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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIHU3A

_Eroduct:_ Omez (Omeprazole), capsules 20 mg

Mpoaykt: Ome3® (oMertpason), Karicyitsi 20 wr

Batch No. / Cepust Ne:

B2102993

cepHu:

Batch Quantity / O6bem

1980000 NO

2002FP21001738

AR No / Anaantudecknii otuet Ne:

Date of Analysis / laTa
aHaJIM3a:

27-08-2021

Mfg, Date: / laTa mpon3BoacTBa:

08/2021

07/2024

Date of Expiry / I'ogen go:

Analysis performed according ND / Auaaus npoBened mo HA: T1 N015479/01-121120

Ne Test / Iloka3zaTeanb

Result / Pe3yabTaThl

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. /

Teepnere KenaTMHOBbIE
TIpo3payHbIe Karcyiel pa3Mepa 2 ¢
OecUBETHBIM KOPIYCOM, pPO30BOii
KpBIIEUKoW M MapKUpOBKOH
yepHoro ngera «OMEZ» Ha o0eux
yacTax Kancynel. Copepxumoe
KarcyJl — rpaHynsl 6€Noro LpeTa.

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. /

Teepmbie JKeNaTHHOBBIE Mpo3pavHble
Kamcysiel  pasMepa 2 € OeCLBETHBIM
KOPIyCOM,  pO30BOM  KpblLIEYKOH

Mapkuporkoit depHoro usera «OMEZ» Ha
obenx yacTax karcynsl. ConepkuMoe Karrcyli
— TpaHynbl 6e10ro WK No4TH OeNoro LUBeTa.

2 | Identification / lomjJMHHOCTDL

2a) | ByUV/V®-

cnektpodoTomeTpus

Complies as prescribed/
CoorsercTByeT TpeGOBaHUAM

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® - ChHexkTphl TOTTONUICHUS pPacTBOPOB
npenapara H  CTaHAapTHoro  obpasua
omenpazona B obmactn ot 230 mo 350 mum
MOJPKHBI WMETh MaKCHMyMBI TIpH OZHOW W
TOU K€ JTUHE BOJIHBI.

Remarks : The Product conforms to ND/
TMpumeyanne: [IpogyxT cooTBeTcTBYET TpeboBanmsim HJL

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of 5

Printed Date & Time (IST):

27-08-2021 20:04:47




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

TMpoayxt: OMe3® (oMenpa3on), Karcyrsl 20 -1:41"

Batch No. / Cepusa Ne: B2102993

Batch Quantity / O6nem
cepun: 1980000 NO

XR_NO / AHaJlHTI;I—eCKHﬁ oT4et Ne:
2002FP21001738

Date of Analysis / JlaTta
anaamsa: 27-08-2021

Mfg. Date: / laTa npon3BoAcTBAa:

08/2021

Date of Expiry / I'oagen no:
07/2024

Analysis performed according ND / Auanns nposexen mo H/I: IT N015479/01-121120

Ne Test / [loxazaTesn Result / PeaynbTaTni Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTtBeTcTBYET TpeOOBaAHUAM chromatogram of test solution should
BOKX s correspond to the retention time of main peak
CBRKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMst yaepKHBaHWS OCHOBHOTO THMKa Ha
XpoOMaTorpaMMe  WCIBITYEMOTO  pacTBopa
IOTDKHO COOTBETCTBOBATh BpEMEHHN
yIEepXKHBaHWS  OCHOBHOTO  THKa  Ha
XpoMarorpaMMe pacTBopa CTaHIapTHOTO
obpasua oMerpasona (pazmen
«KonuuectseHHoe omnpenereHne» ).

