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CEPTURIKAT AKOCTI
CERTIFICATE OF QUALITY

Haspa npoaykry: 30JIOTIEHT®, rabnerkn, BKpUTI 0BOIOHKOI0, KHIIKOBOpO34HHA] 110 40-Mr
Name of product: ZOLOPANT®, enteric coated tablets 40 mg
Cuaa nii: ' IlanTonpasony HaTpiio ceckirinpar, expipaneuTno nauTonpasony — 40,0 mr
Strength: Pantoprazole sodium sesquihydrate equivalent to pantoprazole —40.0 mg
Cepist Ne / Batch No.: SZA3017 Poamip ynawoskn / Package size:  Ne30 (10x3)
‘Peeerp. Ne/ ARNo.: FP/0886/23 Tun ynarosku / Pack type: Bricrep / Blister
Posmip cepii / Batch size: 1 000 000 1a6/tab | Jara surovossens / Mfg. date: 10,2023
Kin-rs ynaxosox / No. of packs: 31318 Tepwmin npunatHoeri / Exp. date:  09.2026
Kpaina / Market: UKR
Peccrpauiiine rocpinuenns No: TEPMiH Aiii neobmexennH
Registration Certificate No.: UA/9814/01/01 unlimited validity
Ne n/n Hazpa anajnizy Crenndirauis Pe3ysibTaTH aHANI3Y
Sri No. Test name Specification Test result
Ormic Opansii ABOOMYKN TaGueTy, BXpUTI 0GONORKOK | Bignosinae
| HOBTOrO KONIBOPY
Description Yellow, oval, biconvex enteric coated tablets Complies
Inerrudikauisg A
Tlanronpasony HaTpio Yacy  yTpHMYyBaHui  OCHOBHOTO  TWika  Ha Bignosigae
ceckpirigpar XpOMATOTpaMaX ~ BMDpPOGOBYBaHOro — posuMHy i
PO3YMHY TIOPIBHARHA, OIPHMAHHX TP KinbKiCHOMY
Bu3RAMeHRI, nosuHAi 3GiraTes,
3asiza OKCHI JKOBTHH Tpn HOmaBaHHi posuWHY aMmonilo Tiouianaty Binnosinae
YTBOPIOEThCA ~ KOPUHHEBO-wepBOHe  3alapeiiennsa
PORUHHY.
Turany alokcHA VTBOPIOETHCR  KOJP- Bill KOBTO-YEPBOHOTO A0 Binnosinae
2 OpAHIKEBO-YEPBOHOIO,
Identification
Pantoprazole sodium In the Assay, the principal peak in the chromatogram. Complies
sesquihyydrate obtained with test solution has the same retention
time as the principal peak. in the chromatogram
obtained with standard solution.
Ferric oxide yellow Afier ammonium thiocyanate solution adding, a Complies
brown-red colour appears.
‘Titanium dioxide A yellow red to orange-red colour appears, Complies
OnuopinHicTs KO30BAHMX AV <L1(L1=15,0) 6,1
g | omHm
Uniformity of dosage units AV <Ll (L1 =15.0) 6.1
Posnananna 0,]JM HCI — ne nosupni po3najarics DpOTArOM ' Binnosinae
120 x»
Bydepumit posunn pH 6,8 — nosunni po3nasaTues
npotarom He Ginbie Hix 60 xB 13 x8 14 cex
In 0.IM HCL none tabilet should disintegrate in | Complies
120 minutes.
In buffer solution pH 6.8 all tablets should
disintegrate in 60 minutes. 13 min 14 sec
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Ne n/ni Tassa ananizy Cneundikanis PesyabTaTh ananisy
Sr. No. Test name Specification Test result
Po3unneHns V 0,IM posumHi KuCHOTH XJopHCTOBOMHEBOL: He | O %
Ginpime 10 % Bin 3a98MeHO] KiTBXOCTI aHTOMpA-
sony 3a 120 xB;
Y docdarsomy GypepHomy posummi pH 6,8 ne | 100 %
menine 75 % (Q) Bia sansienol KiibkocTi ManTO-
5 npasony 3a 45 Xp
Dissolution In 0.1M hydrochloric acid: NMT 10 % of the 0%
labeled claim of Pantoprazole in 120 min;
In'pH 6.8 phosphate buffer solution: NLT 75 % (Q) | 100 %
of the labeled claim of Pantoprazole in 45 min
Cynposinui fominsiu Cynposizui nomiuxu D i F: ne Ginsie 0,50 % Huxue piBRs BHIHAYEHHS
TlanTonpasony cynpoBiaya fomimka A:
e Ginswe 0,50 % Hioxue piBHA BHIHAYCHHA
Tanronpasony cynponifHa nomimxa B:
e 6inse 0,30 % He suseneno
Bynw-sxa iHWa OQMHIYKR JOMimKa:
6 ne 6inbwe 0,20 % Hinxye piBHA BI3HAYECHHA
CyMa nominox — he Ginsiue 1,0 % Hipxye piBrs BU3HAYERHS
Related substances Related compounds D and F: NMT 0.50 %. BDL
Pantoprazole related compound A: NMT 0.50 %. BDL
Panloprazole related compound B: NMT 0.30 %. ND
Any other individual impurity: NMT 0.20 %, BDL
Total impurities: NMT 1.0 %. BDL
Kinekicne BH3HAYEHHA Bin 38,0 Mr no 42,0 mr 38,91 mr
(95 % ~ 105 % Bix 3asBNeHOT KiNbKOCTI) 97,3 %)
g Assay 38.0 mg to 42.0 mg 38.91 mg
(95 % — 105% of the label claim). (97.3 %)
MikpoGionoriyna uncrora 3araNbHa  KUIBKICTh aepoBHMX -MIKpoOpraHismiB
(TAMC) — ne 6inbwe 103 KYO/r <50.KYO/r
3aranpHa  KiTbKicTh AphKIKOBUX 1 muiceHeBMX
rpu6is (TYMC) — xe 6insme 10> KYO/r <10 KYO/r
) Bincyrricts Escherichia coli p 1 T nipenapaty BigcyTas:
¢ Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g <50 CFU/g
Total combined yeasts and moulds count (TYMC): ==
- NMT 102 CFU/g
Escherichia coli must be absent per 1'g’

BUCHOBOK: / CONCLUSION:

IIpo/lyKT BUrOTOBNIGHO, YNaKOBAHO Ta NPOAHANI30BAHO 3T/IHO 3 BUMOramMy peccTpanifiHoro nocs
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosixae craaapTam Ta sumMoram GMP.

It complies with GMP standards and requirements.

Tlitensis Ha BUPOGHUITRO NiKapPChKHX 3acoBis:
Licence for medical products production:

CepraoixaT Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No, 598054

FP/0886/23
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Liun nigrsepiyio, mo ol BRpoGHKyi.cranii ans wiel cepii rorosol npoayxuii Gyms saitickeni b nophift BIANOBIAHOCTI 3 BHMOrAMH, 3A3NAUCHUMH B YRIKIH
yacTaHoBi 3 GMP, 3arsepwxenii MiRICTEPCTBOM OXOPOHH 340P0B’a YXpaini, i 3 BHMOraMh peecTpanifiHoro JOChE KpATHIS MPUIHAUEHHS.

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 requirements of the Marketing Authorisation file of the destination country.

Ximix-aHaniTak ‘YriosHOBeXeRa 0c006a
Analytical Chemist %L i Qualified Person
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