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e Finished product specification

a.e.@ Description: Lemon Type Orange Cotor Film coated tablet
s.avlo Identification test: ﬂi'mﬁ’lumuﬁislﬂu finished product
specification
n.9.m Assay: {i Potency agszninsiasay ed-aod%
VERAMNITBY
m.e.€ Uniformity of Dosage Units/: The acceptable value (AV) df the first 10
Weight variation units less than or equal to L1 (L1 = 15%)
a.e.& Dissolution: Q = 809% (at 30 min.)
s.@.p Organic impurities:
- Total < 3.0%
- DP-IMP-1 < 2.0%
- DP-IMP-2 < 0.2%
- DP-IMP-3 < 0.2%
- Any unspecified <0.2%
m.e.00 Water content: < 7.0%
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sterile suspension 100 fu/1 ml (3 m{)
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(Total dissolved insulin)

a.e.o pH: ' fo X~ R~48

m.e.c Bacterial endctoxins: NMT Go endotoxin unit/aoo IU of insulin
a.e.48 Zinc content: NMT o.o& mg/moo IU of Insulin
m.e.p Dimer & related substance NMT o.@%

of higher molecular mass
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