CANADA GAZETTE, PART 11
FOOD AND DRUG REGULATI ONS - AMENDMVENTS

W LL BE PUBLI SHED | N CANADA GAZETTE, PART |1 OF NOVEMBER 17, 2004

SCHEDULE NO. 1382 (PYRI METHANI L)
P.C. 2004-1236 OF OCTOBER 25, 2004

SOR/ 2004- 236 OF OCTOBER 25, 2004

Her Excell ency the Governor General in Council, on the
recommendati on of the Mnister of Health, pursuant to subsection
30(1)2 of the Food and Drugs Act, hereby nakes the annexed
Regul ati ons Amendi ng the Food and Drug Regul ations (1382 —

Pyrinmethanil).

&S, .C 1999, c. 33, s. 347
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REGULATI ONS AMENDI NG THE FOOD AND DRUG REGULATI ONS (1382 —
PYRI METHANI L)
AMENDMENTS

1. (1) The portion of itemP.8.1 of Table Il to D vision 15 of
Part B of the English version of the Food and Drug Regul ati ons?
in colum Il is replaced by the follow ng:

|tem No. Chenmical Nanme of Substance

P.8.1 4, 6- di et hyl - N- phenyl - 2- pyri m di nam ne

(2) The portion of itemP.8.1 of Table Il to Division 15 of
Part B of the Regulations in colums IIl and IV is replaced by
t he foll ow ng:

11 | V
Item No. Maxinmum Residue Limt p.p.m Foods
P.8.1 8 Rai si ns
G apes
0.05 Bananas

COMING INTO FORCE

2. These Regul ations cone into force on the day on which they
are registered.

' CRC, c. 870
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REGULATORY | MPACT ANALYSI S STATEMENT
(This statenent is not part of the Requl ation)

Description

The pest control product (pesticide) pyrinmethanil is a fungicide for
the control of black and vyellow sigatoka on bananas as a foliar
treatment. This regulatory anmendnment will establish a Maxi num Residue

Limt (MRL) under the Food and Drugs Act for residues of pyrinethanil in
bananas, in order to pernit the inport and sale of food containing these
residues. MRLs for pyrinethanil at 8 parts per mllion (ppm in raisins
and 5 ppm in grapes have previously been established. By virtue of
subsection B.15.002(1) of the Food and Drug Regul ations, the MRL for
other foods is 0.1 ppm

In order to determ ne whether proposed MLs are safe, the Pest
Managenment Regul atory Agency (PVMRA), of Health Canada, conducts a dietary
ri sk assessment. An acceptable daily intake (ADI) and/or acute reference
dose (ARfD) is calculated by applying a safety factor to a no observabl e
adverse effect level or, in appropriate cases, by applying a risk factor
which is calculated based on a linear |owdose extrapolation. The
potential daily intake (PDI) is calculated from the anount of residue
that remai ns on each inported food when the pest control product is used
according to use instructions in the country of origin and the intake of
that food frominported sources in the diet. PDIs are established for
various Canadi an subpopulations and age groups, including infants,
toddl ers, children, adolescents and adults. Provided the PD does not
exceed the ADI or ARFD for any subpopulation or age group, and the
lifetime risk is acceptable, the expected residue | evels are established
as MRLs under the Food and Drugs Act to prevent the sale of food with
hi gher residue levels. Since, in nost cases, the PDI is well below the
ADI and lifetine risks are very | ow when MRLs are originally established,
addi ti onal MRLs for the pest control product may be added in the future.

After the review of all avail able data, the PMRA has determ ned that

an MRL for pyrinmethanil of 0.05 ppm in bananas would not pose an
unacceptable health risk to the public. This regulatory anendnment will
al so amend the English chem cal nane of pyrinmethanil in order to conply

with international nonencl ature conventi ons.

Al ternatives

Under the Food and Drugs Act, the sale of food containing residues of
pest control products at a level less than or equal to 0.1 ppm is
permitted unless a lower MRL has been established in Table 11,
Division 15, of the Food and Drug Regulations. In the case of
pyrimethanil, establishment of an MRL for bananas i s necessary to support
the inport of food containing residues that have been shown to be safe,
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whil e at the same time preventing the sal e of food w th unaccept abl e resi dues.

Benefits and Costs

This regulatory amendnent will contribute to a safe, abundant and
affordabl e food supply by allowing the inportation and sale of food
commodi ti es contai ning acceptable | evels of pesticide residues.

Sone costs may be incurred related to the i npl ementati on of anal yti cal
met hods for analysis of pyrimethanil in the food mentioned above.
Resour ces required are not expected to result in significant costs to the
gover nment .

Consul tation

Dietary risk assessnents conducted by the PMRA are based on
i nternationally recogni zed ri sk managenent principles, which are largely
har noni zed anong nenber countries of the Oganization for Economc
Cooperation and Devel opnent. Individual safety eval uations conducted by
the PMRA include a review of the assessnents conducted at the
international level as part of the Joint Food and Agriculture
Organi zation of the United Nations/Wrld Health Organization Food
St andards Programme in support of the Codex Alinentarius Commi ssion, as
wel | as MRLs adopted by other national health/regul atory agenci es.

Thi s schedul e of amendnment was published in the Canada Gazette, Part
I, on Novenber 22, 2003. Interested parties were invited to nmake
representati ons concerning the proposed anendment. No responses were
recei ved.

Conpl i ance and Enf or cenent

Compliance will be nonitored through ongoi ng donestic and/or inport
i nspection progranms conducted by the Canadi an Food | nspecti on Agency when
the MRL for pyrinethanil is adopted.

Cont act

Caneron Laing, Alternative Strategies and Regul atory Affairs Division,
Pest Managenent Regul atory Agency, Heal th Canada, Address Locator 6607D1,
2720 Riverside Drive, Otawa, Ontario, KI1A OK9. (Tel.: (613) 736-3665;
Fax: (613) 736-3659; E-mmil: cameron_l ai hg@c-sc. gc. ca)

Cct ober 25, 2004



