JIEEPXKIIKCITY KbA
NEPYKABHA CJIIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

BUCHOBOK
PO SIKICTH BBE3EHOro B YKpaiHy JiKapebKROro 1ac00y
12.07.2022 | Ne 26374/22/26
CEBEJAMEP-BICTA

(nabimenyBaiiig nikapebkoro 3acoby 3riao 3 pecerpauifinam nocsiaueniam)
Tabaerkn, BKpUTI nuTiBKoBOI0 0600HK010, 110 800 Mr 110 180 Tabnerox y Kourednepax
(faHouKAaX) 3 KPUIIEYKoI0; Mo 1 KonTelnepy (GaHoMui) y KapToHHil Kopolbut

(dbopma BrnycKy. 03y Batitis, BUI NaKy Bais nikapebkoro 3acoby)
Homep peectpauiiitioro nocsiguenns UA/] 6898/01/01 crpok ail peecTpaltiiiHoro NOCBIAYEHHA 16.08.2023
Cepin nikapebkoro sacoby Ne 2200401A KinbkicTs BBE3EHOTO NiKapeskoro sacoby 200

Bupobuui Ciwron Xicranis, C.JL., lenanis

(u1aiiMelryBanis BupoGHIka sikapeLkoro 3acoBy, kpaiia MOXOMKENA)

Bpeseno B Vkpainy ToBapucTRO 3 0GMEKEHOI0 BINOBIAAIBHICTIO "BYCT ®APMA",
inenr. wox: 44107410

(uaitvenysanns Ta koA 3a CIAPTIOY wopuiuuol ocobu a0 npizpuLLe, iM's, 1o GaTbrosi
hisnunot ocobu - nignpremis. i Micue npoXuBatis Ta pecerpaifiuuit nomep 06:1ikosol
KapTKK nAaTIMKa noaatkis abo cepis Ta HoMep nacnopta)

3a  pesynpTajamil UH¢PAGBHOIO  KOHTPOLO  BCTAHOBJCHO, wo nikapcwkuit  3acié  BBE3CHO B Vipainy 3

3akGHOIABCTEA OO 3a0e3NeyeHHA xKocT,.i'fjsé‘Kapc:bKu'x 3acobin.

Mukona XOJOJEHKO

(ninoue) (inidany Ta npissune)




Cinron Xicnanis C.JL

Ceprudikar Bignosignocri

Micuepa komepuiitna Ha3sa: CeBeJ]aMep — BicTa

HOMep Peecrpariiinoro noceinuenus UA/16898/01/01
JIIKapChKOro 3acoby

Homep nosunii B komnawuii Synthon: | 378097

Howmep naprii: 2200401A
JozyBanus: 800 mr/ CeBenmamep
Jlikapceka dopma: TabneTku BKpUTI MI1iBKOBOXO 060I0HKO0

180 Tabnerox y kouretinepi, 1 KOHTEHHED Y KapTOHHI i

Posmip i TM nakysanus: .
KOpoO11i

®opmoza JlaGoparopic, Tuk.,
By Xoninr 36, Jloyuy
Taiinans, 33842, TaiiBaun

Bupo6uuua gineaunsg A®I:

Homep niuensii Ha BupoGuuTBO

BUPOOHNYOT HinbHuLi ADI: (€)0005002 (ML) / 07846 (GMP)

®apmac’torikan Yopke [TOJIbGAPMA C.A.
Byn. IMenminceka, 19, 83-200
Craporapa-I'nancekuit, [Tonsma

Bupo6uuya ninsuuns "in bulk":

Homep ninensii na BupoGHuITEO 040/0105/15 (ML)
BUPOGHUHOT MinbHnLi "in bulk": IWPS.405.88.2019.KK.2 WTC/0105_02_03/210 (GMP)

CIHTOH XICITAHIA, C.JI.
K/Kacremnno, Nel, Canr Boi e JInoGperar
bapcenona, 08830 Icnanis

