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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg _ |Mpoaykr: Omes® (omMenpasodn), KancyJiss Z_Q—Mr '
Batch No. / Cepus Ne: B2102825 Batch Quantity / O6nem

cepau: 2000000 NO
AR No / AHanuTn4ecknii order Ne: Date of Analysis / JlaTa
2002FP21001696 anaymusa: 17-08-2021
Mfg. Date: / laTa npou3BoacTBAa: 07/2021 Date of Expiry / lonen go:

06/2024

|Analysis performed according ND / Ananus nposeaen mo H/: T N015479/01-121120

Ne

Test / Tloka3zaTenanb

Result / PeayabTaTsi

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. /

Trepable )KEJIaTHHOBbIE
Tpo3pavHble Kancynbl pasMepa 2 ¢
OecUBETHBIM  KOPNYCOM, pO30BOI
KpbIIeuKoH " MapKUPOBKOMH
yeproro useta «OMEZ» Ha o6enx
yactax kKancynsl. ComepkHMmoe
Karcyn — rpaHyibl 6enoro usera.

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. /
Trepmbie KeTaTHHOBBIE
Karcynel  pasMepa 2 ¢ OecluBeTHBIM
KOpTIYyCOM, pO30BOi KpPBILIEYKOH "
MapKUpoBKoi d4epHorTo useta «OMEZ» Ha
o6enx yactax kancynel. Cogepxumoe Karncyin
— rpanyJibl 6e70r0 NITK 1oUTH GeNIoro 1BeTa.

Tpo3payvHble

Identification / ITogJHHHOCTL

2a)

By UV/ VY-
criekTpodoToMeTpHs

Complies as prescribed/
CootBetcTByeT 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® - chekTpbl TOTTNOUIEHHS pPacTBOPOB
npenapata W cTaHmapTHoro  obpa3ua
oMemnpasona B obnactu oT 230 mo 350 HM
IOIDKHEI UMETh MaKCUMYMEI TIpY ORHOW U
TOI ke JJIHHE BOJHEI.

Remarks : The Product conforms to ND/

Mpumeuauune: [TpoaykT cooTBeTcTBYET TpeboBaunsm HJI

Conclusion : APPROVED /
3axnwuenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJU3A
Product: Omez (Omeprazole), capsul_es 20mg Mpoaykr: Ome3® (omernpason), Kancynhi_f() Mr B
Batch No. / Cepus Ne: B2102825 Batch Quantity / O6bem

cepuu: 2000000 NO

AR No / Ananurn4ecknii otver Ne: Date of Analysis / Jara

2002FP21001696 - aHajausa: 17-08-2021

Mfg. Date: / JlaTa npou3BoacTBAa: 07/2021 Date of Expiry / T'ogen go:
06/2024

Analysis performed according ND / Auanus nposenen no HJ[: TI N015479/01-121120

m,
Copvy

]

Incontrolied

Ne Test / [TokazaTeas Result / PesynbTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TPeOOBaHMAM chromatogram of test solution should
BYKX v f:orrespond to the retention time of main peak
CBKX/BCIKX in the chroma‘gogram qf or'r'lepraz?'le reference
standard solution (section "Assay"). /
Bpemsi ymepXuBaHWA OCHOBHOTO NHKa Ha
XpomarorpaMMe  WCIBITYEMOTO  pacTBopa
JIOTKHO COOTBETCTBOBATh BpeMeHN
yAePKUBAHUS OCHOBHOTO mvka Ha
XpoMaTorpaMMe  pacTBOpa  CTAHZAPTHOIO
obpazua oMenpasoja (paznen
«KonnyecTBenHOE oTnpeneneHme ).
3 | Average net fill weight 2712 mg/271,2 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansist macca 283.5mg) /
COOEPKHUMOTO0 KancyJi 270,0 Mr+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.3%w/w/ 1,3% Not more than 3.0% /
He 6osee 3,0 %
5 | Uniformity of dosage 4.6/4,6 Acceptance value (AV) should be less than or
units / OaHOpoAHOCTH equal to 15.0./
J03HPpOBAHUSA [TokasaTtens mpueMiiemoct# (AV) gomkeH
ObITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not
PactBopenne more than 10 % of C;;H,oN3;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XxnoprncToBOJOpOAHOI
KHCIOTHI - He 6onee 10 % C;H gN303S
(omenpazon) uepes 2 4.
99%, 97%, 96%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of
95%, 98% C17H]9N3038 (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - e Menee 75 % (Q)
C7H9N;03S (omenpazon) gepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumevanne: TIpoaykT coorBeTcTBYET TpeboBanusM HJI 3akmouenue: ONOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: OMe3® (omemnpason), kaneyinst 20 vr
Batch No. / Cepun Ne: B2102825 Batch Quantity / O6bem -
I cepun: 2000000 NO
AR No / AHasntiueckuii oraer Ne: Date of Analysis / JaTa
2002FP21001696 - anagm3a: 17-08-2021
Mfg. Date: / laTa nponssoacTBa: 07/2021 Date of Expiry / T'ogen go:

