Synthon

CinTon Xicnauis C. JI.
Ceprudikar BixnoBigHocTi

Micuesa Toprosa Ha3zsa: 30JIEHJAPOBICTA
Hom;p Peecrpauiiinoro UA/16475/01/01
NOCBiTYeHHS:

Homep Bupody komnanii «Cinton » | 378120

Howmep cepii: 2300129A

Jlo3yBaHHs:

4mr/Smu / 3o1eapoHOBA KHCJI0TA

Jlikapcska opma:

KoHueHTpAaT 1151 pO34MHY A0 iH(Yy3iii

Po3mip i THII yNaKOBKH:

S may paakoni; 1 ckasannii paakon y kaprouHii
Kopooui

Bupoonuua ginsnnus API:

CiuToH c.p.o.
BpHencska 32/un. 597
baancko, 67801, Yecbka Pecnybaika

Homep aiunen3ii Ha BHPOOHHUTBO

132091/2021(AP1 GMP
BHpPOOHHYOI AlibHHIT ADI: ( )
Bupoonuua ginbuuus "in bulk": COTEMA

BII Nel,

Boyckopa 20180, Mapoxko

Homep aiuen3ii Ha BHpOOHHUTBO
BHpOOHU4OI AlibHULI "in bulk":

22En DMP/23 (ML) /162/22 SSIP/ DMP / 18 (GMP)

Bupo0OHuK, BianoBinaasHHi 3a
NepBHHHE MAKYBAHHS:

COTEMA
BII Nel,
boyckopa 20180, Mapoxko

Homep sniueH3ii Ha BHPOOHHUTBO
AiNbHHLI BIANOBIAAABLHOI 32

NepBHHHE TA BTOPHHHE NAKYBAHHSA:

22En DMP/23 (ML) /162/22 SSIP/ DMP / 18 (GMP)

BupoOuuk, BianosizansHuii 3a
BHIIYCK cepii:

Cinron Xicnauisa C.JI. Icnanis
Bya. K/ Kacrenno, 1,

Canr boi ae Jlnodperar
bapcenona, 08830, Icnanin

Homep JieH3ii Ha BUPOOHUUTRBO
BHPOOHHYOT ALTLHHLL
BiINOBIIAJILHOIO 32 BUNYCK Cepii:

Ilorounuii ailicaunii Homep B YKpaiui:
0438 (ML) / NCF / 1931/001/CAT (GMP)
Iorounuii aificuuii Homep B €€ - .

0438 (ML) / NCF / 2317!001?(?2&?‘ R N\

Bepcis: MCOC.ESO1.ZLE.inj4. Mictpan Kenitan Menemkmch
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Synthon

CiuTon Xicnanis C. Jl.

Ceptudikar BiAMOBIAHOCTI
Cropinka 2/2

Po3mip cepii roroBoro npoayxkry: | 7997 yn.

Homep BiAmoOBiAHUX BiAXHIICHB! NA

Pemapkn/komenrapi NA

IluM 5 3aCBiIYYHO TOYHICTE 1 JJOCTOBIPHICTE BHILIEHABEIEHOT iHpOpMALii.

110 cepito npoaykiiii 6ya0 BupoOieHO, BKIOYAKOYH MaKyBaHHS (AKIIO 1ie NepeadaueHo) Ta KOHTPOb AKOCTI, Ha
BHILIC3a3HAYCHIH(HUX) AingHUi(Kax) y MoBHIH BiamosigHocTi g0 BuMor Hanexnoi BupoOHuuol npaktukun €C Ta
BHMoOI' MicLieBoro PeryinstopHoro oprany, a Takox Ao creuudikaiiii, BukiaajeHux y PeectpauiiinHoMy nocijuensi
KpaiHH-iMITOpTEpa, Ta Oy1b-AKUX J01aTKOBMX BUMOT, HorojpkeHux y Jlorosopi npo saxicts.

Bupobuunrso mikapcbkoi pedoBuHHM 30JIe/IpOHOBA KHCJIOTA 3/IHCHIOETBCA BiAnosifHO a0 jAirouoi Hanexnol
BUPOOHUYOT NMPAKTUKHU.

HokymenTalis 3 BHpoOHMUTBa cepii, NaKkyBaHHA Ta TECTYBaHHs IIEpeBipeHa, Ta BCTAHOBJICHI 1i BiINOBIAHICTB
Bumoram EU GMP.

IIpenapart BianoBinae nirounm kepienuM BSE/TSE.

Vei BiixuneHns olliHeHo Ta 3a10KkyMeHTOBaHO. CTOCOBHO OY/Ib-KOTO BiJIXMJICHHS, IKE MOKe BIUIHHYTH Ha AKiCTh
ta/abo Oe3neky mnpoaykuii (BianoBigHe BigxuieHHs), Ko Ceprudikata BiANOBIIHOCTI [J0Ja€Thcsi 2BIT NpoO
BiIXHMJICHHSI.

Pazom 3 BianoriiHuMm CepTHdikaToM aHamizy Lieil JoOKyMeHT € cepTH(IKalli€lo SKOCTi AN HaJaHHS JI03BONY Ha
BHITYCK cepil /11 BUIL[e3a3Ha4YeHo] cepii npenapary.

