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tacin Extended-Release Tablets

:nded-Release Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of ciprofloxacin (C17H18FN303).

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

9 mL of phosphoric acid in water to 1000 mL. Adjust with triethylamine to a pH of 3.0.
.cetonitrile and Buffer (135:865)
ity solution: 0.58 mg/mL of USP Ciprofloxacin Hydrochloride RS and 0.5 mg/mL of USP Ciprofloxacin Ethylenediamine

Aobile phase

solution: 1.16 mg/mL of USP Ciprofloxacin Hydrochloride RS in Mobile phase

n: 0.058 mg/mL of USP Ciprofloxacin Hydrochloride RS in Mobile phase from Standard stock solution

slution: Nominally 0.5 mg/mL in Mobile phase prepared as follows. Transfer an equivalent to 250 mg of ciprofloxacin from
:d Tablets (NLT 20) to a 500-mL volumetric flask. Add 400 mL of Mobile phase, place on a rotary shaker for 15 min, and

5 min. Allow the solution to cool to room temperature, and dilute with Mobile phase to volume. Pass a portion of the solution
able filter of 0.45-um pore size.

12 Nominally 0.05 mg/mL of ciprofloxacin in water from Sample stock solution
ic system
raphy (621), System Suitability.)

278 nm

im x 25-cm; 5-um packing L1

rature: 30°

mL/min

me: 10 pL

ty

‘em suitability solution and Standard solution

uirements

NLT 6 between the ciprofloxacin and ciprofloxacin ethylenediamine analog peaks, System suitability solution
r: NMT 4.0 for the ciprofloxacin peak, System suitability solution

1dard deviation: NMT 2.0% for the ciprofloxacin peak, Standard solution

1dard solution and Sample solution

e percentage of the labeled amount of ciprofloxacin (C17H18FN303) in the portion of Tablets taken:

Result = (r /r) x (C/C,) x (M_/M_)) x 100
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molecular weight of ciprofloxacin, 331.34

molecular weight of anhydrous ciprofloxacin hydrochloride, 367.81

eria: 90.0%-110.0%

"ESTS

.5 acetate buffer (transfer 3 g of sodium acetate and 14 mL of 2 N acetic acid to a 1-L volumetric flask, and dilute with water
900 mL, deaerated

50 rpm

and 120 min

tion: 6.5 pg/mL of USP Ciprofloxacin Hydrochloride RS in Medium

on: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size. For 500-mg Tablets, transfer 2 mL
2 to a 200-mL volumetric flask, and dilute with Medium to volume. For 1000-mg Tablets, transfer 1 mL of the filtrate to a 200-
ric flask, and dilute with Medium to volume. Replace the aliquots withdrawn for analysis with fresh portions of Medium.
sonditions

avelength: 277 nm
m

andard solution and Sample solution

the percentage of ciprofloxacin (C,_H, FN_O,) dissolved at each time interval (D.):

D.=(A/A)* (C/L)x (M /M )xVxDx100
= absorbance of the Sample solution
= absorbance of the Standard solution
= concentration of ciprofloxacin hydrochloride in the Standard solution (mg/mL)

= label claim (mg/Tablet)

= molecular weight of ciprofloxacin, 331.34

= molecular weight of anhydrous ciprofloxacin hydrochloride, 367.81
= volume of Medium, 900 mL

= dilution factor of the Sample solution

e of ciprofloxacin dissolved at the first time interval = D,
e of ciprofloxacin dissolved at the second time interval =D, + [D1 x (v/V)]

e of ciprofloxacin dissolved at the third time interval = D + [(D2 + D1) x (v/V)]

» of solution under test removed at each time interval (mL)

labeled to contain 500 mg, see Table 1.

Table 1

Documents

Document Sharing Hub

Full document details: Ciprofloxacin Extended-Release 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://store.usp.org/product/1134335
http://www.avadocuments.com/doc/ciprofloxacin-extended-release-tablets
http://www.avadocuments.com/doc/ciprofloxacin-extended-release-tablets

Time
(min) Amount Dissolved

120 NLT 80%

labeled to contain 1000 mg, see Table 2.

Table 2
Time
(min) Amount Dissolved
30 30%—50%
60 50%-70%
120 NLT 80%
ages of the labeled amount of ciprofloxacin (C,_H, ,FN.O,) dissolved at the times specified conform to Acceptance Table 2 in

n(711).

yduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.

{ hydrochloric acid; 900 mL

50 rpm

and 120 min

tion: 0.62 mg/mL of USP Ciprofloxacin Hydrochloride RS in Medium

on: Pass a portion of the solution under test through a suitable filter. Dilute with Medium to a concentration similar to the
lution, if necessary.

sonditions

avelength: 276 nm
0.1 mm
im

andard solution and Sample solution

the percentage of ciprofloxacin (C FN,O,) dissolved at each time interval (D ):

17H18
D.=(A/A)*(C/L)x (M /M )xVxDx100

= absorbance of the Sample solution

= absorbance of the Standard solution

= concentration of ciprofloxacin hydrochloride in the Standard solution (mg/mL)

= label claim (mg/Tablet)

= molecular weight of ciprofloxacin, 331.34
= molecular weight of anhydrous ciprofloxacin hydrochloride, 367.81

= volume of Medium, 900 mL

= dilution factor of the Sample solution
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