CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

[Product: Omez (Omeprazole), capsules 20 mg

ﬁpOHyKT:_OMEB@ (oMenpaszon), Kancynel 2Q_n1r

Batch No. / Cepus Ne:

B2102432

Batch Quantity / O6nem

cepun: 2000000 NO
AR No / AHanuradecknii ordet Ne: Date of Analysis / Lata
2002FP21001486 amanusza:  14-07-2021
Mfg. Date: / JlaTa npon3BoAcTBA; 06/2021 Date of Expiry / T'oxen xo:
05/2024

Analysis performed according ND / Anasus nposenen no HA: 1 N015479/01-121120

No Test / ITokazarens

Result / PesyabTaThl

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. /

Trepisie JKEITaTUHOBBIE
MpO3payHbBIC Kancynbl pasMepa 2 ¢
O€eCIBETHBIM  KOPITYCOM, PO30BOI

KPbILIEUKOI " MapKRpOBKOii
yeproro 1Bera «KOMEZ» Ha obewnx
yactax  kancysisl,  Comepxumoe

KaricyJ — [paHyJibl Gesloro 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. /

Teepapie KENATHHOBbIE npo3payuHbie
Karmcynsl  pasMepa 2 € OECHBETHBIM
KOPITyCOM,  PO30BOI  KpbIlIevkoi W

MapkupoBkoil depHoro useta «OMEZ» na
obenx yacTax karcysbsl. ComepxuMoe Karcyn
— rpaHyJisl 6es0To Uny nouTy 6e10ro 1UBETA.

2 | Identification / ITogauHHOCTH

2a) | ByUV/V®-
cnekTpodoToMEeTpUs

Complies as prescribed/
CooTBeTCTBYET TpeOOBAHUAM

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. /

VO - cnekTpbl MOrJIOMWIEHUS PacTBOPOB
npenapara H  cTaHmapTHoro  obpasua
omempasona B obnacti ot 230 npo 350 nm
JIOJDKHBL UMETh MaKCUMYMBI TIpU OJHOH W
TOM ke ITMHE BOJTHEL.

Remarks : The Product conforms to ND/
Mpumevanue: [TponykT cooTsercTBYET TpeGoBanusm HII

Conclusion : APPROVED /
Zaxiwgenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoayxT: OMe3® (omenpason), KancyJibl 20 mr
Batch No. / Cepus Ne: B2102432 Batch Quantity / O0nem
. B cepuu: 2000000 NO ]
AR No / Avanarudeckuii order Ne: Date of Analysis / /laTa
2002FP21001486 aHanmnsa: 14-07-2021
Mfg. Date: / laTa npou3BoACcTBA: 06/2021 Date of Expiry / 'onen no:
05/2024
Analysis performed according ND / Anaaun3 nposesen no HJI: T1 N015479/01-121120
No Test / Ioxa3aTeanb Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBAaHUIM chromatogram of test solution should
BOKX i f:orrespond to the retention time of main peak
CBMKX/BCKX in the chromaFogram qf orlrllepraz<')|le reference
standard solution (section "Assay"). /
Bpemsa yAepKuBaHUi OCHOBHOIO nuka Ha
XpOMATOTPaMMe  HICTILITYEMOTO  pacTBOpPa
JIOTKHO COOTBETCTBOBATh BpeMeH!
yaepKUBaHUs OCHOBHOTO MKa Ha
XpomarorpaMMe  pacTBOpa  CTaHHApTHOTO
o6pazua oMenpasona (paznen
{ «KonunuecTBeHHOE OTIpECTIeHUEN ).
- 3 | Average net fill weight | 270.6 mg/270,6 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ / Cpeansist Macca 283.5mg) /
COAEPKUMOTO0 KaTeyJl 270,0 mMT % 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.4 % w/iw / 1,4% Not more than 3.0% /
He 6omee 3,0 %
5; 5 | Uniformity of dosage 2.5/2,5 Acceptance value (AV) should be less than or
fw units / OTHOPOAHOCTH equal to 15.0./
> JA03UPOBAHHUS [Mokazartens npueMneMocTh (AV) nomkeH
i*f OBITH MeHee WiIH paBeH 15,0.
6 | Dissolution / 0%, 0%, 3%, 1%, 1%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHHe more than 10 % of C,7H gN;05S
(omeprazole) is dissolved after 2 /
B 0,1 M pacTBope XIOpHUCTOBOIOPOIHON
kucioThl - He Gonee 10 % C7H [ oN30,S
(oMenpazon) uepes 2 4.
89%, 93%, 97%, 96%, 96%, 96% | In pH 6.8 buffer - not less than 75 % (Q) of
C;7H,sN;0,S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - ne menee 75 % (Q)
C,7H4N;03S (omenpazon) uepes
30 mMuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoaykT cooTBeTcTRYET TpebosannaM HJI Zakarwuenue: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Product: Omez [()nwprazulcj. capsules 20 mg

