on 14-Feb-2025

»f 01-Dec-2020

nographs
)F3F-4A81-89B0-421BC3BF96EE_2_en-US
1003/USPNF_M32647_02_01

.@ Oral Suspension

spension is a viscous liquid containing NLT 90.0% and NMT 110.0% of the labeled amount of felbamate (C11H14N204). The

1tain suitable preservatives.

time of the major peak 4of , (USP 1-Dec-2020) the Sample solution corresponds to that of the Standard solution, as obtained in

strum of the felbamate peak in the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. o

of tribasic sodium phosphate® , (USP 1-Dec-2020) I water

cetonitrile and Buffer (23:77). Adjust with phosphoric acid to a pH of 9.9.
nol and water 4(50:50) 5 (usP 1-Dec-2020)

aitrile and water (23:77)

'y solution: 4160 pg/mL, (USP 1-Dec-2020) ©f USP Felbamate RS and A20 ug/ml, (USP 1-Dec-2020) Of USP Felbamate Related
'S in Diluent B and methanol prepared as follows. ATransfer suitable amounts of USP Felbamate RS and USP Felbamate
aund A RS to an appropriate volumetric flask. Dissolve in 8% of the flask volume of methanol. 5 (usp 1-Dec-2020) Dilute with
ume.

n: 4160 pg/mL, (USP 1-Dec-2020) Of USP. Felbamate RS prepared as follows. ATransfer a suitable amount of USP Felbamate
ec-2020) @ suitable volumetric flask containing 16% of the flask volume of Diluent A. Add 50% of the flask volume of Diluent B.

y be used to aid dissolution. Dilute with Diluent B to volume.

lution: Nominally 1 mg/mL of felbamate in Diluent A prepared as follows. Transfer an amount of the Oral Suspension to a
etric flask. Add 60% of the flask volume of Diluent A, and sonicate for 15 min. Shake mechanically for 30 min, and dilute with
ume.

' Nominally 4160 pg/mL, (USP 1-Dec-2020) Of felbamate from Sample stock solution in Diluent B. Pass through a filter Awitha
15-Um. 4 (USP 1-Dec-2020)

> system

aphy (621), System Suitability.)

10 nm. AFor Identification B, use a diode array detector in the range of 190-400 nm. , (USP 1-Dec-2020)
m x 15-cm; 5-pm packing L21

rature: 40°

_/min

Ime:, (Usp 1-Dec-2020) 20 KL

Documents

Document Sharing Hub

Full document details: Felbamate Oral Suspension


https://online.uspnf.com/uspnf/current-document/1_GUID-35EDF821-0756-461D-8968-13746F81E36D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F205C3A5-CF79-44ED-9AB3-E8CC86BB1510_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1269312
https://store.usp.org/product/1269323
https://store.usp.org/product/1269323
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://store.usp.org/product/1269312
https://store.usp.org/product/1269323
https://store.usp.org/product/1269323
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://store.usp.org/product/1269312
https://store.usp.org/product/1269312
https://store.usp.org/product/1269312
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://online.uspnf.com/uspnf/current-document/1_GUID-A8FA4542-3943-497B-827A-EC2EE2B56131_1_en-US
http://www.avadocuments.com/doc/felbamate-oral-suspension
http://www.avadocuments.com/doc/felbamate-oral-suspension

dard deviation: NMT 41.0%, , (USP 1-Dec-2020) Standard solution

dard solution and Sample solution

: percentage of the labeled amount of felbamate (C11H14N204) in the portion of Oral Suspension taken:

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

2ak response of felbamate from the Standard solution

ancentration of USP Felbamate RS in the Standard solution® (ug/mL) o (USP 1-Dec-2020)
sminal concentration of feloamate in the Sample solution (ug/mL) (USP 1-Dec-2020)
wria: 90.0%—-110.0%

ESTS

900 mL
rpm

zetonitrile and water (35:65)

lity stock solution: 0.1 mg/mL of USP Methylparaben RS in methanol
iy solution: 0.1 mg/mL of USP Methylparaben RS from System suitability stock solution and 0.4 mg/mL of USP Felbamate RS

llows. Transfer 40 mg of USP Felbamate RS to a 100-mL volumetric flask. Add 10 mL of System suitability stock solution and
min. Dilute with Medium to volume. 4 (ysp 1-pec-2020)

n: (L/1000) mg/mL of USP Felbamate RS in Medium, where L is the 4 . (USP 1-Dec-2020) 1abel claim in mg/mL. An amount of

axceeding 10% of the final volume, can be used to help in solubilizing felbamate.

. Using a syringe, accurately weigh by difference approximately 5 mL of the well-mixed Oral Suspension. Introduce the

2 dissolution vessel with the paddles rotating, and avoid getting the sample on the paddle or shaft. At the time specified,
iquot of the solution under test, and pass through a suitable filter.

> system

10 nm

m x 25-cm; 10-um packing L7

_/min

ime

bility: 25 pL

uL

3.5 times the retention time of felbamate, (usp 1-pec-2020)

y

3m suitability solution and Standard solution

tive retention times for felbamate and methylparaben are about 1.0 and 1.5, respectively.]
lirements

LT 2.0 between methylparaben and felbamate, System suitability solution
* NMT 2, Standard solution

dard deviation: NMT 2%, Standard solution

dard solution and Sample solution

: percentage of the labeled amount of felbamate (C, H, ,N,0,) dissolved:
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