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ole Orally Disintegrating Tablets

Disintegrating Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of aripiprazole (C23H27C|2N302).

i IpenmiFicaTion Tests (197), Infrared Spectroscopy: 197A, (CN 1-Mav-2020)

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

g/L of sodium sulfate in water

of dibasic potassium phosphate adjusted with phosphoric acid to a pH of 8.2

>etonitrile and Buffer (50:50)

vitrile, methanol, Solution A, and glacial acetic acid (33:11:56:1)

vitrile and 0.1 M hydrochloric acid (20:80)

'y solution: 0.01 mg/mL each of USP Aripiprazole RS and USP Aripiprazole Related Compound G RS in Diluent A. Sonication

ay be used to aid in dissolution.
n: 0.25 mg/mL of USP Aripiprazole RS in Diluent B. Sonication may be used to aid in dissolution.
: Nominally 0.2-0.3 mg/mL of aripiprazole from NLT 5 Orally Disintegrating Tablets prepared as follows. Transfer NLT 5 Orally

Tablets to a suitable volumetric flask and dilute with Diluent B to NMT 75% of the final flask volume. Sonicate for 5 min and
iin. Dilute with Diluent B to volume. Pass the resulting solution through a suitable filter and use the filtrate.

> system

aphy (621), System Suitability.)

52 nm

m x 10-cm; 3.5-um packing L1

_/min

1e: 10 uL

1.4 times the retention time of aripiprazole

y

am suitability solution and Standard solution

tive retention times of aripiprazole related compound G and aripiprazole are 0.74 and 1.0, respectively.]
lirements

LT 3.0 between aripiprazole related compound G and aripiprazole, System suitability solution
'* NMT 1.5, Standard solution

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution

: percentage of the labeled amount of aripiprazole (CZ3H27CI2N302) in the portion of Orally Disintegrating Tablets taken:

Result = (r /r)) x (C/C ) x 100

2ak response from the Sample solution
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ESTS
1): NMT 60 s

sodium acetate trihydrate buffer (3.0 g/L of sodium acetate prepared as follows. Transfer a suitable quantity of sodium
itable container containing 90% of the final container volume of water. Adjust with glacial acetic acid to a pH of 4.0. Add
1al volume.), degassed; 1000 mL

rpm

>etonitrile and 0.025 M hydrochloric acid (40:60)

n: (L/1000) mg/mL of USP Aripiprazole RS in Mobile phase where L is the label claim in mg/Tablet
. Pass a portion of the solution under test through a suitable filter, discarding the first few mL.

> system

aphy (621), System Suitability.)

25nm

m x 15-cm; 5-um packing L1

_/min

1e: 20 L

1.5 times the retention time of aripiprazole
y

ard solution

lirements

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of aripiprazole (CZ3H27CI2N302) dissolved:

Result = (r,/r)) x C,x V x (1/L) x 100
2ak response from the Sample solution
sak response from the Standard solution

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

>lume of Medium, 1000 mL

bel claim (mg/Tablet)

80% (Q) of the labeled amount of aripiprazole (C,,H,,CI,N,0,) is dissolved.

«6e Units (905): Meet the requirements

r and trifluoroacetic acid (100:0.05)
Jnitrile and trifluoroacetic acid (100:0.05)

g/L of sodium sulfate in water

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 90 10
20 70 30

Documents

Document Sharing Hub

Full document details: Aripiprazole Orally Disintegrating Tablets


https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://store.usp.org/product/1042634
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://store.usp.org/product/1042634
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
http://www.avadocuments.com/doc/aripiprazole-orally-disintegrating-tablets
http://www.avadocuments.com/doc/aripiprazole-orally-disintegrating-tablets

