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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHU3A

| Product: Omez (Omeprazole), capsules 20 mg _ [Mpoaykr: Ome3® (omenpazon), KancyJibl 2_6_ MT ]
Batch No. / Cepust Ne: B2103505 Batch Quantity / O6bem ]
. cepun: 1990000 NO

AR No / AHaauTHYecKHii oTuer Ne: Date of Analysis / JIaTa |
2002FP21002051 aHaamsa:  13-10-2021

Mfg. Date: / laTa npou3BoacTBa: 09/2021 Date of Expiry / I'ogen go:

08/2024

Analysis performed according ND / Ananus nposegen no HJ/I: 1 N015479/01-121120

Ne Test / IToxa3zaTesn

Result / PezyabTaThi

Specification / Hopma

1 | Description /
Onucanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on

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

both parts of the capsule. Capsule | pellets. /

content - white pellets. / Teepapie KeJTaTHHOBBIE Npo3pavHbIe
Teepnbie JKENATUHOBBIE | KATICYTBI  pazMepa 2 ¢ OECHBETHLIM
Tpo3payHble Karcyyibl pasMepa 2 ¢ | KOpIycoM, — pPO30BOH  KPBIOEYKOW U

OeclBETHBEIM KOPIycOM, pPO30BOH
KpbIIIeYKOil U MapKUPOBKOH
uyeproro usera «KOMEZ» Ha 06enx
yactax Karmcynbel.  ComepxkuMoe
Kancys — rpadyiibl 6€noro usera.

MapKupoBKoi depHoro uBera «OMEZ» Ha
06emx HacTax kancynbl. CoepxkuMoe Kancy
— TpaHyJibl §es10ro MK NOYTH OENOTO LBETA.

2 | Identification / IlogauHHoOCTL

2a) | ByUV/VYO-

CreKTpooTOMETPHSI

Complies as prescribed/
CooTtBercTBYET TpeOOBAHMSIM

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. /

VY® - cnexkTpsl TIOTNOWIEHHS pPacTBOPOB
npemapara W CcTaHmapTHOro  obpasua
omernpa3ona B obmactn ot 230 mo 350 HM
JOIDKHBI MIMETH MaKCHMYMBI TIPY ONHOM u
TOI K€ JJINHE BOJHLIL.

Remarks : The Product conforms to ND/
Ipumeuanue: [poxykT cooTBeTcTBYET Tpeboranusm HJJ

Conclusion : APPROVED /
3axkmoyenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

;P:'oduct: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (omenpason), Kanchus:_E_(_) MI

Batch No. / Cepus Ne: B2103505

Batch Quantity / O6bem

cepuu: 1990000 NO
AR No / Aranutu4decknii ot4yer No: Date of Analysis/ laTa
2002FP21002051 anaamza: 13-10-2021

Mfg. Date: / laTa npousBoacTBa:

0972021

08/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Anaaus nporenen mo H/I: TT N015479/01-121120

Ne Test / TokazaTrean Result / Pe3yasTaTh! Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TpeOOBaHUAM chromatogram of test solution should
BOYKX s correspond to the retention time of main peak
CBRICX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMmst ynepxuBaHWs OCHOBHOTO TIMKa Ha
XpoMaToTpaMMe  HCIBITYEMOTO  pacTBOpa
JIOTKHO COOTBETCTBOBATb BpeMeHHU
yaepKUBAHUS OCHOBHOTO nMka  Ha
XpoMaToTpaMMe pacTBopa CTaHIapPTHOTO
obpazua omenpaszona (pa3pen
«KonmccTBCHHOC OTIPCACTICHICY ).

3 | Average net fill weight
/ Cpeansist Macca
COIEPIKAMOro Karmncy.i

267.8 mg/ 267,8 mr

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

4 | Water /Boaa

1.1%wiw / 1,1%

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

5 | Uniformity of dosage
units / OgHopoaHocTh
03 POBARUS

3.713,7

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

[TokazaTemns mpuemieMocTH (AV) 1omxeH
OBITH McHee Ui paBeH 15,0,

6 | Dissolution /
PacTBOpeHne

98%, 99%

0%, 0%, 0%, 0%, 0%, 1%

99%, 98%, 98%, 98%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C|7H|9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe X10pHCTOBOOPOZHOM
KUCTOTEI - He 6onee 10 % C7H;9N;038
(oMenpazon) uepes 2 .

