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S R el

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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Yipaisa, 40020, m.Cymn, By, Cxpsbina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11
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Byn. AnMaTHBCHKE, 58 A\, /s ‘7) %
“Ten.: +38(044) '495~82—8$, taxc: 4 ‘\‘33337}7;@“6\0\‘3‘2” WSum arm www.kusum.ua
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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TOB «Kycym Dapm. -
Yicpaina, 40020, m.Cymu, By, CxpsiSina, 54
Ten.: +38(0542) 77-46-10, paxc: 77-46-11
e-mail: plant@kusum.ua,
"~ www.kusuniua

QT

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
/N “\i > ,). = . ¢ ; 7/ t
im ane: /5[% it 05a IO 6 ) B m@& X A& ﬁ_).,'xﬁo 2 estmes G _(/,’E(ze%«;z,wfgﬁ;a%:-J.
. i ’ ' . ‘ /. Y/
Ilipmuc/Signature: ,fg Cinnee / (;'W — ()é; s &;)/
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TOB «¥Cyeym Dapay
Yxpaina, 02092, m.Xnin,
‘BYN. Admariiceka, 58

Tea: +38(044) 495-82-88, ac: 495-82-87
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TOB «Kycya Baphin

Yxpaina, 40020, M.Cymn, syn. CipaBisa, 54
Ten.: +38(0542) 77-46-10, daxe: 77-46-11

e-nail: plant@kusum.ua
www kusumm.ua

~ CEPTUBIKAT SIKOCT]
CERTIFICATE OF QUALITY

1 Haaea npopykry:

30JIOTIEHT®, tatinerky, BxpHTi 0GonoHKOL0, KNI ROBOPOIUNHE 0o 40 Mr

Registration Certificate No.:

unlimited validity

Name of produet: Z0LOPANT®, enteric coated tableis 40 g
Cua gii: lautornpasony warpho cecxeirinpar, exBiBaneHTHO nanronpasey — 40,0 mr
Strenpth: Pantoprazole sodinin sesquihydrate equivalent to pantoprazole —40.0 mg = ;f‘”
Cepin Ne / Bateh No.: SZA4009 Poamip ynaxonsw / Package size:  Ne30 (10x3) 4 W s
R
Peeerp, Mo/ AR No.: EP/0483/24 Tun ynawosxs / Pack type: Baicrep / Blister / ;}/ LNEADAPM
) : ES T :

Posmip cepli / Batch size: 1008 GO0 rabftab | Hata nrotonnenna / Mfy. date: 06.2024 [ o { errdisa g;;;m

= = xon 7 i
Kin-1e ynakosox / No. of packs: 33 333 Tepmin npugarnocri/ Exp. date: 05,2027 \\%;,\ anﬁﬂ, s
Kpaiua / Market: UER \&%
> ‘paniit N o = i Baies qol-f}f
Peccrpaniitue nocsiguenus No: UA/DR14/01/01 TEPMIH M Heobmemenni \\*g‘:_" »

Turany niokeiis

| "% o/ * Hazea ananizy Crienngiranis PesyanTath ananizy
Sr. No. Test name Specification Test resunlt
Omic Osanpni nooNykni TaGnertxy, Bxpwri obononxoio | Biguosinae
1 KOBTOIC KQNbOPY
Description Yellow, oval, biconvex enteric coated tablets Complies
Laentnpikanis
Mawrownpazony Hatpio Hacw  yTpHmysankud  ocHOBHOrO  mika  ua | Binnosizae
CeCKRIM DT XpoMaTOTPAMAX  BHDPOGOBYBANOTO  posminy i
POSMHHY TIGDIBEAHDA, OTPHMAHIN DPY KiNBXICHOMY
BH3HAYUCHHI, NOBWHHI 36iratrey.
Sz oxcnn BT Tipn  nopapaumi  posumny  amomio tiouianary | -Binropinae

YTROPIOETHCA  KOPHHHEBO-TEpBGHE  a0apRieAns
PO34YHRY.

VIBOPIOETLCA  KONNP Bill  WORTOSYEPBOHOIG N0 -

Binnosigae

" OpaHKCBO-UEPBOHOTC,
ldentification
Pantoprazole soditiri In the Assay, the principal peak i tie chromatogram Complies
sesquilrydrate: obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with standard solution, _
Ferrie oxide vellow: After ammonium  thiocyanate solution adding, a { Comphes
brown:ted colour appears.
Titanmin dioxide A yellow red to orange-red colour appears. Complics
QanopianicTs ao3opanmy AV <L1 (1.1 =15,0) 4.3
3 ONMRMIEL
Uniformity of dosage units AV<LL(LI=150) 43
Posnanarus 0,IM HCI - He nopunri posnazarucy NpeTaroM | Bianosigac

120 xn

‘Bydeprnii posuns pH 6,8 — nopunxi posnanarics

NPOTArom ize Ginele wix 60 X

In 0uM HCL none tablet shonld disintegrate in
120 minuies.

In buffer solation pH &6.8: all tablets shouid
disintegrate in 60 minunies.

