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(1) Esportatore - Exporter — Exportateur

Erba Vita Group SpA
Via dei Faggi 26
47894 Chiesanuova
Rep. San Marino

{2) Stabilimento di produzione -
Etablissement de production:

Manufacturing plant -

Erba Vita Group SpA

Via dei Faggi 26
47894 Chiesanuova
Rep. San Marino
Paese Country - Pays

REPUBLIC OF SAN MARINO

ENTE EMITTENTE

ISSUING BODY — ORGANISSEMENT
EMETTEUR

REPUBBLICA DI SAN MARINC

Dipartimento Prevenzione
Istituto per la Sicurezza Sociale
Via lLa Toscana 3

47893 Borgo Maggiore
Repubblica di San Marino

(3) Autorizzazione Sanitaria Health Authorization - Autorization
sanitarie

6885/DSP-V2/2017 del 15/05/2017

San Marino, 07/09/2023/1722 d.F.R

Prot. n. 4053 /DSP-V2/2023

(4) Alimenti Prodotti - Food produced - Aliments produits

Alimenti destinati ad una alimentazione particolare nella tipologia
produttiva di poiveri - granulati - capsule - compresse - prodotti in
forma liquida

| Foods for particular nutritional uses in form of powders, granules,

capsules, tablets and products in liquid form.

Produits destines & une alimentation particuliére sous forme de poudres,
granules, gélules, comprimeés, produits liquids

(4.1) Alimenti da esportare - Food supplement for Export - Aliments
pour exportion

MAGNESIUM B6 - 60 COMPRESSE /tablets

Batch n. 23323

Pieces : 5203

Production date : 05/06/2023
Expire date: 31/08/2026

(5)Destinatario-Consignee-
Destinataire

LIMITED LIABILITY COMPANY
BIOCON"
Borispilska str.9 village Velika

YERE

Olexandrivka
Baryspil district, Kyiv region, 08320 -

Ukraine

REPUBBLICA DI SAN MARINO

Sede legale del Dipartimento Pr Sede t del Dipartimento Prevenzione
Via Scialoja 20 ViaLa Toscana 3
47853 Borgo Maggiore 47893 Borgo Maggiore

Repubblica di San Marino
T+378(0549)994505- F +378 (0549) 994355
e-mail info.dp@iss.sm

www.salute.sm

Repubhlica di San Marino

Sede distaccata U0S Sanita Veterinaria

e Igiene Alimentare

Strada del Lavoro 29

47892 Gualdicriolo

Repubblica di San Marino

T. +378 (0549) 904614- F + 378 (0549) 953965




1. La Ditta indicata al quadro (1) dispone di uno stabilimento ubicato all‘indirizzo indicato al quadro (2) per la

‘-’t H \? DIPARTIMENTO PREVENZIONE
q&\ { $# Istituto per la Sicurezza Sociale

CERTIFICATO SANITARIO D'ESPORTAZIONE PER PRODOTTI ALIMENTARI

EXPORT HEALTH CERTIFICATE FOR ALIMENTARY PRODUCTS - CERTIFICAT SANITAIRE D’EXPORTATION POUR DES
PRODUITS ALIMENTAIRES

(6)CERTIFICATO DELL’AUTORITA’ COMPETENTE - CERTIFICATION BY COMPETENT AUTHORITY - CERTIFICATION
DE L'AUTORITE COMPETENTE

Visti gli atti di Ufficio. After examining the office acts. Vu les actes de bureau

Prot. n. 4053 /DSP-V2/2023

SI DICHIARE CHE - WE DECLARE THAT - ON DECLARE QUE

produzione e il confezionamento degli alimenti indicati al quadro (4) ed in particolare dell‘alimento indicato al
quadro (4.1)
The Company mentioned in box (1) has a factory situated at the address indicated in box (2) for the
production and the packing of the products listed in box (4) and in particular of the product listed in box (4.1)
Le Maison indiquée dans le cadre (1) dispose d'un établissement situé 3 I'adresse indiquée dans le cadre (2)
pour la production et le conditionnement des aliments mentionnés dans le cadre (4) et notamment a l'aliment
mentionné dans le cadre (4.1):

2. Lo stabilimento & in possesso dell’autorizzazione sanitaria indicata al quadro (3):
The factory has the health authorization as showed in box. (3)
L'établissement posséde |‘autorisation sanitaire indiquée dans le cadre (3):

3. Lo stabilimento e soggetto a vigilanza igienico-sanitaria da parte degli organi preposti ai sensi delle leggi
vigenti in San Marino e nella Comunita Europea.

The factory is subject to health inspection by the Official bodies in charge according to the laws in force in
San Marino and in European Community,

L'établissement est soumis a la surveillance hygiénique par les organisms préposés conformément aux lois
en vigueur en San Marino et dans la Union Européenne,
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U.0.S. Sanita Veterinatiale Igiene Alimentare ;

Drissa Nicoletta Micheloni - Dipartimento Prevenzione/ Prevention Department

; v : 7 U.0.S. Sanita Veterinaria e Igiene Alimentare

e ' . ~n 77 7 1l Respopsabile
: o Dr. Antonio Putti
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REPUBBLICA DI SAN MARINO

Sede legale del Dipartimento Prevenzione  Sede tecnica del Diparti Pr i SBede dist ta U0S Sanita Vet ia
e Igiene Alimentare
Via Scialoja 20 Via La Toseanaz 3 Strada del Lavoro 29
478973 Borgo Maggiore 47893 Borgo Maggiore 47892 Gl_.u.ld1_:uolo )
Repubblica di Sun Marino Repubbliva di Sun Marino Repubblica di San Marino
T.+378(0549]994505- F +378 (0549) 994355 T. +378 (0549) gogb14-F + 378 (0549) 953965

e-mail info.dp@iss.sm
www.salute.sm



AEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitmuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kon €JPIIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOro B Y KpaiHy JiikapchbKoro 3aco0y
10.01.2024 Ne 759/24/26
30JIEAPOHOBA KUCJIOTA - BICTA AC -

