AEPXKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanil Csitnuunol, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
npo sikicTh BBE3€HOro B YKpaiHy JiKapcbKoro 3acody
10.11.2023 Ne 5§7489/23/26
JIETPOBICTA

(HadiMenysanis Aikapeskoro 3acoly 3riano 3 pecerpaifiem nocsiucsm)
rabueTku, BRPUTI IIBKOBOIO 060/10HK010, 110 2,5 Mr 110 10 Tabuerok y 6aicrepi, no 3
Gaicrepa B Kaprounii kopodui

(GopMa BUNYCKY, 103YBAHHS, B NAKYBAHHA JHKAPCLKOIO 3ac00y)
Homep peecrpaiiinoro nocsixuenns UA/16706/01/01 crpox aii peectpauiiivoro nocsinuenus HCOOMEKCHUNA
Cepis nikapcbkoro 3acoby Ne 2303137A KinbkicTs BBE3CHOTO Jtikapekkoro 3acoby 3000

Bupobuuk Cinron Xicnauisi, C.JI., [enaunis

(nadMenyBans BHPOGHUKA JHKAPCHROTO 3uc00y. KPaia HOXOKCHHS)

Baeseno 8 Ykpainy Tosapucrso 3 odmexenolo Bixnosinaasuictio "BYCT ®APMA"Y,
inen, won: 44107410

(naitmenysanns ta koa 3a CJIPTIOY opumunal ocotu alo npissriie, iv's, 1o Garbkoni
isuunol ocoy - nianpuemin, Tl Micue poARusIiis 14 pecerpatiiingit nosep obaikonod
KapTiW BAGTHIKA nozaTkin alo cepis 1a noMep nacnopra)

Tporokon Bisyannuoro kourpomo sin 10.11.2023 Ne 3568/1.

32 peaysbTaTAMH  JCPKABHONO KOHTPONIO BCTAHOBACHO, 1O Aikapcbkuil  3aci6  sBeseHo 8 Ykpainy 3
peprix zacobis.

Kaxquomuc*rsa 11010 3a0e3NCHCHHS AKOCTI Jij
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CiuTon Xicnanisn C. JI.

CepTudikar BiAMOBITHOCTI

MicneBa ToproBa Ha3Ba: JIETPOBICTA
Homep PeecrpariiiHoro mociquenHs: UA/16706/01/01
Howmep BupoOy xommanii «CiHToH» 378083

Howmep cepii: 2303137A

Ho3yBanns:

2,5 mr / Jletpozon

Jlixapceka dopma:

Tabnerkn BKpUTI TIIIBKOBOO 000JIOHKO0

Po3mip i Tun ynaxkoBku:

10 Tabnerox y Gmictepi, 3 GiicTepa B KapTOHHIH KOpoOIIi

Bupobuuk ADI:

CinToH c.p.o.
Bpuenceka 32/um. 597,
brnancko, 67801, YUeckka PecrryOiika,

Howmep ninensii Bupooumnka ADI:

Sukls 132091/2021 (AP1 GMP)

Bupo6unua pimpHums "in bulk":

Cinron Xicmanis, C. JI.
Byn. K/Kacremno, Nel,
Canr Boi ge JImobGperar
Bapcenona, 08830 Icnianis

Howmep sntiriensii Ha BUPOOHULITBO BUPOOHHUIOT
nineHuLI "in bulk™:

ITorounnii mificHnit HoMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
IMorounuit piticunit HoMep B €C:

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

JlinsiHKa MepBUHHOTO Ta BTOPUHHOTO
MaKyBaHHS:

Cinron Xicnanis, C. JI.
Byn. K/Kacremno, Nel,
Canr boi ge JInobperar
Bapcenona, 08830 Icnianis

Howmep ninen3ii Ha BUPOOHUIITBO MiNSHKY
TIEPBUHHOT'O T2 BTOPUHHOTO MaKyBaHHSL:

IToTounwii milicHuii HOMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
ITorouynuit nificauit HoMep B €C:

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

BignoeiganbHui 3a JOKYMEHTAIiIO Ha BUTYCK
cepii:

Cinron Xicnanis, C. JI.
Bymn. K/Kacremno, Nel,
Canrt boi ne JInmobperar
Bapcenona, 08830 Icnanis

Homep niuensii 1iNSHKH, BiIMOBIANBHOT 32
JIOKYMEHTAIlil0 Ha BUITYCK cepil:

ITorounnii pificHuit HoMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
IToTounu#i nilicuuit Homep B €C:

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

Po3mip cepii:

10505 ym.

