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BTk A~ B WE/NHAETTE G - B 1 RIS ER g HER LR > Wi
JE 14 VOF (5 Refiets B > /NEREAE > SlamskiEl By VOF pl= A g
VI gL A SR BET AR S = - M A RSB B SRR
-
Al HEERRBERER > MEERRHEAOT

1. bl s -
PANFEESR R - AR R &P EEGEZ (Gulf
Cooperation Council countries ; GCC) tf ELf &L & (difd] - %8
IREETE » R —SCR WA ILEHE A AR B B2 8T -

2. FE:
H AE R F ae BRI A #h e e R R e B
il

3. k&N -

B S S BT G e G - 2 PRHI AT A kR - S AkaERr - 1a
T v FLAER e BE SE JE Rn T ER AR AV B 4 75 EE  ( Eurasian Economic
Union ; EEU) fambifak o A FHEEGL B &7 BR B A A A 3Ry
R —EIRENE - FENEMER ST

4. FETE
BNV S I S Al B P  H A E  -
5. &
ARETEAN 55 A B S anlit & o B B A PR > (ERTA RSN

i A BN S nin i S sl m A M LI - ARHFEE B EYIPT R e

@i ENERE TR 10 LA E - H 3TN BB

% > ] DRSO B2 Vs DN 2 AH B Bt St i s -
6. EIE:

REYIM i e A G R R e i IR GE RN
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(S FLAM B R 52 R AV AT e e LR A - (IRENEAEER - BT AL
BRI AN NN EF AN -
B&H : H/DSHEBTRA RS - =T

1. CAMEVET : #ir& BEZR BRI 4 s Sl e i sE il
R > HHPHN S FBIZ VSR M BUGN 2B A S ©

2. FEE : EEIENEEEILEES (Southern African Development
Community » f&if§ SADC) i~ A &EGL B AT &35 & s O SRa0H
il EEE 6-7 [ERYZT TR - Mo 5 2 HA 16 (EEIR - B HISE

[ SEE LA
3. SICH | EMIFSELLRAE T & A e PR -
4. VISHIRERIE © ERS A SV L ERHERTAER

5. W - BAYAHEE LTS E A S GRS > (hE A g RE
EFIEE - A e R -
6. ZwE [ AL -

etam - BhY) M S8 EE B S TN Ba Al e TR 25 I T R
TTEAEMEE LR - EfEE BRI - A 5] B 35 & i R IR
AE ~ Frfe XS HERAE ~ sESFRE ~ SRR E RIS - 85
BERME - BORKEBUERZE » DURER T B B &4 i T E AR 70 B 1 [E]
B SRR o (BRUE LR 2 R A EERR S (B
ERETHRGTHE TIE) - &l TEITEZ0VFHE TIE - I B AR
SERCENY P #E i e s

BEWMAT AR R 0 WAL B B EGEHE RS
S ERAKE - EHSEEFEZEH TR TR T ERRD) -
J7EAE M R E AR E AR e B B R TR 0 [FIRF 2 E
FETERE RO BR B A A IE R R R SE R (SRR - IERsOR A
& A r R EE (R AR G h BT s S =A% -
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(+) VICH &ZBEg5/E4f:# 8 (“Out of scope” topics ) /3%

Bt AHE RFRERHA VICH By EfE i FaAEhY) F S8 it bk
RS REOK > Jk iR S SO AR AR EETH 7T - R Eh ) FH S hn S50
SUEEEF  Ryltt > VICH WIS TAHBAAER] (40 = '8 ~ 24 K8 Tale s i
505k e iR R g ) » SORSEE - B M 0 A B B 5 DUE it -
B DL Eh7) A 2 L ( Veterinary medicinal products ; VMPs )51 Fy s P& [E] -

X

b

ol
cd
-

1. {BEZ&5, (Pharmaceuticals) -
2. AWpgES (Biologicals) -
3. EEVERIAINY) (Medicated premixes) -

