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MEHAKTPA® BakyuHa dnsi npogunakmuku MeHUH20KOoKKoBO0U UHghekyuu cepozpynn
A, C, W, Y, nonucaxapudHas, KOHbo2UpoearHas. Pacmeop A5t HympUMbIWe4HO020
geedeHusi, 0,5 mn/do3a

MENACTRA® Vaccine meningococcal, serogroups A, C, W, Y, polysaccharide, conjugated, Solution for intramuscular injection
0,5 ml/dose

BakuuHa ans npodunakTuki MEHWHTOKOK=
KoBOI WHdekumu ceporpyrn A, C, W, Y, no-
nucaxapuaHas, KOHBIOrMpoBaHHanA
Meningococeal vaccine, serogroups A; C, W, Y, polysac-
charide, conjugated

MexayHapoAHoS HenaTeHTeBaHHoe
HaWMEHOBaHUe NeKapCTBEHHOrO
npenaparta

International non-proprietary name

Homep cepuu

Batch No. UB159AA
Kon-Bo yNnakoBOK B CEpUA

Q-ty of packs in the batch 126 165
[laTa npoussoacTea 07.08.2023
Manufacturing date

lFomeH Ao 31.07.2025

Expiry date

PernctpauuoHHoe yaocToBepeHne
Marketing Authorization

HaumMeHoBaHWe cyBeTanumm

IN-Ng(001763)-(PI-RU)

Substance name V4
Cepus cybeTanuumn
Substance batch Z

Mpoussoa1TEnb CyGcTaRUM

Substance mamfacturar
McnbiTaHus BbiNoNHeHb! No

4

Tested as per J1M-Ne(001 763)-(PT-RU)
HaumeHoBaHue MeToAb! HopMbi PesynbTaTh!
noxkasarens UcrbITAHUA Specification UcnbiTaHuA
Paraneter Test methods Test results
BecuBeTHLI Npo3padHblil Ny BecugeTHbIA  NpodpaUHbld
u P Wnu  cnerka  MyTHOBaTHIA
Onucanue BuayanbHbi cnerka MyTHOBaTbIA pactsop pacTeop
Appearance Visual fo{orlesscfear or stightly opalescentso- | o)L elear or slightly opales-
el cent solution
OTHOLLEHWE 3HaueHus onTude-
cKOll  MrIOTHOCTU Mccneayemont
NpoBbl YeTLIPEXBaneHTHOH Bak-
UMHbI, B3ATOR B KOHUEHTpauunn
10 Hr/MR (NO kaxzgomy Budy ad-
TWreHa), K ONTUH4ECKOW NNOTHO-
MpAMOi pBoiAHOR | CTY yeTblpexsaneHTHoro pede-
TBEpAODAsHBIA MMMY- peHc-aHTUreHa, BIRTOro B KOH-
VneHTMdMKaLAS HObepMeHTHbIA  aHa- ueHTpauun 30 Hr/Ma (no  Kan-
nus (EUSA)‘ mMeToa aomy Bilay aHTUreHa), AOIMKHO MoareepxaeHa
Identification KoMnaHuv GbiTh 2 0,2 ANA BCEX YETbIPEX, Confirmed
Strait double enzynie-linked BXOAALUMX B ee cocTas, Cepo-
immunoserbent assay | TRYDN aHTUreHos
(ELISA), in-house method The ratio of the optical density of the test
sample of the tewravalent vaceine in con-
centration 10 ng/ml (of each auiigen
type) to the oprical density of the tetra-

valent reference antigen with concentra-
tion 30 ng'mL (of each antigen type)
must be = 0.2 Jor all four antigen
Serogroups.
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