Cepis ignoeinae Crienudikanii CFPS.NUS.22890(2.0) ta Bunyckaerbes it Micrpan Kenitan Menemxkmenr, IOK,
Ta JUIs TepuTOopii YKpaiuu

Hltamn: / Kamino Fapcia
Vnoernosaxcena ocoba Iramn:
ITianuc: /nionuc/ Hara: /11 tpasus 2023p./
YnosHopaxkeHna ocoda «Cinron Xicnanis C. JL»




Synthon Hispania, SL
«/Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146
www.synthon.com

Ceprudikar anaaizy Crop. 131

3osenapoBicTa 0,8MI/MJ1 KOHUEHTPAT I PO3YHHY Jis iHPY3ii

Howmep cepii :2300129A

Homep Bupoby : 378120

P Ty Y Hara surorosnennsa  : 30 ciuna 2023 poky

Bupobnuuya 1iibHHILA : COTEMA

BunpoGyBanus PezyasTaTtn Kpurepii npuiinsatHocTi
30BHILIHIH BHIIIA] Bianosinae IIpozopuii Ge36apBHHiT po3UnH ¥

npozopoMy 6e306apBHOMY CKIISTHOMY
(rakoni 3 npoOKoI0 3 aFOMIHIEBOIO
KPHILIKOKO 1 JUCKOM KOHTPOJIIO [IEpLIOro
siakpurrs flip-top

MexaniuHi BKItoueHHs: HeBuaumi qacTku

> 10mKm 110 < 6000 posmipom 10mMKkM abo Oinbiue
> 25MKM 7 < 600 po3mipom 25MkM abo Oinbule
pH 6,2 6,0-6,6
O6’eM 1110 BUTATAETHCS Bianoeiae > Sma
Inentndikauia 301epoOHOBOI KHCIOTH

BEPX uac yrpumaHHa Binnosinae Taxknii e AK 114 cTaHAapTHOTO

pO3UMHY
IX wac yrpumaHHa Bianosinae Takuii e K 111 pO3HHHY 1A

NIepPeBipKH NIPHIATHOCTI CHCTEMH
KinbkicHe BU3HAUEHHS 30J€IPOHOBOL

KHCIJIOTH
BEPX 4, 1mr/5mn 3,8-4,2mr/Smu
BEPX (zasiBnenuii %) 102% (95-105%)
BwmicT antomiHiio 1 Mxr/¢akon < SMKr/¢akoH
Jomimku (YEPX)
Iminazon (AC.046) <0,1% <0,5%
Sonenak kucinota (H/1602) <0,1% <0,5%
Haii6inbura HeileHTH(IKOBaHA OMILlIKa <0,1% <0,4%
CyMa JIOMIIIIOK <0,1% <2,0%
CTepHIIbHICTD Bianosinae CrepuibHHil
BaktepiaibHi eHIOTOKCHHH <1,3 OE/mr <62,5 OE/mr 3onepoHOBOI KUCIOTH
(= 50,0 OE/Mn po3uuHy 30J1€IpOHOBOL
KHCIIOTH)
Is cepis pinnoeigae Cneumdikaitii CFPS.NUS.22890 (2.0).
Bunano: Aunpea Jlones [6anes JHara supnaui: 24/ KBITH%G p%l:
creljanicT 3 AKOCT1 [le eneKTpOHHHIT AN . #\\\

3aim: 210947 Hdama: 24 keimus 2q ’5%8“711 Brd L W(? }i‘roducaon
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Synthon Hispania S.L.

Certificate of Conformance

Synthon
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Local trade name: ZolendroVista

Marketing Authorization number: UA/16475/01/01

Synthon item number: 378120

Batch number: 2300129A

Strength: 4mg/5ml / Zoledronic acid
Dosage form: concentrate solution for infusion
Packaging size and type: 5 ml per vial; 1 vial per carton box

Manufacturing site API:

Synthon s.r.o.,
Brnenska 32/cp. 597,
Blansko, 67801, Czech Republic

Authorization number of
Manufacturing site API:

sukls 132091/2021 (AP1 GMP)

Manufacturing site Bulk Drug Product:

Sothema
BP No. 1,

Bouskoura 20180, Marocco

Authorization number of
Manufacturing site Bulk Drug Product:

22 En DMP/23 (ML) / 162/22/SSIP/DMP/18 (GMP)

Primary and Secondary packaging site:

Sothema
BP No. 1,
Bouskoura 20180, Marocco

Manufacturing Authorization number
of primary and secondary packaging
site:

22 En DMP/23 (ML) / 162/22/SSIP/DMP/18 (GMP)

Responsible  for  batch  release | Synthon Hispania, S.L.
documentation and address: C/Castello, n°1,
Sant Boi de Llobregat, Barcelona, 08830, Spain
Authorization number of  site | Current valid number in UA:
:’:g::j; - for  batch  release | 43¢ 1)/ NCF/1931/001/CAT (G

Current valid number in EU, pendin,
0438 (ML) / NCF/2317/001/CAT (¢

Version: MCOC.ESO1.ZLE.inj4.Mistral Capital Management. UA.378120.




Synthon Hispania S.L.

Certificate of Conformance

page 2/2
Batch size finished product: 7997 packs
Number of relevant deviations: (\VEAN
Remarks / comments: (WRAY

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 Zoledronic acid 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.22890 (2.0) and is released for Mistral Capital Management Limited.,
UK, and for territory: Ukraine.

Cami ﬁ'Gé.-r:l'Papr—q / U | MAY 2023

— Date:

Signature:
R sl

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.ZLE.inj4.Mistral Capital Mana;




Synthon Hispania, SL

¢f 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 1 of 1

Zolendrovista 0.8 mg/ml Concentrate for solution for
infusion

Lot Number 1 2300129A

Item Number : 378120 Date of Manufacture : 30-Jan-2023
Expiry Date : Jan-2026

Manufacturing Site : SOTHEMA

Tests Results Acceptance Criteria
Appearance Complies Clear, colourless solution in a

Particulate contamination: Sub-visible particles

>=10 um 110

>=25 pm 7
pH 6.2
Extractable volume Complies
Identification Zoledronic acid

HPLC retention time Complies

IC retention time Complies
Assay Zoledronic acid

HPLC 4.1 mg/S mL

HPLC (% label claim) 102 %
Aluminium content 1 pg/vial
Impurities (UPLC)

Imidazole (AC.046) =0.1%

Zoledac acid (H/1602) <0.1%

Largest unspecified impurity <0.1%

Total impurities <0.1%
Sterility Complies
Bacterial endotoxins <1.3 IU/mg

This batch complies with the specification set in CFPS.NUS.22890 (2.0).

clear, colourless glass vial with
stopper and alucap with flip-top

< 6000 of 10 pm or larger
<600 of 25 pm or larger
6.0-6.6

=5ml

The same as Std. Prep.

The same as System Suitability
Check Prep.

3.8-4.2 mg/5 mL
(95 - 105 %)
<5 pg/vial

<05%
<05%
<04%
<20%
Sterile

<62.5 IU/mg ZLE (< 50.0 IU/ml
ZLE solution)

Issued by : Andrea Lopez Ibafiez
QA CMO Specialist

Date of Issue s;-,;\ 24!Aprf2023‘

This is an electronis signafurs”

Report: 210947 Date: 24 Apr 2023/15:29:31 From: LW7 Production




i

AEP)KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By Bepesnskiscska, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dlIs.kyiv@dls.gov.ua, Kon €IPIIOY 37079055

BUCHOBOK
Npo AKICTh BBE3€HOro B YKpainy Jikapcbkoro 3acoby

26.05.2023 Ne 25551/23/26

3O0JIEHAPOBICTA

(HaliMeny BaHHA JIKAPCHKOIO 3acoBy 1iANO 3 PECCTPALIAHMM HOCBIAYMCHNANM )
KOHUEHTPAT s po3unuy aas indysiii, 4 mr/5 s, no S ma y paaxoni; no 1 paakony s
KapToHuiii kKopobsui

(hopsma BHNYCKY, J03YBAHHA, BIWL NAKYBAHHS NiKapchkoro 3acoby)
Howmep peecrpauiiinoro nocsinuenns UA/16475/01/01 crpok nii peectpauiitnoro nocsinuenns HEOOMEXeH Wi
Cepis nikapcbkoro 3acoby Ne 2300129A KinukicTs sae3enoro nikapeskoro sacody 4000

Bupobunk Cinton Xicnauis, C.J1., Icnauis

(HafiMeHyBaHNA BUPOOHMKA NiKapChKOro 3acoly, Kpaina noxoKeHns)

Baeseno 8 Vkpainy TOBAPUCTBO 3 OBMEXKEHOIO BIANOBIIAJIBHICTIO
"BYCT ®APMA", inenr. koa: 44107410

(maiimenysanns Ta koa 3a CJAPHOY wopuanunoi ocobu abo npissmie. iss. no 6arekosi (iswanol
ocolu = nianpuesi, it Micue npoxuBanna 1a peccrpauiinmii nomep 0GAIKOROT KAPTKM 1IATHHKR
HOAATKIB 60 Cepis T HOMEP TCHOpPTI)

Ipotokon Bisyansnoro konrpomo sia 26.05.2023 Ne 1488/1.

3a pesynsTaTaMM  ICPKABHOIO KOHTPOJK BCTAHOBJIEHO, W0 Jnikapchkuii 3acié  sseleno 8 Ykpainy 3

AOTPpHMaH KO HOAABCTBA W00 3ade3neueHna AKOCTI JiKkapceKux 3acobis.

ﬁ Miukoaa XOJIOJIEHKO

(nianme) (ML T2 npiIRKIe)
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AEPXXABHA CJIYKBA 3 IIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI

npoe. Hanii Ceitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €/IPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpainy Jikapcbkoro 3aco0y

01.02.2024 Ne 4542/24/26

30JIEH/IPOBICTA

(HaitMeHyBanHs Jlikapcbkoro 3acofy 3riZiHO 3 peecTpaniifHAM 10CBIAMCHHIM)
KOHUEHTPAT VI po34HHy aus indys3iii, 4 mr/5S mu no 5 ma y guaxoni; no 1 ¢paaxkony B
KapToHHii KopoOui

(dopma Bunycky, 103yBaHHA, BUI MAKyBaHHA JikapckKoro 3acoly)
Howmep peecrpauiiinoro nocsiguenns UA/16475/01/01 crpok aif peectpauiiinoro nocsingenns HCOOMEKESHHH
Cepis nikapcbkoro 3acoby Ne 2300623 A Kinskicth BBe3enoro nikapcbkoro 3acoby 60

Bupobunk Cinrton Xicnanis, C.JI., Icnanis

(nabimenyBanus sBupoSuuka nikapcekoro 3aco0y, Kpaina noxo/ukeHHs)

Beeseno B ¥ kpainy TOBAPHUCTBO 3 OBMEXEHOIO BIAITOBIITAJBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(naiimenypanns Ta kox 3a €JIPTIOY 1opuamnoi ocobu abo npissuue, iM'A, no Garekosi isnyHol
0co0H - nianpuemus, ii Micue NPOXHBAHHA Ta peecTpauifinnii Homep 06/1iKOBOT KAPTKH IUIATHHKA
nozarkis abo cepis Ta HOMep nacrnopra)

MpoTokon BisyansHoro koutpomo Bin 01.02.2024 Ne 376/7.

3a pesynbTaTamMu JCPKABHOTO KOHTPONIO BCTAaHOBJIEHO, WO JjikapchkuH 3aci6 BseseHo B VYkpaidy 3
JAOTPHMAHHSM BUMOTr 3aKOHONABCTBA OO 3a0e3neueHHs AKOCTI JIiKapcbKHY, 3ac06iB.

