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Inventia Heslthcare Llimitedd
(Fomneity hnown oy leventia Hepithcare Prvats Limded;

Faciory
F1LF1M, Additonal Ambemath 101D C Ambemiin 1Epst; - 421 506 Dist. Thane Mahwrashtea, INDIA
| ] 912 166% 596(’! Hebs-le stwn e sheatniace comk (, iz é?M.‘H!bwLCGS?ﬁI
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CEPTHUDIKAT HKOCTV
CERTIFICATE OF QUALITY

BAPOJI 10, kapevan xumrogoposunnni 10 so, no 1 wancyn s erpnni, no 3 eypuny s
KAPTOHHIN YNAROBUI 3 MADKYBAHIM YRPATHCEKOI0 MOBONY

BAROLE 10, enteric-soluble coated capsules, 10 mg, 10 capsules in strip, 3 strips in carton pack
with labeling in Ukrainian.

I xaneysaa mictuts: pabenpasoay warpiw, 10 s/

i capsule contains: rabeprazole Sodium, 10mg

Homep cepil/ Batch number: BALO189

Possip cepil (kinnkricTs ynaxkesor) batch size (packs): 16539

Harta suroronaenus/ Manutacturing date: 12/2021

Tepain npaaarnocri/ Expiry date: 11/2023

Peectpauniiine nocnixuenns Ne/ UA Registration certificate number: UA/4467/01/01
Kpatua noxomsenin/ Country of origin: Isnis/ India

Jlinensin wa srpoSuuurse/ Manufacturing License: KD-638 o1 29.03.2007, KD-445 or
29.03.2007.

GMP cepradirar Ne / GMP Certificate Ne: FTO7T7/ME/H1/2020 pia 17.02.2620,

Anpeca BHpofuudoi pissnnut Manufaeturing site address:

IupenTia Xeackea Jliy

$1-01/1, Enimenea Avbepuary, EyuAin/ILCL, Axbepaarx (e, 421506, dicrpinr Txane,
wrat Maxapamrpa, Iugis/

inventia Healtheare Ltd.

F1-F1/1, Additional Ambernath M.1L.D.C., Ambernath {East), 421506, District Thane,
Maharashtra State, india

Ne Hapamerpn/ - (ncmqymams:/ R I;;ev“,;"_‘;’-;};';;;-:;;ﬁ!mm :
i/ Quality twsts Specification Requirements Resuits
Il e, L R S e T E S G SRR e e
1 Onue/ i:;cpu uunmmpi weaaTHIOBE muu | Buwmosizac/
Description N 8 yepnonofGinoro  wouwopy, mo [ Conform
micTsiTe chepustii abo opaasni veaern
KGPUMHEBOI0 KOALADY./

Opaque hard gelatin capsules Ne 5 of
red/white colour containing spherical or
ovai pellets of brown eolour, — o
2 Inentidrirauin/ Hae yrpusysanus  niky p.menpam-n Bitnositael
Identification Harpio Ha xpomatorpamax | Conform
srupodysansiiore i CTaIAPTHOTO
PO3UHIIB, OTPHMRHHX B X0 RLIBKICHOEO
BH3TAMLHNN HOBIICE (.‘Iljﬂ!iii,-‘{ﬁ']‘”
(pabenpasen uatpiwg)./

" The retention time of peak of rabeprazole
sodium in the chromatograms of the testand
standard solutions obtuined duning the assay
must correspond (Rabeprazole Sodium).

; R -
Praw vossd of  goos 17




Inventia Heatthcars Limiied

(FGrmunly knDvvrt s tnvents Hogiheato oy plo Ly

Foctory

FAF I, Addsinnal Armbarngth M 10 G Amtnstraih iLas - 421 506 Dist Thane Mahornshira, DI

% LRk Bl oom

Maharashiss e0IA

‘{.’a.’zﬂe W entahea thiase com® N U2 T3RMHIGASPLID) 497
Regiyiored Qifice : Ut Y03 and 704, Ttn fwoe, Hotlown Soang NS nan {

- Phagko Marg. Archon (E8sl). Mumbai » 40 05 %

nventia

3 Onmstopinicrs + 10% Bizosizac/

pMicTy Maca Contorm

Kaucys/

Uniformity of

capsules fill weight o o

4 | Oanopinnicrs Binnosinae nusoraw/ Biasorinad/

AOTOBANKX To conform to requirements Conform

ORMEIL!

