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 «M» MYHKTA 32 [MoABUA
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
Peapepaumm ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMamm MuHsapasa Poccum ot 14.03.2023 Ne 25-7-4243355-Cc 1 OT
12.04.2023 Ne 25-7-423355-pA0M 11 NPUHSIAQ pelleHne 06 OTKA3E B
COrAQCOBOHUM MPEAEABHOM OTNYCKHOWM LEHbBI, 3ASIBAEHHOW HO
nepepermuctpauno OOO «MNCK Gapmar» (Poccus), HO CAEAYHOLLINIA
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD MUBHEHHO HEODXOANMbIX
N BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB:

AantommumH NCK (MHH - AanToMUumH) AMODUAN3AT AAST MPUTOTOBAEHMS
PACTBOPA AAS BHYTPUBEHHOTO BBEAEHMUST, 500 Mr, - PAQKOHbI (1) - NAYKK
KAQPTOHHbIE, B pasmepe 4219,04 py©.

[MoeAeAbHAS OTNYCKHAS LEHA HA BbiLLEYKA3OHHBIM AEKAPCTBEHHbBIV NPenapaT
HE COrAOCOBBIBAETCS MO CASAYOLLIVIM OCHOBOHMUSIM.

[Mpu NpoBeAEHUMN SKOHOMMYECKOTO aHAAM3A PAC Poccum BbISIBAEHO
MPEBbILLEHME 3ASIBASIEMON MPEAEABHOM OTMNYCKHOW LIEHbI HA BbILLIEYKA3AHHbIV
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
TPEBOOBAHMSIMM NMYHKTA 45 MEeTOAMKN PACHETA MPEAEAbHBIX OTMYCKHbIX LIEH
NPOM3BOANTEAEN HO AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHDBIE B NEPEYEHD
YKN3HEHHO HEOBXOAMMbBIX U BAPKHEMLLMX AEKAPCTBEHHbBIX MPENAPATOB,
YyTBEPXKAEHHOM NOCTAHOBAEHMEM [TpaemTenbCcTBa Poccuimckom Peaepaumm
0oT115.09.2015 Ne 979 (aoanee — MeToaAMKQ), 1 MPUAOXKEHMS Ne 11 K MeToAMKe.

B cooteeTCcTBMM C NyHKTOM 14 MpauA PAC Poccum HONpPABAEH 3anMpPOC OT
05.04.2023 Ne TH/25465/23 0 Npe AOCTABAEHUN, B TOM YACAE YTOYHEHHOI O
pACYeTa NPEAEABHOM OTNYCKHOW LeHbl C y4eTOM TPEDOBAHUIN MYHKTA 45
MeToAMKM 1 MpUAOKeHUsT Ne 11 Kk MeToamke.

[MpeACTOBAEHHBIMU HA BbiLLEeYKA3AHHbIM 3anpoc GAC Poccum AOKYMEHTAMU
3Q5IBAEHHAST MPEAEAbHAST OTMYCKHAS LeHA He NprBEAEHA B COOTBETCTBME C
TPEBOBAHMSIMM NMYHKTA 45 MeToAMKN 1 MpUAoXKeHUs Ne 11 K MeToamke
(pacyeT BeAnYMHbl YBEeANYEHWS 3APperncTpUpOBAHHOM MPEeAEAbHON



OTMYCKHOW LIEHbI MPOU3BEAEH BE3 yUETA CPEAHEBRIBELLEHHOM QAKTUYECKOM
OTMYCKHOW LIEHbI MPON3BOAUTEASI FOCYAQPCTBA - YAEHA EBPA3NNCKOro
9KOHOMMYECKOro COK3A HA AEKAPCTBEHHbIM MPEnAPAT, OTMNYLLEHHbIN 30
OTYETHBIN MEPUNOA, PACCUYUNTAHHOM B COOTBETCTBUMM C PA3AEAOM |V METOANKN).

B CBSI131 C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUMN C NOAMYHKTOM «I» MyHKTA 19
[NoOBUA MPEBbLILLEHNE MPEACTABASIEMOWN AASI FOCYAQPCTBEHHOW
nepeperncTpaunm NpeAEAbHOM OTMNYCKHOW LIEHbBI MOOU3BOAUTEAS HO
AEKAPCTBEHHbLIV MNPENAPAT HOA LEHOM, PACCHYUTAHHOM B COOTBETCTBUMN C
[NpoaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKA3A B
COrAQCOBQAHUN TOCYAQPCTBEHHOW PErMCTRAUNN MPEAEABHOW OTMYCKHOM
L€Hbl MPOU3BOAUTEAST HO AEKAQPCTBEHHBIV MPENAPAT.

T.B. Hmkeropoales



