JEPXKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACObLIB

TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KUEBI
npos. Hanii Ceitanunod, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Koa CJIPTIQY 37079055

BUCHOBOK
npo fikicTh BBe3eHoro B YKpainy Jikapcnkoro 3acody

19.07.2024 Ne 37146/24/26

INPEJYKTAJI® MR

(HAFMEHY RANITY ATKAPCHKOIO 3aC00Y 311110 3 peecTpaiibinmm HOCBLHCIHIsA)
TaBJaeTKH, BKPUTI IJIBKOBOIO 000JI0HK010, 3 MOoANQIKOBANNM BUBLILHCHIIHM 110 35 mr, no 30
rabierox y Giictepi; no 2 Gaicrepu y kopobui 3 KapTony

((GOPAA BHIVERY. ZIIYBRHNS, BILL HAKYBAHNS ATKAPCHEOrQ 3ac0by)
Homep peccrpauiitioro nocsinuenns LJA/3704/02/01 crpos nif peecrpaniiinoro nocsigueHus HEOOMEWeHHH
Cepin nikapcekoro 3acoby Ne 6103266 KinbKicTh Boe3enoro sikapebkoro sacody 28800

Bnpo6hnk Jla6oparopii Ceps' € Iunactpi, Opaiitis

(aiMenyBanlg BUPOSHIKA ATKUPCHKOIY 3ac00y. KPATHA HONOLKCHIS)

Baeseno B Ykpaiky TosapuctTo 3 06MEKEHOI0 pinnosinansuicrio "CEPB'C YKPATHA",
inent. won: 33643340

(raitatetiypaitis ta ko1 3a CAAPHOY wopisnof ocodn abo npissine. 'L 110 SaTLROBI Qlsiaod
OCOBM = NATIPHEMESL T MICHE IPOACH BRI 1A peccTpaitifimil nosep 00AiK0ROT KAPTRI FINTIHKY
HOAATKIR AB0 CCPIsE Ta HOMC NHCHopTa)

MNpoTokon Bisyanbhoro konrposmo sin 19.07.2024 N 2440/4.

32 pe3yNbTaTaMM  [IEPKABHOTO KOHTPOMIO BCTAHOBACHO. 1O JHKApCHRUii jacié  meezeno B YRpaiuy 3

AOTPUMAHHAM BUMQL 3aKOHONABCTRA ILOLO 3aBe3nedcHHA SKOCTI JHKAPCHKNX 3ac00in,
I A N Ny

Bikrop MAXHOBELLD

(iiiacs ta npispdme)







LES LABORATOIRES SERVIER INDUSTRIE SERVIER_,

movedt by vou

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SAKOCTI JIKAPCBKOTO 3ACOBY

Name of the Manufacturer & Address/ Les Laboratoires SERVIER Industrie 905, route

Hassa ra agpeca Bupobuuxa de Saran 45520 Gidy France/JlabopaTopil
Cepe'e Inmactpi 905 pyr e Capan, 45520
Kini, Opanuis

Name of Importer and Address/ Servier Ukraine LLL.C/TOB "Ceps'e Ykpaina"
Haspa Ta appeca imroprepa 41, Naberezhno-Khreshchatytska St./

Byn. Habepexuo-XpemaTuikia, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaiua
Which Consignment of product is delivered/ Pharmaceutical Product/Jlikapebkuit 3aci6
Bua npomykuil, wo rnocravyaetLest
Pharmaceutical form/Jlikapcrka dopma Modified release film-coated tablets / Tabnerkn,

BKPHTI ITITIBKOBOIO OBOJIOHKOKO, 3
MOZNDIKOBAHHUM BUBUIBHCHHSIM

Name of the Product/Hassa nikapcbkoro sacoby PREDUCTAL* MR / [TPEYKTAJI® MR
Dosage / Cuna ail 35mg/ 35 mr
Type and size of packaging/Buz ta posmMip ynakosku 30 tablets in the blister; 2 blisters in the carton

box / no 30 rabnerox y Gnictepi; no 2 Gnicrepu
y kopoOui 3 KapToHy

Finished product batch number/ 6103266

Homep cepii rotoBoro nikapeskoro 3acofy

Manufacturing date/J{arva supoGusrsa 04/2024

Expiry date/Tepmin npuiatrocTi 0472027

Batch size/Kinbkicrs y cepif 33 333 boxes/ynakoBox
Manufacturing Licence number/ 2022_188 1 2 dated 20.12.2022
Homep ninensil ua BUpoOHANTBO 2022 188 1 2 mim20.12.2022
Registration Number/Peecrpauiiine nocsizuenns UA/3704/02/01

LES LABORATOIRES SERVIER INDUSTRIE
Sigge social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www . servier.com
SAS. au caplicl de 3.080.000 euros « 402 222 483 RCS Onléans
Page 1l of 3



LES LABORATOIRES SERVIER INDUSTRIE SERVIE
Reference method - Houaanis wa meror DTC S006790_PF T _CTREMAG T v
Reference specifications * Mocsaanna i eneuuthixauio: DTC 8006790 Pr N _CTR 21

NAME - 1IA3BA PREDUCTALY MR TPEAYKTAI MR
Modified relense filn-conted tablets 1 aberss. BpINi MAIBKOBOIG ATOAVHIOIO, 3 ACLIRO B BURLILICHIUN
Trimetazidine dihvdrachloride 35 mp rpnveranuuny anriapoxavpit 33 s

Manufacturing product batch number © THowsep mipoGinoi cepil sikapenroro sncoly 6102405
Analysis S unaniz - 06/06/2024

Finished product batch number” Homep cepii ro108010 xaperioro 3acoy 6103266
TESTSTIOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/PEIYJILTATH®
Churacters/Qmue Pink, film-coated lenticular toblets engraved with Passes/Binnoninac

<7 pn ane face or not engraved .
PoskeRoIo KOALOPY, AB00YINoT Gopas TalneTRI.
o

BKpHTi ARIBROBOIO 0BORCHKOI0 3 THCHEIINN <"
3 QAHOTO 60'(()’ afo Ge3 Tueneuns

Avernge mass (mg)/Cepenns maca (mr) 105~ 215 (95% ~ 105%) el
Unitormity of mass/ Complies with Bur. Ph, 2.9.5 7 Passes Bignosiaac
Onuopignicrs sy Binnosinno zo €O 2.9.5

Identification of the drug substance/ The ratio of the retention times of the peak of drug 100
InenTndisantin giiowol pevosnpy (PX) substance on the chromatograms of test solution and

reference salution must be between 0.95 - 1.05
Binumometis uacin YIpUAAULS niKky AHoNOT pLuoBiing
12 XPOMITOIPAAAN ACCHUDRYBRHOTO POy i
p()i}‘ll”l'\’ Kl(}piBllﬁHllﬂ AOBRENO 3UANOMNTHCR ) MOATIX
0,95 - 1,05

