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repoxide and Amitriptyline Hydrochloride Tablets

and Amitriptyline Hydrochloride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of chlordiazepoxide
nd an amount of amitriptyline hydrochloride equivalent to NLT 90.0% and NMT 110.0% of the labeled amount of amitriptyline

ans containing chlordiazepoxide from light. 5 (usp 1-pec-2022)

times of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

stra of the chlordiazepoxide and amitriptyline peaks of the Sample solution correspond to those of the Standard solution, as

53Y- A (USP 1-Dec-2022)

nsfer 7.0 mL of ammonium hydroxide to an appropriate 1-L flask containing about 500 mL of water. Dilute with water to

dnitrile
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0.0 65 35
1.2 65 35
25.0 35 65
25.1 65 35
30.0 65 35

rile and water (50:50)

n: 50 ug/mL of USP Chlordiazepoxide RS and 141 pg/mL of USP Amitriptyline Hydrochloride RS (equivalent to 125 ug/mL of
1 Diluent

lution: Nominally 0.1 mg/mL of chlordiazepoxide and nominally 0.25 mg/mL of amitriptyline from Tablets (NLT 20) prepared
ely powder Tablets (NLT 20) and transfer a portion of the powder equivalent to 5 mg of chlordiazepoxide and 12.5 mg of

1a 50-mL volumetric flask. Add 80% of the flask volume of acetonitrile, sonicate for about 15 min, and then mechanically

it 1 h. Dilute with acetonitrile to volume. Centrifuge a portion of the resulting solution and use the supernatant. [Note—A

ad Af 29BN rnm fAar 1N min mav ha cnitahla 1
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rature: 30°

nL/min

1e: 5L

y

ard solution

tive retention times for chlordiazepoxide and amitriptyline are 1.0 and 5.5, respectively.]
lirements

LT 2.0 between chlordiazepoxide and amitriptyline

2 NMT 1.5 for chlordiazepoxide; NMT 2.0 for amitriptyline

dard deviation: NMT 1.0% each for chlordiazepoxide and amitriptyline, (ysp 1-pec-2022)

dard solution and Sample solution

: percentage of the labeled amount of chlordiazepoxide (C16H14CIN3O) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
aak response of chlordiazepoxide from the Sample solution

2ak response of chlordiazepoxide from the Standard solution

sncentration of USP Chlordiazepoxide RS in the Standard solution 4 (ug/mL) o (USP 1-Dec-2022)

>minal concentration of chlordiazepoxide in the Sample solution 4(ug/mL) (USP 1-Dec-2022)

» percentage of the labeled amount of amitriptyline (C N) in the portion of Tablets taken:

20H23
Result = (r,/r)) x (C/C,) x (M_/M ) x 100

yeak response of amitriptyline from the Sample solution

reak response of amitriptyline from the Standard solution

:oncentration of USP Amitriptyline Hydrochloride RS in the Standard solution 4(ug/mL) . (USP 1-Dec-2022)

1ominal concentration of amitriptyline in the Sample solution A(ug/mL)A (USP 1-Dec-2022)
nolecular weight of amitriptyline, 277.40
nolecular weight of amitriptyline hydrochloride, 313.87

wia: 90.0%-110.0% each of the labeled amounts of chlordiazepoxide (C, H,,CIN,0) and amitriptyline (C, H,,N)

ESTS
ted gastric fluid TS, prepared without pepsin; 900 mL
) rpm

n A: USP Chlordiazepoxide RS in Medium
n B: USP Amitriptyline Hydrochloride RS in Medium

. Pass a portion of solution under test through a suitable filter. Dilute with Medium, if necessary.
iditions

elengths: 239 and 309 nm

dard solution A, Standard solution B, Sample solution, and Blank
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