Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIN3A

| Product: Omez (Omeprazole), capsules 20 n;g

Hpoaykt: Ome3® (omenpason), Kancynm_2(_)_Mr B

Batch No. / Cepust Ne:

B2103975

Batch Quantity / O6bem

I cepuu: 2000000 NO -
AR No / Ananutndecknii oruer Ne: Date of Analysis / laTa
2002FP21002243 aHajgm3a: 19-11-2021

Mfg. Date: / laTa ﬁpon_anou_cTBa:

10/2021

09/2024

Date of Expiry / I'oaen go:

Analysis performed according ND / Auanus npoeegen mo H: 11 N015479/01-121120

Ne Test / IlokazaTtenn

Result / Pe3yabTaTsl

Specification / Hopma

1 | Description /
Onncanue

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. /

Tepasie »KeNaTUHOBBIE
TIPO3patHble KarcyJsl pasMepa 2 ¢
OeClBETHBIM KOpPIYCOM, pO30BOIi
KpblIe4KOit U MapKUPOBKOH
yepHoro useta «OMEZ» Ha obeux
yacTax Kancymsl. Comepxkumoe
Kancy — rpaHyJsl 6eoro 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. /

Teepnsie KEITaTHHOBHIE Mpo3pavyHbIe
Kancynbl  pasMepa 2 ¢ OecuBeTHBIM
KOPITyCOM, pO30BOI KpPBILIEUYKOIt "

MapkupoBkoil yepHoro useta «OMEZ» Ha
obenx yacTax kancynbl. ComepXumMoe Kancym
— rpaHynibl 6eN0ro WK NoYTH 6eNoro UBera.

2 | Identification / IToaTuHHOCTDL

2a) | ByUV /Y-

cnekTpooTOMETpHs

Complies as prescribed/
CooTBeTCTBYET TpeGOBAaHUAM

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 - crekTpsl WOIJIONIEHUS pacTBOPOB
nperapara M CTaHAapTHoro  oGpasua
omernpazona B obmactu ot 230 mo 350 HM
JIOJDKHBI UMETh MaKCHMyMEI TIPH ONHOH W
TOI K€ JUTHHE BOTHBI.

Remarks : The Product conforms to ND/
ITpumeuanue: [ponykr coorBercTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akarwuenune: OJJOGPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMernpaszon), Kancysiel 20 mr _
Batch No. / Cepust Ne: B2103975 Batch Quantity / O6bem

cepun: 2000000 NO 3
AR No / Anaaurndeckuii orver No: Date of Analysis / laTa
2002FP21002243 aHaam3a: 19-11-2021
Mfg. Date: / laTa npoussoacTBa: 10/2021 Date of Expiry / I'oaen no:

09/2024

Analysis performed according ND / Anaaus npogesen no HJ: II N015479/01-121120

PacTBopenue

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

97%, 96%

Ne Test / Iloxazatenns Result / PezyasTaThnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOoOBaHUAM chromatogram of test solution should
B s f:orrespond to the retention time of main peak
CBOIKX/BCIKX in the chroma’Fogram qf orzlepraz(’)lle reference
standard solution (section "Assay"). /
Bpemsi ymepXKWBaHWS OCHOBHOTO MHKa Ha
XpOMaTorpaMMe  HCITBRITYEMOTO  pacTBopa
IOTDKHO COOTBETCTBOBATh BpeMEeH!
yIepXKWBaHUS . OCHOBHOTO nMiKka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
o6pazua oMerpasona (paznen
«KonnaecTBenHoe ompeaenieHIes ).
3 | Average net fill weight | 271.3 mg/271,3 mr 270.0 mg £+ 5.0 % (Between 256.5 mg and
/ Cpeausist Macca 283.5 mg) /
€OJIePKUMOTO KarncyJa 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.2%w/w /1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 24/24 Acceptance value (AV) should be less than or
units / OgHopoaHOCTH equal to 15.0./
J03HpOBaHUS [ToxazaTens MpreMieMocTd (AV) ToIDKeH
OBITH MeHee 1l paBeH 15,0.
6 | Dissolution / 1%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % OfC[7H]9N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XJI0pHCTOBOAOPOIHOMN
KUCITOTHI - He 6onee 10 % C,HgN303S
(omenpaszon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;O3S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7HoN303S (omemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuyanne: [Iponykr cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATHU3A

