i

AEPKABHA CJIY)KBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHUEBI

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

BHCHOBOK
npo sIKiCTh BBe3eHOro B YKpaiHy Jiikapcbkoro 3acoly
05.10.2023 Ne 50382/23/26
JIETPO30.I - BICTA AC _

(HalMeHyBaHHA NiKapCchKOro 3acoby 3riIHO 3 peceTpallifHuM NOCBIIYEHHAM )
TabaeTkn, BKPUTI NJ1iBKOBOI0 060s10HK0I0, 10 2,5 mr; no 10 Tabaerok y Gaicrepi, no 3
Osicrepu B kKapToHHil Kopobui

(thopma BrMycKy, 103yBaHHS, BWL NaKyBaHHA NikapcLKoro 3acoby)
Homep peectpauiftioro noceimuenns UA/19382/01/01 ctpok aif peectpauiiinoro nocsinuenns 02.07.2027
Cepis nikapcbkoro 3acoby Ne 2303135A Kinskicts BBe3eHoro nikapcskoro sacoby 32732

Bupo6Huk Cinron Xicnanis, C.J1., Icnanis

(HaliMenyBanHa BHpoOHHKA NikapceKoro 3acoly, kpaiia NoXoKEHHS)

Beeseno B YVkpaiHy TosapucTBo 3 o6mexenoro sianosinansuictio "BYCT ®APMA",
inenT. koa: 44107410

(Haiimenysanns Ta koa 3a €JIPTIOY wpxaw4Hoi ocobu abo npissuuie, iM's, 1o 6arbkosi
(hiznynoi ocobu - nianpuemus, il Micle NPOKMBAHHA Ta peccTpauiiinui Homep o6nikosol
K2pTKH niaTHuka noaarkis abo cepis Ta HoMep nacnopra)

IMpoTokoa Bisyansuoro koutpoaio sin 05.10.2023 N 3085/2.

3a pesyabTaTamu AEPHKABHOTO KOHTPONIO BCTAHOBJEHO, WO Jikapchkuid 3acid BBeseHo B YKpaiHy 3

AOTPHMAHHAM BMMOI 3aKOHOJABCTBA WOAO 3a0e3neveHHs A nikapcbkux 3acobis.
B % Muxona XOJIOZIEHKO
rauyﬂei:mq‘aorcri HTPO/IIO) (nianuc) (iniuianm Ta npiseniue)




Cinton Xicnania C. JL.

CepTtudikaT BIANOBITHOCTI

MicrieBa TOproBa Ha3Ba: JETPO30.JI-BICTA AC
Homep PeecTparniitHOTO MMOCBLTICHHS: UA/19382/01/01

Homep BupoOy kommanii «CIHTOH» 396528

Howmep cepii: 2303135A

Jlo3yBaHHA: 2,5 mr / JIetposoun

Jlikapcbka ¢opma:

TabneTkn BKPUTI ILTIBKOBOK 000IOHKOIO

Po3Mip 1 THIT YIITAKOBKH:

10 Tabnetok y Omictepi, 3 OimicTepa B KapTOHHII KOpoOITl

Bupobuux ADI:

CIHTOH c.p.o.
BpHenceka 32/mm. 597,
brancko, 67801
Yecpka PecrryOiika,

Howmep minensii Bupobauka ADI:

Sukls132091/2021 (API GMP)

Bupobnmaa auresHuIg "in bulk":

CinToH Xicmanig, C. JI.
K/Kactemmo, Nel,

CanT Boi nie JImobperar
Bapcenona, 08830 Icmmanis

Howmep ninensii Ha BUpOOHUIITBO
BHpoOHMYOI quUIbHHMI "in bulk":

ITotounuii aificHuit HoMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)
ITotounuii mificHuit HoMep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

JIUIHKa TIEpBUHHOTO Ta BTOPMHHOT O
MaKyBaHHSA

CinToH Xicnanig, C. JI.
K/Kactemmo, Nel,

Canrt boi e JImooperar
Bapcenona, 08830 Icanis

Howmep minensii Ha BUpOOHUIITBO JUISIHKH
MIEPBHHHOTO Ta BTOPUHHOTO ITaKyBaHHA:

ITotounuii aificHIit HoMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)
ITotounuii aiicHuit HoMep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

BimoBiaabHUI 3a JJOKYMEHTAITII0 Ha
BHITYCK Cepii:

CinToH Xicnanig, C. JI.
K/Kactemmo, Nel,

CanT Boi jie Jlmobperar
Bapcenona, 08830 Icmanis

Howmep minensii AUITHKH, BIIIOBLIaTbHOL
3a JOKYMEHTAIlI}0 Ha BHITYCK cepii:

ITotounuii aificHIit HOMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)
ITotounuii aiicHuit HoMep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

Bepcia: MCOC.ES01.L.OO.tab2,5. Mictpan Kenitan Menem#meHT. UA.396528.03.doc

XicnaHifa C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B IcnaHii- Kappep Kactenno 1| ML Nec Canidec | 08830 CaHT-Boii-ae-TinobperaT | bapcenoHa | lcnawis | Ten.: +34 936 401 516 dakc: +34 936 401 146

(C/Castello 1] PJ.Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
www synthon.com | 3apeecTpoBaHa y ToBapHOMy pPeeCTpi BapcenoHi 3a HoMepom B-184.023, cTopiHka 43, Tom 30.987, 3anuc 1




Synthon

CinToH Xicnanisa C. JL.

CeptudikaT BIITOBIIHOCTI

CropiHka 2/2
Po3mip cepii: 32732 y11.
KiIBKICTE BIAIIOBIIHUX BIIXHIIEHB! NA
Pemapku / KoMeHTapi: NA

ITiM £ 3aCBiTYYIO TOYHICTE i JOCTOBIPHICTH BHINEHABEACHOI iH(p opMaIIii.

ITro cepito mpoxaykmii Oy70 BHpoOnIeHO, BKIIOYAIOYN MTAKyBaHHS (AKIO ITe IepeadadeHo) Ta KOHTPONb SKOCTI, Ha
BIINE3a3HaYeH II(HIX) OiIgaHIi(Kax) y MOBHII BiAmoBigHOCTI o BuMor HanexHol BupoOHI4oi mpakTikn €C Ta BIMOT
MicCIleBOro PeryIsaTopHOro opraHy, a TaKoX J0 cHenmmgikamiil, BHKIageHnX vy PeecTparfiilHoMy IIOCBITUCHHI KpalHi-
iMIopTtepa, Ta OyIb-AKIIX 10JaTKOBHX BIIMOT, ITOTOIKCHIX V JJOTOBOpI PO AKICTB.

