JNEPKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMA y m. KUEBI

npoe. Hanii Ceitnnunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
Npo SAKICTh BBE3€HOIro B YKpaiHy JIiKapcbKoro 3aco0y

20.08.2024 Ne 42373/24/26

IHIMHAKAJIBLIET-BICTA

(HaliMeHyBaHHS NiKAPCEKOro 3aco0y 3TiJIHO 3 peecTpaLifHUM MOCBLIMCHHAM)
Tad/1eTKH, BKPHTI IIIBKOBOI0 000/100K010, 110 30 Mr no 14 TabJieTok y Oaicrepi; mo 2 Guicrepu
y KapTOHHiH mayui

(popma BrIycKy, 103y BaHHs, BHL NIAKYBAHHS NiKapcLKOro 3acoby)
Homep peectpauiiioro noceinuenns UA/16373/01/01 crpox aii peecrpauiitnoro nocsiguenns HEOOMEkKEHIH
Cepis nikapcekoro 3acoby Ne 2401063 A Kinbkicth BBe3eHoOro Jikapeskoro sacoby 500

Bupobuuxk Cimron Xicmanis, C.JI, Icnanis

(HaliMeHyBaHHs BUPOOHMKA MiKapCEKOro 3acofy, KpalHa NOXOMKEHH:)

Baeseno B Vkpainy TOBAPUCTBO 3 OBMEKEHOIO BIZIITOBIAAJIBHICTHO
' "BYCT ®APMA", inenr. xox: 44107410

(naiimenysanus ta koa 3a C/APIIOY wopuauanoi ocobu abo npissuiie, iM's, no darbkosi (izuunol
ocoOu - mianpHemi, il Miclle NPOXUBAHHA TA peecTpaniifuuii Homep 061iKOBOT KAPTKH IIATHHKA
nojiatkis abo cepis Ta HOMep nacrnopra)

IpoTokon BisyamsHoro koutpomo Bix 16.08.2024 Ne 2775/1.

OHTPOJIO BCTAHOBNEHO, WO JiKapchKuii 3aci0 BBe3eHO B YKpaiHy 3

ABCTBA 10J10 3a6e3meueHHs SKOCTI JIKapGEKHX 3ac00iB.

Muxkona XOJIOJIEHKO

(mignue) (iHitianu a npissrie)




CinTon Xicnanisa C.JI.

: . ' . Synthon
Ceprudikar BinnosigHocTi
MicuieBa KoMepIIiiiHa Ha3Ba: IMHHAKAJIBIIET-BICTA
Howmep PeecTpariiiHoro mocBiT9eHH JiKapceKkoro 3aco0y: | UA/16373/01/01
Howmep BupoOy B KommaHii Synthon: 378098
Howmep cepii: 2401063A
KoHneHTparis: 30 mr / [THHAaKaIbIEeT
Jlikapceka (opma: TabneTKH, BKPUTI IIIIIBKOBOK 000IOHKOIO
Po3Mip i B TaKyBaHHA : 14 TabneTok y OmicTepi, o 2 GIicTepl B KapTOHHII magIri
BupoO6nmya gineams AT Meradaiz @apma (IT) JIta.

IInmor Ne31mo 5,331 mo35 a3 48 mo 51, 26 ta K/201
Jlaxxmamyp, Tan JiHgopi
paitor Hammk — 422 202, Maxaparrpa, IHmis

Howmep ninenzii Ha BUpOOHMITTBO BHPOOHITIOL Ji TBHIITI 25-NKD/54 (ML)/ NEW-WHO-
ADIL: GMP/CERT/NKD/109672/ 2022/11/39444 (GMP)

Bupo©brirua gigsHmmg "in bulk™: Cinron Y JITaa
Ens Kactanbito 145, Jlamma
CanTparo, 0000, Yimi

Howmep ninen3ii Ha BHPOOHMIITBO BIPOOHIIKA TToTouHmil aificHINT HoMep B YKpaiHi:
BimoBigansHOTO 3a BrpoOHIIITRO "in bulk™: 3850 (ML) / NL/H23/2074700 (GMP)
MicIie IepBITHHOTO i BTOPITHHOTO ITaKyBaHHI: Jlxn I @apmac toTikanc JITa.

