYHbIX
HanbaBoOK K (DAaKTMYECKUM OTMNYCKHbIM LeHaM (6e3 yyeTa Hanora Ha 1obaBneHHY0 CTOMMOCTb),
YCTaHOBJ/IEHHbIM MPOU3BOANTENAMMN JIEKAPCTBEHHbIX NMPEnapaToB, Ha IEKapCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOAVMMbIX N BaXXHENLIWX IEKaPCTBEHHbIX MPenapaToB 414
MeLMLMHCKOr0 NpUMeHeHns (4afiee COOTBETCTBEHHO - IeKapCTBEHHbIE NpenapaThl, hakTnyeckume
OTMYCKHbIE LIEHbI MPON3BOANTENEN, PELLEHNS), MOCE COrTaCOBaHNS MPOEKTOB pelueHni ¢ enepalibHon
QHTUMOHOMNONLHON CNyXB0oN.

MpenenbHble pa3Mepbl ONTOBbLIX HaAbaBOK 1 NpeaesbHbie pa3Mepbl PO3HMYHBLIX HaAbaBOK K PaKTUYECKMM
OTMYCKHbIM LIeHaM NPOU3BOAMNTENEN, Bblpa)XeHHbIE B MPOLEHTaX U AnddepeHUNPOBaHHbIE B 3aBUCUMOCTHU
OT CTOMMOCTW JIEKapCTBEHHbIX MpenapaToB, yCTaHAaBAMBAOTCSA B OTHOLLEHUN OpraHU3aLmMin oNnToBoOwW
TOProB/AN SIeKapCTBEHHLIMU CPeACTBaMUN, anTeYHbIX OpraHn3auun, UHAMBUAYaAbHbIX NpeanpuHMMaTenen,
NUMEeLLNX NNLEH3NIO Ha (hapMaLLeBTMYECKYIO AeATENbHOCTb, MEQULMHCKUX OPraHU3aLnii, UMeLWmx
JINLLEH3MI0 Ha (hbapMaLEeBTUYECKYIO feAaTeNbHOCTb, U X 060CcobneHHbIX Noapa3aeneHnii, pacnosioXeHHbIX B
CeNbCKNX HaCeSIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aumnm, oCyLLECTBASOLLNX
peann3auunio 1eKapCTBEHHbIX NpernapaToB Ha Tepputopusax cybbekToB Poccunckon depepauuu.

2. icnonHuTenbHble opraHbl cybbekToB Poccuiickon ®enepalnm yCTaHaBANBAOT NpeaesibHble pa3Mepbl
OMNTOBbIX HaAbaBOK 1 NpefesibHbIe pa3Mepbl PO3HUYHBLIX HagbaBoOK K (PaKTUYECKMM OTMYCKHbIM LleHaM
npou3BoanTeNEeNn B COOTBETCTBUMN C METOANKON, yTBEP)XAAaeMON DeepasibHOM aHTUMOHOMOLHON CiyXboi
(Danee - METOAMKA), NCXOASA U3 CNEAYIOLNX MPUHLMUMOB:

a) BO3MeLLEeHNe opraHM3aLmaM ONTOBON TOProBAW IEKAaPCTBEHHbIMY MpenapaTamMn, anTeYyHbIM
opraHusaunsm, UHAMBNAYaAbHbLIM MPeAnPUHUMATENAM, UMEOLLMM JIMLEH3NIO Ha DapMaLEeBTUYECKYIO
AeATeNbHOCTb, U MEQULMHCKUM OpraHn3aumaM, NMEoWmMM JNLEH3NI0 Ha dapMaLeBTUYECKYIO
NEATENbHOCTb, 1 X 060CO6EHHBIM NOAPa3LeNeHNAM, PACMOSIOXKEHHbIM B CENIbCKUX HACENEHHbIX MYHKTaXx,
B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aLnm, 3KOHOMMYECKM 060CHOBAHHbIX 3aTpaT, CBA3aHHbIX C
3aKYMKOW, XpaHEHNEM 1 peasin3aumnein NekapCcTBeHHbIX NpenapaTos;

6) yyeT pasmepa npubbinn, Heobxoaumon ons obecnevyeHns opraHM3aLniA ONTOBON TOProBAN
JIeKapCTBEHHbIMY MpenapaTamn, anTeYHbIX OpraHn3aunii, HANBMAYaNbHbLIX MPeanpuHUMaTenen,
NUMEeLLNX NNLEH3MI0 Ha (hapMaLeBTUYECKYI0 AeATeIbHOCTb, U MeQULMHCKUX OpraHn3aLnii, UMeoLWwmx
JNNLEH3MI0 Ha (hapMaLEeBTUYECKYIO AeSTENbHOCTb, 1 X 060C06EHHbIX NoApa3AeNieHniA, PACNO0XEHHbIX B
CeNbCKMX HaCeNIeHHbIX MYHKTaXx, B KOTOPbIX OTCYTCTBYIOT anTe4yHble OpraHn3auumn, cpeacTsaMmn Ha
o0bCcny>XMBaHWE NPUBIEYEHHOr0 KanuTaaa 1 (hMHaHCMpoBaHWE APYruxX 060CHOBaHHbLIX PACX040B;

B) y4YeT B CTPYKTYpe HafgbaBOK BCEX HANOrOB M MHbIX 06A3aTeNbHbIX NaaTeXXen B COOTBETCTBMMN C
3aKOoHoaTesibcTBOM Poccuinckon ®epepaunu.

3. cnonHuTenbHbI opraH cybbekTa Poccuinckon ®epepauy HanpaBaseT NPOEKT peLleHns B
depnepasibHY0 aHTUMOHOMOJIbHYIO Cy X0y .

4. K NpoeKTy pelleHns NpuiaralnTca cnenyloline JOKYMEeHTbI, 3aBEPEHHbIE PYKOBOAUTENEM MK
3aMeCcTuUTeNIeM PYKOBOANTENS UCMONTHUTENBHOIO opraHa cybbekTa Poccuinckon ®egepaumm:

a) NosSICHUTeNIbHasA 3anuncka, Coaepxallas B TOM Yncie 060CcHoBaHMe He0bX0AUMOCTY YCTAaHOBAEHNS UK
nepecMoTpa npefesibHbIX pa3MepoB ONTOBbIX HAaA0aBOK U NpefesbHbIX Pa3MepoB PO3HUYHbLIX HalbaBoK K
(haKTMYECKUM OTMYCKHbIM LleHaM npounssoauTenen;

6) pacyeTbl NpeaebHbIX pa3MepoB ONTOBbLIX HaAbaBOK 1 NpeaenbHbIX Pa3MepoB PO3HUYHbLIX HaabaBoOK K
(haKTMYeCKUM OTMYCKHbIM LleHaM Npoun3BoauTenei, oCyLeCcTBEHHbIE UCMOIHUTESIbHBIM OpraHoM cybbekTa
Poccuiickon ®epepaLimm B COOTBETCTBUM C METOAMKON MO (POpMaM, YTBEPXKAEHHLIM METOANKON, B (hopMaTe

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 28 13 38



3NEKTPOHHbIX WaboHOB henepasibHOM rocyAapCTBEHHON MHOPMALIMOHHON cucTeMbl "EanHasn
MH(OPMALMOHHO-aHaNMTYecKas cuctema "defepasnbHbl OpraH PeryimpoBaHus - permoHasbHble OpraHsbl
perynMpoBaHuns - CybbekTbl perynmposaHns".

5. MpoeKT peLleHns c npuiaraembiMy K HEMY JOKYMEHTaMu, yKa3daHHbIMW B MyHKTe 4 HacToAwmx Mpaswu,
npeacTtasnseTcs B PefepasbHy0 aHTUMOHOMObHYI0 CyX6y B ByMaxHOM BUAE 1AW B BULE INIEKTPOHHOI0
LOKYMEHTa, NOAMMCAHHOM0 YCUIEHHOW KBaAN(MULNMPOBAHHON 3/1eKTPOHHON NOAMNUCHIO, @ TakXe Ha afpec
3NEKTPOHHOM NoYyThl PefepanbHON aHTUMOHOMOJIbHON CNYXBbI.

MpoekT pelweHunsa peructpupyetca B PegepanbHoON aHTUMOHONObHOW CNyxbe B yCTaHOBNEHHOM NOPALKE.
6. PenepanbHas aHTUMOHOMObHas cny>kba B TedeHne 30 paboynx AHEN CO OHS perncTpaunm npoekTa
pelleHns HanpaBaseT B UCMOJHUTENbHLIN opraH cybbekTa Poccunckon degepalmm NpuHATOE €0 pelleHne
0 COrflacoBaHUM NpoekTa peweHuns nnbo 0b oTKasze B ero CorsiacoBaHuu.

