JIEPYKITIKCITY KBA
JEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

ByJ1. bepesnskincoka, 29, Kuis, 02098, Ter. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €IIPTIOV 37079055

BUCHOBOK
PO AKiCTH BBE3€HOro B YKpaiHy JIiKapchKOro 3acody
02.11.2022 Ne 47021/22/26
BOHEBICTA

(HalitMeHyBaHHs JIIKapcbKOro 3aco0y 3TiIHO 3 PEECTPALTITHIM MOCBIAYCHHM)
PO3YHMH I iH €Kuiif, 1 Mr/mMi1 10 3 MJI B TONEpeIHbL0 HAIIOBHEHOMY IIIPHIL; 10 1
nonepeIHb0 HAMOBHEHOMY IIIPHIY B KOMILIEKTI 3 N0JK0I0 B KOHTYPHIi uapyHKoBiii
YHaKOBIi B mayui

(popma BUTIYCKY, O3YBaHHS, BH MAKYBaHH: JTiKapchKoro 3acoby)
Homep peectpauiiinoro nocsiguenns UA/16927/01/01 crpox aii peectpauiiinoro nocsinuenns 12.09.2023
Cepis nikapcbkoro 3aco6y Ne 2200625C KinskicTs BBe3€HOTO Jikapebkoro sacody 3994

BupoGHuk Ciaron Xicnania, C.J1., Icnanis

(HaitMeHyBaHHA BUpOOHHKA NiKapchkoro 3acoby, KpaiHa MOXOMLKEHHS)

Bgeseno B Ykpainy TOBAPHUCTBO 3 OBMEXKEHOIO BIAIIOBITAJILHICTIO
"BYCT ®APMA", igent. kon: 44107410

(HaiiMeHyBanHA Ta koj 3a €JIPTIOY wopuauunoi ocobu abo npizeume, iM's, o GaTbkoBi
(izuunol 0coOM - nignpUeMIL, Tf MicLe MPOXKUBAHHS Ta peecTpaliifHuii HoMep 061iKoBOT
KapTKH MIaTHHKA TOAATKiB abo cepis Ta HoMep macropra)

3a pesyiabTataMd  JIEPIKABHOIO KOHTPOJIIO BCTAHOBJIEHO, 110 JHKapchkui 3aci® BBeseHo B Ykpainy 3

AOTPHUMAHHAM pumvor 3ak0HOLABCTBA WO/0 3a6€3ICUCHH AKOCTI JIKAPCHKUX 3ac06iB,

Hauaneuuk Muxkona XOJIOJEHKO

(mocapoea ocoba opraHy 1ep:KaBHOrO KOHTPOJIIO) (mignuc) (iniuianu Ta npiseuLIe)

ML.IL




' Synthon

Cinron Xicnania C.JI.

Ceptudikar BiamorigHocTi

Micriera Toproea HazBa:

boneBicra 3mr/3ms1 B monepe L0 HAOBHEHOMY I PHII

Howmep Peectpauniiinoro noceigueHns: UA/16927/01/01

Howmep Brupo6y xomnanii «CiHTOH » 381259

Homep cepii: 2200625C

Jlo3yBaHHs: 1 mr/mn / I6anaponoBa KucJjora
Jlikapcbka (opma: po3unn AJist in’ exuiii

Posmip i THN yrIakoBKH:

1 mr/mn mo3 MJ1 B nonepeIHb0 HANMOBHEHOMY WNpuui, no 1
MINpPHIY Y YapyHKOBiH ynakoeni, 1 yapynkosa ynakoBka y
KAPTOHHII nmavmi

Bupotuuua pineauns A®I:

CinroH c.p.o.
Bpuenceka 32/um. 597,
Buiancko, 67801, Yeckka pecrybiika

Homep nineHsii Ha BUPOOGHHLTBO
BrpoGHUUOl AinsHULI ADI:

Sukls 132091/2021 (API GMP)

Bupo6Huya aineHuns "in bulk":