Inpactpian 3oyH, Yekanina Cayt Epia
Boterrpan, 2140, bonrapis

Howmep ninen3ii Ha BUPOOHMIITBO MiCITI IIEPBIHHOIO i

! BG/MIA-0433 (ML) / BG/GMP/2022/197 (GMP)
BTOPIHHOTIO MMaKyBaHHA!

BiamoBigansHIII 38 BHIIYCK cepil: CinroH Xicnaxis, C. JI.

Byn. K/Kactemnno, Nel,

Camnrt Boi ge JInobperaT

Bapcenona, 08830 Icanis
Howmep ninen3ii Ha BHpOOHHIITBO BIPOOHIIKA TToTouHIml aificHINT HoMep B YKpaiHi:
BiJIIIOBIJAIBHOTO 33 BHITYCK Cepil: 0438 (ML)/ NCF/1931/001/C AT (GMP)

IToTouHil aificHmT HoMmep B €C:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Po3Mip cepil: 2801 ymakoBKa
KIIBKICTB BIATIOBIIHIIX BIAXIUIEHb: /NA
Pemapxi / KOMEHTapi: /NA

ITiM 3acBigdyrO, IO HABEJCHA BIIIE iH(OpMaIlid € ayTeHTHYIHOIO Ta JOCTOBIPHOIO.

ITs cepis mpomykiii 6yna BHTOTOBIEHA, BKIIOYAIOYN MAKYBAHHSA (AKIIO Il MOKHA 3aCTOCYBATH 0 JAaHOTO BHIAJKY) Ta
TIPOBEICHHSA KOHTPOJIO IKOCTI Ha BIINE3ragaHOMy MicIi (MicIiax) Biamorigso 10 BiMor EU GMP MicIIeBOTO peryiIaTopHOTO
OpraHy Ta BiIIIOBIIHO I0 cmenngikaliil, 3a3HaueHIX y PeecTpalliiiHoMy IIOCBiUEHHI TiKapchKOTO 3aco0y KpalHI-iMIIopTepa, i
J10 6yIb-gKIIX I0JATKOBIX BIMOT, Y3TOKEHIIX B YTOI TIPO AKICTh.

Jlikapceka cyOcTanmis IlmHakanenet (Cinacalcet) BIpobIseThCA BIIIOBIAHO J0 BIMOT YnHHOTO GMP.
ByIo mepeBipeHO Ta BCTAHOBIEHO, IO JOKYMEHTH 3 00poOKI, ITaKyBaHHA Ta aHaJi3y cepil BinmorinawoTs BirMoram EU GMP.
IIpoyKT BiAIIOBia€ YITHHIM OcHOBHIM IIpuHITmaM BSE/TSE.

Bymb-fKe BiIXHIeHHS OyIIo IpoaHaIi30BaHoO i 3aI0KyMEHTOBaHO. [ OYIh-IKOT0 BiIXIUICHHA, IKe MOJKE BILIIBATI Ha AKICTh
Ta/abo Ha Oe3meKy IpoAYKTY (3HAUyIIIe BiIXIUISHHA ), ToaaeThed 3BiT Ao CepTHdikaTa BiJIIOBITHOCTI.

PazoMm 3 BimmoBigHiM CepTHgiKaToM aHaIi3y Ieil JOKYMEHT € I03BiTBHHM cepTH(IKaToM SKOCTI Ha BHITYCK IapTii cepil
BHINE3a3HAYEHOTO JJOKITAIHO PO3IIICAHOTO MPOAYKTY IS IPOIaKy.

I1a mapris Bigmorimae CFPS.NUS. 72359 (1.0) i BummycKaeThed s Kommasii Mistral Capital Management Ltd, Ykpaiza.

