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JEPXABHA CJIYXKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnuunoti, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €IPIIOY 37079055

BUCHOBOK
Npo sIKiCTh BBe3eHOro B YKpaiHy Jikapcbkoro 3acoby

17.08.2023 Ne 41834/23/26

EK3EMEBICTA

(HaAMEHyBaHHA NikapchKoro 3acolby 3rijiHo 3 peccTpauiiinMM NOCBIAMCHHAM)
TabJ1eTKH, BKPHTI MJIiBKOBOIO 0060/10HK010, 10 25 Mr, no 10 TaGaerox y Gaicrepi; no 3
OsnicTepu B KapToHHil kopobui

(thopma BrunycKy, 203yBAHHA, BUA NaKyBaHHS Nikapchkoro 3acoby)
Howmep peectpauiiinoro nocsinyenus UA/16623/01/01 crpok aii peectpauifinoro nocsinuenns HeoOMexeHH |
Cepisn nikapcokoro 3acoby Ne 2302535C KinskicTs BBE3eHOro nikapcskoro 3acoby 3250

BupoGHHK CinrTon Xicnanig, C.JI., Icnauis

(nariMenyBaHHA BUpoGHHKa JlikapceKoro 3acoby, kpaiHa MOXOAKEHHH)

Beesero B YikpaiHy TOBAPUCTBO 3 OBMEXKEHOIO BIAITOBIAAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(HafmenyBanns Ta koa 3a C/IPI1OY opuamunoi ocoGu abo npizsuuie, iM's, no 6atbkosi PiznyHol
ocofu - nianpuemus, il Micue NpoxHBaHHA Ta peccTpauiiiiuil Homep 00AiKOBOT KAPTKH NAATHHKA
noasarkis abo cepis Ta HOMep macnopra)

IMpoTokoa sisyansuoro koutpomo sia 17.08.2023 Ne 2425/8.

nikapcokuii  3acid seezeHo B YkpaiHy 13
gti Nikapcbkux 3acobis.

3a pe3ynbTaTaMH [EPXABHOIO KOHTPOMKO  BCTAHOBJIEHO,
AOTPHMAHHSM BMMOr 3aKOHOAABCTBA WOAO 3a0e3nedeHHA M

IBan 3AJZIBOPHUX

(nianuc) (iniuianm Ta npissHuIe)




Cinton Xicnanisa C.JL.

CepTudikaT BiIIOBIIHOCTI

Micniera KoMepIIiiiHa Ha3Ba:

EK3EMEBICTA (EXEMEVISTA)

Howmep PeecTpamiiiHoro mocBijueHHA

. UA/16623/01/01
TKapchKOTO 3aco0y
Howmep BupoGy B kommaHii Synthon: 378119
Howmep cepii: 2302535C

KonneHTparis:

25 mr / Ex3eMecTal

Jlikapcpka opma:

TabneTKN BKPUTI ILTiBKOBOIO 00OIOHKOIO

Po3Mip i THIT TaKyBaHHS:

10 TabneTok y OmicTepi, 3 GrmicTepa y KapTOHHIN KOpoOIIi

BupoOHmua gimsHumsa ADI:

CiHTOH C.p.0.
BpHeHncrka 32 /cp. 597
M. brancko, 67801, Yecrka PecmyOnika

Howmep nireH3ii Ha BUPOOHUIITBO
BUpoOHNYOI AiTEHHIT ADI:

sukls 132091/2021 (GMP)

Bupo6Hmua aimsHums "in bulk":

CigTon Xicmanig, C.JI.
Byn. K/Kactemno, n°1,
Cant boi ge JInobperar,
Bapcenona, 08830 Icnanis

Howmep nirteH3ii Ha BUPOOHUIITBO
BHpOOHHKA BiJITIOBI/1aTLHOTO 3a
BUpoOHHUITBO "in bulk":

TToTouHmit AiiicHUIT HOMep B YKpaiHi:

0438 (ML) /NCF / 1931/001/CAT (GMP)

TToTounmit AiiicHHIT HOMep B €C, 0UiKy€e CXBaleHHS B YKpaiHi:
0438 (ML) /NCF /2317/001/CAT

HEPBIII-IHE Ta BTOPHHHE ITAKYBaHHA!

CinToH Xicmanig, C.JL
Byn. K/Kacremo, n°l,
Cant Boi ge JInobperar,
Bapcenona, 08830 Icnanis

Howmep nireH3ii Ha BUPOOHUIITBO MicCIA

IIEPBHHHOTO Ta BTOPHHHOTC ITAKYBAHHA .

