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DanielL. Bissonnctte
President
came Manufacturing Inc.
857 Payne Avenue
St. Paul, Minnesota55101

Dear Mr. Bissomctte:

cc:~’ I——-. -

Refkr to MIN 97-24

A review of labels for suntanningproducts dktrhutcd by your h has revealedviolationsof
the Food Drug and CosmeticAct [the Act].

ThrCc (3) of your own-labelsmtaming products and her suntanningproducts
manufactured by your firm for private l~el distributorsare covered by this letter. [See listing
below] ● *

product labels list “tyrosine”as an ingrcdkt. The hbchIIgfor these products also
includes terms such as:

“...a fwt acting intensifjfing accelerator containingUnipm 24 (tyrosirm nioflavin
& collagen)...”;

“...a fast acting natural tan intcnsifjing accelerator...”;

“,. speeds up the natural tanning process by working with nature’s own tanning
element, melani~ to give you a richer, deeper tan”;

“...tith Unipemn 24 speeds up the natural tanning process by working with nature’s
own tanning elemen~melanin..,”;
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“.. .a multipurpose tanning accelerator.,.”;

“MelaninAcceleratorPlus”;

“UltimateAcceleratofl;

“AmplifierLotion with Tyrosine”;

“Anplifier Lotion with Unipertan24w~

“Indoor/Outdoo~;

‘...allows you to spend less time in the sm..”; and

“....speedsup the tanning process....”

The TentativeF@ Monograph for Sunxreen Drug Products for Over-the-CounterHuman
Use publishedin the my 12, 1993,~

● states that anyproduct purporting to
“accelerate the tanning process” or “stimulatethe production of melanin”k -g to
affixt the stnxture and finction of the body andiq therefor%a drug withinthe meaningof
Section 201(g) of the Act. We are not aware of any data demonstmtingthat ~osine or its
derivativesare effectivein stimulatingthe productionof melanin. We are also unaware of
any drug with the compositionof these articlesmarketed in the United States on or btiore
December4, 1975, for the uses intendedfor your products, nor are we a- that drugs of
these compositionsare generallyrecognizedas safe and effectivefor these labeleduses.
llws, any product containing~osine.6r its derivativeand claimingto accelmte the tanning
process is an unapproved new drug withinthe meaningof Section 201(p) of the Acg and may
not be legallymarketed in the United States without an approvedNew Drug Application
(Section 505 of the Act). These products are also misbrandedin that the labelingfailsto bear
adequate directionsfor usc for the conditionsthat are offered (Section S02(f)(l)of the Act).

List of product labels discussed above:

Own Label products:

“Island Glow~ Maui Magic~’
“Island Glow~ Native Tan~”
“Island Glowm Bronzing Gelm”
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Private Label products:
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The products listed below are kher misbranded within the meaning of Section 502(a) of the
kt and Title 21 Qde of F~ (CFR) $201.1 as follow

● ✍ lack the name of the
maxufhctu.reror distributor [21 CFRPa 201.l(a)].

. . ● ✃

✎✎✍✚ lack&ali&ln“ ~ phrases for
the-distributor [21 ~ $201.lh(~)]. -

●

and “ ~:are-g the completeaddress”thatinclti-es the “
ZIP code ‘ad/or the state name [21 CFR $201.l(i)],

At the conclusion of our most recent inspection of your drug mdkturkg fhdity located
in St. pa~ Mirmsota you were issued a Notice of InspectionalObsem$ioxq kn FDA-
483, We acknowledge receipt of your responseto the items cited on this form A copy of the
FDA483 is attached to this letter and we requestyour response to this letter includ~an
update of the corrective actionsyou have taken to correct the deviationscited on this form.

l“hcviolations cited in this letter are not nccessdy intendedto constitute an all-inclusive
statement of all the violations that may exist for products marketedby your ti You should
reviewthe conditions of all of your h’s products to ensure that they are in compliance
with the requirementsof the Act. Federal agenciesare advisedof the issuanceof all Warning
Letters about drugs anddevicesso that they maytake this informationinto account when
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considering the award of contracts.

You shouldtake prompt action to comect these violations. Failure to ptomptly con’ectthem ●

may result in regulatory action without fimher notice. These actions inclu@ but am not
limitedto, tie andlor injunctio~

Please no@ this office in writing within 1Sw@ing days of your receipt oftbis letter of the
specificsteps you have taken to cow the noted violations. Ifcorredve action cannot be
completed within 15working days please state the reason for the delayand thu time within
which COKeCtiOIIS @ be impkmentcd . .-

Your reply shouldbe sent to Compliance~ccr LawrenceR Murphy at the addresa
indicatedon the letterhead.

sincerelyyo~

m.i2?&”’
Director
MinneapolisDistxkt

LRIwccl