Homep BiAMOBiAHUX BiAXUIICHB:

tmb%

Bepcis: MCOC.ES01.LOO.tab2,5. «Micrpan Kemitan Menemxment» UA.378083.11.doc

Xicnania C.N.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B Icnarii: Kappep Kactenno 1 | MN.1. lec Canitec | 08830 CaHT-Boit-ae-lno6perar | Bapcenona | Icnais | Ten.: +34 936 401 516 dakc: +34 936 401 146
P.l. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

(C/Castello 1|




CiuTon Xicmanisa C. JI.

CepTudikaT BiIOBIZHOCTI

Cropinka 2/2

Pemapku / komeHTapi: NA

L{uM o 3acBITUYIO0 TOUHICTS i IOCTOBIPHICTH BUIIEHABEICHOT iH(opMalii.

[lro cepito mpoaykuii 6yino BHPOOIEHO, BKIIOUYAIOYM TMAKyBaHHSA (SKUIIO Iie IepeabadeHo) Ta KOHTPONb SIKOCTI, Ha
BUIIE3a3HAUEHIM(HKUX) AinsHIi(kax) y TOBHiM Bimmosigwocti o Bumor Hanexuol BUpoOHWUOi TpakTHkn €C Ta BUMOT
MiciieBoro PeryisitopHoro oprany, a Takox 1m0 creuudikauiif, BukiIageHux y PeectpamifiHOMY IOCBiIYeHHI KpaiHu-
iMropTepa, Ta 6yIp-AKUX JOAATKOBHX BUMOT, MOTO/KEHUX Y JIOrOBOpi PO AKICTS.

BupoOHuTBO Nikapchbkol pedoBuHH JleTpo3on 3aificHIOEThCS BinmoBinHO Ao Aitodoi HanexxHol BUpOOHMYOI MPaKTHKH.
3BiTHICTh I0JO0 0OpOOKH, MaKyBaHHS/MapKyBaHHS Ta BHUIIPOOYBaHHSA cepif Oyna HeperifHyTa i BH3HaHA TaKoOo, MIO
BimmoBigae BuMoraM HaiexxHoi BUpoOHUYOI mpakTHK €C.

[Ipemapat BigmoBimae Mir0OYMM KepiBHUM NPHWHIHMNAM 11040 TyOwacTol eHiedarnomarii Bemukoi poratoi Xymobu /
TpPaHCMiCUBHOI CTIOHTI(opMHOI eHIedamonaTii. Yei BixuiaeHHs OLiHEHO Ta 3aX0KyMeHTOBaHO. CTOCOBHO OyJb-fKOTO
BiIXMIIEHHS, SIKE MOXE BIUIMHYTH Ha sKicTh Ta/a6o Oesrneky mpomykiii (BimmoimHe Bixxmienus) no Ceprudikara
BiJIMTOBITHOCTI JOJTAETHCS 3BIiT PO BiIXUTICHHS.

Pasom 3 Bigmosignum CepTudikaroM aHaizy el ITOKYMEHT € cepTH(ikalliero SKOCTi AN HaJaHHsS JO3BONY Ha BUITYCK
cepii 1714 BUILIe3a3HAYEHOI cepii mpenapary.

Cepis Bignosimae Crenndikanii CFPS.NUS.64653 (1.0) Ta Bunyckaersest muist: «Mictpan Kenitan Menemxment» UA.

HIrammn: Hara: /29 gepecns 2023 p./
TTignuc: /nionuc/
Aanba Pyis

/Vnoenoesasicena ocoba

YnosHoBaxeHna ocoda «Cinton Xicnanis C. JL.»

Bepcis: MCOC.ES01.LOO.tab2,5. «Mictpan Kenitan Menemxment» UA.378083.11.doc

Xicnadisa C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645
Agnpeca B IcnaHii: Kappep Kactenno 1 | IN.l. Nlec Canitec | 08830 CaHnt-Boi-ge-lino6perat | Bapcenona | Icnanis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(C/Castellé 1| P.l. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)




Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Crop. 131
CepTudikar anajizy

JlerpoBicra 2,5 Mr TaéJeTkn BKPUTI IUIIBKOBOKO 000JJ0HKOIO

Howmep cepii :2303137A

Howmep Bupoby 1378083

Tepmin mpupaTHOCTI : JIuriens 2026 poky
Bupo6Huya giapHUATS : CinTon Xicmasis, C. JI.

