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Finished product

- Calcium folinate snoo mg Injection

AnauUAMANATA USP b BP boam
Identification AFTIU ATIIU
. Assay ~o.0%-abo.0% LA of leucovorin | ®o.o-e@o.0% of folinic acid
o. Bacterial endotoxin NMT e.«& USP endotoxin

unit/mg of leucovorin calcium

pH o.&-a.& b.&-c.&
Related substance PIIU
Drug substance : Leucovorin calcium (USP) Calcium folinate (BP)
AnauUAMInAla USP ao BP boem
Identification MTIU PTIANIU
Assay «&.0%-emod.0% of Leucovorin &ol.o-e@ol.0% calcium folinate
calcium (Anhydrous) (anhydrous)
0.¢e-@.0c% Calcium (Anhydrous)
o Water NMT a.0% Maximum @e.0%
& Heavy metals o.00&% Maximum &o ppm
& pH D.6-G.0
o Specific optical rotation +oc.& to +ec.o (@anhydrous)
] Acetonp Maximum o.&%
N
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auauiAmavaile (Drug substance) : Leucovorin calcium (USP) Calcium folinate (BP) (79)

AuauUANIAmMALA " USP ad BP boem

@ Ethanol Maximum .0%
«.  Methanol Maximum o.&%
@o Related substance

- Impurity D NMT &%

- Impurities A,B,C,E,F,G For each NMT &%

- Sum impurites other than D NMT o.&%

- Disregard limit 0.6%
ea Chloride Maximum o.&%
el Platinum Maximum bo ppm
@ Bacterial endotoxins < o.& 1U/mg
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