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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
&oduct: Omez (Omeprazole), capsules 20 mg IMpoaykr: Ome3® (omenpason), kKancynsl 20 wmr
Batch No. / Cepusi Na: B2104623 Batch Quantity / O6bem S
cepun: 1990000 NO
AR No / Ananurnuecknii oTuer No: Date of Analysis / JaTa
2002FP21002663 anaausa: 03-01-2022
Mfg. Date: / JaTa npou3BojacTRa: 12/2021 Date of Expiry / T'ogen no:
11/2024

|Analysis performed according ND / Ananns nposeaen mo HJI: IT N015479/01-121120

FNQ

Test / Tloka3aTen

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. /

Teepnsie XKeNaTHHOBbIE
Mpo3pavyHEIe Karcyiel pasmepa 2 ¢
OccluBETHBIM KOPIYCOM, PO3OBOM
KpBILIEYKOit i MapKUpOBKOMH
yepHoro 1Bera «OMEZ» Ha 06eux
yacTax kancyiol. Copepxymoe
Kancyn — rpanynb! 0enoro LBera.

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. /
Teeparie KeJTaTHHOBbIE
Karcynel  pazmepa 2 ¢ OecCUBETHBIM
KOpIiycoM, pO30BOH KpblIIEUKOU "
MapkupoBko# depHoro userta «OMEZ» Ha
obenx yacTax karncynel. Comepxumoe KarcyJ
— rpaHyNbl 6ENoro Uiy NOYTH GENOro UBETA.

Tpo3payHble

Identification / IloaTHHHOCTD

2a)

By UV /Vo-
cnekTpodoToMeTpHs

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@ - croexkTpsl TMOTJIOMIEHUS pPAaCcTBOPOB
npenapata W CTaHmapTHoro  obpasua
omeripa3ona B obmactu ot 230 mo 350 mm
IOKHEl UMETh MakCHMYMBI NPH OOHOU #
TOIA JKe JUTHHE BOJIHBI,

Remarks : The Product conforms to ND/
IIpumeuanne: IponyxT coorBeTcTBYeT TpeGoBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
_Mct: Omez (Omeprazole), capsules 20 mg NpoaykT: OMe3® (oMenpason), kKancyisl 20 mr |
Batch No. / Cepust Ne: B2104623 Batch Quantity / O6bem a
| cepun: 1990000 NO
AR No / Avaautnaecknii oruer Ne: Date of Analysis / laTa
12002FP21002663 anagmsa: 03-01-2022
Mfg. Date: / laTa nponsBojcTaa: 12/2021 Date of Expiry / Togen no:

11/2024

Analysis performed according ND / Ananus npoeenen no H/I: TI1 N015479/01-121120

PacTBOpenue

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

Ne Test / [lokazaTean Result / PesynbraThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTByeT TpeGOoBaHMIM chromatogram of test solution should
BONCK 10 f:orrespond to the retention time of main peak
CBOIKX/BOKX in the chroma‘fogram qf or?eprazc')'le reference
standard solution (section "Assay"). /
Bpemst ynepxuBaHWSA OCHOBHOTO TIHKAa Ha
XpOMaTorpaMMe  HCIBITYEMOTO  pacTBOpa
TOJKHO COOTBETCTBOBAaTh BpPEMEHH
YAepXKUBAaHUS  OCHOBHOTO  IHMKa  HA
XpoMaToTpaMMe  PAacTBOpa  CTAHIAPTHOIO
obpazua oMeTpa3oa (pa3nen
«KonmmuecTBeHHOE OTIpEIEIEHUE ).
3 | Average net fill weight 269.4 mg / 269,4 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpenausist Macca 283.5 mg) /
COAEPKUMOTO0 KancyJi 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.1% wiw /1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 29/29 Acceptance value (AV) should be less than or
units / OgHOpoOAHOCTH equal to 15.0./
JIO3UPOBAHHS IToxa3zarens npuemiieMoctd (AV) nomkeH
ORITH MeHee unu paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBOpe X10pHUCTOBOAOPOIHOMN
KUCIOTHI - He 6ojee 10 % C7H9N305S
(omenpazon) yepes 2 .

