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

I.-Hu“;f_{f-r /f/y—_.-




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)




 AEPYCABHA CIYIKBA 3 JIKAPCHKUX 3ACOBIB
T4 KOHTPOIIO 3A HAPKOTURAMHL y b KU€EBL

~apos. Hanit Caitmvot, 3, 02099; ren. 044y 295~26«8‘5
‘E-mail:.dls. kyw@dis goviua, Ko;x EIPTIOY 37079055

BHCHOBOK )
NP0 SIKiCTL BReseHoro B Yipainy mxcapcmwro :mcoﬁy

01022024 No 4841754736

3()JILH)1POB[C’IA

(nmmuwudmm )lmdpc.hxom Sae0By 3riHo 3 pecer paumumt 1i0wuwcmmm)
ROHNEHTPAT LA pos*muy A iy 3iii, 4 vr/S vt o Smi - rraxconi; wo. 1.daaxony s
. Kapronnii kopobui:

(tbapna nunyu«y, JOBY BT, B TTAKY RaHHA. Jlmapcwox (Y mch y)
Tlomep pecerpauifinore nocsinyenns UA/T6475/01/0) crpoxait peecrpauis H‘dr‘a' focs s HeoOMeXeRHT

Cepisi nikapeskoro sacoby No 2300513D Kinbkicrs suesenoio sikapeskorosacoty 943

Bupobingk: Cinron Xicnauis, C.JL; Temanis L :
d {sditseiny sanns nupoCHIKE. mxnpcm{aro Jucoﬁy, kpama noﬂwmxumz)

Bueserion Y kpatiy 'TOBAPHCTBO 3 OBMESKEHOIO BIIJ,IIOB!I{A.}}LHI CTIO
U"BYCT ﬂ)APMA”, {ews woue, 44107410

(uanuwynmum T4 ko s CJIPTIOY IO{)HHH‘IHOI owﬁn d(SO ORISR, m 9, 110 Ganxom zbuwmm
oeoby - Rijuipuemim, 1 micne npw\nn’xmm M. pucmpammum HoMEp GORIKOBOT. KapTRY TUGEIHRKE
wouarkin abo ccpm T HOMEp nac.nupla)

Tiporoon sisymiuoro koiirposio sk 01:02.2024 K 376/6..
. "-3'x PESYRGTETAMI . HEPKABHOIG"  ROUTHOMNG. BETAROBACHO, I sfikaperRr. 3acio 'uébammz v VYipalny o
' f:na*rpumammm BUMOT 3aKOHONABCTBA WOAG. 3aounurumx sikoet] JHikapebknk 3acobii,

¥ laqanbumx . . B pRAET BN ) MVIKOJM XONOHEHKO

(unmam{ T npxzmmxc)

{nocasonn; nus(m opmuy m.p,hmmm 0, KOIFFPOMO)

MLIT.-




Synthon Hispania. SL
¢/Castelid, |

08330 Sant Boi de Llobregat
Barcelona » Spain

Tel, +34 936 401.5)6

Fus, 34936 401 146

wwiw.synthoreon

‘Cepriudiar apasizy

Crop. 131

30J1L1111p0BlcTa 0 Snvr/ma Kmmempu

| Tlomep copii 23005130
[Towmep Bipody 2378120
Tepwmiit Lpmparioeti EG})@BCI]M:.'ZOZG
Bifpotinua gumuaw b COTEMA

