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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Hpoaykr: Ome3® (omerpazon), kancylibl 20 mr
Batch No. / Cepus Ne: B2103368 Batch Quantity / O0bem
cepun: 1990000 NO
AR No / AHanuTHUYecKWiT oTHeT No: Date of Analysis / JlaTa
2002FP21001979 anasmsa:  30-09-2021
Mfg, Date: / laTa npon3BojcTBAa: 09/2021 Date of Expiry / T'ogen go:
08/2024

_Analysis performed according ND / Anaaus uposegen no HJI: TT N015479/01-121120

Ne Test / IlokazaTennb

Result / Pe3yabTaThi

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. /

Tsepasle ’KENaTUHOBLIE
po3payHble Karcyibl pasMepa 2 ¢
OeCLIBETHBIM  KOPITYCOM, [pPO30BOMH
KpBIIEUKoil U MapKUPOBKOH
yepHoro useta «OMEZ» Ha obeux
vyacTax kancynel.  Copepxkumoe
Karcyn — rpaHyisl 6eoro 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. /

Teepapie KEJaTHHOBBIC Mpo3payHbIe
Kancynel  pasMepa 2 ¢ OEcCIBETHBIM
KOPILyCOM, pO30BOit KpBILIEYKOH 4]

Mapkupoekoif gepHoro usera «OMEZ» na
06enx yacTax kancynsl. ConepXumoe Karcyl
— rpaHyJjibl 6enoro WK Mo4TH GeNoro UuBeTa.

2 | Identification / ITogauHHOCTH

2a) | By UV/ V-

criekTpodoToMeTpust

Complies as prescribed/
CooTBeTcTBYET TpebOBaHNAM

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® - crekTpbl MOTJIOUWIEHWS pPacTBOPOB
npenapaTa W CTaHOapTHOro  obpaslla
omenpazona B obmactu ot 230 mo 350 mMm
OJKHBI WMETh MakCUMYMBI MPH ORHON U
TOI1 )K€ NJJMHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanne: [TpoaykT cooTBeTCTBYET Tpeboranuam HJI

Conclusion : APPROVED/
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykTt: Omes® (omenpason), kancyisl 20 mr |
Batch No. / Cepus Ne: B2103368 Batch Quantity / O0bem
| cepuu: 1990000 NO
AR No / Ananurnyeckuii oTuer Ne: Date of Analysis / laTa
2002FP21001979 anaymsa:  30-09-2021
Mfg. Date: / /laTa npousBoAcTBa: 09/2021 Date of Expiry / T'ogen go:
08/2024

Analysis performed according ND / Auasnus nposeaen mo H/: T1 N015479/01-121120

PacTBOopenne

98%, 97%, 95%, 95%, 96%, 97%

Ne Test / TlokasaTeb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeOOBaHIAM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBRKX/BCIX in the chroma‘Fogram qf or:lepraZ(')'le reference
standard solution (section "Assay"). /
BpeMsa yjep)KWBaHWs OCHOBHOTO TIMKa Ha
XpoMaTtorpaMMe ~ MCIIBITYEMOrO  pacTBopa
ROJDKHO COOTBETCTBOBATh BpPEMEHH
yaepKUBAHUS OCHOBHOTO  THWka  Ha
XpoMarorpaMMe pacTBOpa  CTaHIAPTHOTO
obpasua oMmenpazona (pazmen
«KonngecTBEHHOE OTIpeicTICHIER ).
3 | Average net fill weight | 264.9 mg/264,9 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5 mg) /
COAEPKHMOr0 KATcyJa 270,0 mr £ 5,0 % (256,5 mr - 283,5 MT)
4 | Water / Boga 1.5% wiw / 1,5% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 1.6 /1,6 Acceptance value (AV) should be less than or
units / OQHOpOAHOCTD equal t0 15.0./
J03UPOBAHUS Tokaszarens npuemiteMocTr (AV) HomkeH
6BITH MeHee WiTH paBeH 15,0.
6 | Dissolution / 0%, 3%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C7HsN;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XI0pUcTOBOAOPOAHOM
xucoTe! - He Gonee 10 % C,;7;H1oN30;S
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H1sN;505S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C,7H1sN305S (oMempazon) depes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoaykT coorsercTByetr Tpebosannam HJL

