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[Product: Omez (Omcpra_zolc), capsules 20 mg_

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Mpoxyxr: OMe3® (omenpaszon), KancyJbl E_Q_Mr N

Batch No. / Cepns Ne:

2002FP21001461

B2102155

AR No / AHaanrndeckHii order Ne:

CepHM:

Batch Quantity / O6mem

2000000 NO

Date of Analysis / laTa
aHa/IMH3a:

08-07-2021

Mfg. Date: / laTa Npon3BOaACTRA:

06/2021

05/2024

Date of Expiry / Tonen no:

Analysis performed according ND / Anaans nposenen mo H/: T1 N015479/01-121120

N Test / TMokazaTenb

1 | Description /
Onncanue

Result / PesynabTaThi

Specification / Hopna

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. /

Teepapie KeTaTHHOBBIC
Mpo3payHbIC kancynbl pamepa 2 ¢
OeclBETHEIM  KOPITYCOM, pPO30ROi!
KpblIeYkofi U MapKnpoBKOi
yepHoro 1sera «OMEZ» Ha obenx
qacTax  Kancynsl.  Comepxumoe
Karncyn — rpaHyJbl 6e10ro 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. /

Trep/ibie WENATHHORbIE npo3payHbie
Kamcynel  pasMepa 2 ¢ OEcCUBETHBIM
KOPITyCcOM, pO30BOit KPBIIEYKON n

MapkrpoBkoii uyepHoro nsera «OMEZ» Ha
obenx yacTax karcyibl. CogepxKumMoe Karcyn
— rpaHyJNbl 6€n0ro UK MoUTU OENOro LBETA.

2 | Identification / Ioajuuuocrs

2a) [ByUV/V®-
ciekTpodoTomeTpus

Complies as prescribed/
CoorBercTByeT TpeGOBAHUSIM

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® - cnekTpbl TNOIMIOUICHUS pacTBOPOB
npenapata M CcTaHAapTHOTo  obpasua
omemnpazona B obnacty ot 230 go 350 HM
TOJDKHBI UMETh MaKCUMYMBEI TIpW ORHOW W
TOW e JUTWHE BOJTHEI.

Remarks : The Product conforms to ND/
Mpumeuanme: [TponykT coorBercTByeT Tpebosanusm HJ{

Conclusion : APPROVED /
Zakmoueune: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of 5

Printed Date & Time (IST):

08-07-2021 17:13:24




CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (omenpason), kancynbt 20 mr
Batch No. / Cepust Ne: B2102155 Batch Quantity / O6bem

o cepau: 2000000 NO
AR No / Ananutaveckuii oTuet No: Date of Analysis / laTa
2002FP21001461 anaausa: 08-07-2021
Mfg. Date: / laTa npoussoicTBa: 06/2021 Date of Expiry / Tonen no:

05/2024

|Analysis performed according ND / Ananus nposenen no HJLl: 11 N015479/01-121120

PacTBOpeHne

96%, 95%, 93%, 94%,

94%, 96%

No Test / IToka3zaTean Result / PesynabTaTbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHHAM chromatogram of test solution should
BYKK 901‘respond to the retention time of main peak
CBYNX/BCKX in the chroma‘fogram qf orlr|1ep1'azcl)'le reference
standard solution (section "Assay"). /
BpeMs yaepkMBaHUs OCHOBHOIO [MMHMKa Ha
XpOMaTOTpaMMe  WCTTLITYEMOTO  pacTBopa
JIOIHKHO COOTBETCTBOBATH BpEMeHH
YACPKUBAHHUS OCHOBHOTO nyka  Ha
XpOMAaTOTpaMMe  pacTBOpa  CTAHIAPTHOTO
obpa3zua oMenpazoina (paznen
«KonmuuecTBCHHOE ONPEAENEHHUEY ).
3 | Average net fill weight 269.7 mg / 269,7 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansist macea 283.5 mg) /
COEPNKHMOTO KATICYT 270,0 Mr =+ 5,0 % (256,5 mr - 283,5 w™r)
4 | Water / Boga 1.4% wiw / 1,4% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.7/4,7 Acceptance value (AV) should be less than or
units / OgHopoaHocTh equal to 15.0. /
J03HPOBAHUSA INokazarenn npuemieMocty (AV) gomxeH
OBITh MeHee unu paseH 15,0,
6 | Dissolution / 0%, 0%, 1%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of Cy;H9N;0:S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XIOpUCTOBOIOPOIHON
KUCITOTHI - He 6onee 10 % C,7H,4N;0;S
(omenpason) uepes 2 u,

