JEPXABHA CIYIKBA 3 IIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A BAPKOTHKAMM y m. KUEBI

npos. Hagii Ceitnaumoi, 3, 02099, e, (044) 295-26-85
E-mail: dlis.kyiv@dls.gov.ua, Koz E€IIPIIOY 37079055

BUCHOBOK

po SIKICTH BBE3EHOr0 B YKpaiHy JiKapchbKoro 3acoly

28.11.2024 Ne 63672/24/26

EQCTAT

(naitMeuyRauna nikapehkoro 3acoy arinso 3 peecrpatiimm TIOCBLIHEHHSIM)
rabaeTicu, BRpUTI IIHBKOBOIO 000JIOHKOIG, 110 80 mr, o 14 Tabnerox y Giicrepi; o 2
Gaicrepu 8 navmi

(opma BHITYCKY, JO3YBAHHA, BUA MAKY BAHHS fixapcuKoro 3aco6y)
Howmep peecrpauifizoro nocsinwenns UA/17530/01/01 erpox aif peectpauiiiioro noesieH R neobmexenui
Cepix nikapeskoro sacoby Ne 242557 KinskicTs maesenoro nixapeskoro sacoby 16680

BupoGruk JOKEHEPAPM CA., T pelLis

" (malvetypans BAPOGHYKA MikaposKkoro 3acoby, Kpaira NOXOJUKEHHS)

IlpuBartie aKioHepHe TOBAPUCTBO "(bapmanesTayna dipma

Baeseio B Yipait
peSEHO B ipalily " Rapumst'', inewr. koa: $0481212

{HaiiMeny BaHHS TR KO 3 POV 1opranunoi ocobu abo nipispuuie, im'a, 1o Gatsioni Gisuunoi
ocoly - nianpuemi, 7 Micle NPOXUBAHHS Ta peecTpaliftunit HoMep o6/IikOBOT KAPTKH TUIBTHIKA
noaaTiis abo cepis Ta HOMEp NacnopTa)

Mporoikon sisyanssoro wortpomo six 28.1 1.2024 Ne 4083/1.

3a  pe3yinTaTaMM  JEPKABHOTC  KOHTPOMO BCTAHOBMGHO, WO  JikapcLku qucif  sBesedo B Ykpainy 3
ﬂOTpHMaHHHM BHMOL 3aKOHONABCTBA L0 3a0eaneHen s mcocri;nikapcmax 3a000i8.

Muxkona XOJIOJJEHKO

(niznuc) (iuiuiany Ta npizBHuLE)




CeptudikaT sBignosigHocri cepii
(MiaTeepasxerHsa arigno 3 unrnnm Aogarkom 16 EU GMP-Guide)

Hazsa npoayxry: EQCTAT

Nikapcoka dopma: TABJIETKU, BKPUTI NAIBKOROH OBONOHKOIO

Cuna gir/ akTuBHicTL: 80 mr

Koa npoayxry: 02-FXSHFCO0800UAD28

Homep cepii: 242557 Homep nepoadacosanci cepiis 242547

Pozmip / 1vn ynakoskn: BT X 28 BL2 X 14

Aara sainvenns repminy npupathocti: 30/09/2027
.. BupoGruyi incrpykuli (koa/sepcin): MI-C-2633/sepcin: 02

Aara pupobunurea: 20/09/2024
IMCTPYRUIT 3 ynaroskw (koa/sepcin): MI-C-1977/sepcis: 04

... Kpaiua imnopry: YKPATHA

No.: UA/17530/01/01

3aranbHa KinbricTs BMOyUIeHUK opunnub: 16680 ynakogox

Kinukicrn apxisHux 3pa3kis: 18 yrmaxosok

Indopmauisn no Adl;

_.Homepu cepiil GSA: 24050205, 24040269

Homepy cepiit nocrauansMmka; 2404002282, 2404002281

Hazsa: ALEMBIC PHARMACEUTICALS LIMITED

@A,qpeca: Survey No. 842, 843 Vill. Karakhadi, Tal. Padra, Dist
Vadodara-391450

ﬁq:vgpmau,iﬁ npo AiNbHKMUIO s‘hp;fihnu%aa:
l Hazsa: JHCEHEDAPM C.A. )

Appeca: 18 km M;péacnoc Ape
15351 Nannis, Fpeuin

Miuewsin N&: 0000000073/23/1

[Ceprudiikar GMP N2: 1 15156/5-1 2;2022

Im’s 72 nocaga Ynosnosaxenol ocobu, aka sgiicHioe BUAYCK cepii,
AKILO 38CTOCOBAHO

H.I'pasoc
Menegiep koHYpoaw axocri, Y.0.

IHdopmayin npo Alabluo yoakosiw;

Hazra: JOKEHEDAPM C.A,

Appeca: 18 km MepesoHoc Abe
15351 Nanaiui, F'peyia

Nigensin N2 0000000073/23/1

Ceprudikar GMP N2 115156/5-12-2022

Im'a T3 nocaya Ynosxosamenol ocobn, axa 3gijicioe BANYCK Cepii,
AKULO 3RCTOCOBAHO

H.I'pasoc

Menegmpxep xontponto sxocri, ¥.0,

{ncbopmanin npo Ainbn;ﬁ;m TECTYRAHHA

Hazaa: XKEHEDAPM C.A.