BupoOHIITBO TiKapchKOI pedoBHHI JIeTp030 3MilICHIOETECS BIIIOBIAHO M0 mifouol HamexHol BIIpoOHITdol IpaKTHKIL.
3BiTHICTh m0A0 00poOKI, NMaKyBaHHA/MapKyBaHHA Ta BINPOOYBaHHA cepiil Oyia IeperlIHyTa i BH3HaHA TaKolo, IO
BimmoBimae BiMoram HamexHoi BiipoOHIrdol mpaktnk €C.

IIpemapaT BiATIOBiZaEe MiOYNM KEpIBHIM NpPHHINIIAM IIOA0 TI'yOuUacTol eHIedanomaTii BeImKol poraroi XymoOm /
TPaHCMICHBHOI CIIOHTi(hopMHOI eHIeamonaTii. Yci BiIXIUICHHS OI[IHEHO Ta 3aJ0KyMeHTOBaHO. CTOCOBHO OVIB-SKOTO
BIIXIUICHHA, fKe MOXKe BIDINHYTH Ha AKICTh Ta/abo Oe3meky mponaykmii (BimmomimHe BimxivieHHS) mo Ceptudikara
BiJIIOBITHOCTI TOAa€THCA 3BIT PO BiIXIUICHHS.

PazowM 3 BigmosiguimM CepTidikaToM aHaIi3y LIeil JOKYMEHT € cepTH(IKAIli€r0 SKOCTI I HaJTaHHS JO3BONY Ha BHITYCK
cepii A BHINE3a3HAYCHOI cepii mpemapaty.

Cepia BigmoBigae Cnenmdikamii CFPS.NUS.64653 (1.0) Ta BumyckaeTbes maaa: Mictpan Kemitanm MeHemKMEHT
JlimiTen, Ta s TepuTopii YKpaiHi.

IItam: / VhoeHogasceHa ocoda IlIram:
Iligmic: _/nionuc/ Hata: /19 eepecna 2023 p./
Hawnienw Iackay

VnosHoBa:xkeHAa ocoda «CiHnToH Xicmania C. JL.»

Bepcis: MCOC.ES01.LOO.tab2,5. Mictpan Kemitan MeHemxveHT. UA.396528.03.doc

Xicnakis C.J1.» (Synthon Hispania 5.L.) | CIF: ES-61739645

Anpeca B Icnanii- Kappep KacTtenno 1| ML Jlec Canidec | 08830 CaHT-Boii-ae-TinobperaT | bapcenoHa | lcnawis | Ten.: +34 936 401 516 akc: +34 936 401 146
(CiCastello 1] P..Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHi 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1




Synthon Hispania, SL

c/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401516

Fax. +34 936 401 146
www.synthon com

Synthon

Ceprudikar aHajizy CGrop-1.31
Jlerpo3oa-Bicta AC 2,5 Mr Ta0JIeTKH BKPHTI IUTIBKOBOIO 000 I0HKOIO
Howmep cepii :2303135A
Homep Bupo0O : 396528
_p ooy ) JlaTa BUTOTOBIEHHA : 17 mumas 2023 poky
TepMiH IPHIATHOCTL : muneHs 2026 poKy
BupobHn9a JimsHHITSL : Cinron Xicnagig, C. JL.
BunpooyBaHHS PesyasTaT Kpurepii npuiiHaTHOCTI
30BHIIIHIIT BHTIIA Biamnosigae JKOBTI, KpyTIi, IBOOIIVKIIi TabIeTKIL,
BKPHTI IUTIBKOBOIO 000JIOHKOIO, 3
THCHeHHIM «L900»3 omHOro OOKY i
«2,5»3 IHII0TO.
Yac posmagaHHs
KiTBKiCTh ITepeBipeHIX OOHHHITb 6
KiTBKiCTh OJMHIIE IO HE PO3MAJa€ThCA 0
Makc1MaIbHINT <2 XB
Cepenne Biamnosigae <15xB
InenTndikamia (JIetposzom)
BEPX gac yTpiMaHHS Bigmogigae CriBmagae i3 cTaHTAPTHIM PO3UIHOM
TIIIX Ben4Ha YTpHUMaHHS Bigmogigae CriBmagae i3 cTaHTAPTHIM PO3UHHOM
KinekicHe Bu3HaueHHA (JIeTpo3om)
BEPX 2.47 Mr/Tabmn. 2.,38-2,62Mr/TabeTKa
BEPX (% 3asBIICHINI Ha €THKETII) 99% (95%-105%)
OIHOpPITHICTE J030BaHHX ONIIHIIIb Biamnosigae Bigmogizae ct. 2.9.40 €Bp. ®apmarorel
MinimyM (% BiJ 3asSBJICHOTO Ha €THKETIIL) 96,8%
MaxkcimyM (% BiJ 3a9BICHOTO Ha €THKETIII) 98.,4%
Cepemna BemmanHa (%o Bil 3agBICHOTO Ha €THKETITI) 97.5%
BifHOCHE cTaHIapTHE BiOXIUICHHA 0,6%
TToKa3HIIK IIPHIATHOCTI 23 <150
KiIBKICTE IPOTECTOBAHIIX ONIHIIIb 10
Jominrki
(momimka A) <0,05% <0,3%
(momimnka B) <0,05% <0,2%
Haii6ineIma HeineHTH(GiKOBaHa JOMIIITKA <0,05% <0,1%
CyMa JoMIIIIoK <0,05% <0,8%

MikpoObionoriqsa gicTora
3araipHa KiIBKiCTh aepoOHIX MikpoopraHiszmis (TAMC)

3araipHa KiIBKICTh JPIKIKOBIX Ta ILTICHABIX TPHOIB
(TAMC)
Emepnxis xodmi

He nposoauscs
He nposoauscs

He nposoauscs

<1000 KYO/r
<100KVO/r

BigcytHa/T

I cepis Binmosinae crermudikamii CFPS.NUS.64653 (1.0)

JIim I'iMeHe3 BeHiTe3s,
crierianicT 3 skocTi (PEJII3)

Bupano:

Jata Bujauai: 19 Bepecus 2023 poky
ITe eneKTpOHHMIT IiAIIIC.

