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GRIGREVRRVIEDT USP &o BP boen
Identification ATV ATIINIUY
. Assay ®o.0-a®0.0% LA of fluorouracil ®0.0% - @®0.0% LA of fluorouracil
m. Bacterial endotoxin o.men USP Endotoxin unit/mg of -
fluorouracil
pH R.o-e.a ®.&-c.e
& Related substances - NTIIIU
Drug substance : Fluorouracil
AuaNURNIUnALA USP o BP lboeb
®. ldentification MTIINTUY AT
. Assay &a.0-e0.0% of fluorouracil (Dried basis) | «x.&-e@om.0% (Dried substance)
am.  Loss on drying NMT o.&% Maximum o.&%
. Residue on ignition NMT o.@%
& pH &.&-c.o
o.  Fluorouracil Related ATIMUAN USP <o -
compoumd F and Urea
@  Sulfated ash Maximum o.®%
Impurities Impurity F NMT o.lod&%
Impurity G NMT o.lbo%
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Aouaniiviamatia (Drug substance) : Fluorouracil (§19)

AALURNIImATia USP &o BP boeb

«. Related substances | - Fluorouracil related cpd. A NMT c.@&% | Impurity A NMT o.e0%
- Fluorouracil related cod. B NMT o.ed | Impurity B NMT o.@0%

- Uracil NMT o0.eé&% | Impurity C NMT o.e0%
- &-Methoxyuracil NMT o.ed%% | Impurity D NMT o.@0%
- Fluorouracil related cpdE. NMT 0.@é% | Unspecified each NMT o.e0%
- Any individual NMT o.e0% | Total NMT o.&%
- Total NMT o.&%
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BN SN SNERTIRIUNNIHAREY PIC/S (pharmaceutical Inspection Co-operation Schere) Tne
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