Hata BUTOTOBJICHHS : 18 munus 2023 poky

Bunpo6yBanus PesysnbTaTn Kpurepii npuiiasatHocti
KoBTi, KpyTii, ABOOMYKIIi TaONETKH,
T —_— Bimmosimse BKPHTI TTiIBKOBOIO 000JIOHKOTO, 3 .
THUCHEHHAM «L.90O»3 oxHoro 6OKY i
«2,5»3 1HIIOTO.
Yac posnagaHus
KinbkicTh IpoTECTOBAaHUX OXUHUIID 6
KinpKicTh OTMHHUIIB 1110 HE PO3MagacThCs 0
Maxkcumym <2 xB
BucHosok Binnosinae <15xB
Inentudikanis (Jlerposon)
BEPX uac yrpumanHs Bigmnosinae - CriBmaziae i3 CTaHAAPTHAM PO3YHHOM
TIIX BenwuHa yTpUMaHHS Biamnosinae CriiBnajiae i3 CTaHAAPTHUM PO3YHHOM

Kinbkicue Busnauenust (Jletposon)

BEPX 2,50 Mr/Tabi. 2,38-2,62Mr/TabneTka

BEPX (% 3asBieHuil Ha €THKETIII) 100% (95%-105%)
OnHOpPImHICTh JO30BAaHUX OJUHMIIL Bingmnosinae - Bignosinae cr. 2.9.40 €sp. ®apmaxonei

Minimy™m (%o BiJ 3aIBIEHOTO HA ETHKETILI) 98,9%

Maxcumym (%o BiI 3asIBIIEHOTO Ha €TUKETIII) 100,6%

gTeé);enTﬁ)BenanHa (% Big 3asABIEHOTO HA 99.8%

BigHocHe ctanmapTHe BIIXUITEHHS 0,6%

[Toka3HUK TPUIATHOCTI 1,5 v <15,0

KifpKicTh MpOTECTOBAHUX OAMHUIID 10
Homimku

(zomimka A) <0,05% <0,3%

(momimrka B) ) _ <0,05% < 0,2%

Haiibinpma HeineHTH(hIKOBaHA TOMINIKa <0,05% <0,1%

Cyma mominiox » <0,05% ‘ < 0,8%

Mixkpo6ionoriusa yucToTa

3arajnbHa KUIBKICTh aepOOHHUX MiKpOOpraHi3miB
(TAMC)

3aranpHa KUIBKICTh APIKIKOBUX Ta TUTICHABUX
rpu6is (TAMC)

Emepuxis kouni

He nposogunoce | <1000 KYO/r

He mpoBogmiiocs < 100 KYO/r

He npoBogmnocs  BincyTHs/t

Lls cepis BinmoBigae Cnenudixanii CFPS.NUS.64653 (1.0).

Kum Bunano: Ixynist Poccini,
daxiBeus i3 3abesneucnust skocti (PEJI3)

Hata Bunaui: 26 Bepecust 2023
Ile enmekTpOHHUHN MTiAHC.

3eim.: 220811 Jlama: 26 eéepecus 2023p./14.:44.:02 Bio: LW7 Production




Synthon Hispania S.L.

Certificate of Conformance

page 1/2
Local trade name: LETROVISTA
Marketing Authorization number: UA/16706/01/01
Synthon item number: 378083
Batch number: 2303137A
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.,

Bruenska 32/cp. 597,

Blansko, 67801, Czech Republic
Authorization number of Manufacturing | sukls 132091/2021 (GMP)

site API:

Manufacturing site Bulk Drug Product: Synthon Hispania, S.L.
C/Castello, n°1,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of Manufacturing | Current valid number in UA:

site Bulk Drug Product: 0438 (ML), NCF/1931/001/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 | Current valid number in UA:

primary and secondary packaging site: 0438 (ML) NCF/1931/001/CAT (GMP)

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

Responsible for batch release | Synthon Hispania, S.L.

documentation: C/Castello, n°1,

Sant Boi de Llobregat,

Barcelona, 08830, Spain

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

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

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

Batch size finished product: 10.505 units

Number of relevant deviations: sy

e,

Version: MCOC.ES01.LOO tab2,5 Mistral Capital Management.UA.378083.11.doe

Synthon Hispania 8.1, | GIF: ES-61739648

Of Castelld 1R Las B 3830 Sant Boi de Llobregat | Barcelona | Spadn | Tel +34 836 401 816 | Fax +34 936 401 146

wwsynthorcom | Insenita en ¢l Registro Mercantil de Ba




Synthon Hispania S.L.

