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Ceprudirar signosigrocri cepii
{MUgepanents 3R 3 AuHHIE Aagafxom 16 EU GMP-Guide}

_ Husma npoaycry: EOCTAT ANluapenra Gopsa: TABAETEM, BUPTI [IAIBKOBOK) GBONOHKOIO
Cnnanly axvienions 120wy e noogyrrys D2-FXSHFCO1200UA028 )
Howmep copll: 231292 Homep wepaibicosanol cepll: 221278 Pagealis / 1 yiogosrus BT KagaLzx14
flata sarluuentis. copnaliy RpaTROCTH: 05/2026 e supofuwyrea: 08/2023 ?
. BupioBrmul Inerpyiadll kopsaepcinl: MI-C-1809/sapcin: 05 Hrerpyeull 3 yhiakopios (rop/sepelin): MI-C-1978/uepcia: 02
Kpatmn Immopry YRPATIA, INo.: UA/17530/01/02
Jaranesa tbeiders BEnyRIOREE DauHrLE: 4260 ynukonoy Kinenlon poxiaume spossie 15 ynpropos
Indopmoenis no AGL N ‘,
Homepw ceplit GSA: 23010131 Homepu coplif nocravsnLinds: 2204007072 !
Hpsna: ALEMBIC PHARMACEUTICALS LIMITED \An pace: Survey No., 842, 843 VIll. Karekhadl, Tal. Padra, Blst

Vadodara-391 450

Indoprmauls npe sinprvuo anpodumurea:

Hasnn: JPKEHEDAPM C.A. Hoypecar 18w Mapasonos Aoy
15351 Neanial, Tpeuin
Jliengia No.: 0000000073204 e, Coprudingr GMP No.: 115156/5-12-2022
I8 1a riocaga Ynoanosamend acoB, axs suificuios sunyex gopir, |- TPasac
HKILO BEETOCORNRG . iManeajcép KoNTpOIt0 AKoLYl, Yionnosamens Ocoba
Tediepnenuln Qe ARam00 VIaKeHEM: ’ ' o
Hassa: [KEHEDAPH C.A. Thapaca: 18 xm Mepeasouoe Aue
, o 15351 Hanalul, Fpouln
Nensls Now 0000000078/20/1 ' epeaddiear GVP No.: 115156/5-12-2022
, H, fpason
Ine's v nocene Frosnosoxeno! ocoli, rra spificiion smnyer capll,
AKLLD SACTACORIHO Menegwep kontpome skocrl, Yronsonpuens Ocots
Idronnauls npo AlRBRWLO TeCTy BAHHSS
Haupa: LIEHEDAPM CA. Sapecar 18 g Mepaionac Ase
18351 Manadul, Toeuln )
__fhiensla No.s UOODOD007 372041 Coprhlvay GVIP No.: 118186/5-12-2022
. M'papog
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3plicuennn xoHrgonio sl no il naprT (nopus raprs, Tar il Ha 3ncroconne L

MR Ry BrAWBAE SniHn) ;

Komenyapl: kox xomlell (nxuio sumarasTeca va slaplenrerned ol Koy APoAYRTY): HO SACTOCORKO

Liuna sacelpuyro nipreeppys El wo Kapspess popmauin ¢ gocronipiso e Younae, Brugesregann napis roagy suretosaenn,
BCHONINNM YIBKOBKY T8 KORYEOMs Axocr] ma mngesranaae plaswags ¥ aosnill slanowimiocrt qo pumoer GMP €C e micenoro
perymaiovore sprady, alieust Texulunol yrogm mix Nocravassures wouTparyy JMAH va Suenedapm CA. va ol cnenwdlraulamm o
Percrpanlituomy noculguennl, napasomy algnonignony Bracuky Aoasony ue npogmi (MAH) / NocravaabHumy sormparry {C6), nx
BATBEPIUREHY TEPMTORIRALHUMA PArYAIIWIMN apravamu 360 Aoce cneasdlondl npoayiey aoan pocalipcysan alikpeskay sacobls,
E;ﬁm poarassy? satmcy npo supolimgnee, yaarkosky 1o axaals copll ta suneneno, wo souy tanosigmors GMP €C, Dnke,