Batch No. / Cepust Ne: B2102432 Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHAJIHTHYeCKHIT oTdeT Ne: Date of Analysis / {lara

2002FP21001486 ananusa: 14-07-2021

Mfg. Date: / JlaTa nupoussoacrsa:

06/2021

05/2024

Analysis performed according ND / Anaiu3s nposegen o H/: T1 N015479/01-121120

Ne Test / [loxazaTean

l'lpouvKT_: Onme3® (oMenpazodt), Kancynbl Wnic

Date of Expiry / I'ozeu no:

Result / PesyabTaTbl

Specification / Hopma

7

Related substances / ITocToponsue npuMecH

Any individual
unidentified impurity /
JIro6as eqnMEUYHA
HenneHTHGHUIVpOBaHHA
s MpUMech

0.02% /0,02%

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

Total impurities /

0.1%/0,1%

Not more than 2.0 % /

Cymma npumecei He Gonee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 Mr 18.0mg to 22.0 mg of C;H¢N;0:8
KoanuyecTBeHHOE (99.0% / 99,0% (omeprazole) in capsule (90.0 to 110.0 % of
onpeNesieHre label claim). /

Or 18,0 MI 10 22,0 MT C|7I{19N303S
(omempason) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO CO/ICPXKaHu).

9 | Microbial limits / Mukpofnosornieckan 4HeToTa

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
O61mee 9rcio a3poOHBIX

MMKPOOPTaHI3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count 4 Meuee 10 KOE/r He Goree 100 KOE/r
O6uree vicno
TPOKKEBBIX 1
IIIECHEBEIX TpH6OB -
¢) E. coli Absentin 1 g/ Absentinl g/
OtcytctByeTB 1T OrcytctBue B I T
10 | Packaging / Ymakoska | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcysl B aIFOMWHHEBOM CTpHIIE.
Tlo 3 cTpuma ¢ WHCTPYKLMEH T0
MPUMEHEHUIO B NaYKy 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. / Ilo 10 kancyn B aJlfoOMUAKEBOM
crpurre una B 1TA/AJI/TIBX // amtoMuHueBoM
6mucrepe. ITo 3 crpuna unu no 3 énucrepa ¢
HHCTPYKIMel [0 TIPMMEHCHHUIO B TAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [TpoayKT COOTBETCTBYET Tpedosannam HJI

Conclusion : APPROVED /
3axurouenne: OJOBPEHO
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Uncontrolled

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIN3A

Product: Omez (Omeprazole), caps‘.‘ules_ 20 mg

MpoayxT: Ome3® (omenpason), kancyssl 20 mr

Batch No. / Cepus Ne:

B2102432 - Batch Quantity / O6nem

cepun: 2000000 NO

AR No / AHaaaTu4eckuit oTuer Ne: Date of Analysis / {ata

2002FP21001486 anmanuza: 14-07-2021

Mfg. Date: / [laTa Npon3BoACTBA: 06/2021 Date of Expiry / T'onen no:
05/2024

Analysis performed according ND / Auasus nposesen mo HJL: TT N015479/01-121120

Ne Test / IToka3aTeab Result / PesyanTars Specification / Hopma
11 Labeling / According to ND / B cooTtercTuy ¢ HJI
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiue 25 °C.
Ycii0BHS XpaHeHHd
13 | Shelf life / Cpok 3 years / 3 rona
TOAHOCTH

Remarks : The Product conforims to ND/
IMpameuanue; [TponykT coorsercTByer TpeboBannsam HJI

Conclusion : APPROVED /
Zakarouenne: OAOBPEHO
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