JEPKABHA CIYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Caitnaynoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €PTIOY 37079055

BUCHOBOK
npo sKicTh BBe3eHoro B Ykpainy Jikapeskoro 3acoby
02.05.2024 Ne 23089/24/26
JIM3EDP

(HaliMCHY BAHHS JIKapehKoro 3acoly 3riaio 3 peectpauibiium nocsilucHHsM)
KancyJu, 110 10 KancyJ y cTpHii, 110 3 crpHnM y KapTOHHI Kopooii

(hopma BHITyCKY, KO3y BAKIA, BUIL NAKY BAKHA JKAPCHKOTO 33c00y)
Homep peccrpauilinoro nocsizuenns UA/6148/01/01 crpox ait peectpauifinoro noceijienns HeoOMeXeHHu i
Cepis nikapcbkoro 3aco6y Ne LIZ01149 Kinskicts BBE3EHOrO NiKapcbkoro sacofy 16128

Bupobuuk InsenTtia Xenckea Jitn, Inmist

(ajiMenysaiis BUPOSHKKA NiKapCLKOro 3acofy, kpaina FIOXOJKEHIINY

Buesero B Ykpainy Tosapucrso 3 06Mexenoro sinnosinansuicrio "Mera
Jlaiideaiiencis", inent. kon: 39405050

(sadiMenypanus Ta kos, 38 EIPTIOY wprayunol ocabu aGo npispuiLe, iM's, 110 6aTbKoBI
disuunot ocobu - nigupuemna, Tl micie npoxuBatua Ta peccTpaitiiuui Homep obnikosol
KApTKH fNaTHKKS Tonarkis afo cepis Ta HoMep nacnopTa)

IpoTokon Bisyansnoro kontpomo six 26.03.2024 Ne 953/3.
JlaGopatopHuit anania sikocti siikapebkoro 3acoby 3piHcHenHi:

Jlabopatopisi 3 KOHTPOIO AKOCTI J1IKapChKHX 3aco6is TOB "JIOBPOBY T-JIUKHJIAB" (M. Kuis,
sys1. Hosropoa-Cisepebka, 6y1.3, HexHTIOBI npuMitenHs 92)

(aliMertyBatiis Ta Micliesnaxopxenns naGopatopii, o nponena saGoparopuui anais aKocTi)

BHCHOBOK HIOA0 AKOCTi Nikapebkoro 3acoby, Brianuii naboparopieio in 01.05.2024 Ne 500-24

PesysbTaty 1aGOpaTOPHOTO aHanisy AKOCT] JIiKapcLKOro 3acoby 3a NepesipeHuMH NOKASHHKAMH BIANOBYIZIO T
BHMOIAM METOJLIB KOHTPOMO SKOCTI (aHANiTHIHO-HOPMATHBHOT noxymenTauii).

3a  pesyinTaTaMi  CPHABHOTO KOHTPOJO BCTAHOBNEHO, IO~ ikapchkuit 3aciG Bmeseno B VYkpainy 3

JOTPpHMAHH AKOHORABCTBA HIONO 3abe3neucHns sHoc i nixapcekux 3acobis.
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CEPTUODIKAT SIKOCTI/
CERTIFICATE OF QUALITY

JIM3EP, kancymu, Ne30 (10x3) y erprnax, no 10 xancys 8 crpani; no 3 cTpRua B Kapronnii
YHarosui 3 MapRyBannm yrpainebkoro Mosoto / Limzer, capsules, Ne30 (10x3) in strips, 10 capsules
in strip, 3 strips in carton pack with labeling in Ukrainian.

