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lline Hydrochloride Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
-tabs-20230630.

cchloride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of amitriptyline hydrochloride (C20H23N - HCI).

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

f monobasic sodium phosphate in 900 mL of water. Adjust with phosphoric acid to a pH of 2.5 + 0.5, and dilute to make

zetonitrile and Buffer (42:58)

n: 0.2 mg/mL of USP Amitriptyline Hydrochloride RS in Mobile phase

: Nominally 0.2 mg/mL of amitriptyline hydrochloride in Mobile phase, prepared as follows. Transfer NLT 20 Tablets to a

etric flask, add 50% of the flask volume of Mobile phase, and shake the mixture for 1 h or until the Tablets have disintegrated.
Jile phase to volume, and filter. Dilute the clear filtrate with Mobile phase to obtain a solution with a nominal concentration of

amitriptyline hydrochloride.
> system
aphy (621), System Suitability.)

54 nm. For Identification A, use a diode array detector in the range of 220-400 nm.
m x 30-cm; 10-um packing L1

_/min

1e: 20 L

1.5 times the retention time of amitriptyline

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dJard solution and Sample solution

» percentage of the labeled amount of amitriptyline hydrochloride (ConzaN -HCI) in each Tablet taken:

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

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

sminal concentration of amitriptyline hydrochloride in the Sample solution (mg/mL)
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hydrochloric acid; 900 mL
00 rpm

ion: (L/900) mg/mL of USP Amitriptyline Hydrochloride RS in Medium, where L is the Tablet label claim in milligrams. Dilute
,if necessary.

n: Pass a portion of solution under test through a suitable filter. Dilute with Medium, if necessary.
onditions
velength: UV 239 nm

ndard solution and Sample solution

he percentage of the labeled amount of amitriptyline hydrochloride (C N - HCI) dissolved:

20H23
Result = (A /A) x (C/C ) x D x 100
absorbance of the Sample solution

absorbance of the Standard solution

concentration of USP Amitriptyline Hydrochloride RS in the Standard solution (mg/mL)

nominal concentration of amitriptyline hydrochloride in the Sample solution (mg/mL)

dilution factor, if necessary

T75% (Q) of the labeled amount of amitriptyline hydrochloride (C N - HCI) is dissolved.

20M2
'oduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
hydrochloric acid; 500 mL, deaerated, if necessary

00 rpm

roric acid: Phosphoric acid and water (1:10)
‘e 0.87 g of potassium phosphate dibasic in 1 L of water. Adjust with Diluted phosphoric acid to a pH of 7.0. Add 1.0 mL of

1. Adjust with Diluted phosphoric acid to a pH of 7.0.
Acetonitrile and Buffer (35:65)
ion: (L/500) mg/mL of USP Amitriptyline Hydrochloride RS in Medium, where L is the label claim in mg/Tablet. Sonicate to

ecessary.
n: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size, discarding the first 3 mL of the

hic system
tography (621), System Suitability.)

254 nm

mm x 15-cm; 5-um packing L1
)erature: 40°

> mL/min

mme: 10 uL

T 1.5 times the retention time of amitriptyline
lity

'dard solution

guirements

tor: NMT 2.0

andard deviation: NMT 2.0%

ndard solution and Sample solution
he percentage of the labeled amount of amitriptyline hydrochloride (ConzaN -HCI) dissolved:

Result = (r,/r)) x C;x V x (1/L) x 100
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