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazolc) is dissolved after
30 min /

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C,7H,9N;0O;S (omenpason) yepes

30 mun.

Remarks : The Product conforms to ND/
Tpumeuanne: [Tponykr coorBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

08-07-2021 17:13:24




CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg TMpoayxTt: OmMe3® (oMenpason), Kancysbl 20 mr
Batch No. / Cepus Ne: B2102155 Batch Quantity / O6bem

cepuu: 2000000 NO
AR No / Auasmrudecknii ordet Ne: Date of Analysis / {aTta
2002FP21001461 amanusa: 08-07-2021
Mfg. Date: / laTa npou3BoacTBa: 06/2021 Date of Expiry / I'ogen mo:

05/2024

Analysis performed according ND / Anasnu3s nposegen mo H/I: T1 N015479/01-121120

Ne Test / ITokasarean Result / PesyabTaThi Specification / Hopma

7 | Related substances / ITocTopoHHHe puMecH
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6osee 0,5 %

JIro6as enyHAYHAs

HeuIeHTHdUIINPOBaHHA

51 TIPUMecCh

Total impurities / 0.1%/0,1% | Not more than 2.0 %/
CymmMa npumeceit He 6onee 2,0 %

8 | Assay/ 20.1 mg/ 20,1 mMr 18.0mg to 22.0 mg of C;HgN;O;5S
KoauuecTBeHHOE (100.5% / 100,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeeHHe label claim). /

Or 18,0 MT 10 22,0 Mr C[7H|9N303S
(omenpazon) B karcyne (ot 90,0 1o 110,0 %
OT HOMHHAJILHOT'O COEpKaHns).

9 | Microbial limits / Mukpo6uosiornueckas 4HcToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O6rmee yncno ad3pobHBIX

MUKPOOPTaHN3MOB
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
O6uee yncno
JPOKKEBBIX U
TUTCCHEBBIX I'PIOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OrcytcTByeTB 1 T OrcytectBUe B 1 T
10 | Packaging / Ynakoeka | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kancyjl B ATOMHHHEBOM CTPHIIE.
TTo 3 crpuna ¢ WHCTpYKIMeH TO
MPUMEHEHUIO B I1a4Ky 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 kancyn B aTtoMMHHUEBOM
crpure unu B ITA/AJI/TIBX // amtoMuHAeBOM
6muctepe. ITo 3 crpuna umn no 3 Gimucrepa ¢
MHCTpYKUME 0O TNPHMEHCHUI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
TMpumeuanne: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

08-07-2021 17:13:24




CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg ITpoaykT: OMe3® (oMenpaszon), Kancybl 20 mr
Batch No. / Cepun Ne: B2102155 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / AHanuTH4eckuii oT4yeT Ne: Date of Analysis / {aTta
2002FP21001461 anaauza: 08-07-2021
Mfg. Date: / laTa upoH3BoACTBA: 06/2021 Date of Expiry / T'oaeu no:

05/2024

Analysis performed according ND / Anaaus nposexed mo H/I: T1 N015479/01-121120

No Test / MokazaTean Result / PesynabTaThbl Specification / Hopma
11 | Labeling/ -According to ND / B cooTBeTcTBHH c'HlI
MapxkupoBka
12| Storage conditions / At temperature below 25 °C. / ITpn Temnepatype He Bbiie 25 °C.
YcaoBusi XpaHEeHUs
13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: [TpoaykT coorBercTByeT Tpebosanuam HJI 3axawuenne: OJJOBPEHO
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