Egep ®apma [Hren Im6X
Otro-Cuiorr-Byn. 15, Jhkena,
Tpyepiuren, 07745, Hiveuunna

Homep ninensii Ha BHpOOHULTBO
BUpoGHUUOT AinpHuL "in bulk":

ML: DE_TH_01H_MIA_2018_0020/24-2525.21-001 /
GMP: DE_TH_01H_GMP_2020_0016

BupoGuuk, BiANOBinaTBHEI 32
TIePBHHHE ITaKyBaHHI:

Esep ®apma Hxer I'm6X
Orro-Cuiorr-Byi1. 15, [kena,
Tpyepinren, 07745, Himeuunna

Homep nitteHsii Ha BUPOOGHHIITBO
BUPOGHUHOT AIIBHHL BiNIOBiAAILHOrO
3a TIepBHHHE NaKyBaHHS:

ML: DE_TH_01H_MIA_2018_0020/24-2525.21-001 /
GMP: DE_TH_01H_GMP_2020_0016

BupoOHUK, BiNOBiJaJbHUH 3a BTOPUHHE
TIaKyBaHHSL:

Bacgenn IOpon Jlimiten
IDA Dundalk Science and Technology Park Mullagharlin,
Dundalk Co., JTyc, Ipnangis

Howmep JieH3ii Ha BApOGHULTBO
BUPOGHUIOT JiNbHULI BiANOBIAANILHOTO 38
BTOPHHHE MMaKyBaHHS:

M 12464/00001 (ML)/29574/M 12464 (GMP)

BupoGHIK, BiANOBIAaNbHIH 32 BUITYCK
cepii:

Cinton Xicrnanis C.JI.
K/Kacrenno,Ne 1, Caur Boi ae JlnoGperar,
Bapcenona, 08830, Icnawis

Bepcin: MCOC.ES01.IBE.inj3. Micrpar Kenitan Menemxvent.UA.381259.07.doc

icnakia C.N.» (Synthon Hispania S.L.) | CIF: ES-61739645 ) ;
O);\?llpﬂe1(:°aﬂa)§cnaﬂriz Kappep(K:crenno 1| M.l Nlec Caninec | 08830 Carr-Boii-ae-TnoBperar | BapcenoHa | lcnakis | Ten.: +34 936 401 516 daxc: +34 936 401 146

(CiCastello 1]
www, synthon.com | 3apeecTposaray TosapHoMy peecTp

P... Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
! | Bapcenonn sa Homepom B-184.023, cTopitka 43, Tom 30.987, sanuc 1




«CinTon Xicnauist C. JL.»

Synthon

CepTtudikaT BiImoBigHOCTI

Cropinka 2/2

Howmep ninensii Ha BupoGHHLTBO
BHPOOHHYOT AiNBHULI BiANOBiZaNbLHOrO 32
BHITYCK cepii:

[ToTounuii nificHuit HoMep B YkpaiHi:
0438 (ML) /NCF / 1931/001/CAT (GMP)
ITorounwuii aitfcHuit Homep B €C:

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

Posmip cepii:

3 994 yrakoBku

KinpKicTh BiAITOBIIHAX BiOXHICHE:

/NA

Pemapku / koMeHTapi:

/NA

1IMM 5 3acBiayro TOUHICTE i HocTOBipHiCTE BULIEHaBeaeHOT iHpopMaii,

Lo cepito mpoaykuii Gy/10 BUpOGIEHO, BKIKOYAIONH NaKyBaHHA (AKIIO II¢ mepenGayeHo) Ta KOHTPOJb AKOCT, Ha
BHLIE3a3HAYeHiH(HHX) Ainanui(kax) y nopwiil sigmopigmocti mo BuMor HanexxHoi BupoOHMuOi mpaktukn €C Ta
BHMOT MiCIIeBOTO PeryiisaTopHOro opramy, a Takox X0 cremndixaniit, Buknanennx y Peectpauifiiomy nocsinyeHi
kpainu-iMnoprepa, Ta Gyab-sKIX HOLATKOBHX BHMOT, ITOTOKEHUX Y JIOroBopi 1po AKicTs.

