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CEPTHDIKAT AKOCTT
CERTIFICATE OF QUALITY

Hasmea nponyxry: ' 3OJIOTIEHT®, raGiietky, BKpiTi 6GoNOHKO, KRIWKOBOPOSUHHE] o 20 Mrr
Name of product; ZOLOPANT®, enteric coated tablets 20 mg-

Cuaa nit: TawTonpaseny natpito ceckpirinpar; exaisanentso mantonpasony — 20,0 Mr
Strength: Pantoprazole sodiam sesquiliydrate equivalent to pantoprazole —20.0 mg
Cepin Ne/Batch No.: SZD4005 Poamip ynaxonwi/ Package size;  Ne30 (10%3)
Pecerp, Ne/ A.R.No.: FP/0662/24 Tun ynaxobskn / Pack type: Baicrep./ Blister
Posmip cepii/ Batch size: 1000 000 Tab/tab | Mava snroTosierns / Mifg. dater  08.2024

Kin-Te yoakosok / No. of packs: 33 333 Tepmin npunaraoeri / Exp. date: 07,2027
Kpaina / Market: UKR

Pecerpaniiise noesinvenna No; TEPMIH AiT HeoBMexenyi

Regisfratim‘l Certificate No.: UA/D814/01/02 unlimited validity

Ne n/n Hasea ananisy Cremndirayis Pesynnrars ananiby
8r. No, Test name Specification Test result
Omac Opanbii msoonykri Tablerks, BRPWLL 0GONOHKOK | BIANOBIAAC
| HOBTOIO KORSOPY
Description Yellow, aval, biconvex enteric coated tablats Complies
Loenrudixanis
agronpasony natpivo Hac  yrpumysanms = OCHOBHOTO  nika  Ha Biamozinae
CECKBIriApaT xpoMarorpaMax  sunpoGosysarore  posuMry i
PO34YHHY TOPIBHANHA, OTPHMEHEX, Ipi KinbkicaoMy
BH3HA4YeHR1, NOBHHNI 36iraTics.
3anisa oxcHI KOBTHI TIpn  popasanni  posuwny  amonio Tioniapary | Bianosinae
YTBOPIOETECA  XOPMYHEBO-MEPBOHE  3abapBREROs
po3unAEY,
Turawy giokcun Vreopioetsen  konip  Bix HOBTO-HEepBOHOFO  Ro | Binnosinac
2 4 OPaHEKGEO-YEPBOROID.
Identification
Pantoprazole sodium In the' Assay, the principal peak in the chromatogram | Complies
sesquibydrate obtained with test solution has the samé retention
time as the principal peak in the chromatogram
obtained with standard solution.
Ferric oxide yellow After ammonium thiocyanate sohution adding, a | Complies
L [brownered colour appeazs, e
Titanium dioxide A yellow red to orange-red colour appears, Complies
Onuopigaicts pososaynx AV L] (L1=150) 5,7
4 OIHHIIE
Uniformity of dosage units 1 AV=LI(Ll=150) 5.7
Poznaganus 0,]M HCl — ne nomunni pozmajaries TIPOTHOM
120 xB :
Bythepruit posunn pH 6,8 — nopHnui poO3nanaTHCR
BpOTAroM He Sisie Hixk 60 xn .
4 Disintegration In 0.1M HCL none tablet should disintegrate in “'-ﬁl'-ﬂff’zl:é’.u
12G minules. A1
In buffer solution pll 6.8; all sablets should
disintegrate in 60 minutes,
FPIO662/24
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i TIATSEPAKYIG, 10 Bel BUpOGHHAT CTail A wiel e
HavTahosl 3 GMP, sareepikenii Minicrepetsom oxopon

pif TOTOROT NpomyxWil Syau saificuent B noswii. sinosiznoeT 3 BRMOTAMH, JMUAHEHIEMIL B Wi,

H370p0B'A YipaiHs, § 3 BUMAraMH pEeCIpPatiinoro 10cse KNATHH APHIAECHHR,

stages of this batoh of finished product have been carried out in fult compliznes with

Thereby certify that all the marniufactoring
requirements of the Marketing Anthorisation file of the destination country,

Ministry of health of Ukraine and with the

the GMP requirements of the

«UIETOAPAM
EHD
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MNe nfne Hagsa ananizy Crnenndixania Pesynrrary ananizy
Sr. No. ‘Fest name Specification Test result
' 1 Poswsnenns YV 0,1M posuunl KHCHOTH XNOPHCTOBOAHESOY: He
Oimpine 10 % sig 3awpnenol xinsxocrtt RAHTOIpa-
300y 3a 120 xB; 0%
VY pocharnony Sybepromy posunni pH 6,8; ne
Mertte 75-% (Q) Bin 3agsaerol Kimskoer namTo-
5 nipaszony 3a 45 xp 82 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 % Q
of the labeled claim of Pantoprazole in 45 min 88 %
Cynposinsi moMimmey Homimxa A - yie Ginsie 0,5 % Hekue pisps s3zgauenny
Homiunca B — He Ginsme 0,3 % He suasnenc
Cyma nominiox I 1 F — ne 6imeme 0,5 % Hinxme pisus smpatenss
Heigermagixosara mominrka — He Ginpue 0.2% Huxcwe pisns pisnagenus
Cyna nominiox - ne Ginsie 1,0 % Huice pisks psnavenis
6 Related substances Impurity A; NM7T 0.5 % BDIL,
Impurity B: NMT 0.3 % ND
Impurities D and F: NMT 0.5 % BDL
Any other individual impurity: NMT 0.2 % BDL
Total impurities; NMT 1.0 % BDL
Kimpxicne susiavenn Bix 19,0 Mr o 21,0 mr 19,68 Mr
(95 % — 105 % pin sasmesol KInBKOCTI) (98,4 9%)
7 Asgay 190 mg t021.0 mg 19.68 mg
(95 %~ 105% of the fabet claim). {98.4 %)
MikpoGionoriuna ukerora Baranena  xinexicts  aepofHmx MiKpOOprayisMin
' {TAMC) - ne Sinnie 103 KVO/r - < 50 KVO/r
3araibna  ximbkicrs ApiiokoBMX G TUriceHeBMX
rpuGis (TYMC) —ue Ginsure 102 KVO/r <10 K¥YO/r
_ Bincyrricrs Escherichia colip 1 v npenapary Bigcyrrg
8 Micrgbiological purity Total aerobic microbial count (TAMCOC):
NMT 103 CFU/g < 50 CFU/fg
Total combined yeasts and moulds count (TYMC):
NMT 10% CFU/g <10 CFU/g
Escherichia coli must be absent per g Absent
BHCHOBOK: / CONCLUSION:

TlponyxT surotenneno, ynakosano ra HPOAHAMTIZORAHO 3rigHO 3 BUMOraMH peectpauifroro wocsipuenHm,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Cepispixar No 080/2023/GMP
Certificate No, 080/2023/GMP

Cepin AB Ne 598054
Batch AB No, 598054

Binrosizae crauuaprad T4 puMoram GMP,
It complies with GMP standards and Tecuirements.

Jlinensis na BupoGHMITEO RixaperKHX 3acobip:
Licence for medical produsts production:
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