26 1 Vol.26, No.1
2008 2 J. Radiat. Res. Radiat. Process. February 2008
215123
52 148
148
R817 R&817-3 R144.1 R&817.9+3
(Large product)5 (Small product) 143
2
(SIP)
20
(SIP  0.05)
17
1.1.2 (0.1
+0.05 80+0.9 ) 0.02mol/L
(0.02mol/L +0.05 80+0.9
) 1 4 (148m mol/L
+2.4m mol/L +2.3mmol/L +0.05
1. 80) (0.067mol/L
2. +0.43148mmol/L +0.05
80) 0.9 115
30min
3. 1.1.3
1.1.4 (ATCC9372)
(ATCC6538) (CMCC(B)
1 64941) (CMCC(B)64 941)
11 (CMCC(B)28 001) (E601)
1.1.1 1 ( )
52 148 1.1.5 LRh-150-13
( ) YJ-875S 100
( ) ( YXQ SG41-280
) ( ) PYX-DhS-280 LXJ-2
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XW-80A (2800r/min) 2X7-0.5
0.45um
SPSS 10.0
1.2.6
1.2 5l .
M ) -
— — —
1
2
1.2.1 2
(
) 17 SIP 1 20
122 t
(<100 p=0.000<0.01( 1)
mL) 30 35 24h Table 1  Ability of different eluents
Repetitive tests Recovery effect p
PW: 5 0.36+0.01 0.000
330 35 : -
BPWb 5 0.67+0.02
24h 2 PBSc 5 0.660.02
Ringer 5 0.58+0.03
123 =l
( Saline 5 0.03+0.02
0.02mol/L 1 4 Peptone water (PWa), Buffered peptone water (BPWb), Phos-
) phate buffer saline (PBSc)
0.9 )
(2800r/min) 0=0.000<0.01
(Repetitiverecovery)
5
1.24
=0.74>0.05
100mL 30 35 24h ® )
30 35
24h
2min( 2min
SDFY-302-205
12.5 2800
100 1.00 2.05

p=0.000<0.01(  2)
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Table 2 Correct factor p=0.000<0.01
Category of product Item No. Correct factor p
Blade 6 1.01+£0.01 0.000 ( )
Non-weavon 14 1.48+0.05 (p=0'22>0_05)
Plastic 18 1.37+0.03 7.17
1.98x10°cfu  unit 1.6x10°cfu
27£0. . .
Rubber 32 1.27+0.014 unit =1000cfu  unit
Gauze 34 1.49+0.03 86 >1000cfu unit 62
Linea 5 1.37+0.02 1
2.0
s
g 1.0
&
0
ST L9 e R ESEIF LS EEETES TS
SRS SR EFFESEESE S
B o B ~ =
Bioburden level (Cfu) -
Fig.1 Bioburden level vs sample count
3
[5]
8 52
7 148 I1S011137 B
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1.98x10°cfu  unit
7.17cfu unit
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Research on determination of bio-burden for radiation sterilization

of health care products

LIU Qinfang

(School of Radiation Medicine and Public Health, Soochow University, Suzhou 215123, China)

ABSTRACT In order to provide data of bio-burden for dose setting in radiation sterilization, determination of

bio-burden on 148 kinds of health care products from 52 manufacturers were carried out. The culture of microorgan-

isms, different elution technology, and correction coefficient of the microbiological methods have been used for de-

termination of bio-burden. Frequent distribution of bio-burden was established. 5 kinds of elution processes were

checked. Actual data of bio-burden for dose setting in radiation sterilization was gotten.

KEYWORDS Radiation sterilization, Bio-burden, Dose setting,
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