(HalfiMenyBaiHs NikapeLKoro 3acody 3rilHo 3 peecTPAliiHHM MOCRIAMEHHAM)
KOHUEHTPAT A po3uuny aas indysiii, 4 mr/S mua, no 5 ma y ¢pnakoni; no 1 paakony s
KapTOHHIH KOpoOLi

((opma BuMyCKy, 103yBaNHA, BU NAaKyBaHHS JIiKapcLKOro 3acoly)
Homep peectpauiitioro nocsindenns UA/19380/01/01 crpox aii peectpauiiinoro nocsinyenns 02.07.2027
Cepis nikapcbkoro 3acoby Ne 2300623B Kinbkicts BBE3eHOrO Mikapcskoro 3acoby 75

BupoGHHK Ciuron Xicnanis, C.J1., Icnanis

(HaliMeHyBaHHs BHpoGHUMKa nikapcskoro 3acoby, kpaiHa MOXOKEHHR)

Beeaeno B Yipainy TOBAPUCTBO 3 OGMEXEHOIO BIANMOBIJAJIBHICTIO
"BYCT ®WAPMA", inent. xon: 44107410

(naiimenysanus Ta koa 3a €JIPTIOY opuanynoi ocobu abo npissuue, iM'a, no 6aTbkosi dizuunol
0cobH - nianpuemus, i Micue NPoXKUBAHHA Ta peccTpauiiHnit HoMep 06niKOBOT KapTKK NNaTHKKa
noaarkie abo cepif Ta HoMep nacnopra) =

IMpoTokoa Bisyansnoro kourponio sin 10.01.2024 M 47/18,

3a pesynbTaTaMH EPKABHOIO KOHTPONKO BCTAHOBNEHO, WO Jikapcekui 3aci6 BeeseHo B Ykpainy 3
QKOHOIABCTRA 111010 3a0e3neueHHs AKOCTI NiKapChK oGis.

/

Muxona XOJIOJEHKO

(nipnuc) (iniuianun Ta npissuiue)




Cinron Xicnanis C. JI.
Ceprudikar BiAnoBiIHOCTI

Micuesa Toprosa Ha3Ba:

30JIEAPOHOBA KHCJIOTA - BICTA AC

Howmep PeecTpaniiinoro

; UA/19380/01/01
NOCBiTIYeHHS:
Homep Bupo0Oy komnaHii «CiHToH » | 396527
Homep cepii: 2300623B

Jlo3yBanHs:

4Mr/SmJ1 / 30/1eIpOHOBA KHCJIOTA

Jikapceka popma:

KOHIEHTPAT IJsl PO3YNHY 1Js iH}y3in

Po3mip i TMII yHaKOBKH:

S ma y paakoni; 1 (pi1akoH y KapToOHHIH Kopoomi

Bupooanya ginbaung API:

CinTOH c.p.o.
bpHeHncbka 32/um. 597
Baancko, 67801, Yecbka Pecmy0irika

Homep Jinensii Ha BAPOOHHITBO

132091/2021(API GMP
BHpoOHHYOI TinbHUII API: ( )
Bupoonu4a ginpHung "in bulk": COTEMA

BII Nel,

boyckopa 20180, Mapokko

Homep JinenHsii Ha BHPOOHHIITBO
BHpoOHHYOI TiabHHII "in bulk":

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

Bupo0HHK, BiTnoBizaabHHIl 32
nepBHHHE MAKYBAHHA:

COTEMA
BII Nei,
boyckopa 20180, Mapokko

HoMep JinmeHsii Ha BAPOOHHITBO
IiTbHAOI BigmoBinaanHol 3a
NepBHHHE Ta BTOPHHHE MAKYBAHHS:

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

Bupo0HHK, BiTmoBigaabHMIii 32
BHITYCK cepii:

Cinron Xicnania C.JI.
Bya. K/Kacrenio, n°l1,
Cant boi ne Jlnooperar, bapceiona, 08830, Icnanis

Homep Jinen3ii Ha BHPOOHHIITBO
BHPOOHHYOI TLTbHHITI
BilmoBiTaIbHOTO 32 BHIYCK cepii:

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

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

Bepcis: MCOC.ES01.ZLE.inj4. Mictpan Kenitaa MeHemxmeHT. UA. 396527.03.doc




Cinron Xicnaniga C. JL.

Ceptudikar BIIIOBIHOCTI
CropiHka 2/2

Po3smip cepii roroBoro mpoaykry: | 1297 ym.

Homep BignoBinHUX BiIXH.1€Hb: NA

Pemapkun/koMeHnTapi NA

ITuM 5 3aCBiT9YI0 TOYHICTE i JOCTOBIPHICTH BHINEHABEICHOI iH(opMarrii.

ITro cepiro mpoxyKIii Oyiao BipoOlIeHo, BKIIOYAIOUN ITAKYBaHHA (AKIO IIe IepeadadeHo) Ta KOHTPOIb AKOCTI, Ha
BIHINe3a3HaueHII(HIX) OUIMHIN(KaX) vV IOBHIM BiamoBimHocTi g0 Bumor HamexkHoi BupoGHIMIol mpaktnkn €C Ta
BIIMOT MicCIIeBOT'0 PerymaropHoro opraHy, a TakoxK J0 cremndikaniil, BUKIaJeHIX v PeecTpalliiiHoMy IIOCBiIUeHHI
KpaiHI-iMImopTepa, Ta 0¥Ib-IKIX JOJaTKOBIX BIIMOT, TIOTOKEHIIX ¥ JIOTOBOPI PO AKICTE.

