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CeprudhuKkar ananuaal/Certificate of Analysis

Haspanre:/Product Name:

KoeOmMuH, NodHNHMIaT ANR NPUTOTOBNEHNUA PacT

1 ¢pnakon, 50 EQV
Xeomin, powder for solution for injection 1 vial, 50 Units

Cepua Nai/Batch No: 137807
Hara npouasoacTea:/ 16.02.2021
Manufacturing date:

Cpok rogHocTH:/Expiry date: 01.2024

Merz Pharma GmbH & Co. KGaA
Posifach 1113 83

D-60048 Frankfurl am Main
Telefon 069 / 15031

Telefax 069 / 1503200

BOPa ANA BHYTPHMBIWEUHOTO BBEAEHMA,

Noxalatens, metoa/Parameter, method

Hopmei/Nominal Value

DaxTuyeckoe HavenuelActual value

OnMcanue, BUIYanuHbIA meTroV
Appearance and colour, organaleptic examination

Nuodpunuszar or Genoro ac naytu Senoro useTtal
White to off-white salid

CooTBeTcTByer cneunduraumw
Complies with specification

NonnunnocTelIdentity

BOTYNHHHHECKHA TOKCHH THNA A, meTon
TBePROGAIHOIO AMMYHOEPMENTHOTO
ananuia (EL!SA}J!mmunologncal igentily of
Botulinum Neurotoxin Type A, ELISA

MoANHHHOCTE noaTRepKABHA!
Identity confirmed

Coortpatcrayer cnelpukauuw/
Complies with specificalion

“ToanurrocTs/Identily
Caxapoaia, cnanpo@owmrpuqacmﬁ
weron/Sucrose, enzymatic determination

MoAnuHHOCTE noaTeBepwaeHal
Identity confirmed

CooTBRTCTBYOT cnoundukaumn/
Complies with specification

BpeMA pacTBOPEHHA, BU3YaNbHBIA meTon/
Reconstitution time, visual examination

He Gonee 10 cex/
s10s

BuuMsie MEXAHHYECKHE YacTuubi B
BOCCTAHOBNEHHOM pacTBoOpe, BUIYaNbHbIA
meTo/Visible particles after reconstitution, visual

Nonwex COOTHRTCTAOBATE TpeBoBaHHAM
corresponds to requirements

CooTeeTcrayer cneuuduxaumml
Camplies with specification

BoAa, KyNICHOMRTPHUECKOD TuTpoBaruel
Water conlent, coulometric titration

He 6onee 5,0 %/
25%

examinaticn
HeBWaRMbIS MEXaHHHBCKME YacTUUb] B S 6000 wacTHWnaxoH pasMepom 210 MxM / 63
BOCCTAHOBNCHHOM PacTBOPE, cHéTHO- particles 2 10ym: $ 8000/ vial
poTomaTpHIeckui meroa/
Sub-visible particles after reconstitution, < 600 wacTUu/dinaxon paaMepom Z 25 mMxm [ 0
light coscuration method particles 2 25pm: £ 600/vial
pH BOCCTaHOBNEHHOTO pacracpa, OT60m07,0/ 6,2
NOTEHLHOMETPHHICKHA mevon/ 50-7.0
pH value of the reconstituted solution,
polentiomelry
3

f{:wpnnwncm. MeTOA MOMBPaIHOR
punuTpaunm
Sterilily, membrane fillration

Ronxen BT CcTepUnbHbIM/
Sterile

CoorveerciayeT cneundHKalusl
Complies with specification

GaxTepHanbHble IHAOTOKCHHEI, nNAn-rect/ < 6,0 E9/pnakon [ <2
Bactenal endoloxing, LAL 8558y < 8 IUhaal
KonWyecreeHHoe onpenenenue/Assay 0,85-1,15 mricnakoH 1,03
CoiBOPOTONHbIA anL8yMKH YenoBeka, BIXX 0,85-1,15 mg/vial
Protein content (human serum albumin), HPLC
KonuyecTaeHHoe onpeqqp;;i_if&msgqy.u 80-110 % 102
Caxapo3a CneKTPOQOTOMETPHUEEKAR Lis,
| meTom/sucrose con arl atic i
Cneundmryeckan ’fm 0CTh, ONpPERS . | 40-83 EQ/dnakon / 45
LDso Ha Mbtwax) ¥/ FORN \*‘ 40-63 Units/vial
ing LOhagsay i \C\E
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nogyfiocTosepende/Marketing autnoriztion N2 NCP 004746/08
S y /-l pt] J‘J)/’ \ el
T ﬁA'Nq.jﬁGP-Obﬂfﬁie_fﬁ 010419, uamenerive N2 1, 2,3/
BRlie 45/08-010419, variation Ne 1, 2,3
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