CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Frmct: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMeTpason), KancyJsbl 20 mMr )

2002FP21001886

Batch No. / Cepus No: B2103227 Batch Quantity / O6bem

- cepun: 1990000 NO

AR No / Avaautndeckmii otuert Ne: Date of Analysis / laTa
anaamsa:  15-09-2021

Mfg. Date: / JIata npou3BoAcTBAa:

08/2021
07/2024

Date of Expiry / Tonen go:

Analysis performed according ND / Auanus nposegen no H/{: 1T N015479/01-121120

Ne Test / IlokazaTens

Result / Pe3yabTaThl

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. /

Teepmsle KENaTUHOBbIE
[po3padHble Karlcylbl pasMepa 2 ¢
OecuBETHLIM KOPIYCOM, PO30BOH
KphIlleyko W MapKUpPOBKOH
yepHoro 1usera «KOMEZ» na obenx
yacTax  kancyasl.  Coaepxumoe
KarcyJl — TpaHynbl 6€oro LBeTa.

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. /

Teeparle JXKETaTHHOBBIE Mpo3padHbIe
Kamcysisl  pasMepa 2 ¢ GeclBETHBIM
KOPI1YyCOM, pO30BOit KpPBILUEYKOM H

MapKHpoBKoit uepHoro usera «OMEZ» Ha
obenx vacTsax kancynbl. ComepkxumMoe Karcyn
— rpanyJpl 6enoro WM no4rH 6eoro 1seTa.

2 | Identification / IloginHHOCTDL

2a) | By UV/ V-

cnekTpohoToMeTpus

Complies as prescribed/
CooTBeTCTBYET TpeGOBaHUAM

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@ - chekTpbl TOTJIOUICHUS PacTBOPOB
nperapata ¥ CTaHAapTHoro  oOpasua
omenpasosna B obnacti ot 230 mo 350 HM
JOJKHBI UMETh MakCHMYMBI TIpW OJHOW H
TOM )K€ AJINHE BOJIHEI.

Remarks : The Product conforms to ND/
IMpumeuanne: IIpofyKT COOTBETCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OTOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A
i’ro—duct: Omez (Omeprazole), capsules 20 mg |MpoaykT: OMe3® (omerTpasoi), Kancyisl 20 Mr
Batch No. / Cepus Ne: B2103227 Batch Quantity / O6nem
B cepun: 1990000 NO
AR No / AHaanTHuecKHii oTueT Ne: Date of Analysis / laTa
2002FP21001886 anaamsa:  15-09-2021
Mfg. Date: / laTa npon3soacrea: 08/2021 Date of Expiry / I'ogen go:

07/2024

Analysis performed according ND / Ananus nposeaen mo H/l: 11 N015479/01-121120

Ne Test / TlokazaTens Result / PezynbTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeGOBaHUAM chromatogram of test solution should
BYKX 1 f:orrespond to the retention time of main peak
CBOKX/BOKX in the chroma‘fogram o.f or?eprazc‘)'le reference
standard solution (section "Assay"). /
Bpemsi ynepkMBaHUS OCHOBHOTO MHKa Ha
XpoMaToTpaMMe  HCITBITYEMOTO  pacTBOpa
IOJIKHO COOTBETCTBOBATh BpEMEHHN
yIOep)XUBaHMUSI  OCHOBHOTO nMKka  Ha
XpoMaTorpaMMe  pacTBOpa  CTAHIAPTHOTO
obpasua OoMeTpasona (paznen
«KonnuecTBeHHOE ONpeIeNicHNUE ).
3 | Average net fill weight | 267.7 mg/267,7 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsisi Macca 283.5 mg) /
CONePIKUMOTO KaNCcyJa 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.2 % w/w/1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.6/2,6 Acceptance value (AV) should be less than or
units / OaHopoAHOCTH equal to 15.0./
JO3UPOBAHUS [Toxkasatens npuemieMocT (AV) nomkeH
OBITH MeHee WH paseH 15,0.
6 | Dissolution / 2%, 0%, 1%, 1%, 3%, 5% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C;;HoN;0;S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope x10prcTOBOIOPOTHOH
KHCITOTHI - He 6onee 10 % C7HoN;O5S
(oMenpason) yepes 2 u.
97%, 99%, 100%, 101%, In pH 6.8 buffer - not less than 75 % (Q) of
99%, 97% C]7H]9N3038 (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - ue menee 75 % (Q)
C17H19N305S (omenpazon) gepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: TIponykt cooTBeTCcTBYET TpeboraHuaM HJI 3akaoyenne: OJJOEPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Foduct: Omez (Omeprazole), capsules 20 mg MponyxTt: OMe3® (omMempason), Karncysst 20 mr -
Batch No. / Cepus Ne: B2103227 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / Ananurudeckuii otder Ne: Date of Analysis / laTa