06/2024

Analysis performed according ND / Ananu3s nposeaen no H/I: 1T N015479/01-121120

No Test / [Toxazarens Result / Pe3yanTaTbl Specification / Hopma

7 | Related substances / IloctopoHHHe npuMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro0as equHUYHASA

HeUIeHTU QUIIRPOBaHHA

s TIPUMECh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma nipuMmecett He 6onee 2,0 %

8 | Assay/ 199 mg /19,9 mr 180mg to 22.0 mg of C7H;sN;Os8
KoauuecTBeHHOE (99.5% / 99,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHue label claim). /

Or 18,0 MIr OO0 22,0 MT C]7H]9N303S
(omenpason) B karncysne (ot 90,0 mo 110,0 %
OT HOMWHAJILHOTO COZIepKaHus).

9 | Microbial limits / Mukpoouojiorudeckas 4HcTOTa

a) Total Aerobic Less than 10 GFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
Ob1mee Yncno adpoOHBIX

MHKPOOPTaHM3MOB
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
O61ee ynucio
IPOXOIKEBBIX U
TTECHEBBIX TpHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcTByeT B I T OtcytctBue B 1 1
10 | Packaging / Ymakoska | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcya B alIOMHHHUEBOM CTpPHIIE.
Ilo 3 crpuna ¢ wuHCTpyKuMed mno
TIPUMEHEHHIO B TIAYKy 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 xamicyn B altoMUHHEBOM
crpune uma B TTA/AJI/TIBX // antoMuHiueBOM
6nuctepe. [To 3 crpuna vwnu no 3 O6nucrepa ¢
HHCTPYKUMEH TI0 TIPUMEHEHWI0 B MadKy
KapTOHHY1O.

Remarks : The Product conforms to ND/

Mpumeuanne: [TponykT cooTBETCTBYET TpeboBaHWAM HJJ

Conclusion : APPROVED /
3akuouenne: OJIOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Omez (Omepr_azole), capsules 20 mg

HponyxTt: OMe3® (oMenpazon). lc:.mcym; 20 mr

Batch No. / Cepus Ne: B2102825 Batch Quantity / O6nem
cepuu: 2000000 NO

AR No / AHanuTudecknii orvet No: Date of Analysis / {aTa

2002FP21001696 anaqusa:  17-08-2021

Mfg. Date: / laTa npoH3BOACTBA: 07/2021 Date of Expiry / I'ogen no:
06/2024

Analysis performed according ND / Ananus nposesen o HJI: I1 N015479/01-121120

Ne Test / [TokazaTean Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorBerctBun ¢ HJ{
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Beile 25 °C.
YcnoBus XpaHeHHUs
13 | Shelf life / Cpok 3 years / 3 roza
roAHOCTH

Remarks : The Product conforms to ND/

Ipumeuanue: ITponykt coorBercTBYET TpeboBanmsm HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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ELECTRONIC SIGNATURES
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