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CERTIFICATE OF ANALYSIS
CeprrpHKaT aHanuaa

Ha3sanue: Kceomus, 1 cpnakon, 100 EQ
Designation: Xeomin Vial 1 pcs., 100 Units
CepuafBatch No: 817877

[ara seinycka/Manufacturing date; 25.09.2018

Cpok rogHocTu/Expiry date: 08.2021
[ Tacr/ Test Houuﬂaﬁsuu INomlnal value Peaynwrar /Actual value ‘
"Dpranonentausckne cBoncTaa | THO(MIHIAT OT Gerore 4o nouth CooTeaTcTEYBT CReUHpHUKALMA
Onucanue, BHELWHWA BKA, BU3YanbHO 6enoro UBeTa (B CPABHEHWM C complies with specification
organoleptic properties colour visual pediepeHc CraHaapToM)
| compare with reference sample)
DHUIUKO-XUMHUUBCKHE CBORCTBA CooTaeTcTByeT CTaHARPTY CooTaeTCcTBYeT crneundrkauui
MexaHuyecKue BKTIOYEHUA Nocne BuayankHo complies with specification
pacTsopeH1A corresponding to reference

organoleptic properties visible particles visual result
after reconstitution Ph. Eur/DAC o
DUIKKO-XKUMNHBCKUE CBOMCTBA S 10 cex's CooTaercrayer cnelyudgukaymm
Bpama pacTBOpPEHMA, BU3yanbHsIA complies with specification
physicochemical properties,
reconstitution timevisual __ . | . .
DUIMKO-XMMUYBCKHE CBOHCTBA 5,0-7,0 8,2
pH nocne pacrsopeHus,
NOTEHUMOMETPUHECKH

physicochemical properties, pH-value
reconstituted solution, potentiometrically e I . o .
MoANMHHOCTE: BOTYNUHUNECKHHA OnpegenfeTca CootBReTcTByeT chneyndguKaummn
TOKCHH THNA A, caxapoaa, detectable complies with specification
CLIBOPOTONHBII ankbyMUH YenoBeKa
identity test clostridium botulinum
neurotoxin lype A, sucrose, protein

 CTepHNEHOCTE CrepunbHo CooTBeTcTEYeT CeuutbuKkanum

| purlty test sterlity Ph. Eur. ___fstede complies with specification
BaKkTepuanbHble SHAOTOKCHHB! < 6 E9/donaxon/IUMal < 2 E3/pnaxow/IU/vial

| purity test bacterial endotoxins (LAL) o _— . i R
Hona <4 %mim) 1 %(mim) 1
purity test water contant coulomelric
titration . g g g
KonuyecreeHHoe OnpefeneHne 0,85 - 1,15 mr/ianakon/mgivial 1,07 mr/conaxkon/mgivial

CLIBOPOTONHBIA ankGyMuUH Yenoseka
-assay protein, determined as HSA HPLC

KonWdecTseHHoe onpeaeneHna 90 =110 %{m/m)
| Caxapo3a/assay sucrose enzymatic L—_— . Lo
Creunduyeckan aKTUBHOCTE (LD 50) 80 - 125 EQ/¢pnakon/LDS0 Uiv B L

biological activity (LD50) R
CooroetcrayeT TpeBosannam JICP-004746/08-230608 (HA 15125-08), uam. Ne1 2,34,56
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