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Temperature Monitoring =S
General Purpose/Nasal
CODE DESCRIPTION CASEQTY CASE DIMENSIONS
@ 22-SK400-S  Skin Surface Temperature Sensor, 31x1"(78.7x2.8cm) 50 10x5x5” (25x13x12cm)
Materials
* Primary: Thermistor, copper wire and nickel pins g
+ Secondary: PE cross-linked closed-cell foam disk coated with acrylic- 2 31" (78.7cm)
based adhesive =
Product Attributes /\\ ‘ ‘
* Reflective adhesive disk deflects ambient influences for greater temperature ‘ ‘
accuracy
Sterilization
Sterile: Sterilized by EO (ethylene oxide). Product is sterile unless the
package has been damaged or opened
Shelf Life
Sterile: 3 years
Product Certifications/Standards
* CE certified as Class |, Sterile, according to MDD93/42/EEC Annex IX,
Rule 1
+1SO 80601-2-56 (Particular requirements for basic safety and
essential performance of clinical thermometers for body temperature
measurement)
+ IEC 60601-1: Medical electrical equipment -- Part 1: General
requirements for basic safety and essential performance
Manufacturing Certifications/ Registrations
+ EN ISO 13485:2016
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Alleset GRI Medical & Electronic Technology Co., LTD [EC [REp| Emergo Europe B.V.
4142 Industry Way 1805 Honggao Road, Westervoortsedijk 60,
Flowery Branch, GA 30542, 314031 Jiaxing, Zhejiang 6827 AT Arnhem,
USA PEOPLE’S REPUBLIC OF CHINA The Netherlands.
www.alleset.com www.alleset.com www.emergobyul.com
SM-TDS-003 2023 US FDA Establishment Registration #3004911384

Country of Origin Abbreviations per ISO 3166-1, Alpha-2 Codes.
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