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

27.09.2023 Ne 49023/23/26

AHACTPO30.I - BICTA

(HaliMeHyBaHHA TiKapCBKOI0 3ac00Y 3TLIHO 3 peecTpaniiiHiM IOCBi TIeHHM)
Tabd/l1eTKH, BKPHTI ILTIBKOBOI 000/10HKOI0, 10 1 Mr mo 14 TadjeTok y 0.J1icTepi; mo 2 GiicTepn
B KAPTOHHiil KopoOomi

(thopma BHIIyCcKy, 103yBaHHS, BIJI IAKYBaHHA JiKapcEKOIO 3ac00y)
Howmep peectpaniitaoro mocsimaeras UA/16472/01/01 crpok mii peectpaniiiroro mocsiruenns HEOOMEKEHHIT
Cepis mikapcekoro 3acoby Ne 2301951B KinpkicTsh BBe3eHOTO Jikapchkoro 3acoby 2000

Bupo6HIK CinTon Xicnanig, C.JI., Icnanig

(naiiMeHyBaHHS BIIPOOHIIKA TiKapCEKOIO 3aco0y, KpaiHa TOX0.DKeHH:)

Beeseno B VkpaiHy ToBapucTBo 3 06Me:keHOI0 BimnoBinanabHicTIO "BYCT ®APMA",
imenT. xox: 44107410

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

IIpotokoa Bisyatsroro koutpo.io Bix 09.08.2023 Ne 2149/1.

JIaGopaTopHIIT aHali3 IKOCTI IKapCcHKOT0 3ac00y 3IilIC HEHIIT:

JII "IenTpanpHa 1abopaTopid 3 aHAII3Y SKOCTI JIKapChKHX 3ac001B 1 MeIMIHOI PO YKIIIi"
(m.KuiB, Byn. Kynpssceka 10r m.KuiB, Byn. Kynpssceka 8B KuiBebka 061acth, ¢. HoBi IleTpibini,
ByJ. IBana @panka, 19)

(HailMeHyBaHHS Ta MicIle3HAXO/KeHH JabopaTopii, mo npoBena 1abopaTopHIIT aHai3 AKOCTL)

BIICHOBOK IIO/I0 AKOCTI JTiKapchKoro 3acoby, Buganmii nabopatopiero Big 25.08.2023 Ne 1485

Pe3ynpTaTi 1abopaTOpPHOTO aHATI3Y AKOCTI JiKapchKOro 3acoly 3a IMepeBipeHIMH IOKa3HIKaMu BiIMOBiZa0Th
BIIMOTaM METO/IiB KOHTPOIIIO AKOCTI (aHATITHIHO-HOPMAaTIBHOI JOKYMEHTAIIIL).

3a pesymsTaTaMH JIepKAaBHOTO KOHTPOTIO BCTAaHOBIEHO, IO JIKAapchKmil 3acid BBe3eHO B YKpaiHy 3

JOTPHMAHHSAM BIMOT 3aKOHOAABCTBA II0J0 3a0e3MeUeHH AKOCTI TiKapChKIX 3ac00iB.

Hauanbauk Muxkomna XOJIOJIEHKO

(mocazoBa ocoba opraHy Jep:KaBHOI'O KOHTPOMIIO) (mixmmic) (igimiam1 Ta mpi3BIIIE)

ML.IL



Hepxkasua cinyx0ba Vkpainu
3 JIKAPCBKHX 3aCOGIB Ta KOHTPOIIO 32
HApKOTHKAMH

Aepxasne nianpunemcrso "llenTpaasna
JabopaTopis 3 ananizy SIKOCTI JiKAPCLKAX
3aco0iB | MeanyHOT npoayKnii"

State Service of Ukraine on Medicines
and Drugs Control

L

542
\ State Enterprise ""Central
Laboratory for Quality Control of
Medicines and Medical Products"

Ykpaina, 04053, m.Kule, eyn.Kydpsecebka 100

men./ghakc (044) 272 57 98

web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar ananizy Ne 1485 gig 25.08.2023

Hasga 3pa3ka:

PeecTpauiitanii nomep:
Bupotunk:

Howmep cepii:

Micue Bin6opy 3pazka:
3amoBHHK:

Cynposinuuii 10KymeHT:

Cran 3paska:

JaTa oTpuMaHHs 3pa3ka:

JlaTH BHKOHAaHHS pobiT:
Bua koHTpoao:

Micue npoBeaexus
MiANLHOCTI:

HJ, sinnosiaxo ao sikoi
HPOBOJANBCS aHANI3:

AHACTPO3O0II - BICTA, Tabnetku, BKPUTI IUIIBKOBOKO 060/10HKO0, 10 | Mr o 14
Tabnetok y Omictepi; no 2 Gaicrepu B KapTOHHII KopoOui

1542.23

Cinron Xicmanis C.JI.,
2301951B

TOB "BYCT ©®APMA"
Jlepkasua ciyx6Ga YkpaiHu 3 Tikapcbkux 3aco0iB Ta KOHTPOJIIO 3@ HAPKOTHKAMH
Jlnet Ne 6272-002.0.1/002.3/2-23 Bin 15.08.2023 p.

3pa3ok B CTaHi NPUAATHOMY /Ul NPOBENeHHA BUNPoOyBaHsb

18.08.2023

18.08.2023 - 25.08.2023

3a posnopamkennaM depxaBHol cay:x6n YKpaitu 3 likapchkux 3aco0iB Ta KOHTPOIIO
3a HapkoTukamu ("IM", ITocranosa 902)

JAIT «llenTpansHa naGopaTopis 3 aHaIi3y SKOCTI JTKApCHKUX 3aco0iB i MeanIHOT
TPOAYKIL»

MK 0 p.n. Ne UA/16472/01/01

Icnanis

MoKa3HUKM | Bumoru HO |  Pesynwratn
Onuc Bini kpyrni peosikoBunykni TabneTtku, BkpUTi NNiskosoo obonoHkow, 3 Bianosinae
TUCHEHHAM «ANA» i «1» 3 ofHiel CTOPOHK
YnakoBka 3rigHo sumor MKH Bignoeigae
BHUCHOBKH: Ceprudikar ananizy Ne 1485 sin 25.08.2023 nmiarsepaskye, mO MepeBipeHuid 3pasok mnpenapary

AHACTPO3OJI - BICTA, TabneTku, BKpUTI TUIIBKOBOK 000n0HKOO, 110 1 Mr no 14 tabnetok y
Ouictepi; no 2 Gaictepy B KapToHHil kKopoGui, Ne cepii 2301951B, supobuuureo Cinron Xicnania C.
JI., Icnmadis BiAMOBiZa€ BHMOraM MKH Ilo pn Ne UA/16472/01/01 3a HaBeJeHMMH BHIIE
MOKa3HHKAMH. P %

Jlupexrop 1 PDMaH MAPKIH

Ceprudikat aHanizy He mianArae NOBHOMY abo 4ad xoaomy Btm'nepenmqﬁes N03BOITY ,[[H ‘LlenTpansHa nabdopartopis 3
aHasisy SKocTi nmapctm 3acoﬁm 1 m,aﬂq HOT npoyKuii™”

Kineup ceprudixara aHa.mﬁy NﬂdBS Bz 25.08.2023

SOP/G-5.10/D1 Crop. 1i3 |



CinroH Xicnania C.JI.

