JNNEP?KABHA CJYXKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINMPOIETPOBCHKIA OBJIACTI

Juinpo, mn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Ko €/IPTIOY 37070665

BUCHOBOK
npo AKicTHL BBe3eHOro B YKpaiHy jikapeskoro 3acoby
12.07.2023 | Ne 35142/23/0411
JIMCHOPT®

(HaliMEHYBAHHS JTiKapChKOro 3acoby 3TinHO 3 peecTpauifHuM NOCBIXUEHHBAM)
NOPOMIOK JJ1s1 po3uuHy s in'exniii , 300 O], 1 ¢prakoH 3 MOPOMKOM y KApTOHHIi kKopobui

((bopma BHMyCKY, 103yBaHHs, BUJ NaKyBaHHS JKapcLKora 3acody)

Howmep peectpanisinoro nocsinuenns UA/13719/01/02 crpox nif peectpauiiitioro nocsigueHs 24.06.2024

Cepis nikapcskoro 3acoGy Ne A58908 Kinbkicts BBE3€HOTO Jikapcbkoro 3acoGy 400
BupoGauk ITICEH BIO®APM JIIMITE]], Benuka bprTaHis
(HaliMenyBaHHs BHpOGHMKA Jikapebkoro 3acoby, KpaiHa MOX0LKeHH:)
Baesero B Vipainy ToeapucTBo 3 o6MexeHo10 BinnosinansricTio "'baJIM", inent. kox:
31816235

(maiiMenypanus Ta ko 3a CJIPTIOY opuaniHoi ocobu abo npizeuie, iM'a, no GaThkosi giznuuoi
0c06H - nianpuemus, il Micie NPOXUBAHHA T peecTpaltiiHui HoMep 001iK0BOT KAPTKM NIATHUKA
nonartkie abo ¢epis Ta HOMep NacHopTa)

IpoTokon Bisyansroro konrpomo six 11.07.2023 N 07-01/1969/1.

3a pesyNbTATAMM JIEPKABHOTO KOHTPONK BCTAHOBJNEHO, 1O JKapChKuit 3aci6 BBe3eHO B YKpaimy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA 100 3a0e3neyeHHs AKOCTI JIIKapChKHX 3ac0biB.

B. 0. HavanpHuKa JlepkaBHOT ciyx0H 3
JiKapChHKHX 3ac00iB Ta KOHTPOIIO 32
HAPKOTUKAMH y JIHIIpONeTpOBChKIM
obnacri

€rop BOJIKOB

(nocanosa ocofa oprady AepHaBHOro KOHTPOTIO) V}n’w(mc) (iniuiany Ta npiseHILE)
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ZIPSEN

Wetvaiion 16f pasant con
CE{TIFICATE OF ANALYSIS-UKRAINE / CEPTH®IKAT AKOCTI-YKPATHA

Namc of product:

Strength/Potency: DYSPORT*
Clostridium botulinum type A toxin-haemagglutinin complex

" Haasa npogyxTy 00U

Crna VA cTRBRICTE: AACNIOPT®
Kosmnnexe Goryaiivaidi TOXCHE THAY A-remarioTinin
30004

Registration Certificate M

Peccrpantiine nocsiguenns Ne: UAN3719/01/32

Batch number:
Howmep cepll: AS58908 (Bulk Batch W19596)
TEST Method SPECIFICATION RESULTS
Teer Meroan Cotundicauin Peyirata
Appearance Visual A white Jyophilized powder frce from visible particies. | Complies
Omic Binyaneunhi Post reconsritution: A clesr, colourbess solution, free from | Bionesizac
' particulaie malter
Bimfi atodinizonamii ropumor Ges sHAMMHY CTOPoIRIX
aosiwox. Dicax poawsenus: npompul. GoiBapuimé
POIHIK, Hes uExBUMHHN BEMONCI,
Reconstitution Timwed dissolulion @ | Dissolution complete within 30 seconds 9 secs
Tiras saline Ile noRmken nepeadiuy satr 33 ¢ Qe
Yaz porvumenne | Yac posisicionm y
: G.9% pouKi HaTpio
SI0PHAY :
pHt Ph, Eur 2.2.3 33-6.2 6.0
H ; Ph. Eur3.2.3 35=-62 . 6.0
Uniformity of fill. | Analysis of in. Not less than 0.243 and not more than 0,257 pivial 0.250 g
Mean il volume | process B weight He menwe 0.243 e Gome .257 1 ua grakon 0,250 ¢
expressed by MeAsUraments
welght Kontpomocrsea e
OCanopoanicta NPOLRC] JtaNOBHERIN
sxlery.
Cepeanhit of'cm,
snpamennii
MACOW
(dentity Enzywme-Linked Presenve of bowlinum type A toxin m rest sample is | Complies
Laenvusmicrs ImmunoSorbent confirmed if the mean absorbance is >2 x mean blank Bianosiosc
Assay (ELISA) Hamsutlers Soryakitivirors rokcHiy 140y A ¥
Meton BUAPODORY 2ANONMY IPAZKY THATBLPIRYCTLCR. NKLIO
Teepaodanioro COPCIUE BHAUCHHS OUTHYIOT FVCTIIH > 2% CopearnoyD
ynodrepacintione | Jmutig NonocToro posdiny
aaniyy (ELISA}
Polency Celt Based Polency | 240 - 375 Units/vial [a] 283 Units/vial
AgTnsnicTa Assay 240-375 Of/pnaxon [a| 283 Oidaxon
Kiawxiconht sz
AKTHRHOCTE
Glosoriinm
MeTOAGM 13
.HIDPHCTIIHII.IM
XY ALTYDH KFTRH
IMEEN Pagu2of 4
ipsen Blapiaem Limited
rmm'::_ naw, lockrstrial Estate, Wrexham, UK, 1013 9UF
Telgphong : +48 (011970 661181, Fax : 444 (011974 650366

