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Dr. Robert J. Moore N
Branch Chief, Compliance & Enforcement Branch L e T e e
Office of Nutrition Products, Labeling & Dietary Supplements e
FOOD & DRUG ADMISTRATIDN (HFS-800) !

5100 Paint Brush Parkway
College Park, Maryland 20740

Ref: Niteworks® Dietary Supplement (N579-05) S
Dear Dr. Moore: ’

Pursuant to 21CFR§101.93, piease be advised Herbalife mtematmnai of America, Inc. has revised
Niteworks® dietary supplement labehng to modify structure/function claims:

Niteworks® Herbalife teamed with Nobel Laureate in Medicine, Dr. Lou Ignarro, to
develop this refreshing lemon: ‘powder mix that helps you create more life supporting
nitric oxide during the mght when nitric oxide levels are naturally lowest.”

Research indicates that L-Argmme and L-Citrulline help produce nitric oxide, which
can protect your cardiovascular health and helps circulatory vessel elasticity.*

Niteworks® also contams Folic Acid to protect: the vascular System and Lemon Baim
to soothe and relax you.*

So drink to your heart’s health each night, and wake up feelir&g rejuvenated.”

Dietary Supplement Niteworks® Produces Nitric Oxide to Support Energy,
Vascular and Circulatory Heaith*

Niteworks® dietary supplement is labeled ‘and promoted with statements provided for in Section
403 (r) (6) of the Federal Food, Drug and Cosmetic Act.

The product label prominently bears the required ruied DSHEA .disclaimer statement: “These
statements have not been evaluated by the Food and Drug Administration. This product is not
intended to diagnose, treat, cure or prevent any d:sease .

Please be advised. that we have substanhatlon on file that these ciaxms are truthful and not

misleading. \)(7
If you have any questions, please do not hes;tate o ask. S /] O
Sincerely, | {,\\ (V\(
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Taking Nutrition to Heart™

Produces Nifric Oxide to Support Energy,
Vascular cmd Circulatory | Health*

NETWT 10. 6 oz (300 g)

* These.statements have 1ok tioen evaluated Ly the Food and Drug Abwinistration. |

275" x 10"

" Niteworks* . Herbalife teamed ‘'with Nobel

Laureate in Medicine, Dr. Lou ignaro, to
develop this refreshing lemon powder mix that
helps you create more tife supporting nitric
oxide during the night, when nitric oxide
levels are naturally lowest.” Reseatch
inflicates that L-Aiginine and L-Citrulling
help produce nitric oxide, which can protect
your cardiovascular heaith and helps blood
vessel elasticity.* Rich in antioxidants natural
vitamin E and vitamin C, According to the
FDA, "Consumption of antioxidant vitamins
may reduce the risk of certain Kinds of
cancer.”™™* Niteworks® also contains Folic Acid
to protect the vascular system and Lemon
Balm to soothe and relax you.* So.drink to
your heait's health each night, and wake up
fesling rejuvenated.”

**Some scientific evidence seggests that consumpton of

" | DIRECTIONS: Two seoops (fwa teaspaens or about 0

grams) ‘it § oz, of cold wates. May also be mixed with ~
sparkling water or juice. Brink at night or hefore
pedtime.

ANSTRUCCIONES: Bos cucharas medidoras {dos
t cusharaditas ¢ aprodmadaments 10 geatmas) an 8

onzas te agua fria. También puede ser mezciado con
agua carbonatada 0 jugo. Tomar en ia noche o antes
de dormir..

We offer a 30-day money-back guarantes to assure your
complete satistaetion. This exclusively formulated product is
anly avaitable through Herbalife independent Distributors
NOTCE: This product contams 200 1 Vitauin €. Hot recommended
for i 4t mes. Do nef exceed
recommenged serying suze it you bave a bleeding Misarder, use
wioad ihinbing megications o are contemplefing surgery.
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Thiis product Is not Istended to tiagnoss, treat, cure or pravent any diseass.
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antiosidant vitamlng may reduce the s of cartain forms of recomenaaaa st udfod tete atguna enfecmedad sanguines, 8514 | Modified Food Starch, Suctalose, Mattodextri, ; S 5
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Taking Nutrition o Heart™

Produces Nitric Oxide to Suppc{«rt}i’:ﬁergy, ‘
Vascolar and Circulatory Health* :

NETWT 5.3 oz. (3509\

Doetory Supplement

s mmm 8 nm‘imegndqmy tiagnose, treat, cure o

Nttemd(s’ Herbalife ieamed with Nob¢l Laureate in Medicine, Dr. Lou
fgnare, to develop this' yeftashing femon powder mix that helps you create more
fife supporting nitric oxide e during the aight, when mitric oxide levels are
naturaily fowest.* Ri that L-Arglnlae and L-Citrufline help
preduce nitric oxide, which can protect your cardiovascutar health and helps
blood vessel elasticity.” Rich in antioxidants natural vitamin E amd vitamin €.
 Aocrding to the FOA, *C of ins may teduce the risk
 of certain kinds of cancer.”** Niteworks® alse contains Felic kcwd o protect the -
vascular system and Lemon Baim to soothe and refax you.* So drink to your
heart's health gach night, and wake up feeling rejuvenated.”
**Soime sciealific evidense saggests that coasumption of anfivegant laming mas redute the sk of cartam
forms of cancet Howgver; DA has determngd that fhis evidence is himrled and ot conclusive
DIRECTIONS: Tws scaops (two teaspatns or abuat 1€ grams) in 8 oz. of cold uam May also
be miked with siarkling water or juite. Drink 3t night of before bedtime.
TNSTRUGCIDNES: Dos cucharas medidoras (dus cusharaditas o aproximadamente 16 gramos)
&1t § on2as de agua frfa, Tambidn puede ser uezc!aﬂa ton agha carbonatada o jugo. Tomar
entanacke o antes de derwir.
¥z offer 3 Sa-wm a0k guaranies to assyre yous complete satistactan This exclusively - -
formulated prodeat i sn)) availabie theaugh Herbalile Indspendent msmm:
MDTICE: Thus peoduct zantains 200 @ ¥itamen £. H g
women, Do ot exceed recasmended sewmg sne i w9 Have 3 blegdng msomer.
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enfemem sa uinga, E?&uimm ' me&wamem ankicasgulante o»zsﬁ laneande alghas giwgla.
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