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YBaxkaemble NapTHepbt!

B cBA3K ¢ 3anpocamm Ha NpepocTasNeHe QOKYMEHTOB, NOATBERKAAIOWUX KAYECTBO RoCTaBaAemolt 000 Ndaiisep
WHHoBauuu {aanee — O6LecTBOM) NPOAYKUMH, HACTOALLKM NUCEMOM NHOOPMIUPYEM 8aC O HIKECABAYIOLLLEM.
MpeaycmoTpeHHoe YacThio 2 cratby 52.1 PegepanbHOro 3akoHa oT 12.04.2019r. N261-93 <<06 obpaiueHun
“lekapcTBEHHBIX  CPeACTB>>  ROATBEPMAEHWE BBO3IUMOrO NeKapCTBEHHOro npenapata TpeBoBaHUsM,
YCTBHOBAGHHLIM NPV €ro TrOCYAAapcTseHHOM  PEerucTpaluy, YnoAHOMOYEHHBIM AMLOM  [pou3BoOavTens
NeKapcTBEHHbLIX CPRACTB UK NpeAcTaBuTenemM OPraHMaauuk, ocywiecTsnatowell BBO3 NeKapCTBEHHOro npenapaTa
B Poccuitckylo degepaumnio U YNOAHOMOUYEHHOW WHOCTPaHHLIM NPOM3BOAUTENEM NEKapPCTBEHHbLIX CPEACTB ~
npepoctasnaetca Obwectsom B Poc3apasHaA30p hepes BEOAOM B rpaGaHcKuii oBopoT Kamaol naptum
BBosumorc B Pocculickylo ®epepauuio 1eKapcTBEHHOTO Npenapara 4NA MegUUMHCKOro NpUMeHeHUa, Kak aro
3aKkpenneHe B yKasaHHOW Bbiwe craTee deflepaNbHOTO 3aKOHa. [peaocTasneHne A3KHOrO AOKYMEHTa flocnhe
BBEAEHUA B rPaMAAHCKIUI 060POT He NPesycMOTPEHO DegepanbHbim 3aKOHOM.

NKRpopMaumMA O nNpeKpaweHuy rpaxkaaHckoro 0GOpoTa Cepun WAM NapTvk  JleKapcTBEHHOTO npenapata
pasmeuaetca PegepanbHoii cryxboit no Hapsopy B chepe 34paBooXpaHEHMA B TeueHue 3 pabouux aHel co AHA
NPUHATUA pelieHnn O NPeKPalleHk rpaxAaHcKoro obopora Ha csoem OdKUUMANLHOM CaliTe B UHPOPMBLMOHHO-
TeNEeKOMMYHNKaUMOHHON ceth <<WHTepHer>> c cobaogeHuem TpeBoBaHmMii 3aKoHopaTenbcrsa Poccuiickoi
®eaepalu 0 KOMMEPUECKOIi W UHOI OxpaHAemoii 3aKoHoM TaiiHe. N

