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,?�� ����2��:?� �4,� ��,� �::�����2� ��� �,�� 8�,�� ,?�,� ,? �� /4����,� ����2��:?�
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·  .//�:,��/�� /��,����� ���� ��2�����,�� ��� (�7#(���� �?�4 ��� ��� ��,�����?���
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1 Bioequivalence batches should be at least of pilot scale (10% of production scale or 100,000 
capsules/tablets whichever is the greater) and manufacturing method should be the same as for 
production scale. 
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