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دانشگاه علوم پزشکی تبریز
معاونت غذا و دارو

بررسی کیفیت مکمل های غذایی
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History of Dietary Supplements
• 1990 Nutritional Labeling and Education Act

– Permitted use of therapeutic claims made about 
vits/mins

• 1994 President Clinton signed Dietary 
Supplement, Health and Education Act
(DSHEA) into law

• Defined D/S as “separate regulatory category 
of food”



DSHEA

• Created Office of Dietary Supplements
within National Institute of Health  (NIH)

• Permits statements of nutritional support 
including structure and function claims

• After passage of DSHEA, sales increased to 
13 billion per year.
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What is a Dietary Supplement?
• Definition:  (Sec 3.)

– A product (other than tobacco) intended to 
supplement the diet that bears or contains one 
or more of the following dietary ingredients
• Vitamins

• Minerals

• Herbs or other botanicals

• Amino acids

• Concentrate, metabolite, constituent, extract or 
combination of above listed ingredients
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Dietary Supplements

• Traditionally defined as products made of 
one or more essential nutrients such as 
vitamins, minerals, and proteins, but…

• DSHEA broadened definition to include 
almost any product intended for ingestion 
as a supplement to the diet

• Must be identified on label as a D/S
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Dietary Supplements

• Distinguished from Drugs:

– Drug = article intended to diagnose, cure, 
mitigate, treat, or prevent disease

– Both intended to affect structure and function
of body

– Drug must undergo FDA approval after clinical 
studies to determine effectiveness and safety

– D/S = no pre-market testing
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Dietary Supplements

• Distinguished from Foods:

– Foods not intended to affect structure and 
function

– D/S intended only to supplement diet 

• Not represented for use as conventional 
food

• Not intended as sole item of a meal or the 
diet”
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Dietary Supplements

• No premarket approval

• Manufacturer responsible for safety 
evaluation

• If D/S contains a new ingredient:

– Manufacturer must submit information that 
ingredient “can reasonably be expected to be 
safe” within 75 days of marketing

– Safe = no significant risk of illness
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Labeling of Dietary Supplements
• DSHEA authorized to provide accurate 

information to consumers

• Label must include:
– Name of each ingredient

– Quantity of each ingredient

– Total weight of all ingredient if a blend

– Identity of part of plant derived from

– Term “Dietary Supplement”

• Must contain nutritional labeling information also

– Calories, fat, sodium
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Dietary Supplement Claims

• Types of claims
– Health claims

– Nutrient content claims

– Structure/function (S/F) claims

• Manufacturers must ensure validity of 
product claims, but requirements for each 
type vary
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INCREASING DEMAND FOR DIETARY SUPPLEMENTS WORLD-
WIDE: SOME REASONS

1. Greater access to complementary and  alternative medicine

2. Disenchantment with conventional health care including its increasing cost

3. Epidemiological shift from infectious to non-communicable chronic diseases

4. Demographic shift to increasing proportions of older population

5. Effective distribution and sale channels for dietary supplements
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Quality aspects of Nutraceuticals

• Purity

• Impurities

• Contaminants

• Efficacy

• Hidden ingredients

• residues
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DS and the Law: Purity

• Supplements (25%) are contaminated with heavy 
metals, steroids and/or medications

• FDA imposed new regulations in June 2007 that DS 
must be:

– Produced in a quality manner

– Free of contaminants or impurities

– Accurately labeled

• Manufacturers will be required to test all ingredients to 
ensure quality
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زااستفادهباافدرینومتامفتامینآمفتامین،مقدارتعیینوشناسایی
هایمکملدرجرمی-جرمیاسپکترومتریبهشدهکوپلمایعکروماتوگرافی

داروییبازارازشدهآوریجمعورزشی
(تبریزدارووغذامعاونت)

