PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «Q» MyHKTA 32 [NpaBUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm oT 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTVMMOHOMOABHAS CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuHsapaea Poccum oT 12.10.2020 Ne 20-4-4150391-C, 1 MPUHSIAG
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHDI,
3asiBA€HHOM Ha nepeperncTpaumio AO «[PK ObHoBAeHMe» (Poccus), Ha
CAEAYIOLLNM AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD YKN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«HaAanpPUA» (MHH — «QHOAQMPUAY), TOBAETKM 5 Mr, 14 WIT. - yNAKOBKM
SIYEVKOBbIE KOHTYPHbIE (2) - NAYKM KOPTOHHbBIE, (C YY4ETOM BCEX LUTPUX-KOAOB,
HOHECEHHbBIX HO BTOPWYHYO (MOTPEBUTEABCKYIO) YNAKOBKY) B pasmepe 62,11

pyo.

[NoeAeAbHAST OTNYCKHAS LEHA HA YKA3AHHBI AEKAPCTBEHHBIV NPENAPAT HE
COrAQCOBbIBAETCS MO CAEAYHOLLMM OCHOBAHWSIM.

B cootBeTCcTBMM C NyHKTOM 31 [pAaBUA, 3ASIBAEHHAS K MepeperncTpaumm
NpeAEeAbHAS OTMYCKHAS LLEHA BOCNPOM3BEAEHHOIO, BMOAHAAOrOBOIrO
(6ronNoAOBHOr0) AEKAPCTBEHHOIO NPENAPATA NOCAE NEPEPErNCTRALUUN HE
MOXXET ObITb BblLLE 3APEMMCTPUPOBAHHOM NPEAEABHOW OTMYCKHOM LIEHDI
MPON3BOAUTEAS HO PEDEPEHTHBIV AEKAPCTBEHHbBIV NPENAPAT, ONpeAeAEHHOM
B COOTBETCTBMMN C MEeTOAMKOWM pacyeTA NpeAEAbHbIX OTMYCKHbIX LEH
NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B NepeyeHb
YKN3HEHHO HEODBXOAMMbIX 11 BADKHENLLNX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHOW MOCTAHOBAEHMEM [pamnTeAbCcTBA Poccumckom Qeaepaumm
oT 15.09.2015 Ne 979 (Aoanee — MeToaAMKQ).

B cootBeTCcTBUM C NCbMOM DIBY «HLUSCMIM» MuHaapaea Poccum ot
29.09.2020 Ne 21614, npe ACTOBAEHHBIM MUH3APOBOM POCCUM B KOMMNAEKTE
AOKYMEHTOB, 3ASIBAEHHbIN AEKAPCTBEHHbBIV NPENAPAT SBASIETCS
BOCMPOM3BEAEHHBIM AEKAPCTBEHHBIM MPENAPATOM, PEDEPEHTHBIM



AEKAPCTBEHHbBIM MPENAPATOM AAS KOTOPOTO SIBASIETCST AEKAPCTBEHHbIV
npenapart «PeHntek» (MHH — «2HAAQMPUA»), B AEKAPCTBEHHON GOPME
«tabaeTkn 5 Mr, 10 Mr, 20 Mr», BAOAEAEL, AU AEPXKATEAb PEMMCTPALMOHHOIO
yaocToBepeHns Mepk LWapn n Aoym b.B., HnaepAaHAb! (per. yA.
[M1NO14039/01 ot 15.04.2008).

COrAQCHO NyHKTY 5 NOCTAHOBAEHUSI [TpABUTEABCTBA POCCHMMCKOMN
Peaepaumm o1 16.12.2019 Ne 1683 «O BHECEHNN MBMEHEHUIN B HEKOTOPLIE
akTbl [MpaBmnTenbCcTBA Poccumckon Peapepaumm B HaCTU FOCYAQPCTBEHHOW
PErnCTPAUMM U NEPEPETrNCTPALUMM MPEAEABHBIX OTMYCKHbIX LIEH HA
AEKAPCTBEHHbIE MPEMNAPATHI, BKAIOYEHHDBIE B NEPEYEHD YKNZHEHHO
HEOBXOAMMbBIX 1 BODKHENLLNX AEKAPCTBEHHBIX MPENAPATOB» FOCY AQPCTBEHHAS]
PErnCTPAUUS N NEPEPErMCTRALMS MPEAEABHBIX OTMYCKHbIX LIEH HO
BOCMPOU3BEAEHHBIE, BUOAHAAOTrOBbIE (BMONOAOBHBIE) AEKAPCTBEHHBIE
NPenapaTbl B COOTBETCTBUM C [TPABMAAMM MOXKET OCYLLECTBASITbCSI MOCAE
NPVHATUS peLleHnst 06 oba3aTeAbHOW NepeperncTpalmm B 2019 — 2020
FOAQX MPEAEAbHBIX OTMYCKHbIX LLEH HO COOTBETCTBYIOLLME UM PEDEPEHTHBIE
AEKAPCTBEHHbIE MPEMNAPATHI.

B paMKax NpoBeAEHMS MPOLEAYPbl 0B653ATEABHOM NEPEPErMNCTRALUMM LEH HA
AeKapcTBeHHble npenapathl PAC Poccum 6bIA0 MPUHSTO peLleHne oT
29.10.2020 Ne AA/94726/20 0 COrAQCOBAHMM MPEAEABHBIX OTMYCKHbIX LIEH HA
BbILLEYKA3AHHbIV pedepEeHTHbIM AEKAPCTBEHHBIV NPEenapar.

OAC Poccum B XoAE SKOHOMUNYECKOTO OHOAM3A YCTAHOBAEHO, YTO
3ASIBAEHHOST K MepeperncTpaumm npeAeAbHAs OTNYCKHAST LEHA
MPOM3BOAUTEAS MPEBLILLAET MNPEAEABHYIO OTMYCKHYIO LEHY NMPOU3BOAUTEAST HA
BblLLEYKA3AHHbIN pedEPEHTHbBIN AEKAPCTBEHHBIV MPENAPAT, YTO NPOTUBOPEYUT
NyHKTY 46 MeToAMKN.

B CBSI13U C M3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYyHKTA 19 [NpaBuA,
MPEBbILLEHME MPEACTABASIEMOM AASI TOCYAQPCTBEHHOW PETNCTPALMM UAK
nepeperncTpaLmm npeAeAbHOM OTMNYCKHOM LIEHbI MPOU3BOAUTEAS HO
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBOHUN FTOCYAQPRCTBEHHOW PEMMCTRALUNN MPEAEABHOW OTMYCKHOMN
LlEeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHDBIV MPENAPAT.

.B. 3abopLumnkos






