
Testing of Study #160296-311, entitled, "PILOT STUDY FOR NON-GLP CLINICAL 
EVALUTATION TO COMPARE PRUKLENZ AND PURSAN VERSUS THREE TOPICAL SKIN 
PREPARATIONS AND WATER (SALINE)", has been completed. GIRB approval was given on 03115/16, with 
recruitment of study subjects beginning on 03115/16 and concluding on 03/16/16. Eight subjects were consented, ages 
18-65. Five subjects completed testing. Three subjects were dismissed from testing with Study Full status. There 
were no amendments made to the Work Instructions and no Adverse Events occurred during the course of the study. 

The purpose of this pilot NON-GLP study was to compare the efficacy of the six test materials, specifically the efficacy 
of Test Product #1 and #2 (PurKlenz and PurSan, respectively),when compared to the remaining products. Testing 
was performed on both volar aspects of each subject's forearms. Each arm had 4 test sites, 1.5 inch by 1.5 inch, for a 
total of eight test sites per subject. Each subject had two baseline samples (one from each volar forearm) collected 
from Sitel (left) and Site 5 (right). The remaining six test sites were randomized for product application. Also 
randomized was the product exposure time per subject; three subjects having samples collected at least one minute 
post product application and two subjects having samples collected at least twenty minutes post product application. 
Each subject admitted into testing had every test material applied. All products were applied per study Work 
Instructions. The sterile water inadvertently had two instructions for application that were very similar; the sterile 
water was applied by thoroughly wetting a sterile gauze pad. The sterile water impregnated gauze was scrubbed on 
the forearm for 30 seconds± 5 seconds. A second sterile gauze was used to wipe the area dry. 

The test materials were as follows: 
Test Material Descriotion Lot Number Exoiration Date 

PurKlenz; 3% Chloroxylenol; tall clear plastic bottle 
Test Product# 1 with white cap containing clear thick liquid; Manufacture 4Dl April 2016 

Date: April 2014 
PurSan; 0.45% Chloroxylenol; small clear plastic bottle 

Test Product #2 with white flip-cap containing thick white substance; 4Ml December 2017 
Manufacture Date: Julv 2015 

Test Product #3 Microsan; 1.75% Chloroxylenol; white plastic bottle 141204 December 31, 
with pump containing fluid; Manufacture Date: NIP 2017 
Aplicare Swabsticks; 10% Povidone-lodine, 1 % Iodine; 

Test Product #4 white box with black and orange print; Manufacture 57430 June 30, 2016 
Date: NIP 

Test Product #5 Alcohol Pads; Isopropyl Alcohol, 70% vlv; small blue 67015080020 NIP box containing pads; Manufacture Date: NIP 
Sterile Water; Isotonic solution, 0.9% Sodium Chloride; 

Test Product #6 small clear plastic bottle containing clear liquid; Gl 16251 January 31, 2018 
Manufacture Date: NI A 

All sampling was performed using the Cup Scrub Technique, at either at least 1 minute post product application or at 
least 20 minutes post product application. Samples were plated on TSA+, and counted. Bacterial counts were 
converted into colony-forming units per square centimeter (CFUlcm2) and the logia of that value used. Reductions 
from baseline were calculated for each product, and the data used for the statistical analysis. 

Statistical Results: 
A two-factor ANOV A was performed comparing the log10 Reduction from Baseline to the time of the sample and the 
product used for each sample. The results are presented in Table I. 
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PurKlenz BioBurden Challenge Report 

Date: June 2013 
Lot:  2J1 

Science Option Laboratories Inc. submitted a partially used bottle of PurKlenz to the Lab for a Bioburden 

(microbial count) evaluation using the same OTC Validation analysis and criteria required for all OTC 

Drugs during initial manufacture. The successful  Bioburden results below confirm that PurKlenz remains 

free of microbiological organisms during repeated use in a bulk format. 
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Purklenz Formulations Inc. (www.purklenz.com) is the authorized U.S distributor of SOLabs 

products and the authorized user of Trademarks for PurKlenz, PurTect and PurSan. 




