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oo~ B~ BER]  KAEEYE - g BEE £(FR (Delegate) 7] OIE
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Z% ( Antimicrobial resistance ; AMR) M2ERHETERE » DU B FH 2% e B 2
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B 20201 H14H () :
IRF [ R EXSINES IN
08 : 00 HRE]
1SRG it S a7t A 4H 4%
(OIE) #ERFE
2. OIEREERI AL DigEM: K B
Y /A &2 5 & ( Antimicrobial
Resistance and Veterinary
08:30 |FAFmAKSIE
Products Department ; AMR &
VPD ) JE & Dr. Elisabeth
Erlacher-Vindel
3. OIEEKE&EFEE (RRIAP)
J& £ Dr. Hirofumi Kugita
09 : 00 HERER B L v S
A g HAVEREA Dr. Elisabeth Erlacher-Vindel
09 : 30 | [EAGHE RRAL EReBERE
ke et
P RE P na B ) P B SR R R
10 : 00 | FEAKRPEEEhY) A B o e B R e 1 (VMPFP)
Dr. Rozanah Asmah Abd Samad
OIE AMR & VPD
10 : 20 | OIE BN FH & S AAE K AE 5 | B8 :
Dr. Maria Szabo
H A OIE &1EH.0» (Collaborating
10 0 40 | KABNYZ S e center)
Dr. Nao Nakajima
11 : 00 | OIEfEAEHKIZTEIE OIEAMR & VPD
OIE i &gl (AMR) £ &
11:15 | OIE AMREERIG] & =/ S | OIE AMR& VPD
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Dr. Elisabeth Erlacher-Vindel

7= B OIE & {E H (s ( French

Agency for Food, Environmental

11 : 45 | DUEBISKE A EE A S| and Occupational Health & Safety ;
ANSES )
Dr. Jean Pierre Henri Orand
FB AT A E Chulalongkorn
12105 | ZEEIBTFEHME B R i 4L e University )
Dr. Suphot Wattanaphansak
12095 | =g OIE AMR & VPD
OIE &fEquL
13:00 |48
BV B i S
1. ZEFEOIE&/FH .\ U.S. Food
and Drug Administration ;
FDA)
Ms Bettye Walters
14 : 00 | VICH EEhERE © DLH A B Ryl _
2. HZA& OIE &1 ( National
\eterinary Assay Laboratory ;
NVAL )
Dr. Ken Noda
BN 09 (i R 177 & (Health for
14 : 30 | VICH & FHEEZ2EHIfE Animals in Europe )
Mr. Richard Anthony Clayton
14 250 | EIEEHPH &8 aman B B B A B IR _
Dr. Pramod Kumar Kaushik
15:10 | M%&
15:30 | R
15 : 50 | FRiE) M S e BRI A HBE AR AR S
e BB R
16 0 10 | ZESETE A 2 B A S E TR ER A

Mr. Erik Florent M. De Ridder
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B 202041 H15H (=)
BF RIE ERAEHBA
B P 2 22 2 BE . (Pharmacovigilance) s5RE
- A ~
09:00 | BEYyZEeRa s FHIOIESIFIL (FDA)
Ms Linda Grimm
AT
09:20 | BUARIEEAEY) % 45 R 4L5 PRI
Dr. Daniel William Edson
BOMEI IR ey
09 : 40 | {#H VICH &&= R R AEAI{ERE _
Mr. Erik Florent M. De Ridder
I
_ 2ERFE
10:00 | EfELE (4 BHgEs |
Dr. Wenyuan Yang
10 : 20 | 5%
10 : 50 | syaHETEm (—) PRGEIE TR
12 010 | spallatam (—) &R 3 /AR
12 : 50 =S
13:00 |48
B {e<5% (Falsified — substandard veterinary products) =&
A OIE & N
14:30 | YRS SHIOIE L
Dr. Jean Pierre Henri Orand
I | R
14 250 | A~FTEDY) FH SE LR 7o B B B RIAS B _
Dr. Hiruka Mahat
OIE AMR & VPD
15: 10 | BiWRAE9 S m e KB RS o
Dr. Rebecca Elise Hibbard
15 : 40 P
\ tH 58 75 4H 4% (World  Customs
s {B4% © WCO Hi OIE &5 o
16 : 10 - Organization ; WCO)
SR B
- Ms Saori Nojima
16 - 30 ZREHEED S BB U BRI | 226 VMP FP
. 2% g Dr. Sasi Jaroenpoj
16 : 50 | =&
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10 : 00 | spdHETEm (=) &SRR 3/NAAE
10 : 50 | FHL
MEYIbiEE: (Antimicrobial resistance ; AMR)
1 20 WHO-OIE-FAO =778k AMR &#j; | OlE AMR& VPD
R Dr. Elisabeth Erlacher-Vindel
11 :50 | WHO-OIE-FAO=1AMRE R 775 OIEAMR & VPD
11: 55 | OIEGE KIEAMRIEE) OIERRIAZ
Dr. Hirofumi Kugita
12:15 | f%&
13:00 |48
OIE AMR & VPD
14700 | 3 AAIRIORETE | FACETRE |
BRI op B B A 45
Prof. Nicholas Charles Sangster
14 :30 | 5w
&inim S P
OIE AMR & VPD
15:00 | SERCEIE R EE _ _
Dr. Elisabeth Erlacher-Vindel
15120 | AXBHET e aS MG el
15:30 | s OIE AMR & VPD
OIE SRR/SEA
B 20204£1H17H (1) : SkbRmE -




= BERERANE

(—) FRARTIE

AR g St R B A 408 (OIE) H{EfZ% Dr. Quaza
Nizamuddin Bin Hassan Nizam ~ OIE &3 4E Wb 28014 Kz Bh) F 25 LR
( Antimicrobial Resistance and Veterinary Products Department; AMR & VPD )
it Dr. Elisabeth Erlacher-Vindel » DL Kz OIE o K& FEFE ( Regional
Representation for ASIA and the PACIFIC ; RR/AP) iz Dr. Hirofumi Kugita
1 RS g > R AR B Y P S i e B S AR B - HA% i Dr.
Elisabeth Erlacher-Vindel THigrs% > #85E S HERE RATETEHRNLE
DI RIS BBl LA 1 DUF] OIE I arsiik S ic MR & 4s
Fo ST SR R -

D]

(=) B2 =T
ILETH OIE Hprgon X {7 ( Sub-Regional Representation for
South-East Asia ; SRR/SEA ) Dr. Ronello Abila #&(T 5 » BeEeiEI e B
R R R A T H R -

1. BRECESYASEmERE R

Ibt B RE R e P e BN ) FH 2B ncE S B G 1 (Focal point for
veterinary medicinal product ; f&§f# % VMP FP) Dr. Rozanah Asmah Abd

Samad 5 - FEARPEHENY) S E B SO R T Y LRI

(1) 717 5 FHEIFEZ A Yiger: (Antimicrobial resistance ; AMR)
TEITE R RREEREE TIE - AMR BRI RTE ~ BRI
FEPADTEBLER] - DURGETEERDUESR -

(2) BEEEYSWHYIHSELEREY - SabiA R DU &
IEEEE LA -

(3) FcEEEFERE R R KAIFR% A (Stakeholders) & H
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(ERPAER -
(4) [REE G EEmER - ZORFREEEIRE LR 1R - BEEH (5t
GCSENNESIEES ] WAE SOl
(5) SETEPsnREY L4 - WE R E R R - B E
PSR -
(6) st¥EMRENSELENS BARERS > TEENHEEER
HERIESE  HrkEHL SRR -
(7) EBRE G R EERIEETAEREAER - BTy
7% ( Antimicrobial usage ; AMU) 5[ -
(8) BIUBZEEVIHAEREMES] RIEVOeRENT > EE H
AR ERPUAER -
(9) EIZ5aEhyEm e EEE P B IETES | et 2T
Silmt R R F A -
(10) HeEnE AR Pgan{E EfaE (Malaysia Good Agriculture Practice ;
MYGAP) 5858 - Tt Hax Fatee i inan N - BHE L EE 7 in
H e
(11) 251k AgEEEi4 2 (Critically important antimicrobial ; CIA) E
e EE#ER] ( Antimicrobial growth promoter ; AGP) s -
2019 4 1 HZEH Colistin fE £y AGP {5 » 2020 4 FE 25 F HoAth 6
TH CIA fE Ry AGP (] - Souie B P UAn A B 4
AR > Wi (Probiotics) BUiEfL (Peptides) -
(12) $HEARRALNEREERT ~ BYIFESE - 80k ~ FIBRIAR AR ALEER
BRFEETHE NEE -
FERETTHES RIS MH R RN - 2P B A DINEE - NI
(R B AR - EEL R IR BB B A R (R A — B LUK I 2E)
AETE NS USRI E i FZ M my S B A SRR HE AT
ERHY - B JEERERIRE YIS (E e A 5 DU E
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V) FH & it FH ER SRR R T RE S - 2 S H AT AE Ao bt I A oAl
EIE °

i

OIE Bi¥) PSR iR Ko A5 5 [ BEHT
A OIE 48345 AMR & VPD +ZE 18 & (Project coordinator )
Dr. Maria Szabo tHH OIE /5 BEEhY) &4 fte ke dg s AV S HrEE R -
Ba ke AMR R {iE 188 - 110254 B A L 22 5 i fAH B AR g
5l -
(1) J=EJ7H
OIE 7 2019 2 L Eh) Hl e ee s R o B B PRI EAE (OIE
Technical standards for manufacturing and quality control of veterinary
vaccines ) - & A\EA BT AM K T 7 (8 s AH R =6
REFIES E ~ L8 ST AR o AT ¢
http://web.oie.int/boutique/index.php -
591 » 2018 FE B R B Eria Sn il i T 1.1.8 BEREY)
PR E AN ~ 2.3.2 ZE1 FEREI N B & s B R L EHRAY
At DK 2.3.4 EEEIY) S i AR Mo B B PR (R OK S AH
7S > A48 OIE 55 86 fE K& ikarid
YIRS e e Mg ER ( Target animal batch safety test ;
TABST) Z&FRETEE OIE £ Y2 e Z B Y
( Biological Standard Commission ; BSC) =tim » RN A= EF4Y)
GBS BT RS E - B rE A B EE
PR e o = R PRy e A Mg -
BSC Ss& =T e i an - FHRBHPA A SETY 1.1.8 T -
RIS 2017 SRR AR S ARARY/ N B8R (Peste des petits
ruminants ; PPR) SIREEMGET ST+ [FEREEVEZ E
JEA i (REORAERE - DSR2 PPR i HBIGEE - B
R EE R YOHEHRE (2-8°C ~ 25°C 8 40°C) » Ji» 0-5 K1Y
AR ] E R ] B 200 1E - ACHERE FLM i
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http://web.oie.int/boutique/index.php

( Thermotolerance ) -

(2) AMR J5i :

OIE JA 2015 AR % AMR K Hifgd %8s ( Antimicrobial ) {3
FH > #E4E ~ f55 | ) f#E 77 ( OIE Standards, Guidelines and Resolution

on antimicrobial resistance and the use of antimicrobial agents ) » i A
2018 A B (R A 6.9 FEEEY R g4 ) B0 5
ER R - —(EEME RS R A BB a5 - 1254

TRV -

A. B - (ERDUE PR B R PREARA I E R R E)
PG A -

B. %M - AP RRIN B S A R
A > RGRMEBORPREE IR > ME— O TR IRAR -

C. FHN * (EFTUMAYI BRI B E B B E b A
RS E VIR AT RE 88 A AW RF RIS 5 T VB — B

A EFAS -

01

. means to
administer an
antimicrobial agent to
an individual or a
group of animals

showing clinical signs
of an infectious disease

: means to

administer an
antimicrobial agent to
a group of animals
containing sick animals

and healthy animals
(presumed to be
infected), to minimize
or resolve clinical signs
and to prevent further
spread of the disease

lop ' means to

administer an
antimicrobial agent to
an individual or a
group of animals at risk
of acquiring a specific
infection orin a
specific situation
where infectious
disease is likely to
occur if the drug is not
administered.

