
Ncemarin Nouifteaion 510(k) Submujiion Section III1k S M mayPoetI MDIK32I~

APR 79 2011

Section III 510(k) Summary

This 510(k) Summary of 510(k) safety and effectiveness information is being submitted in accordance
with requirements of SMDA 1990 and 21 CFR 807.92.

The assigned 5 10(k) Number: K rib c/~4
1. Date of Submission:
2010.12.21

2. Sponsor
Beijing Syntech Laser Co., Ltd.
5F, No.!1 Building, No.65 Jiancaicheng West Road, Xisanqi, Haidian District, Beijing, 100096, P.R.China
Contact Person: Jin Jinghua
Position: Vice general manager

Tel: +86-10-82939866-234
Fax: +86-10-82935528

Email: salesa~syntechlaser.com

3. Submission Correspondent
Ms. Diana Hong & Mr. Lee Eu

Mid-Link Consulting Co., Ltd

P.O. Box 237-023, Shanghai, 200237, China

Tel: +86-21-22815850

Fax: 240-238-7587

Email: info@mid-link.net

4. Proposed Device Identification

Proposed Device Name: Trixel C02 Laser/ Trixel 11 CO2 Laser
Proposed Device Model: CFL-l0/ UFL-60

Classification: 2
Product Code: GEX
Regulation Number: 21 CFR 878.4810
Review Panel: 878 General and Plastic Surgery

Intended Use Statement:
The equipmnent is uised for- human tissue vaporization. coalgulationl inl (erinatl[o1gy and plastic
Stirgery, general surlgery. gynecology. podiatry, dental and otorhinolarvnlgology



5. US agent

U.S. Agent Contact Name WEI HUWANG

U.S. Agent Business Name MID-LINK INTERNATIONAL, INC.
U.S. Agent Full Address 307 EAGLE HEIGHTS APT E, MADISON, WISCONSIN, 53705, UNITED
STATES

U.S. Agent E-mail info@mid-link.ner

U.S. Agent Phone Number 608 -3355979
U.S. Agent Fax Number 760 -4665084

6. Predicate Device Identification

5 10(k) Number: K101555

Product Name: CO 2 LASER SYSTEM

Manufacturer: ADVANCED TECHNOLOGY LASER CO., LTD.

7. Device Description

Trixel C02 Laser is a carbon dioxide laser used in medical and aesthetic industry for treatment of such
skin conditions as fine and coarse wrinkles, scars of various origin, uneven pigmentation and dilated
pores. Due to the C02 laser's high absorption of water, its high-energy beam of laser light interacts with
the skin's surface causing the upper layer to peel oft and use photothermolysis to stimulate deep cell
regeneration and then achieve the target of skin improvement.

The equipment is mainly used for human tissue vaporization, carbonization, coagulation and exposure to
achieve the purpose of treatment.

CFL-l10 Trixel C02 Laser:

The equipment includes the following:

One mainframe;

One footswitch;

One data cable;

One power wire;

One ventilation tube;

Six Wire clips;

Two keys;

One trixel (bitmap) scanner handpiece;

Two trixel laser position heads

One ordinary treatment handpiece with aimed light

A laser goggles;

Three 3.15A fuses;

One user manual.

UFL-60 Trixel 11 C02 Laser:

The equipment includes the following:

One mainframe;
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One set of footswitch;

One data cable;

One power wire;

One ventilation tube;

Six Wire clip;

Two keys;

One trixel (bitmap) scanner handpiece;

Three trixel laser position heads;

One ordinary treatment handpiece with aimed light

A laser goggles;

Three 5A fuses;

One user manual.

8. Non-Clinical Test Conclusion

Bench tests were conducted to verify that the proposed device met all design specifications as was
Substantially Equivalent (SE) to the predicate device. The test results demonstrated that the proposed
device complies with the following standards:
* IEC 60825-1: 2007, Safety of laser products - Part 1: Equipment classification, requirements.
* IEC 60601-2-22: 2007, Medical Electrical Equipment - Part 2: Particular requirements for the

safety of diagnostic and therapeutic laser equipment.
* IEC 60601-l:1988+AI:1991+A2:1995, Medical Electrical Equipment - Parti: General

requirements for safety.
* IEC60601-l-2:2001+Al:2004, Medical Electrical Equipment - Part 1: General requirements for

safety-2, Collateral Standard: Electromagnetic compatibility - Requirements and tests.

