Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Pagelofd/Cip. 134

(Product: Omez (Omeprazole), capsules 20 mg __ _|[HpoayrT: OMes® (onenpason), Kancysin 20 my-
Batch No / Cepna Ne: B2100402 Batch Quantity / O6inem 2000000 No
= ceprnr: R
AR No / Ananuriuccknii oraer Ne: 2002FP21000292 Date of Analysis/ Tava 10/02/2021
- _|anann3za: _ -
Date of Mfg / JIara 01/2021 Date of Expiry / l'open po: 12/2023
|[MPON3BOACTBA:
Analysis performed according ND / Auanns nposenen no H)I: -
[T NO015479/01-260617 (amend Ne 1 from 07.08.2018 /usn.Ne | ot 07.08.2018) - - i
Nou Test / IToxkazaTenn Result / Pesyanrarn Specification / Hopma ]
1 | Description / Complies as prescribed 2" size hard gelatin capsules with colorless
Onncanne 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-whitc spherical
pellets.
CootsercrByer Tpe6oBanism TBpabIe xenaTHHOBBIE MPO3PAYHBLIC KAlICY:lb
pazmepa «2» ¢ OecuUBETHLIM  KOPMYCOM,
PO30BOI KPbILICHKOH, MapKUPOBKOH HEPHOIC
| useta «OMEZ» Ha obeux uacisx KancyJbl,
| CopepxuMoe Kancyn — rpamysibl 6enoro i |
no4tH Senoro 1BeTA.
|
|
2 | Identification / [TogauuHocTH - B
2a) | By UV / Y®-cnektpo- Complies as prescribed/ UV-absorption spectra of both test and
doromeTpus Coorsetcreyer tpebopanuam | standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /
Y® - cnekTpbl MOMNOUICHHsSI  pacTBOpOB
npernapata M CTaHJAAPTHOMO o0pasua
omenpaszona B obnactu or 230 ao 350 1m
HOMKHB! HMETh MAKCHMYMbL 1TPH OJIHOM 11 TOii
AKe JATMHE BOJIHDI, |

Remarks : The Product conforms to ND/
Hpunmeuamne: [Tpoaykr coorsercrayer rpeGonarinam H)l

Conclusion : APPR(ﬁ)_VED /
3akmouennce: OJOLPENO

Analyst /

ITponcaeHo: (é/__f__

Checked by /
[1poBepeHo:

Approved by QA In-Charge /
HokymenTt onobpen OOK:

"Datc / Nlata: 10/02/2021

Date / Jlata: 10/02/2021

Date / Jlata: 10/02/2021
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Product: Omez {'(;Hw]ﬂ'nzulé), capsules 20 mg _

Batch No / Cepust Ne: B2100402

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

~ Page20f4/Cyp.2n34

_HpouleOM93®_(6menp_an_o& Kancynwt 20 mr
Batch Quantity / O6nem 2000000 No

ImpoussBogcrsa:

o lcepuu:
AR No / Anasurinueckuii oruer Ne: 2002FP21000292 Datc of Analysis / dara 10/02/2021
B |anajnsa: -
Date of Mfg / Jlata 01/2021 Date of Expiry / Iogen j1o: 12/2023

Analysis pefformed according ND / Ananus nposegen no HJ:
[1 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne | ot 07.08.2018)

Ne Test / Mokaszarean

Result / PesyabraTh

Specification / Hopma - __—l

2b) | By HPLC / BDXX

Complies as prescribed/
CootsetcTBYET TpeGOBaHHAM

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. /
Bpema yaepxHBaHUS OCHOBHOMO TMHKa Ha
XpoOMaTorpaMMe  HCNbLITYEMOro  pactTBopa
JOJDKHO COOTBETCTBOBATh BpEMEHU
yaepsKHBaHHsi OCHOBHOTIO nuKa Ha
XpoMalorpaMMe  pactBopa  CTAHZAPTHOIO
obpasLa oMenpasona.

3 . Average net fill weight
/ Cpeausia macea
| COMEPIKRMOTC KATICYJI

268.1 mg/268,1 mr

270.0 mg + 5.0% (Between 256.5 mg and
283.5 mg) /
270 mr £ 5,0% (256,5 Mt - 2835 mr)

4 Water I/‘ Boja

L1 Y%w/w / 1,1 %

5 | Dissolution /
Pacreopenue

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

94%, 96%, 97%,
93%, 95%, 96%

| Not more than 3.0% /

I In0.1M hydrochloric acid solution - not more

He 6onee 3,0 %

than 10 % of C7H,9N;O;S (omeprazole) is
dissolved after 2 h./

B 0,1 M pacTBope XJOpHCTOBOAOPOHOM
KHcaoThl - He boaee 10 % C7H 19N O3S
(omenpason) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H19N303S (omeprazole) is dissolved after
30 min./

B 6ydepe pH 6,8 - ne meree 75 % (Q)
C17110N30sS (omenpason) vepes 30 mitn.

L

Remarks : The Product conforms to ND/
ITpumeuanne: [poayxr COOTBETCTBYET TpeboBaHusM HJ|

Conclusion : APPROVED /
Zakmoucnue: OJIOEPEHO

Analyst / p Checked by / Approved by QA In-Charge /
Mposeaeno: léf___. ITposepeno: HoxymeHnT onobpen OOK;

A i
Date / Jara: 10/02/2021 Date / [lata: 10/02/2021 Date / Jlata: 10/02/2021
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AITAJTIN3A

Qe
Dr.Reddy’s ‘,’o.