Drug substance content (mg)/ 33.3 - 30,7 (95% - 105%) 341
Buier pirouol pewosann (r)

Control of purity (% m/m)/
Baier nponyketis gerpagauii (Romitox)

(PX) (%6)
-Y 235 £ 0.0 % <10
Y 145 502% «0.10
~Y 234 <01 % <10
-Individual content of other impuritics? <0.1% =010
HETBIAY LI BATCY 1IEX JHONILIOR
~Total content of impurities’ 3araanunii omicr = 0.5% .10
AOMIOK
Dissolution (% of drug substance released)/ Mean values /7 Cepeani suaugins
Posuunnicrs (Yo pirrtol pexonusi, Wo
BURINLHMAACR)
! hour? rogria 25 .45% (354 36
2 hours: rofginn 4363 % (53 4 53
$ hours! roanm 280 % 44
Microbiologival quality (Eur.Ph.. 5.1.4)
Mirpobioaoriuna wnerora (ekin-recr)

Tatal acrobic microbinl count (TAMC) 7 Jurnabia Skip test - Not Appheable

riapkicTn nepobing Gaxreplit: £ ¥ CFU/ig < 107

Ky Oir
Totul combined yeasts nnd moulds count (TYMO) Skip test ~ Naot Applicable
Zarwiuba Kisskicn, rpuGin: 5 107 CFU/g - £ 107 KYOir
Escherichin coli: absence/l g - pigeyrniy [r Skip test - Not Applieable

Butch accepted/ Cepia apuiturra

* Noi detected - He susgaeno - Noi applicable = He npoaodiioce - Skip st ~ Passes = Budipsnse sunpodvaamun - Bionosidac - Absent g Bidcymuemy 1o
Ship test ~ Not applicable = BudGtprows sunpodysanns - He uposoduaoce

Caroline PISTRE

Page 2 of 2
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LES LABORATOIRES SERVIER |

I hereby declare that the abovementioned information is reliable and accurate. This batch of products was manutactured
(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 manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Llum s zacsiguyio, wo nasenena suule indopmanis € JocTosipHoio Ta Tounow. LIto cepito nponykuil Byso
BUPOOGeHO (BKMOYAIOYH NTAKYBAHHA/MapKy BAHHS) T2 NPOBEEHO KOHTPONS 11 SKOCTI Ha BULIe3asHaveH il dineuuui y
nosuil sixnosigsocti 3 sumoramMn GMP, BCTaHOBACHIME MICUEBAM PEIYIATOPHIM OPraHOM, a TAKOXK BiATIOBIZHO A0
criendikaiii, o micrarsest y peectpauiiiomy nocke. [lpoTokonn BupoBHuITEA, NAaKyBaHHs Ta aHanisie Oyio
NeperffaHyTo Ta BCTasOBNCHO BigrnosiHicts GMP

Date of batch release / Hara sunycky cepii : 07/06/2024

Name and Position/Title of person authorising the Batch Release/ Ilpisenue Ta nocaga/ spanun ocobu, sika Buaana
J03BiN Ha BHHIYCK cepii ' :
Emmanuelle LORANS, Qualified Person/Ynosrnosaxena ocoba

R
Signature/Tligrmc: / - z 1 Date/lara: /Um\{ ) nd. 0?{75“{

K“ ........ (» M/ L | ‘// \::j;:
T

-

o

Finished product batch number/ Homep cepii rotogoro nikapcekoro 3acoby: 6103266

LES LABORATOIRES SERVIER INDUSTRIE
Siege social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www servier.com
S.AS. cu copitai de 3,680.000 euros » 402 222 483 RCS Orléans
Page 3 of 3






LES LABORATOIRES SERVIER INDUSTRIE

obt

SERVIER ¥

moved Dy vau

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SAKOCTI JIKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hasga T1a ajipeca BHpoGHuKa

Name of Importer and Address/
Hazga Ta afgpeca iMnoprepa

Which Consignment of product is delivered/
Buj npoaykuil, o nocTadacTeECa

Pharmaceutical form/Jlikapeska dopma

Name of the Product/Hassa rikapcrkoro zacofy

Dosage / Cuna ait

Type and size of packaging/Bug Ta posmip yrakosiu

Finished product bateh number/
Houmep cepil rotoporo nikapcexoro 3acoby

Manufacturing date/JIata BupoGHINTEA
Expiry date/TepMin npraaTHoCTI
Ratch size/Ilinexkicts y cepii

Manufacturing Licence number/
Homep ninenzii Ha BUpOOHRLTBO

Registration Number/Peectparifine mocsigueHHa

Les Laboratoires SERVIER Industrie 903, route
de Saran 45520 Gidy France/JTaGoparopil
Ceps'e Inpactpi 905 pyt ne Capan, 45520
JA(ini, @pannia

Servier Ukraine LLC/TOB "Ceps'e Yxpaina"
41, Naberezhno-Khreshchatytska St./

Byt Habepextto-Xpetuarunpra, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaina

Pharmaceutical Product/Jikapceiuit 3aci6
Modified release film-coated tablets /
TabneTrs, RKPUTI IAIBKOBOIO OOONOHKOIO, 3
MOLu(IKOBAHKEM BUBINEHEHHIM
PREDUCTAL® MR / ITIPELYKTAJ® MR

S mg/35mr

30 tablets in the blister; 2 blisters in the carton
box / no 30 Tabnerox y 6nicrepi; no 2 Gnicrepn

y kopofuli 3 KapToHy

6104114

05/2024
05/2027
33 333 boxes/ynakosok

2022_188_1_2 dated 20.12.2022
2022_188_1_2 pin 20.12.2022

UA/3704/02/01

Sitge socia. 1 503 roule do Saran - 45520 GIDY - France 1 +33 (0}2 38 23 87 €0 - www.serviern.com

I A5, au capital de 3 080 000 euros - 402 222 483 RCS Ornléars

Page 1 of 3
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LES LABORATQOIRES SERVIER INDUSTRIE

SERVIER ;

Referenee method  Tocosming i seron, DTC S006790 PF T CTR 4114 EN L0
Reierenee specifications  Hocinmms na epemiianiio. DTC S006790 Pr N CTR 21724 EN 3.0

NAME HA3BA

PREDUCTAL® MR TIPEAYKTAR® MR

Modified relense flim-conted tablets-raGaerien. nrphTi nainkonole ofoacnkore, 3 MOZURPTRO MMM BHBTIRHEIDINS

