PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cooTBETCTBUM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peaepaumm oT 29.10.2010 Ne 865, e pepanbHAST AHTUMOHOMOABHAST CAY>KOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
OT 28.09.2022 Ne 25-7-4225580-C, 1 NpUHSIAG pelleHne 06 OTKA3E B
COrAQCOBAHUN MPEAEABHOW OTMYCKHOW LEHbI, 3ASIBAEHHOM HA
nepeperncTpPaLmo AEPXKATEAEM UAU BAOAEABLEM PEMMCTPALMOHHOTO
YAOCTOBEPEHUS AeKapcTBeHHOro npenaparta OO0 «B-OAPM» (Poccus),
Npon3BoACTBO (Bce cTtaammn) OIbY «HMUL kapamoaormm» MmH3ApPOBA
Poccum (Poccus) HO CAEAYIOLLIMN AEKAPCTBEHHDBIN NPENAPAT, BKAIOYEHHbIE B
nepeYeHb >KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenApPATOB:

«PornmeakanH» (MHH - «PonmBakamH»), pACTBOP AAS MHbeKUUA, 2 Mr/MA, 100
MA, GAAKOHDI (1) NAYKM KAPTOHHbIE, B pa3mepe 551,24 pyo.

[poeAeAbHAsT OTNYCKHAS LEeHA HA BbllLeYKA3AHHbBINM AEKAQPCTBEHHDIV MPpenapaT
HEe COrAacCoOoBbIBAETCS MO CASAYOWLMM OCHOBOHMSIM.

B cooTteeTCcTBMM C NYHKTOM 31 MNPABUA 3ASIBAEHHAS K NEPEpErncTpaLmm
NPEeAEAbHAS OTMYCKHAS LEHA BOCMPOU3BEAEHHOIO, BUOAHAAOrOBOIro
(B1oNoAOBHOI0) AEKAPCTBEHHOIO MPENAPATA NMOCAE NepeperncTpaLmMn He
MOXKET BbITb BbILLE 3APEMMNCTPUPOBAHHOW MPEAEABHOM OTMYCKHOWM LEHDI
MNPOUN3BOAUTEAST HO PedEPEHTHBIN AEKAPCTBEHHBIN NPEnapAT, ONpeAEAEHHOM
B COOTBETCTBMMN C MEeTOAMKOW pacyeTa NpeAEAbHbIX OTMYCKHbIX LEH
NPOUN3BOAUTEAEN HO AEKAPCTBEHHbIE MNPENAPATHl, BKAIOYEHHbBIE B MEepeyeHb
YKN3HEHHO HEODBXOAMMBIX 1 BADKHENLLMX AEKAPCTBEHHBIX NPENAPATOB,
YTBEPYKAEHHbBIX MOCTAHOBAEHMEM [paeuTeAbCTBA Poccumckom Peaepaumm
oT 15.09.2015 Ne 979 (Aoanee — MeToAMKQ).

B cootBeTCcTBUM C NMcbMoM DPIBY «HLUSCMI» MuHaapaea Poccum ot
15.09.2022 Ne 21886, npeaACTaBAEHHBIM MUH3APAOBOM POCCKM B KOMIMNAEKTE
AOKYMEHTOB, 3ASIBAEHHbIV AEKAPCTBEHHbIV NPENAPAT SIBASIETCS]



BOCMPOM3BEAEHHBIM AEKAPCTBEHHBIM MPENAPATOM, PEDEPEHTHBIM
AEKAPCTBEHHBIM MPEMNAPATOM AAS KOTOPOTO SIBASIETCST ACKAPCTBEHHbBIV
npenapat «HaponuH» (MHH - «PonmeBakamH»), B @OpMeE BbiMyCKA «PACTBOP AAS
NHBbEKUUW, 2 MI/MA» BAOAEAEL, AU AEPKATEAD PETMCTPALMOHHOTO
yAaocToBepeHust AcneH Qapma TpenanHr Ammutea, Mpaadams, Ne 11
NO14458/01 ot 27.01.2010.

OAC Poccum B XOAE DKOHOMUYECKOTO OHOAM3A YCTAHOBAEHO, YTO
3QSIBAEHHOST K MepeperncTpaumm npeAeAbHAs OTNyCKHAST LEHA
MNPOM3BOAMTEAS MNPEBLILLAET MPEeAEAbHYIO OTMYCKHYIO LeHy NPOUN3BOAUTEAST HA
BbILLEYKA3AHHbIV PEDPEPEHTHBIN AEKAPCTBEHHBINM MPENAPAT, YTO MPOTUBOPEYNT
NyHKTY 46 MeToANKN,

B CBSI131 C M3AOXKEHHBIM, B COOTBETCTBUUM C MOAMYHKTOM «M» MYHKTA 19 [MpaBUA,
NPEBbILLEHME NPEACTABASIEMOWN AASI TOCYAQPCTBEHHOW PErMCTRALMN UAU
nepeperncTpaunm npeAeAbHOM OTMNYCKHOW LIEHbI MOOUN3BOAUNTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LleHbl NPOM3BOAMTEAS HO AEKAPCTBEHHBIV NPEnApPAT.

.. MarasmnHos



