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JIEPYKABHA CJYXKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y THITPOIIETPOBCHKIN OBJACTI

Jliiapo, nn.CoGopna,d, k. 601-605, 460065, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon CJIPIIOY 37070665

RHCHOROE
o

NG sikierb BBe3eHOTO B YKpainy JjlikapcbKoro 3acody

26.03.2024 " Ne 14704/24/0411

SHCTIOT®

Tt e g g sy

(1l ety Bats JKAPCEKOrO 3400y 3r1I0 3 PEECTPaLiiiM [0CBLIUSHHAM)
HOPOIIOK /IS Po3uBHY At in'excuidi , 300 O/, 1 duraxon 3 n10pOMIKOM Y KAPTOHHIl
KOpooni

{((popma BHIYCKY, A03YBALNIN, BII MAKYBAHA NiKapcLKOro 3acoby)

Howiep pecerpadiiiioro nocsimmenns UA/13719/01/02 crpox nii peectpauitinoro nocsinuems 24.06.2024

Cepin hikapebroro sugofy Ne A63091 Kinbkicte BBE3¢HOIO Nikapchkoro 3acoby 49
Sapafing HCEH BIO®APM JIMITE]L, Bemixa bpurauis
(MaiiveHyBan s oupoBHUKE Aikapchkoro 3acoBy, kpalHa 0X0IKeHHY)
BagacHo B YEpaiy Tosapicreo 3 o6Mexenolo simosizanasuicrio "baJAM", ixent. ko
31816235

(mafiMonysanus Ta koa 3a CJIPFIOY 1opuitneof ocobn abo upissulic, iM's, no darskosi
dizuunol 0coGH - manpHeMus, i MicLe NPOXHBAHHA Ta pEECTpauiiini roMep obnikosol
KApPTKH THIATHAKA NOAATKIB 360 cepiy Ta HOMEp [acliopTa)

Hporokon sisyasuuore kowrpomo sin 25,03.2024 Ne 07-01/716/2.

Y3 PRIYIRTATAMH JCPKGBHOIO KOWTPOMO BCTAHOBAEHO, WO Jikapcukuil 3aci6  peeseno B Ypaiy 3
AOTPUMAHHAM suMOI 3aKOHOAABCTBA LLO/10 3a6e3neuenna AKOCTI NikapebKkux 3acobiB,

B, o. gasaibHuka JdepuxkasHol ey 3
HEGPCHKHX 3a¢06iB Ta KOHTPOIIO 3a : s
AT OWIB TPOTIO 3 Mapis BPE3ILIbKA

Uni He} (tmiuiand Ta npiasne)

PR 5
pESREER

Listipaicop Kapig +38(006)545-41-71



Easidoc Reference No. 31D973-FOR vJ.0

SAPSEN

" CERTIFICATE OF ANALYSIS-UKRAINE / CEPTUGIKAT AKOCTI-YKPATHA

Name of product:
Strength/Potency:

Haisa npoxyxkty
Cuna aiVAkTABHICTB:

Registration Certificate Na:

Peecrpanifine nocsinvenns Nk:

Batch number:
Homep cepil:

Licence Number:
Homep ninensii:

Package size and type:
Po3Mip i THn ynakosxn:

Batch size (Number of Vials):
Poamip cepiV
(Kinbkicts paaxonink:

Manufacturing Date;
HAara sapobnaiurea:

Expiry Date:
Jara zakingenuns repminy
npraaTRoCTi:

Pharmaceutical Form:
Jlixapeeka gopma:

Name, address of manufacturing

and quality control site;
HaitimeryBanns, micoe
IHAXOANEHHA BHpOOHHITES
i KOHTPOJIO AKOCTI:

IPSEN
Ipsen Blopharm Limited
Ash Road, Wrexham Industsial Estate, W

DYSPORT®

Clostridium botulinum type A toxin-haemagglutinin complex
00U

JACTIOPT®

Komnnexc SoTyRiHIYHWN TOKCHK THRY A-reMarsioTHHIH
30000

UA/13719/01/02
A63091 (Bulk Batch A53780)

UK MIA 3070

I vial with powder in a cardboard box
| ¢nakoH 3 NOPOWKOM ¥ KAPTOHHIHA Kopobui

3677 packs/ 3677 ynakosok

18 Feb 2023
18 nioTuit 2023

3[ Jan 2025
31 civens 2025

Powder for solution fer injection
[Mopowok ana po34KHy A iH'exLil

IPSEN BIOPHARM LIMITED

ASH ROAD WREXHAM INDUSTRIAL ESTATE
WREXHAM LL13 SUF, UNITED KINGDOM
INICEH BIODAPM .Tll

Page 1 of 4

n, UK, LL13 9UF

Telephone ; +44 {0}1978 661181, Fax : +44 [0)1978 660366

WWWLIPSEN.COM



Easdoc Reference No, 130973-FOR vi§

FIPSEN

Inrowalion lor

Name of product:

Strength/Potency:

Ha3isa npoaykry

Cana i AxTHBEICTR!