3eim: 220331 Jama: 19 eepecrsa 2023 p./15:18:20 Bio: LW7 Prodiiction




Synthon Hispania S.L.

Synthon

Certificate of Conformance

Local trade name:

LETROZOLE-VISTA AC

Marketing Authorization number: UA/19382/01/01
Synthon item number: 396528
Batch number: 2303135A

Strength:

2.5mg / Letrozole

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.,
Brnenska 32/cp. 597,
Blansko, 67801
Czech Republic

Authorization number of Manufacturing site
APL:

sukls 132091/2021 (API 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/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2344/001/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/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2344/001/CAT (GMP)

Responsible for batch release documentation
and address:

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

Sant Boi de Llobregat,
Barcelona, 08830, Spain

. Authorization number of site responsible for
batch release documentation:

Current valid number in UA:
0438 (ML)/ NCF/2225/001/CAT (GMP)
Current valid number in EU, pending approval in UA:

0438 (ML)/ NCF/2344/001/CAT (GMP)

Version: MCOC.ES01.LOO.tab2.5.Mistral Capital Management.UA.396528.03.doc

Synthon Hispania S.L. | CIF: ES-61739645

C/ Castelld 1 | PI. 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.

Synthon

Certificate of Conformance

page 2/2
Batch size finished product: 32,732 Pack
Number of relevant deviations: Vs
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 Letrozole 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.64653 (1.0) and is released for Mistral Capital Management
Limited, UK, and for territory: Ukraine.

Signature: @ Date: 1 9 SEP 2023
N
DANIEL PASCAU
QUALIFIED PERSON

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.LOO.tab2.5 Mistral Capital Management.UA.396528.03.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | PI. 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, SL

¢ Castello, 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 of 2

Letrozole-Vista AC 2.5 mg tablet

Lot Number 1 2303135A
Item Number 1 396528
Expiry Date . Jul-2026

Manufacturing Site

. Synthon Hispania S.L.

Date of Manufacture

. 17-Jul-2023

Tests Results Acceptance Criteria
Appearance Complies Yellow, round, biconvex
film-coated tablets. The tablets
are debossed with "L90O" on
one side and "2.5" on the other
side
Disintegration time
Number of units tested 6
Number of units fail to disintegrate 0
Maximum <2 min
Conclusion Complies < 15 minutes
Identification (Letrozole)
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.

Assay (Letrozole)
HPLC

HPLC (% of label claim)
Uniformity of dosage units
Minimum (% of label claim)
Maximum (% of label claim)
Average (% of label claim)
RSD
Acceptance Value
Number of Units Tested
Impurities
{compound A)
(compound B)
Largest unspecified impurity
Total impurities
Microbial contamination
Total aerobic microbial count (TAMC)
Total combined yeasts/moulds count (TYMC)

Escherichia coli

2.47 mg/tablet
99 %
Complies

96.8 %

98.4 %

97.5 %

0.6 %

23

10

<0.05 %
<0.05 %
<0.05 %
=0.05 %

Not Performed
Not Performed

Not Performed

This batch complies with the specification set in CFPS NUS.64653 (1.0).

2.38 - 2.62 mg/tablet
(95 - 105 %)
Complies with Ph. Eur. 2.9.40

=15.0

<03%
<02%
=0.1%

=0.8%

= 1000 CFU/g
< 100 CFU/g

Not present/g

Repore: 220331 Date: 19 Sep 2023/15:18:20 From: LW7 Production




Synthon Hispania, SI
¢ Castello, 1
08830 Sant Boi de Llobregat
Barcelona - Spain
Tel. +34 936 401 516
Fax. +34 936 401 146
www.synthon.com
Page 2 of 2

Certificate of Analysis

Synthon

Letrozole-Vista AC 2.5 mg tablet Lot Number: 2303135A
Issued by : Lili Giménez Benitez Date of Issue :  19/Sep/2023
QA SHIS Specialist (RELEASE) This is an electronic signature

Repori: 220331 Date: 19 Sep 2023/15:18:20 From: LW7 Production




JNEPKABHA CIIY/KBA 3 JJIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUCBI

npos. Hanit Ceitnnunof, 3. 02099, ten. (044) 295-26-85
E-mail: dls.kvivi@dls.gov.ua. Koa CJIPTTIOY 37079055

BUCHOBOK
: Npo SIKICTh BBE3CHOr0 B YKpaiHy JiKapcbKoro 3acody

12.07.2024 Ne 35797/24/2611

JIETPO30.JI - BICTA AC

(HAAMEHYBAHHA JHIKAPCHKOIO 3aC00Y 31'UIHO 3 peCCTpautiiiiiM IOCBLMCHHAM)
TabaeTkn, BKPUTI NJIIBKOBOI 000J10HK010, 110 2,5 mr; o 10 Tabaerox v daicrepi, o 3
OaicTepu B KapToHHii Kopodui

((hopma BHIYCKY. J03YBAHHS. BIL AKYBAHIS HKLPCHKOTO 3ac00y )
Homep peecrpauiiinoro nocsinuenns UA/19382/01/01 crpox aii peectpauiiinoro nocsinuenns 02.07.2027
Cepis nikapcekoro 3aco0y Ne 2304573B KinbkicTs BBe3eHOro Jikapeskoro sacody 12000

BupoGuuk Cinton Xicnanis. C.JIL.. lenanis

(HafiMeny panys BUPOGHHKD JIKAPCLKOTO 3aC00Y, KPATHA HOXOTKCHIN)

Baeseno B Ykpainy Tosapucerso 3 oomexkenoto BitnosinaibuicTio "BYCT ®APMA"
inent. kon: 44107410

(naiimenysanna ta ko 3a CIAPHOY wopuimanoT ocolin abo npissuine, iv's, no Satbeosi Gpisnano?
0co0M - niAnpreMIE. T MiCHe NPOKHBAHHS Ta peccTPaiifiHUil HOMEP 0O1IKOROT KAPTKH 1IaTHHKA
0,1 TKIB a0 cepis T HOMEP nacnopra)

[MpoTtokoa Bisyansuoro koutposo sin 12.07.2024 Ne 2398/3.

3a  pesyabTataMu  JIEPKABHOIO  KOHTPOIIO  BCTAHOBIECHO, WO Aikapchkuii  3acid  seeicno B Ykpainy 3

AOTPHMAHHAM BMMOT 3aKOH01ABCTRA 11010 3ade3neuciing SKoCTi Nikapehfnx sacodis.

