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| water-insoluble synthetic cross-linked homopolymer of N-vinyl-2-pyrrolidinone. It contains NLT 11.0% and NMT 12.8% of
Iculated on the dried basis. Two types of Crospovidone are available, depending on the particle size: Type A and Type B.

21c IpenTiFicaTion Tests (197), Infrared Spectroscopy: 197K. 5 (cN 1-Mav-2020) Previously dried in a vacuum at 105° for 1 h,

nd the Sample in 10 mL of water, add 0.1 mL of 0.1 N iodine, and shake for 30 s. Add 1 mL of starch TS, and shake.
eria: No blue color develops.

~ater add 0.1 g and shake. A suspension is formed, and no clear solution is obtained within 15 min.

the dried substance

and dry the analytical sieves used in the analysis by washing the sieves in hot water. Allow to dry overnight in a drying cabinet
the Sample in a 1000-mL conical flask, add 500 mL of water, and shake the suspension for 30 min. Pour the suspension

1m analytical sieve, previously tared, and rinse the sieve with water until the filtrate is clear. Dry the sieve and sample residue
1in a drying cabinet without circulating air. Cool in a desiccator for 30 min, and weigh.

percentage sieving residue fraction of sample particles having a diameter of more than 63 pm:

Result = [(m1 - m3) X 100]/m2
1ss of the sieve and sample residue, after drying for 5 h (g)

1ss of the sieve (g)
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ad as directed, using the Sample. In the Procedure, omit the use of hydrogen peroxide, and use 5 g of a powdered mixture of
fate, cupric sulfate, and titanium dioxide (33:1:1), instead of potassium sulfate and cupric sulfate (10:1). Heat until a clear,
ution is obtained. Heat for an additional 45 min, and proceed as directed for Procedure, beginning with “Cautiously add to the
:ure 70 mL of water”.

eria: 11.0%-12.8% on the dried basis

1(281): NMT 0.1%, determinedon 1.0 g

sion A: [Note—Use for Type A]

vater. To 25 mL of this suspension add 2 mL of titanium trichloride—sulfuric acid TS. Allow to stand for 30 min, and filter.
sion B: [Note—Use for Type B.]

vater. To 25 mL of this suspension add 2 mL of titanium trichloride—sulfuric acid TS. Allow to stand for 30 min, and filter.
iquid A: [Note—Use for Type A]

vater. Filter, take 25 mL, and add 2 mL of a 13% solution of sulfuric acid.

iquid B: [Note—Use for Type B.]

vater. Filter, take 25 mL, and add 2 mL of a 13% solution of sulfuric acid.

Ire the absorbance of the filtrate at 405 nm against the appropriate compensation liquid.

eria: NMT 0.35. For Type A, this corresponds to NMT 400 ppm expressed as H,0,; for Type B, this corresponds to NMT 1000

das H,0,.

o

.cetonitrile and water (1:9)
12 25 mg/mL of suspension in methanol. Shake for 60 min. Leave the bulk to settle, and pass through a filter of 0.2-um pore

tsolution A: 5 ug/mL of vinylpyrrolidinone in methanol

¢ solution B: 100 pg/mL of vinylpyrrolidinone and 5 mg/mL of vinyl acetate in methanol
ion A: A 1-in-20 solution of Reference stock solution A in Mobile phase

ion B: A 1-in-100 solution of Reference stock solution B in Mobile phase

ic system

agraphy (621), System Suitability.)

relength: 235 nm
‘mm x 2.5-cm; 5-uym packing L1
1 x 25-cm; 5-pm packing L1
srature: 40°
IL/min
50 pL. [Note—After each injection of the Sample solution, wash the precolumn by passing the Mobile phase backwards, at the
ate as applied in the test, for 30 min.]
ity
srence solution A and Reference solution B
uirements
NLT 2.0 between vinylpyrrolidinone and vinyl acetate, Reference solution B
1dard deviation: NMT 2.0% for 6 injections, Reference solution A

iple solution and Reference solution A
shromatograms, and measure the responses for the vinylpyrrolidinone peak.
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