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ATCCode classification

A11 VITAMINS

A12 MINERAL SUPPLEMENTS

B02 ANTIHEMORRHAGICS /B02B :VITAMIN K AND OTHER HEMOSTATICS
BO3 ANTIANEMIC PREPARATIONS/ BO3A: IRON PREPARATIONS

BO3B: VITAMIN B12 AND FOLIC ACID

C10 LIPID MODIFYING AGENTS/ C10AX:Other lipid modifying agents: omega-3-triglycerides incl. other esters and acids

D02 EMOLLIENTS AND PROTECTIVES/ DO2A: EMOLLIENTS AND PROTECTIVES: Silicone products/Zinc products/...

D02B: PROTECTIVES AGAINST UV-RADIATION/DO2BB: Protectives against UV-radiation for systemic use:betacarotene / afamelanotide/...

D11 OTHER DERMATOLOGICAL PREPARATIONS/ OTHER DERMATOLOGICAL PREPARATIONS/ D11AX Other dermatologicals: calcium gluconate / lithium succinate/ magnesium sulfate/ collagen, combinations , caffein
G04 UROLOGICALS/ G04B: UROLOGICALS: G04BX Other urologicals: magnesium hydroxide/ collagen/

NO5 PSYCHOLEPTICS/ NO5C: HYPNOTICS AND SEDATIVES: NO5CH Melatonin receptor agonists: melatonin

S01 OPHTHALMOLOGICALS/ SO1K:SURGICAL AIDS: SO1KA Viscoelastic substances: hyaluronic acid

V06 GENERAL NUTRIENTS/ V06D: OTHER NUTRIENTS/ VO6DA: Carbohydrates/proteins/minerals/vitamins, combinations

VO06DB: Fat/carbohydrates/proteins/minerals/vitamins, combinations

V06DD: Amino acids, incl. combinations with polypeptides
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Chapter Objective

Limit amounts of elemental contaminants in finished dietary
supplement dosage forms labeled as conforming to USP or
NF standards

» Only covers finished dosage forms, not dietary ingredients

» Focused on the 4 major elements of toxicological concern
— Arsenic (inorganic)
— Cadmium
— Lead

— Mercury (total and methylmercury)

» Extent of testing - determined by risk-based approach that takes into Individual Component Option
of contamination from source through manufacturing ‘ﬁ

» Applicable to finished dietary supplement dosage forms with maximum daily intake of
NMT 10g of dietary supplement finished product

— If all components in a formulation meet the limits given for the Individual Component Limits,
these components can be used in any proportion without further calculation

» Unless otherwise specified in the monograph, proceed with analysis of individual

EeIpOneys » Elemental Limits for use with the Individual Component Option

Element | Individual Component Limits (ug/g)

Arsenic (inorganic)* D
Cadmium 0.5
Lead 0.5
Mercury (total) 1.5
Methylmercury (as Hg)* 0.2

*Speciation is not necessary when the total arsenic or mercury is less than the limit above
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