7. B cnyvyae Heo6X0AMMOCTM YTOYHEHNA 1 (UAK) [OMONHEHUS CBEAEHNI, COLEPXKALLUXCS B LOKYMEHTAX,
yKa3aHHbIX B MYHKTe 4 HacToswwmx MpaBun, NCNONHUTENbHbIA opraH cybbekTa Poccuinckon ®epepaumm
npeacTaBnseT no 3anpocy ®enepansHON aHTUMOHOMOBHON CAYXObl COOTBETCTBYIOLLYIO LOKYMEHTaIbHO
0(hOPMJIEHHYIO NHOpMaLMIO.

CpoK npeacTaBneHns NCMONHUTENbHBIM OpraHoM cybbekTa Poccuiickon ®efepaLmm 3anpoLleHHON
MH(OPMaLMK He MOXeT npeBsbiwaTb 15 pabounx AHen co aHA nonyyveHns 3anpoca PenepanbHON
QHTUMOHOMOJIbHON CYXOBbI.

Mpwn 3TOM 06K CPOK pacCMOTPEHNS OKYMeHTOB PefepasibHON aHTUMOHOMONLHOW CNY>K60M He MOXeT
NPeBbIWATb CPOK, MPEAYCMOTPEHHLIN MYHKTOM 6 HacToAwmx NMpaBna n ab3auem BTOPbIM HaCTOSLLEr0
NyHKTa.

Mpn HeNoCTynAeHWM OT UCMOSIHUTENBLHOr0 opraHa cybbekTa Poccuinckon ®efiepalin B yCTaHOBJIEHHbIN
CPOK 3anpoOLLEHHON AOKYMEHTaNbHO 0hOPMIIEHHON NHopMauun PepepanbHasd aHTUMOHOMObHAA Cyxba
B TeyeHme 5 paboynx gHen co OHS ncTtevyeHms obLiero cpoka NPUHUMAET pelleHne 06 oTkase B
COrlacoBaHuMM NPOEKTa peLleHns.

8. OcHOBaHMAMYK ANF 0TKa3a B COrlacoBaHMUN NPOEKTa PeLLeHNs ABAAIOTCS:

a) HEeCOOTBETCTBME pacyeTOB NpeaAesibHbIX Pa3MepoB ONTOBbIX HaAbaBOK 1 NpeAesibHbIX Ppa3MepoB
PO3HMYHBLIX HaAbaBOK K (DAaKTUYECKUM OTMYCKHbLIM LIeHaM NPOM3BOAUTENEN pacyeTaM, NPeasyCMOTPEHHbIM
METOONKOR;

6) npeacTasneHne B efepanbHyo aHTUMOHOMOJIbHYO CNYXKOY YKa3aHHbIX B MyHKTe 4 HacToAwmx Mpasun
LOKYMEHTOB, COAEp>KalLNX HeAO0CTOBEPHbIE CBEAEHNS;

B) OTCYTCTBME B NPeACTaB/IEHHbIX OKYMEHTax CBeAeHUn, TpebyeMbix B COOTBETCTBUMN C METOANKONM,

) NpeAcTaBAEHNE HEMOJTHOO KOMMIEKTa AOKYMEHTOB, YKa3aHHbIX B MyHKTe 4 HacToawmx Mpasun;

[) HeMoCTynaeHne oT UCNONHUTENIbHOrO opraHa cybbekTa Poccuinckon ®egepaLmm B CPoK,
YyCTaHOB/EHHbIN ab3aLeM BTOPbLIM NMyHKTa 7 HacTOSLWMX MpaBus, 3aNpoLeHHON LOKYMEHTabHO
0hOpMNEHHOW MHDOpMaLLK.

9. NHopmaumsa o cornacoBaHum nbo o6 oTkase B cornacoBaHum PegepanbHON aHTUMOHOMOJIbHOWN
cny>x60n NpoekTa peLleHnsa He nosgHee 3 paboumx LAHEN CO AHA NMPUHATUA pelleHns pa3MeLLaeTcs
depnepanbHON aHTUMOHOMNObHOM CNTYX601M Ha ouLMaibHOM canTe B MHOPMaLIMOHHO-
TesIeKOMMYHUKaLUMOHHON ceTn "UIHTepHeT".

10. NcnonHnTenbHbIN opraH cybbekTa Poccuinckon depepalim NnpuHUMaeT peLleHne B CPOK, He
npesbilatowmin 10 paboymnx aHen co gHA NonyyeHns pewweHns ®enepasbHON aHTUMOHOMOJIbHOM Cy>Bbl O
COrnacoBaHMM NPOEKTa peLleHns.

11. UcnonHuUTeNbHBbIN opraH cybbekTa Poccuiickon denepauun B TeyeHne 3 paboymx gHen co aHs
NPUHATUS peLleHns NpeacTaBaseT B PefepalibHy0 aHTUMOHOMOJIbHYIO CNTY>KOY KOMUIO peLlleHmns, a Takxe
HanpaBfaseT Konuio pelleHns B defepasnbHy0 aHTUMOHOMObHYIO CyX0y Ha afpec 371eKTPOHHON NOoYThI.
12. cnonHWTeNbHBbIN opraH cybbekTa Poccuinckon ®enepauunm He MeHee 4YeM 3a 10 paboyumx OHeN [0 OHS
BCTYMJIEHNA B CUJY peLLeHnsa pa3MellaeT NHPOPMaLIMIO O MPUHATOM peLleHn Ha CBOEM OhMLIMabHOM
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CcalTe B MH(HOPMALMOHHO-TESIEKOMMYHMKALMOHHON ceTu "NHTepHeT".

13. 3a npeacTtasneHne B ®efepanbHy0 aHTUMOHOMONLHYIO CyX0y AOKYMEHTOB, COAEPXKALLMX
HeOOoCTOBEepHble CBeEHMS, PYKOBOAMTESb (3aMeCcTUTEeNb PYKOBOAUTENA) NCMONHUTENBHOMO OpraHa
cybbekTa Poccuiickon ®efepalmm HeCeT OTBETCTBEHHOCTb, MPEAYCMOTPEHHYIO 3aKOHOAATEbCTBOM
Poccuiickon ®epepaumm.

YTBEPXXIEHbI

nocTaHoBNeHVeM lNpaBUTenLCTBa
Poccuinckon ®epepauun

oT 8 anpensa 2025 r. Ne 462

MPABUA

(HOPMMPOBAHNS OTMYCKHBIX LIEH Ha IeKAaPCTBEHHbIE NMPENapaThl, BKJIIOYEHHbIE B NepeYeHb XKU3HEHHO
HEOOXOAMMbIX U BaXKHEMNLLUX JIEKAPCTBEHHbIX MPEnapaToB A1 MeAULIMHCKOrO NPUMEHeHNs,
OpraHun3aLnaMn ONTOBON TOPrOB/W NEKAPCTBEHHBIMW CPEACTBAMM, anNTeYHbIMU OPraHn3aLmnaMu,
WHOVMBUAYANbHLIMU MPEANPUHUMATENAMM, UMEOLLMMIU NLIEH3MI0 HA (DAaPMaLIEBTUYECKYIO AeSTeNbHOCTb,
MeAULMHCKUMI OPraHn3aumuamMm, UMeoLLIMMI IMLEH3MIO Ha (hapMaLeBTUYECKYI0 AeATENbHOCTb, U UX
060C061EeHHLIMU NOAPA3AENEHUAMN, PACTIONOMKEHHBIMU B CE&JIbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTey4yHble OpraHn3auum

1. OpraHusaumy oNnTOBOW TOProOBJIM NEKAPCTBEHHbIMK CpeacTBaMu (fanee - opraHM3aLnmy onToBoON
TOProBAKN) OCYLLECTBAAIOT peann3aLmio eKapCTBEHHbIX MPenapaToB, BKIOYEHHbIX B NEPEYEHb XXN3HEHHO
He0HX0AMMbIX N BaXXHENLUNX NEKAPCTBEHHbIX NpenapaToB A58 MegMLMHCKOro NnpuMeHeHns (ganee -
NeKapCTBEHHbIE MpenapaThl), Mo LieHaM, yPOBEHb KOTOPLIX (6e3 y4eTa Hanora Ha AobaBaeHHY0 CTOMMOCTL)
He LOJ/DKEH NpeBbillaTbh CyMMY (haKTUYeCKON OTMYCKHONM LieHbl MPOU3BOAMTENS IeKapCTBEHHOr0 npenapaTa
(nanee - akTMyeckas OTNyCKHas LieHa NPoM3BOAUTENS), HE MPEBLILIAOLWEN 3aperncTpUpoBaHHON Un
nepeperncTpMpoBaHHON NpeaesibHON OTNYCKHOW LIeHbl Mpou3BoAnTeNs (Ha AaTy peannsauuu
JIeKapCTBEHHOI0 NMpenapaTa NPoM3BOAMTENEM), U pa3Mepa ONTOBOW HaabaBKy, HE MPeBbILAOLEro
pa3Mepa npenesbHoOM ONTOBOW HaabaBKK, yCTaHOBJIEHHOrO B CybbekTe Poccuinckon ®epepaunu.
OpraHusaLmm onToBOW TOProBAM YYUTLIBAKOT HAJIOr Ha A0OABAEHHYI0 CTOMMOCTb B LieHe peasim3aLum
JIeKapCTBEHHOro npenapaTa B NOpAAKe, yCTaHOB/EHHOM 3aKOHOLaTeNnbCTBOM Poccunckon ®enepaumm.

