PEILIEHUE
00 OTKa3e B COIIACOBAHMHM MPEAEIIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
HAa JICKapCTBEHHbIE MTPENaparhl, BKIOUEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApaTOB

B coorBerctBum ¢ mnyHkroM 8 IIpaBun TrocynapCTBEHHOW pErucTpalud H
MEPEPETUCTPALIMM YCTAHABIUBAEMBIX MPOU3BOJUTEIIAMHU JIEKAPCTBEHHBIX IPENAapaToB
MPEACIIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEnaparbl, BKIIOYEHHBIE B NEPEUCHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEWIIUX JICKAPCTBEHHBIX MPEMapaToB, YTBEP>KICHHBIX
nocranoienreM [IpaButensctBa Poccuiickoit @eaepanuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), ®enepanpHasi aHTUMOHONOJBbHAs Cly:k0a paccMoTpena JIOKyMEHTHI,
npeacTaBieHHble nucbMoM MunznpaBa Poccum ot 30.01.2017 Ne 20-4-4035715-c, u
NpUHSJIA pelieHrne 00 OTKa3e B COIVIACOBAHUU MpPENEIbHON OTITYCKHOM IEHBI «XIOTelb
Wuk.» (Pecniyonuka Kopes) Ha crnenyromuil JeKapCTBEHHBIM Mpernapar, BKIIOYEHHBI B
NepeYeHb KU3HEHHO HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

borynakc (MHH «boTynuHu4yeckuii TOKCMH THUNa A — TreMarrIloTUHUH
KOMIUIEKC»), JAUO(HUIM3aT AJii NPUTOTOBICHHUS PacTBOpa i BHYTPUMBILIEYHOIO
BBenieHus 50 EJI, 5 min — dumaxons! (1) — nmauku kapToHHbIE, B pazmepe 6 274,17 pyo.

[IpenenbHass OTHyCKHas II€HA HAa YKAa3aHHBIA JIEKAPCTBEHHBIM Ipernapar He
COIIACOBBIBAETCSA 10 CIAEAYIOUIUM OCHOBAHUSIM.

B cootBerctBuu ¢ nucbmom @I'BY «HIIDCMID» Munsapasa Poccun ot 16.01.2017
No 408, wampaBnennsiM MuH3npaBoM Poccum B cocTaBe KOMILUIEKTa JOKYMEHTOB,
cooOmraercs, 4ro JiekapcTBeHHbI mpemapar «bortymakcy (MHH «botynmuanueckuit
TOKCHH THMAa A — TeMarniioTHHUH KOMIUIEKC») B JIEKapCTBEHHOM (popme «moduinsar
JUIsl TIPATOTOBJIEHUS PacTBOpPA sl BHyTpuMbleyHoro BeeaeHus 50 EJ[» coorsercTByer
TPEOOBAHMAM, NPEABABISIEMbIM K «OMOAHAIOTOBBIMY» JIEKAPCTBEHHBIM IIpenaparamM, a
takke, 4yro unpenapar «borokc» (MHH «borynuHuueckuid TOkCcMH THHa A —
reMarrIlOTUHUH KOMIUIEKC») B JIEKAPCTBEHHON (hopMe «ITMOPUIN3aT AJIs MPUTOTOBIEHUS
pacTBopa ajis BHyTpumbiiieyHoro BBenenus 100 EJI» (mpousBoautens - «Ajuiepran
®dapmacbroTukan3 Aspmsuay, Upnanaus) senserca peepeHTHBIM.

[Ipu mnpoBeneHnn skoHOMHUYeckoro ananmza OAC Poccum BBISBICHO, 4YTO
npenenbHas OTIYCKHAsl I1I€HAa Ha BbIIICYKAa3aHHBIM OHMOAHAJIOTOBBIN JIEKAPCTBEHHBIN
npenapar npeBbiaer 90 NOpPOLEHTOB CpeAHEH 3aperucTPUPOBAHHON MPEAEIbHON
OTITYyCKHOM II€HbI Ha pedepEHTHBIN JICKAPCTBEHHBIN Mpenapar, paCCYMTaHHOU 3a Mepuo 3
JIET 10 NPEACTABICHUS JEPKATEIIEM WU BIIAJIEIBLUEM PETUCTPALMOHHOIO yIOCTOBEPEHUS
(YIIOJTHOMOYEHHBIM UM JIMIIOM), YTO NPOTUBOPEUYUT NYHKTY 22 MeToauku pacuera
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YCTAaHABIMBAEMbIX  MPOU3BOAUTENSIMUA  JIGKAPCTBEHHBIX  MPENaparoB  IPeAesIbHbIX
OTIYCKHBIX ILIEH HA JIEKAPCTBEHHBIE MpPENapaTrhbl, BKIIOUECHHBIE B NEPEUYECHb KU3HEHHO
HEOOXOMUMBIX W BAaXXHEHIIMX JICKAPCTBEHHBIX TMPEMApaToB, MPH WX TOCYIapCTBEHHOUN
pETUCTpAllMid W TIEPEPETUCTPAllMU, YTBEPKICHHOM NoOcCTaHOBIeHHEM [IpaBuTenbcTBa
Poccuiickoit ®enepanuu ot 15.09.2015 Ne 979 (nanee — Metonuka).

Kpome Toro ®AC Poccum BBISIBIEHO, YTO TMpeleibHAas OTIIYCKHAs II€HA Ha
BBIIIIEYKA3aHHBIM OMOAHAJIOTOBBIN JIEKAPCTBEHHBIN MTpenapar npeBwimaeT 95 % mnocnenuei
3apErUCTPUPOBAHHON TMPENEIIbHON OTIYCKHOW I€HbI MPOU3BOJUTENS HAa AHAJIOTUYHBIN
JIEKAPCTBEHHBIN Ipenapar, paCCUUTaHHOW HMCXOI MX CTOMMOCTH OJHOW JIEKapCTBEHHOMU
(GbOpMBI, UTO MPOTUBOPEUUT MyHKTY 22 MeToauku.

B CBs3u C BBINIEU3TI0KEHHBIM, B COOTBETCTBUU C MOJINYHKTOM «B» ITyHKTa 13
[IpaBun 1peBbIIEHUE TMPEACTABICHHOW JUISI TOCYIAPCTBEHHOM PETHCTpPALUU WU
MEPEPETUCTPALIM TIPEACIbHON OTITYCKHOM II€HbI IMPOW3BOAMUTEINSI HaA JIEKAPCTBEHHBIN
Ipernapar HaJl LEeHOW, pAaCCUNTAHHOM B COOTBETCTBHUM C METOOUKOM, SIBIIAETCA
OCHOBAaHMEM i1 OTKAa3a B CONIACOBAHMM TOCYJApPCTBEHHOW pETUCTpalvHd WIH
MEPEPETUCTPALUA TIPEACTBHON OTIIYCKHOM LEHBI IMPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npermnapar.
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