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ution contains NLT 90.0% and NMT 105.0% of the labeled amount of entecavir (C

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

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

g/L of sodium tetraborate, decahydrate in water. Add 35 mL of methanol per liter of the solution. Pass through a suitable

m pore size.
1anol
ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
12 100 0
30 68.5 31.5
31 50 50
34 50 50
35 100 0
43 100 0

ol and water (20:80)

ity solution: 0.05 mg/mL of USP Entecavir Monohydrate RS and 1.5 mg/mL of methylparaben prepared as follows. Transfer
USP Entecavir Monohydrate RS and methylparaben to a suitable volumetric flask and add about 5% of the flask volume of

ricate to dissolve. Dilute with Diluent to volume.

solution: 0.2 mg/mL of USP Entecavir Monohydrate RS prepared as follows. Transfer an amount of USP Entecavir
RS to a suitable volumetric flask and add about 4% of the flask volume of methanol. Sonicate to dissolve. Dilute with Diluent

Full document details: Entecavir Oral Solution

Documents

Document Sharing Hub


https://online.uspnf.com/uspnf/current-document/1_GUID-BEDF1970-CE36-4F1C-BC93-33C9E613907F_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-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_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-2CAC54F6-0A79-40EA-8230-B60ED841D359_8_en-US#M52700-TB1
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-DE15A571-4522-44A6-BF66-843E342ABB5D_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-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_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
http://www.avadocuments.com/doc/entecavir-oral-solution
http://www.avadocuments.com/doc/entecavir-oral-solution

254 nm. For Identification B, use a diode array detector in the range of 200—400 nm.
am x 15-cm; 3.5-pm packing L1

arature: 30°

mL/min

me: 20 pL

ity

‘em suitability solution and Standard solution

itive retention times for entecavir and methylparaben are 1.0 and 1.2, respectively.]
uirements

NLT 2.0 between entecavir and methylparaben, System suitability solution

r: NMT 2.0, Standard solution

1dard deviation: NMT 2.0%, Standard solution

1dard solution and Sample solution

e percentage of the labeled amount of entecavir (C N503) in the portion of Oral Solution taken:

12H15
Result = (r,/r;) x (C/C ) x 100

ieak response of entecavir from the Sample solution

ieak response of entecavir from the Standard solution

:oncentration of USP Entecavir Monohydrate RS in the Standard solution (mg/mL)

iominal concentration of entecavir in the Sample solution (mg/mL)

eria: 90.0%-105.0%

'ESTS
IE(698)
it containers: Meets the requirements

tion B, Mobile phase, Diluent, System suitability solution, Standard stock solution, Standard solution, Sample solution,
»hic system, and System suitability: Proceed as directed in the Assay.

)le solution
e percentage of each impurity in the portion of Oral Solution taken:

Result = (r,/r.) x 100
eak response of each individual impurity from the Sample solution

um of all the peak responses from the Sample solution

eria: See Table 2.

Table 2
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
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