m Cepla snnyckasTbon Ana alpnpasasHun

Cepln ceprmdinonana AN BUNYCRY HE PO
Sapynm 1o year wo; )
- MARHICE nets aipnnslaaapHIETD 50 TPRHCIORTYRAHRE TPORYRTY TOKWI YMHOM, ARWI KO BRAVMBER MOrETIRND Ha Horo sufors | neBnEoR
cypope slgnosizave susoram SDP,
- MAH/CG vote algnonlaannricrs s JaBARTIHABHA SARMK YrBRoBKY nlkapoerns sacobis na Eoponoliceuri xal po rigpaasul alapeetore
sacoBy Ha omaprIit craag (y pasl, smo Alkapcerait sacl6 rapronisasans 2 perssmarrom 20167161}
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MoHOIMeD KOHTRONI Aot
YaossoBaxeHs ocalia
UEHEGARN C.A,
U Kew, Mepmaonos A
158 57 Naaning
Tpesys

Yont  (+30.290) 6059938
Oaxn (010 6039402
B-mall: infofinenaphermenn




b genepharm

BATCH CERTIFICATE OF COMPLIANCE

{Cantirmation astording o current Annax 16 BU GMP-Guide)

Broduct Names BFSTAT ) Desage Form: FILM-CORTED TABLET

Strength / Potency: 120mg  Peodus Cade: 02-FXSHFCO100UAD2S

Barch New: 231292 Bull Lot Mo. 281278 Pack Sz / Type: BT X 28 BL2 X 14

Explration Daver 502026 ; Manufacturing Data: 05/2023

Mg, nsiructions (Coda/Ners ) MI-C-1909 £ Vers.. 05 Pack. Instructions (CodadVors.): MI-C-1978/ Vars.: m
Importing Countriys UKRAINE . WA No: UASTE30/01/02

Total Units Releasad: 4260boxes Mo of Retaingd Samples: 15 buxes -
AP} oo

GSAlot Nos 23090731 o ' Suppltar's Lot Not 22040607872

fame: ALEMBIC PHARMACEUTICALS LIMITED Address Survey No. 842, 843 Vil Karakhad, Tal. Padre, Dist

. Vadodora 391450 .

Manufaeturing Site infor

impactad by the change)

Commants: Commission Coda (it vaquired & differant from Producs Codey N/A

Nama: GENEPHARM 5.4, Addrass: 18 km Marathon Avenug
S L ereee . 15389 Pallinl, Gresca
Autherization Nos 0000000073728/~ 77" 'GMP Cenificata Moy 119156/5-12-2022
Name and posittondtitie of parson authorlzing the batch NLGRAVGE T T
wlgusa, ifapplicable e Mead of Quality Conwel, Quatified Paysen |
{ Packnging St Infa: o o R o
| i Nama: GEMEPHARM 5.4, Address: 18 km Marathon Avenua
! o L 15351 Pallin, Grescw
@ﬁmh&!‘w‘"“ Na.: BODDODOO73/23/1 e WP Cortificate Mo 115156/5-12:2022
fNama and pacition/title of parson authorizing the batch . GRAVEE
rolause, fapplicable e Headof Quality Control, Qualifiad Parion
Yesting Sie Info: ‘ e
: Mame: GENEPHARM 5.4, . Address: 18 km Mavathon Avenue
e g T e o o e . 15351 Pallinl, Grasca
Aushorizstion No.i 000000007 3723/1 _ "GP Cortificate Now: 115956/5-12.2022
Name and position/titie of parson suthorizing the batch NGRAVEETTTTTTT T .
roleasa, ffapplicable  Head of Quality Contrel, Gualified Person.
Butch Dovittion investigations: T o
Devinton Numbers Rusoivad ;
Yes [T , o {7 L LY
[Ehangs Cantrat Mol " T T T ) B
implamentation of a changs eontrol from this batch {first batch Yo 173 Ne [} , NAADE

araby cattily %) esnlirm || that the above Informetion is authentic and accurate, The atoramontichod batch of product has

‘boen manufacturad, inctuding packaging and quality contrel at the above mentioned Site(s} in full complance with the GMP

requiraments of the BU and the local Regulatory Authority, the valid Technical Agreamaent betweon Contrast Giver/ MAH and
Ganspharm S.A, snd with the specifications ta the Marketing Autharixation for the producs gramiad vo the corresponding
Marketing Authorlzation Holder (MAM)/Contrant Glver {CG), a5 approved by the Regulatory Authorittas in the Territary o product
spacification file for lnvestigations! Medicinal produets. The batch processing, packaging and analysis records were raviownd and
foursd to be In comphlance with EU GMP. As therefore, '

