TITLE VI

IRRADIATED FOOD

Paragraph I. General

Article 175 – The provisions hereunder apply to all food irradiation facilities and to all irradiated food. They do not apply to items exposed to doses emitted by measuring instruments used for inspection purposes.


Ionizing energy may be applied solely to the types of food determined by the Ministry of Health, when technical or healthy food considerations so require.  It shall be applied basically to inhibit bulb and tuber growth, disinfection, parasite removal, retarding ripening, and reduction and suppression of microbes, saprophytes, and pathogens .


A resolution issued by the Ministry of Health shall establish the object of the process and average dose that each food item may receive in accordance with such authorized purpose.


This technology may not be used as a substitute for good food production and/or manufacturing practices. Food preservation by means of ionizing radiation shall adhere to the provisions hereunder regarding microbiological safety.  


Packing materials shall be appropriate for irradiation and appropriate to prevent reinfestation, recontamination, or product impairment during storage and transport.

Article 176 -
Habitual quality controls at all stages from production to consumption shall be the responsibility of the party requesting preservation of such items by ionizing energy. Execution and control of the ionizing process shall be the responsibility of the facility applying such technology.

Paragraph II. Definitions

Article 177 – For the purposes hereunder, the following shall be understood:

Ionizing energy: forms of ionizing irradiation listed below:

· Gamma rays from radionucleids Co-60 or Cs-137

· X-rays generated by machines working with energy equal to or less than 5 Mev

· Electrons generated by machines working with energy equal to or less than 10 Mev

· Gray (Gy): unit of dose absorbed equivalent to 1 Joule per kilogram 

· Rad: unit of dose absorbed equivalent to 1 Joule per gram

1 Gray = 100 rad

Dose absorbed: amount of energy in Joules absorbed by one kilo of product submitted to irradiation treatment.

Mean overall absorbed dose of 10 kGy:
 the average dose of radiation absorbed by the food provided that at least 97.5% of the fraction of mass of the food receives an absorbed dose less that 15kGy,

Lot or batch of irradiated food: a quantity of food irradiated under the same conditions and during the same operation.

Food irradiation facility: establishments authorized by the competent agencies to irradiate food.

Dosimetry: measurement of absorbed irradiated energy.

Traceability: the property of a measurement or a pattern such that it may relate to established references, generally with national or international patterns, by means of an uninterrupted chain of comparisons, having determined all uncertainties.

Paragraph III. Facilities and process control

Article 178 – Food treatment with ionizing energy shall be performed only at facilities having obtained the necessary authorization from the competent agencies.


Facilities shall possess a documented quality control system to expedite auditing operations.


Products entering the irradiation process shall be kept physically separate from treated products.  If necessary, a visual irradiation meter showing color changes may be installed to expedite control.


Food irradiation, including an appropriate dose measuring procedure, shall be performed in accordance with the Code of Good Irradiation Practices of the International Consultative Group on Food Irradiation, of the United Nations Food and Agriculture Organization, the International Atomic Energy Organization (IAEO), the World Health Organization.  Dose measurement shall be traceable to national and international patterns.

Article 179 – Control of facilities shall be performed in accordance with prevailing legislation.


Dose measurement studies shall be performed before irradiation of any food item begins, to check that the process complies with the absorbed dose specifications as established for the food concerned by the Ministry of Health.  In addition, dose  measurements shall be performed:


(a) when a plant goes on stream;


(b) each time a new irradiation process is used;


(c) whenever source intensity or type, or source-product geometry is altered.

Article 180 – In food irradiation, dose measurement shall be performed as follows:


(a) exact and accurate measurement of the dose absorbed by the food;

(b) determining dose distribution and construing the information obtained;

(c) maintenance of dosimeters for gauging the response of measurement and/or radiological supervision instruments habitually used at the facility;

(d) observance of selection criteria regarding dose meters provided under the relevant quality control program to ensure accurate, appropriate, and efficient dose measurement and/or radiological vigilance;

(e) maintenance of complete documentation on dose measurement and use of checklists at all stages of dose measurement procedure.

Article 181 – At every facility or plan where ionizing energy is applied to food, a record shall be kept of each lot or batch containing at least the following information:

(a) identification of owner of the food to be irradiated or legal representative thereof;

(b) type and quantity of food in the irradiated lot or batch, including information on whether the food is natural or has previously been submitted to preservation procedures, whether physical or chemical;

(c) series number of the lot or batch of irradiated food;

(d) date of irradiation;

(e) type of packing used during irradiation, if appropriate;

(f) controls and measurements performed during treatment.  Minimum and maximum doses absorbed; dose measurement certificates;

(g) source used for treatment;

(h) description of in-plant storage;

(i) product expiry date, following preservation treatment;

(j)  findings and observations arising from inspections provided under the following article, as appropriate;


Such record shall remain available to health authorities at irradiation facilities for at least two years.

Article 182 – Facilities devoted to food preservation with ionizing energy shall be inspected from time to time and at least once a year by staff of the institution responsible for control thereof according to relevant regulations  Findings or technical observations, date and name of inspector, shall be registered in the record kept at the facility under the preceding article, a copy whereof shall be forwarded to the licensing authority



Owners responsible for facilities designed to preserve food items with ionizing energy, shall not deny immediate access thereto to inspectors duly empowered by the controlling agency in the course of duty, nor access to the record established under article 181, for any reason whatsoever.

Paragraph IV. Food items preserved with ionizing energy

Article 183 – In addition to the provisions hereunder on general labeling, any food item that has been treated with irradiation or ionizing energy shall show on the label or tag thereof, very close to the food name, a statement of such treatment using any of the following phrases: “Treated with ionizing energy”, “Processed with ionizing energy”.  or “Preserved with ionizing energy”.  In addition, it may bear the logo or symbol recognized internationally to such effect.


Non-packaged food items, intended for direct consumption, shall show the information required above in a visible place on the food items concerned. 

Article 184 – When more than 5% of a food item is irradiated material, the label thereof shall contain a statement describing the treatment.


Repeating food irradiation is prohibited.  The following cases shall not be considered to be repeated food irradiation; when


(a) applied to counter reinfestation by insects in low-moisture food;


(b) ingredients were irradiated for another technological purpose;


(c) the food contains less then 5% irradiated ingredients;

(d) the irradiation process is conducted in successive stages with a specific technological purpose and the sum of partial doses does not exceed the full dose of ionizing irradiation required to achieve the desired end.

Article 185 – Any imported food item preserved with ionizing energy shall show that the facility where treatment was performed is entered in the International Register of Food Irradiation plants and any other information to prove that the technology employed in the country of origin is compatible with the standards hereunder.