Ry 1 e VOF B S 25 AT~ & VICH iz PR i Bl 1Y Bh) FH 22 anase i »
VICH Fpl gt s Mt e Bt E y A= A 52 (Draft Guidance on
how to manage VICH “Out of scope” topics ; VICH/19/077-dr 3) - i HI+#5E
FEBIF (Draft List of VICH “Out of Scope” topics ; VICH/19/078-dr 3) %I|
B AR VOF B FR KRR —L kT am o

EHEHEEY RSB VICH NELCH: - R B S
LT AIEE VICH H50/ NAET » fRL RSB E AudR - e RHTEE
(R A A A VOF &g hatim o VICH BiE R ® VOF [ aFT
fedie it 2 VICH {5 5% 5 - hZZ R gE N EHEFEINEE - 5Ch
ME R BIRYENE BT - PR E RN FE VOF i g ie ftés VOF 5
B2 o Hr» ¥ VOF [ B5aZIFRRIFAENYHRE - VICH 155 Z% 8 &[T
B LUBSEEEA VOF Erafiatim

VICH EH R NEEY IR AR L -

(+—) T ENE) R n B 58 o 24
EER SN EN Y I 2 2z 2 & ( CAMEVET )% Dr. Virginia Quifiones
1148 » CAMEVET & —{@E}X OIE FE )i Z &€ (Regional Commission for
the Americas ) sz (AR R 2808 N IVBUR S R 126 & RRUIT4H A% CAMEVET
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MECAL Y OIE FE NI F E ( OIE Regional Representation for the
Americas) - I FHEIEFERLE (ex-officio secretary ) - CAMEVET [¢17. HAY
T R R & B BB S8 an ot - flpassc B BRAVERAI L AE -
SF s CAMEVET IITELER - NEE TIFERst A4k B2frALE
A @S & - CAMEVET RIFEERE TIF - SHFESTIF g T8
&S

CAMEVET i VICH sTE{LL B R - Bl ESRNE R EEHM ~ &
R OIE & BEl—[FHETAEAISFES] (Guideline) - ffiaZlE@ikEIZR 2
ERER - NEEHIME - 5 CAMEVET FrsTHI RIS R L VICH #EHI5E
REE - A NRRZHE BB T =M > Feh RS - IR
= LD R VICH HBERERIRYE AN EE - [Hh > BEEEEFAE
A LUE BB EE D - 25 R INE CAMEVET B VICH frE] 4RIl skis
5l FEMERAES - REE SIS RESIEE - EE 2R AR5
5 [EE LU SN e s AT R BN F A -

PSRRI E - CAMEVET 4RSS 25 (E LIF & st » 58k 32 TR
s BAEEITEHEEE TAVEEDURE - (L2 (BENFEREE)
KA g tE BEGE e A AL AE ~ B g8 iR R EUEITRAE - ShYH S8R
A~ BRI SRS E RERRERN - S8 KA N & AR s S8 S50 Pt
TR TSRS R B B an 22 e Vs B e R -

HRABYI S IR A T EMNBIZARIE SRSV UACA fifE

CEREHITRZRIN ~ BER EL% ~ SIS HL ~ ZZ#30000T - Bt 25 F
R EOEREE SR TS ERIE SiE 1Y 1993 A G g E
BERNINE) - BAEYI M &8 SoAH R 22 A a8 nl BEcie r - A ek
[ 52 5 50 T Y 2 v T ARAE SO Eh ) S i Rt B BE AR ( Central
American Technical Regulations on Veterinary Products : RTCA65.05.51:08 )
VRl SRR AR

CAMEVET RAA 4L VICH &1F - g BB VICH FEf1
& BRI S F RyBh Y S8 hg i S 5e i IREE & 5951 - IRHIIE SN & IaEs

%

By
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K i VICH rpha i B » Joe BIER D) - Fi
CAMEVET JHSERF VICH AERIBHRpPIHE A B S AORRA - DAL sk
[EF = 5341 » CAMEVET {3t S C A1 S AT ACHE VICH
I ERRR TSR A T R AR GLs HETHVELS » MRk Ry OIE Rty —Hisy -