IFrl)dl-l_ct:_()mzz {ﬂ@@;nhf]. L_1;_1L|Ics_20 mg

Iponyrr: Ome3® (omenpasod), kancyasr 20 mr

_Page3of4/Crp. 33 4

Batch No / Cepus Ne: B2100402 Batch Quantity / O6sem 2000000 No
- - o leeprin:
AR No / Anamirriseckuii oruer Ne: 20021°P21000292 Date of Analysis / laTa 10/02/2021
- - aHaJM3Aa: - S
Date of Mfg / dara 01/2021 Date of Expiry./ l'ogen no: 12/2023
npeH3BocTna; e ] - -
Analysis performed according ND / Ananus nposenen no HJI:
1 NO015479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018) —
Ne | Test/ Nokaszareas |i Result / PesyanraTi Speciﬁcation/Hopma_
6 | Related substances / liocmpomme npiiecH - )
Any individual 0.03% /0,03% | Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
Jobas eauHuuHas
HEeUACHTHBHUMPOBAHHA
S NpHMECh
Tolal imipurities / 0.1%/0,1% Not more than 2.0 %/
Cymma npumeceit He 6onee 2,0 %
7 | Microbial limits / M;AKDO(’)I_IOJIOI‘H‘IeCI(aﬂ 4HCTOTA -
a) Total Aerobic Less than 10 CFU/ g/ | Not more than 1000 CFU/g /
an;romal Couni / ; Menee 10 KO/ 1 He 6onee 1000 KOE/ r
Oo1uee ucno a3pobHbix
MUK[POOPraHH3MOB
_b) Total Combined Less than 10 CFU/ g/ Not more than 100 CFU/g /
Yeasts and Mould Count Menee 10 KOE/ 1 He 6onee 100 KOE/ r
Obtuee uuncno
APOACGKEBBIX
MJECHEBbIX I'PHBOB
| ¢) E.coli Absentin 1 g/ Absentin ] g/
OtcyrerByer B 1 1 OtcytcTBue B 1 r
8 | Unifm_'mity ol_do_s.iggc _ 5.8/5,8 Acceptance value (AV) should be not more
units / OpqnoponnocTi than 15.0/
AC3NPOBAHISI Iokasarens npuemaemoctit (AV) gomien
ObITH 1ie Bonee 15,0 .

Remarks : The Product conforms to ND/
Hpumeuanne: Mpoaykr coorsercrayet TpeGosanmsam HJ

Conclusion : APPROVED /
3awxmouennc: OJJOBPEHO

Analyst/
Iposeneno:

.

Checked by /
[Tposepeno:

Approved by QA In-Charge /
HokymenT onobpern OOK:

Date / Jlata: 10/02/2021

Date / Hara: 10/02/2021

Date / lara: 10/02/2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Hpoayrr: Oumes® (omenpatol), Kaneyitsr 20 mre

_Pagedofd4/Crp.4n34

'Pr_od_u_c__l_:_()'lhéz'((_)n_-]_;é]_:élgol__e), capsules 2_01_131_-_ —

Batch No/ Cepnst Ne: B2100402 ‘Batch Quantity / O6bem 2000000 No
Lo = — S —eo |CCPRITLE S
AR No / Asaimmmiueckirii oruer Ne: 2002I°P21000292 Date of Analysis / laTa 10/02/2021
. - aHaJH3a: - o
Date of Mfg / Jarta 01/2021 Date of Expiry / T'onen po: 12/2023
HPOHIBO/JCTBA: . =

Analysis performcd_:iccording ND / Ananns nposencH no H/L:

[1N015479/01-260617 (amend Ne 1 from 07.08.2018 /ism.Ne 1 or 07.08.2018) \ |

Ne " Test / IMoxasaTean l{esuf/_Pe3yn-bTé-1'|;|_ ) Specification / HopM_a
9 Assay / - 20.2 1i1g (100.8%) / 18:ﬁlg o 220 mg of C17H10N;05S |
(Y g 1 0
Koanuecreenioe 20,2 mr (100,8%) (omeprazole) in capsule'(90.0 to 110.0 % of
onpeacienne label claim). /
Or 18,0 mr a0 22,0 mr CjHoN;O;S

(omenpason) B kancyse (o1 90,0 no 110,0 % o1
HOMHHABHOIO COAePKAHUs).

Package / VYnakoska - 10
capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / [lo 10
Kancyn B ANOMHHUEBOM
ctpune. [Ilo 3 crtpuna ¢
MHCTPYKUMEI N0 NPUMEHEHHIO

Packaging / ¥Ymakopka

Package / VYmnakoska - 10 capsules in an
aluminum strip or (PA/AL/PVC) / aluminum
blister. 3strips or 3 blisters and patient |
information leaflet in a carton pack./ llo 10|
Kancyn B aJlOMUIIMEBOM CTpUME  WIH Bi
MA/AJI/NIBX // amtomunuesom Ganctepe. o 3 |

o |
cTpuna uau no 3 davcrepa ¢ HHCTPYKILHEH No

| B MayKy KapToHHYIO.

11 | Labeling/
MapxkupoBka

MPUMEHEHHIO B NAUKY KAPTOHHY!IO.

Accordi_ng_tb ND / B coorsercrBuu ¢ HJI

12 | Storage conditions /
YcaoBus xpauenmst

13 | Shelflife/ Cpox
ro/tHOC 'l

At temperature below 25 °C. / [1pu Temneparype He Bbhe 25 °C,

3 years_/ 3 rona

Conclusion : APPROVED /
3armouenne: OJOBPEHO
Approved by QA In-Charge /
JlokymeuT onobpen OOK: %

Remarks : The Product conforms to ND/
IMpumeyanne: [1poaykr COOTBCTC1BYCT TpeGoBaHuam HJ|

Analyst / Checked by /
by A

[1poseaeno: [Tposepeno:
Date / Jlata: 10/02/2021 Date / Jlata: 10/02/2021

Date / JaTa: 10/02/2021
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