Trimetazidine dihydrochloride 35 my TPUMEIABILINHY AHCMIposIopHtL 33 M1

Munutucturiag product botch number  1osep mipoGinuef cepii Aixapenkory 3ncoby (103889
Analysis. ananz  24/06/2024
Finished produet batch number  1lomep cepit rorosore meapcixora 2ucolby 6104114

TESTS/ IOKAIITAIKH

STANDARDS/CTAFJIAPTE

RESULTS/PEIVILTATH*

Characters/Qune

Averape mass (mg)/Cepepin maca (ar)

Uniformity of mass/
Qanopiatticts macy

ldentitieation of the drug substanece/
Inenidhicauia ajionoy pevosuny {PX)

Drug substance content {mp)/
Batier niraqol pevosuay (Mr)

Control of purity (% mm)/

Basier uipeaywrin aerpaaauii (ansiwor)

{(PX) (%)

-Y 235 “01%
-Y 145 £02%
-¥ 234 200 %
-ladkividua! content of other impurities =01 %
T samany auinensil BAICT REODN 20MITUOK

-Total content of impurhics 3arunii saicr S0.5%

AOMILLOK

Dissolution (% of drug substunce released)s
Porinniets (% niresei peuosnus, wo

BRBIALHIAACA)
! howr romna
2 hours roastHn
8 hours To1in

Microbiglagical quality (Eur.Ple, 3.1.4)/
MucpoBionoriuna suerera {crin-Teey)

Pink, Blm-coated lenticular tablets engraved with

[
== on vae face or not engraved ¢
Poskenoro konsopy. aroanyiiot fiopan ralaersn.

.. [ FancN
RIEPITI MTiKON0I0 0DONOHKOIO 3 THEHEHIAN ~7
3 opore Goiy ado Ges 1ncienns

195-215 {95% - 105%)

Complies with Eur. Ph. 2.9.5
Bixroniginu no Ch 2.4.5

The ratio of the retention times of the peak of drug
substance on the chromatograms of test solution and
refercnte solution must be hetween (.95 - 1.05¢
Biantowenna ucin yrpusanng iy Aiouot peoniny
110 XPOARTOCPUMILY AOCALAKYEWIOrD po2uuny 14
PO TIOPIBIAIIN ROBHIIO IAXOIUTICH ¥ MEsmX
0,95- 1,05

33.3 - 36.7 (95% - 105%)

Mean valuey - Cepetii snauennn

1545 % (35 + 10)
43-63% (53 + 10}
= 80 %

Tatal acrobic microbial count (TAMC) - Jaraania
KL mgic s aepodion Gumepifl: £ 10° CFUrg - < 10F
1KY Oir
Total combined yeasts and moulds count (TYMC)
3 annia kiascics rpnGin < 107 CFUs - < 107 KYOr
Escherichia cali; absence/l g pincvini v 1 r

Passes/Biatovizae

2097

Passes'Rignonigac

109

48

10
<110
ialy

NIAT]

1o

36
51
\ ¥

SKip test - Nat Applicable

Skip test - Not Applicable

Skip test - Not Applicable

Batch sceepted Cepia upniinnra

T Aotdewecied  He steacnn - Notappheable — He apenothenen - Sty tost - Passes = Budiprone atupodaais Bionostdar - Ahseny
Not applicable = Bufiprone sunpodyeomm
Respumsibie for Confarmine Coprat Lehoratories Binamidarsuiit 3a Asrmompicn | ladopamupnese sowmpo unk

Sk 1exs

He nputigdnioce

Mwcviacmy 1.

T

P,
i
Caroline PISTRE
Page 2 of
S e boUovmae <SSORGIDY e D423 00T 53 IDRT O v seitienasm #a] a
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER ¥

Hoved Oy you

I 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 manufacture, packaging and analyses were reviewed and GMP compliance was
established/ I{um 1 3acrizyio, mo HaBefeHa RHILE iHGOpMaLis € KOCTOBIPHOIO Ta TouHOMW. LIto cepiio npoayxuii 6yrio
BHPOGNENo (BKIIOYAIOUH MAKYBaAHHA/MapPKyBaHHA) T4 [IPOBELEHO KOXTPOIE I AKOCTI Ha PHINE3a3HAYEH N AIMBHUL y
NoBHiK Bifnopigwocti 3 BuMoramMu GMP, BeTaHOBNEHHMH MICHERHM PEeryJIsTOPHMM OpPrancM, 4 TAKOXC BIAMOBiAMo A0
crienudikalii, 1o MicTATECE Y peecTpauiiiHoMy nocke. [IpoToKONM BHPOSHUIITBA, TAKYBAHHA Ta aHaMi3iB 6yi10
NeperfiAHyTO T4 BCTAHORAGHO Bixnoeinnicts GMP

Date of batch release / Jara rumycky cepii : 14/08/2024

Name and Position/Title of person authorising the Batch Release/ Ilpissumie Ta nocaga/ ssanns ocofu, axa BHgANA
AO3BIA WA BHOYCK cepil

Emmanuelle LORANS, Qualified Person/Yosnosakena ocoba

T
Signature/TTinnuc: \Q/ Date/[lara: Jﬂ_ﬁj%w}/ 02009 h
CANAL

Finished product batch number/ Homep cepii rotosoro nikapcokoro sacoby: 6104114

Siege soclal . 905 route de Saran - 45520 GIDY - France : +33 {0)2 3B 23 87 00 - wavw.servier.com
545 au carital de 3 080 000 euros — 402 222 4B3 RCS Crléans Page 3 0of3




AEPXKABHA CIYABA 3 JIKAPCBKUX 3ACOFBIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KHEBI

npos. Hanif Ceitnuunod, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €APIIOY 37079055

BUCHOBOK
PO SIKICTL BEE3EHOro B YKpaiiy Jikapebioro 3acoby

26.09.2024 No 49781/24/26

NPEOAYKTAJ® MR

(nakimenypani Jlikapeskoro 3acoly SriAHO 3 peccTpattilitim NOCRLIMCHIINA )
TalIETKH, BXPITI NAIBKOBO10 060./10HK010, 3 MOAN(IKOBAIIM BUBLILIICNIAM 10 35 Mr o 30
Tabneror y Oaicrepi; oo 2 Gaicrepn y kopobui 3 kapTony

{diopma sunyciy, Ao3ypanils, BHA NaKyBas Tikapobkore saceby)
Homep peectpauifiioro nocnimvenns UA/3704/02/01 crpox nit peecrpaniiinoro nocsinuenns HeoBMenceHMH
Cepis nixapebkoro sacoby Ne 6104114 KiankicTs soeseroro nikapcnkoro 3acoby 33000

Bupobusik JlaGoparopii Ceps' € IngacTpi, (Ppanuis
(HaiiMenyBanng BupobimKka nikapeLkoro zacofy, Kpaiia noxXoaKeHIa)

Toraprerso 3 o6merxenoro signoninansnicrio "CEPB'E€ YKPATHA",
izen. won: 33643340

(HaiiMeiynanns 8 koa 32 CAPTIOY wopunsuiiol ocobu abo rpizoniue, im's, no GaTukowi {u3nuNol
ocofu -~ nianpuesus, il Micue TPOXUBANHA TA peceTpauiiingii orcp obnikosol KapTKH NRATHMKA
noaaTkis aGo cepii Ta nomep nacnop1a)

Bpeseno & Vkpainy

TIporoxon nizyansuoroe konrpomo sig 26.09.2024 M 3276/3.