Muxkona XOJIOJJEHKO

(iniuianu Ta npispuiLe)

HavansHHK

(nocanona ocoba opramy JepHaBHOro KOHTPOIO)

ML.IT.




Cinron Xicnanis C. JI.
Ceprudikar BiAnoBiIHOCTI

Micuesa Toprosa Ha3Ba: 3O0JIEHJAPOBICTA
H B il

PHER SECCTDRIIREOED UA/16475/01/01
NOCBiTIYeHHS:
Homep Bupo0Oy komnaHii «CinToH » | 378120
Homep cepii: 2300623A

Jlo3yBanHs:

4Mr/SmJ1 / 30/1eIpOHOBA KHCJIOTA

Jikapceka popma:

Konnentpar 1js1 po34uuny 1is iHQysii

Po3mip i TMII yHaKOBKH:

S Mma1y ¢pi1akoHi; 1 cRISHAH (PIAKOH Y KAPTOHHIH
Kopooi

Bupooanya ginbaung API:

CinToH c.p.o.
bpHeHncbka 32/um. 597
Bbaancko, 67801, Yecbka Pecnmyditika

Homep Jinensii Ha BHPOOHHITBO

132091/2021(API GMP
BHpoOHHYOI TinbHUII API: ( )
Bupodauya ginisHung "in bulk": COTEMA

BII Nel,

boyckopa 20180, Mapokko

Homep Jaimensii Ha BAPOOHHIITBO
BHpoOHHYOI FiabHHUMI "in bulk":

22En DMP/23 (ML) /162/22 SSIP/ DMP / 18 (GMP)

Bupo0HuK, BiTnoBizaabHMIii 32
NnepBHHHE MAKYBaHHA:

COTEMA
BII Nel,
Bboyckopa 20180, Mapokko

Homep JinenH3ii Ha BAPOOHHIITBO
IiIbHALI BigmoBinaanHol 3a
NMepBHHHE TA BTOPHHHE MAaKYBAHHA:

22En DMP/23 (ML) /162/22 SSIP/ DMP / 18 (GMP)

Bupo0HHK, BiTmoBizaabHHi 32
BHITYCK cepii:

CinTon Xicnanig C.JI. Icnanisa
Bya. K/ Kacreaio, 1,
Cant boi xe Jlnooperar bapcenona, 08830, Icnmanis

Howmep Jinensii Ha BAPOOHHITBO
BHPOOHHYOI TiTbHHITI
BilmoBiTa/IbHOTO 32 BHIYCK cepii:

IMoTounuii ificHuii HoMep B YKpaiHi:
0438 (ML) /NCF /1931/001/CAT (GMP)
IloTouynni xilicanii Homep B €C:

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

Bepcizs: MCOC.ES01.ZLE .inj4. Mictpan Kenitan MeHemxnveHT.UA.378120.18.doc




Cinron Xicnaniga C. JL.

Ceptudikar BIIIOBIHOCTI
CropiHka 2/2

Po3mip cepii roroBoro mpoaykry: | 7081 ym.

Homep BignoBiTHHX BiIXH.1eHb: NA

Pemapku/koMeHnTapi NA

ITuM 5 3aCBiTYYIO TOYHICTE i JOCTOBIPHICTH BHINEHABEISHOI iH(opMaIii.

ITro cepiro mpoxyKIii Oyao BIpoOlIeHOo, BKIIOYAOYN ITAKYBAaHHA (AKIO IIe IepeadadeHo) Ta KOHTPOIb AKOCTI, Ha
BIIe3a3HaUCHIII(HIX) OUIMHIN(KaX) vV IOBHIM BiamoBimHocTi g0 Bumor HamexHoi BHpoOHIMIoi mpaktnkn €C Ta
BIIMOT MicCIIeBOT'0 PerymaropHoro opraHy, a TaKoXK J0 ciemudikaiil, BUKIaJeHIX v PeecTpalliiiHoMy IIOCBiIUeHHI
KpaiHI-iMImopTepa, Ta 0¥Ib-KIX JOJaTKOBIX BHMOT, TIOTO/DKEHIIX V JIOTOBOPI PO AKICTE.

BupoOHIITBO JKAPCHKOI PEYOBHMHHI 30IeJpOHOBA KIICIOTA 3IIIICHIOETECA BiAmMOBiOHO 1m0 mirowoi HaneskHol
BHpPOOHIIOT IIPaKTIIKIL

JlokyMmeHTaIist 3 BHPOOHNITBA cepil, MAaKyBaHHS Ta TeCTyBaHHsA IepeBipeHa, Ta BCTAHOBIEHI ii BIIIOBIJHICTH
sumoram EU GMP.

IIpenapart BiamoBinae airournmM kepisaiM BSE/TSE.

Vci BIIXIUICHHA OILIIHEHO Ta 3aJ0KyMeHToBaHO. CTOCOBHO OyIb-KOTO BiIXIUICHHS, K€ MOXKE BIUIIHYTH Ha SKICTB
Ta/abo Oesmeky mponykmili (BimmoBimme BimxiwieHHa), mo CepTHdikara BIOIOBIZHOCTI JOHA€ThCA 3BIT IIPO
BIIXIUIEHHS.

PazoMm 3 BimmoBimHimM CeprndikaToM aHATI3y Iell JOKYMEHT € cepTH(]IKaIli€ro SKOCTI IS HaJaHHA JO3BOIY Ha
BIITYCK cepil /714 BHIIe3a3HadYeHOI cepii mpemapary.