15.min 39 sec

15 x6-39 cer

Comphies,
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TOB «Kycyn ®apiis
Yupaina, 02092, M.Kuis,
BYJL. AnMaruHcska, 58

Ten.: +38(044) 495-82-88, akc: 495-82-87

<

Kesim Phesrsn

TOB «Kycyy Dapran
Vrpaita, 40020, x1:Cymn, Byn. Cxpabina, 54
Tem.: +38(0542) 77-46-10, daxc: 77-46-11
e-mail: plant@kusum,ua.
www.kusum.ua

Mo n/n Hassa ananisy Criguyndixaia PelyawraTy ananisy
Sr. No, Test name Specification Test resuit
Pozunrenns Y 0,IM posunHi ¥MCHOTH XNOPHCTORCOHERON He | U %
Gimswre 10 % Bin sasanenol kimexocTi. HaHTOmpa-
30y 32 120 XB;
¥V gocharvomy Gydepromy pozami tH 6,8; ne | 95%
menme 75 % (Q) pim saganenol kinpxocri nmanTo«
5 npasony 3243 x5
| Dissolition In 0.IM hydrochloric acid: NMT 10 % of the | 0%
labeled claim of Pantoprazole in 120 min; ;
In pH 6.8 phosphate buffer solution: NLT 75 %(Q) | 95 %
of the labeled claiin of Pantoprazole in 45 min
Cynponiusi goMimrn Cymposinai nomimka D 1 F: ne 6insie 0,50 % Hipxue pieng mimuavenas
Hantonpasomy cynposiasa foMimxa A
He 6insme 0,50 % Hixue pisig suziavenus
Hauronpasony cymosinsa mosiwka 13;
He Ginsute 0,30 % He susineno
Byne-siva inwa opxuunya rominea:
6 He Ginsiue 0,20 % Heue pisrs sistHadens |
Cyma poMilmok — e Ginsiue 1,0 % Hisicze pinis sushavues
Related substances Relafed compounds I} and F¥ NMT 050 %. BDL
Pantoprazole refated compound A: NMT 0.50 %. BDL
Pantoprazole related compound B: NMT .30 %. ND
Any other individual fmpurity: NMT 0.20 %. BDL
L . Total impurities: NMT 1.0 %. 1. BDL
Kinbxicre mispavenns Bin 38,0 mrao 42,0 mc 40,12 mr
(95 % — 105 % Big saasnenoi KiNhxoCTi) (100,3 9%)
L Assay 380 mg to 42.0 mg 40.12 mg
(95 % — 105% of the Tabel claim). (100.3 %}
Mikpofioaoriuma uncrora Jaramena  xinpkicrs aepoBHux MIKPOOpPrauizmMis
(TAMC) — we Simnure 103 KVQ/r <50 KYO/Ir
3ararena  KiARKICTE ApIKIKOBHX. | Imicenenux
rpubin (TYMC) - ne Gimemre 102 KYO/r <T10-KYOr
Biacytnicrs Escherichin colis 1 v AperapaTy Bincyns
: 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 <10 CFU/o.
Escherichia coli must be absent per 1 g Absent

|

BHCHOBOK: / CONCLUSION:

HpenyxT BEroTORRCHO, YITAKOBAHO Ta OPOARANIZCBANO 3TiNHO 3 BH

MOFPAMH peecTpatifiHoro mockimenna.

The product is- manufactured, packed and analyzed as per requirements of Registration Certificate. il
' «DIIENDA

Cepriudivart Ne 080/2023/GMP 4 Al

Certificate No. 080/2023/GMP TAEHTUIKA G

Cepig AB Ne 598054
Batch AB No. 598054

HBianosinae CTaHaapTaM Ta BAMaram GNP,
[i complies with GMP standards and requirements;

kon 2007583
i

Jinersis na BUPOSHINTEC HiKAPCRKHN 3ACO0IB: e
Licence for medical produsts production: o

TPMA88/24 Crop/Page Ne:.2 s/af 3




gk Piis. TOB «Kytys ®apan
TOB"«K‘VC}’M Dapyy Yrpaiga, 40020, M.Cymn, syn. Cxpabina, 54
Vipaina, 02092, M. Kiris, Ten.: +38(0542) 77-46-10, daxe: 77-46-11
BYII. Ainarnicska, 58+ . e-mail: plant@kusum.ua
Ten;: +38(044) 495.82-88, (ake: 495-§2-87 /{_/Mﬂl% f/za/’m www. kusuni.ua

L TIATBCPAHYIO, 10 Beil Bupofrunl cranil 499 nici cepil roTosol Npomyxuil Gyny shificieni B noBH piAncEIBIOET 5 EMMOFaMH, JA3HAMCHIMH B YHHR
nacTanoni 3 GMP, sarsepuvkenili Mitticrepersos oxoposm zopos’a. Yxpains, 1 § zrMaramn peCCTPALLIANGID Hocke kpalzd mpyIsadenss,

1 hereby certify that all the manufacluning stages of this baich of fimshed product have beén carried out fis full compliance with the GMP requirenients of the
Ministry of Tiealth of Ukrairie and with the requirements of the Marketing Authorisation file of the destination countey.
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Analytical Chemist | QC Lab In-charge QC Head Qualificd Person i
[’ s/Name: Terts £ 4. _hpa ool GCM"'»Q%"-@Q ,:;/’[%. Ezkﬁﬁ&eﬁmbﬂj‘{{
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5 TOBAPUCTBO 3 OBMEKEROO BYITOBIIANLHICTIO
@ «KYCYM DAPM>

Pasivmn Phavs Byn. CrpstBina, 54, M. Cymn, 40020, _
Ten.: (0542) 77 92 30, axc: (0542) 7792 32, B
e-mail: plant@kusum,ua, web: www.kusum.ua
) Kox €PIIOY 33525927
CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY
. Hazpa npopyrery: ' 3OJIOITEHTS, tabnersn, BIPHTI 0G0NONKOIO, KIHIKOBOPOIUHHH] 110 40 M
| Name of produet; ZOLOPANT?, enieric coated tablets 40 me
Cria il Tlantorpasony sarpite cecxpiriapar, expipanentio naxronpasony — 40,0 arr
‘Strength: Pantoprazole sodium sesquitiycrate equivalent to pantoprazole — 40.0 mg
Cepin Ne/ Batch No.x SZA4017 Poamip ynawonku / Package sizes  No30 (10%3)
Peccrp. N/ ARNo.: FP/0042/25 ‘Tan ynawosw / Pack type: Bricrep / Blister
Posmip eepit / Batch size: 33128 yn/packs | Hata BHroroniesms / Mg, date: 11,2024
Kpnina / Market: ) UKR Tepnmin npuaarnocri / Bxp, date: 10,2027
Pecerpaniiine nocoigyenn No; Tepmin Al ileoBMenxemtit
Registration Certificate No.: UA/9814/01/01 unlimited validity
MNen/n Ha3gpa ananisy Cnenndiganin PesymeTaTn ananizy
Sr. No. Test name Specifieation . Test result
Onue Ovansni peoomyrni Tabnetxy, BKpHTI 0GOROHKOIO Binnosigae

