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ycin for Injection

1jection contains an amount of Capreomycin Sulfate equivalent to NLT 90.0% and NMT 115.0% of the labeled amount of

:sTs—GeNEeraL, Sulfate(191)

times of the major peaks of the Sample solution correspond to those of the System suitability solution, as obtained in the test
Content.

ad as directed in Antibiotics—Microbial Assays (81).
ria: 90.0%-115.0%

N (281): NMT 3.0%, the charred residue being moistened with 2 mL of nitric acid and 5 drops of sulfuric acid

ITENT
1g/mL of ammonium bisulfate in water. Pass through a filter of 0.5-um or less pore size.
ethanol and Solution A (2:3)

y solution: 0.25 mg/mL of USP Capreomycin Sulfate RS in water

:0.25 mg/mL of Capreomycin for Injection in water
> system
aphy (621), System Suitability.)

68 nm

m x 25-cm; 5-ym packing L10

rature: 30°

nL/min

20 yL

y

n suitability solution

tive retention times of capreomycin 1A and capreomycin 1B are 0.85 and 1.0, respectively.]
lirements

LT 1.5 between capreomycin 1A and capreomycin 1B

'* NMT 3.5 for the major peaks (capreomycin 1A and capreomycin 1B)

1atographic run time is at least five times the retention time of the capreomycin 1A peak.]
le solution
» percentage of capreomycin 1 in the portion of Capreomycin for Injection taken:

Result = (r,, +r,)/r. %100

eak area response for capreomycin 1A
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31): Dry 100 mg in a vacuum at a pressure not exceeding 5 mm of mercury at 100° for 4 h: it loses NMT 10.0% of its weight.
ns Test (85): NMT 0.35 USP Endotoxin Unit/mg of capreomycin
ion: At the time of use, it meets the requirements for Injections and Implanted Drug_Products (1), Specific Tests, Completeness

ons.
st It meets the requirements under Injections and Implanted Drug Products (1).

UIREMENTS
rAGE: Preserve as described in Packaging and Storage Requirements (659), Injection Packaging, Packaging_for constitution.

ANDARDS (11)
‘ate RS

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee
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