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PEUIEHHE
06 OTKa3e B COIMAcCORAHUU NPEAECTBHBIX OTIYCKHEIX 1LEH ITPOU3BOAUTENICH
Ha NEKAPCTBEHHEIE MIPETIAPATH], BIIIOYEHHbIE B MEPEUEHD JKH3HEHHO HEOOXOIMMMBIX
¥ BaXKHEHIINX JIEKAPCTBEHHEBIX [PENapaToB

B cooTrBeTcTBHM € IIYHKTOM & H NOANYHKTOM «B» IyEkTa 13 Ilparun
roCyapCTBEHHOM perucTpatuun | MepPePEruCTPaIH YCTaHABIUBAEMBIX
HIPOU3BOAUTENAMM JICKAPCTBEHHBIX IIPENApaToB NPEAEIBHBIX OTILYCKHBIX LIEH Ha
JIEKapCTBEHHbIE TIPETapaThbl, BKIIOUEHHBIE B IEPEUEHb JKH3HEHHO HeOoOXOJUMBIX H
BHKHEHIIMX  JIEKAPCTREHHBIX  NPENaparoB,  YTBEPXKAEHHBIX  IIOCTAHOBICHHEM
[IpaButenscra Poccuiickoit Pemepanmn ot 29.10.2010 Ne 865 (manee - Ilpasmna),
denepanpHas aHTHMOHOTIONBHAA Cny)k0a paccMoTpena JOKYMEHTHI, NpeACTaBlIeHHbIE
machbMoM Munsapaea Poccun ot 11.12.2015 Ne 20-4-497997-¢, u npuHana pelieHue oo
OTKa3¢ B COIVIACOBAHHMHM MPENeNbHBIX OTIMYCKHBIX LeH «/xomac Dxcroum Iler. Jltm» -
(Uunusg) Ha clegyroIoMe IeKAapCTBEHHBIE Ipenaparbl, BKIIOUEHHBIE B IEPEYEHD
JKH3HEHHO HEOOXOIMMBIX M BAXKHEHIINX JICKAPCTBEHHBIX [IPENAPATOB:

1. Ifedonepazon u Cynpbakram xomac (MHH — Iledonepason + CynpGakram),
NOPOIIOK I TPUTOTOBIEHHS PAacTBOpPAa AJA BHYTPUBEHHOIO M BHYTPHMBIIIEYHOIO
BBefiekns, 1 r + 1 r — (IakoHE /B KOMIUIEKTE C paCTBOPHTENEM: BOAA N HHbEKIHH, 10
mn — amnyiasl/ (10) — xopobku xaptromnsie (PY Ne JICP — 000391/09), B pasMmepe
2583,90 py®.

2. lledornepason u Cynpbaxram Ixomac (MHH — [{edonepason + Cynpbaxram),
NOPOLIOK JUTS NpPHUIOTOBNSHHS PACTBOPA I BHYTPHUBEHHOTO W BHYTPUMBINICYHOTO
BBefieHnd, 1 T+ 1 T ~— (IaKoHBI /B KOMIUIEKTE C PACTBOPUTENIEM: BOAA ISl MHBEKIUH, 5
M — ammynel/ (10) — kopobxu kaprounsle (PY Ne JICP-000391/09), B pazmepe 2583,90
pyo.

IpepenpHple OTIYCKHBIE LEHBI HA YKA3AHHBIC JIEKaDCTBEHHBIC IIperaparsl HE
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COIVIACOBBIBAKOTCA II0 CASAYIONINM OCHOBAHHAM.

B coorBerctBum ¢ nynktoM 20 Merogukd pacyera  yCTAHABIHMBAEMBIX
OPOM3BOMUTENAMA JMEKAPCTBCHHBIX NpPENaparoB IpefelbHBIX OTNYCKHBIX LEeH Ha
JICKAPCTBEHHBIE NpPenaparbl, BKIIOYEHHBIE B IEPEYCHb JKM3HEHHO HEeOOXOOVMBIX M
BOXKHEHIIMX JIEKADCTBEHHBIX IIPENapaToB, NPH HX TOCYAaPCTBEHHOW DETHCTpAaLH M
NIEPEPETHCTPALME, YTBEPKIEHHOH IocTaHoBneHHeM IlpaBuTenscTBa Poccuiickoi
®epepanvn or 15 centabps 2015 . Ne 979 (namee — Meroauka), npu pacuere
IOpeAenbHONM OTHYCKHOH IEHBl WHOCTPAHHOIO [IPOM3BOAMTENA Ha JEKAPCTBEHHBIA
Hpenapar B pPaMKax OJHOIO pEruCTPAUOHHOIO YOOCTOBEPEHUS JIEKAPCTBEHHOIO
Ipernapara Npd M3MEHCHHM KOJIHYECTBA JICKAPCTBEHHOIO IIpellapara BO BTOPUYHOM
(norpebuTenbckoi) YNAKOBKE HE JONYCKASTCH YBeNMYCHHA CTOMMOCTH OIHOM
TEKAPCTBEHHOH (QOPMBIL.

Ilpn mpoBeneHMy 5KOHOMHYECKOTO aHAJIU3a YCTAHOBISHO, YTO Ha JIEKAPCTBEHHEBIN
npenapar Liedonepason n Cynsbakram [Hxogac (MHH — Hedonepazon+{Cynsbakxram]),
HOPOLIOK /JIA IPUIOTORIIEHUA PacTBOpa I BHYTPHUBEHHOIO W BHYTPHMEBIIEYHOIO
BBeaeHNs 1 r +1 r - ¢nakons! (1) - naYKy KapTOHHLIE, IPOM3BOACTRA «JhXomac DKCIouM
ITerJItm» (Muaaus), (PY Ne JICP-000391/09), 3apeructpupoBana npeneabHas oTHycKHas
neHa B pasmepe 169,61 pybnedi (npuxas ot 29.03.2010 Ne 2529-TIp/10). Takum obpaszom,
3aiBI€HHbIE K pErHCTPaliMM TIpeAelbHBIE OTIYCKHBIE IIeHBI B pPaMKax OJHOIO
PErMCTPAlldOHHOIO  YIOCTOBEPEHHS  NPEBBIIAIOT  paHee  3aperucTPUPOBaHHBIC
NpeAc/IbHbIE OTILYCKHBIE LIEHBI M3 pacyeTa CTOMMOCTH OJHOM JEKapCTBEHHOH (OpPMEI
Oonee weM Ha 50 NPOLIECHTOB.

B cBA3u ¢ BBNIEH3TOKECHHBIM, B COOTBETCTBUY C IIOAIIYHKTOM «B» IyHKTa 13
Ilpapun npepeIeHre MOPEACTABIAEMON VIS TOCYAAPCTBEHHOM PErHCTPallfiyd MM
HEPEPETHCTPAlMU TIPEAEIbHON OTIYCKHON LEHB! IPOM3BOJWTEN HA JEKAPCTBEHHEIN
npenapar HaJ IEHOH, pacCUMTAHHOH B COOTBETCTBHM ¢ METOOMKOH, $BAACTCH
OCHOBAHHMEM Il OTKd3a B COIIACOBAHMM IOCYIApPCTBEHHOHN PETHCTpalliH NpeaeTbHON
OTIYCKHOH LIeHB! IPOU3BOAMUTEIS Ha JICKapCTBEHHEIH MIpenapar.
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