BupoGHAUTEO JiKapcekoi pedoBuHM IGAaHIPOHOBA KHCNOTA 3xiliCHIOEThCA BIANOBIHO IO nirouoi Hanexwol
BHPOGHHYOT IPaKTUKH,

JokymenTauis 3 BUpOGHMUTBA Cepii, MakyBaHHA Ta TECTyBaHHs NepeBipeHa, T4 BCTaHOBNeHi ii BiNMOBIIHICTH
sumoram EU GMP.

INpenapar Binnosinae xirounm kepisrum BSE/TSE.

Vei BiIXHNEHHS OLIHEHO Ta 3a0KyMeHTOBaHO. CTOCOBHO GYb-KOTO BIIXHJIEHHS, AKE MOXE BIUIMHYTH Ha AKICTh
Ta/abo Gesmeky npomykuii (Biamosimme Bimxmnenmsa), mo Ceprtugikara BianosigHocTi AojaeTeeA 3BIT TPO
BiIXUIIEHHS.

Pasom 3 BiznosignuM CepTudikaToM aHanisy uelf JOKYMeHT € cepTudikauieo AKOCTI /Ul HaZaHHs OO3BONTY Ha
BHITyCK Cepii [Ulsl BHILe3a3HaYeHol cepil npenapary.

Cepin Binnosixae Crienmdikanii CFPS.NUS.75773(1,0) Ta BUIycKaeThes AL «Mictpan Kenitan MeHeKMEHT»
Vkpaina (Mistral Capital Management, UA.)

Anna Mapmines Iramm:
lItammn: /YnosHosaoicera ocoba Hara: /17 oeTHs 2022 p./
Migmuc: _/nionuc/
Ynosnopaxena ocoba «Cinton Xicnanis C. JL»

Bepcis: MCOC.ESO1.IBE.inj3. Mictpan Kenitan Menemxment.UA.381259.07.doc

GiHToH Xicnanin C.J.» (Synthon Hispania S.L.) | CIF: ES-61739645 y ) ) ,
ofMpe:’aﬂa IcnaHii: Kappep(K:menno 1| N.I. Nec Canikec | 08830 CakT Boit-ae-NinoBperar | Bapcenoxa | lcnaria | Ten.: +34 936 401 516 dakc. +34 936 401 146
(C/Castelld 1|  P.l. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain) ;
www.synihon.com | 3apeecTposaHa y TosapHoMy peecTpi BapcenoHi 3a HoMepoM B-184.023, cropiHka 43, Tom 30.987, 3anuc




: Synthoh

Crop. 132

Ceprudikar anamisy

BoneBicra 3mr Posunn s in’ exuiii

Howmep cepii : 12200625C
H°Me? BHpOGY - S R BHpOGHUUTBA: 02 Gepesns 2022 p.
Tepmin mpuparnoori  _ : : Bepesen 2024 poxy

Creundikarnis

. : CFPS.NUS.75773 (1.0)

BunpoGysaHHsi PesysibTaTH Kpurepii npuitnsiTHocTi
30BHILIHIN BUMIAA Binmosinae IIpo3opuit, NPaKTHYHO BibHUM Bix
yacTok 6e36apBHUi po34HH y TPO30poMy
6e3GapBHOMY CKIIIHOMY LUTPHLI 3
TOpPLIHEM, IITOKOM MOPILHS | KOBMAUKOM
OHI],iOHaIH:HO oCTavyaeThCs 3 roJIKOO
pHposumay . ) S 4955 :
0O6’€eM, 1[0 BUTATAETBCA Bianosinae Bigmoeigae ct. 2.9.17 €Bponeticbkol
‘ o o= _ ®apmaxonei
MexaHi4Hi BKJIOYEHHS — HEBUOMMI Bianosinae Bignoeizae ct. 2.9.19 €pponeiicekol
YaCTHHKHU @apmakonel
InenTndikauis [6anaponaty : ) -
- IX gac yrpumanns Bignopimae  Binmosigae ctanpapTHOMY pO3UHHY
- TUIX koediiieHT yTpUMaHH Bignosinae Binnosigae craHIapTHOMY PO3UHHY

