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API free base 6 ml of preformed solution of
1.5¢g 1.77 mmoles of
(1.77 mmoles) acid in DMI/water (50/50, v/v)
API(salt)
~ 250 mg/ml
Shake or vortex for 15 min
Filtrate
Pour 0.5 ml in Pour 0.5 ml in Conc (HPLC)
4.5 ml 0.9% saline 49.5 ml 0.9% saline t=0
(25 mg/ml) (2.5 mg/mi)
¥
Filter and Filter and Store 1 ml at r.t.
« Visual examination » Visual examination Store 1 ml in fridge
» pH determination * pH d_etermination
« Confirm conc. (HPLC) + Confirm conc. (HPLC)
Stability (HPLC, Stability ((HPLC, Stabiity (HP.C) ?rfaft;i'('j'gye (o)
pH, osmolality) pH, osmolality) -
at r.t. t=24h at r.t. t=24h
In triplicate
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