PEILIEHUE
00 OTKa3e B COIIaCOBAaHUH MPEAETbHBIX OTIYCKHBIX 1IE€H MTPOU3BOAUTENCH
Ha JICKapCTBEHHbBIE MTPENaparhl, BKJIOUEHHBIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBHM C TIyHKTamMM & M TOIIYHKTOM «B» IyHKTa 19 IlpaBuiu
roCyJ1apCTBEHHOM perucTpanuu u nepeperucTpanun yCTaHaBIMBAEMBbIX
MPOU3BOJUTENSAMU  JIEKAPCTBEHHBIX TMpENaparoB MpeAesibHbIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TIperapaThl, BKJIIOYEHHbIE B TMEPEYCHb KU3HEHHO HEOOXOAMMBIX U
BAXHEWIINX  JIEKAPCTBEHHBIX  MPENaparoB,  YTBEPKIAEHHBIX  IOCTAHOBJIECHHUEM
[TpaButensctBa Poccuiickoit ®@enepanmu ot 29.10.2010 Ne 865 (manee - IlpaBuia),
denepanbHas aHTUMOHOIIONIbHAS CIIy’)k0a paccMoTpesia JTOKYMEHTHI, MpPeACTaBIICHHBIC
nrucbMoM MunsapaBa Poccun ot 31.10.2016 Ne 20-4-4025338-c, u nipuHsIa pemnieHue oo
OTKa3€ B COIVIACOBAaHUM IPEEIbHBIX OTIYCKHBIX LI€H, 3asBJIECHHBIX Ha MEPEPErUCTPALIUIO,
Jep)KaTensl WIM  BIAJelbla PErHCTPAMOHHOIO  YIOCTOBEPEHHS JIEKAPCTBEHHOIO
npenapata 00O «OxodapmUuBect» (Poccus), mnpousBoacTBa (BCE€  CTaauu)
000 ®dupma «PEPMEHT» (Poccus), Ha cneayroliue JIEKapCTBEHHbIE Ipenaparsl,
BKJIFOUEHHBIE B MEPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKApPCTBEHHBIX
IIPENapaToB:

1. Mekcukop (MHH — OTuUaMeTHITHapOKCUIMPUINHA CYKIIMHAT), PAcCTBOp IS
BHYTPUBEHHOTO ¥ BHYTPUMBIIIEYHOTO BBeACHUS, SO Mr/miL, 5 Ml - ammysibl (5) - yrmakoBKa
siUeMKOBasi KOHTypHas (4) - mayka KapToHHas, B pazmepe 755,06 pyoO.

2. Mekcukop (MHH — DTHIMETUITHIPOKCUTIMPUINHA CYKIMHAT), PACTBOP AJIS
BHYTPUBEHHOTO ¥ BHYTPUMBIIIIEYHOTO BBeACHUS, SO Mr/miL, 2 Ml - ammyJibl (5) - yImakoBKa
AYEUKOBasi KOHTypHas (2) - mayka KapToHHas, B pazmepe 336,51 pyO.

[IpenenpHble OTIYCKHBIE LIEHBI Ha YKa3aHHbIE JIEKAPCTBEHHBIE Ipenaparbl He
CONIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSM.

B coorBerctBum myHkroM 16 Mertonukn  pacdyeta  yCTaHABIMBAEMBIX
MPOU3BOJIUTENSIMU  JIEKAPCTBEHHBIX IpPENaparoB IMpeAesibHbIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHbIE TIpErapaThl, BKIIOYEHHbIE B IEPEYEHb MKU3HEHHO HEOOXOAUMBIX U
BXHEHIINX JIEKAPCTBEHHBIX MPENaparoB, MNPHU HX TOCYAAPCTBEHHOM pErucTpanuud u
[IEpEePETrUCTpallii, YTBEPKACHHOM IocraHoBiIeHUEM IIpaBurenscTtBa Poccuiickoin
®denepanyu ot 15 centsadps 2015 . Ne 979 (nanee — MeToauka), npeaeiabHas OTITyCKHAs
[EHA MOMJIEKHUT TEPEeperucTpal B CIydae €CJIM CpeJHEB3BElIeHHas (aKTHuecKas
OTIIyCKHas Il€HAa Ha JIEKQpCTBEHHBIM IMpenapar 3a NEpUOoJ, HUCTEKIIUHA CcO JHS
rOCyJIapCTBEHHOU perucTpanuu (MOoClIeIHeN MepeperucTpanuu) NpeaeabHONM OTITYyCKHOM
LEHBI, ObUIa HIKE 3aperMCTPUPOBAHHOM Ha 3TOT MEpPHOJ LIEHbl He Oojiee 4YeM Ha
IPOrHO3UPYEMBI YpOBeHb MHQIIALIMK, YCTAHOBICHHBIH HA TEKYIIMH roj (eaepaabHbIM
3aKOHOM O (eiepabHOM OIOMKETe Ha COOTBETCTBYIOIIMIA (PMHAHCOBBIN TOJ] U TUIAHOBBIN
nepuon (6,4 % B 2016 rony).

[Ipu nposeaenun skoHOMHYeckoro anamuza ©OAC Poccun BBISBIEHO, YTO
CpelHEB3BEUIEHHbIE (DAKTUUECKUE OTITYCKHBIE LIEHbl Ha BBIIICYKAa3aHHBIEC JIEKAPCTBEHHBIC
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npenaparsbl HIXKE 3aperucTPpUPOBAHHBIX IIeH Oosee yeM Ha 6,4 %.

B cBfi3U C BBIIEU3IIOKEHHBIM, B COOTBETCTBUHM C TOJIYHKTOM «B» IyHKTa 13
[IpaBun mnpeBbIICHWE MPEACTABICHHOM JUId TOCYAAPCTBEHHOM PpETUCTpPalUM WU
MepEPETUCTPALINM TPEAECIBHON OTIIYCKHOM IIEHBI MPOU3BOJAWTENS Ha JICKAPCTBEHHBIN
Ipernapar HaJ L[EHOM, pAacCUUTAaHHOW B COOTBETCTBMH C METOAUKOM, SIBISETCS
OCHOBaHMEM JUIsi OTKa3a B COIVIACOBAHWMU TOCYAAPCTBEHHOM PpETrUCTpalvyd WJIHU

MEPEPETUCTPALUA TPEACIBHON OTIIYCKHOW IIEHBI IMPOWU3BOAUTENA HaA JIEKAPCTBEHHBIN
npenapar.

A.Bb. Kameapos
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