AEPXKABHA CJTyKEA 3 JIKAPCBKHX 3ACOEIR
TA KOHTPOIIO 34 HAPKOTHKAMH y KHERT

npos, .Haui'x' Cuimnlmo'i, 3, 02099, e, (044) 295.26.-85
E-mail; dls.kyiv@dls.gov.ua, Koz €11PII0Y 37079055

05.11.2024 Ne 58392/24/267

30JIEAPOHOBA KUCJIOTA - BICTA AC

(naiimenysanng JHKapebkoro 3aco0y srinmo 3 peecrpaniiinnm nocai}memwm)
KOHNCeHTpaT mg PO3YBHY g ingysii, 4 mr/s M, o S ma y ¢paaxoni; no 1 daakony B
KapToHuii xopo6ui

(opma BHITYCKyY, 103ysaims, puy NaKy BAHHR NiKapcLkorg 3aco0y)
Homep peectpauiiinore nocsinuenus UA/193 80/01/01 crpox gii peecTpauiitnoro nocsiguenns 02.07.2027
Cepis nikapcskoro 3acofy Ne 2300626 A Kinskicrs seeseroro Aikapebkoro saco6y 1000

BupoGuuk Cinron Xicnanis, C.J1, Icnauis 3
(ualiMenynaims BUPOGHHKA Nikapcekoro 3acoy, kpaina TOXOMKEHHS)

Baeseno 8 Viparuy ToBapucrso 3 obmexenoro BiAnoBigaaLHicTIO "BYCT DAPMA",
lnent. kox: 44107410

(¥
$izuunot ocoby - miAnpreMus, §i micie UPOXMBANHS Ta peecTpaninmit HoMmep o6ikosoi
KapTKu AnaTHHKa Hogarkis ao cepist Ta Homep nacnopra)

Mporoxon sisyansuoro Kkonrposmo sin 05.11.2024 N 3847/8.

3a pesyaeraramu ACPHKABHOTO  KOHTPOIIO BCTAHOB/IEHO, 1O Aikapcekuit  3aci6 mmeseno B Vkpainy 3
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AEPKABHA CIYIKBA 3 J11KA PCLKUX 3ACOEIR
TA KOHTPO I O 3A HA PKOTUKAMMI Yym. KUCBI
npos. Maay Ceitanunor, 3, 02099, ren. (044) 295-26-85

E-mail: (llS.k}'i\"@é(“S.g()\‘.UZI. Koa C/IPIIOY 3 7079053

BUCHORBOK

PO AKieTL BBezeNOr B Yipaiuy

JKapenkoro 3acoby
12.07.2024

Ne 33800/24/26

30JHC,KIP()H()BJ-\ KHCJIOTA - B] CTA AC
trabivenyanng ARapehkoro JCOGY 31 110y 3
ROHUCHTDAT iy PO3YHnY 11n indyziii, 4 pm1/5 ML 1o S
Kapronuiit kopo6i
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Homep pecerpaiiingro nocsizenns UA/19380/01/ 01 crpox

AT pecerpaniiinero nocsizvienns 02,07.2027
Pist fikapenkoro 3aco0y Ne 2300626 A

Ce Kiankicrs BRCICHOrO fikapebrore 3cody 8]
Buposuuk Cinron Xicnanis, CJI. |
et 2 ¥

(Hadisicyy

Craniy

S BHPOGIHKE ARAPCHKOT o sucody, w

DI Nox O LRCH )
Baeseno Yipainy

Torapucrpo 4 obme
inenr. koa: 44107410
(Hals Iy jarng 1y Ko 3a CAPHOY OPILUIMIOT ocudy
OCOM - iy ipaewmyy, it MICHE poUBANIY 19 pecerpan

[USKETEN

REIG10 Bijl{'l()l’ll'jm.fllﬂli(."l"l() "BYCT dA PMA",

e -

b0 IpisRiIC, in's, 110 Guny,
gt HAMED 0GaikoBoT kup
4bo cepist g HoMep nacrtopra)
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Hauasspni

Mukosa NOJOJUHIKO
(I“.:A(;’czmm.;zx ocada o OHO BOHTPO 1O

(IR

st ra npissinne)






