EBPA3UNCKASI SJKOHOMMYECKAS KOMUCCUS
COBET

PEIMEHMUE

«29» HOs1Ops1 2024 1. Ne 117 r. MockBa

O BHecennu usmeHenunii B [lpaBuia perucrpanuu u 3KCnepTH3HI
JIEKAPCTBEHHBIX CPEACTB IS MeAULMHCKOIO NPUMeHeH sl

B coorBercTBUM co crarbeit 7 CornamieHdss O €IUHBIX MPHHLIMIIAX
M IIpaBUilaX OOpallleHHsl JIeKapCTBEeHHBIX CPEICTB B pamkax EBpasuiickoro
SKOHOMHYECKOro corwsa or 23 nekabps 2014 roma, nyHkTom 84
npunoxxkenuss Ne 1 k PermameHty paboTel EBpazuiickoil 5KOHOMHYECKOU
KOMHCCUH,  yTBepxaeHHOMY  Pemenwem  Bricmero  EBpasuiickoro
SKOHOMHYECKOro cosera or 23 pekabps 2014 r. Ne 98, u nyHkrom 1
pacriopsbkenust  CoBera  EBpasuiickofi  3KOHOMHYECKOH  KOMMCCHHU
or 17 oxtsa0pa 2022 r. Ne 34 «O nmnpusHaHHM 110 WHHUIIHATHBE
YIOJHOMOYEHHOTO  OpraHa rocyjgapcrea — wieHa  EBpa3suiickoro
SKOHOMMYECKOIO COK3a PE3yJIbTaTOB PETUCTPALMK JIEKAPCTBEHHBIX CPEJCTB
JUISL. MEIIUIIUHCKOIO NPUMEHEHHUs], 3apEerUCTPUPOBAHHBIX B rOCYJlapcTBax —
uieHax EBpasuiickoro sxkoHomuyeckoro cotoza» CoBer EBpaswmiickoit
HKOHOMHUYECKOH KOMUCCHH P € I M JI:

l.Bruectu B IlpaBuna peructpalvd M SKCIEPTH3BI JIEKAPCTBEHHBIX

CpCACTB Il MEIHIMHCKOTO IIPHMEHCHHSA, YTBCPXKICHHBIC Penrennem
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Cosera EBpa3zuiickoii 3kOHOMUYECKOH KOMUCCHU OT 3 HOsiOpst 2016 . Ne 78,
MU3MEHEHHUS! COTJIACHO MPUJIOKEHHIO.
2.Hacrosmee Pemenune BeTymaeT B CWIY 10  HMCTEUEHHH

30 xaneHJapHBIX JHEH C NATHI €ro OpUIHAIBEHOTO ONYOJIUKOBAHHUS.

Yaensl CoBera EBpazuiickoii 9JKOHOMHYECKOH KOMHCCHH:




[TPUJIOXKEHHWE

K Pemenuto CoBera

EBpa3zulickoil 5KOHOMHUYECKOW KOMUCCHH
o1 29 Hos10pst 2024 r. No 117

H3IMEHEHMUA,
BHOcHMBbIe B [IpaBuia perucrpanun u dKcnepTU3bI
JIEKapPCTBEeHHBIX CPeACTB VISl MeJHIIHHCKOT0 MPUMeHeHHsI

1. IIpemnioxkenue mnepBoe noAmyHkTa «O» TyHKTa 21 JOMOIHUTE
CIIOBAMM JIMOO IO WHUIMATHBE YIOJHOMOYEHHOTO OpraHa rocyjapcrsa-
YJieHa B cOOTBETCTBUH ¢ nojpasaesnoM VIL.VI nacrosuux [paswmm.

2.Pazpen  VII ponmomuutes monpazmeriom  VILVI  crneayromiero

COJIEPIKAHHUSL:

«VIL. VI IIponeaypa peructpanuu JeKapcTBEHHOTO IpernapaTa
10 UHUIMATUBE YIIOJHOMOYEHHOT'O OpraHa rocyaapcTBa-ujieHa

120.13. YmonnmoMoueHHplii  OpraH  rocyjapcra-ujieHa  BIpaBe
3apEeruCTpUpPOBATh JICKAPCTBEHHBIN NpenapaT B COOTBETCTBUH C HACTOSIIHUM
IIOLPA3AETIOM IIPH OJTHOBPEMEHHOM BBIIIOJIHEHUU CIIEJTYFOIIUX YCIOBHIA:

a) JIGKapCTBEHHBIA  TIpenapaT He 3aperucTPUpPOBaH B JAHHOM
rOCY1apCTBE-4YJICHE, a TaKXKe OTCYTCTBYET PErucTpallisi ero aHajiorop Io
MEX/IyHApOAHOMY HenaTeHToBaHHOMY HauMeHoBanuto (MHH) (mo cocraBy
neictByronx BemectB) U koxy ATX (XumMudecko-TepaneBTHUECKO-

(papMakosoruueckasi HOArpyIia YeTBepTOro YPOBHS KIacCH(DUKAIIHN);



