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ELEKTA
Jelefax
To: Mr. Wiliam Sfocumb Telefax Number: 362-2653
From: Richard S. Grome Copy: Catherine Gilmore, President
Martin Knotts, Project Manager
Sverker Glans, Vice President -
Quality and Regutatory Affairs
Date: November 22, 1995 Number of Pages
Including Thie: 2
Re: Leksell Gamma Unit Model 23004, Type B
Dear Bill:

Attached please find the acceptance of the FDA of ocur 510(k) submittal to market the Leksell
Gamma Unit Model 23004, Type B in the United States.

| believe this completes our file for the State of Georgia registration. 1 will give you a call on
Monday, November 27th, to discuss.

Best regards,

ELEKTA INSTRUMENTS, INC., 8 EXECUTIVE PARK WEST, ATLANTA, GEORGIA 30329 » [404] 3151225  TELEFAX {404) 3157850



ALl &Ly TN LU L1

{

2
o

OV 22 795 12 0aPM ELEKTA

. é DEPARTMENT OF HEALTH & HUMAN SERVICES ' Public Haslth Servica

p.2/2'4001

9200 Corparate Boulevard
NOV 20 1965 ' Rockvifle MO 20850
Richard 5. Grome Re: KD24849
Klakta Instruments, Ine, Leksell Gampa Unit Model 23004, Type B
8 Exacutive Park West . Datad: August 2, 1995
Atlanta, Georgia 30329 ! Received: August 22, 1995

Regulatory class: Il
21 CFR 892.5750/Procods: 90 IWE

Dear Nx. Grome:

We bave revicwed your Section S10(k) notification of intent 1 market the device refercoced above and we have
determined the dovice i< substantislly equivalent 10 devices marketed in intercite commexce prior fo May 28,
1976, the enactment date of the Medicul Devive Amendments or 10 devices that bave been reclassitied in .
sccordance with the provisions of the Federal Food, Drug and Cosmetic Act (Act), You oy thecefure, msccer
the davice, subject 1o the geoenl vontmls provisions of the A2l. Tht geacral controls provisions of the At
include requirements for aonual registration, listing of devices, good mancfacturing practice, labeling, and
prohibitions mmmm :

If your device is classified (soe shove) into either class [ (Special Conirols) or clase LI (Premarist Approval) it
ny bo sulfject to such additioms] comrols. Existing major regnlations affecting your devics cxa be found in the
code of Fedorl Rogulations, Titls 21, Pang 800 o 895. A suhstntially equivalent deteomination sssumes :
complisnos with the Good MmnGictaring Prcties for Medlcal Devicest General (GMP) mguiation (21 CFR
Part 820) mud that, throogh pesiodic GMP inspections, FDA will varify swh agumprions.  Fafluee o comply
with the OMP regulation may result in regulatory action. [o eddition, the FDA may publish forther
announcencnts conceming your device in the Federal Regicter, Plesse note: this respomme ty your prematket .
muﬁuﬁmsubmhumdnumuﬁmmubhgwmmmthemdxmmmummdhuon
Conteel provisions, ot ather Foderal Laws ar Regulations,

This letter immediately will allow you % begin maxketing’ your device as described in your 51(K) premerkex:
nutificarion, AnFDAﬁ:dh;dmbmﬂqﬂvdmdymdwhw:mdequdﬁme
results in & classification for your dovice and permite your devios to proceed to the matket, but it does got mean
tiat FDA appraves your device. Thatefore, you.may net promote ar in any way topeesent your device ar ity .
laboling a3 being apprnwed by FDA. 1f you desire spotific advice for your devics on our Isbeling regaiation (21
CFR Put 801 and sdditionally 809.10 for in vitm diagoostic devices), promotion, or advettising pldase contact ©
the Office of Complisnce,’ Promotion and Advertising Policy Staff (HFZ-302) at (301) 594-4639. Other general
inforoation on your responsibilitics mmmmyummumﬂﬂudwm
Assistance at its toll. free mumber (300) 638-2041 nra(sunm-ssw. )

Sincorcly yours,

{ ‘ -
[ '\«W ( ¢ . {-‘{r' L\
Lillian Yin, FhD.
Dircowor, Division of
Abdominal, Ear, Nose, and t,
and Radiclogical Devices
Office of Deviee Evaluation
Center for Devices and



