Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJU3A

Product: Omez (Omeprazole), capsules 20 mg ~ |Mpogykt: Ome3® (omenpazon), kancynbt 20 mr
Batch No. / Cepust No: B2102323 Batch Quantity / O6bem

cepun: 1970000 NO
AR No / Ananurudecknii ot4er Ne: Date of Analysis / lata
2002FP21001412 amanusza:  30-06-2021
Mfg. Date: / JlaTa npoussoacrsa: 06/2021 Date of Expiry / T'oaen no:

05/2024

Analysis performed according ND / Anann3 nposeaen no HJI: TI N015479/01-121120

No

Test / Tloxa3zaTeanb

Result / PesynbTaTshl

Specification / Hopma

1

Description /
Onuacanne

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. /

Teepasic KeTATHHOBBIE
Npo3payHble Kancynsl pazmepa 2 C
OeCIBETHBEIM  KOPITYyCOM, pPO30BOIA
KpbIIIcUKoit U MapKUpOBKOH
geproro seta «OMEZ» Ha obenx
gactax kancynel.  Couepxumoe
KarncyJs — rpaHynbl 6enoro ugera.

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. /
Teepabie KeNaTHHOBbIE npo3payHbie
Karcysisl  pasMepa 2 ¢ OecupeTHBIM
KOPITYyCOM, po30BOH KpPBILLIEYKOH il
MapkupoBkoii 4epHoro usera «OMEZ» Ha
obenx yacTax KarcyJbl. CogepxuMoe Karcyn
— rpaHynsl 6enoro unu novtu 6enoro LBera.

Identification / IToaauHHOCTH

2a)

By UV/VYo®-
cnekTpodoTomMeTpus

Complies as prescribed/
CooTBETCTBYET TPEOOBAHNAM

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 TMOTNOLIEHUS PAacTBOPOB
npenapara W CcTaHmapTHoro  obpasua
omernpaszona B obnactn or 230 mo 350 Hm
NOJPKHBI MMETH MaKCUMYMBI TIPH OJHOW W
TOI K¢ JITMHE BOJTHEL.

Remarks : The Product conforms to ND/
TMpumeuanne: [Tponykt coorseTcTByeT TpebosannaM HII

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

[Product: Omez (Omcpr_azole), capsules 20 mg

Ipoaykr: OMe3® (omMenpason), Kalleyibl 20 mr

Batch No. / Cepust Ne: B2102323 Batch Quantity / O6bem
| cepun: 1970000 NO ~
AR No / AnamaTuyeckuii otuer Ne: Date of Analysis / laTa
2002FP21001412 anaausa: 30-06-2021
Mfg. Date: / /laTa npon3BoacTBAa: 06/2021 Date of Expiry / 'onen go:
05/2024

Analysis performed according ND / Anasnus nposeaen o H/I: T1 N015479/01-121120

PactBopenne

98%, 94%, 96%, 97%, 95%, 98%

Ne Test / TToxazatenn Result / PesynbTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TPEOOBAHNAM chromatogram of test solution should
BYKX i fzorll‘fsp(})lnd to the retent’Eion time of maipn pealk
in the chromatogram of omeprazole reference
e UB0.0S standard solution (section "Assay"). /
Bpemsi yaepkMBaHHS OCHOBHOTO MNMKa& Ha
XpoMarorpaMMe  HCTIBITYEMOTO  pacTBopa
JOJTKHO COOTBETCTBOBATH BpeMeHN
yIEpXUBAHUA  OCHOBHOTO nuka  Ha
XpoMaToTpaMMe  pacTBOpa  CTaHIaPTHOIO
obpa3ua omenpazona (paznen
«KonudyecTBeHHOE ONIPEAETIEHUE ).
3 | Average net fill weight 266.5 mg / 266,5 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansisi Macca 283.5 mg) /
COAEPKUMOT0 Kancy.Ja 270,0 Mr £+ 5,0 % (256,5 mr - 283,5 wr)
4 | Water / Boaa 1.4% wiw / 1,4% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 33/33 Acceptance value (AV) should be less than or
units / OgHopoarROCTH equal to 15.0./
JO3HPOBAHUS [Mokazarens npuemMnemocty (AV) gomxkeH
OBITE MeHee MITH paBeH 15,0.
6 | Dissolution / 3%, 1%, 0%, 1%, 0%, 2% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H sN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XTOpHCTOBOAOPONHOM
KHCIOTHEI - He 6ostee 10 % C;H gN30,;S
(oMmenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H,sN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - e menee 75 % (Q)
C,7H,9N30;S (omenpazon) uepes

