Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

_P_iom:t: Omez (Omepra_z_ole), capsules 20 mg

Mpoaykr: Ome3® (omenpaszon), Kancybt 2b ML Bl

Batch No. / Cepus Ne:

B2102547

cepnn:

Batch Quantity / O6bem

2000000 NO

2002FP21001604

AR No / Anaaurudecknii oruer No:

Date of Analysis / laTa
aHaJju3a:

31-07-2021

Mfg. Date: / laTa npoH3BoOACTBA:

07/2021

06/2024

Date of Expiry / [ogen no:

Analysis performed according ND / Anasnus nposened no H/: ITN015479/01-121120

Ne Test / MokazaTeanb

Result / Pe3yabraThl

Specification / Hopma

1 | Description /
Onucauue

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. /

Tepabte KENAaTUHOBbIE
npo3padHble KamncyJsl pasmepa 2 ¢
0eCLBETHLIM KOPIYCOM, pO30BOH
KpblLIEYKOH H MapKHUpOBKOH
yepHoro usera «OMEZ» Ha obeux
gactax  kancynel.  Conepxumoe
KancyJj — rpanysl 6enoro neera.

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. /

Teepable ’KeJJaTHHOBbIE Mpo3payHkble
Kamcysibl  pazMepa 2 ¢ GecnBeTHbIM
KOPMYCOM,  pO30BOM  KpblLUeykod  u

MapkupoBkoil uepHoro usera «OMEZ» Ha
obenx yacTax kancynsl. CoAepkUMoe KarncyJ
— rpaHyjsl 6enoro uny noyTu O6enoro nBera.

2 | Identification / ITopsamanocTL

2a) | ByUV/VO-
CHexTpo(HOTOMETPUS

Complies as prescribed/
CooTeeTcTBYET TpeOOBAaHUAM

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. /

VO - crnexkTpel NOMNIOWIEHUss PacTBOPOB
npermapata W cTaHgapTtHoro  obpasna
oMenpazoiia B obnactm ot 230 po 350 mm
JOTDKHBl UMETh MAKCUMYMbl NpU OAHOA u
TOM >ke JUTUHE BOJIHBL.

Remarks : The Product conforms to ND/
INpumeyanue: [poaykr coorBercTByeT TpeGoRaHuam HJT

Conclusion : APPROVED /
3akaroyenue: OJJOBPEHO

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

CERTIFICATE OF ANALYSIS

_Er_ody—ct: Omez (Omeprazole), capsule§_2_0_mg

CEPTUDUKAT AHAJIU3A
IpoaykTt: OMe3® (omer Ea_’sa). Kancysibl 20 mr ]
Batch Quantity / O6bem

Batch No. / Cepna Ne: B2102547

CepHH:

2000000 NO

AR No / AnaaurudyecKuii oryer Ne:
12002FP21001604

aHa/JIn3a:

Date of Analysis / laTa

31-07-2021

Mfg. Date: / laTa npoM3BOACTBA:

07/2021

06/2024

Date of Expiry / ['onen no:

Xnalysis performed according ND / Ananus nposeaes no H/I: IT1N015479/01-121120

Ne Test / [loka3aTean Result / Pe3yabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBeTcTBYyeT TpeOOBAHUAM chromatogram of test solution should
BYKX correspond to the retention time of main peak
CBOKX/BOICX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMsi yaepKuBaHUS OCHOBHOIO Muka Ha
XpoMarorpaMMe  HCIBITYEMOrO  pacTBOpa
JOTDKHO COOTBETCTBOBATb BpeMeH!
yIep>KHBAHUS ~ OCHOBHOTO MKa Ha
XpoMaTorpaMme  pacTBOpa  CTaHIAapTHOro
obpazua omMernpaszofa (pazaen
«KonuuecTBeHHOE ONpeeeHNEY ).

3 | Average net fill weight
/ CpeaHsisi Macca
COIePKUMOro KameyJa

269.3 mg/269,3 mr

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

4 | Water / Boaa

1.2% wiw /1,2%

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

5 | Uniformity of dosage
units / OaHOpPOAHOCTB
N03MPOBAHHA

19/1,9

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

[MokasaTtens npuemnemoctu (AV) nomxeH
ObITh MeHee unu paset 15,0.

6 | Dissolution /
PacTBOpenne

92%, 94%

0%, 5%, 3%, 0%, 3%, 4%

94%, 94%, 92%, 94%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C,7HsN;0;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XJ10pHCTOBOAOPOAHOIA
kucnotsl - He 6ogee 10 % C;H yN;30,S
(omenpason) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN305S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - e Menee 75 % (Q)
Ci7H;sN3O5S (omemnpa3zolt) uepes

30 muH.