[1 The batchis Released for dispatch

Tha bateh Is eertified for Relaase for sale

taking into ronskieration thatt
. MAH/CG Is raapanilble Jor produce tremiporeation In & manner that does not advarsaly atfery ity qualtyy and chould b strletly ae par
GOP guidelines
- MAM/CE iy responsible o uplnad productepackaging data to the fureguan Hab buafore the wmodicingl product is teansdarrad to salaabla
woek {in case of medisiaal product harmonsized with ragiiation 204664610

(¥ -
1706 &2 7
Qualified Parsorgptentans Gravos, MSC Chembae: oo L
Head uf Quality Corteel, Qualified Person
N e
LP QA DOS / Exdoor No 12 p
Grogow
Teks oA0.230% 8030338
Fov: {+30.230) 50.59.402

Banpl infofgenesdnon.eonm




NPOAYKT: EGCTAT rabnerku, akpurl nalekosoro obosonkoro 120 mr

THowmen coplt: 231292

Howmep Heposdacosanol cepll: 231278

Kinukicro: 4260 vnakopox

iflava saklHueHnR TepmIHY npmaavhocyls 0572025

Lava BupobHnuTea: 05/2023

‘Aara ynaxosxn: 19/06/2023

Bupobuuul Incrpykull (xop/Bepclm: MI-C-1909/Bepcla; 05 lucrpyiuli 3 ynakosku (kog/sepcla): MI-CS-1 978/sepcln: 02
AlmbHngs BupoSHUTea & [OKEHEOAPM C.A, ‘

Hlnnenis kowrponio axocrl: AKEHEDAPM C.A,

AlnsHuus ynakoaxms A3XEHEGAPM CA.

Cneundlxauls No.: PCR-0119 Ped. pox.: PRIOD728
CEPTUDIKAT AHANI3Y
METOAM | CTELMOIKARA | PESY/BTATM
- Onke Th-2510 Tabnenm, mkpwrl nalskosolo  obononxoc  Blanoaipae
: lsmpomnenol gopmu, assonyinl, Blg Galao:
/NOBTOFO {0 MQBTOrO KONLOPY, % THCHOHHAW,
120» 3 opHOro Goky | rABAKOI0 NOBEPXHER 3
— o Inworo Goxy
IneHTRGIRMYIR T2 511 i
yo Crexrp slgnonigae CHEKTPY CrangapTy Bianosigae
BEPX Yag yrpumynanis slanosigae vacy . Blgnoslaas
YTPURyaiHRS CraHiapty
| Aomkuna ™-2526 19,1 mm = 0.2 Mm 19.0 My
¢ UinpuHa 8,0 MM £ 0.2 mm 1 8.0MM
‘ WFEWC\' BOAK TH=2512 < 6% 2,6 %
| _Cepeann Maca TM-2515 775 wr & 4% (744 - 806 mr) | 759 mr
POBIAAAHHN TM-2514 s 30 mun 6x837¢c
PoxuWHEHHA THM2517 Qn80% ap 15 xBwann 100.7 %
OAHOPIAHICTE AOIOBAHNY OAWHULL TH=2520 Ann 10 oavnmue AVS 15,0% (L1), ann 30 AV =1,6
(2a opHopiaulerio xiasxichore opvrmub AV & 15.0% ra ann scix opuHMLL
walery) L T PR AR L .
Kinnkiche ausHaueHHA TM-25 1y 95.0-105.0% (Bl sa3HANEGHOTO HA eTUKeTy ) 1040 %
Cynponianl aomlunc Th=2521 ‘
__Bypp-nxal ok $0.2% <MKB
Ly AOMIIOR =1.0% <MKB
F.0 0 T L annmndi TM-2522 CriocreplraeTogn olg KOBTO-HGPROHOTO A0 Blanoalaae
Turany Aloxcry O[3 HIKOBO~YS HOHOPO 386a10 HOHHA
Janisa OXCHA KOBTHH Yraopioeues Snakwvunil ocag, ve poaunnkuli | Blanoslgac
npwu gopasantl 5 wa posaeas ol HC

