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ine Phosphate Injection

thate Injection is a sterile solution of Fludarabine Phosphate in Water for Injection. It contains NLT 95.0% and NMT 105.0% of

unt of fludarabine phosphate (C, H,,FN.O_P).

ine Phosphate is potentially cytotoxic. Great care should be taken to prevent inhaling particles and exposing the skin to it.]

+ IpenmiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U 4 (cN 1-Mav-2020)

nLin 0.1 M hydrochloric acid
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

/L of monobasic sodium phosphate monohydrate in water (50 mM). Adjust with 1.0 N sodium hydroxide to a pH of 4.5 + 0.2.
ethanol and Solution A (3:47)

n: 0.1 mg/mL of USP Fludarabine Phosphate RS in Solution A

. Equivalent to 0.1 mg/mL of fludarabine phosphate from Injection diluted with Solution A

> system

60 nm

m x 25-cm; 5-um packing L1
_/min

20 pL

y

ard solution

lirements

*NMT 1.8

dard deviation: NMT 1%

dard solution and Sample solution

: percentage of the labeled amount of Fludarabine Phosphate (C10H13FN507P) in the portion of Injection taken:

Result = (r /r)) x (C/C ) x 100
2ak response from the Sample solution
2ak response from the Standard solution

ancentration of USP Fludarabine Phosphate RS in the Standard solution (mg/mL)

ominal concentration of fludarabine phosphate in the Sample solution (mg/mL)

ria: 95.0%-105.0%
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ion: 0.02 mg/mL of USP Fludarabine Phosphate RS in Mobile phase
nit solution: 0.5 pg/mL of USP Fludarabine Phosphate RS in Mobile phase from the Standard solution
n: Equivalent to 1 mg/mL of fludarabine phosphate from Injection diluted with Mobile phase

hic system
tography (621), System Suitability.)

260 nm

mm x 15-cm; 5-pm packing L1

nL/min

210 L

lity

ndard solution, System suitability solution, and Quantitative limit solution

guirements

12 NLT 2.0 between the iso-ara-guanine monophosphate and isoguanine peaks, System suitability solution
andard deviation: NMT 2.0%, Standard solution

noise ratio: NLT 10, Quantitative limit solution

ndard solution and Sample solution
he percentage of each early-eluting impurity in the portion of Injection taken:

Result = (r /r)) x (1/F) x 100
peak response of each impurity from the Sample solution
peak response of fludarabine phosphate from the Sample solution

relative response factor (see Impurity Table 1)

iteria See Impurity Table 1.

Impurity Table 1
Relative Relative Acceptance
Name Retention Response Criteria,

Time Factor NMT (%)
nine-

0.26 0.25 1.0
phate?
b 0.34 0.40 0.2
;phate analog® 0.42 - -
2 phosphate 1.0 - -
ual degradation

<1.0 1.0 0.2

1-B-p-arabinofuranosyl-2-oxo-1H-purine 5'-(dihydrogen phosphate).
H-purin-2(9H)-one.

inofuranosyl-2-fluoroadenine 3',5-bis(dihydrogen phosphate). It is a process impurity and controlled in the drug substance

e-ELuTinG IMpuriTIES (IMPURITIES ELUTING AFTER FLUDARABINE)

indard solution, Quantitative limit solution, Sample solution, and Chromatographic system: Proceed as directed in
Early-Eluting Impurities

Solution A and methanol (4:1)
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