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Drug Species | CAC
(year)
Amoxicilin Finfish 2018
Ampicillin Finfish 2018
Chlortetracyclin | Fish 2003
e/
Oxytetracycline/
Tetracycline
Deltamethrin Salmon | 2003
Diflubenzuron Salmon | 2021
Emamectin Salmon, | 2015
benzoate Trout
Flumequine Trout 2005
Lufenuron Salmon, | 2018
Trout
Teflubenzuron Salmon | 2017
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5% B (GECDE:; global estimate of
chronic dietary exposure) M O E SR A
F 2% & (GEADE; global estimates of acute
dietary exposure) 23 X5l L TEXE 41TV
5o

For Atlantic salmon only, the GECDE was
1.0, 2.7 and 0.9 ng/kg bw per day (2%, 5%
and 2% of the upper bound of the ADI of 50
ng/kg bw) for adults and the elderly, children
and adolescents, and toddlers and infants,
respectively.

For all fin fish, the GECDE was 1.8, 3.8
and 1.2 pg/kg bw per day (4%, 8% and 2% of
the upper bound of the ADI of 50 pg/kg bw)
for adults and the elderly, children and
adolescents, and toddlers and infants,
respectively.

The GEADE, based on consumption of
Atlantic salmon, was 7% of the ARfD for
adults and children (6.2 and 6.6 ng/kg bw,
respectively); the GEADE for all fin fish was
38% and 26% of the ARfD (34.1 and 23.8
ng/kg bw) for adults and children,
respectively.

—J. PLEHITH %5 Fumagillin
dicyclohexylamine ? /%%y T % fumagillin
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For potential fumagillin residues in fish
fillet and honey, the GECDE values for
adults and the elderly, children and
adolescents, and infants and toddlers were
0.06, 0.10 and 0.11 pg/kg bw per day,
respectively, which represent 2%, 3% and 4%
of the upper bound of the ADI of 3 png/kg bw.

7E., TEDOFHKTO MRL % ENHIFFS
TV 7z Ethoxyquin (%, 7 —# &N 8o
ZEMDEEND LY T T,

C-1-3 FDA D&hJAl
ARfD 225\ T
Dr. Tong Zhou & DERIZEBWT, ZNET




DORE LB Y. FDAIZEB W TIX ARD Oft 5
IZRERNTH D Z LR INT-, £,
21CFR556 } O Freedom of information
summary D bR ERR CTCHL LD &
Th-oT,

https://www.ecfr.gov/current/title-
21/chapter-I/subchapter-E/part-556
ZEIT 5 2024 4F 3 HREHOFHAE CTlX. FDA
IZEB W T ARFD (LLHi7IX Acceptable single-
dose intake; ASDI & i1 CWWo) ZHI/RL T
WA EMIHEFE ST, Ceftiofur @ 1 H|lDO AT
HoTe, LIRIRRED & - 7= ivermectin (21X
ARfD OFt#iE72 <. GnRH-DT XV X h 6
HIBR S LT,

F72. FDAIZBWTIX, GEADE Of&tElx
AunbsitninwtoZ Lo,
K PEEBN) R = 26 D FIZ DWW T

2024 - 3 AFRERIZHB W T, FDA TRA
SN TWDKEEMW) Z x5 & L= @ H 3K
mnld, 10 TH Y . 2021 ENHEHE LT
[AY/4AN

https://www.fda.gov/animal-

veterinary/aquaculture/approved-
aquaculture-drugs
F72. 2018 4F 4 H|Z Center for Veterinary