BupoOHuK, BianosigansHumii 3a
TecTyBaHHs "in bulk":

Howmep ninensii Ha BupoGHULITBO
BUPOGHUYOT AinbHuLi "in bulk": 0438 (ML) / NCF / 1931/001/CAT (GMP)

CIHTOH XICITAHIA, C.JI.
K/Kacrenmno, Nel, Cant Boi zie JInobperar
bapcenona, 08830 Icnanis

IlepBuHHE Ta BTOpUHHE MaKyBaHHS:

Howmep niuensii na BupoGuumTBo0
MiCLSl IEPBUHHOTO Ta BTOPHHHOTO 0438 (ML) / NCF / 1931/001/CAT (GMP)
NaKyBaHHS

Bepcia: MCOC.ESO1.SVL.tab800. Mistral Capital Management.UA.378097.08.doc

«CiHTOH XicnaHisa C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B Icnanii: Kappep Kacrenno 1 | I1.1. flec Canitec | 08830 CaHr-Boit-ge-Nino6perar | Bapcenona | IcnaHis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(C/Castellé 1|  P.l. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

wwwsynthon.com | 3apeecrposana y TosapHoMy peectpi Bapcenonu sa Homepom B-184.023, cropikka 43, Tom 30.987, 3anuc 1



Cinron Xicnaunis C.JL

CeprudikaT BiInoBiaHOCTI

crop. 2/2

CIHTOH XICITAHIA, C.JI.
K/Kacremto, Nel,

Canr boi e JIno6perar
Bapcenona, 08830 Icmanis

BinnosinansHuii 3a BUIYCK cepii:

Howmep niuensii Ha BUpOOHALTBO
BUPOOHWKA BiJTIOBiIAILHOTO 32 0438 (ML) / NCF / 1931/001/CAT (GMP)
BUITYCK cepii:

Po3mip mapTii roTOBOTO MPOAYKTY: 1097 ymak.
KinpkicTh BiIIOBigHUX BiIXUJIEHb: /
KomenTapi: NA

1M 3acBifuyo, 110 HaBeeHa BHlE iHpOpMaLlisl € Ay TCHTUYHOIO T2 JIOCTOBIPHOIO.

Lls cepis mpomykuii Oyna BUTOTOBJICHA, BKIIIOYAKO4M TaKyBaHHA (KO L1 MOXKHA 3aCTOCYBaTH JIO AaHOTo BUTIAAKY) Ta
TpOBEJEHH KOHTPOIO AKOCTI Ha BHIIE3TaJaHOMy micui (micisx) BimmosigHo o Bumor EU GMP MiCIIeBOTO
PEryNATOpHOro OpraHy Ta BillOBIZHO 10 crienmbikariii, 3a3HaueHnx y PeectpauitHomy MOCBiqUEHHi JiKapchKoro 3acofy

KpaiHu-iMnoprepa, i 10 Oyab-AKUX JONATKOBUX BUMOT, y3rOUKEHUX B Vroai npo AKiCTk.
Jlikapceka cy6cranuis Ceenamep BUPOOIISETECA BimmoBigHO H0 BUMOT YnHHOr0 GMP.

Byiio mepeBipeHo Ta BCTAHOBJICHO, 10 JIOKYMEHTH 3 06po6KH, TTaKyBaHHs Ta aHali3y mapTii Bigmosimatots BuMoram EU
GMP.

[TpoAyKT BiAMOBiAa€ YHHHMUM OCHOBHHM HMPUHUHIIAM BSE/TSE.

Byib-Ke BiIXuIeHHs GyJI0 MPOAHAIli30BaHO y 3a/10Ky MEHTOBAHO. JIns Oyap-AKOro BiIXUJIEHHS, SKe MOXE BIUIMBATH Ha
SKiCTb Ta/a60 Ha Ge3TieKy IPOIYKTY (3HAUYIIE BiIXMIIEHHS), 0JA€ThCA 3BiT 0 CepTudikara BiAMOBIXHOCTI.