1 kancysa mictue: omenpasosy 20 mr i govmepngony 30 mr/
I capsule contains:omeprazole 20 mg and domperidone 30 mg
[Tomep cepii/ Batch number : LIZ01149
Posamip cepii (kinbkiers ynacosox) / batch size (packs): 16128
Hara surorosnenus / Manufacturing date: 12/2023
Tepmin npuparnocri / Expiry dater 05/2026
Pecerpauiline moesipuenna Ne / chistmtion certificate in Ukraine number: Ne UA/6148/01/01
Kpafna noxomwenns/ Country of ori gin: Tanist/ India
Jinensin na swpobnanrso/ Manufacturing License : KD-638 Bix 29.03.2007 Ta KD-445
Bix 29.03.2607
GMP ceprudiar Ne / GMP Certificate: FT077/ME/001/2020 six 17.02.2020
Anpeca snpoSuraol ainsnnui/ Manufacturing site address :
Tusenria Xenexea Jly
®1-P1/1, Enimenen Ambepnarx, Em. At Ji.Ci., Ambepnarx (Ier), 421506, Micrpivr Txane, urrar
Maxapamrpa, Ingis /
lnvcntla Healthcare Ltd.
‘171, Additional Ambernath M.LD.C., Ambernath (East), 421506, District Thane, Maharashtra State,
1d|a

No IMapamerpn/ Crenndirkaunis/ Pesyusrars/

u/n Quality tests Specification Requirements Results

! Ouue/ Toepai wenarnnosi wancyin posmipom «3» 3 | Bianosinae/
Description KOPHYCOM OPANKEBOTo i KPpHuIeuroro yepsouoro | Conform

ROALOPY, WO MiCTSITL nesern Gioro aGo malixe
Gisioro KomLOpY Ta nejieTH Ropuunesoro ao
WOBTYBATO-KOPHIHCBOI0 KOJILOPY, IO MAIOTL
chepuuny ado osaasuy Gopmy./ Size 3 hard
gelatin capsules with red cap and orange body,
containing white to off white & brown to yellowish
brown spherical to oval pellets,

2 Lnenradiranis/ Onenpason (BEPX) / Omeprazole (HPLC) Binnosixac/
Identification Hac yrpaMyBauns 0cuoBroro nika omenpaszoay | Conform

Ha XpoMaTorpaMi BHNPOGYBATIOTO PO3IHNY,
OTPUMAHOTO B XOﬂi KiNLKICHOTO BH3HAYEHHSE
OMeIIPA30JY, MAE BIXRHOBIATH Yacy
YTPHMYBAHNSI HiKY OMenpasoy ua
XpomaTorpami crapgapTHoro posunny./ The
retention time of the main peak of omeprazole in
the chromatogram of the test solution, obtained in
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omeprazole Assay, must comply with the retention
time of omeprazole peak in the chromatogram of
standard solution.

Jomnepuaon / Domperidone

Cd-meron / SPh-method:

Crierrp moranHanus BHIPOGYBAHOro po3uuny,
OTPHMAHOTO B XOXI RIALKICHOro BH3HAYENHS
aomuepiyiony s gianasoui sig 230 no 360 um,
MOBUHEH MOKA3YBATH MAKCHMYM NPH AoBKRUKI
xpiai 285um./ The absorption spectrum of the test
solution, obtained in domperidone Assay in the
range from 230 to 360 nm, should show a
maximum at a wavelength of 285 nm.

THIX/ TLC:

OcnoBra NAsIMA Ba XpoMaTorpami pozunny (1)
Mae€ BIZNOBINATH OCHOBHIH JISIMI Ha
xpomarorpani pesunny (2)./ The main spot in the
chromatogram of solution (1) must correspond to

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

3aai3a oxcnan (ximiuui)/

Iron Oxide (chemical).

Yreopeunst GpapOyBanus Bid HePBOHGIO A0
KPHBABO-UEPBOHOTO KOALOPY/

Forming of red to blood-red colour.

Turauy gokena (Ximivnnii)/

Titanium dioxide (chemical).

Yropeuns Gapdypauust Big “MepBoHoOro a0
HOMAPAHYEBO-9EPBOHOI0 ROALOPY /
Forming of red to orange- red colour.