Opy

™
S

3 | Average net fill weight
/ Cpeansas macca
COIEPKUMOTO0 KANCy.JI

266.8 mg /266,8 mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 MT £ 5,0 % (256,5 Mr - 283,5 ™mr)

4 | Water / Boaa

1.2% w/iw /1,2%

Not more than 3.0% /
He 6oiee 3.0 %

ncontrolled |

i
L

5 | Uniformity of dosage
units / OaHopoaHocThL
JO3UPOBAHUS

24724

Acceptance value (AV) should be less than or
equal to 15.0./

IMokaszaTens npuemieMocti (AV) momkcH
OBITE MeHee Uiy paBeH 15,0.

|

6 | Dissolution /
PacTBopenue

1%, 1%, 2%, 3%, 0%, 0%

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

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;H0N;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope Xx1IopHUCTOBOZOPOAHOMN
KHCIOTHI - He 6onee 10 % C7H oN30O5S
(oMenpaszon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H,5N;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7HoN30;S (omenpason) depes

30 muH.

Remarks : The Product conforms to ND/
Mpumeyanne: [Tponykr cooTBeTcTBYET Tpeboranmam HJL

Conclusion : APPROVED /
3akaiouenue: OJJOGPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST): 27-08-2021 20:04:47
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr

: Ome3® (oMenpa3zon), KarcyJrsl 20 mr

Batch No. / Cepus Ne:

B2102993

Batch Quantity / O6nem

B cepun: 1980000 NO |
AR No / Avasutndeckuii oryer Ne: Date of Analysis / larta
12002FP21001738 ananuza:  27-08-2021

Mfg. Date: / laTa npon3ssoacTBa:

08/2021
07/2024

Date of Expiry / T'ogen xo:

Analysis performed according ND / Anaaus nposenen mo HJI: TT N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kalcyll B aTOMWHUEBOM CTpUTIE.
I[lo 3 crpuna ¢ MHCTpYKLMER MO
TIPUMCHEHHIO B MTAUKy KapTOHHYIO.

Ne Test / llokasaTean Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / ITocTtoponHue npumMecH
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas enuHUYHAs

HeuJeHTUUIMPOBaHHA

s TIPUMeECh

Total impurities / Not detected / He 06HapyxeHa Not more than 2.0 % /
CymMa npumMeceit He 6onee 2,0 %

8 | Assay/ 199 mg/ 19,9 mr 180mg to 22.0 mg of C;;H;yN;0;:S
KonnuecrBeHHOE (99.7% / 99,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeesieHne label claim). /

Or 18,0 MIr 1o 22,0 MI C|7H19N303S
(omemnipazon) B karncyne (ot 90,0 o 110,0 %
OT HOMHUH&JIBHOTO COEPKaHu).

9 | Microbial limits / Mukpo6nosorn4yeckast 4McToTa

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
Ob1ee 9ncino ad3poOHBIX

MHUKpPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Meree 10 KOE/r He 6onee 100 KOE/r
Ob61ee ymcino
JPOYKEBBIX U
MTECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrcTByerB I T OtcyTtcTBUE 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 karncyn B alltOMHHHEBOM
crpune win B TTA/AJI/TIBX // anroMAHUEBOM
onucrepe. [To 3 crpuna unmu no 3 6aucrepa ¢
HHCTPYKIMENd 10 TIPUMEHEHWIO B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Tpumeuanne: IIpOTYKT COOTBETCTBYET TpeboBauuaM H]J

Conclusion : APPROVED /
Zakaouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

27-08-2021 20:04:47
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJHU3A

TMpoaykt: Ome3® (oMemnmpason), KarcyJibl 20 Mr

|Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepust Ne: B2102993

Batch Quantity / O6bem

|cepmu: 1980000 NO
AR No / AramuTnyeckuii oTdet Ne: Date of Analysis / laTa o
2002FP21001738 anajusa: 27-08-2021
Mfg. Date: / laTta npou3BoAcTBa: 08/2021 Date of Expiry / T'onen no:
07/2024

Analysis performed according ND / Ananus npoeenen mo H/I: T1 N015479/01-121120

Ne Test / [Toka3aTeab Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorBercreuu ¢ HJJ
MapkupoBka

12 | Storage conditions /
YcaoBusi XpaHeHust

At temperature below 25 °C. / I1pu Temnepatype He Bbiue 25 °C,

13 | Shelf life / Cpox

TrogJHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

IMpumeuanne: [Tpoayxt cooTBeTcTBYET TpeboanusaM HJL

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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