Pasom 3 BigmoeinauM CepTudikaToM aHasi3y UeH TOKYMEHT CKlanae ceprTudikaT AKOCTi 171 JO3BOJTY Ha BUITYCK cepii s
Tpojaxy cepil BUIE3a3HAYEHOT0 NOKJIaXHO PO3MHCAHOTO MPOAYKTY.

Jlana cepis Binnosinae CFPS.NUS.39724(2.0) i BurycKaeTbes s kommanii Mistral Capital Management Ltd, YkpaiHa.

Tigmuc: YKozen AnbTec Jara: 23 tpaBHs 2022 p.
V1oBHOBaXkeHa ocoba
xommanii Synthon Hispania S.L.
/TTignuc/

Bepcis: MCOC.ESO1.SVL.tab800. Mistral Capital Management.UA.378097.08.doc

«CinToH Xicnanis C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B Icnanii: Kappep Kacrenno 1| M.1. llec CaniHec | 08830 Cant-Goit-ge-Nno6perat | BapcenoHa | IcnaHis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(C/Castell6 1| P.l. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www,synthon.com | 3apeectposaHa y ToBapHoMmy peectpi BapcenoHu 3a Homepom B-184.023, cropiHka 43, Tom 30.987, sanuc 1




Ceprudikar ananizy

Ceeaamep — Bicta 800 mr Ta6iaerkn BKPHTI IJIiIBKOBOIO 060/10HKOI0

Howmep cepit :2200401A
Homep BupoGy : 378097 Jata BUpoGHULTBA : 18 Gepe3ns 2022p.
Tepmin npugarHocti : Oepesenn 2025 p. Homep ananizy : 1,453,689
Mocunanns : CFPS.NUS.39724 (2.0)
Hocnimxenns PesynwraTu Kpurepii npuiimanns
SOBHilIHil BUrAR Binnoginae Osankbni TabneTky Bix Ginoro mo Maitxe-6ioro
KOJbOPY, BKPUTI IJTIBKOBOK 060IOHKO0, 6e3
TiHil moxiny. TabneTkn MaroTh rpaBitOBaHHS
_ «SVL» 3 oxHiei croponn
ac posnagy N . <8xB - <30xs
Brpara macu npu Bucyypausi 10% <15%

38’a3yBaHHs pocdarip Binmnoginae ITo3uTtrBHA
FTIR . Bimnosinae ITo3uTHBHA
AxkrtusHicTs CeBenlamepy KapOoHaty
3narHicTs 38°13yBanHs docdartis pH 7 - 4,7 mmons/Tabnerky 4,0 — 4,9 MMOJIB/TabneTky
. Bianosinae <0,2%
3araibHe 4ucio aepoGHMX MiKpOOpraHiamiB (TAMC) . He npoBoausocs <1000 KYO/r
3aranbﬁe vq»ﬁvcno» aéfﬁo6ﬁﬁ;.M"ikpv(;opraﬂiaMiB (TAMC) ” He npoﬁdxmocs S 100 KYb/f -
Escherichia coli He npoBoaunocs Bincyrnicts B 1r

Micus koHTpomo sKocTi
Hasea micysa: Ciaron Xicnauis C.JI.
K/Kacrenmno, Ne 1
08830
Canr Boi e JIno6perar (Bapcenona)
ES
Homep niyensii: 0438
No Cepmughixamy GMP: NCF / 2225/001 CAT

Cesemamep kap6onar 800 Mr Ta6neTKu BKPUTI TTIBKOBOIO 06OIOHKOI0 cepist Ne: 2200401A Binnosinae Crierudpixauii
CFPS.NUS.39724 (2.0). 4 MiATBEPIIKY1O, 1[0 3MiCT OO Ceprudixara BinnosigHocTi € mpaBUIBLHIM,

Kum Bumano: Mapina Toppec, Hara Bunaui: 20 tpaus 2022 p.
TOJIOBHHUH (haxiBelp i3 3a0e3nedyenHs sKocTi Lle enexTpoHHumii miamuc.