Deseription

JROBTOTO KONGLOpPY

Yellow, aval, biconvex enteric coated tablets Complies

Inenvadixawis
Tlanronpasony natpilo
cecxaivinpar

3anisa okcHE HOBTHIT

Yacu  yIpuMysums  ocuoBHOTO  hika  wma Bianoninae
XpoMaToTpaMax  BMAPOGOBYRIHOIO  pOSUHRY
POIUNRY DOPBIMHIN, OTPHMANHX TpH RinbxicHOMY
BH3HATCHH], noeMini SGiraTucs.

Oprn  nomasamni powmmny  amomito ionianary | Binnopinae
YIBODIOETECS  KODHUHeBo-YepRone  3aGapnneni
POo3guNy.

_ Turany piokcun Yrsomoersen, xomip Bix AOBTO-uEpBOHOrO N0 | Bisnozimac-
2 OpaHKERG-1epBOHOID,
Tdentifieation
Pantoprazole sodiuny In the Assay, the principal peak in the chromatogram | Complies
sesqnihydrata nitained with test sninting has the same retention
time as the prncipal peak in the chromatogram
_ oblained witl standard solution,
Ferric oxide yellow After apnonium thiocyanate solution adding, a | Complies
browar-red colour appears,
Titanium dioxide A yellow red to orange-red colour appents. Complies
QnnopigricTs nozoranmx AVELI{LI=150 3,0
3 OUNNALL
Uniformity of dosage unirs AV SLI(L1=15.0) 3.0
Posmazanus 0,1M HCl - me yrosunni posmamarica nporareM | Binmosinae
120 xn
Bytpepnnii posuny pH 6,8 — nopuski poamayaTHes
nporArem e Oinsuie nin 60 xp 26 x1.7 cex
4 Disintegration In 0.1M HCI: none tablet should disintegrate in Complies
- 120 minutes, _
In beffer solotien pH 6.8: all tablets should
disintegraic in 60 minutes. 26 min'7 sec

Crop./Fage Ne: | 3fof 3
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‘TOBAPHCTBO 3 OBMEIXXEHNOIO BINTORITANLHICTIO

[+
K, «CYCYM DAPMy
Koeseene Pharss Byn. Cxpabina, 54, . Cymu, 40020,

e (0542) 77 92 30, dawc: (0542) 77 92 32,
e-mail: plant@lkusum.ua, web: www.kusum.ua

Kog COPIIOY 33525927
Ne i/ Hasza ananisy Crenndiraiin PesynnTaTi anaisy
Sr. No. Test name Specification Test result
Pozummenns Y 0,IM posunni KucAoTH XJTODHCTOBOAHEEOY: He | O %
6inbime 10 % pin. sansaenol sinskocti IAHTONPA-
sony 3a 120 xu; : _
Y gocharrony Gydeprony pozunni pH 6,8 we | 96 %
menme 75 % (Q) mim zasmnenol winekocti nawro-
5 fpazony 3a 45 x5
Dissclution In 0.IM hydrochloric acid: NMT 10 % of the | 0%
Tabeled 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
Cynposinni noMinuce Cynposizut nosimku D i F: ne Ginwwe 0,50 % Husrue pinrs syssauenns
Nanronpasony cynponinpa gomimka A:
e Ginstue 0,50 % 0,154 %
Mawronpazony cynposigsa xomimka B:
ne 6insine 0,30 % He sunpneio
Byme-nxa inwa omusuna gomivnea:
6 He 6inpuie 0,20 % Hune pisna npanavenms
‘Cyma nomiutox - e Ginsiue 1,0 % 0,154 %
Related substances Related compounds D and F: NMT 0,50 %. BDL
Pantoprazole related compound A: NMT 0.50 %, 0.154 %
Pantoprazole related compound B: NMT 0,30 %. ND
Any other individual impurity: NMT 0.20 %. BOL
Total impurities: NMT 1.0 %. 0.154 %
Kinnxicue susuauens Bin 38,0 Mr 10 42,0 mr 38,61 mr
{95 % ~ 105 % wiu sanpnenot Kimexocrl) (96,5 %)
? Assay 380 mg to42:.0 mg 3861 mg
(95.% ~ 105% of the Jabel claim). (96.5 %)
MirpoGionoriuna yacToTa Jaraseua  kinbxicrs aepobumx mixpoopramizmin
(TAMC) - ne Ginsme 10° KV O/r <30 KYO/r
JaransHa, ximekicrs Apbicuxonmx. i miicenesiy
rpu6is (TYMC) - ne 6insie 102 KYO/r <10KYO/r
Bineyrisicrs Escherichia coli v 1 r npenapary Bincyrns
8 | Miccobiclogical purity Total aerobic microbial couat (TAMC):
NMT 10° CFl/g <50 CFUig
Total combined yeasts and nioulds cotni {TYMC):
NMT 10 CFU/g <10 CFU/g
Escherichia coli must be absent per 1 g Absent

