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

B cooTtBeTCTBMM C NYHKTOM 13 11 NOAMYHKTOM «Q» MyHKTA 32 [paBUA
rOCYAQPCTBEHHOM PErMCTPALMN U NepeperncTpaumm npeAeAbHbIX OTIYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHbBIE NPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MPEnApPATOB, YTBEPIKAEHHbBIX MOCTAHOBAEHMEM [1pABUTEABCTBA POCCUNCKOW
Peapepaumm o1 29.10.2010 Ne 865 (aanee — MpaBnaa), PeaepanbHaOS]
OHTVUMOHOMOABHASI CAY>KOQA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbBIE
nMcbMoM MuH3apaea Poccum oT 17.02.2023 Ne 25-7-4242162-C, v MPUHSIAG
pelleHre 06 0TKa3e B COrAQCOBOHUM MPEAEABHOM OTMYCKHOWM LEHbI,
3as1BA€HHOM Ha nepepermncTpaumio AO «AACKU Gapmar (Poccus), Ha
CAEAYIOLWNA AeKAPCTBEHHbBIM NPENAPAT, BKAKOYEHHbBIN B NepeYvYeHb YKM3HEHHO
HEOOXOAMMbBIX 1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«KapbamazenH-AACU» (MHH — «<Kapbamazenuny»), Tabaetkun, 200 mr, 10 wT., -
YMNAKOBKM SIHENKOBbIE KOHTYPHbIE (4) - NAYKN KAPTOHHbIE, B pa3mepe 109,37

pyo.

[MoeAeAbHAS OTNYCKHAS LEHA HA BbiLLEYKA3OHHBIM AEKAPCTBEHHbBIV NPpenapaT
HE COrAQCOBBIBAETCS MO CASAYHOLLIVIM OCHOBOHMUSIM.

B cootBeTCcTBMM C NyHKTOM 31 [pAaBUA, 3ASIBAEHHAS K MepeperncTpaumm
NpeAEeAbHAS OTMYCKHAS LLEHA BOCMNPOM3BEAEHHOIO, BMOAHAAOrOBOIrO
(6ronNoAOBHOr0) AEKAPCTBEHHOIO MNPENAPATA NOCAE NEPEPErNCTRALUUN HE
MOXXET ObITb BblLLIE 3APEMMCTPUPOBAHHOM NPEAEABHOW OTMYCKHOM LIEHDI
MPON3BOAUTEAS HO PEDEPREHTHBIV AEKAPCTBEHHbBIM NPENAPAT, ONpeAeAEHHOM
B COOTBETCTBMMN C MEeTOAMKOWM pacyeTA NpeAEAbHbIX OTMYCKHbIX LEH
NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeyeHb
YKN3HEHHO HEODBXOAMMbIX 11 BADKHENLLNX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHOW MOCTAHOBAEHMEM [paemuTeAbCcTBA Poccumckom Qeaepaumm
oT 15.09.2015 Ne 979 (Aanee — MeToaAMKQ).

B cootBeTcTBUM C NcbMoM DIBY «HLUSCMIM» MuHaapaea Poccum ot
13.02.2023 Ne 2783, npe ACTABAEHHBIM MUH3APABOM POCCKM B KOMIMAEKTE
AOKYMEHTOB, 3ASIBAEHHbBIN AEKAPCTBEHHBIN MOENAPAT SIBASIETCSI
BOCMPOU3BEAEHHBIM AEKAPCTBEHHBIM MNPENAPATOM, PEDEPEHTHBIM
AEKAPCTBEHHBIM MPENAPATOM AASI KOTOPOIO SIBASIETCST A€KAPCTBEHHbBIN
npenapart «Terpetonr (MHH - «KapbamaszenuH») B popmMe BbiyCKa
«TabAeTKM, 200 Mr» (BAOAEAEL, VAU AEPXKATEAb PEMMCTPALMOHHOIO
yaocToeepenns — Hoeaptuc @apma Al Leenuyapus) (MN0O12130/01 ot
18.11.2011).



QAC Poccum B Xxopae 9KOHOMMYECKOTO AHAAM3A YCTAHOBAEHO, YTO
3Q5IBAEHHAST K NepeperncTpaumm npeAeAbHAs 0Ty CKHAs LeHA
NPOUN3BOAUTEAS MPEBLILLAET MPEAEABHYIO OTNYCKHYIO LIEHY NMPOM3BOAUTEAS HO
BblLLEYKA3AHHbIV pedepeHTHbI ASKAPCTBEHHbIV NPENAPAT, YTO MPOTUBOPREYNT
NyHKTY 46 MeTtoankn 1 NyHKTY 31 [NpaBUA.

B CBS131 C M3AOYXKEHHBIM, B COOTBETCTBUM C NMOAMYHKTOM «M» MYHKTA 19 TPABUA,
NPEBbILLEHME NPEACTABASIEMOWN AASI TOCYAQPCTBEHHOW PETMCTRALMN AU
nepeperncTpaumm nNnpeAeAbHOM OTNYCKHOM LIEHBI MPOU3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[MoasmAaMU 1 METOAMKON, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUU TOCYAQPCTBEHHOW PerncTpaunm npeAeAbHOM OTryCKHOM
LleHbl MPOM3BOAMTEAST HO AEKAPCTBEHHDBIV NPEnapAT.

T.B. Hmkeropoaues



