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CEPTU®DIKAT SIKOCTI/
CERTIFICATE OF QUALITY

JUM3EP; waneyan, Ne30 (10x3) y crpunax, no 10 kancyn i CTPHNI; 110-3 CTpHua B KAPTOHHIH
YNAKOBII 3 MAPKYBANNAM YKPATHCEKOI0 MOBOIO / Limzer, capsules, Ne30 ( 10x3) in strips, 10 capsulés
1h strip, 3 strips in carton pack with labeling in Ukrainian.

1 KANCy/1a MICTUTL: oMenpasony 20 mr i aoMnepaaony 30 mr/
| capsule contains:omeprazole 20.m g and domperidone 30 mg
Homep cepii/ Batch number : LIZ01146.
Posmip cepii (kinskicTs ynakosok) / batch size (packs): 15207
/laTa surorosnenns / Manufacturing date: 12/2023
Tepmin npuaarnocri / Expiry date: 05/2026
Peccrpaniiine nocinuenns No / Registration certificate in Ukraine number: No UA/6148/01/01
Kpaina noxomkenus/ Country of origin: Ingin/ India
Jlinensisi nua sBupobnuureo/ Manufacturing License : KD-638 BIX 29.03.2007 ta KD-445
Bix 29.03.2007
GMP cepragirar Ne / GMP Certificate: FT077/MB/001/2020 sig 17.02.2020
Aapeca BHPOOHHYOT Aimeani/ Manufacturing site address :
InsenTia Xenckea Jitn |
DB1-®1/1; Exinrene AmbGepuatx, Em. A% i.Ci., AmGepuarx (IcT), 421506, ﬂiéTpitéT"l’ﬁﬁha,; mrar
Maxapawrpa, Innin /
Inventia Healthcare I.td.
FI-I'1/1, Additional Ambernath M.1.D.C., Ambernath (East), 421506, District Thane, Maharashtia State,
India

——— e

Ne [Iapamerpn/ Crenndirkanin/ PesynvTaTu/
Lu/m o Quality tests Specification Requirements ) Results
] Onnce / Teepai xkemarnuosi Kancynd posmipom «3» 3 | Bixnosinae/
Description KKOPITy COM 0PAIlKEBOro i KPHIIeUKoIo yepBooro | Conform
KOJBODY, MIC MICTATE JieJeTH GLIoro abo maiixe
biaoro koaLoOpy T2 nenern KRopuanesoro abo
FROBTYBATO-KOPUIHEBOIO KOJAbLODY, L0 MAIOTH
cpepuuny abo opanbuy popmy./ Size 3 hard
gelatin capsules with red cap and orange body,
containing white to off white & brown to yellowish
brown spherical to oval pellets.

Inentudirxanis/ Omenpazoa (BEPX) / Omeprazole ( HPLC) Bianosigae/
Identification Hac yrpuvysannst ociroBnoro mixa omenpasony | Conform

' [ H&a XpomaTorpami BHNDOOYBAHOIO PO3YHHY,
OTPHMAIIOTO B XO1 KIILKICHOr0 BH3HAYEHH S
OMeNpasony, mae BiaAnoBigaTH dacy
| YTPUMYBAHHA iKY OMeN pa3oJy Ha
Xpomarorpami CranfapTaoro posunny./ The
cEEEE——. Fetention time of the main peak of omeprazole in |
A onhe chromatogram of the test solution, obtained i N
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omeprazole Assay, must comply with the retention
time of omeprazole peak in the chrom atogram of
standard solution.

domnepunon / Domperidone

Cd-meton / SPh-method: :

CherTp norJaHaHHs BHIPOOYBAaHOrO POIYHNY,
OTPHMAHOIO B XOAI KINLKICHOrO BU3HAYECHH N
AoMIepraony B Aianazoni Bia 230 go 360 um,

| TOBHHEH MOKA3YBATH MAKCHMYM IIPH A0RKHHI

XBHII 285um./ The absorption spectrum of the test:
solution, obtained in dompetidone Assay in‘the
range from 230 to 360 nm, should show .a
maximum at a wavelength of 285 nm.

TIIX/ TLC:
OcHOBHA IUIAMA HA XPOMATOPAMI po3unny (1)
MAa€ BIANOBIXATH OCHOBMIN M Ha.

Xpomarorpami posunny (2)./ The main spot inthe-
| chromatogram of solution (1) must correspond to

the main spot in the chromatogram of solution (2).