Jlarra WHOTORICHIA

JULS PO3HHILY JUISI 1ll(l)y3m

+ 12 Gepeann 2023 poky

_Bunpobysanny ) ]’Esxnm‘aTn l(puTcpi‘;'. |l(|;m“um'1:nucTi ’“J
oL BHre Binmosixae Iposopuit Gesbaj SRITEH POSUMILY
1pPO30POMY 6c36apBIIOMY CRIBIHOMY
(pnaxoui 3 XpOOKOIO3 AMOMITTICHOI0
KPUIIKOIO i HCKOM KOHTPOIO LEpIIOTO
pijxpurry flip-top
Mokt prenovctms: 1 TesmunN Jacri
> 10MKM 24 -< 6000 posmipom TOMEM aGo OinniIc
2 2OMEM 5 < 600 posmipom 25MK abo dinpuie
“pH 6,2 .6;0-6,6
Q8" enr 1O BIHTSITAETHCS Bijiitosinac 2 St
Inentudiaris BOJNCPOHOROT KMCHOTH ,
BEPX uac yrpuManist Bijuonsimae Tawuit i #x jis ¢ratiifapritoro
‘POBUHELY
IX uac yrpruManiis Biuwosinac “Taenii ke I UIST PO3HANY JUBL
CPEBPKK VPILATHOCT CHCTeMI
iCibKicne puanauens 30J¢HpoioBol
KHC0TH
BEPX 3,98/ SR 3,8-4.24i 5t
g B X (zassiennit Yoy 99% (95-105%)
Birier a;nominiio Taxr/gakon < SMKr/urakor
Jlominxn (YEPX) |
Tuinasorn (AC:046)- <0,1% <0,5% B
JOHCHAK KACHOTE: (1171602} < 0,1% <0,5%. :
TlaitGinema neiyenrugikonand JEOMITITRA 0,2% j§-0-,4% ‘ i
~ Cyma AOMDIIOK 0,2% 2.0%- '
Ciepuisiicts Bimrorinac -C CPUABTIAIL

| Bakrepiansiil CHIOTOKCHIN.

VL éépia siduoninac Crienmi s’ CEPS NS 22890 (2.0).

~<],3 Oi/mr

<62,5 OL/mr 30i¢)poHoBdT KHCAOTI.
(< 50,0 OE/mut.posuiry 30CUpONOBOT
"KMCITOTH)

Bujauo: Monree-Apaca Bivac
cuenjanict 3 aKoeTi

Jlaca sugawi: 28/ xuiThst / 202 3 poxy /ﬁxp?f;
1lc-eacKTpOH M T AIMC. \Q‘@/’M &

l:l,‘()dllcll()ll ;

| 0t ’WA)

'qu"'U)
Kog 4.t m“’f’ﬂmu
No




Cinron Xicnanis C. JL
Ceprudixar BiIIOBIHOCTI

Micnera Toprona naspa:

3OJNEAIPOBICTA

| Homep Peccrpaniiinoro
|

' : UA/16475/01/01
HOCRIgen st L
Homep supoBy kommanii «Ciwron » 378120
Homep cepii: 2300513D

Jlesysaris:

4Anmr/Svor / 30J1eApoNoBa KHCILOTA

Jixapenka popma:

Komneuwrpar st po:mmiy st ingysua

| Poswip i T yuakonwm:
1

|

S auny Qararcond; 1 cressiit duraxon y wapronuiii
| kopoGui

- BupoGumma xins st ADIL:

Ciron ¢.p.o.
| Bprencnka 32/ 597
Gaancko, 67801, Yeenka Pecuybaixa

- Homep arixensii aa BHPOCIHILTBO
L BupooITIA0} pistunmd AP

s e

132091/2021(AP1 GMDP)

| Bupobuiaa ginnsnmnst in bulk":

COTEMA
BT Nt
Boycecopa. 20180, MaporKo.

. Homep ninensii na BupoGnmIrso
S BupoOIIIoL s in bulk":

22En DMP/23. (ML) /162/22 SSIV/ DME / 18 (G1IP)

+ Bupounm, RO BIAILINT 30
L MCPBUIIE HAKYBANISE

!,_ g ~ s —e s ngudm i s

' Homep aiveensii ua sopodmuITEo
Ll BijooE 1AL ot 3a
FCPRIIINC TA BTOPHIIC HAKYBANIIN:

COTEMA
BIT Nel,

228 BNIP/23 (ML) /162722 SSIP/ DMP / 18 (GMP)

' Bupodrni, RUNOBIAAILIANE 32
. BHIIyCK cepii

Ciwron Xicnanis CJIL. lenanist
By, K/ Kacrenno, 1,

- Tlomep srinensii ma BUPOGUMITIBO

U Bipo0ingoi s
E BOOBIIANBIOIO 32 BMILYCK cepil:

orownwii diicnnii nomep B Yrpaini:

0438 (ML) / NCF / 1931/001/CAT (GMP) V.
Tlorowrmii et momep B €C: -
0438 (ML) /NCF /2317/001/CAT

Canr-Boi xe Jlwdperar Gapeenona, 08830, Ienamy




Cinron Xicrnanis C. JL
Ceprudikar RBIATIOBIHOCTI

o s i reied 410 e s s sl a1 e o e ¢

_rl’oxmip cepil roToBROro JIPOJLYKTY: \ 943 yn.

