PELLEHWE
06 OTKa3e B COrAQCOBOHNM MOEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN

HA AeKAPCTBEHHbIE NPEnapdadTbl, BKAIKOHEHHbIE B NepedveHb >KM3HEHHO
HEODOXOAMMbIX 1 BAYKHENLLINX NEeKAPCTBEHHbIX MPenaparTonb

B cooTtBeTCTBMM C NYHKTOM 13 1 NOANYHKTOM «M» MYHKTA 32 [TpaBUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPErNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHDBIE NPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MNPEenapPATOB, YTBEPIKAEHHbBIX MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUMNCKOM
Peapepaumm o1 29.10.2010 Ne 865, PeAepaAbHAST QHTVIMOHOMOABLHASI CAYXKOQ
PACCMOTPEAD AOKYMEHTHI, MPEACTABAEHHbIE MMCbMOM MUH3APABA Poccumn
oT 05.09.2023 Ne 25-7-4261938-C, 11 NPUHSIAQ pelleHre 06 OTKa3eE B
COrAQCOBOHUW NPEeAEAbHOM OTMYCKHOW LiEeHbI, 3ASIBA€HHOM HA
nepepermnctpaumio OO0 «Beadapm» (Poccust), HO CAeAY O
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD MUBHEHHO HEODOXOANMbIX
N BADKHEWLLMX AEKAPCTBEHHbBIX MPENAPATOB:

«AnKhnodpeHak BeAnpapm» (MHH - « AKAODEHAK»), PACTBOP AAS
BHYTOUMbILLEYHOrO BBEAEHUSI, 25 MI/MA, 3 MA, AMMYAbI (5) NAYKM KAPTOHHbIE (C
YY4ETOM BCEX LUTPUXOBbBIX KOAOB HOHECEHHBIX HO BTOPUYHYIO
NoTPEBUTEABCKYIO YIIAOKOBKY, B pasmepe 94,79 pyo.

[peAeAbHQAST OTMYCKHAS LeHA HA BbilLEYKA3AHHbBIN AEKAPCTBEHHBIV MPEenapaT
HE COIrAACOBbIBAETCSI NO CAECAYOWMM OCHOBOHMSIM,

B cooteeTCTBMM C NMYHKTOM 31 PABUA, 3QSIBAEHHAS K NepeperncTpaumm
NPEeAEAbHAS OTMYCKHAS LEHA BOCMPOU3BEAEHHOIO, BUOAHAAOrOBOIro
(6ronoAOBHOr0) AEKAPCTBEHHOMO NPENAPATA NOCAE NepEePErnCTRALUM HE
MOYKET ObITb BbiLLE 3APEMMCTPUPOBAHHOM NPEAEABHOW OTMYCKHOM LIEHDI
MNPOUN3BOAUTEAST HO PeDEPEHTHBIN AEKAPCTBEHHBIN NPEnApPAT, ONpeAEAEHHON
B COOTBETCTBUM C MeTOAMNKOM pacCHeTA MNPEAEAbHBIX OTMYCKHbIX LiEH
NPOU3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeyeHb
YKN3HEHHO HEOBXOAMMbBIX N BADKHEMLLMX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHbBIX MOCTAHOBAEHMEM [paeutenbcTea Poccumckom Qeaepaumm
oT 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cootBeTCcTBUM C MCbMOM OIBY «HLUSCMI» MuHaapaea Poccum ot
05.09.2023 Ne 17230, npe ACTABAEHHBIM MMH3APOBOM POCCUM B KOMIMAEKTE
AOKYMEHTOB, 3ASIBAEHHbIV AEKAPCTBEHHbBIV NPENAPAT SIBASIETCS]
BOCMPOU3BEAEHHBIM AEKAPCTBEHHBIM MPENAPATOM, PEDEPEHTHBIM



AEKAPCTBEHHbBIM MPENAPATOM AAS KOTOPOTO SIBASIETCST AEKAPCTBEHHbIV
npenapart «BoAbTapeH» (MHH - « AIKAODEHAK») B GOPME BbIMyCKA «PACTBOP
ANS BHYTOUMbBILLEYHOr O BBEAEHMUST, 25 MI/MA» (BAOGAEAEL, AU ACPIKATEAD
PErMCTPALUMOHHOIO yaAoCcToBEpeHMs «<HosapTnc Gapma Ay, LLsenuyapwus, per
yA. Ne [TNO11889/04 ot 19.03.2010).

OAC Poccum B XoAE 9KOHOMUNYECKOTO OHOAM3A YCTAOHOBAEHO, YTO
3ASIBAEHHOST K MepeperncTpaumm npeAeAbHAs OTNYCKHAST LEHA
MNPOM3BOAUTEAS MPEBLILLAET MNPEAEABHYIO OTMYCKHYIO LEHY NMPOU3BOAUTEAST HA
BblLLEYKA3AHHbIN pedEPEHTHbBIN AEKAPCTBEHHBIV MPENAPAT, YTO NPOTUBOPEYUT
NyHKTY 46 MeToAMKN.

B CBSI13U C M3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYyHKTA 19 [NpaBUA,
MPEBbILLEHME MPEACTABASIEMOM AASI TOCYAQPCTBEHHOW PETNCTPALMMN UAK
nepeperncTpaumm npeAeAbHOM OTNYCKHOM LIEHbI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpoaBnAaMU 1 MEeTOAUKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBOHUN FTOCYAQPCTBEHHOW PEMMCTRALUNN MPEAEABHOW OTMYCKHOMN
LEeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHBIV MPENAPAT.

T.B. Hmkeropoaues