3a  pesynbTaTaMH  AEMKABHOIO KOHTPO/IO BCTAHOBNEHO, Ul0  JiKapchbKuii
AOTPHMAHHIIM suMOr 3aKOHOJARCTBA WOAO 3aGe3neverns skocTi nikape

ci6 BBeleno B Vkpainy 3
zacobis.

Havam,uk Muxona XQJIOJEHIKO

10) (ninnuc) {iiduiame 12 npussiae)

(nocayona




LES LABORATOIRES SERVIER INDUSTRIE

9/

SERVIER ¥

maoved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODBUCT/
CEPTH®IKAT AKOCTI JUKAPCHLKOI'O 3ACOEY

Name of the Manufacturer & Address/
Hasea Ta agpeca BupoSuka

Name of Importer and Address/
Hasea ta anpeca imroprepa

Which Consignment of product is deljvered/
Byn npozyiii, mo nocrauaeTses

Pharmaceutical form/JTixapcexa dopma

Name of the Product/Hazpa niKapceeKoro 3acofy

Dosage / Cuna gii

Type and size of packaging/Buz ta PO3MIp YIIaKoBKK

Finished product batch number/
Homep cepif roroporo mixapeskoro 3acofy

Manufacturing date/Hata supoSxunrsa
Expiry date/Tepmin npupataocri
Batch size/Kinbxicrs y cepii

Manufacturing Licence number/
Homep ninensit na sBupoGHunTao

Registration Number/Peccrpaniitue TNIOCBiA1eHHS

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JIaSoparopii
Cepr'e Inpacrpi 905 pyr ne Capan, 45520
Xini, Gpanis

Servier Ukraine LLC/TOB "Cepe'e Vxpaina"
41, Naberezhno-Khreshchatytska St./

By Habepexmo-Xpemarupxa, 41

Kyiv, 04070/m. Kuie, 04070
Ukraine/Vkpaina

Pharmaceutical Product/Jlixapcexuii saci6
Modified release film-coated tablets /
Tabnerxy, BrpuTi nAIBKOROIO o6onoHKo0, 3
MOAM(IKOBAHHM BHBIIBHEHIAM
PREDUCTAL® MR / ITPEJTVKTAJI® MR
35mg/35mr

30 tablets in the blister; 2 blisters in the carton
box / no 30 TaGnerox y Gnicrepi; no 2 Gnicrepy

¥y Kxopobui 3 kaprony

6107440

0572024
05/2027
33 333 boxes/ynaxosok

2022_188_1_2 dated 20.12.2022
2022_188_1_2 pix 20.12.2022

UA/3704/02/01

Siege social : 905 rouie de Saran - 45520 GIDY - France : +33 [0)2 38 23 67 00 - wWww.servier.com

$.A.5. au capital de 3 080 000 euros - 402 222 4B3 RCS Otléans

Page | of 3
5% ant OO/ F
2F062./C /%




LES LABORATOIRES SERVIER INDUSTRIE SE RVIER_,

Reference method / Noeunanns na metoa: DTC_S006790_PF_T_CTR_4l 14_EN_4.0
Reference specifications / Mocnnanng wa enewidiatio: DTC S006790_PF_N_CTR_21724 EN_3.0

NAME ' HA3BA PREDUCTAL® MR /TNIPEAVICTANT™ MR ]
Modified retease film-conted tabletstrabnerion, nitpiTi naiskosoio oBonongoro, 3 MOAHQHIOBAIHN BUBILIEHIAM
Trimetazidine diliydrochloride 35 mg / THIMETAZInERY Jurigpoxnopna 35 sy

Meanufacturing praduct batch number/ Homep sipoGansot cepit nikapenroro 3acoly 6103890
Analysis fananis  27/06/2024

Finished produet batch number / Homep cepit rarouoro mrapetkoro 3acoGy 6107440
TESTSTIQIA3HHKH STANDARDS/CTAHIAPTH RESULTS/PEIVIIRTATH
Chasaeters/Qnic Pink, film-coated lenticular tablety engraved with PassesBiznoninae

o
=~ on ane face or not engraved /
Peuesoro xonkopy, neoonyknol Jiopaint rafnerky.

., [Ty
BICPNTI NIBKOB0IO oB0JIMIKDIO 3 THCHEHIIM ~oP
3 oanoro Ooxy afio Gea THcleHns

Avernge mass {mg)/Cepeans anca {mr) 195- 215 (95% - 105%) 208
Uniformity of mnss/ Complies with Eur. Ph. 2.9.5 / Passes/Bignoninae
QmiropinnicTs macr Binuopipno oo Ch 2.9.5

tdentification of the drug substance/ The ratio of the retention times of the peak of drug 1.00
lacirrnbicavin giwaci pevasnng (PX) substance on the chromatograms of test solution and

reference solution must be between 0.95 - 1.05/
Bianowienn wacip YTpHMaeES niky Aitoyol pavosun
11 XPOMATOrPAAGIX A0CHIIRYBIIOFO PO3LIY Ta
PO3'IAY ROPIBHATINS AOBINING 3NAXOLHTHCH ¥ alesax
0,95 - 1,05

Drug substance content {mg)/ 33.3 - 36.7 (95% - 105%) 34.8
Buicr aitoyoi pestosttng (a1r)

Conttrol of purity (% m/m)/
Batier npoayxris aerpanauii (Romiuror)
(PX) (%)

-Y 235 <0.1% <0.10
<Y 145 <0.2% <0.10
=Y 234 <0.1 % <0.10
-Individual content of nther impurities’ <0l % <0.10
lianmaywmasih sMier inm HoMimoK

-Total content of impuritics’ Sarasasi oyicr 205% <0.10
BOMilOR

Dissolution (% of drug substance relensed)/ Mezn vatues / Cepenni siraserns

Pozautnniers (% ahouot peMopimi, wo

nusinbunaacn)

| hour ronima 35-45% (35 + 10) 38
2 hours! romins 43 -63 % (53 +10) 55
8 hours roaing = 80 % 97

