FDA EUA Notice		5/1/2020 10:32 AM
DtM Face Shield
THIS NOTICE TO BE PROVIDED TO END USE INSTITUTION AS WELL AS AFFIXED TO SHIPPING CARTON 
SPECIFICATION:
Face Shield for Medical Use
Body Contacting materials: HDPE, isoprene rubber
Intended for MULTIPLE USES BY THE SAME USER

DtM Remix v2.3 (replacement shield ONLY)
	Size
	Production BOM

	8”
	.020” PET shield




DtM Remix v2.3
	Size
	Production BOM

	8”
	.020” PET shield
HDPE machined frame
Isoprene Tourniquet




CLEANING:
Cleaning recommendations: disassemble clear shield from headgear and wipe with 70% isopropyl alcohol or other approved disinfectant. 

EUA TERMS:
· This product has not been FDA cleared or approved
· This product has been authorized by FDA under an EUA for use by healthcare providers as personal protective equipment.
· This product is only authorized for the duration of the declaration that circumstances justifying the authorization of emergency use under Section 564(b)(1) of the Act, 21 USC 360bbb-3(b)(1) unless the authorization is terminated or revoked sooner.
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