3eim: 189004 Lama: 20 mpaens 2022p./07:12:02 Bio: LW7 Production




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2

Responsible for batch release | Synthon Hispania, SL

documentation and address: S ;
/Castello, n°1, Sant Boi de Llobregat,

Barcelona, 08830, Spain

Authorization number of site responsible | 0438 (ML) NCF/1931/001/CAT (GMP)
for batch release documentation:

Batch size finished product: 1.097 Pack
Number of relevant deviations: W
Remarks / comments; NA

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 Sevelamer 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.39724 (2.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

A
Signature: _/

\) MAY 79 2022
Josep AlTES

Date:

Qualified Person
Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.$ VL tab800, Mistral Capital Management.UA. 378097 .08 dog

Synthon Hispania 5.1 | CIF: ES-61739645
G Castells 11 BL Las Salinas | 08830 Sart Boi de Licbregat | Barcelona | Bpaio { Tel +34 036 401 516 | Fax +34 536 4071 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30,987, nscripeion 1




Synthon Hispania S.L. Synthon

Certificate of Conformance

Msssisisissanmisissmos

Local trade name: Sevelamer-Vista

Marketing Authorization number: UA/16898/01/01

Synthon item number: 378097

Batch number: 2200401A

Strength: ' 800 mg / Sevelamer

Dosage form: film-coated tablets

Packaging size and type: 180 tablets per container, 1 container per carton box
Manufacturing site API: Formosa Laboratories, Ine,

36 Hoping Street, Louchu,
“Taoyuan 33842, Taiwan

Authorization number of Manufacturing | (C)0005002 (ML) / 07846 (GMP)
site APL:

Manufacturing site Bulk Drug Product: Pharmaceutical Works POLPHARMA $.A., Poland

19, Pelplinska Str., 83-200

Starogard Gdanski, Poland

Authorization number of Manufacturing | 040/0105/15 (ML)

site Bulk Drug Product: IWPS.405.88.2019.KK.2 WTC/0105_02_03/210 (GMP)
Testing site Bulk Drug Product: Synthon Hispania, SL

C/Castello, n°1, Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of Testing site Bulk | 0438 (ML) NCF/1931/001/CAT (GMP)
Drug Product;

Primary and Secondary packaging site: Synthon Hispania, SL.
C/Castello, n°1, Sant Boi de Liobregat,
Barcelona, 08830, Spain

Manufacturing  Authorization number of | 0438 (ML) NCF/1931/001/CAT (GMP)
primary and secondary packaging site:

Version: MCOC.ESO1.8VL.tab800 Mistral Capital Management.UA,378097.08.dac

Synthon Hispania 8.1 | CIF: ES-61730645
G/ Castelld 11 PL Las Safinas | 08830 Sant Boi de Liobregat | Barcelona | Spain | Tel +34 936 401 818 | Fax +34 938 401 148

www.synthan.com | Inscrita en el Registro Mersardl de Barcelona st ia haja nlimero B-184.023, folio 43, tamo 30,987, inscripeion 1



Certificate of Analysis Page 1 of |

Sevelamer-Vista 800mg film-coated tablet

Lot Number 22004014
Item Number . 378097 Date of Manufacture : 18-Mar-2022
Expiry Date . Mar-2025 Analysis Number . 1,453,689
Reference » CFPS.NUS.39724 (2.0)
Tests Results Acceptance Criteria
Appearance Complies Oval, white to off-white
film-coated tablets without
scoring line. The tablets are
debossed with "SVL" on one
side.
Disintegration time <8 min <30 minutes
Water content
Loss on drying 0% . <15%
Identification Sevelamer
Phosphate binding Complies Positive
FTIR Complies Positive
Potency Sevelamer carbonate (fon
Chromatography)
Phosphate binding capacity pH 7 4.7 mmol/tablet 4.0 - 4.9 mmol/tablet
Impurities
Residual soluble oligomers (UV) Complies £02%
Microbial contamination
Total aerobic microbial count (TAMC) Not Performed < 1000 CFU/g
Total combined yeasts/moulds count (TYMC) Not Performed <100 CFU/g
Escherichia coli Not Performed Not present/g

