JEPXABHA CJIVXKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hazii Ceitnuunod, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €OPIIOY 37079055

BUCHOBOK
po sIKICTH BBE3EHOr0 B YKpainy JikapcbKroro 3acody

12.11.2024 Ne 58402/24/26

JIETPO30JI - BICTA AC

(HaRMertyBaHIS TIKaPCHKOro 3aco0y 3TN0 3 PeCCTPAUiAHIM NOCBIAMEHHAM)
rabaeru, BKPHTE 1iiBkoBo1o 060/108K010, 110 2,5 Mr; no 10 Tabsaerok y Haicrepi, no 3
gJaicTepu B xapTouniii kopooui
(opmMa BAYCKY, J03YBEHHS, BHI TAKYBAHIN NikapebKoro 3ac00y)

Howmep peectpauiitnoro nocsizuenns UA/19382/01/01 crpok nii peectpauiiinoro nocsinuerta 02.07.2027
Cepis nikapcsicoro sacofy Ne 2400361C Kinbkicts BBe3cHOrO Nikapebkoro sacoby 4435

Bupobunk Cinton Xicnaunig, C.J1., Icnanis
(nalivenyBanus supoGhuka sikapcskoro 3acoly. kpaina FLOXOIDKCHHS)

Bseseuo B Ykpainy Tosapucrso 3 00MEKCHOI0 pignosinananuicrio "BYCT ®APMA",
inenr. kox: 44107410

(afmenyBaris Ta koA sa CAPTIOV jopuanunoi ocobi abo npissuue, in'st, no GarbroBi
Qizuanor ocolu - nianpuemus, i Miclle IpOKUBAHHS T4 peecTpauifinui somep oGrikonol
KAPTKM TIRATIMKA HoAATKIB 260 cepis Ta HoMep nacnopra)

FpoTokon BisyansHoro konrponio sin 12.11.2024 N 3847/11.

32 pesynasTaTaMn  ACPHKABRHOIO KOHTPOMIO  BCTAHOBIEHO, 1HO nikapchkuil  3aci0  smeseno 8 Ykpainy 3
NOTPHMAHHHM BHMOI 3aKOHOAARCTBA LIOAO 3a6eancucnia sKkocTi Nikapchkux 3acobis.
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CinTon Xicnauis C. JL
Ceprudikar BIITOBITHOCT]

Miciena TOprosa Ha3sa:

JJETPO30JI-BICTA AC

Howmep PeectpauiifHoTo HOCBiJUCHHA: UA/19382/01/01
Howmep supoby xommanii «CinToH» 396528
Howmep cepii: 2400361C

Hozysanns:

2,5 mr/ Jlerposon

Jlikapcbka Qopma:

TabreTki BKPUT IUTiBKOBOIO 000NOHKOIO

Po3Mip 1 THIT yaKOBKH:

10 Ta6nerok y Gnicrepi, 3 GiricTepa B KapTOHHIM kopobui

Bupoburk API:

Ciuron c.p.o.
BpueHcbka 32/um. 597,
Baancko, 67801, Yecska Pecnybrika,

Homep ninensii Bupobuuka ADL:

Sukls132091/2021 (API GMP)

Bupo6nnua ainsrums "in bulk™

Cinron Xicnanig C.JL
Byn. K/Kacremno, Nel, TTon. Jec Caninec,
Canr Boi e JIno6perar, Bapcenona, 08830, Icrianis

Homep nitiensii Ha BAPOGHAITBO BHPOGHUHOL TTBHULI
"in bulk™:

ToTounuit gifcuuit HoMep B YKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
IoTounnil Aitichuii Homep B €C:

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

JlinguKa NepBHHHOTO TA BTOPUHHOTO MTaKyBaHH::

Cinron Xicnaunist C.JI.
Bya. K/Kacrenro, Nel, Ion. Jlec Caninec,
Canr Boi nte JlnoGperar, Bapcenoua, 08830, IcnaHis

Honep minensii Ha BHpOGHUITEO AINAHKH CPBHHHOTO
Ta BTOPHHHOTO TIaKYBAHHS:

TToTounuii Aificuuit Homep B YkpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
TloTounuit aificuuii Homep B €C:

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

BinosifanbHui 32 JOKYMEHTaLII0 Ha RHITYCK cepii:

Ciwron Xicnanis C.JI.
Byn. K/Kacremo, Nel, o Jlec Caninec,
Canr Boi ne JlnoGperar, Bapcenona, 08830, Icnianis

Howmep nineHsii oinaHxy, BiANOBIZANTLHOT 33
JOKYMEHTAIII0 Ha BHITYCK cepil:

TloTounuii filicHuit Homep B Ykpaini:
0438 (ML) / NCF / 2344/002/CAT (GMP)©
TToTounuit aifcHui HOMED B €c:

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

Posmip cepii: 21905 ym.
KinpkicTs BiAMOBIAHUX BiIXHIEHb! —
Pemapky / KOMEHTapi: NA

L{uM 5 3aCBiRYYIO TOUHICTE i LOCTOBIPHICTE BUNIEHABEACHOT indopmauii.

Llto cepito npomykuii 60 BUPOGACHO, BKIIOYAION MAKYBAHHI (KO 1
mingHmi(kax) y TOBHIM BimnopigHoCTi MO BUMOL Hanexsoi BupoGrudoi npaxtiiy €C T8 BUMOT MiclieBoro PerynsTopHOTro oprany, a
TakoXK Ho creludikauiil, BHKIAACHAX Y PeecrpauifHoMy N0CBIXYCHHI KpaiHK-iMIIOpTEepa,

y Jlorosopi mpo sKiCTs.

BupoGHALTRO JiKapchkoi pedosruy Jlerposol 31iHCHIOETHCA BIATIOBIAHO JIO il
06pobku, NaKyBAHHS/MapKyBaHHI Ta Bunpobysanns cepiii Gyna nepernfuyra i BU3MAHA TAKOIO,

supobrHoi pakTik €C.

Tlpenapar Biamosimac AilouHM kepiBHAM IPHHLMIIAM OO ry6uacroi
cronridopmnol enuedanonarii. Yei BiIXHITEHHS OLIHEHO Ta 3a[0KyMenToBaro. CTOCOBHO Oy/L-AKOTO BIIXM.
na sxicts Ta/abo Gesreky TponyKuii (Bignosiane sizxwienns) no Ceprudixar

Pazom 3 BianopimEum CepTrdikaroM aHIizy UCH HOKYMEHT € ceprudixallicro sKoCTi I HafaHHA

BHILE3a3HAYCHOI cepii npernapary.

‘Cepin Biariosigae Creumdiranii CFPS.NUS.64653 (1 .0) Ta BHTLYCKaETbCA JUIst: Micrpast Kemitan Mexe

Ykpainu.

IlItamu: 7Koszem AnbTec
VnosHoBaxeHa ocoba
Tianue: _/nidnuc!

YnosHosaxena ocofa «Cinton Xicnanisn C. JI»

Iramm:
Iara: /03 wepeus 2024 p./

Bepcis: MCOC.ESO! LOO.tah2,5. Micrpan Kenitan MenemxmenT.UA.396528.05.doe

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

Aopeca B lcnanii: Kappep Kacrenno 1 | 1.1 flec Canitec | 08830 Cant-Boit-pe-
P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

(C/Castelld 1]

www.synthon.com | 3apeecTpoBana y ToeapHomMy peecTpi Bapcenoru 3a HoMepoM B-184.023, cropiuka 43, Tom 30.987, 3anuc 1

¢ mependaeno) Ta KOHTPOIb AKOCTI, Ha BHIe3asHaueHiA(HIX)

Ta 6}’1[!:-)[1(14)( JOJaTKOBHUX BUMOT, TMOroLKCHHX

ouoi Hanexuoi BUpoGHHYOT MPAKTHKH. 3iTHICTL 1OI0
Qo BiAnoBifac BUMOTaM Hanexnoi

entedanonarii Beiukoi poraroi Xyno6® / TpaHcMiCHBIIOL
TIEHHS, 4KE MOXE BﬂJ‘IHHyTM
A BI/ITTOBIAHOCTI AOHAETHCH 3BiT PO BIAXHIICHHA.