(+=) BEEEHEE (—)

1. SEYERhAIITY) (Medicated premixes)

AREEH AHE {UF% Erik De Ridder # & VICH ¥ & 2Wgalicl it 4e
RUBHET R AN SERRe AR > 0 RE I S 42 Ea AR Y (Medicated premix) £y
VICH " #  [B N & - 1fi g whR %) (Feed additive ) EiL fii &% g st

(Medicated feed ) J&EHFEINEE - Wi =F N ERE TR :
1. &EEyaiclhisin®) (Medicated premix Zfi £ Type A medicated

article) TE# Fya A B TBE TSR Y - B HEIE R E

(Carrier) g A GaPRHE I BIAVEY) R 825 - 72 VICH GL8 i

HHEAtRER & SC TR BT S 2 & -

2. ERDAIIY B E RN FENE RN AR -
3. fnEEEERLE SR & EYEIERAIIY) (Medicated premix ) HYEEE} -

Hi7Y VOF s B 2R G e it & Vel I AE RR R - I 52
K VICH 0] Uit 25 (& S RE AT TAH R 2 IR BHEEL B - IR VICH R EE
— BT RS T  E el N YIS SR EE AT AL ) 8 {BJE A GL8 YA
1 =R EERIUZEME (GLS8) -

2. AR{E g R R Ry EVE -
3. FAERZEN -
4. BELE MR TS (bracketing) K JERE (matrixing) 227

E VSt FAl (GL45) -

5 &ataHEIEAl (GLSL) -
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VICH 55 7 ST E 26 T RE S 13 & BEVIEA LR I 9 B A b R o Bl ST
INEEERN 57 2R 5 o TR S5 N A Tt &« B SE RS T 2020 55—
R VICH 158% B gnVHE 50/ NEETH R » SRR AR/ NHEE S
oAi#EIE (Concept paper) - HALKHAHRA L0 =7 VOF fRERTRER. -
MBS %A R VICH 15 8% 5 gHF 4 » FamiBR a7 GL8 BT
(== %

\

2. (et EEEA]

BEEE  R BN EEYE B R (EMA) ~ 2B &in ) S877E # 5 (FDA)
FAAREMKES (IMAFF) FRIKT > 2% FEE SRRSO
Ak VOF k525 -

(1) BRER:

{IISBX I £ Directive 2001/82/EC » {5 HEI1E 3 Ryl 4.5
WHEIEFEA T - &t —XKARHEREVIR - wmllEZEhH
@rp AN AR TR R AR P R AR -

& VICH Ji¥ GL48 ~ GL56 K GL57 5]/ (Z4EAHE M # it
VOF [ 8B % » Hr GL48 i &urE R &4 \HE 115
BHFE » T LAGFAL ARV B VA AR I R AR T (2 2 5 GL56 2
st PR G TR R AR AT E(MRLs )
BUSZZEIAVETE ¢ GLS7 E#H/KABY) MRLs BLE SR ST
JE ° AR > VICH 2ERIE TR HESEHE e T R0 {HRERMH
Al AR s e B R T e (R 48l - (EEElE T e fRriSE L
TEEERY VICH EHEREINEE - RAMREE  EHSEIRFIETT
ERHEETIE

B ALEEES (CVMP) A& AR A= 225 - BUER (A
£ EMA/CVMP/SWP/735325/2012 I T LISTHE » DIgates
FESTAEE e S T B AR PERRIRF ] » TR BB HRER IR -
DL %% (Log transformed ) 12 B EE 38 IR T DR 2 4R M
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BEl{% > 4R MEDlER (Linear regression) MYfEGES » BEIRFFEHCHT
ST TNGR R (STEERT A E MRL  ERFI40T © 7 9596 25 Z AR
K 95% (SHEEER] > TE MRL 5T % 30pg/kg

