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
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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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