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
nepeperncTpraumm yCTAOHOBAMBOEMbIX MPOM3BOAUTEASIMU AEKAPCTBEHHbIX
NPEenAPATOB NPEAEAbHbBIX OTMYCKHbIX LIEH HO AEKAPCTBEHHbIE MPENAPATHI,
BKAIOYEHHBIE B MEepPEYEHb YKM3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865, PeaepanbHas
OHTVMMOHOMOABHAS CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuHsapaea Poccum o1 07.10.2019 Ne 20-4-4112098-C, 1 MPUHSIAG
peLleHNE O COrAQCOBAHMM NMPEAEAbHBIX OTMYCKHbBIX LIEH, 3ASIBAEHHbIX HO
coranacosaHme AO «buHHOMDApPM» (POCCKS), HO CAEAYIOLLME AEKAPCTBEHHbIE
NPEnAPAThl, BKAKOYEHHBIE B MEepPEYEHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB:

1. «/AcTMaHOH» (MHH — «DOpMOTEPOA»), A3PO30Ab AAST MHFAASILIAN
AO3VNPOBAHHBIN 12 MKI/A030, 100 A03 — 6AAAOH (1) - / B KOMMAEKTE C
HOCOAKOM-MHIAASITOPOM / - MAYKA KAPTOHHAS, B padmepe 705,75 pyo.

2. «/AcTMaHOH» (MHH — «DOpMOTEPOA»), A3PO30Ab AAST VHI AASILMIA
AO3VNPOBAHHBIN 12 MKI/A030, 120 A03 — 6AAAOH (1) - / B KOMMNAEKTE C
HOCOAKOMN-MHIOASITOPOM/ - MAYKA KAPTOHHAS, B pasmepe 995,69 pyo.

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
DeaepaAbHbI 30KOH «O6 06paLLEeHN AeKAPCTBEHHbIX CPEACTB» B YOCTU
rOCYAQPCTBEHHOIO PEeryAupOBAHUS LLEH HO A€KAPCTBEHHbIE NPenapaATrhl,
BKAIOYEHHbI€ B NepeyYeHb XXU3SHEHHO HEOOXOAMMDBIX N BAXKHEWNLLIMX
A€KAPCTBEHHbIX NPEnapPATOB» B TOM YNCAE BHECEHbl U3BMEHEHUS B CTATHIO 61
DeaepanbHOro 3akoHa ot 12.04.2010 Ne 61-D3 «O6 obpaw,eHun
A€KAPCTBEHHbIX CPEACTB». [TYHKTOM 2 4YACTU 4 YKA3AHHOW CTATbU
NPEAYCMOTPEHO CHMKEHUNE LLEH AAS COOTBETCTBYIOIWLUX BOCNPOU3BEAEHHbIX,
6noaHaAoroBbix (BMONOAOGHDBIX) AEKAPCTBEHHbIX NPENnAPATOB NPU CHUXKEHUN
LLeH HO pePepPEeHTHbIN AeKAPCTBEHHbIN NPEenapdar.

B atoin cea3n OAC Poccum NpocuT yuecTb, YTO B HOCTOSIL,EE BpeMs
MPOBOAUTCS PACCAEAOBAHME MO BOMPOCY MPEBbILLEHNS



30PErMCTPUPOBAHHBIX B POCCUM MPEAEABHBIX OTMYCKHbIX LIEH MOOU3BOAUTEAS
HOA MUHMOABHBIMU LEHOMK B 3APYBOEMHBIX CTPAHAX, BKAKOYEHHBIX B NEPEYEHb
pPePEPEHTHBIX CTPAH, HO PedEePEHTHbIM AEKAPCTBEHHbLIM NPEenApPAT «ATUMOC»
(MHH - «@opMOTEpPOA»), MO UTOraM KOTOPOIrO COOTBETCTBYIOLLME LEeHbl BYyAYT
CHWKEHbI AV OTMEHEHBI B CAyYde, eCAM ByAET YCTAHOBAEHO, YTO MU
PErMCTPALUUN MPEAEABHBIX OTMYCKHbIX LieH BbiAV MPE ACTABAEHDI
HeAOCTOBEPHbIE cBEAEHMUS (NMYHKT 40 MNpaBunA).
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