Iligmic:  AnHa MapTiHes Hata: 11 mumma 2024p.
VnoBHOBa)keHa ocoba
kommasig Synthon Hispania S.L.
/Tionuc/

Bepcir: MCOC.ES01.CCC tab30.Mistral Capital Management UA 378098. 16.doc

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

Agpeca B IcnaHii: Kappep Kactenno 1 | M.L Nlec Canidec | 08830 CaHT-Boitae-TboGperar | Bapcenona | Icnakia | Ten.: +34 936 401 516 dakc: +34 936 401 146
(CiCastelld 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi Bapcenonu 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1



Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Bou de Llobregat
Barcelona - Spain

Tel +34 936 401 516

Fax. +34 936401 146

www.synthon com CepTH (bil( aT aHa.]]i3y

Synthon

IIHUHAKAJIBIIET-BICTA 30 Mr Ta0aeTku BKPHTI ITTiBKOBOIO 000 I0HKOI0

Homep cepii: 2401063A

Homep BupoOYy: 378098

TepMiH IPHIATHOCTI: moTHit 2027p. Jara BupoOHnnTBa: 05 motoro 2024p.
BupoOH1Ya IUTEHHILA: Cinron Ynni JITma

BunpooyBaHHS PesyabTaTH Kputepil npuiiMmanas

30BHIIHIA BHTIIAI

OHOPITHICT J030BaHNX OJIMHHIIb
Minimansanii (% BiJI 3a8BI€HOT0)
Maxkcumansanii (% Bif 3asSBIeHOT0)
Cepenmniii (% Bif 3asBI€HOTO)
BigHocHe cTaHIapTHE BiIXHJIeHHA
Tloka3HHK OpHITHATHOCTL
KinbkicTh IpoTecTOBaHUX BUPOOIB

InenTudikanis [{uHakaneneTy
Yac yrpumanusg BEPX
VO cnektp

KinbkicHe Biu3HaueHHs (I{HHAKAJIBIET)
30 Mr/TabneTKy
30 mr/TabneTky (% BiT 3asBIeHOI KITBKOCTI)

Po3uiiHeHHs
MixiMym
MakcuMyM
CepeHe 3HaUEeHHSA
KinpKicTh BHIPOOYBAHHX OJHHHIIE

BucHOBOK

Jomimkn (BEPX)

Haiibinpima HeineHTH]iKOBaHA JOMIMIKa
3araabHa KiTBKICTE JOMIIIOK

Mikpobiooriuna yncToTa

3arampHe UICIO aepOOHIX MiKpOOPTaHi3MiB
(TAMC)

KombinoBaHa 3arambHa KiTbKiCTh APIKIDKIB
/mnicHsBux rpudiB (TYMC)

Escherichia coli

_ _ OBaNbHI JBOONYKII TaONTeTKH, BKPUTI
Bignosigae TLTIBKOBOIO 000OHKOI0, 3eT€HOT0 KONBOPY, 3
rpapiroBaHHAM «C9CC» 3 oHOTO OOKY, Ta
«30» 3 iHmIoro oKy

Bigmosigae Biamosigae €Bpomneiicbkiil @apmakorei 2.9.40
100,1%

102,4%

101,2%

0,8%

1.9 <15,0

10

Bigmosimae Tak camo, fIK i IS CTAHIAPTHOTO PO3YIHY
Bigmosimae Tak camo, fIK i I CTAHIAPTHOTO PO3YIHY

30,4 mr/TadbmeTka | 28.4-31,6 Mr/TabmeTka

101 % (95%—105 %)

87 %

91 %

90 % >75 % (Q) 3a 45 XBHIIH
6

Bigmosimgae, S1

<0,10% <0,2%
<0,10% <1,0%

<100 KYO/T <1000 KVO/Tr
<100 KYO/r <100 KYO/r
Bigmosimae BigcyTHi/T

11 cepis BignoBigae cnenupikanii CFPS.NUS.72359 (1.0).

Bujano: FOnenia Mapickan OuniBapec,

Jata Bugaui : 10 mumag 2024p.

TolI0BHHII (haXiBellp i3 3a0e3NeueHHS AKOCTI Ile eneKTpOHHHII i ATTHC

3eim: 239722 Jama: 10 nunua 2024p./ 10:05:00 Bio: LW7 Production
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Local trade name: Cinacalcet-Vista
Marketing Authorization number: UA/16373/01/01
Synthon item number: 378098

Batch number: 2401063A
Strength: 30mg / Cinacalcet
Dosage form: film-coated tablets

Packaging size and type:

14 tablets per blister; 2 blisters per carton box

Manufacturing site API:

Megafine Pharma (P) Ltd.
Plot No. 1t0 5,31t035 & 48to 51,26 & K/201
Lakhmapur, Tal. Dindori,

Dist. Nashik — 422 202, Maharashtra, India

Authorization number of Manufacturing
site APIL:

25-NKD/54 (ML) NEW-WHO-
GMP/CERT/NKD/109672/ 2022/11/39444 (GMP)

Manufacturing site Bulk Drug Product:

Synthon Chile Ltda.
El Castano No 145, Lampa,
Santiago, 0000, Chile

Authorization number of Manufacturing
site Bulk Drug Product:

Current valid number in UA:
3850 (ML) / NL/H23/2074700 (GMP)

Primary and secondary packaging site:

GE Pharmaceuticals Ltd.
Industrial zone, Chekanitza South area,
Botevgrad, 2140, Bulgaria

, Manufacturing Authorization number of
' primary and secondary packaging site:

BG/MIA-0433 (ML) / BG/GMP/2022/197 (GMP)

Responsible ~ for  batch  release

documentation:

Synthon Hispania, S.L.
C/Castello, nol,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of site responsible
for batch release documentation:

Current valid number in UA:
0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Batch size finished product:

2.801

Number of relevant deviations:

i

Remarks / comments:

/B

Version: MCOC.ES01.CCC .tab30.Mistral Capital Management.UA.378098.16.doc

Synthon Hispania S.L. | CIF: ES-61739645

C/ Castelld 1 | PI. Las Salinas | 08830 Sant Boi de Liobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcion 1



Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2 |

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 Cinacalcet 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.72359 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

artin

ualifi pE'rSon
ynthon bhispania,

I/

11 JuL 2024

L Date: I

Signature:

Qualified Person Synthon Hispania S.L.

Version: MCOC .ES01.CCC .tab30.Mistral Capital Management.UA.378098.16.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | Pl. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184,023, folio 43, tomo 30.987, inscripcién 1



Synthon Hispania, SL

¢l Castelld, 1
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Certificate of Analysis

Synthon

Page 1 of 2

Cinacalcet-Vista 30mg FILM-COATED TABLET

Lot Number : 2401063A
Item Number 1 378098
Expiry Date . Feb-2027

Manufacturing Site

. Synthon Chile Lida.

Date of Manufacture

: 05-Feb-2024

Tests Results Acceptance Criteria
Appearance Complies Green oval biconvex film-coated
tablets. debossed with C9CC on
one side and 30 on the other
side
Uniformity of dosage units Complies Complies with Ph.Eur 2.9.40
Minimum (%o of label claim) 100.1 %
Maximum (% of label claim) 102.4 %
Average (% of label claim) 101.2 %
RSD 0.8 %
Acceptance Value 1.9 =150
Number of Units Tested 10
Identification (cinacalcet)
HPLC retention time Complies The same as standard prep.
UV spectrum Complies The same as standard prep.
Assay (cinacalcet)
30 mg/tablets 30.4 mg/tablet 28.4 - 31.6 mg/tablet
30 mg/tablets (% of label claim) 101 % (95 % - 105 %)
Dissolution
Minimum 87 %
Maximum 91 %
Average 90 % =75 % (Q) in 45 minutes
Number of Units Tested 6

Conclusion
Impurities (HPLC)
Largest unspecified impurity
Total of impurities
Microbial contamination
Total aerobic microbial count ( TAMC)
Total combined yeasts/moulds count (TYMC)

Escherichia coli

Complies, S1

=0.10 %
=0.10 %

<100 CFU/g
<100 CFU/g

Complies

This batch complies with the specification set in CFPS.NUS. 72359 (1.0},

=02%
=1.0%

<1000 CFU/g
<100 CFU/g

Not present/g

Report: 239722 Date: 10 Jul 2024 10005:00 From: LW? Production




Synthon Hispania, SL

¢l Castelld, 1

(8830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146
www.synthon.com

Page 2 of 2

Certificate of Analysis

Cinacalcet-Vista 30mg FILM-COATED TABLET Lot Number: 2401063A
Issued by : Ylenia Mariscal Olivares Date of Issue :  10/Jul/2024
QA CMO Specialist This is an electronic signature

Report: 239722 Date: 10 Jul 2024 10005:00 From: LW? Production
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