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Ha3na nponyxry: 30JI0TIEHT?®, ra6netxa, xpuri obononxow, KHLUIKOBOPO3IUHHI
Name of product: ZOLOPANTS, enteric coated tablets
.Cnaa nii: Tasrronpasoay Ratpito cecxniriapar, exsisanenrno nanronpasony —40,0 ur
, Strength: Pantopmzole sodium sesquihydrate equivalent to pantoprazole — 40, (1% mg
Cepln Ne:/ Batch No.: SZA1002 | Poamip yniaxonku / Package size:  Ne30 (10x3)
Peccrp. Mo/ ARNo.: FP/O181/21 Tun ynaxosiit / Pack type: Bmiovep / Blister
Po3mip cepll/ Batch size: 1 000 000 ra6/tab. | JiaTa Buvoyosnenus / Mfg, date: 02:2021
Kin-rs ynakonox / No. of packs: 33333 Tepmiu ipunaritocti/ Exp. date:  01:2024
Kpains /| Market: UKR
Peccrpaiiiue nocsimennx Ne: N TepMin aii HeobMexennit
Registration Certificate No.; __ UA/9814/01/01 unlimited vaidity
New/n Hazsa apsnisy Cllelul(ihmuk Pesyanvaru.ananby
Sr. No. Test name §pecmuﬁon Test result
Oninc Osamsi nsoonyiii Tabnersy, sxputi ‘oGonoiikoro | Bianosidae
: pirvoro soop)
Description. Yellow; oval; biconvex entefic coated tablets Complics
Inertrudiicania
Tdnmionpasory xampiro ‘Bianosiiae
Céckﬂbﬁpbm
Fanisa okcud Hovemisii Tipn nmumu podmny. aMonii ‘niozuamy Bianosinae
mmm xOpirunsho-4épsone  sabapaneimin
Tumany dioxcud Ympnerwn mip Bia. womrto-sepsosoro: zo | Bianosizae
2 ©B0- OHO
Identification
Pantoprazole sodium Complies
sesquihydrate
Ferric'oxide yellow | Complies
Titafiium dioxide A Complies
OmmopiauitTs A0soRARNX 54
3 ORHHANL
[ Uniformity of dosage:units AVSLL(L) =150) ‘ 54
Pornagauns 0,1M HCl — ne nosunni posnanatica npoTarom | Bianosigac
1205
- Byephiui poa-um pH 6,8 — nosHANi PosnamaTiica
) ‘ npotirom se Gisswue: mx 60:x8 16 x8.35.cex
’ 4 | Disintegration - In 9. IM HCI: none tablet should disintegrate:in 120 | Complies
minuies; ’
In buffer sofution pH 68: all tablets should
disintgrate in 60 minutes, 16 min 35 sec
FP/0181/21 Crop./Page Ne: 1 3/of 3
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TOB «Kycym @apm» anm Ykpaina, 40020, m.Cymu, gyn. Cxpabina, 54
Vipaina, 02092, u.Knle, CEPTH®IKATIB Ten.: +38(0542) 77-46-10, dhaxc: 77-46-11
BYN. ANMATHHCEKA, 58 \ - e-mail: info@kusumpharm.com
Ten: +38(044) 495.82-88, daxc: 3 Kusim Pharm R
Nen/n Ha3pa aianizy Cnenudicauis PesyabTaTH ananisy
Sr. No. Test name Specification Test result
Po3YAHCHHS Y 0,IM pomw KHCHOTH xnopucrosonﬂcw e [ 0%
bimme 10 % sin sassnenol xinbkocTi nasTonpa-
3oy 3a 120 xs;

Y docdarnony 6yd)epnouy poaqmn pH 68: ue | 96%
mesume 75 % (Q) sin 3agBneHol KINBKOCTI MaHTO-
5 npasony 3a 45 xs

Dissolution In 0.1M hydrochloric gcid: NMT 10 % of the la- { 0%
beléd claim of Pantoprazole in. 120 min;
Iir pH 6.8 phospliate buffer solution: NLT 75 % (Q) | 96 %
of the labeled claim of Pantoprazole in 45 min

CynposinHi aomiwks Cynposinsi nosiunc D i F: e Gimsue 0,50 % Huxcue pisia siHadcHus
MNastonpasony cynposiana nomimxa A:
m&mme 0,50 % Hipiye pisng BisHavers
/ cynposizxa aomiuxa B: ,
e, EmsmeﬂBO % B He sudnneno
Bya-axa inma onpuununa gomitika; He Ginsme _
6 0,20% o Hinkye pinny BHaHatCHHA
i Cywma nominiox —~ e Ginsie 1,0 %. Hipacie piBia Bu3Hascysn
Related subistances Rchtedootmoundsbmdl?‘ NMTOSO% BDL
; BDL
Anyolber i wdxﬁlnnpmty NM.TO.ZO%. BDL
Total nmm.m1 0% BDL
KinpxicHe BHIHRYCHHS ‘ 39,43 mr
(B8.6%)
7 Assay 3943 mg
98.6%)
MixpoGionoriuta unctora |
<50 KYO/r
. : < 10 KVO/r
, Bmcymim ‘Exchericliia coli®lr npenspary ] Buqy-tm
8 | Microbiologioal purity Total acrobic microbial count (TAMC):
NMT 1 MGFUIg < 50.CFU/g
Total-¢oinbined yeasts and riioulds count: (TYMC):
NMT 16* CFU/g <10 CFU/g
_ o ‘ Eschekizhia-colf rvist be abgent pet 1 g Absent
BACHOBOK: / CONCLUSION: "

Tiponyxy. BUTOTORICHO, YHAKOBAHO Ta APOAHARIZORANO ArinH0-3 BHMOTAMY PEECTPALIANOTO BOGHIICHED,
The product is manufactored; ‘packed and’ analyud 88 per requirements of Registration Certificate.

