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NACNOPT KAMECTBA | CERTIFICATE OF ANALYSIS
Ne 40000029557 Bepcus [ version: 7
Bnauk / Form 1
HaumeHoBaHue MeToab! PesynbTaThi
rnoxasaresns WCNbITaHURA Hopmbi UCNbITaHURA
Parameter Test methods Specification Test results
Onarnecueruns npenapata He | OnanecyeHums npenapara
MposapayHocTs Buayanshuif, GEAQC, |ACTIKHE NPEBbILaTs 0NanecLieH- | He NpesbIlaeT onanecLien-
Clarity Visnal, Ph, EAEU UMio 3TanoKa cpaBHeHus 1] LuI0-3TanoHa cpapHeHus |l
The sample opalescence must not be | The sample opalescence is not
greater than that of reference 11 greater than that of reference 11
Mpenapar gomkeH 6bimb Oec- |lMpenapar GecuseTHbI no
LigsThocTs BusyansHsii, DEASC , | UBETHBIM N0 CpasHeHuio ¢ BOAOW | CPABHEHUIO C BOAOW Ans
Color Visual, Ph. EAEU ANA MHLEKLUA ARhEKLNG

The product must be colorless when com-
pared with water for injection

The product is colorless when com-
pared with water for injection

Bugumble mexanu-
YECKUE BKNIOYEHUSA
Visible particulare mat-
ter

BuayanbHein, e P
wnu Mo PB,
Visual, RF SP or RB SP

Buaumble mexaHuyeckue BKIO-
YEHUR JOMKHbI OTCYTCTBOBATL
Visible particulate matter must be absent

Buaumble  mexaHudeckue
BKITIOMEHWUA OTCYTCTBYIOT
Visible particulate matter is absent

PacTBOp AONMXeH CBOBOAHO Mpo-

Pacreop ceoBogHo npoxo-

MpoxoanmocTs BusyanbHelil, MeToa | xoauTs B WnpuL Yepes urry AUT B LUNPHUY Yepes urny
vepes urny KomnaHun unu e PO, | 25G x 5/8" (0,5 x 16 mm) 25G x 5/8" (0,5 x 16 MM)
Syringaabiltty Visual, in-house method or | The solution must pass fieely into the sy- | The solution passes freely into the
‘ RF SP ringe through the needle 25G x 5/8" (0.5 | syringe through the needle 25G *
x 16 mm) 5/8" (0.5 x 16 mm)
MNoTeHuWoMeTpUYE-
ckui, E® / ©.CLUA nnu
pH PEAIC g 7.0
Potentiometric, Ph.Eur. / . '
USP, or Ph. EAEU
Macco-06bemHbI,
Wasnekaembii E® / ©.CWA unu ®E- He meHee HOMWHaNbHOrO
M/
obbem A3C, (0,5 mn) 0.8 uplonakan

Extractable volume

Mass-volumetric, Ph.Eur. /
use

Not less than the label volume (0.5 mL)

0.5 mLivial

CsoboaHbin
nonucaxapug
Free polysaccharide

BoicokoadichekTusHasn
aHWOHoOBMEHHaR Xpo-
marorpacusi ¢ UM-
NnynbCHbIM ~ amnepo-
METPUYECKUM LeTeKTH-
posaHuem  (HPAEC-
PAD), wmerton komna-
Huu

He Bonee 40 % kaxgoro nonuca-
Xapwha MEHWHrokokka (cepo-
rpynn A, C, Y u W-135)

Not more than 40 % of each meningo-
coceal polysaccharide (serogroups A, C,

A=<TIKO / LoD (10) %

C = < MKO/ LoD (10) %

Y = < KO / LoD (10) %
W-135 = < MKO / LoD (10)

High performance anion-ex- | Y, gnd W-135 %

change  chromatography

with pulsed amperomeiric .

detection  (HPAEC-PAD),

in-house method

MembpaHHaa  dunb- . )

Tpauns E® / &.CLUA penapar pgomkeH ObiTb CTe- CrenurisHsi
S OSTe | wn OEASC pHnbHBIM Sent

Membrane filtration, | Must be sterile

Ph.Eur. / USP, or Ph. EAEU

[enb-Tpomb Tect (me- MeHee 28,5 E9/nosa
Baktepuanchbie | T0A B), E® [ O.CUWA | 110 55n6e 28,5 EB/n03a (0,6 Mn) (0,24 E3/mn)
SHAOTOKCHHbI unu ®EASC, Not more than 28.5 EUldose (0.5 mL) Less than 28.5 EUldose

Bacterial endotoxins

Gel clot test (Method B),
Ph.Eur. / USP, or Ph. EAEU

(0.24 EU/mL)




