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me.a Heavy Metals (as Pb):
an.e.& Total impurities:
m.e.o Bacterial endotoxins:

el Sterility:

a.a.a3 lodine and lodide:
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ATIRR NIyl finished product
specification

70.5 - 77.9 % wiv of the labeled
amount of loversol

6.0-74

20 ppm max

2.5 area% max

Not more than 1.4 EU/ml max
AvIOR Il Finished product
specification

200 ppm w/w max
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lobitridol 76,78 g/100 ml (lodine 350 meg/ml} injection UM o ml AU &oo U0

@. AIUADINTT : lobitridol 76.78¢/100 ml (lodine 350 me/ml) injection UM &o mit
UM oo UV
. ARl
0.0 JULUY: arsiufdvlnasanedild sdalifiuseq (Nonionic water-soluble contrast
media) uansazarserlsunanniisdmiudndmasnidans
wlo dlsznau: Ussnaume lobitridol 76.78 ¢/100 ml (lodine 350 mg/ml) Turuiaussy
&o ml
b MTULUTTY: USIlUTIATERUTIAINde
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m.@ Finished product specification

m.e.@ Identification test: as9RumAsEylu finished product
specification
a.@.0 USnausendnfiy: 33.3-36.8% of the labeled amount of
lodine
m.@.en pH: 6.9-7.6
m.e.@ Extractable volume: 100-110% nominal Vol
a.@.¢ Particular matter: - UA 210 pm:
NMT 6,000 particles/container
- UM 225 pm:
NMT 600 particles/container
;..o Bacterial endotoxins: Not more than 1 EU/ml
m.e.¢ Sterility: AINUALAsEYlY Finished product
specification
a.@.c Purify test: lodides <50 mcg/ml
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a.0 HaMATIviATiuAmRBniLYienduSogUvedn (certiicate of analysis of finished
I e ' .
product) luenjuidatiusiaet

alo MANMATIVIATRRMAWIngRUYEWaEE WYY (certificate of analysis of drug substance)
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