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 MOAMYHKTOM «Q» MYyHKTA 32 [NPABUA TrOCYAQPCTBEHHOM
pPeErncTpPaALMM N NepeperncTRrALMm NPeAEAbHbIX OTMYCKHbIX LIEH
NPOU3BOAUTEAEN HO AEKAPCTBEHHbBIE NPENAPATHI, BKAIOYEHHBIE B MEPEYEHD
YKN3HEHHO HEOBXOAMMbIX 11 BADKHENLLNX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paeuTenbcTBa Poccumckom Qeaepaumm
0T 29.10.2010 Ne 865 (aanee - MNMpaeuna), PeaepaAbHAST GHTUMOHOMOABHAS]
CAYXKOA POCCMOTPEAO AOKYMEHTbI, MPEACTABAEHHbBIE MMCbMAMM MIH3APOBA
Poccum ot 02.06.2022 Ne 25-7-4214374-c 1 o1 05.07.2022 Ne 25-7-4214374-p01M, 1
MNPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHDI,
3asiBA€HHOM Ha nepeperncTpaumio AO «[PK ObHoBAeHMe» (Poccus), Ha
CAEAYIOLLNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

«ALUETUACAANLMAOBAST KUCAOTO» (MHH «ALETUACOAMLMAOBAST KUCAOTAY),
TabaeTkm, 500 mMr, 10 WT. - YNOKOBKM SHEVKOBBIE KOHTYPHbIE (2) - NAYKM
KOQPTOHHbIE (C YY4ETOM BCEX LUTPUX-KOAOB, HOHECEHHbBIX HO BTOPWYHYO
(NOTPEBUTEABCKYIO) YMAKOBKY), B pa3mepe 17,82 pyb.

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

B xoA€e 9KOHOMMYECKOrO AHOAN3A YCTAHOBAEHO, YTO MPEACTOBAEHHbIE
AOKYMEHTbI N pACYHETHI 3ASIBASHHOW NPEAEAbHOM OTMYCKHOW LiEHbI
NPOV3BOANTEASI HE COOTBETCTBYIOT TPEOOBAHMSIM MOAMYHKTA «Q» MYyHKTA 39
MeToAVK/ pacHeTA NPEAEAbHBIX OTMYCKHbIX LEH MOOM3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHDb MIN3HEHHO
HEODBXOAMMbBIX U BADKHENLLVMX AEKAPCTBEHHbIX MPENAPATOB, YTBEPIKAEHHOMN
NOCTAHOBAEHMEM [NpaBuTEAbCTBA Poccumckom Peapepaumm ot 15.09.2015 Ne
979 (panee — MeToaAnKa).

B cooteeTcTBMM C NyHKTOM 14 MpoaeuA PAC Poccum HaNPOBAEH 3AMNPOC
oT 17.06.2022 Ne TH/58328/22 0 npe AOCTABAEHUN YTOYHEHHbBIX PACYETOB
NpPeAEAbHOW OTMYCKHOW LeHbl B COOTBETCTBUM C TPEOOBAHNSIMUN METOANKN,

COrAQCHO NpeACTABAEHHbIM B 0TBET Ha 3anpoc PAC Poccum AOKYMEHTOM
M pacyeTam no nprAoXKeHMo Ne 10 K MeToAMKE BEANYMHA Y AOPOXKAHUS
cbipbs (0,35 py6.) n matepuranos (0,56 pyb.) Npu NPon3BOACTBE
BblLLEYKA3AHHOMO AEKAPCTBEHHOIO MPENAPATA HMXKE 3ASIBACHHOW BEANYMHDI
YBEAUMYEHNS MPEAEABHOM OTNYCKHOW LeHbl (2,01 pyb.), 4YTO MPOTUBOPEUUT



TPEBOOBAHVSIM NOAMYHKTA «Q» MYyHKTA 39 MeToAMNKN.

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBUU C MOAMYHKTAMW «M» MYyHKTA 19
[paBUA, NPeEBbLILLEHMNE MPEACTABASIEMOWM AASI TOCYAQPCTBEHHOW perncTpaumm
NAV MepepErncTpaLmMm npeAEAbLHOM OTMYCKHOM LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUN FOCYAQPCTBEHHOW MepeperncTpaumm npeAeAbHoOn
OTMYCKHOWM LIEHbI MPON3BOAUNTEASI HO AEKAPCTBEHHbBIV NPENApPAT.

.. MarasmnHos



