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CHut No. GIV-ULUL

ion lio. BlaUlub
John HMarkhas

Chameleoa Productivau
3U) kEast Concord Screct
Orlasdo, Florida 32503

CCuas

Dear Mr. Harkhanas

In accordaunce with 2§ €9k 1010.4(e)(1l) notice 1s given that the peritton of
Chaneleon Productions dated December 3, 1¥87, for a varisace frow 21 CFR

1040.11(c) of the perrorwuance standard for laser products is approved.

show producta described o paragraph D below.

This variauce will aliow the intreduction ianto coascrce of the laser liguc
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In accordance with 21 CFR 161U.4(c)(1), this variance shall bacowe
effective on the datz of thiw letter.
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This variance shall be terminated two (2) yeurs frow the date of this
lecter.
Le  Froduct for Wiich Viriance is Cranted

Thiy variance is granted tor the Chameleon Productions laser 1i

Incorporated.

it
showsa, duch as "Out of the Barkness,” incorporating the Model TLzZ4y
lasexr projectioun systen waunufactured by Preciclon Projection Systewms,

The laser light shows way be prescated 1n any Cype of
location for auy contract duration,

The laser effects to ba used arce

front or rear screen projectioas, iolographic displays, umdcipic

reilection/dicfraccicn ceffcets, reflections frou otutioaqry sisrors,
stutionary or scuuning irradiation of rotating wirror baile, fiber
optic projecticns, snd cuhanced scattering efficets.

Ee

Provislon froe Wlich Variance 1s Granted

This varlsuce is jJranted frow 21 CFR 1640.11(c) of the performaace
standard ror laser products requiriog that eacih demoastracioo laser
CK product shall couply with all of the applicable requirewments of
21 CFR 1060,10 for u Class I, IIa, 1L, or Class IXla laser product and
shall not poruit huwseu access to luser radiation ip excess of the
sccesnlible cmission limies of Class £ and, 1f appliicable, Cless I1la,
\Q\ Class 11, or viass Lila.
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FOR Conditivws under wilch Vdariaence is Grauted

Iu licu of the requifeucals Ceferred to in foew € sbove, the
conditiony az apeciiled balow iu Varfance Attactweat 4 aad, i
locluded, Variance asttachacut B shall apply to the products aad
devices haaufaciulea uwader this variance and to the siadvs asscembled
and proauvced uander this variance.

C. Basis for Approval of Varisoce

In accordance with 21 Crit 1010.4(a){2), -1t hes beea detersined that
tne product is required to perforu a nacessary runction or is intended
for a special purpuse which caunot be periorwad or acconplisthed wicn
equipment uceting the requiremcats referred to in Itcw E. Suitable
weans of radiatiou safety and protection will be provided by
coustraints on the physical and optical desiyn, and by warniugs in the
ugser/purchoser inforzaticu.

1. Cervification Label

The certificacion lavel required by 21 CFil 101V.Z2 snall be aodifled ia
accordance witn 21 CFX 1010.4(d) to state: ©his product is ia
conforwicy witu perfcruance stanuards Yor laser osroducts under 21 CFK
Parc lU4U except with respeet to.those characceristics autnorized by
Varlance xuubor 57vV=-0401 effectlve .

Yals varlance activn iz available for public disclosure in the FLA Bockets
tlenuyement Branci: and 3 aotice of availsbility will be published i the
! Federal Kecister. ihe varlaace will remain in affect until the terwiuation
date unless a deteruinatiou is wade that the variance should be amended or
withdrawn to protect the public healtn aund safety.

Sincerely youru, -

Jares Se denson
Deguty Dircctor
Cencter for Lewices
aad Kadioloytesl dcalch

cc: FUA Dockets Manageixond ¥ranci, bocket No. $7v=3401
Attachucat A
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Les
OKL-DG (iFs-4250)
RERAR~IV (HFH-49)
Frazier (iUFi-4z)
dbiid=1 (2 copies)

Urz=3

fricdoan (HFL-54)
filler

FDA/pig (dFA-30S)
Suith
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Yiids variduce 15 gl trawstferrable to sy oluer ¥{ri. or gefuova and
applles only to the upcedric products identifiod in cije vaciance.