Havajnbuuk Ly _ Murona XOJIOJIEHKO
f _-.H';E?.E%Fl?%"g:“l"ﬁib‘ﬁkﬁ?{"'P*‘-"N (niznne) (ilIiIlI(I.;II“;}.'I“;E-[-\Ii"jll.lll.l-l-l;‘-;“

*

(nocanosa ocoda




JAEPKABHA CJIYXKBA 3 JIIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

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

BUCHOBOK
Npo AKICTH BBE3CHOI0 B YKpaiHy JiKapcbKoro 3acody

03.07.2024 Ne 34060/24/26

JIETPO30JI - BICTA AC

(HadmMenyBanns NiKapcbKOro 3acoly 3riJiHo 3 peceTpalliinuM NOCBiMEHHAM)
TabJIeTKH, BKPUTI ILIIBKOBOIO 000/10HK010, 110 2,5 mr; no 10 Tabaerok y 6aicrepi, no 3
OjicTepH B KADTOHHIN KopoOwi

((hopma BunycKy, 103yBaHHS, BUA NaKyBaHH JiKapcbKOro 3acody)
Homep peectpauiitnoro noceinuenns UA/19382/01/01 crpok nit pecctpauiiinoro nocginuenns 02.07.2027
Cepis nikapcbkoro 3aco6y Ne 23045738 Kinbkicts BBe3eHOr0 nikapeskoro 3acoty S000

Bupo6uuk CinTon Xicnanis, C.JI., Icnanis

(HaiiMeHyBanHg BUPOOHHMKA JNIKAPCLKOI0 3ac00y, KpaiHa NOXOKEHH )

Bee3seno B Ykpainy TOBAPHUCTBO 3 OBMEXEHOIO BIIAIMTOBIIAJIBHICTHO
"BYCT ®APMA", igenr. kon: 44107410

(naimenysanus ta Ko/ 3a CAPIOY opuanunol ocodu ado npizsuiie, iM's. no darskosi izuunoi
0co0M - NiINpUemLs, 1i MicLe NPOKKUBAHHA Ta peccTpailiiiinii Homep 0061IKOBOT KapTKM NaTHHKA
nojarkis abo cepis Ta HOMEp nacnopra)

poTokoa Bisyansuoro koutpoaio sin 03.07.2024 Ne 2272/5.

3a pesynbTaTaMM  [IEpXKABHOMO KOHTPOJIO BCTAHOBJEHO, 110 JikapchbkWil, 3acid BeeseHo B VYkpainy 3

24KOHOIABCTBA 111040 3abe3neueHHs aKocTi nikapgbKux 3acobis.

Mukona XOJIOJJEHKO

TPOIO) (nianuc) (ininiaznm Ta npissuiLe)




CinroH Xicnania C. JI.

CepTHdikaT BiIOBITHOCTI
Micriera Toproea Ha3ea: JETPO30JI-BICTA AC
Homep PeecTpamiiiHoro mocBiTIeHHS: UA/19382/01/01
Howmep Bupoby xomnasnii « CiHTOH» 396528
Howmep cepii: 2304573B

JozyBaHHA:

2,5 mr / Jletpozon

Jlixapceka Qopma:

TabmeTKH BKPIUTI IUTIBKOBO 000TOHKO0

Pozmip i THIT VITAKOBKIH:

10 TabmeTok y 6micTepi, 3 6IicTepa B KapTOHHIIT KOopoOiri

Bupobunk ADI:

CIHTOH €.p.0.
Bpuenceka 32/ 597,
Brancko, 67801, Yecrka PecyGuika,

Howmep minensii eupobmika ADI:

Sukls132091/2021 (API GMP)

Bupobunua gimsHmms "in bulk":

Cigton Xicmanig C.JI.
By K/Kactemno, Nel, IToxn. Jlec Caminec,
Caur Boi ne Jlnobperar, Bapcenona, 08830, Icnauis

Homep mineH3il Ha BHPOOGHHIITEO BUPOOHIMOI TITBHIIIL
"in bulk":

TToTowmmil mificHil HOMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)
TToTotmmil mificHmil HoMep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

JiIsIHKa TepRHHHOT O Ta BTOPIHHOTO IIAKYBAaHHT!

Cigron Xicmanig C.JI.
By K/Kactemno, Nel, ITox. Jlec Caminec,
Caur Boi ne Jlmobperar, Bapcenona, 08830, Icnanis

Homep minensii Ha BUpOOHNINTEBO IUISHKI IepBHHHOTO
Ta BTOPIHHOTO NAKYBaHHS:

TToToummil mificHHil HOMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)
TToTowmmil mificHmil HoMep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

BinmoBiTanbHILI 3a JOKyMeHTAIIo Ha BIITyCK cepii:

Cinron Xicmanis C.JL.
By K/Kactemno, Nel, ITox. Jlec Caminec,
Canr Boi ne Jlmobperar, Bapcenona, 08830, Icnanis

Homep mineHsii IUTSHKI, BIAIOBITATEHOI 38
IOKYyMEHTAIIIF0 Ha BHITYCK cepii:

TToTowmmil HificHmil HOMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)
TToTowmmil mificHmil HoMep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

Pozamip cepii: 18025 ym.
KineKiCTh BiIIOBITHIIX BiIXIUIEHD: S
Pemapxi / KoMeHTapi: NA

ITimv s 3acBLI9YI0 TOUHICTE i TOCTOBIpHICTE BHNIeHABeNeHOl iH(opMarIii.

ITro cepiro mpodyxii OylTo BHpoOIeHO, BKIOYAKYI MAKyBaHHA (AKIIO Ie mependadeHo) Ta KOHTPOIE AKOCTI, Ha BIINe3a3Ha4YeHill(HIX)
JIUTSHII(KAX) Y IOBHIIl BLANOBINHOCTL 1o BIMOI HanekHol BIpPOOHIMOl HpakTHKN €C Ta BIMOI MICIEBOIO PerylIATOpHOIO OpraHy, a
Takox 10 cnemidikamniil, BixianeHIX y PeecTpaniiiHoMy HocBiTMeHH] KpaiHI-iMIOpTepa, Ta OyIb-AKIIX JOIaTKOBIX BIIMOT, IIOTOJKEHIIX
y JIOTOBOpi TIPO AKICTE.