10,00 1

g
i

Conc. | Days post| Conc.
dose

, - dose | (ug/ka) (ua/ka)

1 Marker Residue Depletion a) 99%tol. limit with 95% conf. 2 s=s 1 & 32&00

800+ S _MRL=30 pgkg b) 95% ol imit with 95%con. T isso 31 T o0
5 | ¢ linear regression line T e
¥ Sm 1 7 108.0 21 6.8

oY 7 171.0 21 108.0
E‘, 1 7 315 21 113
0- 7 189.0 21 2.3
] = ] 7 67.5 21 2.3

g 400 MRL = 30 gk 7 135.0 21 24.8
0 1 7 150.8 21 2.3
14 <2.0 28 4.5

2001 14 225 28 2.3
- 14 60.8 28 113
1 14 60.8 28 9.0

001 T oo

1 14 11.3 28 <2.0

14 22,5 28 <2.0

200 + 14 49.5 28 23
2004 ' 1a 22.5 28 6.8

0 5 0 15 AN B N B 4 4 5 2w [ es [ | ws

14 29.3 28 <2.0

Time (days)

A FAETEE T G T E B e T B S AW &l » Al
M ST T A TR SRR AR 5T e - BT A Y
PR MRL AYHF[ERE - AN ZE4= 0] (Safety span » 8% 5
10% % 30% ) - 40 : 10 K +1 8¢ 3 K =ii&IFEEH] - 22 4lF
FINETERF B2 OITAREYESEN MRL BUE £ HH5R
(LOQ) - FERAERAHET MRL ~ S{EIFEIEREIR & - DL
FHERFERE R SR SE RS T LUAE -
Bx % CVMP Jr # o F g ] 7y 57 & Al K 18
EMA/CVMP/SWP/473/98-FINAL - & RIJ[E > & FH4H4 » (£ 5
Time to safe concentration (TTSC ) 7574 » A & HEEISET 404 -
R OUE L R E S A R RS - BURERIRESE T
HIATRERYAIZR - EfE -
A, (REEIRELAE S i E 2 B Ry SARTE B [FIY 522 -
B. wbmscst (GUEBRIEET: - VIlE - ERE RS REIRGERE ) ROT5T

B E]—EE i 55 B SR B A5 SRR Ry (] A [R5 - BREAK
FHE—2D R B N T o TR R R AR (R T E 1= 450 - (B4
A IR S RSB ER
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(2)

A, BXEEPRRIREEL 95 Horir#y 95%{E#E LR (upper 95%
confidence limit of the 95thpercentile of the population) - 3
BAIEREEET 99 B /LBy 95%(ZH8 LR -

B. (R EEMRIVEE : B & E EB8E —HERTE
EEIRIATERA -

C. MRIMIZ2HEHEE (Acceptable daily intake ; ADI) i
ERE B -

D. JESEBL ¢ B - ESTEMI AV EERR MRL > (=5
SR EERFEN S FEE (Acute
Reference Dose ; ARfD ) =i/ 10 (ZHLAZEEE (Hife
RRATHENEE) -

FH -

FEIA K ALE S E R Rt — TG T EEY) 282 e 1R
it R T L2t e MR o ZiESHHREBIRE
7=#1 (U.S Code of Federal Regulations ; CFR) > ZEFAE S
R -

EE FDA ETH{EEH]— &M 2R (CVM GFI #3 : General
Principles for Evaluating the Human Food Safety of New Animal
Drugs Used In Food-Producing Animals ) - $2ALsEh# g (shi i
RNEREY Z &inZ 2 RE I RGET T ITBEESEEN > 8
i © ADIETIE ~ ZREatR AT « (EEEisl ] bR
R > AR EUEYYERHE -

| EFEERANT - SEEBR AR 99 H o fir iy 95% 544 L
R - PR REA SRR BAE T e PR - TLIET
JE © iat ot TIEER R WeiErT » /REEAT T

