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Product Name: Cell Factory Systems, 4 Trays,6EA/CS
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Suzhou Honest Intelligent manufacturing confirms that the product supplied has been inspected and
tested in accordance to relevant specifications
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Test [tem Test Requirements Test Result
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Visual According to specification Complies
ThEekril MRIEAT I AT ey
Test of function According to specification Complies
AL LVES MRIEAT I TE ey
Cloning efficiency with V-79 cell line According to specification Complies
AN ER <0.5A 7 2 HAr/ml e
USP <85> Bacterial Endotoxins test <0.5 Endotoxins unit/ml Complies
g R B IRIEAL I AT Gy
Cell Culture Test According to specification Complies
B, USP 47 A iy
Physical Chemistry Test USP current edition Complies
AEITE A B USP4#i A iy
USP <87> Biological Reactivity Tests USP current edition Complies
B ST A Y ISOHij hit A iy
IANSI/AAMI/ISO 10993 Biological evaluation of medical devices ISO current edition Complies
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Sterility: According to ISO 11137 "Sterilization of health care products - Radiation", with SAL=105,
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The product Quality assurance is performed in accordance with the requirements of |SO 13485:2016 "Medical devices
- Quality management systems - System requirements for regulatory purposes".
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No.18, Jiangsheng Road,Shengpu Town,Suzhou Industrial Park, Jiangsu Province