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H9N;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)
C,7HoN305S (omemnpazon) gepes

30 MuH.

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykr coorBercTBYeT TpeboBanusaM HIL

Conclusion : APPROVED /
3axmovenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 5

Printed Date

& Time (IST): 05-01-2022 17:10:52




Py

Uncontrolied Coy

Batch No. / Cepust Ne:

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

| Product: Omez (Omeprazole), capsules 20 mg

Mpoaykt: Ome® (oMerpazon). Kancynb 20 wr

B2104623

cepHuu:

Batch Quantity / O6bem

1990000 NO

XR No / AHaauTUYecKHi oTueT No:
2002FP21002663

Date of Analysis / laTa
AHAJIH32A:

03-01-2022

Mfg. Date: / laTa l'lpOH3BO_£lCTBa:

12/2021

Date of Expiry / T'ofen go:
11/2024

|Analysis performed according ND / Auaaus nposenen no H/I: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / TTo 10
Kancyll B aTIOMUHHEBOM CTpHIIE.
ITo 3 crpuna ¢ WHCTpYKUMEH TI0
TIpUMEHEHMIO B TIAYKy KapTOHHYIO.

Ne Test / [ToxazaTenanb Result / PesyabTaThl Specification / Hopma

7 | Related substances / TlocToponHne npumecu
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIobas equHMUHas

HeuIeHTH GULMpPOBaHHA

s TIpEMeCh

Total impurities / 0.1%/0,1% Not more than 2.0 %/
CyMmma npumecei He 6omnee 2,0 %

8 | Assay/ 20.1 mg /20,1 mMr 18.0mg to 22.0 mg of C;;HigN;O;8
KonudecTBeHHOE (100.4% / 100,4%) (omeprazole) in capsule (90.0 to 110.0 % of
ompejaeseHue label claim). /

Or 18,0 mr po 22,0 Mr C]7H[9N303S
(oMmenpason) B karncyie (ot 90,0 mo 110,0 %
OT HOMMHANIBHOTO COfIePXKaHms).

9 | Microbial limits / MukpoOuonorudeckasi HHCTOTA

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
Obmuree 4nco a3poOHBIX

MHUKPOOPTaHU3MOB
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
Ob1ee yrucino
IPOKKEBBIX 1
IJIECHEBBIX I'pUbOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OrcytctByerB I T OrcyrctBHe 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. / TTo 10 xarcyn B anFOMUHHEBOM
crputie wn B [TA/AJI/TIBX // anmtoMAHHEBOM
6mucrepe. [1o 3 crpuna unu no 3 Gnucrepa ¢
WHCTPYKUMEH TO TpUMEHeHHI0 B TMaukKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [Tponykt cooTBercTBYET TpeboBanusimM HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A
|Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: OMe3® (omenpason), kancyibt 20 vr
Batch No. / Cepus Ne: B2104623 Batch Quantity / O6bem 1
B cepun: 1990000 NO
AR No / Ananurndeckuii order Ne: Date of Analysis / laTa
2002FP21002663 anajmsa:  03-01-2022
Mfg. Date: / JlaTa npousBoJcTBa: 12/2021 Date of Expiry / I'ogen no:

11/2024

Analysis performed according ND / Ananus nposenen no HJ/I: 1T N015479/01-121120

Ne Test / IToxazaTean Result / PesyabTaTnl Specification / Hopma
11 | Labeling / According to ND / B coorsercrun ¢ HJ|
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / Ipu Temnepatype He Boime 25 °C.
YcnoBus XpaHeHus
13 | Shelf life / Cpok 3 years / 3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Ipongykr coorBeTcTBYET TpeboBanusaM HJI 3akaiouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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