Uncontrolled Copy

}’roﬁct: Omez (Omeprazole), capsules 20 mg_

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJTH3A

|MpoaykT: OMes® (omenpazod), K_al'lch'lbl 20 wmr

Batch No. / Cepus No: B2102541 Batch Quantity / O6sem
cepun: 1990000 NO I
AR No / Ananutudeckuii oryer Ne: Date of Analysis / laTa
2002FP21001563 anaausa: 26-07-2021
Mfg. Date: / Jlata npou3sBoacrea: 06/2021 Date of Expiry / Tonen no:
05/2024

Analysis performed according ND / Anasnus nposeaer mo H/: T1 N015479/01-121120

Na

Test / Moka3zaTennb

Result / PesyabTaThbl

Specification / Hopma

1

Description /
Onucanune

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 KeTATMHOBEIE
Mpo3payuHbIc Kancyjsl pasMepa 2 ¢
GeCIBETHBIM  KOPTTYCOM, PO30BOif
KpbILIEYKONl U MapKUpPOBKOK
yepHoro neeta «KOMEZ» Ha obenx
yacTsax  kancyasl.  Cofepxumoe
KancyJ — rpanyiibl 6enoro LgeTa.

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. /
TBepavie HEnaTuHORKIE
Kamcyjel  pasMepa 2 ¢ OeCUBETHBIM
KOpPITycoM,  pO30BOif  Kpbllleukoit W
MapkHpoBkoi yepnoro usera «OMEZ» Ha
0benx gacTax xancyinsl. CoaepXXUMoe KarcyJ
— IpaHyJibl 6e10ro Wik noytu 6enoro igera.

Npo3payHLIe

Identification / TloanuunocTn

2a)

By UV /V®-
creKTpodoToMeTpus

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. /

Y® - cnekTpbl TOINOLIEHHUS pPacTBOPOB
npenapara M cTaHmapTHoro  obpasua
oMenpazona B obnactu or 230 go 350 Hm
JIOIHKHBI WUMETh MaKCUMYMBI TIpH OZHOH M
TOW %e JUTHHE BOJTHBI.

Remarks : The Product conforms to ND/
[pumeuanne: [TpoaykT coorsercrayeT Tpeboanusm HJI

Conclusion : APPROVED /
Zaxkmiouenue: OJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez ( Omeprazole), capsules 20 mg

MpoaykT: OMe3® (omenpason), KANCyJbl 2__(_2 MT

Batch No. / Cepusa Ne: B2102541

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / AHa;iTHuecknii order Ne;
2002FP21001563

Date of Analysis / laTta
ananuza: 26-07-2021

Mfg. Date: / laTa npousBoAcTBA: 06/2021

Date of Expiry / Togen no:
05/2024

Analysis performed according ND / Ananus nposenen no HA: T N015479/01-121120

Ne Test / MokazaTennb Result / Pe3yabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTreTcTByeT TpeboBaHHAM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBIIKX/BCIKX in the chromatogram of omeprazole reference

standard solution (scction "Assay™). /
Bpemst yaepuBaHHA OCHOBHOIO MHKA Ha
XpoMaTtorpaMme  HCIBITYEMOTO  pacTBopa

JIOJIKHO COOTBETCTBOBATH BpPEMEHN
yACPKHBaHWS OCHOBHOTO THKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIAPTHOTO
obpa3sua oMernpasona (pazmen

«KonudecTBeHHOE oNpeneieHReEN ).

/ Cpeansist Macea
COAEPKUMOro Kancyn

3 | Average net fill weight 270.2 mg /270,2 mMr

270.0 mg £+ 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)

4 | Water / Boga 1.6% w/w / 1,6%

Not more than 3.0% /
He 6omee 3,0 %

5 | Uniformity of dosage 54/54
units / OxHOpOAHOCTE

Acceptance value (AV) should be less than or
equal to 15.0./

95%., 96%

100%, 94%, 97%, 96%,

J03WpPOBAHUA TNokasarenb npuemiieMoctd (AV) nonxex
OBITH MeHee WK paseH 15,0.
6 | Dissolution / 1%, 0%, 3%, 2%, 0%, 3% In 0.1 M hydrochloric acid solution - not
PacrBopeHne more than 10 % of C;H gN;03S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOPUCTOBOIOPOAHOIA
KkMcIoThI - He 6omee 10 % C;HyN;05S
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7HgN;0;8 (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - re Mmenee 75 % (Q)
C,7H,oN;03S (omenpazon) yepes

30 mMuH.

