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DEPARTHMENT OF HEALYH AND HUMAN SERVICES Public Health Sexvice

Food and Drug m::::dm:mn

Bvaluaticn
) Docusant: Mall Canray (HF5=-401)
200 rate Blwd.
Dacember 03, 1998 Rockvillie, Maryland 20059

BLEKTA INSTRUMENT AB 510(k) Numbex: K984328

C/0 PATTERSON CONSULTING GROUP, ING Received: 0I-DBC-1998

18140 SMOKESIGNAL DRIVE Product: LEKSELL GAMMA KNIFE
SaN DIEGC, Ca Y2127 TAGGET SVETEM, MODEL
ATTX: CAROL PATTERSON 24001

Tha Center for Davices and Radlvlogical Health (CORH), Offfce of Davice
Evaluation (ODE), has recaived the Premacker Novificakien you submitted in
sccordance with Section 510(k) of the Federal Foed, Drug, and Cosmetic Act
(4et) for tho sbove referenced product. We have assigaed your submission a
wnigqua 310(k) numbar that 1s cived above. Fleagse refar promineatly €o this
310(k) number in any future correspoudence that rglates to this submission,

Wo will notlfy you vwhen the processing of your premarket notiflication has been
couplotad or if ary addieienal information is required. YOU MAY ROT PLACE
THLS DEVICE INTO COMMEECIAL DISTRIBUTION UNTIL YOU RECELVE A LEITER FROM FDa
ALLOWING YOU TO DO $§Q.

On January 1, 1996, FDA began requiring that all §10(k) submitkers provide on
a separate page aud clearly marked "Indication for Use" the {ndication for use
of thejy device, If you have not included this information on a separate page
in ylur submizaion, plesse complets the atvached and amend your 510(k) as soon
as possihle. Also if you have not included your 510(k) Summary ox 510(k)
Statement, or youx Truthful and Accurate Statement, please do so as soou ug
puagible., Thare may be other pogulationz ox requirementsz affeaving your device
such as Postmarkat Surveillance (Section 522(a)(l) of the Act) and the Davice
Tracking regulation (21 CFR Part 821). Please contact tha Division of Small
Munufacturers Asslstance (DEMA) at the teleophome ox web site balow for more
information, '

Please remembar chat all correspondence concerning ywur submission MUST be
sent to the Document Mall Genter (HFZ-401) at the above letterhead addrass.
Correspondenca sent to any addréss o¢ther than tha Document Mail Cenmter will
nat be considered as part of your officlal premarket motiffcatifon submission.
Becauste of oquipment and parsounsl limitavions, we caonot accapt telefaxed
materlal as part of your officiasl prewarket notification submission, unlses
specifically requested of you by an IDA official. Any telefased material
must be followed by a hard copy to tha Documont Mail Centsr (HFZ-401).

You should be Lamiliar with the manual sntitled, "Premartket Wotification

510(k) Ragulatery Requizrements Eor Medical Devices' available from DSMA.

If you hiave other procedural ot policy queations, or want information on

how to check on the status of your suhmission (after 90 days fxom the

racelpt dare), please contact DSMA at (301) 443-6597 or 1ts toll-fraa

nenber (800) §38-2041, or at thelr Intarnat nddress htcp://www.fda.pov/cdrh/dsmamain, html
. oL me at (301} 594-1190.

8incaraly youxrs, ' ne
MAMW\-—""

— Premarkpt Notificatlan Staff
Office of Duvice Evaluaction