Cinron Xicnawuis C. JI,
Ceprudikar Bignosiznocri

MicueBa Toprosa nazga: I 30JIEIPOHOBA KHCJIOTA - BICTA AC

Howmep Peecrpauiiinoro MOCBiAYeHH: I UA/19380/01/01

Homep Bupo6y kommanii «CinTon » 396527

Howmep cepii: 2300626A

Hosysanns: 4Mr/5mi / 3onenponona KHCJIOTA

Jlikapcbka dhopma: ’ KOHUEHTPAT ISt pO34uny Juist indysiii

Po3mip i Thn YIOAKOBKM: ! 5 Mty gaaxoni; 1 tbaaxon y kaprouniii Kopooui

Bupo6uuya AinbHuus A®@I:; Cinron c.p.o.
bpuenceka 32/un. 597
Baancko, 67801, Yecnka PecniyGaika

Homep JIlI.Ie"H3.11 Ha BlfpoﬁHl/luTBO 132091/2021 (API GMP)
BHPOOHUYOT NinbHumi ADI:
Bupo6nuua AineHUUA "in bulk": COTEMA

BII Nel,

Boyckopa 20180, Mapoxkko

Homep aiuensii na BHPOOHUIITR O

BHPOBHYO! AibHALi "in bulk": 22En DMP/23 (ML) /162/22 SSIP /18 (GMP)

Bupo6uux, BiNoBiganbumii 32 COTEMA
NepEHHHE NaKyBaHus; BIT Nel,

Boyckopa 20180, Mapokko

Homep niuensii na BHPOOHHITEO
AiTLHMNI BiTnoBiganLHol 32 nepsunne | 22En DMP/23 (ML) /162/22 SSIP / 18 (GMP)
Ta BTODHHHE NNaKyBaHHS:

Bupo6unx, BiNOBiAaNLHUIL 32 BHUNTYCK Winmn Xicnanin C.JI.
cepil: Byur. K/Kacremno, n°l,
Canr Boi e JlnoGperar, Bapcenona, 08830, Ienanis

Homep miuensii na enpoGumurse Iorounuii niticanit nomep » YkpaiHi;
BHPOOHMYOT MibHULI BiANOBInaLHOrO 0438 (ML) /NCF / 1931/001/CAT (GMP)
32 BUMYCK cepii: Morounnii nificuuit nomep 8 €C:

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

Po3mip cepii rorosoro npoaykKry: 7940 ym.

Howmep sinmosiznux BiIXUIeHn: NA

PeMapKH/KOMeHTapi NA

Bepcis: MCOC.ESOI.ZLEAinj4. Micrpan Kenitan Meremxment. UA., 396527.04.doc




CiuTon Xicmanis C. JL

Ceprudikat BiIIOBIIHOCTI

Cropinka 2/2

TliM st 3aCBIRUYO TOYHiCTH | KOCTOBIPHICTH BuIieHABECHOT HdopMaLil.

1o cepiro mpomykwii 6yno BupoGreHo, BKII0UA0HH nlaKyBaHHS (AKIIO LS nepenbatieno) Ta KOHTPOIL SKOCTi, Ha
Bie3asHayeniit(Hux) pinsuui(kax) y oBHifl BiLMOBiAHOCTI JO BUMOT Hanexwuoi BupoBHUIOT NPAKTHKA €C ma
BHMOT MiCIIeBOTO PeryasaTopHOro opraty, a TaKoX /0 crienudikaiii, BUKIANCHUX Y PeecTpaliifiHOMY OCBiNYeHHI

KpaiHu-iMroprepa, Ta 6y ap-AKMX JOJATKOBUX BUMOT, poromkeHux y JJorosopl npo SKICTb.

BupoOHHLITBO gikapcbKoi pevqoBUHH 3ojleApOHOBA KUCIIOTA 31iCHIOETBCS pignoBigso Ao Aitouoi HanexHsoi
BHPOOHHHOT IPAKTHKY.

TloxymeHTalis 3 BUpOGHULITBA Cepii, MaKyBaHHA Ta TeCTyBaHHs TNepesipeHa, Ta BCTAHOBNEHI Ti BiANOBIAHICTH
sumoram EU GMP.

Tpenapat BinMoBifa€ Nit0OYMM KEPIBHUM BSE/TSE.

Vi BiEXuneHHs OliHeHOo Ta safokyMenToBano. CTOCOBHO 6y Ib-KOTO BIIXMIEHH, AKC MOJKE BIIMHYTH Ha AKiCTh
ra/aGo Gesrexy MpPOMYKUIl (BimmoBinHE BiIXUNEHTS), 1O Cepudikara BilMOBiAHOCTI AOMAETHCA 3BiT TIpO
BiAXHUIIEHHS.