\ Homep RUOTOBHAX BIIXAICHE: \ NA

\ Pentapiu/KoMerapi \ NA

Ll st 3ucBiauyso TounicTs i, pocrosipticTn suienaseaetol idopyanii.

‘_lhofc"eipi}o_npo‘nyxmi'i,6yno;|mpo6ncuo, BINOHAIONH. (TAKY BAHHS {SKILO1IC nepe/faueto) Ta KOUTPONL HKOCT, Tid
putesazagenit(umx) rissmni(eax) y nosiii sinosiuocTi 4o BUMOP Hanexuol Bupobnuiol UpaKTHKy GCra
BuMor Micicsoro PerynsTopnoro oprilly,-& TRKOWX, 10 cricuGikaniit, BUKIAACNUX. Y Peccrpauiiinomy oceiactHi
Kpaluu-iMnoprepa, T4 Gy 1b-SKHX. AONATROBHX BUMOT, norokeimx y Jloropopi npo AKICTh.

Bupobuuurso JHKAPCHKOT  PCHOBNHH 3onCAPOIOBA  KHCHOTE SUIHCHIOETHCS: BifpToRiaHo Ao irouol  HEAeRIiol
BupofHUHOT IPAKTHKH,

~)l01<yh-1cn’rzmiu 3 uupoﬁim‘rm‘ua,'Cicpi'i, TARYRANIH 12 LCCTYRANA ncpenipena, Ta peranoszei’ 1 BLAOBIGHICTE
wintorad BU- GMP,

1lpenapar BANOBIAE ATIOUHM KCPIBLIN BSIVTSE.
Vei piaxdireini OUicHo T 3an0KyMeIToBano. CTOCOBNO BYL=AKOIO BUIXHIENITE, AKE pOcE Ty 1 ARiCT
ra/abo  Geamexy  NPOAYKL (sipnosiic, pipxufenns), Ko Ceprudixara BiANOBIABOCTI  IONACTHCA 3BiT PO

B MR

Pasom 3 .-miznosiumn Coprudiraros AuaEnizy LUCH JOKYMEHT € cepridirariiero KoCTi AU, HANHILE 203600y 08
Benyek cepil antnesasnatenoci cepii npenapaty.

CepilﬁfB'l.’ll‘lDB.l')lHC"CllClll-l(pi'K'd'l[i'l‘"cll.‘{ S NUS:22890(2:0) T8 pri(yeRaenes ot Micrpaa Keniran MeucmrmMenT, 10K,
@ s TeprTopit Y Kpainu

Wivanars / Kaniiio L apeia

Viognogancena ocodd AT b
[lisinc: [nionuc! Jara: /25 tpasiii 2023p/

Viopnosamena ocoba «Cinron Xierinin C. J»

~ Bepois! MCOCLES0LZLE: njd.- Micrpal Keniran Menemisent,UA.378 120.18.doc
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AEPXXABHA CJIYXBA 3 JIIKAPCHKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Haaii Csitnnunoy, 3, 02099, ren. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BHCHOBOK
Npo sIKiCTh BBE3€HOro B YKpaiHy JiikapcbKkoro 3acoby
06.09.2024 Ne 45602/24/2611
3OJIEHAPOBICTA

(nafimenyanig nikapcLKOro 3acofy 3rinio 3 peecrpaliitiing NOCRI4CHIsM)
KOHUEHTPAT AJIsi po3unHy i indysii, 4 mr/S ma, o S ma y gaakoui; o 1 paakony s
KapToHHi# KopoOui

