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Table 1 Cytotoxicity test results

Group OD570% x +s” Cell viability / % Classification
Blank 0.807+0.020 100.0 0
Negative control 0.781+0.079 96.5 1
Positive control 0.015+0.001 1.9 4
100% extract of the test sample 0.744+0.031 92.0 1
75% extract of the test sample 0.758+0.013 93.6 1
50% extract of the test sample 0.760+0.023 93.9 1
25% extract of the test sample 0.767+0.007 94.8 1
Table 2 Guinea pig sensitization dermal reactions
Group Animal Topical induction Hours following patch removal/h Weight/g
number phase 24 48 Before injection After experiment
Test 1 0 0 0 313 366
group 2 0 0 0 316 369
3 0 0 0 315 367
4 0 0 0 313 365
5 0 0 0 314 367
6 0 0 0 313 364
7 0 0 0 320 375
8 0 0 0 316 369
9 0 0 0 318 372
10 0 0 0 317 371
Negative 11 0 0 0 319 372
control 12 0 0 0 314 367
13 0 0 0 313 365
14 0 0 0 311 364
15 0 0 0 318 372
Table 3 Dermal observations
Rabbit No. Group Interval /h
1 24 48 72
1 Test Erythema 0 0 0 0
Oedema 0 0 0 0
Control Erythema 0 0 0 0
Oedema 0 0 0 0
2 Test Erythema 0 0 0 0
Oedema 0 0 0 0
Control Erythema 0 0 0 0
Oedema 0 0 0 0
3 Test Erythema 0 0 0 0
Oedema 0 0 0 0
Control Erythema 0 0 0 0
Oedema 0 0 0 0




168 LA R/ I [ N

30 4%

224 AANEEZFFL RS 3 HARE AR K S R
FIM g LE R LR, AR B R AR R
MR AN . BB AR U4 R HE
Y D), SRR/ 2 ER ST A R R I A s
FOREAN LRI A A0 B A e e A LB 1) %%
SR, AR50 B AR R IR A 35 R
AR, TR AZ AR UL A 2 2R T ) R B
YER

Fig.1 HE staining biopsy, there are not fiber cavities and
inflammatory cells and abnormalities of other cells on the
samples/tissues interface

3 Wt

YLUHZNE VPN & B 9T 2k DL AR A ) 2 0
W BB R 4 o AN SCWFS T 48 K i o o0
fik 5 8 AU AR () b e Al T A B . B
B IR ARG o ARSI 5 O ik T L2
Tk R ARSI N MR PE S A, 2 ) DY e R
(MTT) 2 — i ] s e o A 0 40 B A7 3% 0 2B 4 1)
J5ik, MTT 40 a5 s 50 2 R A k)2 A AR A
WIARE, TR B BRI 7 28 W2 E DV 1
Frh i e bR P R PR S 40 i 2k Ak
HH B N SR RE AT AR MTT 3 J5 4 XER
(PR O I F DR AETS AN A, AL T 40 i et
MTT AEAEH, FIET- g A S g, HT
MTT 45 W78 iie 5 4 4 2 1E b, OD B3k e 1R
e WeE A B . TS A TR B ARG A )
RARVAE T A4S Ao b, AT RUGHZ AR 40 i
BEVEME AR T S i s B0, RSz atont rpn
Jik VR 100% 75% 50%- 25%3 B2k
HHAT T ARG e, Bra FEs gl i s 38 4E 1
9, LIRS AN IR RENE, AT IRLF 40 M AR 2

ORI — @ B R LR R S KRR
JkBe i, DU AL A5 5 | B JOR 5 IV 1 8
MR FEARSZIAMET, AR K R W5 2 IR

I TR A R SRS I FRE s o o K SR ) B ko)
P & SRR W B2 R it X 52 5 T A
A

4 g

HHCN K A e B AR B UK TR JC A
PEy JCBUEE. JORIEIE, b vt LA U A
K4f.

S5 3k

1 Brinston R, Miller A, Deeley C. Developments in
radiation sterilization. J] Med Device Technol, 2008, 19:
36-37

2 Harries J. Practical experience of microbiological
validation of sterilization. J] Med Device Technol, 2003,
14: 18-21

3 ISO11137-2:Sterilization of health care products, Part 2:
Establishing the sterilization dose, 2006: 5-16

4 JrEEE, XETT. RSB CSCBE YA R SV
. SEIRENY S HEE 2, 2007(2): 119-122
Fang Jingyi, Liu QingFang. Systematic evaluation on
biocompatibility of coronary stents. Laboratory Animal
and Comparative Medicine, 2007(2): 119-122

5 A5, BRI, FMK, S8 9RIRILRE K A1-40% A
RS PR B A R SO R VRO (D). T BB A0 R
4, 2009, 17(23): 1815-1818
LI Chao, TAO Shuqing, ZHOU Changlin, et al.
Histocompatibility evaluation of nano
hydroxyapatite-40% zirconia composite bioceramic[J].
Orthopedic Journal of China, 2009, 17(23): 1815-1818

6 VLM, XINETT. AR KR Ja LSRR
0 B PERF T[] b B #2228 A&, 2008, 25(6):
607-610
SHEN Jianbin, LIU Qingfang. The study on tisuue
compatibility and carcinogenic toxicity of the radiation
sterilized silica-gel breast implants[J]. Chinese Journal of
Disinfection, 2008, 25(6): 607-610

7 1SO10993-5.
devices-part5: Tests for cytotoxicity: In vitro methods[S].
2009E: 24-28

8  ISO10993-10.

Biological  evaluation of medical

Biological evaluation of medical
devices-part10: Tests for irritation and sensitization[S],
2006: 5-15

9  Magnusson-Kligmanmaximization  test,
Reference of Immunotoxicdogy 2005, Part 14, 422 DOI:

10.1007/3-540-27806-0_944

Encyclopedic



53 S LK R AT K A A SR A RO 169

10  Gov Y, Bitler A, Dell'Acqua G, et al. RNAIII inhibiting pathogenesis: structure and function analysis[J]. Peptides
peptide (RIP), a global inhibitor of Staphylococcus aurecus 2001, 22(10): 1609-1620

Tissue compatibility inspection of central vein catheter sterilized by radiation

LIU Tao'* LIU Qingfang'
(School of Radiation Medicine and Public Health, Medical College of Soochow University, Jiangsu Provincial Key Laboratory
of Radiation Medicine and Protection, Suzhou 215123, China)
Z(Wuzhong district CDC, Suzhou 215128, China)

ABSTRACT In order to inspect the security application of radiation sterilization medical products, the cytotoxicity,
guinea pigs delayed contact sensitization and skin stimulation tests were carried out to evaluate the tissue
compatibility of central vein catheter sterilized by irradiation and the radiation sterilization doses were set according to
the ISO11137-2 criterion. The results show that the radiation sterilized samples had no cytotoxicity, no sensitization
and no intracutaneous activation that meet the request of tissue compatibility for medical products. It suggests that the
central vein catheter sterilized by radiation with set absorbed dose has good tissue compatibility.

KEYWORDS Radiation sterilization, Central vein catheter, Tissue compatibility
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