JEPKABHA CHYIKBA 3 JJIKAPCHBKHUX 3ACOLBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m, KUCBI
npos. Haui? Ceivananod, 3, 02099, ren. (044) 295-206-85
E-mail: dls kyivi@dls.gov.ua. Kog CJIPIIOY 370790355

BHCHOBOK
< [IPO AKICTH BBE3CHOIO B Y Kpainy JIKAPCHROI0 3aC00y

07.08.2024. No 40340/24/26

IBAHJAPOHOBA KHCJIOTA-BICTA 150 M’

{(HalivMenyBaHI HKAPCHROro 3aca0y 3rLH0 3 PECCTPRIifng noCICHINN)
rabuerkn, BRpUTI miiskonoio obosonkoio, 1o 150 wir; no 3 radaerwn y daicrepis no 1
faicrepy B KapTouuiil Kopohid

(HOPMA RUNYCKY. AO3YBUHIN, RIS NAKYBERIHAK AIKAPCHKOIT 3ac00y)
Howmep pecerpauiiiioro nocsinenus UA/16004/01/02 crpor nif peectpaniinoro nocsiauemia HEOOMEMeH il
Cepis aixapcnkoro sacody Ne 2401286A Kiabkicts seescnoro dikapeskora sacody 3000

Bupobumx Ciyvron Xicnanis, CJL, leama
(MadiMCHY BEHNS RUPOGHHKA JHKAPCHLROTO 3aC00Y. KPalHa ROXOReH )

Bueseno s Yrpaiiy Tonapuerno 3 obvewenoto sianosinasnnicrio "BYCT GAPMA™Y,
inent, kox: 44107410
(uaitsenynanns Ta ko 3a CAPTOY wopsuntnel ocody ado npissne. iy, no Gaecost giziemod
OCOTM ~ FANPUOMIA, T MICHE TPOKUIANNS T pece panifomt soMep obAIKOBOT Kap TR ILEHTHIRA
noARTKIE GO0 Copis Ta oMEp HACHIOPTY)

ftporoken sizyannuoroe kourpoao sin 07.08.2024 w5 2717/5,

3a PEVALTATAMU  ACIKABHOTO  KOHTPOMO  BCTAnoBieso. o Aiggpebkii  sacid  smeseno  wo Yepainy
AKUPCLEMX 3aC00iR.

ACTPHMAHHM BHMOT 3aROHOAARCTBA MO0 sadesnede s sKoCit

Mukona XOJOJEHKO

{luiniads o npRsHe)

L. Coe NS ZOLET




Cinron Xicnauig C. JL.

Ceprudikar BinoBiTHOCT

Micuepa TOpropa Ha3Ba:

I6anxponoRa KucioTa-Bicra 150mr

Homep PeectpartiitHoro mocBigdeHH: UA/16004/01/02
Homep BupoOy koMnanii «CiHTom» 376107
Howmep cepii: 2401286A

Jlosysauns:

150 mr I6anapoHoOBa KNCIOTA

Jlixapcbka dopma:

TabNieTKA EKPHUTI 1iBKOBOIO 0OONOHKOI0

Po3zMmip i THIT YITAKOBKH!

3 TaBnerky y 6ricrepi, 1 Gnicrep B KapronHiit Kopofui

Bupo6unx ADL

CinToH C.p.O.
Bprexchka 32/1m. 597,
Brancko, 678 01, Yeckka Pecriybitika,

Howmep niuensii BupoGuuka ADL:

Sukls 132091/2021 (APT1 GMP)

Bupobuuk e posdacosaHol TiKapCLKOT (popMu:

Cinron Xicranis CJL
Byn. K/Kacrenno, Nel,
Cant Boi ae JInobperar,
bapcenona, 08830, Icnagist

Homep sinensii Bupobnuxa He po3dacoBaHoi JTiKapCHLKOT
(popmu:

10438 (ML) / NCF / 2344/002/CAT (GMP)

HiHﬂHKa TICPBUHHOTO Ta BTOPHWHHOI'O TIaKyBaHHA!

