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February 2$, 2006 

Division of Dockets Management 
Food and Drug Administration 
Department of Health and Human Services 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

CITIZEN PETITION 

The undersigned submits this petition under 21 U.S .C . 352(a) and 21 CTR 201.E(b) to 
request the Commissioner of Food and Drugs to declare that Astra 1eneca's Diprivank-, (NDA 019627), Teva Sicor's Prapofol Injectable Emulsion (ANDA 075392), and 
Bedford Laboratories Prapofol Injectable Emulsion (ANDA 0~5848) are misbranded 
under the Food Drug and Cosmetic Act (the Act), in that the labeling f6_r each drug 
product contains statements which are I-alse or misleading in their particulars . 

A. ' Action Requested: , 

The petitioner requests that the Commissioner make a determination that Astra Zeneca's 
Diprivan. Teva Sicor's PropoFol Injectable Emulsion, and Bedford Laboratories Propofol 
Injeetable Emulsion are misbranded in ihat the immediate drug product container label 
and case label state, "Contains no preservative ." The petitioner also requests that the 
Commissioner make a determination that Bedford Laboratories Propof61 Injectable 
Emulsion is misbranded in that the firm's web page for its propofol product bears the 
statement, "Preservative Free" in multiple locations as noted below. 

B. Statement of Grounds : 

1 . Diprivan 
Diprivan is an oil in water emulsion of propofol, containing 10 mg/nxL of gropofol, 100 
mglmL of soybean oil, 22.5 nig/tnL of glycerol, 12 mg/nYL of egg lecithin, and disodium 
edetate (0.005%) at a pH range of 7-8.5 .1 Due to the level of soybean oil and egg lecithin 
contained in the product, Diprivan and all similarly formulated propofol eniulsions are 
capable of supporting microbial growth in the event of advantageous corItaniination 
during administration .' The Diprivaia approved package insert repeatedly asserts, 
"Diprivan injectable emulsion is a single,-use parelzteral product which contains 0.005% 
disodium edetate to retard the rate of growth of microorganisms." Petitioner does not 

. ~ Diprivan(k package insert, Rev. 07'04. 
2 Diprivari package insert, Rev . 07%O4, Baxter 'ropofol Tnjectable Emulsion package insert Y36-0'00-24D, 
Bedford Propofol Injectable Emulsion package insert Rev. 4/05 
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