BHCHOBOKX: / CONCLUSION:

Npoaykr suroTomiero, ynaxonano ta TIPOARAMIZOBAHO STINO 3 BEMOTAMIT peecTpamifioro nockipuess,
The product is manufactured, packed aug analyzed as per requirements of Registration Certificate,

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

Binooninae crannapram ta mmocan GMP.
It complies with GMP standaids and requirements;

Cepln A3 Ne 598054

Jliensiz 1a supoGumirno NIKaPCRKHX 32C0 i
Bateh AR No, 598054

Licence for medical products productior s P

TA:
I,aumug'aija[l:r'ﬁlmﬂ

%04 200759+

FP/0042/25

CTop./Pa.gc Ne:2afof 3




o TOBAPHCTBO 3 OBMEKEHOIO BIIORIIANEHICTIO
- KYCYM ®APM»

-(‘K&L‘fﬂfﬂ _?ﬁay/;;_ ByiL 'Cf(pﬂﬁiﬂa,- 54, M. Cyi\-i[’l, 400'20,
Ten.: (0542) 77 92 30, daxc: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua-
Kog €IPIIOY 33525927

Ly nimmmepmyio, wo sei pupoGimd el ana wied <epil roToBol NpoAyKU Gynn aAilicieni b noouit KANOBIAAOCT 3 BMMOTaNST, JTIMATCIIINIE B WHHET
nacranosi 3 GMP, sareepmsenifi Minicrepcroon oxoposns 30pos's YrpaiiiH, i 3 mrorasy peccTpauiiinord Aocke kpaikie NPH3NEYCHNR,

T iereby cextify that all the manufacturing stages of this batel: of finished product have beer canied out in fall sompliance with the GMP requirementsof the
Ministry of health of Ukraine and with the requirements of the Marketing Anthorisztion file of (e destination country.

«THERDAPM
i
Inosiinarsiiinn
xop 2007580

anq
CEPTHOIKATIE |

Ximix-ananirig (San..na.ﬁo.pz.l.'ropie:o R . .YI'IIOEHIOBIE.'!.J.!.{.GIHH ocoba
Analytical Chemist | QC Lab In-charge e L Qualified Person
In’a/MName: %&, v G‘Tg_c- PR POV S QLopr \CH m‘_\h’ /%t&/c.wufa ﬁ 20
Minmuc/Signature: ﬁ_) “f Cangd %J\\W 3 -
~ v = | :
Hor/Date: . ag‘%?(’/.{j’ -‘-‘ffr?,’;” ({,\:* o‘).&\’b\ \';Lg: _IfO7IRE

FP/0042/25 Crop./Page Ne: 3 3/of 3
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o
000 «Kycym Dapm» K
Yiepanna, 40020, 1 Cymul, yi., CrepuBinia, 54 c-mail: info@kusumphare
» A ] L 1 = . L UTTLCOITL
Ten.: 438 (0542) 7746 10, venAdaxc: 7746 11 A{Mﬂffz .7) harie WW\-’-.{kusumEharn'l,mm
CEPTUDUKAT KAYECTBA "
CERTIFICATE OF QUALITY ! "hone
Ha3ganue npoaykTa: 3OJ]OI'[E_HTﬁu TabeTicd, BKPUTI 00010HKOI0, KMILKOBOPOIHHHHI Do 40 mr Ne 30 (10x3) y SaicTepax
Name of product: ZOLOPANT? enteric coated tablets 40 mg No. 30 (10x3) in blisters
Per. No: / A.R.No.: FP/202/15 Pasmep cepun: / Batch size: | 100 000 rabn./ tabl.
Cepua Ne: /Batch No.: SZA3001 Konunueereo ynakosok: / Number of packs; 33 333
Jata nsrorosacnns: / Mfg. date: 02.2015 Cpok roanoctn: / Exp. date: 01,2018
Perierpanudonioe csugetensereo Ne UA/OS14/01/01, geiicteyer no 30.05.2019 |
Registration certificate No. UA/9814/01/01, is valid t0 30.05.2019
No e/ Napamerpe Crennipricanss | PesyasTars:
Sr. No. Tests Specifications Observations
1 Onucanne Opanpneie  aposikosuinywieie  tadneriu, | CooTsetctayer
l NOKPLITEIE 00010UKON HENTOTO LIBETA. ! 4o
Description , Yellow, oval, biconvex enteric coated tablets. | Complies RESH
2 Hyenmndmicaiiis Bpemena yiepwuBaHWA 0CHOBHOTO Nuka Ha | CooTeeTeTRYET
XPOMATOrPAMMAX HURGHHYEMO0 pacmeopd s
pOacmaopa  cpasHeiis,  NOIYHEHHEBIX  11PK
KOJIMHECTREHHOM ONpPEASICHHH, NONACHB]
COBMAJATh.
Henesa orxeud yeenmuori Mpu  noBasnenun  pactaopa  aMMOHMN | CooTReTCTBYET
THOLMaHaTa 00pasycTes KOpHYNEBO-KPacHoe
OKpalilnBaH1e PacTBOPA.
Tumana dnenecndd Ofpazyeres LUBCT OT XenTo-kpacioro Ao | CoOTBETCTHYET
OPUHKERO- KPUCHOIO.
ldentification In the Assay, the principal peak in the | Complies
chromatogram obtained with test sofution has
the same retention time as the principal peak
in the chromatogram obiained with stundard
solution.
Ferric oxide yellow Afler ammonium thiocyanate solution | Complies
adding, a brown-red colour appears.
Titanium dioxide A yellow red 1o oranpe red color appears. Complies
3 OJHOPOAKOCTS Jo3upoBatkLIX | AV < LI (LI = 15,0} LI=338
CAHHHLL |
Uniformity of dosage units AV <LI(LI=15.0) L1=34%
4 PacnajaemocTs:
0,1 M HCI | He so/KkHLL pacnajlatees 8 TeYeHne CoorseTcTBYyeT
120 mun,
Gydepiinit pactaop pH 6,8 JomkHbl pacrnacTnes B TeveHde 11ie Domee | 12 MuiL 36 cek.
i tem 60 Mu.
Disintegration: ‘
In 0.1M HCI No tablets should disintegrate in Complies
120 min.
In pH 6.8 buffer All should disintegrate in NMT 60 minutes. | 12 min. 36 sec.
FP/202/15 Crpamiua Ne: 1 132
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Kssume Pharm

