41307

Ceprudpukar ananusa/Certificate of Analysis

HasBanue:/Product Name:

BHYTPMMbIWEYHOro BBegeHus,
1 dnakoHw, 50 ELQ/
Xeomin, powder for solution for injection, 1 vial, 50 Units

Cepus Ne:/Batch No: 927183
Hara npounasogcraa:/ 15.02.2019
Manufacturing date:

Cpok rogHocTu:/Expiry date:  01.2022

Merz Pharma GmbH & Co, K
Postfach 111363 =~
D-60048 Frankturt am Main
Telefon 069 / 15031

Telefax 068 / 1503200

Kceomun, nuocpunusar ana npurotosnenus pacTeopa ana

[ Nokasavens, meton/Parameter,
,:kme th Od

| Hopmbi/Nominal Value

: \Lalue 2 e

- @aktuieckoo aHavenue/Actual

Onwucahue, BU3yansHbIN mertog/
Appearance and colour, organoleptic
examination

Nuodpunusar ot benoro Ao nc;;ml
Genoro useral
White to off-white solid

Cooreercrayer cneundukaunm/
Complies with spacification

NoanurHocTe/Identity
BorynuHuyeckust TOKGHH Tuna A,
MeToA TBepAodasHoro
UMMYHO(EPMBHTHOrC aHanua3a
(ELISA)immunological identity of
Botulinum Neurotoxin Type A, ELISA

NoanunHocTe nogTreepxaeHal
Identity confirmed :

CooTBeTtcTByeT cneundmkammn/
Complies with specification

MoanunHocTe/Identity
Caxapoasa,
cnekTpooToMeTpUlecKmi
metoa/Sucrose, enzymatic
determination

MoannkHocTs noaTsepxaeHal
Identity confirmed

CooTBetcTBYyeT Cneundukanum/
Complies with speclfication

Bpemn pacteBopenus, BU3YanbHbii
meTon/
Reconstitution time, visual examination

He Gonee 10 cex /
=10s

Bugwumbie MexaHudeckue HYacTulbl B
BOCCTaHOBNEHHOM pacTaope,
BM3yanbHbii meton/Visible particles
after reconstitution, visual examination

LonxeH cooTeeTcTBOBaATL
Tpebosanuam/ corresponds to
requirements

CootsetcTayeT cneundukaumn/
Complies with specification

TUTPOBaHue/
Water content, coulometric titration

Hesuaumeie mexaHuueckne = 6000 vyacTuu/cbnakoH pasmepom 2 10 43
4acThlkl B BOCCTAHOBNEHHOM MKM /

‘pacTBope, cuBTHO- T e particles z 10pm: < '6000/vial
thoTomeTpuleckuin meroa/ 0
Sub-visible particles after reconstitution, | = 600 JacTul/cnakoH pasmepom 2 25
light obscuration method MKM [

particles = 25um: < 600/vial
pH BoccTanoBnenHoro pacteopa, Or50p07,0/ 6,2

noTeHuMoMeTPUYECKUIA MeToa/ 50-70
pH value of the reconstituted solution,
potentiometry '
BopAa, kynoHoMeTpHuieckoe He 6onee 5,0 %/ 1 %(m/m)

s5%

CrepunbHocts, MeTog mMemBpaHHOH
dhunsTpauum/
Sterility, membrane filtration

AonxeH bbiTs cTepunuHuIM/
Sterile

CooTBercTsyer cneyndukaLmm/
Complies with specifigation ;

(S
Hal

BakrepuanbHbie SHOOTOKCHHBbI,
NAnN-rect/

Bacterial endotoxins, LAL assay

< 6,0 E9/dpnakon /
5 6 IUvial

<2 Edlcpnaxon/IUfvial

iy

41
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Merz Pharma GmbH & Co.
Postfach 11 13 53
D-80048 Frankfurt am Main
Telefon 089 / 15031
Telefax 068 { 1503200

Ceprudiukar ananusa/Certificate of Analysis

Hazsanue:/Product Name: KceomuH, nrochbunusar ans npuroToBrneHUsA pacTeopa ans
BHYTPUMbILWEYHOIrO BBEOeHUS,
1 cpnakoH, 50 EQ/
Xeomin, powder for solution for injection, 1 vial, 50 Units

Cepus Ne:/Batch No: 927183

Lara npoussogcrea:/ 15.02.2019
Manufacturing date:

Cpok rogHocTu:/Expiry date: 01,2022

KonuuectseHHoe 0,85-1,15 mr/dpnakon / 0,99 mr/dnakon/mg/vial
onpeaenenue/Assay 0,85-1,15 mg/vial
ChIBOPOTOYHLINH anbbyMKUH
yenoseka, BIXX/

Protein content (human serum
albumin), HPLC
KonuyectBeHHoe 90-110 % 100 %(m/m)
onpeaenexnel/Assay

Caxapoa3a,
cnekTpodoToMeTPHYECKIIA
meTog/sucrose content, enzymatic

determination
Crieundinveckan aKTMBHOCTb, 40-63 E[l/dbnakoH / 52 Ef/dpnakon/LD50 Ul
onpenenexune LDso Ha Mbiwax/ 40-63 Units/vial

Biological activity, LDso assay

PerucrpauuonHoe yaocrosepeque/Marketing authorization Ne ICP 004746/08

CooveeTcTeyeT TpeGosanuam Ne JICP-004746/08-010419, nametienne Ne 1 / 4

- £ a o b
Complies with the requirements of ND Ne [ICP-004746/08-010419, variation Ne 1 ¢ Pharma timbH & Co. KGaA

cekenheimer Landstr. 100
818 Frankfurt/Main

"nstfach 11 1353
#5148 Frankiurt/Main

ADr. Andreas Marmann =
DpaHkdypr/Maiin, 23.03.2020 Pyxosoguren Na KOHTPONA KavecTea .y ITHET
Frankfurt/Main Dept. of Q. C, &