3aJqiza oxeuan (ximiani)/

iron Oxide (chemical),

YrBopenus hapOysanus Bix 4epBonoro go
KPpHBABO-1ePROHOT0O KONLOPY/

Forming of red to blood-red colour,

Turany pioxeu ( XiMivunuin)/

Titanium dioxide ( chemical).
Yreopeunsn {papbysanns Bl YE€PBONOIoO 10
TOMaDAHYCBO-1EPBOHOTO KOILOPY /
Forming of red to orange- red colour.

1 Binnosigae/

Conform

Binnosiiae/
Conform

Biarosijae/
1 Conform

Bingmonigae/
Conform

3 Onnopinniers Maca Bmicry ne Ginpme 2-x iz 20 KancyJa Moske Cepenust maca/
BMICTY MacH MATH BINXHXCHIIS Bil cepennnoi Macu BMICTY { Average fill weight:
kancysa/Uniformity | xamcyn 6iabm HiK a1 10 %/ Weight of contents | 168.8 mr /mg
of Capsule Filling NMT 2 out of 20 capsules may deviate. from
Weight “average weight of contents capsules by more. Minivansna maca/

than + 10 %. Minimum till weight
Koana 3 nux He noBuuHa MaTH Bixxunenus 8ix | 166.7 wr /mg (-1.2%)
cepeHbol MacH Slrbuie mik na + 20
% ./ None of them should deviate from average wei | MaxkcumansHa Maca/
ght | Maximum fill weight
by more than + 20 % 170.8 mr /mg (+1.2%)
|4 | Onnopignicre Omenpason (BEPX)Y Omeprazole B Binnosizae /
O30BAHAX ‘Bianoeinae samoram/ W hoDmi 3,?;!:,{% Conform
OAMHHUL./ Complies to requirements v K
R
LT U 3
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Uniformity of
Dosage Unit.

Zommepunon / Domperidone

Binnosigac Bamoram/

‘Complies to requirements

Bignosinae /
Conform

Brpara B maci npn

He Gistorme 4 % (m/m)/

030 %. (M/m) /

BHCYIUYBANII/ NMT 4 % (w/w) 0.30-% (w/w)
Loss on drying o o
3aaunixogi Meranou — ue Ginse 3000 ppm/ 57 ppm
KiIbKoCTi Methanol — NMT 3000 ppm
OpPra’iuynux

| posunrnunKris/ Huxjiopmeran - ne 6insme 600 ppm/ 15 ppm

| Residues of organic- | Dichloromethane — NMT 600 ppm

.| solvents
Kinskiche I{a MomenT Bunycky/ Release:
BH3HAYCHHA/ )
Assay Onmenpaszon (BEPX) / Omenpazon/
Bix 19,0 mr no 21,0 mr OMEnpasony B Kancyni 19.08 mr

(95,0-105,0 % six 3asBhenol KLILKOCTI) /

Omeprazole(HPLC) o
19.0 mg to 21.0 mg of omeprazole in capsule (95:0-
105.0 % of labeled claim).

‘Ha momenT smrycky/ Release:

| dovnepunon (CP-metoxn)/

Bix 28,5 mr 5o 31,5 mr ROMOEPHIOHY B KANCYJTi
(95.6-105.0 % -Bm.aaﬂsﬂeﬂo’iIci.ubrcﬂc*ri)./

Domperidone (SPh-meth od)
28.5-mg to 31.5 mg of Dompetidore in-capsile

| (95.0-105.0 % of labeled claim).

Omeprazoie

954 %
| claim)

-30.39 mr

| 101.3 % min 3assienor
Kinbrocri) /

{ Domperidone

3039 mg

(95.4 % Bin 3asBaenoy

KIJILKOCTI) /

19.08mg |
of labeled

Homnepion/

(101.3 % of
labeled claim)-

C}’III}’.THi )mxﬁimrm/
Related impurities

Omenpason (BEPX) / Omeprazole (HPLC}

byne sixof opniet qomiunin —me oee 0.5% /
Any single-one: NMT 0.5 %

Cyma pomimror —ue 6inpme 2 % /

Sum of impurities: NMT 2.0 %

| Hovmepnnon (BEPX) / Domperidone(HPL C)

byne sicol oxuiel xomimkn —ne Giasime 0.5% /
Any single one: NMT 0.5 %

Cyma gomimok — we Ginpme 2% /

Sum of impurities: NMT 2.0 %

0.08 %

1-0.14 %

1 0.10 % -

Omenpason/
Omeprazole

JoMuoep o/
Domperidone
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" Inventia |

Posudnenns /
Dissolution

Omenpason (BEPX) / Omeprazole (HPL.C)

Crapist. I: B 0,1M PO3YHHI XJOPHCTOBOTHEBOY

KHCJIOTH,

He Ginbwe 15% min sassaenoi  Kirnoer
OMENpa3o/y IOBHHHO NepeiTd y PO39YHH yepez 2.

roquan/ Stage I 0.1 M solution of hydrochloric
acid. Not more than 15%
omeprazole should go into solution after 2 hours.

