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Extrapolation Approaches and Examples of Maximum Residue Limits for
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Abstract; The proposal on extrapolation of MRL for veterinary drugs to one or more species was initiated by a
discussion considering extrapolation of MRL for fish species, then for the ruminants, for the non — ruminant
mammals and for the birds ( poultry). The extrapolation approaches of MRL were discussed and proposed by
CCRVDEF?25 ,then were agreed and adopted by CAC44 in 2021. The extrapolation of MRL was of great importance
because of the extraordinary opportunity that it presented to countries, particularly developing countries, to
develop their respective MRL standards through extrapolation to protect public health and enable trade. This paper
outlines the main contents of the note on terminology, approaches, examples and appropriate symbol of
extrapolation of MRL for veterinary drugs to one or more species.
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14 2 5% B ( Veterinary Drug Residue ) 4248 £ /i
WG, i A el R A e
25 S BT 1 R B A4 245 W) RO Bl AR
syt 2l i K5k B BR 4 ( Maximum Residue
Limit, MRL) /248 X & s 25 f5 , i A e T8
Py T 8 PN S )2 24 e R Y e ek kB (L
FiF, RN H pe/kg) o EBR b2 R R AR R R
sl DL PRk U2 51 2 (CAC) e 1Y
BRI , CAC F @ £ Sk B 2 5 B8 25 51 2%
( CCRVDF) 7 3 114 24 5% B AT G [l L, o 306
BRI A % K2 23 (JECFA) $& i i sh W &
st TP 24 R RO B B B AR v SRS 38 CAC K&
GRS

2] MRL 76 [F] 3y 18] (9 0 4 fie 238 2o i)
AN IR A B (0 2 ] SR 5 Y, 5 R A A 3 i 4
o) k70 TINE (05w 1 2 ) B 7 B 1 I = TR P e
2021 4 CCRVDF % 25 s |, CAC PR A
T TAEH (EWG) /v 41 75 25 MRL 7E A 6] 3l ) [H]
HMEERY T B T E RS 13 NS EET MRL
HMEERY B SR IE T 25 MRL AN T /E i) B 1
Fi i MRL STt 5 0 HR A b [ 53 2ot
M A [ BR Sl P 2 T ft R RN 412 34 B2
A5 T HEENZEL® , &5, CCRVDF &M E
FRIBR e M7 VA CCRVDF S i JXURS: 43+ B T
T B C 4252 CAC 55 44 Ji 20 BSOFAR A CAC
A5 Ab X 3k — i 22 L 3d pR A IE XTI AR SR B UL
[FAFE 11 H CAC 56 44 JR 2 — 30 W B RGN T 31X

#%7%:3] .

1 REBEEX

22 B1¥) (reference species) : #RE JECFA BYF}
FPPl, CAC #i5%E T MRL #9997,

KN (concerned species) : % & ARG b
TR B PR

LB (related species) : 7328 T [A]— 2K
Ban sy, aniel o A sh P AR R AL sh ) g2k
HATEE 0 2K (fin fish) , X EAERYAE R AW FLsh Y
(A5 AGRAE, fIEE h =ARN R o |
BoR AT g, FLATZ5 1 MRL A9 2R T A

THRFEAE & F A 8 0, Ptk MRL Ah4fE Hals H
FA g (],

M: T ( marker; total ) ; 5% B4 bR 5.5k B
2 274 MRL /MEF %

MRL FEAN ) 3l ) (0] 25 A7 M ) 5L i )2 25 ) 7
2% B R N A5 DG S AR R AR AR B
FEAR A A2 A 32 EAR I 4 G 7 A L AR B
S BI 5% B8 b 5 0 56 S G 5% B AR AR
— 2, ANRER B AR AW N T 24 4 D B & A
R eIy NN AR A/ I3 4 Ik 7/ B PS5 At
e B —S], R 48— MRL 7] 58 25 3 3fl 11
HHEA &= (EDL) it H R iF A & (ADD) 15 0L,
BEHS ANTE FH T2 M
2.1 2% MRL MW —#E N MRL 7EAN[F 3)
Pylal S e, B A2 LA S — R0 . (1) HEEFES
F YR O S R AR R T B 8L (W B R
B Z BB (WA ) Z IR AT A EE, a0
WUPHRENLA e T, (2) 4056 2 LU Brf
SAERT A2 B S 75 2h ) MRL AME S X 50 .
OS85 31 I8 T AHIE 319 (related spe-
cies) . @ZF EY R BBAREMICH FIE 259, 5
HREIL TR BB AR R, BOE X T2 F 50
CAC HLE I o7 & MRL, 3 H % & sh ¥ i 25 07
AATA] (B [R) B 45 24 38 72 AR BL B 25 25 500 4 )
@S H Y M: T a] R T E3h4
2.2 E27% MRLhgovas 2 BN b TRk Bid
55 AR B2 = AR B A, AR T MRL
HMER = AR R