(hopma BunNyCcKy. NO3Y BAHHA. BH/L NAKYBAHHS NiKAPCHLKOIO 3aco0y)
Homep peecrpauiiinoro nocsinuenns UA/16475/01/01 crpoxk nii peectpauiiinoro nocsinuenxa HEOOMEXEH M
Cepin sikapcbkoro 3acoby Ne 2300623 A KinbkicTh BBe3eHoro nikapchkoro 3acoby 1500

Bupo6Huk Ciuton Xicnanis, C.J1, Icnianis
(uafimenyBanHa BUPOOHUKA NiKAPCLKOrO 3ac00y, KpaiHa NOXOMKCHHS)

BeeseHo B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIAMOBIJAJIBHICTIO
"BYCT ®APMA", incut. kon: 44107410

(narvenyranns Ta ko 3a C/IPHOY opuantnol ocotm abo npissdinie. iM's. no 0atekoRi
(biznuitol 0cobu - nianpueMus. i MICIC NPORKUBARNS TA PCCCTPALLIRHIKE HOMEP 00AIKOBOT
KapTKKH NAATHUKA 110,1aTKiB aB0 cepis Ta nomep nacnopra)

MpoToxon Bisyansuoro koutpoato sia 06.09.2024 Ne 3081/10.

3a pesyabTaTaMu  A€PKABHOIO KOHTPOAKD BCTAROBACHO. WO  AiKapchkuit  3aci®  sueseno B Ykpainy 3
AOTPHMAHHAM BUMOr 3aKOHOAABCTBA 11ON0 3a0e3MeUeHHs AKOCTI JIiKapChKiX 3acodis.
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Cinron Xicnania C. JI.
Ceprudixkar BianoBignocTi

Mmuel{a_ [i_)_]_)_xufma uasaa 7 SOJIEHRPOBICIA
Homep P —

omcp Peecrpauiiinore UA/L6475/01/01
HOCBiIMenud:

Homep enpoby komuanii «Cuuou » | 378120

Homep cepii: 2300623A

Jozyeauna: 4wl/5w.u / 3oneponora Kuciora

Jixapenka fopma: Kounenrpar st pozumny juis m(l)yzm

Posmip i "1 ynaxkosku: 5 ma y duaxoui; 1 cxusmmii (l).ualcou y Kapmuum 7
L _Kopobui

Bupoﬁlmqa miosmns ADL: Cinrou c.p.o.

bpuencora 32/mu. 597
baanuecko, 67801, Yeenxa Peenybunixa

llmacp ainensii na Bupoﬁnmu BO 132001/2021(AP1 GMP) |

BHpOﬁllH‘lOl JllJlbllHlll AdI:
Bupobnuua pisnmns Vin bulk”: | COTEMA

bl Nei,

boyckopa 20180, Mapokxo

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

Homep siuenzii na pupodnuureo
empodonnuol ninnaund "in bulk':

! Bupoonnk, siuosiiaasnmi 3a COTEMA
| MCPBUUKE NAKYB AN BIT Nei,

Loyexopa 20180, Mapokko
Homep Jinensii na pupodnuninise

ALHANE BUMoBiaILNol 3a 22Kn DMP/23 (ML) /162/22 SSIP/ DMP / 18 (GMP)
MCPBMHNC Ta BrOpUune NaKyBamMs:
iﬁﬁoﬁm;ﬁiuonmmlb'immu 3a Cinron Xicnanin C.J1. lenanist

BRNYCK cepil: By K/ Kacremno, 1,

Canr boi ae JluioGperar bapceenoua, 08830, Icunauis
Homep jinensii na gupodmurrzo Horounnii )liiicuhii ioMep B Yipaini:
ERPOGIMHOY tiik e (438 (ML) / NCF / 1931/001/CAT (GMP) i
BLMOBIANLIOI0 32 BHIYCK cepil: Tlorounmin rificuuil momep B €C: |

///;

r\u\ \H 18!
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CinTon Xicnaunis C. JI.

