PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBercTBuM ¢ myHkTtamu 8 u 21 IlpaBun rocynapCTBEHHOM pErucTpanvii U
MEepEPErucTpali yCTAHABIUBAEMbIX IPOU3BOJUTEISAMHU JIEKAPCTBEHHBIX IMpenapaTroB
IIPENEIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IMpEnaparbl, BKIOUYECHHBIE B I1€PEUYCHb
KU3HEHHO HEOOXOAMMBIX M BaXXKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, yTBEPKIACHHBIX
nocra"oBiienneM lIpaBurenscrBa Poccuiickon ®enepammu ot 29.10.2010 Ne 865
(manee - IlpaBuna), @enepasibHasi AHTUMOHOIIOJIbHASL CITy>)k0a paccMoTpesna JOKYMEHTHI,
npeacTaBileHHble nucbMoM MunsgpaBa Poccum ot 25.05.2016 Ne 20-4-4011151-c,
U TpHUHSIa pElIeHHe 00 OTKa3e B CONIACOBAaHWUU NPENEIbHBIX OTIYCKHBIX II€H,
MpeACTaBIECHHBIX Ha nepeperucrpanuto, baiiep @apma Al' (I'epmanus) Ha clieayroiiye
JIEKapCTBEHHbIE Mpernaparbl, BKIIOUYEHHbIE B TMEPEYEHb MKU3HEHHO HEOOXOIUMBIX H
BaYKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB:

1. Vasrpasuct (MHH-Honpomux), pactsop mmst uubekimii, 300 mr ifoma/m,
50 m, - ¢nakons! (10) — mavku kapToHHBIE B pazmepe 8139,63 pyo.

2. VasrpaBuct (MHH-Monpomun), pactBop s uHbekimii, 300 Mr ifoma/mi,
20 M, - ¢pnakonsl (10) — mauku kapToHHBIE B pazmepe 3443,73 pyo.

3. Vmbrpasuct (MHH-Monpomun), pactBop st HHbeKUmii, 370 Mr ifoma/mu,
150 M, - kaptpuxku (10) — mauku kapToHHble B pazmepe 37044,38 pyo.

[IpenenpHble OTIYCKHBIE LEHbI HAa YKa3aHHbIE JIEKAPCTBEHHbIEC Ipenaparbl He
COIIACOBBIBAIOTCS I10 CJIETYIOUIUM OCHOBAHUSIM.

[Ipn nposenenum sxkoHoMHueckoro ananusza ®AC Poccun BBIBIEHO, YTO BBO3
3asIBIICHHBIX JIEKAPCTBEHHBIX MPEMapaToOB 3a NEPHUO, UCTEKIINM CO JHS TOCyIapCTBEHHOU
peructpauuu (MOCHEAHEN MepeperucTpanuu) MpeAebHON OTIYCKHOM 1EHbI, He
OCYILECTBIISICS, YTO MPOTUBOPEUYUT MYyHKTY 23 MeTomMKM pacyera yCTaHaBIMBAEMbIX
MIPOU3BOAUTENSIMUA JIEKAPCTBEHHBIX IMPENaparoB MpEIEIbHbIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIC Tperaparsl, BKIIOUYEHHbIE B TIEPEUEHb KU3HEHHO HEOOXOIUMBIX MU
BOKHEWIIINX JIEKAPCTBEHHBIX IMPENapaToB, MPU HUX TOCYJAPCTBEHHOW PErucCTpalvud U
IIEpEPETUCTPALlUH, YTBEPXKICHHOM mocTaHoBieHueM IlpaBurenscTtBa Poccuiickon
®enepannu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B CBA3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBUHM C MOJITYHKTOM «B» ITyHKTa 13
[IpaBry1 TpEBBIIEHWE NPEACTABICHHOM JIsI TOCYJAPCTBEHHOW PEruCTpalvyd WIN
NEePEPETUCTpali MPEAEIbHOW OTIYCKHOM II€Hbl MPOU3BOJIMTENS Ha JIEKAPCTBEHHBIM
rpenapar HaJ LEHOW, pPAacCYATAHHOM B COOTBETCTBUM C METOOUKOM, SBISAETCA
OCHOBaHMEM [IJIi OTKa3a B CONNIJACOBAaHUU T'OCYJAAPCTBEHHOW pETUCTpaluu WU
NEepPEePerucTpaluy MpeaebHOW OTIYCKHOM II€Hbl MPOU3BOJIMTENS Ha JIEKAPCTBEHHBIH
npenapar.

denepanbHasi aHTUMOHOIIONIBHAS CIY»X)0a TakXKe NMpUHsUIa perieHrue o0 OTKasze B
COIIACOBAHUMU TMPEIEIbHBIX OTIIYCKHBIX II€H, MPEIACTABICHHBIX HA MEPEPETUCTPALUIO,
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baitep ®apma AI" (I'epmanusi) Ha cleayrolye JEKapCTBEHHBIC Mpenaparhl, BKIIOUCHHbBIC
B [I€PEUCHDb KU3ZHEHHO HEOOXOMMMBIX M BAXKHEHUIIINUX JIEKAPCTBEHHBIX MPETapaToB:

1. VYasrpaBuct (MHH-Honpomuy), pactBop mis uHbekumii, 370 Mr ioma/mi,
30 M, - ¢makons! (10) — mavku kapToHHbIE B pazmepe 7381,02 pyo.