Medicine (CVM) 7> % Guidance for Industry
(GFD #210: The Index of Legally Marketed
Unapproved New Animal Drugs for Minor
Species WA INTWD, Z0D <A F—H
D72 DEIERIIRGE S 11D AR AT HT B H
PEHR L | https://www.fda.gov/animal-
veterinary/minor-useminor-species/index-
legally-marketed-unapproved-new-animal-
drugs-minor-species
(213 16 4 (2024 4F 3 HERR)ZRIT b Th
D, ZOPTKESMEZHNGEE L T8
HEREGIZ, UTO3FEEHTHLN, WTh
LEEENOMBELZEX L TRY | E#)L2R
U,

e sGnRHa+domperidone (Ovaprim): F£Jf

il

e Metomidate hydrochloride (Aquacalm):
BEEE - R

e Alfaxalone (Alfaxan multidose idx): #4
wf o R

—J. CVM 75, 1999 - 4 H DRAF%
2008 ££ 5 H OYWE Z ik T 2020 FICSGETREN
N E LTz GFI #61: Special
Considerations, Incentives, and Programs to
Support the Approval of New Animal Drugs
for Minor Uses and for Minor Species [~
T—HEB L O~ A FT—FRITKT 58 LE)
W ESE S ORFE A AR T D T2 O OFRR 725
e, ArerT7 47, BEIORT v T4
7% 2023 - 12 HIZHEEM & L TAR ST,
https://www.fda.gov/media/70157/download
ZOHRTIEL, KEEBMWZONTE
Aquaculture Species Groups / Aquatic
Species & L TxGt & 7n > T %,

KERMY A B
https://www.cfsanappsexternal.fda.gov/script
s/fdce/index.cfm?set=SeafoodList&sort=ID_S
ciName&order=ASC&showAll=true&type=b
asic&search=
F2024F1HICHEH SN TEY . F4 L LT
I$AI2095Ff fgik S LTV D

C-1-4 FSANZ DO E[f]
ARSD 22\ T

FSANZ Tix, %) ORGEFME )
MRL 73, iU mE & L CEMIAIC B =
NTEY, 2023 4 12 AIZITRE M1021 H3 A
xIhi,
https://www.foodstandards.gov.au/sites/defa
ult/files/2023-
12/M1021%20Approval%20report.pdf

ZOHT, BWAERGO ARD X, 4 —
AT VTR - S ERE R

(Australian Pesticides and Veterinary
Medicines Authority: APVMA) (2 &> TiRk®
bhtWwbpiahTWng

APVMA 71513, BRHF KR O8N A E RS O
ARfD @ 2024 4 3 H 31 HIROEHRAAR S




LT3,
https://apvma.gov.au/node/26591

https://www.apvma.gov.au/sites/default/files/
2024-
03/Acute%20reference%20doses%20for%20a
gricultural%20and%20veterinary%20chemic
als%20-%20Edition%201%2C%20March%20
2024.pdf

MEtS iz 274 AT (REZET), 123 f
HIZOWT ARfD 23 G- ST %,

7K EEBY ) B - ity D BRI Z DV T

JREEENY FH = 85 DAE I B9 2% FSANZ @
I, RHNTERY, FREICHOWTIE 2005
F£11 Ao TEN LT ARIEHIZB T 2L
WE IR\ Z BT D
https://www.foodstandards.gov.au/sites/defau
1t/files/publications/Documents/Chemical%20
Residues%20in%20Fish%20Survey.pdf

IZEB W T, nitrofurans, chloramphenicol,

sulfonamides, tetracyclines, malachite green,
penicillins, macrolides, trimethoprim,
quinolones and PCBs ZE|Z DWW TGS /1T
Wb,

A=A N7 V7 ORMKETR (Department of
Agriculture, Fisheries and Forestry) (231>
Th. BEMITMZ T 2012 40 ki L T
FEN OMHE LT Ve, Ik, =B, X7,
Yo, v AL w7 IG5 B AL
PUAEWE., SHEAMY), aF FLEEA. &
BEOHERERDARINTND,

https://www.agriculture.gov.au/agriculture-

land/farm-food-drought/food/nrs/nrs-results-

publications

C-1-5 7 v =— D&)A
ARSfD 122\ T

BEEOBERIZZ bNiehoT-,

KEEENM A E KA OFHNZ DOV T

KEB A ERLOFEFICEL T, /vy
=B E, 2023 4 10 H WS C 7 50 H DR
Fel, 15 E OFIEEAL 9B OWFES T B
BRAIL 19 5B DU 7 F o N A OKGRIR L

