PELLIEHWE
06 OTKO3e B COrAQCOBAHUM NMepeperncTpaLMm NPeAeAbHbIX OTMYCKHbIX LeH

NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAIOYEHHbBIE B NepeYeHb
YKN3HEHHO HEODBXOAMMbBIX U BAYKHEMLLIVIX AEKAPCTBEHHbIX MpernaparoB

B coOOTBETCTBUM C MYHKTOM 9@ OCOBEHHOCTEN FOCYAQPCTBEHHOIO
PEMYAMPOBAHMST MPEAEABHbBIX OTMYCKHbBIX LEH MPOUN3BOAUTEAEN HA
AEKAPCTBEHHbIE NPENAPATLI, BKAKOYEHHbBIE B MEPEYEHDb YXM3HEHHO
HEOBOXOAUMbBIX N BODKHENLLVX AEKAPCTBEHHBIX NPENAPATOB, YTBEPMKAEHHbBIX
noctaHoBAeHnem lNMpaeutenbcTea Poccuickom Geaepaumm ot 31.10.2020 Ne
1771 (ranee — OcobeHHocTN), PeAePAAbHAST AHTUMOHOMOABLHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMOM MIUH3APOBA POCCcun
oT 31.08.2022 Ne 25-7/8509 AAS1 OCYLLECTBAEHMST SKOHOMMYECKOrO QHAAM3A
NPEeAEABHOW OTMYCKHOW LUEHbI MPOM3BOAUTEAS HO AEKAPCTBEHHbBIN MPENAPAT,
cooTBeTCTBYIOWMM MHH «POKypOHMST BpOMMAY», 3ASBAEHHDBIN K
nepepervictpaumm OO0 «BEPODAPM» (Poccus).

COraAacHO NpeACTABAEHHBIM AOKYMEHTAM U 3AKAKOHEHMIO POC3APOBHOA3OPA
oT 12.08.2022 Ne 02-53055/22 B OTHOLLUEHMUN AEKAPCTBEHHBIX MPENAPATOB,
cooTBeTCTBYIOLMX MHH «POoKypoHUs1 BpoMma» B GOPME BbINMYCKA «PACTBOP
ANS BHYTOUBEHHOIO BBEAEHMST, 10 MI/MA» BbISIBAEHBI PUCKN BO3HUKHOBEHMS
AEDEKTYPDBI B CBSI3M C LEHOOHBPA30BAHMEM HA HUX.

[pu NpoBEAEHNMN SKOHOMMYECKOIO aHAAM3A PAC Poccum BbISIBAEHO, YTO
npeAeAbHQAs OTMYCKHAS LleHA HO AeKapCTBeHHbIV npenapdaT «KpyapoH» (MHH
— «PokypoHus Bpommay), 3asiaeHHass OO0 «BEPODAPM» npesbilLaeT
3APErMCTPUPOBAHHYIO OTMYCKHYHO LLEeHY HA pedepeHTHbI ASKAPCTBEHHbI
NPEenApPAT, A TAKXKE 3AsIBAEHHbIE B PAMKOX OCOBEHHOCTEN NPEAEABHBIE
OTMYCKHblE LEeHbl ARYIMX MPOMU3BOAUTEAEN TAKMX YKE AEKAPCTBEHHbIX
npenapaTtos ¢ MHH «PokypoHmns BpoMmna», MAOHPYEMBIM OObEMOM BBOAC B
FPOMKAQHCKMIN OBOPOT B MOCAEAYOLLME 12 MECSILER KOTOPbIX
obecneymBaeTcs NOTPEBHOCTb CUCTEMbI BAPOABOOXPAHEHMST POCCUMCKOMN
deaepalm B HUX.

Mo aToMm nncbMmamm OOO «BEPODAPM» ot 12.09.2022 Ne 1-13/252 1

oT 22.09.2022 Ne 1-13/263 no pe3yAbTATAM HAMPABAEHUS 3AMNPOCOB

OAC Poccum O CHMYKEHUM 3ASIBAEHHOM LieHbI, 3ASIBAEHHAS MPEeAEAbHAS]
OTIMYCKHAS LEHA HE CHMKEHA AO YPOBHST OTMYCKHOWM LEHbI MPOOM3BOANTEASI HA
pPEePEPEHTHbBIN AEKAPCTBEHHBIM MPENAPAT U 3ASIBAEHHBIX MPEAEAbHbBIX
OTMYCKHbIX LEH APYIMX MPOUN3BOAMTEAEN. TAKIKE 3ASIBUTEAEM (MMCbMO

OO0 «BEPODAPM» ot 11.07.2022 Ne 1-13/187) npe ACTOBAEHbI CBEAEHVS B
Poc3aApaBHOA3OP B COOTBETCTBUM C OCOBEHHOCTSIMU O HOAUHYUA



NAQHMPYEMOrO 06beEMA BBOAQ B MOOMKAOHCKMY OBOPOT HA TEPPUTOPUMU
Poccumckon eapepaumm 3asIBAEHHOrO A€KAPCTBEHHOMO NPenapaTa Npu
TeKkyLen 30permcTpnpOBAHHOM NpeAeAbHON OTMNYCKHOM LieHe
MPON3BOAMUTEAS HO STOT AEKAPCTBEHHbIV NPENAPAT.

Y4nTbIBASI UBAOXKEHHOE, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 12
OcobenHocTen, PAC Poccum npuHSTo pelueHmne o6 OTKa3e B COrAQCOBAHNM
nepeperncTpaumm npeAeAbHOM OTNYyCKHOM LIEHbI HO CAEAYIOLLMN
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD MUBHEHHO HEODOXOANMbIX
N BODKHEWLLMX AEKAPCTBEHHbBIX MPENAPATOB:

«KpyapoH» (MHH — «POKypOHMS1 BoOMUAY), PACTBOPR AASI BHYTPUBEHHOTO
BBEAEHUS, 10 MII/MA, § MA, - QAAKOHbI (12) — NAYKN KOPTOHHbIE, B PA3MEPE
1578.,42 py6b.

T.B. Hmkeropoales