Pa3oM 3 BiTIOBLAHUM CeprudikaToM aHaji3y He# NOKYMEHT € cepTH(iKalli€lo SKOCTI 7Sl HalaHHsi KO3BOJY Ha
BuTyck cepil ans BHIle3a3HaueHol cepii npernapary.

Cepis Bifmosigae Crenudikalil CFPS.NUS.97918(1.0) Ta BUITyCKAETLCA ans Micrpan Kenitan Menemxment, 0K,
Ta g TepuTopil Ykpaiu

IItamn: / Auna Mapmines
Vnosuosadicena ocoba Ultamm:
Migmuc: [nionuc/ JlaTa: /14 BepecHs 2023p./
ViosHoBaxkeHa 0coba «Cinton Xicnauiz C. JL»

Bepcis: MCOC.ESO1 ZLE.inj4. Mictpan Keniran MenemkmenT.UA. 396527.04.doc



Synthon Hispania, SL
¢/Castelid, |

08830 Sant Boi de Liobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Homep cepii :2300626A

Homep Bupo6y 1396527
Tepmin npupataocri : Uepsenn 2026

Bupo6uuua ninsamms : COTEMA

Bunpo6ysanus
30BHiIHI Burmay
Mexaniuni BrIOYEHS: HeBuaumi wactiy
2> 10MkMm
> 25MKM
pH

06’em wo BuTAraeThcy

Ceprudikar aHaJjizy

3

Crop. 131

3oaeaponoBa kucoTa - Bicra AC 0,8Mr/mn KOHUCHTPAT 1Ist po3uuny s iHg

Hata Burorosnenns

Pesyantatn

y3iii

19 uepsus 2023 poky

Kpurepii npuitnarnocri

Bianogigae

25
0
6,3

Bianoginae

InenTudikanis 3onenponoBoi kKucIOTH

BEPX uac yrpumanus
IX wac yrpumanns

Kinekiche BU3HAYCHHS 3071eipOHOBOT
KHCIIOTH

BEPX

BEPX (ééxBJieHHﬁ %)
Bumicr amowminiio |
Homimxn (YEPX)

Iminazon (AC,046)

3onenak kucnora (H/1602)

Haii6insma HeileHTHdiKOBaHA ToMimKa

CyMa pomimmox
Crepunpricts
Baxrepiansni enorokcunm

Binmoginae
Binnoginae

4,0Mr/5Mn1
101%

IMkr/nakon

<0,1%
<0,1%
<0,1%
<0,1%
“‘Binn(‘)éiﬁae‘

<1,3 OE/mr

Ipo3opuit, 6e36apBruit posqun

< 6000 posmipom 10mkMm a6o 6ineie

< 600 po3smipom 25mkMm a6o Oinbiue

6066

> Smn

Taxnit xe sx s CTaHAAPTHOTO PO3UMHY
Takwuit xe ax qns PO3YHHY 1711 nepeBipku
TIPHIATHOCTI CHCTeMHU

3,8-4,2MI‘/5MH ’

(95-105%)

< SMxr/¢nakon

5 0_’5%
<0,5%

<0,4%

<2.0%

CrepunpHmuit

<62,5 OFE/mr 3oneap0HbBoi' KHCIIOTH
(< 50,0 OF/mn posunny 3oneaponosoi
KHCIOTH)

U cepia sinnosigae Creundixauii CFPS.NUS, 97918 (1.0).

Bunano: Monrce Apaca Binac,
CrIewiamicT 3 sKocTi

Hata Bugaui: 29/ ceprnst / 2023 poky
Lle enextporuuit nigmuc,

3eim: 219172 ama. 29cepnns 2023 p/11:47:25 Big: LWy Praductiﬂ




Synthon Hispania S.L. 2
Certificate of Conformance

Yi,.,i.‘!(‘,:‘éﬁ trade prmes Zoledronie actd-Vista AC

\ Macketing Authonization mursher \ UAL9IRGOT

Synthon item number: E 196527

} i Ratch number: \ TINO26A
{
i

% Suenpth \ dmgdmb/ 7oledronic acil T
; Dosage form: concentrate solution for e
Lo
i Packaging size and type: i < il per vial; 1 vial per canton box -
“Manufacturing site APL Synz%s%;m EREA
% | fmenska 32/ep. 97,

| Biansko, 67801, Czech Republic

Authonzation number of | sukls 13209172021 (APTGMP)Y
- Manufucturing site APE

& .
| Manufactuning site Bulk Drug Product; | Sothema

Ay No. i,

fouskoura 20180, Morocco

%
\ Authorization bt of 122 Cn DMP23 (ML) / %f».?ﬁ*‘”:‘SS%Y‘EI)M?‘*z"%’% {GMPY

gl do

% Manufacturing site Bulk Drug Praduct: ) ;
| Primary and Sccondary packaging site: Sothema 3
BP No. 1.
Bouskoura 20180, Moroteo

