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CEPTH®IKAT KOCTI
CERTIVICATE OF QUALITY

[ Haspa n poayKTy: 3OJIONIEHT®, TatneTxu, Bxpuri 0B0NOHKOIO, KULIKOBOROFIHAH] 110 40 Mr
Name of product: ZOLOPANTS, enteric coated tablets 40 mg
Cuma air: Tanvonpasony warpio CECKBITipaT, exniaanentuo nanTonpasony - 40,0 Mr
| Strength: Panioprazole sodium sesquibydrate eqnivalent to pantoprazole — 40.0 mg
Cepist Nz / Batch No.: SZA4006 Posmip ynawonien / Package size: Nel4 { 14x1}
Peccrp. Mo / A R.No.: FP/0328/24 Tun ynakoskn / Pack type: Buicrep / Blister
Poawrip cepil / Batch size: 1000 000 rab/tab | Hara surotomsersus / Miyg, date:  .04.2024
Kia-1e ynawonox / No. of packs: 71428 Teparin npunatiocri / Exp. date:  03.2027
Kpaina / Market; UKR
Pecerpaniiiue nocsigyernns Ne: . TepMin il seobmexennii
Registration Certificate No.: UA/9814/01/01 unfimited validity J
Ne /e Hazea amanisy Crenndikauin Pesynotarn ananisy
Sr. No. Test name Specifieation Test result
Onue Opansai ABOOTIYWI TabNeTKH, BKPUTI 0DOTONKO0 Binnostnae
1 HOBTOIO KOAR0py
Description Yellow, aval, biconvex enteric coated tablets Complies
Tnenradicanix
TNMarronpasony narpio HacH  yIpAMysaHA  OCHOBHOTO  Dika  ia Bimrozizae
ceckBirippar XPOMATOFPAMAX  BHIPOBOBYRAKOTC POSYARY |
PO3NUHY [IOPIBRAHAN, OTPIMAKIX 1TpH KiNLKICHOMY
BHZHAYEHNI, TOBUHE 36iraTyca.
Saniza oxeun KoETHI] Upu  norapandi  porawuwy  amonio Tioniakaty | Binnosinze
| JIBOPIGETLCH  KODiIieBO-epBOHe  3alapBienya
PO3YHHY.
ToTany aioxcun VIBOPICETHCE  KONID  Bij HOBTO-uepBOHOre N0 | Bignosigae
2 OPEHIXEBO-YEPBOXOTD,
| Identification ‘
Pantoprazole sodium In the Assay, the principal peak in the chromatogram | Complies
sesquiliydrate obtained with test solution has the same retention
time as the principai peak in the chromatogram
obtained with standard soltion.
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
Curopingicrs nozosanmx AV SL1(L]=150) 53
5 CRMHIL
Uniformity of dosage uniis AVELI(LI=150) 53
Poznanaany G,IM HCE - ne popuusi POSNEAATHCA TpoTAromM | Bimrosinae
120 xn
Bydepmiii posymnn pH 6,8 ~ norunni pO3NaaaTHCH
NpOTAFoM ne Ginbiie 1ik 66 x5 16 xB 0 cex
4 Disintegration In 0.1M HGL nene tablet should disintegrate in | Complies
£20 minutes.
In buffer solution pH 6.8: all tablets should
disintegrate in 60 minates. 16 min 0 sec
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Ne n/n Hazsa ananxisy Crrenndixaiis PesynpraTi auanisy
Sr. No. Tost name Specifieation Test result
Posvunenny Y 0,IM posuuni xucmoTH XiopHcroBoamenal- me | 0 %
Ginvute 10 % mix sagmacHol’ Kimbkocr IaHTONpA-
3omy 3a 120 xg;
Y focardomy Bydepuony posumui pH 6.8: re | 999%
Menmwe 75 % (Q) »in asspneno’ kinskoer santo-
5 npasony 3a 45 XB
Dissolution In 0.IM hydrochloric acid: NMT 10 % of the | 0%
labeled claim-of Pantoprazols in 120 tin; )
In pI 6.8 phosphate buffer solution: NLT 75 % Q) | 99 9%
of the labeled claim of Pantoprazole in 45 min
Cynpogiant noMimgn Cynposipei nomimgn D § F: ke Sinpme 0,50 % Hipgye pisks ninmasenss
{Tavronpasomy cymporinga nomimma A
He Ginpine 0,50 % 0,108 %
fantonpazony cynposigna pomiua B:
He Ginsine 0,30 % He ussneno