Anpeca: 18 kvt Mepesonac Ase
15351 Naaniwi, 'peuin

linensin NS 0000000073/23/1

Ceprudikar GMP NS: 115156/5-12-2022

Im's va nocapa YnosHosaxeHol 0cobu, axa saificHioe Bnyck cepii,
AKIIO 3FCTOCOBARO

H.I'pasoc

Menegumep konrpomo nkocyi, ¥.0.

Aocaiguennn Rigxunens cepii;

Homepu sigxunens:

Bupiweno

He 3acrocoraHno @

Tm‘l[:]w'"

. Konrpons amiu Ne(u):

3alicHenHA KOMTPOIO 3MiIHKM NO L NapTii (nepwa naprin,

Tak E] He sacrocoBaHo E\]

wi L] |

Hum aacaiguyro

Komentapi: xog xomicii (sxwmo sumaracrscs Ta pigpiznacrucn BiA KOAY NPOAYKTY): HE 33CTOCOBAHD

nigraepamyo D, w0 HaneseHa inopmayin € gocTonipHoo Ta Tounow, Bulyesragaua fi2pTis TOBAPY BAFGTOB/AEHA,

BI/IIOMAIONM YNIAKORKY Ta KOHTROJIL SCOCT] HA BUEIrAAAHUX AINLHMLAX, Y MOHHIN rignosigHoctri ao Bumor GMP €C va micyesoro
perynoiouoro oprasy, ailouoi TexHiunol yroau mbi FocrauansHuxom xonvpary /MAH ra Buenedapm C.A. va 3i cneyundirayismu g
Peccrpauiiinony nocuigvensi, HagaHomy signosignony Bnachmky gossony Ha npopan (MAH) / Mocrauansuuky kouTpanty (CG), sk
3ATEEPANEHO TEPUTOPRIANLHMY PErYICIONMMI OPTaKanmK 360 A0CkE cneyndikauiin nPOAYRTY AN AOCNRKYBAMNX NHKAPCLRMX 33c06in.

Bynu pozrasuyTi 3anuck npo aupoBHiLTio, ynakosky Ta aHania cepit

Cepis Bunycaerscs ans BignpasaeHHs
Cepin ceprudikonana ans sunycky Ha npogan
Bepyyn go ysarg wo:

cysopo signosigaty samoran GDP,

TA BUABARHQ, IO BOHYU RiANOBIZaK0YE GMP EC. Onxe,

MAH/CG nece pignosigasisiicrs 3a Tpascnoprysants APORYTY TAKUM YMHOM, SIKKI He BNAWBAC HEraTMBHA Ha Roro akicrs | nosuHew

MAH/CG nece signosigansuictu sa 3asasraXkeHua AAHNX YRAKOBKN AikapCbionx 3acobis na Erponelicokiiii xab pa nepegaui nikapceskoro

racoBy va rosapHuli cknag (y pasi, ako nixapeskudl 3aci6 rapmonizoBano 3 peraamentom 2016/161).

Hikonac 'pasoc
Maricrp ximii
MeHemxep KOHTPOAIS AKOCTI
YnosHoBaxeHa ocoba

YoonHogaxena ocoba;

Bara.....08.10.2024.... THATIME oo

AHEHEGAPHM C.A.
18" K, Mepesanoc Ase

153 81 Nanaini

Tpewin

Ten.: {+30.2190) 60.38.336
®ake:  (+30.210)  60,39.402

E-mall: Info@genepharm.com



¢bgenepharm
BATCH CERTIFICATE OF COMPLIANCE

{Confirmation according to current Annex 16 EU GMP-Guide)

Product Name: EESTAT
Strength / Potency: BOmg
Bateh No.s 242557
Explration Date: 30/09/2027
Mig. Instructions {CodeNers.): MI-C-2633 /Vars.: 02
i Importing Country; UKRAINE
Total Units Released: 16680 boxes
AP for T
GSA Lot No.: 24050205, 24040269
i Name: ALEMBIC PHARMACEUTICALS LIMITED
|

§ Manufacturing Site Infe:
i | Narme: GENEPHARM S.A.

Bulk Lot No.: 242547

I; Authorization No.: 0000000073/23/1
5',"»?\5?.5';’;'{;2“’z;;’id};asiﬂ(m/tiﬂe of person authorizing the batch
i reloase, if applicable

|+ Packaglng Site Info:

‘ Narma: GENEPHARM S.A,

| Authorization No.: 000000007372
i1 Name and pusition/title of pe
! rolease, if applisable

Tosting Slea tnfas
"Name: GENEPHARM S.A.

arizing the batch

'
!
i
}
i
1
H
i

H Authorization No.: 0000000073/23/1

measage Form: FILM-COATED TABLET 'Mw

" Product Code: 02-FXSHFCODBO0UAQZE
Pack Size / Type: BT X 28 BL 2X 14
Manufacturing Date: 20/09/2024
Pack. Instructions (CodeVers): Mi-C-1977/ Vers.: 04
MA No.: BA/17530/01/01
Ma. of Retained Samples: 18 boxes

" supplier’s Lot No: 2404002282,2404002281
Address: Survey No. 842, 843 Vill. Karakbadi, Tal, Padra,
Vadodara ~ 391 450