(1) 7€ JECFA MyHfetE3Lat I, 2 /76 A4S HHGE
S T AR MRL, 88388 7500 A FE faA
AT LA —AH I 3 5 A 3 48 MRL A /] L) 4b
RN T AR sh W (a0, A 2E g 25 204 21 fr
A3 . BT s ) 2 A A R MRL, 3%
AHIE S Ia] B AR I A 8 25 22 3 i s R 40E T AR
Wi, BN 2% sh st ar () M: T m] L T 563 3h9)

(2) JECFA FE3158 B PN AH I sl il FH T AH )
) M: T A, {5 JECFA XT3 WA~ 3T 20 0 4 72 1)
MRL AJA] 3k B, e 4% 5 O ¥ 19 MRL ( B e G 9F 2%
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HRTE A S MRL) SME 2 H AR AR 30 ) (1)
an, E MR M E R E TN R MRL, 7E4MfEZ 1L
IS RLAE A= A rR AR A MRL BEATAMEE) |
(3) JECFA {UH5E T —FhZ7% s i A nl 4]
U7k M: T ¥10 1,00 MRL A S e 2 AH 1T )
Wi, B Al gy 7= b i M T O 1 X — =52
UEHIER B AR G B T A AL &Y, NI A
AR SR AFAE I Pl DL A B 2 A B
A RO SE TR ARG BT B9 MRL AR, {2
XA SIS YIFNEE , ibA T 1A BRI,
AR UL, X T ARG W E R MRL SR LIZ

% L TE A RO AT A2 T R

(4) X TAHEEMIE WL JECFA HEFER L +
/8 TP ) MRL o2 58 TR I 07 2% 5 & FR (LOQ)
i B (4N 2 £% LOQ) , IR 4 MRL AJ SMfE % Jir A
A g S

(5) XFFURFIER , i JECFA #5275 sh i)
WP M: T S 1, 842 2% sh P i 5 51 2 1
MRL A 435 AMfE 2 H 52 s W) i W HA K &
HE, BT 140k M T Al 1,

A B AR S & A i
FYHERE MRL AME LS R 1,

F1 #FH MRLIMEFECR

Tab 1 Summarizing proposed MRL extrapolations approaches

2%

KIS

NSRS B ARSI U A 25y | ELIE R TR i — 2%, BIRT AN 2 T R A s el g1 e

Ay 4o L)
CiR=e e

(1) Bl 2 3 E AT ARG MRL;
(2) BIRIZ 2 3 €A MR M: T

) I —F A T i€ MRL (ATG Al A LUh i M: T =1,

UNRER BRSO IR A2 | ELIE AL R T i — 2%, BT AN 2 T S A4 S

=ik (@ IR ENTIE SR

(1) PiFh R 4 3 B A AR R B9 MRL;
(2) Wifp e 2 s e A R A M: T,

() IAH —F I A S E #iE MRL, HI ) M:T=1,
WRER ARSI U AL 25 7, LR I i — &%, BRTAME = e 4R i A i FL s el

HA .
AR AL (g TR

(1) PiFR AR S i FL P B A A TE Y MRL;

(2) wiFpE R A EL S C A AR R M: T
) —FhE R A ZL S E i€ MRL, HiTA AT 2 28Uh i M: T=1,

ARFR BRSO RIS Z5 Y Hoal 2 T P A — 2% BTSN = T g 2T LA

) —F & KT HE MRL, B AT B8P M T=1,

UARTR B AR U0 SR 2G ), B L P — 2% BT MR T &

K (IR (1) A& 2 A MR MRL;

Bk (& il
RO TR (2) PR 2 E AT ALY M T
B (i) & (1) Pt & 2 A AR MRL;

(2) MiFP & HC A ARIF K M: T;

VA —FMEECHE MRL,HE PR M:T=1,

WRER BRSO T2 Bl 2 R A — % BT AME R AT A R A R Y + A/ R,
(1) PRl 8 6 C A AR R A MRL;

