PELLEHWE
06 OTKa3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKAPCTBEHHBIE MPEMNAPATHI, BKAOYEHHbBIE B MEPEYEHb YXN3HEHHO
HEODBXOAMMbBIX

N BOPKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB

B cooteeTcTBMM C nyHKTAMU 13 11 34 TTPABUA rOCYAQPCTBEHHOW PErMCTRAUMMN
M nepeperncTpaum yCTaHOBAVBAEMbBIX MPOOM3BOAUTEASIMU AEKAPCTBEHHbBIX
NPEenapATOB NPEeAEAbHbBIX OTMYCKHbBIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEepPEYEHb YKU3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVIX
AEKAPCTBEHHbIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHMEM
MpaeutenbcTea Poccumckom Gepepaumm o1 29.10.2010 Ne 865 (aonee —
Mpaenaa), PeAepaAbHAST AHTUMOHOMOABHAS CAY>KOA PACCMOTPEAQ
AOKYMEHTbI, MPEACTABAEHHbIE MMCbMOM MIUH3APOBA Poccum 0T 24.10.2019 Ne
20-4-4113932-C, 1 NPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBOHMN MPEAEABHOM
OTMYCKHOW LiEHbI, 3ASIBAEHHOM HA Nepepernctpaumo Aakanoma AO
(Pecnybanka Make AOHWS), HO CAEAYIOLLINIA AEKAPCTBEHHBIVM NPENAPAT,
BKAIOYEHHbBIM B NEPEYEHD MUBHEHHO HEOBXOANMbBIX 1N BODKHEWLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

«[MponapeHoH» (MHH — «[lpona®eHoH»), PACTBOP AASI BHYTPUBEHHOIO
BBEAEHUS, 3,5 Mr/MA, 10 MA, - aMnyAbl (5) — YNAKOBKM SIMEMKOBbBIE KOHTYPHbIE
(2) - NOYKM KAPTOHHbIE, B padmepe 316,39 pyb.

[peAeAbHQAs OTNYCKHAS LeHA HAO YKA3AHHBINM AEKAPCTBEHHBIV NpenapaT He
COIrAQCOBbBIBAETCS MO CASAYHIOLLMM OCHOBOHWSIM.

OAC Poccum BISIBAEHO, YTO POCT KYPCO HOUMOHOABHOWM BOAKOTbI
FOCYAQPCTBA-MPOU3BOAUTENAST AEKAPCTBEHHOIO NPENAPATA K PyDOAIO
(MAKEeAOHCKN AMHAP) 3A NEPUNOA CO AHSI MOCAEAHEN PErMCTRALMM
(nepeperncTpaumm) NPeAEAbHOM OTMYCKHOW LUEHbI MPOMU3BOAUTEAST HO
AEKAPCTBEHHbBIV MPENAPAT A0 AQTbI MOAQYN AOKYMEHTOB HO €€ O4YEPEAHYIO
nepeperncTpaumio He NPEBLILLAET MPOrHO3MPYEMbBIA YPOBEHD NHPASILNN
TEKYLLEro roaoq, YCTOHOBAEHHbBIN PEAEPAAbHBIM 3AKOHOM O GEAEPLAABHOM
BroAYKETE HO COOTBETCTBYIOLLMIN GUMHAHCOBbLIN FOA W MAQHOBbIM MEPUOA, HTO
NPOTUBOPEUNT TPEDOOBAHNSIM MOAMNYHKTA «O» MYHKTA 50 MeToAVKM pacyeTa
YCTAHOBAMBQAEMBbIX MPOUM3BOAUTEASIMU AEKAPCTBEHHbBIX MPENAPATOB
NpeAEeAbHbIX OTMYCKHbIX LEH HO AEKAPCTBEHHbBIE MPENAPATHI, BKAKOYEHHbBIE B
nepeYveHb YKN3HEHHO HEOBXOAMMbBIX 1 BAPKHENLLIMX AEKAPCTBEHHbIX
NPEnAPATOB, MPU MX TOCYAQPCTBEHHOW PEMMCTRALNN N NEPEPErNCTPALNN,



YyTBEPIXKAEHHOWM NOCTaHOBAEHMEM [TpaemTenbCcTBa Poccuimckom Peaepaumm
oT 15.09.2015 Ne 979 (aoanee — MeToAMKQ).

Kpome Toro, npu npoeeAeHM aKoHOMMYeckoro aHaAmnaa PAC Poccum
BbISIBA€HO, YTO COMAQCHO MPeACTABAEHHBIM AOKYMEHTOM CPEAHEB3BELLIEHHAS]
DAKTUYECKAST LLEHA BBO3A YKA3AHHOMO AEKAPCTBEHHOIO MPEenapaATa 3a
OTYETHBIV NEPUOA BBIAG HUYKE 3APEMCTPUPOBOHHOW HA STOT NEPUOA LIEHDI
Bonee 4YeM HO MPOrHO3MPYEMBIN YPOBEHD UHPASILIMN, YCTAHOBAEHHBIN HA
TEKYLLN FOA OEAEPAABHBIM 3AKOHOM O GEAEPAABHOM BIOAXKETE HA
COOTBETCTBYHOLLMN GUHAHCOBbIN FOA M MAQHOBLIN Nepuroa, (4,3 %), 4To
NPOTMBOPEYUNT TPEDOOBAHMSIM MOAMYHKTA «O» MyHKTA 50 MeToAMKN,

Tawke PAC Poccum B XxoAe 9KOHOMUNYECKOTrO AHAAM3A BbIAQ MPOBEAEHA
MNPOBEPKA MO OMNMPeAEASHNIO 3APErMCTPUPOBAHHBIX LeH HA npenapaT
«[NponapeHoH» (MHH — «[1lpona®eHoH») B CTPAHAX B COOTBETCTBMM C
npuAokeHnem Ne 2 K MeToamke. HO OCHOBAHUKM OTKPBLITOTO NHTEPHET-
NCTOYHMKA B Pecnybarke MakeAOHMUS
(https://lekovi.zdravstvo.gov.mk/drugsregister/overview) yCTAOHOBAEHO, YTO
OTMNYCKHASI LLleHA NPOU3BOAUTEAST HO AEKAPCTBEHHBIV MPEenapaT
«[NponapeHoH» (MHH — «[lpona®eHoH») B CTPAHE NPON3BOACTBA
(Pecnybamika Make AOHUST) HMXKE 3ASIBAEHHOM HA NepeperncTpalmio
NpeAEAbHOW OTMYCKHOWM LieHbIl, YTO YKA3bIBAET HO HECOOTBETCTBME MOATMYHKTY
«B» MyHKTA 50 MeToAMKN.

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
[MoasmAaMU 1 METOAMKON, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUU TOCYAQPCTBEHHOW PerncTpaunm npeAeAbHOM OTryCKHOM
LeHbl MPOM3BOAMTEAST HO AEKAPCTBEHHDBIV NPEnApAT.

A1O. Lapukosckumim



