Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
S - ~ Pagelof4/Crp.1u34
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (omenpason), Kancys! 20_51_1~_'
Batch No/ Cepna Ne: B2100320 Batch Quantity / O6nem 2000000 No
B : - _ e — e
AR No / Anannraueckuii oraer Ne: 2002FP21000277 Date of Analysis / Jara 08/02/2021
o - aHaJaM3a: -
Date of Mfg / laTa 01/2021 Date of Expiry / F'ogen go: 12/2023
npom3BoacTBa: B ! -
Analysis performed according ND / Anaau3 nposcacn mo H/I:
[1N015479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne 1 ot 07.08.2018)

Sp‘eElﬂcatlon / Hopma ‘

Ne Test/ Mokasarens Result / Pe3ynmaTL1 .
1 | Description / o Complies as prescribed
Onncanne

CoorsetcTByeT TpeboBaHUAM

2 | Identification / MMopauunocrey

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 systen.
Capsule content - white to off-white spherical
pellets.

TBpOBIE KENAaTHHOBbLIE MPO3payuHble KancyJbl
pasmepa «2» ¢ OeCUBETHbIM KOPMYCOM,
PO30BO#l KpbILIEYKOH, MAPKMPOBKOH 4epHOro
uBeta «OMEZ» Ha obenx yacTax KkancyJbl.
Coaepxxumoe kancyn — rpaHysisl 6enoro uiau
noytH 6enoro ugeTa.

_Za) By UV / Y®-cnekrpo- Coinplies as prescribed/
thoromerpus CootsercrByeT TpeGOBAHUIM

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 TNOMJOUWEHNWS PACTBOPOB
npenapara M cradgaprHoro  ofpasua
onmcipasona B obnacri or 230 go 350 um
NOKHBI MMETb MAKCHMYMDb! TPH OAHOH W TOM
JKE IJIMHE BOJIHbI,

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoayKkT cOOTBETCTBYET Tpebosauuam HJ{

Conclusion : APPROVED /
3akaouenune: OJJOBPEHO

Analyst / Checked by / Approved by QA In-Charge /

IpoBeaeHo: Q g [Tporepeno: HokymeHnT ogobpen OOK: M
A

Date / [lara: 09/02/2021 Date / Jlara: 09/02/2021 Date / [lata: 09/02/2021  /
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Dr. Reddy S q.. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page2 of 4/ Crp. 2 us 4

lliro_duct_: Omez (Omeprazole), capsules 20 mg B Mpoaykt: Omes® (omenpason), kancynbi 20 wmi
Batch No / Cepust Ne: B2100320 Batch Quantity / O6bem 2000000 No
—— — WCEPIINE — —
AR No / Ananantuuecknii oruer Ne: 2002FP21000277 Date of Analysis/ laTa 08/02/2021
lanajnsa: o
Date of Mfg / daTa 01/2021 Date of Expiry / T'onen no: 12/2023
npPON3EoACTEA; B

Analysis performed according ND / Al_mn_u;nponeneﬂ no HJI:

(TT NO15479/01-260617 (amend Ne 1 from 07.08.2018 /uzm.Ne 1 ot 07.08.2018)

Ne | Test/Toxasareas Result / Pesyaprarn

2b) | By HPLC / B2XX Complies as prescribed/
CootBeTcTByeT TpeGoBaHUAM

[ 3 | Average net fill weight | 271.2 1ng/271,2 Mr
/ Cpeanas macca
COAEPIKHMOro Karncya

Specification / Hopma

| The retention time of main péak_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 yaepmuBaHusi OCHOBHOTO nuka Ha
XpoMaTtorpaMMe  MCMLITYEMOro  pacTBopa
JOSDKHO COOTBETCTBOBATh BPEMEHH
yIAEPHKMBAHHS OCHOBHOTO nuka Ha
XpoMmarorpaMme  pacTBopa  CTaH1apTHOrO
ofpasia omenpasoa.

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

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

4 | Water / Boaa 1.3 %w/w/ 1,3 %
5 | Dissolution/ 0%, 4%, 1%,
PactrBopenne

0%, 0%, 2%

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

In 0.1 M hydrochloric acid solution - not more
than 10 % of C7H 9N O3S (omeprazole) is
dissolved after 2 h./

B 0,1 M pacTBope x10pUCTOBOAOPOLHON
kucnoTul - He 6onee 10 % Ci7H19N3O3S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H19N3O3S (omeprazole) is dissolved after
30 min./

B 6ydepe pH 6,8 - e menee 75 % (Q)
C7H19N304S (omenpazon) uepes 30 miiH.

