JEPYKABHA CJIVYIKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BUCHOBOK
Npo fAIKICTh BBE3CHOro B YKpaiHy JlikapchbKoro 3acoly
06.09.2024 Ne 45602/24/2611
3OJEHAPOBICTA

(naiiMenysanis Jikapeskoro sacofy 3riano 3 pecetpatiiinus nocsinyeinian)
KOHIEHTPAT Ui Po3uuHy nis indysiii, 4 mr/5 mi, no 5 ma y gpuakoni; no 1 gaaxony
KAPTOHHIA Kopobui

(thopma BrNyCKY, A03YBAHHS. BUL NAKYBAHHS AIKAPCHKOTO 1ac00y)
Howmep peecrpauiiinoro nocsinuenns UA/16475/01/01 crpox aif pecctpauiiioro nocriaueing HCOOMEHECHHA
Cepis nikapcekoro saco0y Ne 2300623A KinskicTh Baesenoro nikapenkoro sacoby 1500

BupoGuuk Cinron Xicnanisa, C.JI, Icnanis
(naiiMenysanns BUpoGHUKA NIKAPCHKOTO 3aC00Y, KPailia NONOAKCHHS)

Beeseno B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BILINTOBIJAJIBHICTHO
"BYCT ®APMA", inenr. kon: 44107410

(nadmenynanns Ta koi 3a CAPTIOY wopuanaiol ocotn abo npissrme, iv's, 00 GaThKORI
(piznunoi 0cobH - NiANpHEMUA, T MICUE TIPOKHUBAHHS Ta peccrpatifinnii Homep odaikono?
KApPTKH NMAaTHIK) 110a7KiB a00 cepis Ta HoMep nacnopra)

IMpoTokon BidyaneHoro koutposo six 06.09.2024 N 3081/10.

3a pe3y/bTaTaMW  JIEPXKEBHOIO KOHTPOMO  BCTAHOBACHO,  LLO sikapeeknii 3acid  seeseno B Yrpainy 3
JOTPHUMAHHAM BHMOT 3aKOHOAABCTBA OO jafestieuens SIKOCTI Jlikapebkux 3acodis,

ar:
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AEPAKABHA CJIYXKBA 3 TIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BUCHOBOK
npo sikicTb BBe3eHoro B Ykpainy JiikapcbKoro 3acoby

01.02.2024 Ne 4542/24/26

30JIEHJIPOBICTA

{nafMenyBanHs JiKapeLKoro 3acofy arifio 3 peccTpatlifinM NOCBIIMCHIBIM)
KOHHEHTPAT /UIA po3uuny aiast indysiii, 4 mr/S mu no S ma y $uakoni; no 1 dpuakony B
Kapronuiit kopooui

(dopma sunycky, /103y BaHEN, BAL NAKYBAHRA Jiikapeskoro sacoly)
Homep peectpauiiinoro nocsiguenns UA/16475/01/01 crpok aif peectpauiitnoro nocsinuenns HEOOMEKCHHIT
Cepis nixapeskoro 3acoBy Ne 2300623A KinbkicTs BBe3enoro nikapebkoro sacofy 60

Bupobuuk Cinron Xicnauis, C.J1., lcnanis

(HaMeHyBanus sHpoGIHKa NiKapeLKoro 3ucoby, Kpaiia NOXO/uKCHHS)

Baeseno 8 Ykpainy TOBAPUCTBO 3 OBMEKEHOIO BIANTOBIIAJBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(naktmenysanus Ta xojt 3a €JIPIIOY wopuiriiol ocobu aGo npissuue, iM'A, 110 Garskoni Gissiol
0coBH - nianpHesis, 1T Micue npokuBaius Ta pecerpauiiinnit nomep obiKOBOT KAPTKI (LAATHIHKA
NOAATKIB aG0 cepis Ta HOMCP NAcnopTa)

[porokon Bisyanssuoro kontpomo sin 01.02.2024 Ne 376/7.

3a  pesynbTATAMM ACPABHOTO KOHTPOJIO BCTanOmiCHO, WO Jjikapehkhit 3aciG  sBeseHo 8 Yepainy 2
AOTPHMAHHSIM BUMOT 30KOHONABCTBA LLO/0 3a0e3neH e aKocti nikapebkuy 3acobis.

HavaneHuk Miuxona XOJIOAEHKO
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Cinron Xicnanisa C. JI.
CepTudikar Bignosignocri

Micuera Toproea Hassa: 30JIEHAPOBICTA
T P =

OMEpFRSAApATTRHORE UA/16475/01/01
MOCBiTUeHHS:
HoMep Bupo0y xkommnanii «Cinton » | 378120
Homep cepii: 2300623A

Jo3ypaHHs:

4mr/5ma / 3oJieJpoHoOBa KHEJIOTA

Jlikapcbka gopma:

KonuenTpat JJist po3yHny LA indysii

Posmip i THII ynaKOBKM:

5 mut y utakoni; 1 ckasinuii ¢prakon y KApTOHHIA - -
KopoOui ' fe

Bupoouuya ginenunsa API:

CinToH c.p.o.
BpHencbka 32/um, 597
Baancko, 67801, Yecbka Peciydnika

Homep ninensii Ha BUPOOHUITBO

13209 21(A
BUpPOOHUYOI TinbHuUi ADI: 1/2021(APT GMP)
Bupo6uuya ainbanns "in bulk": COTEMA

BII Nel,

Boyckopa 20180, Mapoxko

Homep minensii Ha BUpoOHHUIITBO
BUpoOHUYOI AinbHULI "in bulk™:

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

BupoOHuk, BiinoBiganbHuii 3a -
NepBHHHE MAKYBAHHA:

COTEMA
BII Nel,
Boyckopa 20180, Mapokko

Homep Jinensii Ha BUpOOHHUIITBO
AinbHULI BilmoBinaabHOI 32

NMepBHHHE TA BTOPHHHE MAKYBAHHA!

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

Bupotuuk, BilmoBizaabHuii 3a
BUITYCK cepii:

Cinron Xicnania C.JI. Icmanin
Byn. K/ Kacreano, 1,
Canr Boi ne Jliooperar Bapcesona, 08830, Icnanist

Homep ninensii Ha BHpOOHUIITBO
BHPOOHHYOT TITbHHLI
BiINOBiI2JILHOT0 32 BHIIYCK cepii:

IMoTounwii gificHKii HoMep B YKpaini:
0438 (ML) / NCF / 1931/001/CAT (GMP)
HoTounmnii ailicauii Homep B €C:

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

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




Cinton Xicmanisa C. JL.

Ceprudikar Bi{IIOBITHOCTI
Cropinka 2/2

Posmip cepii rorosoro npoaykry: | 7081 ym.

HoMep BiAMOBIiAHMX BiAXWJICHE: NA

Pemapkn/koMeHTapi NA

L{uM 5 3aCBiIYYIO TOYHICTh i JOCTORIPHICTE BULIcHaBeACHOT iHOpMANiT.
I{to cepito mpoaykilii 6yno BupoGieHo, BKIIOYAIOUH MAaKyBaHHA (K0 1e nepenbaucHo) Ta KOHTpPOTE ﬁKQCTi, Ha
BHIIIe3a3HaYeHif(HKUX) JinsHi(kax) y ToBHiM BimmosigHocti 1o BuMor Hanexwnoi BupoOuuuoi npaktiku €C Ta

BHMOT MICIIEBOTO PCT‘yJ’lHTOpHOFO oprany, a TaKOX 10 CHGHHC[)!K&HIM BHKJIIAICHHX Y Pcecrpaumuomy HOCB],I[‘-ICHH]
!{palHH 1M1‘IopTepa, Ta 6y)1b—HKHX J0OAaTKOBHX BHMOT, IMOTOJIKEHHUX Y HOI’OBDPI mnpo AKICT.

BupoGuunTRO mikapchkoi peuoBHMHHM 30I€IPOHOBA KHCIOTa 3MIHCHIOETRCA BIANOBiAHO A0 Hitodoi Hanmexwol
BUPOGHHTOT MPaKTHKHU. '

JloKyMeHTalis 3 BUpPOGHMUTBA cepii, [TaKyBaHHA Ta TECTYBAaHHS LIEPEBipeHa, Ta BCTAHOBIEHI il BIANOBIAHICTH
sumoram EU GMP.

[Mpenapar rianorigac pitounM kepisnuM BSE/TSE.

Yei Bigxunenns ouineno Ta 3a0kyMeHToBaHO. CTOCOBHO GY/b-AKOTO BiXHIEHHS, IKE MOXKE BIUTMHYTH Wa AKiCTh
ta/abo Gesmexky mponykiii (Bimmomimme Bimxunemnns), mo CeprudikaTa BiMOBIAHOCTI AOAAETHCA 3BIT TPO
BIJIXHJICHHS.

PazoM 3 BignoeinHuM CepTudikaToM amamisy uell JoKyMeHT € cepTudikalliclo SKOCTI IS HaJaHHS [103BOJIY Ha
BUILYCK cepil /1 BHIIe3a3HaueHol cepil mpemapary.

Cepis BignoBinac Cremndikauii CFPS.NUS.22890(2.0) Ta Bumyckaethes s Mictpan Kenitan Menemxmenr, 0K,
Ta as TepuTopii Ykpainu

Itamn: / Kamino Iapcia
y?‘IOGHOSHDiCEHQ 06’066! [.[ITaMH:
Tlinuc: /nionuc/ Jara: /23 tpaBusa 2023p./
VYnoesrosaxkena oco6a «Cinron Xicnanisa C. JL.»