2. CyMMapHbI pa3Mep oNToBbIX HaAbaBoK, NoOANEXaLUUX NPUMEHEHUIO BCEMU OPraHn3aLMsaMm onToBow
TOProBAu, y4acCTBYIOLLMMY B peannsaLnm 1eKapCTBEHHOr0 npenapaTa, pacCcYnTaHHbIA NCxons n3
(haKTU4eCKOM OTMYCKHOW LieHbl MPOM3BOANTENS, HE AOJKEH MpeBbILaTh COOTBETCTBYIOWMA NPpeAeNbHbIf
pa3mep onNToBON HaabaBKKM, YCTAHOBJIEHHbIN UCMONHUTENIbHBIM OpraHoM cybbekTa Poccuinckon
defepaunm, Ha TEPPUTOPUIO KOTOPOro OCYLLECTBASETCSA NOCTaBKa JIEKAPCTBEHHOMO NpenaparTa.

3. OpraHu3auuy onTOBON TOProBax, UMeILLMEe CTPYKTYPHbIE NofpasfeneHns po3HUYHON TOProBan, MoryT
(hopMMpPOBaTb PO3HNYHbBIE LIeHbl Ha IeKapCTBEHHbIE NMpenapaTbl C MPUMMeHEeHNEeM 0LHOBPEMEHHO ONTOBON U
PO3HMYHON HaabaBoOK K haKTUYECKON OTMYCKHOM LieHe npou3BoamnTens (6e3 yyeTa Hanora Ha
n006aBNEHHYO CTOMMOCTb), CYMMapHbI/ pa3Mep KOTOPbIX He JOJ/KEH MPEeBbIWaTb NPeaesibHbIX Pa3MepoB
OMTOBOMN 1 PO3HMYHOWN HafbaBOK COOTBETCTBEHHO, YCTAHOBJIEHHLIX B CybbekTe Poccuinckon depepauuu,
npw yCNoBUM BeleHUS pa3fe/lbHOro y4yeta onTOBON 1 PO3HWYHOW TOPrOBAN.

4. OpraHn3auumn onNnToBOM TOProOBAN, Peanun3yioLne NeKapCTBEHHbIE MpenapaThl NoTpebuTenaM no
LOrOBOPY KOMUCCUUN (KOMUTEHTLI) OT MMEHWN OpraHn3aLmnin po3HUYHON TOProBan (KOMUCCMOHEPOB), MOTYT
hopMMpoBaTb OTMYCKHYIO LIEHY Ha IeKapCTBEHHbIV nNpenapaT ¢ NPpUMeHeHMeM 04HOBPEMEHHO OMTOBOW Y
PO3HMYHON HabaBOK K (haKTUYECKOW OTMYCKHOW LieHe MPON3BOAMTENS, CYMMapHbIA pa3Mep KOTOPbLIX He
LO/KEH MpeBbIaTb NpefesbHbIX Ppa3MepoB ONTOBOM M PO3HWYHON HafbaBOK COOTBETCTBEHHO,
YyCTaHOB/IEHHbIX B CybbekTe Poccuinckon deaepaumu.
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5. AnTeyHble opraHm3aunn, MHANBMAYabHble NpeanpuHUMaTENN, UMEoLMe NNLEH3NIO Ha
hapMaLEeBTNYECKYIO OeATeNbHOCTb (fanee - MHANBUAYaAJIbHbIE NPEeANPUHMMATENN), MEAULNHCKE
opraHusauny, NMeLWwme ANLEH3NI0 Ha (hapMaLLeBTUYECKYI0 AeATEeNIbHOCTb, U nx 060cobneHHble
noapa3feneHns, PacnooXXeHHbIE B CEJIbCKMX HAaCeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauunu (ganee - MeguULUMHCKNE OpraHn3aumm), OCyLWeCcTBASIOT peasn3aLnio IeKapCTBEHHbIX
npenapaToB Mo LieHaM, YPOBEHb KOTOpPbIX (6e3 yyeTa Hanora Ha fo6aBEHHYIO CTOMMOCTb) He LO/KEH
npeBbIWaTb CyMMY PaKTUY4ECKON OTMYCKHOWM LIEHbI MPONU3BOAUTENS, HE NPEBLILLAOLLEN
3aperncTpMpoBaHHON UV MepPepPerncTpMpoBaHHON NpeaesibHON OTMYCKHONM LieHbl Mpou3BoanTend (Ha aaty
peanunsaunn IeKapCTBEHHOrO NpenapaTa NpoM3BOANTESNIEM), U pa3Mepa ONTOBON HanbaBkM U (1)
pa3Mepa po3HUYHOW HagbaBKM, He NpeBblLAOLLNX COOTBETCTBEHHO pa3Mepa npeaesibHON ONToBOW
HanbaBKM 1 pa3mepa NpenesbHOM PO3HNYHOW HanbaBKK, yCTaHOBNEHHbIX B CybbekTe Poccuiickom
depepaummn. AnTeyHble OpraHu3aumnmn, UHAMBNAYaAbHbIE NPEANPUHUMATENN U MEANLUHCKME OpraHn3aunm
YYUTLIBAIOT Hanor Ha f06aBNeHHYO CTOMMOCTb B LIEHE peann3aumnm N1eKapCTBEHHOr O NpenapaTa B
nopsigke, yCTaHOBIEHHOM 3aKOHOAATENLCTBOM Poccuinckon Genepauuu.

6. Pa3mep po3HMYHOM HagbaBKW, pacCYMTaHHbIA NCXOASA M3 DAKTMHECKOW OTMYCKHOM LieHbl MPOU3BOANTENS,
noaaexaluin NPUMEHEHNIO anTeYHbIMK OpPraHn3aunsaMu, MHANBUAYabHbIMU NPEeANPUHMMATENSMU U
MeONLUUHCKMUK OpraHm3aunsaMm, oCyLLeCTBASIOWMMMN peann3aLnto N1eKapCTBEHHbIX NpenapaToB Ha
Tepputopun cybbekTa Poccuiickon denepaLnn, He LOXKEH NPEBbILWATb COOTBETCTBYOLLMIA Npeae/bHbIN
pa3Mep PO3HUYHOWN HaabaBKK, yCTaHOBJEHHLIN UCMONHUTESIbHLIM OpraHoM cybbekTa Poccuinckon
denepauymn.

7. Mpwn bopMMpOBaHUN OpraHn3aLMaMi ONTOBO TOProBAW, anTEeYHbIMK OpPraHM3aumnsamMu,
WUHAMBUAYANbHLIMW NPeanpUHUMATENAMNA N MEAULNHCKMMUN OPraHn3aumnamMm oTnyCKHbIX LLeH Ha
JIEKapPCTBEHHbIE MpenapaThbl C MPUMEHEHNEM MpeaebHbIX Pa3MepoB ONTOBbLIX HaAbaBoK 1 (1an)
npenesibHbIX pa3MepoB PO3HMYHbIX HaabaBOK TaKMe OTNYCKHbIE LieHbl OKPYTAATCS N0 MaTeEMaTUYECKNM
npaBWaaM OKPYrieHUs 00 COThbIX YacTen pybns. Mpu pacyeTe NPUMEHEHHbIX YKa3aHHbIMY OpraHu3aunusmMm
N MHOMBMAYANbHBIMW NPeaNPUHNUMaTENAMU HaabaBoK LOMNYCKAETCS MNOrPeLIHOCTb, He MPeBbIlWatoLwas
pa3Mep OKpyrieHus.

8. Mo hakTU4eCKon OTNYCKHOW LIeHON NPOM3BOANTENSA Ha JIeKapCTBEHHbIV NpenapaT, Npovn3BedeHHbIN Ha
TeppuTopun rocyfapcTBa - YieHa EBpa3nnckoro 3KOHOMMYECKOro Cot3a, NoOHMMaeTca LeHa (6e3 yyeTa
Hanora Ha gobaBieHHY0 CTOMMOCTL), YKa3biBaeMas NMPOM3BOAUTENEM B CONMPOBOANTENBHON AOKYMEHTALINN
Ha TOBap W He MpeBbIllaoWas 3aperncTpMpPoBaHHy0 NN NepeperncTpupoBaHHy0 NPeaenbHY0 OTMYCKHYIO
LeHy NPOM3BOANTENS Ha IEKapCTBEHHbBIN NpenapaT Ha AaTy ero nepefayn poccUncKoMy nokynaTesto
(ynosHomMo4YeHHOMY 1M nnuy). Mpu 3TOM hakTu4eckas 0TNyCckHas LeHa Npon3BoanTeNs, ykasaHHas B
WMHOCTPaHHOW BantoTe, nepecynTbiBaeTca B pybam no kypcy LleHTpanbHoro 6aHka Poccuinckon ®egepaumm
Ha JaTy nepefayv iekapCTBEHHOr0 NpenapaTa NpPoM3BOAUTENEM rOCYAapCTBa - YieHa EBpa3minckoro
3KOHOMWYECKOr0 COt03a POCCUNCKOMY NMOKYyMNaTesto (YNoJIHOMOYEHHOMY UM N1LY) MO NepefaTovyHOMY akTy
WAV NHOMY aHaNIOrNYHOMY LOKYMEHTY.