Kinexicne pusnadenns [Gannponary

CynpoBizHi JOMilIKH:

- Gocdar

- Bpowmin

Hait6inpiua HecrienudikoBaHa JoMilika
~ Cyma gomilox

BakTepiansHi engoTokcHHy (ABToKIaB 1)

Crepunshicts (Astornas 2)

BakrepiaibHi eHIOTOKCHHH (ABTOKNAB 2)

Crepunbhicts (ABToKNaB 3)
BakTepianbHi eHIOTOKCHHH (ABTOKNAB 3)

CrepunbHicts (ABTOKTAB4)
BakrepianbHi eHpoTokcHAN (ABTOKNAB 4)

£0,1%

<0,1%

<0,1%
20,1%
Bignoeinae
<1,0 OE/mr

‘Bigroeizae
<1,0 OE/mr

Binnosinae
<1,0 OE/mr

Binnosinae

<1,0 OE/mr

3,04 Mr/mnpay

2,85-3,15 mr/umpun

<0,6%

<0,3%

<0,3%

<0,9% .
CrepunbHuit
<41,7 OE/mr (exsisanentHo 41,70E/mn

. posumHy)

" CrepuinbHHI

<41,7 OE/mr (exsiBanentHo 41,70E/Mn
PO3UHHY)

CrepunbHuit

<41,7 OE/mr (exsiBanentHo 41,70E/mn
PO3UHHY)

CreprbHuH

<41,7 OE/mr (exsiBanentho 41,70E/mn
PO3UHHY)

Cepis sianosinae Cneuudikauii CFPS.NUS.75773 (1.0).

3gim: 198657 Hama: 17 acosmus 2022 p./11:24:38 Bio: LW7 Production




Synthon

. Crop. 232
Ceprudixar anamisy

BoneBicra 3mr posunn mast in’ excuiii Cepin 2200625C

Bupano: IOnenis Mapickan OmniBapec
crienianicT 3 AKocTi

Jara Bunaui: 17 sxostas 2022
ITe enexTpoHHUi mixnmc,

3aim: 198657 Hama: 17 sicosmua 2022 p./11:24:38 Bio: LW7 Production




Synthon Hispania S.L.

Synthon

Certificate of Conforn;;née

AL e e SR I Sl v i L T s A I 35

Local trade name: BoneVista 3mg/3 ml Prefilled syringes

Marketing Authorization number; UA/16927/01/01

Synthon item number: 381239

Batch number: 2200625C

Strength: 1 mg/ml/ Ibandronic acid

Dosage form: solution for injection

Packaging size and type: 3 ml of 1 mg/ml solution for infusion per syringe, 1

syringe per blister, 1 blister per carton box

Manufacturing site APL:

Synthon 5.1.0.,
Brnenska 32fep. 597,
Blansko, 67801, Czech Republic

Authorization number of Manufacturing site
APL:

sukls 132091/2021 (API GMP)

Manufacturing site Bulk Drug Product:

Ever Pharma Jena GmbH
Otto-Scolt-Str, 15, Jena,
Thueringen, 07745, Germany

Authorization number of Manufacturing site
Bulk Drug Product:

ML: DE_TH_OIH_MIA_2018_0020/24-2525.21-001
GMP: DE_TH_OIH_GMP_2020_0016

Primary packaging site:

Ever Pharma Jena GmbH
Otto-Scott-Str. 15, Jena,
Thueringen, 07745, Germany

Manufacturing  Authorization number of
primary packaging site:

ML: DE_TH_OIH_MIA_2018_0020/24-2525.21-001
GMP: DE_TH_OIH_GMP_2020_0016

Secondary packaging site:

