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510(k) Summary of the Dermacyn Tm Wound Dressing

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 Oculus Innovative Sciences
1129 North McDowell Blvd.
Petaluma, CA 94954

Contact Person Zachary Woodson
QA/RA Manager
Tel: (707) 782-0792
Fax: (707) 782-0705
E-mail: zwoodson(a2oculusis.com

Date Prepared February Is', 2005
Trade Name DermacynTM Wound Dressing
Common Name Topical Solution
Classification Name Solution, Wound Dressing
Predicate Device Saljet Single Dose Sterile Saline Topical Solution, 0.9% w/v

Sodium Chloride
Description The subject device is an 8 ounce polyethylene bottle containing

DermacynTM Wound Care Dressing intended for multi-use.
Indications for Use For use in moistening and lubricating absorbent wound dressings for

traumatic wounds, cuts, abrasions and minor bums.
Substantial Equivalence The product is similar in function and intended use to SalIjet Single

Dose Sterile Saline Topical Solution manufactured by Winchester
Laboratories LL and includes among its labeled uses for moistening
and lubricating absorbent wound dressing.

Non-clinical Non-clinical testing was conducted to confirm the safe and effective
Performance performance of DermacynTM Wound Care Dressing as compared to

0.9% sterile saline. Preclinical testing also demonstrated the
biocompatibility of the subject device.

Conclusion The DermacynTm Wound Care Dressing is substantially equivalent
to the currently cleared and marketed Saljet Single Dose Sterile
Saline Topical Solution, 0.9% w/v Sodium Chloride.
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Indications for Use

510(k) Number (if known): K041161

Device Name: Dermacyn"m Wound Dressing

Indications for Use: Dermacyn Tm Wound Dressing is intended for use in moistening and

lubricating absorbent wound dressings for traumatic wounds, cuts,

abrasions and minor burns.

Prescription Use X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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