Mok haKTUYeCKom OTNYCKHOW LIEHON Ha IEKapCTBEHHbIN NpenapaT MHOCTPAHHOro NpoM3BoANTENS (3a
NCKJIIOYEHNEM MPOU3BOAMTENEN FOCYAAPCTB - Y1eHOB EBPa3ninCKOro 3KOHOMNYECKOr0 COt03a) MOHMMAeTCH
LeHa (6e3 yyeTa Hanora Ha Ao6aBlEeHHYI0 CTOMMOCTL), YKa3biBaeMas MHOCTPAHHbLIM MPOU3BOAUTENEM
JIEKapCTBEHHOrO NnpenapaTa B CONPOBOANTESNIbHON LOKYMEHTALUN Ha TOBap, Ha OCHOBAHWUN KOTOPOM
ohopMnAeTCA fekNapalmns Ha ToBap, C Y4ETOM pacxo40B Mo yraaTe TaMOXKEHHbIX MOLWJIMH 1 cBopoB 3a
COBEpPLUEHNE TaMOXXEHHbIX OMepaLmin, CBA3aHHbIX C BbiIMyCKOM TOBApOB, He MpeBbILatoLas
3aperucTpMpoBaHHyo0 Nan NepeperncTpUpoBaHHY0 NPeaenbHy0 OTMYCKHYIO LIeHY NPpOM3BOAMTENS Ha
TaKoW JleKapCTBEHHbIV NpenapaT Ha AaTy BbiNyCKa TOBapa, YKa3aHHYlo B AeKaapauumn Ha ToBapbl. Mpu
3TOM haKTM4ecKas OTNyCKHas LieHa Npon3BOAMTENS, 3a4EKTapnpoOBaHHas B MHOCTPaAHHOW BaslloTeE,
nepecynTbiBaeTCsa B pybam no Kypcy LleHTpanbHoro 6aHka Poccuinckon ®enepauunm Ha aaty ohopMaeHNs
AeKnapauun Ha ToBapsbl.
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9. Peanm3aunsa neKapCTBEHHbIX NPenapaToB OpraHN3aLUmMsMy ONTOBOW TOProB/IW, anTeYHbIMU
opraHu3auusMu, HAWBUAYaNbHbIMY NPEANPUHUMATENAMMU N MEOULIMHCKMMI OPraHn3aLmsaMm
OCYLLIECTBNIETCA NPV HaM4YUM NPOTOKOA, COCTABIEHHOr0 Mo opMe COrlacHO NMPUIOXKEHNIO, 3a
NCKJIIOYEHNEM JIEKAPCTBEHHBIX MPenapaToB, KOTOpble He 6blIN BK/IOYEHbI B NEPEYEHb XKIN3HEHHO
HEeoOXOANMBIX 1 BaXKHENLIMX NeKapCTBEHHbIX NPenapaToB A8 MeAULMHCKOr0 NMPUMEHEHNS Ha AaTy WX
NpuobpeTeEHNs yKa3aHHbIMI OpraHn3aLuaMn v UHAMBUAYANbHbIMW NPEANPUHUMATENSIMU.

10. MpoTOKON, YKa3aHHbIA B MyHKTe 9 HacTosALWmMX MpaBua, MOXeT BblTb CO3[1aH B BUAE 3/IEKTPOHHOI O
LNOKYMEHTA, NOAMUCAHHOMO YCUIEHHON KBAaNN(PULIMPOBAHHO 31€KTPOHHON NOAMMUCHIO YNOJHOMOYEHHbIX
MWL, NMOCTaBLLMKA U MOKyNaTens.

MPUNOXXEHWNE

K MpaBuniaM HopMMPOBAHNS OTMYCKHBIX LIEH Ha JIEKAPCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeyeHb
)KN3HEHHO HEOOXOAMMBIX 1 BaXKHEMLINX JIEKAPCTBEHHbIX NPEnapaToB A1 MEANLIMHCKOr0 NPUMEHEHNS,
OpraHn3aunsaMn ONTOBOW TOProB/N JIEKAPCTBEHHBIMU CPEACTBAMU, anTEYHbIMIU OPraHn3aLnsaMu,
WHAVBUAYANbHLIMU NPEANPUHUMATENAMM, UMEOLLMMIY NLIEH3MI0 HA (DAaPMaLIEBTUYECKYIO AesTeNbHOCTb,
MeIVNLMHCKMMMN OpraHn3aLmaMu, UMELMMI INLEH3MI0 Ha DapMaLleBTUYeCKYI0 AesTeNbHOCTb, U UX
060C061EeHHBIMU NOAPA3AENEHUAMN, PACTIONOMKEHHBIMI B CE&JIbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTey4yHble OpraHn3auum

(thopma)

MPOTOKOJ1
corjlaCcoBaHuA LUEH NMOCTaBKW JIEKAPCTBEHHbLIX MPenapaToB, BK/IIOYEHHbIX B NEPEYE€Hb XXN3HEHHO
HEoOXO0AMMbIX 1 BaXXHEMNLLNX JlIeKapCTBEHHbIX NMpenapaToB Asa MeanLUMHCKOro npuMeHeHnsa

(mocTaBLMK (OpraHmM3aLns onToOBOW TOProB/n)

(nonyyaTens (opraHu3aumsa oNTOBOW TOProOBAN WM OpraHM3aLmMsa PO3HUYHON Toproeam 1)
MeXXayHapoAHOe HeNMaTEHTOBAHHOE (MM XMMUYECKOE, WM FTPYNMNMPOBOYHOE) HauMeHoBaHeToprosoe
HaMMeHOBaHWe, NIeKapCcTBeHHAs opMa, A03MPOBKA, KOJIMYECTBO B NOTPEONTENbCKON YNaKoBKe,
wTpuxoson koaCepuslponssoantens3aperncTpupoBaHHas npeaenbHas 0TNyCcKHas LieHa Npon3BoauTenNs
(pybnen) 2 ®dakTnyeckas OTNYCKHas LieHa, yCTaHOBEHHasa npon3soanTenem (pybnen) 3 laTa peannsaumm
NIeKapCTBEHHOro NpenapaTta NPon3BoAnTeNeM Ha TeppuTopun Poccuinckon ®eaepaunnOTNyCcKHas LieHa
opraHu3auuy onToBoi Toproeau 4 Pazmep onToBol HanbaBKW opraHU3aLMy ONTOBON TOProsan 5
OTnyCcKHas LieHa opraHusaumm onToBon Toproean 6 CyMMapHbId pa3Mep onTOBbIX HabaBOK opraHu3aLmia
onToBou Toproeau 7 NpenenbHas OTNYCKHas LeHa opraHn3aumnm po3HUYHON ToOproesm 8

6e3 yyeTa Hanora Ha AobaBseHHY0 CTOMMOCTb (pybnen)c yyeTom Hanora Ha A06aBfeHHYO CTOMMOCTb
(pybnen)ynpolieHHasa cuctema Hanoroobnoxexms (pybnein)bes yvyeTta Hasora Ha fo6aBIEHHYO CTOMMOCTb
(pybnen)c yyeTom Hasora Ha AobaBsIeHHYO CTOUMOCTb (pybnen)npoueHToBpybenynpoLLeHHas cCMCTeMa
HanoroobnoxeHus (pybnein)bes yyeTa Hanora Ha gobaBneHHY0 CTOUMOCTh (pybnen)c y4eTom Hanora Ha
nobaBneHHy0 CTOMMOCTb (pybnein)npoueHToBpybeynpoLleHHas cucteMa HanoroobnoxxeHus (pybnei)c
YY4€TOM HaJiora Ha AobaBfieHHY0 CTOUMOCTb (pybnen)

1234567891011121314151617181920

(noanuck YMNOJITHOMO4Y€HHOI 0 JiLla NOoCTaBLKWKa - OpraHn3aunmn OMNTOBOW TOpFOBJ'II/I)

(thammnng, umsa, oT4eCTBO
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(Mpw Hann4mn)

(moanucb ynoJIHOMOYEHHOr o nLa

nonyvyartend - opraHn3salnn onNTOBOWN TOProsan nnun
opraHu3auny po3HNYHON TOProeamn 2

(ykaszaTb Hy>Hoe)

(dhamunns, umsa, oT4YeCTBO (NPU HaNNYNK)

S 20_ .
o 20_ .