Bizmosinse cTanpapram 78 sibuoram GMP. Ceprugixar M 009/2020/GMP-

Tt comnplies with GMP stindards and requireménts, Certificate No. 009/2020/GMP

)hnemxg;«anupo&m nixaperxnx i8coGin: Cepin AR Ns 598054

Licence for medical products production: Batch AB No. 598054

'FP/0181/21 Crop./Page.Ne: 2 3/0f 3
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Byl AJIMaTABCLKR, 58

TOB «Kycym Dapm»

Vkpaina, 40020, m.Cymn, yn. Cxpabia, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11
¢-mail: info@kusumpharm.com

www. kusum.ua

Lo 3aceiiiyto, nio sasencHs syme indopMauiac IOCTOBIPHOI Ta Touwoio. Lo eepiie npoaykuil Symo supobneno (mxtiouatoun NAKYBARHA/MAPKYRAHNA) T3
NpOBEAEKO KOKTPONL Ti SKOCTH Ha BHieIasHANCHiIN Ainsmiui-y rosuil sianosinuocyi S suMoramm GMP, RCTRHOBIEHHMH MicuChi pclynampunu Opranos, a

TAKOX' nlnnowuw a0 cneundikauifi, wo MicTaTMCA y peccTpauifinomy zpche 260 mpronn AlucHsil kpalun-sipobunks 860 kpilun-MAOPTERa, AKWO
upogyiuiy irifioprosiio, abo y focre eneupdixaniii na npenapaT IR JocHinKySAHON Aikapckkoro 3scaby, TipoToxom sHPOSHILTES, NAKYRRHHR TA anAliik

6yno nepernamyTo Ta scTanoRnNeH0 BianosimHicrs GMP.

1 hereby confirm that the above mentioned information is authentic and accufate. Thiis baich of the product was masiufactired (including packing/maiking) and
its quality control was perlormed at the sit mentioned above in full concordance with the-requirements of GMP imposed: by focal mgulnuy authority as well a5

according o the

ifications. included in the registintion: dossier'or the.trade licence of a: mianufactifer .couiilry or lmponmg “country-if the product was

imported, or in the dossier of product specifications for the examined drug product. Thie protocols ormnuﬁwming. packing and anhlyses were reviewed | and

approved in complying with GMP.

uik-asaniTa | Bdb. naboparopicio BKS | Hadankuuk BKS Vriosrogakeka ocoba
Analyuell Chemist [ QC Lab In-chargé QC Héad Qualified Person
TM’a/Name: . t?/ééowma- ’bf)_uaw 5 ?Oﬂm %“‘\"b’ - %gnw»éﬁ i ;«f /
Tligauc/Sighature: / 7’:‘. rred —D"\w B , %&axud‘/
Pata/Daes 29fosfa, | wgfoslu a\d\n  (gr/or
FP/0181/21
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TOB «Kycym @apm»

Yipaina, 40020, s.Cymn, syn. CxpsGina, 54
Ten.: +38(0542) T7-46-10, dawc: 77-46-11
e-mail: info@kusumpharm.com

www kusum.ua

CEPTHQIKAT SKOCTI
CERTIFICATE OF QUALITY

Hasra npogyxry:

3OHOI'IEHT“, TabneTxn, BXpHTI 00on0HKOIO, KKIFKOBOPO3YHHHI

Name of product; ZOLOPANT®, enteric coated tablets
Cuna pit: TTaHTONpasoiy HATPHO CECKBIFi/PaT, EXBIBANCHTHO antonpasony 40,0 ur
Strength: Pantoprazole sodinm sesquihydrate equivalent 1o pamoprazole —40.0 mg
Cepisa Ne / Batch No.: SZA1003 Posmip ynaxosku / Package size:  Ne30 (10x3)
Peecrp. Mo/ A.R.No.: FP/0184/21 | Trn ynakoskH / Pack type: Buicrep /‘Blister
Po3smip cepii / Batch size: 11 000 000 Tab/tab | JiaTa enroTesmenna / Mfg. date:  02.2021
Kin-To ynakosok / No. of packs: 33333 Tepmin npagatuocti/ Exp. date:  01.2024
Kpaina / Market; ‘UKR
Peccrpauiiine nocsiguenng Ne: oy S TepMiH Jii neoGMexcHuH
Registration Certificate No,: ___ UA/9814/01/01 unlimited validity
Nen/n Ha3ssa ananhy Cueundixauis Pe3yasTaT auanizy
.Sr. No. Test name Specification Test result
Onnuc Osanvhi asoonyir tafnerxs, sxputi oSosmoukow | Bianosinae
1 HKOBTOTO KOMLOPY
Description Yellow, oval, biconvex enteric coated tablets Coriwplies
Inerrudikania T
Alanmonpazony nampiro YacH  yIpuMyBaHHA ~ OCHOBHOrO mMixa  #a | Biamosinae
ceckaizidpam xpoumorpamax BHMPOGORYBAHOTO POSUHHY |
PO3UHRY NODIRHAHHA, OTPHMAIHX OPH KiAbKiCHOMY
, ‘BH3HAYEHHE, IORRNAI A6IPEATHCA.
3aniza oxecud acosmuii Hpy nopasaymi posmmy amomiio Tiowjanary | Binnosizae
YTBODHCTHCH  KOPHWYHEBO-uEPBOHE  3abapmieuns
Tumany diokcud Vreoproerses  koip Bil  XoBTO-uepBOoHOré 1o | Bimnoeidae
2 OPAIDKERO-HEPROHOTO,
Identification )
Pantoprazole sodium In the Assay, the principal peak in the chromatogram | Complies
sesquihiydrate obtained with fest solution has the same retention
time- as the principal - peak in the chromatogram
obiained with standard solution,
Ferric oxide yellow After ammonium thioeyanate solution adding, a | Complies
brown-red colour appears.
Titanium dioxide A yellow red to orangie-réd colour appears, Complies
QOnHopiagicTs Zo30BatHX AVZLI(L1=150) 6,7
3 OAHHHIL
Uniformity of dosage umits AV<LI(L1=150) 6.7
Posnanauus 0,iM HCl - ne nosurui poanagartcs npoTarom | -Bianosinae
120 X6
Bydiepumit posuun pH 6.8 ~ foBmsni polnanatucy
. ApOTAroM. He Binbuie. Hix 60 X8 16 x& 43 cex
N Disintegration In 0.1IM HCL none tablet should disintegrate in 120° Complies
mingtes. )
In buffer solution pH 6.8: all tablets should
disintegrate in 60 minutes, 16 min 43 sec
FP/0184/21 Crop/Page X | ;3/of 3
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Yxpaina, 02092, ».K+His,
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an
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Ten.: +38(0542) 77-46-10, dawc: 77-46-11
e-mait: info@kusumpharm.com

