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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

[Product: O_méz_(Omeprazole), capsules 20 mg

Mpoaykr: OmMe3® (omMenpasolt), Karcysisl 2_9_ T

Batch No. / Cepus Ne:

B2102438

cepim:

Batch Quantity / O0bem

2000000 NO

AR No/ AHanuTHUecKHil oTueT Ne:
2002FP21001517

Date of Analysis / laTa
anaausa: 22-07-2021

Mfg. Date: / laTa npoHsBoacTBA:

07/2021

06/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Anaans nposeten mo HJI: TI N015479/01-121120

No

Test / Tloka3zaTeJnb

Result / PeayabTaTbl

Specification / Hopma

1

Description /
Onucanue

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. /

Teepabie XKeNaTUHOBBIC
Tipo3padHble KarcyNel pazMepa 2 ¢
GeclBETHBIM KOPITyCOM, pO30BOH
KpbILIEUKOH " MapKHApOBKOW
yeproro 1Bera «KOMEZ» Ha olenx
yactax Karncynsl. Copepxumoe
Kancyl — rpaHyiisl Genoro useTa.

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. /
Teepasie XKEJTAaTUHOBBIE
Karncynel  pazMepa 2 ¢ OeclBETHBIM
KOpITyCOM,  pO30BOW  Kpbllueukod W
MapkupoBkoit depHoro useta «OMEZ» Ha
06enx yacTsax karcynsl. Cogepxumoe Karcy
— rpaHyJbl 6e70ro Uny MouTH 6e10ro UBeTa.

IIpo3pavHble

Identification / [ToaTunHOCTL

2a)

By UV/VY®-
criekTpodoToMeTpus

Complies as prescribed/
CootBercTByeT 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. /

V® - cheKTpBl MOMIOUNIEHHS pacTBOPOB
npemapara W CTaHAapTHoro  oGpasua
oMenpazona B obmacti oT 230 go 350 um
JNODKHBI WMETh MaKCHMyMBI TIpH OOHOH W
TOIA )K€ JUTHHE BOHBI.

Remarks : The Product conforms to ND/
IMTpumeuanue: ITponykT coorBeTcTRYET TpeboBanusM HJI

Conclusion ;: APPROVED /
3axkaouenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

[Product: Omez (Omeprazole). capsules 20 mg

' Mponykr: Omes® (omerpaszon), kancyisl 20 mr

Batch No. / Cepnst Ne:

B2102438 R Batch Quantity / O6nem

|cepuu: 2000000 NO

AR No / AnannTudecknii orver No: Date of Analysis / JlaTa

2002FP21001517 anaausa: 22-07-2021

Mfg. Date: / laTa npoussoacrea: 07/2021 Date of Expiry / Toaen no:
06/2024

Analysis performed according ND / Ananu3s nposegen o H/I: 1T N015479/01-121120

Ne

Test / Iloka3aTean

Result / PeayabTaThl Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

B3XX nimm
CBOXX/BCXKX

Complies as prescribed/ The retention time of main peak in the
CooTBeTcTBYET TpeOOoBaHUAM chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpemst ylep)KMBaHHS OCHOBHOTO TMKa Ha
XpoMaToTpaMMe  HCTIBITYEMOTO  pacTBOpa
IOTKHO COOTBETCTBOBATh BpEMEHH
yOepKMUBAaHWS ~ OCHOBHOTO  IMKA  Ha
XpomarorpaMme  pacTBopa CTaHIapTHOTO
obpazua omMerpasona (paznen
«KonvaecTBeHHOE OTIpeieNeHNE ).

Average net fill weight
/ Cpegnsis Macca
€OepKUMOTO0 Kancy.Ji

270.7 mg / 270,7 mr 270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 mT £ 5,0 % (256,5 MT - 283,5 ™mr)

Water / Bona

1.6% w/w / 1,6% Not more than 3.0% /
He 6oree 3,0 %

Uniformity of dosage
units / OqHopoaHOCTH
I03HpPOBAHUS

4.0/40 Acceptance value (AV) should be less than or
equal to 15.0./

[TokazaTens npueMiemMoctTr (AV) gomkeH
OBITH MeHee MM paeH 15,0.

