PEHIEHUE
00 OTKa3e B COINIAaCOBaHHUH MPEAETbHBIX OTIYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE [TPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BAKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBun ¢ nmynkrom 8 u 10 IIpaBuin rocymapCTBEHHOW PpErMCTpaldd U
NEPEePEerucTpalui yCTAaHABIUBAEMbBIX MPOU3BOJIUTEISIMU JIEKAPCTBEHHBIX MpEnaparoB
IpelebHbIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHBIEC IMpEnaparbl, BKIOUYEHHbIE B MEpeYeHb
’KU3HEHHO HEOOXOIMMBIX M BaXKHEMILHX JICKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIX
nocranoiieHreM [IpaBurenbcTBa Poccuiickoit denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @exepanbHas aHTUMOHOMNOJBHAS CIy)k0a paccMoTpena JOKYMEHTHI,
npeacTtaBieHHble nucbkMoM MunsnpaBa Poccun ot 01.09.2017 Ne 20-4-4051379-c, n
MpUHSIA pellieHne 00 0TKa3e B COINIACOBAHMHM, 3asBICHHBIX B BBIIICYKa3aHHOM MHCHME,
12 npenensubix otnyckHbiX LleH OO0 «I[TPAHA®APM» (Poccusi) Ha nekapCTBEHHBIM
npenapar, BKJIIOUCHHBIH B TMEPEUYCHb JKU3HEHHO HEOOXOMMMBIX ¢  BaKHEHIIUX
JeKapCcTBeHHbIX mpemnaparoB «Jlozapran» (MHH — Jlo3zapran), peructpaimoHHOe
ynocroBepenue (nainee — PY) No JITT- 003804.

IIpenenbHble OTHYCKHBIE LIEHBI HA YKa3aHHBIM JICKAPCTBEHHBIM Ipenapar He
COIIACOBBIBAIOTCS IO CJIETYIOUIUM OCHOBAHUSIM.

Ha ocnoBanuu mynkra 10 IlpaBus mpou3BOIUTENIO YKa3aHHOTO JIEKAPCTBEHHOIO
npenapara HampasieH 3anpoc or 12.09.2017 Ne AK/62999/17 B uensix yTOYHEHUS
CBEJICHUI, COIEpKAIIUXCS B MPEACTABICHHBIX JOKymMeHTax. Bmecte ¢ Tem orBer OO0
«ITPAHADAPM», nampasnennbli nucbkMoM oT 18.09.2017 No 17/356, comepxut
HENOJIHYI0 UH()OPMALIHIO, @ UMEHHO MPOU3BOJAUTENEM HE MPEACTABICHO TIOKYMEHTAJIbHOE
MOJTBEPKJACHUE OIUIaThl TPyAa, YKa3aHHBIX B pacimmgpoBKax 3arpar MO KaKIOMY
JIEKApCTBEHHOMY Mpenapary Mo cTarbe «3apa0oTHasi IjiaTa», B CBSI3M C YEM IMPOBECTHU
HPKOHOMUYECKHI aHAJIN3 3asBJICHHBIX K PETHCTPAllMU LIEH B COOTBETCTBUU ¢ MeETOIUKOM
pacuera yCTaHaBIMBAaEMbIX MPOU3BOAUTENISIMU JIEKAPCTBEHHBIX MPENApaToB MpPeaeabHbIX
OTIYCKHBIX ILIEH Ha JIEKAPCTBEHHbIE Npenaparhbl, BKIIOYECHHbIE B IEPEUYEHb >KU3HEHHO
HEOOXOIMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX MPENApaToB, MPU HMX TOCYIAPCTBEHHOM
perucTpalid W TEepeperucTpalnu, yTBEPKIEHHON moctaHoBieHueM I[IpaBuTenscTBa
Poccuiickoit ®enepanuu ot 15.09.2015 Ne 979 (nanee - Metonuka), He MpeACTaBISIETCS
BO3MOYKHBIM.

[Ipu mpoBeAEHNN SKOHOMUYECKOTO aHajn3a YCTAHOBJIEHO, YTO Ha JIEKAPCTBEHHBIM
npenapar «Jlozapran» (MHH — Jlo3apran), Ta0neTku, TMOKPHITHIE TUIEHOYHOMN
o0osoukoit, 12,5 mr, (10) - ynakoBKu siY€HKOBBIE KOHTYpPHBIE, 3 MIT. ~ / TAYKH KapTOHHBIE,
3aperucTpupoBaHa TMpejelibHas OTIMyCKHas IieHa B pasmepe 75,00 pyOmeir, PY -
JITI- 003804 (mpuka3z MunznpaBa Poccun ot 23.01.2017 Ne 26/20-17). Takum oOpazom,
3asIBJICHHAs] K PETUCTpalMK MpeesbHas OTIYCKHAas L€HAa Ha JIEKAPCTBEHHBIM NIpernapar
«Jlozapran» (MHH — Jlozapran), TaOneTKu, HOKPBIThbIE TUIEHOYHOM 000710uKoi, 12,5 mr,
(10) - ynmakoBKM S'YEMKOBBIE KOHTYpPHbIE, 6 IIT. ~ / TAUKX KapTOHHbIE, IPEBBIILIAET PAHEE
3apEruCTPUPOBAHHYIO MPENEIbHYIO0 OTIYCKHYIO II€HYy M3 pacyeTa CTOMMOCTU OJIHOM
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JIEKapCTBEHHON (OpMbI B paMKaxX OJHOTO PETrUCTPAIMOHHOTO YAOCTOBEPEHUS, YTO
MIPOTUBOPEYUT MYHKTY 5 MeToauku.

B cBs3u C BBIIEU3TI0KEHHBIM, B COOTBETCTBUU C MOAIYHKTOM «0» myHKTa 13
[IpaBun mpencTaBieHHE JTOKYMEHTOB B HEMOJHOM o00beMe W (WJIM) HEMoJHOTa
COJIEpPKAIIUXCSI B HUX CBEACHUM, a TAKKE B COOTBETCTBUU C MOMAIYHKTOM «B» ITyHKTa 13
[IpaBun mpeBBIIEHWE NPEACTABICHHOM [UI TOCYJapCTBEHHOW PETUCTPALMU WU
MEPEPETUCTPALA TPEACIBHON OTHYCKHOM IIEHBI MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
mpenapar HajJ I[EHOM, pACCUMTAHHOM B COOTBETCTBUM C METOIHUKON SBIAETCA
OCHOBAHUEM JUIsl OTKAa3a B CONNIACOBAHUM TOCYAAPCTBEHHOM PETUCTPALMU HPEACITBHBIX
OTIYCKHBIX LIEH MMPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kamesaposn
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