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CERTIFICATE OF QUALITY

Haspa nponpyiery:
Name of product:

30JIOTIEHT®, tabnetxy, skpuri 060101K00, KHILIKOBOPO3YIEHI 110 40 Mr
ZOLOPANT®, enteric coated tablets 40 mg

Cura ait:

Hanronpazony ratpito cecksirinpar, exsipanentsio nauTonpasony — 40,0 mr

Strength: Pantoprazole sodium sesquihydrate equivalent to pantoprazole — 40.0 mg
Cepist Ne / Batch No.: 5744018 Posmip ynaxoskn / Package size:  Neld (14x1)
Peecrp, No / AR.No.: FP/0099/25 Thu ynaxosxn / Pack type: Buicrep / Blister

Posmip cepii/ Batch size:

70 972 yn/packs | Hara purotonnenus / Mfg. date:  12.2024

Kpaina / Market:

UKR Tepmin npuparnoceri / Exp. date: 11,2027

Pecerpauiiine nocsiguenns Not
Registration Certificate No.:

TepMin 1l HeoBMexeHHs

UA/9814/01/01 unlimited validity

3ariza OXCHI sKOBTHIH

Turany plokcugy

Ne /it Haspa ananizy Crenubirauis PesyisraTin aHanisy

Sr. No, Test name Specification Test result
Onne Osanbui psoonyxni taGnetky, BrpHTI ofosonxoio | Bigmopimac

. HKOBTOTO KOJIBOPY

Description Yellow, oval, biconvex enteric coated tablets Complies
Inenrudikauis
TIMantonpasony natpiio Yach  yrpuMyBaHus  ocHoBHOro  nika  na | Biamopinae
ceckBirigpar XPOMATOIPAMAX  BHNPOBOBYBAHOTO — DO3UUHY |

PO3YHRY NOPIBHSHUA, OTPUMABHX UPY KiTLKiCHOMY
BU3HAYEHHNI, NOBHHEI 361raTics.

Hpw  ponavassi  posmuuy  amowilo  Tiowiamaty | Bianosixac
YTROPIOETLCS  KOPHUHEBO-yepBoHe  3abapBhielus ’
poFHHY.

YTBODOETBCA KON BIX skoBro-yepBomoro jo | Bimmosinae

2 OPAHIKEBO-MEPBOHOTO,
Identification
Pantoprazole sodium In the Assay, the principal peak in the chromatogram Complies
sesquihydrate obfained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with standard solution.
Ferric oxide yellow After ammonium thiocyanate solution adding, a Complies
brown-red colour appears.
Titanium dioxide A yellow red to orange-red colour appears. Complies
OnuopimHicTs Jo30BaMMK AV <L1(Ll=150) 6,6
3 OJUHHLb
Uniformity of dosage units AV LT (L1=15.0) 6.6
Posnaranus 0,IM HCl ~ ne nonwmii posnaparwcst npotsrom | Bianosifac
120 x8
Bydepnuit posaun pH 6,8 — nonnnui posmanaraes
TPOTATOM He Ginslue nik 60 Xn 18 xB 42 cek
4 i \ . s : . .
Disintegration In 0.IM HCL: none tablet should disintegrate in Complies

120 minntes.
In buffer solution pH 6.8 all tablets should
disintegrate in 60 minutes, 18 min 42 sec
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PesyawpraTi ananisy
Test result

Poszynnering

Dissolution

Y 0,IM posuuni KHCIOTH XJIOPHCTOBOMHEBO He
Ouswie 10 % Bin 3asBaenol KinbkooTi nanTonpa-
3071y 3a 120 xB;

Y- Gocdarnony Gydepromy posyuni pH 6,8: e
menuwe 75 % (Q) pin sassnenol xiabkoct nasro-
npasony 3a 45 xn

In 0.1M hydrochloric acid: NMT 10 % of the
labeled claim of Pantoprazole in 120 min;

