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DRAFT PRIORITY LIST OF VETERINARY DRUGS REQUIRING EVALUATION OR RE-EVALUATION BY
JECFA (REPLIES TO CL 2012/30-RVDF)

Replies of Brazil, Costa Rica, Peru and Philippines

BRAZIL

Brazil will not propose any veterinary drug to be included into the priority list, since at this time we were
unable to collect sufficient/adequate data from publicly available information for a JECFA review of the ADI
and MRLs for ivermectin.

COSTA RICA

Our country's position has been consistent in that one of the requirements limiting the recommendation for
inclusion of a compound to the list of priorities is that the proponent country must submit the compound's
scientific studies for evaluation. However, this is often not possible for some countries.

Nevertheless, Costa Rica would like to re-submit its request to include the assessment of MRLs for
invermectin in bovine muscle tissue. Furthermore, it believes that the studies provided with the previous
evaluation for this substance has the data needed to make a recommendation for MRLs in muscle of this
species.

It is important to note that this drug is widely used in Latin America; international cattle trade has increased
and, one of the major trade products is muscle tissue (meat). The main trade constraint is that it does not
have a Codex Alimentarius reference value and thus threatens consumer health and international trade.

PERU

The Technical Commission on Residues of Veterinary Drugs does not have any comments to CL 2012/30-
RVDF "Request for comments and information on the Priority List of Veterinary Drugs for Evaluation or Re-
evaluation by JECFA", considering that the drugs proposed by the Commission are already included in the
priority list of veterinary drugs to be evaluated or re-evaluated by JECFA.

SPECIFIC COMMENTS: In the format presented in the Appendix "Recommended information to be included
in the Priority List of Codex Committee on Veterinary Drugs in Foods", "Administrative Information" should
include a point about "Reporting Country"; and under section "Risk Profile Elements" add a point on "Product
Safety to Public Health Technical Evaluation, based on the best scientific data".

PHILIPPINES
(PRELIMINARY INFORMATION ON ETHOXYQUIN)

A) Volume of production and consumption in individual countries and volume and pattern of trade
between countries

According to FAO data aquaculture production has an increasing rate of production each year as indicated in
Table 1 where production in 2006 totaled to 47.3 million tons increased to 63.6 million tons. However, there
is also a tremendous increase in the consumption of fish for both captured and cultured produced as shown
in Table I .
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Table 1
Wisiarkd feheriez and aquaculture production and utilization

PRODUCTION

Capture
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The tables 5 and 6 shows the countries and volume of production by region including the percentage

of world total production.
Tabl= 5

Aquaculture production by ,egion: Quantity and percentage of workd total production
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4
Tabla g
Topten regional and world aquaculture prod ucers in 2010
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Production varies from country to country, while others have small production some country have
and surplus which goes to international market. Please Figure 21 .

Wiorld feheriez production and quantities destined for export

Million Tonnes (live weig ht)

150

120

an

G0

20

#d &5 & 890 92 44 o %m0 02 O0d 058 0F 10



CX/RVDF 13/21/10

Table 12 which shows top ten exporters and importers of fish and fishery products

Tabl= 12
Top ten exporterz and importers of fish and fehery product=
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Figure 23 shows that the most traded commodity is fish compared to other commodities like coffee,
cocoa, bananas and others

Figura 22

Met exportzs of selected agricultural commod ities by developing countries
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The data shows that fish which includes aquacultured products has a lot of trade potential as annual
production is steadily 137-154 million metric tons compared to capture fisheries which yield .4 million metric
tons increase from 90.0 in 2006 to 90.4.

B) Diversification of national legislation on the use of Ethoxyquin and apparent resultant or potential
impediments to international trade

B.1 ETHOXYQUIN AS ANTI-OXIDANT

Ethoxyquin as an antioxidant and is in the list of additives authorized for an unlimited period in the European
Union. EQ with the chemical formula of 1,2,dihydro-6ethoxy 2 2 4 trimethylquinoline, with registration number
of E324 is approved for all species or categories of animal at 150 mg/kg.

In the USA, the U.S. Food and Drug Administration permits the use of ethoxyquin (1,2 dihydro-6-ethoxy-
2,2,4- trimethy quinoline) at 150 ppm in finished feed:

Ethoxyquin is used primarily, under Food and Drug Administration regulation 21 CFR § 172.140, as a
preservative in animal feed for stabilizing fat soluble vitamins (such as vitamins A and E) to maintain the
quality of feed.