www.kusum.ua

Ne o/ Hazsa ananizy Crensdikauia PesynsTaTi anaaisy
Sr. No. Test name Specification Test result
Posunsenns Y 0,IM posunHi KHCIOTH XJOPHCTOEGAHEBOT: He | 0 %
Sinpwe 10 % Bix samBneno! xinbxocT nasTonpa-
3ony 3a 120 x&;
Y ‘dociatronmy Gydepromy posuuni pH 6,8: ne | 97 %
_ menwe 75 % (Q) sig 3asmacuoi ximskocrd nauTo-
S npasony 3a 45 XB
Dissolution In 0.IM hydrochloric acid: NMT 10 % of the la- | 0%
beled claim of Pantoprazole in 120 min;
In pH 6.8 phosphate buffer-solution: NLT 75 % (Q) | 97 %
of the labeled claim.of Pantoprazole in 45 min
Cynpoeiani aoMiurs Cynposiani nomimxy D i F: ne Giasue 0,50 % Hipide pisis sronayeHis
[lanTonpazony cynposinua JoMimxa A:
#e Ginnme 0,50 % 0,114 %
Tasronpazony cynposiaua aomiwxka B:
He Ginsie 0,30.% He susssero
Byns-axa iwa onuuiana gomiuka: ve Sinsme
5 020% Hiticre pibra BisHaveHnn
Cyma poMiwox ~ se Ginsnse 1,0 % 0,114 %
Related substances Related compounds D and F: NMT 0.50 %. BDL
Pantoprazole related compound A: NMT 0.50 %. 0.114%
Pantoprazole related compound B: NMT 0.30 %. ND
Any other individual impurity: NMT 0.20 %. BDL
Total impurities: NMT 1.0%. 0.114 %
Kinbxicue susHavenss Bin 38,0 Mr 10 42,0 Mr 3878 mr
(95 % ~ 105 % Bia 32sRncH0T xinsxocTi) (97,0 %)
LA § - BOmgw0d20mg 3878 mg
{95.% — 105% of the label claiim). (97.0 %)
MikpoGionorira uycroTa 3aransna kinbKicTs acpobnmx  Mikpoopranismis
{TAMC) —ne Ginse 10 KYO/r <S0KYOQ/r
3aransHa xinbKicTh APIRIKOBMX [ IUTiceHesux _
1pHbis (TYMC}) — ne Gimpue 102 KYO/r < 10 KYO/r
Bincyrnicrs Escherichia coli s | T npenapaty Bincyrns
8 Microbiological purity Total aerobic miicrobial count {TAMO):
NMT 10*CFU/g S <30 CFU/g
Total combined yeasts and mouids count (TYMC):
NMT 102 CFU/g < 10 CFU/g
Escherichia coli must be absent per 1 g Absent

BHCHOBOK: / CONCLUSION:

Mponyxkr suroTosacHo, ynakosaso 1a 'npoa_aa.ngsosago.srig_ae_s-nmomgy_.p;ce_mpmsjﬁ_ﬂqro TIOCBINYEHHS,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crangapram T BuMoras GMP,

It complies with GMP standards and requireinents,
Jlinewsia K2 BUpOGHHUTEG MiKAPCHKHK 3ac06in:
Licence for medical products prodtiction:”