Adrdress: 18 ke Marathon Avenne
; 15351 Pallini, Greace
C GMP Cartificate No.: 115156/5-12-2022
" N. GRAVOS

Head of Quality Control, Gualified Person

Address: 18 ki dMarathon Avenug

153%4 Palling, Greece
GMP Certificate No.: 115156/5-12-2022
SRR ity
Head of Quality Contral, Qualified Person

Address: 18 km Marathon Avenue
15351 Pallinl, Greece
GMP Cergficats No.: 115156/5-12-2022

Name and position/title of perso?x authorizing the batch
i ralease, if applicable
' Batch Daviation Investigations:
‘ Deviation Numbers

1 Chanyo Controt Nols):

mpizmentailon of a change control from this batch {first bateh
] acted by the change}

ramission Cade (it required & different from Prod

liop

TNTGRAVOS

Hoad of Quality Contsol, Qualified Person

Resnlved
Yes | ] Mo {7] N/A
Yes {7} No {7 N/A

uct Code): N/A

| hareby certify §¢ confirm [:] that the above Information is authentl

1

¢ and accurate. The aforementioned batch of pr'glcﬁ;'c“t”h‘}tsb

been manufactured, including packaging and quality control at the above mentioned Site{s) In full compliance with the GH?
fid Technical Agreemant between Contract Giver/ MAM an

requirements of the EU and the local Regulatory Anthority, the va
Genepharm SA. and with the specifications In the Marketing A
Marketing Authpiization Halder (MAF)7Contract Giver (CG), as app

founs to be in corpliance with EU GMP. As therefore,

M The bateh is Released for dispatch

X} The batchis certifled for Release for sale
taking into consideration that:
MAH/CG is responsible for product transportation in & manner
GDF guidelines.
« MAHZCG s responsible to upload product-packaging data wothe
stock fiv case of medizinal produst harmanized with regutation 2
Qualtficd P ) DR AL Lot
ualtited ermn’.,”g'gwog graqos' Mse Che!ﬁ&w..(v........,,..m
Head of Quality Control, Qualified Perse

Suvnppévo Ne, 04
i O G0R 7 Ewboar Ne 12

SE

/315 ¢.cee L

uthorization for th

e praduct granted to the corfesponiing

roved by the Requlatory Authorities in the Territary or produ
s ecification file fur Investigational Madictnal products. The batch processing, packaging and analysis recards were reviewsd ar |

hat does not adversely affect its quality and should be strictly o

European Hub before the medicinal product is teansfrered to seleab

0167161},

GENEPHARM SA.

18 Krr, Macathon Ave

153 91 Paibioi

Greece

Tabs (430.290) £0,35.336

Fax: (¢30.210) 40.39.402
fonatticdo@graopharmasom

. (@, »((“/




Homep cepii: 242557
Howmep neposdacosanol cepii: 242547 )
Kinekicrn: 16680 ynaxkosok fara sakinuenus Tepminy npuaatHocri: 30/09/2027
fara supobunurea: 19/09/2024 Aara ynaxkosku: 03/10/2024 o
Bupobuuui iucrpyl(ui'l'(Koa/aepcin):___Ml~C-Z$33/_’§gpg§g: 02 [lnerpykuii 3 ynakosxu (koa/aepcin): MI-C-1977/sepcin: 04
Ainsruun Bupobunyrsa : JIKEPEPAPM C.A.

OinbHULA KOHTPOMO AKacT: AKEHEGAPM CA,

dinsunun ynaxkaesxu: JXKEHEDAPM C.A.