WWWIPSEN.COM
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SIPSEN

CERTIFICATE OF ANALYSIS-UKRAINE / CEPTHOIKAT SKOCTI-YKPATHA

Name of product:
Strength/Potency:

Haiea apogyRry

Crna aiVAxTHBRICTE:

Registration Certiflcate Na:

Peccrpauiiine moe

Batch number:

sigveusn Ni:

DYSPORT®

Clostridium botelinam type A toxin-haemagglutinin complex

ou
JUCNOPT®

Komrutere GOrytiHiHui TOKCHH THRY A-TeMarnITHHIH

30001
UAMITIONONNG2

AS8908 {Bulk Baich W19596)

Homep cepll:
TEST Method SPECIFICATION RESULTS
Teer Cueundisauin Peivastarn
Protein A modified version | Not Tess than 101 and not more than 139 pgfvial 127 pgfvial
Fiaox of Ph Eur technical | He menwe 101 i we Ginbwe (39 miaidnaxon 127 wuriprinwon
monograph method
2.5.33, Mothod 3
(Bradford Assay)
Eur. Ph.,
soniikonaniii
Meton 2.5.13,
metoa 3 (Bradford
Assay)
Lactose Ph. Eur2.2.29 Not less than 1.91 and ned more than 3,16 mg/vial 2.4) mg/vial
Jlaktoaa HPLC method He mewe 1.91 i ne Simape 316 mrignaron 241 mridnanon
Ph. Evr2.2.29,
merogom BEPX
Moisture Kari Fischer Less shan 3.2 % (wiw) 1.3%
Bonors coulomelric He Ginsure 3.3 % (B nepepaxyHky Ha pary) 1,3%
litration
Mcton Kapaz
Diwepa
Endetoxin {LAL) | Gel clol method, tess than |5 Endotoxin units/vial < 1.25
Ennorokcnn Ph.Eur. 2.6.14 Menwe uix 1.5 oaunnus caoToxcimy va dnaxox | Emdotoxing enits/viul
{LAL) Eur. Ph, p. 2.6.)4, - : < 1.25
. DAMHH LR
' r::,r:; TPOWMA eHgeTOKC Ny dnrxon
Sterllity Membrane Complies with USP and Eur. Ph, Method Complivs
Crepununicrs filtrution USP<71>, | Bianosinac mevoay USF va Eur. Ph. Bianosiaac
and Ph. Eur 2.6.1
USP <71>, Eur. Ph,
p- 2.6.1, meTonoM
MemGpannol
ginvTpanil

[o] Potency is expressed as unitsdvial with respect to a seitable eeference preparation. with defined activity (units/vial)
traceable (o LDy, units
La] xTueticys appasicena ¥ OJ/Ldvakct BLIN0RINHO 20 eTANIMIONG NPLIEPATY T ANIHAYCKOK aKTHEHivOe (O g raxon).
QT PUAAHOTY 3 paniue scTaioaiery LD« oaninLL,

PSEN
ipsan Blophaim Limiued
Ash Road, Wreadhaon Indesirial Esbate, Wrezh

UK, LL13 51¥F

Tebephone : 44 [U1L078 GELINY, Fan s +44 (O}1978 £60365

WWWLIFSENR.COM

Page 3 of 4




Eatidoc Reference No. 330973-FOR viD

FIPSEN

MArrir ko L]
CE.I:'}'IFICATE OF ANALYSIS-UKRAINE / CEPTHOIKAT AKXOCTL.YKPATHA

Name of produet:
Strength/Potency:

Hazsa npoayxry
Cuna iV Axraemicrs:

Registration Certificate Ni:
Pecerpaniiiee nocsinwenuns M

Batch number:
Homep cepilt

Licence Number:
Hoaep nluemsil:

Packnge size and type:
Posnip | vun ynaxosxe:

Batch size (Nuiber of Vials):
Poamip cepil
(Klum,l_,qs $Rraxonin):