Ceprudikar BinmoBigHocTi

MicmieBa TOproBa HazBa: AHacTpo30.-BicTa (Anastrozole-Vista)

Howmep PeecTpamiiiHoro mocBiTIeHHS: UA/16472/01/01

Howmep Bupo6y kommaHii «CiHTOH» 378087

Howmep cepii: 2301951B

KonneHTparis: 1 Mr / AHacTpo3on

Jlikapcbka opma: TabneTKH, BKPUTI ILTiBKOBOIO 00OIOHKOIO

Po3Mip i THIT TaKyBaHHS: 14 Tabnerok y GmicTepi, 2 GnicTepH y KapTOHHIN KOpoOITi
BupobHik AQI: CiHTOH ¢.p.o.

Bpuencka 32/cp. 597,
Brancko, 67801, Yeckka peciy0mika

Howmep niren3ii BupoOHika A®DI: sukls 132091/2021 (API GMP)

Bupobmma aimbrmms “in bulk": CinTon Xicnagis C.JI

K/Kactemnmo, Nel,
Camnr boi zie JInodperart, bapcenona, 08830 Icnanis

Howmep nineH3ii Ha BHPOOHIITBO TToTtouHuit JificHuil HOMep B YKpaiHi:
BIPOOHHKA BIIOBIIATBHOTO 32 0438 (ML) / NCF / 1931/001/CAT (GMP)
BUPOOHHITBO "in bulk": TToTounmii fificHmIT HoMep B €C:

0438 (ML) / NCF / 2317/001/CAT (GMP)
JlinAHKA IIepBUHHOTO Ta BTOPHHHOT O Cinron Xicnanis C.JL
TaKyBaHHA: K/Kactenmo, Nel,

Camnr boi zie JInodperart, bapcenona, 08830 Icnanis

Howmep nirieH3ii Ha BUPOOHIITBO JUISHKH | TJoTouHmit AificHMil HoMep B VKpaiHi:
NIEpBHHHOT'0 Ta BTOPHHHOTO IIaKyBaHHA 0438 (ML) / NCF / 1931/001/CAT (GMP)
TToTounmuil fificHIT HOMep B €C:

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

BiamorigansHIL 3a JOKYMeHTaIlil0 Ha CinroH Xicoanis C.JI.
BHITYCK Cepii: K/Kacremno, Nel,

Camnr boi zie JInobperat, bapcenona, 08830 Icnanis

Howmep nirieH3ii Ji/IHKH, BiATOBIIANBHOIL 32 | TJoTounmit AificHMil HoMep B VKpaiHi:
JOKyMEHTAIIII0 Ha BHITYCK Cepii: 0438 (ML) / NCF / 1931/001/CAT (GMP)
TToTounmii fificHI HOMep B €C:

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

Bepcis: MCOC.ESO1.ANA .tabl.Mistral Capital Management.UA.378087.09.doc

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

Agpeca B Icnanii: Kappep Kactenno 1| M1 Nlec Canivec | 08830 CaHT-Boit-ae-NboGperar | bapcenoHa | Icnakis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(CiCastelld 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi Bapcenonu 3a HomepomM B-184.023, cTopiHka 43, ToM 30,987, 3anuc 1



CinToH Xicnania C.JI.

Ceprudikar BinmoBigHocTi
ctop. 2/2

Po3Mip cepii TOTOBOTO MPOIYKTY: 10018 ym.

KUTBKICTE BIIMOBIIHIX BiJIXUIIEHE! B

Pemapku / KoMeHTapi: NA

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

ITs cepig mpoaykmii Oyla BUTOTOBIeHa, BKIIOYAIOUN MaKyBaHHA (SKIIO Ile MOXHA 3aCTOCYBATH /IO JIAHOTO
BHIIA/IKY) Ta IIPOBeIeHHS KOHTPOIO SAKOCTI Ha BHINe3raJJaHOMY MicIli (MicITAX) BigmoBigHo g0 BuMor EU GMP
MICIIEBOTO pEryIATOPHOTO OpraHy Ta BIANOBITHO [0 chenudikamniil, 3a3HaueHHX Yy PeecTpaiiiiHoMy
TIOCBiTUeHHI TiKapchKOTo 3ac00y KpalHH-IMIopTepa, i 10 OyAb-IKHX 0JaTKOBHX BIMOT, Y3TO/KeHHX B YToAi
TIPO AKICTE.

JlikapcpKka cyOcTaHIIisA AHACTPO30]I BHPOOIAETHCA BIAIORITHO A0 BUMOT YHHHOTO GMP.

Byno mepeBipeHO Ta BCTaHORBIEHO, IO JIOKYMEHTH 3 0OpoOKIH, MaKyBaHHS Ta aHali3y cepii BiANOBiTawOTh
Bumoram EU GMP.

IIpoayXT BiANOBiIa€ YMHHNM OCHOBHUM TpuHInam BSE/TSE.

Byab-ske BiIXuneHHA OyJI0 IPoaHalTi30BaHO i 3a]J0KyMeHToRaHO. /I OyAb-9KOTO BiIXIIIeHHS, IKe MOXKe
BIUTUBATH Ha AKIiCTh Ta/abo Ha Oe3meKy MpOoAyKTy (3HaUyIle Bi/IXIIeHH:), JoAaeThes 3BiT Ao CepTudikaTta
BiIIOBITHOCTI.

Pazom 3 BimoBigHIM CepTu(ikaToM aHATi3y Leil JOKYMeHT CKIaJlae cepTH(hIKaT AKOCTi A JO3BOIY Ha
BHITYCK cepii /Ul IpoJaxy cepil BUIe3a3HaueHOTO J0KIa{HO PO3MHCAaHOTO IPOIYKTY.

Jana cepis Bianmorigae CFPS.NUS. 36583(1,0) Ta BumyckaeTbes A1 kommasii Mistral Capital Management
Ltd. (Royal Exchange Avenue) VkpaiHa.

2p.

ITigmic: XKozenm AnbTec Hara: 06 uepBHa 2023 p.
YoBHOBaxkeHa ocoba
xommaHig Synthon Hispania S.L.

/Hionuc/

Bepcias: MCOC.ESO1.ANA .tabl.Mistral Capital Management.UA.378087. 09.doc

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

Anpeca B IcnaHii: Kappep Kactenno 1| M1 Nlec Canivec | 08830 CaHT-Boit-ae-NboGperar | bapcenoHa | Icnakis | Ter.: +34 936 401 516 dakc: +34 936 401 146
(CiCastelld 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peeCTpi Bapcenonu 3a HoMepoM B-184.023, cTopiHka 43, ToM 30,987, 3anuc 1



Synthon Hispania, SL

e/ Castelid, 1

08830 Sant Bo1 de Llobregat
[Barcelona - Spain

Tel. +34 936 401 516

[Fax. +34 936 401 146

www.synthon com

Ceptudikar anamizy

Synthon

Crop. 132

AHacTpo3o.1-Bicta 1 Mr TabeTkn BKPHTI ILTiBKOBOIO 000/10HKOI0

Howmep cepii : 2301951B

Howmep BupoOy: 378087

Tepmin mpugaTHOCTI: TpaBeHs 2026
Bupobnirga gigepximd : Cinton Xicnaxisa C.JL

JHata Bupobunmrea: 03 TpaBua 2023 p.