Cinron Xicuasis C.JL.
Byn. K/Kacrenso, Nel,
Caur Boi xe Jlno6perart,
Bapcenona, 08830, Icnaxtis

Homep nitensil 1ia BUPOSHHLTEO AJIANKY NEPBRHHOIO
TIaKYBaHHSL:

0438 (ML) / NCF / 2344/002/CAT (GMP)

BixnosigamsHuit 3a JOKYMEHTANiI0 Ha BHITYCK cepil:

Cinron Xicnanis C.JL
By K/Kactemnno, Nel,
Canr boi me JinoGperar,
Bapcenona, 08830, Icnanis

Howmep niuensii AUTAHKY, BiAMOBIJANBHOT 32 JOKyMEHTAIIit0 Ha
BHIIVCK Cepii:

0438 (ML) / NCF / 2344/002/CAT (GMP)

Posmip cepii: 10 266 ym.
KinbkicTs BIAMOBIAHUX BiOXIJIEHD! —
Pemapky / KOMEHTAapi: NA

[{sM # 3aCBIAUYI0 TOUHICTE | IOCTOBIPHICTD suwenasenenoi indopmaii.

IMio cepito npoayxuii Gyno BupobIeHO, BIUIIOUAIOH HAKYBAHHA (KO 1E
JinsHi(kax) y nosuiil BiATIOBIAROCTI 10 BUMOT Hanexuoi supoGrryoi NI
TaKoX 2o crienudixauiit, BuknagenKx y PeectpauifinoMy HOCBIMMeHH] KpaiHH-iMriopTepa, Ta GyAb-SKUX JONATKOBUX

y Horoeopi Tipo AKICTS.

BupoSHHUTBO MIKAPCLKOT PEHOBHHN 16anapoHoRa KHCIIOTA 3RIHCHIOCTECA BIMOBIAHO RO nirouol Hastexwol BupobHE

JBiTHICTL 1WOKO 0GPOBKH, TIAKYBaHHS Ta BHIpOOYBaKLS cepiit Gyma tiepers

pupobuuoi npaxtik €C.

Ipenapar BANOBINAE RIKOIHM KepiBUNM TIPUHOHIEM IIOXO ryGuacrol

criowriiopmioi crmedanonarii.

1401 NPaKTHKH.

nPOAYKUT (BifOBiNHC Bigxunenns) 3siT PO BIXXIICHHS JOAAETHCS 1O CepTHipikata BiANOBIZHOCTI.

Pasom 3 BianosiguM CeprudixaroM aHanisy uefl JOKYyMERT ¢

BHIIE3a3HaYenol cepil npeitapaty.

Cepin wignorimae Creundixarlif CFPS.NUS.19031 (1.0) Ta eunyckac

repuropii Ykpainu.

Ultamr: /Yaosuosaacena ocoba
IMigmuc: [nidnuc/
Aosen Asbrec
ViosHoBaxena 0c06a «Cinron Xicnanis C. JE»

ceprudixaliclo AKOCTI JUIs HajaHHid NO3ROIY Ha BUITYCK cepii jumt

Il ramr:
Jara: 22 xBitHs 2024 p.

Bepcis: MCOC.ES01.IBE.tab150. Mictpan Kemitan Menemxment UA.3761 07.19.doc

«Cuuron Xicniaia CJL» (Synthon Hispania S.L.) i CIF: ES-61739645

Anpeca & lcnanii: Kappep Kactenno 1 | N.1. Nlec Canitiec | 08830 Cant-Boli-ne-JisoBperar | Bapcenona | Icnasis | Ten.: +34 936 401 516 davc: +34 936 401 146

(ClCastello 1]

P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
) | 3apecciposaHa y TosapHoMy peecTpi Bapcenolu 3a HomMepom B-184.023, cTopiHka 43, Tom 30.987, saimc 1

nepenfaueiio) Ta KOHTPOIL SKOCTI, Ha BUIIC3a3HAYeHiH(11X)
pakruxn €C T2 BUMOT MicueBoro Peryssiropiioro opramy, a
BUMOT, TIOTOKEHUX
suyTa | BU3INaHa TAKoIo, WO Binnosigae wuvoram Hanexol

caueanoratii  BEIKKOI porarol Xyuobu TpaHCcMicHBHOL
JreHHA, AKE MOXE BIUTMHYTH Ha sricTh Ta/abo Oearieky