CEPTHMKAT KAYECTHA
CERTIFICATE OF QUALLTY

71k, RKPHTT OB, KHEIKOBOPORINT T 110 40 M Ne”

Name of product; ZOLOPANT® enteric coated tablets 40 mg No. 30 (10x3) in blisters

1 Per. No: / AR No.: FP/98/15

| Cepin Nes /Bateh No. SZAS003
ky renin: / Mg, date

Pernerpisronge e

Registradion certifieate No. UAMSTA /01, §s valid lo 30.05.2019

te 2008 | Cpox voumocti: f Bxp. date: 042018
anerederso Ne UASOR LA T/0), pelicrayer po

Na i/ Flapamerpes

Crenrdmkarns

Peayantarne

S MNe o Tess b Speclfieations L Observations

| Onncanrie ) Ovanbinie  asogkonunyibe  vabnerl, | Coorpercryer
NORPLITEIC GHGIGRKOH WENTOIO UBCTa,

| Description Yellow, oval, biconvex enteric coaled tablets. | Complies

2 Faewrmhurau Bpemeia yaepssuim oeHonioro nuka na | Coorpercnyer
RPOMLOUPMMILS DRIV EAL ])n‘(,‘ii‘.‘(?f')i‘}ﬂ it
PRICIRGORG CpAEReI . NOBNICHINE TR
ROBMUECTREHION  ORPCACHSINTH, A0S
COBNaNaTL,

. Hegesa orcudd weeamd Mpn  aebasmenny  pactoopa  aMMonns | Coorsercrpyer

Trimenter hcee )

Identification

Fervic oxide pellow

| Titeniv dioxide
3 CBOPOIHOC T 5
CHIHINL

Uniformity ol de
I cniaen o,

" 0.0 M HCH

4 units

Ly pepreit pacerop pil 6.8

Disintegratinn:
In 0. 4M HCH

P inpll 6.8 buffer

FRAGE LS

e LA yellow red €
H-l[ﬁt)l’.étl!ilhl.‘a

AV LG

THOKBAHAT OD[EIIVCTEH KOPRIeso-KPACHDE
CHPHLLHRBITHC PUCTBop.

Gipaiyeres  Hoer oF RCITO-KPAcHora 4o
QPUIACLEO- KJHICHOL.

I the Assay, the principal peak in the
chromatogram obluined with fess sofution has
the same retention Hme as the principal peak
in the chromatogram obtained with sfendeard
solution,

Alter  anmmonium  hiscyanale  selution
aciding, a browne-red colour appears.

AV 5 LT (LT

o Drnge |‘C{,E calor appears.

Coornerersyer

Conplies

Complics

Complies

=30
L3

e BOAM LD PUCIEELTRCH 1 1ee e
120 mun,

JLOIGRILE PACIRICTLCR 8 TeacHie  pe
nens 60 v,

GOARe

No tablets should disiptegrate in
120 min,

Adlshonld disinteurate in NMT 60 minates. 47

{ COoorieTeTRyes

O mnn 32 cex.

«[JIEJBAPM
AT]»
Ipentudiixauifnmii
kop 20075891
b




QOO «ilyeynm Daphos
Yipanise, 40020, 1 Gyt v, Crgpsiima, 54,

Tan 38 (0542) 7746 14, 1 r[!lm JERIRE _ /{,’)}45’54»%2 Fharm

P

N Capanmerpr Cueinguieann
SnlNo. | Tests e v Specilications
5 Pacrsopeni:
0.0 M EHCI He Gosiee 10 % 30 1260 s, 0.2 %%
Bytpepumit pucrnop pH 6.8 He menee 75% {Q) 1a 45 mam, 96,9 Y%

Dissotution:

In O IM HCT: NMT 10 % in 120 min, 0.2 %
b pH 6.8 buller NLT 75% () in 43 5 minutes. 96.9 %
Conyrermyionie npumecn - ![pu m,m)m"r":;cc “““““ B
Iame il engenralnusporainoit ipasecn
- e Gonee 0,5 % 0,244 %,
(ymm npunteceh - e Gonee 1,0 % 0,367 %
%
| Related substances Any single impurity: NMT Q.5 %. 0.294 %
_ e o Lol of impurities: NMT 1.0 %, 0367 % ) L
7 Komeemen e ‘.‘iHDL wencine | Or 38 A wrrrab. po 42,0 mrdrab. 40,65 wrhras,
: I radierian, nospLerg {95% - 105 %) . ' (101,63 24)

obonoaxofi,
KHILCHHOPACTBOP AL
2 cofiepku A0 Mt nanTanpaaona

5 Assav: Each enleric coated 38,0 meftab. 10 42.0 mg/tab. A40.63 mgdftab.

tablet cantains A0 mg of (93 % - 103%). (101,63 %
o Pantoprazele e

8 Obmee nene u spwmn 1 ' S
Mitpoopramson (TAM - ne Ve 107 Metee S0 KO,
OB uee TCHY APOHCECBLIN 1 :
nacenespx rpubos (TYMC) ~ | 46 ganee 102, merice 10 KO,
Oreyrerune Bscherichia coli s | He nonyexacren nagimsie » 11, Escherichia coli - oreyrevsyer
|1 aipeiiagraa, 8l
Micrabiological pur m NMT 0P CFU/ o, <50 CFU .

i- | Total bacieria per i NMT 0% CEU/e | <G CRU/g.