114 cepis Bignmorigae cnenngikanii CFPS.NUS.36583(1.0)

HocminxeHHs PesyasTaT | Kpurepii npuiiMaHHsa
Bini KpyTili JBOOIIYKII TabJIeTKI, BKPUTI
30BHIIIHII BHTIIA Bigmosigae ILTiBKOBOO 000JIOHKO0, 3 THCHEHHIM «ANAY 1
«1» 3 omHi€T cTOpOHN
BwmicT BoIH 5.3% <6,0%
PozuirenHs
MiHimMansHe 95%
MaxkcnMansHe 100%
Cepene 98% > 80% (Q) gepe3 15 XBILTIH
KiIBKIiCTE IPOTECTOBAHIIX OIMHIIIb 6
BHCHOBOK Bigmosigae, S1
InenTH}IKag AHACTPO30IY
BEPX uac yTpImyBamm Bl,tmom,uae ] CriBmagae i3 cTaHTapTHIM PO3YIHOM
TIIIX BedmdIHA YTPIMYBaHHS Biamosgigae CriBmagae i3 cCTaHTapTHIM PO3YIHOM
KinekicHe pizHaueHHA (BEPX) 1,00 Mr/TabneTKy 0,95-1,05 mr/TabneTKy
OmHOpPITHICTE J030BaHHX ONIIHIIIb Biamosigae Bigmorigae €ppomneiicekiit @apmaxornei 2.9.40
MinimansHmil (% BiJ 3aBISHOT0) 99,2%
MaKcHMabHIL (% Bix 3aﬁBJleHoro) 102,6%
Cepemiit (% Bil 3asgBICHOT0) 101,0%
Jlo3a, OB’ 43aHa 3 pH3IKOM 1,2%
IToKa3HIK MPIITHATHOCTI 2,9 <150
KITBKiCTh IPOTECTOBAHIX BHPOOIB 10
Homimrxrr BEPX
i Tpiazononitpmn (E#401) <0,05 % | 0,5 %
Amnactpoxon (E/406) <0,05 % <0,5%
Amnactpoxiopus (E/407) <0,05 % <0,5%
HaiibineIna HeineHTH(IKOBaHa ToMimka <0,05 % <0,5%
CyMa HeiTeHTH(hIKOBaHIIX TOMIIIOK <0,05 % <1,0%
Cyma ,uoiﬂimox ' ' ' '5 005 % 'é2,0%
MikpoObionoridsa gicTora
iﬁﬁiﬁ;ﬁﬁ:ﬁmﬁ;ﬂ x Amnali3 He BIKOHyBaBca < 1000KYO/T
iﬁﬁlg;ﬁfg?(ﬁ%}fomx 13 Amnalniz He BIKOHyBaBca = <100KVO/T
Escherichia coli Amnaliz He BIKOHYBaBcd = BincyTHS/T
IneHTH(IKAIA JOTOMIKHIIX PeUIOBIH
TuraHy JioKcIg AHali3 He BUKOHYBaBcd  Biamogigae

Kim Bumano: Mapis Xoce Pobnec MaprtiHe3,
TToMiYHHK YIIOBHOBaKeHO1 0COOH

Jata Bujaui: 02 yepBHa 2023.
Ile eneKTpOHHMUII MiAIIIC.

3eim: 213804 Jama: 02 wepena 2023/16:44:00 Bio: LW7_Production




Synthon Hispania S.L. Synthon

Certificate of Conformance

Local trade name:

Anastrozole - Vista

Marketing Authorization number: UA/16472/01/01
Synthon item number: 378087

Batch number: 2301951B
Strength: Img / Anastrazole

Dosage form:

Film-coated tablets

Packaging size and type:

14 tablets per blister; 2 blisters per carton box

Manufacturing site API:

Synthon s.r.0.,
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, nol,
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, nol,
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)

Responsible for batch release
documentation and address:

Synthon Hispania, S.L.
C/Castello, nol,
Sant Boi de Llobregat, Barcelona, 08830, Spain

Authorization number of site responsible
for batch release documentation:

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.ANA tabl Mistral Capital Management.UA.378087.09.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castello 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: 10.018 units
Number of relevant deviations: i
: 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 Anastrozole 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.36583 (1.0) and is released for Mistral Capital Management
Limited, UK, and for territory: Ukraine.

L,

Signature: Date: JUN P 6 2073 i

———————

Josep Altés

Qualified Person

Qualified Person Synthon Hispania S.L.

Version: MCOC.ESO1.ANA.tabl Mistral Capital Management.UA.378087.09.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
o/ Castell6, 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

Anastrozole - Vista 1mg Film-coated tablets

Lot Number . 2301951B
Item Number : 378087 Date of Manufacture : 03-May-2023
Expiry Date : May-2026
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies White film-coated round
biconvex tablets, debossed with
"ANA" and "1" on one side
Water content 53% <6.0%
Dissolution
Minimum 95 %
Maximum 100 %
Average 98 % >80 % (Q) in 15 minutes
Number of units tested 6
Conclusion Complies, S1
Identification anastrozole
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Assay (HPLC) 1.00 mg/tablet 0.95 - 1.05 mg/tablet
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 99.2 %
Maximum (% of label claim) 102.6 %
Average (% of label claim) 101.0 %
RSD 1.2%
Acceptance Value 29 <150
Number of Units Tested 10
Impurities HPLC
Triazolonitril (E#401) <0.05% <0.5%
Anastrocol (E/406) <0.05% <05%
Anastrochloride (E/407) <0.05% <05%
Largest unspecified impurity <0.05% <05%
Total unspecified impurities <0.05% <1.0%
Total impurities <0.05% <2.0%
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

Report: 213804 Date: 02 Jun 2023/16:44:00 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

Synthon

Certificate of Analysis Page 2 of 2

Anastrozole - Vista 1mg Film-coated tablets Lot Number: 2301951B
Tests Results Acceptance Criteria

Identification of excipients
Titanium dioxide Not Performed Complies

This batch complies with the specification set in CFPS.NUS.36583 (1.0).

Issued by : Maria José Robles Martinez Date of Issue : ~ 02/Jun/2023
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 213804 Date: 02 Jun 2023/16:44:00 From: LW7 Production




JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

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

20.08.2024 Ne 42688/24/26

AHACTPO30.I - BICTA

(HaiilMeHyBaHHA TiKapCBKOI0 3aC00Y 3TLIHO 3 peecTpaniliHiM IOCBi TIeHHIM)
Tabd/1eTKH, BKPHTI ILTIBKOBOI 00010HKOI0, 10 1 Mr, mo 14 TadaeTok y 6aicTepi; mo 2 6aicTepn
B KAPTOHHiil Kopooui

(thopma BHITYCKY, H0O3yBaHHS, BIIJl AKyBaHHA TiKapchKOTO 3ac00y)
Howmep peecrpaniitroro mocsimaerrs UA/16472/01/01 crpok aii peectpaniiiroro mocsiruenns HEOOMEKEHHIT
Cepis nikapchkoro 3acoby Ne 2304243D KinpkicTs BBe3eHOTO JiKapchkoro 3acoby 5000

BupobHIK CinTon Xicnanig, C.JI., Icrmanis

(naiiMeHyBaHHS BIPOOHIIKA TiKapcEKOIO 3ac00y, KpaiHa ITOX0,DKeHH:)

Beeseno B VkpaiHy ToBapucTBo 3 06MeskeHO0I0 BimmoBinaabHicTIO "BYCT ®APMA",
izenT. xox: 44107410

(maiiveHyBaHHA Ta KoJ 3a € APIIOV ropmamrdaoi ocodl abo mpizpnmie, iM'sa, o 6aTEKOBI (izIraHOL
0coDII - MMpHeMII, il MicIle IPOKIIBAHHSA Ta peecTpaliiiHiii Homep o0IiKOBOI KApTKII IVIATHIIKA
ToJAaTKIB abo cepis Ta HOMep Iaclopra)