Conclusion : APPROVED /
Saxutouenne: OJIOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

30-09-2021 20:19:43
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIH

3A

Product: Omez (Omeprazole). capsules 20 mg,

Tpoaykr: OMe3® (OMEenpa3’oi), KancyJib! 20 mr

Batch No. / Cepnst Ne:

B2103368

cepun:

Batch Quantity / O0nem

1990000 NO

—AR No / Anajurudeckuii oTuer Ne:
2002FP21001979

aHaJau3a:

Date of Analysis / laTa

30-09-2021

Mfg. Date: / laTa npou3BOACTBA:

09/2021

08/2024

Date of Expiry / T'ogen fo:

Analysis performed according ND / AHan3 niposeje no HJI: 11 N015479/01-121120

Ne

Test / lToka3zatenn

Result / Pe3yanTaThl

Specification / Hopma

7

Related substances / IlocTopoHHWe NpUMecH

Any individual
unidentified impurity /
JTi06as equHNYHAA
HenaeHTH GULMpOBaHHA
s TPUMeECh

0.02% / 0,02%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /

0.1%/0,1%

Not more than 2.0 %/

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcyl B aJFOMHHHEBOM CTpWIIE.
Tlo 3 crpuma ¢ HHCTpYKUMEN MO
NpHUMEHEHMIO B MaYKy KapTOHHYIO.

Cymma mpumMecei He Gonee 2,0 %

8 | Assay/ 19.7 mg /19,7 mr 180mg to 220 mg of C4;HpN;O058
KonauuecTBeHHOE (98.4% / 98,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenesecHue label claim). /

Or 18,0 mr mo 22,0 mr C;;H;oN3;O58
(omenpazon) B karicyne (ot 90,0 mo 110,0 %
OT HOMMHAJIBHOI'O COAEPKaHM).

9 | Microbial limits / Mukpo6nojoruyeckasi 1ucToTa

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
O61mee yncio adpoOHBIX

MUKpPOOPTaHU3MOB
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
O61nee 4rcIo
LIPOXOKEBBIX U
TTECHEBBIX TPHOOB
¢) E. coli Absentin1l g/ Absentin 1 g/
OtcyTcrByeTB 1 T OtcyrcTBHE B I T
10 | Packaging / Yuakoska | 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. / TTo 10 karncyn B aJtOMUHIEBOM
crpurie wiu B [TA/AJI/TIBX // antoMUHAEBOM
Gnucrepe. ITo 3 crpuna wiu o 3 Gucrepa ¢
WHCTPYKUHME#l 1O TIPUMEHEHWI0 B MaYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[Mpumeuanue: TIpojiyKT COOTBETCTBYET TpeBOBAHMAM HJI

Conclusion : APPROVED/
Baxaouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoayxt: Omes® (omenpaso), karcyirbl 20 mr

Batch No. / Cepusi Ne:

B2103368 Batch Quantity / O6nem

cepun: 1990000 NO

IAR No / AnaauTudeckuii oTdeT No:
2002FP21001979

Date of Analysis / laTa
anaausa: 30-09-2021

Mfg, Date: / laTa NpoM3BOACTBA: 09/2021

Date of Expiry / I'oaen go:
08/2024

Analysis performed according ND / Anaau3 nposejiet 1o HJI: T N015479/01-121120

Ne Test / HokazaTens Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorBerctByu ¢ H/{
MapkupoBKa '
12 | Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Bbiie 25 °C.
Ycnosusi XpaHeHus
13 | Shelf life / Cpox 3 years / 3 rona
roAHOCTH

Remarks : The Product conforms to ND/
Hpumeuanune: [Mpoaykr coorsercrsyer Tpebosannsm HJL

Conclusion : APPROVED /
Baxmouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 4 of 5
Printed Date & Time (IST):  30-09-2021 20:19:43
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