PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIE€H MTPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE [TPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBercTBun ¢ myHkramu 8 m 21 IlpaBui rocynapCTBEHHOW pPETHMCTpPALMM U
NEPEePEerucTpalui yCTAaHABIUBAEMbBIX MPOU3BOJIUTEISIMU JIEKAPCTBEHHBIX MpEnaparoB
MpeACIbHBIX OTIMYCKHBIX IIEH Ha JIKapCTBEHHBIC IMpenaparbl, BKIIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIMMBIX M BaXKHEMILHX JICKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIX
nocraHoiieHueM IIpaBurensctBa Poccuiickoit @eneparuu ot 29.10.2010 Ne 865 (nmanee
[IpaBuna), @exnepanbHas aHTUMOHOIOJBbHAS CIIy)k0a paccMoTpena  JOKYMEHTHI,
npeacTaBieHHble nTucbMoM MunsnpaBa Poccun ot 28.04.2016 Ne 20-4-4009808-c, u
MPUHSIIA pellieHrne 00 0TKa3e B COMTACOBAHUH MPEEIbHOM OTITYCKHOM II€HBI, 3asBICHHOM
Ha MEpeperucTpanuio, JAepKareiiss WM BIaJelbla PErUCTPAlMOHHOIO YIOCTOBEPEHUS
JIeKapCTBEHHOTO TMpemapara u mnpousBoicTBa (Bce crtaaun) «Canodu Ilactep C.A.»
(Opanuusa) Ha creAyoOIIMAd JIEKAPCTBEHHBIM Mpenapar, BKJIIOYEHHBIA B IEPEYCHb
YKU3HEHHO HEOOXOUMBIX M BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

[lenrakcum (MHH - Baknuna ans npoduiakTuku audTepuu U CTONOHSKA
a7copOMpOBaHHas, KOKIIOIIA, aleJUTIONISIpHAas, MOJIMOMUENUTa WHAKTUBHUPOBAHHAS,
uHpekui, Bb3bIBaeMbIXx Haemophilus influenzae Tuna b koHbIOrMpOBaHHAas),
TMoQUIM3AT JUIsl IPUTOTOBIICHUS CYCIIEH3UU JIJIs BHYTPUMBIIIEUHOTO BBeAeHUs 1 103a, -
¢bnakonsl (1) /B KOMILIEKTE C CYCIIEH3UEH ISl BHYTPUMBIIICYHOTO BBEJACHUS (IITPUIIHI)
0.5 M - 1 mr [c 3aKperuieHHOW WINIOW WM B KOMIUIEKTE C 2 WIIaMH]/ - yHaKOBKH
sYEHKOBBIE KOHTYpHBIE (1) — mayku KapTOHHBIE, B pazmepe 996,87 pyo.

[IpenenbHass OTIyCKHAas II€HA Ha YKAa3aHHBIM JICKAPCTBEHHBIM Mpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.

[Ipn npoeaeHun skoHOMHYeckoro aHaimm3a @OAC Poccunm BBISIBIEHO, 4YTO
3asiBJICHHAs] Ha NEPEepEerucTpaluio MpelenbHas OTIYCKHas LI€Ha Ha BBIIICYKa3aHHbBIN
JIEKapCTBEHHBIN IpEenapar BbIIIE PACCYUTAHHON B COOTBETCTBUU C MYHKTOM 24 MeTtonuku
pacuera yCTaHaBIMBAEMbIX MPOU3BOAUTENIAMU JIEKAPCTBEHHBIX MPEMAPATOB MPEAEIbHBIX
OTIYCKHBIX IIEH Ha JIEKAPCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B MEPEYCHb >KU3HEHHO
HEOOXOJUMBIX W BaXKHEHIIUX JICKAPCTBEHHBIX MPEMAparoB, MPU HX TOCYIapCTBEHHOMU
perucTpalud M TMEpPEeperucTpalry, YTBEPKICHHOW ITOCTaHOBIEHHEM IIpaBurtenbcTBa
Poccuiickoit ®deneparmu ot 15.09.2015 Ne 979 (mamee — Meroauka), ¢ yd4eTom
JIOITyCTUMOM BEJIMYMHBI YBEJIMUYEHUS 3aPETUCTPUPOBAHHOM MPEIEIIBHON OTITYCKHOM LIEHBI
Ha JIEKapCTBEHHBIN npenapar [leHTakchM, 4To MPOTUBOPEUUT MyHKTY 23 MeTOAUKHU.

Kpome toro, ®AC Poccum B Xoie PKOHOMHYECKOrO aHajau3a Obla IMpOBEIcHA
NpOBEpPKAa MO  OMNPEACICHUIO 3apErUCTPUPOBAHHBIX I1IEH HAa  BbIIICYKa3aHHbBIN
JIEKApCTBEHHBIN IIpenapar B CTpaHax B COOTBETCTBUHM C npuiiokeHueM Ne 4 k Meronuke.

Ha  ocHoBaHnuu  oQuIManbHOrO  WHTEPHET-UCTOUYHMKA  http://www.dari.kz

YCTAHOBJICHO, YTO Ha JekapcTBeHHbINM mnpenapar Ilenrakcum (MHH - Bakiuna ms
npodUIakTUKU TudTepur U CTOJIOHSKA aJcopOMpOBaHHAs, KOKJIIOIIA, AlleJUTIONISIpHAs,
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MOJIMOMUENIUTAa MHAKTUBUPOBaHHAs, WH(QeKIui, Bbi3biBaeMbix Haemophilus influenzae
TUNa b KOHBIOTMPOBAHHAS) 3apErMCTPUpPOBAHA OTIYCKHAs IieHa mpousBoautens (0e3
ydyeTa MPOU3BOJICTBEHHBIX IUJIOMIAJIOK, YYACTBYIOIIUX B IMPOIIECCE IMPOM3BOJACTBA) B
Kazaxcrane 3HauMTENbHO HWXKE 3asBICHHOM HAa IIEPEPETUCTPALMIO IPEACIbHOU
OTIYCKHOM II€Hbl HA YKAa3aHHbIM JIEKAPCTBEHHBIM Mpemnapar, 4YTO IPOTUBOPEUUT
NOJITYHKTY «B» MYHKTY 23 MeToauKH.

B CBA3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBHM C IOAMYHKTOM «B» ITyHKTa 13
[IpaBuy1 TpEBBIIEHWE NPEACTABICHHOM [UIl TOCYIApCTBEHHOM pETHCTPALMU WU
MEPEePETUCTPALMA MPEACIIBHON OTHYCKHOM WEHBI MPOW3BOAUTENS Ha JIEKAPCTBEHHBIN
npenapar HaJ L[EHOW, pPAacCUATAHHOM B COOTBETCTBUM C METOIMKOM, SBISETCA
OCHOBAaHMEM JUI1 OTKAa3a B CONACOBAHMM TOCYJAPCTBEHHOW PpETUCTPALMM WU
MepEeperucTpali MNpeAeibHON OTHYCKHOM II€Hbl MPOW3BOAUTENS Ha JICKAPCTBEHHBIN
npenapar.
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