IIpotokoa BisyansHoro kontpo.aio Big 12.07.2024 Ne 2398/1.
JlaGopaTopHIIT aHali3 IKOCTI MKapchKOTo 3aco0y 3 JiliC HEHIIT:

JII "IenTpanpHa 1adopaTopid 3 aHAII3Y SKOCTI JTIKapChKHUX 3ac001B 1 MeIMIHOI PO YKIIIi"
(m.KuiB, Byn. Kynpssceka 10r M. Kui, Byn. Kynpssceka 8B KuiBebka o61acth, ¢. HoBi IleTpibini,
ByJI. IBaHa @panka, 19)

(HaiiveHyBaHHA Ta MicIle3HAXO0/KeHH: TabopaTopii, mo mpoBena 1abopaTopHIIT aHaTI3 AKOCTI)
BIICHOBOK IIO/IO AKOCTI JTiKapchKoro 3acoby, Buganmii nabopatopiero Big 26.07.2024 Ne 1529

Pe3ynpTaTi 1abopaTOpHOTO aHATII3Y AKOCTI JTiKapchKOTo 3aco0y 3a IepeBipeHNMI IoKa3HIKaMi BilIOBiTalTh
BIIMOTaM METO/IiB KOHTPOIIO AKOCTI (aHATITITMHO-HOPMATIBHOI JOKYMEHTAIIII).

3a pesynpTaTaMH JepKAaBHOTO KOHTPOTIO BCTAaHOBIEHO, IO JIKAapchKmil 3acid BBeseHO B YKpaiHy 3

JOTPHUMAHHSAM BIMOT 3aKOHOJABCTBA II0J0 3a0e3MeUeHH AKOCTI TiKapChKUX 3ac00iB.

Haganpauk Muxkomna XOJIOJIEHKO

(mmocaioBa ocoda opraHy JiepKaBHOT'0 KOHTPOIIO) (minmic) (igimiamI Ta mpi3BIIIE)

ML.IL



CinroH Xicnanisa C.JI.

Ceprudikar BitnoBigHOCTI

Synthon

MicuieBa ToproBa Ha3Ba:

Amnactposoa-BicTa (Anastrozole-Vista)

Howmep PeecTpairiiiHoro mocBiqIeH

UA/16472/01/01

Howmep BupoOy KommaHil «CiHTOH»

378087

Howmep cepii:

2304243D

KonneHTparis:

1 mMr / AHacTpo3071

JlikapcepKa (popma:

TabmaeTKII, BKPUTI ILTIBKOBOIO 0O0IOHKOIO

Po3Mip i THII TaKyBaHHS:

14 Tabnetok y GmicTepi, 2 GmicTepH Y KapTOHHII KOpoOITi

Bupobxnk A®I:

CIHTOH ¢.p.0.
Bprencka 32/cp. 597,
BraHcko, 67801, Ueckka pecrryomika

Howmep minensii BupobHmka ADI:

sukls 132091/2021 (API GMP)

Bupoonmmga gigeHmmg "in bulk":

Cinron Xicnasnia C.JL
Byn. K/Kactemnno, Nel,
Camnrt boi ne JInobperat, bapcenona, 08830 IcmaHis

Howmep mimen3ii Ha BIpOOHIIITBO BIPOOHIIKA
BIJIIIOBiJaIEHOTO 33 BipoOHIIITBO "in bulk":

TToTouHml aificHINT HoMep B YKpaiHi:
0438 (ML) /NCF / 1931/001/CAT (GMP)
IloTouHIil aificHmt Homep B €C:

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

JIinsHKa IepBIHHOTO Ta BTOPHHHOTO TAKyBaHHS:

Cizron Xicmanig C.JL
Byn. K/Kactemnno, Nel,
Camnt boi me JInobperat, bapcenona, 08830 IcmaHis

Howmep minensii Ha BIpOOHIIITBO JINTSHKI
TIEPBIHHOTO Ta BTOPHHHOTO ITAKyBaHHS

TToTouHmil aificHINT HoMep B YKpalHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
IToTouHil aificHInt Homep B €C:

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

BimoBigaIbHILI 3a JOKYMEHTAITII0 Ha BUITYCK cepii:

Cizron Xicmanig C.JL
Byn. K/Kactemnno, Nel,
Camnrt boi ge JInobperat, bapcenona, 08830 IcmaHis

HowMep mimen3ii JUITHKH, BiIOBiJaIBHOI 32
JOKYMEHTAITII0 Ha BIITYCK Cepil:

TToTouHml aificHINT HoMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
TTotouHmil aificHimt Homep B €C:

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

Po3Mip cepii TOTOBOTO IPOAYKTY: 9 981 ym.
KinpKicTh BIATIOBIIHIIX BIIXIUIEHB: _—
Pemapxi / KOMeHTapi: NA

ITiv 3acBindyIo, IO HaBe/leHa BIIIle iHopMallis € ayTeHTIMHOI Ta JOCTOBipHOLO.

114 cepis mpoxykmii Oyaa BHTOTOBISHA, BKIIOYAOTI MAKyBaHHA (AKIIO Ile MOKHA 3aCTOCYBATIH JI0 JAHOTO BIMAJIKY) Ta IPOBeIeHHS
KOHTPOJIIO AKOCTI Ha BHINe3raJlaHOMY Micmi (MicIrsax) BinmosinHo 1o Bivor EU GMP MicleBoro peryiasTopHOTO OpraHy Ta BiIIIOBLIHO
o cmemmdikaniil, 3a3HadeHIK y PeecTpaniiiHoMy HOCBiTHeHH] TiKapckKOTO 3aco0y KpaiHI-iMIopTepa, i 10 OYIB-AKIIX J0JATKOBITX
BIIMOT, Y3TOIKEHIX B YT0i PO AKICTE.

JlikapcpKa cyOCTaHII AHACTPO301 BIPOOIAETECA Bi/MOBIIHO 10 BIIMOT IIHHOIO GMP.

By1o mepeBipeHO Ta BCTAHOBISHO, IO JOKYMEHTH 3 00poOKII, MAaKyBaHHA Ta aHAJi3y cepil BinmoBigaroTs Bivoram EU GMP.
TIpoIIyKT BiNIIOBiNae TITHHIIM OCHOBHIMM IprHIMmaM BSE/TSE.

Byne-AKe BiXIIeHHs OyI0 IpoaHATi30BaHO i 3a/l0KyMeHTOBaHO. J[1d OyIBb-AKOI0 BLIXIUIEHHS, AKe MOJKe BIUTIBATI Ha AKicTE Ta/ado
Ha Oe3meKy IpoIyKTy (3HaUyIle BiIXIUISHHA), JOJA€ThCA 3BiT Mo CepTdikaTa BiIOBIIHOCTI.

Pazom 3 BimmoBigHIM CepTudikaToM aHami3y Hefl TOKyMeHT cKaafae cepTHOIKAT AKOCTI A4 J103BOMY Ha BHIIYCK cepil U1 mpojaxy
cepii BHINe3a3HaUYSHOTO JIOKIAIHO PO3IIICAHOIO IPOAYKTY.

HaHa cepis BimmoBimae CFPS.NUS. 36583(1,0) Ta BHImycKaeTbes mma: MicTpan Kemitan MeHemsmeHT JIimiTen, Ta U1 TepHTOpil
‘VKpaiHiI.