Cepradixat Ne 009/2020/GMP
Certificate No. 009/2020/GMP
Cepla AB N 598054

Batch AB No. 598054

FP/0184/21

Crop./Page Ne: 2 3/of 3
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TOB «Kycym Bapy» L Yipaina, 40020, s.Cymn, syn. CipaGina, 34
Yipaina, 02092, u.Kuis, CEPTH®IKATIE Tesn.: +38(0542) 77-46-10, daxc: 77-46-11
BYJL. AJIMATHHCbKY, 58 o~ c-mail; info@kusumpharm.com
Ten.: +38(044) 495-82-88, dakc: 407gDA4 Pt 5 Hin .7) harin wworkusum.ua

st 1 3aceinyyio, mo sasenena smue indopuagia € ICCTORIPHOI Ta Toukolo. Llio cepiio NpoXyKuUiT Y0 BUPOBALHA (BXIIONAIONH TAKYBARHA/MAPKYBAHHA) T2
NpOBENCHO XOHTPOM Ti 9XOCTI Ha BHILCIAIHANCHIT TINBHHNI ¥ NOBHIH DLAMOBIANOCTE % BHMOTAMIL GMP, scranosieHHMH MICIeBHM PETyIATOPHRM opranoM, a
TBKOX Biamosiane o cucumdixauih, wo micTrreca y peceTpenitinory apcee abo Toprobifl siucinii kpainn-Bupobinka aBo KpaTHK:iMITOPTepa, RKLO
Tponyxuilo iMpopToBans, abo y nocke cnemidixauii na Mpeiapat Vs ROCIiAAKYBAHOTO AIKEPCHKOro 3acoly, [1poTokomm BUPOSKUIITEA, NEKYBRHHE T3 AHATISIH
Byno mepernsHyTo Ta BOTAHORNEHO Kinnosimiicts GMP.

T hereby confiam that the above mentioned information is authentic and accurate. This batch of the product was marniu factured (including packing/marking) and

its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory suthornity as well as
according to the specifications included in the registration dossier or Ihe trade licence of a manufacturer country or importing -country if the product was
imporied, or in the dossier of product specificitions for the examined drug produet. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP,

Ximix-ananituk /3as. nabopatopiero BKSI | Havansnux BKA Vnossoeaskena ocoba
Analytical Chemist £ QC Lab Int-charge QC Head Qualified Person "

Iv’s/Name: : ’J@OWVE'AQ o, gilfﬁ?fa_@m j‘f} ) pﬁpfrﬂ %Vﬁll Q%&(Cw,,{éé’ e ("&i' i
Hamsis Z Sk Y i
Jata/Date: TGO fedy aJéf::é Y : ;_;8\ 3 l2l A¢ éf 3 /:2 7 /

FP/0184/21 Crop./Page Mo: 3 3/of 3
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TOB «Kycym @apyy

Ypaina, 40020, m.Cymn, sys. Cipsidina, 54
Ten.: +38{0542) 77-46-10, gaxe: 77-46-11
e-mail: plant{@kusum.ua

www. kusunm.ua

Ne n/m Hazpa ananizy Crnenndixanin PesyasTaTH ananizy
Sr. No. Test name Specification Test result
Po3yHHCHHA Y 0,IM pozunni kueaoth Xnopucrosoaesol: He | 0.%
Ginwure 10 % Bin 3aaBseHoT XinkXOCTI naHTonpa-
sony 3a 120 xs;
V docharnomy Gydepromy pozunni pH 6,8: ne | 99 %
menme 75 % (Q) mi 308B1eHOT KiNLKOCTI MARTO-
5 npazony 3a 45 xs
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) | 99 %
of the labeled claim of Pantoprazole in 45 min
Cynposiaui poMimke Cynponiani aomiwkn D 1 F: e 6insue 0,50 % Hipicie piBHa BH3BAYCHHA
[ManTonpasony cynpoeiana nominika A: _
e Ginswe 0,50 % 0,117%
[anTonpazony cynposiana nomiuxa B:
He Binsie 0,30 % He suasneno
Byab-axa iNiua OAHHHIHA JOMIWKA:
6 ie Ginswe 0,20 % Hipxue piiig BH3HANCHHA
Cyma aomimox — ie Ginsure 1,0 % 0,117 %
Related substances Related compounds D and F: NMT 0.50 %. BDL
Pantoprazole related compound A: NMT 0.50.%. 0117 %
Pantoprazolé related compound B: NMT 0.30 %. ND
Any other individual impurity: NMT 0.20 %. BDL
Total impurities: NMT 1.0 %, 0117 %
Kinbkicig susHaucunn . Bin 38,0 »r no 42,0 mr 39,33 Mr
(95 % — 105 % i 3asBncHOl KiNLKOCTI) (98,3 %)
L Assay 38.0mgto42.0 mg 3933 mg
(95 % — 105% of the label claim). (98.3 %)
MixpoGionorivua uncToTa BaranbHa  KinbxicTh acpobuux  mMikpoopraHizmip
{TAMC) - ne 6imeme 10° KYO/r <50 KYO/r
3aransHa KiTBKICTh APDKIDKOBHX | muiccHEBHX _
rpubiz (TYMC) - ne Ginsme 102 KYO/r < 10 KYO/r
Bigcyrsicrs Escherichia coli B 1 T npenapary Bincyrns
- 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/g
Escherichia coli must be absent per 1-g Absent

BHCHOBOK: / CONCLUSION:

IpoayXT BUTOTOBACHO, YNAKDBAHO T4 NPOAKANIZOBAN0 3TI/IN0 3 BIMOTaMH PEECTPALIIHHOIO NOCBIAYCHNA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Binnosinae cranaapram ta snmoram GMP.
It complies with GMP standards and requirements.

