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f g FYAEERDESERICEHEL GGRRMEINRUEESEZHREL TS,
BEREKUEWRAER R (BF)/E1994
2 Agricultural and Veterinary Chemical Products Levy Imposition
(Customs) Act 1994'°
EEEEE | BMUKE®R (DAFF) FME | 19944
FMAERERICHU THRINSHEDEUNEZILCEHT IR EZERIT TS,
= NiE TERRUEMAERR GRBENDET1994 |ICEDHEZRIT /=6
DFEETHY . EOHENEHRD—EE CTHIRVBRAINDEZETHD,
ZH5 EERUHYAERERFH0(Wmi)iE1994

17 A—2 5 P& BEROBAEESRE1994 | (https://www.legislation.gov.au/C2004
A04712/latest/text. 7L XH:2024F11H4H)

18 2 SV PERER B R OEAESS CERHIN)E1994 ) (https://www.legislation.gov.a
u/C2004A04717/latest/text. ®ET7ILEXH:2024F11848)

19— 2 NS PER R R R O A E SRR (BB 351994 1 (https://www.legislation.gov.a
u/C2004A04715/asmade/text. RI&7otXH:2024F11848)

11



https://www.legislation.gov.au/C2004A04712/latest/versions
https://www.legislation.gov.au/C2004A04712/latest/versions
https://www.legislation.gov.au/C2004A04553/latest/text
https://www.legislation.gov.au/C2004A04717/latest/versions
https://www.legislation.gov.au/C2004A04717/latest/versions
https://www.legislation.gov.au/C2004A04553/latest/text
https://www.legislation.gov.au/C2004A04715/asmade/text
https://www.legislation.gov.au/C2004A04715/asmade/text

Agricultural and Veterinary Chemical Products Levy Imposition
(Excise) Act 199420

EREHREY

EHh/kES (DAFF) s | 19945

Mz

BMRERRICHL CRINSHEDBIRE AT IREERIT TS,
SN, TR UBIRERS (RBRIN 519941 CEI<HEERI 20
DEETHY, ZOREDMRB THBRYBERINBERTH 3,

g2y

EERUIYRAEFERFNR(—R)E1994
Agricultural and Veterinary Chemical Products Levy Imposition
(General) Act 19947

EEERY

RMIKES (DAFF) HME | 199445

HE

EMIAERRICHL CERINSBEDENE LT SREZERIT TV S,
N TRERCEYIAER R GREEIR) AT1994IICED<Bie =R I 720
DFEETHY, TOBEH B TR CERVRYVBEATNSERTH D,

g2y

N1AEF2)743%(2015
Biosecurity Act 201522

R

=irKER (DAFF) FuE | 20155

HE

A=A 7 EZDHAERRLICH T DHER. B ARIDRERICH T2/ 171
FIUTADBREEEITSAEERELTHY . REC. MAFFAIDEERZS
AT\ D,

1.2.2 178, A BEHNF
PYREERRICEET SRAILUTOESYTH S,

[RERUEMAERERI—R (BERR)RE2014]

20 A—2 S PiEREI R R OB E SRR (WEE) 51994 ] (https://www.legislation.gov.
au/C2004A04714/asmade/text. R 7ot XA:2024F1184R8)

21 F—2 S PERER B R OB E SRR (—48)3£1994 1 (https://www.legislation.gov.a
u/C2004A04716/asmade/text. JI&7ItEXH:2024F11H4H)

22 A2 NS TEIRERINAAEF 21T 13520151 (https://www.legislation.gov.au/C2015A00
061/latest/text. &E7ILEAH:2024F11848)

23 APVMATAPVMAMESIE 1 (https://www.apvma.gov.au/about/about-us/our-legislative-fr
amework. 7Ot XH:2024F1184R)
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https://www.legislation.gov.au/C2004A04714/asmade/text
https://www.legislation.gov.au/C2004A04714/asmade/text
https://www.legislation.gov.au/C2004A04716/asmade/text
https://www.legislation.gov.au/C2004A04716/asmade/text
https://www.legislation.gov.au/C2015A00061/latest/text
https://www.legislation.gov.au/C2015A00061/latest/text
https://www.apvma.gov.au/about/about-us/our-legislative-framework
https://www.apvma.gov.au/about/about-us/our-legislative-framework

Agricultural and Veterinary Chemicals Code (Manufacturing Principle
s) Determination 201424
FYRAEEGNEFERUEYAERRERACEDLSIEIVADHREATHDHEZE
FREBYBEEERERRDEEICHVWTGETIANTRAZESHTLD,

(ERXRUEMAEFRERI—F(BFEEH)REI2014)

Agricultural and Veterinary Chemicals Code (Application Requirement
s) Instrument 20142°

Agvet CodelCED<HRFEE(CEHXIEIMITINEDHDBFREREL TS, FHiF
EICIE. BN DAGSENIIEZE, EEGDEZXIIZE, SNIVDEENIIZE, 5501,
BETI VR EKRBXIIEFDEREEDEE. RAEBADIER. EATNIZREADEE,
RUBBOEFHICOVLTHEBENEEND,

[EERUBYAERRERANT1995]

Agricultural and Veterinary Chemicals Code Regulations 19952¢
BRI DA (LFERDER. TNIVDEER. FFHICRET DHIR, BLEE%E, FEHHL
£1A1%F. Agvet CodeMERICRITDFIEZEH T\ D,

1.3 EF 058
1.3.1 &%

[BENUVEMRBERRI—RE1994 |Section5 T, IEWBEZESR (veterinary
chemical products) JICDVWTLLTFOEBYERINTLNDY,

(BB EZESR (veterinary chemical product)]

1) 2) RU3) DFREICHEV LLFOWTNAD BRI CEM)IC BRI X (S REERICE

BOETREEUSEIZERING  EUL[EEMICLHERITEL TS ETN
B XIEINSZARNE LU TERE, B US[EERINSYEXIIMEDES
=L\ D,

a) BIDRTCIRER XIFBEEEMIC K DREERZE TR, S22, A ILHEM

EEGYS2
b) EMIDEREFEXITEN T H726H
C) BMDEBHEEEZUTDL S ICEILSEDH
i) BRAGFEE EEM mE. XIIBEENEE(LIED

24 F—2 S P ER B R UESYAERDI— R (BEEN)RE2014 1 (https://www.legislatio
n.gov.au/F2014L00859/latest/text. ZIEF7ItLXA:2024F1184H)
25 F—2 S TEIER B RUEAERSI— R (FREEM4) 120141 (https://www.legislatio
n.gov.au/F2014L00845/latest/text. RI&7UEAH:2024F11H4R)

26 F—2 S TEER B R UESYAEESERAN1995]) (https://www.legislation.gov.au/F19
96B00288/latest/text. REF7ITEXH:2024F11848)

27T F—2 S PR B R UESYAERSI—NE1994 ] (https://www.legislation.gov.au/C2
004A04723/latest/text. =& 7oL H:2024F1184H)
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https://www.legislation.gov.au/F2014L00859/latest/text
https://www.legislation.gov.au/F2014L00859/latest/text
https://www.legislation.gov.au/F2014L00845/latest/text
https://www.legislation.gov.au/F2014L00845/latest/text
https://www.legislation.gov.au/F1996B00288/latest/text
https://www.legislation.gov.au/F1996B00288/latest/text
https://www.legislation.gov.au/C2004A04723/latest/text
https://www.legislation.gov.au/C2004A04723/latest/text

i) KUEBEBLYIKTD
d) tOEMAEERDIREZTET D0
2) BRAERERRICIIULTNEENDS
a) EDBEMTERAINDIEYID SXTIVYE. XIEHmY)
b) RAUICL > THYHERREUVTTREINLEMEX IMEDES
3) BMRAEERRICLITIEEENRL)
a) LTOWITNHADFRGZERBI-IVEXIIMEDES
i) BAEENDIERICIED TREAERICL > THREINZED
i EEERCL>TREINLED
12U NS ORI OB X ITEEY ZHE T 2E DFEFDIETE
T XIFESEMEOERICED VW CGEFAI S NIZEEATITNONDIBRICHR
Do
b) RAICL > TEMAERRAMELVTHEESNIZYEXIIMEDES

