Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

INpoaykr: Ome3® (omernpason), KATCyisl 20 mr

Batch No. / Cepus Ne:

B2102829

cepHn:

Batch Quantity / O6bem

1990000 NO

AR No / Auanatudecknii otuet No:
2002FP21001710

Date of Analysis / laTa
aHaJIN3a:

20-08-2021

Mfg. Date: / lata nponsBoJcTBa:

07/2021

06/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Ananus nposenen mo H/: TT N015479/01-121120

Ne

Test / Tloka3aTen

Result / PesyabTaThi

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. /

Teepnbie KETaTUHOBBIC
TIpo3pavyHble Karcynel pasMepa 2 ¢
OeclBETHBIM KOPMYCOM, PO30BOH
Kpbllledykoit ¥ MapKUpPOBKOH
yepHoro neera «OMEZ» na obeux
yacTax kancynsl.  Coaepxumoe
Karcyn — rpaHyJisl 6enoro 1BeTa.

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. /
Trepnsle JKETaTHHOBBIE Ipo3pavHbie
Karcynmel  pasMepa 2 ¢ OecuseTHbIM
KOpITyCcOM,  pPO30BOM  KpBIIEYKOH |
MapkupoBKoi uvepHoro mnseta «OMEZ» Ha
06evx HacTax karncynsl. ConepxnMoe Kareys
— rpaHynsl 6eNoro UM NoYTH OEJIOTo UBETA.

Identification / IloaiuHHOCTDH

2a)

ByUV/V®-
cnekTpodoTomerpus

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. /

V® - cnexkrpsl TMOMIOWEHUS pPacTBOPOB
npemapata M  crTaHzapTHoro  ofpasua
omenpasona B obmacti oT 230 go 350 uvwM
JNOJDKHBl MMETh MakCHMYMBI TIpH OXHOH W
TOM K€ AJINHE BOJIHEIL,

Remarks : The Product conforms to ND/

IMpumeuanue: [IponykT cooTBeTCTBYET Tpeboranuam HJ[

Conclusion : APPROVED /
3akarwouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJNU3A

Mpoaykr: OmMes® (omenpazon), Karcysl 20 mr

Product: Omez (Omeprazole), capsuTes 20 mg
Batch No. / Cepust Ne:

B2102829 Batch Quantity / O6bem

cepuu: 1990000 NO

AR No / AHATUTHYECKHIT oTdeT Ne: Date of Analysis / laTta

2002FP21001710 anagmza: 20-08-2021

Mfg. Date: / laTa npon3BoAcTBa: 07/2021 Date of Expiry / I'open go:
06/2024

Analysis performed according ND / Anasu3 npoeeaes mo H/I: M N015479/01-121120

Mpumeuanue: IIpoaykT cooTBETCTBYET TpeboBanusm HJJ

No Test / Tloka3zaTenb Result / PesynbraThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBaHUAM chromatogram of test solution should
BOKX f:orrespond to the retention time of main peak
in the chromatogram of omeprazole reference
CBOXX/BCAKX X e ,,
standard solution (section "Assay"). /
Bpems ymepkMBaHWSA OCHOBHOTO ITMKAa Ha
XpoMaTorpaMMe  HCIBITYEMOTO  pacTBOpa
JIOTKHO COOTBETCTBOBATh BpeMeH!
yAepKUBaHNS OCHOBHOTO TMKka  Ha
XpoMaTorpaMMe  pacTBopa CTaHIapTHOTO
o6pazua OoMernpas3ona (pasgen
«KonnuecTBeHHOE oTIpefieNieHune» ).
3 | Average net fill weight 269.7 mg / 269,7 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeaunsiss macca 283.5 mg) /
COIeP:KUMOTr0 KAICyJ 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.1%w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 33/33 Acceptance value (AV) should be less than or
units / OqHopoaAHOCTH equal to 15.0. /
NO3HPOBAHHUSA [Tokasartens nmpuemieMoct# (AV) nomkeH
ObITH MeHee UM paBeH 15,0.
6 | Dissolution / 2%, 2%, 4%, 0%, 2%, 4% In 0.1 M hydrochloric acid solution - not
PacTBOpenne more than 10 % of C;;H4N;O0,S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope X10pHCTOBOAOPOAHOM
kucnoTe! - He 6o7tee 10 % C7HoN30;3S
(omenpazon) yepes 2 4.
98%, 97%, 98%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of
97%, 98% C17H}9N3O3S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - e Meree 75 % (Q)
C17H9N30;S (omenpazon) wepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akaiouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of5
Printed Date & Time (IST): 23-08-2021 11:06:02




