HNEPKABHA CJYXBA 3 JIIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanii Ceitanunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BHUCHOBOK
npo sikicTh BBe3eHOro B Ykpainy jikapeskoro 3acoby

17.08.2023 Ne 41834/23/26

EK3IEMEBICTA

(HAFMCHY BAHHA JHKAPCKKONO 3acoBy 31110 3 peeeTpaltifinuM nocRLCHHAM)
TabaeTky, BKPpHTI NIIBKOB0I0 0060/10HK010, 10 25 Mr, 1o 10 rabaerox y Gaicrepi; no 3
dJiicTepn B kapronuiii kopobui

(popma BrIyCKY, D03YBAHHS, BUI NAKYBaHHs JIKapPChKOro sacoly)
Howmep peectpauiitnoro nocsinsennsn UA/16623/01/01 erpox aii peectpauifitioro nocsinuenns HeOOMEMKEHUH
Cepis nikapcbkoro sacoby Ne 2302535C KinbkicTh BBE3€HOTO NiKapeskoro sacofy 3250

Bupobruk Cinron Xicnanis, C.J1., lenauig

(nalimenysanns supobunka nikapchbkoro sacoby, kpaia NoXoMKeHs)

Bseseno s Vxpainy TOBAPUCTBO 3 OBMEXEHOIO BIJITOBIAAJBHICTIO
"BYCT ®APMA", ineur. won: 44107410

(ualimeitypanns ta kot 3a CIAPTTIOY opuanuuoi ocobu ao npissuiue, iM'y, no Gavskosi dizuunof
0coBU - mianpHeMus, 1 Micue npowkKparns Ta peecrpatlitntii nomep o67ikoBol KapTKH MIATHHKA
noaarkis abo cepis Ta HoMep nacnopTa)

Mporoxon sisyansioro kowrposo sin 17.08.2023 N 2425/8.

:’\1
3a  pesyabTaTaMH  IEPXKaBHOTO  KOHTPOJKO  BCTAHOBJEHO, uzg nikapcoiuit  3aci®  sseseno 8 Ykpaiwy 3
,aOTlevlaHl-IHM BUMOT 3aKOHOARBCTRA LLOAO 3a6e3neyeHHs 7 cogTi sikapcbKUx 3acobip.
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IBan 3AABOPHHUX

(nianue) (initianm ta npispyle)
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Synthon Hispania, SL

o4 Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146
www.synthon.com
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Synthon Hispania S.L.

Certificate of Conformance

Local trade name:

EXEMEVISTA

Marketing Authorization number:

UA/16623/01/01

Synthon item number:

Batch number:

Strength:

25mg / Exemestane

Dosage forn

Film-coated tablets

Packaging size and type:

10 tablets per blister; 3 blisters per carton box

Manufacturing site APL

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

Blansko, 67801, Czech Republic

Authorization number of Manufucturing site
APL:

sukls 13209172021 (GMP)

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.1.
C/Castello, n°1,
Sant Boi de Llobregat,

Barcelona, 08830, Spain

Authorization pumber of Manufacturing site
Bulk Drug Product:

Current valid numiber in UA:
0438 (ML) NCF/1931/00/CAT (GMP)
Current valid number in EU, pending approval in UA:

0438 (ML) NCE2317/00/CAT (GMP)

Primary and secondary packaging site:

Synthon Hispania, §.1..
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 (MLY NCF/1931/001/CAT (GMP)
Current valid number in EU, pending approval in UA:

0438 (ML) NCF/2317/001/CAT (GMP)

Vergion: MCOCESOTEMT tab25 Mistral Capital Management. UA.378119.06.doc

Synthon Hisparda 8.0, | CiF

07 Castalid 1 [ P L 830 Hant Boi de Livbregat | Barcslona |

wyww.synthorueom | Insoriia en o Registro Mercantil de Bare
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Synthon Hispania S.L.

Certificate of Conformance

page 2/2

Responsible for batch release documentation | Synthon Hispania, S.1..
and address: C/Castello, n°l,
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 {inished product: 3,250 Pack
Number of relevant deviations: A
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 (o be in
compliance with EU GMP.

The Product complies with the current BRE/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: Ukraine.

Signature: s - i ORI
ANIECPASCAU
QUALIFIED pERS A

Qualified Person Synthon Hispania S.L.

Date: 2.7 JuUL 2023

Version: MCOC,

ESOLEMT tab25 Mistial Capital Management. LUA.378119.06.doe

SBynthon Hispania S.1. | CIF: ES-H1730845

4 936 401 518 | Fax +34

stro Mercantil de Barcelona en 1 hala ndimero B-184.083, foio 43, tony




Synthon Hispania, SL.

¢/ Castells, 1

0&830 Sant Boi de Llobregat
Barcelona - Spain

Tel, +34 936 401 516

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

Certificate of Analysis

Page 1 of 2

EXEMEVISTA 25mg film coated tablet

Lot Number © 2302535C
Item Number L 378119 Date of Manufacture v 08-Jun-2023
Expiry Date o Jun-2026
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies Yellow film-coated biconvex
round tablets, debossed with
"EOMT™ on one side and "25"
on the other side.
Dissolution
Minimum 96 %
Maximum 103 %
Average 99 % 275 % (Q) in 30 minutes
Number of units tested 6
Conclusion Complies, 81

Identification exemestane

HPLC retention time Complies
TLC retardation factor Complies

Assay exemestane

HPLC 25.2 mg/tablet
HPLC (% of label claim) 101 %
Uniformity of dosage units Complies
Minimum (% of label claim) 97.9 %
Maximum (% of label claim) 102.0 %
Average (% of label claim) i 100.7 %
RSD 1.2 %
Acceptance Value 2.9
Number of Units Tested 10
Impurities HPLC
GH#H907 <0.05%
G#H910 = 0.05%
Largest unspecified impurity < 0.05 %
Total impurities <0.05 %

Microbial contamination

Total nerobic microbial count (TAMC) <10 CFU/g
Total combined yeasts/moulds count (TYMC) <10 C¥Ulg
Escherichia Coli Complies

The same as standard prep.

The same as standard prep.

23.8 - 26.3 mg/tablet
(95 - 105%)
Complies with Ph.Eur. 2.9.40

<15.0

<0.3 %
<05%
<0.2%

= 1.0 %

<1000 CFU/g
<100 CFU/g
Not present/g

Report: 217264 Date: 21 Jul 2023/14:45:08 From: LW? Praduction




Synthon Hispania, SL

of Castelld, 1 .
08830 Sant Boi de Llobregat o ,
Barcelona - Spain i .
Tel. +34 936 401 516 Synthon

Fax, +34 936 401 146 E

www.synthon.com

Certificate of Analysis ' Pigd ot
EXEMEVISTA 25mg film coated tablet Lot Number:  2302535C
Tests Results Acceptance Criteria
Identification of excipients
Titanium dioxide Complies Complies
Iron oxides Complies Complies

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

Issued by :  Lili Giménez Benitez Date of Issue :  21/Jul/2023

QA SHIS Specialist (RELEASE) This is an electronic signature

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