Vei BIEXMECHHR OHIHCHO Ta 3aX0KYMcHTOBauo. CTOCOBHO Gymb-KOTO BiXI

Tbea Ui Mictpan Kemitail Menemxment Jimiten, BB, Ta 11
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Sede Legule:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (M1) - ITALY
Sede Amministrativa:

Viale Coliconi, 25 - Palazzo I’c%aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY. .

wyw scsdobfarit - amministrazione@pec.uesdobfar.it

Tel. 02 90693.1- Fax 02 9064566

BFAR

Manufactured by ACS Dobfar S.p.4, Via Alessandro Fleming, 2, 37025 Verona VR,

Ttal )
’ CERTIEICATE OF ANALYSIS

Product: POLICEF POWDER FOR SOLUTION FOR INJECTION OR INFUSION 1000MG IN Y IAL
Batch number: 24K02059 Material: F10000100109
Manufacturing date: March, 2024 Batch size: 5.000 PCK
Expiry date: September, 2026

LESTS . SPECIEICATIONS LM RESULIS

/f\ppcérm\ce B While to of(white crystalline powder Conplies

Identity - HPLC Complics Complies

Identity - TLC © Complies Complies

Constituted sofution Complies Complies

Particulate Contumination: - - -

Particulate Matter == 10 um i 6000 part/vial 120

Particulate Matter 25 pm ’ o 600 part/vial 4

pH 40-60 . . o ) - . pHUunit 4,]

Coment of Arginine {%as is) 35,5 -4, ' ’ ' ’ %\v/{v ) 3’),4

Cefepime Assay as percent labet claim 25,0+ 1050 ] % 1007

Uniformity of dosage units w150 ' Y 23

Content N-Methylpyrrolidine(as Cefepime) Coew ) Yo 00

Retated substances (as Celepunc): 7‘ ‘ -

- Impdrily'A {Anti-Cefepime) ' % 0,02

- Impuwrity B (Atmo-Cefepime) Y <LOQ)

~ hpurity C{ThigzolyloximeAcctaldehyde) < 0,50 % 0,01

- Any individual Unspecified % 0,1

- Total Bopuritics Y% 0,5

Stevility Complics Complics

Bacterial Fndaotoxing (1LAL) <= 0,06 Eliag 0,00

Identity - HPLC: retention time of the principat peak of test corresponds to that of the Cefepime reference standard
identity - TLC: Intensity and RF value of the spot of tast cairespond to those of the Standard Arginine

identity — Sodium: qualitative reaction to sodiwm

Constituted sclution: Transparent, colorless and pratically free from visidie particles

Uniformity of dosage units: if the result is <=15,0 the test is COMPLIES with PhEur 2.9.40

This batch has been manufactured, packed aud tested under current cGMP conditions

‘

\ngelica Miola

. , . Quality Unit
Print Date June 25th, 2024 time 3:29 pm Junc 25th, 2024 time 3:15 pm

Printed by Angelica Miola APPROVED

Pag. 172

This document is signed electronically



Synthon Hispania, SL.
c/Castelid, |

08830 Sant Boi de Llobregat
Barcclona - Spain

Tel. +34 936 401 516

Fax. 434 936 401 146
www.synthon.com

CeprudikaT anaxizy

Crop. 131

16anxpoHoBa kucioTa-Bicra 150 mr TabaeTKy BKPHUTI NTiBKOBOIO 000JI0HKOI0

JlaTa BHTOTOBJICHHA

Homep cepii : 2401286A
Homep Bupoby : 376107
TepMiH NPUAATHOCTI : Bepesens 2027 poky

BupoGHirda TinbHALA

. Cinron Xicramis CJL

: 08 Bepesnst 2024 poky

BunpoGynanus l PesyanLtaT | Kpurepii npuitnarHocTi
30BHiIUHIH BUTIIL] Bignosinae Gini aBo Maibxe Gini AEOOTYKI, BKPUTI
OBOIOHKOIO TabneTky, fosracToi dopmu, 2
MapKyBaHHsM 3 OftHoro Goxy «I9BE», a3
fauoro — «150».
Yac nosHOTO posnany '
" KinbKicTh TPOTECTOBAHKX BUPOOIB 6
KinpKicTs OMHUIE IO HE PO3MANach 0
MiuiManpHHH yac >4 xB
MakcuMalbHuR Yac <5XB
Bucrosok Binnosinae >1xBno<15x8
[zentudixauis 16annpoHary
BEPX uac yrpumarss (i0HHa) Bimmosinac Takuit camuii, K 1 Wid CTAaHAAPTHOTO
PO3UUHY
BEPX wac yrpHManHs (3BOpOTHBO-(hasna) Binmosigae Takuit caMmid, AK 1 A0 CTAaHJAPTHOrO

