JIEPYKABHA CJAYXBA 3 JIIKAPCLKUX 3ACOBIB
TA KOHTPOJIK) 3A HAPK()TMK/\MM y M. Kl/l(}‘Bl

npos. Haat Critanunoi. 3002000 ven. (044) 205.26-8
F-mail: diskyiviadls.gov.ua. Koa CJIPHOY 370 7()()55

NCHOBOK
MPo AKICTHL BBEICHOTO B YKpaiuy JiKapchKoro 3acoby

19.07.2024 Ne 37145/24/26

NPEJIYKTAJI® MR

(lldH\K,H\HLl][HH |H'\d]‘(.hl\(”0 i(\L()U\ UL 3 [)L(kI]MHHHHH\I HOCHT FCHIISNT)
TABACTKE, BKPHTI IUHBKOBOIO 060101K0I0, 3 MOAB(IKOBAINM BHBLILHCIMSM 110 35 MI, 1O 30
TaGacrox y baicrepi; no 2 faicrepn y kopobui 3 Kaprony

(hopaa BIIIYCKY. 0BV AL BHT DAKYRAIE ARADCHROTO 3acoGy)
Homep pecerpattifinoro nocaimiens UA/3704/02/01 crpor ait pecerpaniiinoro nocsinicnns HCOOMEIKCHHIA
Cepin nikapepkoro 3acoby Ne 6101425 KinbkicTh BREICHONO AiKapehkoro sacody 32984

BupobHuk JlaGoparopii Ceps' ¢ luyacrpi, ®puinitis

(raiseny BaS BHPOOIEA HREPEHROTO SICOBY. KPATHa NOXO.URCHI)

Bseseno B Ykpainy ToBapucTio 3 00MEKCHOL0 simosinaasaicrio "CEPRC YKPATITA™.
inenr. o 33643340
(nadMcuyRanis Ta ko)L 3a EAPTIOY sopuumnod wcofis abo npizmnne, vt no Garskonri o

0coBH - i JNPHCM TS T aicue HPORHBAHNA TR pet LI[MIIHIHHH! THOMEP OO 1KOBOY KAPTRH TLRUTTTHKRA
HOSa TR abo L&]HSI ra HoMep tEctopra)

IpoToKOs Bi3yabHOFO KOUTPOIG B 19.07.2024 Ne 2440/3.

32 pesyabTaTaMy  CPKABHOTO  KOHTPOIIO  BCTAHORICHO. 11O pikapebksit jacid  peescno B Ypaily 3

JOTPHMAHIAM BUMOr 3AKOHOAARCTBA 110110 1aBe3nenciig SKOCTI Aikapehinx sacobin,
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHDIKAT AKOCTI HKAPCHKOIO 3ACORY

Name of the Manufacturer & Address’ Les Laboratoires SERVIER Industrie 905, route
Haspa ta anpeca BupoGuuia de Saran 45520 Gidy France/MaSoparopii

Cepr'e Ingacrpi 905 pyr ne Capau. 45520
JKigt, Opanuist

Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepr'e Yxpaiua®
Hazpa Ta anpeca imnoprepa ; 41, Naberezhno-Khreshchatytska St/

By Habepeswuo-Xpemaruibka, 41
Kyiv, 04070/, Kuis, 04070
Ukraine/Yrpaina

Which Consignment of product is delivered: Pharmaceutical Product//lixapcunxuit sacid
Bua npoayxuil, o nocrasaemses

Pharmaceutical form/Jlikapcoka Gopma Modified release film-coated tablets / TaSneTtku,
BKPHTT TLBROBOK 0GONOHKOI0,
MOIMGBIKOBAHUM BUBINBHEHHIM

Name of the Product/Hassa nixapenkoro zacody PREDUCTAL" MR/ TIPEAYKTAN® MR
Dosage / Cuna niv 35mg/ 35 mr

Type and size of packaging/Bun ta posmip ynaxopku 30 tablets in the blister; 2 blisters in the carton
box /1o 30 rabnerox y Gnicrepi; no 2 Suicrepn
¥ Kopobut 3 KapTony

Finished product batch number/ 6101425
Homep cepil roToBoro nikapeskoro sacoby

Manufacturing date/ara supoBruirrsa 042024

Expiry date/Tepmin npuaataocti 0472027

Batch size/Kinpkicts y cepii 33 333 boxes/yrakosok
Manufacturing Licence number/ 2022 188 1 2 dated 20.12.2022
Howmep nivedsiv ua supoGuunrso 2022 7‘} &8 1 2min20.12.2022
Remstration Number/Peccrpauiiine nocniguens UA/3704/02/01




LES LABORATCGIR

NAME “HAZEBA PREDUCTALD MR NIPPAYRTAI MR
iodified velesse filyeconted fablotsradnerioy
Trimetozidine dibydrochioride 35 mg  tpnue

Kt ARROBORY 050 A0HIIO, 3 SO TBHROBINS BHgLALRC Y
LAY J,Uii“l;lj')t?,\él()DHj,l ERENTY

Manufacturing product batch number * Hoviep

sEOTO 3ac0ly 6101305
Anatysis - ananis  30/04/2024 !

