PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «Q» MyHKTA 32 [NpaBUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peaepaumm oT 29.10.2010 Ne 865, e pepanbHAST AHTUMOHOMOABHAS CAY>KO6A
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
OT 28.06.2023 Ne 25-7-4254483-C, 1 NpUHSIAG pelleHne 06 OTKa3E B
COrAQCOBOHUM MPEAEABHbBIX OTMYCKHbIX LIEH, 3ASIBAEHHbBIX HO
nepepervctpaumo GKI «Apmasmpckas Buodabpurka» (Poccus), Ha
CAEAYOLLME AEKAPCTBEHHBIE NPENAPATHI, BKAOYEHHbBIE B NMEepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. «Kaans xnopuma» (MHH — «Kaamst xAopura»), PACTBOP AASI BHYTPUBEHHOTO
BBeAEHUS, 40 Mr/MA, 10 MA - amnyAbl (B) - / B KOMIMAEKTE C HOXXOM AMMYAbHbIM
AU CKOPUDUKATOPOM, ECAUN HEOBXOAUM AAST OMIMTYA AQHHOIO TUMNA / YNAKOBKM
SYENKOBbIE KOHTYPHbIE (2) - MOYKM KOPTOHHbIE, B pasmepe 37,16 pyo.

2. «Kanmst xnopmar» (MHH — «Kaamns xAopra»), pACTBOP AAST BHYTOMBEHHOTO
BeeAeHMs, 40 Mr/MA, 10 MA - amniyAbl (10) - / NOYKM KOPTOHHbIE, B PA3MEPE
31,93 pyb.

[oeAeAbHbIE OTMYCKHbIE LIEHBI HO BbILLEYKA3AHHbIE AEKAPCTBEHHbBIE
npenapaTbl HE COrAACOBbLIBAKOTCS MO CASAYIOLLMM OCHOBAHNSIM.

B cooTtBeTCTBMM C NYHKTOM 24 [NpABUA NPU FrOCY AQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTNyCKHOM LIEHbI HO BOCMNPOM3BEAEHHbLIN
AEKAPCTBEHHBIN MPENAPAT MNPOU3BOAUTEASI TOCYAQPCTBA - YAEHA
EBpPA3NINCKOro 9KOHOMUNYECKOrO COK3A AASI BCEX YKA3AHHBIX B
PErMCTPALUMOHHOM YAOCTOBEPEHNN AEKAPCTBEHHOIO MPENAPATA
nponssoAmnTEAEN (MPOM3BOACTBEHHBIX MAOLLAAOK MPOOM3BOAUTEAS,
YUYOCTBYIOLMX B MpoLecce nNpor3BOACTBA HA TEPPUTOPUM TOCYAQPCTBO-
YAEHA EBPA3NNCKOro aKOHOMMNYECKOrO COKo3d) YCTAHABANBAETCS € AMHOS
npeAeAbHQAS OTMYCKHAS LeHA HO AEKAPCTBEHHBIV MPenapaT AAST KADKAON
AEKAPCTBEHHOM GOPMbI, AO3NPOBKN (06bEMA, MACCHI, KOAMYECTBA AO3 B
NepPBUYHOM YNAKOBKE) 1 OBLLErO KOAMYECTBA BO BTOPUYHOM
(noTpebuteAbCcKom) ynakoeke 6e3 y4eTa GOpPMbl BbIMYCKA, 30 UCKAKOYEHNEM
CAYYOEB, NPEAYCMOTPEHHDBIX NMYHKTOM 25 NPOBUA.



oy TOM HA NepeperncTPaUmo 3AsIBAEHbI PA3ANYHBIE MPEAEAbHbIE
OTMNYyCKHblE LEeHbl HO AeKAQPCTBEHHbIN npenapdaT «Kaams xaopra» (MHH —
«KAAUS XAOPUAY») AAST OAHON AEKAPCTBEHHOW GOPMbI, AO3MPOBKM 1 OBLLIETO
KOAMYECTBA BO BTOPUYHOM (MOTPpebuntenbckon) ynarkoeke (B pasmepe 37,16
py6. 1 31,93 pyb.).

Kpome Toro, B COOTBETCTBUM C MyHKTOM 39 MeTOAUKM pacyeTa NMpe AEAbHbBIX
OTMYCKHbIX LEH MPOM3BOAUTEAEN HO AEKAPCTBEHHBIE MNPENAPATHI, BKAKOYEHHbIE
B NepeyeHb YKN3HEHHO HEODBXOAUMbIX 1 BODKHENLLIMX AEKAPCTBEHHbIX
MNPEnApPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1POBUTEABCTBA POCCHMNCKON
Peaepaumm oT 15.09.2015 Ne 979 (panee — MeToAMKA), MPEAEABHAOS
OTMYCKHAS LleHA HO AEKAPCTBEHHBIV MPEenapaT MOAAEXKUT YBEAUYEHNIO HA
BEANYMHY YAOPOXKAHMST ChiPbsl M MATEPUAAOB M HO BEANYMHY MBMEHEHMS
HOKAQAHBIX PACXOAOB.

BmecTe C TeM, 305IBUTEAEM HE MPEACTOBAEHBI AOKYMEHTHI,
MNOATBEPYKAQIOLLME BEANYMHY YAOPOXKAHUS ChIPbS, MOTEPUAAOB 1 BEAUNYMHY
N3MEHEHMST HOKAOAHDBIX PACXOAOB, MPEAYCMOTPEHHbBIE MOAMYHKTOM «Q» MYHKTA
35 NpaBUA.

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNpaeBAEH 3anpocC OT
14.07.2023 Ne TH/56306/23 0 npeAOCTABAEHNM YTOYHEHHbBIX PACHETOB
NPEAEAbHbBIX OTMYCKHbIX LIEH B COOTBETCTBMU C BblLLEYKA3AHHBIMMN
ToeboBaHUSIMN MeToANKN.

[ou 9TOM, B MPEAEAOX YCTAHOBASHHOIO CPOKA, YTOYHEHHbIE B COOTBETCTBUA
C BbILLEYKA3AHHbIMY TPeBOoBaHMSIMU MPaBUA 1 MEeTOAMKM pacHeTh
3ASIBAEHHbBIX MPEAEAbHBIX OTMYCKHbIX LieH 3AsIBUTEAEM HE MPEACTABAESHDI,

B CBS131 C BbILLEM3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTAMW «B» U «» MYHKTA
19 MPOBUA NMPEBbILLEHNE MPEACTABAEHHOM AASI FTOCYAQPRCTBEHHOMN
PErMCTRAUNM NAU MEPEPErMCTRALNN NPEAEABHOM OTMYCKHOW LIEHDI
MPOM3BOAUTEAS HO AEKAPCTBEHHBIV NPEenapaT HOA LEHOW, PACCHYUTAHHOW B
CcOooTBETCTBMM C [lpaBnAaMU 1 MeTOAMKON, A TAKXKE HEMPEACTABAEHME
CBEAEHN, MPEAYCMOTPEHHDBIX MYHKTOM 14 [1PABUA, SIBASIETCSI OCHOBAHWEM
AAS1 OTKQ3A B COMAQCOBAHMM TOCYAQPCTBEHHOW PErncTpaumm npeAeAbHOMN
OTMYCKHOW LIEHbBI MPOU3BOANTEAST HO AEKAPCTBEHHBIV NPENAPAT.

.. MarasmnHos