Product: Omez (Omepraio]e), capsules 20 mg

MpoaykT: OMe3® (oMenpa3on), KarCybl 20 mr -

Batch No. / Cepust Ne: B2103975 Batch Quantity / O6bem

cepum: 2000000 NO -
AR No / Ananntudeckuii otyer Ne: Date of Analysis / JlaTa
2002FP21002243 anaqamza: 19-11-2021

Mfg. Date: / [lata npou3BOACTBA:

10/2021

09/2024

Date of Expiry / I'ogen uo;

Analysis performed according ND / Ananu3 nposeren o H/I: IT N015479/01-121120

Ne Test / ITokasaTennb Result / PesyasTaTsl Specification / Hopma

7 | Related substances / IloctoponHue npumech
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIoGas equHMYHAas

HENNEHTA(PULIMPOBAHHA

s IPAMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMa npumecei He 6omnee 2,0 %

8 | Assay/ 20.0 mg / 20,0 mr 18.0mg to 22.0 mg of C;H;gN;O;S
KoanvecrBeHHoe (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHNe label claim). /

Or 18,0 MI" IO 22,0 MI C]7H|9N303S
(omenpason) B karcyne (ot 90,0 no 110,0 %
OT HOMUHAJIBHOTO coZepXaHus).

9 | Microbial limits / Mukpo6nonornieckas YHcToTa

a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O611ee 4o a’dpoOHBIX

MHUKPOOPraHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Mewnee 10 KOE/r He 6onee 100 KOE/T
O01ee YUCIo
IPOXOKEBBIX 1
NIECHEBBIX IpuboB
¢) E. coli Absentin1 g/ Absentin1 g/
OtcyrctByerB I T OtcytcrBre B 1 T

10 | Packaging / ¥Ynakoska | 10 capsules in an aluminum strip. 10 ) . lumi .

3 strips and patient information sebat el i gl SUdnINUIE Sm.p or
; PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / ITo 10 ) . . .

3 blisters and patient information leaflet in a
el k. / Tlo 10 xamncyn B amtoMHHHUEBOM
Ilo 3 crpuna c WHCTpyKUME# 10 CATIOn pack. 4

crpurie win B ITA/AJI/TIBX // anroMuHIEBOM
TPMMERCHITIO B TARKY KapTOHHYIO. o6muctepe. [To 3 crpuna unu no 3 6nucrepa ¢

HHCTPYKIMEH TI0 TPUMEHCHHI0 B TAYKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OmMe3® (oMenpason), KancyJibl 20—_MF

Batch No. / Cepus Ne: B2103975 Batch Quantity / O6bem
cepun: 2000000 NO B
AR No / Ananurnyeckuii oryet Ne: Date of Analysis / laTta
2002FP21002243 aHaam3a; 19-11-2021
Mfg. Date: / JlaTa npou3BoAcTBa: 10/2021 Date of Expiry / I'ogen jno:
09/2024

Analysis performed according ND / Anaans nposesen mo H/I: T N015479/01-121120

No Test / IlokazaTenan Result / Pe3yabTartbi Specification / Hopma
11 | Labeling / According to ND / B cooTBetcTBiY ¢ HJ|
MapxkupoBKa

12 | Storage conditions /
YcaoBuA XpaHeHHUs

At temperature below 25 °C. / [pu Temneparype He Bbiwe 25 °C.

13 | Shelf life / Cpox

TOAHOCTH

3 years /3 ropa

Remarks : The Product conforms to ND/

IMpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axiwuenne: OJOBPEHO
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ELECTRONIC SIGNATURES

Title

B2103975

Document No.

QUA-FT02-0961

- Version - 1.0, CURRENT Approved Date | 23 Nov-2021
Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 22/11/2021
17:12:27
Reviewed and P00034556 V Krishna Nimmakayala|  22/11/2021
Approved By 17:56:54
Approved By QA P00050127 Ajay Kumar..... 23/11/2021
21:57:23
Page 5 of 5

Printed By: Ajay Kumar.....

Printed Date & Time (IST):

23-11-2021 21:58:49

Dr.Reddy’s Q¢




