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V/v micc MRL cua Enrofloxacin & mirc do
kiém tra SP thuy san.tai thi truong Nhdt Bdn

Kinh giri: Cuc Xuat Nhip khiu (B Cong Thuwong)

Theo yéu cau tir Quy Cuc v/v bdo cdo & d& nghi ciia Hiép hoi lién quan dén kiém
soat khang sinh va dic biét 1a khang sinh Enrofloxacin trong tdm nhap khau tai thi trudng
Nhit Ban. Hiép hi xin c6 mét sb y kién nhu sau:

Theo thong tin canh béo tir Nhat Ban, trong thoi gian qua mot s 16 hang thily san
ctia Viét Nam xuit khéu sang Nhat Ban d3 bi canh bdo vé& du luong nhiém khang sinh
Enrofloxacin. Trong thyc té, mirc giéi han cho phép (MRL) d6i vé6i Enrofloxacin ciia Nhat
Ban nghiém ngit hon mitc MRL ciia EU rét nhiéu. Hién tai, Nhat Ban quy dinh khong cho
phép ¢6 du lugng Enrofloxacin va Ciprofloxacin - d4n xuit cia Enrofloxacin - trong san
phém thily san va phuong phap phén tich Enrofloxacin - Ciprofloxacin ma Nh4t Ban dang
ap dung la phuong phap HPLC-FL va LC/MS c6 gidéi han phat hién (LoD) 1a 10 ppb (thong
bdo Shoku-An No. 1130001 ngay 30/11/2006), ddng nghia vé6i viéc Nhat Ban quy dinh mirc
MRL cho tong du lwong Enrofloxacin va Ciprofloxacin 1410 ppb. Trong khi d6 EU dang
quy dinh mirc MRL cho tdng du lwong Enrofloxacin va Ciprofloxacin 14100 ppb, cao hon
10 1&n quy dinh cia Nhit Ban. Riéng CODEX ciing chua dua Enrofloxacin va
Ciprofloxacin vao danh muc thudc tha y dugc quy dinh MRL.

Enrofloxacin 12 chit khang sinh dugc str dung rong rai dé tri bénh nhiém tring cho
gia sic, gia cdm, thily san. Thoi gian tdn Iuu cia hoat chit nay trong thiy san it nhét 13 2
tuan ké tir khi dung str dung va trong moi truong sach. Viée quy dinh mic MRL dbi voi
Enrofloxacin — Ciprofloxacin ctia Nhat Ban nghiém ngit hon qua nhidu so véi mirc cho
phép clia thi truong EU di gay ra nhidu khé khin cho xuit khiu thily san Viét Nam sang thi
trudng Nhat Ban trong nhitng nim gan ddy. Cuc Quan Iy Chat lwrong Nong 1am san va Thity
san — NAFIQAD (thuéc B6-NN&PTNT) da c6 mot sb trao d6i/lam viéc kién nghi véi
CQTQ Nhét Bén, trong d6 c6 cong vin sb 0581/QLCL-CL1 ngay 15/4/2011 giri Cuc An
toan Thyc phdm ciia Nhat Ban dé nghi cung cip bio c4o danh gid nguy co ctia Nhat Ban dbi
v6i Enrofloxacin hodc céc bing ching khoa hoc phit hop 1am co s& cho viéc thiét 1ap murc
MRL d6i véi Enrofloxacin qué thip nhu vdy.Theo Hiép hoi duoc biét thi phia Nhat Ban da
c6 nhitng phan hdi tich cyc nhung ciing chua c6 hdi dap gidi quyét (bing vin ban) theo
huéng dé nghi ciia Viét Nam cho vén dé nay.

Ngoai ra, Nhat Ban ciing dang 4p dung kiém tra 100% 16 hang thily san nhap khau tir
Viét Nam vé chi tiéu khang sinh, khong phén biét doanh nghiép nhap khiu c6 lich sir kiém
soat tot hay x4u — gy tdc dong tang chi phi lwu kho, luu bai do chd két qua kiém.

Pé hd trg nganh san xuét thiy san trong nuée, gép phin thic dy ting trudng xudt
khau thiy san trong thoi gian t6i, kinh d& nghi Quy Cuc tdng hop bo cdo By Cong Throng
& Chinh phtt xem xét va c6 hd trg cho viéc nay, theo hudéng:




1. Yéu cau Co Quan Thim Quyén Nhat Ban cung cdp cho Viét Nam béo céo dénh
gi4 nguy co cia Nhéat Ban dbi v6i Enrofloxacin hodc cac bﬁng chiing khoa hoc/ tai liéu
tham chiéu phi hop 1am co s& cho viéc thiét 1ap mirc MRL dbi véi Enrofloxacin-
Ciprofloxacin cua Nhat Ban.