“sdanuinctaring Awmhorization wumber | 22 Eo DMPY (ML 1632 1SSIPDMPIR {GM]

of primary and secondary packaging
L] s

T }{;;:ypmm; v e baeh  gelease Synthon Hispania, 1.
dorumentation CiCastello, 01

Sant Bot de Liobregat, Barcelona, ORRM, Spain

“‘"“"‘““”"‘"""".”“M . - y . <
Authornzation pumber of site | Cyrrent valid number in VA

responsible for  batch  release ML) NCERD2SI00VCAT . ,’
documentalion: (AR ML NG E2500CAT (GMPy ;

Currently valid numbet in [iL, pending approval in UAC

0438 (ML) NCER2 34400 1HCAT (GMP)

et
e ————————

T
{ Baich size finshed product:

!
1 7940 §
‘ Number of relevant deviations: 1 /}Nﬂ” \

Remarks / commnents: i /NQ 3

W orsian: MDD ES ZLE indd Misteal Cupatad Masmgemam U 196527 Bl.dod



Synthon Hispania 8.1,

Centificate of Confi o ) }
H C mlormance page 212 |
' E

/ | herehy certify that the above information 15 authentic and accurate,
§

3

i

H
z This batch of Product hag been manufactured mcluding packaging (if applicable) and quality control at the j
| above mentioneq SHELS) in fyl) compliance with EU GMp requirements of the logal Regulutory Authority ]
[ and with the specifications iy the Marketing Authorization of the Imparting country, and any additional |
;f requirements gg dgreed upon 1 4 Quality Agreement,

The drug substance Zoledronic acid i produced aceordin & W current GMP.

The batch Processing, pa«:k‘aggix}gjiah&img and analysis records were reviewed and found to be i comphance
with EU GMp.

i

£

The Product complics with the Current BSE/TSE puidelines. |
I

Any deviation hay been assessed ang documented, For any deviation |hag might have an influence on the
quality and/or safety of the product (relevant deviation), g deviastion report s added to the CoC

In combination with the corresponding Certificate of Analysis the document forms the quality batch release
certification for sules for the above detyiled product batch,

jé
!
[
;

The batch complies with CFPS.NUS 97918 L0 and is released for Mistral Capital Management Limited,,
UK, and for termtory: Ukraine.

e {4 SEP 2023
Signature; ['/ \ Date:

Attt

Qualified Person Syntitn Hispania S.L.
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Synthon Hispania, SL
¢/ Castello, 1
08830 Sant Boi de Llobregat
Barcelona - Spain

Tel, +34 936 401 516

Fax, +34 936 401 146
www.synshon.com

Page 1 of 1

Certificate of Analysis

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

for infusion

Lot Number - 2300626A
Item Number 396527 Datc of Manufacture - 19-Jun-2023
Expiry Date + Jun-2026

Manufacturing Site - SOTHEMA

Results Acceptance Criteria

Complics Clear, colourless solution

Appearance

Particulate contamination: Sub-visible particles

Particles >= 10 pm 25 < 6000 of 10 pm of larger
Particles >= 25 pm 0 < 600 of 25 pm or farger
pH 6.3 6.0-6.6
Extractable volume Complies >5ml
Identification
HPLC retention time Complies The same as Std. Prep.

1C retention time Complies The same as System Suitability
Check Prep.

Assay (ITPLC)

mg/5 ml 4.0 mg/5 mbL, 38-42mg/5mb
% of label claim 101 % 95-105%
Aluminium content 1 pg/vial < § pgfvial
Impurities (UPLC)
Imidazole (AC.046) <0.1% <05%
Zoledac acid (H/1602) <0.1% <05%
Largest Unspecified Tmpurity <0.1% <04 %
Total Impurities <0.1% <2.0%
Sterility Complies Sterile
Bacterial endotoxins <1.3 1U/mg

<62.5 IU/mg ZLE (= 50.0 1U/ml
ZLE solution)

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

Issued by : Montse Arasa Vifias

Date of Issue 1 29/Aug
QA CMO Specialist ug/2023

This is an electronic signature

Report: 219172 Date: 29 Aug 2023, 11:47:25 From: LW? Production




