PELLEHWE

06 OTKO3e B COrAQCOBOHUM MPEAEABHBIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HO
NeKdApCTBEeHHble rNnpenapdrbl, BKAKOHEHHbIE B NnepedyeHb >KN3HEHHO
HEOBXOAMMbIX 1 BADKHENLLINX ASKAPCTBEHHbIX MPenapaToB

B cootBeTCTBMM C NMYHKTOM 34 [1PABUA FrOCYAQPCTBEHHOW PErMCTRALMN U
nepeperncTpraumm NpeAeAbHbIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE NPENAPATLI, BKAKOYEHHbBIE B MEPEYEHDb YXM3HEHHO
HEOBXOAMMbBIX U BADKHEMLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHbIX
noctaHoBAeHnem lNMpaeutenbcTea Poccuickom Geapepaumm ot 29.10.2010 Ne
865 (panee — lMpasrnaa), PepepPAAbHAST AHTUMOHOMOABHAST CAYXKOA
PACCMOTPEAD AOKYMEHTbI, MPEACTABAEHHbIE MMCbMAMKM MH3APOBO Poccumn
MuH3spapasa Poccum o1 18.10.2021 Ne 20-4-4188223-c, oT 19.10.2021 Ne 20-4-
4188227-c, Ne 20-4-4188225-C, 1 NpUHSIAQ peLlleHmne o6 OTKa3e B
COrAQCOBOHUM MPEAEABHbBIX OTMYCKHbIX LIEH, 3ASIBAEHHbBIX HO
nepeperncTpRaLmo ACPXKATEAEM UAU BAOAEABLEM PEMMCTPALMOHHOTO
YAOCTOBEPEHMS AEKAPCTBEHHOIO NMpenapaTa 26601t Aabopatopna MmMeX
(FepmManns), NPon3BoACTBA (BCe cTaamn) 266Bu C.p.A. (UTaAns), HO
CAEAYOLLME AEKAPCTBEHHBIE NPEMNAPATHI, BKAOYEHHbBIE B NMEepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. Knaupa (MHH — KAQPUTROMULMH), TABAETKM NOKPbITbIE NAEHOYHOW
obonoukown, 250 mr, 10 WwT. - 6AancTep (1) - NOYKA KAPTOHHASI, B pa3Mepe
558,19 py6.

2. Knauma, (MHH — KAaapuTpomMuuyH), TOBAETKU NOKPbLITHIE MAEHOYHOM
obonoukowm, 500 mr, 7 WT. - 6AncTep (2) - NAYKA KAPTOHHASI, B pasmepe 688,56

pyo6.

3. Knauma, CP (MHH — KAQpUTpOMULMH), TABAETKM C MPOAOHTNPOBAHHBIM
BbICBOBOXKAEHMEM MOKPbITbIE MAEHOYHOM 06oAoUKOoM, 500 Mr, 5 WT. - BAUCTEP
(1) - NO4YKa KAPTOHHAOS, B pasmMepe 399,41 pyb.

4. Knauma, CP (MHH — KAQpUTPOMULIMH), TABAETKN C MPOOAOHINPOBAHHbBIM
BbICBOBOXKAEHMEM MOKPbITbIE MAEHOYHOM 06oA0UKOM, 500 Mr, 7 WT. - BAUCTEP
(1) - NO4YKa KAPTOHHAOS, B pasmepe 467,73 pyb.

[peAeAbHble OTMYCKHble LEeHbl HA BbiLLEYKA3AHHbIE AEKAPCTBEHHDIN
npenapaTbl HE COrAACOBbIBAKOTCS MO CASAYIOLWLKMM OCHOBOHUSIM.

B cooteeTCTBMM C NYHKTOM 37 [PABUA, NMPpW NepeperncTpaumm npeAeAbHOM
OTMYCKHOW LIeHbl MPOUN3BOAUTEASI HO AEKAPCTBEHHBIV MPENAPAT B KAYEeCTBE



OTYETHOIO NEPUOAQ MPUHUMAETCS MEPUOA, NCTEKLLNIM CO AHSI MOUHSITUAS
PELEHUST O TOCYAQPCTBEHHOW perncTpaunm (NOCAEAHEN NepeperncTpaLmn,
obazarenbHOM nepeperncTpaumm B 2019-2020 roAax) NpeAeAbHOW OTMYCKHOMN
LleHbl HO A€Hb MOAQYM B MH3APOB POCCKUM 3ASIBAEHMSI O MEPEPRErMCTRALNN.

PeweHne 06 0b693aTeAbHOV NepeperncTpaLmm NpeAeAbHbIX OTMYCKHbIX LIEeH
HQO 3A5IBASIEMbIE AEKAPCTBEHHbBIE MPENAPATHI MPUHSTHI MOUKA30M MUH3APOBA
Poccum ot 13.10.2020 Ne 399/20-20-OTl1P.

OAC Poccum BbISIBAEHO, YTO POCT KypPCA HALMOHOABHOW BOAIOTbI (EBPO)
FOCYAQPCTBA-MPOU3BOAUTENAS AEKAPCTBEHHOIO NPENAPATA K PyOALD 3
neprioA CO AHSI MPUHATUS peLleHns 06 0693aTEAbHON NepeperncTraLMM
2019-2020 ropax npeAeAbHOW OTMYCKHOM LEeHbl MPOM3BOAUTEAS] HO
AEKQAPCTBEHHbIV NPEenApAT NoO OTHOLLUEHMIO K KYPCY HALMOHAAbHOM BAAKOTHI AO
AQTbl MOAQHM AOKYMEHTOB HO €€ OYEPEAHYIO NMepeperncTpaumio He
MNPEBLILLAET NPOrHO3UNPYEMbIV YPOBEHDb NHOASILMM TEKYLLEro roAd,
YCTOHOBAEHHbBIN GEAEPAABHBIM 3AKOHOM O PEAEPAABHOM BIoAXKETE HA
COOTBETCTBYOLLMN GUHAHCOBbIN FOA M MAQHOBbLIN MEPUOA, YTO MPOTUBOPEUNT
TPEBOBAHMSIM MOAMYHKTA «O» MYHKTA 50 MEeTOAMKU pACHETA MPEAEAbHDBIX
OTMYCKHbIX LEH MPON3BOAUTEAEN HO AEKAPCTBEHHbBIE MPENAPATLI, BKAKOYEHHbIE
B NepeyeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MNPEenapPATOoB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1PABUTEABCTBA POCCHMMNCKON
Peapepaumm ot 15.09.2015 Ne 979 (Aanee — MeToaMKa).

B CBS131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[paBUA NpeBbIlLeHne MPEeACTABASIEMOMN AASI TOCY AQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTNyCKHOM LiEeHbl NPOM3BOAUTEAS] HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpaBnAaMU 1 MEeTOANKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBOHUNN FTOCYAQPCTBEHHOW NMepeperncTpaumm npeAeAbHomn
OTMYCKHOWM LIEHbBI MPON3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT.
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