Uncontrolled Copy

Batch No. / Cepus Ne;

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

_Ero_duct: Omez (Omeprazole), capsules 20 mg

Mpoaykt: OMe3® (omerpazon), KarncyJibl 2(_;_MF

B2102829

cepHH:

Batch Quantity / O6bem

1990000 NO

:AR No/ AH_aJH«ElleCKl/lﬁ oTuet Ne:
2002FP21001710

Mfg. Date: / laTa npoﬁo{c—n;a:

Date of Analysis / {aTa
aHaJu3a:

20-08-2021

07/2021

Date of Expiry / I'ogen ao:
06/2024

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

3strips and patient information
leaflet in a carton pack. / TTo 10
KancyJl B alIOMHHHEBOM CTpHIIE.
IMo 3 crpuna ¢ MHCTpykuHedl no
NPUMEHEHNIO B MTa9Ky KapTOHHYTO.

Ne Test / Ioka3zaTtean Result / PezyanraTit Specification / Hopma

7 | Related substances / Ilocroponnne npumecn
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as enunMuHas

HenAeHTHHULIMPOBaHHA

s TIPUMeECh

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

8 | Assay/ 20.1 mg /20,1 mr 180mg to 22.0 mg of C;;H;oN;O,;8
KoauuecrBenHoe (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeneneHne label claim). /

Or 18,0 mMr mo 22,0 mr Ci7H;oN3O;S
(omenpason) B xancyie (ot 90,0 no 110,0 %
OT HOMUHAJILHOT'O COIEPKAHUSA ).

9 | Microbial limits / Mukpo6uoornueckass YHCTOTA

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
Obee uncio a3poOHBIX

MHKPOOPTaHU3MOB
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
Ob61ee Ynciio
JPONCKEBBIX U
HIIeCHEBbIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrctRyerB 1 T OtcytctBHe Bl T
10 | Packaging / Ynakoeka | 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 xancyn B aTroMHUHHEBOM
crpune unu B [TA/AJI/TIBX // antoMuHKHEBOM
onucrepe. ITo 3 crpuna wnu no 3 6nucrepa ¢
WHCTPYKLMEH 10 M[pPUMEHEHHI0 B HagKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipogykt cooTBeTCTBYET Tpebobannsm HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

_Fa)duct: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTU3A

IMpoaykTt: OMe3® (oMenpazon), KancyJbl 20 mr

Batch No. / Cepust Ne:

B2102829 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / Anagutndeckuii oTueT Ne: Date of Analysis / laTa

2002FP21001710 anaanza: 20-08-2021

Mfg. Date: / laTa nponsBoACTBAa: 07/2021 Date of Expiry / I'oaen no:
06/2024

Analysis performed according ND / Anaans nposegen mo HJI: 11 N015479/01-121120

Ne Test / [loxa3aTean Result / PesyapTaTsl Specification / Hopma
11 | Labeling/ According to ND / B coorBercTBun ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu TeMneparype He Bounte 25 °C.
YcaoBud XpaHeHUs
13 | Shelf life / Cpox 3 years / 3 roga
TOAHOCTH

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykT cooTBeTCTBYET TpeOoBanuam HJI

Conclusion : APPROVED /
3axawyvenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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