APVMAN &R (veterinry products) JICDVWTEKR T BIHE. TNILERR
HAICHWTIERERERA (veterinary chemical products) IEUTERINTULS
mBEZEET?E, £z, [BYWAEZRER (veterinary chemical products) IICI&. IE¥E
HZFI (biological chemical product) 1°°. [E#B/\1 7472/ 0Y —sHEESR (bi
otechnology chemical product) JE&FEN TS, APVMAIL, IE#FaEH (biol
ogical chemical product) I. TE#IR/N\1A70./0J—ISRAEZES (biotechnolog
y chemical product) JIICDVWTUTOEBYERL TS,

[&¥=m8s%I (biological chemical product)]

B (EETVSHESINTHNNDST) N W (HEY). B DIV WEMRE)
MNERONBEDTHY . WEINTLEINEDINCHNDS T ED—ERILREM T
HY) . HRICZDEMBORBEHFENRFIN TSI ED,
NUISITEEDTIFIUNEEND,

(EMIR/N1AT2./0Y—IcBERESR(biotechnology chemical product)]

LTFOWINADINAATY /O —F R L > THESNZRREIET,
1) #E#2% DNARST
2) EYENISEERY YV INVBEE - R T DELFOFEINRIR (RZEY RV
BERAEY. DRSNCHEIERARESD)
3) I\ TUR=RUOE/2O0—FTIAREDAE
NICITEGCFHERA REETOIETIOFUNEEND,

28 APVMATERRRILEZDOBEN BB H ] (https://www.apvma.gov.au/registrations-and-pe
rmits/chemical-product-registration/does-veterinary-product-need-registration. &#&7 %
TXH:2024F11H4H)

29 APVMATAZEOEZ] (https://www.apvma.gov.au/definition-of-terms/b. B& 7t 2H: 20
24F11841H)
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https://www.apvma.gov.au/registrations-and-permits/chemical-product-registration/does-veterinary-product-need-registration
https://www.apvma.gov.au/registrations-and-permits/chemical-product-registration/does-veterinary-product-need-registration
https://www.apvma.gov.au/definition-of-terms/b

1.3.2 94
REIRICEFN2FHAR M (veterinary products) ]33
APVMADFRHINRICEFTNDEMIAR M (veterinary products) ZLL ISR,

BYROE MEVE. TDMOERM

DO F ORAD TFRARRE DREEYFHIRE

RIVE VR REERI(HGP)

N=T RAFINY— REFHBIEM. TDMDEERERE DTS E AR

]
%DD

{EFR D X ISEREAR T Z TR A ERm
ERIGEI NS HMEDRER. REFH HEERRRURYET—F(Agvet Cod
e CHRARBICEITONTVSREXISHIER (END) EHREHRENRURY)

[(FEHIG RN R DEMIAR M (veterinary products)]
APVMAD B HIRN &R 28RS (veterinary products) L TITRT,

ANFERATNSEERRUERR R

TOREIC TERIEEYMBERE DIERERICEYE

FERTRVRY MR Y T PEESHRE DEMWIRLHESR
EMICERINSRE. ERgs. MIENN\U7ZEK T 28 m

Agvet Code THAREBICEITONTLW S ZDMORERUBYIAERR

[Agvet Code THAIER &> TLWBZEDMDELTR] 3?2
LTI, Agvet Code THABRICZETONTLWDE R TH D,

® T IUETHBEINDIEDHDERELE]
@ EYORRICETINDIERYE
O IEBAEICL DA DEPHIBERS T XISFHLETZEMDA TEY
PR (T R BE.EMAOEBY. IEERIEESD) ICERATND
EDTHY., SNINBHERZLTVDI &, 122U, BIEH EH. &k
ME. HEUL[EZDMDBEMRD ZEOEHRYE. XIFMDOMRERTH
BRE (EER<
O ARFMADBER¥IE. BiEkiE. EEEsm
O MRS RIEER<
O BHREERZSTHETFRUMNTESR

30 APVMATAPVMAD T 21348 85 ) (https://www.apvma.gov.au/about/about-us/ap
vma-basics/chemicals-and-products-we-regulate. & 72t XH:2024%F1184H)

31 APVMAT 1—H—H1R: EpRRS @ | (https://www.apvma.gov.au/registrations-and-
permits/chemical-product-registration/what-is-a-vet-product. &&72t2XH:2024%F11H
4H)

32 APVMAI &85 BB - LRV ZOMOES ] (https://www.apvma.gov.au/registrations-and-per
mits/chemical-product-registration/other-products. &&7otZXH:2024F1184H)
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https://www.apvma.gov.au/about/about-us/apvma-basics/chemicals-and-products-we-regulate
https://www.apvma.gov.au/about/about-us/apvma-basics/chemicals-and-products-we-regulate
https://www.apvma.gov.au/registrations-and-permits/chemical-product-registration/what-is-a-vet-product
https://www.apvma.gov.au/registrations-and-permits/chemical-product-registration/what-is-a-vet-product
https://www.apvma.gov.au/registrations-and-permits/chemical-product-registration/other-products
https://www.apvma.gov.au/registrations-and-permits/chemical-product-registration/other-products

O MEHEOIUNYNLYERZY0IZIUISLARIFTI TS LY RZY0.13UY
SLLUTORE). PIVTI SR8, 73 /8B. IFL I 7 VEEE (E
DT). &&Hl. XIFLZERDHDDHFEZLED
® FHRA
O ®BRAEEEICHRFGINTREKOAZEEOHERE XIBFFARRDS
RIVICEBEHINTULRWN, BULI[ESRIVCEEFBEARmERLTLVRL)
HIRE
® ZHRADYE
O FWICKREXITBERAINRVZIME (IKRT > TIVDER. FEER B
RIRIVZEREBEITDHDYERE)
O YRIVIIPTZLUIVF—HEYRE . SRS X ILER SN2
BIEFNMNETHD
@ [RATNDIRERVHIER(END) &G
O IR EIN. IR BERNITHE T DIEDTRIFNIERS T [FEMHEL
T INIV BUEICRT BB ERIEL TV DL
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2 HYAERRDRERFIE

2.7 BIAICH S FIROHE
BYAEEROEREHEN SHAZTOTOLRIUTOESYTES.

E3:#mAFXTOIOELER

':> [3.1.5 BA-OESETIS)

\ SEAGMPEE A

l

| AR NRERORR

J

| wiEE | = Soeare
| zk!%ﬁ |
R —
A
IAEFIUF ez
| A |

HRA—RNSU7RE-BMRAERRE TN ER(CT7Y ' O—/VVDMER

2.2 FESHF

2.2.1 &&

A—ARSUT7 CTEYREERRERET 555 Bmh A —ANSUPERTRGEIND
NEHINDENIHIHI DOV BEFEINTVWBIHE(1.3. 2 TEhh U= RHINRA RGN
FIEERUEMAEREDERAIT199533Regulation59ANS 59D THRESIN TS
BN ERE) ZHRT. ETI1E UV AEAPVMANSEG T 2NENH D, BET1t VXt
BFEDELEISAT, B, BLEERMEICRRELZEND TH D3, BERMEICIFUTAEENS3S,