Jliuewnsia Ha supobuNUTBO NikapcLkHx 3acoBin:
Licence for medical products production:

Ceprudixar Ne 009/2020/GMP
Certificate No. 009/2020/GMP
Cepin AB Ne 598054
Batch AB No. 598054

FP/0311/22
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Kuincnka dhinin [ s TOB «Kycym Dapy»
TOB «Kycym Dapan e Yepaiia, 40020, ».Cymn, pya, Cepsding, 54

CEPTHOIKATD Ten.: +38(0542) 77-46-10, paxe: 77-46-11
e-mail: plant@@kusum.ua

wywaw Kusiim.us

Yipaina, 02092, s Kuin,
BYJL. AAMArinenKd, 58
Ten.:-+38(044) 495-82-88, daxe: 493

r

Lbist nimTRepkyIo, Wo nei mupobimni cToRil ana nieh cepii rotorol nponykuii Bymy apificneni B NoBNill BIANOBIANOCTI 3 BHMOTAMH, JAIHAYCHIMN B unnnifi
HacTanoni 3 GMP, samsepioneniii Minicrepersom oxoponn spopos’s Yrpainit, | & BHMOTaMI PECCTPAIifiNOTO NOCKE KPaTki NPHIHAYEHHA.

] hereby certify 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 bealth of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

i

i
i
. Ximik-ananitur 3an. nabopatopieio BKA |/Hauansnuk BKA Ynosnosaxena ocoba
Analytical Chemist | QC Lab In-charge T QC Head Qualified Person
i MI»QJ& Curompcla 7 Jr | Epreonesnien THA0Y
iannc/Si : ,/ P , ~ Cag :
Hinnnc/Signature / M B,z cuies N '( e 3 :
== B aITeEn | 5\
Hara/Date: 23 ()S‘/?/L-. 23ivEi2, " -?);"Gf?{& ﬁhﬂfqiff |7
¥ Fi T

FP/0311/22
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CEPTH®IKAT AKOCT]
CERTIFICATE OF QUALI

Ha3ga npoaykry:
Name of product:

30JIOTTEHT®, Tabnerky, BKpHT 660N0HKOI0, KHIKOBOPOIUMHHI
ZOLOPANT®, enteric coated tablets ]

Cuna uii:

TTanTonpajony HATPiO CECKBITIAPAT, EKBIBANCHTHO AAHTONPAIOTY — 40,0 Mr

Strength: Pantoprazole sodium scsquihydrate equivalent to pantoprazole —40.0 mg
Cepin Ne / Batch No.: SZA2008 ‘Poamip ynaxoBkn / Package size:  Ne30 (10x3)
Pecerp. Ne/ A.R.No.: FP/0311/22 Tun ynakoBkH / Pack type: Bnicrep / Blister
Poamip cepii/ Batch size: 1 000 000 Ta6/tab | Jara paroTonnenusn / Mfg. date: 04,2022

Kin-Te ynaxosox / No. of packs: 33 333 Tepmin npuaarnocti / Exp, date: 03,2025

Kpaina / Market: UKR

Peccrpauiiine nocsigenns Ne:

UA/9814/01/01 TEpMiH AlT HeoBMexcHnil

Registration Certificate No.:

unlimited validity

Ne n/n Haszna anamiay Cneundikauin PezynsTaTh ananiszy
Sr, No. Test name Specification Test result
Onue Osansi asoonyrni Tabnerku, skpuTi oGononxowo | Bimsoninae
| KOBTOTO KOhOPY
Description Yellow, oval, hiconvex enteric coated tablets Complies
Inentudrikania
Tlantonpasony natpito Yacy  yTpHMYDBAHIA  OCHODHOTO nika  ma.| Binnonipae
cecksirinpar XpoMarorpamMax  BHNpOGOBYBAHOIO  PO3UHHY i
POBMNY [IOPIBHAHILS, OTPHMAHHX NPH KinbKIiCHOMY
BH3NAYCHHI, noBnHni 36iraThea,
3aniza okeia sxopTHil TMpu nmopasawki posumyy amomilo  Tiouiawaty | Bianosinae
YTBOPIOETECA  KOpHHHeBO-lepaone  3afapeinenis
PO3MIHY.
THTaRY AIOKCH YIBOPIOEThGA XoMip B  3KobTo-ucpBoHOro Ao | Bianosinae
2 OPARKERO-YEPBOHOTO.
Identification
Pantoprazole sodium Inthe Assay, the principal peak in the chromatogram | Complies
sesquihydrate obtained with test solution has the ‘same retention
time as ihe principal peak in tlic chromatogram
“obtained with standard solution.
Ferric oxide yellow ‘After ammonium thiocyanate solution adding, a [ Complics
brown-red colour appears. B
Titanium dioxide A yellow red to orange-red colour appears. Complics
OnuopianicTs N030BARNX AV <Ll (L1=15,0) 6,1
3 ONNHHMILE
Uniformity of dosage units AV =L1{(L1=15,0) 6.1
Posnananis 0,IM HC] ~— ne nosusni posnanarncs nporarom | Biznosimae
120 x8
Bydepunit posuiin pH 6,8 — noBuHHI po3snaparHcs
npotarom He Ginsute Hix 60 xB A
% Disintegration In 0.1M HCI: none tablet should disintegraty
120 minutes. N/ H
In buffer solution pH 6.8: all tablets fheuld.|
disintegrate in 60 minutes. Il = [ g wisn 48-5e
W\ “8dIJH 1T
L i | I

N,

FP/0311/22
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Kusum Pharmm

TOB «Kycym ®apm»

