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M-CLOSE KIT - ITEM No. 27-101 is a convenience kit that includes multiple 
products. 
 
1 - M-CLOSE SUTURING DEVICE: 

A manual surgical instrument with suturing needles for passing ligature. It is 
a nonpowered, hand-held and designed for various general surgical 
procedures. The device also functions as needle guide that can inject and 
aspirate as well as a knot-tying instrument. 

FDA REGULATORY CLASSIFICATION: CLASS 1 PER TITLE 21 SEC. 878.4800 
FDA LISTING No.: D351694 

 
1 - ANESTHESIA NERVE BLOCK NEEDLE KIT: 

The Nerve Block Needle kit contains a Blunt Nerve Block Needle, a syringe 
and tubing. It is intended for the administration of local anesthetic agents 
to provide regional anesthesia for the purpose of reducing pain post 
operatively. 

FDA REGULATORY CLASSIFICATION: CLASS 2 
FDA 510K No.: K052946 (PLEASE SEE ATTACHED) 

 
1 - PHMB TELFA DRESSING: 

PHMB impregnated Telfa is a sterile, single use, wound dressing consisting of a 
non-adherent dressing treated with polyhexamethylene biguanide   
hydrochloride which has been shown to reduce wound infections. 

FDA REGULATORY CLASSIFICATION: CLASS 2 

FDA 510K # K070653 (PLEASE SEE ATTACHED) 
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