Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Ne Test / Mokazarens

Analysis performed accor (l_ing ND / Anaaus np'(_)_lseueu_ﬁo HLI
[L1 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /msm.No | o1 07.08.2018)

CEPTI’]CI)I/IKAT AHAJIU3A

- Page Lof4/Crp. 1 n3 4
PIO(IU(‘(’ ()mc, ( hmjn azole), L(IMLQ 20 mg l'[puln Kkr: OMes® {OMefrPdSOﬂ] ,Kancysibi 20 mr
|Batch No / Ceplm Ne: B2100405 Batch Quantity / OGsem 1970000 No
L - - - _ leepui: S
AR No / Anaanmiieckuii oTver Ne: 2002FP21000341 Date of Analysis / )ldla 17/02/2021

- B ananuza: I i

Date of Mfg / aTa 01/2021 Date of Expuy / Topen go: 12/2023
NPON3BOJCTRA:

Result / Pesya LTATHL

_Sp:ciﬁcation / HOpM;_ _

Description /
Onucanne

| Complies as prescribed

CooTtsercTByeT TpeboBaAHHAM

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.

Tepable yKenaTUHOBLIE NMPO3PAYHbLIE KAMCybl
pasmepa  «2» ¢ OecuBeTHbLIM  KOPMYCOM,
PO30BOIl KpbiLEUKOH, MapkMpOBKOIT yepHoro
usera «OMEZ» na obeux 4actax Kancynst,
ConepxmMoe Kancysl — rpaHynsl 6ef0ro viu
no4TH Genoro uBera.

|

Identification / HHognuu ﬁoch

2a) T By UV / Y®-cnekrpo-

doromerpus

Complies as prescribed/
CoorsercrByer TpeGoBaHuam

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® - cnekrpbl MONMOLUEHHST PACTBOPOB
npenapara M CTaHjapTHoro  obpasua
omenpaszona B obnactu ot 230 mo 350 Hm
JIOJDKHBI AMETh MAKCUMYMDBI NTpH OAHOH W TOH
JKe JUTHHE BOJIHbI,

Remarks : The Product conforms to ND/
Ilpnmeyanue: Ilpoaykr coorsercrayer Tpe6Gopalinsam HJ

Conclusion : APPROVED / ) |
Zakawouenuce: OJIOGPEHO

Analyst /
ITporeaeto:

&

Checked by /
Ipogepeno:

-

Approved by QA In-Charge /

["D_aie / Hara: 17/02/2021

Date / lana: 17/02/2021

HokymeHT onobpen OOK: zz

| Date/ D;afz 17/02/2021
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CEPTUDUKAT AHAJIN3A

Page20f4/Cip.2 34

Product: Omez (Omeprazole), capsules 20 mg ___"|Hp0)1y|<'r: Owmes® (omenpasoit), kancysisy 20 mr |
Batch No / Cepnst Ne: B2100405 |Batch Quantity / O6bem 1970000 No '
= - == —A. — .= s [|CEPHIL B ~

AR No / Avaantuaecknii oruer Ne: 20021°P21000341 Date of Analysis / [lata 17/02/2021 il
- |anaansa: _

Date of Mfg / lara 0172021 Date of Expiry / I'open go: 12/2023
NPOI3BOACTBA: | I .

Analysis performed aEcording ND / Anamirs POBEAEH MO I.-I[[:-
[[1 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /uzm.Ne 1 o1 07.08.2018)

| Ne | Test/Tokasatess Result / Pesyabrars N Speciﬁcation/Hopma

2b) | By HPLC / RDXKX Complies as prescribed/ The retention time of main peak in the
Cootpetctayer tpebosanusiM | 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. /
Bpemst  ynepskMBaHHs OCHOBHOI'O NHKA

YAEPXKUBAHWSA OCHOBHOI'O MnuKa

obpasua omenpasoua.

Ha

XpOMATOrpaMme  UCHLITYEMOIO  pacTBROpa
LOJIYKHO COOTBETCTBOBATH BpeMeHH

Ha

Xpomarorpamme pactsopa CTaAHAAPTHOTO

3 /Qer;;gc net fill weight 273.7 mg /273,77 Mr 270.0 mg+ 5.0% (Betweén 256.5 mgand
/ Cpennsin sacca 283.5 mg) /
COMEPRIIMOLC KANCYJT 270 mr £ 5,0% (256,5 mr - 283,5 mr)

4 | Water / Boaa 1.3 %w/w / 1,3 % _ Not more than 3.0% /
He Gonee 3,0 %

g

than 10 % of Ci7H9sN303S (omeprazole) is
dissolved after 2 h./

B 0,1 M pactBope X10puCTOBOLOPOAHOM
kucnotsl - He Boniee 10 % C7H 9N3 O3S
(omenpason) uepes 2 u.

Pacriopenue

0%, 0%, 0%

0 Q Y
98%, 94%, 96% 30 min./

B 6y(epe pH 6,8 - He menee 75 % (Q)
C7H 9Nz O3S (omenpazon) yepes 30 miin.