TToTounmit AiiicHUII HOMep B YKpaiHi:

0438 (ML) /NCF / 1931/001/CAT (GMP)

IToTounmii AiiicHHIT HOMep B €C, 0UiKy€e CXBaleHHS B YKpaiHi:
0438 (ML) /NCF /2317/001/CAT

Bepcig: MCOC.ESO1.EMT.tab25.Mistral Capital Management. UA.378119.06.doc

CinToH Xicnadia C.J1. (Synthon Hispanla S.L.) | CIF: ES B-61739645

K/Kactenno 1 | MN.1. Nlac Canixac | 08830 CaHr Boi ge /inobperar, bapcenoHa | Icnauia (C/ Castelld 11P.1. Las Salinas | 08830 Sant Boi de LLobregat

Barcelona | Spain) Ten. +34 936 401 516 | ®akc: +34 936 401 146
www.synthon.com | 3apeecTpoBaHa y Toprosomy peectpi BapcenoHu 3a Homepom B-184.023, apryw 43, Tom 30.987, sanuc




Cinton Xicnanisa C.JL.

CepTHdikaT BiAIOBIIHOCTI

cTop. 2/2

BiamoriganbHII 3a BHITYCK cepil:

CinroH Xicmanig, C.JL
Byn. K/Kacrenmno, n°1,
Camnr boi ge JInobperart,
Bapcenona, 08830 Icnanis

Howmep nirteH3ii Ha BUPOOHUIITBO
BUPOOHHKA BiJTIOBiTaTLHOTO 3a BUITYCK
cepii:

TToTounuii fificHuil HOMep B YKpaiHi:

0438 (ML) / NCF / 1931/001/CAT (GMP)

IToTounuii fificauii HoMep B €C, 0UiKye cXBalleHHA B YKpaiHi:
0438 (ML) / NCF /2317/001/CAT

Po3Mip cepii TOTOBOTO MPOIYKTY: 3250 ymo.
Ne BIIIOBITHUX BiJIXIUIEHE: NA
Pemapxu / koMeHTapi NA

1T 3acBiuyI0, IO HaBe/leHa BUIIle iHQOpMallis € ayTeHTHYHOIO Ta I0CTOBIPHOIO.

ITs cepis mpoxykmii Oyla BHTOTOBIEHA, BKIIOUANOUH ITAKYBaHHA (AKIIO e MOXHA 3acCTOCYBATH JIO JIAaHOTO
BIHIIa/IKY) Ta IPOBe/IeHHS KOHTPOIIO AKOCTi Ha BHIIE3raJaHoOMy MicIi (MicIisx) BimoBigHO Ao BiMor EU GMP
MiCIIEBOTO PeTyIATOPHOTO OpPTaHy Ta BiIOBITHO /10 chieludikaiiil, 3a3HaueHHX Vv PeecTpaniiiiHoMy MOCBiTUeHHI
JiKapchKOT0 3aco0y KpaiHH-iMIopTepa, i 0 OyIb-AKHX J0JaTKOBHX BIMOT, Y3TO/DKeHUX B YTOi PO AKICTh.

Jlikapceka cyOcTaHIia Ex3eMecTan BHPOOIAEThCS BiAMOBiAHO g0 BHMor unHHOro GMP. Byno mepeBipeHo Ta
BCTaHOBJIEHO, IO JOKYMEHTH 3 00pOoOKII, TaKyBaHHA Ta aHali3y cepii BimoRifaroTs BiiMoraM EU GMP.
IIpoayxT BiAmoRBifae yiHHNM ocHOBHUM IpuHInnaM BSE/TSE. Bynp-sike BigxXmieHHs 0y10 IpoaHali30BaHO i
3aJIOKyMeHTOBaHO. /{111 Oy/Ib-IKOTr0 BiTXUJIeHH, Ke MOKe BILTHBATH Ha AKICTh Ta/abo Ha Ge3neKy MPOIyKTy
(3HauyIIe BigXIIeHHA), J0Ja€ThcA 3BIT Jjo CepTH(ikaTa BiIMOBITHOCTI.

V moenHaHHI 3 BiamoBigHmM CepTH(IKaTOM aHaTi3y ILell JOKyMeHT € cepTH(]IKaIli€elo SKOCTI IS HaJaHHA
JIO3BOJIY Ha BHITYCK Cepil /Ui BHIle3a3HaueHOI cepii mpemapary.
Cepis Bignorigae Cnenngikanii CFPS.NUS.67177 (1,0) Ta Bumyckaethes s Mistral Capital Management, UK

Ta A5 TepuTopii YKpainu

Iigmuc: / ionuc /
Jlaniens [Tackay

VnoBHOBakeHa ocoba

Jara: 27 munag 2023

YnoBHoBaskeHa ocoda kommaHii Synthon Hispania S.L.

