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Certificate of Accreditation 
(Certificate No：L4440-260916) 

This is to certify that 

Super Laboratory Co.,Ltd. 

Contract Research Organization 

3F. and 4F., No. 24, Wuquan 3rd Rd., Wugu Dist., New Taipei City, Taiwan (R.O.C.) 

is accredited in respect of laboratory 

Accreditation Criteria ： ISO/IEC 17025:2017；CNS 17025:2018 

Accreditation Number ： 4440 

Originally Accredited ： May 07, 2026 

Effective Period ： May 07, 2026 to May 06, 2029 

Accredited Scope ： Testing Field, see described in the Appendix 
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Accreditation Number ： 4440 

Laboratory Head ： TSAI, Yueh-Ting 

   

 
◤ 15. 99   Medical Devices 
Medical device 
B162   Platelet Activation Test 
ISO 10993-4 (ß-TG Method)  
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B162   Blood Coagulation Test 
ISO 10993-4 (TAT Method)  
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B300   Acute Systemic Toxicity Test 
ISO 10993-11 
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B300   Subacute Systemic Toxicity Study in Rat 
ISO 10993-11 
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B300   Cytotoxicity Test 
ISO 10993-5 (L929, MTT Method)  
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B310   Rodent Peripheral Blood Micronucleus Test 
ISO 10993-3 (Annex B)  
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B310   Bacterial Reverse Mutation Test 
ISO 10993-3 (Annex B)  
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B310   In vitro Mammalian Cell Chromosomal Aberration Test 
ISO 10993-3 (Annex B)  
 
Approval Signatory: CHEN, Yu-Lun 
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B351   Guinea Pig Skin Sensitization Test (Maximization Method)  
ISO 10993-10 
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B352   Rabbit Pyrogen Test 
USP-NF <151> 
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B354   Rabbit Eye Irritation Test 
ISO 10993-23 
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B354   Rabbit Intracutaneous Irritation Test 
ISO 10993-23 
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B354   Rabbit Vaginal Irritation Test 
ISO 10993-23 
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B354   Rabbit Skin Irritation Test 
ISO 10993-23 
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B355   Rabbit Implantation Test (Subcutaneous, Muscal, Bone)  
ISO 10993-6 
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B356   Hemolytic Test 
ASTM-F756 (Hemoglobin Lysis)  
 
Approval Signatory: CHEN, Yu-Lun 
 
 
B357   Endotoxin Test 
In-house method: Endotoxin Test - Kinetic - Chromogentic Assay (Document No.: SOPP-325)  
Refer to USP-NF<85>, USP-NF<161>, ISO 10993-12 
Limit of Detection: 0.005 EU/mL 
 
Approval Signatory: CHIANG, Chien-Yi 
 
 

(Null below) 


