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Finished product specification

L.
2.

Identification test (UV,HPLC) AFIVHIU

Ysnadindingy Gemcitabine 950 - 1,050 mg/vial
. pH 37—33
. Uniformity of dosage units AN

. Particulate matter

BYNIAVUIA >= 10 im 14itAs 6,000 particles/vial
BYNAVUIA >= 25 um T1isfiu 600 particles/vial
. Sterility test ATIINIU
Bacterial endotoxins laiAiu 0.05 EU/mg

Organic impurities

- Cytosine T3P 0.1 %wsw

- Gemcitabine alpha-anomer laitAu 0.1 %wsw

- Any individual unspecified impurity aiAu 0.2 %wiw

- Total impurities laiiAu 0.3 %wiw
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