Wasdell Europe Limited
IDA Dundalk Science and Technology Park
Mullagharlin, Dundalk Co. Lous Ireland

Manufacturing  Authorization number of
Secondary packaging site:

M12464/00001 (ML) / 29574/M 12464 (GMP)

Responsible for batch release documentation
and address:

Synthon Hispania, SL
CiCastello, n°1, Sant Boi de Llobregat.
Barcelona, 08830, Spain

IF- £ES-01 730048

Pl i
L

hon Com  Inscrits en el Registro Mercantl de Barcelora e @ L

Version: MCOC,ESOLIBE.inj3.Mistral Capital Management.UA3R81259.07 dw

8530 Sant Bos de Liobregast | By

988 401 518 | Fax

voro B- 184,003, folic 48, tome J0.987. neonpoon
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Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2

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

batch release documentation: 0438 (ML) NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) NCF/2225/001/CAT (GMP})

Batch size finished product: 3.994
Number of relevant deviations: ;/ Niv
Remarks / comments: / N

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 Ibandronic 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 baich
release certification for sales for the above detailed product batch.

The batch complies with CFPS.NUS.75773 (1.0) and is released for Mistral Capital Management
Limited, UK, and for territory: Ukraine.

Date: H‘ \:O{ 'LU'L?.

Signature:

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.IBE inj3. Mistral Capital Management.UA.381259.07.doc

739645
SE30 Sertt Bos de Liobregat | Barcelona | 508 Tl +34 G86 401 5181
o nurero B-184 024, fobo 43, tomo 30.9 NG A




Synthon

Certificate of Analysis EREIEL
Bone Vista 3 mg Solution for injection
Lot Number : 2200625C
Item Number : 381259 Dats of Manufacture : 02-Mar-2022
Expiry Date . Mar-2024
Reference : CFPS.NUS.75773 (1.0).
Tests Results Acceptance Criteria
Appearance Complies Clear, colourless solution
practically free from particles in
clear, colourless glass syringe,
with plunger, plunger rod and tip
cap
Optionally supplied with needle.
pH of solution 5.1 49-55
Extractable volume Complies Complies with Ph. Bur. 2.9.17
Particulate matter Complies Complies with Ph. Eur, 2.9.19
Tdentification
IC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Assay (IC)
mg/syringe 3.04 mg/syringe 2.85 - 3,15 mg/syringe
Impurities (IC)
Phosphate <0.1% <0.6%
Bromide £01% <03%
Largest unspecified impurity <0.1% <03 %
Total impurities =01% <09%
Sterility (Autoclave 1) Complies Sterile
Bacterial endotoxins (Autoclave 1) <1.0 EU/mg <41.7 BU/mg (equivalent to 41.7
EU/m] solution)
Sterility (Autoclave 2) Complies Sterile
Bacterial endotoxins (Autoclave 2) <1.0 EU/mg <41.7 EU/mg (equivalent to 41.7
EU/m solution)
Sterility (Autoclave 3) Complies Sterile
Bacterial endotoxins (Autoclave 3) <1.0 EU/mg < 41.7 EU/mg (equivalent to 41.7
EU/ml solution)
Sterility (Autoclave 4) Complies Sterile
Bacterial endotoxing (Autoclave 4) <1.0 EU/mg <417 EU/mg (equivalent to 41.7
EU/ml solution)

This batch complies with the specification set in CFPS.NUS.75773 (1.0).

Report: 198657 Date: 17 Oct 2022/11:24:38 From: LW7 Production




Sy':nt'hon

QA CMO Specialist

Certificate of Analysis Pago2of2
Bone Vista 3 mg Solution for injection Lot Number: 2200625C
Issued by : Ylenia Mariscal Olivares Date of Issue:  17/0ct/2022
This is an electronic signature

Report: 198657 Date: 17 Oct 2022/11:24:38 From: LW7 Production
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