Microbielogical quality {Eur.Ph,, 5.1.4)
MiwpoSiosoriuna aurcrova (cicin-Teer)

Total aerabic microbiat count (TAMC} / 3aransna Bkip test - Not Applicable
RifLkicTs aepoGuis Gacrepiii: = {03 CFU/g—< 108
KYO/r
Totol combined yeasts und moulds count {(TYMCy Skip test - Not Applicnble
Saranbia kisLiicrs rpuBie; £ 107 CFUE - 10° KYO/IT
Eseherichia coli: absence/l g ~ nineyvui yir Skip test - Not Applicable

Batch accepted/ Cepin npufinsira

* Not detected = He auasnene - Not applicable = e npegodunacs - Skip test - Passes = BuSiproge amipodysanns - Bidwosidac - Absent g = Bedeymanrcon | ¢ -
Sk test — Not applicably = Builiprase sunpotyvgwms - He npusednIcs

Responsible for Conformity Control Luboratories Bidngatdorwini 2a Hocmompiiomy Hadapaniopitoce ko a
. 3 -
Caroline PISTRE

Page 2 of 3
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER ¥

mvad by yon

I 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 manufacture, packaging and analyses were reviewed and GMP compliance was
established/ LTum 4 2aceingyro, mo Hascxena pume indopmanis e focrosipkoio Ta Tounow. [0 cepiro npomayxuii 6yno
EHpoGieHO (BRITIOYAIOUN YI2KYBaHHA/MAPKYBAHHN) T2 POBELEHO KONTPOME 11 SXOCTi Ha Bun(e3asHaueu i ginLHaLi v
noBHiH signosiakocTi 3 BuMoramu GMP, BeTaHORIEHHME MicLesEM PErynaTOpHHM OPraHoM, a TAKOXK BifNOBigHO no
crienudianifl, wo micTateea y peecrpaniiinomy focse. ITporoxonn BMpOBHMLTBA, NMAKYBAHHS TA AHANI2(R By
NIEPErfAAHYTO Ta BCTAHOBIGHO Bixnosiguicts GMP

Date of batch release / [{ata sunycky cepil : 14/08/2024

Name and Position/Title of person authorising the Batch Release/ IIpizemine Ta nocapa/ sBapns ocob, AKa suaaa
AO3BLT Ha BHIyCK cepii

Emmanuelle LORANS, Qualified Person/Ymosrosaxena ocoba

ignature/TTinmuc: ﬁ\ moe —— ate//Tata; ,,9 Tk A-\/
Signature/TT A Date/J} o .-%(,ual/ L0494,

Finished product batch number/ Homep cepii roToBoro nikapcbkoro sacofy: 6107440

Siege sac'al: 905 route de Sarcn - 45520 GIDY - France : +33 (092 3B 23 87 00 - www.servier.com
3.A.5. au capilel de 3 080 000 euros - 402 222 483 RCS Qulécns
Page 3 of 3




JEPXKJIIIKCIIYXBA VKPAIHU
JEPKABHA CIYXEBA 3 MIKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

npos. Haail Ceimnuanol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog EAPIIOY 37079055

BHCHOBOK
PO sIKiCTEL BBe3enoro B Yiepainy aAikapcnKroro 3acoby
Ne 61629/24/26

20.11.2024
INPEAYKTAJI® MR
(1aliMenyeariis sikapchkoro 3acoby 3riznoe 3 peccTpauiiiniese nocainuenism)
Ta6aeTKH, BRPHTI NAIBKOB010 060M0HKOI0, 3 MomH(iKosaduM BHBLIbLIIEHIAM o 35 Mr no 30
Tabnerox y Gaierepi; no 2 Gaicrepn y kopobui 3 kaproiy
(thopma punycky, RO3YBAHNA, BHA N2KYBAKHS Alkapckkoro 3acoly)

lHomep peecrpauitinoro nocainuenrs UA/3704/02/01 crpox il peectpanifinore nocsigueras HEoBMeKeHU T
KinsxicTs peesenoro nixapeexoro sacofy 28701

Cepis nixapenkore aacofy Ne 6107440
Jlabopatopii Ceps' € IngacTpi, ®panuis
(nakisenypanaa ppobHKKa Alkapeeikoro 3acoby, KPatHa NoXomKeH L)

Bitpobuiik
Tosaprcreo 3 00Mmeero10 pianosinaasnicrio "CEPB'E€ YKPAIHA"Y,

Bocactio & Ykpality igenrr, con: 33643340
(nalismenynanits a ko 32 CAPTIOY wpuananol ocobu abo npissrute, iM's, 1o Garbkoni (iauvrnod
ocofy - nianpuesus, T MicUe NpoxHBARNA Ta peecTpauiiinii HoMep 06NIKOBOT KAPTKH nnarinika
noaatkin o cepisg Ta iomep nacnopTa)

MpoToxon sisyanshore koutponio sin 20,11,.2024 N 3999/1,
3a  pesynbTaTaMu  IepyaBHONO  KOHTPOMMO  BCTAHOBNEHO, 1O nikapeekuii  3aci6  soeselio B Vrpainy 3
OJOTPHMAHHIM BHMOr 3aKOH0AABCTBA WOAO 3abeancuenns nkocti ikapcurfx 3acobis.
Hauanbsuux Miuxona XOJIOAEHKO
{nixnmc) (iniuions Ta npispiwe)

ST FIERJBIOIG KONTROMO
Y IE a‘-‘f;- l_Ll KONTPONIO)
-

s
%,

?-(EA:;J?,
‘:\EHI”




HEPXIIIKCIIY XBA YKPAIHU
AEPKABHA CJIYXKFBA 3 JIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMY y m. KUEBI

npos. Hanit Caitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €PTIOY 37079055

BUCHOBOK
PO SAKICTH BBE3eHOro B YKpainy JliKapcebKoro 3acoby

20.11.2024 Ne 61630/24/26

HPEAYKTAJI® MR

(nafimenysanns nikapcnkoro 3acoby 3riano 3 peecrpatifinuM nocsiguenHm)
Ta0/1eTKH, BKPUTI IIBKOBOI0 060J0HKO10, 3 MoangixoBauNM BHBUILHEHHAM 1o 35 mr no 30
TabJieToK y Gaicrepi; no 2 6aicrepu Yy Kopobui 3 kapTony

(opma punycxy, 103yBaHHs, BUA NaKyBAHHS nixapeskoro 3acoGy)
Homep peecrpauifinoro nocsizuenns UA/3704/02/01 crpox nii peectpauiitHoro nocsinuenns HeoOOMeNEHU
Cepis nixapcbkoro 3acoby Ne 6106291 Kinbkicts BBE3€HOrO Slikapenkoro 3acoby 4320

