PELLEHWE
06 OTKa3e B COrAQCOBAHUM MPEAEAbHBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN HA

AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B NepeYeHb YKM3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cootBetcTBUM C MyHKTOM 13 M MOAMYHKTOM «Q» MyHKTA 32 [lpaBuA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LEH TMPOU3BOAUTEAEN HA AEKAPCTBEHHbIE MPENAPATHI, BKAIOYEHHbIE B
NnepedYeHb MKMBHEHHO  HEODOXOAMMbBIX UM BODKHEMLLIMX  AEKOPCTBEHHbIX
NPEenapPATOB, YTBEPMKAEHHBIX NMOCTAHOBAEHMEM [1PABUTEABCTBA POCCUMNCKOM
QPepepaumm o1 29.10.2010 Ne 865 (aanee — TllpaBnaa), PepepanbHOSs
OHTUMOHOMOABHQST CAY>KOA PACCMOTPEAO AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMamm - MuHsppaea  Poccum o1 10.06.2024 Ne  25-7-4289149-c  un
0 722.07.2024 Ne 25- 7-4289149-p0n, U MPUHIAG pelweHne o6 oTKkase B
COrAQCOBOHU npeAEAbHOW OTIMYCKHOW LEHbl,  3QSIBAEHHOMN HO
nepepernctpauynio AO  «Papmnpoekt  (Poccusl), HA  CASAYIOLLUIN
AEKAPCTBEHHBIN MPENAPAT, BKAKOYEHHBIV B NepeYeHb YKU3HEHHO HEOBXOAMMBbIX
N BADKHEWLLMX AEKAPCTBEHHbBIX MPENAPATOB:

«BuHnouetnH» (MHH — «BuHnoueTtuH»), TabaeTkn, 5 mr, 10 WT. - YyNAKOBKU
SYENKOBbIE KOHTYPHbIE (6) - MAYKM KOPTOHHbIE, B pa3mepe 86,88 pyo.

[lpeAeAbHQAsT OTMNYCKHAS LeHA HA BbilLEeYKA3AHHbIM AEKAPCTBEHHbBIW MPenapaT
HE COIrAACOBbIBAETCSI NO CAeAYOWNMM OCHOBOHMSIM,

B xoAae 9KOHOMMYECKOro QHAAM3A YCTOHOBAEHO, 4YTO MPEACTABAEHHbIE
AOKYMEHTBl WM pACYETbl  3ASIBAEHHOW MPEAEAbHOM  OTMYCKHOM  LIEHb
NPOV3BOAUTEASl HE COOTBETCTBYIOT TPEOOBAHUSIM MNyHKTA 39 MeToAMKM
pAcCYETA MPEAEAbHBIX OTMYCKHbIX LEH MPOM3BOAUTEAEN HA AEKAPCTBEHHLIE
NPEenAPAThl, BKAKOYEHHbBIE B NEPEYEHDb YKN3HEHHO HEOBXOAUMbBIX 1 BOMKHENLLINX
AEKAPCTBEHHbIX npenapaToB, YTBEPXKAEHHOMN MNOCTAOHOBAEHNEM
Mpaeutenbctea Poccumckonm Peapepaumm ot 15.09.2015 Ne 979 (aAonee -
MeToankQ). Kpome TOoro, AOKYMEHTbl W pPACYETH MPEeAYCMOTPEHHbIE
NOAMYHKTOM «O» MyHKTA 35 MMpaBUA, MPEACTABAEHDI HE B MOAHOM OBbeME.

Taioke 309BUTEAEM  HEe TMPEACTABAEHbl pPACYETH, MOATBEPXKAQOLLMNE
YBEAVMYEHNE CTOMMOCTU Cbipbsl, MATEPUOAOB WM HOAKAQAHBIX PACXOAOB
3QSIBAEHHOTO AEKAPCTBEHHOIO npenapaTaq, NPEAYCMOTPEHHbIE
npuAoXKeHnemMm Ne 7 K MeToAMKE W TMOAMYHKTOM «Q» MyHKTA 35 [MpaBUA,
OTCYTCTBYIOT CBEAEHNN O GAKTUYECKOM YPOBHE PEHTABEABHOCTU.



B cooteetcTtBuMM C nyHkTOM 14 TpaBuA, PAC Poccum HAMPOBAEH 3AMpPOC
oT 28.06.2024 Ne TH/56830/24 0 NMpeAOCTOBAEHMMN YTOYHEHHBIX AOKYMEHTOB U
CBEAEHUN.

Bmecte C TeM, COrAQCHO AOKYMEHTAOM, MNPEACTOBAEHHBIM B OTBET HA
BblLLEYKQA3AHHbIN 3AMpocC OAC Poccuu, DAKTNYECKNI YPOBEHDb
PEHTABEABHOCTN 3ASIBAEHHOMO AEKOPCTBEHHOrO MNPEnapaTa 3a OTYETHbIN
neproa cocTtaBasieT 40%, 4TO MNPOTMBOPEYUT TPEDBOBAHUSIM MNYyHKTA 23
MeToAMKN.

B CBSI3M C BbILLEN3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MyHKTA 19
[oOBUA, NPeEBbILLEHNE NPEACTABASIEMON AASI TOCYAQPCTBEHHOWM PErnmcTpauUmm
NAU NepeperncTpaunm npeAeAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HA
AEKOPCTBEHHBIM MPENAPAT HOA LEHOW, PACCYATAOHHOM B COOTBETCTBUMM C
[MopaAaMKM 1 METOAMKOW, SIBASIETCSI  OCHOBAHMEM  AAST  OTKO3A B
COrAQCOBQOHMMN TOCYAQPCTBEHHOM PErncTpaunm NpeAeAbHON  OTMNyCKHOW
LeHbl MPOU3BOAUTEAST HO AEKAPCTBEHHBIV MPEnapPAar.
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