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July 21, 2005

Office of Nutritional Products, -

Labeling and Dietary Supplements (HFS-810),
Center for Food Safety and Applied Nutrition
Food and Drug Administration el
5100 Paint Brush Pkwy. Do U
College Park, MD 20740 T SRR

Section 403(r) (6) Notification
Dear Sir or Madam:
In accordance with the requirement of section 403(r) (6) of the Federal Food,
Drug and Cosmetic Act, Leiner Health Products notifies the FDA that it has
begun using the following phrase and statement:
Contributes to Heart Health
Doctors and Scientists recommend consuming 1000 mg to 3000 mg
of Omega-3 Fatty Acids per day for promotmg heart, joint, brain, and
skin health.

On the following products:

Bumble Bee® Fish Oil 1000 mg
Bumble Bee® Fish Oil 1200 mg

Very truly yours,

Leiner Health Products

Ak Wm/

Kristi Ansnes
Regulatory Affairs Associate
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Office of Nutritional Products,

Labeling and Dietary Supplements {HFS-810),
Center for Food Safety and Applied Nutrition
Food and Drug Administration ‘
(Continued)

The following brands also use the above statement:

Albertson’s Nature's Origin®
BI-MART NATURE'S VALLEY™
BIO BALANCE® NATURITE®
COUNCIL LABS® NUTRA CHOICE
Cvs® NUTRI-BLEND
ECKERD® PHARMACIST FORMULA®
equate® SAFEWAY SELECT™
Hannaford® Shaw’s

HealthLine ShopKo®

health PRIDE Spring Valley®

Kash n’ Karry TARGET®
KIRKLAND Signature™ TOP CARE®

Kroger® TRUNATURE®

Longs Wegmans®

MARC'S -

Member's Mark
MEIJER™



Tms product exceeds stmgem standards and
uses ingredients scresned to remove vmpurﬂies
and environmerital contamirants.

1t pragnant, nursing or takingany -
medications, consult your healthcare
professional heforé faking this product.
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DIETARY SUPPLEMENT 200 Sofigels

-Naturaf Figh Oif- 2000 mg
Total Omega-3 Fatty Acids 600 mg
Omega-3 EPA (Eicosapantaenoic Acld) 360 mg
 Driega-3 DHA {Docosahexaenoic Acid) 240 mg

**percent Daily Values {DV) are based on a 2,000
calorie diet.
***Daily Value (DV) not established.
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'FRESHNESS AND-POTENCY GUARANTEED THAOUGMN:




