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CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Ome3® (omenpazon), Kancysl 20 mr |
Batch No. / Cepns Ne: B2200641 Batch Quantity / O6nem o
cepuu: 2000000 NO
AR No / Anaautnyeckuii order Ne: Date of Analysis / laTa
2002FP22000402 aHaamsa: 26-02-2022
Mfg, Date: / [laTa npousBoacTsa: 01/2022 Date of Expiry / I'onen no:
12/2024

Analysis performed according ND / Anann3 nposeaen mo HJI: TI N015479/01-121120

Ne

Test / IlokazaTenan

Result / Pe3yabTaTnl

Specification / Hopma

1

Description /
Onncanue

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. /

Teepasie JKETIaTUHOBbIE
Mpo3pavHbIc Karncybl pasMepa 2 ¢
OecuBeTHBIM  KOPIYCOM, pO30BOii
KpbIIEUKO {| MapKUPOBKOH
gepHoro useta «OMEZ» Ha obenx
yacTsax  kancynsl.  Cogepxumoe
Karcyn — rpaHynsl 6eyoro 1seTa.

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. /
Tsepasie KeTaTHHOBbIE ITpo3payHble
Kanicynel  pasMepa 2 ¢ OecuBeTHBIM
KOpPIycOM,  pO30BOH  KpBIIEYKOl W
MapKHpoBkol depHoro mBera «OMEZ» Ha
o6enx yacTsx karncynsl. ComepkxuMoe Karcyn
— rpayJisl 6€10ro Wi NouyTH 6eNnoro UBeTa.

Identification / IloaTHHHOCTD

2a)

By UV/V®-
CTIeKTpodOTOMETPHS

Complies as prescribed/
CootsercTByeT TPeGOBaHMAM

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@ - cnekTpsl TOMIOIIEHWS PacTBOPOB
npenapara M cTaHiaapTHoro  obpasua
oMempazona B obnmacti ot 230 mo 350 mM
IOJDKHBI HMETh MaKCHMyMBI TIpH OAHOW W
TOMN ke JUTUHE BOJIHEI.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt cooTReTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 1 of 5

Printed Date & Time (IST):

26-02-2022 21:10:12




Py

¥
b

A O

rolled

4+
L

Uncon

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omepraz_ole), capsules 20 mg

MpoaykT: OmMe3® (oMenpason), KarcyJisl 20 T

Batch No. / Cepus Ne: B2200641 Batch Quantity / O6bem

cepur: 2000000 NO -
AR No / Anajgurnyeckuii ot4er Ne: Date of Analysis / laTa a
2002FP22000402 anaausa: 26-02-2022
Mfg. Date: / [laTa nponssoacTea; 01/2022 Date of Expiry / I'ogen no:

12/2024

Analysis performed according ND / Anain3 npoeeaen no HJI: 11 N015479/01-121120

PacTBOpenne

99%, 96%, 97%, 98%, 96%, 99%

No Test / IToka3zaTens Result / Pe3yabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHUAM chromatogram of test solution should
BKX f:orrespond to the retention time of main peak
CBOKX/BOIKX in the chroma‘gogram qf or'rlleprazcl)'le reference
standard solution (section "Assay"). /
Bpemst yhmepxiBaHWA OCHOBHOIO TIMKa Ha
XpOMaTorpaMMe  HCTIBITYEMOTO  pacTBopa
JIOMKHO COOTBETCTBOBATh BpeMeHU
yACpXWBaHMA  OCHOBHOTO  THKa  Ha
XpoMaTorpamMMe  pacTBopa CTaHIapTHOTO
o6pazua oMernpas3ona (pasmen
«KonnuecTBeHHOE OTIpEETICHHEY ).
3 | Average net fill weight 267.9 mg/267,9 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsisi Macca 283.5 mg) /
COAEPKUMOTO KATCyJ1 270,0 mr + 5,0 % (256,5 mr - 283,5 mMr)
4 | Water / Boaa 1.1% wiw / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.8/2,8 Acceptance value (AV) should be less than or
units / OAHOPOIHOCTH equal to 15.0./
A03UPOBAHHUSA TTokazarens npuemMiieMocTi (AV) IoKeH
OBITH MeHee WIH paBeH 15,0.
6 | Dissolution / 0%, 0%, 3%, 2%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;HgN;O5S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XxnopHucTOBOAOPOIHOI
xucnotTs! - He 6omee 10 % C)7HoN305S
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN50;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H,oN;0;S (omernipazomn) uepes