Bepcig: MCOC.ESO1.EMT.tab25 Mistral Capital Management.UA.378119.06.doc

CinToH Xicnadia C.J1. (Synthon Hispanla S.L.) | CIF: ES B-61739645
K/Kactenno 1 | MN.1. Nlac Canixac | 08830 CaHr Boi ge /inobperar, bapcenoHa | Icnauia (C/ Castelld 11P.1. Las Salinas | 08830 Sant Boi de LLobregat
Barcelona | Spain) Ten. +34 936 401 516 | ®akc: +34 936 401 146
www.synthon.com | 3apeecTpoBaHa y Toprosomy peectpi BapcenoHu 3a Homepom B-184.023, apryw 43, Tom 30.987, sanuc



Synthon Hispama, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spamn

Tel. +34 936 401 516

Fax +34 936 401 146
www.synthon com

Ceprudikar aHaaizy

Crop. 1 3 2|

EK3EMEBICTA 25 mr Ta0/1eTKH BKPHTI ILTIBKOBOIO 00010 HK OO

Homep cepii : 2302535C
Homep BHpoOY : 378119
Tepmin npEIATHOCTL : YepBens 2026 p.

BupoOHHYA JiTEHANA

: CinTon Xicnanig, C.JI.

JaTta BupoOHHNTBA: 08 wepBHA 2023p.

Jocaigxenns PesyabTaTH Kpurepil npuiimanas
JKOBTi, ABOOIYKIII, KpYTIIi TabJIETKIL,
30BHIIIHIIT BUTTIAT Biamosgigae BER H.Ti IUHBKOBOIO 0607IOHKOI0 3 -
rpasiroBaHHIM «E9MT» Ha o/IHIII CTOPOHI 1
«25» Ha IHIIin
PozmireHHS
MiHimMansHe 96%
MaxkcnmMansHe 103%
Cepemre 99% >75% (Q) 3a 30 XBILTHH
KITBKiCTh IPOTECTOBAHIX OIHHIIb 6
BHCHOBOK Bigmosinae, S1
IgeHTHOIKAIA eK3eMecTaHy
BEPX uac yTpIMaHHS Biamosgigae CniBnagae i3 cTaHIapTHHM PO3YHHOM
TIIIX BemmUNHA VTPIMAaHHSI BimoBsinae CriBmazgae i3 cCTaHTAPTHIM PO3THHOM

KinpKicHe BIBHAYCHHS CK3eMECTaHy
BEPX
BEPX (% 3asgBICHOT'0 BMICTY)
OmHOpPIIHICTE J030BaHHX OIHIIIH

MinimyMm (% Big 3asgBICHOTO Ha €THKETII)
MakcmmyM (% Bin 3agBIEHOTO Ha CTHKETIIL)
Cepemns BemmanHa (% Bij 3agBICHOTO Ha €THKETIIN)

BigHOCHE CcTaHIapTHE BiIXIUICHHS
IIpiiiMaibHe THCIIO0
KIIbKICTh JOCTIKEHIIX OJIIHHIb
Jomimkn BEPX
G#907
G#910
HaiibineIna HeineHTH(iKOBaHa TOMIIITKa
CymMa JOMITIIOK
MikpoObionoriusa gIcToTa

3aransHa KiIbKiCTh aepOOHIIX MIKpOOpTraHi3MiB

(TAMC)

3araisHa KiIbKiCTh aepOOHIIX MIKpOOpraHi3MiB

(TAMC)
Escherichia coli
IneHTH(IKAIA JOTTOMIKHIIX pEeYOBHH
TuraHy JioKCIg
3amiza OKCIL

25,2 Mr/TabneTKy
101%
Biamosigae

97,9 %

102,0%

100,7 %

1.2 %

2.9

10

<0,05%
<0,05%
<0,05%
<0,05%

<10KVYO/T

<10KVO'T

Bimmorinae

Bimmorinae
Bimmozrinae

I cepis Binmopinae Crenmikanii CFPS.NUS.67177 (1.0).

23,8-26,3 MI/TabIeTKY
(95-105%)
Bimmogigae Bumoram €8p.@apm.2.9.40

<15.,0

<0,3%
<0,5%
<0,2%
<1,0%

<1000KYO/r

<100KYO/r
BiacyTHicT B 1T

Bimmorinae
Bimmozrinae

K Bimano: JIimi I'iMenes BeHiTes,
®axiBenp 3 axocti (PEJII3)

Jara Bugaui: 21 mmmsa 2023p.
Ile eneKTPOHHINT MiIIIIC.

