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HaumeHoBaHue MeToab! H Pesynbrartbl
nokasarens UCNbLITAHUA 5 ?.le," UCnbITaHUs
Parameter Test methods pedjisimian Test results
Buonoru 7
AHoMankHas g ¢° i ;%can, Mpenapar AoMKeH BbiTh HETOK- ;
TOKCUMHOCTb oM A:?C CUYHBIM HetoxcuHbl
B - Z:{aé%icul, Ph.Eur. or Ph [ — Non-toxic
Onpenenerve KonopumeTtpuyeckui,
hopmansaernaa '® PO nnu ®EASC Meree 10 Mkr/gosa (0,5 mn) Byiir] ;
Determination of for- Colarimetry, RF SP or Ph. Less than 10 pg/dose (0.5 mL) MKrino3a | ugldose
maldelyde EAEU
[enb-hbunbTpaunoH-
Pacnpenenenve Has  xpomarorpadus
Monekyn no (HPSEC), meToa kom-
casMERy S He 6onee 0,80 0,66

Molecular size distribu-
tion

Not more than 0.80
Gel filiration  chromatog- . :

raphy (HPSEC), in-house
method

Obee copepxa-
Hue
nonucaxapunos
Total polysaccharides

BbicokoadpekTusHan
aHWOHOOBMEHHAR XpPO-

matorpadms  C  WM-

NYNbCHbIM — 8MNEPO- | vy 5 4 no 11,8 MKI/MA KaX[OrO
xs;g:::;““” &e;zgé- nonucaxapuna MEHUHIOKOKKa
PADS, Meton Kamnas (ceporpynn A, C, Y u W-135)

5.4 10 11.8 ug'mL of each meningocac-
cal polysaccharide (serogroups A, C, Y,
and W-135)

Hin

High perforinance anion-ex-
change chromatography
with pulsed amperometric
detection (HPAEC-PAD, in-
house method

A= 8,1 MKr/Mn [ ug/mL

C =7,4 Mkr/imn | pg/mlL

Y = 9,4 mkr/mn [ pg/mL
W-135 = 8,4 MKr/Mn / yg/mL

MpounssopcTBEH-
Hble WTaMMbI
Production strains

Neisseria meningitidis ceporpynnbl / of serogroup A, WTAMM
! strain A-1;

Neisseria meningitidis ceporpynnel / of serogroup C, WUTAMM
! strain C11,

Neisseria meningitidis ceporpynnbl / of serogroup Y, WTAMM
{ strain 6306-Y;

Neisseria meningitidis ceporpynnbl / of serogroup W-135,
wramm / strain 8308;

Corynebacterium diphtheriae, WTamMMm / strain BT-42

CooTeercrayer
Compliant

Ynakoska
Packaging

[NepsuyHas ynakoska
Mo 1 gose (0,5 Mn) npenaparta BO (NakoHLI U3 Npo3pay-

Horo BopocunukaTHoOro crekna (tura |) BMecTMMOCTbi0 3
M1, KOTOPbIE YKYNOPUBAKT NPOBKON, U3roToBNEHHON 13 By-
TANa (He cofepXaLero naTekca), ¥ 3akaTbiBaloT anomu-
HUEBbIM KONNaykoM, CHaBeHHbIM OprIEHOﬁ MNacTukoBoi
Kpbllweukoi no tuny «flip-off»

Primary packaging

One dose (0.5 mlL) of product in a 3-mlL vial made of clear borosilicate
glass (Type 1) stoppered with a chlorobuiyl (larex-firee) stopper, crimped
with an aluminum cap with a flip-off plastic cover

BropuyHas ynakoeka

Mo 1 unu 5 nakoHoB BMECTE C NUCTKOM-BKNanbiLeM B
nayky KapTOHHY

Secondary packaging

1 or 5 vials with a patient information leaflet in a carton pack

[epByUYHasn ynakoska

Mo 1 pose (0,5 mn) npena-
parta BO (hbriakoHax w3 npo-
3pavHoro 6o0pocUNUKaTHoOro
crekna (Tuna |) emecTumo-
CTbIO. 3 M1, KOTOpbIE YKYNo-
peHbl NPOGKOM, U3roTOBNEH-
HoW u3 Bytuna (He copep-
Kallero narekca), 1 saka-

TaHHbIX antMuHuesbiM
KONMaYkoM,  CHabKeHHbIM
OTPbIBHOMN nnacTukosoi

Kpbllweykoit no Tuny «flip-
off».

Primary packaging §

One dose (0.5 L) of produst in a
3-ml vial made of clear borosili-
cate glass (Type I)..sioppered with
a:chlorobutyl(le ee) Slopper
evimped with
with a flip-off pléstic cover: .
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