BupoOHIIITBO JTiKApCHKOI PEYOBHMHI 30IelpOHOBA KIICIOTA 3IIIICHIOETECA BiAmMOBiOHO M0 mirowoi Hane:xHoi
BHpPOOHIIOT IIpaKTIKIL

JokymeHTarisi 3 BHPOOHNITBA cepil, MaKyBaHHS Ta TeCTyBaHHsA IepeBipeHa, Ta BCTAHOBIEHI il BIJIOBIIHICTH
sumoram EU GMP.

IIpenapart BiamoBinae girournM kepisarmM BSE/TSE.

Vci BIIXIUICHHA OILIIHEHO Ta 3aJ0KyMeHToBaHO. CTOCOBHO OyIb-KOTO BiIXIUICHHS, SKE MOXKE BIUIIHYTH Ha SKICTh
Ta/abo Oesmeky mponykmii (BiamoBimme BimxiieHHsa), mo CepTudikara BIOIOBIZHOCTI JOHA€ThCA 3BIT IIPO
BIIXIUIEHHS.

PazoMm 3 BimmoBimHimM CeprndikaToM aHami3y Iell JOKYMEHT € cepTH(IKaIli€ro SKOCTI IS HaJaHHSA JO3BOIY Ha
BIHITYCK Cepil 714 BHIIe3a3HadYeHO]I cepii pemapary.

Cepis Bimnosigae Cremugikaiii CFPS.NUS.97918(1.0) Ta Bummyckaerbed 1 Mictpan Kemitan MenemkmenT, IOK,
Ta I TepUTOpii YKpaiHm

Itamn: / hiampic Xeppepoc
Vnoenoeasicera ocoba IITTam:
ITirmic: /nionuc/ JHata: /25 tpaBHsa 2023p./
YinoeHoBaxeHa ocoda «CinToH Xicnania C. JL»

Bepcis: MCOC.ES01.ZLE .inj4. Mictpan Kemnitan MeremxmeHT.UA. 396527.03.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 anauaizy

Synthon

Crop. 131

3oneaponoBa kuciaora - Bicta AC 0,8Mr/MJ1 KOHIEHTPAT JJIsl PO3YHHY A8 iH)Y3iH

Howmep cepii : 2300623B
Howmep Bipoby : 396527
TepMmiH IpHIIATHOCTI : Bepesens 2026
BupoOHIa JiTsHII : COTEMA

Z[aTa BHI'OTOBJICHH

: 14 6epesna 2023 poky

BunpodyBaHHA Pe3yabTaTH Kpurepii npuiinaTHOCTI
30BHINTHIN BHT A BiamoBinae IIpozopuii, 6e30apBHIII po3UHH
MexaHiuHI BKIIOUeHHA: HeBHIIMI 9acTKH
> 10MKM 24 <6000 po3mipom 10MKM abo OinbIre
> 25MKM 1 <600 po3mipom 25MKM abo Oinbine
pH 6,2 6,0-6.6
O06’eM 110 BUTATAETLCA Biamosinae > SMI
InenTudikarnis 3omepoHOBOL KHCIOTH

BEPX uac yTpuMaHHSA BiamoBinae Taxirii ke K 1715 CTaHJapTHOTO

PpO3UNHY
IX vac yTpuMaHHA BiamoBinae Taxarii xe K U1 pO3UNHY I
TiepeBipKH MPHIATHOCTI CHCTEMH

KinskicHe BH3HAUeHHs 30/1e/IpOHOBOI
KHCJIOTH

BEPX 3,9Mr/5MI1 3,8-4,2M1/5M1

BEPX (3aaBnenuii %) 98% (95-105%)
BuicT amoMiHi0 2MKT/ prIakoH < 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%
CTepHIBHICT BiamoBinae CTepHibHIIT
BakTepianbHi eHI0TOKCHHI <1,3 OE/MT <62.5 OE/MT 3051eZIJpOHOBOI KHCIOTH

(< 50,0 OE/Mn pozunHy 3071e/IpOHOBO1
KIICTIOTH)

114 cepis BinnoBinae Croemidikanii CFPS.NUS. 97918 (1.0).

Bunano: MoHTce Apaca Binac,
CIeLlaNlicT 3 SKOCTIL

Jara Bugaqi: 23/ Tpapus / 2023 poky
ITe eneKTpOHHINT ITiIImIC.

3eim: 213044 Jama: 25 mpaens 2023 p./13:32:21 Bio: LW7 Production




Synthon Hispania S.L.

Certificate of Conformance

Local trade name:

Zoledronic acid-Vista AC

Marketing Authorization number: UA/19380/01/01

Synthon item number: 396527

Batch number: 2300623B

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 (AP 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

documentation and address:

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

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

Version: MCOC . ES01.ZLE.inj4. Mistral Capital Management.UA.396527.03.doc




Synthon Hispania S.L.

Certificate of Conformance

page 2/2
Batch size finished product: 1297
Number of relevant deviations: ND
Remarks / comments: ~NO

1 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.97918 (1.0) and is released for Mistral Capital Management Limited.,
UK, and for territory: Ukraine.