Akl laper products, systews, shows, and projectors stiall e carctitied
to cowply with 21 Crd 1040.10 and the conditioans of tals variance and
be reporfed as reguired by 21 CFk 1002.10 and 1062.12 usinyg the
reporting suides provided ror such purpose. These actions shall be
accouplislicd prior to aay introduction 1ate commerce.

Kffects aot spzciiicully iadicated im the variance applicatioa shall
not bLe perforued. Any udditional efrfects require tlhe submlssion of aun
auendacat request (using Forw 3147 or ian accordavce with

20 CFR 10l0.4) aad tiwe filing of progucet reports or suppleseuats as
applicable.

Scunning, prujectiosn, or reflection of luser and collateral radiation
(light show radistion) inte audieuace or other accessible uacoatroulled
arcas ghail nol bé penaitted excepk for diffuse reflections produced
Ly the atwospgire, added atwospberic scatteriny wcdia, and targec
Screchs.

Access Lo radiabiun levels in excess of the liwits of Class I by aay
person other tuwe operators, périormers, or cuployees shall sot be
peruwicted ot any point less than 3.0 waters avove way surface uvpou
which sucii persons are percitted to stund or Z.5 wieters below or in
lateral separation froz any place where such persoas are perwirted to
be. Opurators, peciorners, and employees shall oot bs required or
allowed to view radistiou avove the liwics of Class { or be cuposed to
raclation dbove the Limits of Class 1I1.

Any product which relics oa scanning tu weel access, exposure, or
proauct claws iimits shall incorporate a scacning safejuard systeu
widen directly seeecs scanper wotion and whilch will react fast enougn
to preclude cxeceding the spplicable liudt.

All leser ligad shoss shall be under the direct &nd perscuaad coatrol
of & traiucd, coupetaeut operator(s). The operacor{s) shall:

(a) itwcdiabely cerwinate Clie ewisslon of light show radiacion in
the eveat of any wvasatfe condition;
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(B) be localued wiafe ali tesiia patis can be directly
obscrved ot odld cliecu; anid

(¢) ve un caployze of the variasce holder o shall be
cesponcltic for The trdining aud conaust oF the OperatiT,.

e maninen loser projector output poder shall aot vueced the level
requived to obituli the intended effects.

The projection systes (l.e., che projector and all otner cumponents
usad to produce the lizhting effects) shall be securely mounted or
twagbilived to prevent uniuntended wovewent or misaligouent. deal
lizuiters to proveat overfilling of screcns, beaw stops, targets, elc.
shall bLe fucorporated as an inbereot pdart of the syscew desiga. Such
devices aay be adjustulle if the sysrea's inteaded use eovironneat
requires such capability.

Ia addicioa to fhie requirewenrs or 21 Cri 1UQd.lu(u) the wanulfacturer
of laser prujectors/systess shall provide to y“rtlcu who purchace,
lessa, or vorcew the equipmeat, edegquate user's ifustructicus for care
instaliaticon aud operation. Taose Ingtrectioas 2nhell also explaila the
responsluilicy ui tue recipient as aa Lidepeudent light show
RanuLacturelr to susi:lt the rzaulred Cegolis and agply for aud obtsian a
viarlfgoce frow QY prior to the introducitlon iute cosserce of aay
lascer light alwwd.

The requarewents of i Cri 1002,30(a) (1) and (Z2) snall be accomplisiwed
througn tiw usc of written procedures for satup, allguunt, teusting,
and perforuicnce of eaclh shiode These procudures shall be In sufilcient
detall tu cusure compliauce with 21 C¥Fil 1C4V.1U, the cunditions of
this variance, and Tile cuntrol of access to cadiution areas usiny the
procedures doacrived 1o the AHNSL 2136.1 3tandard ror Toe 3afe Use of
Lasers (Aacricun katlonadl Stendards Iestituie, 143U droaavay,

Hew York, =¥ itiid) or any vener eguivaisnt user consensus stindurd
and, wiere appiicanle, state or locsl requireiwents.

