
EXHIBIT C

S10(k) SUMMARY OF VASEie TM WOUND CLEANSER

510(k) Summary This summary of 510(k) safety and effectiveness information is being
submitted in accordance with the requirements of 21 C.F.R §807.92.

Submitter PunCore, Inc.
320 King of Prussia Road
Radnor, PA 19087

Contact Person Howard Mann
320 King of Prussia Road
Radnor, PA 19087
484-321-2703
610-341-0503 fax

Date Prepared Marchh24 2006
Trude Name VasheT.

Common Name Wound Cleanser
Classification Name Solution saline, (wound dressing)
Predicate Device Allkle-nz Cleanser; Healthpoint Medical K965120, March 2 1~1997.

CarraKlenz Wound Cleanser; Carrington Laboratories, Inc. K022670,
Oct. 17th, 2002. Deri/d/ynTh' Wound Cl. insei' Ocu,5ii i'nnov'ai~ve

Sciences, K042729, September 30th, 2004 and Dermacyn' M Wound
Dressing, Oculus Innovative Sciences, K041161, February Ist, 2005.
l3iopure'M MTADTh Root Canal Cleanser, Dcntsply International,
K053167, December 8, 2005

Description The subject device is a wound cleansing solution that is intended for
cleansing, irrigating, and debriding dermal wounds in addition to
moistening and lubricating absorbent wound dressings. The mechanical
action of fluid moving across the wound provides for the mechanism of
action and aids in the removal of foreign objects such as dirt and
debris. Vashe is offered in various volumes.

Indications for Use Vasher ~ Wound Cleanser is intended for cleansing, irrigating.
moistening. and debriding acute and chronic dernal lesions, such as
Stage MV pressure ulcers, stasis ulcers, diabetic ulcers, post-surgical
wounds, first and second degree bums, abrasions and minor irritations
of the skin in addition to moistening and lubricating absorbent wound
dressings. The VasheTM Wound Cleanser is intended for use by
qualified health care personncl trained in its use.

Substantial Equivalcnce The product is similar in function and intended use to:
..... a AMlklenzTM and CarraKlenz Wound Cleansers, manufaeturedbr---

Healthpoint Medical and Carrington Laboratories, Inc. that include
among their labeled uses the cleansing and irrigation of dermal
wounds and removal of foreign material.

* DennacynTm Wound Cleanser and Wound Dressing manufactured
by Oculus Innovative Sciences, that include among it's labeled
uses the cleansing, moistening and debriding of dermal wounds in
addition to moistening and lubricating absorbent wound dressings.

* BiopureTmI! MTADTM Root Canal Cleanser manufacturel by
Dentsply International, that include among its labeled uses the
cleaning and disinfecting of the root canal system.

Non-clinical Performance Pre-clinical testing demonstrated biocompatibility of Vashe Wound
Cleanser.

Conclusion Vashe"" Wound Cleanser is substantially equivalent to the currently
cleared and marketed AllkenzTM Cleanser, CarralKlenz Wound
Cleansers, Dermacyn Tm Wound Cleanser, DermacynTM Wound
Dressing and Biopure~ M MTADIP Root Canal Cleanser
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Indications for Use
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510(k) Number K060901

Device Name: VasheTM Wound Cleansing System

.indications For Use:

Vashe TM Wound Cleanser is intended for cleansing, irrigating, moistening, anddebriding acute and chronic demreal lesions, such as Stage I-IV pressure ulcers,stasis ulcers, diabetic ulcers, post-surgical wounds, first and second degree
burns, abrasions and minor irritations of the skin in addition to moistening and
lubricating absorbent wound dressings.

The Vashe TM Wound Cleanser is intended for use by qualified health care
personnel trained in its use.

Prescription Use X Over-The Counter Use(Per 21 CFR 801 Subpart D) OR (21 CFR 807 Subpart C)
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