703BONy Ha BHIYCK cepii Mif

okment Jlimites, ta ans Tepuropil

noBperat | BapcenoHa | lenakin | Ten.: +34 936 401 516 dake: +34 936:401 146
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Synthon Hispania, SL

¢/ Castclid, |

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Ceptndikar aHATI3 Crop. 131

Jlerpo3oa-BicTa AC 2,5 mr Ta0JIeTKH BKpPUTI IIIIBKOBOIO 000JI0HKOI0

Howmep cepil - 2400361C

Homep BHpo0y ) : 3?6528 JlaTa BUTOTOBIICHHA - 05 ciuns 2024 poky
Tepmin MpUAATHOCTL - Civenn 2027 poky

Bupobuuya IinpHULA . Cigron Xicmasis, C.JL

BunpobysaHns PesyanTaTH Kpurepii npuitnATHOCT
3oBHIINHIH BUTIIAX Binnosinae SKosTi, Kpyri, JBOOTYKII TaOINETKH,

BKPUTI TLIBKOBOIO 060JI0HKOIO, 3
uchenuaM «L9OO»3 ofgHoTo Goxky i
«2,5»3 iHLIOTO.
Yac po3nafanyi

KinbKicTb TIepeBipeHrX OAMHULD 6
KinsKicTh OIWHHIE WO HE po3NaNaeTEC 0
MaxkcuMaIbHuH <2 xB
Cepenne Bignosigae <15xs8
InenTudikallis (Jerposon)
BEPX yac yTpuMaHis ‘ Binnosifae Criisranac i3 cTaHAapTHHM pO3UHHOM
THIX penuusa yTpHMaHHA » Binnosinae Crisriagac i3 CTaHAapTHAM PO3UUHOM
KinsKkicHe BU3HAYCHHA (JTetposon)
BEPX 2,46 Mr/Tabm. 2,38-2,62MF/T36JIe'rKa
BEPX (% 3asBIeHAA Ha ETHKETILH) 99% (95%-105%)
OmHOpiHICTH O30BAHNX OIVHULb Binnosinac Bimnosinac CT. 2.9.40 €sp. dapmaxoriel
MiniMyM (% Bizl 3aABICHOr0 Ha ETHKETI) 98,4%
Maxcnmys (%o Bif 3aABJIEHOTO Ha eTHKETL) 101,3%
CepenHs BelMInHA (%o Bix 3a2BJIEHOTO Ha eTHKETI) : 99,6%
BignocHe cTaHIapTHE BiAXUIEHHS 0,9%
Tloxa3HUK nppuxamoc*ri 2,1 <150
KinpKicTh TPOTECTOBAHUX OJXHHUIE 10
Jlominiku
(momimka A) <0,05% <0,3%
(momimxa B) <0,05% <0,2%
Haiibinpma geineHTdikoBaHA JOMITIKA <0,05% <0,1%
Cyma JoMilIoK <0,05% <0,8%

Mikpo6ionoriqsa q1cToTa
3araipHa KiTbKiCTh aepoOHAX Mikpoopraniwia (TAMC) He npoBofnBea <1000 KYO/r

BaranpHa KimbKicTb APDKIKOBIX Ta micassux rpuGis He npoBoayBest = 100 KYO/T
(TAMC)
Eurepuxis Kol He nposoauBCs BincyrHa/r

11s cepis Bignoeigac cneumbircaui'f CFPS.NUS.64653 (1 .0)

BupaHo: Mapis Xoce Pobrec MapTizes, A Tlara Buaadi: 03 uepBHA 2024poky
cremianicT 3 SKocTi (PEJII3) 1e enexTpOHHMIT pignuc.

3gim: 137227 Jama: 03 uepehi 2024p./12:22:28 Bio: LW7 Production
e ——
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Synthon Hispania S.L.

