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CEPTH®IKAT IKOCT]
CERTIFICATE OF QUALITY
[ Hassa NPOAYKTY:- - 30JIOIEHT®, Taﬁne_mm? BKPHTI 000N0HKOIO, KHIUKOBOPOSURRHI 1O 20 M
Name of product: ZOLOPANT®, enteric coated tablets 20 mg
Cusra piti lapronpazony parpio CecKBIrinpart, eKBIBAICHTRG HARTONPE30NY — 20,0 Mr
Strength: Pantoprazole sodium sesquihydrate equivalent to panioprazole — 20.0 mg
Cepia Nz / Batch No.: S7ZD4003 Poomip yrawoeki / Package size:  Nelg {14x1)
Peectp: Mo /A R.No.: FP/O312/24 Tant ynaxoskn / Pack type: Bnictep / Blister
Posmip cepii/ Batch size; 1000 000 tab/tab § Mdra BUMroToRsemig / Mfg. dater  04.2024
Kim-to ynaxenox / No. of packs; 71 428 Tepmin npuparroeri/ Exp, date: 03,2027
Kpataa / Market: UKR
Peecrpanifinie nocnimensn Ne; Tepmin ol HeofMexermit
Registration Certificate No.; UA/D§14/61/02 unlimited validity
Ne n/o Hazgd ananisy Crerpriixanis Pesyseraty ananisy
Sr, Ng, Test name Specification Test resuit
Onrie Osamsii npoonyxni tadnerxu, BYputi offononker | Biznonimae
1 HOBTOTO KONROPY
Description Yellow, oval, biconvex enteric coated tablets Complies
Enenrndirauix o
Tlawrenpasony Hatpito Yacu  yIpumysamms  ocHopHOIO | nika  wa Bianosinae
cecxsirigpar XpoMarorpaMax  suIpa0oByYBAHOTG  posumEy |
PO3UHHY GOPIBHAHMA, OTPHMANEX TIPH KinbKICHOMY
BHIHAYENA], DOBMNHI 36iraTHCy,
Janiza oxcwun xopTHi Ipr  mopdsarwi poqmoy  amomio riowianaty | Binnosinae
| ¥YTBODIOETECH KOpHUHEBO-YepBoHe  3alapsreHys
po3gHny, 7 YRR
. Tatany piokeny YIROPIOETECA  KOMIP BiK  KOBTO-uepECHOTO 110 Bimtosiaae o7 N A
2 OPAHHEBO-YEPBOHOIO, a mﬁ}‘,( "
Identification _ s W!ﬁu‘g’ ! w' |
Panfoprazole sodium In the Assay, the principal peak in the chromatogram Coniplies *u4 209}‘ e
sesquibydrate obiained with test solution has the same retention CEP].%‘}"'@ -
time. a5 tfie principal pesk o the chromatogram ’
_ obtained with standard solution,
Fervic oxide yellow After -ammoniom . thiocyanate. soluticn adding, a | Complies
brows-red colour appears. _
Titanium dioxide A yellow red to orange-red colour appesrs, Comnplies
OnuopigricTs 1o308aHMx AV=<L1(L1=150) 5.6
3 OARHILE
Uniformity of dosage units AVZLI{Ll=150) 55
Posmaganya 0,iM- HCl — e nosuani posmanarwes IPOTATOM.
120 x8 Binnogizac
Bydepuui poswun pH 6,8 — moswmui peanagaTHes
npOTAroM He Gineie Hix 60 xp 14 xB 11 cex
4 Disintegration In 0.IM HCL none tablet should disintegrate in
120 minutes. _ Complies
In buffer solution pH 6.8 all tablets should
disintegrate in 60 minutes. 14 min 11 sec
FPAO312/24 Crop./Page Ne: 1 3/0f 3
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| % nin Hasea ananisy Crenudixaiis Peaynerary anamisy
Sr. No, Test name Specification Test result
Posuunenun ¥ 0,IM posymii KHCAOTIE XIOPHCTOBOOHEROT: e
Ginemre 10 % i 3asemenoi xizskocti TIBTONDA-
300y 3a.120 xa; 0%
Y docdarromy Gydepromy posumui pH 6,8: ue
menme 75 % (Q) ziit sasmnenci winpkocti nanro-
5 npasony 3a 45 xs 9% %
Dissolution In 0.1M hydrochloric acid: NMT 10 % of the la-
beled claim of Pantoprazole in 120 min; 0%
In pH 6.8 phosphate buffer solution: NLT 75 %-(())
| of the labeled claim of Panfoprazole in 45min =~ | 99 %
Cympoinni nositinen Hemitxa A — ne Binsie 0,5 % 0,107 %
Homimka B — ge Ginsme 0,3 % He susnneno