2. Trong trudong hop Nhat Ban chua cé bdo cdo nguy co, cic bing ching khoa hoc
hodc cac tai liéu tham chiéu phi hop thi d& nghi B6 Y té, Lao dong va Phuc lgi Nhat Ban
tién hanh d4nh gia nguy co va trudc mét ap dung mic MRL cho Enrofloxacin cia EU (la
nuée di c6 danh gia nguy co voi Enrofloxacin) d6i véi cac san phim thily san nhép khéu
cho dén khi Nhat Ban c6 két qua danh gid nguy co.

3. P& nghi Co Quan thdm quyén Nhat Ban c6 chinh sach phan ludng, wu tién cho
doanh nghiép c¢6 lich st kiém soat chét luong t6t d c6 tn sut kiém tra it hon.

4. D& nghi Quy Cuc lién hé thém v6i Cuc NAFIQAD — B NNPTNT dé c6 dii thém
thong tin trong viéc kién nghi véi Nhat Ban.

Hiép hoi VASEP va céc doanh nghiép thily san Viét Nam rit mong nhin dugc su
quan tdm va hd trg ctia Quy Cuc dé giai quyét kho khan cho cic doanh nghiép xuit khiu
thiy san ctiia Viét Nam.

Xin cdm on va tran trong kinh chao.
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BO NONG NGHIEP VA PHAT TRIEN NONG THON
CUC QUAN LY CHAT LUQNG NONG LAM SAN VA THUY SAN
Dia chi. 10 Nguyé~n Céng Hoan, Ba Dinh, Ha Noi, Viét Nam
Tel 84.4.37714195 Fax: 84.4.38317221 E-mail: nafigad@mard.gov.vn

sé: 0581/qLcL-cL Ha N6i, ngay/5 thang 4 nam 2011

Kinh giri: Ong Masaru UMEDA
Cuc truéng Cuc An toan thuc phém
Té)ng cuc Y duoc va An toan thuc phém
B6 Y té, Lao dong va Phic loi Nhat Ban

Cuc Quén ly Chét luong Nong 14m san va Thuy san (NAFIQAD) - Bo
Noéng nghiép va Phat trién nong thon Viét Nam cd y kién lién quan téi quy dinh
ctia Nhat Ban vé mirc du lugng t8i da cho phép Trifluralin va Enrofloxacin trong
san pham thuy san nhu sau:

- V& murc du luwong Trifluralin: Theo quy dinh tam thoi cua Nhat Ban ve
muec du lugng toi da hoa chét, khang sinh trong thuc pham (Provisional MRLs
List), muc du lugng toi da Trifluralin trong san pham thiy san dugc quy dinh 12
0,001 mg/kg. Hién nay Uy ban Tiéu chuén Thuc pham quéc té (CODEX) chua
dua Trifluralin vao danh muc thudc bao vé thuc vat dugc quy dinh MRL. Theo
quy dinh cua mot s6 nudc khac da c6 danh gia nguy co, vi du quy dinh cua EU,
murc du luong toi da Trifluralin trong san pham thuy san dugc quy dinh 1a 0,01
mg/kg, cao hon 10 lan so véi quy dinh cua Nhat Ban. Vén dé nay ching toi da dé
cép trong cong thu s6 2417/QLCL-CL1 ngay 14/12/2010 gui Cuc An toan thuc
phém Nhat Ban va trong hai cudc hop vdi dai dién cua Cuc An toan thuc phém
Nhat Bén tai Tokyo (ngay 01/3/2011) va tai Viét Nam (ngay 22/3/2011).

- V& muc du luong Enrofloxacin: Hién nay Nhat Ban quy dinh
Enrofloxacin (téng ctia Enrofloxacin va Ciprofloxacin) trong san pham thity san
12 “Khéng phdt hié¢n”, phuong phip phén tich Enrofloxacin ciia Nhat Ban la
bang HPLC c6 gi6i han phat hién (LOD) 1a 0,01 mg/kg (thong bdo s6 “Syoku-An
No. 1130001 va sé “Syoku-An No. 1130001 ngay 30/11/2006 cua Cuc An toan
thiee phdm Nhdt Ban). Nhu vy, diéu nay dong nghia véi viéc Nhét Ban quy dinh
mutrc du lugng t6i da cho phép Enrofloxacin trong san phim thiy san 1a 0,01
mg/kg. Hién nay CODEX ciing chua dua Enrofloxacin vao danh muc thubc tha y
duoc quy dinh MRL (CODEX chi quy dinh MRL trong san pham thuy san a6i
v6i Flumequine - khéng sinh cung thuoc nhém Quinolones tuong tu nhu
Enrofloxacin). Mat khac, EU hién nay cling quy dinh muc du luong t6i da
Enrofloxacin trong san phém thuy san 1a 0,1 mg/kg, cao hon 10 lan so voi quy
dinh cia Nhat Ban. Van dé nay chang t6i cling da dé cép trong cudc hop voi dai
dién ciia Cuc An toan thuc pham Nhat Ban tai Viét Nam (ngay 22/3/2011).