BupoOHIIITBO TiKapchKoi pedoBIHN JIeTpo30i 31ilicHIOEThCA BiIOBINHO Ho Jifodol HamesxHol BHPOOHITIOl HNPAaKTHKIL. 3BITHICTE INOIO
00poOKII, NaKyBaHHA/MApKYBaHHS Ta BIIpoOyBaHHA cepiii Oyna mepernfgHyTa i BI3HAHA TAKOK, IIO BinmoBinae BimoraMm Hane:xHol
BHpPOOHITOI IpakTHK €C.

TIpemapaT BiJNOBiNae MiF0WIIM KepiBHIM IIPHHINMIAM INoXo IyOdacTol eHIedalomarii BemIKoi porarol XymoOu/ TpaHCMiCHBHOI
croHTitopMHOI eHIedatonartii. Yei BiIXIDIEHHA ONiHEHO Ta 3aJ0KyMEHTOBaHO. CTOCOBHO OYIb-AKOIO BIIXIUISHHS, SK& MOXKe BIUIIHYTII
Ha fKicTE Ta/abo Oe3meKy mpoIyKiii (BinmorinHe BimxurieHHs) no Cepridikara BUITIOBIIHOCTI 101a€TECS 3BIT PO BiIXIUIeHHA.

Pazom 3 BimmosigHiM CeprudikaroM aHamizy mHefl HOKyMeHT € cepTH(iKamieo AKOCTi 1711 HalaHHA JO3BOTY HAa BIIYCK cepil aaf
BIINe3a3Ha4eHO] cepii mpemapary.

Cepis Binnorinae Crnemidikanii CFPS.NUS.64653 (1.0) Ta BumyckaeTses Uit MicTtpan Kenitan MeHemsoenT JliMiTen, Ta [U1s TepHTopii
VKpaiHIL.

Illtamm: Aanda Pyis
‘VHoeHOBaXkeHa ocoda
IMigmc: _/mionuc!
VnoeHoBa:keHa ocoba «CinTon Xicnamis C. JL»

ITtamm:
Hata: /19 mrotoro 2024 p./

Bepcir: MCOC.ES01.LOO.tab2,5. Mictpan Kemtan MenemamenT. UA 396528.04.doc

Xicnakis C.J1.» (Synthon Hispania §.L.) | CIF: ES-61739645

Agpeca B IcnaHil- Kappep KacTenno 1| LI Nec Canidec | 08830 CaHT-Boii-ae-TinobperaT | BapcenoHa | lcnawis | Ten.: +34 936 401 516 akc: +34 936 401 146
(CiCastello 1] Pl.Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHi 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1



Synthon Hispania, SL

c/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401516

Fax. +34 936 401 146
www.synthon com

Ceprudikar anamizy

Synthon

Crop. 131

Jlerpo3oa-Bicta AC 2,5 Mr Ta0JIeTKH BKPHTI IUTIBKOBOIO 000.I0HKOIO

Howmep cepii : 2304573B
HomMmep BupoO : 396528
_p ooy ) JlaTa BUTOTOBIEHHA : 11 rpynas 2023 poky
TepMiH IPHIATHOCTL : IpyaeHs 2026 poky
BupobHn9a JimsHHITSL : Cinron Xicnagig, C. JL.
BunpooyBaHHS PesyasTaT Kpurepii npuiiHaTHOCTI
30BHIIIHIIT BHTIIA Biamnosigae JKOBTI, KpyTJIi, IBOOIIVKIIi TabIeTKIL,
BKPHTI IUTIBKOBOIO 000JIOHKOIO, 3
THCHeHHIM «L900»3 omHOro OOKY i
«2,5»3 IHII0TO.
Yac po3magaHas
KiTBKiCTh ITepeBipeHIX OOHHHITb 6
KiTBKiCTh OJMHIIE IO HE PO3MAJa€ThCA 0
MaxcHMaIbHIIT <2xB
Cepenne Biamnosigae <15xB
InenTndikamia (JIetposzom)
BEPX gac yTpiMaHHS Bigmogigae CriBmagae i3 cTaHTAPTHIM PO3UIHOM
TIIIX Ben4Ha YTpHUMaHHS Bigmogigae CriBmagae i3 cTaHTAPTHIM PO3UHHOM
KinekicHe Bu3HaueHHA (JIeTpo3om)
BEPX 2.53 Mr/Tabmn. 2.,38-2,62Mr/TabeTKa
BEPX (% 3asBIICHINI Ha €THKETII) 101% (95%-105%)
OIHOpPITHICTE J030BaHHX ONIIHIIIb Biamnosigae Bigmogizae ct. 2.9.40 €Bp. ®apmarorel
MinimyM (% BiJ 3asSBJICHOTO Ha €THKETIIL) 99,2%
MaxkcmmyM (% BiJ 3a9BICHOTO Ha €THKETIII) 101,7%
Cepemna BemmanHa (%o Bil 3agBICHOI0 Ha €THKETITI) 100,4%
BifHOCHE cTaHIapTHE BiAXIUICHHS 0,8%
TToKa3HIIK IIPHIATHOCTI 1,9 <150
KiIBKICTE IPOTECTOBAHIIX ONIHIIIb 10
Jominrki
(momimka A) <0,05% <0,3%
(momimnka B) <0,05% <0,2%
Haii6ineIma HeineHTH(GiKOBaHa JOMIIITKA <0,05% <0,1%
CyMa JoMIIIIoK <0,05% <0,8%

MikpoObionoriqsa gicTora
3araipHa KiIBKIiCTh aepoOHIX MikpoopraHizmiB (TAMC)

3araipHa KiIBKICTh JPIKIKOBIX Ta ILTICHABIX TPHOIB
(TAMC)
Emepnxis xodmi

He nposoauscs
He nposoauscs

He nposoauscs

<1000 KYO/r
<100KVO/r

BigcytHa/T

I cepis Binmosinae crermudikamii CFPS.NUS.64653 (1.0)

Bumga»o: Mapist Xoce Pobrnec MapTines,

crierianicT 3 skocTi (PEJII3)

Jata Bujaui: 16 motoro 2024poky
ITe eneKTpOHHMIT IiAIIIC.