30 MUH.

Remarks : The Product conforms to ND/
Ipumeuanne: ITponykr cooTBeTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg __Hpou_yKT: Owmes® (omenpason), kancyls! 20 mr
Batch No. / Cepus Ne: B2200641 Batch Quantity / O6bem

cepuu: 2000000 NO

AR No / AHasnuTH4YeckHii oTuer Ne: Date of Analysis / laTa
2002FP22000402 aHajausa: 26-02-2022
Mfg. Date: / laTa npou3BoACTBA: 01/2022 Date of Expiry / T'ogen go:

12/2024

Analysis performed according ND / Avanus nposeaen no H/: 1T N015479/01-121120

No Test / IlokazaTednb Result / PezyanTaTsl Specification / Hopma

7 | Related substances / ITocToponHue NpuMecu
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as epyHUYHAS

HeUZeHTU HUIIMPOBaHHA

s IPUMeECh

Total impurities / Not detected / He 06HapyxeHa Not more than 2.0 % /
Cymma npuMmeceit He 6oiee 2,0 %

8 | Assay/ 19.4 mg /19,4 mr 180mg to 22.0 mg of Ci;H;oN;O;8
KonuyecTReHHOE (96.9% / 96,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHHe label claim). /

Or 18,0 MIr 10 22,0 MT C|7H19N303S
(oMenpazon) B xancyine (ot 90,0 xo 110,0 %
OT HOMHHAJILHOTO COAEPKAHWA).

9 | Microbial limits / Mukpo6uoaorndeckast YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6mree YucIo a3poOHBIX

MUKpPOOPTaHN3MOR
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Memee 10 KOE/r He 6omnee 100 KOE/r
OO6111ee yucno
IPOKIKEBBIX 1
DJIECHEBBIX TPHOOB
¢) E. coli Absentinl g/ Absentin 1 g/
OtcytcTBYyeTB I T OtcytctBHEe B 1 T
10 | Packaging / Ynaxoeka | 10 capsules in an aluminum strip. . . .
3 strips and patient information e R i alum}num SR
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / ITo 10 . p— . )
3 blisters and patient information leaflet in a
R e e i k. / ITo 10 xarcyn B aTfoMHHHEBOM
[To 3 crpuna ¢ MHCTpyKLMeH 1O Cailot pag .
bVMENeHIIO B [aYKY KapTormvio. | CTPAPE HIHA B ITA/AJI/TIBX // antoMWHEAEBOM
p ¥ KapToHHyIo. 6nuncrepe. ITo 3 cTpuna unu no 3 Gnuctepa ¢
WHCTPYKIMEH [0 TPUMEHEHHIO B TMauKy
KapTOHHYO.

Remarks : The Product conforms to ND/
Ipumevyanue: TIponykT cooTBETCTBYET TpeGoBanusM HJJ

Conclusion : APPROVED /
3axawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg TMpoaykT: Ome3® (oMenpasoin), KarcyJibl 20 mr
Batch No. / Cepus Ne: B2200641 Batch Quantity / O6nem

cepuu: 2000000 NO B o
AR No / Anaantadeckuii oT4eT No: Date of Analysis / laTa o
2002FP22000402 anaausa: 26-02-2022
Mfg. Date: / /laTa npousBoacTBa: 01/2022 Date of Expiry / 'open no:

12/2024

Analysis performed according ND / Anasus nposeaes mo H/I: TT N015479/01-121120

Ne Test / ITokazaTeanb

Result / PesynbTaTsi

Specification / Hopma

11 | Labeling /
MapkupoBka

According to ND / B coorerctaun ¢ HJI

12 | Storage conditions /
YcenoBusi XpaHeHUs

At temperature below 25 °C. / TIpu Temnieparype He Brie 25 °C.

13 | Shelf life / Cpok
FOAHOCTH

3 years /3 rona

Remarks : The Product conforms to ND/

Ipumeuanne: [TpoayxT cooTBeTcTBYET TpeboBaHusaM HII

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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