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Hasna npogyery: 30JICIIEHT®, TaGneTxy, BXpiTi ofononkoio, KHIIKOBCPO3YKHKI 1o 20 Mr
Name of product; ZOLOPANT®, enteric coated (ablets 20 me
Cnsaa nit: Tauronpazony narpiio ceckbiriapar, exsinanentno naxTonpasosy — 20,0 mr
Strength: Pantoprazole sodiim scSqu iliydrate equivalent to pantoprazole — 20.0 mg
Cepin e / Batch No.: SZD4006 Posmip ynaxoprn / Package size; Nol4 (14=1)
Pecerp. M / ARNo.: FP/0G04/24 Tun ynarxosiu / Pack type: Bricrep / Blister
Posmip cepit/ Batch size: 1 000 000 Ta6/tab | Hara BHrOTORMCIs / VT, date:  (08.2024
Xin-1e ynakonok / No. of packs: 71428 Tepatin npsigartHoeri / Exp. date: (72027
Kpaina / Market: UKR
Peccerpauiiine noceinaenus No; ; TEPMiH AT neobuexetuii
Regpistration Certificate N 0.2 UA/9814/01/02 unlimited validity
Mo i Ha3ea ananizy Crenneiranis PesynnTaTie ananiy
Sr. No. Test name Specification Test resule
Onnc Osanehi meconykmi TA6NETIH, BIpUT] 0BoNOHKOI Bianosinae
1 HOBTOTO KONGOpY
Description Yellow, oval, biconvex enteric coated tablets Complies
Inenrndicauis
Nanronpasony satpio HacH  yTpumymanms  ocnoporo mika * . na | Binrosinae
ceckpirinpar Xpomarorpamax  pHnpoGoByRanory poswpry
POSMHIY XOpIBUANHS, OTpHMarI npH kinbKicrOMY
BU3HAYenni, nosuAHT 36iraTucy,
3aniza oxenp xopTH Tlpw  mopapanmi Po3tuiy  amombo  viowianary | Bignosinae
JTBOPIOETECE  KODHYHCBO-UEPBOHE 3abaprnehys
PO3unHY,
Turany miokeny Y1aopioersen Konip  Bim  kOBTO-wepBOHOTO 0 Binnosinac
2 OPARKERO-MEPBOHOID,
Tdentification
Pantoprazole sodinm In the Assay, the principal peak in the chromatogram | Comiplies
sesquihydrate obtained with. test solution has the same relention
time as the principal peak in the chromatogram
obtained with standard solution,
Ferric oxide yellow After ammonium  thiocyanate solution adding, a Complies
brown-red eolour appenrs. i s
Titanium dioxide A yellow red to orange-red colour appears. Complies
OnuopinsicTs xozopanmy AV <L) (L1=150) 8,6
3 ORIHHL,
Uniformity of desage units AV ZL1(L1=15.0) 8.6
Posnaganns 0,IM HCl - we nosmmai POZNAJATHCIL NPOTArOM
120 xe Bignosinae
Bydepnuii pozaun PH 6,8 — nopunni posmagaTHes
npoTarom He 6innte nik 60 x; 12 xB 36 cex
4 Disintegration In 0.1M HCL none tablet should disintegrate in
120 minutes, : Complies
In buffer solution pH 6.8: all tablets should :
disintegrate in 60 minutes. 12 min 36 sec .
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Ne i/ Haspa ananizy Crewndyixanin PesynvrarTu ananizy
Sr. Ne. Test name Specification Test result
Posunmenns ¥ 0,IM posumni xuenory XIIOPHCTOBOMHEROT: He
Ginree 10 % vin aazenenor KinbRocTi mantonpa-
3oy 3a 120 xz; 0%
Y docharnomy Oydepromy posyuni pH 6,8: me
Menwe 75 % (Q) vix 3asenenol xinncoer TIaHTOo-
5 npasony 3a 45 xp ’ 94%
Dissolution In 0.IM hydrochloric acid: NMT 10 % of the Ja-
beled claim of Pantoprazole in 120 min; 0%
InpH 6.8 phosphate buffer solution: NLT 75 % (Q)
of the labeled elaim of Pantoprazele in 45 min 04 %
CynpoBinni roming Honmimka A — pe Ginpme 0.5% Humpiere pisug pysnanenis
Howmimka B — ne Ginpme 0,3 %. He miapreno
Cyma nosimor D | F — we §inpme 0,5% Hysere pinng susnavenya
Heinexrndixonaua nomiwxa — pe 6imewe 0,2 % Husoie piug sushiagennn-
Cyna HoMimox - ie Bimeme 10% Hieue pista srsnatermy
. Related substances Impurity A: NMT 0.5 % BDL
Impurity B: NMT 0.3 % ND
Impuritics D and F: NMT 0.5 % BDL
Any other individual Imnpurity: NMT 0.2 % BDL
Total impurities: NMT 1.0 % BDL
Kinmsiicue nusnayenng Bix 19,0 mr o 21,0 mr 19,93 ay
(95 % — 105 % ig 3amBAeHol KinbKocT) 99,7%) .
L Assay 19.0mg 10 21.0 mg 19.93 mg
{95 % — 105% of the label claim), (99.7 %)
MixpoBicnorivun vuerors 3aramsua  ximsuicTs aepoBnx  Mikpoopranisamip
(TAMC) - nie Ginswe 10° KVO/r < 50 KVO/re
3araybna  kinexicry ApIMILROBEX | nicenennx
IPEGIB (TYMC) ~ ne Ginsme 102 KV O/ <10 KYyorr
Bincymicrs Escherichia colis 1 p Tipenapaty Bincytis
8 Microbiological purity Total acrobic microbial connt (TAMC):
- NMT 10°CFU/e <350 CFu/g
Total combined yeasts and maulds count (TYMC):
NMT 10? CFU/g ) <10 CPU/g
Escherichia coli must be absent perlg Absent

BHCHOBOK: / CONCLUSION:

Hponyrer muroronneno, ynaxosano ta
The product is mamfactured, packed and

Binnosinac craunapram 1a BlUMoFrap GMP,

It complies with GMP standards and Tequiremens,

Jlinemis na supoGuuutno AfxapcEraN 38¢06in:
Licence for medical products production:

-

-

Cepradricar Mg 080/2023/GMP
Certificate No., 080/2023/GMP

Cepin AB Ne 598054
Bateh AB No. 593054

+ 0
NpoaNanizosaHo 3rinyo 3 BUMOraMK peecTpaniiroro nocsizuenns.
analyzed as per requirements of Registration Certificate.
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