3gim: 230050 ama: 16 nromozo 2024p./16:36:58 Bio: LW7 Prodiiction
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Local trade name:

LETROZOLE-VISTA AC

Marketing Authorization number: UA/19382/01/01
[ Synthon item number: 396528
| Batch number: 2304573B

Strength:

2.5mg / Letrozole

Dosage form:

film-coated tablets

Packaging size and type:

10 tablets per blister; 3 blisters per carton box

Manufacturing site API:

Synthon s.r.0.,
Brmenska 32/cp. 597,
Blansko, 67801
Czech Republic

Authorization number of Manufacturing
site APL:

sukls 132091/2021 (API 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/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2344/002/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/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2344/002/CAT (GMP)

! Responsible for batch release

documentation:

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

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of site responsible
for batch release documentation:

Current valid number in UA:

0438 (ML)/ NCF/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Batch size finished product:

18.025 units

Synthon Hispania S.L. | CIF: ES-61739645

Version: MCOC .ES01.LOO.1ab2.5 Mistral Capital Management. UA.396528 .04 doc

C/ Castelld 1 | Pl Las Salinas | 08830 Sant Boi de Liobregat | 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.

Synthon
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Number of relevant deviations: \

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 Letrozole 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.64653 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

Alba Ruiz
QualiSied Person

) 19 FEB 2024

Signature: Date:

Qualified Person Synthon Hi_s;mna S.L.

Version: MCOC . ES01.LOO.1ab2.5 Mistral Capital Management.UA.396528.04.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 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 numero B-184.023, folio 43, tomo 30.987, inscripcion 1

e |




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 of 2

Letrozole-Vista AC 2,5mg film-coated tablets

Lot Number 1 2304573B
Item Number : 396528 Date of Manufacture ! 11-Dec-2023
Expiry Date . Dec-2026
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies Yellow, round, biconvex
film-coated tablets. The tablets
are debossed with "L900O" on
one side and "2.5" on the other
side
Disintegration time
Number of units tested 6
Number of units fail to disintegrate 0
Maximum <2 min
Conclusion Complies < 15 minutes
Identification (Letrozole)
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Assay (Letrozole)
HPLC 2.53 mg/tablet 2.38 - 2.62 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) 99.2 %
Maximum (% of label claim) 101.7 %
Average (% of label claim) 100.4 %
RSD 0.8%
Acceptance Value 1.9 <15.0
Number of Units Tested 10
Impurities
(compound A) <0.05% <03%
(compound B) <0.05% <02%
Largest unspecified impurity <0.05% <0.1%
Total impurities <0.05% <08%
Microbial contamination
Total aerobic microbial count (TAMC) Not Performed <1000 CFU/g
Total combined yeasts/moulds count (TYMC) Not Performed <100 CFU/g
Escherichia coli Not Performed Not present/g

This batch complies with the specification set in CFPS.NUS.64653 (1.0).

Report: 230050 Date: 16 Feb 2024/16:36:58 From: LW7 Production

——




Synthon Hispania, SL
¢/ Castelld, 1

08830 Sant Boi de Liobregat
Barcelona - §|
egpppths Synthon
Fax. +34 936 401 146
www.synthon.com
Certificate of Analysis R

Letrozole-Vista AC 2,5mg film-coated tablets Lot Number: 2304573B
Issued by : Maria José Robles Martinez Date of Issue :  16/Feb/2024

QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 230050 Date: 16 Feb 2024/16:36:58 From: LW7 Production
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JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii CeiTimusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €JPIIOY 37079055

B CHOBOK
Npo SAKICTh BBE3€HOI0 B YKpaiHy JIKapChKOIo 3aco0y

03.12.2024 Ne 64640/24/2611

JIETPO30.I - BICTA AC

(HaliMeHyBaHHA TiKapCBKOI0 3ac00Y 3TLIHO 3 peecTpaniiiHiM IOCBi TIeHHM)
Tad/1eTKH, BKPHTI IITIBKOBOI0 000/10HKOI0, 10 2,5 Mr; mo 10 TadaeTok y 6.1icTepi, mo 3
OicTepH B KapTOHHIl Kopooi

(thopma BHIIyCcKy, 103yBaHHS, BIJI IAKYBaHHA JiKapcEKOIO 3ac00y)
Howmep peecrpaniitaoro mocsimaerrs UA/19382/01/01 crpox aii peectpaniiiroro mocsimuenns 02.07.2027
Cepis nikapcekoro 3acooy Ne 2400361C KinpkicTh BBe3eHOTO Jikapchkoro 3acoby 3000

Bupo6HIK CinTon Xicnanig, C.JI., Icnanis

(HaiiMeHyBaHHS BIIPOOHIIKA TiKapCEKOIO 3aco0y, KpaiHa TOX0DKeHH:)

Beeseno B VkpaiHy ToBapucTBo 3 06Me:keHoI0 BimnoBinanabHicTIO "BYCT ®APMA",
imenT. xox: 44107410

(mafiveHyBaHHA Ta KoJ 3a €IPTIOY ropHamdHoi ocodn abo mpisBimie, iM'a, o 6aTbKoBI (i3IrHOL
ocoDII - MMpHeMII, il Miclle IPOKIIBAHHSA Ta peecTpaliiiHiii Homep o61iKOBOI KApTKII IIATHIKA
ToJAaTKIB abo cepis Ta HoMep Iaclopra)

IIpotokoa Bisyatsroro kontpo.aio Bix 03.12.2024 Ne 4186/13.

3a pe3ynpTaTaMH JIepKABHOTO KOHTPOTIO BCTAaHOBIEHO, IO JIIKAapchKmil 3acid BBeeHO B YKpaiHy 3

JOTPHMAHHSAM BIMOT 3aKOHOIABCTBA 11010 3a0€3IeUeHHS JKOCTI JIKapChKIIX 3aco0iB.

Hagansauk Muxkomna XOJIOJIEHKO

(mmocaioBa ocoda opraHy JiepKaBHOT0 KOHTPOIIIO) (minmmic) (iHimiam1 Ta mpi3BIIIE)

ML.IL



CinroH Xicnania C. JI.

CepTHdikaT BiIOBITHOCTI
Micriera Toproea Ha3ea: JETPO30JI-BICTA AC
Homep PeecTpamiiiHoro mocBiTIeHHS: UA/19382/01/01
Howmep Bupoby xomnasnii « CiHTOH» 396528
Howmep cepii: 2400361C
JozyBaHHA: 2,5 mr / Jletpozon
Jlixapceka Qopma: TabmeTKH BKPIUTI IUTIBKOBO 000TOHKO0
Pozmip i THIT VITAKOBKIH: 10 TabmeTok y 6micTepi, 3 6IicTepa B KapTOHHIIT KOopoOiri
Bupobunk ADI: CIHTOH €.p.0.