Manufacturing Date:
Hara supobaunraa:

Expiry Date:
Hara saxingennn repminy
gpugaTnocTi:

" Pharmaceutical Form:
Jixaptuka dpopsa;

Name, nddress of manufactaving
and quality control site:
Ha#inenysauan, micue
IHAXORAEHNR BHPOGHANTSA
I korTpoO RROCTI:

-

wiEn
Ygrsan Blopharm Lirmied

DYSPORT®

Clostridium botulinum type A toxin-hasmagglutinin complex
ooy

JUCNOPT®

Komnnere SoTyninivnuli ToxcHH THIYY A-remarsiorinin
30004

UA/3719/01102
A58908 (Bulk Batch W19596)

UK MIA 3070

- +.;.) vial with powder in 2 cardboard box

| nakon 3 mopoIKOM ¥ KapTonwill kopobui
291 Opacksi 2910 ynakomox

13Sep2022

{3 sepecens 2022

31 Aug 2024

31 cepneny 2024

Powder for solution for injection

Topouok A% poluKny ana ix'exuis

IPSEN BICPHARM LIMITED
ASH ROAD WREXHAM INDUSTRIAL ESTATE

. WREXHAM LL13 9UF, UNITED KINGDOM

HICEH BIO®APM AIMITER
EW POYJI PEKCXEM IHIACTPIAJT ECTERT PEKCXEM
LL13 9UF, BEJIMKA BPUTAHIA

Page | of 4

Ash Road, Weeshwn industrial Extate, Wreeham, UK, LL1I UF
Tadaphone - +44 (031972 651181, Fau ; +4d {O)1978 66D166

WWWIPSEN COM



Easmion Reference No. 30973-FOR 10

BIPSEN
CEE'TIFICATE OF ANALYSIS-UKRAINE / CEPTH®IKAT SKOCTI-YKPATHA

Name of product:
Strength/Potency: DYSPORT®
Clostridium botulinum type A toxin-haemagglutinin complex
Haes npeayxry K111 38
Cuns niVAxTHBHICTL! AUCHIopPT®
Kounnexc Sotyniniunmil ToKCHHK THIY A-reMarniothuin
6o 0oR

Registration Certificate Ny
Pecerpaciline nocsinvenmna Ne: UAMIT19/01/02

Batch number:
Homep cepit; AS8908 (Butk Batch W [9596)

Comments / Kosenrapi: T{No1 Applicahle  He exanvetnes
QWrite comments il eny / Hamnuive coseuzapi. asmo s ¢

Certification statemeni:

I hereby certify that the above information is authentic and accurale, This batch of product has been manufactured
{including puckaging/labeling and quality conirol) at the above mentioned site in full compliance with the GMP
requirements of i Jocal Regulatory Authority and with (he specifications in the Marketing Authorization of the
impurting counery. The batch processing, packaging and anslysis records were reviewed and found to be in compliance
with GMP, '

Zaanachue o cepTHdHKILNN

Lint ¥ 32c8iA4Yy10, Wo HasencHa Bile indopmauis £ A0CTOBIPHOW Ta TouHOK. Liio cepito npoayxuil Sy w#poSneno
{ERAOHAIONY FAKYBAHKAMADKYBAKHN TR /IPOSELEHHN KONTPOSRO if AKOCTI) HB BlLesmHAueHiR RiALkui y nosnill
sinnosianocti 3 siMoraMn GMP, BCTAHORNEHNMN MICUEBHM DEFYNATOPHHM ODrRHOM, 8 TAKOK BIANORIANO DO
creundikauilt, wo micraTeea y peecTpauifinoMy mocke kpaivy ivnoprepa. TTpoToxons supoBisiuTea, nakyaaims Ta
ananisin Syae neperasmyro Ta mxuonnzo gianopianicre GMP,

Signature/Ttizaue (S el TitteRsaurn: Q.A. Officer/Paxinent 3 nistans 2KocTi

Date of signature/Javs nianacaunn_ I Apr 2223

Signuture of person autborising the batch relemre—¥ g =

flisuwe ocobu, uxn nunana 203y wa punyex cepil: “ _
Name and positionftitle of person authorising the batch release: Jefetactn. IMAEC Qualified Person
Tipizsuure ¥a mocana/ssanns ocobn, AKka sRAMI2 B03Bin ua BRNYCK Cepil: YnosnoraxeHa ocoba

Date of siganture: - 13_Are. 2013
HaTa pixnucanws; :

IPSEN BIOPHARM LIMITED

ASH ROAD ' _

WREXMAM INDUSTRIAL ESTATE

WREXHAM " Pagedotfd
::::&hphumm LLI3 BUF 4
Ath Rowd, Wraxham tndustris stae, Wrasham, Uk, w13 WINTTED KINGDOM

T Telephoae : +34 {01978 651181, Fax 1 + 44 (071978 560366
WINW.IEN.COM
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