MUHUCTEPCTBO 3PaBOOXPAHEHHUS
Poccuiickont @eneparnuu,

PaxmanoBckuii iep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEIIEHUE
00 OTKa3e B COITACOBAHMHM MPECIIbHBIX OTIYCKHBIX 1IEH MPOU3BOAUTEIIEH
Ha JICKapCTBEHHBIC MTPenaparhl, BKIIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHUIIINX JIEKAPCTBEHHBIX IIPENApPaTOB

B coorBercTtBum ¢ nynkramu 13 u 34 IIpaBun rocynapCTBEHHOW PETMCTpPAaLMM U
NIEPEPETUCTPALIMN  yCTAHABIUBAEMBIX MPOU3BOJUTEIAMU JIEKAPCTBEHHBIX IIPENAapaToOB
IpeleIbHbIX OTHYCKHBIX LIEH HA JIEKAPCTBEHHBIE IMpEnaparbl, BKIIOYEHHbIE B NEPEYEHb
KU3HEHHO HEOOXOJUMBIX M BAXKHEWIIMX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KIECHHBIX
nocranoBiienreM [IpaButennscTBa Poccutickoit ®enepanun ot 29.10.2010 Ne 865 (nanee
— IIpaBuna), ®enepasibHasi aHTUMOHOIOJbHAS CIy»k0a paccMoTpena JOKYMEHTHI,
npeacraBieHHble mucbMoM Mun3znpaBa Poccun ot 24.10.2019 Ne 20-4-4113932-c, u
NpUHAJIA pelIeHne 00 0TKa3€e B COIIACOBAHUU MPEAEIbHON OTITYCKHOW IIEHbI, 3asIBICHHOM
Ha mnepepeructpanuto Ankamoua AO (Pecnybnuka Makenonus), Ha CIEAYIOIIUNA
JEKapCTBEHHBIM mpernapar, BKJIIOUEHHBIM B TMEpeYeHb JKU3HEHHO HEOOXOAUMBIX U
BAXHEHIINX JIEKAPCTBEHHBIX MIPENApaTOB:

«IIponadenon» (MHH — «lIponadenon»), pactBop s BHYTPUBEHHOTO
BBeneHUs, 3,5 mr/miu, 10 mi, - ammynsl (5) — yHakoBKH SYEWKOBBIE KOHTYpHbIE (2) -
Mavyky KapTOHHBIE, B pazMepe 316,39 pyo.

[IpenenbHass OTHYCKHas IieHA HAa YKA3aHHBIA JIEKAPCTBEHHBIM IIpernapar He
COIIIACOBBIBAETCSA 10 CIEAYIOIIUM OCHOBAHUSIM.

®AC Poccum BBISBIIEHO, YTO POCT Kypca HAIlMOHAJIBHOM BajlOTHl TOCYAAapCTBa-
MIPOU3BOJIUTENS JIEKAPCTBEHHOTO Mpenapara K pyouito (MakeOHCKUI JUHAp) 3a MEepUoJl CO
JHS TOCJIEOHEH peructpauuu (MepeperucTpaluu) MpeaenbHOM OTIYCKHOM IIEHBI
IIPOMU3BOIMTENS HA JICKAPCTBEHHBIM Ipenapar A0 Jarbl MOAAa4d JOKyMEHTOB Ha €€
OYEpEAHYI0 IEPEPErucTpalii0 He IMPEBBIIIAET MPOrHO3UPYEMbI YpPOBEHb HHOIAIUU
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TEKyIIero rojia, yCTaHOBJIEHHBIN (enepanbHbIM 3aKOHOM O (enepasibHOM OrKeTe Ha
COOTBETCTBYIOIIMN (UHAHCOBBIM TOA M TIUIAHOBBIA TEPHOJ, YTO MPOTUBOPEUUT
TpeOOBaHMSIM TOANYHKTa «a» mnyHkra S50 Meronuku pacuera yCTaHABIMBAEMBIX
IIPOU3BOAUTENSIMU  JIEKAPCTBEHHBIX MPENApaToB MPEICIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIC TMpenaparbl, BKJIIOYCHHBIE B TEPEYCHb >KU3HEHHO HEOOXOIMWMBIX U
BAKHEHUIINX JIEKAPCTBEHHBIX NPEINAparoB, NPU HUX TOCYAAPCTBEHHOM PETUCTPALHUU U
MIEPEPETUCTPALli, YTBEPKICHHOM mnocTtaHoBieHuem IIpaBurtenscrBa Poccuiickoit
®eneparnuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

Kpome toro, mpu npoeaeHnn 3xoHoMmuueckoro anaimnsza @AC Poccun BBISBIICHO,
YTO COIVIACHO TMPEJCTaBICHHBIM JOKYMEHTAaM CpeIHEB3BelIeHHas (akTudyeckas IeHa
BBO3a YKa3aHHOTO JIEKAPCTBEHHOIO IIperapara 3a OTYETHBIA Mepuoj] Oblla HIKE
3apeTUCTPUPOBAHHON HA 3TOT MEPUOJ LIEHBI OOJiee YeM Ha MPOTHO3UPYEMBIN YpPOBEHb
UHOISAUY, YCTaHOBJICHHBIM Ha TEKyIIMH rof QenepaibHbIM 3aKOHOM O (eaepalbHOM
OrO/KETe Ha COOTBETCTBYIOIIMM (DMHAHCOBBIM ToA M TUIaHOBBIA mepuon (4,3 %), 4To
MPOTUBOPEUUT TPEOOBAHUAM MOAIMYHKTA «0» myHKTa 50 MeToauku.

Taxxe ®AC Poccun B X0/1e¢ IJKOHOMHUYECKOTO aHaju3a Oblila MPOBE/ICHa MPOBEpKa
10 OMPENEICHUIO 3apeTHUCTPUPOBaHHBIX IeH Ha mpemnapar «lIpomadenon» (MHH —
«IIpormapeHon») B cTpaHaX B COOTBETCTBHMU C IpuiokeHnem Ne 2 k Meronuke. Ha
OCHOBAaHUU OTKPBITOTO VHTEPHET-UCTOYHUKA B Peciybnuke ~ Makemonus
(https://lekovi.zdravstvo.gov.mk/drugsregister/overview) yCTaHOBJIEHO, YTO OTITyCKHas
L€Ha [POU3BOAMUTENST Ha JieKapcTBeHHbI mnpenapar «[Iponmagpenon» (MHH —
«IIpomadenon») B ctpane nmpousBojacTBa (Pecrydnuka MakenoHus) HUKe 3asBICHHON Ha
MEPEePETUCTPALIMIO MPEACIbHON OTIYCKHOM LE€HBI, YTO YKAa3bIBAET HA HECOOTBETCTBUE
MOANYHKTY «B» IMyHKTa 50 MeTtoguku.

B CBA3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBUHM C MOANYHKTOM «I» ITIyHKTa 19
[IpaBus1 TpEBBILICHHE NPEACTABISIEMONM ISl TOCYIApCTBEHHOM MEpEeperucTpanuu
MPEAEIBbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Npenapar Haja LEHOM,
paccunuTaHHOW B cOOTBETCTBUM C [IpaBriiamu m MeTtonukoi, sBISE€TCS OCHOBAHUEM IS
OTKa3a B CONIACOBAHHWM T'OCYIAPCTBEHHOW PETUCTPALUMU NPEAECIBbHONW OTIIYCKHOM LIECHBI
MIPOU3BOAUTENS HA JICKAPCTBEHHBIN Ipenapar.

A.1O. IlapukoBckuii
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