25



100.0

<= 99 Percentile with 95% Confidence

E 100
:g Actual
S Residue T— =
0 Values
£ Tolerance
[=]

0.1

1 2 3 4 5 6

Sampling Timepoints

s T LS EEIT > 40 [F] B ER AURATAL - (7Y LOQ R RE A &
(B > IR REOH R RS TER BRSBTS Y
PRERIF AR R R - 5 R S ] H B R B8 AR R -
B 1 SRR E s R B TS M R R RS 12 1Y%
ERERY 0 B0 1.5 U TR SR RAVIREPIRN 1 5%
RSN > BE R R SR Y R SR T B EK - FDA
FEARILER oy HE R s fR (e B R R M IR B B AR PR B
T BTSSRI G A FCHIRE (% - BIESHA R E MRL T > (450
HEE RHTRK -

(3) HA:
H AR 2 LT SEHRVE T E R EMOKES (MAFF) B A
2584 (Ministry of Health, Labour and Welfare ; MHLW ) 1[5
W HEAZEE R B e A A% (Food Safety Basic Act)
BN Le2ZEES (Food safety committee ; FSC) #E17JE\f
affd (EIZ ADD) - SSik&dnfE ik (Food Sanitation Act) ZT
HEY) AR - BIMKES & FEEY) s 82100y
5] JE
Foa | EIFEE > MR R LA MR R s B et
A g

a. UHHFTER - FLUREEHE KRR YIE -
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o

BEREISE R T SE 2ok -
TR R R I Y -
d. SiatITEHER -
B. B4 REAHEEAREH (BaRERl e
[EFE% R MRL (T2 -
ARS8 VICH AHRERE (TR 9a0s 5 04 © GL46 -
GLA47 ~ GL48R ~ GL49R K7 GL56 = » FlZF=40 | -

VICH #EH]] RES
GL46 VY B KR YRR P A AR e R i 5T
GL47 FinEhy) s tbsEaitse (Comparative
metabolism studies )

GL48R  EIr|ZEERT R AR nT R S VR iR e B ot

GL4A9R  ZRRRIREEEIFT AT I AMERL

GL56 ETIEEE MRL R B iy at il

GL57 LKA EIEEE I R AR R S R AR e

b7E (FEET - WARIZE)

TRV e sl e B A s T U AS TR & Bl R s LR -
AEHEEETY MRL JE R FEAEAY I BB 1 R (= BE IRy 25 05 R -
HAS AR B T 4iatiaas T EEEE0 - M2 e SRR
4H4 (FAO) #kf@fy JECFA T EEf#H SAS - R package - S-

Plus §z Mathematica Z#x a7 BhEt&E -

o

3. DIFESEEYAERIEN
HEREHZEE] FDA {3 Aimée Phillippi-Taylor #yt: VICH I 354 52 8%
VIRERIEE TSR © VICH i GL7 ZERIER BT 27 L aa 88— M e aG » HA%
WA~ &~ I~ B 58 RO AR EFYER] > By GL12 ~ GL13 -
GL14 ~ GL15 - GL16 ~ GL19 ~ GL20 } GL21 5y H[#i&#s » et EY i S
A &x SEYRC R E  SRNIES R E RN ST L s EE YR s A
BHEKRE—2UE - FERFEC A 2215 s E R -
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bk R B AE S A 2560 FDA /Y CVM E1FT » i HE SR i i &
FAHERLE VICH f5EZ B &afam - ik VICH sl BEIE REER - 2014
7 VICH par B30/ N B 2 B - 2016 SRR 1L 5/ N (EWG ) 5 »
&I 2017 5 ) 2018 LERESENHE - H Al AR 37 A4 2 0 0 Y E 2 T
afam > B E RGRAY TR ~ Bt VRIEREL - ST R OCE IR LI (E
R EERBRAAIRRS - FIRTE AN H R RO Z  H EifEE R
FELOATERT T ~ SRR FERERY RO T Bass ~ RO ERIRAE ~ RO
B e FH T B P S 5 DN TPl il - H TP Rl g
PEEL - K VICH SE TR il RERR . 2 R LI IR 5 plaTam S SR -