53k 2019 £ 5 F B E BRI EEGUMAEYIENS . Kk
HEfERFRAE B2 - HEMEhaT

https://www.oie.int/fileadmin/Home/eng/Our_scientific_expertise/docs

/pdf/AMR/A_OIE_List_antimicrobials_July2019. pdf -

EEEET > 2 3 X KEE 4 1 Cephalosporins Ei Fluoroquinolones
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it B NBERE EZAVHIAEZ - Colistin it 2016 Fui{t 5L 440
4% (WHO ) g7 B Highest Priority Critically Important
Antimicrobials » [Nt iE 4R A )R] OIE Ea A IEME S fiEik
TRPG(E VB EER KRN > AMERIGFRIF S 4R EE - ER
IREEHIEEERSME - 5550 » NI REEy T fE/RE - HT%E
(EREAT o FIlF RS 5z ST E VBRI E &y AGP (1 - Al
faia 3 U A VBRI PR 2E (R B F A AR ERIE T - Sl
ZAEH Ry SRR 0P -

3. JKEBWIEESELRN
BEHEH HAS OIE & Erf0: Dr. Nao Nakajima #t5 > 528 HAIK
EBE IR -
T & BERE E4H 4% (Food and Agriculture Organization of the
United Nations ; FAO) 2018 FaER&RMETE R} - /KEEIEEEGE
FOREMLESR - K E 2016 1Y 47% R 2 2030 1Y 54% » Wi THETRE
RN N - aR A 2 A BR KB S L HE Y £ & - AT i CR/K AR BIHY
(R 2 o A [ 22 i 1 il B 2 Y SRR » OIE .8+ /K AR B S AH B AR
# FEPEEIE R AMR fYERH -