1 AnTeuHble opraHnsauny, MHANBUAYasbHblE MPeANnPUHUMATENN, UMEOLME NINLIEH3MIO Ha
thapMaLeBTNYECKYI0 LeATeNbHOCTb, MEeAULIMHCKME OpraHu3aLmm, nMeowmne NMueH3mnio Ha
hapMaLEeBTMYECKYIO AeATeNbHOCTb, U NX 060Cc0bneHHbIE MOApa3LeNneHNs, PaCcnoI0XKEHHbIE B CENTbCKUX
HaCeNeHHbIX MYHKTaXx, B KOTOPbLIX OTCYTCTBYIOT anTeYHble OpraHM3aLun.

2 3aperncTpupoBaHHas npegesbHas OTNYCKHas LieHa NPpon3BOAMTENS Ha NEKAPCTBEHHbLIN Npenapar,
BKJIIOYEHHbIV B NEPEYEHb XXN3HEHHO HEOOXOAUMBIX U BaXKHENLINX JIEKAPCTBEHHbIX NPenapaToB AN
MeLMLMHCKOro NPUMEHeHUs, Ha faTy peanusalmm JekapcTBEHHOro npenapaTa NPpon3BOAMTEIEM Ha
TeppuTopun Poccninckon degepaunn.

3 MNpw yCTaHOBAEHWW LIEHbI MIHOCTPAHHbLIM NPOM3BOANTENIEM (haKTMYeCKas OTNYCKHasA LeHa Ha
JIeKapCTBEHHbIV MpenapaT YKa3biBaeTcs C y4eTOM TaMOXXEHHOWN nowanHbl 1 cbopoB 3a coBepLueHue
TaMOXEHHbIX OnepaLmi, CBA3aHHbIX C BbIMyCKOM TOBapOB.

4 Tlpu 3anosIHEHMW HACTOSALWEr0 NPOTOKOIA OpraHn3aLen onToBOW TOProBaun, KoTopas npuobpena
NEKaPCTBEHHbIN NpenapaT y NPoU3BOANTENS, YKa3biBAaeTCS LieHa peann3aunn NeKapCTBEHHOMO NpenapaTa
opraHu3aunen onTosow TOprosau. Mpu 3anofHEHNN YKa3aHHOr0 NPOTOKO1a OpraHM3aLen onTosown
TOProBau, KoTopas nprnobpenia NeKapCTBEHHbIV NpenapaT y APYroi opraHn3aum onToBOW TOProBn,
YKa3bIBaeTCH LieHa NprobpeTeHna nekapCcTBEHHOr0 npenaparTa.

5 3anonHseTcs opraHu3aumen onToBOM TOProBan, KOTopas Nnpuobpena NekapCTBEHHbIN NpenapaT y
APYron opraHv3auny oNToBOW TOProeaun. B cnyyae peannsauunm opraHusaLmnen onToBoON TOProsan
NeKapCTBEHHOro NpenapaTa Mo LieHe HUXe LieHbl ero npuobpeTeHns CTaBUTCS Npoyepk.

6 3anoNHSAETCA opraHmn3aL e onToBOW TOProBaKn, KOTopas nNpuobpena NekapCTBEHHLIN NpenapaT y
APYron opraHnsaunym onToBOW TOProB/N.

7 3an0JIHAETCS KaXkA0M OpraHn3aLuen onToBOM TOProBaN, KOTOpas peannsyeT JIeKapCTBEHHbIM Npenapar.
B cnyyae peannsauum opraHu3aumnein onToBOW TOProBAW NEKAPCTBEHHOr0 NpenapaTa no LeHe Huxe
(haKTMHeCKom OTMYCKHOWN LieHbl MPOM3BOANTENS CTAaBUTCS NPOYEpPK.

8 NHdopmauma HOCUT CAPaBOYHbIN XapaKTep, 3anoHAeTCs TONbKO OpraHn3aumen po3HUYHON TOProBK,
peann3yloLLen nekapCTBeHHbIE NpenapaThl KoHe4YHoMY noTpebuTento. Mpada 19 3anonHsaeTcs
opraHm3aunen po3HNYHON TOProBax, NPUMEHSIOLLEN YNPOLLEHHYIO CMCTEMY HanoroobnoxeHus, rpaga 20
3anoJIHAETCA OpraHu3aLmen pO3HNYHON TOProBaKn, NpUMeHsioLen 06LLYI0 CUCTEMY HaNoroob10XXeHN .
PacyeT npeaenbHON OTAYCKHOMN LieHbl OpraHu3aLnmy po3HUYHON TOProBIM NPON3BOAUTCA B COOTBETCTBUN C
MpaBnnamu HopMMPOBaHNSA OTMYCKHbIX LIEH Ha JIEKAPCTBEHHbIE NPenapaThl, BKJIIOYEHHbIE B NEPeYeHb
YKN3HEHHO He0BXOAUMBIX N Ba)KHENLINX eKAaPCTBEHHbIX MpenapaToB 415 MeAULNHCKOro NPUMEHeHNS,
opraHu3aunsMm onNTOBOW TOProBAN JIeKapPCTBEHHbIMU CPeACcTBaMM, anTeYHbIMU OpraHu3aumnamu,
NHAMBUAYANbHLIMY NPeanpUHUMaTENAMN, UMEIOLLMMIN NLEH3MNI0 Ha DapMaLEeBTUYECKYIO AeAaTeNbHOCTb,
MeONLUUHCKMMU OpraHm3aunsaMm, MMeLWwnumMmn anLeH3nto Ha hapMaLeBTUYeCKYI0 AeATeIbHOCTb, U NX
060c06.1eHHBIMU NOAPa3AENEHNSAMMN, PACMONOKEHHBIMU B CEJIbCKMX HAaCeNeHHbIX NMYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTe4YHble OpraHu3aunn, yTBepXAeHHbIMY NOCTaHOBAeHNEM [paBuTenbCTBa Poccuiickom
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®epepaumnn o1 8 anpens 2025 r. Ne 462 "O rocyfapCTBEHHOM PEryamMpoBaHUmM LieH Ha JIEKApPCTBEHHbIE
npenapaTsl, BKJIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOAMMbIX N BaXKHENLUNX IEKAPCTBEHHbIX MpenapaToB
4719 MeANLMHCKOro MpMMeHeHna", Ha 0CHOBaHUN NHGOPMaLUK, yKa3aHHON B rpadax 1 - 18, u nuHhopmauun
0 COOTBETCTBYIOLLEM NPEeAeNbHOM pa3Mepe PO3HNUYHOW HaabaBKM K yCTaHOBJIEHHON NPON3BOANTENEM
(haKTM4YeCKom 0TNYCKHOM LieHe (b6e3 yyeTa Haslora Ha Ao6aBsIEHHYI0 CTOMMOCTb) JIEKaPCTBEHHOIO
npenapaTta, yCTaHOBJIEHHOM UCMONHUTENbHLIM OpraHoM cybbekTa Poccuinckon depepaunn, Ha TEPPUTOPUN
KOTOPOro OCYLLECTBASETCA peannsaLmnsa JeKapCTBEHHOro npenapara.

MpumevaHue. M'padbl 1 - 8 3aN0NHATCA OpraHu3aLmMen oNnToBON TOProsn, KoTopas npuobpena
JleKapCTBEHHbLIN NpenapaT y Npou3BoanTens.

WHdopmauns, ykasaHHas B rpadax 1 - 8 opraHusaLmen onToBoN TOProsau, Kotopas npuobpena
NeKapCTBEHHbIA NpenapaT Yy NPOU3BOAUTENS, YKa3biBaeTca 6€3 M3MeHeHWn BCeEMU OMTOBbLIMU
OpraHM3aunamMu, y4acTBYIOLLMMN B peanim3aLn NeKapCTBEHHOro npenapaTa, B 0653aTensHOM Nopaake.

YTBEP)XX[EHbI

nocTaHoBNeHneM lNpaBUTeNbLCTBA
Poccunckon ®epepaunn

oT 8 anpens 2025 r. Ne 462

N3MEHEHWA,
KOTOpble BHOCATCA B akTbl MpaButenbcTBa Poccuiickon ®eaepaumm

1. B nocTtaHoBneHun Mpasutensctea Poccuinckon ®epepaunm ot 31 gekabpsa 2010 r. Ne 1221 "O nopsigke
Bbll@4M OpraHam UCNoSHUTENbHON BRacTn cybbekToB Poccminckon degepauum npeanucaHum o
NprBeAEHNN B COOTBETCTBME C 3aKOHOAATENLCTBOM Poccuinckon ®efepaumm peLieHnin 06 yctaHoBAEHUN
npefenbHbIX pa3MepoB ONTOBbIX HaAbaBOK U NpeAeNbHbIX Pa3MepPoB PO3HMYHBLIX HaA0aBOK K (haKTUYeCKUM
OTMYCKHbIM LleHaM NPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYyeHb XKXU3HEHHO
HeobX04MMbIX N BaXXHENLUNX IEKaPCTBEHHbIX NpenapaTos" (CobpaHue 3akoHOAaTeNbCTBa PocCcunckom
®epepaumm, 2011, Ne 2, cT. 384; 2013, Ne 24, cT. 2999; 2015, Ne 37, cT. 5153; 2020, Ne 40, cT. 6271):

a) B HAaUMEeHOBaHUM 1 NyHKTe 1 cnoBa "opraHaM NMCNOJHUTENLHOW BNacTK" 3aMeHNTb CJI0BaMu
"MCMNOJIHUTESIbHBLIM OpraHam";