Lager radiaclon Lfeas wuice cal coatala radialieu levels atove Class L
or 1{ as applicavic, snall be cleacly téentiiiea ty tie gosting of
warning signs andf/or resteleting access turougn physicel wcaus (such
a5 prossare sultctns, puotocells, carriers, tuards, clCel)e Thess
tequirenenis apply 0 temporary ateds (such a8 during set—up and
alijunent procedurcs) zad to final or perauneal aveus.
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ATTACHTI e B, Pone o Crel? ¢ 7é=uaidl

Tre vartanee fwloer siall rerala che rocovds 0 Cheuss praocesules ond
the results of &ll teésis aw Teguired by 21 iy LoUz.31. A copy of the
variauce apglicatioa, the approval letter, curreat procedures, and
records relaling Lo cachh patlicular show Shail he wiCh the sperator or
other regponsible lawlviduai and »uall be wade avellabie for
fespectiva by ¥4 ant other fespoasible auchorvilicsa.

12, Advance wrktlew nstificacion shull be sade ar carly as possibie co
appropriate Federal, State, and local authorities providiug show
1tinerary wilit wales aod Jocations clearly awd cowpletely idemntifiead,
anG 4 buslc cesciiption ofF proposed effects inciuding a srateacnt of
the Baxicull power GuEput iltended. Such notifications shall be wmade,
cul uol Selaesurily be limited, to:

(a) The Contezr for Uevices and Mudiclogical tieultn (CDRL), O5rice
ol Coupliunce {address beiow) providing the faltilal and closiug
Gates row Jizou fastallstions aud the iTiuerary for wobile shows.
Tu sdditica, wiless all aspects of eacl sLuv have beaen reportecd
and the Accession kucber(s) ciearly redereuced, each sotice shall
include detaiicd deseriprions of cach show aud a listing of all
erfeces o Lo peciocamed In suificient deiwsll to coafiru cocpliiance
WATH Che repulelions and this variancs. 7o be consldered timely,
¢his wricven wsofice WSt bu sublicted JU days prilor Co tha
epening of the subject show or, when the chow tecvwes knowu to

the waturacturer less chaw 30 days prier to the shovw date, the
Teyuired 1aforustion &ast be provaded vedovally iu en Liinediate
phame csll o Cuki und @lso confirmed in the forwal vrittea

nocice thac iuclud«s tie date of che phone uotifica:iou and

(b) iie FedeTal aviaetion adulalstratisa (Paa) for uny wvrojectious
1nle opun dircpace oL auny tiluae (1.c., incluaing get—up, aliyrutent,
rehuarsalv, pertoruunces, etcs)e If tue fib oujects to auy laser
criects, Cuo ovijectious shall Lo resoaves aud any couditions
reguested oy Faa wild be adiicred to. 1F ticse conditions caw cot
pe met, Che oijecticnavle effeces shall e deoloted iroa Tiw

Sl1inie

(¢) Stare and iocel radiation ceacroel cfvicus/aygencivs tor aid
shiows €6 bo pgeriorbed wWithin chelr jurisdictions.  ald
Cequircicats Wi SLale and local lavw sbicli ve setistfied and gy
objectivie raized by locul sathoritics siail be resolved or tue
clicuotn detolaede
tolesy othierwise spociriced by regulation (eete, vuriaunce gyplicetiocns), wlil
correspondeice to pe provided to tie Chiu suall be alavesssd Lo

Lenter for Devicos and tazgiological dealth
utrice of Coupliuuce (uri-312)

037 Leorgia ave.

LD1iver Spring, Mo 20viv

rionc: (331) 447-0248



