PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALUN U
nepeperncTpaumm NpeAeAbHbIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbIE
NPEenAPAThl, BKAKOYEHHBIE B MEepeYEHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHBIX NPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (panee —
[MpaenAQ), PeAepaAbHAS AHTUMOHOMOABHAS CAY>KOA PACCMOTPEAQ
AOKYMEHTbI, MPEACTABAEHHbBIE MMCbMOM MIUH3APOBA Poccuim OT 25.12.2019 Ne
20-4-4123831-C, U NpUHSIAQ pelleHne 06 OTKa3e B COrAQCOBOHNM MPEAEABHOM
OTMNYCKHOW LEHbI, 3asiBAEHHON, AO «HINO «MukporeH» (Poccus), HA
CAEAYIOLWNA AEKAPCTBEHHbIN MPENAPAT, BKAKOYEHHBIV B NepeyYeHb MKN3HEHHO
HEOBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«BakumHa Ky-Aamxopaakn M-44 >kmsas cyxas (BakumHa Ky-Amxopaakm M-44)»
(MHH - «BakumHa AAST TPODUAQKTUKM KY-AUXOPAAKN»), AMODUANIAT AAS
MNPUrOTOBAEHWS CYCMNEH3MN AAS HOKOYMKHOTO CKAPUPUKALMOHHOIO HOHECEHMSI,
10 AO3 - amnyAbl (5) - / B KOMIMAEKTE C PACTBOPUTEAEM: HOTPUST XAOPUA,
PACTBOPUTEAb AAS MPOUTOTOBAEHMST AEKAPCTBEHHBIX GOPM AAST MHbEKLMM 0,9%
(amMnyAbl) 5 MA - SWIT. / NQYKM KAPTOHHbIE, B pa3mepe 11 600,00 pybaen.

[peAeAbHAsT OTNYCKHAS LEHA HA YKA3AHHbBI AEKAPCTBEHHBIV NPENApAT He
COrAQCOBbLIBAETCS MO CASAYHIOLLMM OCHOBAHKSIM.

Ha sanpoc ®AC Poccum ot 21.01.2020 Ne [13/3155/20, HOMPOBAEHHBIN B
COOTBETCTBMM C NYHKTOM 14 [TpaBUA, 3Qs1IBUTEAEM MPEACTABAEHA
MHPOPMALMST 06 OTCYTCTBUMM B OBPALLLEHNN HO TEPPUTOPUN POCCHUNCKON
Peapepaumm B TeueHme 2019 roaa 3AsIBAEHHOrO AEKAPCTBEHHOIO MPENAPATA
( mmcbmo ot 28.01.2020 Ne00/06-01/05/359).

BmecTe ¢ tTem, Ha noBTopHbIM 3anpoc PAC Poccum o1 31.01.2020 Ne
ALL/6588/20 3asBUTEAEM NPEACTABAEHDBI CBEAEHMST OB OTIPY3KAX
BblLLEYKA3AHHOMO AEKAPCTBEHHOrO MpenapaTa B nepumoa 2012 - 2019 rr.
(mmcbmo o1 04.02.2020 Ne 10 Ac), COrAQCHO KOTOpbIM B 2019 roay
MPOU3BOAUTEAEM OCYLLECTBASIAUCH OTIPY3KN AOHHOIO AEKAPCTBEHHOIO
NPenapaATa, YTO YKA3bIBAET HA MPEAOCTABAEHNE HEAOCTOBEPHBIX CBEAEHUN.

Moy 9TOM, COFAQCHO MPEACTABAEHHBIM AOKYMEHTAM CPEAHEB3BELLIEHHAS]



DAKTNYECKAST OTMYCKHAS LEeHA MPOM3BOAUTEAS YKA3AHHOIO AEKAPCTBEHHOIO
NPEenApPATA 3a OTYETHBIV NEPUOA MPEBLILLAET 3ASIBAEHHYO NMPEAEABHYIO
OTMNYCKHYIO LIEHY, YTO MPOTUBOPEUUT TPEDOOBAHMSIM MOAMYHKTA «O» MYHKTA 3
MeToAMKM PACHETA MPEAEABHbBIX OTMYCKHbBIX LEH NMPOUN3BOAUTEAEN HA
AEKAPCTBEHHbIE NPENAPATLI, BKAKOYEHHbBIE B MEPEeYEHb YXM3HEHHO
HEOBXOAMMbBIX V1 BADKHEMLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHOMN
noctaHoBAeHneMm MpaeutenbcTea Poccuimckom Gepepaumm ot 15.09.2015
Ne 979 (Aanee — MeToAMKQ).

B CBS131 C BbILLENIAOXKEHHDBIM, B COOTBETCTBUN C MOAMYHKTAMU «Q» U «T»
NYHKTA 19 [TpABUA, MPEACTABAEHNE HEAOCTOBEPHbBIX CBEAEHNIN U
NPEeBbILLEHVE NPEACTABASIEMOUN AAS TOCYAQPCTBEHHOW PErnMcCTpALnn
NPEeAEABHOW OTMYCKHOW LEHbI MPOM3BOANTEAS HO AEKAPCTBEHHbBIN MPEnApPAT
HOA LEHON, PACCHYUTAHHOWM B COOTBETCTBUMN C MEeTOAMKON, SIBASIETCSI
OCHOBOHMEM AAS OTKO3A B COrAQCOBOHUM TOCYAQPCTBEHHOW PErmcTpaumm
npeAeAbHOW OTNYCKHOW LeHbl MPOM3BOAUTEAS HO AEKAPCTBEHHDBIV Npenapdar.

A.B. AoueHko