® FHHDRERT

@ FRKVES

® #fHxIT(assembling)
® I

33 F—Z S TERER BEROEAEERERA1995] (https://www.legislation.gov.au/F19
96B00288/latest/text. &7 IEAH:2024F1184H8)

34 APVMATI8ES 1t 2D ] (https://www.apvma.gov.au/regulation/manufacturing/man
ufacturing-licences/applying-manufacturing-licence. & 72t XH:2024F1184H)

35 APVMAT#S5E | (https://www.apvma.gov.au/regulation/manufacturing. &7t 2H:202
AF1184H)
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https://www.legislation.gov.au/F1996B00288/latest/text
https://www.legislation.gov.au/F1996B00288/latest/text
https://www.apvma.gov.au/regulation/manufacturing/manufacturing-licences/applying-manufacturing-licence
https://www.apvma.gov.au/regulation/manufacturing/manufacturing-licences/applying-manufacturing-licence
https://www.apvma.gov.au/regulation/manufacturing

SRUDY
ETOTRICEET DRE

TR (B, A8, AR BE) RUMEDFHRELE
PR OTRE

@ EHNSDUI—R MHBDIHDI)—2R

(BEN5DI)—X]

FMAEERNZFAHEINDIE. NIV IRBEXIFFREREHROEE TREISEDH]IC
TONBERTOERNIETH D,
(HiaD7zp D) —X]

SRR UEEMBAERRD/NYFRETOMBEEZ R U, IRFTD7ZHDEHEISELT
WBIEZHER T TOERTHY  BIEDRKERETERINDS Y,

2.2.1.1 E&ES1 I ADERFEER

BESI IR EA—ZANSUTDEANGEA XIEEFNSDS1EIRAERET ZRER
BIENBEEEITDICENTED. L. SV ADOBRFBEITEERE T ANIEBL. BEhET
DIRFTERYREZITTOVRN ENR G ER B3,

2.2.1.2 8ES(t U RMBFETOER
Y RAERINEESA U ADBRESOCLRIIUTOESYTH S,

36 APVMAIZ#ELEIC BT B E(E ) (https://www.apvma.gov.au/regulation/manufacturing/con

tract-manufacture/responsibilities-contract-manufacture. &&7otAH:2024F11H4H)
37 APVMAT 8D 7z5h D) — 2 | (https://www.apvma.gov.au/regulation/manufacturing/con
tract-manufacture/release-supply. &E7OEXH:20245F1184H8)

38 APVMAIRSESZZ ] (https://www.apvma.gov.au/regulation/manufacturing/manufacturin
g-licences/who-can-apply. &#& 721 ZA0:2024%F1184H)
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https://www.apvma.gov.au/regulation/manufacturing/contract-manufacture/responsibilities-contract-manufacture
https://www.apvma.gov.au/regulation/manufacturing/contract-manufacture/responsibilities-contract-manufacture
https://www.apvma.gov.au/regulation/manufacturing/contract-manufacture/release-supply
https://www.apvma.gov.au/regulation/manufacturing/contract-manufacture/release-supply
https://www.apvma.gov.au/regulation/manufacturing/manufacturing-licences/who-can-apply
https://www.apvma.gov.au/regulation/manufacturing/manufacturing-licences/who-can-apply

B4 8ESMtV AMBETOER?

&5 | #E — GMPEEHEE
e |
I : '
| RIREHTT || S1EVRERG | [ smEcszsmonTr |

Hfn A—ANSU7RE-BMRAERRRISES T ADHE]

2.2.1.3 BEETM Y ADHGRICHBRSRELER. FHF
FERICUBGERDRERUFERDOZIE APYMADA 51 —EZRR=5 )b

ZERLTITS,
(REER]
O EERUEMAERERRI—F(BRFEEH)HRA2014°Itemb57TEHSN TS
e

@ ERRUEMAERRI—F(RFEEMN)HRA201411tem58TESHSNTL\DH
FHEICEDDIH XIETRTITAREER

FFENEERUMBEEIRICET 2HEBOIREMEFHIR

—R R EROEHA DRI DB IR DIEEE. MU T 2B T

ERINDIEEDH

8. RE. mBEEEICERAINS YO (FE G TGRS M. ZHE

TIIONZEE. £ TOEAO BETOCLRDERATY TEHATIEN)

BEMEER DB EKHIES X 7 LD EREA K UMk

HEEE DRV ) — 2 IV—LDFFEM(J' L — R, R 7Y OIRKCER. EARE

zZ20)

—R 2R RIF=EROKESEN BEmAUEERITBE(TGA: Therapeutic Goo

ds Administration) X([&F—X ;S PEIIGAERRSEAIE S (NATA National

Association of Testing Authorities)|C&kV . BIERLEEEX (IBEET DM

BEIRRICERL TV ENESR SN, ST 5EINTLVEY B3N TLy

OO0 O 00

3% APVMATI®ES 1t 2D ] (https://www.apvma.gov.au/regulation/manufacturing/man
ufacturing-licences/applying-manufacturing-licence. & 72t XH:2024F1184H)

40 S TESRAR BE RO AESSI—R (FEEH)HEI20141 (https://www.legislatio
n.gov.au/F2014L00845/latest/text. ZIEF7ItLRA:2024F1184H)

19


https://www.apvma.gov.au/regulation/manufacturing/manufacturing-licences/applying-manufacturing-licence
https://www.apvma.gov.au/regulation/manufacturing/manufacturing-licences/applying-manufacturing-licence
https://www.legislation.gov.au/F2014L00845/latest/text
https://www.legislation.gov.au/F2014L00845/latest/text

3 (XIFBLOBENESNTVD) GG, BFEEICITUTZEH DN XIEHRMAL
RIINIERSR0,
O ZRTI1—IILORMIEREESTSTIEU AHAE (RITELDED)DEL
O RHNERREENRUEERTDEMNDEL
E=2¢)
EEEER 900 RILY

2.2.1.4 &5 1t ZADRGENIE

RESHOEE(CINZ TEUERRNER (BEBEICDVTIE. 3.1 BIERERE S BHER
B TR, ) BITHOND. 122U LT DB EILER . BB IEITHNRL42,

@ CIRADFBEICH DDAV ADHGF HFEIIZV AN EIRZEERD S
DAEFERDEG. BEXTY T 5k AB. TOEAZRRELTVWT. ED31E
JAREEIREEEEZIITVDIGE

® TGAXIINATADERLHEER THY . FDRERNAPVMAS AU XD REEFH %= H
IN—=UTWBEFHImEINIZI5E

BEBZIIOHE. REEEIXAPVMAICERAI S NIZGMPEBANZEDWEN DD, TD
%, EEAIICTEETENRUTER T4 —L1ZAPVMAIZIRE U3, HEERICRE T 281015
I EEERETEH. EBEADBREEHT D,

EBTAFREICFERATDFECHDIMER. KB, TOER KURRZREL., EERS
EXEKRT 5. APVMAIL, COHEERUVZFDMDBEHEFRICEDVNT, 1LV REH
TIBINIEETITIN XIEFTEEMEESNDETII U RDRITEERLRTIHERE
95,