6) B NyHKTe 2:

Mo TEKCTY C/10Ba "opraH UCNOJHUTEIbHOW BNacTn" B COOTBETCTBYIOLLUX YACSIE U NafeXe 3aMeHUTb
CNoBaMu "NCMOJIHUTENbHbIA OpraH" B COOTBETCTBYIOLNX YNCSIE N NadeXe;

cnoBa "oT 29 okTa6ps 2010 r. Ne 865," 3amMeHUTL cnoamu "oT 8 anpens 2025 r. Ne 462 "O
rocyfapCTBEHHOM pPeryJ/mpoBaHui LIeH Ha JIeKapCTBeHHble NpenapaThl, BKJIDYEHHbIE B MepeyeHb
YKN3HEHHO HEOBXOAMMBIX U BaXXKHEMLLNX NEKAPCTBEHHbLIX MPenapaToB A MeANLNHCKOro npuMeHeHnsa",";
B) MO TEKCTY NYHKTOB 3 - 5 C/10Ba "opraH UCNOAHUTENLHON BNacTK" B COOTBETCTBYIOLLMX YNCE N Nafexe
3aMEHUTb C/I0BaMM "MCNONHUTENbHBIN OpraH" B COOTBETCTBYIOLLNX YACIE U Nagexe.

2. B noctaHoBneHum MNpaeutensctea Poccuinckon Genepauun ot 28 aBrycta 2014 r. Ne 871 "06
yTBepxxaeHuu Mpasua GopM1MpoBaHUS nepeyvHein NnekapCTBEHHbIX NpenapaTos AN MeAULUHCKOro
NPVMEHEHUS N MAHUMAJIbHOMO aCCOPTUMEHTA JIEKAPCTBEHHbIX MPenapaToB, HEOBXOAMMbIX 4N 0Ka3aHMs
MeanuuHckon nomown" (CobpaHne 3akoHogaTenbcTBa Poccuinckon ®Peaepaunn, 2014, Ne 36, cT. 4855):
a) NYHKT 4 Npu3HaTb yTPaTUBLLKM CUAY;

6) [ONONHNTL NYHKTOM 4 1 cnefyoLero Coaep>XxaHus:

"4 1. MMHMNCTEPCTBY 34paBooxpaHeHuns Poccuinckon Gegepauum no coranacoBaHuio ¢ MMHUCTEPCTBOM
3KOHOMUYECKOro pa3suTna Poccuinckon ®epepaumm, MUHUCTEPCTBOM (pUHAHCOB Poccunckon ®epnepaumu,
MWHMCTEPCTBOM NPOMbILLIIEHHOCTU 1 TOproeam Poccuiickon ®epepaumm, MMHUCTEPCTBOM TpyLa U
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coumnanbHom 3awmnTbl Poccninckon ®depepaunm, MUHUCTEPCTBOM HayKK 1 BbiCLLero obpa3oBaHus
Poccuinckon ®epepaummn, PenepanbHon aHTUMOHOMNOIbHOM Cy>X6on n ®epepansHoni cnyxboi no Hag3opy
B Chepe 3awmThl NpaB noTpebutenen n bnarononyyns YenoBeka He pexe 04HOro pasa B rod, He nosgHee
15 okTA6ps, NnpeacTaBnaTh B MNpaBuTenscTBO Poccnitckon ®epepaLimm NpoekT NepeyHs XNU3HEHHO
HeobX0AMMbIX N BaXXHENLUNX NEKAPCTBEHHbIX NpenapaToB A1 MegMLMHCKOro NpuMeHeHns.".

3. B 0co6eHHOCTSAX FrOCYyAapCTBEHHOIO PEryMPOBaHNS NPeaesbHbIX OTNYCKHbIX LIEH NPOU3BOANTENEN Ha
JIEKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B MEPEYEHb XKN3HEHHO HEOOXOAUMBIX 1 BaXKHENLINX
JIeKapCTBEHHbIX NPenapaToB, yTBEP)KAEHHbIX NOCTaHoBAeHMeM MpaBuTenbcTBa Poccminckon Pepgepaunm ot
31 okTa6psa 2020 r. Ne 1771 "O6 yTBEpPXAEHMMN 0COBEHHOCTEN rOCYAapCTBEHHOIO PEryanpoBaHms
npegesbHbIX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYeHb
YKN3HEHHO HEOBXOAMMBIX U BaXXKHEMLLNX NEKAPCTBEHHbLIX MPEnapaToB, 1 BHECEHNN U3MEHEHWI B
oTAenbHble akThl MpaBuTenbcTBa Poccuinckon Pepepaunn” (CobpaHne 3akoHogaTenbCTBa Poccumnckon
®epnepaumm, 2020, Ne 45, ¢T. 7124; 2022, Ne 13, cT. 2105; 2024, Ne 21, cT. 2765):

a) B ab3aLle NepBOM NyHKTa 2 cnoBa "cy6bekToB 0bpalleHns NeKapCTBEHHbIX CPeACTB A8 MeAULMHCKOrO
NpyMeHeHns" 3aMeHNTb CI0OBaMK "aep)xaTenen uin snagenbles perncTpaLoHHbIX yA0CTOBEPEHNIA
JleKapCTBEHHLIX NpenapaToB (YNOJHOMOYEHHbIX UMW NUL) (fanee - 3asBUTENDL)";

6) NYHKT 5 M310XXUTb B CIeAyIoLLen pefakLumm:

"5. MMHNCTEPCTBO 3a4paBooxpaHeHns Poccuinckon ®epepaunm He no3aHee 2 paboynx AHEN Co OHS
NOCTYMNNEHNS 3aKI0YEHNA pa3MeLLaeT B IMYHOM KabnHeTe 3a9BMTENS, yKa3aHHOr0 B 3aKJIl04eHnu, B
thenepanbHOM rocygapCTBEHHON MHDOPMALIMOHHON cucTeMe "EQUHBIN NopTaa roCyaapCTBEHHbIX 1
MyHUUMMNaNbHbIX YCyr (DyHKUWRA)" (Danee - e4WHbIA NOpTan) U IMYHOM KabuHeTe 3a8BUTENS B €4MNHON
rocyZapCTBEHHON MH(OPMALIMOHHON cucTeMe B chepe 34paBooXpaHeHns (fanee - efnHas
WH(OpPMaLUMOHHAsA cucTeMa) B hopMe 371eKTPOHHOr0 AOKYMEHTa, NOAMNMUCAHHOIO 3IeKTPOHHOW NOAMNNUCHIO
3a8BUTENA, BUAblI KOTOPON NpeaycMoTpeHsbl PefepasnbHbiM 3akoHOM "O6 obpalleHnn nekapCTBEHHbIX
CpencTB", NpeasioXXeHne 0 nepeperncTpauny NnpeaenbHon OTNYCKHOM LIeHbl Ha JIeKapCTBEHHbIN npenapaTt
B COOTBETCTBMM C HACTOALWMM OOKYMEHTOM.";

B) B NYHKTE 6:

ab3aL nepsbI Nocne cnosa "kabuHeTe" AONOMAHWTL C/IOBaMM "3a9BMTENS Ha eAUHOM MopTaie amn B
eaNHOMN NHGOPMALIMOHHON cnucteme";

B NognyHkTe "B":

B ab3aue nepBoM cnoBa "c npunoxeHnem Ne 3 K MeToAMKe" 3aMeHNTL CNOBaMuK "C MeToAMKON", Cl0Ba
"noctaHoBneHnem MpaButenscTea Poccuinckon ®epgepaumnm ot 15 ceHTabpsa 2015 r. Ne 979 "O BHeceHum
N3MeHEeHU B NocTaHoBeHne MpaBnTenbcTBa Poccuiickon Pepepaunn oT 29 okTabps 2010 r. Ne 865 1 06
yTBEPXAEHMN METOAUKN pacyeTa npenesibHblX OTMYCKHbIX LeH NPOM3BOAMTENEN Ha NEKAPCTBEHHbIE
npenapaThl, BKJIOYEHHbIE B NMEPEYEHDb XXN3HEHHO HEOOXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaToB" 3aMeHUTb C/1I0BaMK "B COOTBETCTBUM ¢ PefepasibHbIM 3aKkoHOM "O6 obpalleHun
JIeKapCTBEHHbIX CpeacTs”;

B ab3aue BTOpoM cJioBa "npunoxxeHnem Ne 3 K METOAMKE" 3aMEHNTL C/IOBOM "MeToANKON";

) B NyHKTe 8:

ab3aubl NepBbIfi U BTOPOW AOMNOJIHUTL C/I0BaMK "3a8BUTENS Ha eANHOM NopTasie Uin B e AUHON
NMHOPMaLMOHHON cucTeme";

ab3al YyeTBepTLIN AOMNOAHUTL C/I0BaMK "3aABUTENA Ha €AMHOM NopTane U B e4UHON NHPOPMALIMOHHON
cucrteme";

