CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

ﬁpOleKT: Owmes® (oMerrpazorn), KancyJibl 0 mr

Batch No. / Cepust Ne: B2103093 Batch Quantity / O6bem

- |cepnu: 2000000 NO

AR No / Avaqutudecknit oruer Ne: Date of Analysis / laTa

2002FP21001836 amanusa:  07-09-2021

Mfg. Date: / laTa npoun3BojcTBa: 08/2021 Date of Expiry / Togen go:
07/2024

Analysis performed according ND / Anasnus nposegen no H/: IT N015479/01-121120
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Test / Iloxka3zaTesb

Result / PesyabTaThl

Specification / Hopma

1

Description /
Onncanmne

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. /

Trepabie KENaTUHOBBIE
TIPO3pAYHBIC Kamcylsl pazMcpa 2 ¢
GecLBETHBIM KOpPIYCOM, pO30BOH
KpBIIIEYUKOl W MapKUpOBKOH
yepHoro useta «OMEZ» na obeux
yactax  kancyiel.  Comepxumoe
KarcyJ — rpaHynbl 6enoro 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. /
Teepnere XKeTaTHHOBEIC Mpo3payHble
Karcynmel  pazMepa 2 ¢ OECHBETHBIM
KOpIycoM,  po30BOil  Kkpblmledkolf M
MapkHpoBkoil depHoro usera «OMEZ» Ha
obenx yacTax karncynsl. CoaepXuMoe Karcyt
— rpanyis! 6eNoro Uiy nouTy 6enoro UBeTa.

Identification / IloaTHHHOCTD

2a)

ByUV/Vo-
crekTpodoToMeTpHst

Complies as prescribed/
CootBeTcTBYET TpeOOBaHUAM

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® - crekTphl TIOTJIOIIEHHS pPacTBOPOB
npemapata M crTaHOapTHoro  obpasua
oMenpasona B obmactd ot 230 mo 350 HM
JOJKHBI MMETh MaKCHMYMBI [pPH OOHON W
TOM K€ JJINHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanne: [TponyKT cooTBeTCTBYET Tpebosanmsam HJL

Conclusion : APPROVED /
3axawyenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
'f;duct: Omez (Omeprazole), capsules 20 mg MMpoaykT: Ome3® (omernpazon), kancysbl 20 mr
Batch No. / Cepust Ne: B2103093 Batch Quantity / O6bem
| - cepun: 2000000 NO
AR No / AHajmaTndeckuii oTder Ne: Date of Analysis / laTa
2002FP21001836 aHaamsa: _ 07-09-2021
Mfg. Date: / laTa mpoH3BOACTBA: 08/2021 Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anasus npoeeaen no HJI: TI N015479/01-121120

PactBopenue

98%, 94%, 100%, 99%,
102%, 96%

Ne Test / HokazaTeb Result / Pe3yanbTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBeTcTBYeT TpcOOBaHNIM chromatogram of test solution should
BKX yumm .correspond to the retention time of main peak
CBDIKX/BOICK in the chroma‘gogram qf or'rllepraZ(?'le reference
standard sohition (section "Assay"). /
Bpems ynmepkUBaHMA OCHOBHOIO TIMKAa Ha
XpoMaTorpaMMe  WMCIBITYEMOTO  pacTBOpa
TOJICHO COOTBCTCTBOBATh BpPEMEHH
YAepXKUBAHUA OCHOBHOTO Muka  Ha
XpoMmarorpamMme  pacTBopa  CTaHIapPTHOI'O
obpasua oMernpaszona (paszmen
«KonnyecTBeHHOE ONpeeIeHNEY ).
3 | Average net fill weight 270.9 mg / 270,9 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsas Mmacca 283.5 mg) /
COJIEPKUMOro Kamcy.Ja 270,0 mr £ 5,0 % (256,5 ™mr - 283,5 ™mr)
4 | Water/ Bona 1.3% w/iw / 1,3% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 3.5/3,5 Acceptance value (AV) should be less than or
units / OaHOpoOAHOCTH equal to 15.0. /
O3UPOBAHHA [ToxasaTens mpueMneMocTr (AV) nomkeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H,sN3;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope Xn0opHcTOBOAOPOAHO
Kk1cItoTHI - He 6omee 10 % C7H oN3O5S
(omenpa3zomn) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C;7H,sN;50;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7H9N;03S (omemnpazon) depes

