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To whom it may concern, = S : S L

Pursuant to 21 CFR 101.93 (a) (2),. Traditional Medicinals, Inc., 4515 Ress Read,u e
Sebastopol, California 95472 hereby notifies the FDA that itis making the fallomng"
statements covered by the referenced regulatton for its; - \

Echmacea Elder Herbal Syrup Herbai Dietary Supplement, centammg 1 8 g of an
agueous extract of European elder fruit (Sambucus nigra L.) ‘and 6 g of an aqueous
extract (1:5) of a proprietary mixture (m order of predeminance) of organic er:hmacea
purpurea ﬂowenng tops (Echmacea purpurea (L.) MOENCH), orgamc European elder

mrllefolrum L. ), orgamc pep;)emmmt leaf (Mentha x: pzpenta L ), Eumﬁean elder fruat
concentrate (Sambucus nigra L.), and dry extract (6:1) of echmacea purpurea root
(Echinacea purpurea (L.) MOENCH) “Supports the lmmurxe System.”‘

Other ingredients: Kosher vegetabie glycerin, organic honey, punfxed water

Directions: Shake well before use. For adults and chﬂdren 4. years and older 1
tablespoon, 5-6. times daily or as dxrec;ted by your healthcare- prowder Chlldren under} ‘
4 years of age: consult a doctor. o
Cautions: Consult a health care prowder pnor to use if you have rheumatmd arthrms,;
an auto-immune disorder or-a pmgresswe systemic disease such: tuberculos:s, leucosis,
collagenosis, multiple sclerosis, AIDS or HIV infections. Consult a heatth care: provxder‘
prior to use if you are taking immunosuppressants, or if symptoms: persist.
Contraindications: Do not use-if you are pregnant or breastfeeding. Do not: use if yeu
have an allergy to Asteraceae/ Compasatae (davsy family). piants ‘
Other Information: Refrigerate after. r)pemng Do not use if tamper-ewdent seal is
broken or missing. )

The undersigned certifies that the 1‘nformét1on contained in this notice is compléte and
accurate and that Traditional Medicinals, Inc. has substantiatlon that the statement is
truthful and not misteading.

Yours truly,

Traditional Medicinals, Inc.
4515 Ross Road
Sebastopol, California 95472

Drake Sadler, CEO | —— / LET /ééﬁd
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