Remarks : The Product conforms to ND/

[Mpumeuaune: [TpoaykT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmwyenue: OJJIOBPEHO

Printed By: Krishnamohan Gunturu

of 5

Printed Date

& Time (IST): 31-07-2021 17:36:07




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

Elzd_uct: Omez ( Om_epglzole), capsutes20mg

HpoaykTt: Ome3® (omMenpaszosn). Karcyibi go];

2002FP21001604

Batch No. / Cepug Ne: B2102547 Batch Quantity / O6bem

- cepun: 2000000 NO

AR No / AnanuTH4yeckuii oraer Ne: Date of Analysis / /laTa
amasnza:  31-07-2021

Mfg. Date: / /laTa npou3sBoacTBa:

07/2021

06/2024

Date of Expiry / Foaen no:

'Haly_sis performed according ND / Anaaus nposeaes no HJI: I1 N015479/01-121120

No

Test / Moka3zaTens

Result / PesyabTaThl

Specification / Hopma

7

| Related substances / TTocToponHHse npumMecH

Any individual
unidentified impurity /
Jlrobag eaHuuHas
HenaeHTH(hULUMPOBaHHA
s [IpUMech

0.02% / 0,02%

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

Total impurities /
CymMma npumeceii

0.1%/0,1%

Not more than 2.0 %/
He 6onee 2,0 %

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kancyia B allOMMHHEBOM CTPMIIE.
Mo 3 crpuna ¢ wHerpykuue# mno
[IPUMEHEHHIO B Ma4Ky KAPTOHHYIO.

8 | Assay/ 19.7 mg /19,7 mr 18.0mg to 22.0 mg of C;;H;sN;O;S
KonuuecrBeHHoe (98.7% / 98,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHne label claim). /

Or 18,0 Mr 1o 22,0 MT C|7H|9N303S
(omenpazon) B kancyJje (or 90,0 no 110,0 %
OT HOMUHAJILHOTO CONEPKANM).

9 | Microbial limits / MukpoGuoaoruyeckas 4ucToTAa

a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / Meuee 10 KOE/r He 6onee 1000 KOE/r
O611iee Yyncno aypoOHbIX

MHUKPOOPTraHU3MOB
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
O01ee yucio
JPOMOKEBbBIX H
TJIECHEBBIX FPHOOB
¢) E. coli Absentinl g/ Absentinl g/
OtcytctByerB 1T OtcyrcrBue B 1 r
10 | Packaging / YnaxoBka | 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. / Ilo 10 kancyn B antoMUHAEBOM
crpune wiu B [TA/AJI/TIBX // antomuHuesom
onucrepe. I1o 3 crpuna uian no 3 Gaucrepa ¢
MHCTPYKIMEHl TO HNpAMEHEeHWI0 B IaukKy
KapTOHHYO.

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT cooTseTcTBYET TpeboBauusam H]I

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date

& Time (IST): 31-07-2021 17:36:07




Uncontrolled Copy

@_r_od—mt: Omez ( Omepra_zaes, capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

| __IIp_oaynﬂ? Ome3® (oMenpason), KancyJisl 20 Mr

Batch No./ Cepust Ne:

B2102547 Batch Quantity / O6bem

cepun: 2000000 NO

AR No/ AHaJIUTHYECKNI 0TueT Ne:
12002FP21001604

Date of Analysis / laTa
adaama: 31-07-2021

Mfg. Date: / laTa npou3BoacTBAa: 07/2021

Date of Expiry / 'onen no:
06/2024

Analysis performed according ND / AHaju3 nposegeH mo ﬁl[: 1 N015479/01-121120

Ycia0BHs XpaHeHUs

Ne Test / Tloka3aresb Result / PesyabTaTsi Specification / Hopma
11 | Labeling / According to ND / B coorsercTtuu ¢ HJI

MapkupoBKa
12 | Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Bbiile 25 °C.

13

Shelf life / Cpox
rOJHOCTH

3 years / 3 ropa

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmoyeune: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 4 of 5
Printed Date & Time (IST): 31-07-2021 17:36:07
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ELECTRONIC SIGNATURES

Title

B2102547

Document No.

QUA-FT02-0734

Approved Datew 31-Tul-2021

- Version - 1.0, CURRENT
Intenti Employee ID -Name - i
ntion :mployee | User Nam: Date (IST)
Prepared By P00021162 Latha Dasi 31/07/2021
17:00:42
Reviewed and P00009295 C.Ajay Kumar Reddy 31/07/2021
Approved By 17:13:53
Approved By QA P00019092 Krishnamohan Gunturu 31/07/2021
| 17:34:52
Page 5 of 5

Printed By: Krishnamohan Gunturu

Printed Date & Time (IST):

31-07-2021 17:36:07

Dr.Reddy’s ":"




