PELLEHWE

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

B cootBeTCTBUM C MNYHKTOM 13 1 nyHKTOM 34 [IpOBUA TOCYAQPCTBEHHOW
perMcTpaumm 1M NEPEPErncTpaumm  MNPEAEAbHbIX  OTMYCKHbIX  UEH
MNPOM3BOAUTEAEN HO AEKOQPCTBEHHbIE MPEnapPAThl, BKAIOYEHHBIE B MNepeyeHb
YKMBHEHHO HEODOXOAMMBIX U BODKHEMLUMX AEKOPCTBEHHBIX MPENnapPATOB,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paBUTEABCTBA Poccumckon Peaepaumm
oT 29.10.2010 Ne 865 (aonee - lMpaeuaa), PepepaAbHAST AQHTUMOHOMOALHAOS
CAYXKOA PACCMOTPEAO AOKYMEHThI, MPEACTABAEHHBIE MMCbMAMM MUH3APOBA
Poccum ot 15.08.2023 Ne 25-7-4258975-c 1 oT 25.09.2023 Ne 25-7-4258975-Cc, 1
MNPVHIAQ peLlleHmne 06 OTKA3e B COrAQCOBAHUM MPEAEABHOM OTIMYCKHOM LiEHHI,
305IBAEHHOM HA  MEepeperncTpaumio  AEPXXATEAEM WA BAOAEAbLEM
PErmcTPAUMOHHOIO YAOCTOBEPEHMSI AEKAQPCTBEHHOro npenapara PekuntT
BeHmzep Xenckap WHTepHewHA ATa  (BeAMKOBpUTaHus), MpOon3BOACTBO
FOTOBOW AEKAPCTBEHHOW @GopMbl laTeoH Codptaxkenc B.B. (HnaepAaHAbD),
NepBUYHAST YNAKOBKA, BTOPUYHAST YNAKOBKA, OPraHN3ALMS], OCYLLECTBASIKOLLAS
BbIMYyCKAKOLWMMN KOHTPOAb Ka4ecTBq, PekntT beHkmnsep XeAckap WHTEpHELLHA
ATA  (BEAKOBPUTOHUST), HO CAEAVYIOWMM  AEKAPCTBEHHBIM  NPenapar,
BKAIOYEHHBIN B MEPEeYEHb YKM3HEHHO HEOBOXOAUMbBbIX U BODKHEMLLWX
AEKQAPCTBEHHbIX NPENAPATOB:

«HypoopeH 2kcnpecc» (MHH - «A6ynpodeH»), kancyabl, 200 mr, 8 wrt. -
6AncTepsbl (1) - MOYKM KAPTOHHbIE, B pasmepe 106,92 pyb.

[peAeAbHQAsT OTMNYCKHAS LEeHA HA BbilLEeYKA3AHHbIM AEKAPCTBEHHbBIV MPenapaT
HE COIrAACOBbIBAETCSI NO CAECAYOWMM OCHOBOHMSIM,

Mo npoBeaeHU aKoHOMMYecKkoro aHaAn3a GAC Poccum YyCTOHOBAEHO, YTO
3ASIBAEHHOS] BEAVMMHA  YBEAUYEHWUS (4,95%) 30PErMCTPUNPOBAHHOM
NPEAEABHOW OTMYCKHOW LIEHBI HA BbILLEYKA3AHHbBIN AEKAQPCTBEHHbBIN MPEenapaT
NPEBRLILLAET MNPEAEABHO AOMYCTUMYIO BEAUUYMHY YBEAMNUYEeHUs (He Boaee 3,62%)
30PErnMCTPUPOBAHHON MPEAEABHOM OTMYCKHOW LEHbl, 4YTO MNPOTUMBOPEYUNT
TPebOBAHUSIMM MYHKTA 52 MeToAUKW,

B a1om cBa3m QAC Poccum HanpaBAeH 3anpoc oT 06.09.2023 Ne TH/72032/23
O TMPEAOCTOBAEHUMN YTOYHEHHbIX PACYETOB  3ASIBASHHOW MPEeAEAbHON
OTMNYCKHOW LEHbI C Y4ETOM TPEBOBAHUI MYHKTA 52 MeToAMKN.

BmecTe ¢ T1em, B otBeT Ha 3anpoc PAC Poccum 3asBAEHHAS MPEeAEAbHAOS
OTMNYCKHAS UEHO HE MPUBEAEHO B COOTBETCTBME C TPEOOBAHMSIMM MYHKTA 52
MeToANKN.



B CBS131 C M3AOYMEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19 [paBUA,
MNPEBbLILLEHNE MPEACTOBASIEMON AASI TOCYAQPCTBEHHOW pPEerncTpaumm nAm
nepepermcTpaunm npeAeAbHOM  OTMYCKHOM  UEeHbl  MPOU3BOAUTEAST  HA
AEKAPCTBEHHBIM MPENAPAT HOA LEeHOW, PACCYUTAHHOM B COOTBETCTBUMM C
[poasAaMK 11 METOAMKOW, SIBASIETCSI OCHOBOHMEM  AAST  OTKA3A B
COrAQCOBQOHUMN TOCYAQPCTBEHHOW perncTpaunm npeAeAbHOM  OTMYCKHOW
LleHbl NPOM3BOAMTEAS HO AEKAPCTBEHHBIV NPEnapAT.
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