Quality Control Sites

Site Name: Synthon Hispania 8.L.
C/ Castelld, n° 1
08830
Sant Boi de Llobregat (Barcelona)
ES
Authorisation Number: 0438
GMP Certificate Number: NCR/2225/001/CAT

Sevelamer carbonate 800 mg film-coated tablets Lot No: 2200401 A complies with the Speclﬁcatmn CFPSNUS.39724 (2.0). 1
confirm that the content of this CoA is correct.

Issued by : Marina Torres Date of Issue ;.  20/May/2022
QA SHIS Specialist This is an electronic signature

Report: 189004 Date: 20 May 2022/07:12:02 From: LW7 Production







JEPXJIIKCITYXXBA
AEPKABHA CJIYXBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

ByJ1. BepesuaxiBeska, 29, Kuis, 02098, ren. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37079055

BHUCHOBOK ,
npo AKiCTH BBe3eHOro B YKpaiHy JikapchbKoro 3acoby

10.01.2023 Ne 843/23/26

CEBEJIAMEP-BICTA

(saliMenyBaHHs JKapCHKOTo 3acofy 3riaHo 3 peecTpauiiiuM NoCRIAYCHHAM)
Tabaerku, BKpUTI IIiBKOBOIO 060101K0I0, 10 800 Mr, no 180 TabsieTok y KonTeiiHepax
(6anouKax) 3 KpumeuKoro; o 1 koureinepy (6amouui) y kaprouHiii xopobui

(hopmMa BHIYCKY, AO3yBAHHA, BHA NAKYBaHHs JliKapcekoro 3acoy)
Howmep peectpaiitroro nocsinuenns UA/16898/01/01 crpox nii peectpauiiinoro nocpiguenna 16.08.2023
Cepis mikapcekoro 3acofy Ne 2202305A KinbkicTs BBe3esoro aikapeskoro 3acoby 1000

BupoGHuK Cigron Xicnauis, C.JL, Icnaxis

(naiiMeHyBanns supobuuka AikapesKoro 3acoBy, Kpaila moxomkenns)

BeeseHo B Vkpainy TOBAPUCTBO 3 OBMEXEHOIO BIAIOBIXAJBHICTIO
"BYCT MAPMA", ineur. xox: 44107410

(uaiiMenypanns ta kon 3a €IPTIOY opuauunoi ocobu abo npizsrute, imM's, no GaTeKosi
(izuunol 0cobu - mianpuemus, 1 MiCLE NPOXKUBAHHA T2 peecrpauifinuii Homep o6aikonol
KapTKH MJIaTHHKA noaarkis aGo cepis Ta HOMEp BacIopTa)

3a pesylbTaTaMM JEPAABHOTO KOHTPOMO BCTAHOBNEHO, WO Jfikapchkuid 3aci6 Bmeseso B Vkpafuy 3
AOTPHMAHHSAM BHMOT 3aKOHO/IABCTBA WOAO 3a6e3neHeHHs AKOCTi nikapepKux 3acobis.

e

P

o S
’A\k‘ ¥ { #,

Muxona XOJIOAEHKO

(nocanosajg KA ‘ oty (ninnuc) (ininianu Ta npizsuILe)




Cinron Xicnanisa C.JI.