ITigmic: Kozen AsTec
VrnoBHOBaxkeHa ocoda
kommadig Synthon Hispania S.L.
[Tionuc/

Jara: 26 motoro 2024 p.

Bepcigs: MCOC.ESO1.ANA tabl.Mistral Capital Management.UA.378087. 10.doc

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

Anpeca B IcnaHii: Kappep Kactenno 1| M1 Nlec Canivec | 08830 CaHT-Boit-ae-NboGperar | bapcenoHa | Icnakis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(CiCastelld 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peeCTpi Bapcenonu 3a HoMepoM B-184.023, cTopiHka 43, ToM 30,987, 3anuc 1



Synthon Hispania, SL

e/ Castello, 1

08830 Sant Bo1 de Llobregat
[Barcelona - Spain

Tel. +34 936 401 516

[Fax. +34 936 401 146

www.synthon com

Ceptudikar anamizy

Synthon

Crop. 131

AHacTpo3o.1-Bicta 1 Mr TabeTkn BKPHTI ILTiBKOBOIO 000/10HKOI0

Howmep cepii : 2304243D

Howmep BupoOy: 378087

Tepmin npupatHocTi: JInctomazg 2026
Bupobnirga gigpximd : Cinton Xicnaxisa C.JL

Hata Bupo6uumrea: 02 mictomaja 2023 p.

HocminxeHHs PesyasTaT | Kpurepii npuiiMaHHsa
Bini KpyTili JBOOIIYKII TabJIeTKI, BKPUTI
30BHIIIHII BHTIIA Bigmosigae ILTiBKOBOO 000JIOHKO0, 3 THCHEHHIM «ANAY 1
«1» 3 omHi€T cTOPOHN
BumicT BoH 5,3% < 6,0%
PozuirenHs
MiHimMalsHe 97%
MaxkcnMansHe 103%
Cepene 99% > 80% (Q) gepe3 15 XBIUTIH
KiIBKIiCTE IPOTECTOBAHIIX ONMHIIIE 6
BHCHOBOK Bigmosigae, S1
InenTHQIKaig AHACTPO30IY
- BEPX uac yTpIﬁ&yBamm Binamosgigae CriBmagae i3 cTaHTapTHIM PO3YIHOM
TIIIX BedmdIHA YTPIMYBaHHS Biamosigae CriBmagae i3 CTaHTaPTHIM PO3YIHOM
KinekicHe BizHadeHHS (BEPX) 1,02 Mr/TabneTKy 0,95-1,05 mr/TabneTky
OmHOpPITHICTE J030BaHHX ONIIHIIIb Bigmosigae Bigmorigae €epomneiicekiit @apmakornei 2.9.40
MinimansHmil (% BiJ 3aSBICHOT0) 99,7%
MaKCHMATbHILI (% Bix éaﬂBﬂeHofo) 103.,9%
Cepemiit (% BiJ 3asgBICHOT0) 101,1%
Jlo3a, moB’d3aHa 3 pH3IKOM 1.3%
TToKa3HIK MPIITHATHOCTI 3.1 <150
KUTBKiCTh IPOTECTOBAHIX BHPOOIB 10
Homimrxir BEPX
Tpiazononitpmn (E#401) <0,05 % <0,5%
Amnactpoxon (E/406) <0,05 % <0,5%
Amnactpoxiopug (E/407) <0,05 % <0,5%
HaiibineIma HeineHTH(IKOBaHa moMimka <0,05 % <0,5%
CyMa HeiTeHTH(hIKOBaHIIX TOMIIIOK <0,05 % <1,0%
erMa ,HOI».i.i]J.IOK ' ' 5'0,'05 % '32',0%
MikpoObionoridsa gicTora
iﬁﬁiﬁ;ﬁﬁ:ﬁm‘g;ﬂ x Amnali3 He BIKOHyBaBca < 1000KYO/T
ﬁﬁ;ﬁ;ﬁfgﬁ(ﬁ%}fom 13 Amnalniz He BIKOHyBaBca =~ <100KVO/T
Escherichia coli AmHali3 He BIKOHYBaBcd = BincyTHS/T
IneHTH(IKAIA JOTOMKHIIX PEIOBIH
TuraHy JioKCII AHali3 He BUKOHYBaBcd  Biamogigae

114 cepis Bignmorigae cnenngikanii CFPS.NUS.36583(1.0)

Kim Bumano: Mapis Xoce Pobnec MapTiHes,
TTomiuHHK yoBHOBaxKeHOi ocoOn (PEJII3)

Jata Bujaui: 22 grotoro 2024p.
Ie eneKTpOHHMII ITi ATIHC.

3eim: 230548 Jama: 22 momozo 2024p /16:31:42 Bio: LW7_Production




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 1/2

Local trade name:

Anastrozole - Vista

Marketing Authorization number: UA/16472/01/01
Synthon item number: 378087
Batch number: 2304243D

Strength:

Img / Anastrazole

Dosage form:

Film-coated tablets

Packaging size and type:

14 tablets per blister; 2 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 (AP1 GMP)

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.L.
C/Castello, nol,
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/2344/002/CAT (GMP)

Primary and secondary packaging site:

Synthon Hispania, S.L.
C/Castello, nol,
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/2344/002/CAT (GMP)

Responsible for batch release

documentation:

Synthon Hispania, S.L.
C/Castello, nol,
Sant Boi de Llobregat, Barcelona, 08830, Spain

Authorization number of site responsible
for batch release documentation:

Current valid number in UA:
0438 (ML)/ NCF/1931/001/CAT (GMP)

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

Batch size finished product: 9.981 units
Number of relevant deviations:
Remarks/comments: NA

Version: MCOC . ESO1.ANA tabl Mistral Capital Management.UA.378087.10.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

[ 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 Anastrozole 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.36583 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

FEB 2 6 2024

Signature: Date:

Josep Altés

Qualified Person

Qualified Person Synthon llispania_S.l,.

Version: MCOC.ESO1.ANA tabl Mistral Capital N1anagcmcm.LJA.STﬁJR"f.fﬁ 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 nimero B-184.023, folio 43, tomo 30.987, inscripcion 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 of 2

Anastrozole - Vista 1mg film-coated tablets

Lot Number . 2304243D
Item Number 1 378087 Date of Manufacture : 02-Nov-2023
Expiry Date : Nov-2026
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies White film-coated round
biconvex tablets, debossed with
"ANA" and "1" on one side
Water content 53% <6.0%
Dissolution
Minimum 97 %
Maximum 103 %
Average 99 % >80 % (Q) in 15 minutes
Number of units tested 6
Conclusion Complies, S1
Identification anastrozole
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Assay (HPLC) 1.02 mg/tablet 0.95 - 1.05 mg/tablet
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 99.7 %
Maximum (% of label claim) 103.9%
Average (% of label claim) 101.1 %
RSD 1.3%
Acceptance Value 3.1 <15.0
Number of Units Tested 10
Impurities HPLC
Triazolonitril (E#401) <0.05% <0.5%
Anastrocol (E/406) <0.05% <0.5%
Anastrochloride (E/407) <0.05% <05%
Largest unspecified impurity <0.05% <05%
Total unspecified impurities <0.05% <1.0%
Total impurities <0.05% <2.0%
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

Report: 230548 Date: 22 Feb 2024/16:31:42 From: LW7 Production
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Synthon Hispania, SL

o/ Castellé, 1

08830 Sant Boi de Liobregat
Barcelona - Spain

Tel. +34 936 401 516 Synthon

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

Certificate of Analysis Page 2 of 2

Anastrozole - Vista 1mg film-coated tablets Lot Number: 2304243D
Tests Results Acceptance Criteria

Identification of excipients
Titanium dioxide Not Performed Complies

This batch complies with the specification set in CFPS.NUS.36583 (1.0).