25 MAYD 202
Signature: Date:

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.ZLE.inj4 Mistral Capital Management.UA.396527.03.doc



Synthon Hispania, SL

¢ Castello, 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 e

Zoledronic acid-Vista AC 0.8 mg/ml concentrate for solution
for infusion

Lot Number . 2300623B

Item Number . 396527 Date of Manufacture © 14-Mar-2023
Expiry Date . Mar-2026

Manufacturing Site . SOTHEMA

Tests Results Acceptance Criteria
Appearance Complies Clear, colourless solution

Particulate contamination: Sub-visible particles

Particles >= 10 pm 24 = 6000 of 10 pm or larger
Particles >= 25 pm 1 <600 of 25 pm or larger
pH 6.2 6.0-6.6
Extractable volume Complies =5ml

Identification

HPLC retention time Complies The same as Std. Prep.
IC retention time Complies The same as System Suitability
Check Prep.
Assay (HPLC)
mg/5 ml 3.9mg/5 mL 3.8-42mg/5SmL
% of label claim 98 % 95-105 %
Aluminium content 2 pg/vial <=5 ngfvial
Impurities (UPLC)
Imidazole (AC.046) <0.1% =05%
Zoledac acid (H/1602) <0.1 % =05%
Largest Unspecified Impurity 0.2 % =0.4%
Total Impurities 0.2% =20%
Sterility Complies Sterile
Bacterial endotoxins <1.3 TU/mg <62.51U/mg ZLE (= 50.0 IU/ml

ZLE solution)

This batch complies with the specification set in CFPS.NUS.97918 (1.0).

Issued by : Montse Arasa Vifias Date of Issue :  23/May/2023
QA CMO Specialist This is an electronic signature

Repori: 213044 Date: 23 May 2023/13:32:21 From: LW7 Production
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JAEPXKABHA CIIYXKXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
npo sIKiCTh BBE3eHOro B Y KpaiHy JikapcbKoro 3acody

07.08.2023 Ne 39875/23/26

30JIEAPOHOBA KHCJIOTA - BICTA AC

(naliMeHyBaHHa NikapcLKOro 3acoby 3riHO 3 peecTpauifHUM NOCBIAYEHHAM)
KOHUEHTPAT A1 po3uuHy s indys3iii, 4 mr/S ma no S ma y ¢paaxoni; no 1 pnaxony B
KapToHHii Kopobui

((opma BHNYCKY, 103yBaHHA, BUA NAKyBaHHA JikapcLkoro 3acoby)
Homep peectpauitinoro nocsinuenns UA/19380/01/01 crpok nif peectpauiitnoro nocsinuenns 02.07.2027
Cepisn nikapcbkoro 3acoby Ne 2300624 A KinskicTs BBe3eHOro nikapcbkoro 3acoby 5000

BupobHuk CinTton Xicnanis, C.J1., lecnanis

(HaiMeHyBanHs BUpobGHUKa Nikapcekoro 3acoby, kpaiHa NOXOAKEHHA)

BeeseHo B VipaiHy TOBAPUCTBO 3 OBMEXEHOIO BIIITOBITAJIBHICTIO
"BYCT @WAPMA", inenr. xoa: 44107410

(HalimenyBanna Ta koa 3a EJIPTIOY opuanyHoi ocobu abo npi3eHLLe, iM'A, no GaTbkosi (izuuHol
ocoGu - nianpuemus, Ti Micue npoxubaHHA Ta peccTpauiiHuit Homep 061ikoBOT KAPTKM NNATHHKA
nojarkin abo cepis Ta HOMEp nacnopra)

MpoTokon Bisyansuoro koutposo sin 07.08.2023 Na 2266/5.

3a pesyabTaTaMH  [€pXaBHOMO KOHTPOMIO BCTAHOBNEHO, WO Jikapcbkuil 3acib sseseno B VYkpainy 3

AOTPHMAaHH

KOHOAABCTBa Wwoao 3abe3neueHHs AKocTi Jikapekknx 3acobie.

P-QOB“.-" TA N’o,t,‘,po

_

Mukona XOJIOAEHKO

HTPONIO) (nianuc) (iniuianu Ta npizsHuICc)

=]




Cinron Xicnanis C. JI.
Ceprudikar BiAnoBiIHOCTI

Micuesa Toprosa Ha3Ba:

30JIEAPOHOBA KHCJIOTA - BICTA AC

Howmep PeecTpaniiinoro

; UA/19380/01/01
NOCBiTIYeHHS:
Homep Bupo0Oy komnaHii «CiHToH » | 396527
Homep cepii: 2300624A

Jlo3yBanHs:

4Mr/SmJ1 / 30/1eIpOHOBA KHCJIOTA

Jikapceka popma:

KOHIEHTPAT IJsl PO3YNHY 1Js iH}y3in

Po3mip i TMII yHaKOBKH:

S ma y paakoni; 1 (pi1akoH y KapToOHHIH Kopoomi

Bupooanya ginbaung API:

CinTOH c.p.o.
bpHeHncbka 32/um. 597
Baancko, 67801, Yecbka Pecmy0irika

Homep Jinensii Ha BAPOOHHITBO

132091/2021(API GMP
BHpoOHHYOI TinbHUII API: ( )
Bupoonu4a ginpHung "in bulk": COTEMA

BII Nel,

boyckopa 20180, Mapokko

Homep JinenHsii Ha BHPOOHHIITBO
BHpoOHHYOI TiabHHII "in bulk":

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

Bupo0HHK, BiTnoBizaabHHIl 32
nepBHHHE MAKYBAHHA:

COTEMA
BII Nei,
boyckopa 20180, Mapokko

HoMep JinmeHsii Ha BAPOOHHITBO
IiTbHAOI BigmoBinaanHol 3a
NepBHHHE Ta BTOPHHHE MAKYBAHHS:

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

Bupo0HHK, BiTmoBigaabHMIii 32
BHITYCK cepii:

Cinron Xicnania C.JI.
Bya. K/Kacrenio, n°l1,
Cant boi ne Jlnooperar, bapceiona, 08830, Icnanis

Homep Jinen3ii Ha BHPOOHHIITBO
BHPOOHHYOI TLTbHHITI
BilmoBiTaIbHOTO 32 BHIYCK cepii:

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

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

Bepcis: MCOC.ES01.ZLE.inj4. Mictpan Kenitaa MeHemxmeHT. UA. 396527.03.doc




Cinron Xicnaniga C. JL.