Bpuenceka 32/ 597,
Brancko, 67801, Yecrka PecyGuika,

Howmep minensii eupobmika ADI: Sukls132091/2021 (API GMP)

Bupobunua gimsHmms "in bulk": Cigton Xicmanig C.JI.

By K/Kactemno, Nel, IToxn. Jlec Caminec,

Caur Boi ne Jlnobperar, Bapcenona, 08830, Icnauis
Homep minensii Ha BHpoOHIIITEO BHpoOHIIOl imsHInt | IToTowuil mificHInI HoMep B YKpaiHi:

"in bulk": 0438 (ML) / NCF / 2344/002/CAT (GMP)\
TToTotmmil mificHmil HoMep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

JliIAHKA TepBIHHOIO Ta BTOPHHHOTO AKYBAHHS: Cigron Xicmanig C.JI.

By K/Kactemno, Nel, ITox. Jlec Caminec,

Caur Boi ne Jlmobperar, Bapcenona, 08830, Icnanis
Homep minensii Ha BUpOOHNINTEBO IUISHKI IepBHHHOTO TToTowmmil mificHmil HOMep B YKpaiHi:

Ta BTOPHHHOTO TAKYBAHHS: 0438 (ML) / NCF / 2344/002/CAT (GMP)\
TToTowmmil mificHmil HoMep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)
BinmoBiTanbHILI 3a JOKyMeHTAIIo Ha BIITyCK cepii: Ciaton Xicmanig C.JI.

By K/Kactemno, Nel, ITox. Jlec Caminec,

Canr Boi ne Jlmobperar, Bapcenona, 08830, Icnanis
Homep mineHsii IUTSHKI, BIAIOBITATEHOI 38 TToTowmmil DificHmil HOMep B YKpaiHi:
IOKYyMEHTAIIIF0 Ha BHITYCK cepii: 0438 (ML) / NCF / 2344/002/CAT (GMP)\
TToTowmmil mificHmil HoMep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

Pozamip cepii: 21905 ym.
KineKiCTh BiIIOBITHIIX BiIXIUIEHD: S
Pemapxi / KoMeHTapi: NA

ITimv s 3acBLIYIYEO TOYHICTE i IOCTOBIpHICTE BHIIeHABeNeHO! iH(opMarIii.

ITro cepiro mpodyxii OylTo BHpoOIeHO, BKIOYAKYI MAKyBaHHA (AKIIO Ie mependadeHo) Ta KOHTPOIE AKOCTI, Ha BIINe3a3Ha4YeHill(HIX)
JIUTSHII(KAX) Y IOBHIIl BLANOBINHOCTL 1o BIMOI HanekHol BIpPOOHIMOl HpakTHKN €C Ta BIMOI MICIEBOIO PerylIATOpHOIO OpraHy, a
Takox 10 cnemidikamniil, BixianeHIX y PeecTpaniiiHoMy HocBiTMeHH] KpaiHI-iMIOpTepa, Ta OyIb-AKIIX JOIaTKOBIX BIIMOT, IIOTOJKEHIIX
y JIOTOBOpi TIPO AKICTE.

BupoOHIIITBO TiKapchKoi pedoBIHN JIeTpo30i 31ilicHIOEThCA BiIOBINHO Ho Jifodol HamesxHol BHPOOHITIOl NPAKTHKIL. 3BITHICTE IO0
00poOKII, aKyBaHHA/MApKYBaHHA Ta BIIpoOyBaHHA cepiii Oyna mepernfgHyTa i BI3HAHA TAKOK, IIO BinmoBinae BimoraMm Hane:xHol
BHpPOOHITOI IpakTHK €C.

TIpemapaT BiJNOBiNae MiFOWIIM KepiBHIM IIPHHIINIAM INoXo IyOdacTol eHIedalomarii BemIKol porarol XymoOu/ TpaHCMIiCHBHOI
croHTitopMHOI eHIedartonartii. Vci BiIXIDIEHHA ONiHEHO Ta 3aJ0KyMEHTOBaHO. CTOCOBHO OYIB-AKOIO BIIXIUISHHS, SK& MOXKEe BIUIIHYTII
Ha fKicTE Ta/abo Oe3meKy mpoIyKiii (BinmorinHe BimxurieHHs) no Cepridikara BUITIOBIIHOCTI 10Ja€TECS 3BIT PO BiIXIUIeHHA.

Pazom 3 BimmosigHiM CeprudikaroM aHamizy mHefl HOKyMeHT € cepTH(iKamieo AKOCTi 1711 HalaHHA JO3BOTY HAa BIIYCK cepil aaf
BIINe3a3Ha4eHO] cepii mpemapary.

Cepis Binnorinae Crnemidikanii CFPS.NUS.64653 (1.0) Ta BumyckaeTses Uit Mictpan Kenitan MeHemsoenT JlimiTesn, Ta [U1s TeplTopii
VKpaiHIL.

IItammo: ZKo3zen AabTec IITam:

VIoBHOBaKeHa ocoda Hata: /03 4epBHA 2024 p./
IMigmc: _/mionuc!
VnoeHoBa:keHa ocoba «CinTon Xicnamis C. JL»

Bepcir: MCOC.ES01.LOO.tab2,5. Mictpan Kemitan MenemamenT. UA 396528.05.doc

Xicnakis C.J1.» (Synthon Hispania §.L.) | CIF: ES-61739645

Agpeca B IcnaHil- Kappep KacTenno 1| LI Nec Canidec | 08830 CaHT-Boii-ae-TinobperaT | BapcenoHa | lcnawis | Ten.: +34 936 401 516 akc: +34 936 401 146
(CiCastello 1] Pl.Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHi 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1



