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Product: Omez (Omeprazole), caps;ﬂ;% mg_

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJNUIA

-hpOHyKT:_OMC3® (oMeripazod), KarcyJiel 2(_)_ MT

Batch No. / Cepusi Ne:

AR No / AHajguTnueckHii oruer Ne:
2002FP22000975

B2201359

cepHu:

Batch Quantity / O6bem

2000000 NO

Mfg, Date: / laTa npou3BOACTBA:

04/2022

03/2025

Date of Analysis / laTa
aHaaM3a:
Date of Expiry / Togen no:

12-05-2022

Analysis performed according ND / Ananus npoaalejn no HI: TI N015479/01-121120

Ne

Test / [loka3aTennb

Result / PesynapTatsl

Specification / Hopma

1

Description /
Onucanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Tepasbie ’KENaTUHOBbBIE
Mpo3payHble KaTiCynb! pa3Mepa 2 ¢
OeCUBETHBIM KOPIYCOM, pO30BOMI
KpBILIEYKOH u MapKUpPOBKOH
yeprHoro usera «OMEZ» na obenx
yactax  kamcynel.  CopepxumMoe
KarcyJl — rpaHynb! 6e1oro npera.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /
Trepnsie ’KeJIaTUHOBbIE Ipo3payHble
Kamncynel  pasmMepa 2 C  OecuBeTHBIM
KOpPITYyCOM, po30BOM KpPBIIIEYKOoit "
mapkupoBkoii yepHoro usera «OMEZ» na
o6enx yacTax kancyibl. CoepXuMoe Karncyi
— rpaHyJIbl OEJIOTO WK OYTH 6€OoTo UBETA.

Identification / IloanuHHOCTD

2a)

By UV/VYO-
cnektpodoTomMeTpus

Complies as prescribed/
CooTBeTcTBYET TpeboBaHUAM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

V@ - croexkTpbl TOTJIOIIEHHS PacTBOPOB
npermapara W CTaHmapTHoro  obpasia
omenpasona B obnactu ot 230 mo 350 HM
JONKHBI UMETh MAaKCHMYMBl NPH OAHOW W
TOM ke JUTUHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoayKT COOTBETCTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
Zaxarouenune: OJJOGPEHO
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_Proau_ct: Omez (Omeprazz)le), capsules Z(Eg -

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJHU3A

Iponykr: Ome3® (oMenpazon), KancyJb! 2:0__Mr

Batch No. / Cepus Ne:

B2201359 Batch Quantity / O6bem

|cepun: 2000000 NO

Ipumeuanue: I1poaykT cooTBeTcTBYET Tpebopanuam HJI

AR No / AHanuTndeckuii otyet No: Date of Analysis / JlaTa
2002FP22000975 B anaymsa;  12-05-2022
Mfg. Date: / laTa npou3BoACTBA: 04/2022 Date of Expiry / 'ogen go:
03/2025
Analysis performed according ND / Anaims nposenen o HJI: 1 N015479/01-121120
Ne Test / IloxazaTesb Result / PesyabTaTbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBetcTBYyeT TpeGoBaHUAM chromatogram of test solution should
BN fzorrcspond to the retention time of main peak
CBRKX/BCIKX in the chroma‘Fogram qf or'r}epraz(')'le reference
standard solution (section "Assay"). /
BpeMsi ynepkUBaHHS OCHOBHOIO [THKa Ha
XpoMarorpamMme  HCITBITYEMOTO  pacTBopa
IOJDKHO COOTBETCTBOBATD BpPEMEHH
yAepKUBaHUS OCHOBHOTO nMKa  Ha
XpoMaTorpaMMe pacTBopa CTaHTapTHOTO
oOpasua OMeIpa3oa (pasmen
«KonuuyecTBeHHOE OnpenesieHue» ).
3 | Average net fill weight | 272.6 mg/272,6 M 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COJIePKUMOTO KAMCyJa 270,0 Mr £ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water/ Bopna 1.2% wiw / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 57757 Acceptance value (AV) should be less than or
units / OaHopoaHOCTH equal to 15.0./
J03MPOBaHUA IMokazatens npuemineMoct (AV) momxeH
OBITE MEHee WK paseH 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenue more than 10 % of C;;H4N305S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTeope XN0opHCTOBOIOPOAHON
KUCTOTHI - He 6071ee 10 % C;H;oN305S
(omenpason) yepes 2 4.
98%, 98%, 97%, 97%, 97%, 97% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;30;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He Menee 75 % (Q)
C17HgN50;8 (oMenpazoi) yepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIIU3A

Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus No:

Mpoaykr: OMe3® (OMCH})BB_OJT), KarncyJisl 20 Mr

B2201359

CepHM:

Batch Quantity / O6bem

2000000 NO

AR No / ARaJINTHYECKHIT 0THeT Ne:
2002FP22000975

Date of Analysis / laTta
anagausa: 12-05-2022

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kamncynl B alIOMHHHEBOM CTpHIIE.
ITo 3 crpuma ¢ WHCTpyKIuEH Mo
MPHUMEHEHUIO B MAYKy KapTOHHYIO.

Mfg. Date: / JlaTa npouzBoacTBa: 04/2022 Date of Expiry / Foaen no:
03/2025 )
Analysis performed according ND / Ananus nposenen mo H/: IT N015479/01-121120

Ne Test / IToka3zaTennb Result / PesyapTaThl Specification / Hopma '

7 | Related substances / IlTocTopoHHHE TpUMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as eqMHWYHAs

HeuneHTU PN pOBaHHA

s IPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMmMa npumeceit He 6onee 2,0 %

8 | Assay/ 20.1 mg /20,1 Mr 18.0mg to 22.0 mg of  C;3H;oN3;05S
KoauvyecTBeHHOE (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaeeHne label claim). /

Or 18,0 mMr no 22,0 mr C;;H;4N;0;8
(omenpazon) B karcyine (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COJlepKaHus ).

9 | Microbial limits / MukpoOuosioruyeckasi 44cTora

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6omee 1000 KOE/r
OO11iee 4ncIo a3POOHBIX

MHUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6onee 100 KOE/r
O061ee yrcio
IPOMOKEBBIX 1
TIJIECHEBEIX TPHOOB
¢) E. coli Absentin1g/ Absentin 1 g/
OrcytctByerB 1 T OtcyrcTBUe B 1 1T
10 | Packaging / YnakoBka | 10 capsules in an aluminum strip.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / ITo 10 xancyn B antoMUHHEBOM
ctpune unn B [TA/AJI/TIBX // amtoMAHUEBOM
6nucrepe. [To 3 crpuna unu no 3 6iucrepa ¢
WHCTPYKLME MO0 MPUMEHEHHI0 B Mayky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawuenune: OJOGEPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 5

Printed Date & Time (IST):

13-05-2022 18:28:25




Uncontrolled Copy

Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJINU3A

l'I—pou_yKT: Omes® (oMenpazo1r), KancyJikl 2(_)-Mr

Batch No. / Cepus Ne:

B2201359 S Batch Quantity / O6bem

cepun: 2000000 NO

AR No / Anaautndecknii ot4yet Ne: Date of Analysis / JlaTa
2002FP22000975 anajuza: 12-05-2022
Mfg. Date: / JlaTa npon3BoAcTBAa: 04/2022 Date of Expiry / I'ogen xo:
03/2025
Analysis performed according ND / Ananu3 nposegen mo H/{: TI N015479/01-121120
Ne Test / Iloxa3zaTens Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooterctenu ¢ HJT
MapknpoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bolne 25 °C.
YcI0BUS XpAHEHUS
13 | Shelf life / Cpox 3 years /3 roga
TOTHOCTH

Remarks : The Product conforms to ND/

Ipumeuanne: [ponykT coorBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3axawuyenne: OJOBPEHO
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ELECTRONIC SIGNATURES
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