NPOAYKT: EGCTAT rabnerkm, BKputi naiskosoo 060101k 80 nar, N228

Cneyudirauis Nao,: PCR-0118 iPezp. Aok.: PRIO0T728
CEPTUDIKAT AHAJIZY
! TECTU METOAU ’l CHELU®IKALLIA PESYNLTATWA f
§
Onnc TM-2510 Tabnerxy, BkpuTi NAiBKOROIO OBOAOHKOIO Bianosinae
BUAOBKEHOT hopmn, gsoony ki, sig 6rigo-
MKOBTORO A0 MOBTOrO KOALORY, 3 TUCHEHHAM
«80» 3 ogHOro Goky i raagxoI nasepxHelo 3
S inworo Gioky
- lpentudriayyin ™-2511
ya Cnerp Bignosinae cnexipy crangapry Bignosigae
BEPX Hac yrpumysanua signosigae vacy Bianosigac
) YIRMMYBAHHA CTaHAPTY
_fonxuna ) TM-2526 17,2 wm £ 0,2 v 17,2 mm
Wupuna 6,2 mm £ 0,2 M 6,1 nam
Bmicr sBogun TM-2512 < 6% 2.4 %
|.Cepeann maca IM-2515 | 515 mr k4% (494 - 536 mr) N 507 mr
i Posnaganna TM-2514 < 30 run 47 xa 25 ¢
| _Pozuunenty i TW25T7 Q=80%33 15mmnn 71002 %
| OpHepiAnicTs AOZ0BAHMN OANHVLYL TM-2520 Ons 10 opunnys AVs 15,0% (L1), ann 30 AV =1,1
(3a aaropigicrio KinnkicHoro . 0auHKMUB AV < 15,0% ta aax poix OAMHUILL
BricTy) 0,75M < X < 1,25M .
"Ifinbuicue BUIHAUEHHA TM-2519 , 95,0-105,0% {bin 333Hauenoro 1a etukerw) S
CynpogigHi gorriwkm TM-2521
Byas-soi powini 502% I
Cyma gomimrox <1,0%
Inewtngirkauin Gapounkiv T™M-2522 CHOCTRPITAETLCR Rig IKOBTO-UBPBOHOrD 40 . Bignosipae
Turany giokeng . DPAHKOBO-URPBOHOrO 3a6apBACHHS
3aniza oKEnA KOBTUN Yrsoproersca Gaakursmli ocag, He poauuHHuit Bigniosigae
- 0py pogasauni 5 Ma pozseaenol HCI —
Livm 5 nigreepmkyro, o Hasepena indopmauin € gocroripHoa 1a Tounow, Us cepin npoayxry 6yna surotasncua, Brouatouy YHAKOBKY,
T2 KOHTPOL AKOCTI HA RYMUESTAAAHMK BUILHUUAX, WO AOBHICTIO signosigatore Bumoram GMP €C Ta micuesoro Perymol40ro oprany 1a
cneungixayinm  Peecrpaniitnore poche  abo fAocee  cneundixautil npogyicry gns AOCAIMIKYBAHNK  NiKapoeknK 3acobis. 3anvcu no
BupobuuTay, ynakosyi ta aHanizy cepil, AK L@ 3acTOCOBAHO, Gynn nepernsnyti Ta BusmacHg, i oMM BigMoRigatots GMP, Byaw-axi
:Bigxunékuu ouiHoBany BIANORIBHO A0 BHYTPIWHIX BCYaHORIGHUX NPOUeAYH SKOCT],
AATA; BATBEPIKEHO {MeHemep KOHTPOMIC AKOCT):
08.10.2024 |
: Hixonac Mpasoc

Marictp ximii

T Menepep KoHTPonto AKOCH
YrioBHOBaXeHa 0co6a

AUMEHEDAPM C.A.

18™ Km, Mepesonoc Ae

153 51 Nannini Crop. 131
Fpeuin

Ten.: {+30.210) 60.39.336

Dake:  (#30,210) §0.39.402

E-mall: Info@genepharm.com



¢hgenepharm

f

| Batch Ne.: 242557
b | Butk Lot No. 242547
| Quantity: 16680 boxes " Exp. Date: 30/09/2027
!M‘ig Date : 20/09/2024 _ Pack. Date: 0371072024
/| Mfg Instructions {(Zc:deNers.}:Mi-Cn%B3Ners.:(}2 i Pack. Instructions (CodedVers.) MC-1977NVers:04
|\ Mifg Site ; GENEPHARM S.A.
:QC Testing Site GENEPHARM S.A.
| Pack. Site : GENEPHARM S.A,
| Specification No: PCR-0118

SROBUCT: EFSTAT FILM — COATED TABLET SMG BTX28

:

"7 Rel. Doe.: PRI 00728

,{
v
LHPLC

: Length
| Width

i
L Assay

¢ Tataluy
; tdentiticetion vl coioring ngerits
P tranium Dioxide

fran Qxide Yellow

t ."!émb; cvr(xfy that the abov
packaging and quality control at

CERTIFICATE OF ANALYSIS

o L METHODS SPECIFICATION ; RESULTS
k } Appoarance CUTUERN2ERS T Pala yellow t6 yollow, ablong, biconvex fiim  Complies
} - coatad tablets, smbossad with “80" en ane
{ side and plals on the other side
identification TM-2541
Spoetrum corvasponds to that of the Complies
standard ;
BT cosresponds ta thut of the standards P Complies "
THi-3526 17 2r0m & 0. 2miw i 17 2raem )
! . 6.2mm & 0.2 _ G & lmm
i Water Content Thi-2512 %6% 2.4%
| Average Weight TM-2515 §45mg % 4% (494 - 536my) | 507mg
{ Distrite gration ThA-2514 s?;Ominu o ‘ 07min 25sec¢ !
{Dissolution s T Qes0%at B minutes L 100.2% |
! Unifarmity of dosage units (by T3 2520 | For 10 unlts AV S 4%.0% (L1). For 30 units AV LAY =
|} content untfonmity 3 . lsisp%oendiorallunis Q7SMEXISLZOM v
SRR £V &3 -2 1"95.0 - 106.0% (of labal claim) [ 102.4%
dated Subsanne: THM-2521
Ay by 403,2% BLOQ
et <1.0% o BLOQ

TM-2522 !

Yellow red to orange ved color is observad Complies
Blue precipitate Is formed that doesn’t
dissalve with addition of Sml of dilute HCI Caraplias

toration & wuthentic and accurate. This batch of product has been manufactured, inch.d'rg
the above mentioned site(s) in full compliance with the GMP requirernents of the EU and tha fcea’

Regulatory Authnrity and sith the specifications In the Marketing Authorization or product specification file for fvesticat ona’

tadicinal Producis. The batch
compliance with GMP. Any deviz

DATE:

gt riikolads Gravos, MS¢ Chamist

processing, packaging and analysis records as applicable were reviewed and found . e n
tions were assessed aceording to the internal established QA procedures.

