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Ceralas 1470nm Diode Laser Family I

Submitter's Name, Address, Telephone Number, Contact Person
and Date Prepared
Biolitec Medical Deyices, Inc.
515 Shaker Road
East Longmeadow, Massachusetts 01028
Phone: (413) 525-0600
Facsimile: (413) 525-0611

Contact Person: Harry Hayes, Ph.D. - Regulatory Consultant
Date prepared: August 3, 2011

Name of Device and Name/Address of Sponsor
Ceralas 1470nm Diode Laser System
Biolitec, Inc.
515 Shaker Road
East Longmeadow, Massachusetts 01028

Classification Name
Surgical laser

Predicate Devices
Ceralas 1470nm Diode Laser System, (K(073063, K(082225 and K102755).

Intended Use/Indication for Use
The Ceralas 1470nm Fiber-Coupled Diode Laser family (and its delivery
accessories used to deliver optical energy) is indicated for use in general surgical
applications for incision, excision, ablation, cutting, vaporization, hemostasis, and
coagulation of soft tissue contact or non-contact, open or closed endoscopic
applications where incision, tissue dissection, excision of external tumors and
lesions, complete or partial resection of internal organs, tumors and lesions, tissue
vaporization, hemostasis and/or coagulation may be indicated.

Technological Characteristics

The Ceralas 1470nm family for Biolitec Medical Devices, Inc. is identical (contains
the same components, technology and principles of operation and assembled by the
same manufacturer) as the cleared Ceralas 1470nm family for Biolitec, Inc..-
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Performance Data
The device complies with the following voluntary consensus standards: 21 C.F.R.
§§ 1040.10 & 1040.11; ANSI/AAMI ESI; JEC 601-1; IEC 601-2-22; EN 60825-1, and
ANSIIAAMI/ISO 10993-7.

Substantial Equivalence
The Biolitec Medical Devices Inc Ceralas 1470nm family is as safe and effective as
the Biolitec Inc. Ceralas 1470nm family as the products are identical in all aspects
except labeling realating to the manufacturer! distributor.
The Ceralas 1470nm family has the same intended uses, indications, technological
characteristics, and principles of operation as its predicate devices. Thus, the
Ceralas 1470nm family is substantially equivalent to its predicate devices.

GBDA/ BioMD147-080311-02 Page 43



DEPARTMENT OF HEALTH & HUMAN SERVICES itilmiic I 1cnil Sci vice

I)(circit toiol Rjoom -\W066-60619

Biolitec Medical Devices, Ic.
$/o Genarlia v 13DA CCN'lt HaIlry H-Iayeset r O

1349 M\,ain Road
Glanville \Ic. IssaC huIstts 01I034

Re: K 112 53
Trlade/Device Name: Gem I as I 4 70nrini)ode falser farmily
Reguflation Number 21 CFI( 878.4810
Retzulation Name: Laser suriical inlstrumenl~t or tise in general and plastic surgery' and

n dermlatology
ReEL1rlatory Class: 11
ProdcLIt Code: CLX
Dated: AuguLst 3, 2011
Received: ALIguIst 5. 2011

Dear- Nvir. H-Iayes:

We0 have reviewed N'our1 Section 5 10(k) prem arket notification of intent to market the device
rce eenced above and have determ ined the de vice is substantially eqluiva1lt (for the inldicationIs
for1 Use stated inl the eclCosure-) to legally marketed predicate devices marketed in interstate
commerce prior to Mlay 28, 1 976, the enactment date of the MeIdical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that (10 not require approval of a premarket approval application (PMNA).
YOtr may,. therefore, market the device, subject to the general controls prov'isioiis of the Act. The
general controls prov'isioris of the Act incILude requirements for annual reg istrationi. Iisti rig of'
devices, good IialU faCtu-inrg pr1actice, label inrg, and proibitions against misbrand inrg arid
adulIte rationi. 1' lease note: CDKH1- does not evaluate inftormat ion relIated to contdract li ab ili ty
warranties. We r'eri rd yoLr, h1owever, that device label inrg riutst be truthfl arid riot miis lead inrg.

IF y our device is classiflied (see above) i nto either class I I (Special Controls) or class Ill (PMNA). it
riay be su~bjct to additional controls. LXi stinrg rnaj~l or rglatins aftectinru \'our device canl be
fou-nd in the Code of' Federal RegUlations. Title 2 1, Parts 800 to 898. fri addition, FDA ay
puiblish further announcements concerring your device in thne Federal Register.

P lease be advised that FDA's i ssarce ofU asubstantial CCI tlivalence deterrmiination does riot mnir
that FDA has miade a deterriination that your device comipl ies with other requI-irienits of the Act
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or any Federal stat utesandi regulIat ions acimi n isered by other Federal agenc ies. Y'ou must
comply with all the Act's reqliens. inelulinLA but not limited to: registrattion and listing (21
CFR Part 807); labeling (2 1 CFR Part 801); medical device reporting (reporting oF medical
de vice-relIated ad verse eve us) (2 1 CF 1803); good manuLictu rng lractice reclui rements as set
for th inl the Clualit>' systems (QS) regulation (21 CER Bait 820); and iF appliable, the electroic
produ ct radiation control provisions (Sections 53 1-342 oF the Act); 21I C FR 1 000- 1 050,

I f you desire speciflie advice For your device On Our labeling regulation (21I CFR Part 801 ), please
go to littfi.//www%' .fcda.,-,oy/A botit FD)A/CenitersC nices/CD I-/IDI-I iics/u[c m 115809.111tin For
the Center for Devices and Radiological 1lealth's (CDRI-I's) Office of Comnpliance. Also. lea~se
note the regulation entitlI al "'Misbranding by, i-cferenc e to renmrket notilication" (2 1 CER Part
80797. F'or questions regarding the repor-ing oF adverse events Under the M IDR regulation (21
CFR Part 803)1 please go to

hap://ww.&luovM clicalDcv ce/S et/ReoraP ob m/d f Lit. imfor the CID RI-Is 0ffice
of Survedilance and Biometrics/Di vision of Postmarket Surveillance.

You may obtain other general information onl your i-spiiiiisunder the A-ct Fromi the
Diviion oF Small N'anukieturers. International and (Consumer Assistance at its toll-FiC umber
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yours. A

M/ark N. Mekeso

Division oF Surgical, Orthopedic
and Restoratve Devices

Office of Device Evaluiation
Center- [or Devices and

Radiological HeIalth

ENclosuic



Indications for Use Statement

5 10(k) Number (if known):-

Device Name: Ceralas 1470nm Diode Laser Family

Indications for Use: The Ceralas Fiber-Coupled 14'lmn Diode Laser
family (and their delivery accessories used to
deliver optical energy) are indicated for use in
general surgical applications for incision, excision,
ablation, cutting, vaporization, hemostasis, and
coagulation of soft tissue contact or non-contact,
open or closed endoscopic applications where
incision, tissue dissection,, excision of external
tumors and lesions, complete or partial resection of
internal organs, tumors and lesions, tissue
vaporization, hemostasis and/or coagulation may be
indicated.
Endovenous Occlusion of the Saphenous Veins in
Patients with Superficial Vein Reflux Associated
with Varicose Veins and Varicosities.
Laser Assisted Lipolysis.

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

Concur enc o;CDRfOfflce of Device Evaluation (ODE)

(Division Sign-'Of)
Division of Surgical, Orthopedic,
and Restorative Devices

5 10(k) Number ' i 1Z53

Prescription Use qP OR Over-The -Counter Use_
(Per 21 C.F.R. 801.109) (Optional Format 1-2-96)
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