1) B NyHKTe 9:

B ab3aLle nepBoMm:

cnoBa "B npunoxxeHum Ne 2 K MeTOAMNKE" 3aMeHNTb C/I0BaMu "B MeToanKe",;

AOMOSHWUTL CIoBaMK "Ha eQuUHOM nopTane 1 B e4NHON NHGOPMaLIMOHHON cnucTeme”,

B ab3aue TpeTbeM coBa "B NpuaoxeHun Ne 2 K MeETOAMKE" 3aMeHUTbL C/IoBaMK "B MeToAMKe";
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e) B NyHKTe 13:

noanyHKT "a" nocne cnos "B IMYHOM KabuHeTe 3adBMTENSA" OOMNOAHUTbL CZIOBAaMM "Ha eANHOM nopTanie u B
eMHOMN NHGOPMAaLIMOHHON cnucteme";

noanyHKT "6" nocne cnos "B INYHOM KabuHeTe" 4ONOSIHUTL CNOBaMK "3adBUTENS Ha eAUHOM NopTase u B
eaNHOM NH(OPMALIMOHHON cnucTeme";

K) noanyHKTbI "B" 1 "r" nyHKTa 14 nocne cnos "B IMYHOM KabuHeTe" OOMNOSHUTL CJI0BaMM "3a8BUTENS Ha
e4MHOM MopTase Wan B eAMHON NHHOPMaLIMOHHON cucteme";

3) B ab3aLe NnepBoM NyHKTa 15 ciioBa "B npuoxkeHnn Ne 2 K MeTOAMKE" 3aMEHUTb CNoBamMu "B MeToaMKe",
n) B NyHKTe 16:

B ab3aue nepeoM cnoBa "B NpunoxxeHum Ne 2 K MeTOAUKE" 3aMEHNTb C/I0BaMu "B MeToanke";

B ab3aLe BTopoM csioBa "c pa3aeniom VIl meToamkn" 3aMeHUTb caioBaMu "¢ MeToauKORN",

B ab3aue 4yeTBepTOM C/oBa "B NpuaoXKeHun Ne 2 K MeToAMKe" 3aMeHUTb C/IoBaMK "B MeToAMKe";

K) B NyHKTe 17 cnioBa "B NpuaoxeHun Ne 2 K MeToanKe" 3aMeHUTb C0BamMu "B MeToaunke",

n) B nyHKTe 19 cnosa "c nyHkTOM 30" 3aMeHUTb cioBaMm "¢ nyHKToM 33", cnoBa "oT 29 okTabpsa 2010 r. Ne
865 "O rocynapCTBeHHOM perympoBaHuM LieH Ha JIeKapCTBEHHbIE npenapaThl, BKJIKYEHHbIE B MepeYyeHb
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NPenapaToB" 3aMeHNTb CIoBaMu "0T 8 anpens
2025 . Ne 462 "O rocyLapCTBEHHOM PErynMpoBaHNN LEH Ha NeKapCTBEHHbIE NpernapaThl, BKIOYEHHbIE B
nepeyveHb XXN3HEHHO HEOBXOAUMBIX 1 BaXXKHENLUNX NEKAPCTBEHHbIX NPENapaToB A5 MeanLMHCKOro
npumeHeHuns".

MPUNOXXEHWE

K nocTaHoBAeHuio MNpaBnTenbCTBa
Poccuinckon ®egepaumm

oT 8 anpens 2025 r. Ne 462

MEPEYEHb
YTPaATUBLLUNX CUSTY aKTOB 1 OTHE/bHbIX MOJI0XKEHWA akToB MpaBuTensCcTBa Poccuiickon denepaumm

1. NocTaHoBneHune MpaBuTensctea Poccuiickon Pepnepaunm ot 29 okTabps 2010 r. Ne 865 "O
rocyfapCTBEHHOM pPerympoBaHui LIeH Ha JIeKapCTBeHHble NpenapaThl, BKJIYEHHbIE B MepeyeHb
YKU3HEHHO HeoBX0AMMBIX 1 BaXXKHENLWNX IeKapCTBEHHbIX npenapaTos" (CobpaHune 3aKOHOAATEIbCTBA
Poccuiickon ®epepaumm, 2010, Ne 45, cT. 5851), 3a ncknoyeHmem ab3ala ceabMoro nyHkTa 1 n nyHkTa 6
YKa3aHHOr 0 NOCTaHOB/IEHUS.

2. MyHKT 5 n3mMeHeHnn, KOTOpble BHOCATCA B aKThl [paBuTenbCcTBa Poccminckon ®deaepauny no sonpocam
npeaocTaBfeHNs rocyAapCTBEHHbIX YCAyr B cdhepe obpalleHns NekapCTBEHHbIX CPeACTB, YTBEPKAEHHbIX
noctaHoBseHneM MpaBuTenscTBa Poccuinckon ®epepaumm ot 5 gekabps 2011 r. Ne 1001 "O BHeceHun
M3MEHEHUN B HEKOTOPbIe akTbl [NpaBuTensCcTBa Poccuinckon ®enepaLim no BONPOCaM NpefocTaBaeHuns
rocyapCTBEHHbIX YCIyT B chepe obpalleHns nekapcTBeHHbIx cpeacTts" (CobpaHue 3akoHogaTeNbLCTBA
Poccuinckon ®egepaunn, 2011, Ne 50, cT. 7390).

3. MyHKT 129 u3aMeHeHWIN, KOTOpble BHOCATCS B akTbl [paBnTensCcTBa Poccuinckon ®epepaLy no Bonpocam
aeatenbHoCTM MHNCTEPCTBa 34paBooXpaHeHna Poccuinckon denepaunn, yTBEPKOAEHHbIX
noctaHoBneHueMm MpasutenscTBa Poccunckon deaepauun ot 4 ceHTabps 2012 r. Ne 882 "O BHeceHUn
M3MEHeHU B HeKOTopble akTbl [NpasuTenscTBa Poccuinckon ®epepaLm No BONPocam AeATeNbHOCTH
MuHncTepcTBa 34paBooxpaHeHns Poccuiickon ®epepaummn' (CobpaHue 3akoHoAaTenbCTBa Poccuinckom
®epepaumm, 2012, Ne 37, cT1. 5002).

4. TIyHKT 5 n3amMeHeHun, KoTopble BHOCATCA B akThl MpaBuTenbcTBa Poccminckon depepaumm B HacTu
OTMEHbl OrpaHNYEeHU Ha NCMOJIb30BaHME IEKTPOHHbBIX LOKYMEHTOB Npu B3aMOAENCTBUN
npeanpuHUMaTenei u opraHoB rocy4apCcTBEHHON BAACTH, YTBEPXKAEHHbIX MOCTaHOBAEHNEM
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MpaBuTenbcTBa Poccninckon Pepepaunn ot 15 aBrycta 2014 r. Ne 816 "O BHECEHUM N3MEHEHWI B
HeKoTopble akTbl MNpaBuTenbcTBa Poccuinckon denepaum B HaCTW OTMEHbI OrpaHUYeHnin Ha
NCMNOJIb30BaHME 3/IEKTPOHHbLIX JOKYMEHTOB NPW B3anMOLENCTBUN NpeanpruHMMaTenen n OpraHoB
rocygapcTBeHHown Bnactu" (CobpaHue 3akoHopaTenbcTBa Poccuinckonn depepaunn, 2014, Ne 34, cT. 4673).
5. MyHKT 43 n3mMeHeHnn, KOTOpble BHOCATCA B aKThl MpaBuTensCcTBa Poccuinckon deaepauny B CBA3N C
ynpa3aHeHuem ®efepasbHOM Cy>X6bl Mo TapudaM, yTBEPXKAEHHbIX MOCTaHOBNeHMEM [1paBUTENbCTBA
Poccuiickon ®epepaumm ot 4 ceHTabpa 2015 r. Ne 941 "O BHECEHMMN U3MEHEHUNI, MPU3HAHUN YTPATUBLLUMU
CWUJTy HEKOTOPbIX akTOB MpaBunTenbcTBa Poccuinckon ®egepauum B CBA3M C ynpasaHeHnem ®egepanbHon
cnyx6el No Tapudam n 06 yTeepxaeHun MNpasun npuHaTUs GenepanbHON aHTUMOHOMOLHON CyXX60M
pelweHui 06 onpeaeneHnn (ycTaHoBAeHNUM) LeH (TapudoBs) 1 (unn) nx npefefibHbIX ypoBHEN B chepe
LEeATENbHOCTN CYyOBEKTOB €CTECTBEHHBLIX MOHOMONIA U NUHBIX PErYANPYEMbIX opraHn3auuin” (CobpaHne
3aKoHogaTenbCTBa Poccunckon ®epepaunm, 2015, Ne 37, cT. 5153).