2.2.1.5 B&nh7d)—
YRAERMORERE L. ST A TEAINLZEHADERICEDE LUTDLIIC
NFEINDCRTE. AT TV-SFERINTLAL, ),
@ 17U :RBEEYFHERE BEEH
@ H7IU—-2:AERFLERERHE TLIw IR T TUAD M ERR<IHEERF
@ 1733 :HEFERRA
@ H7IU—4:TLIVIR HTIAUE
® H7d)—6:B—TREREm

41 APVMATHAR & $€ | (https://www.apvma.gov.au/registrations-and-permits/chemical-pr
oduct-registration/timeframes-and-fees. && 7ot XH:2024F1184H)

42 APVMATS1t 2R ] (https://www.apvma.gov.au/about/communication-and-decision-m
aking/section-6a-guidelines/licences. &7 AH:2024F11848)

43 APVMATISA Y ZDEEBRUZEED=HDER ] (https://www.apvma.gov.au/regulation/manu
facturing/manufacturing-licences/audits-obtain-and-vary-licence. && 7ot XAH:2024%F
11848)

44 APVMAI a2 (1 - B A ERRELEEE | (https://www.apvma.gov.au/regulation/manufa
cturing/licensed-australian-manufacturers-veterinary-chemical-products. &7t XH:
2024=F12H5H)
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https://www.apvma.gov.au/registrations-and-permits/chemical-product-registration/timeframes-and-fees
https://www.apvma.gov.au/registrations-and-permits/chemical-product-registration/timeframes-and-fees
https://www.apvma.gov.au/about/communication-and-decision-making/section-6a-guidelines/licences
https://www.apvma.gov.au/about/communication-and-decision-making/section-6a-guidelines/licences
https://www.apvma.gov.au/regulation/manufacturing/manufacturing-licences/audits-obtain-and-vary-licence
https://www.apvma.gov.au/regulation/manufacturing/manufacturing-licences/audits-obtain-and-vary-licence
https://www.apvma.gov.au/regulation/manufacturing/licensed-australian-manufacturers-veterinary-chemical-products
https://www.apvma.gov.au/regulation/manufacturing/licensed-australian-manufacturers-veterinary-chemical-products

2.2.2 TEEEE

BETOCADFEDRATY T2 RLEEE PR RAICEE T 5155 3EE[ TG
MPEHEFHEL. EEEHEICUTH I ENTARTH D, iz, BEFADELEEE D
AR A—I NS PERNICH ZIEE . TOELEEE ORI, BE O XNHZY
TV T EEET DIZHICAPVMANSBLEESA T A ZEUE L TLVRIFNURRS R,

2.2.3 BRe%

B A ERMEHTEX L/ NFEARFE T 722 E ERMDIELEITIGU T MDERICR
ST ZEBRBULRTNIERS RV FlELT. 22— IR II—ILAMTHSIEVAH
HFIBICDVWTUTICTRT,

BREEZ 3 HI 9 Sk’
BYRUERRE1966 (NSWi)*°
BYRUERGRAI2008 (NSWiH)*

ARSEETRIDERGESRM
BYAERREZHTRTI 2 EHRET HEAXIIERES,

ARZEETRIDERZRSE
NSWREE

BRSEEFRIDEEETOER

@ HHEERURIBHZNSWREEICIRLET S,

@ NSWREEANRFZEEZITIRO THS5EXHLNIC. BEEICTFEYRUEY
BIEFIE(DPCP) 1DT U FL— b R—b AT D ARFAXAIIOREIND
49
FREEEIXDPCPZ/ERR L CIRIET %,
HFEIINSWREENDPCPZECHERXFHREZELTHS30EXHLUA
[CAEBEIND,

45 APVMAIZE85% | (https://www.apvma.gov.au/regulation/manufacturing/contract-man
ufacture. &7t XH:2024F1184R)
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131 APVMATGMPEZFIE] (https://www.apvma.gov.au/sites/default/files/2024-06/gmp-a
udit-procedure-march2016 0.pdf. &7 XH:2024F1184H)

132 APVMATBAIC BT 2 EBRLEM R OESR T +— A1 (https://www.apvma.gov.au/news-forms-a
nd-publications/forms/pre-audit-overseas. &7 It XH:2024F1184H)

133 APVMATBAGMPUBM&ESR] (https://www.apvma.gov.au/regulation/manufacturing/ma
nufacturing-overseas/recognition-overseas-gmp-authorities. &&7otAH:2024F1184

H)

134 APVMATB9GMPEMDEF AT AN (https://www.apvma.gov.au/regulation/manufact
uring/manufacturing-overseas/acceptable-evidence-overseas-gmp-compliance. &7 7

TXH:2024F11H4H)
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3) RE-A—XNSUT7HEBEASRHE (UK MRA)

3| HREIHE
71T URERE Veterinary Medicines Directorate

4) Z1—I—SUREDEZ(MOU)

APVMAKRUZ1—I—3URDE—REZRE (Ministry for Primary Industri
es:MPI)ACVMZ IL—T &, ENENHFRITUIZGMPEHNDEIIE B L\ THEZEL
TWB, Z1—I—SVRDEEEEE. Z1—I—F VROGMPEMDEEZ= A —
ARSI DOCGMPERDEENLE UTAPVMAICIRE T B ENTE S,

5) RAANSDERELE

R
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fERl TUIV IR T TUXDE
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KA (EIRGEEMEY). 70/ 1A T« IR BER) RNAERANR Y~ D —
R(ENDERBBZRR<:) [CDWVWTIE A1 RABFHERICL DAV BETHY ., TD&R
HDIAEX I XEZE GMPERDFENE U TAPVMAICIRETE S,

6) AT INSDERELE

BEDIITORRBIIDVNWT, A—A T U7 EEEOGMPENEMLE H TS DY

BABEULTVWBRESEELTLS,
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DO0F D A, TDOMERBEROEYFHY
Al
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Canadian Food Inspection Agency

BEKRUIBREDERM(TLIYIRPTT
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partment)

7) KENSDRELE

BEDIITORBICDVNT A—R S P ERFOGMPENMEHEXKEDYF
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DIOFIRRIVEFD. BHEF_LD7ZHD
EYFHIRE)

8) EXRMmERMBEMUERMEREFRAF—L(PIC/S)MBEENDEIE
APVMAI[Z, PIC/SICIELTWSHEHN FEDYA TDHAICDOVWTA -
U7 ERFDOGMPENERZBU VWD ERET DHENH D, 3RH SN DAL
[FFEESNERHmEREREE N/ —UTWLWSEMHRADGMPIEAE K UGM
PEERAZICERHR SN TV SIREICEHET SCMPEERESE CH D,
7=72U, GMPEERREICTHEHG D7z DU —X N EEEH SN TLRWEE, BEREE
COEREDTEICFHRS N2 & ER T GMPERDIINZERM T INENH D, X
(& A—=RANSUTPDBYCERAI SNZBEERE CCDRERX TV TERBI LD
ICHRFE S DWEN S D,

3.1.5.3 ZOMDE">
HfE. LEEUADEICAPVMAICKL > TERESNIZEBIFFELTLR,
F—ZRSUTP7HREAEHREERMEL CLVWVRWLE XIZEDORHETOT S LHRAPVMA
[CLDTRBEINTVWRVETEEZITIHE LTDEDHCGMPERDIEHE U TER
BNEZENHD,
® APVMAICL O TEREINLERBICELSEEDVEBICEDVWTHTIN . &
#CL A ORI ANATRRGMPEREIRZE
@ fEEXAGMPI—RICEMLTVNSZEZRLE. APVMAICK > TERESNZERF
DEBEANCLSHENVWEERES
® APVMANGMPI—RERFTHDERBDIz A—RANZUTDAPVMASEGMP
EBEANCLDmENVWKERRESSE

BANSEYRAEERRZEHATDIHEEOGMPERNIZREIZDWVWT. APVMAADA S
E1—TUTOEEZEST .

