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Table B-1 CardiaBeat Specifications 

Analysis Unit Specification 
Puri 
Total Phytosterols % w/w >40 
Free phytosterols %w/w <4.0 
Phytosterol esters (as 
free phytosterols) 

%w/w >36.0 

Triglycerides % w/w None set 
Diglycerides % w/w None set 
Free phytosterols % w/w <15 
DHA + EPA % w/w as free fatty acids >32.5 

Undesirable Substances 
Peroxide Value meq/kg <5 .0 
Free fatty acids % as oleic acid <2.5 
Lead PPM <p,2 
Arsenic PPM <0.2 
Mercury PPM <0.2 
Cadmium PPM <0 .3 

Microbial Analysis 
Total aerobic count Per 1 g <1000 
Mould Per 1 g <100 
Yeast Per 1 g <100 
Coliforms Per 1 g Negative 
Salmonella typhimurium Per 5 g Negative 

Staphylococcus aureus Per 1 g Negative 
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Table B-2 Analytical Data on Manufacturing Lots 

Omega-3 phytosterol esters 
Parameter Unit value Specification Batch#1900 Batch#150 Batch# 200 

Total 
phytosterols 

% w/w >45.0 51 .0 49.0 50 .4 

Free 
phytosterols 

% w/w <4 .0 3.9 3.4 2.7 

Phytosterol 
esters, as free 
phytosterols 
(calculated) 

% w/w >41 .0 47.1 45.6 47 .7 

Free Fatty 
Acids 

% w/w <2.0 0 .8 1 .0 0.7 

DHA % w/w None set 25 .9 27 .2 24.7 

EPA % w/w None set 4 .5 6.32 9.1 

DHA + EPA % w/w >25 30 .4 33.52 33.8 

Phytosterol 
composition 

As % of 
total 

phytosterols 

Brassicasterols <3 2 1 1 

Campesterol 20-30 25 25 25 

Stigmasterol <30 27 26 27 

R-Sitosterol 
--- 

40-60 42 42 42 

Others <7 5 5 5 

Undesireable 
substances 

Peroxide Value meq/kg <5 <0.5 <0.5 <0.5 

Sodium 
residues 

PPM <5 1 .2 Not done <0.2 
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Table B-2 Analytical Data on Manufacturing Lots 

Microbial CFU/g 
analysis 

Total aerobic Per 1 g <10 <10 <10 <10 
count 

Mould Per 1 g <10 <10 <10 <10 

Yeast Per 1 g <10 <10 <10 <10 

Coliforms Per 1 g Negative Negative Negative Negative 

Salmonella Per 5 g Negative Negative Negative Negative 
typhimurium 

Staphylococcus Per 1 g Negative Negative Negative Negative 
aureus 

Blending Percentage 

Parameter Unit value Specification Batch#1900 Batch#150 

Omega-3 % w/w 75-85 83 85 
phytosterol 
esters 
Fish oil % w/w 15-25 17 15 

CardiaBeat (blended product) 

Parameter Unit value Specification Batch#1900 Batch#150 
blended blended 

Total % w/w >40 42 .0 41 .4 
phytosterols 

Free % w/w <4 3.08 2 .85 
phytosterols 

Phytosterol % w/w >36 38 .9 38 .6 
esters as free 
phytosterols 
(calculated 
value) 
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Table B-2 Analytical Data on Manufacturing Lots 

Triglycerides 
(calculated 
based on 
source oil) 

% w/w None set 7.8 6.9 

Diglycerides 
(calculated 
based on 
source oil) 

% w/w None set 8.1 7.1 

Free Fatty 
Acids 

% w/w <2 0.8 0.9 

DHA % w/w None set 6.9 8 .05 

EPA % w/w None set 27.7 29 

DHA + EPA % w/w >32 .5 34.6 37.05 

Phytosterol 
composition 

As % of total 
phytosterols 

Brassicasterols <3 1 1 

Campesteroi 20-30 25 25 

Stigmasterol <30 26 26 

B-Sitosterol 40-60 41 42 

Others <7 6 5 

Undesireable 
substances 

Peroxide Value meq/kg <5 <0.5 <0 .5 
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Table B-2 Analytical Data on Manufacturing Lots 

Microbial 
analysis 

CFU/g 

Total aerobic 
count 

Per 1 g <1000 <10 <10 

Mould Per 1 g <100 <10 <10 

Yeast Per 1 g <100 <10 <10 

Coliforms Per 1 g Negative Negative Negative 

Salmonella 
typhimurium 

Per 5 g Negative Negative Negative 

Staphylococcus 
aureus 

Per 1 g Negative Negative Negative 

Heavy metals 

Lead ppm <0.2 <0.2 

Arsenic ppm <0 .2 <0.2 

Mercury ppm <0 .2 <0.2 

Cadmium PPM <0 .3 <0.3 
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