Ceprudikat BiJIIIOBLIHIOCT]
Cropinka 2/2

PozMip cepii rorosoro mpoayxry: | 7081 yn. 1

Homep BitoBUmux BiNXuiIens: NA

Pemapku/xomenrapi NA

Tum s 3aCBiAUYIO TOUHICTS 1 pocTORIpHiCTS BHWIEHaBeacHol indopmauil.

1o cepito npoxyxnii 6yjio BApobNeno, BXIOYAIONH MAKYBais (AKIIO UE nepenGaieno) Ta KOHTPOIb AKOCTI, ua
BUlE3a3HaueHii(nux) Ainanui{xax) y nosnifl BimnosigHocri Ao sumor lanex:ol BHpoOHMUGT NPAKTHKH €C Ta
BUMOT MiCUEBOTO Pery/iSTOpHOrO Oprany, 2 TaKowx A0 cneupudikauii, Buknanennx y Peccrpauiiinomy nocRigYCHIi
Kpainu-iMroprepa, Ta 8yIb-KMX HOAATKOBHMX BUMOT, NOTODKEHNX ¥ Jlorogopi npo AKiCTb.

BupoGuuuTBo mixapchkoi peqOBHHHM 30NEAPOHOB2 KUCTOT2 3AIHCHIOCTHCA signosisuo Ao aiouoi Hanexnoi
BUPOOHNHOT MPAKTHKMY.

JlokyMcirralis 3 eupoGTmITEa Cepii, LaKyBamii Ta TeCTyBaum NCpeeipeHa, 1a seranosneni T BioBUWICTR
pumoram EU GMP.

IIpenapar Bijuosijiac nitounv kepisumav BSE/TSE.

Vi pigxunenns ouiiteno 1a 2anoKymentorano, CTocoBHno OyIp-AKOre BIAXMICHHA, AKE MOXKC BILIMHYTH HA AKICTD
Tafabo Gesmexy npomykuii (pianoeiane Bimxwienns), Ao CepTuoixara BIAMOBLINMOCTI JORACTLCS 3BIT TPO
BiAXUREHHA.

Pazom 3 mignosiumy Ceprudixatom amanisy ueh JokyMent € ceprudikaiticio sKocTi s najans 103s0i1y 1a
BUITYCK CEpil JUist BUILE3a3uauetiol cepii npcnapary.

Cepia sinnoeinac Crenmdixanii CIPS.NUS.22890(2.0) Ta BUIYCKACTLCA JULA Mictpan Kenitan Meneprment, H0K,
T2 Ass TepuTopil YKpaiim

Hlvamir: / Kawmino Fapcia
Vrosnosancena ocoba 1Hrami:
1lianne: _Inidnuc/ Jara: /23 Tpasua 2023p./
Vioeneraxena ocoda «Cinron Xicnaunia C. JL»

Ddl

Bepcia: MCOC.ESO1.ZLE.inj4. Micrpan Keniran Menesokmeitill
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Synthon Hispania, SL.
c/Castelid, |

08830 Sant Boi de Liobregat
Barcelena - Spain

Tel. +34 936 401 516

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

7 _ Ceprudikxar ananizy Crop. 131
30J1cugkgphB1uA 0, SMg [’_w_lﬂ l_cgl_l_q_elgl pan Juis pozuuny Jurs ingysiii

Hlomep cepi 1 2300623A

Homep BHpoby : 378120

Tepmin nupunarnocti B Bcpegém; 2026 Hempmroronuenis. & 14:bcpeann 2005 porey

Bupobuumua jiiibuuig : COTEMA o o
Bropodyeanna PesyawsTarn Kpu-repu npuy_l_lsg_"_nmcn . .
SoBHINIHIH BUII)| Biznoginae IIposopuit Gezbaprnuil posumit y

Ipo30opoMy 0c36apEHOMY CKINHOMY
dnakoni 3 upobKOIO 3 ANOMINICBOIO
KPUIUKOIO 1 JICKOM KOITPOMIO 1IEPITIOTG
o siagpurty flip-top
Mexauiani sxmouetint: Hesuiumi 9actkn

> 10Mrm ‘ 24 < 6000 posmipom 10mxM abo Ginsine
> 25MKM . 1 < 600 pozmipom 25MKM aGo Binkine
pH ‘ 6,2 6,0-6,6
00’ eM 1110 BUTATACTHES ‘ Binuogsijnac > SMa
Luerrrudrixattis 30JCponoBOT KUCIOTH