Ceprudikar BigmosignocTi

Micuesa kxoMepiiilina Ha3Ba: CeBeJlaMep — BicTa

Hpr:p PeectpariitHoro mocsiguenns UA/16898/01/01
JIKapCcbKOro 3acoby

Homep no3unii B kommauii Synthon: 378097

Howmep maprii: 2202305A

Ho3yBanns: 800 mr/ Cerenamep

Jlikapceka opma: Tabnerku BkpuTi MIiBKOBOKO 0607I0HKOO

PosMip i Tum makyBanus: 180 Tabnerok y kouTeiinepi,1 KoHTelHep y KapToHHi# KopoGwi

) Dopmo3za Jlaboparopic, Tnk.,
Bupo6unua pinpauus A®I: Byt Xominr 36, Joyuy

Tatinanb, 33842, TaitBanb

Howmep niuensii Ha BUpo6GHUITBO

BUPOOHUYOT AibHMLI ADI: (€)0OUS002 (ML) £ 07845 (GMEP)

®apmac’rorikan Yopkc [TOJIBAAPMA C.A.

Bupobuira pimbrmns "in bulk" By Ienmuinceka, 19, 83-200 Craporapa-I"nancokwii, [Tonsma

Homep ninersii na BupoGHmIITBO 040/0105/15 (ML) / TWSF.405.103.2022.1P.1
BI/Ip06HH1{0'1' JUIBHUIIL "in bulk": WTC/0105 02 03/239

CIHTOH XICITAHIA, C.JI.
ITepBunHE Ta BTOPUHHE MAKyBaHHS: Byx. K/Kacreno, n°l,

Canr boi ne JIno6perar
bapcenona, 08830 Icnanis

Homep inensii Ha BUPOGHULTBO MICTA| 7o roummii nificHuMit HoMep B VKpaiHi:

MIEPBUHHOTO Ta BTOPHHHOIO 0438 (ML) / NCF / 1931/001/CAT (GMP)

HaKyBaHIL [orounwii nitichuit Homep B €C, ouikye cxBanenns B VkpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)

Bi)IHOBi,IIaJ'[BHI/Iﬁ 34 BUITYCK cepi'l': CIHTOH XICHAHIH, C.JL

Byn. K/Kacremno, n°1,
Canr boi ge JIno6perar
bapcenona, 08830 Icnanis

Bepcis: MCOC.ESO1.SVL.tab800. Mistral Capital Management.UA.378097.07.doc

«CiHToH Xicnanis C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645

Aapeca B Icnatii: Kappep Kactenno 1| N.1. flec Caninec | 08830 CaHt-Boii-ge-Ninobperar | bapcenoHa | Icnanis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(C/Castellé 1|  P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www.synthon.com | 3apeectposana y TosapHomy peecTpi Bapcenonu 3a Homepom B-184.023, cropiHka 43, Tom 30.987, aanuc 1



CinTon Xicnanis C.JI.

Ceprudikat BiznoBigHocri
crop. 2/2

ITorounwuii aiicHuit HoMep B YKpaiHi:

0438 (ML) / NCF / 1931/001/CAT (GMP)

[MoTounwit mificunii Homep B €C, 0viKye CXBaJeHHS B YKpaiHi:
0438 (ML) / NCF /2225/001/CAT (GMP)

Homep niuensii Ha BUpOOHULITBO
BUPOOHMKA BiJIMOBITAIEHOIO 3a
BUITYCK Cepii:

Po3Mip maprii roroBoro mpoxykry: | 1998 ymax.

KinpkicTh BiANMOBINHUX BigxuneHs: | NA

Komenrapi: NA

L{iM 3acBiuy10, 10 HaBeIEHa BUILE iHpOPMALs € Ay TEHTHYHOIO Ta JIOCTOBIPHOIO.

Lls cepis mpomykuii Gyna BUrOTOBJIEHA, BKIIOYAIOUM NAKyBaHH:A (IKLIO Le MOXKHA 3acTOCYBaTH JIO NAHOr0 BUIIAAKY) Ta
TPOBEJIGHHS KOHTPOJIO AKOCTi Ha BuluesragaHoMy Micui (micusx) simmosigno no sumor EU GMP MiclieBOro
PEryIATOPHOTO OpraHy Ta BiATOBiHO [0 criewrikaliii, 3a3HaueHux y PeectpauitHomy MOCBiZYEHH] JIIKapchKOTo 3ac00y
KpaiHU-iMIopTepa, i 10 6y/Ib-1KMX OAATKOBUX BUMOT, Y3TODKEHHX B YTOAI MPO AKICT.