Remarks : The Product conforms to ND/
ITpumeuanne: [1poaykT coorBercTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Analyst / Checked by / Approved by QA In-Charge /
IlpoBeneto: [Tposepeno: % JokymenT onobpen OOK:
Date / Jlata: 09/02/2021 Date / [lara: 09/02/2021 Date/ Jlata: 09/02/2021 |
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Dr.Reddy’s ‘_‘o‘

Product: Omez (Omeprazole), calaguTés_Z() mg

Batch No / Cepust Ne ;. B2100320

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page3 of4/Cyp. 3 nid

AR No / Anaaurnuecknii otruer Ne: 2002FP21000277

pronyKT: Owmes® (omenpason), xaricynut 20 mr _]

Date of_M_fg / Nara
NPOH3BO/LCTBH:

Analysis performed accnr_ding ND / Ananus npo;;;aen o HA:
[1 N015479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018)

|Batch Quantity / O6bem 2000000 No
cepuu: - - -
Date of Analysis / laTa 08/02/2021
aHaam3a: -

01/2021 Date of Expiry / Tonen no: 12/2023

No
6

Test / Hokazareanb

Result / Pesyabrartii

Specification / Hopma

Related substances / H-OCTO[)OHHﬂe_l'lpllMeCﬂ

Any individual
unidentified impurity /
JIrobas earnHuyHas
HEHAEHTH(DHUIIHPOBAHHA
5t TPHMECH

0.03%/0,03%

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

Total impurities /
Cymma npumeceit

0.1%/0,1%

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

units / OgHOopoanocTn
AO3HPOBANIL

7 | Microbial limits / Mmcpoﬁno.nomqecxaﬂ_!l;lcnﬁa
I a) Total Aerobic - Less than 10 CFU/ g/ | Not more than 1000 CFU/g/ i
Microbial Count / Menee 10 KOE/ He 6onee 1000 KOE/ r !
O61Luee 41ca0 aspobHbIX
MHUKPOOPraHi3MOB
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
O611ee uncno
APOMOKEBLIX U
MJIECHEBLIX rPUbOB
c) E. coli Absent in 1 g/ Absentin 1 g/ -
OrcyrerByers I 1 OrcyTtcrBue B 1 r
§ | Uniformity of dosa_ge 42/4.2 Acceptance value (AV) should be not more

than 15.0/
[MTokazartenb npuemaemocTii (AV) gomxken
ObITb He Donee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [1ponykt coorBerctByeT Tpebopanmsam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Analyst /
ITporeneHo:

Ly

Checked by /
ITposepeno:

Approved by QA In-Charge /

HokymenT ogobpen OOK: 71&

Date / lara: 09/02/2021

N

Date / Jlata: 09/02/2021

Date / Jara: 09/02/2021

i
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Batch

Pl'ogua_Omez (Omeprazole),_ca_ps_uies 20mg

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

No / Cepust Ne ;

B2100320

| Iﬁ_)oﬁ_ylc_T: Omes® (omenpason), kancyni 20 mr

Pagedof4/Crp. 4 us 4

;E{T\Jo / Auanurnaeckuii oraer No: 2002F1521000277

Batch Quantity / O6nem 2000000 No
cepi: - -
|Date of Analysis / Iara 08/02/2021
aHa/IH3a:

Date of Mfg / larta
11PON3IBOACTDA:

01/2021

| Analysis performed according ND / Ananus ﬂpOBe:Iel{ nmo H/I:
[1NO15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 o1 07.08.2018)

Date of Expiry / Togen go: 12/2023

capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kancyn B allOMHHHEBOM
crpune. [lo 3 crpuna ¢
MHCTPYKLUHEH MO MPUMEHEHHUIO
B N1atKy KapTOHHYIO.

11 | Labeling /
MapxupoBka

12 Storage conditions /
YeioBua XpaHeHust

13 | Shelf life / Cpok

roagocTH

N | Test/Iokasareas Result / PesyabTaTnl Specificatio;l / Hop—Ma

9 | Assay/ 20.2 mg (100.8%) / 180mg to 220 mg of C;HN;OsS
[l 5 . - N 3 0
Konnuecrsennoe 20,2 wr (100,8%) (omeprazole) in capsule_(90.0 to 110.0 % of
onpeacaeHne label claim). /
Or 18,0 Mr ao 22,0 mr C|7H|9N303S
(omenpazon) B kancyne (ot 90,0 no 110,0 % ot
HOMHHANLHOIO COJIePIKaHUs).

10 Packaging”/ YnakoBka Packgge / YnakoBka - 10 |Package / VYmakoeka - 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./ lo 10
Karicyn B allOMMHHEBOM CTpUMNe WM R
[MA/AJI/TIBX // antomunuesom 6aucrepe. [o 3
cTpuna uiy no 3 6aucrepa ¢ HHCTPYKUMEN 10
MPUMEHEHHIO B NA4KY KaPTOHHYIO.

Accordan to ND / B cootBeTcTBMH ¢ H]]

At temperature below 25 °C. / [1pu Temneparype e Boiie 25 °C.

3 years / 3 rona

Remarks : The Product conforms to ND/
I pumeuanne: [ponykr coorserctyet TpeGosaHuam HJJ

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Analyst/ Checked by / Approved by QA In-Charge /
[Tpoeeneno: {g y [MpoBepeHo: JokymeHT opobper OOK: WA
Date / Jara: 09/02/2021 Date / Jata: 09/02/2021 Date / dara: 09/02/2021 -

Dot B
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