Dissolution /
PacTrOpeHne

2%, 4%, 4%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not
more than 10 % of C;;H;4N505S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XN10pUCTOBOAOPOIHOM
kucIoTs! - He 6onee 10 % C;H oN305S
(oMenpa3zon) yepes 2 4.

98%, 94%, 94%, 94%, In pH 6.8 buffer - not less than 75 % (Q) of
95%. 99% C,7HsN30;S (omeprazole) is dissolved after
i 30 min/
B Gydepe pH 6,8 - ve meree 75 % (Q)
C7H,9N303S (omempazomn) uepes
30 MuH.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumedanne: [TpoIyKT COOTBETCTBYET TpeboBauusM HJT

Jakmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omernpazon), Kancynel 20 yr
Batch No. / Cepust Ne: B2102438 Batch Quantity / O6bem

cepuu: 2000000 NO
AR No / Ananurndeckuii oruer Ne: Date of Analysis / laTa
2002FP21001517 anajausa: 22-07-2021
Mfg. Date: / laTa npoH3BoACTBA: 07/2021 Date of Expiry / T'ogen go:

06/2024

Analysis performed according ND / Ananus nposenen mo H/I: IT N015479/01-121120

No Test / IToxazaTtenan Result / PesyasTaThl Specification / Hopma

7 | Related substances / IlocToponHue npuMecH

T -
& @ .r‘_J ‘\:.-"

Incontrolied

(W

Any individual 0.02% /0,02% Not more than 0.5 %. /
unidentified impurity / He Gomee 0,5 %
JIrob6an ennHUYHas
HenaeHTH QUM pOBAHHA
st TPUMECDH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMma npumecei He 6onee 2,0 %
8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 220 mg of Cy;HigN;O5S
KoandecTBeHHOE (99.8% / 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeseHne label claim). /

OT 18,0 MIT 10 22,0 MT C]7H|9N303S
(oMempazon) B kamncyine (ot 90,0 mo 110,0 %
OT HOMWHAJILHOT'O COIEPXKAHUS).

9 | Microbial limits / Mukpo6uosoruyeckas 4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
O61ee 9ncno adpoOHBIX

MUKpPOOPTaHU3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r

Obmwmee uncno
JIPOJNOKEBBIX U
TUIECHEBBIX TPHO0B

c) E. coli Absentinl g/ Absentinl g/
OtcytctByeTB 1 T OrcytcrBue B 1 T

10 | Packaging / Ymakoska | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcyn B aJIOMHHHCBOM CTpHITE.
Ilo 3 crpuna c¢ uWHCTpykUued mo
TIPUMEHEHHUIO B TTAYKY 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. / ITo 10 kancyn B alfoOMMHHAEBOM
ctpurne win B [TA/AJI/TIBX // anroMuHHEBOM
6macrtepe. [To 3 crpuna unu no 3 Gnucrepa ¢
WHCTPYKIMEH TI0 TIPUMEHEHWIO B MHadyKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TTIpumeuanne: IponykT cooTBeTCcTBYET TpeboBanuam HJL 3axaouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (oMempa3ol), Karncysl ZO_F -
Batch No. / Cepust Ne: B2102438 Batch Quantity / O6bem

B cepuu: 2000000 NO
AR No / AHasnTudeckuii otyer Ne: Date of Analysis / laTa
2002FP21001517 anaauza: 22-07-2021
Mfg. Date: / laTa npon3BoacTBAa: 07/2021 Date of Expiry / I'ogen no:

06/2024

Analysis performed according ND / Ananus nposegen mo HJI: TT N015479/01-121120

Ne Test / [TokazaTens Result / Pe3yabTaThbl Specification / Hopma
11 | Labeling / According to ND / B cootBercteuu ¢ H/J
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepartype He Beimre 25 °C.
YcnoBusi XpaHeHUus
13 | Shelf life / Cpok 3 years /3 roga
roHOCTH

~

- |

rolied

i

Uncont

Copy

Remarks : The Product conforms to ND/

Mpumeuanwue: ITpoaykT cooTBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO
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Page 4

of 5

Printed Date & Time (IST):  23-07-2021 13:58:41




Uncontrolled Copy

ELECTRONIC SIGNATURES Dr.Reddy’s Q3¢

B2102438
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