Kimsxicre pusnauenns (BEPX)
Mr/rabierka

OpHOPiZHICTh J030BAHHX ONUHHMIb
Minimansanii (% Bil 3as1BICHOTO)
Maxcumansrit (Yo BiJl 3a5BIEHOTO)
Cepenniit (% Bij 3asBJICHOTO)
Josa, nop’si3ana 3 pU3HKOM
Toxasnuk pHHHATHOCTI
KifbKicTh IPOTECTOBAHNX BRPODIB

Tomimxu (BEPX)
docdar
Haii6insma HecneuupikopaHa JOMIIKa
Cyma a0MiloK

Mixpo6ionoriuua YucToTa

3arafgbHa KiT6KIiCTh acpOBHHK MIKPOOPTAHI3MIB

151,8 mMr/rabnerka

Binmosinae
99,8%
103,1%
101,2%
1,0%

2,5

10

<0,10%
<0,10%
<0,10%

<1000 KYO/r

pO34YHHY

142,5-157,5 mr/rabaerka
Binmoginac ct. 2.9.40 €p. dapmaxorel

<15,0

<0,6%
<0,2%
<0,9%

< 1000 KYO/r

3araisHa KiTeKICTs APUKIKOBIX Ta HITICHABUX < 100 KYO/r < 100 KVYO/r

rpubis

Eniepuxiss koni Bimosigae Bineyrusa/r
ILenTrdiKallis HANOBHIOBAYIB ‘

J(BoOKMC THTANY Bignosinae Bigmosinac

11 cepis BigmoOBiZAL Creundikauii CFPS.NUS.19031 (1.0)

Bunaso: Jini Timenes Benites

cnenianict 3 sxocti (PEJII3)

Tlara Bugadi: 22 xeiTast 2024 poky
I{e enexTpOHHKH MIAMIHKC.

3gim: 234418 Hama: 22 keimns 2024 p./08:08:20 Bio: LW7_ Production




Synthon Hispania S.L.

Certificate of Contormance

Local trade name:

[handronic acid-Vista 150 mg

Marketing Authorization number:

UA16004/01/02

Synthon item number: 376107
Batch number: 24012864

Strength:

1 50mg / lbandronic acid

Dosage form:

film-coated tablets

Packaging size and type:

3 tablets per blister; | blister per carton box

Manufacturing site APL

Synthon s.r.0..
RBimenska 327cp. 597,

Blansko, 67801, Czech Republic

Authorization number of Manufacturing
site APL

sukls 13209172021 (AP GMP)

Manufacturing site Bulk Drug Product

Synthon Hispania, 5.1,
C/Castello, nal,

Sant Boi de Llobregat,
Rarcelona, 08830, Spain

Authorizatdon number of Manufacturing
site Bulk Drug Product:

(438 (ML) NCF/2344°002/CAT (GMP)

Primary and secondary packaging site:

Synthon Hispania, S.1..
CCastello, n®1.

Sant Boi de L
Barcelona, 08830, Spain

lobregat,

Manufacturing  Authorization number of

primary and sccondary packaging site:

0438 (MLY NCF/2344:002CAT (GMP)

Responsible for batch release

documentation:

Synthon Hispania. S.1.. e
CiCastello, 01,

Sant Boi de Llobregat,

Barcelona, 08830, Spain

Authorizaton number of site responsible
for batch release documentation:

0438 (MY NCF/2344/002/C AT (GMP)

Batch size finished product:

10,266 Puck

¥ ~ S P
Number of relevant deviations: g
Pl
Remarks/comments: NA

Version: MCOC ESOT BB b 50.Mistra) Capital Management. UA376107 19.doc




|
|

Nynthon Hispania 8.L.