Bipo6rnk Jlaboparopii Ceps' € Innactpi, ®panuis
parop P

(nafimenysanns BUPOGHUKA NiKAPChKOro 3acoBy, Kpaina [OXOKCHHS )

TosapucTso 3 o6mezkenoio pinnosinansuicrio "CEPB'E€ YKPAIHA",
inenr, koa: 33643340

Bseseno 8 Ykpainy

(Hafimenysanus Ta ko 3a €IAPIIOY opuaminoi 0cobu abo npiseuiLe, iM'e, N0 GaTLkosi (izuunoT
0cobu - nianpuemLs, i MicLe npoXuBAKHS Ta peecTpauifinui HoMep o6nikoBOT KapTKM NnaTHKUKA
nojaarkis alo cepis Ta pomep nacnopra)

MpoTtoren sisyansuoro kowrposw sin 20.11.2024 N2 3999/2,

32 pesynbTaTaMu  AEpXKaBHOrO KOHTPONO BCTAHOBJIEHO, IO JiKapoLKMH  3aci6  BBC3CHO B Ykpainy 3

AOTPHMANHAM BHMOT 3aKOHOAABCTBA WOAO 3aBe3NeUeHH AKOCTI MKIPCHKUX 3ac06iB.

HavansHuk Miuxkona XOJIOIEHKO
(noca}xoy”ﬁ%ﬁéiﬁéﬂzﬁfStJm}'ﬁiigqnnoro KOHTPOIIO) (ninnuc) (ininiany ra npissuwce)
s % }\‘xv 1\'\ IS f‘w.‘ B //' O’/?;;w’“
5V L ONy,







LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF
CEPTHU®IKA

Name of the Manufacturer & Address/
Hazsa 1a ajipecs BUPOGHIKa

Name of Importer and Address/
Hassa 1a agpeca iMroprepa

Which Consignment of product is delivered/
Bun nponyxuii, mo nocravaerpey

Pharmaceutical form/Jixapenia ¢opma
Name of the Product/Hasga JiKapcrkoro sacofy
Dosage / Cuna nit

Type

and size of packaging/Buy ra po3mip ynaxogiu

Finished product batch number/
Howmep cepii rotosoro AiKapebkoro 3acoby

Manufacturing date/Jlara BUpOOHHULTRE
Expiry date/Tepmin npuaaTHocT]
Batch size/Kinbkicrs y cepit

Manufacturing Licence num ber/
Homep ninensii ua BUPOBHUIITBO

Registration Number/Pecmpauiﬁr-fe nocsigueH s

BA(0X2 IR 2887 00 - wny

LI
S

Sigge social: 04 route de Sarar -
A au copsital die 3050 000 eurc

QUALITY PHARMACEUTIC
T AKOCTI JIKAPCLKOI

AL PRODUCT/
O 3ACOBY

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/ﬂaSopm‘opi'l'
Ceps'e Tnmacrpi 905 pyr e Capau, 45520
Kini, Gpanuis

Servier Ukraine LLC/TORB "Cepr'e Vipaina"
41, Naberezhno-Khreshchatyt'ska St./

BYJI. Ha6cpe)1c1~10-Xpex.ua’mubxa, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpainua

Pharmaceutical Product/Jlikapcsiuii 3acis
Modified release film-coated tablets /
Tabnern, BRPUTI M1iBKOBOIO obononkoro, 3
MOAHGIKOBANKM BUBINLHEH M
PREDUCTAL® MR / NPEAVKTAJI® MR
35mg/ 35 mr

30 tablets in the blister; 2 blisters in the carton
box / 1o 30 ra6nerox y bricrepi; no 2 Baicrepu

Y kopobui 3 kaprouy

6106291

06/2024
06/2027
33 333 boxes/ynakopox

2022_188_1_2 dated 20.12.2022
2022_188_1_2 8ix 20.12.2022

UA/3704/02/01

LSV, CONTY

’

/
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1LES LABORATOIRES SERVIER INDUSTRIE SE; ng g
feference methad ¢ Hoguuug i werox DTC_S006790 PE T CIR AHA E;\.L“»i\()

peference specifications ! [TocH:aaris v enewopiaio: DTC‘_S()OG76(I;[’F__‘7\:{ ,(‘Tllﬁfll"lAl__ LN AU

e e et PSR T

NAME F HABBA - PREDUCTAL*MR’ TIPEAYIKTAI MR .
Modified release film-coated tablets/raBactic. prpHt IHIHEROBOIO Af BRI § RO WHRELREHITNM
Trimetnzidine dihydrochloride 35 mys / TpUMETaINAny anriapox.opit 35 M

nunufacturing product bateh aumber £ Hosmep sipoGuiret cepii AlkapeLKore ancoly 6105277
Analysis ¢ anais 15/0712024

Finished praduct barch qunuber ;- Mosiep cepiireTonotd aikapenkaro 3acody 6106291

TESTS/TOKAZMIIKN STANDARDYCTANIAPTH RESULTS PEIYIARTATH®

Characters/Onne Pink, film-coated lenticukir tablets engraved with Passes/Bianonizae
[- N
< on one Tace or not engraved /

Pusienit KOALOPY. yoonykiol hopsi Tubneri.
[Joe

BEPIVTE (LAIBRANOIO ABONOIEOI0 3 THENCHIAN =
4 auuoro Goky ufio Sex Tierenns

Average mass (mg)/Cepeans pack (ar) 195- 215 (95% - 105%) 207
Unilormity of mass/

OanopisicTh MacK

Complics with Eur. Ph. 2954
Bimosiaie a0 Ch 2.9.5

Posses Bianouiac

Identificution of the drug substance/

The ratio of the retention times of the peak of drug 1.00
Lrenninpinauis aitouoT petosinn (PX) substance on the chromatograms of test solution and
reference solution must be between 0.95 - 1.05.
Bianoweni vyacis yrprsanis fiiky gionoi petoiiig
(11 XPOMUTOUPAMAN AOCHLIBKYBAIOTD PORTNY T
poasiLy nopius AN JNANOANTRER Y MEAIIN
0,95 - 1,05
Prug substance content {mg)/ 313.3 - 16.7 (95% - 105%) 352
 BmicT aitotoT pedosuni {(mMr)

Control of purity (Yo m/m}/
BaticT npoaywris perpagauil {nominuso)
(PX) (Vo)
-V 234 <0.1 % SO0
Y 145 0.2 % <010
-Y 234 < 0.1 Y% <010
_individual content of other impurities! 200 % <0.40
tan sy aasHud Raier HHNIX ZONMIOR
Total content of impurities? el BaiCT <0.3% <110
RISTIUGIY
Dissolution (% of drug substance released) Mean values 7 Cepeani sases
Poyunuicts (Yo qil0MeT peHoDig, Lo
pHOTALHIRES)
1 hour! roanti 25 .45 % (35 £ 1) 30
2 hours’ rogHi 43-63 % (33 £ 1) 34
3§ hours' 1o = 50 % a)