Issued by : Maria José Robles Martinez Date of Issue :  22/Feb/2024
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 230548 Date: 22 Feb 2024/16:31:42 From: LW7 Production
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NAEPKABHA CJIY)KXBA 3 JIIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Haaii Ceitauunof, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koa €JIPI1OY 37079055

BUCHOBOK
Npo AKICTh BBE3eHOro B Y KpaiHny jJiikapcbkoro 3acody

13.06.2025 Ne 29435/25/26

AHACTPO30JI-BICTA

(HalimenyBaHHA JiKapcbKkoro 3acofy 3riaHo 3 peccTpatifHuM NOCBIIMCHHAM )
TabJIeTKH, BKPUTI IVTIBKOBOI0 000/10HK010, 10 1 Mr 1o 14 Tabaerok y OJicrepi; mo 2 daicrepu
B KAPTOHHII KOpoOLLi

(chopma BUNYCKY, /103y BAHHS, BUIL NAKY BAHHS JIKAPCLKOro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/16472/01/01 crpok aii peectpauifinoro nocsiauenns HEOOMeKEeHU I
Cepisa nikapcbkoro 3aco6y Ne 2403369F KinbkicTs BBe3eHOTO Nikapcbkoro 3acoby 1000

BupoGHuk CinTon Xicnanis, C.JI., Icnanis

(HaliMeny BaHHs BUpOOHMKA Nikapcbkoro 3acofy. KpaiHa NoXoKeHH: )

BseseHo B YkpaiHy TOBAPHUCTBO 3 OBMEXEHOIO BIINMOBIIAJBHICTHO
"BYCT ®APMA", inent. xon: 44107410

(naiimenysanns Ta koa 3a CJIPTIOY opuanuHoi ocobu abo npizeuiie. iM'a. 1o 6aTekosi (izuunoi
0cobu - nianpuemus, ii Micue NPOKMBaHHA Ta peccTpallifiuil HoMep 001iKOBOT KaPTKM NIATHHKA
noaarkis abo cepis ta nomep nacnopra)

Mpotokon sisyaasbhoro kourpomo sia 17.03.2025 N 837/01.10-25/4.
JlaGopaTopHuii aHani3 AKOCTI NiKapcbKOro 3acoly 3ailicHeHHit:

JII "LenTpasibua naGopatopis 3 aHanizy SKOCTi JIiIKapCbKUX 3ac00iB | MEAMYHOT MPOAYKLIT"
(m.KuiB, Byn. Kyapssceka 10r m.Kuis, Bysn. Kyapsscbka 8B Kuicbka 061actsb, ¢. Hosi [letpisui,
ByJ. IBana ®@panka, 19)

(HaliMeHyBaHHA Ta MiCLE3HAX0KeHHs nabopaTopii, wo nposena nabopatropH1i aHani3 skocti)

BHCHOBOK LOJI0 AKOCTI Jikapchkoro 3acoly, Buaanmit naGopatopieio sin 31.03.2025 Ne 0448

PesynbTaTi 1aGOPaTOPHOro aHalidy AKOCTI Jikapchbkoro 3aco0y 3a nepesipeHuMM nokasHukamu BLAMOBI1AIOTH
BMMOTaM METOJIiB KOHTPOJIIO AKOCTI (aHANITHYHO-HOPMATHBHOT IOKY MEHTaUT).

3a pesyibTaTaMu [EPKABHOTO KOHTPOJNKO BCTAHOBJEHO, WO  Jikapch jaci6 BBeseno B Ykpainy 3

AOTpHMaH B OHOJIABCTBA W00 3abe3neueHHs AKocTi nikgpcpkux 3acobis.
B A A
oot anifHy ;10
. 2 q
W = %

Mukona XOJIOJIEHKO

OHTPOJIIO) (nianue) (iHittianm Ta npizsMiLe)




Jlepxapna caykba Y kpainm
3 JIKAPCLKHUX 3ac00iB Ta KOHTPOIIO 34
HAPKOTHKAMH

Aepaasne ninpuemerso "Uenrpansna
Jaboparopis 3 aHai3y AKOCTI JiKapehKHUX
3ac00iB i Meanuanoi npoayrmii'

State Service of Ukraine on Medicines
and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products"

Yxpaina, 04053, m.Kuis, syn Kydpseckka 100

men./ghakc (044) 272 57 98

web: www clab.com. ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska streel, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98
web. www.clab.com.uva, e-mail: centrallab@clab.com.ua

Ceprudikar anauizy Ne 0448 Bin 31.03.2025

Hassa spaska:

Pecerpaniiinnii nomep:
Bupodunk:

Homep cepii:

Micue sinbopy spaska:
Jamonnnk:
Cynposiannii jokymenr:
ART Biadopy 3pa3ka:
Cran spaska:

,ﬂ,il (] tl'l'plll\lilllllil Jpaskal
Jarn sukonanns podir:
Biut konrponio:

Micue nposeaenust
NisVILIOCTI:

H/L. sianogiawno 1o siko?d
NPOBOIIBCS AHATIB:

AHACTPO3O0IJI - BICTA. tabaerkn, BKpHTI NAIBKOBOIO 00010HK0I0, 110 | Mr no 14
Tabaerok y Oaicrepi: no 2 Gaictepn B KapTOHHIN KopobLL

0467.25

Cinron Xicnanis C.J1.. lenanis

2403369F

TOB "BYCT ®PAPMA™

Jepucasna cnyxba Yipaiuu 3 nikapchKux 3aco0iB Ta KOHTPOINIO 38 HAPKOTHKAM I
JInet Ne 2224-002.0.1/002.3/2-25 Bin 21.03.2025 p.

Ne Bin 21.03.2025

3pasok B CTaHi NPUAATHOMY JUIsl TIPOBEAeHHS BHIPOOYBaiL

25.03.2025

25.03.2025 - 31.03.2025

3a posnopamkeHHam Jlepkaruoi caykOH YKpaiuu 3 1IKapeLkuX 3acobiB Ta KOHTPOJIIO
3a Hapkotukami ("IM", Iloctanosa 902)

JUT «Llentpanbha nabopatopis 3 analizy AKOCTI JiKapchbKHX 3acobiB | MeanyHOT
NpOAYKLLi»

MKH no p.n. Ne UA/16472/01/01

NokasHuku Bumorn HO I Pesynetatn
Onuc Bini kpyrni asoskosunykni TabneTkn, BkpuTi NniBkosow obonoxkoo, 3 Bianosigae
TucHeHHAM «ANA» | «1» 3 oaHiel cTopoHu
Mapkysanus 3rigno sumor MKH Bianogigae
BHCHOBKH: Ceprudixkar ananizy Ne 0448 min 31.03.2025 niarsepiukye. W0 nepesipeHsii 3pa3ox npenapary

AHACTPO30J - BICTA, taGnerku, BKpHTi niaigkoroo oGoaoHkow, no | Mr no 14 Ttataetok y
Onicrepi; no 2 Um(:Tepu B KapPTOHHITT kopoOui, Ne cepii 2403369F, supodunureo Cinron Xicnatis C.
JI.. lenanis 1'-!.1,11[1031‘!,‘1{‘ BHMOTAM | MK&I A0 p.n. Ne UA/16472/01/01 3a wapeaeHumu  BHule
MOKAIHHKAMI.

