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CEPTH®IKAT JKOCT]
CERTIFICATE OF QUALITY

[ Hasea “’Pbﬁ}’mfw - BOJIOI'IEH'I"” TaONETKH, BKPUTI 0601101{1{0;6, KHH]}\OBOPOS‘IHHHIHD40MF T
{ Name of product: ZOLOPANT®, enteric coated tablets 40 mg

Cuna nif: TTanTOnpasoNy HATPIO CECKBIrinpaT, exBiBaNeHTHO NANTONPA30NY — — 40 0 Mr
| Strength: Pantoprazole sodium sesquihydrate equivalent to pantoprazole — 40. 0 mg
| Cepis No/ Batch No.: SZA3020 Po3mip ynakosxn / Package size: Nel4d (14x1)

Pecerp. Ne / ARNo.: ) FP/0023/24 Tuit ynaKoBKH [ Pack type: Baictep / Blister

Posmip cepii / Batch size: 1 000 000 rab/tab | JlaTa BHrOTOBJICHH [/ Mfg. date;  12.2023

Kin-i. ynakosor / No. of packs: 71 428 | Tepmin npHAATHOCTI / Exp. date: 11.2026

Kpaiua / Market: UKR

Peccrpauiiite nocsimuenns Ne: ., oo " TepMiH AiT HeoOMEKEHUH

Registration Certificate No.; ['_IN%} %/01/01 unlimited validity

EREhR AR
4. M "~

Ne n/u Haszsa anaxisy Crnenudiranis Pe3ynbTaTH aHaIsy
Sr. No. Test name ) Specification | Test result
Onue, OpanbHi ,uﬁoonyxm TabNeTKH, BKPHTL 0GONOHKOI0 | Binnopinae
1 KOBTOTO KONLOPY. -
Description Yellow, oval, biconvex enteric coated tablets Complies
Imenrudixauis
[TanTomnpa3oNy HaTplio Yacu  YTpHMyBaHHS  OCHOBHOTO  ITiKa  Ha Binnosinae
CECKBIriapaT XpOMaTOrpaMax sunpofonyBaHoTo  PO3YMHY i
PO3UKHY. NOPIBHAHHA, OTPHMARKX NPM KUIbKICHOMY
BU3YavYeHsi, NOBIHHI 36iraTycs. | __
- 3ani3a OKCHIL SKOBTHH Ipy  Joj@BauHi pO3YMHY aMoMilo  Tiowlanary Binnosigae
YTBODIOETECH  KOPHMHEBO-YeppoHe  3a0apBreHEd
| po3unHy.. |
“TuraHy Riokcun YTROPIGETHCS.  KOJNp  Bill KOBTO-YEPBOHOIO 10 Bi,unonmae e i
2 - OpAIKEBO-YEPBOHOrO, Ay
{ Identification 7 v i'l?.-i}.'f'f_f*&’\l*'?
Pantoprazole sodium - In the Assay, the principal peak in the chromatogram | 'Comphesf Tt “‘f;‘
sesquihydrate obtained with test solution has the same retention {& ; wop PHEN L
{ time as the principal peak in the chromatogram A "1’”‘
obtained with standard solution. § A
Ferric oxide yellow After ammonium thiocyanate solution adding, a [ Complies 'j'"?,_f“r-;-ﬁ..._.ﬂ.....
| brown-red colour appears. o f{“'” ?‘
‘Titanium dioxide A yellow red to orange-red colour appears. Complies "
QnHopiaHicTh HO30BAHMX AV <L1(L1=150) 3,2
3 3105350510
Uniformity of dosage units AV <L1(L1=15.0) 3.2
Posnananss 0,1M HCl —~ ue. MOBHHHI PO3MANATHCA TIPOTArOM Bianosinac
| 120 x»
Bydepuuit pozunH pH 6,8 — NOBHEHI PO3MANATHCA
npoTaroM e Ginsie Hix 60 XB 1 15 x8 54 cex
In 0.1M HCI: none tablet should disintegrate in | Complies
I 120 minutes. |
In buffer solution pH 6.8 all tablets should
disintegrate in 60 minutes. 15 min 54 sec
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Kaisesia hinia

“TOB «XKycym Ddapm»
Ypaina, 02092, m.Kuis,
BYA. ANMaTHHCBKA, 58

Tesv: +38(044) 495-82- 88 tbalcf:' 495-82-87
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PesyshbTaTH aHanisy