Ceptudikar BIIIOBIHOCTI
CropiHka 2/2

Po3mip cepii roroBoro mpoaykry: | 6697 yim.

Homep BignoBinHUX BiIXH.1€Hb: NA

Pemapkun/koMeHnTapi NA

ITuM 5 3aCBiT9YI0 TOYHICTE i JOCTOBIPHICTH BHINEHABEICHOI iH(opMarrii.

ITro cepiro mpoxyKIii Oyiao BipoOlIeHo, BKIIOYAIOUN ITAKYBaHHA (AKIO IIe IepeadadeHo) Ta KOHTPOIb AKOCTI, Ha
BIHINe3a3HaueHII(HIX) OUIMHIN(KaX) vV IOBHIM BiamoBimHocTi g0 Bumor HamexkHoi BupoGHIMIol mpaktnkn €C Ta
BIIMOT MicCIIeBOT'0 PerymaropHoro opraHy, a TakoxK J0 cremndikaniil, BUKIaJeHIX v PeecTpalliiiHoMy IIOCBiIUeHHI
KpaiHI-iMImopTepa, Ta 0¥Ib-IKIX JOJaTKOBIX BIIMOT, TIOTOKEHIIX ¥ JIOTOBOPI PO AKICTE.

BupoOHIIITBO JTiKApCHKOI PEYOBHMHI 30IelpOHOBA KIICIOTA 3IIIICHIOETECA BiAmMOBiOHO M0 mirowoi Hane:xHoi
BHpPOOHIIOT IIpaKTIKIL

JokymeHTarisi 3 BHPOOHNITBA cepil, MaKyBaHHS Ta TeCTyBaHHsA IepeBipeHa, Ta BCTAHOBIEHI il BIJIOBIIHICTH
sumoram EU GMP.

IIpenapart BiamoBinae girournM kepisarmM BSE/TSE.

Vci BIIXIUICHHA OILIIHEHO Ta 3aJ0KyMeHToBaHO. CTOCOBHO OyIb-KOTO BiIXIUICHHS, SKE MOXKE BIUIIHYTH Ha SKICTh
Ta/abo Oesmeky mponykmii (BiamoBimme BimxiieHHsa), mo CepTudikara BIOIOBIZHOCTI JOHA€ThCA 3BIT IIPO
BIIXIUIEHHS.

PazoMm 3 BimmoBimHimM CeprndikaToM aHami3y Iell JOKYMEHT € cepTH(IKaIli€ro SKOCTI IS HaJaHHSA JO3BOIY Ha
BIHITYCK Cepil 714 BHIIe3a3HadYeHO]I cepii pemapary.

Cepis Bimnosigae Cremugikaiii CFPS.NUS.97918(1.0) Ta Bummyckaerbed 1 Mictpan Kemitan MenemkmenT, IOK,
Ta I TepUTOpii YKpaiHm

Itamn: / hiampic Xeppepoc
Vnoenoeasicera ocoba IITTam:
ITirmic: /nionuc/ JHata: /03 cepmas 2023p./
YinoeHoBaxeHa ocoda «CinToH Xicnania C. JL»

Cepin eunyugena 25 mpaeua 2023 poxy. Lleii ooxymenm CoC— nepesunyuieHuil 4epe3 OHOBNeHHA
COA (eunyugena noea eepcia COA).

/mionuc/ 03 cepnus 2023

Bepcis: MCOC.ES01.ZLE .inj4. Mictpan Kenitan MeremxmeHnT.UA. 396527.03.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 anauaizy

Synthon

Crop. 131

3oneaponoBa kuciaoTa - Bicta AC 0,8Mr/MJ1 KOHIEHTPAT ISl PO3YHHY A8 iH)Y3iH

Howmep cepii : 2300624A
Howmep Bipoby : 396527
TepMmiH IpHIIATHOCTI : Bepesens 2026
BupoOHIa JiTsHII : COTEMA

Z[aTa BHI'OTOBJICHH

: 13 Bepesna 2023 poky

BunpodyBaHHA Pe3yabTaTH Kputepii npuiiHATHOCTI
30BHINTHIN BHT A BiamoBinae IIpo3opuii, 6e30apBHIII po3UHH
MexaHiuHI BKIIOUeHHA: HeBHIIMI 9acTKH
> 10MKM 16 <6000 po3mipom 10MKM abo OinbIre
> 25MKM 0 <600 po3mipom 25MKM abo Oinbine
pH 6,2 6,0-6.6
O06’eM 110 BUTATAETLCA Biamosinae > SMI
InenTudikarnis 3omepoHOBOL KHCIOTH

BEPX uac yTpuMaHHSA BiamoBinae Taxirii ke K 175 CTaHJapTHOT O

PpO3UNHY
IX vac yTpuMaHHA BiamoBinae Taxarii xe K U1 pO3UNHY I
TiepeBipKH MPHIATHOCTI CHCTEMH

KinskicHe BH3HAUeHHs 30/1e/IpOHOBOI
KHCJIOTH

BEPX 3,9Mr/5MI1 3,8-4,2M1/5M1

BEPX (3aaBnenuii %) 99% (95-105%)
BuicT amoMiHi0 IMKT/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%
CTepHIBHICT BiamoBinae CTepHibHIIT
BakTepianbHi eHI0TOKCHHI <1,3 OE/MT <62.5 OE/MT 3051eZIJpOHOBOI KHCIOTH

(< 50,0 OE/Mn pozunHy 3071e/IpOHOBO1
KIICTIOTH)

114 cepis BinnoBinae Croemidikanii CFPS.NUS. 97918 (1.0).

