PELLEHWE

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

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAeAbHbIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
oT 08.08.2022 Ne 25-7-4221372-Cc 1 0T 29.08.2022 Ne 25-7-4221372-p0M, A
MNPUHSIAQ pelleHne 06 OTKa3e B COMAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3QSIBAEHHbBIX HO PETMCTPAUMIO AEPXKATEAEM AU BAOAEABLEM
PErMCTPALUMOHHOTO YAOCTOBEPEHUSI AEKAPCTBEHHOIO MPENAPATA

OO0 «<AABUAC» (Poccus), Npomn3BOACTBA (BCE CTAANN)

OO0 «UHTepdpapmar» (Poccust), HO CAeAYOLLME AEKAPCTBEHHBIE NPENAPATHI,
BKAIOYEHHBIE B MEePEYEHDb YKU3HEHHO HEODBXOAMMBIX U BAYKHEMLLIX
AEKAPCTBEHHBIX MPENAPATOB:

1. «lledpazonmH» (MHH — «Lleda3oAnH»), MOPOLLOK AAST MOUTOTOBAEHUSI
PACTBOPA AASI BHYTPUBEHHOTO W BHYTOUMBbILLEYHOTO BBEAEHMST, 0.5 I - PACQKOH
(24) - KopPObKA KAPTOHHAS (AAS1 CTOLUMOHAPOB), B pasmepe 1139,04 py6b.

2. «llepaszonmH» (MHH — «Lleda30AnH»), MOPOLLOK AAS MPUFOTOBAEHMS
PACTBOPA AASI BHYTPUBEHHOTO U BHYTOUMBbILLEYHOTO BBEAEHMST, 0.5 I - PACQKOH
(36) - KOPOHBKA KAPTOHHAS (AASI CTALMOHAPOB), B padmepe 1708,56 pyo.

[peAeAbHble OTMYyCKHble LeHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPATHl HE
COrAQCoBbIBAKOTCS MO CASAYIOLLM OCHOBOHUSIM.

[Mpn NnpoeeAeHUN aKoHOMUMYeCKkoro aHaAmnda PAC Poccum BbISIBAEHO
NpPeBbILLEHME 3ASIBASIEMbBIX MPEAEAbHbBIX OTMYCKHbIX LLEeH HA BblLLEeYKA3AHHbIE
AEKAPCTBEHHbBIE NPENAPATHI HOA LEHAMW, PACCHYUTAHHBIMW B COOTBETCTBUN C
TPEBOOBAHMSIMM NMYHKTOB 34-36 MeTOAMKM PACHETA NPEAEAbHBIX OTMYCKHbIX
LeH NpOn3BOANTEAEN HO AEKAPCTBEHHbIE NPEenAPAThl, BKAIOYEHHbIE B
nepeyeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenapAaATOoB, MPK X TOCYAQPCTBEHHOW PErncTpaUmn 1 nepeperncTpaumm,
YTBEPIXKAEHHOW NOCTaHOBAEHMEM [TpaemTenbcTBa Poccuimckom Qeaepaumm
oT 15.09.2015 Ne 979 (Aoanee — MeToAMKQ).

B cooteeTcTBMM C NMyHKTOM 14 Mpaeun PAC Poccum HOMPOBAEH 3AMNPOC
oT 17.08.2022 Ne TH/77420/22 0 Npe ACTOBAEHUM YTOYHEHHbBIX PACHETOB



3A5BASIEMbIX MPEAEABHbBIX OTNYCKHbIX LIEH HA BbILLEYKA3AHHBIE AEKAPCTBEHHbIE
NpPenapaThl C y4eToM TPebOoBAHMM NMYHKTOB 34-36 MeToAUKMW.

COranQcHO NpeACTOBAEHHbBIM 3AQSIBUTEAEM AOKYMEHTOM PACHET NPOM3BEAEH
6e3 y4eTa cpeAHeEro aprPMETUYECKOTO 3HAYEHMSI CTOMMOCTU OAHOMN
AEKAPCTBEHHOM QOPMbI MICXOAS N3 MOCAEAHMX 3APEMMCTPUPOBAHHBIX
(NepeperncTprpPOBAHHDBIX) MPEAEAbHbBIX OTMYCKHbIX LLeH HO A€KAPCTBEHHbIN
NpenaparT, COBNAAQKOLLEro C 3asiBAseMblM No MHH, AekapcTBeHHOW QOopMeE U
AO3MPOBKE C MAKCUMMOABHOW CTOMMOCTbIO OAHOM A€KAPCTBEHHOM GOPMbI,
4YTO MPOTUBOPEYUT TPEeBOBAHKSIM aB3aua 3 NyHKTA 35 MeToAMKM.

Takmm 0BpA30M 3ASIBAEHHbBIE MPEAEABHBIE OTMYCKHbIE LIEHBI HE MPUBEAEHDI B
COOTBETCTBME C TPEDBOBAHNIMM NMYHKTOB 34-36 METOAMKUN, B TOM YNCAE
NPeACTABAEHHBIMM HA BbILLEYKA3AHHbIM 3anpoc PAC Poccum AOKYMEHTAMU.

B CBS131 C BbILLEMBAOXKEHHBIM, B COOTBETCTBMU C MOAMYHKTOM «M» MYHKTA 19
[paBUA, NPeEBbLILLEHME MPEACTABASIEMOW AASI TOCYAQPCTBEHHOW perncTpaumm
NAV MepepErncTpaLmMm npeAeAbHOM OTMYCKHOW LIEHbI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[NpasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AASI OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHDBI MPEenapdar.

.. MarasmHos



