PELLIEHWE
O COrAQCOBAHNU MPEASAbHbIX OTMYCKHbIX LieH MOOU3BOAUTEAEN
HO AEKOPCTBEHHbIE MPEnapaThl, BKAIOYEHHbBIE B MEPEYEHb YKN3HEHHO HEOBXOANMBIX

1 BADKHEMLLINX AeKdAPCTBEeHHbIX NpenapaToB

B cootBetctBMM C MyHKTOM 13 [MPABUMA FOCYAQPCTBEHHOM PErMCTRPALMM U Nepepernctpaumm
YCTAHOBAMBOEMbBIX MPOU3BOANTEASIMUA AEKAPCTBEHHBIX MPENAPATOB MPEASAbHBIX OTMYCKHbIX LeH HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B MEPEYEHb MXM3HEHHO HEOBXOAUMbBIX U BAMKHEMLLMX
AEKAPCTBEHHBIX MPEenAapAaToB, YTBEPIXKAEHHbIX MNOCTAHOBAEHMEM [TpABUTEABCTBA POCCUMCKOM
Peapepaumm o1 29.10.2010 Ne 865 (aanee - MpaBmaa), DepaepAAbHAST AQHTUMOHOMOABHAST CAYXKOA
PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHBIE MMCbMOM MuMH3APABA Poccum oT 29.05.2019 Ne 20-4-
4100487-c, n NPUHIAQ pelleHne O COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LEeH, 3ASBAEHHbIX HA
pernctpaunio OO0 «EPODAPM» (Poccus)), HO CAeaylolWME AEKAPCTBEHHbIE MPEenapaThl,
BKAIOYEHHDBIE B NEPEYEHD YKM3HEHHO HEOBXOAMMDIX M BAYKHEWLLMX AEKAPCTBEHHBIX NPENAPATOB:

1. PunoopmMmH AoHr (MHH — «MeThopMUH»), TOBAETKM C MPOAOHIMPOBAHHBIM BHICBOOOXKAEHMEM,
500 mr, 10 WT. - YNOKOBKM SMEMKOBbIE KOHTYPHbEe (3) — MAYKM KAPTOHHble, B pasmepe 178,53
pybaen;

2. PuHoopmMmnH AoHr (MHH — «MeThopMUH»), TOBAETKM C MPOAOHTMPOBOHHBIM BbICBODOYKAEHNEM,
750 mr, 10 WT. - YNOKOBKM SHEMKOBbIE KOHTYpHble (3) — MNAYKM KAPTOHHbE, B pasmepe 212,16
pybaen;

3. PuHoopMmnH AoHr (MHH — «MeThopMUH»), TOBAETKM C MPOAOHTMPOBOHHBIM BbICBODOYKAEHNEM,
500 mr, 10 WT. - YNOKOBKN SMEMKOBbIE KOHTYPHble (6) — MNAYKM KAPTOHHbIE, B pa3mepe 291,39
pybaen;

4, PrHpopMUH AoHr (MHH — «MeTdopMuH»), TABAETKM C MPOAOHTUPOBAHHBIM BbICBODOYKAEHNEM,
750 mr, 10 WT. - YNOKOBKM SHEMKOBbIE KOHTYPHbEe (6) — MNAYKM KAPTOHHbE, B pasmepe 354,02
pybaen.

PAC Poccun obpallaeT BHUMAHME, YTO BCTYMMBLLUUM B CUAY C 07.06.2019 ®eapepaAbHBIM 30KOHOM
oT 06.06.2019 Ne 134-03 «O BHeceHWU uaMeHeHnr B PepepanbHbii 3akoH «O6 obpalleHnn
AEKAPCTBEHHBIX CPEACTB» B YACTU FOCYAQPCTBEHHOIO PErYAUPOBAHUSI LEH HA AEKAPCTBEHHbIE
NPEenapaAThl, BKAKOYEHHBIE B MEPEYEHb >XMIHEHHO HEOBOXOAVMBIX W BAXKHEMLLUMX AEKAPCTBEHHbIX
NPENAPATOB» B TOM YACAE BHECEHBI N3MEHEHUS B CTATLIO 61 PeapepaAbHOro 3akoHa ot 12.04.2010
Ne 61-03 «O6 0B6paAlLEHNN AEKAPCTBEHHbIX CPEACTB». [MYHKTOM 2 4acTh 4 YKA3OHHOM CTATbU
NPEAYCMOTPEHO CHUMMKEHME LEH AAS COOTBETCTBYIOLLMX BOCMPOW3BEAEHHbBIX, OUOAHOAOrOBbIX
(6MOoNoAOBHbBIX) AEKAPCTBEHHBIX MPENAPATOR MPU CHYKEHUM LEH HO PEPEPEHTHDBIN AEKAPCTBEHHbDIN
npenapar.

BvecTte ¢ Tem, DAC Poccmm npocuT yyecTb, YTO B HACTOSILLEE BPEMS MOOBOAMTCS PACCAEAOBOHMNE
Mo BOMPOCY MNPEBLILLEHNST 3APErMCTPUPOBAHHBIX B PocCuM  NPeAeAbHbX  OTMYCKHbIX  LeH
NPOUN3BOAUTEAST HOA MUHUMOABHBIMY LEHAMM B 3APYOENHDBIX CTPAHAX, BKAIOYEHHbIX B MEepeyvYeHb
pPedEPEHTHBIX CTPOH, HAO PePEPEHTHBIM AEKAPCTBEHHBIM NpenapdaT «[Atoko®ay AoHm» (MHH —
«MeTOOPMUH»), MO UTOFrOM KOTOPOro COOTBETCTBYIOLUME LEHbl OYAYT CHUMMKEHBI MAM OTMEHEHbI B
CAy4Yae, eCAn ByaeT YCTOHOBAEHO, YTO MPW PErNCTPAUMM MPEAEAbHBIX OTMYCKHbIX LeH OblAK
NPEeACTABAEHb HEAOCTOBEPHbIE CBeASHMS (MYHKT 40 [MpaBnA).
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