ZA—RSU7IEIRE. BAEDHEBEASRBEZHEATH 5T BADEMKEANFET
ITBGMPEAIIFAZFAZEINTVRW A—A S UPICE ALV EDERICD
WTGMPEMDIEZEE I DICIE. GMPEEFIEICHREL. APVMASREEEAICK
DEBEEZTINEND D AANSA—X NS U7 ICEWBERREEH T SIZEULT,
AADELEMENAPVMASREEB AICLDGMPERZZ(T2EHINH2HESHIC
DUVTIE, R IBER CTH D=0, [BRDIBHEIEI TR,

135 APVMATBHGMPYBEM&ESR ] (https://www.apvma.gov.au/regulation/manufacturing/ma
nufacturing-overseas/recognition-overseas-gmp-authorities. &7t XH:2024F1184
[=))
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3.2 IR

FYHAERZDOSANIVIL. TEIASANILI—R3(Veterinary Labelling Code:VL
C)IIZERL TWBIMHENH D, VLCTIE. APVMAIZE D THEBINDIINIVEARGTHAD
SRIVIZDWVWT, SRIVDOARB. " LI 7O T2 —EDEHEINBEINTLS 137,

3.2.1 ESNIL

W AERGSEEFT I BEEXESANIL(electronic label) T FL—K138%(#E
BUTIRILDFHEAPVMAIZIRE U APVMAN S - &E3 5 9. ESNILT T L—
MIEHBIRIAHBIIUTDESYTHS3,

1) ERMEEEEE

2) e

3) BT DRI

4) FHLEOFENFERMR

5) ABaE%x R

6) ERAE

7) REHARSICRE T BRI

8) BZICEHIIR

9) 2 LMFER

10) R EDIET

11) EREODZRLICET 2EMER

12) RIB(RECRET DK

13)EEICRHTBRT

14){REICRITDERT

3.2.2 IRFERA SRV

TiZICHR T EMRAEERDINIVICIE, LEEDEHR(3.2.1 ESNILDITMNZ T, L
TOERESHDINENSH D,

1) HRADORFTEYEDKZ KR OER

2) APVMADSRIVERES

3) HROBEWHRAKUEEH

4) NwFHEHSXEOVHES

136 APVMATEMIASAILI—R ] (https://www.apvma.gov.au/registrations-and-permits/apvm
a-labelling-codes/vlc. &#&7U12ZXH:2024F11848)

137 APVMATSARIVODIERLESNIVESE T O A DOEBE - EWRASE ) (https://www.apvma.gov.au/re
gistrations-and-permits/labelling-codes/veterinary-labelling-code/introduction-prepari
ng-label-and-label-approval-process-veterinary-products. &7t XH:2024F1184H)
138 APVMATESAJVEASS | (https://www.apvma.gov.au/sites/default/files/publication/9882
6-example e-label template.pdf. &E7IEXH:2024F11848)

139 APVMAT—8H9%5: S5 R JVEH | (https://www.apvma.gov.au/registrations-and-permits/labe
lling-codes/veterinary-labelling-code/label-content/general. & 7o1ZXH:2024F11H4
B)

140 APVMAT S RILORB-BRELS ] (https://www.apvma.gov.au/registrations-and-permits/
labelling-codes/veterinary-labelling-code/label-content. &7t XH:2024F1184R)
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3.2.3 Z1—I—SUREF=RIUTDFE—SRIL

Z1—I—TURDEREFEEL (MPD) BXALCEY SMAERER(ACVM)BEAPV
MAIZ. BE CTEFZINTEMRERERRDFE—INIVERSHTHY ., EWBAERERDSHFE
(& BECERGERUN—TT1 7% T DHDILEDSNIVEFIRATDENTES,

HE—INIVEEE. APVMADEKREBISA>EATRIINE RS . Z1—I -3
ROACVMETEREINDIRH BT DR P ZDMDFENDHAZIRM T S/ DRI
L,r—t')yayh\‘z\%'ca%o

—SRIVDEBRDE A—RANSUPEZ1—I—SUROEFBEHICENT D LD

Lnﬂa_ NTLRINIERS RN, T8I, Z1—I— 7/#@’50)'%%&!3 APVMAMNKER
UBhEREDORREFFURY GRELS B2V R EB VY BRWEY TR RED
THhOTIERSIRN,

3.2.4 GHSSR)|142143

FEZEFEETIF2017F1AT1HBLIV AEZERD D ERUFRRAICET S MEFREN
A7 (GHS:The Globally Harmonized System of Classification and Labell
ing of Chemicals) JIC272SRIVELTOHYRAERRICKRT D EERFTITT
WS, INICIFBERESERVFEFEZEZHIMNENRH SN, FREEE YRR
HBDNE(LTRL,

GHSSRNILOARBIFAPVMANEEZLIZED TIERW 28 GHSSRILDRBEAPV
MANEZE U2 INIVDORABIZBEEICA T TRRURITNIER S0,

3.3 VICHICE 9 $&hmA

FA—ZSUPIXVICHER LN SIREX THRENIOEEZESDERICHEEL TS
144, 2013F11BICZa—Y—F5URDA—VS VR THRESNZE29EVICHEERS
ERBTIH 21—V —SUREHICA—RANSUTHEEETELIZ, 201 TE2RICT
WEIDFIDTI/A7PALATHRESNZEIAEVICHEZEZRERSA TR A—XNS
UTPHVICHAA RSV DEIEICEAT 2HEEIT D214

141 APVMAIZ1—9—S U REF—ZNSUPIC BT BMERERIOB—INIVICET 3414 VR (htto
s://www.apvma.gov.au/registrations-and-permits/labelling-codes/veterinary-labelling-c
ode/label-presentation-layout/harmonised-labels-au-nz. &7t XH:2024F11848)
142 APVMATtt BHICH— I NN EERTOYRT L) (https://www.apvma.gov.au/registrations-
and-permits/labelling-codes/globally-harmonized-system-classification-and-labelling.
=ET7OTEZAH:2024F11848)

143 safe Work Australial BERUEAEERROEEEE R UBALEETOERY—k (https:/w
ww.safeworkaustralia.gov.au/sites/default/files/2023-07/information sheet for manuf
acturers and_importers of agvet chemicals.pdf. &i&7ItXH:2024F1184H)

144 AARERE oM T VICHDIRME B % KR~ SR ERRERAEE D EE SR RIHR~ | (https://
www.maff.go.jp/nval/vich activity/pdf/vich jsvh.pdf. &&72tXH:2024F11878)

145 VICHI 2015510 BICEER TR N2 E5EVICHARRE | (https://www.woah.org/app/uplo
ads/2021/03/press-release-forum3-nz-2013.pdf. ®&7IEXH:2024F1184H)

146 VICHI 534 EVICHEBEEE244  (https://vichsec.org/en/component/attachments/att
achments/1680.html?task=download. ®&7ItXH:2024F11841)
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https://www.woah.org/app/uploads/2021/03/press-release-forum3-nz-2013.pdf
https://vichsec.org/en/component/attachments/attachments/1680.html?task=download
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3.3.1 VICHEEX 2 I\—