3acTYNHHK AHPERTOPA

Ceprudikar aHanisy He nianarac no m\iv 200 I[ac-r EBOMY BIATBOPEHHIO B€3 /10380y i[][ “LlenTpanbHa nadoparopis 3
aHanizy [ Jl“gapcbhn\ 3acois i MeanIHOT NpoAYKLIT”

Kineus ceprudikara ananisy Ne 0448 sin 31.03.2025

SOP/G-5.10/D1 Crop. 1i3 1



CinroH Xicnanisa C.JI.

; : : . Synthon
Ceprudikar BitnoBigHOCTI
MicneBa ToproBa Ha3Ba: Amnactposoa-BicTa (Anastrozole-Vista)
Howmep PeecTpairiiiHoro mocBiqIeH UA/16472/01/01
Howmep BupoOy KommaHil «CiHTOH» 378087
Howmep cepii: 2403369F
KonneHTparis: 1 mMr / AHacTpo3071
JlikapcepKa (popma: TabmaeTKII, BKPUTI ILTIBKOBOIO 0O0IOHKOIO
Po3Mip i THII TaKyBaHHS: 14 Tabnetok y GmicTepi, 2 GmicTepH Y KapTOHHII KOpoOITi
Bupobxnk A®I: CIHTOH ¢.p.0.

Bprencka 32/cp. 597,
BraHcko, 67801, Ueckka pecrryomika

Howmep minensii BupobHmka ADI: sukls 69528/2024 (API GMP)

Bupoonmmga gigeHmmg "in bulk": Cinron Xicmanig C.JL.
Byn. K/Kactemnno, Nel,
Camnrt boi ne JInobperat, bapcenona, 08830 IcmaHis

Howmep mimen3ii Ha BIpOOHIIITBO BIPOOHIIKA TToTouHml aificHINT HoMep B YKpaiHi:
BIJIIIOBiJaIEHOTO 33 BipoOHIIITBO "in bulk": 0438 (ML) / NCF / 2344/002/CAT (GMP)
IloTouHIil aificHmt Homep B €C:

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

JIiMHKa IIepBIHHOTO Ta BTOPIHHOIO ITaKyBaHH: Cinxron Xicmanis C.JL
Byn. K/Kactemnno, Nel,
Camnt boi me JInobperat, bapcenona, 08830 IcmaHis

Howmep minensii Ha BIpOOHIIITBO JiNTSHKI TToTouHmil aificHINT HoMep B YKpalHi:
TIEPBHHHOTO Ta BTOPHHHOTO MaKyBaHHA 0438 (ML) / NCF / 2344/002/CAT (GMP)
IToTouHIil aificHInt Homep B €C:

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

BimoBigaIbHILI 3a JOKYMEHTAITII0 Ha BUITYCK cepii: Cinron Xicmanig C.JL
Byn. K/Kactemnno, Nel,
Camnrt boi ge JInobperat, bapcenona, 08830 IcmaHis

HowMep mimen3ii JUITHKH, BiIOBiJaIBHOI 32 TToTouHml aificHINT HoMep B YKpaiHi:
JOKYMEHTAITII0 Ha BIITYCK Cepil: 0438 (ML) / NCF / 2344/002/CAT (GMP)
TToTouHmil aificHimt Homep B €C:

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

Po3Mip cepii TOTOBOTO IPOAYKTY: 9093 ym.
KinpKicTh BIATIOBIIHIIX BIIXIUIEHB: NA
Pemapxi / KOMeHTapi: NA

ITiv 3acBindyIo, IO HaBe/leHa BIIIle iHopMallis € ayTeHTIMHOI Ta JOCTOBipHOLO.

115 cepisf mpoxaykii Oy7la BUTOTOBAEHA, BKIIOYAKOTI MAKYBAHHA (SKIO Ile MOJKHA 3aCTOCYBATII JO JAHOIO BINAJIKY) Ta IPOBEIEeHHS
KOHTPOJIIO AKOCTI Ha BHINe3raJlaHOMY Micmi (MicIrsax) BinmosinHo 1o Bivor EU GMP MicleBoro peryiasTopHOTO OpraHy Ta BiIIIOBLIHO
o cmemmdikaniil, 3a3HadeHIK y PeecTpaniiiHoMy HOCBiTHeHH] TiKapckKOTO 3aco0y KpaiHI-iMIopTepa, i 10 OYIB-AKIIX J0JATKOBITX
BIIMOT, Y3TOIKEHIX B YT0i PO AKICTE.

JlikapcpKa cyOCTaHII AHACTPO301 BIPOOIAETECA Bi/MOBIIHO 10 BIIMOT IIHHOIO GMP.

By1o mepeBipeHO Ta BCTAHOBISHO, IO JOKYMEHTH 3 00poOKII, MAaKyBaHHA Ta aHAJi3y cepil BinmoBigaroTs Bivoram EU GMP.
TIpoIIyKT BiNIIOBiNae TITHHIIM OCHOBHIMM IprHIMmaM BSE/TSE.

Byne-AKe BiXIIeHHs OyI0 IpoaHATi30BaHO i 3a/l0KyMeHTOBaHO. J[1d OyIBb-AKOI0 BLIXIUIEHHS, AKe MOJKe BIUTIBATI Ha AKicTE Ta/ado
Ha Oe3meKy IpoIyKTy (3HaUyIle BiIXIUISHHA), JOJA€ThCA 3BiT Mo CepTdikaTa BiIOBIIHOCTI.

Pazom 3 BimmoBigHIM CepTudikaToM aHami3y Hefl TOKyMeHT cKaafae cepTHOIKAT AKOCTI A4 J103BOMY Ha BHIIYCK cepil U1 mpojaxy
cepii BHINe3a3HaUYSHOTO JIOKIAIHO PO3IIICAHOIO IPOAYKTY.

HaHa cepis Bimmosimae CFPS.NUS. 36583(1.0) Ta BHIycKaeTbes mma: MicTpan Kemitan MeHemsmeHT JIimiTen, Ta U1 TepHTOpil
‘VKpaiHiI.

Iigmic: daniens [Tackay Harta: 24 motoro 2025 p.
ViioBHOBaXKeHa ocoba
kommadig Synthon Hispania S.L.

/Hionuc/

Bepcias: MCOC.ESO1.ANA tabl. Mistral Capital Management.UA.378087.11.doc

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

Anpeca B IcnaHii: Kappep Kactenno 1| M1 Nlec Canivec | 08830 CaHT-Boit-ae-NboGperar | bapcenoHa | Icnakis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(CiCastelld 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peeCTpi Bapcenonu 3a HoMepoM B-184.023, cTopiHka 43, ToM 30,987, 3anuc 1



Synthon Hispania, SL

c/ Castello, 1

08830 Sant Bo1 de Llobregat
[Barcelona - Spain

Tel. +34 936 401 516

[Fax. +34 936 401 146

www.synthon com

Ceptudikar anamizy

Crop. 131

AHacTpo3o.1-Bicta 1 Mr TabeTkn BKPHTI ILTiBKOBOIO 000/10HKOI0

Howmep cepii : 2403369F

Howmep BupoOy: 378087

Tepmin mpupatHOCTi: Bepecens 2027
Bupobnirga gigpximd : Cinton Xicnaxisa C.JL

Hata Bupo6uuirrea: 17 Bepecus 2024p.

