AdA Na A AVYALA A AN
- -_—

t
Y THERAPY = | e~
. . 835 CHALLENGER DRIVE. CREEN BAY, WISE1T, » (4140 4691313 « FAX (4149 449

" . Vitamer Labs but other circumstances did no

FOOD AND DRUG ADMINISTRATION

May 5, 1995

JOANNE HOUGH . L.
ROCKVILLE MD 20857 _ .

Dear Ms. Hough:

Enclosed piase find a revised label copy for a new dietary supplement, Remifemin,
which we would like to use on the product that we intend to market in the United States -
beginning on September 1, 1995.

We have been selected by Schaper & Brummer of Germany to represent their obmpany
and Remifemin here in North American. They had previously offered this opportunity to
t permit the two to come to 2 final :

agreement. During their initial relationship a label was submitted to the FDA for review

“ and acknowledgment (see enclosed response). We are resubmitting the label because two
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' We thank you for your understanding and assistance.

minior changes were done to the label. A spelling.errorwas corrected and the name of the

Jerd, Cimicifuga racemosa, was moved to the right side panel. See enclosed$abel.
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Sincerely,
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NUTRITIONAL FORMULAS PROFESSIONALLY DESIGNED TO SUPPOdT SPECIFIC 8ODY FUNCTIONS
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DIRECTIONS: Tuke 2 tabhets tn the moming and 2 tablets tn the
eveening, fot buneficdal effet, tahe Remifemint™ each day for six.to

elght weeks. It s geneeatly advisable to consult your hestth care
professional after & months’ use, '

Renvifemin i preparee fram the rout stack of the her Clntelfuga -
racemosa which grows In feh woodlands, edges of felds and newly
cleared hillstddos in the United States from Matne to Michigan,

Fur womun experdencing midlife changes, Remifemin, taken as
dhirected, provides A Towerdsk anc aasy way to help the body
ackjust to towet estragen levels, Remifemin helps soothe women
axporhuncing midlifu strss, and provides a sense of wadldeing,
This staterent has not been evaluated by the Foud and Oneg

Administeation. This prochuct fs not intended to dagrose, treat,
aure ot provent any disease,

Remifemin”

A NATURAL CHOICE
FOR WOMEN
A DIETARY SUPPLEMENT
RRARNER
» 120 Tablets

EACLLTABLET CONTAINS: Clmicthugau thiz, tete, shoe, (€

tacemiosa) enerespondfing to trterpome plyeoshhes cateulay
deoxpacttn (tandard .04 i l;qgw

OTHER INGREDIENTS: lactose, callukuse, potato starch, ¢

steatate, pepperming ofl, This prothset ks manutachared wh
sugat, artifictal color of flavor, and NO prosetvatives.

This procheet I FREE of corn, say, yeast, whesl, graln andheg
KEEP OUT OF THE REACH OF CHILOREN

Manufactueex! In Cemany by Shaper ancl Betimenee Cerl
EXCLUSIVELY DISTRIBUTED N NORTH AMERICA BY

ENZYMATIC THERAPY, INC,, GREEN DAY, W1 54311
Procheet of Germany |
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