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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules_ZO mg

I poayxt: Ome3® (oMerpason), KancyJibl 20 mr =

12002FP21002025

Batch No. / Cepus Ne: B2103509 Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AHanmuTH4YecKuii oTyeT Ne: Date of Analysis / laTa
anaausa:  07-10-2021

Mfg. Date: / laTa npoH3BOACTBA:

09/2021

08/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Anaaus nposeaen no H/: 11 NO15479/01-121120

Ne Test / HokazaTeanb

Result / Pe3yasTaThl

Specification / Hopma

1 | Description /
Onuncanue

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. /

Trepaple *KenaTHHOBbIE
Mpo3pavHbie Karcysl pa3Mepa 2 ¢
GeclBETHBIM KOPIYCOM, pO30BOIi
KpBILIIEYKO W MapKUpOBKOMH
yepHoro niBera «OMEZ» na o6enx
yactsax kancynel.  Comepxumoe
KarcyJs — rpaHynsl 6enoro LBera.

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. /

Trepapie XKeTaTHHOBEIE TIpO3payHEIC
Kamcynopl  pasmMepa 2 ¢ OecIBETHBIM
KOPIIyCOM, po30BOit KpBIEYKoi 51

MapkupoBkoii uyepHoro usera «OMEZ» na
o6enx yacTsx karncynsl. ComepXuMoe Karcyd
— rpanynsl 6eoro Uy MovTH 6ENoro uBeTa.

2 | Identification / IloginHHOCTDL

2a) | By UV/Y®-

CTIEKTPOOTOMETPHS

Complies as prescribed/
CooTBeTcTBYyeT TpeOGOBaHUAM

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® - cnexkTpsl TOTIOUIEHW pPacTBOPOB
npermapara M cTaHmapTHoro  obpasua
oMenpaszona B obmactu ot 230 go 350 HM
JIOJDKHEI MMETH MaKCUMYMBI TIpW OXHOH U
TOI K€ JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanue: [poaykT cooTBeTCTBYET TpebosannaM HIT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoxyxt: Omes® (omenpason), kancynsl 20 mr
Batch No. / Cepus Ne: B2103509 Batch Quantity / Oonem

__|cepun: 2000000 NO
AR No / AHaanTHudeckuii otdet Ne: Date of Analysis / Jlata
2002FP21002025 anaguza:  07-10-2021
Mfg. Date: / laTa npoH3BoacTBA: 09/2021 Date of Expiry / Togen go:

08/2024

Analysis performed according ND / Anaaus nposenen no H/: TI N015479/01-121120

PacTBopenue

97%, 97%, 91%, 94%, 100%,

95%

Ne Test / lloka3zaTesn Result / PesyastaTsl 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
BXKX mm f:or;esp(l)lnd to the reten;ion time o]f maifn peak
in the chromatogram of omeprazole reference
QEiz IO RIC s standard solution (section "Assay"). /
Bpemsa ymep:KHBaHWS OCHOBHOTO ImMka Ha
XpoMarorpaMMe  MCIIBITYEMOTO  pacTBopa
JIONKHO COOTBETCTBOBATh BpeMeHHU
yIepKUBaHWS OCHOBHOTO TMKa  Ha
XpomarorpamMme — pacTBopa  CTaHIapTHOTO
obpaslia omMmernpasona (paznen
«KonnuecTBeHHOE ONIPEACTICHAEY).
3 | Average net fill weight | 265.4 mg/265,4 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennss Macca 283.5 mg) /
COJIEPKUMOr0 KarnceyJa 270,0 Mr+ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/Boaa 1.1%w/w / 1,1% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 3.6/3,6 Acceptance value (AV) should be less than or
units / OxHOpOAHOCTL equal to 15.0./
J03UPOBAHHSA TTokazaTtens npueMieMoctu (AV) NomxeH
OLITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H;oN;3;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpE XN10pHUCTOBOOPOIHOM
xucinotel - He 6ornee 10 % Ci7H gNsO;S
(omenpason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meree 75 % (Q)
C,7HoN;O;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Tpumeuanne: IIponykT cooTBeTcTBYET TpeGoBanusaM HJT

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product: Omez (Omeprazole), ca;psules 20 mg

Tponykt: Ome3® (omenpazon), kanucynbl 20 mr

Batch No. / Cepus Ne: B2103509 Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AHaanTndeckuii ordet Ne: Date of Analysis / {aTa

2002FP21002025 amaausa:  07-10-2021

Mfg. Date: / laTa npoH3BOJACTEA: 09/2021 Date of Expiry / I'ogen go:
08/2024

Analysis performed according ND / Ananus nposegen o HJI: T1 N015479/01-121120

Ne Test / IlokasaTeanb

Result / PesyabTaThl

Specification / Hopma
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Related substances / TlocTopoHHHe IpHMeCH

Any individual
unidentified impurity /
JIrobasg eqpHnyHas
HenneHTUHUIMPOBaHHA
s IPAMECH

0.04% / 0,04%

Not more than 0.5 %. /
He Gonee 0,5 %

Total impurities /
CyMmMa nmpumeceit

0.1%/0,1%

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

rolled

L

Uncont

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kalcysl B aTIOMWHUEBOM CTpPHIIE.
ITo 3 crpuna ¢ WHCTPyKUMEN TI0
TIPUMCHEHHIO B ITAYKy KapTOHHYIO.

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of C;HoN;05S
KonuuecTBeHHOE (100.7% / 100,7%) (omeprazole) in capsule (90.0 to 110.0 % of
oTipeesieHHe label claim). /

Or 18,0 mr mo 22,0 mr C;7HoN;O5S
(omenpazon) B karncyne (ot 90,0 go 110,0 %
OT HOMHHaJILHOTO COAePXKAHUS).

9 | Microbial limits / MukpoOuosornieckasi H4HCTOTA

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
O6iee 91cino a3pobHBIX

MUKPOOPTraHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 60mee 100 KOE/r
Obmmee ynciIo
JPOMOKEBBIX U
IJIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OTtcytctByeTB 1 T OTtcyTcTBHE B I 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. / TTo 10 xarrcys B allFoMWHHEBOM
crpune unn B ITA/AJI/TIBX // antoMHHHCBOM
omucrepe. ITo 3 crpuna unu no 3 6aucrepa c
HHCTPYKIMEH TI0 TPUMEHEHHI0 B TadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Tpumedanne: ITponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

MpoayxT: OmMe3® (omenpason), kancynsl 20 mr

Batch No. / Cepus Ne:

B2103509 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / Anaaurugecknii otyet Ne: Date of Analysis / {aTta

2002FP21002025 anaiausa:  07-10-2021

Mfg. Date: / JJaTa nponsBsojacTia: 09/2021 Date of Expiry / T'ogen go:
08/2024

Analysis performed according ND / Anaau3s nposefex mo HJI: T N015479/01-121120

Ne Test / lloxazaTens Result / Pe3yasTaThl Specification / Hopma
11 Labeling / According to ND / B cootrBercTBiu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / Ipu Temnepatype He Beime 25 °C.
YcaoBuS XpaHEeHUd
13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuanue: [IponyKT cOOTBETCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO
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