REL
oF
&

RV
3 SERVICEs, l{x;'

P C DEPARTMENT OF HEA .1 ~ Public Health Service

Food and Drug Admmlstranon
RockvMe AAD 20857

.;‘05A2822 00
- 0512821-00

‘Mr. Don.Grise

Laser System Program Manager  ,‘-
Night Vision Equ1pment Company

2751 -N. Mendec1no Dr. T iy
Prescott Valley, Arlzona 86314 T

Dear Mr Grlse’

notlce 1s glv,3 that the petltlon from
; 2005, for a variance from
certain requirements of .10fand 1040 11 1s~hereby granted "This
variance, under the condl _,’d below, will allow the 1ntroductlon lnto
commerce of the products descrl»ed 1n paragraph D S

In accordance: w1th 2% CFR‘lOlG
‘Night Vision Equlpmentzc ‘

A Var;ance Number,,l

2005V 0499
B. Efﬁectlve Date;

. In accordance with 21 CFR 1010, 4(0}

,varianoe shall ~become
effectlve on: the date of thls letter o e

‘C.‘,. Termlnatlon ‘Date

. This var;anoe shal;,befterminéeed'Decembe£f3l;32910;'

) Grantéao‘

D. Prbduct fothhio“

This variance is. g_a,ted..or the 1nfrared Class IIIb Model GCp~ lA ‘and
 Model GCP- 2 p01nter/1llum1nator manufactured by nght VlSlOn Equlpment
Inc. ; . T : )

E; Prov1smons from Whlc gVaxla ‘exisJGraﬁte

ThlS variance lS granted 3from the fo ‘quixéments of 21 “CFR

1040 10 and 1040 11

fI.:;f521 CFR 1040 1l(b)( ) “whiche restrlﬂt -ldSb of allgnment laser
products such as the Models GCP lAf_nd ,CP*Z %o Class IIla,

2. 21 cFR 104010/ f>(3y;whlch eaiires

Sfi?Ib ‘laser systems to
1ncorporate remote{i ;erlOCkaQHne ' ' .

3. 121 CFR 1040.10(f) (4 ,S~C1355¥12Ibflése?“SYStemsetov

Whighfreé
1ncorporate ke L

: 1ndlcatlon be glven
’ approprlafe action to
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‘avoid 'expOSuf"'
emission ' ldim
section raqum
protectlve e {
(1040.10(£ 5)(1v)

Stass I (1040 10(£) (5) (ii)).  Also, this
sible indicators be visible through laser

:_dééigned for ‘the @ppl;oable wgyelength{s),

5. 21 ‘CER 1040, lO(g)(Z)(rll) whlch're { "rnlng logotype labellng
- affixed to Class I1lb laser systems have a white background
‘with black letterlng in posrtlons b2 3-of th;s label.
/J'All other prov1510ns of 21 CFR 1040 lD {411'IEmaih~applicabléﬂto
ithe laser product , . : ,

F. Condltlons under Whlch Va'mance is Grafbed”

'm E above, “the followrng

Thidden of the req‘lrements referred to
b Model GCP 1A and Model

conditions shall apply to the 1nfrared las
GCP-2 products manufactured under thls varlanv

1 The;,sales‘up
restricted to:

Tl _Governmer

' 1nd1v1dual law enforcement ‘peréoﬁhe_; Sale to Department of~'
'Defense agencres lS not autho“ : d¢rtrhls variance. :

'.11.2.~\Contract purchasers actlng for nited States Government
agencies’ for purchase of pro ntrfled in item D above
providing the contraotor your company o with
documentatron oonflrmlng that

oontractor‘acting’as an
eral government agency to
_b_;permltted to make ‘a. direct

ca, fThe procurement 15 made
~ agent for a United Sta
o Ywhichs you would otherw
osalen 5 ; ~

roducts belng procu ed ‘by the oontractor is

b. ‘The number of .
CERe S number ordered, by the \Unlted States"

1.3. Non- g0vernMeﬁt organlzatlons ]
'~operate and provrde secur;ty.{
condltlons that ST

nee of its need for the

a. . The organlzatlon has protlde
téoflon of the crltlcal

products 1n ‘the operatlo
faolllty ' v

n actlve program of tralnlng_

b.  The organlzatlon marnt'
use of the weapons and laser

its: employees in- the s_
systems to be used g

‘Vn malntalno a property log 1nd1oat1ng the
(_y hav1ng control of these dev1ces '

2. The user lnformatlo
shall 1nclude 1
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ATy

'fbelng usj ina tralnlng program

2.2 A statement that sale of thls preduct‘ is restricted to
,Federal, State,~ ge law enforcement

. AL : ;ua dlrect purchase order
and shall net ‘be. sold t dual personnel of these

agenCLes Or organlzatlons Fw

1nv151ble beam emltted by these"dev1ces be v1ewed by the
'._user threugh nlght v1310n equlpment :

3.
4.
,,the tralnlng mode
e}5;'1 Advertlslng and sales llterature us’d , _
- will include a Wst'tement that t] fo these ‘devices - is
restricted- tov; : state ~government and law
/_enforcement agenc ~facility ~ operator
‘ organlzatlon ,“ﬁ Fer ”‘;ja dlrect purchase
order. e R
6 Alternate labellng w1ll 1nclude 'black background with  white

;letterlng ins pos;tlons 1 2} and 3 of the warnlng logotype label

that an audlble, or Vlslble emlss10n
indicator = and .t d. requirements could _seriously
compromlse the safe! AW forcement offlcers and securlty personnel
in the performance Of thelx dutles T S

Z@S

This varlance\

G. c'Baszs for Approval of Varlance

}lth has determlned in
5CP-1A and  GCP=2 devices
. safety or protection
31gm meeting all the ,
ecified requlrements are
ended use ,

The Center for Dev1ces and Radlolog
: accordance with 21 CFR 1010 4(a), he
‘utilize alternate ‘means  far: prov1d1ng
i equal to that prov1ded by products of s

: ernment law enforcement
‘agenc1es or crltlcal faclllty operator se"‘ / personnel only “in the
routine executlon of thelr dutles,v ]jf:fgcf 5 condltlons that could
serlously compromi 2 uld '";p031tlon be revealed by a
sound or -a- llght or functlon of the product be lmpalred by delay of
emission of the tar n }beam orvahen preparlng ~the product S for
operation. . | R : o
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;H.  ~Cert1f1catlon Labal

’nfbrms to 21 CFR 1040,
_}_OOSV 0499 effectlve

This varlance actlon is sclo&ure in.  the Dockets
Management Branch,;Food ar \ variance will remaln in
effect until the termination ate unless a ermination is made that the
variance should be amended wa.thdrawn, & visions of the standard‘
‘from which the varlance 1s'g anted are amend he termlnatlon date.

Edupatioﬁ;f

cc: FDA Dockets Méﬁégemén£ﬁ85§héh;éDécket;N@;
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.Varlance Attachment A :
Varlance ‘No 2005V-O49_ o
“NIGV (nght V:leon Eq prer

"s authorlzeo to purchase
D-of thls variance.,

»The foliowmng non- governmental k,‘securlty org’
the infrared laser almlng dev:Lce descrlbed

None are 1dentlf1ed