•Ʉɇʹɟʻɓʹɇʹϒʱ҉ɂʨʬϒʫ҈ɄʶὂỲḴɲɰ̋ ᶗʻʬʎʫ ɰɬɷҌɱɓɄʫὂỰҍȿɓ̋ɱ̋Ʉ҉ґɊɱ̽ʹɇ
 ɰɂɲɄɇʹʁɱʍґʫɭʯʻɹʵɬɄʫȳ ҈ɲɄɵʹʯʻʬʯʨʬϒʫʹɇ ɰ̒ʊɦʫɻʶɄϑ ɱəɂ┘

ɷҌɱɓɄʫ ɰɄҍɶɈ ɳȼɄɥɗҍʬʶɂɗɵɂ.

•ɆɮɄɟὂỲḳҎʅɄʱʒʫ҈ɂɱɇɞɂɱɪɕɵɂɄẛṥҍʤɄʯȳ ṕḘʱɵʵɭɹ ̋ɭʱ҉ȳɱʕɪɕɵɂɞɂɱ ɰɬ

 ṔḘʬϐɲɂ15ʹʚҍʙɬʪɄɡʯɂґʫɬʻɹ.
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پارامترهای تجزیه ای روش معتبرسازی شده 
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ϤтЮϝжϐ аϝжϤЂͮІͼвϼϮ ͼА϶ иϸмϸϲв)(ppbЈт϶ІϦ ϸϲ

)(ppb

10.6-135.8100>90.85آمفتامین

10.5-149.9200>90.85متامفتامین

107-165.950>148افدرین
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100ҒỊҍʫʪɱ϶ ɲɂʹʯʻʬʯɆɄҍɵȳɭɹ┘ɻ
ɰɬ5ҒỊҍʫ ṔḘҍʤ ʢ̒ʯɄɕʫʨɥґʫ ̒ ɹɬ.┘

ɆɮɄɟὂỲḳҎʅɄʱʒʫʹɇ ʢ̒ʦɦʫʹʯʻʬʯ┘
ɬɻ̋ɳʕɂʵɭɹ ̋ɭʎɈɲɂ5ʹʚҍʙɬɄɇ
ʵɬɄʖɕɵɂ ɲɂʳʶȳɄɉɰʏʬɟ҈ɰ̋ȳґʫ

ɬʻɹ.

ɗҍʤɄʯȳɄʶɰɬ0.5
ҒỊҍʫ ṔḘҍʤ ʮ̒ɕɵɂ┘
Ɇɯɟɂʺʵɭɹ ̋ɬɰɂ̋
ʵɄϹɕɵɬ┘

Ғ┤ɂɱ϶̒ɓɄʫ̋ɱϐҊɄʫʏɄɇ┘
 ɲɄɵɰɄϓɹȳґʫɱɟґʫ
ɭʯɬɱ϶.



иϼϝвІЬͮІͼͮтϾтТ

йжмвж

 дтвϝϦУвϐ ϼϜϸЧв)(ppb дтвϝϦУвϝϦв ϼϜϸЧв)(ppb дтϼϸТϜ ϼϜϸЧв)(ppb

NDNDNDپودر1

NDNDNDپودر2

NDNDNDپودر3

NDNDNDکپسول4

NDNDNDپودر5

NDNDNDکپسول6

NDNDNDپودر7

NDNDNDپودر8

NDNDNDپودر9

NDNDNDکپسول10

NDNDNDپودر11

NDNDNDپودر12

327002168کپسول13

NDNDNDپودر14

NDNDNDپودر15

NDNDNDپودر16

Ephedrine 
free label !



Choosing Supplements

• Supplements should be clearly labeled with 
“Seals of Approval”

• If supplements do not have approval 
seals,do not use them!

32



33



Summary

• Not food, not drug, broadly definition 
under DSHEA  (1994)

• Regulated by FDA/CFSAN since DSHEA

• No premarket approval even if contains 
new ingredient

• Must be labeled as “Dietary Supplements”

• Nutraceuticals not regulated by FDA
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ɴɄ̏ɵ┘Ʉɇ