2002FP21001886 aHajgmza:  15-09-2021

Mfg. Date: / JaTa nponssojcTsa: 08/2021 Date of Expiry / 'ogen go:
07/2024

Analysis performed according ND / Auaaus nposegen no HJL: 11 N015479/01-121120

{j $4Y

Mpumeuanue: TIpodykT cooTBETCTBYET TpeboBaunsM H]JJ

No Test / IlokazaTeanb Result / PesyansTaThl Specification / Hopma

7 | Related substances / [locTopoHHne npuMecH
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JIro6as eqnHUYHas

HeUICHTUDHUIMPOBAaHHA

K IPUMECh

Total impurities / Not detected / He oOHapyxeHa Not more than 2.0 % /
Cymma npumMmeceit He 6onee 2,0 %

8 | Assay/ 19.8 mg /19,8 mMr 18.0mg to 22.0 mg of Cj;HigN;05S
KoauyecTreHHOE (98.9% / 98,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeseHue label claim). /

Or 18,0 mr go 22,0 mr C;;H;oN;O;8
(omempason) B kancyne (o1 90,0 mo 110,0 %
OT HOMMHATTBHOTO COZlepXKaHu).

9 | Microbial limits / Mukpo6nosiorudeckast Y4HCTOTA

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
Ob1ee Yneno a3poOHBIX

MHKPOOPTaHI3MOR
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
Ob6miee yncno
IPONIKEBLIX 1
IUTECHEBBIX IPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrctByerB I T OrcytcTBue B 1 17

10 | Packaging / YnakoBka | 10 capsules in an aluminum strip.

3 strips and patient information ) ) )

leaflet in a carton pack. / Tlo 10 10 capsules in an alum'mum strip  or

Kanmcyn B ATIOMHHMEBOM CTPHIIE. PA/{\L/PVC / a!umn.lum blls'ter. 3 str1p§ or

Mo 3 crpuna ¢ MECTpyKumei Mo 3 blisters and patient information leaflet in a

TPUMEHEHHIO B IAUKY KAPTOHHYIO. carton pack. / ITo 10 kancyn B aJFOMUHAEBOM
crpure win B ITA/AJI/TIBX // amoMiHEEBOM
ommncrepe. [o 3 crpuna unu no 3 Gnmucrtepa ¢
HHCTPYKIWell 10 TPHMEHEHHI0 B  TIavKy
KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akarovenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJINU3A

[Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMernpazon), Kancyibl 20 mr

Batch No. / Cepus Ne: B2103227

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / Anaautudeckuii oTuer Ne: Date of Analysis / laTa

2002FP21001886 aHajausa:  15-09-2021

Mfg. Date: / laTa nponssoacTBa: 08/2021 Date of Expiry / I'oaen 1o
07/2024

Analysis performed according ND / Anamuz nposeaen mo HI: TI N015479/01-121120

Ne Test / ITokazaTenn Result / Pe3yabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBerctuu ¢ HJ|
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / llpu Temneparype He Boiie 25 °C.
Ycaosus XxpaneHusi
13 | Shelf life / Cpox 3 years / 3 roza
TOTHOCTH

Remarks : The Product conforms to ND/

Tpumeuanne: [IponykT cooTBeTcTBYET TpeboBanmsm HlJ

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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