1. Chemical Identification -Common Name: Ethoxyquin
Table 1. Ethoxyquin Structure and Nomenclature
Empirical Formula C14H19NO
Molecular Weight 217.34
Common name Ethoxyquin
IUPAC name 1,2-dihydro-2,2,4-trimethylquinolin-6-yl ethyl ether
CAS name 6-ethoxy-1,2-dihydro-2,2,4-trimethylquinoline
CAS Registry Number 91-53-2
PC Code 55501
End-use product/EP Deccoquin, Pear Wrap |, Pear Wrap I
Chemical Class Quinoline
Known Impurities of
Concern None
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A metabolic pathway of ethoxyquin in livestock was not established, despite it being use as an antioxidant
and is in the list of additives authorized for an unlimited period in the European Union. ETOH with the
chemical formula of 1,2,dihydro-6ethoxy 2 2 4 trimethylquinoline, with registration number of E324 is
approved for all species or categories of animal at 150 mg/kg. Also In the USA, the U.S. Food and Drug
Administration permits the use of ethoxyquin (1,2 dihydro-6-ethoxy-2,2,4- trimethy quinoline) at 150 ppm in
finished feed:

B.2 Evidence of Impediments may be provided as Quantitative Information on Volume and/or
Frequency of Rejection of Consignments, as Expressed, for Example, as absolute numbers or as
Rates of Rejection.

Philippines

This in reference with the policy of Japan regarding the level of ethoxyquin on the shrimp meat import from
the Philippines November 12 2012 shipment of shrimp detected with 0.02 ppm ethoxyquin were returned
back to the Philippines amounting to approximately 5M pesos. At present, the shrimp exports from the
Philippines has a mandatory 100% testing for presence of Ethoxyquin

Vietnam

Saigon Times Shrimp exports to South Korea face ethoxyquin tests
Thursday, March 21,2013,21:16 (GMT+7)

HCMC - South Korea, a big market for Vietham’s shrimp in Asia, will test the ethoxyquin contents in
shrimp shipments from now until the year-end.

According to the National Agro-Forestry-Fisheries Quality Assurance Department (Nafigad), Vietham’s
shrimp exports to South Korea will undergo the ethoxyquin test in one year. The level permitted by South
Korea’s Animal, Plant and Fisheries Quarantine and Inspection Agency (QIA) is 0.01mg/kg, equivalent to
Japan’s standard. Speaking to the Daily, Truong Dinh Hoe, general secretary of the Vietnam Association of
Seafood Producers and Processors (Vasep), said that the decision about the ethoxyquin tests was made as
many South Korean firms also processed shrimps imported from Vietnam before exporting them to Japan.
Therefore, the ethoxyquin tests are imposed on Vietnam’s shrimp exports to avoid potential difficulties of
South Korean firms in the Japanese market. Regarding the Japanese market, there were 30 local firms
detected violating the antibiotic residues from June 12, 2012 to February 7, 2013.

However, according to Nafigad’s Document 421 sent to seafood firms, South Korea did not say how many
shrimp shipments from Vietnam would be tested. Previously, with the ethoxyquin residues, Japan at first
tested 30% and then 100% of Vietnam’s shrimp export batches.

Currently, shrimp export to Japan is still in difficulty due to the tests although the Ministry of Agriculture and
Rural Development has worked with Japan for several times to address the problem. In addition, Vietnam’s
shrimps are facing a risk of anti-subsidy tax in the U.S. market.

Difficulties in the importing markets may make the fishery export target of US$6.5 billion set by the ministry
unobtainable. According to Vasep, seafood export in the year’s first two months dropped by 0.6% to US$779
million, with shipments to the U.S. declining by nearly 10%, EU 33%, Japan 33%, Mexico 55% and China
23.5%.

VIETNAMESE SHRIMP EXPORTS TO BE TESTED FOR ETHOXYQUIN BY S. KOREA
SOURCE: XINHUA TIME: 2013-APR-7 16:11

HANOI, April 5 (Xinhua) -- Vietnam's shrimp exports will be tested for Ethoxyquin by South Korea, one of
Vietnam's biggest shrimp importers in Asia, local media reported on Friday.

State-run Vietnam News quoted a decision by the South Korea's Animal, Plant and Fisheries Quarantine and
Inspection Agency as saying that the agency would run Ethoxyquin checks on frozen shrimp imports from
Vietnam in 2013, with a permissible limit of 0. 01 ppm.

Ethoxyquin is a substance used to preserve fish meat, and most countries apply a maximum residue limit of
77-150 ppm.