6. MocTaHoBneHUe MpaBuTenscTBa Poccuickon ®epepaumm ot 15 ceHTabps 2015 r. Ne 979 "O BHeceHUM
N3MeHEHUI B NocTaHoBeHMe MpaBnTenbcTBa Poccuinckon Peaepaunn oT 29 okTabps 2010 r. Ne 865 1 06
yTBEPXAEHMN METOAUKM pacyeTa yCTaHaBIMBaEMbIX MPON3BOAUTENSAMMN NNEKAPCTBEHHbIX NpenapaTos
npefesbHbIX OTMNYCKHbIX LeH Ha NeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIe B MepeYeHb XU3HEHHO
HeobX04MMbIX N BaXXHENLLMX IEKapCTBEHHbIX MPenapaTos, Npy UX roCyAapCTBEHHOW perucTpaumm u
nepepernctpaummn" (CobpaHue 3akoHogaTenbCTBa Poccuinckon ®enepauun, 2015, Ne 38, cT. 5302).

7. NocTtaHoBneHune MNpaBnutenscTBa Poccunckon ®enepaumm ot 3 dpespans 2016 r. Ne 58 "O BHeceHuUn
N3MEHEeHUN B NOCTaHoBNeHUe MNpaBuTenbCcTBa Poccuiickon ®enepaumm ot 29 okTabps 2010 r. Ne 865 n
NPU3HAHUKN YTPATUBLLUMMW CUNY OTAENbHbLIX N0JI0OXKEHWI akTOB lMpaBuTtenscTea Poccmnckon ®epepaymmn’
(CobpaHue 3akoHogaTenbCcTBa Poccminckonm ®epepaumm, 2016, Ne 6, cT. 853).

8. MNMyHKT 37 N3MeHeHNn, KOTOpble BHOCATCA B akTbl MpaButensctea Poccminckon ®egepaumm,
yTBEPXIAEHHbIX NocTaHoBNeHMeM MpaBuTenbcTBa Poccuinckon ®egepaumm ot 28 ceHTabps 2018 r. Ne 1152
"O BHECEHUMN N3MEHEHMNIN B HEKOTOPbIE akThl MpaBuTenscTBa Poccuinckon ®egepauun” (CobpaHue
3aKoHofaTenbCcTBa Poccuinckon denepaunn, 2018, Ne 41, cT. 6247).

9. MocTaHoBneHMe MpasuTenbcTBa Poccunckon ®epepaumm ot 8 okTabpa 2018 r. Ne 1207 "O BHeceHMM
N3MeHEHU B NocTaHoBNeHMA MpaBuTenbcTBa Poccminckon ®epepaumm ot 29 okTabpsa 2010 r. Ne 865 n oT
15 ceHTa6psa 2015 r. Ne 979" (CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2018, Ne 43, cT.
6597).

10. MocTaHoBneHue MpasuTtenscTBa Poccunckon depnepauum ot 16 gekabpa 2019 r. Ne 1683 "O BHeceHUU
N3MEHEHUN B HEKOTOPbIE akTbl MMpaBnTenbCcTBa Poccunckon ®enepaunm B HacTu roCyaapCTBEHHON
perncTpaumm n nepeperncTpaumm npenesbHbiX OTAYCKHbIX LIEH Ha JiekapCTBeHHbIe rnpenapaThl,
BKJIOYEHHbIE B NepeyeHb XXU3HEHHO HeoBX0ANMbIX 1 BaXXKHENLINX NeKapCcTBeHHbIX npenapaTtos” (CobpaHue
3aKoHofaTenbCTBa Poccuinckon Pepepaunn, 2019, Ne 51, cT. 7649).

11. MyHKT 2 nocTaHoBneHus MpaBuTenscTBa Poccuinckon ®epepaumm ot 3 anpens 2020 r. Ne 441 "06
0cobeHHOCTAX 0bpaLleHns IeKapCTBEHHbIX MPenapaToB 419 MEAULMHCKOrO0 MPUMEHEHNS, KOTOpbIE
npefHasHayveHbl 419 NPUMEHEHNS B YCIOBUSAX YIPO3bl BOZHUKHOBEHUS, BOSHUKHOBEHUS U IMKBUAALUN
Yype3Bbl4aMHON CUTYaUUn 1 NS OpraHu3aLny oKasaHns MeguuMHCKON NOMOLWM AnLam, NocTpagaBLInM B
pe3ynbTaTe Ype3BblHalHbIX CUTYaL M, MpeaynpeXAeHns Ype3BblHaHbIX CUTYauUnA, NPOPUNAKTUKNA 1
NneveHuns 3aboneBaHNiA, NPeACTaBAAOLNX ONACHOCTb AN1 OKpY>XXaloLwmX, 3a601eBaHNN U NOPaXKEHU,
MOJIYYEHHbIX B pe3ybTaTe BO3AENCTBUS HEONArONpPUATHBLIX XUMUYECKNX, BUOIOrMYECKX, paanaLMoHHbIX
thakTopos" (CobpaHue 3akoHoaaTenbCcTBa Poccuiickon Pepepaunn, 2020, Ne 15, cT. 2295).

12. MyHKT 1 n3MeHeHun, KOTOopbIe BHOCATCS B akThbl [MpaBuTenscTBa Poccunckon Gepepaunn,
yTBEPXIEHHbIX NoCcTaHoBNeHMeM MpaBuTenbcTBa Poccuinckon ®epepaumm ot 24 ceHTsabps 2020 r. Ne 1541
"O BHECEHUW N3MEHEHUI B HeKOoTopble akTbl MpasuTenscTBa Poccunckon ®epepauun” (CobpaHue
3aKoHofaTenbCTBa Poccuinckonm Pepepaunn, 2020, Ne 40, cT. 6271).

13. MyHKT 2 U3MEHEHUI, KOTOPbIE BHOCATCA B akThl [IpaBuTenscTBa Poccuiickon ®efepaLmm no BoONpocam
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obecneyeHns rpaxkiaH 1eKapCTBEHHbIMW NpenapaTaMu, yTBEPXKAEHHbIX NOCTaHOB/eHNeM [paBMTeNbLCTBA
Poccuinckon ®epepaumm oT 26 okTabpsa 2020 r. Ne 1733 "O BHECEHUN N3MEHEHWIA B HEKOTOPbLIE aKThl
MpaBuTenbcTBa Poccuinckon depepaumm no Bonpocam obecneyveHns rpakaaH IekapCTBEHHbIMU
npenapatamn" (CobpaHune 3akoHoaaTenbCTBa Poccuinckon ®enepauun, 2020, Ne 44, cT. 6991).

14. A63ay TpeTuin nyHkTa 1 noctaHoBneHna MpasuTtenbcTBa Poccminckon depepauun ot 31 okTabpa 2020
r.Ne 1771 "O6 yTBEpPXAEHNM 0COBEHHOCTEN roCyapCTBEHHOIO PEryIMPOBaHNA NPeaesibHbIX 0TMYCKHbIX
LileH NPOM3BOAUTENEN Ha SIeKapCTBEHHbIE NpenapaThl, BKJIIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOANMbIX 1
Ba)XHEMNLLMX NEeKaPCTBEHHbIX NPenapaToB, ¥ BHECEHUWN U3MEHEHWI B OTAESbHbIE aKTbl [IpaBMTeNbCTBA
Poccuinckon degepaumn™ n MU3MEHEHUs, KOTOpble BHOCATCSA B OTAe/IbHble aKTbl [paBuTenscTBa Poccninckon
depepaumnm, yTBepXAeHHbIe YKa3aHHbIM NocTaHoBieHneM (CobpaHue 3akoHoAaTeNbCTBa PoCCMICKOM
®epnepaumnm, 2020, Ne 45, cT. 7124).

15. MocTaHoBneHue MpasuTtenbscTBa Poccunckon depnepauum ot 18 Hosbps 2020 r. Ne 1858 "O BHeceHuMu
n3meHeHun B MpaBuna obasaTensHon nepepernctpaumm B 2019 - 2020 rogax 3aperncTprMpoBaHHbIX
npefesbHbIX OTMNYCKHbIX LeH NPou3BoAMTEeNe Ha NeKapCTBEHHbIE NpernapaThl, BKIOYEHHbIE B NepeYyeHb
YKN3HEHHO HEe0BXOAUMBIX N BaXKHENLINX eKapCTBEHHbIX npenapaToB" (CobpaHme 3akoHO4aTENbCTBA
Poccuinckon ®degepaunn, 2020, Ne 47, cT. 7556).

16. MyHKT 2 M3MEHEHWUI, KOTOPblE BHOCATCA B akThl [paBuTenscTBa Poccuiickon ®epeparimm,
yTBEPXEHHbIX NocTaHoBNeHMeM MpaBuTenbcTBa Poccuinckon ®epepaumm ot 6 Hosbps 2024 r. Ne 1498 "O
BHECEHUN N3MEHEHWI B HEKOTOopbIe akTbl MpaBuTenscTBa Poccuinckon ®epepaumun” (CobpaHue
3aKoHoJaTeNnbCTBa Poccuninckon Penepaunn, 2024, Ne 47, cT. 7111).
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