I T,
https://www.dmp.no/en/veterinary-
medicine/fish-medicine/approved-medicines-
for-use-in-fish#Behandling-av-lakselus-
175653
F 72, Norwegian Veterinary Institute 7> 5
Norwegian Fish Health Report 2022 & L
T, V7EBMICET D VAR — FRHINT
BY . FAIOHETFZ b AN TWD,

https://[www.vetinst.no/rapporter-og-

publikasjoner/rapporter/2023/norwegian-
fish-health-report-2022

WY, FRESEICET AEITE EN
/AN

C-1-6 b+ & DEhFH
ARfD {225\ T

W HESRK SO MRLs DY A MIH LD
M.

https://www.canada.ca/en/health-

canada/services/drugs-health-

products/veterinary-drugs/maximum-
residue-limits-mrls/list-maximum-residue-

limits-mrls-veterinary-drugs-foods.html
ARID IZBA T 2 EHRITG SN o7z,

K EEEN IR 38 i DR IZ DU T
FFEMRL YU A FOHF T, salmon % x5 &

LTWs Dk, Emamectin, Florfenicol,

Ormetoprim, Oxytetracycline, Sulfadiazine,

Sulfadimethoxine, Teflubenzuron, Tricaine
methanesulfonate, Trimethoprim @ 9 #|T&
27,

Lobster %[5 & LTV 5 DI,
Oxytetracycline D& CT&H - 7=,

C2. BMO—BRREBRET — ¥ 2 AV -8%
AERME OE B REHGH ORI

C-2-1. 97.5th 7S—& > ¥ A4 VOHH
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fh DI E BARIZ W TIE, HI7T~HI9 EJEE
FEEEFE BRERENOT X DL VA
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AR XM EFT o T2, T~64 F D 10352 A
WEINTZHBAOT =X EHNT, Tr~oy
e T, s maFainme L
T MCMC % vy, X ZHERI L, 197.5th /3—
X AN] BRDZ, MCMC €5V 7

(chain=4, iter=1000 X chain=16, iter=4000) D
B, EF—ZnHRO97.5th/S—k X AL
(182 g/day) EHEHITVMEIX, H~nfixy
TEHOTELONLHER L7-E (181 g/day) TH
7= (K1), FAO/WHO (%, 97.5th /S—%& > ¥
AVITEMEEE LTk o b 5380 A5 120
NU EOFENOHERIT 5 Z & 2R L T
%Y, BEHEOTCHELNAEICET LT
—ZNZOWTIE, 120 ALLF 2B O EREERN
2\, 22T, ERL7=H v ~05h %Ry
fie L7z MCMC &7V > 7% HWT, i
BT 27 — % b & x OREHEZ <A XHERH
L7,

BT, BEHEONR LR TV LS
(v >FxXH) Y7 H) TAXXH]) [Zofho
il o4O BBIOMIEIZTHA L (R1),
1 0E, G305 fEEAE (o H), ¥,
[(ZAX%H], [ZomofdE) CHoELER
T D—EERT, TAXXH]| 133 141
¥ O(BIED 46.2%). [ZFofhofsE] 133 113
i (BRD 37.0%). V7 B 133 43 F
(2D 14.1%), T FXH) 1357 E (&
KD 23%) [Zosn, kLHEBEEOZ N
LOIE, TAXXH] IIERTD [£F52HL) %
BeWe T£2HL0 - BEX ) (BMES 10394)
T, —AN1FEHY OEEREIL200 g THhoTz,
®KOHBEEODRVEMIT, [ OMmoORE]
RIS TEHrE BEETLI (BRAER
10422) T, —A1E®HEY OHEEEIL0.7g T
HoTm,

Wiz, Ti~6F ) 17~647F) [65FLLE) T14
~50 ¥ ] OFEX S5 Z LI MCMC £7 U
VT ELTUVN, 97.5th /S—F & A )L ~A HE
WL (LT, HRESKT,), BRFEHET
WEINTT—Z LV RD BT 97.5th /—F&
Y AA (LUF, FEHEEIRT,) L7,
ZOREFR, TH~o] ERE LTSS,
B, Fl X IZBRZR < &b ERHEIC
IVERHER SN (K’ 2), £/, #ET—
ZEPZ T E, HEHEIZ SRR 22 5