Byus-sxa inma osupnuna aomMinn:

& ne 6imsie 0,20 % Himiue pisua wsaaveny

CyMa goMiloK — He Gimbe 10% 0,108 %
Related substances Related compounds 1D and F: NMT 0.50 %, BDL
Pantoprazole related compound A: NMT 0.50 %, 0.108 %
Pantoprazole refated compound T3: NMT 0.30 %, ND
Any other individual impurity: NMT 0.20 %, BDIL.
Total impwities: NMT 1.0 %. 0.108 %
Kinericue susnaverim Bin 38,0 Mr 10 42,0 Mr 39,23 wr
(95 % — 105 % pin zaspnenai KUIBKOCTI) (98,1%)
7 Assay 38.0mg t0 42.0 mg 39.23 mg
{95 %~ 105% of the label claim), 98.1%)
MixpoGionoriyna yucrora Baramwna KifBKicT:  aspobinx MIXpooprauismis
(TAMC) - ke Ginpime 10° KV O/ir <50 KVO/r
JaranHa  KinnKicth HIpBRMKOBAX 1 rmicenesnux
rputis (TYMC) —we Sissme 102 KVO/r <10 KVO/r
_ Bincyraiors Escherichia colip 1 v npenapary Bizcyrsa
§ Microbiological purity Total aerobic microbial count {TAMC):
NMT 10° CEU/g < 50 CFU/g
Total combined yeasts and moulds. count (TYMC):
NMT 102 CFU/g <10 CFU/g
Escherichia coli must be absent per 1 Absent
| & _

BHCHOBOK: / CONCLUSION:

Hponyxs surotosneno, ynaxopaso 1 TPOaKARI30BAHO FMIIHO 3 BAMOraMH PeECTPatifiHoOro NoCRinue HHY,
The product is manufactured, packed and analyzed as per requirentents of Registration Certificate.

Cepradirar N 080/2023/GMP
Certificate Na. 080/2023/GMP

Cepin AB Nt 598054
Batch AB No, 598054

Bianosinae cranmapram ta susoram GMP,
it complies with GMP standards and requirenients,

JHuesnsia na supoBunireo NixapeEKAx 32c06i8;
Licence for medical products production:
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Dum miazsepxyio, wo vel supoGus; oraail pna uiel cepii rosonot npony
Hacranosi 3 GMP, savsepixenii MinicTepetaom oxopot 2n0p0s"s Yrpain

KUl Bysm azificHeni b TOBHIN BIANOBRLIROCT] 3 BHMCFAMH, JA3HAMCHEMI B MHHHIE
H, | 3 BHMOFEMH PeCCTPaniiiHore A0cLe KPATHH npHIEaYeHH,

H
1 hereby centify that all the manu facturing stages of this batch of finished product have been carried out in fill compliance with the GMP requirements of (he

Ministry of health of Ukeaine and with the fequiremnents of the Marketing Authorisation file of the destination country,
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Kimik-ananirux :3a8. maGopatopicio BKA | Havansamx BIOT YuosHoBaxeHa acoba —]
Analytical Chemist | QC Lab In-charge QC Head Qualified Person ~
Toa/Name: Fentas {4, Cusconpaly 2.1t GI;%&@/’&-'M g, ngff&{(z?{@éﬁey%’f v
Tigmme/Signature; {% G_cugg/; L C}u«) . d%:,dggﬁé’(/’fé’fﬁ?‘/z
Lara/Date: 03/08/2Y c3logf oy dgﬁ:g, fon & / 74 / ody / ]
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