Binnosiac/
Conform

Bintosinac/
Conform

Binnosinac/
Conform

Bipuosiac/
Conform

3 Onnopinuicrs Maca smicty ne Gisbuae 2-x i3 20 gancya momxe Cepepns maca/
BMicTY MacH MaTH BiXIEHN Bi cepefunof macn Bmicry Average fill weight:
rancyn/Uniformity | xancys 6isw nik na + 10 %/ Weight of contents | 167.0 mr /mg
of Capsule Filling NMT 2 out of 20 capsules may deviate from
Weight average weight of contents capsules by more Minimansua maca/

than + 10 %. Minimum fitl weight
Koana 3 nux ne posunua MaTi Bigxamenos six | 160.7 mr/mg (-3.8%)
cepennnof mac Biane nix na + 20

% / None of them should deviate from average wei | Makenmansna maca/
ght Maximum fill weight
by more than + 20 % 1753 mr /mg (-5.0%)

4 Oanopiguicrs Omeupazoa (BEPX) Omeprazole (HPLC) Bisnosiance /
[A030BaNNX Bipnosinae sBumoran/ Conform

ORMEIHIL /

Complies to requirements
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Uniformity of
Dosage Unit

Homuepunon / Domperidone
Bixnosigae sumoram/
Complies to requirements

Bijmosinac /
Conform

Brpara B maci npn

He Ginbwe 4 % (m/m)/

0.40 % (m/ar)/

BHCYHYYBaH i/ NMT 4 % (w/w) 0.40 % (w/w)

Loss on drying

Zananrosi Meranosr — ne Ginswe 3000 ppm/ 73 ppm

KiabroceTi Methanol = NMT 3000 ppm

OPIAHIYIIX

pO3MHHHURIB/ Huxnopmeran - we Ginsure 600 ppm/ 16 ppm

Residues of organic | Dichloromethane —~ NMT 600 ppm

solvents

Kinsricne Ha momenT sanyery/ Release:

BH3IHave s/

Assay Onenpason (BEPX) / Ownenpazson/
Bix 19,0 mr no 21,0 mr omenpaszony B kancyni 20,13 mr
(95,0-105,0 % six sastsaenof kiibkoeri) / (100.6 Y Bijx

Omeprazole(HPLC)
19.0 mg to 21.0 mg of omeprazole in capsule (95.0~
105.0 % of labeled claim).

Ha momenT panyery/ Release:

dovuepupon (CO-meropn)/
Bin 28,5 mr no 31,5 mr gomuepnjony 8 vaucysui
(95.0-105.0 % sin 3assnenoi kimroceri)./

28.5 mg to 31.5 mg of Domperidone in capsule
(95.0-105.0 % of labeled claim).

sasiaenol kinprocri) /
Omeprazole

20.13 mg
(100.6%
claim)

of labeled

Josneprnon/

30.62 mr

102.1 % sin sassacnof
KIBROCTI) /
Domperidone

30.62 mg

(102.1 % of

labeled claim)

Cynyrai pominxn/
Related impurities

Owmenpazon (BEPX) / Omeprazole (HPLC)

By sixeol opied gominux —ne Ginsuwe 0.5% /
Any single one: NMT 0.5 %

Cyma pomimror — we 6inpe 2 % /

Sum of impurities: NMT 2.0 %

Jorvmepunon (BEPX) / Domperidone(FHPLC)

Omenpazon/
Omeprazole
0.12 %

0.16 %

Jomuepupgon/

Byab kol oaniel pominnen —we Ginpire 0.5% /
Any single one: NMT 0.5 %

Cyma pominrox — we dinpme 2 % /

Sum of impurities: NMT 2.0 %

0.12%

0.20 %
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Posuwnnenns /
Dissolution

Onmenpazon (BEPX) / Omeprazole (HPLC)

Cranist It 8 0,]JM posunni xnopucrosonnesoi
KHCIO0TIE.

He O6impure 15% pix 3angienci Kiabxoeri
OMEIPA3OJIY BOBHINO HepeliTn Y po3ann wepes 2
roauny/ Stage It 0.1 M solution of hydrochloric
acid. Not more than 15% of the declared
omeprazole should go into solution after 2 hours.

