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Mr, Maxrcus G. Cr“d~e*g
Diractor, Rassarch and st=lo;ment
“ Davia3 Rose Eoyt -
Pharmaceutical Division of
. tha Xendall Company
y 633 Highland Avenuse
© NMeedham, Massachusatis 02134

Dear Mr. Grodberyg:

e gt e et s e Sgm—ten Lo = ——a o rmta—y " m——r

On January 21, 1274, voun wers infoxmed by the
Commission that vour petition for the sxemption of

.

§ "Lurida® and *Thera-Flur® frcm tha’ cni‘d D*Stﬂc:_cn ' )
packa g*ﬁg standards Zor human prescription drugs in

oral dosaga forma {135 CFR ’733,14’a}(70}’ was danied
without prajudice kacauasa thare was inzusfician:

—~

inSormation sukmitted in 3upvort of the requastad *

et e et

exempticn. . .
h ' ’ Subsaquently, on Februarwy. 19, 1374, vou submistad
additional information as requeg?ed by the Commission,

Having consider2d ths supplamental sutmizsion and
other relevant information, tha Commission concludas
R that with respect +o tha vroduack, ”Lu:*ﬁa," T2ascnablsz

b P grounds exist to propose an exsmdrion from th2 sublact
b ol ‘regulation. A Fedsral Ragistar notics proposing

. the examption and staying. the effective daza of th

; regulation as to the procduct, "Luride,” wiil therafora

; : be published in tha near future.
i .

|

In ravi=wing vour supolamental submissicn, the
Commission has concluded that the product, "Thara-

Flur Ge21-Drops,™ is not in a .dosage form foxr oral
administration and therefore is not subject to

8 1700.14(2) {10). This conclrsion is conzidtant with
. prloz:p“f}g‘"ﬂ_?g.nacions that preparations intended for
Al3iys (
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topical application to the teath, gmms3, or olsswharae
within tha mounth ara rot dosaga Forms For oral

adminiqt:ation;
Sincerely,
ORIGINAL SIGNED BY
SADYE DUNN _— T
Sady= 7. Dunn
Secrerary
‘ce:
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TEL. (315) 424-7400

Aceas

TELEX NO. S37211 OR CABLE-
DIETZ" SYRACUSENEWYQORK

=- E. DEE“"“" o

225 WILKINSON STREET
BOX 1214
SYRACUSE, N. Y. 13201 U.S A,

June 24, 1974

SINCE 1840

Secretary

Product Safety Commiscion
1750 X Street N.W.
Wachington, D.C. 20207

Dezar Sir:

We hzve been fcllowing with interest the puklicaticn in the
Federal Recister of informaticn pertinent tc the censumer
safety act of the Product Safety Ccmmissicn and have also

been reading infcrmation along this line as put fcrth by other
media, such as trade magazines and news publicaticns.

[

Frankly, we are a little confused as to what steps, if any, we
should be taking as manufacturerz and distributcrs of a line of
automotive safety lighting and accessories, and a companion line
cf hazard warning safety lights and equipment.

We are enclosing herewith recent catalogs which will give you
some idea cf the scope and diversity of the line, or lines, thet
we manufacture and distribute. We would very much appreciate
advice from ycur office as to what steps if any we should be taki g
to be sure that we are complying with the Product Safety Commission'
directives. Any information you can give us in this matter will be
greatly appreciated.
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G. L Petrie

Vace President - Corporate Planning
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AUTOMOGTIVE LIGHTING AND SAFETY EQUIPMENT f HAZARD LIGHTING EQUIPMENT