A—=ZAS7-Z21—I—FIRENTI . E7 VA REEESICVICHEEZEZRESD
BEXVN—TH5. BEXAVN—(I. ZERDERICSMUELY . EFRIFESS(EWG)
[CEMREMRELEZVTDEIE TN, HEZEITBWYI/E. VICHOA =S U7
REIZAPVMAEAnimal Medicines AustraliaTd 348,

3.3.2 ANZ VICHE®I I —

VICHEZEZERICH T DA T —N\—EHE ANZ(A—R S 7-Z1—I—3UK)
VICHEEB I I —THERVF EH TS, ANZ VICHER I )L—TIC L2535 FIZ2
EFESND . A—ARSUTHSDANZ VICHERB I I —TSmEE. LULTOEHY TH
Do

@ ANk
O Animal Medicines Australia
O Veterinary Manufacturers and Distributors Association(VM
DA)
@ HfFEBEARR
O APVMA
ANZ VICHOZRENIZ DWW TIX. L TDOEHUTH D,
@® VICHOtERIZEARARUBRNDERZRMIESZEEAEEICT D,
® VICHRUEERREZEISA DT . A—ANSUPEZ1—I -5 RDEMRAESRRIC
Bd3EHZFAMNS T ZHET B,
@ FT—RSUTPRVZ1—I—FUVREREBESRICBIET S,
@ FMAERRICETIZEHOERMATEMICOVWTEREBICBIET 5.

3.3.3 VICHAARS1 2 DiRA

APVMAIZ. b, 1% REOZEM. BRRE, BIERREEEDT —YEHICET
BVICHAARSA U EFRBL TS0, ZNIZLY, RREMDERZR/IVRICING ., 25
HFEDIZALEHERLU. A— AN U7 TOEWRERERDAFAIREEEZZH TS,

147 VICHTVICHIZDW T I (https://vichsec.org/about/vich-structure/. &7t 2H: 202541
A228)

148 VICHIVICHM M=% | (https://vichsec.org/en/about/structure/the-parties-to-vich.htm
w7t AH:2024F11H4H8)

149 o RERATVICH: BWAEERROSHREGHEFNSE B HOEKRTOYS L] (https://www.mpi.

govt.nz/animals/veterinary-medicines-acvm/veterinary-medicines-registering-authorisi
ng/vich/. &&7OtAH:2024F11H4H)

150 Animal Medicines AustralialVICH](https://animalmedicinesaustralia.org.au/global-c
ontext/vich/. B#&7otXH:2024F1184H)

151 APVMATERES) (https://www.apvma.gov.au/about/international-collaboration/inter
national-activities/international-participation. &7t XH:2024F1184H)
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3.4 PIC/SICREY &M

A—ZASU 7T BERAVEERITBRE(TGA: Therapeutic Goods Administr
ation) BPIC/SICHIIA LTV M2 APVMAIZPIC/SICHNALTULEL,

PIC/SICHIEET 2 FEICDLT. APVMAADAI U FE 13— TDRIZEEST=,
IR CAPVMAIZPIC/SICHNER T B FEIFRLN,

3.5 BHEHEICEE T S EF

2021F12ANBICA =R NS UT7ERR CIEREAUSMAERRAEER20191H°
AREN LD RREICEESNTULSEFMEC BETSE/ I ST THRATNT
WSBIFDEMR D ZEEFKL LD & T DEROFKMBERDFHEN R/ DR IIFEICRDFED
BENMASNTZ. CNICKY RE_ EDRESHDRMEFEH BT T SRH TO XD E
RSN BHFEOMREMNHES NI,

RERUEYRAERMANEER2019 I COEREENREIUTOESYTH S,

@ HHFEFERICREINSHULLVVBERICH T SRMUDRARMEEEH D,

@ B EORENDRVMEFEICH T IRETOERZELVI I TIVICT D,

@ SFFFEERETORBDRYOMEICT T DUDRREZZH D,

® APVMANEEHFD—FZERTCEDLIICTD,

@ TET N OERULREDHIFR, ERRDME L., BRI 2 DIRE(LZBREL
e R B EADEEE(TD %

2022FICF TBERUHYAERRI—RE1994"55 1(DSection11 XU 28HHIE
TN TEERUCHYAERRI—RBEEG)RA20145C|ICEDONIZBHERZS
BROVEHFE(XIEZEE) XU T APVMADBRHZRITTEDL DI, FNET AP
VMAIZ EHZmie SRVBRE(XIFIER) ZiEELTHY | BEREITHICHBZITHR
FNIERS M7=t COEICKY . FRIFEER . APVMAIZREEN DEMRERY T

152 pIC/STPIC/SBn&/E—E I (https://picscheme.org/en/members. B 7L RH: 2024511
A48)

153 HOLDING REDLICHI &% EWRERRICEY 2 ERENAEI NS | (https://www.holdingred!
ich.com/agricultural-and-veterinary-chemicals-legislation-streamlined. &&72tXH:20
24F1184H)

154 DAFFIEERUBMAERSENE (A—X 5 PER BWAEERREESARUZDMONE) R
20191 (https://www.agriculture.gov.au/agriculture-land/farm-food-drought/ag-vet-che
micals/better-regulation-of-ag-vet-chemicals/streamlining/apvma-board-bill-2019. &#&
TOEAH:2025%F18228)

195 2 S PESREE BE RO AERSEI—RE1994 ] (https://www.legislation.gov.au/C
2004A04723/latest/text. RIET7IELRXH:2024F11H4H)

156 F—2 S TR BEROERAERRI— R (BEEM)HA2014) (https://www.legislatio
n.gov.au/F2014L00845/latest/text. RI&7UEAH:2024F11H4R)

157 APVMAT IS5 D R G@H R RS NI EMO THH X IZBAREL I (https://www.apvma.gov.au/ne
ws-and-publications/news/application-defect-notices-and-updating-or-clarifying-supp
lied-information. &&7otXH:2024F1184R)
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BN, TNZBRFEISEML. RENIEBLETEHAICIEX. TNODRYZEEBIELZY.,
ARUTCLVBIEREZREUL VI IREZ 1ERVIRBHTE S LD ISR DTz, COSEIKE
FEBEECAPVMADEHEERIC D> TS,

T5IC.2024F1A178IC. WAERRODEHFEEEN A —A NS U7 EREDFHRH]
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Director-General and
Government Health and Safety Lead Our customer-facing business units

Tapuwae Ahuwhenua

Qur supporting business units

Tiakitanga Pitaiao Aotearoa

Fisheries New Zealand

AL Tinia Tangaroa

Our professional leads

New Zealand Food Safety

Haumaru Kai Aotearoa

Te Uru Rakau New Zealand Forest Service
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@ EY/RE/HEEUY—0T7SUR(Cargo/Passenger/Mail Centre Cle
arance). HtigE1% (Regional Border)
O HAINIZACVMBERDRE
@ EYEREATF—L(Plant Products Imports). @YKk UOREERE (Plants a
nd Pathway Directorate)

V77 A BRI AR OB ERSE S RHIREDOREL] (https://www.mpi.govt.nz/d
msdocument/52636/d|rect BR7OE28:2024F11818)
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O WEMHBEEONA1ATEF1)T 1 DR
@ UIE-BEYRERTF—L(Treatments and Inanimate Pathways). #8¥1&
U#RRE (Plants and Pathways Directorate)
O WIBH-ERIDE@A FERICEET DIRHFDERE
® xibEEHF—L(Response Capability Team). #f& - stivE (Readiness
and Response Directorate)
O NMALF1 T BANDKIGIC L, REFOEXRILEYMXIZEMIH
EERMVBEERD

B BE T —E 259 (Agriculture and Investment Services)