R Stz (K 3), SFEHIE 2 fEaic,
HE I 2 R S VERR L 72 BRI 2 B . WA &
el U7efb g, oAt A AR RKRENIFE
WAE D ZED G/ N LT, Yo 7oA X% i
(2, FEHME & HERME O b & fEdh i 7ERR L 7= B
i Z2 VR LIfE SR, Yo 71 X% 200 2
FEafz 5 L MEOEN 1R DI H
HZEenmmEn (K 4), FXoRoR
OB ET — 21X, B2V #EDT, T
~ i FERIOAAE LT, MCMC 7Y 7
(chain=16, iter=4,000) T 97.5th /X—t > & A
WERHERI LT, ZTORE, 2~9 TV FH
(SEHIME 140.3 g/day. HERIME 129.0 g/day) . W
7B (GEHME 171.5 g/day, HERIME 168.2 g/day) .
A REH (EHAME 115.1 g/day, HEHIE 118.3
g/day) . OO E (FEHIHE 105.6 g/day. HE
HIfE 100.8 g/day) . 10 A LT FFH (2]
il 226.0 g/day. HEHIfE 208.4 g/day) . ¥~ H
(5L 289.7 g/day, HEMIME 263.6 g/day) . A
A H (FEHAME 208.6 g/day, HEHIME 200.7
g/day) . EOMOLEE (EHIE 204.4 g/day, HE
HIfE 199.7 g/day) To o 70, FEHIE & HEHIED
i, 0.97~1.10 Th -7,

C-2-2. MBI RF 57— & _X— X DI
EFEAEFHAECHEONT-RNOHEERET —
HEILIL, ETCORMMNDLORK N ZRE X EE
LHERIT 2720121, Bih T ORE REER
T TREXNR L 2o TV D AR M LIIMNZ,
MmN ODORELBETLILERND D,
MTRMIZOWTIE, I TR 22
JFM R OFEH E B2 G 5729, RF %
RETDHLEND D, A TIL, HARM
BEYER Ay 32 2020 4FAR (J\ET) DRERIER
ONTFEMEHIBE T o MA HW TR S
7-BEH D RFYWE AW, Az EM NI T &
nan, Bz, 2 CTERE, AL, BRiTA
R, AV ==Y XOFHT, BEEM
B DM TASIZHOWTIL, FTHREREY . JR
B s xREL, 2ERFEREOHAEX
Gl oTVWHLREMEBERNLDRDOHERE L
HERF L 7=,



C23. BWWHAEESOEYZREE LHEHEDS
=

BEEET — %, RF, FE BRSO
RETFTIITARE PEF OERATER L. B4
BENRAEK L, Y EAEENORE SN
A ERE GO RBEEOHEF 2T,
B REEOHEFHTIX. GEADE O& 2 FIKk
ST, FEAL (X1) 2AANRT
Microsoft Excel D~ 7 m Z{EH L TR L7- H
@WEtE Y — L x2Hne (K67, 3. REE
FRET —F 0D, BIERKEEY 7 (KoX
AR MTE S 10144], 272 LAE[RME S 10438])
EEOIMT AN OKE[E TS 10433,10439],
AR LU ME S 10434,10440], B L v U
[& i & & 10435,10441], & <[& W & =
10145,10442], Y 7 —[& &= 10436,10443],
KEG[ELE S 10437,10444]) I[N ENIE
Lo RMES (R3I) 2biic, 2EREFEH
BETF—NbESTHRMOEEET — 4 %
HEE L, MTAERICOWTIE, RA4lTRLE
RF ZHW\WT, JFEMELE 722 LHERI SN S —k
AERER A D BT LAE[R AR5 10438] D FIH K
PEVEY 7 IR U TR Lz, I (GEw
24 FERE) ICREO4EELL T4, FAO/WHO 23A%
L7 f@E~DEEENE W EHESIND
KE 1kg b7V O—HEEELERINDI A
S E  (Acute Reference Dose; ARfD) & Lt
T 570 DHYREELHER Lz, RUF%E
TIE, BIAHERLOBRHBREE LT, XY
ZeMCEMREELZHE T 5720, 2017~
2018 OB HIEERLFEDOET =4V 7 )
5. BEHEENRE L 4FEOME (v XY
FURBEBE., XTIV AU
ANT 7y AR B RraLvsFyy)
OMHREREHR (K8 Db, KEEEEZH
Wiz,

