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\> : sz/\\-/NH2

420.43
) 456.46
e, 3,7-dihydro-1,3-dimethyl-, compd. with 1,2-ethanediamine (2:1);
yound with ethylenediamine (2:1).
IN®: 317-34-0; UNII: 27Y3KJK423.
1®: 5897-66-5; UNII: C229N9DX94.

nhydrous or contains NMT two molecules of water of hydration. It contains NLT 84.0% and NMT 87.4% of anhydrous
4,N,0,), calculated on the anhydrous basis.

i IpenmiFicaion Tests (197), Infrared Spectroscopy: 197A or 197K. 5 (cN 1-May-2020)

of Aminophylline
re the Sample in 20 mL of water, add, with constant stirring, T mL of 3 N hydrochloric acid, filter (retain the filtrate), wash the
1 small portions of cold water, and dry at 105° for 1 h.

ria: The IR spectrum of theophylline so obtained corresponds to that of USP Theophylline RS.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ate obtained in Identification A.
Sample add 0.5 mL of benzenesulfonyl chloride and 5 mL of 1 N sodium hydroxide to render alkaline. Shake by mechanical

nin, add 5 mL of 3 N hydrochloric acid to acidify, chill, collect the precipitated disulfonamide of ethylenediamine, wash with

llize from water, and dry at 105° for 1 h.
ria: The dried precipitate melts at 164°-171°.

M ammonium acetate prepared as follows. Transfer 770.8 mg of ammonium acetate to a 1-L volumetric flask, and dissolve

5 of the flask volume. Adjust with glacial acetic acid to a pH of 5.5, and dilute with water to volume. Pass through a suitable

pore size.
anol
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
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Time Solution A Solution B
(min) (%) (%)
8.3 10 90
8.31 98 2
12 98 2

slution: 25 pg/mL of USP Theophylline Related Compound F RS in water
'y solution: 0.8 mg/mL of USP Theophylline RS and 1 pg/mL of USP Theophylline Related Compound F RS in water prepared

nsfer 21 mg of USP Theophylline RS to a 25-mL volumetric flask and add 15 mL of water. Sonicate to dissolve, add 1 mL of
solution, and dilute with water to volume.

n: 0.17 mg/mL of USP Theophylline RS in water. Sonicate to dissolve as needed.

: 0.2 mg/mL of Aminophylline in water
> system
aphy (621), System Suitability.)

70 nm

m x 10-cm; 1.7-ym packing L1

rature: 40°

nL/min

1e: 1L

y

>m suitability solution and Standard solution

lirements

LT 2.0 between theophylline and theophylline related compound F, System suitability solution
dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution
s percentage of theophylline (C,H,N,0,) in the portion of Aminophylline taken:

Result = (r /r)) x (C/C ) x 100
2ak response of theophylline from the Sample solution
2ak response of theophylline from the Standard solution

»ncentration of USP Theophylline RS in the Standard solution (mg/mL)

»ncentration of Aminophylline in the Sample solution (mg/mL)

wria: 84.0%—87.4% of theophylline on the anhydrous basis

INTS
\EDIAMINE
of Aminophylline

m
tration

1ydrochloric acid VS

ition: Visual

re the Sample in 30 mL of Diluent, add methyl orange TS, and titrate. Each mL of 0.1 N hydrochloric acid is equivalent to 3.005

diamine (C,H,N,).

ria: 157-175 mg of ethylenediamine (CszNz) per gram of theophylline (C7H8N402) found in the Assay
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