Certificate of Conformance

page 2/2

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:

Alba Rulj
Qualified Person

Fac 2

Qualified Person Synthon Hispania S.L,

Version: MCOC.ESOT.LOO.tab2 5 Mistral Capital Management.UA. 3780831 1.doc

NTA T

739645

Synthon Hispania 8.1 | GIF: B8

G/ e

alie 1P Las Sal sarit ol de Ulebregat | Barcelona | Spain | Tol +34 036 4071 516 | Fax +34 936 40

www.synthon.com | Inscrita en el F



Synthon Hispania, 81

of Castelié, 1

08830 Sant Boi de Liobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Certificate of Analysis

Page } of 2

LETROVISTA 2.5 mg film-coated tablets

Lot Number 1 2303137A
Item Number T 378083 Date of Manufacture 0 18-Jul-2023
Expiry Date : Jul-2026
Manufacturing Site : Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies Yellow, round, biconvex
film-coated tablets, The tablets
are debossed with "LSOO" 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 2.50 mg/tablet 2.38 - 2.62 mg/iablet
HPLC (% of label claim}) 100 % (95 - 105 %)
Uniformity of dosage units Complies Complies with Ph. Eur, 2.9.40
Minimum (% of label claim} 98.9 %
Maximum (% of label claim) 100.6 %
Average (% of label claim) 99.8 %
RSD 0.6%
Acceptance Value 1.5 <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: 220811 Date: 26 Sep 2023/14:44:02 From; LW7 Production




Synthon Hispania, SL

¢f Castells, 1
08830 Bant Boi de Llobregat
Barcelona - Spai
Tol 434 936 401 516 Synthon
Fax, +34 936 401 146
www,synthon.com
Certificate of Analysis i

LETROVISTA 2.5 mg film-coated tablets Lot Number: 2303137A

Issued by : Julia Rossini Date of Issue :  26/Sep/2023

QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 220811 Date: 26 Sep 2023/14:44:02 From: LW7 Production




JAEPKABHA CJIIYKBA 3 IIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

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

BHCHOBOK
Mpo sIKIiCTh BBE3CHOI0 B Y KPaiHy JIiKapchKOro 3acody

03.07.2024 No 34058/24/26

JIETPOBICTA

(HaBMenyBas Kkapeskoro 3acofy 3rino 1 peectpaifinmm MOCKITMEHHAM)
TA0JeTKH, BKPUTI IIBKOB0I0 060J101K010, 110 2,5 MI; 110 10 Tabaerok y Guicrepi; no 3
GJicrepu B KapTOHHIH KOpoOui

(ropma BHITYCKY. J03YBAHIISA, BIL NAKYBaHHA JIiKapeskoro 3acoby)
Howmep peectpauitinoro nocsiateniis UA/16706/01/01 erpok aif peectpauiiinoro nocsiauenng HeODMeweHHH
Cepis nikapcskoro 3acoby Ne 24020168 KinwkicTs sBesenoro nikapeskoro sacody 3000

BupoGHuk Cinton Xicnania, C.JL., lenanis

(HaHMCHYBAHHA BUPODILIKA AiKAPCEKOT0 3ac00y. KPaTHa NOXO/UKCHI)

Beeseno B Y kpainy TOBAPUCTBO 3 OBMEXKEHOIO BIANNOBLIAJILH ICTIO
"BYCT ®APMA", inenr. xon: 44107410

(rafivenyvianis ra ko za CJIPTOY jopuaminot ocotn ado npissue, iM's. 1o farskosi (izuanai
l)L(N)H = |Il LpHe MILH i ‘\Ill.lll.. leUd\IIFhiIIHH Til px:rupmni-imm HOMCP {)( Ilhtlli{Jl Eu!pIKH O THHAKR
IJ{U[GI.'I.'KIII abo LL[JIH Ta HoMep H(lLlIU{}Td:I

Nporokon sisyasibuoro kowrpomo sin 03.07.2024 N 2272/4.