9. Substantially Equivalent Conclusion

The proposed device. Fr ixel CO, tLaser/'lrixel 11 CO: Laser, h)as samne Product Code, Regular ion N urnher.
Class. Maxilium Power. Work Mode. WavelcnrIeh. ModeC Structure, Spot Size. Pulise Setting. etc.. hut
onlY different in live aspects as Ibllowing:

I . Intended tUse

2. Light Arm

3. Aiming Beamn

4. Cooling Systm

5. ['owe r I jLI

For these dilihrcnt. we h~ave performed analysis as tloig

AnalYsis 1 : the intended use or predicate device includes the one of proposed dev ice. They both have the
function of vaporization and coagulation. Thle abovec clearance oir intended use does not introduce any

prohlems regarding the salty and eilketiveness or the device.
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Annalysis 2: thomu1h the Ilngthl ol liht arm is diflbrent. CF I- 10: 0).97m. 1i FL-6(: 1.I 7m, predicate device:

1.3mt. it doesn tafkcet the treatment itsel Th is di tflresice does not introduce any problems reganding the

sultt and cietiveness of the device.

See analysis 3: Both the output range of aimaing beam is <511W. which complies with the

requirement of I EC 60601-2-22:2007. this differcue does not introdUce aut' problems regarding the

saibtv and lettiveness ofithe device.

Analy sis 4: air cong i sYstem and w ater cool ing svsteun can hiuth cood down" the sy~stem, I his ditibrence

does not introduce an' problems regarding the Stlet' ,and c~lciiveness of the device, they both cornply
with the requirement ofl1W 6060 1-I1

Analysis 5: theyv have the sittilar power inlput. CI- It) Inset (02 LaIser: 120 V. JII.,60 Iriixel If C:02

laser: 12-0 V. predicate device: 15 V. I his diflerence does not i ntroduce anm ptobla msadingz the

Saktv) and ClIeui vness of tile device.

Basic on analy~sis above, proposed device has dICetri ii d to be So hsta it liII I ;LltO ia l ISE ) to (Itle

predicate dev ice, c~eam C02 t-aserSystemn (K Ct 1555), in respect of saibcty and etlketiveness.
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.4 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

Beijing Syntech Laser Co., Ltd AH1921
%/ Underwriters Laboratories, Inc.
Mr. Marc M. Mouser
2600 NW Lake Road
Canmas, Washington 98607-9526

Re: K110434
Trade/Device Name: Trixel C02 Laser/Trixel 11 C02 Laser
Regulation Number: 21 CER 878.4810
Regulation Name: Laser surgical instrument for use in general and plastic Surgery and in

dermatology
Regulatory Class: 11
Product Code: GE--X
Dated: March 28, 2011
Received: April 4, 2011

Dear Mr. Mouser:

We have reviewed Your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device 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 premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRIl does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
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or any Federal statutes and regulations administered by other Federal agencies. YOU Must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR P'art 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-reclated adverse events) (2 1 CER 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER P~art 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1000-1050.

If YOU desire specific advice for your device on our labeling regulation (21 CER Part 801), please
go to littp)://www. fd-a.gov/AbOLutFDA/CetntersOffices/CDI:f/CDpjq-ofFices/ucm I I 5809.hitm for
the Center for Devices and Radiological Health's (CDRH-'s) Office of Compliance. Also, please
note the regulation entitled, 'Misbranding by reference to premnarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR lPart 803)), please go to
littp://www.I'a ,vMdcteie/a't[Rpraio~iidfutlti for the CDRI-l s Office
Of SLurveillance and Biomietrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www. fda,.tzov/MedicalDevices/ResourcesforYou/Ind~istry/defalthltnl

Sincerely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Section If I ndications for Use

510(k) Number: 1 .

Device Name: iixel C02 Laser/lrzxel 11 C02 Laser

Indications for Use:

The equipment is used[ for human tissue a cporization, coagztlatioii in deimuatology and plastic
srgr~y. geiiCIMal Sit uger a' g~necology, podiatry. detali and otorhiiiolarvngology

ZPRESCRIPTION USE []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 OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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(Div ision Sign-Oftotopdc
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