Uniformity of

dosage units - _ o N

Brpara b maci npn | He Giasime 4 %/ 5;3()_ %; w )

5 | sucywysanai/ NMT 4 % Bimonime :
Loss on drying i Contorm
3aaunicona Meranon - ne Sianme 3000 pprv [NRrE ;;pxm

6 | wiapkicer, Methanoi - NMT 300¢ ppm Bimoninat)
opraiugpx Conform
posmnuxis/Resi
dues of organic ;

solutions 1 E

7 | Cyuyrsi gomimxw/ | Byas-sxa onamusna 1osimka; ne YRR

Related impurities ¢ Ginpme 1,0%; ' Bemosind
Cyma nosinnor - te Giasime 3.0 % / Continn
Any single one: NMT 1.0 % ; 0,50 %,

Sum of impuritics: NMT 3.0 %4, Bimnoninag
: Conlorm

Kianxicrie Ipss sunyewy o1 9,5 M a0 10,5 mr 10,22 M :

Bu3iaucis/ pabeupasoay Harpio 8 wancyai (95,0- 0 102,2%

Assay 105,06 % pia 3aapiaenol Kiasgocriy | BEL sauBacHol
Release: 9.5 mg - 10,5 mg of sodium KiAbROCTI);
rabeprazole in capsule {93.0-105.0 % of Bi:Amoniane/
label claim) 102,2%% of jubel

_ e | clammy; Conform
9 Posunsenus/ CCragin s 0,1 M posanai 3%
Dissolution L XAOPHCTOBOINEROT KHCI0TH, nitnoniiud/
He Giapme 15 % 1a 2 roja/ Conform
Stage [ In 0.1 M solution of hydrochloric
acid: NMT 15 % for 2 hours | o
Cragais IL: y Sydepuosty posspns 86%;
pH 8,0 3 0,5% uarpis Bianosinae/
Aaaypuacyanpaton, Conform

He stennine 70 % (Q) 1a 68 xn./
Stage 11 In bufle:




Invesitia Healthcare Limitey
{Eormurty knower 5% lovenls Heaiincire Povals Lirartat}
Fagioey

FLE1, Additiopst Ambomath MID € Ambemath (Easi) - 421 506 Disl Thane Maharashia INDiA
'T"'i 91 72..‘1__1@6_61. 000 W Wobste sevwinvetahaaing'e comm OIN - U24233MH 18850 C04 557

; it
Registersd ORTca s Und 703 and 104, T4 lioor. Hubtown Soians K § Pirache Riaeg. Arones (East) Mumbis: 407 069,
Manasashirs, INDIA : v e n ia

10 | MikpoGiosoriuna | B npenapati nonvexacrnes: S
YHCTOTA! Jarankna giasricrs aepobinx
Microbiologic Mikpoopranisaga (TAMC) - ne 6inpme
purity 1P KOE/ <10° KOF/r;
ApIAKeBRN | nBL1esux rpubin (FYMC) - | <182 KOL/r;
e Sianwe 107 KOE//r, / <30° efwp

Allowed in the formulation: Total Bacterial § <107 cfu/p
Count(TAMC) - NMT 10”7 cfufy;
Total Fungi Count (TYMC) - NMT

eweg R
He jonyexdcerses Escherichiacolin 1 v Bineytua 8 1 ¢/
ppenapura.f; Dscherichia colis must be Absentinly :

absent i 1g of formulation

Aara suaaui cepradikary/ Cenificate is issued: 24:01/2022.

Hus st pirsep/iryio, mio sasesiena sume ingopsanis ¢ gocrasipnono i Touneo. 1w cepino
npoayKitii 6y.10 BupobacHo (BRAOTAWYH YIAKOBKY | MAPKYBAUUN) | IPOBEALHO KOHTPO b
fi gKoeTi na pHIeIraganoMy sasojii sbmoniaine o cnenudikanil, wo Micrrrees o
peccTPaiifiiHoMy J0CHE Ha IPENapAT U 10CAUKYBAROT0 Jikapenkoro 3acoby, [Ipotoxen
BHPOBHRNTRE, YIAKOBKH Ta ananizis Oyan posraunyri i geravosiaeno pianosianicrs GMP./
By this, T certify that above mentioned information is true and correct. This batch has heen
manufuctured (including packaging and fabeling) and its guality 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 protocois of analysis comply GMD.

5, SQ )
(‘L\w* T;;Q\\\,af\\w >
Meneyxep Konwrpo.1o sxocti/ Cawront enne/
Quality Control Manager santosh Shendc
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