' ‘“ ' ' e e -

O l 3anucb ‘ 1133
Koa: 3M-M03-03-001

HAHOAEK NACMOPT KAYECTBA
Ne 40000007510 Bepcus: 5

BnaHk 1 J

[TONTMMHIIEKC® eakyuHa dnsa npogunakmuku noauomuenuma uHakmueupoeaHHas,
cycnieH3us Ona eHympuMbiWe4yHoz20 u nodxoxHoe2o esedenus 0,5 mn/do3a, Ne 1

MexayHapoaHoe HenaTeHToBaHHOe

HauMeHoBaHWe NeKapCTBEeHHOro BakuuHa ana npounakTmku
npenaparta nonuoMuenuTa
Homep cepuu A12475
Kon-Bo ynakoBoK B cepuu 61970
[laTta npoussoacTea 27.09.2019
FopeH oo 01.09.2022
PerucTpalnoHHoe YAoCToOBepeHne nn-003979
MpoussoauTens CyGcTaHLum Bilthoven Biologicals B.V.
cnbiTaHUA BbINOSHEHbI NO 7IN-003979-231116 (Mam. N2 1, 2)
HaumeHoBaHHEe MeTogbl HopMb! PesynbTarhl
nokasartens HeNbITAHWUA MCNbITAHNA
MpospayHas OT OpaHXeso-Xef- | o )
Onwcakue BuayanbHblil | TOFO AO OpaHXeBo-KpacHoro Lsera poapauHas  OpaHXeso
y B MAK]; Cpr P KpacHOro LiBeTa X1AKOCTb
WmmyHodep-
MoaNUHHOCTD MEHTHbIA aHanus
D-aHTured (ELISA)  (0AHo- | fonxeH copepxats D-aHTurexbl | COAEpXMT D-aHTUreHb Bit-
Tun 1 BpemeHHo ¢ Konu- | eupycos nonmomuenuta T4nos 1,2 | pycos nonvMomuenura TMnos
Twn 2 YeCTBEHHbIM n3 1,213
Tun 3 onpepenexuem D-
aHTUreHoB)
Mpo3spayHocTb Bual! ;n;;rm, JonxeH 6biTb Npo3payHbim Mpo3payHbii
Wsenexkaemsli BoniomeTpHye-
obbvem 5 ro Xl He meHee 2,5 mMn Bonee 2,5 Mn
Ynakoska Ha 5 Bo3 s
MexaHuueckue BuayanbHbii, | BuavMbie MEXaHuueckue BknioqeHus) Bupumbie MexaHu4eckme
BKMHOYEHUA ro Xl LIOMXHb! OTCYTCTBOBATE BKMIOMEHMA OTCYTCTBYIOT
MoTeHuMomeTpU-
pH ueciwi, [ Xl 68-74 7t
2-heHOKCHATaHON BIKX 0712,0 go 3,0 mr/posa; 2,5 mriposa;
dopmanbaerva 0T 10,0 po 15,0 mkr/go3a 10,4 mkr/nosa
Konopwnmetpuye-
O6wuin Genok Hc::énﬁ:pe; OI% He Gonee 10 mkr/ao3a MeHee 10 MKr/go3a
Xiil
MembpaHHas
CTepunbHOCTL dunbTpaLMA, OtcyTcTeve pOCTA  MUKPOOPraHM3- CrepuneH
ro Xiil i '
AHOManbLHaA TOoK- Buonoruyeckui, <
——— ro Xlii JlomxeH ObiTb HETOKCH4YHBIM HeTOKCHYHbIA
MuporeHHOCTb Enonl? ;";ﬁfm“' JonmxeH BbiTb anUporeHHbIM AnNUporeHHbl
_J




