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Sheathing Technologies, Inc. (Establishment Registration 
#2950776) FDA Marketing Clearances   

 

Product 510K 
Number 

FDA Device 
Listing Doc. # 

FDA 
Product 
Code 

FDA Device 
Classification 

Isoprene Ultrasound 
Probe Covers/Sheathes K091828 D087179 

ITX 
 

Class II 

Latex Non-Sterile & 
Sterile Ultrasound Probe 

Covers/Sheathes 
K925869 D023911 

Latex Free 
(Polyurethane) 

Sheathes3D™ Viral 
Barrier Ultrasound Probe 

Covers/Sheathes 

K153212 D271245 

Latex Free 
(Polyurethane)  

Non-Sterile Microseamed 
Ultrasound Probe 
Covers/Sheathes 

K963831 D023918 

Latex Free 
(Polyurethane) Sterile 

Microseamed Ultrasound 
Probe Covers/Sheathes 

K990175 D023923 

Needle Guides K043425 D023939 

Colonoscope Cover K100966 D112107 FDF & 
ODB 

Needle Guide Kits n/a D158194 OIJ 
Probe Cover Kits n/a D158199 OIP 
Non-Sterile Gel K112827 D208621 MUI 

Sterile Gel K130041 D208622 MUI 
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