Jlikapceka cy6crantis Cebenamep BUPOOIIETECS BiMOBiNHO 10 BUMor unHHOro GMP.

By110 mepeBipeHo Ta BCTAHOBIIEHO, 110 AOKYMEHTH 3 06po0KH, MaKyBaHHs Ta aHaNli3y maprii Bignosizatots BUMoram EU
GMP.

T[TpoayKT BiATNOBiZAE YNHHUM OCHOBHMM TpuHUMNIaM BSE/TSE.

Byb-Ke BiIXusleHHs 6yJI0 POaHali30BaHO y 3al0KyMeHTOBaHO. [lis Oyab-AKOro BiAXMIICHH:, IKe MOYXe BIUIMBATH HA
SAKiCTB Ta/a60 Ha Gesrexy NpoAyKTy (3Hauyllle BiAXMIEHHS ), 10aeThes 3BiT 1o CepTudikara BianoBiAHOCTI.

Pasom 3 Binosiguum CepridikaToM aHaiisy Uell JOKyMEHT cKIajae cepTH(ikaT AKOCTi y1st 103BOITY Ha BUIYCK Cepii /s
Npojaxy Cepii BHIIe3a3HaueHoro JOKIaAHO PO3MUCAHOr0 MPOAYKTY.

Jlana cepis Bimmoeinae CFPS.NUS.39724(2.0) i BuryckaeThes mns komnanii Mistral Capital Management Ltd, Ykpaina.

[Migmuc: IAHIEJIb I[TACKAY Jara: 25 KOBTHA 2022 p.
YroBHOBaXxkeHa 0c0ba
xommanii Synthon Hispania S.L.
/Migmuc/

Bepcis: MCOC.ESO1.SVL.tab800. Mistral Capital Management.UA.378097.07.doc

«CinToH XicnaHis C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645
Aapeca B Icnanii: Kappep Kacrenno 1 | IN.1. llec Caninec | 08830 CaHr-Boit-ae-JinoGperat | Bapcenona | lcnawis | Ten.: +34 936 401 516 dakc: +34 936 401 146
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Ceprudikar ananisy

Crop. 131
Cesesnamep — BicTa 800 Mr Ta6aeTkn BKPHTI MITIBKOBOIO 06010HKOI0
Homep cepii $2202305A
Homep BupoGy : 378097
Hata BUpoGHUUTBA : 08 BepecHs 2022p.
Tepmin npugatTHocri : Bepecennb 2025 p.
. : dapmManeBTHYHHI 3aKIa]
Bupo6anya ginsHuns TOJIb®APMA C.A.
Hocaimxenns PesynbTaTu Kpurepii npuitmanns
3OBHillIHil BHI/IAL Binnosinae OsaneHi Tabnetku Bizt 6is0ro 10 Maibke-6inoro
: KOJBOPY, BKPUTI TUTIBKOBOIO 060JIOHKOI0, O3
| Ninii moginy. Tab1eTkh MaroTh rpaBiFOBaHHS
«SVLy 3 ofHiel croponu
Yac poznamy - <llxs . <30x8B
1
1% C<15%
Binnosinae ITo3uTHBHA
Binmoginae ITo3utneHa

AxruBHicTs CeBenamepy kapooHaTy

3matHicTk 3B’ 13yBaHHs (ocdaris pH 7 - 4,5 Mmonb/Tabnerky 4,0 — 4,9 MMonb/TabreTky
JoMitku

3ajMIIKOBi PO3YMHHI OiroMepu Binmosinae <0,2%
3aranbHe uncio aepobHUX Mikpoopranismis (TAMC)  He npooauiocs <1000 KYO/r
3aranbHe uncio aepodHUX Mikpoopranizmis (TAMC) ﬁe NIPOBOIMIIOCH <100 KYO/r
Escherichia coli He nposomumocs BincyrHicTs B 1r

Llst cepis Binnorinae Creundikauii CFPS.NUS.39724 (2.0).