BEPX wac yrpumanns Biynosijac Taxuit me ax ju cranaprioro

o Ce . . posumy
IX 1ac yrpumauns Binnosinae Taxuit e 9K s po3uuiLy ans

IIEPERIPKH LIPWIATTIOCT] CUCTEMH
KiipKicHe BA3RAYEHHA 30CIPOHORO]

KHCIIOTH ]
BEPX 3.9mr/5mn 3,8-4,2mr/5mu
BEPX (saagneuunii %) 98% (95-105%)
Buict ammominiio 2Mxr/draxon < SMxr/iaxon
Jommixu (YEPX) ;
Imijtazon (AC.046) ‘ <0,1% <0,5%
3onenax xucnora (1/1602) <0,1% <0,5%
Haitbiusina neijicirrndikosana JoMinmKa 0,2% <0,4%
Cyma nominiox 0,2% < 2.0%
Crepuienicto ‘ ] ‘ Bijmozinac Crepuiteninii
bakTepiaikti CHIOTOKCHITH ' <1,3 OF/mr <62,5 OLi/mr 3oue/iponoBol KneioTw
(< 50,0 Oli/vor pozuniy 3ouesiponosoi
KHCIOTH)

112 cepin Biznosizae Cricuudyikauii CFPS.NUS.22890 (2.0).

Bunano: Moutee Apaca Biuac Hara punaui: 23/ Tpasus / 2023 porfy
CHCIUANICT 3 AKGCTL Iie enexTpouuuii ninuuc.




HEPXABHA CJIY)KBA 3 JIIKAPCBKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Csitnuunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog EAPTIOV 37079055

BUCHOBOK
Npo AKiCTh BBE3EHOro B YKpaiHy JiKapchkoro 3acofy
21.04.2025 . Ne 20117/25/2611
3OJIEHAPOBICTA

(HafMeHyBRHHS J1iKapCbKOro 3acoby 31iiHO 3 peecTpatlifiHUM NOCBIAYCHHSM)
KOHUEHTPAT I PO3UHHY Aas indysiH, 4 mr/S ma, no S ma y ¢paaxouni; no 1 ¢paakony B
KapTOHHIH Kopobui

((hopma BHMycKy, N103yBaHHS, B NaKyBaHHA Nikapcbkoro 3acoby)
Howmep peectpauiftvoro nocsiguenns UA/16475/01/01 crpok nit peectpauiiinoro nocsinuenns HeobMexeHu i
Cepis nikapcbkoro 3acoby Ne 2300625A KinskicTs BBE3€HOrO Nikapcukoro 3acoby 3659

Bupo6xuk CinTton Xicnanis, C.J1., Icnanis

(HaliMeHyBaHHA BUPOGHHKE JlikapchKoro 3acofy, kpaiHa NOXOMKEHHA)

BseseHo B Ykpainy TOBAPHUCTBO 3 OBMEXEHOIO BIANMOBIJAJBHICTIO
"BYCT ®APMA", inent. kon: 44107410

(HalMeryBanis Ta kol 3a CAPTIOY 1opuanunol ocobu abo npissuuie. iM's, no 6arskosi Gisnunol
ocoGu - nianpuemis. it Micue npoxuaaHHs Ta peecrpauifinuil Homep 06aikoBol KapTKH NniaTHUKa
noaatkis alo cepis Ta HOMEP raciiopra)

MpoTokoa Bisyansnoro kouTpomo Bia 21.04.2025 Ne 1332/01.10-25/9.