Craaia H: y 6ydepromy. po3unui pH 6.8

He menm 65 % (Q) Bix 3assaenoi kiaskoeri
lomenpazony-no'an-l'Ho_nepel«‘iTﬂ Y PO34nRH gepes.
43 xswrun / Stage 11: in a buffer solution of pH

6.8.At least 65% (Q) of the declared omeprazole
should go into solution after 45 min,

Lomuepunon (C®-meron)/Domperidone _-

(SPh-method)

| Yepe3s 1 rog— 15-40 Yo Bin 3asBaenof kidokocri /

After 1 hour - 15-40%of the claimed amount,

Hepes 4 roa-30-60 % pix sasBiicior KinLRoeT] /

After 4 hours - 30-60% of the claimed amount.

Yepes 8 rog— 55-85 % win sansneiot KiAbKOCT! /
After 8 hours - 55-85%, of the claimed dmount,

| Yepes 12 rox — ie menwe 70% sin sasisictiof
| KiJIbKROCTI /

After 12 hours - NLT 70% of the claimed amount.

Omenpazon/

Omeprazole

of the declared

Cragin I - yepes 2|

roganu - 0%

‘Stage | - after 2 hours - -

0%

Crapis I - vepes 45|

xXBuany - 90°Y

Stage Il — after 45 miin/

-90 %

Homnepirion/

Domperidone

Hepes 1 rox - 21% gix

3ASIBJICNOY KIJILKOCT] /

After | hour - 29% of

‘the claimed amount.

Hepes 4 rog — 43% Bin
3asiJicol KineKocTi /

After 4 hours - 51% of
the claimed amount.

Uepes 8 rox — 63% gin
| -3AABINCUOV KiNbKoCTi/
After-8 hours - 67% of
| the claimed amount.

UHepes 12 roa- 78% Bin |
3asasieno) Kinsxkocri/ |

After 12 hours - 77% of
‘the clatmed amount.
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10 | Mixpo6ionoriuna
HCTOTA/
Microbiologic purity

B upenapari gonyexaernesn/
Allowed in the formulation:

JarajgbHa RiJbKicTS aepodHnx
Mikpoopranismis (TAMC)- ne 6L 107
K¥O/r / Total Bacterial Count (TAMC) —~ NMT
10° cfu/g:

Baraneua Kiaskicrs APLEROBAX H-uBiTEeBHX __
rpudis. (TYMC) - ne 6oace 102 KYO/r / Totil

Fungi Count (TYMC) ~ NMT 102 cfu/g.

<A KYOrr /

| <103 cfu/g.

<A0°KYO/r /
<10* cfu/g.

He f,uonycrmerbcﬂ
Escherichia colig 1.r npenapary /
LEscherichia coli: must be absent in lg of

formulation

Bincyrang1r/

Absentin |l g.

Hapauwox xirvouoi pevosnn / Compensation of API:

Ontenrpazon — 20.4 Mr (2 % Bix HominanbLuoro BMictry) /
Omeprazole —20.4 mg (2 %-'frc}m._indicated.amou‘nt);

lommepnon — 30.904 wr (

3% Big mominansuuoro BMicTY) /

Domperidone — 30.904 mg (3% from indicated amount),

Hara Bupai cepradgirara / Certificate is issued: 29/01/2024

Ilam st mirsepackyro, o
Hnpoaykuir 0yaoe supobaeno (Bxﬂmqamqnynakoﬁkyi M
Ha BRIIesraganoMy 3aBoxi Bianogigno xo cnenugikanii, mo mMicTHYLCN B peecTpamiinomy goche na
NPENAPAT ISt JOCHKYBAH OO JHKAPCHEKOro-3acoby. ITp

anaxizis 6ynm posrnanyrii Beranosieno BIINOBINHICT
information is true and correct. This batch has been manufa
its quality control has been held on the above mentioned sit

registration dossier for the investigational medicinal product. Manufacturing,
packaging protocols and protocols of analysis comply GMP,

¥ e

napefena suie indopmanis ¢ AOCTOBIPHOY | TouHot0. 110 cepito
APKYBaHHA) i IpoBEeTEeHO KOHTPOAL 1T SIKOCTI

OTOKOJM BHPODHUNTEA, YAKOBKY T4
GMP./ By this, I certify that above mentioned
ctured (including packaging and label ing) and

e in acéordance with the specifications of

Menemxep KOHTPOXO SIRoeTi/ Canrrom IMenje/
Santosh Shende

Quality Control Manager




