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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page L of4/Cup. 1us 4

_-l_’r_oauct: Omez (Omeprazole), capsules 20 mg
Batch No / Cepusn Ne: B2100318

|-ﬁpoayﬂ_OMe3®_(0M_enp_a30g)_, Kancyb 20 mr ]

'Batch Quantity / O6sem 2000000 No
— _ _ leepmm: _ ey
AR No / Anamrauecknii oraer Ne: 2002FP21000268 ‘Date of Analysis / Jata 08/02/2021
anajusa:

Date of Mfg / JlaTa
11PO*3BO/IC rBA:

01/2021 Date of Expiry / T'onen no: 12/2023

Analysis performed accdrding ND / Ananns nposexen no HJI:
1 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne 1 ot 07.08.2018)

No Test / IlokasaTein

Result / Pe3y;1 LTATEI Specification / Hopma

1 l)cscriptioh /
Onncanne

'2' size hard gelatin capsules with colorless
transparent body and pink colored transparent
cap having black "OMEZ" imprinting on both
body and cap with double locking system.
Capsule content - white to off-white spherical
pellets.

Complies as prescribed

CootsetcrByeT TpeGoBaHuaM Tepakle xenaTHHOBBIC MpPO3paYHbiE KAMCYJbl
pasmepa  «2» ¢ OecUBETHbLIM  KOPMycoM,
PO30BOI KpbILIEYKO, MapKiUpOBKOH YepHoro
uscta «OMEZ» Ha obeux uacTax Karcysbl.
CoaepxuMoe Kancyn -- rpaHynibl 6enoro uau

noytH 6enoro LBeTa.

2 | identiﬁcation / Hognuinoers

2a) | By UV / Y®-cnexrpo-

(potomeTpus

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 MOMIOUICHHS  pacTBOPOB
npenapata W cTawjapTHoro  obpasia
alienpasona B obnacth ot 230 no 350 Hm
JONAMB] HMETL MAaKCHMYMb! 11IpH OHOH 1 TOM
e TITHE BOJHBI,

Complies as prescribed/
CootsetcTByeT TpeOGOBaHUAM

Remarks : The Product conforms to ND/
Hpumeuanne: [poaykr coorsercipyer 1pebosannam HJL

Conclusion : APPROVED /
3akaiouenne: OJJOBPEHO

Analyst /
[Tposcaeno:

b

Checked by /

[TpoBepetio: ‘8

Approved by QA In-Charge /
HoxymeHnr ojio6pen OOK: 7‘4&

Date / ata: 09/02/2021

Date / Jlara: 09/02/2021 Date / Jlata: 09/02/2021 K
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Product: Omez (Omeprazole), capsules 20 m_g

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Batch No / Cepust No ;

B2100318

AR No

[/ Anajanruveckuii oruer No:

Page2 of 4/ Cip. 2 u3 4

| Hponym Owmes® (omenpason), karcyib 20 mr
Batch Quantity / O6bem
cepuu:

2000000 No

2002FP21000268

Date of Analysis / )Ia_Ta )
aHajamnsa:

08/02/2021

Date of Mfg / laTa
NPOH3BOACTBA:

01/2021

Analysis performed ac?ordﬂig ND / Anaans l'l[)OBe)l(’ll_ﬂO HI[:
11 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 o1 07.08.2018)

Date of Expiry / I'onen no:

12/2023

Nu Test / Ilokasartenn

Result / PesyanraTe

Specification / Hopma

2b) | By HPLC / BD)XX

Complies as prescribed/
CooTteTcTByeT TpeboBaHUsM

The retention time of main peak in the

chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference

standard solution, as obtained in Assay. /
Bpems ynepinBaHHMS OCHOBHOIO uka
XpOMATOrpaMMe  WCIIBITYEMOro
JIOJIKHO COOTBETCTBOBATH
yRepHKUBAHUS OCHOBHOTO
Xpomarorpamme  pacTpopa
obpazua oMmenpasorna.

NMUuKa

Ha

paciBopa
BPEMEHH

Ha

CTaHAapTHOTO

3 | Average net fill weight
/ Cpeausnn macca
CO/IePIKHMOro Karcyn

267.6 mg / 267,6 Mr

1270.0 mg * 5.0% (Between 256.5 mg and

283.5mg) /
270 mr + 5,0% (256,5 mr - 283,5 mr)

4 | Water / Bb;a

1.3 %w/w/1,3%

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

191

Dissolution /
PacrBopernie

0%, 0%, 0%,
0%, 0%, 0%

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

In 0.1 M hydrochloric acid solution - not more

than 10 % of C7H1oN30sS (omeprazole) is
dissolved after 2 h./

B 0,1 M pacTBope X10pUCTOBOLOPOLHOT
KuenoTh! - He 6onee 10 % Ci7H 9N1 O3S
(omenpazon) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H19N30;3S (omeprazole) is dissolved alicr
30 min./

B 6ydepe pH 6,8 - He menee 75 % (Q)
Ci17H19N303S (omenpaszon) yepes 30 mui.

