PEILIEHUE
00 OTKa3e B COIIACOBAaHUU MPEAEIbHBIX OTIYCKHBIX LIEH IPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MIPenaparhl, BKJIOYEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBeTcTBMM ¢ TyHKTOM & W TMOANYHKTOM «B» TmyHkTa 19 IlpaBun
rOCyJIapCTBEHHOU PETUCTPALIMU U NIEPEPETUCTPALIUN YCTAHABIUBAEMBIX POU3BOIUTEIISIMU
JIEKAPCTBEHHBIX MTPENApaToOB MPEAEIIbHBIX OTITYCKHBIX LIEH Ha JICKAPCTBEHHbBIE Mpenaparsl,
BKJIFOUEHHBIE B TMEpPEYCHb KU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JIEKAPCTBEHHBIX
IIPEIaparoB, yTBEPKIACHHBIX nocTtaHoBieHueM I[IpasurenscrBa Poccuiickonn Penepaunu
or 29.10.2010 No 865 (manee - IlpaBuna), PenepasibHasi aHTUMOHOIIOJbHAs CIy>K0a
paccMoTpena JOKYMEHTHI, Mpe/icTaBieHHble mucbMoM Munizapasa Poccun ot 20.03.2017
No 20-4-4038502-c, u mnpuHsia pemieHHue 00 OTKa3e B CONIACOBAHMM MPEACbHBIX
ornyckHbix 1eH OO0 «HIIO IlerpoBakc ®apm» (Poccust), 3asBIEHHBIX Ha
NEePEPETUCTPALUIO, Ha CIEAYIOLINE JIEKAPCTBEHHbBIE MPENApaThl, BKIIOUYEHHBIE B IIEPEUEHD
YKU3HEHHO HEOOXOUMBIX M BaXKHEHIINX JICKAPCTBEHHBIX MPENapaToB:

1. [Honmuokcuponnit (MHH — A3zokcumepa OpoMun), CyNno3UTOPUM BarMHaJlIbHbIE
U peKTaJIbHbIC, 12 MT, 5 IIT. - YIIAKOBKHU STYE€HKOBBIE KOHTYPHBIE (2) — MauyKu KapTOHHbBIE, B
pazmepe 900,84 pyo.

2. Ilomnokcumonuii (MHH — A3okcumepa Opomun), Cynmo3uTOPUN BaruHAJIbHBIC
U pEKTaJIbHbIE, 6 MT, 5 MIT. - YIAKOBKU SYEUKOBbIC KOHTYPHBIC (2) — MaYKu KapTOHHbBIC, B
pasmepe 744,70 py6

3. [lomuokcumonnit (MHH —  A3sokcumepa Opomun), mmodunusar — amis
MIPUTOTOBJICHUSI PACTBOpA JJII UHBEKIIMI M MECTHOTO MpuUMeHeHus, 3 Mr, ¢uiakoHsl (5) -
YIaKOBKU KOHTYPHBIC siueiKoBBIC (1) — mauku KapToHHBIE, B pazmepe 621,57 pyo.

4. Ilonmokcunonut (MHH —  Azokcumepa Opomun), mauoduuimszar i
MPUTOTOBJICHUSI PACTBOpA JJIsl UHBEKIIMI U MECTHOTO NMpUMeHeHus, 6 mr, prnakoHsl (5) -
YIAaKOBKHU KOHTYpHBIE siueiKoBbIe (1) — mauku KapToHHbIE, B pazmepe 985,37 pyo.

