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Product
s the itern Is the itern solid,
e N O}
filterable liquid? 4 non-flaxible? NI

. B
Yes Yes 13 the item
¥ fibrous/foam/ No
1 le?
Use filtration/plating eble
_—_ 2
Ye

Use uitrasonics/ s
shaking followed by
filtration/plsting 15 the item semi-solid

or 2 powder? No

Use stomaching or l
shaking followed by

filtration/plating T J

f 1 none of the
above is possible

Use vortex mixing or
shaking followed by

filtration/plating

|
OR
1

Swabbing/contact plating

MPN testing
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Pharmaceutical preparations Microorganisms per g/ml/patch
Category 1 Required to be sterile 0
Category 2 Topical, respiratory tract, except where required to Not more then 102

be sterile, and transdermal patches.

Preparations for oral rectal

Not more than 103 bacteria and not

Category 3 administration more than 102 fungi
Oral administration containing raw materials of Not more than 104 bacteria and not

natural more than 102 fungi
Herbal medicinal products to which boiling water is | Not more than 107 bacteria and not

added before use more than 105 fungi
Category 4 Herbal medicinal products to which boiling water is | Not more than 105 bacteria and not

not added before use.

more than 104 fungi
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n1=0, n>=0, n3=0, ny4=0, n5=0

Correction Factor = 100/ 60 = 1,66
Dilution Factor= (0 x 100)/ 17/531= 2,74
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