Microbiological quality (Eur.Ph., 3.4V
Miupm’)ionori'm'.\ wietoTa (ekin-teet)
Total nerabic micrabial count (TAMC)/ JariiLig
winniicry aepodnin Saxrepil: € {0% CFU/g - 5 10F
KYO/r
Tatal combinzd yeasts and moulds count (TYMO)
Surnani kiawgicrs rprdin € 10° CFU/g — € 107 IKYOY
Escherichia coli: absence/l g - piacyiniy 1

Skip test - Mot Applicable

Skip st - Not Applicable

|

Skip test - Not Appiicable

‘ Batch accepted Cepis npuiibseta

< Nor dvtected -~ He snadaci - Not applicable = fle HpoOLAdIINCh - Skip rest - Passes = Rudiprose cunpoyaairt Hiomorsdite - Absent g Beym jortt, |0
Skip test - Not applicable = Budiprose suupodyeqni - He npagoaiitoch a »
Responsilile for Conformity Control Laborutories: Bronosidmiani 3a Joemompricite. laiepamopines (R

1 Yorses Pyl R
G yocial 05 rovie e G - 43520 GIDY - Fraoee L3302 3R AR A0 - AL el L L Page 2 ol 3
G A o eapitdd de 3 QrE0 U cnnes - A2 117481 RS QOrleéan




LES LABORATOIRES SERVIER INDUSTRIE

I'hereby declare that the abovementioned information ig reliable and accurate, This batch of products was manufactured
(including packaging/labeling) and its quality contro] was made at the abovementioned site in full compliance with the
GMP requirements provided by the Jocal regulatory authority as well ag according to the Specilications contained i the
registration dossjer. Protocols of manufacture, packaging and analyses were reviewe] and GMP compliance wag
established/ [{upm 5 3acBinuyIo, 1o HaBenena sume iHQopManis e AOCTOBIPHOIO Ta Toumo, Lo cepiio nponykuii Gyno

neperysiyTo ra BCTAHOBIICHO BIANOBINHICTE GMP

Date of batch release / Jlara Bunycicy cepii : 25/07/2024

Name and Position/Title of Person authorising the Bateh Release/ Mpissmme 1a nocaga/ SBAHHS 0061, #Ka ByAana
HO3BiY ng BHITYCK cepiy _
Emmanuelle LORANS, Qualified Person/y NOBROBAMEHA 0co6a

Jos v & i
f 1

. -, 0
Signature/l'"{immc: o ou B Mﬁ;/} ,, w(;;’&,g 1

Finished product batch number/ Homep cepii rotosoro nikapebikoro sacoby: 6106291

Page 3 of 3







LES LABORATOIRES SERVIER INDUSTRIE

SERVIER *

AT 1o I SR VTS

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SIKOCTI JIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hassa Ta agpeca supoBHmka

Name of Impoiter and Address/
Hazpa ta anpeca jmmoprepa

Which Consignment of product is delivered/
Bua nponykuii, mo nocrayaetsen

Pharmaceutical form/Mixapeska hopma

Name of the Product/Hazsa sikapceroro acoby
Dosage / Cuna nii

Type and size of packaging/Bupn ta po3mip ynaxoskh

Finished produet bateh number/
Howmep cepii rorosoro nikapeLKoro 3acoly

Manufacturing date/ITata supoGrunrsa
Expiry date/Tepmin npunaruocri
Batch size/ICinskicTs y cepii

Mamufacturing Licence number/
Honmep ntivensit ua snpoBunimreo

Registration Number/PeecTpauiiine nocsinuenis

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Induside 905, route
de Saran 45520 Gidy France/Ila6oparopii
Cepr'e Innacrpi 905 pyt ne Capan, 45520
ACini, dpanigin

Servier Ukraine LLC/TOB "Ceps'e Yipaina"
41, Naberezhno-Khreshchatytska St./

By#1. Habepeno-Xpewatnusia, 41

Kyiv, 04070/m, Kuts, 04070

Ukraine/Ykpatua

Pharmaceutical Product/Jlikapesicnit zaci6
Modified release film-coated tablets / Tabneryu,
BKPHTI MiBKOROIO 0GoNoMKOTE, 3
MO(HKOBANIM BHBITEHEHHAM
PREDUCTAL® MR / [TPE/TYKTAN® MR
35mg/35mr

30 tablets in the blister; 2 blisters in the carton
box / nio 30 TaGnetox y GaicTepi; 1o 2 Gnictepn

¥ kopo6ni 3 kaprouy

6108580

07/2024
07/2027
33 333 boxes/ynakosoi

2022_188_1_2 dated 20.12.2022
2022 _188_1_2 mix 20.12.2022

UA/3704/02/01

Siege social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - wWww seIvier.com

545 au copilal de 3.080.000 eures - 402 222 483 RCS Ciléans

Page 1 of 3
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LES LABORATOIRES SERVIER INDUSTRIE SERVIE R,

Lo o 0,8 :
Relerenue muthod « o st i seio.r DTC _SU6TH_PF_T CLIR AT EN 4.0
Reference speeilications - ociaani na ciemubisiuie: OTC_SON6790_PE N CTR 31720 EN R

NAME 1143134 PREDUCTAL” MR - ITPEAYICIAJY MR
ModiTicd relense film-coated tablets: raGaeii. fEmoa i RLLsKODG oTnaetE, 3 MDA B I A
Trimetazidine dihydrachloride 35 M TIMeTIIHARNY Jurizipongami 33

Munutacturing prodiet bach number Hosep niepoGnanot cepit dikapenioro Jacoly GUi7252
Anahais ansis 30/08/2024

Finished product batch nember Hosep cepit oo o gisapenkorn Aaenly 6108330
TESTS1TOKAIHHKH STANDARDS/CTAILIAPTH RESULTS/PIIVARTATHY
Charneters¢'Onue Fink. filn-conted lenticular tablois engraved with Pusses: 13, o, e

Y
=~ on vne fact or nol engraved /
Pasenor o xonwopy, ABOOLWIIOT thopam Tal.e i,

i Oty
BRPIT NAIRONOI oB0NDIERDI 3 THCNENEHNS =27
3 040D 601:_\' udio Gez Tiicleuns

Average mnss (mg}Cepegus snen (vr) 195- 215 (9534% - 105%) an?
Uniformity of mass/ Complies with Eur. Ph. 2.9.5, Pusses:Bimoniac
Onitapimaticrs saen Biznonizne 30 Ch 2,0,5

