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K1 KEFIBRRETERIER

Table 1 Screening table of sterilization dose setting methods

K= FhHE T EIXEAR O KEGHE TG FERBA  FEREE Sl
WRETTIE Sub- Sub- i 7K beE O] Sample Sample FRET
Sterilization ~methods  categories Product Sterility #& /CFU item quantity Section
dose setting batches assurance Average portion (Qs) for experi-
methods level(SAL)  bioburden (SIP) mental pro
(AB) cedures
Tik— N/A 1 E20n SAL<10? 0.1<AB<09 SIP=1.0 130 7.4
Method 1 Multiple
2 E20n SAL<10? 09<AB<10° SIP<1.0 130 72
Multiple
3 A SAL<10? 0.1<AB<09 SIP=1.0 110 7.4
Single
4 A SAL<10? 09<AB<10° SIP<1.0 110 73
Single
HiE 2A 5 E2 SAL<10?  JER SIP<1.0 840 8.2
Method 2 Multiple No required
2B 6 E2 SAL<10? RM% SIP=1.0 780 8.3
Multiple Very low
VD pax VDpao 7 E20n SAL=10°% 0<AB<09 SIP=1.0 40 9.2
Ty Multiple
Method 8 E20n SAL=10® 09 < AB < SIP<1.0 40 9.2
VD Multiple 1000
9 A SAL=10°% 0<AB<09 SIP=1.0 20 9.3
Single
10 A SAL=10® 09 < AB < SIP<1.0 20 9.3
Single 1000
VDpo® 11 Multiple ~ SAL=10°® 0<AB<1.5 SIP=1.0 40 9.4
12 A SAL=10°® 0<AB<15 SIP=1.0 20 9.5
Single

VE: J7R 2A N7 PRI IA TS R R BRI AT K, ik 2B S IR TS R KRR SRR DL, T 2R R T

o A T R R S A R R SR R K W

Note: There is no requirement for average bioburden in method 2A, and method 2B is suitable for products with a consistent and very
low bioburden where the condition must be judged by incremental dose experiment and verification dose experiment.
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Strategy of choosing radiation sterilization dose setting methods for health care products

GONG Pin TANG Xiaobin CHEN Da
(Nanjing University of Aeronautics & Astronautics, Nanjing 210016, China)

ABSTRACT  With the development of nuclear technology industry, irradiation sterilization has become an interna-
tionally used sterilization method for health care products. But it is difficult to choose the appropriate methods and
procedures of radiation sterilization dose setting for health care products by using international standard ISO11137-2:
2013. The sterilization dose setting methods and procedures in ISO11137-2: 2013 are divided into 12 sub categories
according to 5 key factors of difference and based on which the screening table of sterilization dose setting methods is
developed. The screening table can help users to make a quick and appropriate choice when dealing with sterilization
dose setting method choosing problem for a brand new health care product and find the corresponding experimental
procedures.
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