Ne n/n Hassa anajisy Crienndiranuis
Sr. No, Test name Specification Test result
Po3uuHEHRN Vv 0,IM posqum KHCHOTH xnopncm}aozmeam. He | 0%
Ginpme 10 % Bin 3agpieHol XiLXOCTI NMAHTOIpA-
sony 34 120 xB8; |
1V docharromy qu)epﬂomy posunHt pH 6,8: ue | 96 %
| sexme 75 % (Q) Bin saspieHOl KiNBKOCTI NAHTO~
5 mpasony 3a 45 X8
Dissolution Tn 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) { 96%
of the labeled claim of Pantoprazole in 45 min 1
CynpoBinHi JOMIUIKH Cynpom,r.lm nomiuixy D 1 F; we Ginbwe 0,50 % Hisxye piBHA BU3HAYCHRA,
TlaxTonpasony cynposizua zoMiika A.
re 6inpe 0,50 % Hmxde pisHs BU3HAYEHHS
ITanTonpasony cynposinHa noMimka B:
e Ginewe 0,30 % He suasieno
Bynp-aKa. iH1UA OJ{MHIUHA JoMIlIKa:
6 we Ginvwe 0,20 % Hinie pisHA BHSHAYEHHS
| Cyma pomimox — He Ginsue 1,0 % Husxue piBHA BUBHAYEHHA |
{ Related substances Related compounds D and F: NMT 0.50 %. BDL
Pantoprazole related compound A: NMT 0.50 %. BDL
| Pantoprazole related compound B: NMT 0.30 %. ND
Any other individual impurity: NMT 0.20 %. BDL
Total impurities: NMT 1.0 %. N \BDL
Kinpxicue BH3HAYEHHS Bin 38,0 mr g0 42,0 mMr 40,01 mr
(93 % — 105 % Bil 3a9BIEHOT KIFRKOCTI) (100,0 %)
7 Assay 38.0 mg to 42.0 mg 40.01 mg
1 (95 % — 105% of the label claim). (100.0 %)
MikpoGionoriana yueToTa ‘3arameHa  Kinbkicrh aepoOHHX MIKpOOPraHisMin
| (TAMC) - ue 6insure 103 KYO/r <50 KYO/r
3arankHa KiNbKicTh HPDKIKOBMX 1 IUTICEHEB#X
rpu6is (TYMC) —~ e 6inswe 10* KYO/r <10 KYO/r
1_ ‘Bipcyrnicts Escherichia coli B 1 r nipenapaty Bixcyrns
8 Microbiological purity Total aerobic 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
BHUCHOBOK: / CONCLUSION: r'-‘f;j';n
TIpooyXT BHrOTOBNEHO, YNAKOBAHO T4 npoanamaoaauo ArigHO 3 BUMOraMHid peechamﬁHoro nocnmtreﬁﬁﬁ 1 “"‘ f"’?-
‘The product is manufactured, packed and analyzed as per requirements of Registration Cextificate. ol Hllqlml:l il

Binnosinae cragnapram Ta puMoram GMP.
It complies with GMP standards and rcquirements..

..Ihueﬁm Ha BHpOﬁHHH’I‘BO mmapcmnx

FP/0023/24

Ceprudirar Ne 080/2023/GMP
Certificate No. 080/2023/GMP
Cepiﬂ AB Ne 598054
Batch AB No, 598054
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1M TATBEPIKYIO, 110 BCl: prpobHuYi CTARIT fna i€l cepil roToBoi NpoayKu Sy sniticHeni 'B"ﬁ'c;n'ni'i’i -:’iiﬂn‘oninnogﬁ 3 BUMOTAMM, 383HAUCHHMM B HHHATH
nacranosi 3 GMP, 3areepIokeRitt MikicTepcTBoM 0XOpORK 3/10poB’s Yrpait, 13 BHMOraMi peecTpauiifioro HOChE KpaiHi NpH3HAYCHBA,

UF ' . 1 . B - b ) . . L P ..h;. fthe
1 hereby certify that all the manufacturing stages of this batch of finished produ:.:l lfave been carried out in full compliance with the GMP requirements.o
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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VhnosHoBaxkena ocoba
Qualified Person

é&ﬁédm

RY01/RY

XiMik-aHaniThK
Analytical Chemist 1

Im ’ﬁ/N ﬁﬂlﬁi‘-:. . | /55,'6 (el .Oﬁi PONIOE
[Tignuc/Signature: z%ﬂg

Hara/Date: LA fot /fm,
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