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Supplementary Explanation 

r: If demur at the analysis report please raise it within 15 days by receiving e report, 

otherwise will not be accepted. 

2. Testing report is void without analysis center seal. 

3. Valid report must be signed by ones who analyzed, reviewed and issued it. 

4.- Any erasure renders a report null and void. 

5. Testing result of supply sample is only responsible for the provided sample. 

61 Copyright of analysis report reserved by the analysis center, if need copy, • -ase get 

permission from the center first, and can only make a whole copy. 
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Summary 

The test article, ADULT SPO2 FINGER CLIP SENSOR was evaluated for cytotoxicity 

test in accordance with the ISO 10993-Part 5: Tests for cytotoxicity: in vitro methods. The 

testing sample solution is mixed with growing-well L-929 cell, and then incubated for 2 and 4 

days. Observe the morphology and the cell growing on the culture bottle wall. The RGR 

(Relative Growth Rate) are 84% and 98% respectively by calculation on the basis of cell 

concentrations of different groups. The RGR of testing group is determined as Grade 1. This 
means the testing sample has no toxicity to L-929 cells. 

Tested by: 	

11-521  
Sheng Weihua 

'-)( 'I 	yu-c-R--j  

Xie Yufeng 

Checked by: 	• 

Signed by: 

r‘ i 
Date completed: Feb 28, 200-64-=' 

-Results and conclusion apply only to the test article tested. 
TCRSU was awarded Metrology Accreditation Certificate (No. S0174) by National 

Technology Supervision Bureau in Nov 1, 2004. 
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Introduction 
- The test article, ADULT SPO2 FINGER CLIP SENSOR were evaluated for c 

test in accordance with the ISO 10993-5-1999 Part 5: Tests for cytotoxicit: 

methods .The purpose of this study was to determine the potential cytotoxicity of 
article to L-929 cell. 

Materials 
t. Test Sample: 

1..1Sample Supplier: Unimed Medical Supplies Inc 
1.2 Sample Name: ADULT SPO2 FINGER CLIP SENSOR 
1.3Size: / 
1.4Lot No: / 

1.5Receiving Date: Feb 20, 2006 
2: .  Sample and Control Preparation: 
2:1 Testing sample group 

The testing •sample is treated in accordance with experiment requirements fol 
sterilization in autoclave. 

24 hours prior to experiment, add liquid culture medium in the proportion of lr 

medium to 0.2g testing sample, and then incubated at 37°C for 24 hours. Thus, th 
solution is obtained. 

2.2 For the positive controls, add con. 6.3% phenylhydroxide solution. 

2.3 For the negative controls, add fresh 1640 liquid culture medium.•

3. Culture medium: 

RPMI 1640, calf serum, PBS, Pancreatin and double antibiotic. 

in vitr 

testin 

Dwed by 

1 culture 
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Test method 
1. Cell Strain: Recommended cell lines are American Type Culture Collection CCLII 

clone 929). 

2. - Cell Culture 
2.1 .-  Take growing-well cell of strain L-929 to prepare cell soliquiod with concentr 

4x104  counts/ml in culture bottles. Proceed to next step after the cell grow 
monolayer. 

2.2 Discard the liquid in culture bottles. In these culture bottles. Take testing gro 

con. 50% sample solution, the positive control solution and the negative 
solution. They are all incubated at 37°C. After 2 and 4 days incubation 
conduct the morphology evaluation and cell counting. 
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Results 
The testing sample solution is mixed with growing-well L-929 cell, and then cubated 

for 2 and 4 days. Observe the morphology and the cell grow well sticking on t - culture 

bottle wall. The RGR (Relative growth Rate) are 84% and 98% respectively by c.lculation 
on the basis of cell concentrations of different groups (the negative and positive contiols). 

Conclusion 
By the experiment incubating L-929 cell using culture medium with sample .olution, 

the RGR 
of testing group is determined as Grade I. This means the testing sampli has no 

toxicity to L-929 cell. 

Record Storage 
- All raw data pertaining to this study and a copy of the final report are to be ret :filed in 

designated TCRSU archive files. 
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Table 	ification system for the RGR 
_ 	. 	 

..13,Ggit91 

none 
75-99 	 slight 
50-74 	 moderate 
25-49 	 severe 
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