2. VYasrpaBuct (MHH-Honpomus), pactBop mmst uubekumii, 370 Mr ioma/mi,
100 mut, - kapTpumku (10) — mayku kapToHHEIE B pazmepe 24603,42 pyo.

[IpenenbHble OTIYCKHBIE ILIEHBI HA YKAa3aHHBIE JICKAPCTBEHHBIC IPENApPATHl HE
CONIIACOBBIBAIOTCS MO CJIETYIOIIUM OCHOBAHUSM.

®AC Poccuu B x0Jie¢ PKOHOMHYECKOTO aHajau3a OblIa MpoBEAcHA MPOBEpKa IO
ONPEIETIEHNIO 3apETUCTPUPOBAHHBIX 1IEH HA BBILICYKAa3aHHBIE JIEKAPCTBEHHBIE IIpenaparsl
B CTPaHaX B COOTBETCTBUU ¢ npuioxkeHnem Ne 4 k Metoauke.

Ha ocHoBanuu oQuIMaabHBIX MHTEPHET-UCTOYHUKOB YCTAHOBJIEHO, YTO Ha
JIEKapCTBEHHBIN Tipenapar «YinerpaBuct» (MHH — I7IOHpOMI/m), pacTBOp ISl UHBEKIINH,
370 mr riona/mi, 30 mut, Ne 10 3aperucTpupoBaHbl OTIYCKHBIE IIEHBI Tpon3BoauTENs (6€3
y4deTa NPOU3BOACTBEHHBIX IUIOMIAJ0K, YYaCTBYIOIIMX B MpPOLECCE IPOU3BOJICTBA) B
['peueckoit PecmyOnuke, Pymbinum, Typerkoii PecnyOnuke, VYkpawHe, KOTOpbI€ B
nepecuyeTe Ha OJHY JIEKapCTBEHHYI0 (OpMy HIDKE 3asBICHHONW Ha PErUCTPAIHIO
MPEACTbHON OTIIYCKHOW II€HBl HAa YKa3aHHbIA JICKAPCTBEHHBIA Ipemnapar, 4YTo
IIPOTUBOPEYUT IOAIYHKTY «B» ITyHKTa 23 MeToauku.

Ha ocHoBaHuu oQUIIMATBHBIX MHTEPHET-UCTOYHUKOB YCTAHOBJIEHO, YTO Ha
JIEKapCTBEHHBIN nipenapar «YnerpaBuct» (MHH — ﬁonpOMI/m), pacTBOp AJIsl UHBEKIIUH,
370 mr ¥onma/mi, 100 mu, Ne 10 3apeructpupoBaHbl OTITYCKHBIE LIEHBI IMPOU3BOIUTEIS
(0e3 ydera MpOM3BOACTBEHHBIX MJIOMIAIOK, YYACTBYIOIIMX B MPOLIECCE MPOU3BOJICTBA) B
I'peueckoit PecnyOnuke, Pymbinuu, Typeukoit PecnyOmnuke, Crnoaukod Pecrnybnuke,
VYKpauHe, KOTOpble B MEpEecUYeTe Ha OAHY JICKAPCTBEHHYIO (DOpMY HUXKE 3asBICHHOW Ha
PErUCTpalUIO MPEAEIbHON OTIYCKHOM LIEHBl HAa YKAa3aHHbBIW JIEKAPCTBEHHBIN MpEIapar,
YTO NPOTUBOPEUHUT MOAMYHKTY «B» IyHKTa 23 MeTONHKHU.

B cBsi3U C BBINIEU3NI0KEHHBIM, B COOTBETCTBUM C TMOANYHKTOM «B» MyHKTa 13
[IpaBun mpeBbIIEHHE MPEACTABICHHOW JUIsi TOCYJAapCTBEHHOW PETUCTPALMMU WIIH
MEPEPETUCTPALUA TPEACIBHON OTIIYCKHOM ILIEHbI IPOU3BOAMTENS HA JIEKAPCTBEHHBIN
mpenapar HaJ LUEHOW, pPAacCUATAaHHOM B COOTBETCTBHUM C METOAMKON SIBIAETCA
OCHOBAaHMEM I OTKa3a B CONIACOBAHMU TOCYHAPCTBEHHOM PETUCTpaluy WA
MEPEePETUCTPALlUA TPEACIBHON OTIYCKHOW II€HbI MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npemnapar.

A.b. Kamesapos
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