Bunano: MoHTce Apaca Binac,
CIeLlaNlicT 3 SKOCTIL

Jara Bugaqi: 01/ gepBra / 2023 poky
ITe eMeKTpOHHINT ITiIImIC.

3gim: 213714 Jama: 01 uepera 2023 p./16:45:21 Bio: LW7 Production
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Synthon Hispania S.L.

Certificate of Conformance

» o ]
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Local trade name: Zoledronic acid-Vista AC
Marketing Authorization number: UA/19380/01/01
Synthon item number: 396527
Batch number: 2300624A
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 (API 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/SSTP/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
documentation and address:

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

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

Version: MCOC.ES01.ZLE.inj4.Mistral Capital Management.UA.396527.03.doc



Synthon Hispania S.L.

Certificate of Conformance

page 2/2
Batch size finished product: 6697
Number of relevant deviations: N
Remarks / comments: N X

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 FFPS.N'US.Q?QIS (1.0) and is released for Mistral Capital Management Limited.,
UK, and for territory: i

03 AG0. 2023

Signature:

Qualified Pé}son Synthon Hispania S.L.
Boten renaredon Moy A5HA 2203 Tlus duwmont s a
(ST re- Zs.wuul aj(le( A u{mw (rnouo GSA v

zgusd) ,
TARUGC WD,

Version: MCOC .ESO1.ZLE.inj4 Mistral Capital Management.UA.396527.03.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

Zoledronic acid-Vista AC 0.8 mg/ml concentrate for solution

for infusion
Lot Number
Item Number
Expiry Date

Manufacturing Site

396527

. 2300624A

Date of Manufacture

: Mar-2026
. SOTHEMA

. 13-Mar-2023

Tests Results Acceptance Criteria
Appearance Complies Clear, colourless solution
Particulate contamination: Sub-visible particles
Particles == 10 um 16 = 6000 of 10 pm or larger
Particles == 25 um 0 <600 of 25 pm or larger
pH 6.2 6.0-6.6
Extractable volume Complies =5ml
Identification
HPLC retention time Complies The same as Std. Prep.
IC retention time Complies The same as System Suitability
Check Prep.
Assay (HPLC)
mg/5 ml 3.9 mg/5 mL 3.8-42mg/5SmL
% of label claim 99 % 95-105 %
Aluminium content 1 pg/vial =5 ug/vial
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 [U/mg <62.5 IU/mg ZLE (< 50.0 IU/ml

This batch complies with the specification set in CFPS.NUS.97918 (1.0},

ZLE solution)

Issued by :

Montse Arasa Vifias
QA CMO Specialist

Date of Issue :

01/Jun/2023

This is an electronic signature

Report: 213714 Date: 01 Jun 2023:16:45:21 From: LW? Production




AEPXXABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

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

BUCHOBOK
Npo sIKicTh BBe3eHOro B Y KpaiHy JiikapcbKoro 3acofy

10.01.2024 Ne 758/24/26

30JIEAPOHOBA KHCJIOTA - BICTA AC

(HafimeHyBaHHa nikapcbkoro 3acofy 3riZiHO 3 peccTpauifiHHM MOCBITYCHHAM)
KOHUEHTPAT AJsi po3unny ast indysiii, 4 mr/S mui, mo 5 ma y gaaxoni; no 1 ¢paakony B
KapTOHHIii KopoOui

(popma BunycKy, 103yBAHHA, BUI NAKYBAHHA JiKapcbkoro 3acoly)
Homep peectpauiittoro nocsinuenns UA/19380/01/01 crpok aii peectpauiitvoro nocsiauenns 02.07.2027

Cepis nikapcskoro 3aco6y Ne 2300054C KinbkicTs BBe3eHOro nikapcskoro 3acoby 1456

Bupobruk CinTod Xicnanis, C.JI., Icnanis

(HaliMeHyBaHHA BupoBHMKa Nikapcbkoro 3acoby, kpalHa NOX0MKEHHS)

Baesero B Yikpainy TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIJAJIBHICTIO
"BYCT ®APMA", inent. koa: 44107410

(nafimenysanns Ta koa 3a €JIPTIOY jopuanunol ocobu aGo npiseuue, iM'a, o 6aTbkoBi (iznyHoi
ocolbu - mianpuemus, ii Micue nposkuBaHHs Ta peccTpailiiiHui Homep 06NiKOBOI KAPTKM MIATHHKA
noaartkis abo cepis Ta HOMep nacnopTa)

IMpoTokon BizyansHoro koutpomio sin 10.01.2024 N 47/17.

3a pesynbTaTtaMM [€PKABHOMO KOHTPOMO BCTAHOBJEHO, MO Jikapcbkuii 3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHS M autlT= akQH0AaBCTBa OO 3abe3neveHHs AKOCTi Jlikapcbkiy,3acodis.

" g .