ﬁ

(+=) BEEE (=) - £H)EdnnEERX

BB R EREFEEARRH VICH 7 » $1E A28 mby mE %
K BRI Rl R S A A s o SRBAA0R ¢
1. GL25 #EHl :

R A P o T R R R R AR B o DARRORAE SR n e M - EmdH
PRI RGN « EMHEEHZEZR (Clostridial toxoids ) 2 Ah =] LAFRFFHT
IR Rz > DARAE Rt &5 A - AN g Atz fro S PR o AR 1L -
a2 AE R B+ S BURE (o F P ey A B U o d B B FE R IR R » HATETA M
Wi~ i 24 (Acetyl acetone titration ) ~ S L €L (Ferric chloride
titration ) K¢ 3B ( Basic fuchsintest) S5 7A I A - S FHEE R (9/L)
EfxiE L Methylbenzothiazolone hydrazine hydrochloride (MBTH) fZJERY
FREEE T LUAE - sl 7RSI AE R - e PR dh 4R S SR PE st 3
AR R - IEEUE R DI GL I 1 7RURE - stERETURRYZE R
fE - AERAGE A RERE S 1.85 g/l > AliE & (Bacterin) ~ {HEZREUHHZRE
B DR E G XAV A REAEE 0.74 g/l -

2. GL34 #fl :

28



FRE AP PR R RS R A R AR - DU A P8 i R B 4% B
M s kohss) ~ R (5) KA - BHEHTR FAHRRRRF kRS
FREEENITH, o sz 2B AR B IS B e e e Blhh St B e A (M)
B - IRZERETTIIRERGE REA R A E I FEHBR - 1R
A HAth &8 Beg EAH R 8RBT T4 A EF o BRI AH RS [0k
g PIEEEE ZE(E 2B VICH B ESMUHRE - RYIA GL34
WETERAT o S s A (e RV EIR R - A S R O TR b i m]
REHVEAE RS SY -

AR 2 Mg = — AR ENEE - BN 2B EEA
KETREREL SR B ER - USRS R A e
DNA 2518 o PL PCR IR T 2GRS T AL AR - il (R F Ry B
HEHFY > HH( VARSI GL34 Estviets TN B A FS%M: - PCR (Y
{RRGE m] LUER 2R Y R S 4R BT il - GL34 R it piita i il 224
BT AW FREE B E SR N T AR R IR AT TR - MR
(i F e AR 0 ER R E AR M1 5 St o] DUMEIR AR - &
&

(1) Acholeplasma laidlawii : —f5% 5 R 4AME 594 E I

(2) Mycoplasma hyorhinis : Bk5IE > FEILEFEIR > B2
RIS ALEIPE

(3) Mycoplasmaorale : ¥51/E ZRBURL > Fs NRSACTRANE B RO 524 B
R -

(4) Mycoplasma synoviae : Bk » BERIHE -

(5) Mycoplasm fermentans : 4&12/E K& @ f ANFEACHAEE 54
B

{5 F A U A B RN 1S 28 15 AR 17 HL 7R 88 8 S Bl RoAR BT 72
JR (st R - AR BRI A T

(1) Acholeplasma laidlawii : Y028 5o Az AT o] P B o A I AL S )
T H i -
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(2) Mycoplasma hyorhinis : J/ &5 ke A4 2 (AR P B e FH IR 2LAHER )
WORHE AR5 -

