CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Batch No. / Cepus Ne:

[Product: Omez (Omeprazole), capsules 20 mg_ B

Hpoxyxr

: OMe3® (omMenpason), Kancyyrel 20 mr

B2102828

CepHH:

Batch Quantity / O6bem

1990000 NO

2002FP21001707

AR No / AHaanTnueckuit otuert Ne:

aHaJau3a:

Date of Analysis / Tara

19-08-2021

Mfg. Date: / JaTa npousBoacTBa:

07/2021

06/2024

Date of Expiry / Tosen go:

Analysis performed according ND / Ananns nposexen no H: TI N015479/01-121120

Ne Test / Iloka3aTenan

Result / Pe3yabTaTsl

Specification / Hopma

1 | Description /
Onucanne

opy

~

-
L S W

Uncontrolle

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. /

Teepnsie ’KeJaTHHOBLIC
MpO3payHble KarcyNsl pasMepa 2 ¢
OecLBETHBIM KOPIYCOM, pO30BOii
KpBIIEUKOMH 3| MapKNPOBKOH
yepHoro useta «OMEZ» Ha o0eux
yactax kancyiel. Comepxumoe
KarcyJn — rpaHyJbl 6enoro upera.

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. /

Tsepnbie JKETATHHOBBIC TIpo3payHbIe
Karmcynel  pasMepa 2 ¢ OecUBETHBIM
KOPIIyCOM,  pO30BOM  Kpbllleukoi U

MapkupoBkoW depHoro npera «OMEZ» nHa
06eux gacTsax karcynbl. Coaepxnmoe Karcy
— rpaHynbl 6€70ro WM TOUTH 6ENOTo LBETA.

2 | Identification / IloanuHHOCTHL

2a) | By UV/V®-

cnekTpodoToMeTpus

Complies as prescribed/
CootBercTByeT TpeGOBaHHAM

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 - chexkTpsl MOMJIOUIEHHS PacTBOPOB
nperiapara M CTaHmapTHoro  obpasua
omernpazona B obnmactu ot 230 pmo 350 HM
JNO/DKHEI UMETh MaKCHMYMBI TIpH ONHOW M
TOIA )K€ ITHHE BOJIHEL.

Remarks : The Product conforms to ND/
TMpumeganne: TTpoaykT cooTBeTcTBYET Tpebosanusm HJL

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (oMemnpasoi), KarcyJrsl 20 mr N

Batch No. / Cepus Ne:

B2102828 Batch Quantity / Obbem

cepun: 1990000 NO

AR No / AHaauTndecknii order Ne: Date of Analysis / laTa

2002FP21001707 - aHamu3a:  19-08-2021

Mfg. Date: / laTa npon3BoAcTBa: 07/2021 Date of Expiry / TogeHn fo0:
06/2024

Analysis performed according ND / Anasus nposenen mo H/: 1T N015479/01-121120

PacTeopenne

Ne Test / [okasarenn Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCcTBYET TpeOOBaHUAM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBOKX/BCIKX in the chroma‘fogram of omeprazole reference
standard solution (section "Assay"). /
Bpewmst yoepkWBaHHsA OCHOBHOTO TTHKa Ha
XpoMmarorpaMMe  HCTBITYEMOTO  pacTBopa
TOJIKHO COOTBETCTBOBATh BpEMEHM
yIep)KUBAHWs ~ OCHOBHOTO nWka  Ha
XpoMaTrorpaMMe pacTBopa CTaHTApTHOTO
obpazua oMeTpa3ona (pasgmen
«KonwuecTBeHHOE OTIpENCIEHNED ).
3 | Average net fill weight | 271.0 mg/271,0 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist macca 283.5 mg) /
COAEPAKAMOro KamncyJ 270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water/ Bona 1.1 % w/w /1,1% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 59/5,9 Acceptance value (AV) should be less than or
units / OAHOPOAHOCTH equal to 15.0./
J03UPOBAHHS IToxasatesnb mpuemiemoctd (AV) noimkex
OBITH MeHee WITH paBeH 15,0.
6 | Dissolution / 0%, 1%, 0%, 3%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H sN:05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJI0pUCTOBOAOPOAHOMN
KxucnoTsl - He 6onee 10 % C;H;9N305S
(omenpa3zon) yepes 2 4.