Dissolution / 0%, 0%, 0%, In 0.1 M hydrochloric acid solution - not more

100%, 96%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of
C17H19N30;S (omeprazole) is dissolved after

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: lpoayxr coovsercrayer tpebosanmuam 14)] 3axaouenne: OJOBPEHO

Analyst / Checked by / Approved by QA In-Charge /
ITposeneno: 'gf / IposepeHo: (/ I Hoxyment onobper OOK:

Date / Hara: 17/02/2021 Date / [lara: 17/02/2021 Date / lata: 17/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507

Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com




@
Y 9
Dr. ReddY S ‘.’ CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
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Product: Omez (Qll1ep1'azolefca]33ules 20 mg ~ [Mpogykr: Omea® (omenpasosn ), Kareyab 20 mr
Batch No / Cepust No: B2100405 Batch Quantity / O6uem 1970000 No

. e _ _ cCpuH: -

AR No / Ananurnuccknii oryer Ne: 2002FP21000341 Date of Analysis / laTa 17/02/2021

| - - ~ |amammsa:

Date of Mfg/ laTa 01/2021 Date of Expiry / I'ogen go: 12/2023
NPOH3BOACTBY: - - | _ B
Analysis performed according ND / Ananns nposeaen mo HJI:

[T NO15479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne 1 ot 07.08.2018)

Ne | Test/ okasarear Result / PesyabraTnt Specification / Hopma

6 | Related substances / [locroponnne ﬁpumecu

Any individual 0.02%/ 0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
Jltobas eguHuyHas
HenaeHTUpruiupoBaHHa

1 pUMech
Total i;fpurities / |Not detected Not more than 2.0 %/
Cymma nipumecei He Gonee 2,0 %

7 | Microbial limits / MukpoGuoJiornuyeckas “HcToTa

?) Total Aerobic 30 CFU/ g/ Not more than 1000 CFU/g /
Microbial Count / , 30 KOE/ r He 6onee 1000 KOE/ r
ObLuee uncno aapobHbix

MUKPOOPIraHu3MOB

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/
O6tnee yucno

APOAOKEBDLIX U
MiecHeBbIX rpuboB

c) E. coli Absentin 1 g/ Absentinl g/
OtcyTcTByerB 1 10 OtcyTrcrBUe B 1 1
8 | Uniformity of dosage 34/34 Acceptance value (AV) should be not more
units / OgHopoanocTe than 15.0 /
DO3HPOBANIS [lokazarens npuemnemoctu (AV) jonsxen

ObITh He Donee 15,0

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpusevanne: [pojykr coorsercrsyer Tpebopanusm HJ 3akmouenne: OJOBPEHO
Analyst / Checked by / Approved by QA In-Charge /
[TposeneHo: %{’_, ITposepeno: AL_,; — HoxymeHnT onobpen OOK: /Zd
Date / flata: 17/02/2021 Date / llara: 17/02/2021 Date/ [lata: 17/02/2021
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:l"roductiOmez ((_)mtﬁ'azole), capsulc?ZO mg

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Batch No / Cepus No: B2100405

AR No 7Al-la:llll'l‘l.ltl0éix:l‘lﬁ oruer Ne: 2002IP21000341

'Date of Mfg / Tata
[upoussoacrsa:

Pagedof4/Crp. 434

~ |Npogykr: Omes3® (omenpa3on), kancyibr 20 mr |

Batch Quantity / O6bem 1970000 No |
cepHH: ) - _
Date of Analysis / Jlata 17/02/2021

lanannsa;

01/2021

Analysis performed_él_cc;ding ND / Auanus nposejes no H,[l:
T1'N015479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne | ot 07.08.2018)

Date of Expiry / T'open go: 12/2023

| Ne Test / okasaTean Result / Pe3ynnTaThl Specification / Hopma .
9 | Assay/ 19.8 mg (99.2%) / 18.0mg to 220 mg of CpHPN;O:S
4 % 1 0
Koauntecrsennoe 19,8 wr (99,2%) (omeprazole) in capsule.(‘)0.0 to 110.0 % of
ornpeaesenuce label claim). /
Or 18,0 mr po 22,0 mr C7H19N3OsS

(omenpason) B karcyne (o1 90,0 no 110,0 % ot
HOMHMHATLHOT'O COLEMKaH ).

10 Pack_agil_g/ YnakoBka

Package / VYnakoska - 10
capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / [To 10
Karcyn B aJIOMUHMEBOM
crpune. Jlo 3 crpuna c¢
MHCTPYKIIMEH NO MPUMEHEHHIO
B NauKy KapTOHHYIO.

11 | Labeling/
MapkupoBka

12 Stoag; conditions /
YeaoBus xpaneHis

13 | Shelflife / Cpok
rogluoCTH

Package / Ynakoska - 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
Karcyil B allOMHHMEBOM CTpPUIE HIH B

ITA/AJI/TIBX // antomuitnesom onnctepe, o 3
cTpuna Wik no 3 Gaucrepa ¢ MHCTPyKUnel no
NPUMEHERHIO B IAUKY KapPTOHHYIO.

3 years / 3 roaa

According to ND / B cootBetcTBiM ¢ HJL

At temperature below 25 °C. / [1pu Temniepatype He Bbilue 25 °C.

Remarks : The Product conforms to ND/
IIpumcuanue: lNponyxt coorsercriyer TpeGosauusm HJL

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO

Analyst /
Hpoeenerno;

By

Checked by /
[TposepeHo:

/JL

Approved by QA In-Charge /

Date / Hava: 17/02/2021

Date / Hara: 17/02/2021

- JloicymeHT o100pen OOK: 5 4
y

Date / Jara: 17/02/2021
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