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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJTHU3A

Product: Omez (Omeprazole), capsules 20 mg_

IMpoaykTr: OMe3® (0Mel‘[p?:l3OJ1), KarncyJibl Z:Q Mr

Batch No. / Cepnst Ne:

B2102719

CepHH:

Batch Quantity / O6bem

2000000 NO

AR No / Araanrudyeckuit oruet Ne:

2002FP21001668

Date of Analysis / laTa
aHanIu3a:

09-08-2021

Mtg. Date: / JlaTa npousBoacTea:

07/2021
06/2024

Date of Expiry / 'onen go:

Analysis performed according ND / Anasus nposegen mo H/I: T1 N015479/01-121120

No

Test / ITokazaTean

Result / PeyabTatsl

1

Description /
Omnucanue

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. /

Treparie KETATHHOBLIC
npo3pavHble Kancynbl pasmepa 2 ¢
6ecCIBETHBIM  KOPITYCOM, PO30BOii
KPBILIEYKOMH " MapKHpPOBKOH
yepHoro neera «OMEZ» Ha o0enx
yacTax  Kamcynsl.  ComepxuMoe
KarncyJ — rpaHynsl 6enoro usera.

Specification / Hopma

| 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. /
‘I'BepibIe HENATHHOBBIE Ipo3payHble
Kamcynmel  pasmepa 2 ¢ OecCHBETHBIM
KOPITYCOM,  PO30BOH  KpBILIeYKOW W
MapkupoBkoil yepHoro usera «OMEZ» Ha
obenx gacTax Karcynbsl. CogepxuMoe Karncyi

— TpaHynbl 6eN0ro UM No4TH 6enoro LBeTa.

Identification / IloanuHAOCTD

2a)

By UV /V®-
CeKTpo(hoTOMETPHA

Complies as prescribed/
CooTBeTCTBYeT TpeOOBAHWM

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@ - cnekrpsl TOrNOWIEHUS pPacTBOPOB
npenapata W cTaHAapTHoro  oOpasua
oMmernpasona B obngactu or 230 mo 350 Hwm
IOMKHBI UMETh MaKCUMYMbl TIpU OOHOH W
TOW e JUTHHE BOJHEI.

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akaouenne: OJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykTt: OMe3® (omenpaszon), kancynsl 20 mr
Batch No. / Cepust Ne: B2102719 Batch Quantity / O6bem
- - cepuu: 2000000 NO
AR No / AHaautnHYeckdit order Ne: Date of Analysis / laTa
2002FP21001668 anmaauza: 09-08-2021
Mfg. Date: / JlaTa npoHsBoacTBA: 07/2021 Date of Expiry / l'ogen no:

06/2024

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

No Test / loxazaTenan Result / PesyabTaThbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOOTBETCTBYET TPCOOBAHHAM chromatogram of test solution should
BOYX s f:orrespond to the retention time of main peak
CBYIX/BCKX in the chromaFogl am O.f or'r'leplazc?'le reference
standard solution (section "Assay"). /
Bpems ynepxuBaHHs OCHOBHOIO NHKa Ha
XpOMaTOTPaMMe  WCHBITYEMOTo  pacTBopa
JIOTOKHO COOTBETCTBOBATh BpEMEHN
YAEepXKUBAaHWS  OCHOBHOTO VKA Ha
XpoMaToTpaMMe pacTBOpa CTaHAAPTHOTO
obpasua oMenpasona (pazmen
«KonuuecTBeHHOE OTIpE/IENIEHUER ).
3 | Average net fill weight 269.5 mg/269,5 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COAEPKHMOTO0 KAMCya 270,0 mr + 5,0 % (256,5 MT - 283,5 ™T)
4 | Water/ Boaa 1.3%w/w / 1,3% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 42/42 Acceptance value (AV) should be less than or
units / OgHOpPOAHOCTH equal to 15.0./
JA03HPOBAHHUS [Mokazarens npuemneMocT (AV) nonxeH
OBITH MeHee MK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