0) yIIOIHOMOYEHHBIH ~ OpraH  rocyjmapcTBa-wieHa B NOpPSJIKE,
YCTaHOBJICHHOM 3aKOHOJIATeNbCTBOM 3TOT0 TOCYAApPCTBa, MPHUHSUT PellicHIe
0 HEOOXOJUMOCTH PErHCTPalliy yKa3aHHOTO JIEKapCTBEHHOTO TIpernapara;

B) IIpH MOy YeHUH IIMCEMEHHOI'O coriacust aepskarens
PErUCTPALMOHHOTO  YZIOCTOBEPEHHUS] HA PETUCTPALUIO  JIeKAPCTBEHHOIO
nmpernapara 1o WHHIMATHBE YIOJHOMOUEHHOI'O OpraHa I'OCyJlapcTBa-ujieHa,
a TakKe Ha IpeJoCTaBIeHHe HOCTylla K PErucTpallMOHHOMY JIOChE
YIOJIHOMOYEHHOMY OpraHy TIoCyJapcTBa, MHULIUUPOBABIIEMY YKa3aHHYHO
IpOLEaypy, XU IPU IIOJYYEHUHM 3asBIEHHS IO (opMe, YCTaHOBIEHHOMN
npuinoxkerrneM No 2 k Hacrosium IlpaBuiiaM, Ha OyMa)KHOM HOCHTENIE WU
B BHJIE DJIIEKTPOHHOIO JOKYMEHTA, [I0JIIUCAHHOIO JIEKTPOHHOH IOIIHUCHIO;

I') IpY OTCYTCTBHUH B I'OCYJapCTBe-4JIeHE YCTAHOBIEHHOH MpOUeLyphl
perucTpaliy TakKor'o JIEKAPCTBEHHOrO Ipernapara ¢ YYeTOM II0JIOXKEHHH,
IIPeIyCMOTPEHHBIX IIYHKTOM 3 HacTosmux [Ipapmi;

1) IEKapCTBEHHBIM TIpenapaTr 3aperHCTpUpoBaH B pedepeHTHOM
rocyJlapcTBe B COOTBETCTBUU ¢ noapaszjenom V.1, paznenamu VI, VII u XIII
HacTosuux [Ipasuir.

120.14. IIpyspanye 1o MHMIMATUBE YIOJIHOMOYEHHOI'O  Oprasa
rocyaapcrBa-4jieHa pe3yabTaTOB PerncTpaliy JIEKapCTBEHHOI'O Ipernapara,
3apErMCTPUPOBAHHOIO B pe(epeHTHOM TroCyJapcTBe, OCYIIECTBISETCS Ha
OCHOBE JIaHHBIX PETMCTPALIMOHHOIO JOChE, MOJJAHHOro B pedepeHTHoe
roCy/apcTBO, AaKTyalbHOH pefakUUHM 3KCIEPTHOTO oTdera 00 OIleHKe,
MOJATOTOBIEHHOIO 3KCNEPTHONW oOpraHu3auueil pedepeHTHOro rocyaapcrsa,
pasMENIEHHOrO0 B €QWHOM peecTpe, a TakkKe C YUYETOM OTKPBITOH
00Imen0CTYTHON HHMOPMAIIUK O JIEKAPCTBEHHOM IIperapare.

YIOJIHOMOYEHHBIM OpraH TrocyaapcTBa-djieHa BIIPaBe 3alpoCHTh Y
YIOJIHOMOYEHHOr0 oprana (dKCIepTHOH oprasusanuu) pedepeHTHOro

rocy1apcTBa:
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aKTyallbHbIH OKCIIEPTHBIN OTUeT, yKazaHHbId B myHKTax 60, 103 wmmun 178
Hacrosiiux [IpaBu;

yrBepxieHHble OXJIL, HHCTPYKIHIO 110 MEAUIUHCKOMY TPUMEHEHHIO
(TMCTOK-BKNIAABII), MaKeThl YIaKOBOK M HOPMATHBHEIH JIOKYMEHT IIO
Ka4eCTBY;

BCE BEpPCHU (IIOC/IEN0BATENILHOCTH) PETHCTPALMOHHOIO JOChe B
pebepenTHOM TOCyapcTBE Ha MEPHOA JICUCTBUS PErHCTPALIUOHHOIO
YTOCTOBEDEHHUS B rOCYIapCcTBe, MHULMUPOBABIIEM MPOLEAYPY PErUCTPaAIUN
10 MHUIIMATHBE YIIOJIHOMOYEHHOT'O OpraHa rocyaapcTBa-uicHa.