Bepcis: MCOC.ES01.ZLE.inj4. Mictpan Kenirtan Menemxment.UA.378120.18.doc



Synthon Hispania, SL
¢/Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

CepTudikat aHanizy Crop. 131

3oaenapoBicTa 0,8Mr/mMJ1 KOHIIEHTPAT ISl PO3YMHY 1A iHQY3ik

Howmep cepii :2300623A

Homep BHpoBY :378120

P ; : ; : 2

PO S———" - Eepeses 2026 Jlata BurotoBnenHs  : 14 bepesnsa 2023 poky
Bupofmes ginsmin T B e
Bunpofysanus PesyabTaTn Kpurepii npuiinatHocTi
3oBHimmii BUTIAA Bignoginae - TIposzopuii 6e3bapeHUil po3uHH ¥

- po3opoMy 0e30apBHOMY CKISHOMY
. (akoHi 3 npoGKom 3 AJOMiHIEBOIO
- KpHUILIKOKO i JIPILKOM KOHTpomo nepmoro !

MexaHiuHi BKJIKOYEHHS: HCBH,HP}M] YACTKH

> 10MKM 24 < 6000 p03M1p0M 1OMKM abo GIJ]I:I.IIC

= 25MKM : L =600 posmipom 25mkn aGo Gidbme.
pH . 62 6,0-66
OG6’eM 110 BUTATAETRCA I anosmae . z5Mn
Iﬂemmpmaum 3OJTCI[pOHOB01 KHCTOTH ¢
BEPX uwac yrpuManHa Bignosigae - Takui#i Ke AK JUIA CTaHJApPTHOTO
Bt o L ~ posquHy -
IX uac yrpumanHs Bigmorinae - Takwii xe SIK SIS poaqHHy st

K]J'H:KECHG BI/I3Ha'-IeHH${ 3OHCI[pOHOB01
KHCJIOTH

 IEPEBIiPKH TPHAATHOCTT CHCTEMH

39Mr/Svm 3,.842mr/Swn

BEPX (samenermit %) 08%  (95-105%)
Buict amowiniio  2wko/gmaxon < Swko/pmaxon
Jlomimkn (VEPX) | A
Ivizason (AC.046) <0,1% <05%
3oneak kucsiora (H/1602) L <0,1% <0,5%
Haiibinbia HeigeHTH(IKOBaHA ,uomunca 02% <0,4%
Cyma momimox 0,2% =2,0%
CrepubHICTE Bignosinae CTepHJIbHHH
BakTepiaipHi €HIOTOKCHHH : <1,3 OE/Mr <62,5 OE/Mr 3omeapoHoBol KHCIOTH
- (£ 50,0 OE/M7 po3uuny 301eApoHOBOT
- KHCIIOTH)
11s cepis sianosinae Cneundikanii CFPS.NUS.22890 (2.0).
Buaano: Montce Apaca Binac Jlara Bugaui: 23/ pasus / 2023 poxy
CIewiaicT 3 AKOCTI 1le eneKTpOHHMIT TIAIKC,

3gim: 213042 Jama: 23 mpaens 2023p./13:23:46 Bid: LW7 Production




Synthon Hispania S.L.

Certificate of Conformance

Local trade pame: ZolendroVista

Marketing Authorization number: | UA/16475/01/01

Synthon item number: 378120

Batch number: 2300623A N
Strength: 4mg/5ml / Zoledronic acid _

Dosage form:

concentrate solution for infusion

-%aékaging size and type: 5 ml'pcr vial; 1 vial ?er carton box
Manufacturing site API: Synthon s.r.o0., '
Brnenska 32/cp. 597,
Blansko, 67801, Czech Repub}ic
“Authorization  number of | sukds 132091/2021 (API GMP)
Manufacturing site API: 3 )

nﬂmuthctMng site Bulk Drug Product:

Sothema. g B
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  baich  release

documentation and address:

Synthon Hispania, $.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)

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

Versien: MCOC,ESOL.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: A
Remarks / comments: B

I hereby certify that the above information is authentic and accurate.

This batch of pmduét 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 complics with CFPS.NUS.22890 (2.0) and is released for Mistral Capital Management Limited.,
UK, and for territory: Ukraine. ' :

("/'

A 23 MAY 2023

Qualified Person Syntizon Hispania S.L.

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




Synthon Hispania, SL

¢ Castello, 1

08830 Sant Boi de [lobregat
Barcelona - Spain

Tel +34 936 401 510

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

Certificate of Analysis

Page 1 of 1

Zolendrovista 0.8 mg/ml concentrate for solution for infusion

Lot Number © 2300623A

Item Number 1 378120 Date of Manufacture o 14-Mar-2023
Expiry Date . Mar-2026

Marnufacturing 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 o {
>=10 pm 24 <6000 of 10 um or larger . ;:=
>=25 um 1 < 600 of 25 pm or larger’
pH 6.2 6.0-6.6
Extractable volume Complies > 5ml
Identification Zoledronic acid
HPLC retention time Complies The same as Std. Prep.
1C 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 pgivial <5 pg/vial
Impurities (UPLC)
Imidazole (AC.046) <0.1% <05%
Zoledac acid (11/1602) <0.1% <0.5%
Largest unspecified impurity 0.2% <04 %
Total impurities 02% <20%
Sterility Complies Sterile
Bacterial cndo[c_\xins <1.3 IU/mg <62.5 [U/mg ZLE (< 50.0 IU/m]

ZILE solution)

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

Date of Issue :  23/May/2023

This is an electronic signature

Issued by : Montse Arasa Vifias
QA CMO Specialist

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