97%, 97%, 95%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of
94%. 98% C7H9N;05S (omeprazole) is dissolved after
* ’ 30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H19N305S (omenpazon) yepes
30 MuH.

Remarks : The Product conforms to ND/
Tpumeuanne: [IponyKT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Omecz (Omeprazole), capsules 20 mg

“_pOJIyKT: Owmes® (omelpason). kancyisl 20 mr

Batch No. / Cepus No: B2102828 Batch Quantity / O6bem
cepuu: 1990000 NO
AR No / AnanuTu4yecknii ot4er Ne: Date of Analysis / Hara o
2002FP21001707 aHaamza;  19-08-2021
Mfg. Date: / laTa npousBoacTna: 07/2021 Date of Expiry / Toaen jo:
06/2024

Analysis performed according ND / Anasns niposenien no HJI: TI N015479/01-121120

Ne Test / HokazaTtean

Result / Pe3ynbsTaTshl

Specification / Hopma

7 | Related substances / IToctoponnne npumMecu

Any individual 0.03%/0,03%
unidentified impurity /
JIro6asg eqyHNYHAas
HeUASHTU(PULIMpOBAHHA

s TPUMeECh

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

Total impurities / 0.1%/0,1%

CymMa npuMeceit

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

8 | Assay/ 19.6 mg / 19,6 M
KoauuecreeHHnoe (97.8%/ 97,8%)
onpegeieHue

18.0 mg to 22.0 mg of C7HoN;058
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 mr po 22,0 MT C17H|9N3O3S
(omenpazon) B karncyine (ot 90,0 no 110,0 %
OT HOMMHAJILHOTO COAEPIKaHus!).

Uncontrolied Copy

9 | Microbial limits / MukpoGuonoruieckast HHcToOTa

a) Total Aerobic
Microbial Count /
O61ee uncio a3poOHBIX
MHUKPOOPTaHH3MOB

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
OO61ee uncio
IPOXIKEBBIX 1
MITECHEBBIX rprOOB

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

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

¢) E. coli Absentin 1 g/

OtcyrctByeT B 1 T

Absentin 1 g/
OtcytctBue B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcyl B aTIOMWHWCBOM CTpHIIE.
Ilo 3 crpuna c WHCTpYKUUEH Mo
TIPUMEHEHHUIO B 119Ky KapTOHHYIO.

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 karcyn B amtOMHHHEBOM
ctpune umu B [TA/AJI/IIBX // antoMHHUEBOM
6nuctepe. 1o 3 ctpuna unm no 3 Gnuctepa ¢
WHCTPYKIWEH 10 TPHMEHEHNI0 B MauvKy
KapTOHHY1O.

Remarks : The Product conforms to ND/

IMpumedanne: [TponykT cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akaouenue: ONOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: Ome3s® (omenpason). Kancyibl 20 mr B
Batch No. / Cepus Ne: B2102828 Batch Quantity / Odbem

- cepau: 1990000 NO
AR No / AHanutudecknii oTqer Ne: Date of Analysis / Tara
2002FP21001707 aHaamsa;  19-08-2021
Mfg, Date: / JlaTta npon3BoAcTBA: 07/2021 Date of Expiry / T'oaen jo:

06/2024

Analysis performed according ND / Anasnuns nposenen mo HJI: 11 N015479/01-121120

Ne Test / TToka3aTenn Result / Pe3yJabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooreerctsuun ¢ H/J
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpn TemmepaType He Boiie 25 °C.
YcJjioBUS XpaHEeHUS
13 | Shelf life / Cpok 3 years /3 roza
TOXHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TMpumeuanue: [Tpogykt cooTBeTCTBYET TpeboBanusM HI 3akmoyenne: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES Dr.Reddy’s Q3¢

B2102828

Title

Document No. | QUA-FT02-0773
Q Approved Date | 7. Aug-2021

- Version - 1.0, CURRENT
Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 19/08/2021
20:45:28
Reviewed and P00009295 C.Ajay Kumar Reddy 20/08/2021
Approved By 10:30:55
Approved By QA P00019092 Krishnamohan Gunturu 20/08/2021
11:19:13

Page 5 of 5
Printed By: Krishnamohan Gunturu Printed Date & Time (IST):  20-08-2021 11:29:27