Cepis Bimnosigae Cremigikaiii CFPS.NUS.22890(2.0) Ta Bummyckaerbed 1 Mictpan Kemitan MenemkmenT, FOK,
Ta I TepUTOpii YKpaiHm

IITamm: / Kawino Iapcia
Vnoenoeasicerna ocoba ITTTam:
ITijrmc: /nionuc/ JHata: /23 tpaBHsa 2023p./
VYnosHoBaxkeHa ocoda «CinTon Xicnanis C. JL»

Bepcis: MCOC.ES01.ZLE .inj4. Mictpan Kenitan MeHexnveHT.UA.378120.18.doc



Synthon Hispania, SL
c/Castehd, 1

08830 Sant Boi de Llobregat
Barcelona - Spamn

Tel. +34936 401516 Synthon
Fax +34 936 401 146
www synthon com

Ceprudikar anaaizy Crop. 131

3oaenapoBicta 0,8Mr/Mu1 KOHIIEHTpPAT JJISl PO3YHHY JJIs IHPY3iH

Howmep cepii 1 2300623A

Howmep BupoOy 1378120

: 2
TepMi D RFHOT  Fepescin 2026 Jlata BuroToBIeHHA : 14 Oepe3ns 2023 poky
BupoOHIra giTsHII : COTEMA
BunpodyBaHHA Pe3yanTaTH Kputepii npuiiHATHOCTI
30BHINTHII BUTIA] Biamoginae IIpozopmii 6e30apBHIII pO3UNH Y

mpo3opoMy 0e30apBHOMY CKISHOMY
(h1akoHi 3 IPOOKOI0 3 ATIOMiHIEBOIO
KPHIIKOIO i JHCKOM KOHTPOIIO IIepIIOoTo
BiakputTA flip-top

MexaHiuHI BKITIOUeHHS: HeBHIIIMI YacTKH

> 10MKM 24 <6000 po3mipom 10MKM abo OinkIne
> 25MKM 1 <600 po3mipom 25MKM abo Oinbine
pH 6,2 6,0-6,6
O0’eM IO BUTATAETLCA BiamoBinae > SMII
Inentudikaris 3omepoHOBOI KHCIOTH

BEPX uac yTpuMaHHSA BiamoBinae Taxanii ke K 75 CTaHJapTHOTO

PO3UHHY
IX vac yTpuMaHHA BiamoBinae Taxrii e K 115 pO3UUHY I

IepeBipKH NMPUAATHOCTI CHCTEMH
KinekicHe BH3HaUeHHS 30/1eIpOHOBOL

KHCJIOTH
BEPX 3,9Mr/5MI1 3,8-4,2M1/5M1
BEPX (3agBnenuii %) 98% (95-105%)
BuicT amoMiHit0 2MKT/ (hIaKoH < SMKT/(pr1aKoH
Homimku (VEPX)
Imimazon (AC.046) <0,1% <0,5%
3onenak kucinota (H/1602) <0,1% <0,5%
Haii6inpma HeigeHTH(QiKOBaHA JOMIIITKA 0.2% <0,4%
Cyma JOMIIIoK 0.2% <2.0%
CTepHIBHICTh Biamosinae CTepHibHIHI
BakTepianbHi eHI0TOKCHHH <1,3 OE/MT <62.5 OE/Mr 301eIpoHOBOL KHCIIOTH
(< 50,0 OE/Mn po3unHy 3071eIpOHOBO
KIICTIOTH)
113 cepis BinnoBinae Coemidikanii CFPS.NUS.22890 (2.0).
Bumano: MoHTce Apaca Binac Jara Bugaqgi: 23/ Tpapas / 2023 poky
CIIEITIAMICT 3 AKOCTI ITe eNeKTpOHHIIT ITiImIC.

3eim: 213042 Jama: 23 mpaensa 2023p./13:23:46 Bio. LW7 Production




Synthon Hispania S.L.

Certificate of Conformance

Local trade name: ZolendroVista
Marketing Authorization number: UA/16475/01/01
Synthon item number: 378120
Batch number: 2300623A
Strength: 4mg/5ml / Zoledronic acid
Dosage form: concentrate solution for infusion
Packaging size and type: 5 ml per vial; 1 vial per carton box
Manufacturing site API: Synthon s.r.o.,

Brmenska 32/cp. 597,

Blansko, 67801, Czech Republic
Authorization number of | sukls 132091/2021 (AP1 GMP)
Manufacturing site API:

Manufacturing site Bulk Drug Product:

Sothema
BP No. 1,
Bouskoura 20180, Marocco

Authorization number of
Manufacturing site Bulk Drug Product:

22 En DMP/23 (ML) / 162/22/SSIP/DMP/18 (GMP)

Primary and Secondary packaging site:

Sothema
BP No. 1,
Bouskoura 20180, Marocco

Manufacturing Authorization number
of primary and secondary packaging
site:

22 En DMP/23 (ML) / 162/22/SSIP/DMP/18 (GMP)

Responsible for  batch  release | Synthon Hispania, S.L.
documentation and addrees: C/Castello, n°1,
Sant Boi de Llobregat, Barcelona, 08830, Spain
Authorization number of  site | Current valid number in UA:
ﬁﬂ:&:ﬁm for  batch  release | 438 M1 )/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2317/001/CAT (GMP)

Synthon

Version: MCOC.ES01.ZLE.inj4 Mistral Capital Management.UA.378120.18.doc



Synthon Hispania S.L.

Certificate of Conformance
page 2/2
Batch size finished product: 7081
Number of relevant deviations: NA
Remarks / comments: -

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 Zoledronic acid 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.22890 (2.0) and is released for Mistral Capital Management Limited.,
UK, and for territory: Ukraine.