APPROVED BY (QC Manager or QC Supervisork

Head of Clushty Contral, Qualified Persor

GENEPHARM 5.4,

138% K. Macathan Ave

§53 1 Pakini

Grpece

Tol.s [4139,210) 60,352,336
Fax. {+2€.210) 60.39.402
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BATCH CERTIFICATE OF COMPLIANCE

‘Product Name: EFSTAT
Strangth / PQ&&Q@&m 80mg
Batch No.: 240700 T
Expiration Date: 03/20%7
Mfg. Instructions (Code/Vers.): MI-C-2633 / Vers: 01
impaorting Country: UKRAINE
Total Units Relaased: 9300 bo

AR e 7

GSA Lot Nos 23090189, 24020208, 23120005

 Name: ALEMBIC PHARMACEUTICALS LIMITED

Bulic Lot No.: 240666

{Confirmation according to current Annex 16 EU GMP-Guide

© | Product Code: 02-EXSHFCOUBOOUAO2S

)

0 TA

| Dosage Form: FILM-COA

/ Type: BT X 28 BL2 X 14
cturing Date: 03/2024

Pack. Instructions (Coda/Ve
| MA Mo UA/17530/01/01
| No. of Ratalned Samples: 6 boxe

KRs

i
H

‘Sumplirs Lot No: 2304006296, 2304009039, 2304006298 ;

Addrase: Survay No. 842, 843 Vill. Karakhadi, Tal, Padra, Dist o

Vadodara-391450

f'Mgé&g(&é&&f%ﬂg’%‘i& infor
: Mame: GENEPHARM $.A.

Authorization No.: 0000000073/23/1

Name and positian/title of person authorizing the batch
elease, if applicable

i Packaging Site Infar

| Name: GENEPHARM S.A.

Authorization No.: 0000000073/23/1
Hame and position/title of person authorizing the batch
release, if applicable
'Tasti‘ng Siteinfor
| Nama: GENEPHARM A

| Authorization No.: 0000000073/23/1

Namédnd pvasitio'n“/t‘mé‘cﬁ '};eﬂfmn autﬂéﬁf}.‘iﬁg’"the batch
| relense, ifapplicable

|| Batch Deviation tnvestigntions:

Deviation Mumbers

| Change Control Nofsl:

i impacted by the change)

__Headof

| Implementation of a change cantrof from this batch (first batch

Addiass: 18 km Marathon Avenue
. _15351Pallini, Greece
GMPE Cartificate No: 115156/5-12-2022

TN GRAVOS

) Head of Q,_’:{?i.iﬁ‘/ Cantrol, Qua!}f_ied Person

Addross: 18 km Marathan Avenue

15351 Pallinl, Grasce .
‘GMP Cartificats Na.: 115156/5-12-2022
NGRAVOS

Address: 18 kw M:;r‘rhcm!w;%mm
15381 Padlinl, Greece
GMP Certificate No.: 115156/5-12-2022

Hc—:}ad of Quality C:}mt}v_gi,"(}}Ax_;ﬁﬁi»('ife”@ ?’Fﬁ'.‘“"

Yes [

i Camments: Commission Code (if required aﬁ}:"ﬂiﬂé;é}?{fr‘ém'Pmd‘ggt Code): Mo

| hereby certify (] confirm [} that the above Information 1s authentic and
been manufactured, (ncluding packaging and quality control at the above mantionad
raquiremaents of the EU and the focal Regulatory Authority, the valid Tachnical Agreement betwe
Genepharm 5.A. and with the specifications In the Marketing Authorization for the product granted to th
Marketing Aothorlzation Halder (MAHY/ Contract Glver (CG), as approved by the Regulatory Authaorit
specification file for lnvestigatioaal Madicinal products. The batch processing,

found ta be in compliance with EU GMP. As therefore,
(] The batch is Released for dispatch

B4 The batchis certified for Release for sale

taking into consideration that

MAHZICG Is respamsible for product transportation in a manney that does not adverse

GIP gquidelines,

- MAH/CG s responsible to uplosd product-packaging data to the Luropean Mub @

stock {in case of madicinal product harmanized with regulation W162161).

Cualifled F’ersgﬁgkaiaos Graves, muc Chemibatal (i -

ad of Quality Control, Qualified Perse

Tuwippévo No. 01
LP QA 008 / ExSoun No 12

Signatura

GENEPRALRM SA

87 Km, Macathon ve

153 5% Pallini

Greess :
3

39.3%6
10 B0

trol, Qualifted Person

Ceurate. The aforementioned batch of product has
Sitels) in full compliance with the GMFP
en Contract Giver/ MAH and
& corresponding
ps I tha Territory or produn?

packaging and analysis rreords were reviewed and

Iy affect Its quality and shoudd be sticthy as par

efore the mediciaal productis trausferred ro saleable
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153 51 Mannini Crop. 131
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Ten: {+30.210) £0.39.336

®axe;  (+30.210) 60.38.402

E-mail:




PRODUCT . EESTAT FILM - COATED TABLET BOMG BT X 28 - Batch Mo.. 240700
T Bulk Lot No.: 240666

- (372024 . i ?ac%':; G&?&:OTI’?%’EQZ@ e G ; .

