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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules_20 mg

IMpoayxt: Ome3® (oMernpason), Karcyssl 20 mr

Batch No. / Cepus Ne: B2103501 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / Anaautuyecknit otder Ne: Date of Analysis / laTa

2002FP21002008

anaamnsa: 05-10-2021

Mfg. Date: / laTa npoM3BoAcTBa:

09/2021

08/2024

Date of Expiry / F'ogen no:

Analysis performed according ND / Anaau3 nposenen no HJI: TT N015479/01-121120

Ne Test / Hoka3aTeab

Result / Pe3yabTaTsl

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. /

Trepasie ’KENaTUHOBEIE
Tpo3pavHblc Karcyyasl pazMepa 2 ¢
OecuBeTHBIM KOPITYCOM, PO30OROM
KpBIIIEYKOH M MapKHPOBKOH
yepHoro 1Bera «OMEZ» Ha o0enx
yactax Kkancynsl.  Comep:xkumoe
KarncyJ — TpaHyIbl 6e10ro UBeTa.

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. /

Tsepabie JKEITATHHOBBIE Tpo3pavHbIe
Kancynel pasmepa 2 ¢ OECHBETHBIM
KOPTYyCOM, po30BOH KpBILIEUKOH U

Mapkupoekoil 4yepHoro useta «OMEZ» Ha
o00enx dacTsax kancynel. Cogep)uMoe Karncy
— rpaHyJiel 6enoro Wiy o4ty 6enoro 1Bera.

2 | Identification / [logiuHHOCTH

2a) | ByUV/V®-
criekTpodoTomMeTpus

Complies as prescribed/
CootBetcTByeT 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® - cnexTpsl NOTNOIIEHHWS pacTBOPOB
npenapara ¥ cTaHgapTHoro  obpasia
oMemnpazona B obnactu oT 230 mo 350 HM
OOJDKHBI UMETh MaKCUMYMBI NPH OTHON #
TOM K€ JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanne: ITponykr coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmoyenne: QJJIOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of5

Printed Date & Time (IST):

06-10-2021 10:25:25
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CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIW3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepusi Ne:

B2103501

Tpoaykr: Ome3® (omenpason), kKancyast 20 mr

CepHH:

Batch Quantity / Oonem

2000000 NO

AR No / Ananurundeckuii otueT Ne:
2002FP21002008

Date of Analysis / laTta
anaausa: 05-10-2021

Mfg. Date: / laTa nnpon3BoACTBAa:

09/2021

08/2024

Date of Expiry / I'ogen mxo:

Analysis performed according ND / Anaaus nposenen no HJI: T1 N015479/01-121120

PacTBOpenne

94%, 98%, 97%, 99%,
94%, 94%

Ne Test / HokasaTeanb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoO0TBETCTBYET TpeOOBaHUAM chromatogram of test solution should
BOXKX mu .correspond to the retention time of main peak
CBRIKX/BCHX in the chroma‘Fogram qf or'r|1eprazt’)lle reference
standard solution (section "Assay"). /
Bpems ynepkuBaHHS OCHOBHOIO MNHKa Ha
XpoMarorpaMMe  WCIBITYEMOTO  pacTBopa
DOKHO COOTBETCTBOBATL BpeMeHU
yOepKUBaHWS ~ OCHOBHOTO  IMKa  Ha
XpoMarorpaMMe pacTBopa CTaHAAPTHOTO
oGpasua oMeripazona (pa3men
«Konm4aecTBeHHOE OpeieNICHUE ).
3 | Average net fill weight | 270.5 mg/270,5 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennas Macca 283.5 mg) /
COMEePKMMOro KANcyJl 270,0 mr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.2% wiw / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.7/3,7 Acceptance value (AV) should be less than or
units / OAHOPOAHOCTH equal to 15.0./
JM03UPOBAHUSA Toxazarens npuemieMocT (AV) H0JKeH
OBITH MEHee M paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 2%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;HoN;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X1I0pUCTOBOJOPOIHOM
kucioTsl - He Gonee 10 % C7HgN;03S
(omMempason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN30;S (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - He menee 75 % (Q)
C,7HN303S (omMemnpazoin) uepes

30 muH.

Remarks : The Product conforms to ND/
Tpumeuanne: [IpoxyKT COOTBETCTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

06-10-2021 10:25:25
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJHU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (omernpazon), KancyJbt 20 Mr

Batch No. / Cepusn Ne:

B2103501

cepHM:

Batch Quantity / Oobem

2000000 NO

AR No / Anagutudeckuii oraer Ne:
2002FP21002008

Date of Analysis / lata
anagusa: 05-10-2021

Mfg. Date: / laTa npom3BoacTBa:

09/2021

Date of Expiry / loxen go:
08/2024

|Analysis performed according ND / Ananns npogeex mo HJI: 1 N015479/01-121120

unidentified impurity /
JIo6ast enuHMYHAA

Ne Test / ITokasaTeans Result / Pe3yabTaThl Specification / Hopma
7 | Related substances / Iloctoporane npumecu
Any individual 0.03% /0,03% Not more than 0.5 %. /

He 6onee 0,5 %

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcysl B QTIOMUHHEBOM CTpHIIE.
ITo 3 crpuna ¢ HWHCTpPYKUMEH IO
[PHUMEHEHHIO B MAaYKy KapTOHHYHO.

HeuaeHTUHULMPOBaHHA

s IIpUMeECh

'T'otal impurities / Not detected / ne obHapyxeHa Not more than 2.0 % /
Cymma npumMecei He 6onee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 22.0 mg of C;;HsN;O;S
KonnuecTBenHoe (99.0% / 99,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejaeieHue label claim). /

Or 18,0 Mr Jmo 22,0 MT C17H]9N303S
(omempaszon) B kancyne (o1 90,0 go 110,0 %
OT HOMHMHAJIBHOIO COJIepIKaHus).

9 | Microbial limits / Mukpo6uoaornyeckast 4ucTOTa

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
O01ee YUCIo a3pOOHBIX

MHKPOOPTAaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Mewnee 10 KOE/T He 6onee 100 KOE/T
Ob1ee 4ncno
TIPOXOKEBBbIX U
TIeCHEBBIX IpUOoB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OTtcyTcTByeTB 1 T OrcyrctBue B 1 T
10 | Packaging / Yuakoska | 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. / T1o 10 kxancyn B aJlOMHHUEBOM
crpune wiu B [TA/AJI/TIBX // amoMuHHEBOM
onucrepe. Tlo 3 crpuna wm no 3 6nucrepa ¢
WHCTPYKIHEH 1O TMPHUMEHEHWI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Tpumeuanne: [TponykT cooTBeTcTBYET TpeboBarusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (omenpason), karcyJibl 20 Mr |
Batch No. / Cepus Ne: B2103501 Batch Quantity / O6nem
_— cepuu: 2000000 NO
AR No / AnaanTudeckuii oruer Ne: Date of Analysis / laTa
2002FP21002008 anajusa: 05-10-2021
Mfg. Date: / laTa npou3BoacTBa: 09/2021 Date of Expiry / T'ogen no:

08/2024

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

No Test / llokazaTenan Result / PezyabTaTbl Specification / Hopma
11 | Labeling/ According to ND / B coorerctBuu ¢ HJI
Mapkupobka
12| Storage conditions / At temperature below 25 °C. / Tlpu TeMneparype He Boime 25 °C.
YcaoBug XpaHeHus
13 | Shelf life / Cpox 3 years / 3 ropa
TOAHOCTH
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Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanne: ITponyKT cooTBeTcTBYET TpeboBaHuIM HJT 3akmodenue: OJJOEPEHO
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