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eTwo Skin Treatment System
510(k) Number K (jbC ,k0t

Applicant's Name: Syneron Medical Ltd.
Industrial Zone
Tavor Building
Yokneamn Illt 20692
Israel
Tel: (972)73-244-2200
Fax: (972)73-244-2202

Contact Person: Yoram Levy, Qsite
31 Haavoda Street
Binyamina, Israel 30500
Tel (972)4-638-8837; Fax (972)4-638-0510
Yoram@qsitemed.com

Trade Name: eTwo Skin Treatment System

Preparation Date: March 07, 2011

Classification: Name: Electrosurgical, cutting & coagulation device
& accessories
Product Code: GEL OUH
Regulation No: 21 CFR 878.4400, 2ICFR 878.4810
Class: 11
Panel: General and Plastic Surgery

Device Description:

The eTwo skin treatment system is a mobile operatina System
combining two treatment applicators:

Sublative RE applicator, which is intended for
dermatological procedures requiring ablation and resurfacing
of the skin and for ablation and resurfacing of the skin for
wrinkle treatment. Sublative RF's technology enables skin
remodeling with minimal downtime. In fractional treatment,
small damaged areas are created in the skin, accelerating
tissue healing process after treatment.
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* Sublime applicator, which is intended for non invasive
wrinkles treatment. The applicator uses pulsed infrared light
combined with RF energy for Deep Tissue Stimulation
leading to skin tightening. Thermal stimulation of the deep
dermis contributes to collagen enrichment and tissue
remodeling.

Intended Use Statement:

The eTwo Skin Treatment system is intended for dermatological
procedures.
The Sublative RE applicator is indicated for Dermatological
procedures requiring ablation and resurfacing of the skin, and for
the treatment of facial wrinkles.
The Sublime applicator is indicated for non invasive wrinkles
treatment."

Predicate Devices: Substantial equivalence to the following predicate devices is
claimed:

Device Name 510k No Date of Clearance
Syneron Matrix RF K(090025 Jan 8, 2010
Applicator
Syneron Polaris WVR ST K(053616 Mar 14, 2006
Applicator
EndyMed Imagine TC Skin K(083461 Jul 24, 2009
Treatment System ___________________

Performance Standards:
eTwo Skin Treatment System complies with:

* EN 60601-1 Medical Electrical Equipment-Part 1: General
Requirements for Safety-I. Collateral Standard: Safety
Requirements for Medical Electrical Systems.

* IEC 60601-1-2 Medical Electrical Equipment Part 1-2:
Collateral Standard: Electromagnetic Compatibility -
Requirements and Tests

* ANSI AAMI 60601-2-2 safety of high frequency surgical
equipment.

A detailed description appears in Section 14.
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Summary of Clinical performance data:

The safety and efficacy of the eTwo Skin Treatment System
was evaluated in the two cleared applicators that are part of this
device. Syneron believes that clinical data is not required to
determine the safety and efficacy of the eTivo Skin Treatment
System.
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Re: K! 110672
Trade/Device Name: eTwvo Skin Treatmlent S ysteml
Reg~ulation Number: 2 1CFR 878.4400
Regulation Name: LeetAS~rosurical Cuttting.( and Coagulation Device and Accessories
Regultatory Class: Class 11
Product Code: GEL. OUN-
Dated: September 4, 20 11
Received: September 7, 2011

[Dear Yoram Levy:

We have reviewed yotur Section 5 10(k) premiarket notification of intent to market the device
ic ferenced above and have deterini ned thie device is substantially equivalent (for thie indications
For' use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to M/ay 28, 1976, the enractmnt date of the Mvedical IDevice Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food. Drug.and Cosmetic Act (Act) that do not require approval of a premnarket approval application (PN4A).
You may, therefore, market the device, subject to the general controls provisions of the Act. Thie
genreral controlIs provisi!ons of the Act incIlude reqluirements for anrurial registration, li sting of'
devices, good manu11Lfacturing practice, labeling, and prohibitions agalinst misbranding and
adulteration. Please note: CD RI-I does not evaluate in formiation related to contract liability
warranties. We remindl you, however, that devi ce labeling inmst be trurthful and not misleading.

If your device is classified (see above) into either class U[(Special Controls) or class [II (PMA), it
may be Subject to additional controls. Existing major- regulations affecting yotur device can be
found in the Code of' Federal Regulations. Title 2 1, Parts 800 to 898. In) addition. F DA may
publish fur1-the r announ11C11cmens con1cerinlg you~r dievice in the Federal Reg:istcr.

Please be advised that FDA's issuanice of a substantial equivalence determination (loes not mean
that FDA has made a determination that your1 deViC~e compl1)ies with other requLirement1s of' the Act
or any F~ederal statutes anid regtlations adminlistered by other Federal agencies. Yotr Must
comlply with all the Act's r'equiremlenlts. inclurding btrt no0t Ilited to: retaistraflon and listing (2!1
CIR Part 807); labeling (2 1 CFR Part 801t); medical device reporting (reportirg ofirmedical
device-related adverse events) (2 1 CFR 803); good manufactRig practice requriruerents as set
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forth in the qual it sysems (QS) regtrlati on (21 C FR Parn 820); and if applicable, the eleceron i c
product radiation controlI pro visi ons (Sections 531-42 o f the Act); 21 CUR W001050.

Sfy'oU desire specificad vice for your device o n our labeling regulation (21 CUR ['art 801). please
goo to h t tp://wwwv .mai. so/A botrtDA/CentersO lesCD kl-1CDR~l-I Ofices/uci I 5809. htin for
the Center- for Devices and Radiological Ii caldihs (CID RI- s)Q 0Wee of Camp l ance. Also, p lease
note the rai',Llati on entitled. "Nisbrandinu by refecrence to pirnmrkeLti~LLcLLIoII (LI CF Part
807.97). For questions regarding the reporting of adverse events under the NMDR regulation (21
CUR 1ar 803)1 please go to
hitp://v"w.fda. co\v/N,\iedicallDevices/ Sa fetv/RteportaProbele/de f'au It. h tin for the CDRI-I's Office
of>Surveillance and Biometrics/Division of' Postiniket Surveillance.

You mnay obtain other general inflormaion on your responsibilities under the A\ct from the
Di visin of S mall NM,1nu f1aCtUrerS. International and Consumer Assistance at its toll -free nmber
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yours, f .

Mlark N. N'lelkerson
Director V

Division of'Surgical, Orthopedic.
an(I Restoative Devices

O Wece of IDevice Evalutation
Center for Devices and

Radiological Hlealth

!Enclosure
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INDICATIONS FOR USE STATEMENT

510(k) Number (if known):

Device Name: eTwo Skin Treatment System

Indications for Use: The eTwo Skin Treatment system is intended for dermatological
procedures.
The Sublative RF applicator is indicated for Dermatological
procedures requiring ablation and resurfacing of the skin, and for
the treatment of facial wrinkles.
The Sublime applicator is indicated for non invasive wrinkles
treatment."

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

(Part 21 CER 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)

(Division Sign-off) -Of
Division of General, Restorative and Neurological Devices Division of Surgical, rtho pe d ic,5 10(k) Number and Restorative Devices

5 10(k) Number KHOC-072-
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