L 23w

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.ZLE.inj4. Mistral Capital Management.UA.378120.18.doc



Synthon Hispania, SL

cf 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 1

Zolendrovista 0.8 mg/ml concentrate for solution for infusion

Lot Number
Item Number
Expiry Date

Manufacturing Site

1 378120

: 2300623A

Date of Manufacture

: Mar-2026
: SOTHEMA

14-Mar-2023

Tests Results Acceptance Criteria
Appearance Complies Clear, colourless solution in a
clear, colourless glass vial with
stopper and alucap with flip-top
Particulate contamination: Sub-visible particles
>= 10 pm 24 <6000 of 10 pm or larger
>=25 um 1 <600 of 25 pm or larger
pH 6.2 6.0-6.6
Extractable volume Complies =35ml
Identification Zoledronic acid
HPLC retention time Complies The same as Std. Prep.
IC retention time Complies The same as System Suitability
Check Prep.
Assay Zoledronic acid
HPLC 3.9 mg/5 mL 3.8-42mg/5mL
HPLC (% label claim) 98 % (95 - 105 %)
Aluminium content 2 pg/vial <5 pglvial
Impurities (UPLC)
Imidazole (AC.046) =0.1% =0.5%
Zoledac acid (H/1602) =0.1% =05%
Largest unspecified impurity 0.2 % <04 %
Total impurities 0.2% =20%
Sterility Complies Sterile

Bacterial endotoxins

<1.3 IU/mg

This batch complies with the specification set in CFPS.NUS.22890 (2.0).

<62.5 U/mg ZLE (= 50.0 IU/ml
ZLE solution)

Issued by :

Montse Arasa Vifias
QA CMO Specialist

Date of Issue :

23/May/2023

This is an electronic signature

Report: 213042 Date: 23 May 2023/13:23:46 From: LW7 Production




JAEPXXABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npoe. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
Npo siKiCTh BBe3eHOro B YKpaiHy JiikapcbKoro 3acoly
21.04.2025 . Ne 20117/25/2611
3OJIEHAPOBICTA

(nakiMeHyBanHs 1iKapcbKOIo 3acofy 3riiHO 3 peceTpauifHUM NOCBIAMCHHAM)
KOHIEHTPAT AJIsl PO34uHy [AJs iHdy3iit, 4 Mr/5 ma, no S ma y grakoni; no 1 ¢oiakony B
KapTOHHiH KopoOui

(popma BurycKy, J03yBaHHS, BUIL IAKyBaHnsa Jikapchkoro 3acoly)
Homep peecrpauiiinoro nocsimuenns UA/16475/01/01 crpok aii peectpauiiioro nocsinuenna HEOOMEKEHUH
Cepis nikapcskoro 3acoby Ne 2300625A KinbkicTb BBe3eHOro nikapcbkoro 3acoby 3659

BupoGuuk Cinron Xicnanis, C.JL., Icnanis

(HaliMeHyBaHHA BUpOOHMKA Jikapcbkoro 3aco0y, KpaTHa NOX0MKEHH )

Beeseno B Ykpaiy TOBAPUCTBO 3 OBMEKEHOIO BIATTOBLIAJIBHICTIO
"BYCT ®APMA", inent. koa: 44107410

(nadimenysanns ta kot 3a CJAPTIOY wopuanunoi ocobu abo npissuule, im'a, no 6aTeKoBi (izHuHOT
0cOBH - Minpremits, T MiCLE IPOKUBAHHS Ta peecTpauifnni HoMep 0GiKOBOT KAPTKH [1aTHHKA
noaarkis ado cepia Ta HOMEP NacnopTa)

MpoTokon Bizyansnoro kowtponio sin 21.04.2025 Ne 1332/01.10-25/9.

3a  pe3ynbTaTaMM JEPKABHOIO KOHTPOJIO  BCTAHOBJEHO, 11O  JIiKAPChKH saci6 BBeseHo B Ykpainy 3

AOTPHMAHHSAM BMMOT 3aKOHOAABCTBA OO 3a0€3MeUeHHs AKocTi Nikapggknx 3acobis.

Mukona XOJIOJIEHKO

(nianuc) (ininianu Ta npizsuuLe)




Cinron Xicnanis C. JI.
Ceprudikar BiAnoBiIHOCTI

Micuera Toproea Ha3Ba: 30JIEHIPOBICTA
Homep PeecTpaniiiHoro mocBigueHnsn: UA/16475/01/01
HoMep Bupody koMmnaHii «CiHTOH » 378120

Homep cepii: 2300625A

HozyBanus:

4Mr/5Mi1 / 30/1eAPOHOBA KHCJIOTA

JIikapcbKka gopma:

KoHueHTpaT 1,51 po3unHy And ingysii

Po3Mip i THI yHAKOBKH:

S may ¢gaakoni; 1 ckIgHHI (IaKoH Y KAaPTOHHIN Kopooii

Bupoonnua ginbHung API:

CiHToH c.p.o.
bpHeHcbKa 32/um. 597
Bbaancko, 67801, Yecbka Pecnydurika

Homep Jdinensii Ha BHPOOHHUTEO

132091/2021(API GMP
BHPOOHHYOI JinbHHIE API: ( )
Bupobnnua gineHung "in bulk': COTEMA

BII Nel,

Boyckopa 20180, Mapokko

Homep JdineHsii Ha BHPOOHHUTEO
BHpoOHHYOI AinsHUTI "in bulk":

22En DMP/23 (ML) /162/22 SSIP/ DMP / 18 (GMP)

BupoOHHK, BiTnoBigaILHHAI 3a
NePBHHHE IAKYBAHHA:

COTEMA
BII Nel,
Boyckopa 20180, Mapokko

Homep aineHsii Ha BHPOOHHUTEO
OiTbHHII BiANOBigaIbHOI 32 IEPBHHHE
Ta BTOPHHHE NIAKYBAHHS:

22En DMP/23 (ML) /162/22 SSIP/ DMP / 18 (GMP)

