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 34 [NPpABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MNPOM3BOANTEAEN HA
AEKAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbBIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 11.08.2022 Ne 25-7-4219268-C 1 NpUHSIAQ pelleHne 06 OTKA3E B
COrAQCOBQOHUN MPEAEABHOW OTMYCKHOW LEHbl, 3ASIBAEHHOM HA
nepeperncTpaumio ACPXKATEAEM UAM BAOAEABLEM PEMMCTPALUNOHHOIO
YAOCTOBEPEHMS AeKapCcTBEHHOro npenapata CaHTaH AO (QUHASIHAMST),
MNPOM3BOACTBO FrOTOBOW AEKAPCTBEHHOM GOPMbI 1 NEPBUYHAS YNIAKOBKA AO
Hekct®apma (PUHASHANS), BTOPUYHAS yNAKOBKA MAHYy®AKYYPUHE [NeKMAXKNH
®apmaka (MIMP) B.B. (HMaepAaHAbD , OPrAHM3ALMST OCYLLECTBASIKOLLAS

BbIMY CKAOWMNA KOHTPOAb KadecTBa AO CaHTaH (DUHASHAKS), HO CAEAYIOLLIAMA
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHDBIN B NEPEYEHD MNZHEHHO HEOBXOANMbIX
N BODKHENLLMX AE€KAQPCTBEHHbBIX MPENAPATOB:

OoTakemkc (MHH — AerodAoKCAUUH), KANAM rAa3Hble, 0.5%, 5 MA - PAQKOH-
KANeAbHULbl MOAUSTUAEHOBbBIE (1) - NOYKM KOPTOHHBIE, B pa3mepe 182,45 py6b.

[MpoeAeAbHOST OTMYCKHAS LLEHA HA BbILLEYKA3AHHbBIN AEKAPCTBEHHbIN NPENnapaT
HE COMAQCOBbLIBAETCS MO CAEAYOLLMM OCHOBOHMSIM.

B cootBeTCcTBMM C NYHKTOM 37 [PABUA, NPpK NepeperncTpaLmm npeAEAbHOM
OTMYCKHOW LIEHbBI MPOU3BOANTEASI HO AEKAPCTBEHHBIM MPENAPAT B KAYECTBE
OTYETHOIO NEPUOAQ MPUHUMAOETCS NEPUOA, UCTEKLLNIN CO AHST MPOUHSITAS
peLLlEeHMSs O TOCYAQPCTBEHHOM PEMMCTPALMM (MOCAEAHEN MEPEPETNCTPALNN,
obgasarenbHoOM nepepernctpaumm B 2019-2020 ropax) NpeAeAbHOM OTMYCKHOW
LleHbl HO A€Hb MoAQYM B MUH3APOB POCCKM 3ASIBAEHMSI O MepeperncTpaumm.

MuH3APOBOM Poccum nprHaTo pelleHne ob ob53aTeAbHON
nepepernctpaumm g 2019-2020 ropo0x HO 3ASIBASIEMbIN AEKAPCTBEHHbBIV
npenapaT (Nprka3 MuH3apaesa Poccum oT 17.11.2020 Ne 461/20-20-OT1P).

OAC Poccum BbISIBAEHO, YTO POCT KYPCO HAOLMOHOABHOM BAAKOTHI (EBPO)
FOCYAQPCTBA-MPOV3BOAUTEASI AEKOPCTBEHHOIO NPENAPATA K pyOAIO 30
NeproA CO AHS MPUHSITUS peLleHmnst 06 06s3aTeAbHOM NepeperncTpaumm
2019-2020 ropox npeAeAbHOWM OTMYCKHOW LieHbI MPOOM3BOANTEASI HA



AEKAPCTBEHHBIV MPENAPAT MO OTHOLLIEHWIO K KYPCY HOLUMOHOABHOW BOAKOTBI AO
AQTbl MOAQYM AOKYMEHTOB HO €€ OYEPEAHYIO NMEPEPErNCTRPAUMNIO HE
MNPEBbLILLAET NPOrHO3NPYEMbIV YPOBEHDb NHDASILMM TEKYLLEro roAd,
YCTOHOBAEHHbBIN GEAEPAAbHBIM 3AKOHOM O PEAEPAABHOM BIoAXKETE HA
COOTBETCTBYOLLMN GUHAHCOBbIN FOA M MAQHOBbLIN MEPUOA, YTO MPOTUBOPEUNT
TPEBOBAHMSIM MOAMYHKTA «O» MYHKTA 50 MEeTOAMKM pACHETA MPEAEAbHDBIX
OTMYCKHbIX LEH NPOM3BOANTEAEN HO AEKAPCTBEHHBIE NPENAPATHI, BKAKOYEHHbIE
B NepeyeHb YKM3HEHHO HEOBXOAUMbIX 1 BODKHENLLIMX AEKAPCTBEHHbBIX
NPENAPATOB, MPU UX TOCYAQPCTBEHHOW PErMCTRALMM U MEPEPRErMCTPALNN,
YTBEPYKAEHHOW MOCTAHOBAEHMEM [paemnTeAbCcTBA Poccumckom Qeaepaumm
oT 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MYHKTA 19
[paBUA NpeBbILLEHNE MPEACTABASIEMOM AASI TOCYAQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTMYCKHOM LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPenapdar.

T.B. Hmkeropoaues