Kum Bupano: Mapist Xoce Po6iiec, Hara Bupaui: 24 sxostHst 2022 p.
roJIoBHHUI (axiBenp i3 3a6e3neueHHs IKOCTI Lle enextpoHuuii migmuc.

3eim: 199117 Lama: 24 sicosmus 2022p./16:32:17 Bid: LW7 Production




Synthon Hispania S.L. | Synthon

Certificate of Conformance

Local trade name: Sevelamer-Vista

Marketing Authorization number: UA/16898/01/01

Synthon item number: 378097

Batch number: 2202305A

Strength: 8§00 myg / Sevelamer

Dosage form: film-coated tablets

Packaging size and type: 180 tablets per container, 1 container per carton box
Manufacturing site API: Formosa Laboratories, Inc,

36 Hoping Street, Louchu,
Taoyuan 33842, Taiwan

Authorization number of Manufacturing | (C)0005002 (ML) / 07846 (GMP)

site APL:

Manufacturing site Bulk Drug Product: Pharmaceutical Works POLPHARMA S.A., Poland
19, Pelplinska Str., 83-200 Starogard Gdanski,
Poland

Authorization number of Manufacturing | 040/0105/15 (ML) / IWSF.405.103.2022.1P.1

site Bulk Drug Product: WTC/105_02_03/239

Primary and Secondary packaging site: Syathon Hispania, S1.
C/Castello, n°l,

Sant Boi de Liobregat,

Barcelona, 08830, Spain
Manufacturing Authorization number of | Current valid number in UA:

primary and secondary packaging site: 0438 (ML) NCF/1931/001/CAT (GMP)

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

Responsible for batch release | Synthon Hispania, SL
documentation and address:

C/Castello, n°1,

Sant Boi de Liobregat,

Barcelona, 08830, Spain

Version: MCOC ES01.8VL.ab800, Mistral Capital Management, UA,378097.2202305A.07.doc
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Authorization number of site responsible | Current valid number in UA:

for 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: 1.998 units
Number of relevant deviations: PNIAY
Remarks / comments: NA

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 Sevelamer 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.39724 (2.0) and is released for Mistral Capital Management Limited
UK, and for territory; Ukraine.

. S w ICT 25 2022
Signature: = Date:

3
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Certificate of Analysis
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Sevelamer-Vista 800mg film-coated tablet

Lot Number
ftem Number
Expiry Date

Manufacturing Site

2 378097

L 2202305A

© Sep-2025

. Zaklady Farmaceutyeane

Date of Manufacture

D 08-Sep-2022

Polpharma SA
Tests Results Acceptance Criferia
Appearance Complies Oval, white to off-white

Disintegration tinme
Water content
Loss on drying
Identification Sevelamer
Phosphate binding
FTIR

Potency Sevelamer carbonate (Jon
Chromatography)
Phosphate binding capacity pH 7

Impurities
Residual sofuble oligomers (UV})

Microbial contamination

Total aerobic microbial count {TAMC)Y
Total combined yeasts/moulds count (TYMC)

Escherichia coli

<11 min

Complies

Complies

4.5 munol/tablet
Complies
Not Performed

Not Performed

Not Performed

This batch complies with the specification set in CFPSNUS.39724 (2.0,

film~coated tablets without
scoring line, The tablets are
debossed with "SVL" anone
side.

P

<15

Pusitive

Pagitive

4.0 « 4.9 mmol/tablet

< 1000 CPU/g

< 100 CFU/g
Nat present/g

Issued by © Maria Jose Robles
QA SHIS Specialist

Date of Issue :

Thi

24/0ct/2022

$ is an electronic signature

Repare. 199117 Duate: 24 Oet 2032°16:32:47 From: LW? Produciion
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