Muxkona XOJIOAEHKO
2= = (L4

pONIo) (nianmc) (iniuianu Ta npispuwe)




Cinron Xicnanis C. JI.
Ceprudikar BiAnoBiIHOCTI

Micuesa Toprosa Ha3Ba: 30JIEJPOHOBA KHCJIOTA - BICTA AC
H P i

PHER SECCTDRIIREOED UA/19380/01/01
NOCBiT4eHHS:

Homep Bupo0Oy komnaHii «CiHToH » | 396527

Homep cepii: 2300054C

Jlo3yBanHs: 4Mr/SmJ1 / 30/1eIpOHOBA KHCJIOTA

Jikapceka popma: KOHIEHTPAT IJsl PO3YNHY 1Js iH}y3in

Po3Mip i THH yakoBKH: S ma y paakoni; 1 (pi1akoH y KapToOHHIH Kopoomi
Bupoounya ginsanng API: CiHTOH c.p.o.

bpHeHncbka 32/um. 597
Baancko, 67801, Yecbka Pecmy0irika

Homep Jinensii Ha BAPOOHHITBO

132091/2021(API GMP
BHpoOHHYOI TinbHUII API: ( )
Bupoonu4a ginipHung "in bulk": COTEMA

BII Nel,

boyckopa 20180, Mapokko

Homep JinenHsii Ha BHPOOHHIITBO

D ——— 22En DMP/23 (ML) /143/21 SSIP / 18 (GMP)

Bupo0HHK, BiTnoBizaabHHIl 32 COTEMA
MepBHHHE IAKYBAHHS: BII Nel,
boyckopa 20180, Mapokko

HoMep JinmeHsii Ha BAPOOHHITBO

IiTbHAOI BigmoBinaanHol 3a 22En DMP/23 (ML) /143 / 21 SSIP / 18 (GMP)
NepBHHHE Ta BTOPHHHE MAKYBAHHS:
Bupo0HHK, BiTmoBigaabHMIii 32 Cinron Xicnanisa C.JI.
BHITYCK cepii: Bya. K/Kacrenio, n°l1,

Cant boi ne Jlnooperar, bapceiona, 08830, Icnanis
Homep Jinen3ii Ha BHPOOHHIITBO IMoTouHuii aificHuii HoMep B YKpaiHi:
BHPOOHHYOI TLTbHHITI 0438 (ML) /NCF /1931/001/CAT (GMP)
BilmoBiTaIbHOTO 32 BHIYCK cepii: IloTouynni xilicanii Homep B €C:

0438 (ML) / NCF /2225/001/CAT

Po3mip cepii roroBoro mpoaykTy: 1 456 yn.

Bepcia: MCOC.ES01.ZLE.inj4. Mictpan Kemnitax MeHemsxyeHT. UA. 396527.02.doc



Cinron Xicnaniga C. JL.

CeptudikaT BIAIOBIHOCTI
CropiHka 2/2

Homep BignoBinHUX BiIXH.1€Hb: /NA

Pemapku/koMeHnTapi /NA

ITuM £ 3aCBiTYYIO TOYHICTE i JOCTOBIPHICTH BHINEHABEICHOI iH(opMaIii.

ITro cepiro mpoxyKIii Oyao BipoOlIeHOo, BKIIOYAOYN ITAKYBAaHHA (AKIO IIe IepeadadeHo) Ta KOHTPOIb AKOCTI, Ha
BIHINe3a3HaueHIII(HIX) OUIMHIN(KaX) vV IOBHIM BiamoBimHocTi g0 BuMmor Hamexnoi BHpoGHIMol mpaktnkn €C Ta
BIIMOT MicIIeBOr'0 PerymaropHoro opraHy, a TaKoxK J0 chemudikaniil, BUKIaJeHIX v PeecTpalliiiHOMy ITOCBIIUeHHI
KpaiHI-iMITopTepa, Ta 0yIb-IKIX JOJaTKOBIX BIIMOT, TIOTOKEHIIX V JIOTOBOPI PO AKICTB.

BHpoOHIIITBO JTKAPCHKOI PEYOBHMHI 30IeApPOHOBA KIICIOTA 3IIIICHIOETECA BimOBiOTHO 1m0 mirowoi HaneskHol
BHpPOOHIIOT IIPaKTIKIL

JokymeHTarisi 3 BHPOOHIITBA cepil, MaKyBaHHS Ta TeCTyBaHHs IepeBipeHa, Ta BCTAHOBIEHI il BIIOBIIHICTH
sumoram EU GMP.

IIpenapart BiamoBinae airounmM kepisanM BSE/TSE.

Vci BIIXIUICHHA OILIIHEHO Ta 3aJ0KyMeHTOBaHO. CTOCOBHO OyIb-KOTO BiIXIUICHHS, K€ MOXKE BILIIHYTH Ha SKIiCTh
Ta/abo Oesmeky mponykmii (Bimmorimme BimxiierHsa), mo CepTudikara BIOIOBIZHOCTI JOJA€ThCI 3BIT IIPO
BIIXIUIEHHS.

PazoMm 3 BimmoBimamM CeprndikaToM aHami3y Iell JOKYMEHT € cepTH(IKAI€l0 SKOCTI IS HaJaHHA JO3BOIY Ha
BIHITYCK cepil 714 BHIIe3a3HadeHol cepii mpemapary.