© | Totad fungi per o Must be absent ‘;.mr | g Escherichin eoli s absent per

Lscherichia coli por g OO JLY S

sq}égélsuutuj YIRIOBAN 11 NPOTCCTUPORAIL B COOTBETCTBIR & TPCGOBAIIME PELICTPALHONNGIO
Qapdts i crannapram GMP. Cepruducar Ne Q67201 S AUMP/GMP

el l’»‘}l:'l?lll wctred, packed and analyzed as per Registration Certilicale requirements. 1t complies
h}g ils. Cer lmcﬂh- No 067201 USAUMP/GMP

Cepitst ALY Ne SO8034

Bateh AT Noo 598054

s n.n 1 OKK:

11
()( I foacl:

NI T Ab W“-‘l

Jlara: 5\ _j«’i‘] _»\;ﬁ, it ,Y
I 4

B 5006

XM HI-E TR ] s, nadopuropueft QKK:
alyst: . coof 3 I charge 0F QU ab
At d.lJ 51 /KU_’ ‘(‘,d_.—i'/'“"/;f !% ¢ H
i
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| Dot o 06 15
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Kusuimn Pharm

TOBAPUCTRO 3 OBMEXEHGCIO BINIOBIHANBHICTIO
«KYCYM DAPM»

pya. Cxpsbina, 54, M. Cymu, 40020,
reir: (0542) 77 92 30, daxe: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua

Koxn €JIPIIOY 33525927

CEPTH®IKAT AKOCTI
CERTIFICATE O QUALITY

Hassa npouykry: BOJIOTIEHT®, rabnerin, Bipiti 060A0HKOI0, KHLIKOBOPO3UHUNT 110 40 MT
Name of product; ZOLOPANT®, enteric coated tablets 40 mg
Cuna nivs ITavronpasosny Hatpito cecksiriapar, exnisaneyTso nantonpasony — 40,0 Mr
Strengt: Pantoprazole sodium sesquihydrate equivalent to pantoprazole - 40.0 mg
Cepist Ne / Batch No.: SZA5002 Posmip ynaxorin / Package size:  Ne30 (10%3)
Peeerp. Ne/ AR.No.: FP/0144/25 Tun ynawxosrn / Pack type: Baicrep / Blister
Poamip cepii/ Batch size: 32 748 ynipacks Hata parorosnenns / Mfg. date: 01,2025
Kpaina / Market: UKR Tepmin npugarnocri/ Kxp. dater  12.2027
Pecerpanifine nocsinienas Ne TepMin il Heodmekenni
Registration Certificate No.: UA/9814/01/01 unbimited validity
Ne /i Haszpa. auanisy Crenndiranis Pesyinrary ananisy
Sr. Na. Test name Specification Test result

Onne Opanpui awoomysni radnerky, srpiri obononkoio | Bianosigae

| KORTOTO RONBOPY
Description

Yellow, oval, biconvex enteric coated tablets Complies

LaenTudixanis
ITanronpasony narpiio
CECKBITiApar

3aniza oxcin swopTHit

Turany oKk

Hack  yIpUMYBaHHS  OCHOBMOYO  nmixa  Ma | Bignosinac
XPOMATOIPaMax  BHIIPODOBYBANOTO  pOMUBY i
POSUMIY HOPIBHSHMS, OTPIIMATIX HPH KIIBKICHOMY
BAHAMCHI, BOBWINE 30Irarica.

Tlpu  jopasanni  posvumy  avono  Houlanary | Bianonizac
YIBOPIOETLCH  KOPHUBEBO-1epROte  3alapnicuis
PO3NIIHY.

YTBOPIOCTLCH  KOAIP  BLA wolte-ueproioro a0 | Bianoninac

2 OPAUTKCBO-HEPRAHOTO,
Identification
Pantoprazole sodium In the Assay, the principal peak v the chronwtogram | Complies
sesquibydrate obtained with test solution has the same retention
time as (be principal peak in the chromatogram
obtained with standard solution. AL
Ferrie oxide yellow After ammonium  thjocyanae solation adding, a | Complies NN
brown-red colour appears.
e : PPeiss L BN Y
Titanium dioxide A yellow red to orange-red colour appears, Complies il T
- —— % : - - i s 1ot s <t s e e sy SR | -.*.-~~-—--~-lnmwnqnﬁ'. Ve
ONHOPYIHICTH AOB0BAHIEN AV L= 15,0) R Ko/ 2007 '}a_:mH
s /
OHHIL i S
3 » CEFTVOIATI / .
Uniformity of dosisge units AV LTI 71507 ; T
P ; e
Posnaianna ; HE QRIS AT HROTATOM LB
120 xn
Dydennnii posann pl1 6,8« nesiin pesnaaarics
tpararom ne Gusniue i 60 Xi 1 ox 20 eex
4

Disinlegration

I OUM TICE none tehlet shoudd disinterate in | Complies
120 nisntes.

