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PEIIEHUE
O COITIaCOBAaHUU IPEIECIIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTEIIECH
Ha JICKapCTBEHHBIC MTpenaparhl, BKIIOYCHHBIC B IIEPEUCHDb KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHUIIINX JIEKAPCTBEHHBIX IIPENApPaTOB

®AC Poccum mpussito pemenue ot 09.07.2020 Ne [1358123/20 o cormacoBanum
IpeleIbHbIX OTIYCKHBIX IIEH MPOM3BOAUTENS HA JIEKapCTBEHHBIN npenapar «llenTakcum»
(BakuuMHa i OpOUIAKTHKY JU(Tepur M CTOJIOHSAKA aJCcOpOMpPOBaHHAs, KOKIIOIIA
aleJUTIoNsIpHasi, [MOJMOMHUENINTAa WHAKTUBUPOBAHHAS W MHQEKIHUH, BbI3bIBAEMOMN
Haemophilus influenzae tun b kowstorupoBannas) (MHH — Bakuuna s
npopUIIakKTUKKN AUPTEPUH U CTOJIOHSKA aJcopOMpOBaHHAs, KOKIIIOIIA aleUTIoNIspHasl,
MOJIMOMUENIUTAa WHAKTUBUpOBaHHas, WHGeEKIU, BbI3biBaecMod Haemophilus influenzae
TUna b KOHBIOTMpOBaHHas) B (opMe BbIIyCKa <«WIMOGUIM3AT M MPUTOTOBICHMS
CYCIIEH3UU Ul BHYTPHUMBIIIEYHOIO BBEACHUS», IPEACTABICHHBIX Ha 00s3aTeIbHYIO
nepeperucTpanuo B cooTBeTcTBUU ¢ [lpaBunamu o0s3aTeabHONW NEpeperucTpanvv B
2019-2020 rogax 3aperucTpupOBaHHBIX MPEACIBbHBIX OTITYCKHBIX II€H MPOU3BOJUTENICH Ha
JeKapCTBEHHbIE TMpenapar, BKIIOYEHHBI B TEpe4YeHb >KU3HEHHO HEOOXOIUMBIX H
BOXHEHIIMX  JICKAPCTBEHHBIX  MPENapaToB,  YTBEPKIACHHBIMH  IMOCTAHOBJIECHUEM
[IpaButenscTBa Poccniickoit @enepannu ot 29.10.2010 Ne 865.

CornacHo myHKTYy 2 mocrtaHoBieHus I[IpaBurensctBa Poccuiickonn ®denepannu ot
16.12.2019 Ne 1683 «O BHeceHMH HW3MEHEHUM B HEKOTOpble akThl lIpaBuTenbcTBa
Poccuiickonn ®denepanu B 4acTU TOCYAAPCTBEHHOM PETUCTpald U IEPEPErUCTPaLUU
IpelebHBIX OTHYCKHBIX LIEH Ha JIEKAPCTBEHHBIE Mpenaparbl, BKIIOYEHHbIE B NEPEYEHb
KU3HEHHO HEOOXOIMMBIX W BaXHEHIIMX JIEKAPCTBEHHBIX IIPENapaTroB» IPEAeiIbHbIE
OTIIyCKHBIE LI€Hbl MPOU3BOAUTENSI MOTYT OBITh IEPEPETUCTPUPOBAHBI B COOTBETCTBUM C
nyHkramu 32 u 34 IlpaBun rocyaapCTBEHHOM PpErucTpaldd M IEpPEperucTpanuu
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NPEACIBbHBIX OTIYCKHBIX II€H IPOM3BOAUTENEH Ha JIEKApCTBEHHBIE IIPENAparhl,
BKJIIOUEHHBIE B TMEpPEYCHb KU3HEHHO HEOOXOAMMBIX M BAXKHEMIIHUX JIEKAPCTBEHHBIX
IIpEIaparoB, yTBEPKICHHBIX nocraHoBiaeHueM l[IpasurenscrBa Poccuiickonn Penepaunun
oT 29.10.2010 Ne 865 (nmanee — IIpaBuna).

denepanpHas aHTUMOHOIIONBbHAS CIIy>)kO0a B COOTBETCTBHHM C NyHKTamu 13 u 34
[IpaBun paccmoTpena JIOKYMEHTHI, MPEACTaBICHHbIE NMUCbMOM Mun3apaa Poccum or
03.11.2020 Ne 20-4-4151361-c, m mnpuHsANa peMIEHHE COITIACOBAaTh IIPEAEIBHYIO
OTIYCKHYIO ILIE€HY, 3asBJICHHYIO Ha IEPEepPErucTpaluio JepKareJeM WIA BIaJeIbLIEM
PErHCTPALIMOHHOIO YAOCTOBEpeHUsl JiekapcTBeHHoro mnpenapara Canodu Ilactep C.A.
(Opanuus), NPOU3BOACTBO TOTOBOM JIEKAPCTBEHHOW (DOpMBI M TMEpBHYHAS YIAKOBKa
Canopu Ilacrep C.A. (Ppanuus), BTOpUYHAs yHNAKOBKA W  OpraHu3allus,
OCYLIECTBISIONIAs BhIMyCcKaomuii kKoHTposib kayectBa OOO «Hanonexk» (Poccus), Ha
CIENYIOIIMI  JICKAPCTBEHHBIM IpENapar, BKJIKOYEHHbIE B IE€PEYEHb IKUZHEHHO
HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

[lentakcum  (BakiuHa A OpouiIakTKKM — AUPTEpUHM U CTOJOHSKA
ancopOMpoBaHHas, KOKJIIOIIA AaleJUIIoNIApHas, MOJMOMUETIUTa WHAKTUBUPOBAaHHAS M
uHpexuu, BbBBBacMoir Haemophilus influenzae Tun b koHBIOTHpOBaHHASA)
(MHH - Bakmuna mna npodunaktuku nudrepud U CTONOHSKA ancopOupoBaHHAs,
KOKJTIOIIA aleJUTIoIsIpHAsA, TOJMOMHENNTAa WHAKTUBUPOBAaHHASA, WH(EKINH, BBI3BIBAEMOI
Haemophilus influenzae tuna b koHprorupoBaHHas), TMOPUIN3AT AJs MPUTOTOBICHUS
CYCHEH3UH JIsl BHYTPUMBIIIEYHOTO BBeAeHUA, 1 103a, 1 wT. - ¢uakon (1) - / B koMmIuiekTe
C CyCIIeH3UEeH AJid BHYTpUMBIIIeyHOro BBeAeHus (mmpun) 0.5 mi - 1 mt., umma — 1 wr. / -
navka KapToHHasi, B pazmepe 1034,24 pyo0.
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