Synthon Hispania, SL

c/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401516

Fax. +34 936 401 146
www.synthon com

Ceprudikar anamizy

Synthon

Crop. 131

Jlerpo3oa-Bicta AC 2,5 Mr Ta0JIeTKH BKPHTI IUTIBKOBOIO 000.I0HKOIO

Howmep cepii : 2400361C
HomMmep BupoO : 396528 .
_p ooy ) : JlaTa BUTOTOBIEHHA : 05 ciung 2024 poky
TepMiH IPHIATHOCTL : Ciuens 2027 poky
BupobHn9a JimsHHITSL : Cinron Xicnagig, C. JL.
BunpooyBaHHS PesyasTaT Kpurepii npuiiHaTHOCTI
30BHIIIHIIT BHTIIA Biamnosigae JKOBTI, KpyTJIi, IBOOIIVKIIi TabIeTKIL,
BKPHTI IUTIBKOBOIO 000JIOHKOIO, 3
THCHeHHIM «L900»3 omHOro OOKY i
«2,5»3 IHII0TO.
Yac po3magaHas
KiTBKiCTh ITepeBipeHIX OOHHHITb 6
KiTBKiCTh OJMHIIE IO HE PO3MAJa€ThCA 0
MaxcHMaIbHIIT <2xB
Cepenne Biamnosigae <15xB
InenTndikamia (JIetposzom)
BEPX gac yTpiMaHHS Bigmogigae CriBmagae i3 cTaHTAPTHIM PO3UIHOM
TIIIX Ben4Ha YTpHUMaHHS Bigmogigae CriBmagae i3 cTaHTAPTHIM PO3UHHOM
KinekicHe Bu3HaueHHA (JIeTpo3om)
BEPX 2.46 Mr/Tabmn. 2.,38-2,62Mr/TabeTKa
BEPX (% 3asBIICHINT Ha €TIKETII) 99% (95%-105%)
OIHOpPITHICTE J030BaHHX ONIIHIIIb Biamnosigae Bigmogizae ct. 2.9.40 €Bp. ®apmarorel
MinimyM (% BiJ 3asSBJICHOTO Ha €THKETIIL) 98.,4%
MaxkcmmyM (% BiJ 3a9BICHOTO Ha €THKETIII) 101,3%
Cepemna BemmanHa (%o Bil 3agBICHOTO Ha €THKETITI) 99.6%
BifHOCHE cTaHIapTHE BiAXIUICHHS 0,9%
TToKa3HIIK IIPHIATHOCTI 241 <150
KiIBKICTE IPOTECTOBAHIIX ONIHIIIb 10
Jominrki
(momimka A) <0,05% <0,3%
(momimnka B) <0,05% <0,2%
Haii6ineIma HeimeHTH(QiKOBaHA JOMIIITKA <0,05% <0,1%
CyMa JoMIIIIoK <0,05% <0,8%

MikpoObionoriqsa gicTora
3araipHa KiIBKIiCTh aepoOHIX MikpoopraHizmiB (TAMC)

3araipHa KiIBKICTh JPIKIKOBIX Ta ILTICHABIX TPHOIB
(TAMC)
Emepnxis xodmi

He nposoauscs
He nposoauscs

He nposoauscs

<1000 KYO/r
<100KVO/r

BigcytHa/T

I cepis Binmosinae crermudikamii CFPS.NUS.64653 (1.0)

Bumga»o: Mapist Xoce Pobrnec MapTines,

crierianicT 3 skocTi (PEJII3)

Jata Bujaui: 03 uepBHA 2024poKy
ITe eneKTpOHHMIT IiAIIIC.

3eim: 237227 Hama: 03 uepera 2024p./12:22:28 Bio: LW7 Production




Synthon Hispania S.L.

Synthon
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Local trade name: LETROZOLE-VISTA AC
Marketing Authorization number: UA/19382/01/01
Synthon item number: 396528
Batch number: 2400361C
Strength: 2.5mg / Letrozole

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 (API 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/2344/002/CAT (GMP)

Current valid number in EU:
0438 (ML)/ NCF/2344/002/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/2344/002/CAT (GMP)

Current valid number in EU:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Responsible for batch release

documentation:

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

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of site responsible
for batch release documentation:

Current valid number in UA:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Current valid number in EU:
0438 (ML)/ NCF/2344/002/CAT (GMP)

r—————'-“
|

Version: MCOC.ES01.LOO.tab2.5 Mistral Capital Management. UA 396528 05 doc

Synthon Hispania S.L. | CIF: ES-61739645

C/ Castelld 1 | PI. 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 numero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2
Batch size finished product: 21.905 units
Number of relevant deviations: NA
Remarks/comments: Nﬂ_

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 Letrozole 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.64653 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

JUN 0 3 2024

Signature: Date:

Josep Altés

Qualified Person

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.LOO.tab2.5 Mistral Capital Management.UA 396528.05.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | P.I. 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 niumero 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 | of 2

Letrozole-Vista AC 2,5mg film-coated tablet

Lot Number : 2400361C
Item Number 1 396528 Date of Manufacture : 05-Jan-2024
Expiry Date : Jan-2027
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies Yellow, round, biconvex
film-coated tablets. The tablets
are debossed with "L900O" on
one side and "2.5" on the other
side
Disintegration time
Number of units tested 6
Number of units fail to disintegrate 0
Maximum <2 min
Conclusion Complies < 15 minutes
Identification (Letrozole)
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Assay (Letrozole)
HPLC 2.46 mg/tablet 2.38 - 2.62 mg/tablet
HPLC (% of label claim) 99 % (95 - 105 %)
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 98.4 %
Maximum (% of label claim) 101.3 %
Average (% of label claim) 99.6 %
RSD 0.9 %
Acceptance Value 2.1 <15.0
Number of Units Tested 10
Impurities
(compound A) <0.05% <03%
(compound B) <0.05 % <02%
Largest unspecified impurity <0.05% <0.1%
Total impurities <0.05% <0.8%
Microbial contamination
Total aerobic microbial count (TAMC) Not Performed <1000 CFU/g
Total combined yeasts/moulds count (TYMC) Not Performed <100 CFU/g
Escherichia coli Not Performed Not present/g

This batch complies with the specification set in CFPS.NUS.64653 (1.0).

Report: 237227 Date: 03 Jun 2024/12:22:28 From: LW7 Production




Synthon Hispania, SL
¢/ Castells, 1

08830 Sant Boi de Llobregat
Barcelona - Spain
Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146
www.synthon.com
Certificate of Analysis e el

Letrozole-Vista AC 2,5mg film-coated tablet Lot Number: 2400361C
Issued by : Maria José Robles Martinez Date of Issue :  03/Jun/2024

QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 237227 Date: 03 Jun 2024/12:22:28 From: LW7 Production
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