[dentification of the druy substunce/ The ratio of the retention times of the peak of drug 1.
laetrenicadin gitevot peaennig (PX) substunce on the chromatogrims of test solution und

reference solution must be between 0.95 - |.05.
Biamowenns uaciu » Ipimnie niky alouat perominn
UE XPOMI OIPISIN JOCHRYIuIoro poamny 1
POIMILIY LOPIBIRIIN HOWIIIHO HINXOLIT e ¥ AMEIERN
06,93-1,05

Drug substunce content (mg)/ 3.3 -36.7(95% - 105 a4
BatieT pitauny pesosinm {31}

Control of purity (% nvm)/
Barier npoayiTie Aerpamiuiv (2ushwoig)

(PX) (%)
=Y 135 <0.] % ~{L10
Y 145 0.3% <10
=Y 234 <0.1 % .10
-Individual content of other impurities <01 % ={.1)
lamsizg i ssicr inons aosiwos
~Total content of impurities Jaraaunnii suie <0.5% QL
Aonrmo
Dissalution (% of drug substance refeased)/ Mean vulues » Cepeant anumenny
Permaniers {% atowe? pevasuim, wo
BltnizLnancs)
I hoar fomm AS-A54 (35 + 1) H
2 hours: 1o 43 -63 % {53 1) 33
S howrs ram 280 % q
Nicrobiolugicnl quality (Eur.Ph., 5.1 4y
Mikpotionarisnn soerorn {erin-Tecr)

Tuted acrobic microbisl count (TAMC V7 Juriimim SKip test - Not Applicable

kEabkicTn aepoBnnx Gorrepifi: < 10° CrfUmp-=<10®

Ky QO/r
Toml combined yeasts and moulds count (TYMC): Skip test - Not Applicable
SurLimnn kiaskicns podin £ 182 CFUg-sIFRYOr
Escherichia coli: abseneer] g = piacyiniy | Skip test - Not Applicalle

Batch accepred. Cepin npnineTi

“Mevdewetd e eustenenn - N applicable ~ Ny npesemocn - Skip test - Pusses = Budiprone sunpuivimm  Hidnecda: - Jhyent g wevmmeme J - -
Skip sost Nocapplicahic = Hudigncerie untpodyaanns - He upnsudiInen b
fusponsible for Confarmite Conral Luboruatormes Hnnatdo i m._'?nc'mnm}mrwm.Inu'u,rmuw,mm.'u AN &0 l]r !,jl S

/

Pascule MASSON

Page 2 of 3
Steg it U0 eoa o Sarcr - SS30 GIDY - Frame  +350H2 W 238700 wwwsenjencon
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LES LABORATOIRES SERVIER INDUSTRIE ~SERVIER ¢

e by

I '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 fuil 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 manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Llum 5 3aceinuyio, mo nanenena BrLe IHgopmanis e AOCTOBIPHOIO Ta TouHOW0. Lo cepito npoaykuii 6yno
supobneto (Brmoyaloun MaKyBaHHs/MApKYBaHHS) TA NPOBEAEHO KOHTPONG i1 SIKOCTI Ha BHIe3asHaueHii ginsrHui y
nosHiii BinnosiaHocTi 3 BuMoramu GMP, BeTaHOBIERNMH MICLIEBHM PeryRaTOpHHM OPratoM, a TAKoHC BifIMoRINHO Ao
eneuugikauiii, o micTaThen ¥ peectpauifiHoMy foche, HpoTokonn BupoBrnursa, nakyBaHus Ta aHanisis Gyno
NIEPErAstlyTO Ta BCTAHOBNCHO BiANOBinHicTL GMP :

Date of batch release / Jara Brinycky cepit : 30/08/2024

Name and Position/Title of person authorising the Batch Release/ Ipisenme Ta nocaga/ seauns ocolH, siea BIgaNa
A03Bil 1 Brmyci cepif
Emmanuelle LORANS, Qualified Person/y MOBHOB®IKEHA ocoba

Signature/TTianue: Date/Tlata: __ ()Z. [09 202k

Finished product batch number/ Homep cepii rotosoro nikapcskoro 2a3coby: 6108580

LES LABORATOIRES SERVIER INDUSTRIE

Siége social - 905, route de Seran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
5.A.5. gy copital de 3.080.000 euros = 402 222 483 RCS Qrléans

Page 3 of 3




HEPXKABHA CHYXBA 3 JIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npog. Haznit Critanunoi. 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €APIIOY 37079055

BHCHOBOK

Npo SAKiCThL BBE3CHOro B YKpainy Jikapcenxoro 3acody

04.03.2025 Ne 10774/25/26

NPEOYKTAJI® MR

(uafisenynaimn nikapebioro sacoBy arlano s peecTpauiiiis nocsimicHusM)
TabJeTiH, BRPUTI fAiB10BOI0 060/10HKO0I0, 3 MOALDIKOBAHEM BUBIALHEHIIAM 10 35 M3 Mo 30
Tabaerok y Saicrepi; mo 2 Gaicrepu v kopobui 3 kapTony

(thopma inycky, Ao3YBAINA, RKA NAKYRAHHA Nikapchkoro 3acofy)
Homep peectpauifinoro nocsiguenas UA/3704/02/01 crpok nif peecrpauitiitoro nocsinyens HeobMexenuit
Cepin nixapcwkoro aaco6y Me 6108580 Kinskicts aoeseHoro nikapenkoro sacody 33109

BipoBrni JlaGoparopil Cepr'e Ingactpi, Ppanuis

(waiimenypanns pHpoSiHKa Rikapcukoro sacoly, Kpaiid NOXOIMEIH)

Bneseuo s Yrpaiy Torapuereo 3 o0Merenolo pignosinansuictio "CEPB'E VKPAIHA",
imenT. 1con: 33643340

(1aiisenysamia a kon 3a CAPTIOY opunsniol ocoGis ado npizsiie, is'a, no Gurbroni qispainoy
ocoln - nianpuesiuy, T MicIe TPOXKHRAHITA TA PCCCTPALIFHAE HOMep 06ATkENOT KAPTKI MUATIHKA
noaaTkin aGo cepis Ta noMep nacnopTa)

Tpororos sizyanbuore wonrponio sin 04.03.2025 M 592/01.10-25/11.

3a peayasTaTaMu  OEPWABIOFC  KOHTPONIO BCTAORNEHo, WO Jikapchkuil  zaci6 peescto B YpalHy 3
HOTPMMAHHAM sHMoOr 3aKolonancTea wono 3abeaneucins akocTi AikapehKix

3hCOGIE )

W a0
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Muxona XOJIOAEHKO

{ninnisc) (iniuiams Ta npizaunie)

Hauanny
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