3eim: 217264 ama: 21 nunna 2023p./14:45:08 Bio: LW7 Prodiiction




Synthon Hispania S.L.
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Synthon

Certificate of Conformance
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Local trade name: EXEMEVISTA

Marketing Authorization number: UA/16623/01/01

Synthon item number: 378119

Batch number: 2302535C

Strength: 25mg / Exemestane

Dosage form: Film-coated tablets

Packaging size and type: 10 tablets per blister; 3 blisters per carton box

Manufacturing site API:

Synthon s.r.o.,
Bmenska 32/cp. 597,

Blansko, 67801, Czech Republic

Authorization number of Manufacturing site
API:

sukls 132091/2021 (GMP)

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.L.
C/Castello, n°1,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of Manufacturing site
Bulk Drug Product:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2317/001/CAT (GMP)

Primary and secondary packaging site:

Synthon Hispania, S.L.
C/Castello, n°1,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Manufacturing Authorization number of
primary and secondary packaging site:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2317/001/CAT (GMP)

Version: MCOC.ESO1.EMT.tab25 Mistral Capital Management.UA.378119.06.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castello 1 | P\ Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania S.L.

Certificate of Conformance

page 2/2

Responsible for batch release documentation | Synthon Hispania, S.L.
and address: C/Castello, n°1,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of site responsible for | Current valid number in UA:

batch release documentation: 0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2317/001/CAT (GMP)

Batch size finished product: 3,250 Pack
Number of relevant deviations: YN
Remarks / comments: NA

I hereby certify that the above information is authentic and accurate.

This batch of product has been manufactured including packaging (if applicable) and quality control at the
above mentioned site(s) in full compliance with EU GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the Importing country, and any additional
requirements as agreed upon in a Quality Agreement.

The drug substance Exemestane is produced according to current GMP.

The batch processing, packaging/labeling and analysis records were reviewed and found to be in
compliance with EU GMP.

The Product complies with the current BSE/TSE guidelines.

Any deviation has been assessed and documented. For any deviation that might have an influence on the
quality and/or safety of the product (relevant deviation), a deviation report is added to the CoC.

In combination with the corresponding Certificate of Analysis the document forms the quality batch
release certification for sales for the above detailed product batch.

The batch complies with CFPS.NUS.67177 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: i

Signature: - Date: 2 7 JUl 2“23
SCAU
QUALIFIED pERg o

Qualified Person Synthon Hispania S.L.

Version: MCOC. ES01.EMT.tab25.Mistral Capital Management.UA.378119.06.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castello 1 | Pl Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcién 1




Synthon Hispania, SL
¢/ Castelld, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146
www.synthon.com

Certificate of Analysis

Synthon

Page 1 0f 2

EXEMEVISTA 25mg film coated tablet

Lot Number : 2302535C
Item Number . 378119 Date of Manufacture ¢ 08-Jun-2023
Expiry Date : Jun-2026
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies Yellow film-coated biconvex
round tablets, debossed with
"E9MT" on one side and "25"
on the other side.
Dissolution
Minimum 96 %
Maximum 103 %
Average 99 % > 75 % (Q) in 30 minutes
Number of units tested 6
Conclusion Complies, S1
Identification exemestane
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Assay exemestane
HPLC 25.2 mg/tablet 23.8 - 26.3 mg/tablet
HPLC (% of label claim) 101 % (95 - 105%)
Uniformity of dosage units Complies Complies with Ph.Eur. 2.9.40
Minimum (% of label claim) 97.9 %
Maximum (% of label claim) 102.0 %
Average (% of label claim) 100.7 %
RSD 1.2%
Acceptance Value 29 <150
Number of Units Tested 10
Impurities HPLC
G#907 <0.05% <03 %
G#910 <0.05% <0.5%
Largest unspecified impurity <0.05% <02%
Total impurities <0.05% <1.0%
Microbial contamination
Total aerobic microbial count (TAMC) <10 CFU/g <1000 CFU/g
Total combined yeasts/moulds count (TYMC) <10 CFU/g <100 CFU/g
Escherichia Coli Complies Not present/g

Report: 217264 Date: 21 Jul 2023/14:45:08 From: LW7 Production




Synthon Hispania, SL

¢/ Castelld, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146

www.synthon.com

Certificate of Analysis Page 2 of 2

Synthon

EXEMEVISTA 25mg film coated tablet
Tests Results

Lot Number: 2302535C
Acceptance Criteria

Identification of excipients
Titanium dioxide Complies

Iron oxides Complies

This batch complies with the specification set in CFPS.NUS.67177 (1.0).

Complies

Complies

Issued by : Lili Giménez Benitez
QA SHIS Specialist (RELEASE)

Date of Issue :  21/Jul/2023
This is an electronic signature

Report: 217264 Date: 21 Jul 2023/14:45:08 From: LW7 Production
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