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Dissolution of nifedipine in water by paddle at 75rpm
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Paddle, 50rpm, pH 6.8
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Dissolution and mean concentrations of acetaminophen



Distilled water pH 1.2 pH 4.0
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In vitro dissolution of prednisone from tablets A (OQ) and B (®)
Tablet A: Shionogi Co., Tablet B: Takeda Co.,
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Change in platelet count in a patient for two prednisolon tablets
Konishi, Yakugaku Zashi, 2002



Small Changes in Thyroxine (T4) Dose Can Result in

Abnormal TSH Levels
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3 | I Upper limit of normal would move many
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,. hyperthyroidism or
.- e § e Lowerlimitornorma | NYPOtNYyroidism
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N=21
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T4 (Mg)
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Carr D, et al, Clin Endocrin 1988; 28:325
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Eltroxin formulation change — Monitor patients and adjust
dosing if necessary (Medsafe, 27 June 2008)

http://www.medsafe.govt.nz/hot/alerts/Eltroxin.asp

The change in formulation of Eltroxin (levothyroxine) tablets
has led to a number of patients reporting problems such as sore
eyes, palpitations, and headaches. The new formulation
satisfies bioequivalence criteria. Treatment of thyroid
dysfunction Is subject to significant inter-patient variability.
Therefore, when patients are changed to new formulations or
brands of levothyroxine, thyroid function monitoring Is
required to ensure the correct dose is being prescribed.

Old formulation New formulation
Microcrystalline cellulose Lactose monohydrate
Pregelatinised starch Maize starch

Talc Acacia powdered

Mg stearate Mg stearate

Colloidal anhydrous silica
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Fallure to Discriminate Between Bio-Inequivalent
Products: Inappropriate Acceptance Criteria

120

100 - ¢ Product B was "not”
o g 7<= pioequivalent to Product A
= Uusp
8 07 Specification : Confidence interval
< 40 —e—Product B Log (AUC) 89.1 _
il ——Product A . Log (Cmax) 105.3-164.2
O \ \ \ |
0 10 20 30 40 50
Time (min)

A.Hussain, EZEAmE 714—>4 (2004.11.22)
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