3a pesynbTataMu  JepKABHOMO KOHTPOMIO BCTAHOBAEHO, MO JikapchkHil, 3aci® BsezeHo B VYkpalHy 3

AOTPHMAHHSAM BUMOT 3aKOHONABCTBA WIOA0 3abe3neyeHHs AKOCTi nikap,

Muxkona XOJIOAEHKO

{nianuc) (iniuiann Ta npissuie)




Synthon

CinTon Xicnanis C. JL.
CepTHudikat BignoBigHocTi

MicueBa Toprosa Ha3Ba: 30JIEHAPOBICTA

Homep PeecTpauiiinoro noceigyenus: UA/16475/01/01

Homep Bupo6y komnanii «CiHTOH » 378120

Homep cepii: 2300625A

Jdo3yBanHus: 4Mr/5ma / 301eIpoHOBAa KHCJIOTA

Jlikapcska gopma:

KoHueHTpaT AJis1 po3uuny A4 indysii

Po3mip i TUN ynakoBKu:

5 ma y ¢paaxoni; 1 ckasiuuii paakoH y KapToHHi#A kopoOui

Bupo6uuua ginbuuua AQPI:

CinroH c.p.o.
bpuencbka 32/un. 597
Baancko, 67801, Yecbka Pecnyfiiika

Homep niuensii Ha BUpOOHHUTBO

132091/2021(AP
BupodHNYOi AibLHNLI ADI: A LAkL Gk
Bupo6uuua ainsuuus "in bulk': COTEMA

BII Nel,

Boyckopa 20180, Mapokke

Homep ninensii Ha BHPOGHHITBO
BHpOGHUYOT ZiibHULi "in bulk':

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

Bupobuuk, BianosigaabHuii 3a
NepBUHHE MAKYBAHHA:

COTEMA
BII Nel,
boyckopa 20180, Mapoxkko

Homep Jaiuensii Ha BUPOOHHLUTBO
Aiabyuuui BinnosizaajibHol 3a nepBUHHE
Ta BTOpUHIE NAKYBaHHSI:

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

Bupo6Huk, BixnorinaasHuii 3a BUNYCK
cepii:

Cinron Xicnanis C.JI. Icnanis
Bya. K/ Kacreano, 1,
Canrt Boi e Jlno6perat Bapcesona, 08830, Icnanis

Homep Jiuensii na BupoOHHUTBO
BupoOHMYOL AiNbHULI BiAnoBidanbHOrO
3a BHIIYCK cepii:

Ilorounmii aificuuii Homep B Y KpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
INoTounnii gilicunii Homep B €C:

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

Po3mip cepii roroBoro npoaykry: 7659 yn.
Homep BianoBiaHKUX BiIXHJIEHb: NA
Pemapku/komeHTapi NA

Bepcia: MCOC.ES01.ZLE.inj4. Mictpan Kenitan Meneaxment




P B

Cinton Xicnauis C. JI.

CepTudikar BiAIOBIIHOCTI
CropiHka 2/2

Llum 5 3acBIFUYIO TOYHICTB i JOCTOBIPHICTh BUILEHaBeAEHO! iHdopMaLii.

Lo cepito npoaykuii 6yno BUpoGIIeHO, BKIIOYAIOYH MaKyBaHHA (AKLIO Le nepeabauyeHo) Ta KOHTPOb SKOCTi, Ha
BHllIE€3a3HaYCHIH(HUX) AUIAHII(KaxX) y MOBHIH BiAMoBiAHOCTI 1o BuMor Hanexnol BUpoOHH4YOI npakTnkH €C Ta
BHMOT MiclleBoro PerynaTopHoro opraty, a Takox R0 creuudikariii, BuknageHux y PeectpauifiHoMy nocBigdeHHi
Kkpaiuu-iMnoprepa, Ta 6yab-1KHX A0AaTKOBHX BUMOT, ITOTOKEHHX y JIOroBOpi Npo SKiCTh.

Bupo6uuurso nikapcekoi peuoBHHHM 30JE€APOHOBA KHUCIOTa 3AIMCHIOETHCA BiAMOBiAHO 10 Airoyoi Hanexnol
BUPOGHHMH4OT NPaKTUKY.

JokyMeHTalis 3 BHPOOHHLTBA cepii, MaKyBaHHs Ta TECTyBaHHs NepeBipeHa, Ta BCTAaHOB/EHI ii BiAMOBIAHICTb
suMoram EU GMP.

[penapar Bianosigae nirouumM kepisium BSE/TSE.

