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 23.03.2022 Ne 25-7-4205432-c, o1 08.04.2022 Ne 25-7-4205432 -p0nN, V1 MPUHSIAQ
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHbI,
3asiBAeHHOM Ha permncTpaumio OO0 «DapmMeHTaA rpynn» (Poccus), Ha
CAEAYIOLLNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

Aa3aTnHNG-HaTVE (MHH — AQ3aTnHMG), TABAETKM MOKPLITHIE MAEHOYHOMN
obonaoukown, 100 mr, 30 WT. - PAAKOHbI (1) - NAYKM KAPTOHHbIE, B pA3Mepe
82850,79 py6b.

[peAeAbHAST OTMYCKHAS LeHA HA YKA3AHHBINM AEKAPCTBEHHBIV NPEenapaT He
COraAaCcoBbIBAETCSI MO CAeAYIOWMM OCHOBAOHUSIM.

Moy NPoBEAEHMN DKOHOMMYECKOTO AHAAM3A GAC Poccum BhISIBAEHO
NPEBbLILLEHNE 3ASIBASIEMOMN MPEAEABHOW OTMYCKHOM LEHbI HA BblLLEYKA3OHHbBIN
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
TeeboBAHMSIMM NYHKTOB 31-33 MeToAMKM pacYeTa NPEAEAbHbIX OTMYCKHbIX
LEeH NpOn3BOANTEAEN HO AEKAPCTBEHHbIE NPENAPAThI, BKAKOYEHHbIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenApPATOB, YTBEPMKAEHHOW NOCTAHOBAEHMEM [1PABUTEABCTBA POCCUNCKOWM
Peapepaumm o1 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cootBeTCcTBUM C NyHKTOM 14 MpaBnA PAC Poccum HaNpaeBAEH 3anpocC OT
30.03.2022 Ne TH/29015/22 0 NpeAOCTABAEHNM YTOYHEHHbBIX PACHETOB
NPEeAEAbHbBIX OTMYCKHbBIX LIEH B COOTBETCTBUM C TPEOOBAHUSIMM MYHKTA 33
MeToANKN.

BMecTe C TeM, yTOYHEHHAS 3As9IBASHHAS MPEeASAbHAS OTMYCKHAS LIEHO He
NPUBEAEHO B COOTBETCTBME C TPEOOBAHMSIMU NyHKTA 33 MeToaAMKu. B
PACYETOX 3ASIBUTEAS], MPEACTABASHHbBIX HO BbiLLeyKA3aHHbIN 3anpoc GAC
Poccum HEKOPPEKTHO PACCHUTAH MOHUMKAIOLLUIM KOSOGULMEHT (Kn).



B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[POBUA MpeBbILLEHVE MPEACTABASIEMON ANSI FOCY AQPCTBEHHOW
nepeperncTpaummn npeAeAbHOM OTNyCKHOM LieHbl NPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPCTBEHHOW PEMMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEnapar.
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