(3) Mycoplasmaorale : a8 ke A2 72 (T mT e B (50 FH i R /i

(4) Mycoplasma synoviae : J/-bft 85 K 2B (AT PR B o FH R & ARt
Gl

(5) Mycoplasm fermentans : B #0RHE PO EEE AL 07 /AR AT

B -
(B E AR TR B R ARSI R EMNE AR - 15
PSR IR M R R A & - 5] DNA 20530 ST R 5 A /R T

LIRS NIRRT SRIR R

(1) VOF G 2 /aM R AT
FvE VOF B ILEIEFoRE VICH % OIE MRS » BEHA S AL
s SRR S SRR B R o AR
SRS O IR - A% 0 B VICH BB AR G e
4 13 & VOF @ Tt 2020 48 11 FH 17 & 18 [ BRI EMA
WA SET o 55 14 JE VOF SrasTls i 2021 4F 11 H RSB » 1Bk

it

By e VOF & i - A [E I A HZ AR E oK - 85
FEALSCE Y EE R TRE ~ SEEVIETRERINY) ~ (R SRR AR L - DR R
e Y BB HEFIH > i VICH #E— 20Tk e -

m+
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I~ O

VICH ZEi#fE HZ8q (SC) MEFRTIE/NH (EWG) HHIbTET % HEIH
gEinZEA] > BR{E VICH g B EIEE - WA VOF Syt - #E % VOF (&
B R AR R R - 5> VOF &k [ > VICH FREREIRF VOF [ B AR VIR 4
AGRIENET S > 23&7H A VICH ZERI > DUR AR A AT B I 2, B B B 5 Y
&l FE M T GRS BN 2 L - BRIV R B
ZRJER] > BiE VICH S5KEHE K SH% - R EE g R iR ilo &k En
VICH 44 H (https://www.vichsec.org/en/) 9 » 58255 B VOF ik &8¢ VICH iz
B JiREFREEIREHEA - It - VICH FiEia s Bh & Bl & B R AR 22 8 (A
HHEER Ry VOF plUE = VICH B 5 -

VICH a5 5 Bl R di et ol B B sl sk B ) P 4 b i 5 5 < RO E
DUR Al 5 SO B EREEHIE - ARG RATIRAVH A28 i) 2400 B A R ISR 5 A
SR AR > B LRl oy Ry B — B A i - HAE A A E D S A - I
BEOHaER  MeFERE S - KRB EARTTE - 15 2-3
[ R B AR P Wt e G Ry B 2N T B © SRR S B A 40 IR S 3 A
HIRE - DU T SENER SR a5 - IR e BB AH 50 ] - A ZE RN E
R TAM R TR E Bilihak - DR ISR T2 ACETT > A4 Bsd T I 04S UE4E
#ELT > AL el S F B S &SRR I R S R R T R E 5
fohE R E& P & BB 88 0n TR s s T b S TAHRAAHED - e T a7
FIE B 25 3T - PRI H Al A 558 ] 248 B S RACE BB S FRYRE K
FERIAE AT SC BRI o R AR AR RGBT T 2R R R AT > DAFIR S AR 1 R

HFH B PREE 2800 B BYAE R IR ENY) P S 5 e S R B BR A o > A
SELLE R e ARSI » (B —E s N E S50 DA BB — > w5k
Wi 2% HURUEER SRR - I AH B BRE0 S 4 B 25 DU 8800 B . ABR 4%

jitd (EEU) KpgdfsdfedkEge (SADC) BRI/ » DLRE S
VIR EIRNE - i inin G s B A S - (NIL - JeiEslifa g th o il
FEEHYI R SEan R e - 2B N R 8800 - 2= A tHRARC & i (LB B Rl (5
ANHEEL » VICH BESCTH BN A S8 R a8 A Rofti - B A AR R AR A
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https://www.vichsec.org/en/

PERIRE - M AR GG 2 2 [EY R &80 EERRI AR o - IR
BEEERETER VICH #1252 B & VOF [l 2 B it \ S8 (L5 50 BB F S8anHY
BRI el B > A DR Eh Y I B an i TH A e [ > MRS (] [ e fedk -
HENPIFH SR B R EWYIR 2 > e AN SEAL TR S MEH] - (BRI E ZOREAS
HY VICH 818k R KM S - ZeXIHE SR R RS E e E - HoUE
A B E SRS S S T AU SR EEE 2 BEa eyt T -