Yci BigxuneHHs OLIHEHO Ta 3aJ0KyMEHTOBaHO. CTOCOBHO OyIb-1KOTO BiXWIIEHHS, K€ MOXe BIUIMHYTH Ha AKIiCTb
Ta/abo Oesnexy npoayxuii (simmosigHe sinxuienHa), no CeprudikaTa BIANOBIZHOCTI IOAAETBCA 3BIT MPO
BiJIXHIICHHSL.

Pasom 3 signosigunm CeprudikatoM aHanizy ueit QOKyMeHT € cepTudikauiclo AKOCTi A8 HajaHHA A03BOJY HA
BHITYCK cepil A/ BUILE3a3HA4EHOI cepil mpenapary.

Cepis signosinae Cneundixauii CFPS.NUS.22890(2.0) ta Bunyckaerscs aia Mictpan Kenitan Menemkmenr, FOK,
Ta A1 TepuTopii YKpaiHu

Wramn: / Anna Mapmines
VYnosnosaoicena ocoba [Iramn:
Mignuc: [nionuc/ Hara: /14 Bepecus 2023p./
YnosxnoBaxeHa ocoba «Cinron Xicnanin C. JI.»

Bepcis: MCOC.ES01.ZLE.inj4. Mictpan Kemnitan Menemkment.UA.378120.19.doc




Synthon Hispania, SL
c/Castelid, |

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

CepTudikar a"amaisy

Crop. 131

3onenapoBicra 0,8Mr/M1 KOHUEHTPAT ISl PO3YHHY [ iHQY3id

Howmep cepii : 2300625A
Homep Bupoby 378120

TepMin npuaatHocTi : Uepsennb 2026 |
Bupobuuya ginbHuus : COTEMA

JlaTa BUTOTOBJICHHA

2 20 yepsHa 2023 poky

BunpoGyBanus PesyabraTh Kpwurepii npuiinataocti
30BHILLHIHA BUIIAA Bignosinae IIpo3opuii 6e36apBHUi PO3UHH Y
npo3opoMy 6e36apBHOMY CKIISHOMY
¢nakoHi 3 MPOOKOIO 3 ATIOMIHIEBOIO
KPUILKOIO i JUCKOM KOHTPOJIIO MEPLIOTO
BigkpurTa flip-top
MexaHiuHi BKITIOUYeHHS: HeBuaHMI 4acTku
> 10MkM 131 < 6000 posmipom 10mkM aGo Gibuie
> 25MKkM 1 <600 po3MipoM 25MKM 260 Ginbme
pH 6,3 - 6,0-6,6
OO6’eM WO BUTATAETHCS Bianosigae > 5mn
InenTudikanis 3onenpoHOBOI KHCIOTH
BEPX uac yTpHMaHHﬂi o - Bianosinae Taknii xe sK 1% cﬁiﬁndfnkéro p-c-)3q‘uﬁyw
IX vac yrpuMaHHs Bignosinae Takuii ke gk Ang po34uHHy 415 NepeBipky
[PUAATHOCTI CUCTEMH
KinbkicHe BU3HaueHHS 30J€APOHOBOL
KHCIIOTH
BEPX 4,0Mmr/5mn 3,8-4,2mr/5mn
BEPX (3asBnennii %) 99% (95-105%)
Buict anrominito 1MKr/¢piakon < 5SMmkr/¢nakon
Tlowin (VEPX) e : Somil
Iminazon (AC.046) <£0,1% <0,5%
3onenak kucnora (H/1602) <0,1% <0,5%
Hait6inpma HeinenTudikoBaHa qoMimika 0,2% <0,4%
CyMa nomituok 0,2% <2,0%
CrepuneHICTb Bianosinae CrepunbHui
bakTepiaibHi €HIOTOKCHHH <1,30E/Mr  <62,5 OE/mr 3oneapoHOBOI KHCIIOTH

Lis cepia Bianosinae Crneundikauii CFPS.NUS.22890 (2.0).

(£50,0 OE/mn po3uunny 3051€pOHOBOI
KHUCJIOTH)

Bupnano: Jlaypa Kacrinsec Canino
CIELIAJIICT 3 AKOCTI
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