Vxpaina, 40020, m.Cysn, Byn. Cxpsbina, 54
Tem.: +38(0542) 77-46-10, daxc: 77-46-11

c-mail: plant@kusum.ua
www.kusum.ua

Ne n/m Hazea ananisy Crenudixaiin PesyanTaTa ananisy
Sr. No. Test name Specification Test result
Posuynnenna Y 0,IM posunni xucnotn xnopucrosoaucsoi; se | 0%
Ginsme 10 % Bin 3agsmeHol KinbkocTi manTompa-
3oy 3a 120 xs;
VY tochatiomy Oydepromy posunni pH 6,8: ne | 98 %
Menme 75 % (Q) mia saseneHol KinkXoOCTI NaHTO-
5 npaszony 3a 45 xs
Dissolution In 0.1IM hydrochloric acid: NMT 10 % of the | 0%
labeled claim of Pantoprazole in 120 min;
In pH 6.8 phosphate buffer solution: NLT 75 % (Q) | 98 %
of the labeled claim of Pantoprazole in 45 min
Cyunporiani moMituxy Cynposiani nomimxu D i F: ne 6insme 0,50 % He usrncHO
IauTonpasony cynposifHa AoMilka A:
e Ginsme 0,50 % Hixue pinis BUSHAYCHAA
IMauronpasony cynposinsa gomiika B:
e 6inswe 0,30 % He suasneno
Byns-gxa iHIA OAMHAYHA AOMiLIKA:
6 He Gimsiue 0,20 % Hixuc piBHA BI3HAYCHHA
Cyma nomimox — se 6insine 1,0 % Huxye piBHs BU3HAYEHHS
Related substances Related compounds D and F: NMT 0.50 %, ND
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 %. BDL
KinbkicHe Bn3HaueHHs Bin 38,0 Mr 10 42,0 Mr 39,56 mr
(95 % — 105 % Big 3a4BAEHOT KibKOCTi) (98,9 %)
7 Assay 38.0mgto42.0 mg ' 39.56 mg
(95 % — 105% of the label claim). (98.9 %)
Mixkpo6ionoriuna uncrora 3aranpHa KinbkicTs acpoGHHUX MIKpOOpPranisMis
(TAMC) — ue 6insme 10° KYO/r <50 KYOrr
3aransHa KiNBKICTH APUKIKOBMX. 1 NITiCEHEBHMX
rpu6is (TYMC) — ne 6inswe 102 KYO/r < 10KYO/ir
Biacytnicts Escherichia coli B 1 r npenapary Bincyrns
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 colimust be absentper 1 g Absent
BUCHOBOK: / CONCLUSION:

FlposyxT BMrOTOB/IEHO, YITAKOBAHO Ta MPOAHATH30BAHO 3TiHO 3 BAMOraMH PEECTPaUifHOro NOCBiAYCHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae craunapram 1a Bumoram GMP.
It complies with GMP standards and requirements.

Ceprudikar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepin AB Ne 598054

Jlinensia Ha BupoGHuuTRO NiKapChKHX 32C00iB:
Licence for medical products production:

Batch AB No. 598054

FP/0963/22

Crop./Page Ne: 2 s/of 3
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Ten.: +38(044) 495-82-88, pare: 495-82-87

Kusum Pharm

TOB «Kycym dapw»

Yxpaina, 40020, m.Cymu, sya. Cxpatina, 54
Tesn.: +38(0542) 77-46-10, daxe: 77-46-11

e-mail: plant@kusum.ua
www.kusum.ua

CEPTH®OIKAT SKOCTI
CERTIFICATE OF QUALITY

Hassa npoayxry: 30JIOTIEHT®, TabneTky, BXpuTi 060A0OHKOI0, KMITIKOBOPOUYHHHI 110 40 M
Name of product: ZOLOPANT®, enteric coated tablets 40 mg
Cuaa aii: IanTonpasony HaTpiro cECKBiFiApaT, ckBiBaNCHTHO NaHTONpa3ony ~ 40,0 mr
Strength: Pantoprazole sodium sesquihydrate equivalent to pantoprazole — 40.0 mg
Cepin N/ Batch No.: SZA2017 Poamip ynaxosxn / Package size: N30 (10x3)
Pecerp, Ne/ AR.No.: FP/0963/22 Ton ynaxenksn / Pack type: Bnicrep / Blister
Poamip cepii/ Batch size: 1 000 000 tab/tab | JlaTa BuroToBienns / Mfg. date:  11.2022
Kin-Tes ynakosox / No. of packs: 33 333 Tepmin npunarnocri/ Exp. date:  10.2025
Kpaina / Market: UKR
Peccrpaniiine nocsinuenna Ne: TepMiH Ail HeoGMexenni
Registration Certificate No.: UA/9814/01/01 unlimited validity
Ne i/ Hazna apanisy Cnenundixanin Peaynwratn anaxizy
Sr. No, Test name Specification Test result
Onuc OpaibHi Asoonmyxni Tabnerky, Bkputi obononkoto | Binnosinac
1 WOBTOIO KONLOPY .
Description Yellow, oval, biconvex enteric coated tablets Complies
Incurudixauia
IManronpasony warpio Yacu  yTpuMyBaHHS  OCHOBHOro  nixa  Ha | Binnosinae
ceckairiapar XpoMaTorpaMax BHNpPOOOBYBAaHOrO  pO3YMHY i
PO3UNHY NOPIBHAHHA, OTPHMAHHMX NPY KiNBKiCHOMY
BU3HaY€HHI, TOBHHHI 306iraTucs.
3aniza oxcua xoBTHi Tlpn nonasausi pojuuHy amoHil0 Tioiawaty | Binnosinae
YTBODIOETHCS ~ KOPHYHEBO-UCPBOHE  3a0aprieHHs
po3umHy. :
Turauny aioxeun Vr1BopiocTsca Komp BiR KOBTO-yepBoHOro Ao | Bianosinae
2 OpAHKEBO-4CPBOHOTO.
Identification
Pantoprazole sodium In the Assay, the principal peak in the chromatogram | Complies
sesquihydrate obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with standard solution.
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
OAHOPIAMICTS AO30BAHUX AV <L1(L1=150) 4,7
3 OfMHHILL
Uniformity of dosage units AV <L1 (L1=15.0) 4.7
Po3napanna 0,1M HCI - ve nosunHi posmazaTvcs nporsroMm | Bianosinae
120 x8
Bydepunit posuus pH 6,8 — nosuuni po3nagatncs
nporarom He 6insiue nixk 60 x8 : 15 x8 21 cex
4 Disintegration In 0.IM HCL: none tablet should disintegrate in | Complies
120 minutes.
In buffer solution pH 6.8: all tablets should
disintegrate in 60 minutes. 15 min 21 sec