PacTrBopenue

95%, 94%, 98%, 95%,
93%, 95%

more than 10 % of C,7H,;gN;,05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XnopHCTOBOJOPOAHOM
KkucnoTsl - He 6omee 10 % C7H gN;O05S
(oMenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H,sN;30,S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - 1e menee 75 % (Q)
C,7H,oN30;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

Mpumeuanue: IponykT coorBercTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawyenue: OJJIOGPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

|Product: Omez (Omeprazole), capsules 20 mg ITpoaykT: OMe3® (omenpason), Kancynsl 20 Mr
Batch No. / Cepust Ne: B2102719 Batch Quantity / O6bem

. el . cepun: 2000000 NO
AR No / Anaguruyeckuii oryer Ne: Date of Analysis / {aTa
2002FP21001668 ananausa: 09-08-202]
Mfg. Date: / laTa npou3BojcTBA: 07/2021 Date of Expiry / I'onen no:

06/2024

Analysis performed according ND / Anaans nposeaen mo H/: 11 N015479/01-121120

Ne Test / IToxa3zaTean

Result / PesynabTaThl

Specification / Hopma

7 | Related substances / ITocToponnue npumMecu

Any individual
unidentified impurity /
JIro6as equHWYHAL
HeuaeHTHQUIIMpoBaHHA
s IpPUMECh

0.02% / 0,02%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /
CymMmMma npumMeceit

Not detected / He 06HapyxeHa

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

8 | Assay/
KonunuecTBeHHoE
onpeaeeHue

19.7mg / 19,7 mr
(98.6% / 98,6%)

18.0mg to 22.0 mg of C;H¢N;O5S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 mr go 22,0 mMr C,;H¢N3;0:S
(omermpazon) B karrcyne (ot 90,0 mo 110,0 %
OT HOMMHAJIEHOTO COAEPXKAHN).

9 | Microbial limits / Mukpo6uosornyeckas YHcTOTa

a) Total Aerobic
Microbial Count /
O61uee yncno a3pobHBIX
MUKPOOPraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
Obuiee 4yrcio
JPOIKEBBIX 1
TITECHEBBIX TPHOOB

Less than 10 CFU/g/
Menee 10 KOE/T

Not more than 100 CFU/g /
He Gonee 100 KOE/r

c) E. coli

Absentin 1 g/
OtcytcTByeTB I T

Absentin 1 g/
OtcytctBue B 1 T

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / [lo 10
Kamcyn B alFOMWHHEBOM  CTpHIIE.
Mo 3 crTpuma ¢ wWHCTpyKuMeH 1o
NPUMEHEHHIO B NMAYKY 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 karicyn B amfOMUHHUEBOM
ctpure unu B [IA/AJI/IIBX // antoMuHNEBOM
6nucrepe. 1o 3 crpuna unu no 3 6nucrepa c
HHCTPYKIMEH TI0 NPHUMEHEeHUI0 B TAYKY
KapTOHHYIO,

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykT cooTBeTcTBYET Tpebosanusm HJI

Conclusion ;: APPROVED /
3axaouenune: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg IMpoayxT: OmMe3® (omenpason), Kancysl 20 wmr

Batch No. / Cepust Ne: B2102719 Batch Quantity / O6nem -
cepun: 2000000 NO

AR No / Anaanrnuecknii oryet Ne: Date of Analysis / laTa

2002FP21001668 anaausa: 09-08-2021]

Mfg. Date: / laTa npousBojcTBA: 07/2021 Date of Expiry / T'ojen po:
06/2024

Analysis performed according ND / Aranns nposegen mo HJI: T N015479/01-121120

Ne Test / ITokazaTenas Result / PesynbTaThl Specification / Hopma
1 Labeling / According to ND / B coorserctun ¢ H]I
MapxkupoBka
12| Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbiuie 25 °C.
YcnoBusi XpaHeHUs
13 | Shelf life / Cpok 3 years / 3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuyanne: [TpoaykT cOOTBETCTBYET TpeboBanusaM HJI Zakarwuenne: OJOBPEHO
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