 CEPTUOVIKAT COOTBETCTBMSA

Ha (IPOAYKILHIO, BKAJOUCHHYIO B eARNBIR mepedeHs MpOAYKIH,

noAsCHKAnIeR 0BA3aTEABHON CepTHHRALIA -
Ne POCC RU C-DE.®M08.B.00387/19

Cpox aeficreus ¢ 11.04.2019 o 11{)42020 el

OPLAH 10 CEPTHUOHKALIM : s i Ne Q067808
RALRU 1 OMOS OPIAH 110 CEPTHOHKALIHH IPORYKUIH OBLUECTBO C OTPAHHUEHHOR
OTBETCTBEHHOCTHIO YOKPYKHOH UEHTP KOHTPOIA KAYECTBAY, adpec opszgiim{um 1 15280, 2. Moexea, ya.
Macmepxoaa, 0. 4. 3m, 5, naw. 1, kaw. 1. adpec opaana no cepmughuxayuu: 115280, POCCHS, 20pod Mockea, yr.
Macmeprosa, 0. 4, am. 5, mei: (493)788-02-88, harc: (495)675-47-89 ; o

3ASABHTEAD :

#1000 "Mepy ®apya”, e S : it S B

gl HIH ;7714689244 , Aopec : 125040, 2. Mockea, 3-x ya. Amckoeo Ioar, 0. 2, kopn, 26, am. 2, nose Vil xow. 29,
% Teneghon/parc: 8(495)653-85-55/653-85-54. ' i

H3TOTOBHTEAD
fepy Papwa Iv6X u Ko Klad,
epsanus - Mepy @apwa IwiX u KoKl aA

epvanin

Merz Pharma GmbH & Co. KGad, Am Pharmapark D-06861 L)e:sau»Ro&S‘féu, Germany,
 Merz Pharma GmbH & Co.KGaA, Ludwigstrasse 22, 64354 Reinheim, Germany,

& ITPOAYKLIMUL L : i LD o
“. Jexapemeennoe epedcmeo: Keeavn, AUOPUAUIAM QAR RPUSOMOEIENUA pacmsopa dR i zogcﬂg; ggﬁgﬁnm
F SHympUMBENHOZ0 BGEDEHIR 50 EA 100 ENT, haaxonet (1), noddons naacmuxoseie (1), naski 312021126 T
W KAPMOHKYIE, _ i e s

V Nb JICP-004746/08 om 23.06.2008 (0ama savenwt 06.09.201 7} koa TH BDA

epHITHBITL GBNYER - 3002909000

_ COOTBETCTBYET TPEBOBAHISM HOPMATHBHBIX AOKYMEHTOB
éﬁcﬂowméfeﬂ,smﬂas (HIT 42-15125-08 uzae. No 1-6) T

CEPTHOHKAT BBIAAH HA OCHOBAHHMH s e
npomoroiu ucnsimani Ne 8956 (ceprwot 815314), M 8966 (cepun 813317 ) om 02.04.2019 H11 000 48
. A PMOBOPOHA", ammecmam axxpedunayuu POCC RU.0001.21@/140, Cepmudgbuxam coomeemc, :i

wenedocmenma kavecmaa 8 Cucmene 000posarLHOR cepmudiusanuu “GAPM-PECHCTP " Ao POCC L i 7

cpox deiicmaun ¢ 28.10.2018 2 no 29.10. 2021 2. Ne POCC DE.@HCI0.K 00209, cpox dviicmeus ¢ 0

08.04.2022 2., OO0 "Oxpyxcuoii yeump konmpoas xavecmoa”, Poccus, | 15280, 2. Mockea, yr. Macmagy
1 wose [ e ! il : g i i

| AHOOPMAILMSL
ﬁi{éaw epedemaa 3 2004, YEI061R XPAHEHUA: RPU MENEPANTYpe Ke Guille 25°C
T i
5 CCTHTEAD PYKOBOANTEAR | Z?{? o K
bt i awan E.B.
N0 CepTHGHKAnIHT e oo B ...M S Abeipist iy (SRR o
e Hnaena E.C.
ciept (axcneprid) i ol -
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Merz Pharma GmbH & Co. KGaA
Posttach 1113 83