30 MuH.

Remarks : The Product conforms to ND/
TMpumeuanue: [TpoaykT cooTBeTcTBYET Tpebosauuam HII

Conclusion : APPROVED /
3axkawyenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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of 5
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg Mpogykr: OMe3® (omenpason), karcysis 20 M '
Batch No. / Cepus Ne: B2103093 Batch Quantity / O0bem
e cepuu: 2000000 NO
AR No / AvagnTudeckuii oTder Ne: Date of Analysis / laTa
2002FP21001836 anaausa:  07-09-2021
Mfg. Date: / /laTa npon3BoACTBA: 08/2021 Date of Expiry / 'ogen go:

07/2024

Analysis performed according ND / Anaiu3 nposeaen mo HJI: 1T N015479/01-121120

Ne

Test / lokasaTennb

Result / PesyabTaTsl

Specification / Hopma

7

Related substances / IlocroponHue npumecH

Any individual
unidentified impurity /
JIro6as equHUYHAA

0.02% /0,02%

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

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcyl B allOMHHHEBOM CTpHIIE.
ITo 3 crpuna c WHCTpyKuuei 1o
TPHMEHEHHIO B MTAYKy KapTOHHYIO.

HeuIeHTUHUIMPOBaHHA

1 IpuMech

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

8 | Assay/ 20.2 mg /20,2 Mr 180mg to 22.0 mg of C;;H;oN;0;8
KoauuecTreHHOE (100.8% / 100,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegejedne label claim). /

Or 18,0 mr mo 22,0 mr C;H;oN;O5S
(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHATTBHOTO COREPKAHNA).

9 | Microbial limits / Muxpo6nonorudeckasi Y4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O6uiee 9ncio a3poOHBIX

MUKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count |/ Meree 10 KOE/r He 6onee 100 KOE/r
OO6uree yucio
RPONOKEBBIX 1
TUIECHEBBIX TPHOOB
¢) E. coli Absentin1g/ Absentin 1 g/
OtcytcTByeTB 1 T OTtcyTtcTBHE B 1 T
10 | Packaging / Ymakorka | 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 xamncyn B amtOMHHIEBOM
ctpurne uny B ITA/AJI/TIBX // antoMHHEEBOM
6nucrepe. [To 3 cTpuna win no 3 6aucrepa c
HHCTPYKIMEH TO TIPUMEHEHHI0 B MadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: IponykT cooTBeTcTBYeET Tpeboranmsam HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

08-09-2021 22:04:58
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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoaykr: Owmes® (oMenpasol), KarcyJibl 20 mr

Batch No. / Cepust Ne:

B2103093 R Batch Quantity / O6bem

~ |cepum: 2000000 NO

AR No / Anaauntuuecknii oruert Ne:
2002FP21001836

Date of Analysis / laTta
anaan3a:  07-09-2021

Mfg. Date: / [laTa npon3BoacTBa: 08/2021

Date of Expiry / I'ogen go:
07/2024

Analysis performed according ND / Anasnus nposeaen no HJ/I: IT N015479/01-121120

No Test / ITokasaTean Result / PeaynabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorserctuu ¢ HJI
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TIpn Temneparype He Bbime 25 °C.
YcJIOBUST XpAHEHUS
13 | Shelf life / Cpox 3 years / 3 roma
TOOHOCTH

Remarks : The Product conforms to ND/
Mpumedanne: [Tpoaykr cooTBeTcTBYET Tpebobanusam HJI

Conclusion : APPROVED /
3akauenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 4 of 5
Printed Date & Time (1ST):  08-09-2021 22:04:58
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