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Finished product specification: Pancreatin €oo mg capsule
. Identification Test (Amylase,Lipase,Proteases) ATITNY
. USuumendidgy
- Amylase b&,0oo-mbo,&oo PhEurU/cps
- Lipase &o,000-&o,000 PhEurU/cps
- Proteases @, poo-lb,&o PhEurU/cps
m. Water content of pellets < &.o%
«. Residual solvent
- Isopropyl alcohol < 0.&%
- Acetone <o.&%
&. Dissolution ATITNNY
o. Disintegration time (Water) <@& min
. Total aerobic microbial count (TAMC) <®o,000 cfu/g
®. Total combined yeast/moulds count (TYMC) < oo cfu/g
. Bile-tolerant gram-negative bacteria < ®@00/g
®o. Salmonella Absent/mo ¢
®®. Escherichia coli Absent/a ¢
el. Staphylococcus aureus Absent/e ¢
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Jrug substance specification  : Pancreatin

@. |dentification Test (Amylase,Lipase,Proteases)
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- Amylase > elv,000 Ph.Eur.U/g
- Lipase > e&,000 Ph.Eur.U/g
- Proteases > @,000 Ph.Eur.U/g

. Water < &%

. Residual solvents : Isopropyl alcohol < 0%

. Fat <&o%

<®o,000 cfu/g

en
&
&
o. Total aerobic microbial count (TAMC)
]
I3
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. Total combined yeast/moulds count (TYMC) < oo cfu/e

. Bile-tolerant gram-negative bacteria < ®00/¢

. Salmoenella Absent/eo g
®o. Escherichia coli Absent/® ¢
@a. Staphylococcus aureus Absent/s ¢
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