PELLIEHVE
06 OTKA3e B COrAQCOBOHNM MPEAEABHBIX OTMYCKHbIX LEH MPON3BOANTEAEN HA
AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHbBIE B MEPEYEHb YKUNIHEHHO
HEOBXOAVMbBIX 1N BAPKHENLLNX AEKAPCTBEHHBIX MPENAPATOB

B cootBeTCTBUM C NMYHKTOM 34 [1PABUA TOCYAQPRCTBEHHOW PEMMCTRALNN U
nepeperncTpaunm NpeAeAbHbIX OTMYCKHbIX LEH NPOM3BOAUTEAEN HA
AEKAPCTBEHHbBIE NPENAPATHI, BKAIOYEHHBIE B MEPEYEHD YKM3HEHHO
HEOOXOAMMbBIX U BADKHENLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHbIX
NOCTAHOBAEHMEM [NpaBUTEABCTBA Poccumckonm Peapepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAST GHTUMOHOMOABHASI CAYXKOA
PACCMOTPEAA AOKYMEHTbI, MPEACTABAEHHbIE MMCbMOM MUH3APOBA PoOCccum
oT 13.02.2023 Ne 25-7-4241943-C, 1 NPUHSIAQ peLLeHne 06 OTKA3E B
COrAQCOBQOHUW NPEAEABHOM OTMYCKHOW LIEHbI, 3ASIBAEHHOM HA
NnepeperncTPaLmio AEPXKATEAEM UAU BAOAEABLEEM PEMMCTPALNOHHOIO
YAOCTOBEPEHMST ACKAPCTBEHHOrO Npenapata Xemodapm AA. (Cepbus),
NPON3BOACTBO (BCe CcTOAUM) Xemodapm AA BpLual, otaeAneHmne
[Mpon3BoACTBEHHAOS NAOLWLOAKA LLabBau (Cepbus), Ha CAEAYIOLLNMA
AEKAPCTBEHHbBIV MPENAPAT, BKAKOYEHHBIN B MEepeYeHb YKU3HEHHO HEODBXOANMbIX
N BODKHENLLMX A€KAQPCTBEHHbBIX MPEnApPATOB:

«XemoMnumH» (MHH — « A3UTPOMULMHY), MOPOLLOK AAST MOUTOTOBAEHUS
CYCNEH3MMN AAS MpremMa BHYTPb, 200 Mr 15 MA, 10 T - PAQKOHbBI TEMHOIO CTEKAQ
(1) - B KOMMAEKTE C AOXKKOW MEPHOW, NAYKN KAPTOHHbIE, B pa3smepe 135,37

pyob.

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

B cootBeTCcTBMM C NYHKTOM 31 MNPABUA, 3ASIBAEHHAS K NEPEPErnCTPALMNMU
NPEeAEAbHAS OTMYCKHAS LEHA BOCMPOU3BEAEHHOIO, BUOAHAAOrOBOIro
(B1oNoAOBHOIr0) AEKAPCTBEHHOIO MPENAPATA NMOCAE NepeperncTpaLmn He
MOXKET BbITb BbILLE 3APEMMCTPRUPOBAHHOW MPEAEABHOM OTMYCKHOW LEHDI
MPOU3BOAUTEAS HO PEPEPEHTHBIN AEKAPCTBEHHbBIN MPENAPAT, ONPEAEAEHHON
B COOTBETCTBMMN C MeTOAMKOW pacyeTa NpeAEAbHbIX OTMYCKHbIX LEH
NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeyeHb
YKN3HEHHO HEODBXOAMMBIX 1 BADKHEMLLMX AEKAPCTBEHHBIX NPENAPATOB,
YTBEPIXKAEHHOW NOCTaHOBAEHMEM [1paemTenbcTBa Poccuimckom Peaepaumm
oT 15.09.2015 Ne 979 (Aoanee — MeToAMKQ).

B cooteeTcTBMM C MnCbMOM OIBY «HLSCMI» MunH3apaBa Poccum oT
10.02.2023 Ne 2590, npeACTABAEHHBIM MUH3APABOM POCCKM B KOMIMAEKTE
AOKYMEHTOB, 3ASIBAEHHbIN AEKAPCTBEHHBIV MPENAPAT SIBASIETCS]
BOCMPOM3BEAEHHBIM AEKAPCTBEHHBIM MPENAPATOM, PEDEPEHTHBIM
AEKAPCTBEHHbBIM MPENAPATOM AASI KOTOPOTO SIBASIETCSI AEKAPCTBEHHBIN



npenapat «Cymamea oopter» (MHH - «A3nTpoMULMH»Y) B GOPME BbiMyCKA
«MOPOLLOK AAS MPUFOTOBAEHMSI CYCMEH3UN AAST MTPMEMA BHYTPb, 200 Mr/5 MA»
(BAOAEAEL AU AEPIKATEAD PETMNCTPALUMOHHOIO YAOCTOBEPEHMUST — [AVBA
XpBATCKA A.0.0., Pecnybamka XopsaTus) (AMN-Ne(001367)-(PI-RU) ot
01.11.2022).

OAC Poccum B XoAE 9KOHOMUNYECKOTO OHOAM3A YCTAOHOBAEHO, YTO
3QSIBAEHHAOST K NepeperncTpaumm NpeAeAbHAs OTNYyCKHAS LEHA
MPOUN3BOAUTEAST MPEBLILLAET MPEAEABHYIO OTMYCKHYHO LIEHY MPOM3BOAUTEAS HO
BblLLEYKA3AHHbIN pedEPEHTHbBIN AEKAPCTBEHHBIV MPENAPAT, YTO NPOTUBOPEYUT
NyHKTY 46 MeTtoankn 1 NyHKTY 31 NpaBUA.

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. Hmkeropoales