@ IWMEZHAKUELETF—L(Animal Trade Imports and Exports Tea
m). BiYIfEERfEHLE (Animal Health and Welfare Directorate)
O FHIULWTINPERICHIFT DI\ 1A X1 )T 1) RO D EHARY RS
® FIENTF—L(Animal Welfare Team). EiEEEALE (Animal Health
and Welfare Directorate)
O ACVMODERICBHET 2FMIEURIBADIIG. B A ERR R UEHE
EICX I DB DERICREET DA DT R—~

Bk -B55FE(Policy and Trade)

® EmEERF—L(Food Policy Team). Bm - Fee R URIZFEHE (Food, Skil
s and Science Policy Directorate)
O BEhEY DEECHA(ACVMERCACVYVMIRE]) DR PRELDEE
® FHlFEE2F—L(Regulatory Stewardship Team). Ban - FeERURIFEER
B BEWETF—L(Agriculture Reform Team). BB - @MBERE (A
griculture, Marine and Plant Policy Directorate)
O ACVMIRHID R T AICREN BRI (B—REZERHID X 7 LSUEE Y
BN EIER)EEDEE
® 57Ut RXE(Market Access Directorate)
O ACVMMGT7 7z REURSD DEATHIZ 5, Eih B m DB NIV & FZ
MBICEET 2B ZMEREDULIE

AFSA7 IR -HINF I RAEB(Compliance and Governance)

@ FAEF—L(Investigations Team), AV FS17 U RF—EZXF(Complian
ce Services Directorate)
O ACVMOOVTSA7 VA RBENDEE
@ iEfF—L(Prosecutions Team). & —E XfE(Legal Service Direct
orate)
O VTS 7 U RABNRRFDERITIC DN BB BICH T HREF—
LDYR—k

FEDIEEMZEEFINDIACYVMTOT S LARUFHETF — LI DFEBRIILL T EHY
THDo
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E12:ACVM T 0I5 L KRUTHEF— LD
Director
Manager ACVM i .
Principal Adviser
P &
Appraisals

Team Manager Asdpgcialbst Ege_cialugt TeamRManager BSe_mm Contractors x6
Assessments viser Vet viser Ag eg usiness Casual x1
Med Chem Programmes Analyst
Senior Adviser Senior Adviser )
Ag Chem Ag Chem — Auditor
Adviser | Adviser )
Ag Chem Ag Chem — Auditor
Senior Adviser | Senior Adviser Adviser
Vet Med Vet Med Compliance
Adviser [ Adviser Adviser
Vet Med Vet Med Reg Programmes
Adviser Adviser
Vet Med Vet Med
Adviser
Assessments

Hif S REFRATRRALAYMAUSMAERREZRHFENORELI12R—Y

1.1.3 ZDOMDHES
MPIX. SR EFERICEET DEEZMEL CLD LU TOME 1AL TACVMERH
IRATLEERLTLS,
@ RIEE (Ministry for the Environment)
O BEMERUHEMZEHSNOZE) DEE
@ XRIEFRER (Environmental Protection Authority :EPA)
O HSNOZEDRFIHZ
@ REE (Ministry of Health)
O EEMERUEMEREDERE
@® WorkSafe
O BEREZEEEICETHE
® —1— IS UFREEHES(New Zealand Veterinary Council:NZVC)
O BERZHAHIT2EEZRHDOFAZEES

EUDIT BMAERGDERFICH T MPIIIREFRER (EPA) EE#EZICEGNDOTL)
%o MPIEEPADBERICDOWVWTMPIICEWVWEOEZEZ A LLTOEEZRFT.

MPIEEPAIL, TNENEQRDERE(ACVMIEEHSNOZE) ICED<KERNDEE 5%
HHLU TV mEE A—T VIO 227 -3V ERYRBRNS ENENDEEIC
BEO<KERZERIZIULTERL TS,

MPIERMZE. BIVEiL. BRZERE BH\DFEICEET SR IICDWTEP
AFEEVEDREICLDANDERERIZEADURIEZEET D,
MPINEE I SACVMIED BHIL. BEREHVAERR RO NAKEE(BRDORE
TE) BRZE2RFRE. SR, —REMDEZICRIAREDH DI RIERHEL., B
T3 ETH D, TUT EPANEE T DSHSNOED BN EENE PHEDEYICEK
SRHEZMUEXIFEETBICE T RIR RUAYCHBHEDRRERZEETHIE
THdo
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1.2 BfRED

1.2.1 &

—a1—I—

SURICHITZ BYREERICEAET SEFREIUTDESYTH D,

g2y

EERLEYRUEYRERRE
(Agricultural Compounds and Veterinary Medicines Act 1997:
ACVM%)178

R

H—IREZRE (MPI) FME [1997F

S

ACVMIZEIL. BAERMDENRHEAEREL TV S EBNERETH D &
MREZEMOERICEEUVZLLTOURIDMEIEEEBZEBNELT D,
® —XERNDEZ'IRY
@ AREEADURY
® FWIBUADURYD
@ EXLZERELDIURY

EYRERRERA - BE - Ioe- R T 55IC[E ACVMIEICE DLV TMPI
ICLDERERIT  BAZRE T DUENSG D BAZXITDET REME
EEERMEOEEER/ZLTVSIENMRIESND,

200

BEMBRUHEYE
(Hazardous Substances and New Organisms Act 1996 :HSNO
SE)170

BT

RIGRER (EPA) FHMWE | 1996F

HE

RIBCADRRICERZERITITAREMED S EEMEICET SRHEEEN D,
EMRAERRICIIBEEMEDNZEIN TVBGEENRH S, —1—I—FURIC
AT SAICHSNOZEICE D<K ERZEZTDMNENH D8,

200

N1AEF+2)F71%(Biosecurity Act 1993)'8

178 =1 —9—SUREIM99TEREMAL SR UBMAEERESE ] (httos://www.legislation.govt.nz/
act/public/1997/0087/latest/DLM414577.html. RI& 72t XH:2024FE11818)

179 =1 —9—5URENM 906 FHEEMBE RO EME] (https://www.legislation.govt.nz/act/publi
c/1996/0030/99.0/DLM381222.hitml. &7t XH:2024F1181H)

180 smimpg s e (FEWBERS A4 VR (https://www.epa.govt.nz/hazardous-substanc
es/rules-notices-and-how-to-comply/specific-substance-guidance/veterinary-medicine

s/ . B&7IL2B:2024F11818)
181 =99 5URKIM993FEN1AEF 1T 135 (https://www.legislation.govt.nz/act/public/
1993/0095/latest/DLM314623.html. &7t 2H:2024F11818)
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EEEEE | SE—REEFRE (MPI) FME | 19934
ERCRERFOBEENDEAZRAICH O DEIREER, KTEALE
= BEEYADORUICET DENHEAEED D EMENYEEETEMAE

HEmZHA T BRICIE ACVMEICED<KEZXIIREFZZITDRIIC, /N17F
AT OEICED<SERNBEELBDIHEENH D8

1.2.2 17, A BHF
BYRERmICEET S1THE T, RA BHFEIUTDESYTH D,

BHR URL

201 ERERLEY R U AESRER https://www.legislation.govt.nz/re
(RO IEYE)RE gulation/public/2011/0327/latest

/DLM3982848.html?search=ts re
gulation Agricultural++Compound
sresel&p=1&sr=1

B B EROEEREEY https://www.mpi.govt.nz/dmsdocu

ment/21653-ACVYM-Notice-Agricu
ltural-Compounds-Exempt-from-R
egistration

BRREBICKDER HI5 R https://www.mpi.govt.nz/dmsdocu

ment/3021-Special-Circumstance
s-Approval-ACVM-Information-Re
quirements

DS AHEKBEHAR A https://www.mpi.govt.nz/dmsdocu

ment/12106-Class-Determination
-Request-Guideline

Za1—I—SURICHIZIEYHEERE | https://www.mpi.govt.nz/dmsdocu
% ACVMIBHREH ment/4497-Veterinary-Medicine-