Lium # nlAmeepxyio, wo HaBsgeHa ldopMaula € gocrosiprolo Ta rouHow, Ka cepln npoAyKTY GYAR BUTCTORAGHA, BKAKIURIONI YISKOBIY
18 KOHTPONL AKOCH HA BMWeIragaHMX AlapHmynx, Wo nosnlcno planoaiaaioTs BuMoram GMP €C T8 MICLEROro PEryIIONGIO GPFaHY Ta
cneuudikauism  Poecrpauliinors aocse aBo gocse cneumdlkaui npoaykty Anm gocalpuymanmx  alkaposkux sacobis. Januen o
lnupo&uuuw. ynakosul va ananisy cepll, Ak ue ancrocomno, Gyau nepernsHyrl Yo BUABABHOD, WO BOWW pignosigarors GMP. Byab-axi

B MAQHER OLIHISHAAM BiZnoBiaHe ao BHyEphoplx acranoanauux_ng;;});‘ggyg -anoerl,
HATAS ’ TATREF DI ERO (G Menexep abo LG cyneprlsop):
22.06.2023
Nikolaos Gravos.
Marlcrp xisli
[Hereniep KOHTPOAo ARoCT!
YrosHoBaaeHa ocoba
MKEHROAPM C.A.
18™ Kra, Mepasanot Asg
153 51 Mwnal Crop. 131
Fpouln

Tan:  (+3O210)  60.39.336
dane:  (+30.210)  60.39.402
E-malk; Infofdgenapharm.som




PRODUCT: EFSTAT 120MG FILM COATED TABLETS Bateh Mo 231292
|Quantity: 4260 boxes . fxp. Date:05/2026
Mig Date; 0572023  Peck Date:t9/06/2023 L
Mig Instructions (Code/Vers JMI-C-1909/Vers:08  Pack, Instructions (Cade/Vora) MI-CS-1978/Vors:02
Mig Site: GENEPHARMSA, : - I
QC Tosting Site : GENEPHARM SA.
Pack. Site : GENEPHARM S.A, N
| Spreificaion Nox PCR-0119 | Rat. Docs PRI 00728
CERTIFICATE OF ANALYSIS
I TESTS METHODS * SPECIFICATION RESLILYS
Appearance o i 2510 \Vc\lay@liwwwllwﬁgidhﬁ: Blconvax fiim | Gomplies
! w goated tablats, ambossed with “120° on
. L ; | ona side and plaln oo the othar alde
{:dmmmmn , TA-2591 |
U - | Spactrum correspands to that of the Complles
4 : | standard
HRLC R | KT corresponds vo that of the standards Complies
langth . .. L TMe2sz6 o 1dmmx02nm
Widih b [ 80mmsQamm
| Watar Content TUUUIM-2512 ) se% o
Avarags Weight oL TTMeasts ) 778mged% (744~ B06mgl ;
Disintagration 2 £%0min
| Buasotawon " [ Qeg0%m Bminees
Uniformity of dosage unlts (by Far 10 uniea AV % 15.0% (L1). For 30 units AV
contntunformit) 1 G <iE0%andforallun 07SMS IS8 1
PAssay ; imeasty | 95.0-105.0% (of label claim) T1040%
Related Subsrances B TM-2521 T f
| Any Impurity , ‘ | s02% kg Tole] |
Total impurities ' , #4054 TiTdg i
Identificasion of coloring agents Th-a522 T I %
 Titanium Diowids + Yallow red to oranga vad color s sbsorved | Complies
Tron Dwide Yellow | Blue precipltate It formed that dosen’
L o S 1, dssplve with sddition of Sl of dilute HCI Complles . .
} haraby cartify that the above (nformation is authentic and nccurate. This bateh of product has been manufacturad, Including | §
puckaging and quality contral at the above mantioned site(s) in full compliance with the GMP requiramants of the B and the local |
Regulatory Autharity and with the spacifications in the Marketing Authorlzation ar product specification fils for tnvestigational | 3
| Mudicinal Produats, The batch processing, packaging and analysis racords as applicable were reviewed and found to be In
, compliance with GMP. Ay deviations ware assossed according to the Internal eutablishad QA proceduras, |
| DATE: | APPROVED BY [O€ Manager or (8 Supervisor)
| PRARR I ikolaos Gravas, MS¢ Chemist
| Haad of Quility antrel, Gualified Persr
st
S e Maratn Aot Page of1
g;ié!’w"m
Tels 14 039,536 Fuvnppibvo Mo 02
Fors (A30.210) 8035408 ~ L+ G 008 # Exdoon i 12

emal: infflasnmohannesin