I buffer solution pHo 6.8 el tibles should |
S man 20 see

disintegraie i 60 minoies

b e
Page 1/1




Kusum FPhaim

TOBAPHCTRO 3 OEMEXEHOIO BIJTOBIIAALHICTIO
«KYCVM GAPM»

Byi. Cxpsibina, 54, M. Cymn, 40020,
ten.: (0542) 77 92 30, daxe: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua

Ko €PTIOY 33525927

Ma ni/n Haspa ananisy Cnewnixanis Pesynurates apanisy
Sr, No. Test name Specification Test result
Pozunsenus YV 0,IM posauni xuenont xjopucroponuesoi: ne | 0%
Gimbme 10 % iy 3agsneHol KieKoCTH maNTONpa-
3omy 3a 120 xB;
Y gocdardomy Gydepromy posunui pH 6,8 ne | 95 %
Menue 75 % (Q) Bif 3asBneHOT KiNLKOCTI ManTO-
5 npasony 3a 45 XB .
Dissolution In 0.IM hydrochloric acid: NMT [0 % of the | 0%
labeled claim of Pantoprazole in 120 miu;
In pH 6.8 phosphate buffer solution: NL.T 75 % (Q) | 95 %
of the labeled claim of Pantoprazole in 45 min
Cynponiuni goMilmku Cyoposinni gomiiuxs D i F: ne Ginsme 0,50 % He pusneso
Hawnvoripasory cyrposinua nominia A
ne 6inpwe 0,50 % 0,174 %
Hanrronpasony cynposinna pominka B:
#e Ginvme 0,30 % tle BuaBicno
ByaL-ska IHIA OAHHHY A JOMILKA:
6 e dinpe 0,20 % Hieie pisms BH3HATENRHS
Cyma noMiniox — He 6inswe 1,0 % 0,174 %
Related substances Related compounds D and It NMT 0.50 %. ND
Pantoprazole related compound A: NMT 0.50 %, 0.174 %
Pantoprazole related compound B NMT 0.30 %. ND
Any other individual 1mpuuly NMT 0.20 %%. BDL
Total unpurities: NMT 1.0 %, 0.174 %
Kinnkicue susnavcHis Bin 38,0 mr no 42.0 mr o 40,05 ar
(95 % - 105 %% gia saannenof XisLrocT) (100,1 %)
g ¢
! Assay 38.0mg to42.0myg 40.05 mg
(95 % - 105% of the label claim). (100.1 %)
MixpoGionorina nycrora Jaranena  KIABKICTE  acpoOHIN  MIKpOOpranizin
(TAMC) - ne Ginpine 107 K¥Qrr < 30 KVOir
araapa KRLKICTL  APUGUKOBRN | PAicenesny
puGin (TYMC) - ne Gimmne W7 KYO/r < 10 KYOnr
Bincyrnicrs Escherichio coli 3 4y npenapaty Biacytns
g Microbiological purity Towl acrobic microbjal count (TAMC):
NMT 107 CFlLYg < 50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 107 CFUig < 10 CEUY
Escherichia coli must be absent per 1 g Absent
BRCHGBOK / CONCLUSION f,.;'}
g 142
FTPROAYST BHIOTORACHO, YIAKOBALO T VPOMIAIIOBAHO SUHO 3 RELOFAIT DOCS HES /1\0) < DN
The product is manufactured, packed and analyzed as per requiremaenis of Regisir 7 « AEADALPM \

[iinposinee crawaapras ra spaorase GMP.
[t complies with GMP standards and requirements. Certificare No. 08072
Aineaig 4a spoliiTRo MIKaPCLIHN 3ac00i8: Cepin AB KN 'WZ\;(
[Licence for medical products production:

FRAQATETIS

U l).L»

Cleprndiea

yateh AR No.

CrioporPage Neo 2ol d
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= TOBAPHCTBO 3 OBMEXKEHOIO BIJHOBIXAJIBHICTIO

&, «KYCYM GAPM»
Lusiern Phaw nyn, Cxpabina, 54, M. Cymu, 40020,

Ten: (0542) 77 92 30, daxe: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www. kusum.ua
Kox C€APIIOY 33525927

Llin nireepiory1o, wo nei supoGimui cranil ans il copii roTosol npoayKui Gy 3aiicHeni © NOBHIN DIANOBIMIOCTI 3 BIROTAMIS, SU3HAUCIIMH b Uil
nacranosi 3 GMP, sataepsokenili MinicTepeTBoM oXoponH 310pos's Ykpaiiu, i 3 nuMOrasi peccTpatifiioro 40che KpatHy NPHIHAYEHHS.

I hereby certify that all the manufacturing stages of this batch of finished product have been carricd out in full compliance with the GMF requirements of the
Ministry of health of Ukmine and with the requirements of the Marketing Authorisation file of the destination country,

«LHEADAPH
JT
Lpesstadinagitiani
ror 20075801
09
CEPYHDIKATIS

W
AN S,
>‘§ Oy

.
NN

by

Xinik-aHasriK 3ae.
Analytical Chemist  |7((¢

Aaboparopicio BES
b In-charge

IHanne/Signature:

HaraDare:
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CERTIFICATE OF ¢

CEPTHMMIKAT KA‘*?E‘C’I‘BA

Hassanie ipoysn: 3OMOUEH T

" rabaerk, BRPHTE 0G0nonKow,. mmmuupommlm 1o A0 e N 30 (wx 3) y Gaier r(.p'm

Name of produet: ZOLOPAN I enterie eoated tablets 40 mg No. 30(10x3) in blisters
: ]?u.._'.fﬁ'_ ;

