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bine for Injection

1jection contains an amount of gemcitabine hydrochloride equivalent to NLT 95% and NMT 105% of the labeled amount of
sH1FoN50,)-

bine Hydrochloride is a potent cytotoxic agent. Great care should be taken to prevent inhaling particles and exposing the skin

| phosphate buffer with a pH of 2.5 prepared as follows. Add 13.8 g of monobasic sodium phosphate and 2.5 mL of
iidto 1 L of water.

12 16 pg/mL of gemcitabine in Medium

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

3.8 g of monobasic sodium phosphate and 2.5 mL of phosphoric acid in 1 L of water. [Note—The pH of this solution is 2.4—

ity solution: Transfer 10 mg of gemcitabine hydrochloride to a small vial, add 4 mL of 168 mg/mL of potassium hydroxide in
1tightly, and sonicate. Heat at 55° for 6-16 h, allow to cool, and transfer the contents to a 100-mL volumetric flask with

i1shes of 1% phosphoric acid. Dilute with 1% (v/v) phosphoric acid to volume. [Note—This solution contains about 0.02 mg/mL
e a-anomer.]

n: 0.1 mg/mL of USP Gemcitabine Hydrochloride RS in water

12 Equivalent to 0.1 mg/mL of gemcitabine in water from Gemcitabine for Injection prepared as follows. Reconstitute a
ier of vials with an appropriate amount of water, based on the labeled amount of gemcitabine.
ic system

275 nm

im x 25-cm; 5-ym packing L7

mL/min

me: 20 pL

ty

'em suitability solution and Standard solution

itive retention times for gemcitabine a-anomer and gemcitabine are about 0.5 and 1.0, respectively.]
uirements

NLT 8.0 between gemcitabine a-anomer and gemcitabine, System suitability solution
r: NMT 1.5 for the gemcitabine peak, System suitability solution

1dard deviation: NMT 1.0%, Standard solution
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peak response from the Standard solution

concentration of USP Gemcitabine Hydrochloride RS in the Standard solution (mg/mL)
nominal concentration of gemcitabine in the Sample solution (mg/mL)

molecular weight of gemcitabine, 263.20

molecular weight of gemcitabine hydrochloride, 299.66

eria: 95%-105%

"ESTS
Ace Units, Weight Variation (905): Meets the requirements

ity solution and Chromatographic system: Proceed as directed in the Assay.
the Mobile phase as directed in the Assay.

1anol
ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 97 3
8 97 3
13 50 50
20 50 50
25 97 3

n: 2 ug/mL each of USP Gemcitabine Hydrochloride RS and USP Cytosine RS in water

12 Equivalent to 2 mg/mL of gemcitabine in water prepared by reconstituting the vial with an appropriate amount of water,
abeled amount of gemcitabine

ity

‘em suitability solution and Standard solution

uirements

NLT 8.0 between gemcitabine a-anomer and gemcitabine, System suitability solution
r: NMT 1.5 for the gemcitabine peak, System suitability solution
1dard deviation: NMT 2.0%, Standard solution

1dard solution and Sample solution

e percentage of cytosine, expressed as a percentage of gemcitabine hydrochloride (C9H F,N.0,- HClI), in the portion of

11
ine for Injection taken:

Result = (r, /r.) x (C/C,) x (M_/M_) x 100
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