Registration Certificate Nb:
Pecerpauiftne nocriauenna Na:

Batch number:

DYSPORT®

Ci.ilﬂﬁn'lf':fF'lCATE OF ANALYSIS-UKRAINE / CEPTH®IKAT AKOCTI-YKPATHA

Clostridium botulinum type A toxin-haemagglutinin complex

300 U
AUCIOPT®

Komnaexc GoTyniHivHKi TOKCHH THIY A-TreMarnioTHHiH

30001

UA/13719/01/02

A63091 (Bulk Batch A53780)

Homep cepli:
TEST Method SPECIFECATION RESULTS
Tecr Meroan Cneundixanin PesynnTaTH
Appearance Visual A white lyophilized powder free from visible particles. | Complies
Onuc Biayansunii Posl reconstitution: A clear, colourless solution, free from | Binnominac
particulate matter
Biauli niopinizosaunil nopowok §e3 BHAUMHX CTOPOLLHIN
aosiwok, Tlicnn posvawzias: rposopult, GesBapauui
_po3uKH, Bea MEXARIYAHX BRI YEHE
Reconstitution Timed dissolutiont in | Dissolution complele within 30 seconds 9 sees
Time saline He noeuten nepepnwysath 30 ¢ 9¢
Hac po3ysseHHs Hac po3sHHEHHA ¥ :
0.9% poumni ratpin
XNOPHAY
pH Ph. Eur 2.2.3 55-62 59
pH Ph, Eur 2.2.3 5.5-62 5.9
Uniformity of fill. | Analysis of in- Not less than 0.243 and not more than 0.257 gfvial 0250 g
Mean fill valume | process fill weight He senure 0.243 i ne Gimeme 0.257 r ua duakon 0.250r
expressed hy measureimenis
weight Konrpomoersen s
OQawopoanicre MPGLCC HANDAHEHHA
BMICTY.
Cepeaniil o6’ca1,
BUPARERHT
Macow /_,"/"”:'__‘-: =™
Identity Enzyme-Linked Presence of botulinum type A in—tesi ~,a&1p}\ Complics
IsewTusMicT {immunoSorbent confirmed if the mean absorba x meancblank ’J “h Blaznosiaac
Assay (ELISA) Hasgnicte GotyikisHoro o ‘\3\1 EHTIB \2
MeToz BHNpoGOBYBAKOMY IPUHIKY I bCRL ARLID \,__\
TRepaothaszHoro CepeHE JHAUCHHA ONTHHIOT XY, X cepiE »M—F ' ] 2
IMYHOPEPMEHTHOTO | JHAMCHHS XOJIOCTOID POIHHH éi@, B )
ananizy (ELISA) oy
Potency Cell Based Polency 240 - 375 Units/vial {a] '/« 1/283 Units/vial
AKTUBMICTD Assay 240-375 Ol/dnaxon [a) "2/ 283 Oflfthnakon
Kimukiciuil anania N
AKTHBHOCTI
Glonoriunmar
METDAOM i3
BHKOPHCTAHHAM
KYNbTYDH KHITHH
{PSEN Page 2 of 4
Ipsen Bippharm: Limited

Ash Road, Wrexham Industrial Estate, Wrexham, UK, LL13 SUF
Talephone - +44 (D]1978 661181, Fax ; +44 (011978 660365

VWWWLIPSEN.COM




Easndoc Reference Mo, 330973-FOR v3.0

FIPSEN

CERTIFICATE OF ANALYSIS-UKRAINE / CEPTH®IKAT SKOCTI-YKPATHA

Name of product:
Strength/Potency:

Ha3zea npoayrTty

Cuaa pifAxTHBHICTR:

Registration Certificate Ne:
Pecerpaniiine noceigvenns Ni:

Batch number:
Homep cepil:

DYSPORT®

Clostridium botulinum type A toxin-haemagglutinin complex

300U
JHCTIOPT®

Komnnekc GOTYHINHWA TOKCHH THAY A-CeMBFTIOTHHIH

30004
UA/13719/01/02

A63091 (Bulk Batch A53780)

TEST
Tect

Methnd

SPECIFICATION
Cnensudikania

RESULTS
PeayabTarTit

Protein
Binox

A modified version
of Ph Eur technical

.monograph method

2.5.33, Mcthod 3
{Bradford Assay)
Eur. Ph.,

| Monuikoranmii

Meron 2.5.33,
metog 3 (Bradford
Assay)

Mot less than [0] and not more than 139 ug/vial
He menme 101 § Ae Ginplue §39 Mkr/dgmakon