[IpenenpHble OTMYCKHBIE LIEHBI HAa YyKa3aHHbIE JIEKAPCTBEHHbIC Ipernaparbl He
COIIACOBBIBAIOTCS IO CJIEIYIOUUM OCHOBAHUSIM.
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B cootrBerctBUM ¢ TnyHKTOM 16 Mertoauku pacuera yCTaHABIMBAEMbIX
MIPOU3BOAUTENSIMU  JIEKAPCTBEHHBIX MPENApaToB MPEICIbHBIX OTIYCKHBIX II€H Ha
JICKapCTBEHHBIC Tpenaparbl, BKJIIOYCHHBIE B MEPEYCHb >KU3HEHHO HEOOXOMUMBIX U
BAKHEHUIINX JICKAPCTBEHHBIX NPENAparoB, NPU HUX TOCYAAPCTBEHHOM PETUCTPALHUU U
IEpEPETUCTPALMY, YTBEPKICHHOW IoOcTaHoBiIeHUEM [IpaBurenbcTBa Poccniickoit
Oeneparun ot 15.09.2015 Ne 979 (manee — Meronuka), mpeneabHas IeHa
[IPOU3BOAMUTENS TOCyJapCcTBAa — 4jeHa EBpa3suiCKOro H>KOHOMHUYECKOIO COK3a Ha
JIEKApCTBEHHBIN Mpernapar npu €€ NePeperucTpaluy B ciaydae, YKa3aHHOM B IMOAMYHKTE
«B» TyHKTa 19 IIpaBui, NOJIEKUT YBEIMYEHUIO Ha Pa3HUIy MEXKIY IPOrHO3UPYEMbBIM
ypOBHEM MHQUIAIIMK TEKYIIEro Troja, YCTAaHOBJICHHBIM (elepaJbHbIM 3aKOHOM O
dbenepaabHOM OIOMKETE HA COOTBETCTBYIOIIMK (DMHAHCOBBIN T'OJl U IUIAHOBBIM NEPHO, U
pa3HHULIEH, PACCUATAHHOW B IMPOLEHTAX OT 3apErUCTPUPOBAHHOM LIEHBI, MEXKIY
3apEruCTPUPOBAHHON TIPENICIIBHOW OTIYCKHOW IEHOM MPOU3BOAUTEIS HA JIEKAPCTBEHHBIN
mpernapar ¥ CpeIHEB3BEHICHHOW (aKTUYECKOM OTIyCKHOW IIEHOM Ha JIeKapCTBEHHBIN
npenapar 3a MNepuoi, MCTEKIIMH CO JHS TOCYJapCTBEHHOM perucrpauuu (mocieqHei
NepeperucTpanum) NpeaeIbHON OTITYCKHOM LIEHBI.

B xome mpoBeneHuss SKOHOMHMUYECKOro aHanu3a denepanbHONM aHTUMOHOIOJIBHOM
CIIy>k00¥ ObUT HAaMpaBlIeH 3alpoC MOKYMNaTeNll0 BBIIMICTIEPEUNCICHHBIX JIEKAPCTBEHHBIX
npenaparoB o HeoOxoaumocTH npenctaButh B DAC Poccun cBefenus 00 uX 3aKynkax u
KOIIUM TOBAPHBIX HAKJIA/IHBIX.

N3 ananuza npencrasieHHbIX B @AC Poccrun B OTBET Ha 3apOC CBEAECHUM, CIEAYET,
YTO CpEIHEeB3BEIICHHbIE (PAKTUYECKHE OTIYCKHBIE II€Hbl HA JIEKAPCTBEHHBIE MpErapaThl
«ITonrokcuIOHUN» HIDKE, YeM ObUTH MPECTaBICHBI 3asIBUTEIIEM.

Takum o00pa3oM, MOXKHO CJellaTh BBIBOJ O HEIOCTOBEPHOCTH CBEICHUIA,
comepxkamuxcst B gokymeHtax OOO «HIIO [IlerpoBakc ®apm» (Poccus),
MIPEACTABIEHHBIX JUISl IEPEPETUCTPALIAN IPEAECTBHBIX OTIIYCKHBIX IIEH.

B cCBA3M C BBIIIEU3IOKEHHBIM, B COOTBETCTBUU C MOMIYHKTAMH «a» M «B»
nyHkra 13 IIpaBun mpegocraBiieHME HEIOCTOBEPHBIX CBEICHUN, a TAKXKE MPEBBIIICHUE
MPEJACTABIECHHOW JIJISI TOCYAAPCTBEHHOM MEPEPETUCTPALUM MPEAEIIbHON OTITYCKHOW LIEHBI
MIPOU3BOJUTEISI HA JIEKAPCTBEHHBIN MpENapar Hajl [IEHOM, PACCYUUTAHHOW B COOTBETCTBUU
¢ Meroaukol, ABISETCS OCHOBaHMEM JUIsl OTKAa3a B COIVIACOBAHUU TOCYJAapPCTBEHHOU
MEepEepPEerucTpali MPeACTbHON OTIYCKHOM IE€HbI MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npenapar.

P.A. IleTpocsan
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