D-80048 Frankfun am Man
Telelon 069/ 15031

Teletax 069 [ 1503200

CERTIFICATE OF ANALYSIS
CeprtuchukaT aHanusa

HalsaHue: KceomuH, 1 (onakox, 100 EA
Designation: Xeomin Vial 1 pes., 100 Units
Cepun/Batch No: 922019

fara gkinyckaiManufacturing date: 14.05.2019

Cpok rogHocTH/Expiry date: 04.2022

y SYﬁbﬁ,;,MMUQ B

Tect/Test ‘INominalvaive: . . | ORI CICH e
OpraHonentyyeckue CBOWCTBA Fiounn3ar o1 benoro 4o NOYTH CooTBeTCTBYET CneynduKaumnm
OnWcaHMe, BHEWHWA B, BUSYANbHO Henoro useTa (B CpasHeHu: C complies with specification
organoleptic properties colour visual pedepeHc CTaHAapTOM)

compare with reference sample)

“DUIMKO-XHMUHBCKHE CBOWCTEA CooTseTcTBYeT CTaHAapTy CooTBeTcTBYET CneunduKkaumi
MexaHuvecKue BKNIOYEHNUA NOCNe BuayanbHo complies with specification
PacTBOPEHURA corresponding to reference
organoleptic properties visible particles visual result
after reconstitution Ph. Eur./DAC

B naMKO-XHMWYECKNE CBOMCTBA <10 cew's CooTRETCTBYOT CneLupurauun

| Bpema pacTBOpeHUs, BU3YanbHbIlA complies with specification

physicochemical properties,
| reconstiution Ume visual
| DUINKO-XMMUHECKHE ceoncTBa 5,0-7,0 6,3
| pH nocne pacTBOpPEHUs,
| NOTEHUMOMBTRHYECKHA
physicochemical properties, pH-value
_reconstituted solution, potentiometrically
MOANHHHOCTE: BOTYNHHUYECKAR OnpenenseTcs CooreeTcTByeT Cneuudukatu
TOKCHH THNA A, Caxaposa, detectable complies with specification
CLIBOPOTONHLIN aneByMUH Yenonexa
igentity test clostridium botulinum
neuroloxin type A, sucrose, protein

CrepunsHOCTb CrepunbHo CooTBeTcTBYET CNRY Kauun
purity test sterility Ph. Cur. sterile complias wit ; S
GakTepranbHbie IHAOTOKCHHbI <6 ED/dnaxon/IUlvial < 2 E3/dngxo! N\
_purity test pacterial endotoxins (LAL) &/ ,,{; *v,r
Bopa < 4 Y%(mim) 1%(mmyc/ 4 y o\
| purity lest water content coulometric of i (’“ﬁ’fo : /j"!f:\? \’— o
| titration flal o Con °l
KonuuecTBeHHoe onpeaeneHie 0,85 — 1,15 Mrichnaxon/mgivial 1,02m xdiw'&gmél 45’/7 = ;
| CLinopOTOuHbIR anbByMuUH YenoBexa * “*a, " 3
| assay protein, determined as HSA HPLC <& g =
| KonuuecTseHHoe onpenenexne 90 =110 %(m/m) 102 %(m/ «& e 5
| Caxaposalassay Sucrose enzymatic e
CCnoundnacckan akTuerocT (LD 50) | B0 -125 Ef/dpnakon/LD50 Ul §5 Efcpnaxon/LDS

|
| biological activity (LD50)

CooraercTeyeT TpeCoBaHUAM NCP-004746/08-230608 (HA 15125-08), uam, N21,2,34,56

tarz Fharmoa Gy gﬁ

OpanxdypT/Manu, 23.09.2019 - Y U PykoBOAMTEND DT, o1l KOHTPONA K3UeCTB
Frankfurt/Main GU3 T brankturSam 8 e%an Blaha / Dept. of Q.

A

HE N Wy a"‘@iﬁt.—'\\
sriiatr
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TETHCTPANMOHHOE YIOCTOBEPeRUE

JCP-004746/08

{(1OMEP PErHCTPALIHONIOIO YA0CTOBEPEHH JIEKAPCTBEHUOID NIPENAPATH)

;Hanmuunamm AepaTens (Baneanua) Mepu dapva TvGX 1 Ko. KT'aA. Fepmanna

i HCTPALHOHHOIO OCTOBCpPCHHA 1 t} 3
: Rk, da ya p | Merz Pharma GmbH & Co.KGeA
5.:lL‘lva‘.‘z'ipﬁTl!.lfﬂH’(!I“(] ﬁpenapma

CAapee MeCcTeHAXOKRIEH HE TepiKaTes
(BJAAACAbUA ) PLIHCTPALHOHIOIO YAOCTOBEPEHH |
JEKAPCTBEHHOTO Ipenapara |