Certificate of Conformance

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

This batch of product has been manufactured including packaging (it applicable) and quality control at the
above mentioned site(s) in full compliance with EU GMP requirgments of the Jocal Regulwtory Authority
and with the specifications in the Marketing Authorization of the lmporting country, and any additional
requirements as agreed upon in @ Quality Agreement.

The drug substance Ibandronate is produced according to curreat GMY.

The batch processing, packaging/labeling and analysis records were reviewed and found totbe in smphante

with EU GMP.

The Product complies with the current BSE/TSE guidelines.

Any deviation has been assessed and dovumented. For any deviation that might have an influence on the
quality and/or safety ol the product (relevant deviation), a deviaticn 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 bateh,

The batch complies with CEPS.NUS.19031 (1.0) and is released for Mistral Capital Management Limited,
UK. and for werritery: Ukraine. o '

APR 77 A1

Signature: Dater

o osep Altés

Cualified Person

Qualified Person Synthon Hispania S.1.,

Yersjon: MOOC ESOHLIBE bl 30, Mistrat Capital Management UA. AFRANT Pdog




Synthon Hispanis, 81

ol Castelld, 1

08330 Sant Boi de Liobregat
Barcelong « Somia

134 936 403 518
43640 146

W Sy athon. ot

>

o e e Ceptificate of AnalysisT

Ibandronic acid-Vista 150 mg filn coated tablets

Lot Number 1 24017286A

Htem Number ;376107 Date of Manufacture . 08-Mar-2024

Expiry Date T Mar-2027

Manufacturing Site . Synthon Hispania 5.1,

Tests ’ ' Results Acceptance Criteria

Appearanet s coo o Complies -~ - White to off-whits in cg‘;oar, T

oblong, biconvex coate
debossed with "9BE"
side and on the other s

bl

o ) R
I)‘isilat'egrutifpn'ti'rxle
Number of units tested Cogi e
Number of usits 1,‘aillvlo disintegrate l B
Minimu#u ‘ o B ) . 4 min
" Maximum B <5 niin
Conclusion ‘ Complies -~ : ) 21t % 15 minutes
Jdentification
. BPLC retention time (ronie) . . Complies The same as standard prep.
CHPLC rcténtion time {reverse phase) Complies - : The same as standard prep, - -
Assay (HPLC) S [
. :»mg;’tabict ‘ ‘ - '151‘,8'1,@/135!0( ) . 1425 - !57,'5‘,npg;"tablet‘::-,
Uniformity of dosage units Complies Compligs with ‘??IL !111?94 i)
Minimuni (% of label claim) 99.8 % o .
Maximum (% of label claim) 103.1 %
Averagé (% of label claim) 101.2%
RS S 0%
Acceplance Value ' - 25 < 15.0
Number of Units Tested 1w
Impurities (HPLC) o
Phosphate <0.10% 206 %
" 'Ijarge'st unspecified impurity <0.10 % <02 %
Total impurities ' <0.10% <0.9%
Microbial contamination o
Total zerobic microbial count (TAMC) <100 CFU/g % 1000 'CI“U/g
Total eorabined veast/moulds count (TYMC) <100 CFU/Q < 100 CFU/g
Escherichia cofi Co.mpii'cs Not préﬁamt’g {
Tdentification of excipients -

Titaniuny dioxide o Complies Conplies

'

@

Report; 234418 Date: 23 Apr 2024/08:08 20 From: 187 Prasduction




Synthon Hispania, L

o Canelld, 1

(BE3G Sant ot de Liobregat
Harcelons - Spale

Tei, +34 436 401 516

Fax, o34 936 401 140
www syntbon.com

‘ Bt R

B N T T P W g o . .. Page 2 of 2
Certificate of Analysis seto

Ibandronic acid-Vista 150 mg film coated tablets Lot Number:  2401286A

This batch complies with the specification set in CFPSNUS.19031 (1.0).

Issued by : Lili Giménez Benitez Date of Issue:  22/Apr/2024
QA SHIS Specialist (RELEASE) This is an electronic signature

Reporr: 234418 Dote: 22 Apr 2024/08:08:20 From: LW7 Froduetion




