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tin for Injection

action is a sterile, lyophilized mixture of Carboplatin and Mannitol. It contains NLT 90.0% and NMT 110.0% of the labeled

»platin (C,H,,N,O,Pt).

at care should be taken in handling Carboplatin because it is a suspected carcinogen.]

OMATOGRAPHY
n: 10 mg/mL of USP Carboplatin RS in water
: Nominally equivalent to 10 mg/mL of carboplatin in water from the contents of one container

> system
aphy (621), Thin-Layer Chromatography.)
‘5-mm layer of chromatographic silica gel

lume: 10 pL
vent system: Acetone and water (80:20)
Add 5.6 g of stannous chloride to 10 mL of hydrochloric acid, and stir for 5 min. [Note—It is not necessary that all of the

ve.] Add 90 mL of water and 1 g of potassium iodide, and stir. Prepare this solution fresh daily.

dard solution and Sample solution

ite in a chromatographic chamber lined with filter paper and equilibrated for 2 h in Developing solvent system. Develop the
yram until the solvent front has moved 10 cm from the origin. Remove the plate from the chamber, and air-dry at room

re for 2 h. Spray with the Spray reagent, and heat at 110° for 10 min.

ria: The principal spot of the Sample solution corresponds in appearance and R. value to that of the Standard solution.

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

zetonitrile and water (87:13)

n: 1 mg/mL of USP Carboplatin RS. Use this solution within 2 h.

: Nominally equivalent to 1 mg/mL of carboplatin from the contents of one container diluted with water. Complete
1ic analysis of this solution within 2 h.

> system
aphy (621), System Suitability.)

30 nm

m x 25-cm; 5-ym packing L8
nL/min

1e: 10 L

y

ard solution

lirements

= NMT 2.5

dard deviation: NMT 1.2%

dard solution and Sample solution
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sncentration of USP Carboplatin RS in the Standard solution (mg/mL)

>minal concentration of carboplatin in the Sample solution (mg/mL)
wia: 90.0%-110.0%

ESTS
«6E Units (905): Meets the requirements

BUTANEDICARBOXYLIC ACID

>lve 8.5 g of tetrabutylammonium hydrogen sulfate in 80 mL of water. Add 3.4 mL of phosphoric acid, and adjust with 10 N
ide to a pH of 7.55.

zetonitrile, Solution A, and water (100:20:880)

n A: 0.01 mg/mL of 1,1-cyclobutanedicarboxylic acid in Mobile phase

n B: 5 pg/mL of 1,1-cyclobutanedicarboxylic acid in Mobile phase

y solution: 2.5 pg/mL of 1,1-cyclobutanedicarboxylic acid and 0.5 mg/mL of carboplatin prepared as follows. Mix 1.0 mL of
on B with 1.0 mL of Standard solution in the Assay.

 Nominally equivalent to T mg/mL of carboplatin from the contents of one container diluted with Mobile phase. Complete the
vic analysis of the solution within 2 h.

> system

20 nm

MM 4 (ERR 1-Jan-2022) * 30-cm; packing L1

_/min
1e: 100 pL
y

n suitability solution

tive retention times for carboplatin and 1,1-cyclobutanedicarboxylic acid are 0.65 and 1.0, respectively.]
lirements

LT 2.5 between the carboplatin and 1,1-cyclobutanedicarboxylic acid peaks

dard deviation: NMT 10%

dJard solution A and Sample solution
» percentage of 1,1-cyclobutanedicarboxylic acid in the portion of Carboplatin for Injection taken:

Result = (r /r)) x (C/C ) x 100
aak response of 1,1-cyclobutanedicarboxylic acid from the Sample solution
2ak response of 1,1-cyclobutanedicarboxylic acid from Standard solution A
»ncentration of 1,1-cyclobutanedicarboxylic acid in Standard solution A (mg/mL)
>minal concentration of carboplatin in the Sample solution (mg/mL)
wria: NMT 1.0%

ns Test (85): NMT 0.54 USP Endotoxin Units/mg of carboplatin
1), Test for Sterility of the Product to Be Examined, Membrane Filtration: Meets the requirements

ion: At the time of use, it meets the requirements in Injections and Implanted Drug Products (1), Specific Tests, Completeness

‘ons.

. Use Sterile Water for Injection, and constitute as directed in the labeling.
wia* K N-70N
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