NAFIQAD dé nghi Cuc An toan thuc pham Nhat Ban gui cho ching toi co
s& khoa hoc (béo céo danh gia nguy co) hoac tai liéu tham chiéu phu hop dé dua
ra quy dinh cac muc du luong Trifluralin va Enrofloxacin noi trén. Truong hop
chua c6 bao cio danh gid nguy co hodc tai liéu tham chiéu phu hop, dé nghi Cuc
An toan thuc phdm Nhat Ban dimg viéc ap dung cac quy dinh néu trén cho t6i khi
sira d6i lai cac quy dinh nay dya trén quy dinh cua cic nudce da co danh gia nguy
co (vi du: EU) hoéc bao céo danh gia day dt ctia Nhat Ban vé nguy co du lugng
Trifluralin va Enrofloxacin trong san phim thity san.

Tran trong.

Noi nhin:

- Nhu trén;

- Bo trudng (dé bao cao);

- TT. Luong Lé Phuong (dé bao cao);

- TT. Vii Van Tam (dé bao cao);

- Thuong vu VN tai Nhat Ban (dé biét);
- Téng cuc Thiy san (dé blet),

- PCT. Trén Bich Nga (de biét);

- Hiép héi VASEP (dé biét);

- Luu: VT, KN, CL1.

e Kmh thu,

Cuc Quan ly Chét lwgng Nong 1am san
va Thuy san



MINISTRY OF AGRICULTURE AND RURAL DEVELOPMENT OF VIETNAM
National Agro-Forestry-Fisheries Quality Assurance Department (NAFIQAD)

Add.: 10 Nguyen Cong Hoan, Ba Dinh, Hanoi, Vietnam
Tel: 84.4. 37714195 - Fax: 84.4.38317221 - E-mail: nafiqad@mard.gov.vn

NAFIQAD

Ref. No.: 581/QLCL-CL1 Hanoi, 15 April 2011

To: Mr. Masaru UMEDA
Director of Department of Food Safety
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare, JAPAN

The National Agro-Forestry-Fisheries Quality Assurance Department (NAFIQAD) -
Ministry of Agriculture and Rural Development of Vietnam would like to express our
concerns about the Japanese regulations on maximum residue levels of Enrofloxacin
and Trifluralin in fishery products as follows:

- Regarding the maximum residue level of Trifluralin: According to the Provisional
MRLs List of Japan, maximum residue level of Trifluralin in fishery products is
regulated as 0.001 ppm (mg/kg). Currently, Codex Alimentarius Commission
(CODEX) does not set up maximum residue level of Trifluralin in the list of pesticide
residue in food. According to regulations of some countries such as EU which
conducted risk asscesement, the maximum residue level of Trifluralin in fishery
products is regulated as 0.01 mg/kg, 10 times higher than one regulated by Japan. We
have already mentioned this matter in the letter No. 2417/QLCL-CL1 dated 14
December 2010 to the Department of Food Safety of Japan and at the meetings
between NAFIQAD and the Department of Food Safety of Japan in Tokyo (on 0l
March 2011) and in Vietnam (on 22 March 2011).

- Regarding the maximum residue levels of Enrofloxacin: The Department of Food
Safety of Japan has regulated the maximum residue level of Enrofloxacin (total of
Enrofloxacin and Ciprofloxacin) in fishery products as “not detected”, with analytical
method by HPLC which has level of detection (LOD) of 0.01 mg/kg (according to
Syoku-An No. 1130001 and Syoku-An No. 1130001 dated 30 November 2006 of the
Department of Food Safety of Japan). 1t means that Japan regulated the maximum
residue level of Enrofloxacin in fishery products as 0.01 mg/kg. Currently, CODEX
does not set up maximum residue level of Enrofloxacin in the list of veterinary drugs
residue in food (CODEX only sets up MRLs of Flumequine in fishery products - a
substance in Quinolones group, like Enrofloxacin). According to EU regulation, the
maximum residue level of Enrofloxacin in fishery products is regulated at 0.1 mg/kg,
10 times higher than one regulated by Japan. We have also mentioned this issue at the
meeting between NAFIQAD and the Department of Food Safety of Japan in Vietnam
on 22 March 2011.

The Department of Food Safety of Japan is kindly requested to provide us with the
scientific evidence (risk assessment report) or appropriate reference materials for
setting up the above MRLs of Trifluralin and Enrofloxacin. In case the risk assessment
report or appropriate reference materials are not available, NAFIQAD requests the
Department of Food Safety of Japan to stop applying the above MRLs until these



regulations are revised in line with regulations of countries (e.g EU) which conducted
risk assessment or Japanese full risk assessment of Trifluralin and Enrofloxacin
residues in fishery products.

Yours sincerely s
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Nguyen Nhu Tiep
Director General of NAFIQAD

CC: Vietnam Trade Office in Japan