X9 %, HEHIX 3B O 2T B O HEFHE R
oY, RSN REEREE ARD & Ot Gk
ARfD tb) ZHEHL7-E A, WAL THRES
NEFREAAXTTT VIV A 7V BT D
7.3% (1~6 WOEWX 7 DGE) K@i T
bole, EEMDEE. X AR O EEIL,
T AT FURBEFBED 09% (RIUL, 1~
6 ik DEMI X 7 DS E) Thol,

C-3 HATHEEENEDOIN T RWAEEL
LB OUWFIMNT I T D HEINE 3

B3R, IRIT A KER, RIS DN T O HAEE D
RESNTWH RS B $0a E/FE RN iz L
T REFLEDT-, 2B LT, BARICBITH RN
B/HELEAE (635 IXT LT+ —Z—HDI B
UFBRE AT D20 H O (0.01 mg/L), STV 74
— X —FHOILEE X IXFREEZTI>H D (0.01
mg/L), IERACEK (RIRH); IRID L K (K
J OE£)(0.4 mg/kg); KER: SRT N4 —H—FF
(0.0005 mg/L), Fa /4 (0.4 mg/kg, B & I HIME);
AFLAKER: A (0.3 mg/kg, B ERIBIED
SEAH); $h SRT AT F— DI E XX
BREAZ1TH220 B0 (0.01 mg/L), SRTNTH—H
—HDIBLEE IR EAZITOHD (0.01 mg/L),
THEIRECE K (R )] &b iR L7z,

PIBE Codex &bt C., £ [El/Hum/ % B O FH =
FUTHOWNTEEDTZ,
EFSA

EFSA CIIHEMEEN K ESINTWHRIMOIHEHE
BOEFN 135 L /KB IZE0 o7, Fl2, EFSA
T, W e RO MR ERLOE A
D, BEENZRWT ZF BIZ@Emn<, FA AL 7
EDIET N T— L DK —ZREEHI KL T, M
EZDIEENTED LIV T2, IRITAIZEILT
%, B Z R T O R MBI E0 T, T
X, S E I 7R FaaL — ML THAS R
(CHEYEEZFR EL TV D SIS RFE D B o T2, KER
WAL Tld, AF LV KERD FEMEE IR ESH T
2otz SaDOFEEENR ESN TWHREMEH
Bux 2 & BI2E) -T2, TA D Po D FEHEMIT,
INHEERNZHESNTEY, FHEiTh-o7=, B
ZNXRNVR =T A R ORENR T, 82 50 -]
TR LIz e HEINTWD, A i
EOENT 4T =T DS 2T, % E
SN TWDEHLDEE Z BT,

K[E FDA

KIE FDA Tid, AEHEA R ESNTODH R IE
HEOEEFHD 9 THY (AARLFUKEHE ).
—H Dol Flo, RESNIEDIZEAE X
Action level T o7z, Action level I, 5 & D H il



FTNTIEM BRG] HESITOZRWRY | YA TR
H I DIRNHEERTIEE L CTRARSNDLDTH D,
F7-. FDA OHAX L ALEZ, bV I 5
BIED FDA OBz JiZdil 4522 B KLz
DThD, FDA ORI, oo [E/Hisk s g 32
LIEMA 7RISR TIEH AL DD | Action level 73i%
ESIVTWVDRIRIT, IRV AR ENESIL T
5 (B ERENEWVELSCAS AR b
DEABHFEANTEREL TV,

