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ene Citrate Tablets

:e Tablets contain NLT 93.0% and NMT 107.0% of the labeled amount of clomiphene citrate (CzestCINO : CGH807).

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.

assware for all solutions.
fethanol, water, and triethylamine (55: 45: 0.3). Adjust with phosphoric acid to a pH of 2.5.
ity solution: 0.002 mg/mL of USP Clomiphene Related Compound A RS and 0.05 mg/mL of USP Clomiphene Citrate RS in

n: 0.05 mg/mL of USP Clomiphene Citrate RS in Mobile phase

slution: Nominally 0.5 mg/mL of clomiphene citrate prepared in Mobile phase as follows. Transfer an equivalent of 50 mg of
trate from finely powdered Tablets (NLT 20) to a 100-mL volumetric flask. Add about 50 mL of Mobile phase, and stir using a
for 30 min. Remove the magnetic bar from the flask, dilute with Mobile phase to volume, and filter.

12 Nominally 0.05 mg/mL of clomiphene citrate prepared from the Sample stock solution in Mobile phase. Filter, and discard

ic system
raphy (621), System Suitability.)

233 nm. For Identification B, use a diode array detector in the range of 190-400 nm.

im x 25-cm; 5-um packing L26

mL/min

me: 50 pL

ity

‘em suitability solution and Standard solution

itive retention times for clomiphene related compound A, (2)-isomer, and (E)-isomer are about 0.9, 1.0, and 1.2, respectively.]
uirements

NLT 1.0 between clomiphene related compound A and (Z)-isomer; NLT 1.5 between (Z)-isomer and (E)-isomer, System
solution

siency: NLT 2000 theoretical plates for the (E)-isomer, Standard solution

r: NMT 3.0 for the (E)-isomer, Standard solution

1dard deviation: NMT 2.0% for both (E)- and (Z)-isomers, Standard solution

1dard solution and Sample solution

e percentage of the labeled amount of clomiphene citrate (C CINO - C6H807) in the portion of Tablets taken:

26H28
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iominal concentration of clomiphene citrate in the Sample solution (mg/mL)

eria: 93.0%-107.0%

"ESTS

900 mL
0 rpm

n: USP Clomiphene Citrate RS in 0.1 N hydrochloric acid
12 Pass a portion of the solution under test through a suitable filter. Dilute with 0.1 N hydrochloric acid to a concentration

Standard solution.
nditions

relength: 232 nm

1dard solution and Sample solution

e percentage of the labeled amount of clomiphene citrate (C CINO - C6H807) dissolved:

26H28
Result = (A /A ) x C x D x Vx (1/L) x 100

ibsorbance of the Sample solution

ibsorbance of the Standard solution

:oncentration of the Standard solution (mg/mL)

lilution factor for the Sample solution
olume of Medium, 900 mL

abel claim (mg/Tablet)

'75% (Q) of the labeled amount of clomiphene citrate (C,H,,CINO - C,H,0.) is dissolved.

ace Units (905): Meet the requirements

assware for all solutions.

rile, diethylamine, and water (40: 0.8 :60). Adjust with phosphoric acid to a pH of 6.2.
er and water (90:10)

er

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
3.0 100 0

Documents

Document Sharing Hub

Full document details: Clomiphene Citrate Tablets


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://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1140000
https://online.uspnf.com/uspnf/current-document/1_GUID-C7B9ED83-E765-442F-9011-74C890C01AD8_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-C7B9ED83-E765-442F-9011-74C890C01AD8_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
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-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-2E8C4382-F57F-44FE-8841-345BF7250A55_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-F205C3A5-CF79-44ED-9AB3-E8CC86BB1510_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
http://www.avadocuments.com/doc/clomiphene-citrate-tablets
http://www.avadocuments.com/doc/clomiphene-citrate-tablets