Keep them

healthy! -. o, . .i_ .- = e A‘{ Ml K

~~~~~~~~~~~~

o S

Tackling AMR

FKAEEY)E TR EERE Y 1986 bR S8 R HEE B = R - H
% » 1988 £ H A& @ H BN 2 WAL - 1989 FE I SEHE K
( Aeromonas salmonicida ) JZELFERIEET - H 1990 ££1% - 2 ERGAMA

ST EI I > AR E R a R - 2005 FIIEAH
13



JEe (B A M 28 B IRLE DNA Y& i > 2018 SR fee H B PRI

SEAE DNA JZi o FR A e rT UE DK AT e s 1) >

S EERE SO D DTAE R (LA > PRIE(REIE R S PRI &2 > 28 m] LU T

Wits o RATKEE BRI A REEARE Hh R Ry S e 7R
RESKEFYIEEA TR ~ R OHREE 3 s T2 -

Injection Immersion Oral

-

Mixed with feeds

e b s M

Treatment tank

IR ETT AN - (BB RIER B FER R R BlRk
A GO RERE T (8 R B8R (BRI R EHAES] > Bia R
W —f o AR E R O BT - HEAR -

Injection

Efficacy

Application - ++ 4+

User safety + 4 +id

Stress for fish ot +

Labor costs e + +

Amount of Vaccine - b 4

Accuracy of administration +++ +

Handling skill i +

Comments Most common methods Easiest methods

TERFHES 7K A BN B RS - M SR A » I3 FE 1B T8 A2 e
PR - DARCPRIRN SRRV ERE - B A E)T A avE e o Gl
Lactococcus Y& iR 1 4G T A EHT RS » 5 2 R4S TR IR
g ORAEDRF) - HEIVE - HA SR BFIVEE M ERHIREE -
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AEFEI A - FHINFEFEAR AR - RNOKR - S TEERE
EEG TR~ RFER R TR 5-6 REeB ot FEEH
BRI TIFEEAAE -

FERA  KAB Y s @R 58 (855 B B B2 BB AR 75
& BIESEE A AEME B R e AR (E A AEREE B s B T Bl e dn B
Aill e o B B BT - BN CGMP BUSRAE - SRS Riin
BB Rz e teh - BB R s e & B E R E A E
B AOR Rt 2 A S E - NIKAEBYE s AR &R g —
MRl Bk —AG i A > DN Y SR =R 0K ' R S R P A SR P
e - BT PREIE N F A B i e SV B R B E R A > A RERF A8t
B GFT R B S A R B

(=) OIE BEHHIREIE (AMR) 2IRGT:T BT
IILEfi%EFH OIE SRR/SEA Dr. Ronello Abila #{T- 3% - #ishzbfii gy &
(RRAAH B T -

1. OIE AMR 2IRHsT e RN
AEHE OIE 44358 AMR & VPD £ Dr. Elisabeth Erlacher-Vindel
e

26 2 J& OIE AMR R A B fEL{ FH v ok P Bl 4 Ry (27
OIE Global Conference on Antimicrobial Resistance and the Prudent Use
Antimicrobials in Animals ) 2 2018 4= 10 H 29 H &z 31 H&REE&EFE L
A > NG E OIE JERF G M B AEELTE 5] » W0
Performance of Veterinary Services (PVS) T H i1 AMR [y » 55
(BT E BRI F 2RV E R - SHEEITEWIR (k2% (Falsified
or substandard drugs ) &l R &EHY A 1T > SENILA R E AYE
( Alternatives to antimicrobials ; ATA) AYRFZEELEEfE » SRR FEWET

Boomas | DUCERrE BE#ET AMR E\fgE s ) -
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(1)

(2)

(3)

(4)

(5)

OIE E{Kkpifa R TR BRI T -

Rreg s HRI R B |

W EE BB BRI AE YRR AR R BT - B
FEEAEENY) - WELHFUNGHYEC R & (World Small Animal
Veterinary Association ; WSAVA ) &/E—[EaEfl @ 2% BEEZEETN
2020 4 3 H#ETET ©

it PVS TH A1 AMR B &

2019 £ » OIE &3] PVS SREIEH o » $1¥ AMR H95E53 )52 -
el R R AT AGP 2 EZE IRBLA » HI[F 2 4Ry T2 32
BRI > 2018 4 (&) DIATHEREIZE RS AMR 1785 %
B3Iy 3 &85y » 2019 FREAPUEENMETEN T H AR H] AGP &
A GEREIN 3 4oy o AR R T - I ¥ AGP {151
Fy 3 8oty e BERLTHR ) -

s LU A RO 8 F BRI S

OlE EA At g BEIHT - 5 3 Hl#lE it 2019 4 2
H#AT - 5 4 Bl s B &R0 2020 4 2 H#T - 55 5 BIERIH
Filas &9 BEIESR F - OIE HFIC.&EH CAY IT (Information
Technology ) %t > ARAGRAFELERICERAY TG/ SRERTE -
SHLETT BN 954 (falsified or substandard drugs ) EEl &4
HYRITT: -

H Al OIE 275 WHO {52585 2 BREG (7 S 90 T e BAR AL 1S - Il
e 2 st (FF A6 6 JiE OIE o A s Bi7) FH 4 i S s ok e v 1 b
b e RS BERINER. -

BT A EEAYrE (Alternatives to antimicrobials ; ATA) FYRH
FTHASEE

J/2 2019 £ 12 A 16 H-18 HEYH 2 55 3 Je ATA BFEHES & ol
MBS > B ~ MAEVITTEYE ~ HYHEESEA0T ~ B%
MHEAZESD ~ BUEEY) - LIS LB SR - 5% ATA fela s
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SCHGEAY AT REMEE Tt am -~ MR E— BRI~ — > HEIRIZ A
OEMIB LSS - R E5ER -

(6) FHEEAHBUETEREETES]
FA5E 6 Jei OIE mi ACHEIER B i 4 an S 55 Bk B v L1ttt & o DA
BRI U TS MR R

(7) SZFrg BEETT AMR JE\fgR S E) -
OIE 1L ke B M7 /R (WE NEED YOU) — %51 AMR
R~ HAEEH g EESHE -

ﬂ
\

L

conmoscon I | Amlmclost 3 %Mn

USTEDES .

WE NEED

ANTIMICROBIALS \

vt d e ot
o i T

PUEESE B M E B RSB A RS

HEEEAEE e mZ 2/ ( The French Agency for Food,
Environmental and Occupational Health & Safety ; ANSES ) H NAVEN)
FH g 5 3 55 ( French Agency for Veterinary Medicinal Products; ANMV ;
I 5 OIE &fEHry ) Dr. Jean Pierre Henri Orand #5 »

HIE e N FPIRIRE T - &85k a2 o] DUGE R 2R TR Bz dil e
TRHVEE L - — BRI EE > [EE A A PR - RIZEEE
HZEEHEIES (Reg 2019/6 — New vet regulation - art 2 (3) ) » #%JEh
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= NEC HEAREMENEIY SR IR R PUREE Z BREsd
SRATIH MR 28 > A H RN AR E —RIT WA #Y
( Epidemiological-linked animals) - ;REEAIT :

s el

b Production >
e | _—
\ %

= - B
Epidemiological .. -.
link

i
gz LA TR (Heads of Medicines Agencies ; HMA) & FE UMK E
fe N KB S E L > RS SRR B R T ERRNY B R
FIAHARHS 2 - HBIBUMNEE /i #f5 (European Medicines Agency ) FIEX
M7 5 & (European Commission ) 1F » 3 [FEZE{FEIOM S8 B E 247 -
HMA e B9 A 2 oy Bods A St A sRag e/ N (Co-ordination
Group for Mutual Recognition and Decentralized procedures-Veterinary ;
CMDv) - & DB E BER AN ELE REE I - CMDv ¥
GEHEANE AR EENEE - EHEERN - A HREER
( Recommendations for the manufacture, control and use of inactivated
autogenous veterinary vaccines within the EEA ) ZKE s\ FHf1 @ 5 | [EHR
HAYAESE o A CMDv 583 - RE BRI &2 1 B A S8h{sE FvS
7 () B RREERE s e e A2 - WRA IER R
SEEm LR - BEEE gL RS - AT -

A EEZEEEE — SR ET (BRS RO TSRS )
FY B B TR SRR Z Eh ) o Bl PR 1 S > TG AE (R AR (R —
BTN ZE) > AREZIMAFMIRIR - DR SEHREE m AR A B 2
T e P 5 2 T B o e BEET )RR IR W IR BRI e R B
TOFREE HATHRAME - 2 28 i B S FE A 754 Good Manufacturing Practice

18



(GMP) TRETT » IR IRE ARESD AL FF & GMP AT o Fe84K
o B PR R R R e et RN E L - W R A A BRI 74
FH T i n e s MR B BB Y KA - B2 5e i (Labeling) - 8
SRR Tt B e s BB M R I (& (BREE AT ) 1T IR e T
fifg > REZEFH -

AR B ENTEERFEEER SRS EEREE B E
HZ et NES  NREA _EHEHE - R —(EE ALY
)7 FH— R E T (Unit) pEEs R B - 280 B AT [E—(E &
RETT - HATe AR EZAE 3 (EEBRE T - BRAZE (5 69
%) Kfa (1529.7%) » AERWT :

Volumes

160
140
120
100
80
60
40
20

mlllions of doses

m2010 w2011 =2012 w2017 w2018

BB RS R e L B S A R T
RESSCREEE  BEH

RSO MBI SR Wk
(BB TR %)
it 4 - R 4
B EH - REESTE OEE
245 5 WHERARINE B
PIHEHUREA RN S
WAL 5 R i
ESE H i

BB E R BT i REHIIR SR - IRFIERER 1 (HEEREESHT
BUOE > EUER SRR AR R R E 2 fe > IRATIUEA R 1
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MBEAS RS IVERIT A B (ERBS RTEEERT ) TR S5 EAIRY
TEEE ~ S B R A (eI P AR ST KT R A F & (MRL ) #i i -
S22 AR R S P R FHE W BRI L T R B AT

TE E S0 e 7 TSR 15 R i F > PSRy 7 1T > VA B e A
LB - B TS LS stE s n A T - KB R AL A0
RIENER - HAEAN R 88 > 275 %S Transmissible spongiform
encephalopathies ( TSEs ) & & 2 JRBYAF IR (K F TSE & & » 2017
12 HRTABIZE IR BV E RS EROE BN SRAZORT -
BIARRD) -

ANSES H ) ANMV 2% % B St S8 e - 1794
EHEREGTH TEENEEHRAR  HKEYZLENR

( Pharmacovigilance ) Z:4 5 fE T &t & A M AR LB & 1 reg B
T ANMV A g8 2 & v B B 505 - HEEBRARS T
i

(1) fRBfFEEER

A, FEERMR RIS - AL RAMRYIE ] -

B. NIE(LAVIEE -

C. EHtEMBITIE - BT -

(2) TRWAREYZ 2R ASET R A B E (Adverse

event ; AE) -
(3) FAHEERNEZ T (Prescription) - iR A 7 B R R AT E]
—ERETT -

3 Ft ANMV fifr B E sl RS EGS A &7 & GMP %f
PRAED - RZEETRUN 5 4 R SRR AL (EZRERACHHBR &R © (R4
AR (AR ~ MR RENY)) IR RS - —HAIEARES
seiyEE B s H R g A B RE R A -
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I B K DT - ZRASBRESAT2ET - e B BT - FHEBREEATER
BRSBTS R Y BE A 0 B [ A R AT B S5 -
St BRI A A B R - BAE A RE IR RS
A~ GMO EY) -

LS R7 E FERF & GMP BT - NS LBUR RS - SR AR

VAL ~ WEER R MYV IS B B - DU 6-12 [EH Y
ZEMESERER - HEF R A A Y2 20540 A BRE
FERS 16 HNESR » MIMSF e AR E R - SRR R s
I EER -

BRES AT S AL TG BRI )T ~ AT 8 T
DRz [o] i e B i ok B (DL RS - (o P B 2 e Y LB - AR i 9
EAEEAR e 4 - A R PR ERR - foRIHYEE ) FE 5 R R E Y
FEM: > BRI TR E L e B R E -

&E b PR TR RER S I B eyt E o BREE E R
PRI PRI S UEE R - (BB PR Y e v By v ] (L8 P BT B e v V%
sEft R - 1 EIRAR B R aim R sy R —Bom BT - 1274

HAEANE LB R & 1 RS R WHRWA Y 72
FEEHAGA RLJE -

RIS B R 2 KB

B RE R B AR T AE Dr. Suphot Wattanaphansak #45 ELRHZE
B S FEF H R i 56 E RV ARER - 3% RE%IA 2016 -4 H 8 H
7B R FE TR & 1i (Department of Livestock ) i [ (RS 8k 2h
B EH RIS

Dr. Wattanaphansak 271x » FHAES s 4l S s BRER e e ey
FEA e RNILARIMEREZ AR XN IRE ] (GER TE) - E2HF—
{EA R i nT TR » SRS 55 [ PmaR -
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5 capsular 15 serovar 15 serotypes  >35 serotype  >2500 serotype
serotypes groups
A,B,C,D,E
A, D commonly 1,510,12,13, Biotype | Type 1-9 S. typhimurium
found in pigs 14 more (1-12,15) commonly s choleraesuis
virulence Biotype Il found in pig S. heideltlserg
No cross No cross (13,14) No cross S. Dublin
protection protection protection No cross
among among No cross among protection among
serotype serotype protection serotype serotype
among
serotype

RIEE - BImbE ~ B PR K& AMR 558 T » \lgE
GREEAEE  HERMER e miGHE - AR ETER
ol ~ IR B R UR AR - SRR FERES st R R 3Ep S » I
BRI E e 2 G EiEE ()  HA R RIEET
PREE SRS AR ©

ZAREEH 2015 B RS £ E R ITa T T B R m b K
FER - GHOTSEFEI PR BUEEE (R RE (PRRS) ~ 58 2 AUFEERINA 5 R
JiE (PCV2) -~ BRI B RIE K FE AT TR (PED) SR HMEE K&
W DU ESEIE 2 S > 40 E. coli + Salmonella + C. perfringen ; H.
parasuis + S. suis + P. multocida + M. hyorhinis ;2 5% {82 4R i 32 ( APP)
F o EHMTE AR - FERP R IRaE 2= 52 ~ I E U RERE A
TR

{5 B R Al EHBEREHER
HFESET R 12-20% 280
BAES 4.5-6 Kg 6-7.5 Kg
5% (59 H 15-28% 1-8%
) JETHE
9-10 HE= 14-20 Kg 25-28 Kg
# 105 AT kBT 26-29 i 22-24 i
HE B
EEFEIE TR 10-20% 3-5%
S HRE 550-630 g 730-780 g
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P P BIRmIE JEES Bl 4E T PR P L
A& A5 {6 F P2 10-20% -
¥ 5 B A By
{5 FH &4 30-40% -

{58 I B 5 s E (BB AE Y o] DAEL R DR R 2 s > v TPy 25
AT DU ] P SE R - DUR AT Ry B i 2R 1) e FH 2 PR RS Y o BB
T B - s R IRHIER B ER R eEbs - FF AR EEE L 2=
PR A 8 S EER S e RIS AR AE ORI - RR b mI R S e S TR
a2l > LUK E AT S B Sy i AR A S (S IR -

(27) Bty B e =Y

AT EZPEaE VMP FP /Y Dr. Rozanah Asmah Abd Samad &1 3 »
A e an kg BRI R R TR R -

1. VICH B8R « DAHAEB R

AHEEHHA OIE &Efuly (NVAL) Dr. Ken Noda # - HIt
Noda {#-+t53 S HAU(AEM VICH ARSI R E iy E R