124 pgfvial
124 merfpasvon

Lactose
Jlaxraaa

Ph. Bur 2.2.29
HPLC method
Ph. Bur 2.2.29,
metogom BEPX

Not less than 1.91 and not more than 3.16 mg/vial
He menwe [.91 i we Binswe 3,16 Mr/gnakon

2.44 mg/vial
2,94 mr/dnakon

Moisture
Boaora

Karl Fischer
coutomeiric
titration
MeTon Kapna
Diwmepa

Less than 3.3 % (w/w)
He Ginntee 3,3 % (B ne

0

y
p.,

0.9%
0.9%

Endotoxin (LAL)
Enaoroxcun
{LAL)

Gel clot method,
Ph.Eur. 2.6.14
Eur. Ph, p. 2.6.14,
rene — TpoMi
MeToa

Less than 1.5 Endotéknl us
Meuwe Hix 1.5 onH tﬁ‘l

'\f‘/

5;343?

< .35

Endotoxin< units/vial
< 1.25

GAHHIUL
ewaoToxcHry/paakon

Steritity
CTepunsnicTn

Membrane
filtration USP<7 1>,
and Ph. Eur 2.6.}
USP <71>», Eur. Ph,
p. 2.6.1, MeToaoM
mMeMEpannol
dinsTpauii

Complies with USP aml E.
Bianosinac metosy USP 14 Eur,

Complies
Binnasiase

[a] Polency is expressed as unilsf/vial with respect to a suitable reference preparation, with defined activity (units/vial)

Lraceable to LDy, units.
[a] axTnenicTe Brpawena y OV dnakoH BiaNosiaHO 10 ETANORHOND NPEHAPATY I BHIHAYEHOIO akTHRHICTIO (O D/ praKor),

OTPUMAHOTO 3 paHitne BETAHOBNERMK LD+ 0OMHHLb.
IPSEN Pagelaf4d
Ipsen Bigphart Limited
Ash Road, Wiexham Industrial Estate, Wrexham, UK, LL12 9UF
Telephone : +44 (011978 6611!1 Fax : +44 {0)1978 660366
WWWIPSEN.COM



Ensidoc Reference No. 1M)973-FOR vi0

ZIPSEN

Ennavation for
ERTIFICATE OF ANALYSIS-UKRAINE / CEPTH®IKAT SIKOCTI-YKPAIHA

Name of product:
Strength/Potency: DYSPORT®
Clastridium botulinum type A toxin-haemagglutinin complex
Hassa npoaykTty oou
Cuna RifAkTHBHICTD! JUCIIOPT®
Komnnexc GoTyaiHiuHMH TOKCHH THIY A-reMaruoTHRIH
30004

Registration Certificate Ne:
Peecrpaniiine nocsiaggerus Ne: UA/13719/01/02

Batch number:
HomMmep cepil: AG3091 (Bulk Batch A53780)

Comments / Komewrapi: ®Not Applicable / He skazyetbes
OWrite comments if any / Hanvwitk KoMEHTapi. AXWO BOHH <

S el e e A e i el

Certification statement:

I hereby cerlify that the above inlormation is authentic and zccurate. This batch of product has been manufactured
(including packaging/labeling and quality conlrol) at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in thc Marketing Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

Jagaaenne o ceprHduKEURH;

Llum 1 3aceinuylo, Lo HaseaeHa BHLE (HhOpMaLs € OCTORIPHOK Ta TouHOW. Lo cepilo npoayxtti Byno supobneno
(BKNIOYAIOMH NaKyRAHHA/MAPKYBAHHA Ta NpORENEHHS KOHTPONO il AKOCTI) HA BHELE3IaIHAMEHiR LineHuul y NOBHIM
BigrosigHocTi 1 Bumoram GMP, BCTAHOBASHHMH MICUEBMM PEIYASTOPHHM OpPraHOM, 4 TAKMK BIXNOBIAHO MO
cnemndikauift, wo MicTaTECs ¥ peecTpauifinomy nocke kpaiku iMnopTepa. TpoToKoNW BMPOOHKUTEE, MAKYBAHHA T2
anznisie Gyno neperndiyTo Ta sr:ﬁ:ineuo BiznosiaHicts GMP,

Signature/Mianisc W
Date of signature/flava nianscanus_J S "2y 2227

Title/3panna: Q.A. Officer/daxiseus 3 nuTans AKoCTi

Signature of person authorising the batch release:
Miamue ocobu, fKxa suana 103pin Ha sunyex cepli; i LN N
Name and position/title of persen authorising the h 3 aseq o1 % Ko asevs Qualified Person
B{’H&WWWIY“G\R{!Q eHR ocola

JaTa nmnucauun

lPSEN"BIOPHARM LIMITED

ASH ROAD
WREXHAM INDUSTRIAL E-TATE
PSEN WREXHAM Page 4 of 4
e ot Wraunin LL13 SUF
[Piistiomiumminiion L TED KINGDOM

WWW.IPSEN.COM
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