In pH 6.8 buffer - not less than 75 % (Q) of
Cy7H19N3;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ve Menee 75 % (Q)
C7H9N305S (omemnpazon) gepes

30 MuH.

Remarks : The Product conforms to ND/

M pumeuanue: Tpoaykt cooTBeTcTBYET TpebGoBanwam HJI

Conclusion : APPROVED /
3axkawyenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJU3A
| Product: Omez (Omeprazole), capsules 20 mg |Mpoaykr: Ome3® (omenpason), Kancyisl 20 mr |
Batch No. / Cepus Ne: B2103505 Batch Quantity / O6bem o
cepun: 1990000 NO
AR No / AHanuTnueckuii oruet No: Date of Analysis / JaTa
2002FP21002051 anajusa: 13-10-2021
Mfg. Date: / laTa npou3BoacTBa: 09/2021 Date of Expiry / T'oaen fo:
08/2024

Analysis performed according ND / Awaaus nporesnen no HJI: TT N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / TTo 10
Kalcyn B aJIOMUHHEBOM CTpHIIE.
Ilo 3 crpuna c¢ WHCTpykuueid mno
TIPUMEHEHHIO B TAYKy KapTOHHYIO.

Ne Test / IToxazaTean Result / PeyabTaThl Specification / Hopma

7 | Related substances / IlocToponHHe ApHMeEcH
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JTobas equHuYHAas

HenaeHTU QUM pOoBaHHA

s IPAMECH

Total impurities / Not detected / He oOHapyxeHa Not more than 2.0 % /
CyMMa nprmeceit He 6omnee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 180mg to 220 mg of C;7H;gN;05S
KonnvecrBennoe (100.9% / 100,9%) (omeprazole) in capsule (90.0 to 110.0 % of
ompeaeaeHHe label claim). /

Or 18,0 MI” OO 22,0 MT C|7H|9N303S
(oMenpazon) B karncyse (ot 90,0 mo 110,0 %
OT HOMWHAJIBHOTO COZepXKaHu).

9 | Microbial limits / Mukpo6unosoruueckas 4HcToTa

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

MHUKPOOPTaHU3MOB
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
OO01iee uncno
JIPOXKEBBIX 1
TIJIECHEBBIX IpHbOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcytcTBYyeT B 1 T OrcytcTBue B 1 T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

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 xancyn B amtOMMHHEBOM
crpune win 8 ITA/AJI/TIBX // antoMuHneBoM
6nmucrepe. [To 3 crpuna unu no 3 Gnucrepa ¢
WHCTPYKIMEli 1O TIPUMCHEHWI0 B TauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Hpumeyanne: [IpoayKT cOOTBETCTBYET TpeborannaM HJL

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
| Product: Omez (Omeprazole), capsules 20 mg B Mpoaykr: Omes® (omemnpazon), kancyJisl 20 mr
Batch No. / Cepus Ne: B2103505 Batch Quantity / O6bem ]
cepau: 1990000 NO
AR No / AnaanTtnuecknii oruyet Ne: Date of Analysis / larta
12002FP21002051 anamusza:  13-10-2021
Mfg. Date: / [{aTa npounsBoacTBa: 09/2021 Date of Expiry / 'ogen no:
08/2024

Analysis performed according ND / Auaauz npoeeger no HJ: T N015479/01-121120

Ne Test / Iloka3zaTean Result / PesyabTaThbl Specification / Hopma
11 | Labeling / According to ND / B cootBetctBim ¢ HJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TTpu Temnepartype Re Brime 25 °C.
Ycaosus XpaHeHUs
13 Shelf life / Cpox 3 years /3 roza
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumevyanue: HpomyKkT cooTBeTcTRYCT TpeboBannsaM HJL 3axarwuenue: OJOBPEHO
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