TS

L, FREEPRESN TR GLIE B 4L
DEFEA 19 &, USFDA IZOW\WT 2 & HIT 720
STz, BHEBIEOEIENE (10 mg/kg) 23X ITH
T AU, & A TR 72 5 CTh o T2,

FSANZ

A —ANTVT + =a— T TN TliE, FEEMEDER
ESNTWARBEBEROARF 33 .3 FBIC
Wipholz,

& EERR U TR Th o 7o i, /KERD FEHE
EDEE R IIC U DN ED DB TERY, 5
BICE o TUREHEDO I EZ -3 b RO5
D RPN Th o7z,

[z

HENE, FEHEE R E SN TSRS IE B 5o
BN 156 E—F L o0n, Fio, EREESE | FRK
R AF VKR, SR ICBIL CHHEME R E SN T
WORSIEB DY 1 FLL< REeRIT 2HEB . IR
VAT IFBITE ST,

B

FHEIT, PEICHECTRENSNL T, I
AN ESNTWARMEHET 111 THY,
HELVS DD ol FEERRDHELT, B—
SR OO ERENEITOND, B —F 138
TR T [ OREE 2R T 5720 [ M &
FEIN D — bsh b e E i 3228030
72 PIEBEUFIL 1988 LV —2 L DénE A &I
FEYEEZZRE LN, 2022 HEICE B L7- R HEE T
IR R OREL S, | L CRRESNL TV D, FHET

T E— X OO FREEEERFHLL TEEL
T\,

=

BB, REENRESNTOAESEB o
At 108 EF BRI ETH T, IRIT
LADEEENRESN TOWAELHEB BN 2 %K%
iRyl

A

HEE CIE, REERBRESNCOD R GIE B 2L
DEEFD 65 THY, Codex iR EL CTWHESLIH
Hlob L b7ehot-, =T, eFICEHLT
IR, T ARTEMEER L CHEEMEAR ESN T
Too Fo, BB BITKT 2 EEE R EST
W IR T o7z,

SR =

TR VE DR E S TWVH R
IHBE#HDOEE) 84 THY. Codex 23X EL TV
BAEB IO L LD T, EFITONTIL,
EENRESN WS EME BB RHEh o
T3, MR SR o0 FEMEERR E T H 1T 7w ME AN
Botz, RIERIC, $KBICITIEEE R ESN T
WAHEIE B RHDEH DD AF L KSR KU
EREL LR NER X)o7, LF R
GIMT DG T LRV AV F-AM D /37 0 2% o 7]
WraBi->TWDAHDEE Z BT,

BT, VAR — LD FEHEEIL, Y METS
botz, BIZIE, P HR—=IICRB T A AR R
K OEF DO $h O FEUEME (1 mg/kg) 1. Codex D H:
FIH (0.05 mg/kg), HE (0.1 mg/kg), HSHF
BERHA (0.1 mg/kg). KPP (0.1 mg/kg). W
BF 32 (0.3 mg/kg) &L L TRV MEASER ES LT
Teo YR —IT, BEIOIZEA L Z NI -
TWDTD, HEVEWEEIZT AR EEZ I
TR WA REMEA IS E X TRIDICE ESINLTWDHD
LEZONTZ,
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JECFATIX, 2024F2H O&AITHBWNTH2
IOV TARIDZNERE S 41, 20154 LA [%2024
FEE TITHEER S 2187 D 9 H 1157 IZARID
PEE S, & FOBRME~ORELZE L
T PRS2 & BRI T AT T3
HIEMZEZB LI-RADN s cnd s bhn
%, F£72. CODEXTIL, Hro~v A& HRITL
7= B = S T ICMRLASER E S U5 b H 23904 &
FRAERIZ2 35, 20164 RAREIEINL TV D &5 %
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BT 2 HA X ZADWENKET L, 2023412
Rlzh®&Rasns,
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N7 U T TSR GHTRT 5 AL
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EELND Z EDRbhroT,

ul



MCMC ¥Ei%, WHRTDHETHoRA 7T L—
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