Crania I1: y 6ydepuomy posuuni pll 6.8

e mentm 635 % (Q) Bin 3asaBaenof KiALROCTI
OMCHPA30JTY TOBHNIO NePefiTy Y po3ui yepes
45 xpitien / Stage 11 in a buffer solution of pH
6.8.At least 65% (Q) of the declared omeprazole
should go into solution after 43 min.

Nosuepupon (CP-meron)/Domperidone

(SPh-method)

Uepes 1 rog—15-40 % pin sasssenol kinproceri /
After 1 hour - 15-40% of the claimed amount.

Yepes 4 roa— 30-60 % sin 3asisnenol kiasrocri/
After 4 hours - 30-60% of the claimed amount.

Uepes 8 roa - 55-85 % sig sansnenol wiasrocti /
After 8 hours - 35-85% of the claimed amount.

Yepes 12 rog — ne menpie 70% six sansicuol
ginproeri /
After 12 hours - NLT 70% of the claimed amount.

Ontenpazon/
Omeprazole

Cranist 1 -
roanny - 0%

uepey 2

Stage 1 - after 2 hours -
0%

Crapist I - gepes 45
xpiong - 93 %

Stage 1 — afler 45 min/
-93 %

Hommepmon/
Domperidone

Yepes 1 rop-22% i
3A5IBJCHOT RiALKOCTE/
After 1 hour - 22% of
the claimed amount.

Hepes 4 ron —43% sin
3asipacHol Kinproeri /
After 4 hours - 43% of

the claimed amount.

Uepes 8 ropy — 61% vix
sanBiacnol Klabrocri/
After 8 hours - 61% of
the claimed amount,

Hepes 12 rop- 74% sin
sasipaenol kinsroeri/
After 12 hours - 74% of
the claimed amount.
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10 | MikpoBioaoriuna | B npenapari gonyexaernes/
wuerora/ Allowed in the formulation:

Microbiologic purity
3araasna kinsricrs aepobunx

mikpoopranismis (TAMC)- ne Gl 103 <P KRYO/Nr /
KYO/r / Total Bacteriat Count (TAMC) -~ NMT <10%cfu/g.

103 cfu/g,

3araapna KILKICTh APEICKOBHX H UBLICBIX AV KYO/r /

rpubis (TYMC) - ne Gosree 10> KYO/r / Total | q2 cfu/e.
Fungi Count (TYMC) — NMT 102 cfu/g.

e gonycexaerses

Eschericlia coli B 1 ¥ npemapary / Bineyrosis 1 v/
Escherichia coli: must be absent in lg of Absentin 1 g.
formulation

Hapmrmor airouol pewoswun / Compensation of APIL:

Onenpazonr — 20.4 mr (2 % Bia nominansuoro smicry) /
Omeprazole - 20.4 mg (2 % from indicated amount);
Homrnepunon — 30.904 mr (3% eix nominansnoro smicry) /
Domperidone — 30.904 mg (3% from indicated amount).

Hara sunadi ceprudivara / Certificate is issued: 16/02/2024

[Tum 5 nigreepaoxyre, mo naseaena suue indgopmauin € xocrosipioo i Tounoro. Xio cepio
upoaykuii 6ya0 supobaeno (Br/ouaOMH YOAKOBKY | MapKyBsamust) 1 nposeseno kourposs i sxocri
Ha Bmesrajauomy 3apoal sigmosigno go cuenndirandi, o MicrursLes B peecrpanifisony noenc na
upenaparT Aas KOCHiKYBaNoro jirapeskoro 3acoby. Ilpororonn snpoSunurea, yHakosKky Ta
apanisis Gyan posraauyri i Beranossaeno pixnosignicts GMP./ By this, I certify that above mentioned
information is true and correct. This batch has been manufactured (including packaging and labeling) and
its quality control has been held on the above mentioned site in accordance with the specifications of
registration dossier for the investigational medicinal product. Manufacturing,

packaging protocols and protocols of analysis comply GMP.
@; //B',f
e\ Feblro 24
Meuemprep KOMTPOXI0 stRoCTi / Caurour Henye/

Quality Control Manager Santosh Shende







