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Finished product specification : Gemcitabine e g for injection (USP &o)
®. identification test AN
. USunausendnfyy c&.o-e@od.0 %BLA.
en. pH lo.67-en.en
. Sterility ATIINUY
&. Bacterial endotoxin NMTo.o& USP endotoxin unit/e mg of gemcitabine
. Particulate Matter MTIWIUY
o). Uniformity of dosage units MTIY
«.Organic impurities
- Cytosine . NMT o.@%
- Gemcitabine QL - ..anomer NMT o.@%
- Any individual unspedified impurity  NMT o.l&%
- Total impurities NMT o.e%
Jrug substance specification : Gemcitabine Hydrochloride
USP o BP koo
®. identification test ATV ' MTIMY
b.  USunausiendiAgy 0. &-606.8% ®R.0-008.0%
. pH ©.o -m.0 (@0 mg/ml) ®.o-m.0
& Specific rotation Between +&m® and +&o ° at bo® Between +&a® and +¢&o °
&. Residue on ignition NMT o.e@% -
| ©. Heavy metals NMT o ppm -
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USP o BP bolwo |
o. Organic impurities (USP) | - Cytosine NMT o.@% | Impurity C NMT o.b%
Related substances(BP) | - Gemditabine OL - anomer NMT o.@% | IMpurity A NMT o.ad%
- Any individual unspecified impurity NMT o.a8% | Unspedified impurities  NMT o.0%
- Total impurities . NMT olet% | (E2ch)
Total NMT o.@%
. Sulfated ash Maximum o.e%
«. Bacterial endotoxins NMT o.o& USP endotoxin unit/mg Less than o.o& IU/mg
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