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Maximum 45 db

Particles greater than 1pm:< 4x105per m’

Particles greater than 0.5pum:< 2= 106 per m’

No Particles greater than 50 pm

1000 Lucks at Bench L evil

Max 45% RH(Around 20°c)
20+ 0.3°%c
20 + 0.3°¢c at gauging point

Max change from average voltage < 0.1%
Total r ms of all harmonics< 5%
Max 0.001 g (30-200 HZ )
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Comparability of biotechnological /biological products
subject to changes in their manufacturing process
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European Medicines Agency (EMEA)
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(PIC/S): Pharmaceutical Inspection Cooperation
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