FP/0963/22

Crop./Page Ne: 1 3/0f 3
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Kuiscnra diain i g TOB «Kyeym Oapus»
TOB «Kycym ®apan Ykpaina, 40020, m.Cysu, syst. Cepsdina, 54
Vepatna, 02092, ». Kuis, Ten.: +38(0542) 77-46-10, daxc: 77-46-11
Byt Almarnacpra, 58

e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, daxc: 495-82-87 A{Mﬂm f /la/"m www.kusum.ua

Linm minrsepiiky1o, wio Bei BUpOSHMYi cTanii g uiei cepii rotosoi nponyxuii Byau aailicueni 8 nosniii BiANOBIAHOCT] 3 BUMOTAMH, 3A3HANCHHMH B “UHHIA
HaeTanosi 3 GMP, atsepaxeniit MinicrepeTaom OXODOHH 3I0pOB’A YXpainH, i 3 BAMOramMy peecTpauiffioro aocse KPATHH NIPH3HAYCHHS.

1 hereby certify 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,

Ximik-ananitax aB. siaboparopiero BKS | Hauannnux BKS VnosuosaxkeHna ocoba
Analytical Chemist [7QC Lab In-charge QC Head Qualified Person
3 . st ) < o H L /4 g A {:{" ‘
Im’s/Name: Thpi el |Crunercise TR i)(‘,qp-m Cumaly /@Ug? LEECEL L 5
IGianue/Si " v e () {/\/\\%V’ (?fi, Yy ;i‘-”v“ggf%f‘"?f
Tianuc/Signature: :\/fg{ {z’/ UG if\ / Flttrcereet: y.
SRS . - ?13 4 ,e! / 3 z?/:;
Iara/Date: LES 1 Sl Rlep 2L &C\ 12 l 72 A -é;/ Z /«’f{ :

FP/0963/22 Crop./Page Ne: 3 3/of 3
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TOB «Kycym Dapm» A::;:‘%B;??;fm Ykpaiua, 40020, M.Cymu, Byn. Ckpsabina, 54
Yipaina, 02092, m.Knis, cerri Ten.: +38(0542) 77-46-10, daxc: 77-46-11
BYN. AIMATHHCBKS, 58 EPTHOIKATID e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, dakc: 49 < Y77 .7) harm www.kusum.ua
S
CEPTH®IKAT AKOCTI

CERTIFICATE OF QUALITY

30JIOTIEHT®, rabnerin, Bkputi 060NMOHKOI0, KHIUKOBOPO34iHHI 110 40 M
ZOLOPANT®, enteric coated tablets 40 mg

Ha3sa npoayxry:
Name of product:

Cuna nif: Tauronpasony HaTpiio CECKBIriApaT, exsiraneHTNo nanronpasony — 40,0 mr
Strength: Pantoprazole sodium sesquihydrate equivalent to pantoprazole —40.0 mg
Cepin N/ Batch No.: SZA3011 Posmip ynakosin / Package size:  Ne30 (10x3)
Pecerp. Ne/ A.R.No.: FP/0488/23 Twun ynaxosxu / Pack type: Baicrep / Blister
Posmip cepii / Batch size: 1 000 000 Tab/tab | Jara surorosnennst/ Mig. date:  04.2023

Kin-1b ynaxosak / No, of packs: 33 333 Tepmin npunaraocri/ Exp. date:  03.2026

Kpaina / Market: UKR

Peecrpauifine nocsinyents No: UA/9814/01/01 TepMin aii Heobmexennit

Registration Certificate No.:

unlimited validity

Ne n/n Haapa ananisy Cneundikanis PesyawraTi anadisy
Sr. No. Test name Specification Test result
Onuc Osanbi asoonywi TaGneTkw, Bkputi obononkowo | Bixnosinae
1 KOBTOTO KOJTLOPY
Description Yellow, oval, biconvex enteric coated tablets Complies
Ineurudixauis
ITanronpasoiry HaTpilo Yach  yipuMyBaHHa ~ OcHosHoro  mika  Ha | Bianosipae
ceckairigpar XpoMarorpaMax — BHAPOGOBYBaHOTO  po3dMHY |
PO3YMHY NOPIBHAHKA, OTPHMAHUX MPYU KinbkicHOMY
BW3HAYEHHI, TOBUHHI 36iraTucs. .
3aniza OKCHI >KOBTHH Jlpn  nopasanni posuMHy amouilo Tioujauary | Binnosigae
YTBODIOETHC  KOPMUHEBO-YepBOHe  3abapBneHHs
PO3YHRY.
Turany plokcun VTBOPIOETCS  KOMIP BiX IKOBTO-uepBOHOrO 10 | Bimnosinae
2 OpaHKEBO-YEPBOHOTO.
Identification
Pantoprazole sodium In the Assay, the principal peak in the chromatogram | Complies
sesquihydrate obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with standard solution.
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
ORBOPILHICTD HO30BAHMX AV <L1(L1=15,0) 5,1
3 ONMHALE
Uniformity of dosage units AV<L1(L1=150) 5.1
Posnapanns 0,JM HCI — He moBuHEI po3mamathces npotsroM | Biamopinae
120 xB
Bydephuii posuns pH 6,8 — noBuHHI po3naarics
npoTaroM He Ginblie HiX 60 xB 17 x8 20 cex
4 Disintegration In 0.1M HCI: none tablet should disintegrate in | Complies
120 minutes.
In buffer solution pH 6.8: all tablets should
disintegrate in 60 minutes. 17 min 20 sec

