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Tab-1 Bioburden on different products

Company The average bioburden(cfu/ device)
Sample Size - )
number Before adjusted After adjusted
Hemostatic wound
medical dressing 6X10/em 2 1—28 12—35.8
Surgical gloves 7—82x 8 520—1968 723—2598
Gauze sponges 10X10/em 11 137—503 217—740
Surgical towel 67.5X42.5/cm 1 67083 97271
Surgical blades 22—254 2 8.6—10 8.6—10
Blood lancet with
plastic handle / 1 11.7 11.7
lap sponges 45X45/cm 6 763—19601 1084—35871
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Tab-2  Recovery ratio and correcting coefficiency for different product

Sample Recovery ratio/ % Correcting coefficiency

Hemostatic wound

medical dressing 78.13—90 1.28—1.1
Surgical gloves 71—81.3 1.39—1.2
Gauze sponges 60.61—83.33 1.65—1.2
Lap sponges 54.64—71.43 1.83—1.4
Surgical blades 100 1.0
Surgical towel 68.9 1.45
Blood lancet with
Plastic handle 100 1.0

Tab-3 Verification dose for different product

Sample Company number Verification dose range/kGy
Hemostatic wound
medical dressing 2 5.6—6.7
Gauze sponges 11 9.0—10.6
Surgical blades 2 5.1—5.3
Lap sponges 6 11.2—16.1
Surgical gloves 8 10.6—12.3
Surgical towel 1 17.6

Blood lancet with
Plastic handle 1 5.4
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Tab-4  Dio valule of bacterial in product

No Sample D10/kGy Microorganisms
980117 Gauze sponges 1.82 Aerobic spore —bearing bacillus
980507 Gauze sponges 1.82 Aerobic spore —bearing bacillus
981014 Gauze sponges 2.92 Micro — coccus
990411 Surgical gloves 1.40 Aerobic spore bearing bacillus
990418 Surgical blades 1.40 B cereus
990423 Gauze sponges 2.76 Micro — coccus
991214 Lap sponges 1.80 Aerobic spore —bearing bacillus
991216 Lap sponges 1.75 Aerobic spore —bearing bacillus
000127 Surgical gloves 1.54 B - Subtilis
000221 Surgical gloves 1.52 B - Subtilis
000322 Gauze sponges 1.68 Aerobic spore —bearing bacillus
000404 Lap sponges 1

65 7 B Subtilis
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Tab-5 Audit on verification dose

Initial Audit in some companies
Company . - . o
Bioburden Verification dose Bioburden Verification dose
No /cfu «device kGy /cfu «device kGy
1 36 6.8 39 6.8
2 2421 12.2 2324 12.2
3 2598 12.3 2214 12.1
4 626 10.4 176 8.7
5 2496 12.3 1300 11.4
6 585 10.3 586 10.3
7 750 10.6 813 10.7
8 818 10.7 320 9.5
9 1962 11.9 605 10.3
10 930 10.9 260 9.2
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ABSTRACT Bioburdens on seven kinds of medical products were determined in accordance

with ISO 11737. Different data were obtained for different products- The bioburden changed
from 10 cfu/device to 97271 cfu/device the recovery ratio from 54. 6% to 10076, and the correct -

ing coefficiency from 1.0 to 1.8. Based on such bioburden and method 1 of ISO 11137, the veri-

fication dose was set up for each kind of products; from 5.1 kGy to 17.6 kGy. 100 samples were

taken respectively from each kind of products and exposed to the pre — defermined verificction

dose- The sterility test showed the positive number was not more than 2. Thus the sterilication

dose was determined according to Table B- 1 of ISOL1137.
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