PEHIEHUE
00 OTKa3e B COIIACOBAHMH MPEAEIIbHBIX OTITYCKHBIX LIEH IPOU3BOAUTENEH
Ha JIEKapCTBEHHbIE MTPENaparhl, BKIOUECHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMbIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPEMAPATOB

B coorBercTtBumM ¢ nmyHktamu 8 u 21 IIpaBun rocynapCTBEHHOW pErucTpanvu u
MEPEPETUCTPALIMM YCTAHABIMBAEMBIX MPOU3BOJMUTEISIMU JIEKAPCTBEHHBIX IPENAPaTOB
MIPEACIIbHBIX OTIMYCKHBIX IIEH Ha JIEKapCTBEHHBIE MpENaparbl, BKIIOUYECHHBIE B MEPEUYCHb
’KU3HEHHO HEOOXOIMMBIX U BaXXHEWIIMX JIEKAPCTBEHHBIX IMPEMApPaTOB, YTBEPKICHHBIX
nocranoBienreM [IpaBurensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), ®enepanbHas aHTUMOHONONBHAS CIy>K0a paccMOTpelia  JOKYMEHTHI,
npeAcTaBieHHble TucbMoM Mun3apaBa Poccum ot 22.06.2016 Ne 20-4-4015047-c, u
NPUHSIIA pelIeHrne 00 0TKa3e B CONIACOBAHNUU MPEEIbHONW OTITYCKHOM LIEHBI, 3asBICHHON
Ha TMEPEPETUCTPALNIO, JEPXKATENS WM BIAAEIbLIA PETMCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO mpenapara, mnpousBojctBa (Bce cramaun) «Canodu Ilactep C.A.»
(Opanmus), Ha CISAYIONIMN JIEKapCTBEHHBIM Mpemnapar, BKIIOYEHHBIH B MepeyYeHb
YKU3HEHHO HEOOXOUMBIX M BaXKHEHIINX JICKAPCTBEHHBIX MIPENapaToB:

Nmosakc [Tonro (MHH - Bakuuna 11t npouiakTUKY OJTMOMUENINTA), CyCIIeH3Us
JUTsl BHYTPUMBIIIEYHOTO U MOAKOX)HOTO BBeaenus 0,5 min/mosa, 1 mo3za, 0,5 M - mmpuiibt
OJTHOPA30BbIE€ C 3aKPEIUICHHOW MWIJIOW - YIAKOBKM SYEHKOBBIE KOHTYPHBIE - IAuKu
KapTOHHBIE, B pazmepe 194,12 pyo.

[IpenenbHass OTHyCKHAasT L€HA Ha YKa3aHHBIM JICKQPCTBEHHBIM IIpenapar He
COITIACOBBIBAETCS MO CIEAYIOIIUM OCHOBAHUSM.

[Ipu mnpoBeaenun skoHOMHYeckoro ananmmza DPAC Poccum yCcTaHOBJIEHO, YTO
3asBJICHHAs Ha IEPEPETUCTPALMIO NpPEAECIbHAs OTIMYCKHAs I[I€HA HA BBIIICYKAa3aHHbBIN
JIEKapCTBEHHBIN Mpenapar BbIIIE PACCUUTAHHOW B COOTBETCTBHUM C IIYHKTOM 24 Meronuku
pacyuera yCTaHABIMBAEMbIX MPOU3BOJUTEIISIMU JIEKAPCTBEHHBIX MPENAPATOB MPEAECTbHBIX
OTIYCKHBIX II€H Ha JICKAPCTBEHHBIC MpPENaparhbl, BKIIOUYCHHBIE B MEPEYEHb KU3HEHHO
HEOOXOJUMBIX W Ba)XHEUIIUX JIEKAPCTBEHHBIX IpPENapaToB, MPU HMX TOCYAAPCTBEHHOU
perucTpalii M MEePEeperucTpaluy, YTBEPKICHHOM MocTaHoBIeHUWEM IIpaBuTenbcTBa
Poccuiickoit ®denepannu ot 15.09.2015 Ne 979 (nmanee - Metoauka), TOMyCTUMOMN
BEJIMYMHBl YBEJIIUYEHUSI 3apETUCTPUPOBAHHOW TPENEIbHOW OTIYCKHOM LIEHBl Ha
nexapcTBeHHbINM mipernapar «MmoBakc [Tommo» (MHH - Bakmuna mist mpodunaktuxu
MOJIMOMHUEIIUTA), YTO MPOTUBOPEUUT ITYHKTY 23 MeToauKH.

Kpome Toro, ®AC Poccum ycTaHOBIEHO, YTO CpeIHEB3BelleHHAs (DakTUdecKas
LIEHA BBO3a JIEKAPCTBEHHOIO Ipenapara 3a Mepuojl, UCTEKIINN CO JHS FOCYIapCTBEHHOU
perucTpanuu MpeaebHON OTIYCKHOM IIE€HBI, OblIa HMXKE 3aperMCTPUPOBAHHOM HA 3TOT
Nepuoj 1EeHbI 0oJiee YeM Ha MPOTHO3UPYEMBIM ypoBeHb MHEOISAIMU, YCTAHOBICHHBIN Ha
TEeKylIIMil rox (enepanbHbIM 3aKOHOM O (eAepalibHOM OIOJKETE Ha COOTBETCTBYIOLIMHI
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(UHAHCOBBII TON W IUIAHOBBIA TEpPHOA, a HMMEHHO Ha 9,9 %, 4YTO NPOTHUBOPEUUT
MOAIMYHKTY «0» myHkTa 23 [IpaBu.

B cBsi3W C BBINIEU3TI0KEHHBIM, B COOTBETCTBUU C MOJIMYHKTOM «B» NyHKTa 13
[IpaBun mpeBbIIEHHE TPEACTABICHHOW JUISI TOCYAAPCTBEHHOM PETUCTpAlMUd  WIU
MEPEPETUCTPALINN TIPEICIBHON OTHYCKHOW II€HBI MPOU3BOIAUTENS HA JIEKAPCTBEHHBIN
nmpenapar HajJ LIEeHOW, pPACCUUTAHHOM B COOTBETCTBMM C METOIHMKON, SBIAETCA
OCHOBAaHMEM JUIsi OTKa3a B CONNIACOBAHWHM TOCYIAPCTBEHHOM PErUCTpPALMU  WIIH
MEPEPETUCTPALMA MPEACIBHON OTHYCKHOM WEHBI MPOW3BOAUTENS HA JIEKAPCTBEHHBIN
npermnapar.
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