VICH E#IsiEY i iy A: B B AR E AR EE 240 (Seed lot
system) Jz TJiz GMP f# - ZehECRpCanHIanE - H ARS8l
e B Y MR sk AG\Es (Extraneous virus testing ; EV g55 ) o
ERASIAFE] R GMP EHE - 2 12 N&IEE - VICH Zi# OIE /53 H
A EEHE I » WS LR EV s o R&EEE - HAR 2005
FE T GMP #i#i-2005-2007 AR Z AL T S e i it BT 2450
&I 2008 FE Tt 5 S AHREAVREAEE R - A0 AR ~ L ~ R
BRI MY IR M Aat - Tl s e E BB

B R/ %5t
4 mnE ~ LT Yy i
iR R

Bl
e
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GMP &

X R (R ) I T AT
T 1pE T S ik

] N G ) e T3

Bz A B e[l SV R A

5 #5> Noda 11935 VICH FISRAYRES: ~ Bk sett it < VICH
MR ENIGRAY H HE R T (e S 2 Bl 257 VICH FrsTHYAER] (Guideline ;
GL) - HILAEIREaR A= Bl Eh H S an i s B aC HRi S - I H
fsEEL OIE HYE(F - 2017 47 4 H HA VICH U3 K 2R BB FH 2E s
ETERHE BRSO R ) (ASEAN ) 7 BREHY) 2 anlist 8 s L5l S e
w0 58 VICH GL27 (FEREMIHEEZAERT - sHADasti e 2 15
fla &R~ GLS0 (A TE( by R bR BT RENY) I 2 al B e R
SR ) AU A Y SR BB ) e v B S AR G Y B i R SR ©
2018 4 4 F S sImFE I A AR 5 7 BIFISRE K > B VICH Bk
Rl VICH MHEAARED ~ JIISRA6 ~ 88 2 Bt B M j e BRE R
OHYRPBIFETHET TR G S R R EE - JIIS&E R A5 VICH
44 E (https://www.vichsec.org/en/ ) HY Training #EIE 218 Kz FEFT - 5/l %H
2R A N YI4gHEERE ¢ https://youtu.be/lugbLNoZzWbM -

VICH S'EAE BRI EA
IEEREE VICH #8587 © BUNBWI{#EE RS (Health for Animals
in Europe ) Mr. Richard Anthony Clayton #z45 - VICH SEMHEEXERIEHA
4 %8 > Syt o A% VICH 485 (https://www.vichsec.org/en/ ) fY
Guideline B, Training #1535 & N&f -
(1) ik (Analytical validation )
A. VICH GL1: A2 Fr Ay e F % B E 2 a4 it 1999
10 A& -
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https://www.vichsec.org/en/
https://youtu.be/uqbLNoZzWbM
https://www.vichsec.org/en/

B.

VICH GL2 : 52 iR 75 » 7 1999 42 10 F
B -

(2) A%iYy (Impurities )

A

VICH GL10(R) : & g5k} €% (New veterinary drug
substances ) &P - it 2008 4 1 H i -

VICH GL11(R) : &%) g250%] ( New veterinary medicinal
products ) A#EYIEE A - 1 2008 = 1 H Ei -

VICH GL18(R) : EVIHI#TEE ~ IEMEYIE R A e A A
FRFD - it 2011 4 7 HE i -

(3) ZZEM: (Stability)

A

VICH GL3(R) : B I & 50kt & e B2 e st Bl -
7> 2008 = 1 H &

VICH GL4 Annex to the VICH GL3 : #7522 e Mt B o
K 0 J% 2000 47 5 H Ei -

VICH GL5(Quality - Stability) = &7 FH 7 &2 5l 2E K LR
e MERBR AT - 72 2000 45 H & -

VICH GL8 : SEEyaalR i< e Estbaiia - 72 1999
11 A& -

VICH GL45 : &,k (Bracketing) JFE[E ( Matrixing ) {5z
s PRI T AT Rl TR 2 R B2 rE Mt I 2011 4F 4 1
B -

VICH GL51 : ZE sl B Bl aa ot G A - it 2014 4 2
H & -

VICH GL17 : AF% (Biotechnological ) /4EYy%E L &84 08
PEEERAAEL - 52 2000 4 6 H EH -

(4) ##& (Specifications)

A

VICH GL39 = B 4850 5% ke SR Bt e B3 2 A
AERF (BB SRR > it 2006 4 11 H B i -
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2 Ve Bty FARHI s GL3 » ZEfi HIELA 2 an R d 2R g T

PARENT GUIDELINE: VICH GL3

«Stability Testing of New Veterinary Drug Substances and Medicinal
Products”

Annex: guideline GL 4

«Requirements for New Dosage
Forms “

Further guidance for
biotechnological/biological
products:

VICH guideline GL 17

Further guidance for medicated
premixes:

VICH guideline GL 8

Bracketing and matrixing

Statistical analysis

s 2 M BRI TR Rl B S R 7RS0T

VICH guideline GL 5: « Photostability Testing of New Drug
Substances and Products”

VICH GL3 1 Testing equipment and protocol

(Par,e_nt u!dellne) d Stepwise procedure for photostability testing from the APl to
«Stability Testing of New the packaged drug product
Veterinary Drug Substances

and Medicinal Products” T : = :
VICH guideline GL 45: «Bracketing and matrixing designs for
— = stability testing of new veterinary drug substances and
General principles for: medicinal products”
n Stress testing

1 Selection of Batehes H Bracketing: methodology and interpretation of data

1 Design of stability studies H Matrixing: methodology and interpretation of data

H Stability commitments | VICH guideline GL 51: «Statistical evaluation of stability data”
H Evaluation of data : A A R e T S T A e SO e Y

1 Statements/Labeling

g Interpretation of stability data in accelerated and
intermediate conditions for extrapolation of data at the long-
term condition

H Recommendations for use of statistical analysis

HIESY AL EE AR

REEHEIEE{XFE Dr. Pramod Kumar Kaushik 5 - EL@h¥FH &%
FETERAH B S AR A S EETERBE B > op o 48 an PR P2 A 45
( Central Drugs Standard Control Organization ; CDSCO ) %Al Z &
( Drugs Technical Advisory Board ; TAB) KEZFZsZEE S (Drugs
Consultative Committee ; DCC) #E{ T &8 - MHRASE L6 E o gE
YitaEstaEs= (Central Drugs Laboratories ; CDL) &% - 4} » frf%E
mn S ~ IRE ROHBEEFIHIET - (A EIEEE MR FZ S g (Indian
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Pharmacopoeia Commission ) ¥ o BrégaE s i REREREE 1 A5
34k 0 EEIARIRIBTSIZAE LT -

SR EhY) A S B S A AT B

KERERER A HEN e R - NHRRES ARG H > T
Tz {7 Dr. Taoqi Huangfu (X A3 - 31, (ASEAN) H 2014 4L »
FFBEGEE VMP FP EEbTa s ) e e i R EhY)
P& AHRARRRE - S5 2015 A 22 2020 FA T8 7 ZE I T &N VMP FP
HEE R AERS - Bl BB RS SRS &80 & % v i E B AR 2T
DUR HBR AR s L BB - B IS RE iR flatia Bl (A0SR fp s & B
VI EEVEITENETEE ) S R B B A SR A K E R L
#E - JFEER AT EE BN & 1F -

Wi H RTE R s i B B 5o s G - & FBECER K E)
V2 B iRt o AR DT & BE ST Y P 7 B AR B
[E] - ENJEN: 2018-2019 3% a8 R fip RS GMP BRI » FEZEBRR 2%
BEUAERT - ENfe528 2018 4F 11 H FAO Frsl 2 i RE
& (World Antibiotic Awareness Week ; WAAW ) BE#iEE) » il &
OIE finsebi &t ks IHE P RV EEEE » 200 VICH MR &k
JEE FH B At s LB Y B B R E s

BESEHI 5] Z B P & e B B S A

IS FH BN B (R i & M. Erik Florent M. De Ridder s - {{%
1% 2015 R AR T - &R ~ JASIEGVE REH G IS
Y72 MR K ERENEY L E AR AR RS =R
M - B A BN P S BRI N 12 5 R EPR ME U EE B E AL > £
HEREOR - e - Lt S AR E A R 0 RS EZ A R P —
BUL > DAREUCH A RHIF % MTREE LAY -

R HIERAE A —EREH AR GG — 2501 - B
— RGP R B R TS R S B - B S TR R
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BT B BHUNTESERE T BRI R Bk T - WA VICH 2
T R E SR R RIS WA NEEEFRE - 2025
TR SRR R A A — (] TRV - IR R AR Se pERAT - H
— A RERAVE B S IR B T B ECHAE » (e B S8 i
ez MUt - B0 - IS S AR 24 (E A N5EREED ~ EEEF R
TEFY 12 H N SR ~ B E VIR KAV A IR G SCiRE e ~ 8%
B 48550 ~ RE— LR tE seat 2 st BUSRAT nT DL > A RIRN B
—HRLEES - BRELHAE BB > WAREH -

Ry BB » SRR E T BRI TR/ N FE 2K 7 R
EIE 4 T RERAREEIEE AT - Ehlcr [E i R B R Y E
VIR SE B B Ry M - TR TEE A 62 (i LR EH %
Sl el B - [EIRF B A B S RIIREFISHER (OIE K HFHRTTE ) B
BUFHR » A1 & imEEY/E B m(US FDA) K HAA MK ES (MAFF)
%o fFEE & - BE REEVI 0 BB VICH REIR R aAiLZ
== (Codex Alimentarius Commission ; CAC ) FaFIMHEHF k& - 55
B 17 Vetmed.world 48 & ( https://vetmed.world/ ) B AHREE RGN A > iEE
BREASEVEHER GR) EASEVFalf h—ESEFERERR
Ahe 0 A BAFEHER(E (Good Regulatory Practice) {125 &
ERISE - GEBELT

W

’ '""'l'f
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6. TEAMEEYIARELTE KREYZEEGAHBERT

BEEREH OIE REgni K& A& (SSRISEA) #iZE Dr. Tikiri
Priyantha Wijayathilaka #2872 > 5175 21 & S EI[E{E - 21 B E)
I SE LR R S S FRBUT EE R TE S - O (NG BB A ER
AR T AR AL B P 2 o R ELEECE T B H - 56% 8 B A S5V 2 B i
AILE ~ SITECER] - B2 2 Bl 2 AR ~ 1 ~ 408k ~ 2850
ARE (SRITISEMN ) BN E - B8 8BRS Ry S84 & B Sk il e
HIEETTER -80.8% G BN M OIE & Al LUE (it & B &2 2 Bt
Z Ay VIERRIECREES [BEER (2 ERT NS ) - ABINg A
[ 5% fEe 5% e sk LI > SR LB A SR E B - W nE K& &
FIEN IS L 2R AT 0 8 e BEIHISEE L -

(Z) B2 R %% (Pharmacovigilance ) SZ5&E47=7

[LENE OIE ok l&is(72 & ( Regional Representation for ASIA and the
PACIFIC ; RR/AP) FE+ Dr. Hirofumi Kugita &£ F 5 » a5 aih ke 2
TR H R R TR -

1. ZEYZeEEENT
ANERAERZER OIE &1FH. 0 (USFDA) Ms Linda Grimm #4& - H
P BEY) 2 B LR SRV S R AR T Y — IR o SEZREEYIIE S SO B
B o (H—(E7E Y 2 2 MR R R E R AT
fiti > JOsBEAI{EIEE > NI TSHYA B g M B E EE
EHEFALTER] - fR WHO E > g5 & Ratil Rl ~ 5L - BRAR KT
PHEEDIA B R (T (] Hoth S AH B e R A RS2 B -

=Bl B4 2 B R B Y B S R GO R S T B SR
YA B e - (B2 (5 & Ay e s R 52 5 al H e DU AR B
{5 AV &2 B ARR Y - IR FR 2 1 e HH Bl SR AR &
B E R HEmE R E A 4 RS R RIE SRS - Frit 4

29

7



R BRSO R B B T EL AR A G B 88 K R AR R T AR AR, o i
BEHA FHEER 3 25 34T - IRIIEL » 00 B 2 (I8 i S 3 WAL S o P U
rEnn t BEERN > A RN TR G B R L ETE  [Fr S
NEZRHE - AR - EEERARmRAIEE - KB HE
Wi > A B e R B R 2 57

F BB EEY) A B AEZ B 0@ B (Passive surveillance ) HY{F
7% BLUTPRH -
A, IEARZEME R T SRR A -
B. JZBWAYA RRERREA B ERN
C. (ER&EAEFRHENDAR -
D. REbr#rd A g YRR R (% (Causality) -
WKET - REREEYZ 2R AR ERE R B ERER - 1SR
WH7eH e - SG8505ER ~ EononE ~ BRI A - (SR IETENE « FRERIME
I~ B SRR B S mar A DLRCRAZ A i s B
HEE o Ky TSNS B T AR EACH - VICH SR AERAAERI
Bk R S 2R AR 2 FER] 4 GL24-GL29-GL42-
GL30 J% GL45 - VICH Zs#ifH GL24 & GL29 BitG » WIHRzE T 8822 %
B RGBS IMEGEE - A3 - VICH 2ERING febe (it B PR B A 4HET -
DA Rz a0 a] 53 ) — I8 e iR oy A ) - 2 b AR B AL ) B M A 1T
R REBE R NI -

AR B 27 & B BB

[ B R i SRR o R R ) P 4 T ) (Awstralian Pesticides
and Veterinary Medicines Authority ; APVMA ) {XZ= Dr. Daniel William
Edson 45 -

BRH|GEH 1993 R ITENY A 88 am I FE TR APVMA - B8
Y s Ea - #Y)A B IE#EHRTE (Adverse experience
reporting program ) %A% 1995 4 - 1% 2002 B3 » DARFEEIFEREAE -
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A ARG~ R SR ~ AT MG IET R - HHAYE R bE)
V)P SE Y E B - SR A B AR U7 B R IR (5 FH 8 iy - T OR %
2 M RRUR -

BRHEa A REJE (Adverse experience ) HYTE 78 {5 FIEEY)
B H YIS EFREAAYSUR. - 308 e O R AR a0 ST R - B E A B
K2 & ( Serious adverse experience ) 7€ Al &g e T ~ B4 dn
FrEM B R AR B RS - e R MERE s - SR IR EERAY AR
RIJE > i FREOEHREEBE AR - PHEEEERHE - APVMA &
et oy R R AT e 42 Y ( Probable )~ =] EEAY( Possible )~ m]HE( Unlikely )
FA16Y (Unknown ) PUFERE - Probable F27% APVMA SZEIR B Z JER
A nIRE Bl A% ZE an A RE 5 Possible Fom APVMA AR F[EIA B A2 EE
Mz AR - AH SR RERBRE AT EEE - Unlikely o APVMA SR [ER
RS MBS FZ e andERe © Unknown Fori9A RS &SRB A S E R
HELTHE -

Wl R R ATRE R A AV B AT RERY A BRI EER - &8 — B R E
R TREEA T - ST RS2 4E 2 (Reporting incidence ) K%t
R (Control limit) » FHELIGHEZ & AR » (B BB T 2l
&~ BRESEl S E 2 S H R (N B e SR8 78 S X FT{E Y
Eifl o A REE R E A RO - R R SR ST E S
(& FENSRE L7

