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2. I h ~ I c c  Name 

Proprietary Name: QrralClenz and UltmKlenz 
Cornrnon/Usuaf Nme:  Wound Clcmsers 
Classification Namo: Liquid Bandage 

3. PREDICATE DEVKRS 

Alfcleiiz Wound Cleanser 
Denna Sciences Dtrmagran Wound Cluascr with Zinc 

K9GS I 21) 
$354743 and K945802 

?lie Carrington CmrirKlenz Wound Cleansers are wound cleaning solutions that  
are intended €or the cleansing and irrigation of dermal wounds. The Cturhlgton 
Wound Cleansers work by mechanical action on the dermal wuunds, The 
pressure uf UIC liquid flowing onto the wound aids in the removal of the debris 
from the woimd. The Chrrington Wound Clemscrb: arc offkrcd in various bottle 
sizcs. 

The Carrington Wound Cleansers are surfactant wound cleansers intended for the 
rcrnoval o f  foreign material such as dirt and debris liom denim1 wounds. 
CarraKIenz is a wound cleanser that i s  indicated for high, medium, and low 
exudating wounds. 
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UltraUenz is P gentle wound cleanser which is uscd on intact skin, 

6.  TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTlAl EQUWALENCE 

The Carrington Laboratories Wound Cleansers are substantially equivalent LO the 
Allclenz Wound Cleamcr cleared for inwketing under K965 120 and the Dema 
Sciences Dennagran Wound Cleanser with Zinc cleared under €354743 and 
K945802. All of the wom~d cleansers are intended for use on dmml wounds and 
abrasions and function by mechanical action on the wound to remove unwanted 
debris. 
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SlO(k) Number (if known): KO22670 

Dcvicc Name: Carrington Laboratories CarrnKlenz and tTltra3EClenz Wound Cleansers 

Lndications for Use; 

’The Carrington Wound Cleansers are surfwtmt wound cleansers intcndcd for the 
removal: of foreign material such as djxt and dehris from dermal wounds. 

CarraKlenz is a wound creaser that is indicated for high, medium, and low exudatitig 
wounds. 

UlWaKXenz is 8 gentle wound cleanser which i s  used on intact skin. 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE Ip NECESSARY) 

- ~ ” . ~  
Cuncunrence of CDRH, Ofiw of Device Evaluation (ODE) 

T&qt e* 7 7 7  
(Division Sign-Ofl) 
Division of General, Restorative 
and Neurological Devices 
5 1O(k) Number k022670 

Prescription Use 
(Per21 CFR 801,109) 

OR Over-The-Countcr Usc _ _  _ _  

(Optional Fonnnt 1-2-96) 
-_ 

Carrington Laboratories October 3, 2002 
Additional Information for KO22670 pagc I or I 

. .  .... . . . . .  . . . . . .  ...I . . . .  

. .  . . . .  . .  


