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The laboratory of Foamtec International Co., Ltd has been accepted as an accredited

laboratory in the field of medical device testing for the following scopes.

No. Type of Sample Test Method
1 ® Material for medical device | 1. In Vitro Cytotoxicity 1SO 10993-5:2009
production
- Polyurethane Foam 2. Bioburden test ISO 11737-1:2018
- Plastic Film (CFU)
® Medical Device Products 3. Staphylococcus aureus In-house method WCC-TM-LB-003
- Swab (CFU, MPN, in connection with;
- Crimpers Detected or not detected) -18SO 11737-1:2018
- Mammography Pad Foam - USP/NF:2026 <62>
- Polyester Wiper 4. Pseudomonas aeruginosa In-house method WCC-TM-LB-(04
- Polyurethane Foam Wiper (CFU, MPN, in connection with:
Detected or not detected) -ISO 11737-1:2018
- USP/NF:2026 <62>
5. Escherichia coli In-house method WCC-TM-1.B-005
(CFU, MPN, in connection with:
Detected or not detected) -ISO 11737-1:2018
- USP/NF:2026 <62>
2 Medical Device Products 6. Liquid Particle Count In-house method WCC-TM-LB-014

- Polyester Wiper

(LPC)

based on IDEMA Standard Micro

contamination Document No.M9-98

7. Non Volatile Residue
(NVR)

In-house method WCC-TM-LB-019
based on IDEMA Standard Micro

contamination Document No.M7-98
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