3a pe3ynLTaTamu  ACPIKABHOTO  KOHTPOIO BCTANOBAEHO, 110 Jnikapchkuit  1acib  mBe3eHo B Yrpainy 3
a0 FpHM&llllﬂM Bnmﬁtﬂm OHOAABCTBA 1010 3abe3euCHitl AKOCTI nikapfbkux 3aco0is.

t. 05 sr
*'15:\.
i K

MHKoua XOJOHEHKO

{(niime) (ITHIiIH Ta HpEEULIIS)




Cinton Xicnauin C. JI.
Ceprudikar BiaosigHocTi

Micuesa Toprosa Haspa: JIETPOBICTA

Howmep Peecrpauiitnoro nocsiauenns: UA6TO6/01/01

Homep supoby komnanii «Cintony 3TRO83

Homep cepii: 24020168

Hosysanus: 2,5 mr/ Jletposon

Jlikapekka dopwma: Tabnetkn BrpuTi 11IBKOBOK 0BOTOHKOKD

Posmip i Tun ynakosku: 10 Taénerok y Gricrepi, 3 Gnictepa B kKapToHHI# KOpoBHi
Bupobnuk ADI: CisToH c.p.o.

bBpnenceka 32/un. 597,

Brancxko, 67801, Yecska Pecny®uiika,
Homep ninensii eupobuuka AdI; Sukls 132091/2021 (API GMP)
Bupobunua ginsanus "in bulk™: Cinton Xicnanis, C. JI,

Byu. K/Kacrenno, No|,

Caur boi ne JlnoGperar

Bapcenona, 08830 Icnanis

Honep iuensii na supoGunNTEO BipobHUYOl AiTRHUIL "in Horounuit nificknii nomep B YkpaiHi:
bulk": 0438 (ML) / NCF / 2344/002/CAT (GMP)
[orounnii gificunii Homep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)
JistHKa NCPBUHHOTO Ta BTOPHHHOTO MaKyBaHHS! Cinton Xicnanis, C. JI,

Byn. K/Kacrenno, Nel,

Cant boi ae Jlnodperar

bapcenona, 08830 Ienanis

Homep siensii na BHPOOHHITRO JUASHKN NEPBUHHOIO Ta [orounnit aiiicunii Homep B Yipaini:
BTOPHHHOTO TMAKYRBAHHS: 0438 (ML) / NCF / 2344/002/CAT (GMP)
[Morounuit nificanit Homep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)
Cinron Xicnaain, C. JL.

Byn. K/Kacreano, Nel,

Canr Boi a¢ JInobperar

bapcenona, 08830 Icnanis

[Torounuii giliciui nomep B Yipaini:
Homep nitensil tiianku, sijnosizanenol 3a jokyMenTauito va | 0438 (ML) / NCF / 2344/002/CAT (GMP)

Bimnoslaanpuuil 3a J0KyMEHTALIIO HA BUITYCK Cepil:

BHITYCK cepii: [Torounnit xificunii Homep B €C:
0438 (ML) / NCF / 2344/002/CAT (GMP)
Po3nip cepil: 9927 vy,
Homep BIAMORLIHNX BIAXHICHD: NA
Pemapkn / komeHTapi: NA

[lum 4 3aCBiA4YI0 TOMHICT | JOCTORIPHICTL BHILCHABEACHOT IHDOPMALT,

Lo cepito npojykilii 6y10 BHPOGICHO, BKIKUAIYH NAKYBAHHI (KO e Nepeabaueno) Ta KOHTPOIb AKOCTI, HA BHILE3A3HAYEHIT(HIX)
ainanui(kax) y nosnid sianosianocti 10 sumor Hanexnol supoGunaoi npaxriukn €C Ta BUMOr MiclicBoro PerynstopHoro oprauy, a
TaKos 10 cnennikanii, suiagenux y Peecrpauiitnomy noceigdenui kpainu-iMuoprepa, a 0y Ab-sSKHX J10/1ATKOBMX BHMOT, MOTOIAKEHHX
y Jlorosopi npo AKICTh.

