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[ INTRODUCTION ] [ RESULTS ] [ RESULTS ]

1.6 Billion people are afected by Iron-deficiency anemia worldwide. IV Iron therapy commonly administered to dialysis patients as an adjunct fo managing anemia provides a potentially rich
source for intradialytic bioactive Iron. Iron-Sucrose, Iron-dextran or ferric gluconide complex like venofer o Inferon is used to treat Iron deficiency primarily in patients on chroni dialysis and
also in patients unable to take oral iron supplements. After parenteral administration, the concentration of total Iron remain substantially inereased. Most colorimetric analysis of Iron detect only.
small quantiis of Iron-sucrose in serum because Iron-sucrose is stable in aidic media & Iron chelating cannot dissociate iron from sucrose or dextran. Development of these pharmaceutical

itoring levels of both adminis & transferrin bound Iron. jon of - serum the presence of Iron
carbohydrates have proven problemati. Iron Sucrose present in serum tends to interfere with conventional techniques for TBI detection that utilize colorimetric or Spectrophotometry. Such
techniques require reduction of erric ion to ferrous ion & Chelation of ferous iron to form a colored complex. These procedures fil o accurately ditinguish between Iron originating from Iron

from TBL Ce ion not only release fron from TBI bt also release Iron from ron carbohydrate complex. This
results in overestimation of TBI present in serum. An i £ 1B may ion of TBI over saturation i free Iron, a condition that may
acute toxicity.
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We have developed and validated a robust and aceurate method for analysis of total Iron and TBI o generate studies for generic IV, The
measurement device used for total Iron and. Transferrin Bound Iron was ICP-OES iron from Iron sucrose complex. mnhmmwmmdmhuknhwudmmml
[ MATERIALS ]
Iron solution, 1G/d! Fisher scienific Fluka.
Sodium Niate, Sodium Chloride purchased from Merck, Cysicine Hydrochloride Monohydrate purchased from Lobachemicals and Calcium Nitate Terahydrate
m SDFCL were used [ ]
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“The result o test and reference drug for total iron and Transferrin Bound Iron s as below:
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[ METHOD VALIDATION ] R
Method Used ination of ron and Transferrin Bound lron in Validated for ICP-OES.
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