Cyma-pomimox I i ¥ pe Glnsme 0,5 %. _
Heimenrudixosana nomitmea — ue Simumne 0.2 %
Cyma pominiok - e Sinpne 1,0 %.

Hioxue pisna Buanayeris
Huacde plens susnaveyss
0,107 %

6 | Related substances. Tmpurity A: NMT-0.5 % 0.107 %
Impurity B: NMT 0.3 % ND
Impurities D and : NMT 9.5-% BDL
Any other individual impurity: NMT 0.2'% BDL
Total impurities: NMT 1.0 % 0.107 %
Kinnxicre susnauenns Big 19,0 mr go 21,0 mr 19,88 mr
(95 % — 105 % »i)y samrieHof ximxocti) (99,4 %)
7 Assay 19.0mg to 21.0 mg 19:88 mg
(95 % - 105% of the label claim). (99.4 %)
MikpoGionoriums yierora Jaranaa  kinekioTs aepoBuix Mixpoopraxizsin
{TAMC) - ye Ginsmze 10° KYO/p < 50KYO/r
3aramima kisekicrs Aphramosmx YICEHeRIX
rpubis (FYMC) — me Ginsme 102 KVO/r <10 KYO/r
Bincyrsicrs Escherichia colin 1 . Hperapaty Bizcyrus
§ Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/z. < 50 CFU/g
Total combined yeasts and moulds count (IYMC):
NMT 102 CFU/g <10 CFU/g
Escherichia coli musi be absent per g Absent

BHCHOBOK: / CONCLUSION:

Hponykr Brroronneno,
The product is manufac

Bianosizac cranzapraM Ta simoran GMDP.
It complies with GMP standards aind requirements,

Jlinensis #a supoSuiureo JiKapebxix 3acobin:
Licence for medical products production:

Ceprugivar Na 080/2023/GMP
Certificate No, 080/2023/GMP

Cepist AB Nr 595054
Batch AB No. 598054

YIRAKXORAHO TA NPOSHATII0HAHO SLIHKO 3 BHMOTAME peccrpanifioro noceieHns.
tured, packed and analyzed as per requirements of Registration Cerlificate,

el ElbaApa
JI'U{»
Inen ik, [ItTe]
KoA 20075807
Ang
CEPTI PiKATIA

FP/0312/24
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Has nigmepmiyio, wo aci BHpOGHHL CTANIT A Liel cepii rovosol
HacTehosl 3 GMP, sateepmreniii Misictepersom oxopons saopos’s ¥
I heveby certify that all the manufacturin
Ministry of health of Ukmine and with th

kop 33525997

s

nposyRufi Sy saifloneni B nonni BIAROBIUTHOGT 3 DIMOramt, Ja3HANCHMIS B SHARIA
Kpathw, i 3 BUMOFAMSL PCESTPANIAHOTO Noche KpATHH APH3HAYCHHA.

g stages of this batch of ﬁnished_produ_ct have been carried out

in full compliance will the GMP requizements of the
e requirements of the Marketing Authorisation File.of the destination couniry,

«PARNBARY
N1
lagniddixasie weg
xen 20075899

Ans
CEPTUDIKATIR

: XiMiK"?HEU[iTHK ) 7[333. naoparopiero BKSY LJ;IaLraJrsHmc BK VmJB_HOBameHa ocofia
Analytical Chemist [ QC Lab In-charge QC Head Qualified Person ]
Inn/Nawme: Ftonbes £ Coeampcls, 2 1. Surerenn ¥ jé@m@réé’&fﬂl g
Hinnue/Signature: ég/ Cueete / 7 C";/LM.J\\ @ff ey m;/
L]Iam/Date: FEYEY & DG 5T 29/ vas“/!;’srf JJ& / 5)[ /,/a/ /
FP/0312/24

Page 1/1

Crop./Page Nor 3 s/of 3




