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October 30, 1998

Office of Special Nutritional

HFS-450 Center for Food Safety and Applied Nutrition

U.S. Food and Drug Administration

200 c St.sw

Washington DC 20204

Statement of Nutritional Support- FOLATE

Pursuant to 21 CFR Part 101 .93, American

(VITAMIN B-9)

Specialty Health &

Wellness (ASHW) files the following Statement of Nutritional

Support for the Dietary Supplement marketed as:FOLATE (VITAMIN B-

9)

1) Name and Address of Distributor: ASHW 8989 Rio San Diego Dr.

Ste. 250, San Diego CA 92108

2) Text of Nutritional Support Statement being Made:

“Vitamin B-9, also known as folate, or folic acid, helps the body

make DNA and RNA, two molecules which are the basis for cellular

reproduction. It has been demonstrated that consuming 400

micrograms(mcg) of folic acid will help prevent neural tube birth

defects in women of childbearing age. Vitamin B-9 also helps

support healthy blood cell production.”

3) Name of dietary ingredient(s): See Attached Product Label

4) Brand Name: FOLATE (VITAMIN B-9)

5) Substantiation information on file at the company office. The

corporate officer who can certify same is Dr. Doug Metz, Vice

President.

Yours truly,

Dr. Doug Metz

Vice President

97s-0162

8989 Rio SanDiego Dr., Suite250, San Diego, CA 92108@Phone619/297-8100*Fax619/209-6236
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Folate
(Vitamin B-9)

Description:
Vitamin B-9,also known as folate,orfolicacid,helpsthebodymake DNA andRNA, two moleculeswhicharethebasisforcellular

reproduction.Ithasbeendemonstratedthatconsuming400 micrograms(mcg)offolicacidwillhelppreventneuraltubebirthdefects

women ofchildbearingage. VitaminB-9 alsohelpssupporthealthyredbloodcellproduction.
in

Thesestatementshavenotbeenevaluatedby theFood andDrug Administration(FDA).Thisproductk notintendedtodiagnose,treat,
cure or prevent any disease.

Directions For Us& Tak 1 capsule w day.

storage Keeptightly cbsed in acool,dry place.

Caufiin/Waming As with any supplement, herb or medication,
do not use it while pre nant or lactating, or provide it to a child

&‘without consulting a p rc!an. long term mega-doses may
cause fcwmation01folacin crystals in the kidney.

Note This product is regulated by the FDAas a dielary
supplement. If you have any questions atwul how you feel
while faking this supplement, contact Pur physician. If ymu
are taking any medicafrnn, have any disease or illness, consult
your physKlan kfore taking this product. M not stop or change
prescribd medication without the permission or prescription
of ~ur physician.
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iOIATE
(VITAMINB-9)
DIETARY SUPPLEMENT

Supplement Facts
Serving Size 1 Capsule - Servings Per Contaiw lDO

&mount P*ISmint. %OaitjVaiw

Folate (Vitamin B-9) 8Mfmcg 200%

(ltfser l~erfienfk Gelatin, cellulose, calcium hosphale
! ~~hydrous, stearK acid, magnesium stearate an slhcon dmside.

Foiate (Vrtamin B-9) is free of wheat, corn, dairy, sucrose,
starch, salt and yeast.

100 CAPSULES

Premiumproduct%for YourJieialtb&Vellness’”
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