B/ VICH 282z G e I ERE

REREHECN BB 7€ Mr. Erik Florent M. De Ridder #45 -
480 VICH & B 5|37 FL s 227 4 B5 16 B4 Z.( Basic pharmacovigilance
system)  VICH Hihir#(EF-fit (Operating manual ) $2{it& 525
7y R B L e AT - e aHEE - ERI0A
BUES |~ BIIZ 2R R R4 Aerid T s sH 3 - A T A
FrtE L R AR WA ~ RS IR e B A SR E S 14 (F
HEINE - (HEEETFNDZEAMRILE AT EESY & mZ 25
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TRZGE ~ W] At R > DU fmr B i s HUE (R R A B B S S 4
NZ RAE R R R R R RS > ey B AT Y& R R P18
Ry E AR E A -

ARSI T3 > VICH GL24 K GL30 fE AT A B i
KCELE S » W [H H Veterinary Dictionary for Drug Regulatory
Activities (VeDDRA ) fE (LAY ap BRI HET Tl ¥ - BT RRIES )
R I TR S B B BT R Y F 1 A TR 2 i T IR A BT
fiti - BRMREG ALy - HIEH B FEHETE - $HEERIVICEE - EREIIE
[ EFS e S e N R E TR HETA IR (SOP) - ISR F4e4:
HRf KR B AL FE

DL Application site disorder &£ VeDDRA code B (L& fEAYE
By

Glossary of abbreviations used in VeDDRA:

SOC: System organ class

HLT: High level term

PT: Preferred term

LLT: Low level term

NOS: Not otherwise specified

New System organ class S0C High level term (HLT) | HLT key | Preferred term (PT) | PT key | Low level term LLT key | LLT
line no. | (SOC) term key (LLT)™T term
typel!

1 Application site 1 Application site 1 Application site blister | 3 Application site blister 4 C
disorders reactions

2 Application site 1 Application site 1 Application site burn 934 Application site bum 2063 C
disorders reactions

3 Application site 1 Application site 1 Application site 4 Application site 5 c
disorders reactions erythema erythema

4 Application site 1 Application site 1 Application site 4 Application site 1332 c
disorders reactions erythema reddening

5 Application site 1 Application site 1 Application site 4 Application site rubra [3 c
disorders reactions erythema

[ Application site 1 Application site 1 Application site 1016 Application site feather | 2603 A
disorders reactions feather change change

7 Application site 1 Application site 1 Application site 1016 Application site feather | 2604 A
disorders reactions feather change loss

a Application site 1 Application site 1 Application site a7 Application site fibrosis 2003 C
disorders reactions fibrosis

9 Application site 1 Application site 1 Application site 5 Application site 7 c
disorders reactions granuloma granuloma

10 Application site 1 Application site 1 Application site 7 Application site bleeding | 12 c
disorders reactions haemormrhage

NT: Necropsy term
1: Az animal; C: commaon; H: human

s B IEIEHRT Bl oy > AP H BRI AR 7 2T - A
st AEGE M T R IR SR - WEFE 1 - HIF L& tLAb RS &
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B - AT GLRIETATS | WIS T IR e T - T
B -

BRI AT b2 R, VICH GL30 1 GLA2 325 - VICH
T O R S O R SRR P » — AT
£530 K » BER B EEEET A 15 K - SRERIRAEEIR L - W
W BESBERTED 2 £ TERIRBELTSHENENEED 3
4 B H A 2 4 B 1 S0 LT S5 77325  Risk-based approach)
AT+ AR - BB - ST

BYRELLE (Ri5) BENEER
BEEERE D Dr. Wenyuan Yang #¢5 o & e/ A= EEY) A S8 E
24 SBAEN Y S in B S a0 « B AR TGS B ERR R T

SRR B g BEYIVIEtREm - B A SR il Kb e T EUE SR
ZEgREEESNBITEY SR E TR E © 22 [ERTEYIiE

PR R T B BN S B LR - PTIBA AR B A
gEan e HA ~ HMEf TR FAHR L - R EE B EC AR T

4

+

Apply
Review of technical documents
) . New drug by committee
Review of dossier > . .
(Proposal of field trial, results of
Generic drug assays and trials

Pilot production

¥

Issuing license
(validity: 5 year)

I‘. I

HEHEYI R SR TSR TIF - EEEFFRI ST
/DBt k135 (HEERgEn R 55 MRS TanE IR
A AL gL BN LR e Bl EVSRRLIaENER L - e
A
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Back to :
manifscturing P Non-compliant
factory or ’
. Non-compliant e G
i depository to test [N .
i
Send to ADIB for same batch VMPs Compliant
quality tests | :
B!

“'

ERBAE S - TR E D MR TS - MBI g
A R

A B A - S - TR S R R TS S R
S HERTRG () TEHMEEA SIS
T~ Mok - B SR ST ORI R
KREEZGRI % » RS i I L & B s s
EECECE I

B. SUiSsiHh ABYYI 5 AR 6 HCLL L 30 AELL
TEISE - 45 - B - R - 2 PR SRR
B M S B 8 - PRAT S 3 BT E 15 75
TELLFEISE -

C. [OEEEBIWIRISHE  MGAREE - SRBRITH
BUIE - MERHERETTEG (1) MR RS
BRRAIRIEC | A A » TEEIEHT - Ao
R M TR e B N R R -

iRl 108 4FEHIBRAS T » AWIHESL MU » HEMBAY B A SR

p

iy R AR BRI TR ELREAHRE - R B A e - (LEREERNE Y
sPA 7 EREE (18K 98.10%) - A EREEAGRERENE - &

S AR SRR rT TG B R (SR AT e EABIIRE 5 > TR
(e E LSRRG E H S Y A 880000 H 2 gy B BRI -
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5 oréHstaw (—) R&ER#EE
ARGy eHE o R RS A R A4t » 51 3 {1 case study - 5
mﬂﬁgﬁﬂngMWP&OEhE%%@A¢¢®%§ﬁ%3@
/NG DL L4 1 {E case study 5 EUHET  ARAAF 1 SAEEEE T 1
# VMP FP G B - SeplETamigfa €t B Ll -
1 2Hp% & : China PR ~ Chinese Taipei ~ Japan ~ KoreaR ~ Lao PDR -
Malaysia ~ Mongolia ~ Myanmar Jz Singapore -
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i#H3% (Good distribution practices ; GDP ) B3k K & 5B A+ bt - 2k
MECRIERI 2R E ~ [ IRECmIYEE o RAZEZ D -

VMPs VMPs
Importers Manufacturer

GDP GMP )

WLEEEICIE  Good practices :

- Conditions of manufacturing
- Traceability

Transparency : Retailer - Conditions of Storage

- Official list of the NPT ® -conditions of deliverance

registered VMP Pharmacist
Official list of the others

authorised premises

- website Notifications :

- Substandards, Quality defects
- Adverse effects : Pharmacovigilance

s R IR OB A ~ B - TR R - S AR
FBLERTE A B S B ERT B R N S
PSRRI & GMP B3R » IR R R A5 & 50 - B3
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VIREE 0 ~ 4 (EE BB 0 Fe 224 (EEI)ERE LR HE AR -
T e S B 2 R - &R (Department of Livestock ) NEEFY
B SRR Lok S i R R RS S B (Drugs, Vaccines, and
Equipment Unit ; DVEU ) B 5B &¥) FH 2R IC - BN HEE (1))
L ~ (HF RS aE (Feedback ) » 4ERFENY) FH & 5L 88 R R R S (Y

{IEHE -
H 2010 e - AFHESIVATEEIVIHZE M E ST E (Essential
Veterinary Drug Program : EVDP) > g DVEU ${7 > S rh o4l 4= B

PR ENY) P Sl ic % » 2RI DR 7R SR 8 A BA s BV ENY) I 880 ~
H S s i o TETT BRI S Rl e SRR AE - i S0 (o F (R 55 4%
FITHTARA PR i % ~ (8% > DUR A AR RTRE - BB EEURAZEAT T -

denting by
LECs & VOs

Tender Evaluation

224304k of Oct

BEHNTERE R ERRZ - 128 — 8% ZR &A1 3 BO s FH Y
BREEITEG - IR R SR S RaEE - 5 2014-2015 5L - A FHBH
sk IR W TR B S BRI > 4 2P S E (E i -
AFHY 2012 FEREEEITIAHRBEAM - gy E B (Drug Regulatory
Authority ; DRA) I TEIVI R 880550 ~ IR T ETE A A R E
H - A SRS I A - NS R R A s B SC AT H BT

37



X (B1Ek GMP) HZEE - IRE T ECS AT E B AR TG &
i -

YR RS EL S IRECARE

AHEH OIE AMR& VPD i fi#S FItf9% & Dr. Rebecca Elise
Hibbard #d - 4585 Bse®é 9 SR 7 s MU - il _EhiE Z0HEE
mnA 11-95% AT & EER - 4 (BRI - 22-58%1 3 4= & dEY)
ARFEEEK  SHTHESREEY) > 7 (ERTHEH 28-100%/2 S A 17 i
'HHOR - Hibbard -7 is SrgdR 28 i 2 BRI o SRR (ES R R E
i - AIREHYIR N B2 E BRI LR = B 58 ~ FlatebaEReii= ~ B
BT IME » DUSOZ A BRI HIRT SR - (R e A5 ST pEid
PGS - BUEFOATANIBOEEEER « T35 - AMR RCEA A 45
2 &% OIE 25 2 [EfisEt: KGR HE AR 2T &5tin - B
OIE sl BV Ry B E RN AR SR A 171k -

B R 55 S B 70 o o B B R B £ Bh BRI Wa el - g B2
PG ~ Ak ~ A R (s AR A i i B E TR R E R AR T2 £ 8
i R R F B AR R S L 5 2 5 i o B s (o FH I T 1% T 55 08
& OIE F#& » WHO 75 {5 25 &% om 2 BR s (1 B B R %48 ( Global
Monitoring and Surveillance System for Substandard and Falsified Medical
Products ; GSMS) > 2013-2017 £Efifist7 111 5 iEH 2,000 % 1{E%E(M
M (R R DTE e ) » WHO $2{ 100 Z{EZ G
ffal > LR 26 {5k 45) % R ( Global drug alerts ) it & SN R & -
HAT OIE CEAWHEIE » IEAERHEE A 1 LU GSMS 24t EE)
VIR R B R 280 B EHGER e () - HETRE
R 2B TR AR SR G e T am e s AT
Ey

VIR SRR B M RGBSR (BZ) 407 ¢

38



WORLD ORGANISATION FOR Antimicrobial Resistance and Veterinary
ANIMAL HEALTH (OIE) Products Department
5 24 34

NATIONAL AUTHORITY ) (L)ALl
OIE Focal Points for COORDINATOR FOR
EgCR)gEg'ESRINARY Veterinary Products VETERINARY 4

PRODUCTS

S Vetennary - Other points
SOURCES Vetennanans paraprofessionals Pharmacists of sale
OF DATA o Law
Manufacturers Distributors Customs TrTETET
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Tripartite Workplan 2019-2020: 5 focus areas for
multisectoral collaboration

AMR and One
Health Awareness

raising and
behaviour change

Design and Strengthened
Monitoring Implement surveillance

and One Health of AMR and
Evaluation AMR National EULUECHE!

Action Plans use

i Food and Agriculture 1
\'g/ Organization of the - Ole @B World .Hea.lth
United Nations HORLD ORAANISATION Organization

FOR ANIMAL HEALTH
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The Regional Seminar of OIE Mational Focal Point far
Velerinary Products (6 Cyclel
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/ WORLD ORGANISATION FOR ANIMAL HEALTH  Protecting animals, preserving our future

6t Cycle Regional training seminar for
OIE Focal Points for Veterinary Products

Pharmacovigilance working group session
14-16 February 2020 - Kuala Lumpur, Malaysia

Review the case study (1, 2 or 3 attached) and prepare to answer the following questions:
Case study number:

1. What are the signs associated with the report?
2. VeDDRA code for the signs identified?

3. Based on the information presented in the case please provide your assessment on the
causality (Yes/No/Maybe). Provide your reason for the assessment

4. What (if any) follow-up actions would you advise following receipt of this case?



CASE STUDY #1

Patient details

Species: Dog (unknown) Breed: null
Sex: Male
Date of Birth: null Age: 2 Year(s)

Weight (kg): 22.68
Weight (lbs): 50

Condition of animal prior to treatment: no response
Did new illness develop after dose: no response
Has animal previously reacted to other drugs: no response
Autopsy performed: No

Concomitant medical conditions pertinent to the case: no response

Suspect product details
Brand name: Product X

Concomitant product details
Brand name: Ivomec; with which dog was treated PO at 132 mcg/kg SID from 1-Sept-2010 — 30-Sept-
2010

EVENT NARRATIVE:

On 04-Oct-2010, a pet owner reported a potential adverse drug experience involving Product X in an
unknown breed dog. The dog has received Product X for approximately 1.5 years prior to this without