BupoOHHK, BiINOBiga/ILHUI 3a BHIIYCK
cepii:

CinToH Xicnania C.JI. Icnanis
Bya. K/ Kacreao, 1,
CaHnr boi ge Jlnooperar bapceaona, 08830, Icnanist

Howmep adineHsii Ha BHPOOHHUTEO
BHPOOHHYOI JiTBHULI BiNIIOBiZaILHOTO
3a BHITYCK cepii:

IMoTouHwuii gificHUil HoMep B YKpaiHi:
0438 (ML) / NCF/ 1931/001/CAT (GMP)
IToTouHnmnii gificHuii Homep B €C:

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

Po3mip cepii roroBoro npoaykTy: 7659 yn.
Homep BinmoBinHHUX BiTXniieHb: NA
Pemapku/komMeHTapi NA

Bepciz: MCOC.ES01.ZLE .inj4. Mictpan Kenitan MeHexnveHT.UA.378120.19.doc




Cinron Xicnaniga C. JL.

Ceptudikar BIIIOBIHOCTI
CropiHka 2/2

1M £ 3aCBiTYYIO TOYHICTE i JOCTOBIPHICTH BHINEHABEICHOI iH(opMarrii.

ITro cepito mpoxyKIii Oyiao BipoOlIeHOo, BKIIOYAOYN ITAKYBAaHHA (AKIO IIe IepeadadeHo) Ta KOHTPOIb AKOCTI, Ha
BIINe3a3HaYeHIII(HIX) OUIMHIN(KaX) vV IOBHIM BiamoBimHocTi go Bumor HamexHoi BHpoOHIol mpaktnkn €C Ta
BIIMOT MiCIIEBOT'0 PerymaropHoro opraHy, a TakoxK J0 chemudikamiil, BUKIaJeHIX v PeecTpalliiiHoMy IIOCBiIUeHHI
KpaiHi-iMIopTepa, Ta 0yIb-KIX JOJaTKOBIIX BIIMOT, TIOTOKEHIIX ¥ JIOTOBOPI PO AKICTE.

BHpoOHIITBO JTKAPCHKOI PEYOBHHI 30JIeApOHOBA KIICIOTA 3JIIICHIOETECA BiMOBiOHO 1m0 mirowoi HanekHol
BHpPOOHIIOT IIpaKTIKIL

JlokyMmeHTaIisi 3 BHPOOHNITBA cepil, MaKyBaHHS Ta TeCTyBaHHs IepeBipeHa, Ta BCTAHOBIEHI il BIIOBIJHICTH
sumoram EU GMP.

IIpenapart BiamoBinae girounM kepisaiM BSE/TSE.

Vci BIIXIUICHHA OILIIHEHO Ta 3aJ0KyMeHToBaHO. CTOCOBHO OyIb-KOTO BiIXIUICHHS, SKE MOXKE BILIIIHYTH Ha SKIiCTB
Ta/abo Oesmeky mponykmili (Bimmorimme BimxiwieHHs), mo CepTHdikara BIOIOBITHOCTI JOHA€ThCH 3BIT IIPO
BIIXIUIEHHS.

PazoMm 3 BimmoBimHimM CeprndikaToM aHami3y Iell JOKYMEHT € cepTH(QIKAIli€ro SKOCTI IS HaJaHHA JO3BOIY Ha
BIITYCK cepil [714 BHIIe3a3HadYeHOI cepii mpemapary.

Cepis Bimmosigae Cremugikaiii CFPS.NUS.22890(2.0) Ta Bumyckaerhbed i1 Mictpan Kemitan MenemkmenT, FOK,
Ta I TepUTopil YKpaiHm

IIramm: / Auna Mapmines
Vhoenoeasicera ocoba IITTam:
ITirmc: /mionuc/ JHata: /14 BepecHs 2023p./
YnoBHoBa:keHa ocoda «CinTon Xicnania C. JL»

Bepcis: MCOC.ES01.ZLE .inj4. Mictpan Kenitan MeHemxveHT.UA.378120.19.doc



Synthon Hispania, SL
c/Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spamn

Tel +34936401516

Fax +34 936 401 146

www synthon com

Ceprudikar anaaizy

Synthon

Crop. 131

3oaenapoBicTa 0,8Mr/Mu1 KOHIIEHTPAT JJIS1 PO3YHHY JJIs IHPY3iH

Howmep cepii : 2300625A
Howmep BupoOy 1378120
TepMmiH IpHIIATHOCTI : Uepeens 2026
BupoOHIa Ji TsHIIg : COTEMA

Z[aTa BHI'OTOBJICHH

: 20 gepBHa 2023 poky

BunpodyBaHHA Pe3yabTaTH Kpurepii npuiiHATHOCTI
30BHINIHII BUTIA] Biamorigae IIpozopuii Ge30apBHIII pO3UIH Y
npo3opoMy 6e30apBHOMY CKISHOMY
(h1akoHi 3 IPOOKOIO 3 aIIFOMiHI€BOTO
KPHIIK OO i TUCKOM KOHTPOMIO MEePIIOTro
Bigkpurts flip-top
MexaHiuHI BKITIOUeHHS: HeBHIIIMI YacTKH
> 10MKM 131 <6000 po3mipom 10MKM abo GinmbIie
> 25MKM 1 <600 po3mipom 25MKM abo Oinbine
pH 6.3 6.0-6.6
O06’eM 10 BUTATAETLCA Binmosinae > SMI
InenTudikaris 3omepoHOBOI KHCIOTH
BEPX uac yTpuMaHHA Binmosinae Taxarii ke K 715 CTaHJapTHOTO PO3UNHY
IX vac yTpuMaHHA Biamoginae Taxaril e K 715 pO3UNHY [ epeBipKIt
TIPUIaTHOCTI CHCTEMH
KinpKicHe BI3HAUeHHs 30/1e/IpOHOBO]
KHCIIOTH
BEPX 4,0Mr1/5M11 3,8-4,2Mr/5Mn1
BEPX (3aaBnenmuii %) 99% (95-105%)
BuicT amoMiHi0 1MKT/(pr1akoH < SMKT/(pr1akoH
Homimku (VEPX)
Imimazon (AC.046) <0,1% <0,5%
3onenak kucnora (H/1602) <0,1% <0,5%
HaiiGinpma HeifeHTH(QiKOBaHA JOMIIIKA 0,2% <0,4%
CyMa JTOMIIIoK 0,2% <2.0%
CTepHIBHICTh Biamosinae CTepisHHI
BakTepianbHi eHI0TOKCHHH <1,3 OE/MT <62.5 OE/Mr 30neIpoHOBOL KHCIIOTH

