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

B cootBeTCcTBUM C MyHKTOM 13 U MOAMYHKTOM «M» MyHKTA 32 [lpaBUA
rOCYAQPCTBEHHOM PErncCTpPaLMM N NepeperncTraumm NPeAEAbHbIX OTMYCKHbIX
LEH MPOU3BOAMTEAEN HA AEKAPCTBEHHbIE MPENnApPAThl, BKAKOYEHHBIE B
nepeyeHb  >KM3HEHHO  HEOBXOAUMbBIX W BODKHEMLIMX  AEKAPCTBEHHbIX
NPEenAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHMEM [lpaBUTEABCTBA POCCUMCKOMN
Peaepaumm o1 29.10.2010 Ne 865, PepepAAbHAST AHTUMOHOMOABHAST CAY>XKOO
PACCMOTPEAD AOKYMEHTbHI, MPEACTABAEHHBIE NMMCbMOM MuH3APOBAO Poccum
oT 28.02.2024 Ne25-7-4277455-c, 29.03.2024 Ne 25-7-4277455-p0MN, 1 MPUHSIAQ
pelweHme o6 OTKa3e B COrAQCOBOHUM MPEAEABHOWM OTMNYCKHOM LEHDI,
3asiBAeHHOM Ha nepeperncTpaumo OO0 «PapmKoHuenm» (Poccwus), Ha
CAEAYIOLWLNM AEKAPCTBEHHbBIM NPEnAPAT, BKAKOYEHHbBINM B NepeYeHb MN3HEHHO
HEOBXOAMMbBIX 11 BODKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

SmmoHoMmmps (MHH —  2TnoHamua), TADBAETKM, MOKPbIThiE  MAEHOYHOM
oboaoukon, 250 mr, 100 wr. - 6aHKA (1) - NAYKA KAPTOHHAS, B pasmepe 496,32

pyob.

[peAeAbHQAsT OTMNYCKHAS LeHA HA BbilleyKA3AHHbIM AEKAPCTBEHHbBIW MpenapaT
HE COIrAACOBbIBAETCSI NO CASAYIOWLNMM OCHOBCOHMSIM.,

Mo npoeepaeHn 2KOHOMMYeckoro aHaamda QOAC Poccun  BbISIBAEHO
NPeBbILLEHME 3ASIBASIEMOW MPEAEABHOW OTMYCKHOW LieHbl HA BblLLEYKA3AHHbI
AEKAPCTBEHHBIM MPENAPAT HOA LEeHOW, PACCYUTAHHOM B COOTBETCTBUMM C
TPEOOBAHMSIMM MYHKTA 45 MEeTOAMKMN PACYETA MPEAEAbHBIX OTMYCKHbIX LIEH
NPOM3BOAMTEAEN HA AEKOQPCTBEHHbIE MPEenapdThl, BKAIOYEHHbIE B MNepeyeHb
YKMBHEHHO HEOOXOAMMBIX W BODKHEMLUMX AEKOPCTBEHHbIX MPEnapaTOB,
YTBEPYKAEHHOW MOCTOHOBAEHMEM [lpaeutenbcTea Poccumckon Peaepaumm
oT 15.09.2015 Ne979 (aanee — MeToanka), 1 NpUAoXKeHMst Ne11 Kk MeTtoamke.

B cooteeTcTtBMM C nyHKTOM 14 npaBuA PAC Poccrm HANPOBAEH 3AMNPOC OT
11.03.2024 Ne 33/19625/24 © NPeAOCTOBAEHUM, B TOM YUCAE YTOYHEHHOTO
pacyeTa MPEAEAbHOM OTMYCKHOWM UEHbl C y4eTOM TpebOBOHMM MyHKTA 45
MeToAMKM 1 MPpUAOKeEHUST Ne11 K MeToaVKe.

[MpoeACTOBAEHHBIMM HA BbILLEYKA3aHHbIM 3anpoc PAC Poccum AOKYMEHTAMU
3A5IBAEHHAST MPEAEAbHAST OTMNYCKHAST LEHA HEe MprBEAEHA B COOTBETCTBME C
ToebOoBAHUSIMM MYHKTO 45 MeToANKN (BEANYMHA YBEANYEHUS]
30PErMCTPUPOBAHHOM MPEAEABHOM OTMYCKHOWM LIEHbI PACCYUTOHO 6e3 yyeTa
€€ CHMKEHMST MICXOAS U3 CPEAHEBR3BELLEHHON PAKTNYECKOM OTMYCKHOW LIEHDI



AEKOAPCTBEHHOrO NPenapaTa).

B CB$131 C M3AOXMKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19 [paBUA,
NPEEBbILLEHNE MPEACTOBASIEMON AAST TOCYAQPCTBEHHOW perncTpaumm nAm
nepepermcTpaunm npeAeAbHOM  OTMYCKHOM  LUEeHbl  MPOU3BOAUTEAST  HA
AEKAPCTBEHHbIM MPENAPAT HAA LEHOM, PACCYATAHHOM B COOTBETCTBUMN C
[NpasAnaMK 11 MEeTOAMKOW, SIBASIETCSI  OCHOBOHMEM  AASI  OTKA3A B
COrFAQCOBOHUN TFOCYAQPCTBEHHOW perncTpaunm npeAeAbHOM  OTMYCKHOW
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPEenapdar.
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