AR G A BLFh Y ) 2 iR RIS T B B 5 E B B 50 e BB (AR il
WHETMHRBASERE - W B % » B RV &t IR B S Ry 3R - Jo TR BLEhY A&
anE B AU S AL ~ TR BB TS B B R B Y F S an e T
RIS 225 S B N AR R AR S e Bis (R - iR MERF 20 > [EAE R EN Y 4400
EHSEE > HEHBEBCREF L R E  BEE -
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& 1~ AJE VOF st a2 is il g ﬁ%%ﬁé%jtf%‘ﬁ e
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Fifz 1

Topic proposed Date Reason why the topic is considered Advice as to how to deal with the topic / Useful background
for “out of VICH scope” information on the topic
harmonization
Requirements June Regulatory requirements are excluded Recommendation to directly obtain the information on the
for updating 2018 from VICH and may differ between applicable national requirements from the competent regulatory
viral strains in countries authorities of the different VICH countries.
vaccines
Diagnostics June Not currently included in the definition It is recommended to consult the formal OIE procedure for
2018 of VMP in all VICH countries (N.B.: registration of diagnostic Kits (link).
exception Japan) Further information applicable national requirements can be
- might become a topic which could be obtained from the competent regulatory authorities of the different
treated at some time in the future VICH countries.
Autogenous June Not currently included in the scope of It is recommended to directly obtain the information on the
vaccines 2018 VMP registration in all VICH countries | applicable national requirements from the competent regulatory

- might become a topic which could be
treated at some time in the future

authorities of the different VICH countries.

Moreover, in line with recommendation no. 8 of the 2nd OIE
Global Conference on Antimicrobial Resistance (2018), the OIE
will explore the opportunity to develop standards or guidelines
related to autogenous vaccines and other alternatives to
antimicrobials, including guidance for quality, safety and efficacy,
as tools to reduce the need to use antimicrobials.



https://www.oie.int/en/scientific-expertise/registration-of-diagnostic-kits/background-information/

Complementary | June Not currently included in the definition Recommendation to directly obtain the information on the
feed, food 2018 of VMP in all VICH countries applicable national requirements from the competent regulatory
supplements authorities of the different VICH countries.
MRL Nov. VICH does not establish safety Recommendation to directly obtain the information on the
extrapolation 2017 standards. While guidance on the applicable national requirements from the competent regulatory

design of studies needed for setting authorities of the different VICH countries.

MRLs is provided in VICH metabolism

and residues kinetics guidelines,

responsibility for the approach used to

assess the resulting data lies with the

relevant national competent authority.
Establishment of | Nov. While VICH has established guidance to | Recommendation to directly obtain the information on the
withdrawal 2017 be followed for the design of withdrawal | applicable national approaches/requirements from the competent
times period studies, responsibility for the regulatory authorities of the different VICH countries.

approach used to assess the resulting data
lies with the relevant national competent
authority




Ectoparasiticides | Nov. Not currently considered by VICH since | Recommendation to refer to the guidelines published by the World
2017 in the USA ectoparasiticides are Association for the Advancement of Veterinary Parasitology
regulated by the Environmental (W.A.A.V.P.) in Veterinary Parasitology.
Protection Agency (EPA) and as EPA
has no involvement with VICH it would
not be possible to commit to apply a
VICH GL on ectoparasiticides in the
USA
Medicated feed | June Not currently included in the definition Recommendation to directly obtain the information on the
2016 of VMP in all VICH countries applicable national approaches/requirements from the competent
regulatory authorities of the different VICH countries.
Borderline Feb. Limited/varying experience with that Recommendation to directly obtain the information on the
products 2015 type of product in VICH countries applicable national approaches/requirements from the competent

(herbal)

regulatory authorities of the different VICH countries.
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