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 (aAanee — lMpaenaa), PeAepaAbHAST AHTVIMOHOMOABHASI
CAYXKOA POCCMOTPEAO AOKYMEHTbI, MPEACTABAEHHbBIE MMCbMAMM MIH3APOBA
Poccum oT 14.09.2021 Ne 20-4-4185381-c 1 o1 12.10.2021 Ne 20-4-4185381-p0M, 1
MNPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHDI,
3QSIBAEHHOW HA MePEPErncCTRALMIO AEPXKATEAEM UAV BAOAEABLEM
PErMCTPALUMOHHOIO YAOCTOBEPEHUS AeKAPCTBEHHOIO npenapata OOO XPK
«MUP» (Poccus), nponseoacTtea (Bce ctaamnm) OAO HINK «2CKOM» (Poccus),
HO CAEAYIOLLNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEpeYeHb
YKN3HEHHO HEOBXOAMMbIX 1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«Kanumsg xnopmar» (MHH — «Kaanst XAOpHMA»), KOHLUEHTPAT AAS MOUTOTOBAEHMUS
PACTBOPA AAST UHDY 3, 40 Mr/MA, 10MA, - CTEKASTHHAST aMnyAa (10) - naykm
KAPTOHHbIE, B pasmMepe 38,79 pyb.

[oeAeAbHAsT OTNYCKHAS LEeHA HA BbllLUeYKA3AHHbBINM AEKAQPCTBEHHDIV MPpenapaT
HEe COrAaCOoBbIBAETCS MO CASAYOWLMM OCHOBOHMSIM.

B cooTBeTCTBMM C NYHKTOM 24 [NPABUA NPU FOCY AQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTnyCKHOM LiEHbl HO BOCMNPOM3BEAEHHbLIN
AEKAPCTBEHHbIN MNPENAPAT NPOU3BOAUTEASI TOCYAJPCTBA - YAEHA
EBPA3NNCKOro 9KOHOMUNYECKOrO COK3A AASI BCEX YKA3AHHDIX B
PErMCTPALUMOHHOM YAOCTOBEPEHNN AEKAPCTBEHHOIO MPENAPATA
nponssoAmnTeEAEN (MPOM3BOACTBEHHBIX MAOLLAAOK MPOOM3BOAUTEAS,
YYACTBYIOLLMX B MpoLecce Npom3BOACTBA HAO TEPPUTOPUM TOCYAQPCTBAO-
YAEHA EBPA3MNCKOro aKOHOMMYECKOrO COK3A) YCTAHABAMBAETCS € AHAS
npeAeAbHQAS OTMYCKHAS LleHA HO AEKAPCTBEHHBIV MPEenapaT AAST KADKAON
AEKAPCTBEHHOM GOPMbI, AO3NPOBKN (06bEMA, MACCHI, KOAMYECTBA AO3 B
NepBUYHOM YNAKOBKE) 1 OBLLErO KOAMYECTBA BO BTOPUYHOM
(noTpebuteAbCcKom) yrnakoke 6e3 y4eTa GOPMbl BbIMYCKA, 30 MCKAKOYEHNEM
CAYYOEB, NPEAYCMOTPEHHDBIX NMYHKTOM 25 NPOBUA.

oy TOM HA NMepeperncTPALMO 3AsIBAEHbI HE BCEe POPMbI BbiMyCKA
BbILLEYKA3AHHOIO AeKAPCTBEHHOIO npenaparta «Kaams xaopna» (MHH —



«KaAnst xAopuna»), MetoLLne OAHY AEKAPCTBEHHYIO QOPMY, AO3MPOBKY U
obuiee KOAMYECTBO BO BTOPUYHOM (MOTPEBUTEABCKON) YMAKOBKE.

B cooteeTCcTBMM C NYHKTOM 14 MpaeuA, DAC Poccum HONPABAEH 3AnpPOC
oT 24.09.2021 Ne TH/81142/21 0 npe AOCTABAEHUN YTOYHEHHbBIX AOKYMEHTOB U
CBEAEHUN.

BmecTe Cc TeM, yTOYHEHHBIE B COOTBETCTBUM C TPEOOBAHMSIMU MYHKTA 24
[MPOBUA AOKYMEHTbI M CBEAEHUS 3ASIBUTEAEM HE MPEACTABAEHDI, B TOM YMCAE
C Y4€TOM HAMPOBAEHHbIX HO BbllLeyKa3aHHbI 3anpoc GPAC Poccum
AOKYMEHTOB.

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[ToaBUA, NPEBbILLEHNE NMPEACTABASIEMOWN AASI TOCYAQPCTBEHHOW PErNCTRALUNN
NAU MepeperncTpaummn npeAeAbHON OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PEMMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEenapar.
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