Eckenheimer Landstrasse 100, D-60318
Frankfurt-am-Main, Germany

,-J\E!Ta fUF)’Jla])CT"B(‘IIHOH PErucTpanmy 23.06.2008
JEKAPCTBEHHOIO npenapara

Cpok AelicTBHS PErHCTPALHOHHOTO

Deccpouno
YILOCTOBCPEHHS JCKAPCTREHHOTO NpenapaTa

JaTa pHecenus H3MeHeHHIl B PErHCTPAUHOHNOE
[YA0CTOBEPEHHE JCKAPCTBEHHOTO IIpenapa

A I Shane e ol 06.09.2017
E(ﬂﬂTa JAMECHLI PETHCTPAUHOHHOIO 1
| YIOCTOBEpen s JeKaPCTBEHHOro Npenapara) |

Hudopmanns o 3apericTpupoBaHHOM EKAPCTBEHHOM Npenapare;

[Toprogo¢ HAHMEHOBAHNE Keeomun

]

[Memaynapoanoe HenaATenTOBAHNOE, WK
[TPYONHPOBOYHOE, HIIH XHMHYECKOE BoryamHuueckii TOKCHH THna A
[HAHMEHOBANHE

|Tekapersennan gpopma JMOMUAN3IAT 18 NPUTOTORNCHHS PACTBOPA

ANA BHY TPHMBILHEYHOTO BBEACHHA

gy i j
Jozuposka . SOEL 100 EX ;
é}{aqecmeunmﬁ COCTAB H KOJHYECTBEHHbIT COCTAB AACTBYIOWNX BEUIECTB H KAYECTBEHHbIH €O ‘f
| BENOMOTATEAbHBIX BEUICCTE 55

OoTysHutecKil TokeHd THa A 30 EJTunn 100 EJL scrioMorarenbible BellecTsa (caxapos
CBHIBOPOTOUHBIA anbOyMHUH YeI0BEKa)

®opma prinycka (Jekapersenuasn Gopma, inuorpnnma'r NN NPUTOTOBIIEHHA pac
J03UPOBKA, HEPBHYUHAN YIAKOBKA, KOAHYCCTBO  BHYTPHMBILIEHHOTO BBEACHHA, 50 EJT,
AeraperBennoil Gopmel B nepBHYHOI 50/100 EA X | (nauxa KapToHHaA)
YIAKOBKe, KOJIHYECTBO MePBHYHOI YIAKOBKH B |

NOTPedHTeILCKOIT YIIAKOBKE, KOMILIEKTHOCTE) |

| TICP-004746/08-230608




Crpanmiia 2 pereTpalHoHHOrO yA0CToBepeHms Ne JICP-004746/08

MECTOHAXOAKICHHH

[ TIpousBoAcTBeHIbIE LTOMWAAKY, YHACTBYIOUINE B IPOUECCE MPOHIBOACTRA JICKADCTREHHOTO
npenapaTa, ¢ YKaaunes cTauii 1POH3BoACTBA, HATBANNI I GAKTHECKNX a1pecos

| [Tpoussa0cmso 20MaB0H JEKUPCMEERN Ol GopMel

M/IT Buonoruka MmOX, Tepmanist /
{IDT Biologika GmbH, Germany

Am Pharmapark D-06861 Dessau-Rosslau, Germany

[IpOusEEACIMGO COMOBOL AEKAPCHIGEH 0T (hopAthl

Mepu dapma MmOX 1 Ko. KlaA,
Tepmannn / Merz Pharma GmbH &

%Co.KGaA, Germany

Am Pharmapark D-06861 Dessau-Rosslau, Germany

ITepsruvnas YRAKOGKG

'

|

[UJIT Buonoruka 'm6X, Mepmanus /
/IDT Biologika GmbH, Germany

{Am Pharmapark D-06861 Dessau-Rosslau. Germany

illepanunan Ynakosra

:Mepu @apma TMGX 1 Ko. KIMaA,
[epmanus / Merz Pharma GmbH &
Co.KGaA, Germany

Am Pharmapark D-06861 Dessau-Rosslau, Germany

[ =
{ Bmopuunas/nompesumenberai Ynakoska

HUIAT Buonoruka M'moX. I'epmanus /
IDT Biologika GmbH. Germany

Am Pharmapark D-06861 Dessau-Rosslau, Germany

Bmopuunas/nompetumenbekas YRakoskd

|Tepmanus / Merz Pharma GmbH &
[Co.KGaA, Germany

Ludwigstrasse 22, 64354 Reinheim, Germany

: ‘
[[Tpowzeodumens (Bolnyckalonuil KOKMPOis Kawecmea) ‘Mepu dapma 'mEX 1 Ko, KIMaA,

|Fepmanns / Merz Pharma GmbH &
iCo.KGaA, Germany

Ludwigstrasse 22, 64354 Reinheim, Germany

= Y {:IA?

b 4 o

3amectnre. s Munnerpa
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