FP/0488/23

Crop./Page Ne: 1 3/0f 3
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TOB «Kycym ®apm»

Ykpaina, 40020, M.Cymu, Byn. Cxpabina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

e-mail: plant@kusum.ua
www.kusum.ua

‘9<)m «\’A\ﬂ'
Ne n/n Hasea ananizy Cneundirauin PesyabTaTs ananisy
Sr. No, Test name Specification Test result
| PosumnHeHHs Y 0,1M po3unHi KHCAOTH XJIOPHCTOBONHEBOI: He | 0 %
Ginpwe 10 % Bix 3asBAeHOl KiIBKOCTI MaHTONpa-
3ony 3a 120 xs;
VY docharnomy Gydepsomy posunni pH 6,8: me | 99 %
menmte 75 % (Q) Bin 3aseneHol KinbKOCTI NaHTO-
5 npasony 3a 45 xs
Dissolution 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) | 99 %
of the labeled claim of Pantoprazole in 45 min
CynpoBifHi ROMIIIKH Cynposinui gomimky D i F: e 6insure 0,50 % He BusBneno
ManTonpa3sony CynpoBifHa HOMimKa A: 0,147 %
He Ginsuie 0,50 %
TTanrorpasony cynpoBiana nomimxa B: He Bussnieno
He 6inpie 0,30 %
Bynb-sika iHiia 0JIuHHYHA AOMILIKA: Hipkve piBHS BUIHAYEHHS
6 He 6inpe 0,20 %
Cyma gomiwmox ~ ge 6inse 1,0 % 0,147 %
Related substances Related compounds D and F: NMT 0.50 %. ND
Pantoprazole related compound A: NMT 0.50 %. 0.147 %
Pantoprazole related compound B: NMT 0.30 %. ND
Any other individval impurity: NMT 0.20 %. BDL
Total impurities: NMT 1.0 %. 0.147 %
KinsxicHe Bu3Hasenns Bin 38,0 mr o 42,0 Mr 39,43 Mr
(95 % — 105 % Bin 3asBneHof XinbKocti) (98,6 %)
L " Assay 38.0 mg to 42.0 mg 39.43 mg
(95 % — 105%.of the label claim): (98.6 %)
MikpoGiosoriiaa yucroTa 3aranesa xinskicTh acpobuux Mikpoopraniimis
(TAMC) - ne 6inpme 10° KYO/r <50 KYO/r
3aransHa KinbKiCTh HPDKMWKOBHX i JUliceHeBmX
rpu6is (TYMC) — ne 6inbwe 102 KYO/r <10 KYO/r
Bincyruicts Escherichia coli B 1 T npenapary BincyThs
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 CFU/g <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10? CFU/g <10 CFU/g
Escherichia coli must be absentper 1 g Absent
BUCHOBOK: / CONCLUSION:

TIpoayKT BEIOTOBNEHO, YNIAKOBAHO T2 NPOAHANI30BAHO 3rIAHO 3 BAMOIAMA PEECTPAUIHOO NOCBIAYEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnopipae cranfapTaM Ta Bumoram GMP.

1t complies with GMP standards and requirements.

Jlinensis Ha BUpOOHUUTRA JHKAPCHKHX 3ac0biB:
Licence for medical products production:

Ceprugikat Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB Ne 598054
Batch AB No. 598054

FP/0488/23

Crop./Page Ne: 2 3/0f 3
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TOB «Kycym ®apm»

Yxpaina, 40020, m.Cymn, Byn. Crpabina, 54
Ten.: +38(0542) 77-46-10, paxc: 77-46-11

e-mail: plant@kusum.va
www.kusum.ua

Unm niarsepmryio, wo sci prpoGHMdi CTanii A9 i€l cepii roToBoT NposyXwil Gynu SAHCHCHI B NOBHIf BIANOBIAMOCT] 3 BIMOTAMM, 3A3HAUCHIMH B MUHRIH
HacTaHosi 3 GMP; 3arsepmxeniit MinicTepcrsos oXOponn 320pos’s YKpainu, 1 3 BUMOTaMH pecCTpaitiiHOro R0CLE Kpaiiy MpialaueHs.

1 hereby certify that all the manufacturing stages of this batch of finished product have been camied 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.

ITHK Bas. naGoparopico BKSA | Havansnux BKS VriiosnoBaxena ocoba
Analytical Chemist [FQC Lab In-charge QC Head Qualified Person
Im’s/Name: o ¥ o 7L o
Eenup oo "4 | O g Kom ch \L{0€{u0{£°,££”>0. i
3 3 . —_—r / Yy
Iipnuc/Signature: iy V// ;/ =AS £ SIS d\/}ﬁ‘(‘\ 5/ Giices et
HamalDate; 22/06 /2 2 2ilee/3 2t}oglry L1 /g?é‘ /,?_g
FP/0488/23
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