s (CodefVers.): MI-C-1977/Vers.03

QC Testing Site - GENEPHARM S.A
Pack Site: GENEPHARM S.A,
‘Specification Noa PCR-0118 Rel Doy

CERTIFICATE OF ANALYSIS

TESTS METHODS SPECIFICATION RESULTS

- Appearance TH.25%0 Pala yollow to yellow, obleng, bleonvex film Ca rmplies
- costad tablots, ambossad with “80” on ong
side and plain on the other sids

T VYT
U Spactrum correspands to that of the Complies
‘ standard
Complies
T TMA2526 1720m
6:firry(ﬂ
i e
ThA-2515 $15mg & 4% (494 - 536mg]) 508mg
, T™™-2514  <30min 1 tmin D8sec
* Dissolution TM-2517 (eB0% a 005%
Uniformity of dosage units (by TW2520 " For 10 unies AV S 15.0% (L1} For 30 units A AV =13

S S L. si50%andforalluni07SMSXISTASM
Assay TM-2519 795.0'-105.0% (of label claim) _ 103.8%
P R . FP—

Any impurity

< LG
AN

| otad Tparities

! identification of colaring agents T TMA2522
| Tl Dlode, . Yellow rad to orange rad cofor s obssrvad - Complles
tron Oxide Yellow Blue pracipitste Is formad that doesn’t

dissolve with addition of Sml of Mlute BT Camplies

1 hareby certif'; that the above infermation Is authentic and accurate. This batch of product has been marnufactured, including
packaging and quality control at the above mentioned site(s} in full compliance with the GMP requirements of the EU ansd the Tocal |
Regulatory Authority and with the specifications in the Marketing Aothorization or product spacification file for Investigational

- Medicinal Products. The hatch processing, packaging and analysis records as applicable were reviewed and found to be in

compliance with GMP. Any deviations ware assessed according 1o the lntermal established QA procedures.

 DATE: APPROVED BY (QC Manager or QC Supervisork

dikolaos Graves, 1o

Head of Quality Contre Py

isd Popg-
GENEPHARM S.A, Page 1 of 1
L8 K, Marathon Ave
+30.210) 60.59.326 Suvauuive No, 02

L9 QA DDB J Exdoon Mo i

X

ax: (+30.210) 50.33.402
Fongile vl h ey R
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AEPYKABHA CJIYIKBA 3 JIKAPCBKHMX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMHA y m. KHUEBI

npos. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs kyiv@dls.gov.ua, Kox EIOPTIOY 37079055

BUCHOBOK
npo fAKICTH BBe3eHOro B Yxpainy nikapebxoro 3acoby
22.05.2024 Ne 26429/24/26
EQCTAT

{(nafiMenysanns nikapcskoro 3acaBy 3rinno 3 peecTpauiiinum noceizven HAM)
TabJIeTKH, BKPHTI niBX0B010 obos0onK010, 110 80 Mr; o 14 rabnerox y OuricTepi; mo 2
aicrepu B kapTonmiii navii

(gopma mumycky, AO3YBaHHA, BRI NAKYBAHHA JIiKaPCLKOrD 3acoby)
Homep peectpauittoro nocsimuenns UA/] 7530/01/01 ctpox aif peecTpauitinoro nocsinuenns 22.07.2024
Cepis nikaperxoro sacoby No 240699 Kinbkicts sBeseroro nikapeskoro 3acoby 15540

BupoGHux IDKEHEDAPM C.A,, I'penis

(nabiMenyBaaNg BBPOBHKKA Nikapeskoro 3acoby, kpaina MOXOIMCHHA)

Beeseio 8 Vipainy Ilpusarue aKNioHepHe TOBAPHCTRO "®apmanesTuna Pipma
"Rapuuug", inenr. on: 00481212

(1adinenysanns Ta kop 3a EIPTIOY 10puanunol ocodn abo npissuwe, im's, no Gatekosi
Disnunoi ocoby - miznpuemus, i Micue NpmkUsanns Ta peectpaifunit Homep oGaikosof
KaPTKH RnaTHyKa NofaTKin 260 cepin ta HOMEp nacnopra)

Mpotokon sisyansuoro onrpomo sig 22.05.2024 3> 1818/1.

Ja  pesymeraramu HEPHABHOrO  KOHTPOMO BCTaHORNEHO, ulo nixap ?Iﬁ 3acif BseseHo & Vipalny 3

AOTPHMAHHSM pumor 33KOHOAABCTEA LIONO 3a6e3neden s SKocT] IkdpceKux 3ac06is.
V4§

Hauannrux Mukona XOJIONEHKO

-(nocanosa ocoBa opg@.}«f?ﬁ%

-

bﬁf»@_@m{wmﬂm} {nirnuc) (iniviam ta npiasume)
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Ceprudirar signosigHocri cepii
(FliATeepAKerRts 3rgHG 3 UMHHUM Aoaarkom 16 EU GMP-Guide)

' Massa npoaykry: EOCTAT Mlikapcrka popma: TABNETKI, BKPUTI N/IIBKOBOIO OBO/IOHKOKO
:79‘1"3, Ali / axTuBHicrs: 80 mr Koa mpoaykry: 02-FXSHFCO0S00UAD2E e
Howep cepii: 240658 Homep Hepoztbacosauol cepii: 240665 Poamip / Tun ynakoaxuw: BT X 28BL2Z X 14