In pH 6.8 phosphate buffer solution; NLT 75 % (Q)
of the labeled claim of Pantoprazole in 45 min

0%

91 %

0%

91 %

Cynpoinui gomiwky

Cynposinsi nomituky D i F: ne 6inpie 0,50 %
TanTonpasony cynposinda moMimka A:

He Gismeiue 0,50 %

Manronpazosy cynposinsa nomiwka B:

He Ginsuze 0,30 %

Bynb-sixa iva oqmimana nomimca:

e Gise 0,20 %

Hivxe pises Busiauents
0,154 %
Hnwe pisgs BusnavenHs

Hipkue piBHS BA3HAYCHES

6 Cyma nomMiiiox ~ ne 6inpiie 1,0 % 0,154% "
Related substances Related compounds D and F: NMT 0.50 %. BDL
Pantoprazole related compound A: NMT 0.50 %. 0.154 %
Pantoprazole related compound B: NMT 0.30 %. BDL
Any other individual impurity: NMT 0.20 %. BDL
Total impurities: NMT 1.0 %. 0.154 %
Kinpxicne suanavenns Bin 38,0 Mr o 42,0 mr 39,08 mr
(95 %~ 105 % win sassnenof Kinbcocri) (97,7 %)
7 Assay 38.0 mg to 42.0 mg 39.08 mg
(95 % - 105% of the label claim). 97.7%)
Mixpo&ionoriaa yucrora Baragena  KiIbKicrs aepofHHX Mikpooprasismis
(TAMC) - ne Gimnie 103 KYO/r <50 KYO/r
3aramppa  KinpKicTh APDKIVKOBHX | ruticenesux
rpu6is (TYMC) ~ ne Ginsme 102 KYO/r <10 KYO/r
Bincyrnicrs Escherichia colin 1 » nperapary Bincy s
J Microbiological purity Total acrobic microbial count (TAMC):
NMT 10°CFU/g <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10° CFU/g <10 CFU/g
Escherichia coli must be absent per 1 g Absent

BHCHOBOKX: / CONCLUSION:

Iponyxr BHroTOBACHO, YNAKOBARO Ta TPOAHANI30BAHO 3TN0 3 BUMOraMH PECCTPALINHOTO TOCHIIUeHH.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianopizae crannmapram ta puMoray GMP.
It complies with GMP standards and requirements.

Jliuensis ua BUPOGHRITBO JiKkapebKiX 3acoGin:
Licence for medical products production:

Cepradirar Mo 080/2023/GMP
Certificate No. 080/2023/GMP
Cepiss AB Ne 598054

Batch AB No. 598054
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Llns nipraepanyio, wo nei nupoGumul ctanii wmm 1ici cepii roTooy npoaykLil Gy AiTicHeni B NOBRIN BLANOBIANOCT 3 BHMOraMI, SaBHAUCHIMM B ypnail
Hactaioni 3 GMP, sarsepuxeniit Minictepersost oXOpomH 3/0pon’s Ykpaiii, i 3 BHMOFAMI PECCTPALIANOND HOCHE KPATHH NPH3HAUCHYS,

1 hereby centify that all the manufacturing stages of this batch of finished.product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the réquirements of the Markeling Authorisation file of the déstination country.

Ximix-anamiTox
Analylical Chemist

/3an. naGoparopiero BKS
QC Lab In-charge

Harnransnnk BKSI
QC Head

YriosnoBaxkena ocoba
Qualified Person

In’s/Name:

o~
@ou,p Litezen (4O,

<,

2,
Q‘,’L@.wmb.uco e

v

Freopm |Gl

\%WM/IOO ‘/{/ﬁ 0.

Tiumie/Signature: ,JCj e, R /.(_: o) Q/ }\,\\VO (57)’1//
Hara/Dat o . [ L"’
ara/Date: ~ g LT AN
1¥)0is 2 fied 2y W [ 091N 18 O AL
FP/099/2s Crop./Page Ne: 3 s/0f 3

Page 1/1



http://www.tcpdf.org

