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vir Tablets

s contain Famciclovir 4 , (USP 1-Aug-2022) €quivalent to NLT 90.0% and NMT 110.0% of the labeled amount of famciclovir

penTiFicaTioN Tests (197), Infrared Spectroscopy: 197K

- a portion of finely powdered Tablets, equivalent to 1000 mg of famciclovir, to a 250-mL volumetric flask, and add 100 mL of
nicate for 5 min and centrifuge for 10 min. Pass a portion through a filter of 0.45-pym or finer pore size into a 250-mL

sk. Evaporate the solution to dryness at low heat (about 70°).

ria: Meet the requirements

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

L of monobasic sodium phosphate in water. Adjust with 1 M sodium hydroxide or phosphoric acid to a pH of 4.5 + 0.05.

L of monobasic sodium phosphate in water. Adjust with 1 M sodium hydroxide to a pH of 7.0 + 0.05.

ethanol and Buffer B (30:70)

n: 0.1 mg/mL of USP Famciclovir RS in Buffer A

lution: Nominally T mg/mL of famciclovir prepared as follows. Transfer an amount equivalent to 500 mg of famciclovir, from

d Tablets (NLT 20), to an appropriate volumetric flask. Add about 50% of the flask volume of Buffer A and sonicate for about
ermittent shaking. Dilute with Buffer A to volume.
 Nominally 0.1 mg/mL of famciclovir from Sample stock solution in Buffer A. Pass through a suitable filter of 0.45-um or finer

> system
aphy (621), System Suitability.)

22 nm

m x 15-cm; 5-ym packing L1
rature: 40°

nL/min

1e: 20 L

2 times the retention time of famciclovir
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

» percentage of the labeled amount of famciclovir (C N,0,) in the portion of Tablets taken:

14H19

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

Documents

Document Sharing Hub

Full document details: Famciclovir Tablets


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_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-B132D5E5-5221-46A8-AE09-16BFF629713B_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-354C6103-A4CE-4821-B9EE-026D7032768D_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-B132D5E5-5221-46A8-AE09-16BFF629713B_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-354C6103-A4CE-4821-B9EE-026D7032768D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://store.usp.org/product/1269152
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
https://store.usp.org/product/1269152
http://avadocuments2026.com/doc/famciclovir-tablets
http://avadocuments2026.com/doc/famciclovir-tablets

wia: 90.0%-110.0%

ESTS

hydrochloric acid; 900 mL
O0rpm

of monobasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 3.0. Pass through a suitable filter of
2 size.

Methanol and Buffer (30:70)

t solution: 0.55 mg/mL of USP Famciclovir RS prepared as follows. Transfer 55 mg of USP Famciclovir RS to a 100-mL
ask, dissolve in about 50 mL of Medium, and dilute with Buffer to volume.

ion: 0.055 mg/mL of USP Famciclovir RS in Buffer from Standard stock solution

n: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size, and dilute with Buffer to obtain a
n similar to that of the Standard solution.

hic system

tography (621), System Suitability.)

310 nm

mm x 15-cm; 5-um packing L1
)erature: 35°

nL/min

mme: 10 pL

ity

'dard solution

guirements

tor: NMT 2.0

andard deviation: NMT 2.0%

ndard solution and Sample solution

he percentage of the labeled amount of famciclovir (C N,0,) dissolved:

14H19
Result = (r,/r) x Cox Vx D x (1/L) x 100

peak response of famciclovir from the Sample solution

peak response of famciclovir from the Standard solution

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

volume of Medium, 900 mL

dilution factor of the Sample solution, if applicable

label claim (mg/Tablet)

T 75% (Q) of the labeled amount of famciclovir (C, ,H,,N.0,) is dissolved.

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
hydrochloric acid; 900 mL
0rpm

ion: 0.55 mg/mL of USP Famciclovir RS in Medium
n: Pass a portion of the solution under test through a suitable filter and dilute with Medium, if necessary.

onditions

velength: 262 nm
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