Remarks : The Product conforms to ND/

Tpumeuanue: ITponykt coorsercTBYET TpebosanuaM HI

Conclusion : APPROVED /
3axarouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

Product: Omez (6meprazole_)_, capsules 20 mg :

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Mpoaykr: OMe3® (oMenpason), Kancynb1_2_0_ Mr

Batch No. / Cepns Ne: B2102541 Batch Quantity / Oobem
B cepun: 1990000 NO -
AR No / AHaanTr4ecknii oT4yer Ne: Date of Analysis / /lara
2002FP21001563 ananusza: 26-07-2021
Mfg. Date: / JlaTa npon3BoacTBa: 06/2021 Date of Expiry / Tonen go:
05/2024

Analysis performed according ND / Ananans nposenen mo H/: T1 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcym B aJFOMUHHEBOM CTpPHITE.
TTo 3 crTpuma ¢ WHCTPYKLHeH TIo
MPUMEHEHNIO B Na4Ky KapTOHHYIO.

No Test / ITokasaTtenb Result / Pe3ynabTarbl Specification / Hopma

7 | Related substances / [TocropoHHue l]p_l/lM;H
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6asg enAMYHAS

HeUAeHTH PHLMPOBAHHA

1 IPUMeECh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumeceit He Gonee 2,0 %

8 | Assay/ 20.4 mg /20,4 mr 18.0mg to 22.0 mg of Cy;HoN;O5S
KosmuectBeHHOE (102.2 %/ 102,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeneHne label claim). /

Or 18,0 mr mo 22,0 mr C;H;9N;O;8
(omempazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COAEpKaHMA).

9 | Microbial limits / MuakpoGuoaoriieckas 11cToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/T He Gosee 1000 KOE/r
Obmmee 9rcno a3poOHBIX

MHKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He Gonee 100 KOE/r
Oodmmee [9mMcno
TIPOKIKEBBIX 1
TIECHEBBIX I'PHOOB L _ -
c) E. coli Absentin 1 g/ Absentin 1l g/
OtcytcTBYyeTB 1 T OtcytctBrie B 1 T
10 | Packaging / ¥Ymakoska | 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. / [To 10 karicyn B alloMHHIEBOM
ctpunte wim B [TA/AJI/TIBX // anroMuHeBOM
6nucrepe. [To 3 cTpuna unu no 3 6nucrepa ¢
HHCTPYKUMEH M0 MPUMEHEHHI0 B IMAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

Mpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion ;: APPROVED /
Jakawuenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):

27-07-2021 17:34:57




Uncontrolled Copy

[Product: Omez (Omeprazole), cz;psules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

MpoaykT; Omes® (omenpason), kancyssl 20 mr

'Batch No. / Cepus No: B2102541 Batch Quantity / O6nem

cepun: 1990000 NO -
AR No / AHanaTuueckuii oTyeT No: Date of Analysis / lata
2002FP21001563 ananmusa: 26-07-2021

Mfg. Date: / /laTa mpou3BoacTBa:

06/2021

05/2024

Date of Expiry / Tonen go:

Analysis performed according ND / Ananus nposeaer o H/I: TI N015479/01-121120

Ne Test / Iloka3aTeJb Result / PeyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooTBetctBun ¢ HJJ
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbime 25 °C.
YcaoBusi XpaHeHUs
13 | Shelf life / Cpok 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
TMpumeuanne: [TponykT cooTBeTCTRYET TpeboBanusaM HJL

Conclusion : APPROVED /
Jaxurouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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ELECTRONIC SIGNATURES
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