incident.

On 01-Sept-2010, the dog was diagnosed with Demodicosis and started on an off-label high-dose
treatment of 0.3 ml Ivomec once daily for 30 days duration.
On 01-Sept-2010, the dog received his Product X dose without incident.

On 01-Oct-2010, the dog received a dose of Product X, and about one-hour post administration, he was
ataxic, hyperactive, was having seizures and was blind. The pet’s owners induced emesis and treated him
with activated charcoal tablets, and he recovered.

The dog has a history of hip dysplasia. It was unknown if he was on any other medications.

On 04-0ct-2010, follow up information was obtained. The attending veterinarian clinic has not seen this
patient since October 2008. There has been no recent interaction with this client. It is unknown who
started the high dose ivermectin on the dog or if the pet owner did it themselves.

No further information is expected.



CASE STUDY #2

Cattle #12345: The reporter, an animal owner, notified the registrant on 22-Mar-2019 of a possible
adverse reaction in cattle to oxytetracycline injection.

According to the reporter, a Beefmaster cow (14-15 months old, 409.1-454.5 kg) that had just had a calf
2.5 weeks prior was suspected to be suffering from foot rot. The cow was administered 27mL of
oxytetracycline intramuscularly split into 3 injections in the neck, right hip, and left hip on 19-Mar-2019.
The cow was also administered ivermectin pour-on at the same time and had recently been treated for
worms on 14-Nov-2018. The cow had no history of pre-existing medical problems and had no prior
treatment with oxytetracycline.

Within 18 hours, the cow was found dead on 20-Mar-2019.

The case was closed.



CASE STUDY #3

’
Species: Bovine
Breed: Charolais
Sex: Female
Weight: 80-90 kg
Age: 1 month

No. exposed: 90

No. affected: 1

No. dead: 1

Product name: HIPRABOVIS SOMNI/Lkt emulsion for injection for cattle
Dose: 2ml

Route: Subcutaneous

Start date: 18-Dec-2018

The veterinarian reported 90 calves, aged 1 month, had been vaccinated with HIPRABOVIS SOMNI/Lkt
emulsion for injection for cattle on 18-Dec-2018 by the owner. Less than 2 minutes later, one calf
presented with convulsion, mooing, paddling, breathing difficulties and death. No treatment
implemented considering the time within which the symptoms progressed (about 10 minutes). The case
was closed.



WORKING GROUP SESSION 1
Pharmacovigilance

Case study 2: cow — suspected reaction to oxytetracycline

1. What are the signs associated with the report?
Preexisting conditions: footrot, internal parasite (worm) issues.
Sign: Found Death

2. VeDDRA code signs identified:
Low Level Term (LLT)- Code 20: Found Dead

3. Causality assessment: YesfNe/Maybe

Reason:Cow might be killed by prolonged infection

Reason: Label on oxytetracycline has side effect anaphylaxis, farmer
might walk off without observing side effects after treamtment

6th cycle Regional training seminar for OIE Focal Points for Veterinary Products

Working group session 1
- Pharmacovigi
veterinary medicina

Kuala Lumpur (Malaysia) 14-16 January 2020

E ( ‘
/QL{ WORLD ORGANISATION FOR ANIMAL HEALTH  Protecting animals, preserving our juture

WORKING GROUP SESSION 1
Pharmacovigilance

Case study 2: cow — suspected reaction to oxytetracycline

4. Follow-up actions recommended:

Ask farmer if any similar case on the farm

Check Batch Number, look for trends in database for similar AE reports
Search Literature (can setup automated report on terms)

WORKING GROUP SESSION 1
Pharmacovigilance

Case study 1: dog + product X + high dose ivermectin

1. What are the signs associated with the report?

2. VeDDRA code signs identified:

3. Causality assessment: Yes/No/Maybe
Reason:

4. Follow-up actions recommended:




WORKING GROUP SESSION 1
Pharmacovigilance

2. What are your 2-3 biggest challenges?

Answer:
1. Funding

2. Resources/ Manpower

3. Involving stakeholders to get them to report (easier
reporting system, and give feedback e.g. annual reports)

WORKING GROUP SESSION 1
Pharmacovigilance

Case study 3: death of a calf following product SC injection

1. What are the signs associated with the report?

2. VeDDRA code signs identified:

3. Causality assessment: Yes/No/Maybe
Reason:

4. Follow-up actions recommended:

WORKING GROUP SESSION 1
Pharmacovigilance

1. What are the minimum requirements for pharmacovigilance?

Answer:

Y (a)Align terminology and definitions

% (b)Setup Legislation and Regulations
(c)Manpower/ Resources

Y(d)Funding

%(e) Develop Database (engage stakeholders in designing

format of reporting AE)

(f) Intention and willpower from government
(g)Engagement with stakeholders
(h)Training (e.g. in analysis of data)
(i) Developing the tools for implementation
()) Reporting incentives




WORKING GROUP SESSION 1
Pharmacovigilance

Case study 2: cow — suspected reaction to oxytetracycline

1. What are the signs associated with the report?
No information on the signs

2. VeDDRA code signs identified:
Death and need more information, time series of administering the drugs
in the same day was not clear.

3. Causality assessment: Yes/No/Maybe

Reason: May be, caused either by toxemia or an adverse
effect, the AR cannot be due to OTC as it is highly unlikely to cause such
an effect after 18 hours

4. Follow-up actions recommended:
Seek more information on time of drug administration from the owner
and time of death.

|
6th cycle Regional training seminar for OIE Focal Points for Veterinary Products
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WORKING GROUP SESSION 1
Pharmacovigilance

Case study 3: death of a calf following product SC injection

1. What are the signs associated with the report?
Convulsions, mooing, paddling, breathing difficulties, death

2. VeDDRA code signs identified:
1112 anaphylactic shock

3. Causality assessment: Yes/No/Maybe
Reason: May be some animals are allergic and showing
anaphylactic shock due to adjuants of emulsion vaccines

4. Follow-up actions recommended:
Get more information from the farms that used the same vaccine, if large
number of deaths are reported, need to reconsider of the vaccine

WORKING GROUP SESSION 1
Pharmacovigilance

Case study 1: dog + product X + high dose ivermectin

1. What are the signs associated with the report?
Ataxia, Hyperactivity, Seizures, Blindness

2. VeDDRA code signs identified:

Difficult to prepare because of the lack of information
Do not know what exactly the product X

Has taken 1 month to report

3. Causality assessment: Yes/No/Maybe
Reason: May be

4. Follow-up actions recommended:
Try to collect information from the pet owner about the product X




WORKING GROUP SESSION 1
Pharmacovigilance

1. What are the minimum requirements for pharmacovigilance?

Answer:
Legislation
System
SOPs

6th cycle Regional training seminar for OIE Focal Points for Veterinary Products
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WORKING GROUP SESSION 1
Pharmacovigilance

2. What are your 2-3 biggest challenges?

Answer:

1.Many countries in the region —do not have legislations and a system
Pakistan —L-Yes Sys-No common system for both human and vet
India L-Y, S- Y common for both human and Veterinary

Bhutan- Yes

Maldives-L- Y for human following the for Vet as well-S for vet -No
Iran- L-Y, S-Y

Bangladesh- L-Yes Sys-No common system for both system — But not
practising for Vet sector

Sri Lanka — L deficient S-No

Inadequate infrastructure, funding and human resources




WORKING GROUP SESSION 1
Pharmacovigilance

1. What are the minimum requirements for pharmacovigilance?

Answer:

e Legislative basis — is desirable (voluntary as an alternative)
e Guidance and form for reporter

e Process for receiving and assessing reports

WORKING GROUP SESSION 1
Pharmacovigilance

Case study 3: death of a calf following product SC injection

1. What are the signs associated with the report?

e Convulsion, mooing, paddling and breathing difficulties
* Followed by death

2. VeDDRA code signs identified:
e 982 — Sudden death

e 1226 — Paddling

e 1170 — Breathing difficulties

e 129 — Vocalisation

3. Causality assessment: Yes/No/Maybe
Reason: Likely

e Reaction within 2 minutes

e Vaccination reactions are known causal

e Looks like anaphylactic

WORKING GROUP SESSION 1
Pharmacovigilance

2. What are your 2-3 biggest challenges?

Answer:
1. Resources and budget — buy in from government

2. Logistics — geographical, education, public awareness

‘ Fit for purpose for the country/region

3. Partnering with other countries eg regions, networks

WORKING GROUP SESSION 1
Pharmacovigilance

Case study 3: death of a calf following product SC injection

4. Follow-up actions recommended:

e Is a Post-mortem possible or done?

» Check records for similar cases

e Follow up with the reporter — clarify route of administration, any
similar situations noted by the reporter
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Working Group Session: Substandard and falsified veterinary products

Country Name: ChiNeSE TaIPEi .uuiieuuieeiiiiiiee ittt ettt aee e s sire e e e s sbae e e s saeeeas

1. a)lsthere any surveillance system or network (formal or informal) in your country to detect and
follow up when there is something wrong with the quality of a veterinary product?

|Z[ Yes |:| No

If yes, please provide details, even if this is an informal network.

Through the annual project, BAPHIQ authorizes local competent authorities to inspect
manufacturing plants/ factories for veterinary medicinal products (VMPs), VMPs dealers,
veterinary animal care facilities, farms, and feed or feed additive factories for identifying
substandard, spurious, falsely labelled, falsified and counterfeit VMPs, including antibiotics.

Besides, another annual project is regularly launched to sample VMPs in the market by local
competent authorities and to test the quality of samples by the Animal Drugs Inspection
(Zhunan) Branch, Animal Health Research Institute.

If the sample was identified as substandard, banned, and counterfeit VMPs, either the criminal
