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CERTIFICATE OF ANALYSIS
OMEPRAZOLE USP -43

Batch No. z OMETE-D221Z}
Date of Mfg. : January,2023
Date of Expiry: Decemberr}026
NDC NUMBER:

Q.C. Ref. No.
Date of Analysis
Dispatch Quantify

: FPP/OME/0A30D3
t31.01.2023
: 500.00 Kg

00-01), D/T'EI: 915038921/3008616840
S.No fi TESTS SPECIF'ICATIONS RESULTS
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04
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06

07

Desoription

Solubility

Identification
a) By FIPLC

b)ByIR

| 5-Methoxy- I H-benzimidazole-2-thiol
Omeprazole N-oxide
Omeprazole Sulfone N-oxide
Desmothoxy Omeprazolc
Omeprazole Sulfone
Omeprazole-4-chloro analog
Ufiprazole
Any other individual impurity
Total Impuiities
Completeness of solution
Limit of Omeprazole Related
compounds F and G

I White to off white po*Oer

fl SotuUle in Dichloromethane, sparingly

I soluble in Methanol and in Alcohol.

I V.ry slightly soluble in Water.

!

i The retention time ofthe major peak of
I 

the sample solution corresponds to that

I 
ofthe standard solution as obtained in

I 
the assay.

The infrared absorption spectrum of the
test sample should match with that of
working standard.

Not more than 0.10 Yowlw

Not more than:0.15 %o

Not more than : 0.15 %
Not more than:0.15 o/o

Not mors than : 0.15 9'o

Not more than : 0.15 %
Not more than : 0.15 910

Not more than : 0.15 %
Not more than: 0.10 Yo

Not more than:. 7.0 Yo

Solution should be clear
The absorbance is NMT 0.10
corresponding to NMT 350 ppm of the
sum of the Omeprazole related
compounds F and G.

White powder

Complies

Complies

Complies

0.05 Yowlw

Not detected

0.01%
Not detected

0.01%
0.Q10/a

0.01j/o
4.04%
0.04%
0.24%

Complies

0.009
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CERTIFICATE OF ANALYSIS
OMEPRAZOLE USP _43

Batch No. z OTvfrlE-022123
Date of Mfg. : January'2023
Date of Expiry: December'2026

Q.C. Ref. No. : FPP/OME/0030123
Date of Analysis : 31.01.2023
Dispatch Quantity: 500.00 Kg

NDC NUMBER: (5 1838-100-0 1), ID/IEI: 9 I 5038921/300E616840
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Loss on drying (At 60oC under

vaouum for 4 hrs, 9'o w/w\

Residual Solvents by GC
Methanol

Acctonc

Methylene chloride
Toluene

Assay by HPLC
(% wlw on dried basis)

Notmore than 0.50 n/owlw

Not more than : 3000 ppm

Not more than : 5000 ppnr

Not more than : 600 ppm

Not more than : 890 ppm

Not less than 98.0 Yo and

not more than102.0%o

0,13 o/owlw

Not detected

176 ppnr

205 ppm

22ppm

100.2%

Remarks; The material confirms to the above cations.
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