30 MnuH.

Remarks : The Product conforms to ND/
ITpumeuanne: [TponykT cooTBeTcTBYET TpeboBanam HJL

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

06-07-2021 11:57:16




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg B

IMpoaykT

: OMe3® (omenpazon), Kancynbl_26 Mr

Batch No. / Cepusi Ne: B2102323 Batch Quantity / O6nem

cepam: 1970000 NO ]
AR No / Ananuruuecknii or4yer Ne: Date of Analysis / laTa
2002FP21001412 ananmusza: 30-06-2021

Mfg. Date: / JlaTa npoM3BoACTBA;

06/2021
05/2024

Date of Expiry / I'onen go:

Analysis performed according ND / Ananus nposeaen o HJL: T1 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcyn B alfOMUHWEBOM CTpPHIIE.
ITo 3 crpumna ¢ WHCTpYKUWEH TI0
NMPUMEHCHUIO B Na4YKy KapTOHHYIO.

No Test / TTokazatenan Result / PesyabTaTsl Specification / Hopma

7 | Related substances / Hocfopom—me TIpHMeCH
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as enHUYMHAS

HenIeHTHHUINPOBaHHA

s IpUMEch

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

8 | Assay/ 20.1 mg /20,1 mMr 18.0mg to 22.0 mg of C;HtN;O,S
KonnuecTBeHHOE (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeNcHHe label claim). /

Or 18,0 mr mo 22,0 mr C;;H;¢N3;O;S
(omempazon) B karcyse (ot 90,0 mo 110,0 %
OT HOMHHATILHOTO COJCpPKaAHNS).
9 | Microbial limits / MukpoOuosoruieckas 4ucrora
a—)T:)tal Aecrobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/T He Gonee 1000 KOE/r
O6uiee yncito adpoOHBIX
MUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He Gonee 100 KOE/r
Oo6uee yrcno
JIPOOKEBBIX U
TITECHEBRIX TPHOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcytcTByeTB 1T OtcyTcTBHe 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 xarncyn B alloOMUHHAEBOM
crpune wiy B I[TA/AJI/IIBX // antoMuHueBoM
6mucrepe. ITo 3 crpuna wiu no 3 Gauctepa ¢
UHCTPYKUWEH 1O TIPUMEHCHHI0 B MaykKy
KapTOHHY'O.

Remarks : The Product conforms to ND/
[pumeyanne: [TponykT coorBeTcTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
Zaxmouenune: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg NMpoaykT: OMe3® (omenpaszon), KANCyJibl 20 mr
Batch No. / Cepus Ne: B2102323 Batch Quantity / O6bem
- cepun: 1970000 NO o
AR No / AHaanTuuecknii or4deT Ne: Date of Analysis / laTa
2002FP21001412 ananmsa: 30-06-2021 -
Mfg. Date: / JlaTa npon3BoacTBA: 06/2021 Date of Expiry / 'ogeu no:
05/2024

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

Ne Test / Tloxa3aTeanb Result / Pe3yabTaTbl Specification / Hopma
11 | Labeling / According to ND / B coorserctenn ¢ HJJ
MapkupoBKa
12| Storage conditions / At temperature below 25 °C. / ITpn Temneparype He Boiuie 25 °C.
YcaoBHS XpaHeHUd
13 | Shelf life / Cpok 3 years /3 rona
TOJHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Tpoaykt coorBercTByeT TpeboBanusam HJI 3akmouenne: ONOBPEHO
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