


II. OBJECTIVES

This Circular intends to establish a guideline on the product registration of food
supplements. Specifically, it aims to:

A. Provide guidance to all Food Business Operators (FBOs) on the classification
of vitamins and minerals as food/dietary supplements for adults; and

B. Set updated limit of vitamins and minerals to be classified as food/dietary

supplements for adults.

III. SCOPE

This Circular shall cover all food/dietary supplements for adults intended to be
manufactured, used, imported, distributed and offered for sale in the Philippines.

This shall not cover the maximum level for pregnant, lactating and other vulnerable age
group (e.g., infants, young children) which shall be based on percent Recommended

Energy Intakes and Recommended Nutrient Intakes (REI/RNI) of the Philippine
Dietary Recommended Intakes (PDRI) 2015 and its latest revision, processed food

products intended for micronutrients supplementation, and ready-to-use therapeutic
food.

IV. DEFINITION OF TERMS

For the purpose of implementing this Circular, the following terms shall be defined as
follows:

A. Active Pharmaceutical Ingredients refers to substance or compound that is

intended to be used in the manufacture of a pharmaceutical product as a
therapeutically active compound (ingredient).

B. Certificate of Product Registration (CPR) refers to authorization issued by
the FDA for specific health products after evaluation and approval of submitted
registration requirements.

C. Food refers to any substance or product whether processed, partially processed
or unprocessed that is intended for human consumption. It includes drinks,
chewing gum, water and other substances which are intentionally incorporated

into the food during its manufacture, preparation and treatment.

D. Food/Dietary Supplements refers to processed food product intended to
supplement the diet that bears or contains one or more of the following dietary
ingredients: vitamin, mineral, amino acid, herb, or other dietary substance of
botanical, animal, artificial or natural origin to increase the total daily intake in
amounts conforming to the latest Philippine recommended energy and nutrient

intakes or internationally agreed minimum daily requirements. It is usually in
the form of capsules, tablets, liquids, gels, powders or pills and is not
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criteria: 

a. Maximum levels based on Upper Levels of Vitamins and Minerals
(see Table 1), considering sensitivities of individuals to certain
vitamins/minerals.

b. The daily intake of vitamins and minerals from other dietary sources.

Table 1. Maximum level of vitamin and minerals for adults to be classified as 
food/dietary supplement. 

Vitamins/Minerals Maximum Level 

Vitamin A 1500 mcg RE/day 
(Retinol) 

Vitamin D 25 mcg/day 
Vitamin E 536 mg/day (800 IU/day) 
Vitamin K 120 mcg/day 
Vitamin C 1000 mg/day 
Vitamin Bl  100 mg/day 
Vitamin B2 40 mg/day 
Vitamin B6 lO0 mg/day 
Folic acid 0.9 mg/day or 1500 mcg DFE/day 

Vitamin B12 600 mcg/day 
Biotin 0.9 mg/day 

Nic6tinic acid 15 mg/day 
Nicotinamide 450 mg/day 

Pantothenic acid 200 mg/day 
Calcium 1200 mg/day 

Phosphorous 800 mg/day 
Magnesium 350 mg/day 

Boron 6.4 mg/day 
Chromium 0.5 mg/day 

Copper 2 mg/day 
Iodine 150 mcg/day 
Iron 15 mg/day 

Manganese 3.5 mg/day 
Molybdenum 0.36 mg/day 

Selenium 200 mcg/day 
Zinc 15 mg/day 

2. For Vitamin K, it shall only be in the form of Vitamin K l  and/or Vitamin
K2, and the intended use shall be in oral form of multivitamin or mineral
preparations for adults and not as a single ingredient. Also, a precaution
"Consult a health care practitioner prior to use if you are on anticoagulant
therapy or taking blood thinners such as warfarin" shall be reflected on the
label.

3. For Iron, a higher iron limit of30 mg/day based on WHO as recommended
by DOH may be used for food/dietary supplements for pre and antenatal
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VIII. REPEALING CLAUSE

All provisions in relation to the FDA Center for Food Regulation and Research in
Office Order No. 22 s. 1991 entitled "Guidelines for the Classification of Vitamins and
Minerals as Drug or as Food" is hereby repealed. Other related issuances inconsistent
or contrary to the provisions of this Circular are hereby repealed accordingly.

IX. SEPARABILITY CLAUSE

If any part, term, or provision of this Circular shall be declared invalid or unenforceable,
the validity or enforceability of the remaining portions or provisions shall not be
affected and this Circular shall be construed as if it did not contain the particular invalid
or unenforceable or unconstitutional part, term, or provision.

X. EFFECTIVITY

This Circular shall take effect after fifteen (15) days following the publication in the
Official Gazette or in a newspaper of general circulation and filing with the Office of
the National Administrative Register of the UP Law Center
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