Kpome Toro, Ha caiiTe PocsapaBHags3opa pasmelieHa <<MamATka No NpUemKe NeKapCTBeHHLIX Npenaparos B
cBA3u ¢ BCTynneHnem B8 Aeiicreue ¢ 29 HoaGpA 2019 r HoBOro Nnopafka BBOAA NEKAPCTBEHHbLIX NPenaparos 8
rpamaaHcKuii  obopoT>> (Aanee - MamrATka), NO CYTW He ABAAIOWIAACA HOPMATMBHLIM 2KTOM, HO BbIDAKAIOIAR
MO3NLMIO rocysapcTeeHHoli ciyBbl o Haasopy B cdepe 3apaBooxpaHeHwA. B n.l FlamaTkM YKa3aHo,|uTo
<<cepnm{napTiun) nexapcTeeHHbIX NPenaparos, MOCTYNAIOWUX B rpaaaHCKniA o6opoT nocae 29 Hoabpa 2019 If, He
ByayT CONPOBOMAATHCA AOKYMEHTAMM, COAGDMALMMU CBEAGHUA O 33PErUCTPMPOBAHHLIX AEKNAPAaUMAX O -
COOTBETCTBMM W BbiAAHHbIX CEPTUQUKATEX COOTBETCTBUA>>.[1.2 MAMATKA rOBOPUT O TOM, UTO MOCTaBKa
NleKapcTBeHHbIX NPENapaToB MOXET, HO He 0643aHa, CONPOBOMAATLCA NAacCNOPTOM (cepTnduKaTom) NpoussoguTens
0 COOTBETCTBMM CEpuM NEeKapCTBEHHOTO npenapara HOPMAaTMBHONM AOKYMEHTaUMM: noATBepMAeHUem
YNOAHOMOUEHHOIO M3 NPOUSBOGUTENA O COOTBETCTBUM BEO3UMOTO /IeKapCTBEHHOrO Npenaparta Tpe6oBaHNAM,
YCTAaHOBAEHHLIM NPY Ero roCYA3APCTBEHHOW PervcTpaumu. 3aKOHHOCTL HaxOMEBEHUA HapTUM B rPaMARBHCKOM
o6opoTe nposepreTca yepes oduLmankHbii caitt PocsgpasHaasopa.
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Takum o6pasom npeaocTaBAeHWe AOKYMEHTOB., MOATBEPMAAIOWMX KauyecTBo NOCTasARemMOi npoaykuvu He
ABNAETCA 06R3aTENbHbIM, AaHHbIE AOKYMeHTH! He Byayrt npeageyasn k A OBLEeCTBOM B KOMMNNEKTE OTFPY30UHbIX
AOKYMEHTOB HaunHar ¢ 31 mapra 2021 roga. Bea Heo8XoaumaR MHbebMaLms o cepusax, BBeAEHHLIX B 060poT nocne

C ysaxeHunem,

XaputoHoB CemeH

PykosoauTesnb HanpasaeHusA NPon3BoAacTB
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PEAEFAABHAR CANVXEA T10 HAAJOPY

B COEPE 3APABOOXFPAHEHMA

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
rnpenapaTa, No COCToAHMUIO Ha 26.03.2026 20:04»

Opranu3zanms, ITncbMma 00
JlaTa BHeceHHsI B IIpousBoguTeNb Homep Howmep, nara
Toprosoe . BbIITYyCTHBINAS B n3bsThH JIC
AHC (BBIITy CKAIOIHH Crpana CBefieHHsI 0 CTaHSIX POH3BOJICTBA HopmaTHBHast JOKyMeHTaIHSs M cepHH, pa3peleHHs Ha
HAHMEHOBAHHE rpakJaHCKHH (HOMED,
Poc3gpaBHagzopa KOHTPOJIb) NapTHH HJIII
obopor nara)
Ipaitzep Manodaxuypunr Hoiarens I'moX, JIT1-001475-070817; Wam. Nel x JITI-001475-070817; H3m.
ukBUC®; TAONETKH, I'epmanust (Y makoBIUK/(pacoOBIMK (B MEPBUUHYIO Ne2 k JITT-001475-070817; U3am. Ne3 k JII1-001475-070817;
MOKPBITHIE TJICHOUHOM Idpaiizep ynakoBky)); Ilcaitsep Mariodakuypunr [Jorunens Ham. Ne3 k JII1-001475-070817; Uam. Ned 000 "Tipaitse
02.02.2026 obosoukott 2.5 mr 20 mT., MboH0(9KIy pUHT I'epmanus I'm6X, I'epmanust (Y makoBmUK/(hacoBIUK JIT1-001475-070817; Wam. Ne5 x JIT1-001475-070817; H3m. " P NP8873 -
N N o HuHoBanyn
6ymctepsl (1), mauku Hotruneny I'm6X (BTOpUUHAs/TpeTUUHAs yrakoBKa)); [aitzep Aitpionn

KapTOHHBIE/ ~

®Dapmaceiotrkans, Mpnangus (Ilpoussoanrens
(rorogoti JID))

Ne6 k JITI-001475-070817; Uam. Ne7 k JII1-001475-070817;

Hzm. Ne8 k JITT-001475-070817; U3m. Ne9 k
JITT-001475-070817; U3m. Ne10 k JITT-001475-070817