HocminxeHHs PesyasTaT J Kpurepii npuiiMaHHsa
Bini KpyTili JBOOIIYKII TabJIeTKI, BKPUTI
30BHIIIHII BHTIIA Bigmosigae ILTiBKOBOO 000JIOHKO0, 3 THCHEHHIM «ANAY 1
«1» 3 omHi€T cTOPOHN
BumicT BoH 5.3% <6,0%
PosuiiHeHHS
MiniMambHe 90%
MakcumMalpHe 94%
Cepene 92% > 80% (Q) ugepe3 15 XBILTHH
KiIBKIiCTE IPOTECTOBAHIIX ONMHIIIE 6
BHCHOBOK Bigmosigae, S1
InenTHQIKaig AHACTPO30IY
- BEPX uac yTpIﬁuyBaHim Binamosgigae CriBmagae i3 cTaHTapTHIM PO3YIHOM
TIIIX BedmdIHA YTPIMYBaHHS Biamosigae CriBmagae i3 CTaHTaPTHIM PO3YIHOM

KinekicHe BizHadeHHS (BEPX)
OmHOpPITHICTE J030BaHHX ONIIHIIIb
MinimansHmil (% BiJ 3aSBICHOT0)
MaxcnmansHIiI (% BiJ 3agBICHOTO)
Cepemiit (% BiJ 3asgBICHOT0)
Jlo3a, moB’d3aHa 3 pH3IKOM
TToKa3HIK MPIITHATHOCTI
KUTBKiCTh IPOTECTOBAHIX BHPOOIB
BucHoBOK
Howmimrxrr BEPX
Tpiazomnonitpin (E#401)
Amnactpoxon (E/406)
Amnactpoxiopus (E/407)
Haiibinemra HeineHTH(IKOBaHA JOMIIITKA
CyMa HeiTeHTH(IKOBaHIIX TOMIIIOK
CymMa JOMIIIIOK
MikpoObionoridsa gicTora
3araisHa KUIBKiCTh aepoOHIIX
Mikpoopra#izmis (TAMC)
3aranbHa KiJIbKICTh JIpIKIKOBHX Ta
wiicHsBHX rpudis (TYMC)
Escherichia coli
IneHTH(IKAIA JOTOMIKHIIX PEUOBIH
TuraHy gioKcmg

0,98 mT/TabneTKy

95,3%
99,6%
97.2%
1,5%

4.8

10
Biamosigae

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

Amarni3 He BUKOHYBaBcs

Amnani3 He BIKOHYBaBcs

Amari3 He BIKOHYBaBcs

AHani3 He BUKOHYBaBCA

114 cepis Bignorigae cnenmdikanii CFPS.NUS.36583(1.0)

0,95-1,05 mr/TabneTky

<150
Binmoigae €BporneiichKii ®apmaxonei 2.9.40

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

<1000KYO/IT

<100KYO/r
BigcyTHa/T

Biamnosigae

KM Bunano: Jlini I'imeHe3 BeHiTes,

TTomiuHHK ymoBHOBaxKeHOi ocodn (PEJII3)

Jata Bujiadi: 24 motoro 2025 p.
Ile eneXTpOHHMII Ii AIIHC.

3eim: 253180 Jama. 24 momoco 2025p /13:17:35 Bio: LW7_Production




Synthon Hispania S.L.

Synthon
Certificate of Conformance
page 1/2
Local trade name: Anastrozole - Vista
Marketing Authorization number: UA/16472/01/01
Synthon item number: 378087
Batch number: 2403369F
Strength: Img / Anastrazole
Dosage form: film-coated tablets
Packaging size and type: 14 tablets per blister; 2 blisters per carton box
Manufacturing site API: Synthon s.r.o.,

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

; Authorization number of Manufacturing | sukls 69528/2024 (API GMP)
! site API:
Manufacturing site Bulk Drug Product: Synthon Hispania, S.L.

C/Castello, nol,
Sant Boi de Llobregat, Barcelona, 08830, Spain

Authorization number of Manufacturing | Current valid number in UA:
sitc Bulk Drug Product: 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, nol,
Sant Boi de Llobregat, Barcelona, 08830, Spain

. Manufacturing Authorization number of | Current valid number in UA:
| | primary and secondary packaging site: 0438 (ML)/ NCF/2344/002/CAT (GMP)
Current valid number in EU:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Responsible for batch release | Synthon Hispania, S.L.
documentation: C/Castello, nol,
Sant Boi de Llobregat, Barcelona, 08830, Spain

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

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

0438 (ML)/ NCF/2344/002/CAT (GMP)
Batch size finished product: 9,093 Pack

Version: MCOC.ES01.ANA tabl Mistral Capital Management.UA 378087.11.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
Number of relevant deviations: AP
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 Anastrozole 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.36583 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

| i 2 & FEB 2025

l Signature: Date:

DANIEL PASCAU
QUALIFIED PERSON

Qualified Person Synthon Hispania S.L.

Version: MCOC.ESO1. ANA tabl Mistral Capital Management.UA 378087.11 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




Synthon Hispania, SL

o/ Castellé, 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

Anastrozole - Vista 1mg film-coated tablets

Lot Number : 2403369F
Item Number 1 378087 Date of Manufacture . 17-Sep-2024
Expiry Date . Sep-2027
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies White film-coated round
biconvex tablets, debossed with
"ANA" and "1" on one side
Water Content 53% <6.0%
Dissolution
Minimum 90 %
Maximum 94 %
Average 92 %
Number of Units Tested 6
Conclusion Complies, S1 > 80 % (Q) in 15 minutes
Identification
HPLC retention time Complies The same as standard
preparation
TLC retardation factor Complies The same as standard
preparation
Assay (HPLC)
mg/tablet 0.98 mg/tablet 0.95 - 1.05 mg/tablet
Uniformity of dosage units
Minimum (% of label claim) 953 %
Maximum (% of label claim) 99.6 %
Average (% of label claim) 97.2 %
RSD 1.5%
Acceptance Value 48 <15.0
Number of Units Tested 10
Conclusion Complies Complies with Ph. Eur. 2.9.40
Impurities (HPLC)
Triazolonitril (E#401) <0.05% <05%
Anastrocol (E/406) <0.05% <05%
Anastrochloride (E/407) <0.05% <0.5%
Largest Unspecified Impurity <0.05% <0.5%
Total Unspecified Impurities <0.05% <1.0%
Total Impurities <0.05% <20%
Microbial contamination
Total aerobic microbial count (TAMC) Not Performed <1000 CFU/g
Total combined yeast/moulds count (TYMC) Not Performed <100 CFU/g
Escherichia coli Not Performed Not present/g

Report: 253180 Date: 24 Feb 2025/13:17:35 From: LW7 Production




Synthon Hispania, SL
o/ Castellé, 1

08830 Sant Boi de Liobregat
Barcelona - Spain

Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146

www.synthon.com

Certificate of Analysis Page 2 of 2

Anastrozole - Vista 1mg film-coated tablets Lot Number: 2403369F
Tests Results Acceptance Criteria

Identification of excipients
Titanium dioxide Not Performed Complies

This batch complies with the specification set in CFPS.NUS.36583 (1.0).

Issued by : Lili Giménez Benitez Date of Issue :  24/Feb/2025
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 253180 Date: 24 Fak ¥0§/13-17-€ Frm: IW7 Produ-tion
]
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