: '_?i’fﬁl)?/}\i

cpun: /£ Bate

ize: 1 000 008 Tabn./ tabi.‘

,Cﬁfpm: Ney

) yiacosoi: £ Number of packs: 33 333

Mavva n nrrmmmm. /! Mfg tl‘itc’ 03.2015

comoeri: £ Bxp. date; 02,2018

uummmv. emummmm 2O N!. U f\f‘)}il H)L’()I jltplulﬂyc*r 710 30.05.2019

Ko 'l';fﬁ

lapasera ffilié![ut[ﬁil{,&ifli’lﬁ PesyanTarh
Sr. Mo, Tests . Spacifications ‘ Observations
| Omcarne Obwisunie aposkonsinyiiue  mbaerin, | CooTnercrayer
HORPECTLIE 0B0NOH KO SIEFTOTO LBETA.
Deseription Yellow,; oval,-blconvex enteric coaled tablets. | Complies
2 Hagrruduranes Bpesena viSmKamalim 0CHOBIOM THxa i | Coovuercrayer
EPOMATOFPAMMAR HSHLIPOM020 Pacmeopa |
JACmanpa  cpasneing,  DOIYHEHIMX I
KONMUUCCTHEHHOM  QUPEACHENI,  AOMKHbLL
CORTARATS.
HKeiaesg orcw) aneanbil Tlpu  pofapiciny  Pacrsopa  aMMona | COOTHETCTIYRY |
THORHARLTY (jﬁ]:verxyc‘rm KOPAMHEHO-KPACHOC
[)KPZHI.IHISELIH'W ]JElU'!‘Bl,)]}‘iI.
Twmana Quokcud OBpasycres HBeT 0T Kero-kpacuoro go | Coorseretyer
QPAIBEKENO~ KPACHTD,
Identification In the Assay, the principal peak in the | Complies
chromatogrom obiained with fest solution has
the same retention time as the principal peak
in the eheomatogram obtained with standard
solution.
Ferrie oxide yellow CAfter  amynonivm thipeyanate  solution | Complies.
adding, a brown-red colour appears. '
A Titgeinn divxide LA yellow red to arange ted color appears, Complies
3 ()Jmopcmmx'n. Ju)*npmwnn,aa AV < 1) (L1 = 15,00 L =87
SHHHNL
¢ Uniformity of dosage unils AV =Isey 1= 87
4 Pacnapaesoern:
0,1 MHCI e 0K Paciaarbet 1 reyeIe Coorpererayer
120 Mmun,
Bygeprrii pacriop pi 6,8 Jloamm pacnacrbes 8 Tewenne ne Gosee
- ’ ues 00 MuH. GUNMIONLEED
Bisintegrabion: oot
In 0.4M HC No tblets should disintegraie in m‘;&gﬁ.’;&?quam
120 min. DiAkly
[ pI1-6.8 bufter All should disintegrate in NMT 60 minutes.
FPI39715 Crpanuiga Ne: | as 2

PageNo.: 1 of 2
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Nen/n Mapamerp Cuemduicanns PeryanLTarne
Sr. N, | Tests Specifications Observations
5 Pacreopeune:
0,0 M HCI He Boaee 10 % 3a 120 mun. 0,3 %
Bythepusiii pacruop pH 6,8 He mevee 75% (Q) 3a 45 mun. 95,8 %
Dissolution;
I 0. EM:HCL: NMT 10.%.3n 120.min, 0:3 %
InpH 6.8 buffer CNLE 5% (Q) in 45 ﬂmtutm 95.8%
6 Conyrerayionse iipusecn Hp Gonyere: 0.183 %
Kok goH neienvahuUMPOBANIIOH LpUMech
- M Bonee 0,5.% 0,305 %
Cynma npimecedi— we Gosee 1,0 %
Related-substances Any single impurity: NMT 0.5 %. 183 %
_ o Total of impurities: NMT 1.0%, 0.305 %
57 Roswecrnennor onpenenenne: | Or 38,0 sirab. ao 42,0 mrirab. A031 srfrab.
| radnerra, nosphTas (93 % - 105 %) . | (100,78 %)
obBaoukoli,
KU HOPACTHOPHMAL,
cogepicny 40 pr fanronpasoaa
Assay: Bieh enteric coated 380 meiab, 0 42.0 mpfab. | A031 mgitab.
tablet containg 40 myg of {95 % -~ 105%). (100,78 %)
Pantoprazole
8 Oftee MHCHO Addu6x
Mukpoopranamos (TAMC) - 1e Gonee 107 Menee 50 KOE,
OBnIEe YUCHY KPOIRLBLIN 1
miecHenLs rpudon (TYMC) ne Gonee 107, menee 10 KOE,
Orcyrersie Escherichia colin | e AOUYCKARTCS Hameme & (r, Lscherichio-doli — oreyrorsyer
| rnpemapara, o by,
Microbiological purity: NMT 10° CF U, “50 CFUZg.
Fatal bucteria perg NMT 107 CFU/e, <10 CEUA,
f otal Iiliag? per.g Must be absent per | g, Lscherichia coliis absent per
Eschetichia coli per g " v L ———— |
EM{‘J]IOLS KHHE: ¢ {ORAEL ¥ APGTECTRPOBAN B COOTRETCTBIN ¢ TPCOORUHUNMEL perHer

CBIASTEELCTH (J“L
CONCLUSTON: 1;

with GMP standard@and requi

Jhoenana na n;)mﬁ‘ ATCTHO JICRAIET B LY .x; wers: Cepnn AD Ne 598054
Licence for medicalpgodugisprodustioni: Batch AB No. 598034
N wﬁ\msa w%z{m}/{/

e .
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Xuwmc-aiammmys: | Jas. naboparapuei OKK: | Hawamenak OKIG:
Amlyst: & f,}ﬁém in charge of QC lab.: QC Head:

5/ }_\l \\Jﬁ = ol j\\ g’f - P o

Mvar N el J.La’rz-:: § h o ;:6*‘»-'\"* ‘ Hara:
Datg ACER /5 pwe 2 9% |pwe  200€ 4%
FPA9715

a7 Py 0% 66 17

\ 'rjk\ackcd and analyzed as per Registration Certificate ree
fgute No. 0672014/SAUMPIGMEP
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