A (IN=3C) g+ W/ iy

(2) MRl S 0 A AR R Y M: T

(3) U —Fh A g0 B8 € MRL, (B + A M:T=1;
(4) BHE Y MRL ZIET 2 £ LOQ HiE ),

TE: = SRR BRSO FIE 25 A 2R RIS T MRL 3288 T Jok i ™ B 00 , PRk J0s i I B0 5k AR S

3 75 MRL JMETRSG]
CCRVDF %8 25 Jii&ill FHEAS T JECFA #2454k
SEVEMTE BAR SE D T 13 N 2yde R bk oy ek

T MRL AMER R 6], % 2 f3 3 2 H B A9
(9 MRL AMER T, 2 A T HERER 490
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J5[6] MRL fI5MET B A0 ) MRL AMEEZ A B4 shW i L Bg i
HFR2 WEERACAHNYN MRL 58, R ERIERGE, 535120 50, - .50 .50 Fl 4 pe/ke,
CINPR e vt sy I EG E SN =N =g T

#x2 BEZ MRL MEGIF
Tab 2 Extrapolation example of MRL for Benzylpenicillin
L MRL f93h4)

254 -
F/(pg - kg™h) HE/(pg - kg™h) i/ (pg-kg™h)
A 50 50 50
g - - -
H 5 Z (Benzylpenicillin) F 50 50 50
(=3 50 50 50
] 4 - -
MRL 27545 JECFA 528 P 5 7 R,
GREbREYE A R R R 2 7 1,
M: T JjE£ /7 JECFA 245 (WHO TRS 799 (10) ) Fra sh i A nl e gV s M: T =1
MRL &7 1] LS 2 T 43 ALL, BN T Al LR M: T = 1, 9 H B4 PRl S 2 5 A A ) MRL,
=3 S EE MRL SMESIF
Tab 3 Extrapolation example of MRL for Flumequine
B MRL Y319
244
4/ (ng - kg™) HF/(ng-kg™') W/ (pg kg™ MW/ (pg-kg') fiEfi(pug - kg')
A 500 500 500 500 500( % + )
5 1000 1000 1000 1000 -
L 14 ( Flumequine )
i3 500 500 500 500 -
=1 3000 3000 3000 3000 -
MRL J& 52458 JECFA 521 B
AL 2 A=
B B bR ON R 2 W) 7 JERY,
JECFA {245 (WHO TRS 799 (10) ) 2R I T M A 451E «
4 BRIEE 0. 795 1T 0. 17
M T B4 M W EFIAR 0.4 1F:0. 06

W BRI 0,59, F.0.07

X BTG 4141.0. 82

i 1 . 5% A G0 3 5P v A1 RIS Bk B R AR K RTRE M T = 1

MRL J2& 75 ] LA 2 A7 194 g £ ATLL, PR R e ek fa Al R RTBE M: T = 1, 9% B2 AN EMTE s A R E] (9 MRL,

HFE3I PHEBPSEC AP MRL 54, BRI 4 MRL 238 o SRS 2 A & 5T JECFA
AT LI SR s R £ (B2 + ) T MRL AMEZR AT X258 R sh ¥ a9 SEBRITAE 43 816, I, 78 CAC

AR (2 + ), Y MRL i 122 | s 26 A 4 PR B 25 FH O X4 O 47
4 BZ55ME MRL BIFRE S TARE . MRS H YN MRL A Fr 5,

UAE CCRVDF il CAC [AlZZAMER) MRL,JUR, 23080 % 1AM MRL,
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ik MRL M, AT LI JECFA Bl2= PE o (1
42 MRL M 2 i = B PP 50 04 I Al A 35 3h
Yy, BEREAIR T MRL 8 BUAS , SR D473 o1 3 fik
R # [E bR 58 5 St T HAR S He . X5 iRy
MRL SMfETT %, A AE — 26 4 i [R) B, i sl 1) 43
oy A2 e S L A (8 RN R G s R
(GVP) St Ol , LA K SN 5 5% B W4 Jor 1 4G D)
T I, BT TR 4t S AR AR SR Y
ULXT MRL SMEJ7 v 4k S AT IE o8 3 4258 T —

WAL, H AT, AR TR E A Rt 2
FEBEAT 5 2 MRL 76 R [R] 3 4 8] S TAE 4R &
CAC & T2 MRL AME Ty 2 1 il i F0 S it , i 32
[ IEAE AT (0 B4 25 MRL A T/ A #2015 %

S

(1]

(2]

(3]

A AR AE R R 2 R R B B4 ) (GB 31650—
2019).

National food safety standard — Maximum residue limits for veteri-
nary drugs in foods( GB 31650 —2019)
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