Certificate of Conformance

Local trade name:

LETROZOLE-VISTA AC

Marketing Authorization number: UA/19382/01/01
‘ Synthon item number: 396528
Ratch 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 AL

Synthon $.1.0.,
Brnenska 32/cp. 597,
Rlansko, 67801,
Czech Republic

Authorization number of Manufacturing
site APL:

sukls 132091/2021 (APT GMP)

Manufacturing site Bulk Drug Product;

Synthon Hispania, S.L..
CiCastello, n°1,

Sant Boi de Llobregat,
Rarcelona, 08830, Spain

Authorization number of Manufacturing
site Bulk Drug Product:

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

Current valid number in EU:
0438 (ML) NCF/ 1344/002/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) NCE/2344/002/CAT (GMP)

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

Responsible for batch release

documentation:

Synthon Hispania, 5.L.
CiCastello, n°1,

Sant Boi de Llobregat.
Barcelona, 08830, Spain

Authorization number of site responsible
for batch release documentation:

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

Current valid number in g
04238 (MLY NCF/2344/002/CAT (GMP)

Varsion: MEOC

5601 100 (b2 3 Mistral Capital Management. UA.

3965

sorrs | Inseits en ef Fag)




Synthon Hispania S.L.

Certificate of Conformance

{ Batch size finished product: \ 21.603 units }
e ISR, S -

.| Number of relevant deviations: NA ﬂ ‘
. - 4
4 [ Remarks/comments: N@. \
§

| |
. I hereby certify that the above information is authentic and accurate.
a
; 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 - |
i and with the specifications in the Marketing Authorization of the Importing country, and any additional” |
| requirements as agreed upon ina Quality Agreement,

The drug substance Letrozole is produced according to current GMP.

The batch processing, packaging/ fabeling and analysis records were reviewed and found to be in compliance
L with BU GMP.

The Product complies with the current RSE/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 CEPS.NUS.64653 (1.0) and is released for Mistral Capital Management Limited,

UK, and for territory: Ukraine.
f z
i

|

JUN 03 202

{ . p [N AL TE

. Signature: Date: o } 3

%
| Qualified Person Synthon Hispania S.L. ‘

7onsonpeion




Synthon Hispania, SL

o Castelio, |

08830 Sant Boi de Liobregat
: Barcelona - Spain

| Tel, +34 936 401 516

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

Certificate of Analysis

Page t of2

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

Lot Number . 2400361C
Item Number 1 396528 Date of Manufacture
Expiry Date ¢ Jan-2027

Manufacturing Site < Synthon Hispania S.L.

o 05-Jan-2024

Tests Results

Acceptance Criteria

Appearance : Complies

Disintegration time

Number of units tested 6

‘ Number of units fail to disintegrate 0

v Maximum ' '<2 min
Conclusion Complies

Identification (Letrozole)

Total combined yeasts/moulds count (TYMO)

Escherichia coli

HPLC retention time . Complies
TLC retardation factor - Complies
Assay (Letrozole)
HPLC 2.46 mg/tablet
HPLC (% of label claim) 99 %
Uniformity of dosage units Complies
Minimum (% of label claim) 98.4 %
Maximum (% of label claim) 101.3 %
Average (% of fabel claim) 99.6 %
RSD 0.9 %
Acceptance Value 2.1
Number of Units Tested 10
Impurities
{compound A) <0.05 %
{compound B) %0.05 %
Largest unspecified impurity <0.05 %
Total impurities £0.05%
Microbial contamination
Total aerobic microbial count (rAMC) Not Pesformed

Not Performed

Not Performed

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

Yellow, round, biconvex

film-coated tablets. The.tablets .
are debossed with "L90O" on
one side and "2.5" on the other .

side

< 15 minutes

The same as standard prep.

The same as standard prep.

2.38 - 2.62 my/tablet
(95 - 105 %)
Complies with Ph. Fur, 2.9.40

<15.0

<03 %
<0.2%
<0.1%
<0.8%

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

Report: 237227 Dare; 03 Jun 2024712:22:28 From: LW7 l’mduc/ioﬂ




Synthon Hispanis, SL

of Castella, 1

08636 Sant Bot de Llobregal
Barcelons - Spain

Tel. +34 936 401 516

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

Certificate of Analysis Page 2 0f2

Letrozole-Vista AC 2,5mg film-coated tablet Lot Number:  2400361C

Issued by : Marfa José Robles Martinez Date of Issue :  03/Jun/2024
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 237227 Dare: 03 Jun 2024712:22:28 From: LW7 Production