Bupobnnigrso nikapepkoi pevosnun Jlerposon 3pifficmioetbes BIANOBIAHO 10 Ai040i Hatexnoi BUpoOHHUIOT IPakTHRKM. 3BITHICTE HIOL0
00pobKH, NMaKyBaUA/MApKYBaHls Ta BUIPOOYBaHHi cepiil Oyia HEperisnyTa | BU3HAHA TAKOK, 110 BiAMOBigae Bumoram Hanesmol
BupoOHU4OT npakTHK €C.

Ilpenapar Bianoeinae Ailounnm  KepiBHuM npuoimmam monao rybuacrtol ennedanonarii senmukol poraroi xyaolu / TpancMicHBHOT
cnotridopmuoi enuedanonarii. Yei BiXuienns oUIHEHO Ta 3310KyMeHTOBaHO. CTOCOBHO Oylb-SKOI'0 BIAXHICHHS, SKC MOMKE BILIMHYTH
ua AKicTs Ta/a00 Oelneky npoaykuil (BiAnosinHe BiaxwieHHs) 10 CeprudikaTta BIAMOBIIHOCTI I0MACTECA 3BIT MPO BiAXHACHHA.

Pasom 3 sinnosyuay Ceprudicaton ananisy neil JokymenT € cepruikailieio sikocTi 4 HalaHHA A03BOAY HA BUOYCK cepii mwis
BHULe3asHaMeHOT cepll upelapaty.

Cepis giunosigae Cneundiikauii CFPS.NUS.64653 (1.0) ta sunyckaerses uis: «Mictpan Kenitan Menemrment» UA.

Hlramn: Hara: /05 vepens 2024 p./
[Tymme:  /nionue/
Hanienn [lackay
'Vaoenosaxcena ocona
Yuoernoraxkena ocoda «Cinroun Xicnania C, JL»

Bepcia: MCOC . ES01.LOO.tab2,5. «Mictpan Kenitan Menemxment» UA.378083.12.doc

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

Anpeca 8 lcnanii: Kappep Kactenno 1| M.l Nec Canikac | 08830 Canr-Boi-ne-NnoGperaT | Bapcenona | lcnaxis | Ten.: +34 936 401 516 dauc: +34 936 401 146
(C/Castello 1|  P.I Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

com | 3apeecTpoeana y ToeapHomy peecTpi Bapcenonn 3a Homepom B-184.023, cropinka 43, rom 30.987, sanuc 1

v synthor




Synthon Hispania, SL

¢f Castelid, 1

(8830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146

www synthon.com

Ceprudikar aHajizy

Crop. 131

JlerpoBicra 2,5 mr TabieTkH BKPHTI ILIIBKOBOIO 000/I0HK010

Howmep cepit : 24020168
Homep Bupody : 378083
Tepmin npuoaTHocTi : Keitens 2027 poxy

Bupobuuya AlinbHHL

IlaTa BHIOTOBJICHHA

: 27 xpitHa 2024 poky

- Cinron Xicnanis, C. JL.

Bunpobysanus PezyabTaTn Kpurepii npuiinaTnocri
JKoBti, Kpyrii, 1BoomyKii TabneTKH,
30BHILUHIN BHIIELL Binnosiznae BXPIIL BEERUG PODNORROD S
trcHeHHAM «L900» 3 ogHOro 00Ky i
«2.,5»3 immioro.
Yac posnajanis
KUIbKICTh nepeBipennx oOIHHHIb 6
KUIbKICTh OAMHULE 110 HE PO3Ma acThesl 0
Maxkcumym <3 xB
BucHOBOK Biamnosigac <15xa
Lnenrudikauis (Jlerposos)
BEPX uac yrpuMaHHs Bianosigac CniBnajac i3 CTaHIAPTHEM PO3UHHOM
THIX BennyHa yTpPUMAHHA Bianosinac Cuisnajac i3 CTAHAAPTHUM PO3UHHOM

Kimpricne susnavenns (Jletposoxn)
BEPX
BEPX (% saspaenuii na eTHKeTL)

OAHOPIAHICTD J030BAHHX OJHHHUILB
MinivyMm (%o BLA 3a31BJIGHOIO HA €THKETLL)
Makcumym (% BijL 3aBIEHOTO Ha €THKETL)
Cepeans Benuunna (%o Bla 3a5BJASHOTO HA €THKETLI)
BignocHe cTaHaapTHE BIIXHICHHS
[loka3HMK TIPHAATHOCTI
KinbKICTh MPOTECTOBAHHX OIHHNLb