I cepis BinmoBingae Crendikarnii CFPS.NUS.22890 (2.0).

(< 50,0 OE/Mn po3uuHy 3071eIpOHOBO]
KIICIIOTH)

Bupano: Jlaypa Kactinsec Camifio
CITEIaNICT 3 IKOCTI

Jata Bujaui: 05/ BepecHs / 2023 poky
Ile eneKTpOHHMIT ITiAMHC.

3gim: 219599 Hama: 05 eepecra 2023p./15:30:53 Bio. LW7 Production




Synthon Hispania S.L.

Certificate of Conformance

Local trade name: ZolendroVista
Marketing Authorization number: UA/16475/01/01
Synthon item number: 378120
Batch number: 2300625A
Strength: 4mg/Sml / Zoledronic acid
Dosage form: concentrate solution for infusion
Packaging size and type: 5 ml per vial; 1 vial per carton box
Manufacturing site API: Synthon s.r.o.,

Bmenska 32/cp. 597,

Blansko, 67801, Czech Republic

Authorization number
Manufacturing site API:

of

sukls 13209172021 (AP1 GMP)

Manufacturing site Bulk Drug Product:

Sothema
BP No. 1,
Bouskoura 20180, Marocco

Authorization number of
Manufacturing site Bulk Drug Product:

22 En DMP/23 (ML) / 162/22/SSIP/DMP/18 (GMP)

Primary and Sccondary packaging site:

Sothema
BP No. 1,
Bouskoura 20180, Marocco

Manufacturing Authorization number
o_f pnmlry and secondary packaging

sile:

22 En DMP/23 (ML) / 162/22/SSIP/DMP/18 (GMP)

Responsible  for  batch  release | Synthon Hispania, S.L.
documentation and address: C/Castello, n°1,
Sant Boi de Llobregat, Barcelona, 08830, Spain
Authorization  number  of  site | Current valid number in UA:
mm for  balch  reledse | 1% (ML) /NCF/1931/001/CAT (GMP)
Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2344/001/CAT (GMP)
Batch size finished product: 7,659
Number of relevant deviations: )&Ir
Remarks / comments: /-

Verson: MCOC ESD1.ZLE inj4. Mistral Capital Managemenl UA.37E120.19.doc




Synthon Hispania S.L.

Certificate of Conformance
page 2/2

e

applicable) and quality control at the

I hereby certify that the above information is authentic and accurate.
;l;h;:e batch lzlf pfﬂdl:lﬂ haf been manufactured including packaging (if
o _::e:}:mned ?Itcfs,} in f.uII compliance with EU GMP requirements of the local Regulatory Authority
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 Zoledronic acid is produced according to current GMP.
and found to be in compliance

The batch processing, packaging/labeling and analysis records were reviewed

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.

0) and is released for Mistral Capital

ry l:Fkrﬂin
1 4 SEP 2023
Date:

Management Limited.,

The batch compl
UK, and for territo

L
alified Person Synthon Hispania S.L.

Qu




R
08830 Sant Boi de Llobregat
Barcelona -

Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146
www.synthon.com
Certificate of Analysis Fheitarl
Zolendrovista 0.8 mg/ml Concentrate for solution for
infusion
Lot Number : 2300625A
Item Number : 378120 Date of Manufacture : 20-Jun-2023
Expiry Date : Jun-2026

Manufacturing Site : SOTHEMA

Tests Results Acceptance Criteria
Appearance Complies Clear, colourless solution in a
clear, colourless glass vial with
stopper and alucap with flip-top
Particulate contamination: Sub-visible particles
>=10 pm 131 <6000 of 10 pm or larger
>=25 pm 1 <600 of 25 pm or larger
pH 6.3 6.0-6.6
Extractable volume Complies >5ml
Identification Zoledronic acid
HPLC retention time Complies The same as Std. Prep.
IC retention time Complies The same as System Suitability
Check Prep.
Assay Zoledronic acid
HPLC 4.0 mg/5 mL 3.8 -4.2 mg/5mL
HPLC (% label claim) 99 % (95 - 105 %)
Aluminium content 1 pgfvial <5 pg/vial
Impurities (UPLC)
Imidazole (AC.046) <0.1% <05%
Zoledac acid (H/1602) <0.1% <05%
Largest unspecified impurity 02% <04%
Total impurities 02% <20%
Sterility Complies Sterile
Bacterial endotoxins <1.3 IU/mg <62.5 IU/mg ZLE (< 50.0 IU/ml
ZLE solution)

This batch complies with the specification set in CFPS.NUS.22890 (2.0).

Issued by : Laura Castillejos Salido Date of Issue:  05/Sep/2023
QA CMO Specialist This is an electronic signature

Report: 219599 Date: 05 Sep 2023/15:30:53 From: LW7 Production
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