punishment will be enforced for the substandard/banned VMPs or penalties will be made on
the case of substandard or counterfeit VMPs according to "Veterinary Drug Control Act"
(VDCA). Regarding the falsely labelled, penalties will be conducted as well.

b) Who is the main or first point of contact/authority to manage the situation (within a short
time frame)?

Local animal disease inspection authority (LDCIA) in the local level and Bureau of Animal and
Plant Health Inspection and Quarantine (BAPHIQ) in the central level, respectively.

2. a) If you were given information of a veterinary product that did not have the expected effect,
would you (or another colleague, or the relevant Department in your country), with the
resources currently available to you, be able to differentiate between:

e asubstandard veterinary product;
e 3 falsified veterinary product; and

e aside effect (adverse drug reaction) to a good quality product?



M Yes |:| No

If yes, then how?

The product will be sent to the Animal Drugs Inspection (Zhunan) Branch, Animal Health
Research Institute for testing. Simultaneously, investigations and/or legal actions will be
conducted by the LDCIA.

b) What would you do, and who would you contact, if you knew the product was:

I.  Asubstandard veterinary product?

LDCIAs will be contacted. Investigation will be launched to clarify if the substandard veterinary
product originates from the market side or the manufacturer side.

Based on the article 36 of VDCA, the person manufacturing or importing substandard
veterinary drugs is subject to a fine of NT$60,000 to NT$300,000. The person handling
substandard veterinary drugs — repacking, selling, transporting, holding for oneself or others,
brokering, assigning to a third party, or displaying/caching with intent to sell — is subject to a
fine of NT$30,000 to NT$150,000.

In addition, for the entity that deals with (manufactures, imports or repackages; displays or
stockpiles to sell or intent to sell substandard drugs, the municipal competent authority is to
publicize the (1) name and address of the entity, (2) name and address of the person in charge,
(3) names of the drugs and (4) specifics of the offense. Regarding a major or repeat offender,
the original license-issuing agency may annul each specific veterinary drug license or dealership
license. (Article 30.3 of VDCA)

For substandard veterinary product identified in the manufactuer or importer side, the legal
actions may be conducted (Article 29 of VDCA):

(1) if it is made domestically and — upon inspection — can be modified and made usable, the
municipal competent authority shall send personnel to supervise the original manufacturer to
modify the drug before a set deadline;

(2) if it is imported with approval, the authority shall have it sealed and put in custody while the
central competent authority orders the importer to initiate a goods-for-return process with the
original overseas manufacturer.

Regarding substandard veterinary drugs uncovered under this Act — if not modified or returned
by a deadline set according to Article 29 — may be confiscated for destruction (Article 43 of
VDCA).

II. A falsified veterinary product?



LDCIAs will be contacted. Investigation will be launched to identify the person or manufacturer
who handle or produce substandard veterinary products.

According to the article 33 of VDCA,

33.1 The person making or importing counterfeit/banned veterinary drugs shall be subject to
a prison term of one to seven years, and a fine of under NTS4.5 million.

33.2 The person causing human death due to the offense in Section 33.1 shall be subject to
life sentence or a prison term of over seven years; or a prison term of three to ten years if
the offense leads to severe injury.

33.3 The person committing the offense in Section 33.1 out of negligence is subject to a
prison term of under three years, penal servitude or a fine of under NTS 500,000.

33.4 The person/entity having attempted the act in Section 33.1 is subject to penalty.
Regarding article 35 of VDCA:

35.1 The person handling counterfeit or banned veterinary drugs — repacking, selling,
transporting, holding for oneself or others, brokering, assigning to a third party, or
displaying/caching with intent to sell — is subject a prison term of six months to five years,
and may also be fined up to NTS5 million.

35.2 The person committing the offense in Section 35.1 causing human death is subject to a
prison term of over seven years; or a prison term of one to seven years if the offense leads
to severe injury.

35.3 The person committing the offense in Section 35.1 due to negligence is subject to a
prison term of under two years, penal servitude or a fine of under NT$300,000.

35.4 The person/entity having attempted the act in Section 35.1 is subject to penalty.

As for the entity that manufactures, imports or repackages counterfeit/banned veterinary
drugs, or the one provides licenses for others to do so, the original license-issuing agency may
annul all the entity ’ s veterinary drug licenses or dealership license. Regarding the entity that
displays or stockpiles counterfeit/banned veterinary drugs to sell or having intent to sell, the
municipal competent authority is to publicize the (1) name and address of the entity, (2) name
and address of the person in charge, (3) names of the drugs and (4) specifics of the offense. For
a repeat offender, the original license-issuing agency may annul all the entity’s veterinary drug
licenses or dealership license (Article 30 of VDCA).

lll.  Aside effect (adverse drug reaction) to a good quality product?

According to “Regulations Managing VMPs Sales”, VMPs wholesaler or retailer should make a
notification to LDCIAs if adverse events were identified. Afterwards, LDCIAs will report the



event to BAPHIQ. BAPHIQ will request the manufacturers and importers having VMPs with
same APIs to label the adverse reaction and precaution on the labels or package inserts of
products. If there is a health-impaired concern for animals, BAPHIQ will re-evaluate the license
and restrict its usage and scope in accordance with article 14.2 of VDCA.

3. Please find on the next page an example notification sheet. Would it be feasible for you to take
appropriate action within your responsibilities via your network?

ZI Yes |:| No

How?

As mentioned in 2. B) I..



Veterinary Medicines
Regulatory Authority

Rapid Alert Notification

Reference number: F5-07-2019

Product:
Veterinary medicinal product

Marketing Authorisation Number:
0000XYZ

Brand name: Generic name:
Amoxilot Amoxicillin

Batch number: Expiry date:
047438E 06/2022
Marketing Authorisation Holder: Manufacturer(s):
Pharmavet Pharmavet

Details of incident:

On 2" June, a batch of ‘Amoxilot’ was reported to the local medicines authority after a
number of clients complained to their veterinarians about a lack of efficacy. It was
subsequently confirmed by the manufacturer on the 12t June that that this product had a
batch number that did not correspond to any existing batch numbers. Upon further
testing, five products with this batch number were found to contain no amoxicillin.

Action taken:

A recall to veterinary level is planned. Veterinarians and consumers should be informed of
the products in question so that the affected products and batches can be recalled.




Additional questions (time permitting)

4. Does your country have a formalised surveillance programme for veterinary product quality
which involves routinely taking samples from the market for laboratory testing?

|Zl Yes |:| No

If you have this information, approximately how many veterinary products do you analyse each
year? Approximately what percentage are found to be non-compliant?

190 VMPs will be analysed each year. For 2019, 423 VMPs were tested and the non-compliant
rate is 1.65% (1.9% for pharmaceuticals; 0% for biologicals)

5. Does your country have a national or regional laboratory for controlling and monitoring the
quality of VMPs?

|Z[ Yes |:| No

If yes, for which products? (Drugs/pharmaceuticals? Vaccines?) If no, do you have access to
another laboratory which can provide testing?

Both. Pharmaceuticals and biologicals are included.

6. Is there a regularly updated database of veterinary products authorised in your country,
including imported veterinary products, with their detailed composition?

|Z[ Yes |:| No

7. Do you have a legal basis to take samples on the market?

|Z[ Yes |:| No

8. Do you have a legal basis to order recall of a batch of VMPS that is not in compliance with the
marketing authorisation?

|Z[ Yes |:| No



...
Working Group — Substandard and Falsified
Veterinary Products
Question 2.
a) How would you differentiate between a veterinary product that was
substandard, falsified, or the cause of a side effect?

Action RENES

-Test/analyze the sample at national/public lab. Most countries
-Test/analyze the sample at university lab. One country

-2D code to distinguish

b) What would you do if you received confirmation of a substandard or
falsified veterinary product, or a side effect to a good quality product?

For Substandard product -Ask Ministry of Health to handle
-Order the company to find out the cause
-Recall -Withdraw license/approval

-Trace source -Criminal investigation
-Fine levied

For Falsified product

Training Seminar for OIE Focal Points for Veterinary Products,
6th Cycle

Working Group — Substandard and Falsified
Veterinary Products

Group 1 :East & Southeast Asia
China PR

Chinese Taipei

Japan

Korea R

Lao PDR

Malaysia

Mongolia

Myanmar

Singapore
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Working Group — Substandard and Falsified
Veterinary Products

Question 3. (Case study: Falsified “Amoxilot”)
Would it be feasible for you to take appropriate action within your
responsibilities via your network? How?

-Inform users
-Recall at veterinary level

Veterinary dep.

. -A t
Yes(11) Police dep. dics