Remarks : The Product conforms to ND/
[pumeqanne: [Npoaykr coorBercTByeT TpebosaHuam HJI

Conclusion : APPROVED /
3axmoucnue: OJOBPEHO

Analyst /
[IposeaeHo:

R

Checked by /
[1posepeHo:

Approved by QA In-Charge /

Date / Jlata: 09/02/2021

Date / Hara: 09/02/2021

Date / Mara: 09/02/2021

HoxymeHT ogobpen OOK: ? 2

J— |
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

_f:rod_uc_t: Omez (Omepraz—o-l_c), capsules 20 mg

Batch No / Cepun Ne: B2100318

AR No / A[l_ilJ;IT_H'l-éCKHIMI otuer Ne: 2002FP21000268

_ Mpoaykr: Omes® (omenpason), kancyibr 20 mr |

~ Page3ofd/Cip.3nz4

aHaaH3a:

Date of Mfg / laTa
NPOH3BOACTBA:

01/2021

Analysis performed acc'ording ND / Auaans HPOBEEH No l-lll:
[1N015479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 or 07.08.2018)

Batch Quantity / O61em

 lcepun: -
|Date of Analysis / Jlara

Date of Expiry / Tomen no: 12/2023

2000000 No

08/02/2021

No Test/ HOEZBZTeJIb

" Result/ PesyanraTnl

6 | Related substances / HOC'I‘oponllue_ﬁ_pnmeCII

Any individual
unidentified impurity /
Jliobas enuHUuHas

HEH 1EHTH(PHILWPOBAHHA
s NPUMECH

[0.04%/ 0,04%

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

Specification / Hopma— N

Total impurities /
Cymma npumeceit

0.1%/0,1%

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

7 | Microbial limits / MukpoGuoaornueckas ynerora

a) Total Aerobic
Microbial Count /
ObLiee yucao aspobHLIX
MHIPOOPraHn3MOB

Less than 10 CFU/ g/
Menee 10 KOE/ r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/ r

b) Total Combined
Yeasts and Mould Count
O0ulee uncno
NPOMOKEBLIX U
[JIeCHEBbLIX TPHBOB

Less than 10 CFU/ g/
Menee 10 KOE/ r

¢) E. coli

Absent in 1 g/
OtcyTteryerB 1 1

Not more than 100 CFU/g /
He 6onee 100 KOE/ r

Absent in 1 g/
OrcytetBue B 1 1

8 | Uniformity of dosage
units / Oanopoanocti,
A031IPOBAIIISI

2.8/28

Acceptance value (AV) should be not more
than 15.0/

[Moxasarens npuemaemocti (AV) fosxeH
Obli L tie Donee 15,0

Remarks : The Product conforms to ND/
Ilpumeyanne: Ipoaykr coorsercryer TpeboBanmsam HJJ

Conclusion : APPROVED /
Zakmwuenue: OJJOGPEHO

Analyst /
ITpoBeneHo:

e

Checked by /
[TpoBepeno:

Approved by QA In-Charge /
HokymenT onobpen OOK:
A

Date / JlaTa: 09/02/2021

Date / JTata: 09/02/2021

Date / lata: 09/02/2021 |
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

‘Product: Omez (Omeprazole), capsules 20 mg

Ipoaykr: Ome3® (omenpasos), kancyibi 20 mr

Paged of4/Crp.4m3 4

Batch No / Cepust Ne: B2100318

AR No / Auaautuueckuii oTyer Ne: 2002FP21000268

Date of Mfg / Jarta
IPOM3BOACTBA:

01/2021

Batch Quantity / O6bem 2000000 No
[cepun: - B

Date of Analysis / Tara 08/02/2021
|aHaIn3a:

Date of Expiry / Tonen go: 12/2023

Analysis performed according ND / Ananus nposeaen no H/L:
[1 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018)

omnpeaeJeine

No Test / Hokasatens Result / Pesynbrarni
9 | Assay/ 19.9 mg (99.4%) /
Koanuecreennoe

19,9 mr (99,4%)

~ 1180 mg to

Specification / Hopma

22.0 mg Of C|7H|9N3O3S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 Mr mo 22,0 mr Cj7HpN;O;S

(omenpazon) B kancyne (ot 90,0 no 110,0 % ot
HOMWHAJILHOTO COAEPMKAHHS).

10 Péckaging / YnakoBka

Package / VYnakoska - 10
capsules in an aluminum strip.
3 strips and patient information’
leaflet in a carton pack. /o 10
Kancya B allOMHHHEBOM
crpune. [lo 3 crpuna ¢
MHCTPYKLUKEH 110 NpUMEHEHHUIO
B Na4Ky KapPTOHHYIO.

11 | Labeling/
MapxkupoBka

According to ND / B cootsetcranu ¢ HJJ

Package / VYnakoBka - 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./ Tlo 10
Kancyi B aNOMHHHUEBOM CTPUNC HWAH B
[TA/AJUTIBX // antomnHueBoM Gnuctepe. To 3
cTpuna win no 3 6aucrepa ¢ HHCTpykuueli no
ApUMEHEHHIO B AYKY KAPTOHHYIO.

12 | Storage conditions /
YeaoBust Xpancuust

At temperature below 25 °C. / [Tpu Temneparype He Boiuie 25 °C,

13 | Shelflife / Cpox
IrogHOCTH

3 years /3 ropa

Remarks : The Product conforms to ND/
IIpumeuanne: [poaykT cooTBeTCTBYET TPEOGOBAHUSIM HII

Conclusion : APPROVED /
3axmouenue: OJOGPEHO

Analyst /
IpoBeneHo:

G-

Checked by /
[IposepeHo:

Approved by QA In-Charge /

Date / HaTa: 09/02/2021

Date / Jlata: 09/02/2021

Hokyment onobpen OOK:
y

Date / lara: 09/02/2021
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