... AaTa 3axiHYeHHS YepMiNy npwaaTHOET: 03/2027 ara BupoGxuuTea: 03/2024 -
L BupoGunul incrpyruyii {(koa/mepcin): MI-C-2633/repda: 01 lucrpyiaiii 3 ynakosxm (xoa/sepcia): MI-C-1 977/vepcin: 03 ;
| _Kpaiba ianopry: ¥iPATHA No.: UA/17530/01/01

3aransHa Kinekicrh BUmyWwEHMX 0AMHNLL: 15540 yrakoBoK Kinbkicrs apxisnux apazkie: 18 ¥N3EKOBOK _

. lndopmayia mo ADI:

_Homepy cepi® GSA: 23090189, 24030508 Homepu cepiii nocrauansumka: 2304006296, 2304009039, )
| Hassa: ALEMBIC PHARMACEUTICALS LIpMITED Appeca: Survey No. 842, 843 Vill. Karakhadi, Tal, Padra, Dist '

i . Vadodara-391 450
I Ingopmayis npo ginbhuuyo BUpOBHILTRA:

Hazma; JGKEHEQAPM C.A. Aspeca; 18 km Mepescroc Age ?
. e 3 15351 Manniui, Ipeuin .
_ Nliyensin NE: 0000000073/23/1 Coprudikar GMP Ng: 115156/5-12.2022
In¥'a 12 nocapa YnosHosawenoi ocobu, ska 3pilicHioe Bunyck cepii, [H-Tpasoc |
HKULO AACTOLOBAHO _[Menegxep kolrpomo axkocri, ¥.,0. B ]
 Mbopmauin npo ainbumuto ynakonsw: 2
| Hazea: JOKEHE®APM CA, IAnpeca: 18 km Mepezonoc Age

em 15351 Nannini, Mpeyia o
| flinensia N2: 0000000073/23/1 Ceptudikar GMP N2; 115156/5-12-2022
I'a 7a nocaga Ynosnosamenor ocobu, axka aaiticuioe sunycex cepii, [H-Tpanoc

|.... BHUL0 dacTocosang Menefkep xouTpomo skocti, ¥.0. N

i Mdopmauin NMPo AINbHULIC TeCTyRaHHA; . e
| Haasa: DKEMEGAPM CA, N F;Beca: 18 km Mepesonoc Ase |
L 15351 Nanniui, Fpeuin

.. fliyenain Ne: 0000000073/23/1
| w3 1a nocana Ynoswonanenol ocobm, uxa agivicrioe mnyck cepii, [H-Tpasoc

| fKwo Jaciocomang 00 MeHemxep konrposmo axocr, ¥.0.
. AocaigueHua BigxXnaens cepii:

i Homepu sigxuness: Bupitweno

- Tay [:] ' Hi D _ r He sacrocomano Eﬂ:

Ceptnpixar GMP N2: 115156/5-12-2022

' Kontpons amin NeGmy: CC047/2024
BpificHenns KorTPoAo 3Min o il napTH (nepiua napria, Tax Hi ] I
M2 aky Bnnusae smiva) :

i Komenrapi: kog komicii {(nxw0 Bumaragrsea 1a sigpianaeroen 8iA KOAY MPOAYKTY); He 3acTOCORANO

He zacrocorakio D :

Pesapaqiﬁuomy nocEigueHHi, HaaaHomy signonignomy Bracuuxy A03BONY Ha npopax (MAH) / Moctayanshnxky KoHTpaKTy (CG), ax
3aTREPAMEHO TEPUTOPIAABHHUMM perymoiounmu opranamir abo gocee cneyndikauiii npogyxry ana ACCNIKYBAHUX NiKaPCLRUX 306D,
Byan pozrasuyTi sanucH npe BUpobHUUTRG, YnakoBky 1a avaniz cepil va Bunsnerp, 10 BoHM eignosiaaots GMP €C. Orxe,

Cepina sunyckaeroen gns Bignpasnennn

Cepis ceprudicorana gna BUNYCKY Ha Rpogam
Sepyan Ao yaars wo:
= MAM/CG nece signosipansuicrs za TPAHCICATYBAHHA NROAYKTY TAKUM SiHOM, BKMI He BAKBAE HErATURHO Ha HOTO AKICYD | NOBMHeN
CyBoOpo BignoeigaT aumoram GDP,
- MAH/CG nece BianosiganbmicTs 2a BBHAHTANEHHE AAHUX YRAKORKW Aikapchryx aacable wa €sponeiicekuii xab A0 nepegaui AiKapcyyara
2acuBy Ha TopapHmii ckaag (v pasi, ARG AlKapcLri 3acil rapmonizosaHs & pernamenTont 2016/161),

Hikonac Mpasoc
YnopuwoBaxeHa ocoba: Marictp ximii Bara... .08.04.2024.. THANNG: ...

Menegmep kouTpomo srocti
YnosHosawena ocoba

AKEHEDAPM C.A.
18" Knr. Mepesonoe Ase
153 51 Manniai
Tpeuin
Ten:  (+30.210)  60.39.336

Dake:  (+30.210)  60.39.402

E-mall: Info@genepharm.com ‘ S
‘r.

