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CERTIFTCATE OTANALYSIS

Naure of the Product CISAPRIDE MONO}IYDRATE

Batoh Number ACIS/2501001 Analyzed on 3U01t2025

Manufaoturing Date JAN'2025 Expiry Date DEC'2029

Quantity I l3.80Kg A.R.No. FPl25t27

S,No. TEST RESULT SPECIFICATION

1,0 Description White powder White or alrnost white powder,

2.0 Solubility Complios
Freely soluble in dimethylfonnamide; soluble
in methylene chloride; sparingly soluble in
methanol; practically insoluble in water.

3.0 Completeness of solution Complies To meet the test.

4.0
Identifi cation by Infr.ared
absorption Compliee

To match with Working / Reference
standard.

5.0 Specific Rotation (at 20"C) -0.080 Between -l0o and *l0o

6.G lf/a*ar '---i11n/o;mrlw BeIW€E-n 3:496-and 4tr/o Rt/lg{-- 
^

7.0 Residue on ignition 0,03%wlw Not more than 0.1%o wlw

8.0 Chromatographic purity by HPLC

Any single maximun Impurity 0.09% Not moro than 0.50%

Total Impurities 0.24% Notmorethan 1,00%

9.0
Assay by HPLC
(on auhydrous basis) 100,5% w/w

Not less fian99,0% and not more than
701,0%wlw

I0.0 ADDITIONALTEST

l0.r Residual solvenrc by GC HS

Metlunol .29 pprn Not more than 3000 ppm

Methyl isobutylketoue BDL (LOD: 0.90 ppnr) -\ot norc than 2260 ppm

Tbluene BDL (LOD: 0,16 prnr) \ot mole than 890 pprn

BDl,: Below Detection Limit,
REMARKST The material conrplios as per USP Specificatiorr.
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Dcsignation Executive-QC A;st Marager-QC I{ead-QC