-Impose a fine

Justice dep. -Business suspension order

No (0)

Working Group — Substandard and Falsified
Veterinary Products

Question 1.

a) Is there any surveillance system or network in your country to detect
and follow up when there is something wrong with the quality of a
veterinary product?

YIN Number of countries RENES
Yes 111111111 =9 Incld. Informal ones, Only vaccine,
No 11=2 Under development,

b) Who is or could be the first point of contact or authority to manage
the situation ?

-Central Vet. dep. 11
-Local Vet. dep 11

-Central Heath dep. 0
-Local Health dep. | 0

First contact go to local gov. and
Central gov.decision of management




Working Group — Substandard and Falsified
Veterinary Products
Question 1.
a) surveillance system or network in your country to detect and follow

up when there is something wrong with the quality of a veterinary mERwv
product? ’ J
Bhutan: yes,

Nepal ( Not exactly system but post market surveilance done for vaccines
by VSDRL),

Pakistan (Yes with targeted sampling in procss have testing labs and
drug courts),

Iran (yes with different vet lab testing),

Srilanka (no system but with help of human helath lab tested)

Bangladesh (targeted sample collection but have lab at human lab)

Maldives (no but for complains take sample and sent to abroad but AB
facilities )

India: yes a PV system with 7 Labs

Training Seminar for OIE Focal Points for Veterinary Products,

6th Cycle
b) Who is or could be the first point of contact or authority to
manage the situation ?
Bhutan: Drug Regulatory authority , (hospital contact)
Nepal : Veterinary Inspector (at district Level), authority
ED?,MOHPp e s Working Group — Substandard and Fhlsmed |
akistan Provincial and federal Drugs inspector
Iran :Irania vet organistion Vete”nary Products thab oA
Srilanka : Goverment Veterinarian Group 2 ( Bhutan, Banglac
Bangladesh (: DLO authority, point of contact ~ (vet Maldives, Nepal, Pakistan,
surgeon)

Maldives :both food and drug authority and vet services

- R Kuala Lumpur (Malaysia), 14-16 Janua
India: Goverment Veterinarian
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Working Group — Substandard and Falsified
Veterinary Products

Question 3. (Case study: Falsified “Amoxilot”)

Would it be feasible for you to take appropriate action within your
responsibilities via your network? How?

Bhutan: DRA informs Bhutan Medicine Board has a right to black list importer.
Nepal : dont know as no legislation under DLS

Pakistan : Recall in adverse effect and prosecution in case of substandard,
confiscation in case of falsified.

Iran : Falsified trace sub std recall batch

Srilanka : Recall whole batch via producer or importer

Bangladesh : provision of batch recall (not seen Yet)

Maldives : Recall whole batch but no penalty

India: Penalty Provision

Working Group — Substandard and Falsified
Veterinary Products

Question 2.

a) How would you differentiate between a veterinary product that was
substandard, falsified, or the cause of a side effect?onerSubstandard:
Lab analysis

Falsified: appearance, label and Laboratory

Side effect: Report of Farmers and Vet practitioner

-LANIK

U

b) What would you do if you received confirmation of a
substandard or falsified veterinary product, or a side effect to
a good quality product?

Bhutan: DRA informs Bhutan Medicine Board has a right to
black list importer.

Nepal : dont know as no legislation under DLS

Pakistan : Recall in adverse effect and prosecution in case of
substandard, confiscation in case of falsified.

Iran : Falsified trace sub std recall batch

Srilanka : Recall whole batch via producer or importer
Bangladesh : provision of batch recall (not seen Yet)
Maldives : Recall whole batch but no penalty

India: Penalty Provision




b) Who is or could be the first point of contact or authority to
manage the situation ?

Papua New Guinea NAQIA veterinary service

Vanuatu Biosecurity Vanuatu veterinary service

FSM Biosecurity/Quarantine

New Caledonia DAVAR Veterinary service SIVAP

New Zealand MPI

Australia APVMA

Fiji Ministry of Health

Training Seminar for OIE Focal Points for Veterinary Products,

6th Cycle
Working Group 3 — Substandard andi !
Falsified Veterinary Products L4 Sl
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Working Group — Substandard and Falsified
Veterinary Products

Question 2.
a) How would you differentiate between a veterinary product that was
substandard, falsified, or the cause of a side effect?

Papua New Guinea Not possible

Vanuatu Not possible

FSM Not possible

New Caledonia

New Zealand Check label, product registration and possible testing
Australia Check label, product registration and possible testing

Fiji Not possible

Working Group — Substandard and Falsified
Veterinary Products

Question 1.

a) Is there any surveillance system or network in your country to detect
and follow up when there is something wrong with the quality of a
veterinary product?

Papua New Guinea No. Power to act if required.

Vanuatu No. Power to act if required.

New Caledonia No. Power to act if required.

FSM No. Power to act if required.

New Zealand Yes inspections, sampling and audits possible following
product reports.

Australia Yes in conjunction with the Therapeutic Goods Administration

Fiji No. Power to act if required.




Question 3. (Case study: Falsified “Amoxilot”)
Would it be feasible for you to take appropriate action within
your responsibilities via your network? How?

Papua New Guinea Yes contact supplier
Vanuatu Yes can seize and destroy
FSM

New Caledonia Yes

New Zealand

Australia

Fiji Yes, confiscate and destroy




Survey on antiparasitic agents and resistance in terrestrial and aquatic animals

The OIE is preparing a document on the prudent and responsible use of antiparasitic agents in
terrestrial and aquatic food producing animals. The first component covers prudent use of
anthelmintic agents in nematode and trematode parasites. The purpose of this questionnaire is to
collect information on parasites and parasite control in terrestrial and aquatic animals in each country.
While this questionnaire is relevant to countries in Asia and the Pacific Region, it will also be used as
a sample of global issues, and so has an extended range of answer options. Some may not be relevant
to your country.

The answers to the questions do not require supporting information, but rather your informed opinion.

If you do not know the answer please try to find out, otherwise leave the answer blank. The answers
will not be published, but will be used to support the discussion on anthelmintic use and identify gaps
in essential knowledge needed for prudent and responsible use of antiparasitic agents.

The responses will be discussed at the upcoming Focal Point meeting in Kuala Lumpur.

QUESTION RESPONSE

Country Chinese Taipei

Name: Wenyuan Yang

Email contact: bigcatyang@mail.baphiqg.gov.tw

Please indicate your I Focal Point

position [0 Other (please SPECify) ......ccoeeeeverevennrvneerererienns
Please rank the five M Cattle (4)

most economically
important species from
the following list (‘1
being the most
important, ‘5’ being the
least important)

V] Pigs-commercial (1)

[ Pigs-backyard

[ Sheep

O Goats

ILayers-commercial production for eggs (3)
[VIBoilers-commercial production for meat (2)
0 Other commercial poultry

O Poultry backyard

[ Buffaloes (excluding Syncerus caffer)

O Camelidae

[ Equidae

M Fish -aquaculture production (5)

[ Other (please specify) ......ccoeeeeeerereneennnen

ANTHELMINTICS AND HE

LMINTH PARASITES (NEMATODES AND FLUKES)

What is the status of
anthelmintic resistance
in your country?

Tick all information that is relevant:
At national level

O mostly unknown

M known for some species

O known for most species

[ well described

Locally

M mostly unknown

[ known for some species
O known for most species
[ well described

How widely used are
methods of diagnosis of
resistance (such as egg
count reduction tests)?

Tick one:

[ do not know

O very low use

M only used on research facilities

O occasionally used on commercial farms
[ routine on advanced farms

b 5



Availability of
information on
anthelmintic resistance

Tick one:

O very little awareness or information

[ assume that resistance is similar to other countries in the region
[ some scientific expertise is available

I Well-resourced and communicated

How do you rate the
regulatory environment
for anthelmintics in
your country?

Tick any that are correct:

O do not know

[ registration does not exist/exists partly

M registration practices are comprehensive

M labels on anthelmintics are comprehensive

O anthelmintics are sold in their original containers (e.g. with tamper-
proof lids)

O anthelmintics are sold directly to farmers

] farmers have access to advice (e.g. on the label, university,
pharmacy)

How do you rate the
quality of anthelmintic
preparations for sale?

Tick all information that is relevant:

O unknown quality (due to content, storage or interference)
O the majority are poor

O the majority are good

O good if purchased from known providers

M highly reliable

What information do
you believe would assist
in improving the control
of anthelmintic
resistance in your
country?

Tick all information that is relevant:

M list of available anthelmintics and their indications for use
[ methods of prudent and responsible use of anthelmintics
[ non-chemical parasite control methods

M locally relevant methods of grazing management

[V methods for breaking parasite life cycles

What are the two
biggest knowledge gaps
in your country with
respect to parasite
control?

Tick one or two:

0 demonstrated control methods

[ diagnosis of resistance

M knowledge of parasite epidemiology

[ extension service based on advisors, vets, veterinary
paraprofessionals

V] extension service based on internet

[ other (please sPecify) .....oeeeveerveererereve v,

OTHER RESISTANCES
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