L%

Nt o/ 1S S 560 SO Ly %
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b

|‘£‘IPOAYK’?: EQCTAT tabnertin, BKPUTi NAIBKOBOIO 06010HKOHD 80 mr, N228

enepharm

Homep cepii: 240699 ]
Homep nepozdacoranor cepii: 240665 ;

;i_lg_iim;l(_iér‘;;: 15540 YNAKOBOK fara saKinueHHn Tepminy npunatHocti: 0372027 5
Aara Bupobnnyrea; 03/2024 farta ynaxoexu: 29/03/2024 -
il?g_gp_qﬁamqi iHcTpyKUT (Kog/Bepcin): Mi-C-2633/aepcin: 01 Incrpykuit 3 ynakoeku (koa/sepcis): MI-C-1977/sepcin: 03 ‘

i
i
|

Aineauus supobunyTea ; AXKEPEGAPM C.A.
AinbHnua koHTpoalo akocTi: AXEHEDAPM C.A.
Bissunua ynakosku: JOKEHEGAPM C.A.

Cneundikauis No.: PCR-0113 PPed. gox.: PRI0728
CEPTUGIKAT AHANIZY
TECTU ) METOAMN - CRELNDIKALLIA . PE3YNILTATH 4
' Qnuc T T™-2510 TaGnerin, BKPUTE NABKOBOIO CBOAOHKO Bignoeigae ‘

BAAOEMEHOE DOPMY, asdonyai, Big Bnigo-
WOBYOro A0 HOBTOIO KONLEPY, 3 TUCHEHHAM
«B0» 3 ogroro Goky T rnagkor MOREPXHEIO 3

b _ Lol L A ST
laentndiauin TM-2571

yo Cnekrp signoninac CAeKTPY cTangapry Bianoeinas

BEPX Yac yTpumysanms signosigae sacy Bianosinae
ey YTPHMYBauH:t CraHAapTY S S
; Mg?Bf"“_ff_‘_ﬁﬂ o TM-2526 17,2 mwm £ 0,2 maa B 17,2 mm o
m'fp““a VVVVV 6.2 mm % 0,2 mm 6,1 pm .
I BmicT sogn ThM-2512 < 6% 2.5 9%

Cepeana maca o TM-2515 515 nar + 4% {494 - 536 mr} 511 mr J
¢ Posnapansn TM-2514 < 30 mun 08 x5 37 ¢
iﬁ?_"i‘j','f",'ef_‘"j{j" o TM-2517 Q=80% 3a 15 xauaus 1014%

Oanopianicrs gozoramux OBVHNI L TM-2520 Ans 10 opuums AV 15,0% (LY), ans 30 AV =25

{(3a ogHopigHictio kinkkicHoro oAuHMUE AV < 15,0% Ta Ans Beix OAUNNLE
_mmicry) 0.75M s Xi 5 1,25M S
. Kinbkicne suanauennn Th-2519 95,0-105,0% (8ia 393nau4es10r0 Ha etuxeryi) 103,2% B |
Cynposinni goming TM-2521 j
. ByAb-axol powiun £0,2% <MKB
- Cyma aomiiox T <1,0% <MKB !

tmenrndikauin GapeHuxis TM-Z2522 Crocrepiraerscn pig HMOBTO-UEPBOKOLO A0 Bignosizae

Tutany pioxcug

R0 s el S OpIKOBO-UePHOHOIO 3a6apanenn
3aniza oKCA WOBTHE

YTROPIOETHCE BRaKuTHIN OCAK, HE POSLARHUA Bignosiaac
npy aonaBakui 5 ur poaeeseHol MO

!

% iy e omici e

Minpobicaoiiuna uicroTa TM-2523
TAME He Sinwie i 10° KYO /r He Ginbwe uix 100
........................ . K¥ory
:TYMC He 6inbwe wiie 10°KYO /r He Binotue six 100
b o] KYO/r e
Escherichia Coli Bigcyrvis 1 rp BigcyTHi ;

L 2 nigTaepaicyro, mo Haseaena indopmania < AOCTOBIPHOIO Ta TouHOI0. Ui cepin npoaykTy Gysia auroToRnea, skaoHmoNM ynarosy,

creuudikaniam  Peecrpanisivoro Aocee afio aocke cneundixauiii NPOAYKTY ANA ACCAIDKYBaHWK niKapckxux 3acobie, 3anucu no
BUPOSHIULTEY, ynakaBsyi Ta aHanisy cepil, sk ue 32CTOCOBAHO, Byaw nepernaNyTi Ta BUARNEHEG, WO BOHM Bignmosigare GMP. Ey,qb—ﬂki:
BIXUAEHHA oqimqgg:nigi,gnoai,quo A0 BHy!BiMHIX RCratosnenmx npoLeayp axocri.

AATA: SATBEPZKEHO (Menegmep ROHTPOINO AKoCTi):
08.04.2024
] .
Hikonac Mpasoc
Marictp ximii j
T T T e MeHepkep KOHTPOAR AROCT] -
YnosHoBameHa ocofa

BMWEHEGDAPM C.A.

18" K. Mapezonoc Ane

143 51 Manaini Crop. 131
Mpeuis '

Ten:  (+30.290)  €0.39.335 o
@akc:  {+30.270)  60.39.402 i
E-mail; BRE Y TR R /’
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