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ylline Tablets

lets contain an amount of aminophylline equivalent to NLT 93.0% and NMT 107.0% of the labeled amount of anhydrous
4.N,0,).

liacal odor present in the vapor space above the Tablets is often quite strong, especially when bottles having suitably tight
vly opened. This is due to ethylenediamine vapor pressure build-up, a natural condition in the case of aminophylline.]

penTiFicATioN Tests (197), Infrared Spectroscopy: 197K
ite a quantity of Tablets, equivalent to 500 mg of aminophylline, with 25 mL of water, and filter. The filtrate is alkaline to

iltrate add 1 mL of 3 N hydrochloric acid, stir, and if necessary, chill to precipitate the theophylline. Filter, and retain the

m washings. Use the filtrate in Identification C. Wash the theophylline crystals so obtained with small quantities of ice-cold
at 105° for 1 h.

rria: 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, and add 5 mL of 3 N hydrochloric acid to acidify. Chill, collect the precipitated disulfonamide of ethylenediamine, and
ar. Recrystallize the washed precipitate 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
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 98 2
7 50 50
7.3 10 90
8.3 10 90
8.31 98 2
12 98 2
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 Nominally 0.17 mg/mL of anhydrous theophylline from NLT 20 finely powdered Tablets in water prepared as follows.

j of anhydrous theophylline from a portion of the powder to a 200-mL volumetric flask. Add 20 mL of water and mix for 1
Iditional 140 mL of water and sonicate for 30 min. Dilute with water to volume. Pass through a suitable filter of 0.22-um pore
3 the first 2-3 mL.

> system

aphy (621), System Suitability.)

70 nm

m x 10-cm; 1.7-pm packing L1

rature: 40°

nL/min

1e: 1L

y

am suitability solution and Standard solution

lirements

LT 2.0 between theophylline and theophylline related compound F, System suitability solution
dard deviation: NMT 1.0%, Standard solution

dJard solution and Sample solution
» percentage of the labeled amount of theophylline (C7H8N4OZ) in the portion of Tablets taken:

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

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

>minal concentration of theophylline in the Sample solution (mg/mL)
ria: 93.0%-107.0%

NTS

\EDIAMINE

. Transfer a portion of the powdered Tablets, equivalent to 350 mg of aminophylline, prepared in the Assay, into a 100-mL
\dd 20 mL of water, and digest at 50°, with frequent shaking, for 30 min. Cool, filter into a 250-mL conical flask, and wash
| the last washing is neutral to litmus. Use the combined filtrate and washings.

m

tration

wydrochloric acid VS

ition: Visual

sthyl orange TS to the Sample solution, and titrate. Each mL of 0.1 N hydrochloric acid is equivalent to 3.005 mg of

1e (C,H,N,).

wia: 140-190 mg of ethylenediamine (C,H,N,) per gram of theophylline (C,H,N,0,) found in the Assay

ESTS

plain coated tablets
r; 900 mL
0rpm

ion: USP Theophylline RS in Medium
n: Proceed as directed in the chapter for sample. Dilute with water to a concentration that is similar to that of the Standard
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