PELLEHWE
O COrAOCOBOHNW MPEAEAbHBIX OTMYCKHbIX LEH MPOV3BOAUTENEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALUN U
nepeperncTpaumm yCTAOHABAMBAEMbIX MPOOM3BOAUTEASIMU AEKAPCTBEHHbIX
NPEenAPATOB MPEAEAbHbBIX OTNYCKHbIX LLeH HO AeKQPCTBEHHbIE NPEenApAaThI,
BKAIOYEHHBIE B MEepPEYEHb YKM3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVX
AEKAPCTBEHHbBIX NPENAPATOB, YTBEP)KAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865, PeaepanbHas
OHTVMMOHOMOABHAS CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuHsapaea Poccum o1 30.09.2019 Ne 20-4-4113028-C, 1 MPUHSIAG
pelleHe O COrAQCOBAHUM NPEAEAbHOM OTNYCKHOW LieHbl, 3ASIBAEHHOW HA
rocyAQpCTBEHHYIO perncTpaumio AO «BepTekc» (Poccust), HO CAEAYIOLLINKA
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHDBIN B NEPEYEHD MNZHEHHO HEOBXOANMbIX
N BODKHENLLMX AEKAQPCTBEHHbBIX MPENAPATOB:

«MeTpopMUH-BEPTEKC» (MHH - «MeThOopMUH»), TABAETKN, NOKPLITHIE
nAeHOYHOW 06oAo4Ykom, 1000 Mr., 10 WT. - YNOKOBKW SIMENKOBbIE KOHTYPHbIE (6)
- NAYKM KOPTOHHbIE , B padmepe 121,49 py®b.

DAC Poccum obpauw,aet BHUMAHNE, YTO BCTYNUBLUMM B CUAY € 07.06.2019
DeaepanbHbIM 3aKOHOM OT 06.06.2019 Ne 134-D3 «O BHECEHMN U3MEHEHUI B
DeaepanbHbI 30KOH «O6 06paLLEeHN AeKAPCTBEHHbIX CPEACTB» B YOCTU
rOCYAQPCTBEHHOIO PeryAupOBAaHUS LLEH HO A€KAPCTBEHHbIE NPEenapaThl,
BKAIOYEHHbI€ B NepeyYeHb XXU3HEHHO HEOOXOAMMDBIX N BAXKHEWNLLIMX
AEKAPCTBEHHbIX NPENnApPATOB» B TOM YUCAE BHECEHbI UBMEHEHUS B CTATbIO 61
DeaepaAbHOro 3aKOoHA oT 12.04.2010 Ne 61-D3 «O6 obpaleHumn
A€KAPCTBEHHbIX CPEACTB». [TYHKTOM 2 4YACTU 4 YKA3AHHOW CTATbU
NPEAYCMOTPEHO CHMKEHUNE LLEH AAS COOTBETCTBYIOIWLUX BOCNPOU3BEAEHHbIX,
6noaHaAoroebix (BMONOAOGHDBIX) AEKAPCTBEHHbIX NPENnAPATOB NPU CHUXKEHUN
LLeH HO pePepEHTHbIN AEKAPCTBEHHbIN Npenapar.

B aToin cBszn QAC Poccum NpoCUT y4ecTb, YTO B HACTOSWee BpemMs
MPOBOANTCS PACCAEAOBAHME MO BOMPOCY MPEBbILLEHWS
30PErMCTPUPOBAHHBIX B POCCUM NPEeAEAbHbBIX OTNYCKHbIX LIEH MOOU3BOAUTEAS
HOA MUHMOABHBIMU LEHOMK B 3APYBOEMHBIX CTPAHAX, BKAKOYEHHBIX B NEpEeYEHb
pePEepPEHTHbIX CTPAH, HO pedepPeHTHbIM AEKAPCTBEHHbIV NpenapaT
«FAroKOPaXK» (MHH - «MeTPOopMUH»), MO NTOrAM KOTOPOro COOTBETCTBYIOLLME



LieHbl BYAYT CHMMKEHDBI AU OTMEHEHDBI B CAYHAE, ECAM BYAET YCTAHOBAEHO, YTO
NPV PEMMNCTPALMM MPEAEABHBIX OTMYCKHbBIX LEH BbIAM MPEACTABAEHDI
HeAOCTOBEPHbIE CcBeAeHMUS (MYHKT 40 MNpaBUA).
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