Cepis Bimnosigae Cremugikaiii CFPS.NUS.97918(1.0) Ta Bummyckaerbed 1 Mictpan Kemitan MenemkmenT, IOK,
Ta I TepUTOpii YKpaiHm

Iramu: / Auxa Mapmines
Vnoenoeasicera ocoba ITTTam:
ITijrmc: /nionuc/ JHata: /13 Gepesns 2023p./
VYinopHoBaxkeHa ocoda «CinToH Xicnania C. JL»

Bepcis: MCOC.ES01.ZLE .inj4. Mictpan Kemnitan MeremxmeHnT.UA. 396527.02.doc



Crop. 131
Ceprudikar anamizy

3oneaponoBa kuciaoTa - Bicta AC 0,8Mr/MJ1 KOHIEHTPAT ISl PO3YHHY A8 iH)Y3iH

Howmep cepii : 2300054C
Howmep Bupo6y : 396527
Jlata BuTOTOBIEHHA : 25 ciumg 2023 poky

TepMiH IPHIATHOCTI : Cigenn 2026
BupoOHIa giTsHII : COTEMA
BunpodyBaHHA Pe3yasTaTH Kputepii npuiiHATHOCTI
30BHINTHIN BHTIA] BiamoBinae IIpozopuii, 6e36apBHIIT po3UHH
MexaHiuHI BKIIOUeHHS: HeBHIIMI 9acTKH
> 10MKM 37 <6000 po3mipom 10MKM abo OinmbITe
> 25MKM 0 <600 po3mipom 25MKM abo Oinbine
pH 6,2 6,0-6.6
O0’eM IO BUTATAETLCA BiamoBinae > SMII
Inentudikarmis 3onepoHOBOI KHCIOTH

BEPX uac yTpuMaHHA BiamoBinae Taxirii e K 175 CTaHJapTHOTO

PpO3UHY
IX vac yTpuMaHHA Biamosinae Taxnii xe K 115 pO3UNHY IS

TIepeBipKH MPHIATHOCTI CHCTEMH
KinbKicHe BH3HAYeHHS 30/1eJPOHOBOL

KICIOTH
BEPX 4,0Mr/5M1 3,8-4,2M1/5M1
BEPX (3agBnenmuii %) 101% (95-105%)
BuicT amoMiHi0 IMKT/pr1akoH < SMKT/(pr1akoH
Homimku (VEPX)
Imimazon (AC.046) <0,1% <0,5%
3onenak kucnota (H/1602) <0,1% <0,5%
Haiibinpma HeifeHTH(QiKOBaHA JOMIIIKA <0,1% <0.4%
CyMa JTOMIIIoK <0,1% <2.0%
CTepUILHICTE Bimmosinae CTepIUILHHIT
BakTepianbHi eHI0TOKCHHH <1,3 OE/MT <62.5 OE/Mr 301eipoHOBOL KHCIIOTH
(< 50,0 OE/mn pozunHy 30/1eIpOHOBO
KIICTIOTH)
11 cepis Binnopinae Coemidikanii CFPS.NUS. 97918 (1.0).
Bunano: Mipiam Bpaso I'apcia, Jarta Bugadi: 08/ 6epesns / 2023 poky
CIIEIiaTiCT 3 SKOCTI Ile eNeKTpOHHINT ITiIIIC.

3eim: 207517 ama: 08 6epezra 2023 p./12:41:20 Bio: LW7 Production




Synthon Hispania S.L.

Certificate of Conformance

Synthon

Local trade name: Zoledronic acid-Vista AC
Marketing Authorization number: UA/19380/01/01

Synthon item number: 396527

Batch number: 2300054C

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.,

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

Authorization number of Manufacturing
site API:

sukls 132091/2021 (API 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) / 143/21 DMP/SSIP/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) / 143/21 DMP/SSIP/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 responsible | Current valid number in UA:

for batch release documentation: 0438 (ML)/ NCF/1931/001/CAT (GMP)
Currently valid in EU:0438 (ML)/ NCF/2225/001/CAT (GMP)
Batch size finished product: 1,456

Version: MCOC.ES01.ZLE.inj4.Mistral Capital Management.UA.396527.02.doc




Synthon Hispania S.L.

_ Synthon
Certificate of Conformance
page 2/2
Number of relevant deviations: /N IS
Remarks / comments: / N N

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.97918 (1.0) and is released for Mistral Capital Management Limited.,
UK, and for territory: Ukraine.

13 MAR 2023

Signature:

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.ZLE.inj4.Mistral Capital Management.UA.396527.02.doc



Synthon

Page 1 of 1

Certificate of Analysis

Zoledronic acid-Vista AC 0.8 mg/ml concentrate for solution
for infusion

Lot Number : 2300054C

Item Number 396527 Date of Manufacture 1 25-Jan-2023
Expiry Date . Jan-2026

Manufacturing Site . SOTHEMA

Tests Results Acceptance Criteria
Appearance Complies Clear, colourless solution

Particulate contamination: Sub-visible particles

Particles == 10 um 37 = 6000 of 10 um or larger
Particles == 25 uym 0 =600 of 25 pm or larger
pH 6.2 6.0-6.6
Extractable volume Complies =5ml

Identification

HPLC retention time Complies The same as Std. Prep.
IC retention time Complies The same as System Suitability
Check Prep.
Assay (HPLC)
mg/5 ml 4.0 mg/5 mL 3.8-42mg/5mL
% of label claim 101 % 95-105%
Aluminium content 1 ug/vial =5 pgfvial
Impurities (UPLC)
Imidazole (AC.046) =0.1% =0.5%
Zoledac acid (H/1602) =0.1% =0.5%
Largest Unspecified [mpurity =0.1% =04 %
Total Impurities =0.1% =2.0%
Sterility Complies Sterile
Bacterial endotoxins <1.3 IU/mg =625 [U/mg ZLE (< 50.0 1U/ml

ZLE solution)

This batch complies with the specification set in CFPS.NUS.97918 (1.0).

Issued by : Miriam Bravo Garcia Date of Issue :  08/Mar/2023
QA CMO Specialist This is an electronic signature

Repore: 207517 Date: 08 Mar 2023°12:41:20 From: LW7 Production
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