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Synthon Hispania 5.L.

Synthen

Certificate of Conformance

pape 142 |

lccal trade name: Ciracalect-Yists |

Markelmg Avtorization runber: UA 1637301401 ’
| Synthom item mundrer: ITHOGE

Bntch number: ZADT06EN

Sirengih: J0mg ¢ Cinacalest

Drasage torm: llim-coated wahles

Pozlezging size nnd ype: . 14 tableds pec Blister; 2 hlistens per canon bos

Manufactunng e APL: Mepafine Pharma (F) Led

Plat M 1w %, 30w 35 & 48 o 51, 26 & K200

Lakhmapar, Tal, Dmedon,
Der, Mashik — 422 202, Mobeooshua, Indin

MSoathemesstien ramber ol Maralacionng | 25-RELSG (ML) NEW-WHL-
site AP UMPACER TMEL TG 202200 1139444 (LMY
Mnrwtactaning site Bulk Dreg Product; Synthem Chile Lidn,
El Castamo Mo 143, Lampa,
Santiago, W00, Chile
Aathorizstien cumber of Mamufcdunng | Cureent valic sumber m LA
il Bl Dhruag; Vool inc: 3850 (ML) / NL/H23 2074700 (GME)
Prmary aml secordary packagmg sie: GiE Mharmacsahcals 1.0d.
Imchesiriie] wone, Cheloantc Soulh area
Rivevgrad, 2140, Rulgaria

Mumufacturing Awthorizntion nomber of | BGMIA-D433 (ML) / BGIGMP/ 2022157 (GMF)
primnary and sesondary packag g sive:
Huspomsible [ar autch release | Svnthion Hispania, 3.1
documentation: Ol mel,

Eand Bad de Llobsepal,

Barcelona, DEE30, Ypen
Autkonzation pumber of site respomsible | Cement valic number in DA |
for batch releass documentatzon: (438 (ML) NCEAILDELCAT (GMF)

Curorent valic mumber m LL;
(MOH (ML MO DUZAUA T (0B

Batch size Gnished prodoct; 2.R010
[ Sunher of selevast devistions: il
Fermarks ¢ oommmernits: I f“ 0

Wormow; FBACTHT FROT OO e 30 Melie bl Daptal Mocssge siesd LA TR0 1 GuSos

Syriber Hipanie 81 | CIF FEAC TEHRSh
S Sastelid 4 | B Las Salnae | QRS0 Swst Bod ok Lizsregot | Hamneea Spam | Te =3 TIE 411 816 Fax <34 916 401 146

v synthon.com | Iescris saoa Regale Mecondl oo Bamolons o b ko fdwars B-1 B4 02%, dolbs L3 1amn D inmenpeae
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Synthon Hispania 5.L.

Synthon

Certilicate of Conloomance

g 202

1 herehy cerify that the abose milimmation is authentic and accorate.
This hatch of pronduct has been manclaciured inclading packagmg (30 applicabley amd gquality conizel a1 e
ahroe mentoned site(s) m il compliance with U GMP reparernents of the local Regpubvory Aathoniy

amii with the specilimiions in the Marketing Authomeation ol the Ingrorimg couniry, s ary sdditional
refuirements g5 apresd upoa moa Guelity Agreement,

The drug subsiance Cinzcaleet is produced accerdmgz 1o cument G P,

The katch processing, pockaping! lnbeling and annbysis records were reviewsd and found w2 be in compliance
with EL) GMP

The roduct comiplics with the cument BSETSE guidelines.

Any deviation kas been assessed and decumented. For any deviation that might have an influence on the
quality and'or safety of the product (relevant deviotion), n deviation repen is added to the CoC,

[n comhination with the comesponding Cerificate of Aralvsis the documesn: forms the quality botch relesss
certification for seles for the above detailed produet batch,

The batch somplics with CEPS MUST235% (1) and is releassd tor Mistral Capital Manpgement Limited,
UK, and for territery, Ukraine.
AraMartin
Fta Martin P
0 s 11 JuL 2024
Sigmiume; }.:ll e, Date:

M

Ouanlified Person Symibon Hispania 5.0

Werspen: MU TS ES0LC0T mnd0 Ml Capial Masspess LLA I TR0UE 16 doc

Symibon Mepara 5.0 | SIF ES-A17383d0
Oy Cndedd 1 B0 ae S | CRBAD Sat Bol oo Uooregal | Parcdona | Saar | Tel +24 555 200 316 Fap +3 226 41 145

s pymtnrca s | lacita en ol Registro Mersantil des Ramsiena an 1a hoa romerm B-1820, cho 43, fma 3059497, inscrpson 1
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Certificate of Anabysis

synthon

a1 aF L

| ol Murit b O RMMEAA
i Wb D ATHOGE
Expiry Dhiie D Feb-20e¥

*nnufiehuring Sine * Symthiem ChilaT edn

Cinacalect-Vista 30mg FILM-COATEDN TARBLET

Drake ol Manubwciuse

D 0Saleba2024

This naich convplies wich the specificrtion sein CFPS BKLUS 15390 8.

Trsis Hesnlis Arcepilaner O riteris
Appriranis Laniples o oval bicoove Hln-eoaed
Lalshotz, doasid willy UL o
o £ide and 30 on e oilwr
wilk:
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Ayvirapes O ol labl claim) LCLZE
ELIH] (1.3 %
fopeprance WValoe (] = 14.0
b el Linis Tl LK
Tdemtification (cinucalcer
LML selentioe e Coanplics The: s g3 sLandand poep.
JV gpesimm CompLiz The sanw: oz standard prep
Agsay (cmadaloo
0 mpahlera 04 mpakder 3 - 310 mgnanle
Wi mgtahlets (% of Lzhel claim} 100 % (5 T INF %)
DliszsoluLion
wdiniiem ElL o
Slarinuun w1
Qe [E i = 0% b 00 nodS mimnes
“Surmihe ol Tl Testald fi
PRI TR Chnng i, 151
tmpurities [IPLCT
—arges| unspeclicd inponty = 110 B =2 %
Tatal ol irnpmrities a0 e =11
Mldanbil comsminion
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Certificate of Analysis Ve Lof1

Cinacaleet-¥ists 30mg FILM-COATED TABLET [t Bhrmber: 2400674

Lssued by 0 ¥ lenia Mariscal Ulivases Dipte of l=s0e T ldza
QA CMO Spzcialist Thia iz an eloctronic signatan:
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