Jomimku
(nomimka A)
(nomimka B)
Haiibinpiua HeiqeHTHikoBata JoMilKa
Cyma J10MILIOK

MikpoGiojorisHa 4HeToTa
3arajibHa KUILKICTh aepOOHAX MIKPOOPIaHi3MiB
(TAMC)
3aranbHa KTBKICT APIK/UKOBIX Ta MITICHABHX
rpubis (TAMC)
Emepuxis komi

2,46 mritabm.
98%
Bianosinae
97,5%
100,7%
99,7%

0,9%

2.2

10

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

He npoeoaunocs

He nposoannocs

He nposoaunocs

2,38-2,62mr/Tabnerka
(95%-105%)
Bianosinae cr. 2.9.40 €sp. Capmakonei

< 15,0

<0,3%
<0,2%
=0,1%
<0,8%

1A

1000 KYO/r

1A

100 KYO/r

Bigcytusa/r

Lix cepis pignosinae Cneundikanii CFPS.NUS.64653 (1.0).

Kum suzano: Mapis Xoce Pobuec Maprines
Maxisewns i3 3ade3neuenns skocri (PEJI3)

Mara Bujaui: 04 yepsna 2024
Lle enexTpOHHHHA IJAC.

Saim: 237279 Jamea: 04 vepens 2024./12:24:16 Bio: LW7 Production




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 1/3

| Local trade name: LETROVISTA

' Marketing Authorization number: | UA/16706/01/01
Synthon item number: | 378083

*r ‘Batch number: : | 24020168

i

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

Authorization number of
Manufacturing site APL:

Manufactu;i‘i;g's_itc 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)Y NCF/2344/002/CAT (GMP)

site:

Primary and secondary packaging

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

Sant Boi de Llobregat,
Barcelona. 08830, Spain

Manufacturing Authorization

packaging site:

number of primary and secondary

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

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

___________
......

Version: MCOC_ESO1LOO tab2 5 Mistral Capital Management UA.378083.12.doc

: 436 401 146

3 398987, inscripeion 1




Synthon Hispania S.L.

Certificate of Conformance

page 2/3

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

Sant Boi de Llobregat,
Barcelona, 08830, Spain

| Authorization number of site Current valid number in UA:

| responsible for batch release | 0438 (ML) NCF/2344/002/CAT (GMP)
AR ' Current valid number in EU: e

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

' Batch size finished product: 9,927 Pack

! Number of relevant deviations: sk

f ‘Remarks/comments: NA :

[ hereby certify that the above information 1s 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 i
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.




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 3/3

The batch complies with CFPS.NUS.64653 (1.0) and is released for Mistral Capital
Management Limited, UK. and for territory: Ukraine.

e 05 JUN 2024 |

~—] = ;
"MK 2T Diete:

Signature:

DANI=L PASCAU

ALIFIED BED o~
AuiriEl PERS

ON

Version: MCOC.ES01.LOO tab2.5. Mistral Capital Management.UA.378083.12.doc



Synthon Hispania, SL

o/ 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

LETROVISTA 2.5 mg film-coated tablets

Lot Number 24020168
Item Number . 378083
Expiry Date » Apr-2027

Manufacturing Site . Synthon Hispania S.1L.

Date of Manufacture

. 27-Apr-2024

Tests Results

Acceptance Criteria

Appearance

Disintegration time
Number of units tested
Number of units fail to disintegrate
Maximum
Conclusion

Identification (Letrozole)

HPLC retention time
TLC retardation factor

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

Complies

6
0
<3 min

Complies

Complies

Complies

2.46 mg/tablet
98 %
Complies
97.5%

100.7 %

99.7 %

0.9 %

22

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).

Yellow, round, biconvex
film-coated tablets. The tablets
are debossed with "L90OO" 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 mg/tablet
(95 - 105 %)
Complies with Ph. Eur. 2.9.40

<15.0

=03%
<0.2%
<01%
<0.8%

< 1000 CFU/g
<100 CFU/g

Not present/g

Report: 237279 Date: 04 Jun 2024/12:24:16 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 fupetd
LETROVISTA 2.5 mg film-coated tablets Lot Number: 24020168
Issued by : Maria José Robles Martinez Date of Issue :  04/Jun/2024
QA SHIS Specialist (RELEASE) This is an electronic signature

Repari: 237279 Date: 04 Jim 2024/12:24:16 From: LW7 Production
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