K 3anpocy TOIDKHBI OBITE HPUIIOKEHBI KOTIMH 3asBIICHHS U IIACEMEHHOIO
COITIACHS IEPIKaTENs PETHCTPALMOHHOIO YJOCTOBEPEHUS, IIPEyCMOTPEHHBIX
noAmyHKToM  «B» nyHkra 120.13  Hactosmmx  IlpaBuii. Tlpu  sTom
3arpanmnBaeMble JOKYMEHTBI JIOJDKHEI OBITH [IPE/CTABIICHBI
YIIOJIHOMOYEHHBIM OpPIaHOM (SKCHEpTHOM opranusaiueil) pedepeHTHOrO
roCyapcTsa B CpOK, HE NPEBBIIAIOIINN 5 pabouux JHEH C JaThl MOIyYSHuUs
JTAaHHOTO 3a1Ipoca.

120.15. Cpox IIpOLIE LY PBI perucTpanumn o WHUIIUATUBRE
YIOJIHOMOYEHHOIO OpraHa rocCy/lapcTBa-4jieHa MCUMCISICTCS ¢  J1aThl
[HOJy4YeHUs  YHOJHOMOYEHHBIM OpPraHOM (3KCHEPTHOW OpraHu3allfei)
IMUCBMEHHOTO  COIJIaCHsT JIepiKarTelisl PErucTPallMOHHOIO yIOCTCBEpPEHHUS,
a TaKKe 3asBJIEHMS, YKa3aHHOIO B TOANYHKTE «B» MyHKTa 120.13 Hacrosmnmx
IIpaBun, 1 He goimxeH npesblmiaTh 40 padoumx JHEH 10 AATHl BbIJAYM
PErucTpalMoHHOro yjaocropepenus. Cpok BKIIKOUEHHUS CBEJICHHH B eXWHBII
peecTp He Ho/DKeH mpesblmiate 10 paboumx mHEH C Jarbl  BbIJIAYM
PErucTpalliOHHOr0 yI0CTOBEPEHUS.

120.16. PerncrpannoHnHoe y10cTOBepeHHe JIEKaPCTBEHHOTO Mperapara,
3apPETHCTPHPOBAHHOIO B COOTBETCTBHH C HACTOSIINUM ITOJPA3ICIIOM, BEIAETCS]

1o (opme coraacHo npuioxeruto Ne 17 x macrosium [IpaBuiam co cpokoM



4

JIEHCTBHS, YKa3aHHBIM B PErHCTPALMOHHOM YAOCTOBEPEHHH, BBIJIAHHOM
pedepeHTHEIM TrOCYJapCTBOM, €CIIM JEHCTBHE STOTO YIOCTOBEPEHHS HE
OTMEHSIETCs 10 UCTEYEHHs yKa3aHHOI O cpoka. B eIMHOM peecTpe MpHBOISTCS
OTMETKa O TOM, 4TO JIEKAPCTBEHHBIM MpemapaT B TIOCYyAapCcTBe-uiieHe
3apErucTPUPOBAH B COOTBETCTBUM C HACTOSIIMM ITOAPA3AesiOM, U CChIIKa Ha
YTBEpXkKACHHBIE pe()epeHTHBIM IOCY1apCTBOM SKCIIEPTHEIN 0TYET 00 OIEHKE U
MH(QOPMALIHUIO O JIEKAPCTBEHHOM IIperapare.

120.17. Cpox JIENCTBUS PETUCTPALUOHHOIO YJIOCTOBEPEHHUSI
JIEKapCTBEHHOIO IIpernapara, ykKasaHHbld B nyHkre 120.16 Hacrosmmx
IIpaBun, ™oxkeT OBITH YCTAHOBIIEH MEHEE CpOKa, YCTAHOBJIEHHOI'O
pedepeHTHBIM TOCYIAPCTBOM.

120.18. YnonHOMOUYeHHBIH oprax rocylapcTBa-4jeHa,
3apEruCTPUPOBABIIMKM  JIEKAPCTBEHHBIH TMpernapar B COOTBETCTBUU €
HACTOSIMM IOAPA3NEIOM, HMEeT JOCTYIl K PErHCTPAIHOHHOMY J0Che
JIEKAPCTBEHHOI'O IIpenapara, NpeJCcTaBIeHHOMY B YIIOJTHOMOYCHHBIH OpraH
(OKCIIEPTHYHO OpraHuszalnuio) pedepeHTHOro rocyJapcTBa, M KO BCEM
U3MEHEHUAM Ha TNPOTHKEHUH OKU3HEHHOIO  IMKJIA  JISKapCTBEHHOTO
npenapara, B ¢ly4ae HeoOXOIUMOCTH IPUMEHsieT TpeOOBaHUS O MepeBoje
OXJIII, “ECTPYKLUHXH 110 MEAULUHCKOMY MPUMEHEHHUIO (JIHCTKA-BKJIa/bIINa) U
MaKeTOB YIIaKOBOK Ha I'OCYJAapCTBEHHBIM S3BIK CBOErO TOCY/IapCTBa-4JIeHa,
COrJIacyeT MpUEMIIEMYIO JUISl [EPKATEIs PErUCTPALMOBHOTO YAOCTOBEPEHUSI

IPOLEAYPY OCYILECTBICHUS (apMaKoHaI30pa.».