According to Vietnamese shrimp exporters, the S. Korea market has similar taste to Japan and is considered
as a safe-haven for Vietnamese seafood exporters when exports to Japan decreased due to Japan's strict
checks on Ethoxyquin level applied since May last year.

In 2012, S. Korea ranked fifth among Vietnam's largest shrimp importers, with an import value at 171.1
million U.S. dollars, up 8.8 percent year on year. Meanwhile, shrimp exports to other markets decreased,
including those to the EU (down 24.5 percent) and the United States (down 18.6 percent).
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In the first three months this year, Vietham earned about 400 million dollars from shrimp exports, a decrease
of 8 percent year on year. Shrimp shipments to 10 major markets decreased, including those to Japan (down
40 percent), the EU (down 33.5 percent), and S. Korea (down 50.2 percent).

SOUTHERN SHRIMP ALLIANCE: WWW.SHRIMPALLIANCE.COM/.../KNOW-YOUR-SUPPLIER-
CONTINUED-ETHOXYQUI

Japan rejected seventeen shipments of shrimp — constituting over 18% of all food products rejected by
Japan in September. Each of the seventeen shipments originated in either India or Vietham.

Fifteen of the seventeen shipments were rejected for the presence of ethoxyquin. Similarly, in August Japan
had refused another eleven shipments of shrimp from India and Vietnam for ethoxyquin. Press reports
indicate that Vietnamese and Indian shrimp exports to Japan are down substantially because of these
refusals. Without a major market, shrimp produced in these countries is likely to end up in markets with far
greater tolerance for ethoxyquin, like the European Union and the United States.

D) Amenability of the commodity to standardisation (Information should be provided on: which
quality factors are essential for the identity of the product e.q. definition, composition, etc.)

D.1 Ethoxyquin as fungicide

Data from FAO Plant Production And Protection Paper193. 2009. Report of the Joint Meeting of the FAO
Panel of Experts on Pesticide Residues in Food and the Environment and the WHO Core Assessment
Group on Pesticide ResiduesRome, Italy, 9-18 September 2008

D.2 Residue and Analytical Aspects

Ethoxyquin was reviewed by JMPR in 1999 under the periodic review programme. At the time the Meeting
made no maximum residue level recommendation for pears due to uncertainty on the toxicity of the
degradation products. The 2005 JMPR established an ARfD for ethoxyquin and noted that both the ARfD
and the ADI were defined in terms of the parent and metabolites/degradates methylethoxyquin (MEQ),
dihydroethoxyquin (DHEQ) and dehydromethylethoxyquin (DHMEQ).

D.3 Methods of Analysis

Available analytical methods determine only parent ethoxyquin. There are no methods for the routine
determination of MEQ, DHEQ and DHMEQ as needed for dietary risk assessment. Previously reviewed
studies (JMPR 1999) indicated there was up to a 60% conversion of radiolabelled ethoxyquin to the
metabolites/degradates, including MEQ, DHEQ and DHMEQ. This occurred over a 33 week storage interval
at-2 °C.

The Meeting concluded that total residues, for dietary intake assessment, may be estimated by multiplying
the measured ethoxyquin residue by a factor of 2.5. This reflects the result of the radiolabelled degradation
study and typical cold storage conditions for treated pears.

D.4 Stability of pesticide residues in stored analytical samples

Ethoxyquin on pears is unstable under conditions of frozen storage at —20 °C in plastic. The apparent
concentration of ethoxyquin drops to 33% of the applied dose within one day, but returns to or exceeds
100% over the next 40 days. This may have been due to an interaction between the plastic container and
ethoxyquin.

Ethoxyquin on pear is somewhat more stable when stored wrapped in foil in evacuated bags at —20 °C.

The Meeting concluded that pear samples being tested for ethoxyquin should be stored frozen and protected
from oxygen to the extent possible. Pears should be prepared for analysis in as short a time as possible
following collection.

D.5 Results of supervised residue trials on crops
Pear

The Meeting received studies of the post-harvest treatment of pears by spraying, a combination of spraying
and wrapping in treated paper, and by thermofogging. Twelve trials were conducted at the maximum USA
GAP (Ethoxyquin EC, 2700 mg ai/L, brush or spray application). Residues in ranked order were: 1.6, 1.7 (2),
1.8 (2), 1.9, 2.0 (2), 2.2, 2.3 (2), 2.4 mg/kg. Four trials were conducted at the maximum USA GAP (18%
ethoxyquin, thermofog application, 16.2 g ai/1000 kg). Residues in ranked order were: < 0.3 (4) mg/kg.