Finished product batch number - Hosep cepdd roronore sisapeniers jacod

TESTSMOKAIHHICH STANDARDS/CTAMIAPTH

Chayacters/Gne

= an one
Powmesoro xoasopy

§ONHOYD GORY ali Gy

Average usss (mgd/Cepesug s (my) P95 215 (958 - 105%)

Uniformity of mass/ ) Complics with Bur, Ph i’
Opnopianicrs macy Bianosinno go €H 2.0.8

Tdentification of the drug subsiance/ The ratip of the :

frerrrwghiccauin giwnuof pevosnay (PPX) J ssl solution m)ci
e qohl'tion mm be between 0.95 - 1,05/
Bianoueons oy vipuamaan Hixy 200! pruosiy
1a xgmm.ﬁ.\'m;"g:&a,nm.x AOCHULRYBIIOTG DOPLURY T4
POVTTY NOPIBANHUA DOBHILE JOXDAITHE ¥ MK

1,05
Dreug substance content (mg)/ A3 267 (95% - 105%) 4.5
Baor pirowe? pewonany {vrd

of of purity (% miu)/
Hatier ppoayoris aerpasadt (nosimo)
(PN (9) .
<Y 235 S0 % UL
<Y 145 5.7 % i
-Y 234 1 % <0
~Individual content of other impurities/ A 240

IO
Barasnuuii avicy

NLAREIAYEARI BMICT TN 40
~Total content of ipuritic
Aok

Dissolution (Y of drug substasce releasedy
Pozsnspiory (Yo alroust peaosinni, 1150
BHBISLHBHOLH)

i howr! m nuna

IRHBUT

37
2 Hours? roais 44
5 hours/ roxns g6

Nicrebielogical quality (Eor Ph., 3.1.4)/
Mixpobiosoriuua auerora (exin-rert)
ing {TAMCY 3araman

- Mo Apphceh

s

Jaranbua glcicrs vpredin €
Escherichin colir absence’]

Batch acvepted/ Cepia npuiiuara !

¥ Not defected = He surasesa - Nor gppiicatide = He npotodusocs - Skip test - Passes - Budiprose sunpolyemun - Birdnogidae - Absent g
Skip est - Not applicable = Budyprose sunpodyeanns ~ He nposaduase

Responsibie for Conformin Control Laboraty

”
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LES LABORATOIRES SERVIER INDUSTRIE  SERVIER,

1 hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
{including packaging/labeling) and its quality control was made at the abovementioned site in full compliance with the
GMP requirements provided by the local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufaciure, packaging and analyses were reviewed and GMP compliance was
established/ Lium g saceinuyro, uio naseiena prule inopmauin ¢ poctonipasio Ta tounoio. Lho cepio upo ay st fyno
BHPOOAEHO {BEIFOMAIOUH HaKy BAHHY/MAPKY BAHHHE) Ta NPOBEACHO KOHTPOIh 1T SK0CTI Ha Brile3aznadenif Jiabmi v
MOBHIE RIANOBIAHOCT] 3 BuMoramu GMP, BCTaAROBICHIMA MICUEBAM PETYIITODUUM OPTEHOM, 8 TAKOK BLTIORIANO 40
crenpdirauiil, mo MicTaTees y peectpatifiory xocse, I1poToKkony supobHMITRa. NAKY BAHHS TA aHATI3B Byno
HEPErisHYTO T4 BCTAHOBNECHO BLTOBIANiCTE GMP

Date of batch release / [lata punycky cepii : 07/66/2024

Name and Positien/Title of person authorising the Batch Release/ Eipummﬁc a nocasa/ spaHun ocolu, SKa BHIAIS
RO3BLY Ha BEOYCK cepil
Emmanuelle LORANS, Qualified Pprbon/\’nmmrncm(eml ocoba

SignatureTlianue: Date/Jlara:

Finished product batch number/ Homep cepii rotosoro nikapcekore 3acoby: 6101425

LES LABORATOERES SERVIER NDUSTR!E
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