Registration-in-New-Zealand-ACV
M-Information-Requirements-No-
1

FYRAEERRDBREZRH1T VR https://www.mpi.govt.nz/dmsdocu

ment/61369-ACVM-Guidance-Vet
erinary-Medicine-Trial-Approvals

182 R ATEE R AYRUERERS S REHENREL] (https://www.mpi.govt.nz/d
msdocument/52636-Agricultural-Compounds-Veterinary-Medicines-Act-1997-A-Regul

atory-System-Review. &#& 771t XH:2024F11818)
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1.3 B D8
1.3.1 &%

ACVMIE'® T3, BERLAY EMHLAY BMAEERICOV T UTOL S [CER
TNTLB,

[BERA{E¥ (agricultural compound)])

LUFOREDI=SHIC. D ERERICER(RIEMERTICEZ2EK) 750 g
NEBINS TS, KICERT2MEEEYE. XITEMEEMOLI NN ETE
CP

1) ER(BHEMZST) DEIEVERER

2) EMEYIDEEM CEERE. EIEOMRT. (B, A

3) KEREBOHE

4) EMOHIECHE. EE

5) BIDIRRE(FRSEHF) DM

6) BMIDRID TIHAE

7) SHEYIDBEICERT 3 ERERLEYDMRIEE

8) MADY—xFY

BICLUTFZEET,
1) RIMIO—REmMICHU CUNE/FRIRRICERT SBMRAERMPYE. BEY
B. £Mtay
2) FYOERIEVTER(RIIERTZEZRR)TED
3) ACVMEAICEDE  BBICL > TRERAILEMEES INLH5DIVMEES
ME. EVEEY

(&Yt EYI(biological compound)]

LUTFOWINHITHZET dRFERIEEYZET.
1) EHEROFERY)
2) MECIMIVRATOF 0 (EEMRERN E S MNEREDHDRN)
3) TANWRPYAAT AN MOHEY (EEHRE RN &S HMEREDHR )
4) TAIWRPNYATT S AN MDOWEDDERY). XIFENS ERUERZERE
SEEAMNELTREINZYE

[EMIREZER (veterinary medicine))

EMOEERICERFER(XIERITSCEEEN) 5 WEEEYE. EYEEDn
TNHZEET,

183 =1 —I—5UNKIM199 7T ERERAL AR UBYAERRE IR (https://www.legislation.go
vt.nz/act/public/1997/0087/latest/DLM414583.html. #E& 7ot XH:2024F11818)
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ACVMETIHIERAILEMINLKERINTHY . RECBEICEET 2 TOILLE
U BRFRRILEMICEEND, LD > T BYREERIE COED T TRESNDSRE
RIEEYICZET D, Kz BYDOZMBEN CTHERASNIYES I HMAERRIEUTER
INTVS . BMARERREUVTRONSYEIC (X B—YE BEYE - EWEEamDny
NESFENTHEY MEMENSRAV v T—XTRIEVEHENINRER S8,

BMAEEMDERIL. ARICE D TRL D, FIZ L HZEERFRT SLEMHEMI DR
DFEARZRHLTZHICERINDGZEE. BMRAERMEAREIND, U L. BUIEEY
HNABDBRZL<OHICERATNDHEICIE BMAEERRE XA TN,

1.3.2 9%

Ta1—=I=3URICHEVWTETHEMAERRIL. @A BE. IRt FRAINSEICA
CVMEICEDWTERINDIVENH D, URIMEVLW—EI OB ERRIL. HEDE
HERIZU CONIFERNRIREIN S8, e, ACVMIEICE D VW THAIRERICE DT

REFABDENEE THDERDONDHRICIK BEREZITDIERERIND

187
o

(BN RIRINDEWAERR] S

@ ACVMIEETSRICED<HHICL > TEFNRRINIIHAERR

@ SE8BXRICEDE. —NICEHMAEREREUVTCOERNELZE THDERHOND
MEE UL TCRENRNIZEF-3MRERER

@ ESCHRICEDT HAREBICL > THRERMESZEU BB ERER

RO FRERLEMRUEYRAERR (RIFRURIEYE)RA®ICL DL EFN
RFSNSHWAEERICEIUTNEEND,
@ [ERL 1EH)/ A AREFE] TEIRH
@ RELDAZEFILHICEOKRT I DB LB X I RERFA]
(FBROAXRELESY)
@ FEEHICERSNSRXAANY—RE WUICEWADREORIRUNEE

184 s mpEsATEAESS ] (https://www.mpi.govt.nz/animals/veterinary-medicines-acv

m/what-veterinary-medicines-are/. ®& 7ot XH:2024F11818)

185 s REERATACVYME [FATEH I (https://www.mpi.govt.nz/agriculture/agricultural-com
pounds-vet-medicines/what-acvm/. && 72t XH:2024%F1181H)

186 = mEEsAT ACVMEBSREIRIC DL T (https://www.mpi.govt.nz/animals/veterinary-medic
ines-acvm/veterinary-medicines-registering-authorising/exemptions-registration/. &%
TOEAH:2024F1181H)

187 =1 —I—SUREN99 TEREM L MR UEMAERSE—$H8CE] (https://www.legislation.
govt.nz/act/public/1997/0087/latest/DLM1100249.html?search=sw 096be8ed81e4b
67d herbicides 25 se&p=1.&&721ZAB:2024F1181H)

188 — 19— SUNEIM99TERE AL AR UBYAERD F—BHSHORMR] (https://www.legis
lation.govt.nz/act/public/1997/0087/latest/DLM1100239.html?search=sw 096be8ed8
1e4b67d 75 25 se&p=1. =& 7otXH:2024F1181H)

189 =1 —I—SUREI20 1 ERERLAYMRUEMAERS (SRR UZIE)RA—RI 2 (https://
www.legislation.govt.nz/regulation/public/2011/0327/latest/DLM3982204.html?searc
h=ts regulation Agricultural++Compounds resel&p=1.R®E7ItXH:2024F1181H)
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@ Tt BHMHEMIDHESIFINU ZEEH] T, SN ICERBRSNEVED. 18
X SHENEEY LOETHEIDERERFRYT ST2H D BB ER D HZFF

D&

(RSB E TR SN SBYAERR]°°

LUFICE T 5HER L FEBEOOICEMAERMOBAZRHFE CId. /22
U REDRUEHIZTNENH D0, [FEAEDEMAEEFFIATET W, 1,
@ HEDEMZEARTIEEMTHY ., Z1—IJ—JURICILEYGEFERH RN
@ BHENEHEDMREZENETD
@ SREYDEE G E MPINARUZREDERETENH S

E13: HMAERMOEEICRET SR H DEH
|

BRERLEMRUSVAERRE

.

EOTFTOD =
{frﬁ,,ﬂimms i B BHREROER
Eﬁﬁgﬂimﬁ’&g@ |ngg¥m;&—§:|jr ﬁﬂﬂ;l:li:j@Jb_f‘meﬁ%
BUA7ONE BN, BHS | |
| NEMSIHE. #
2011EACYM (%S ﬁﬁ%ﬁz‘ Rl SRR TR BECRICET<
RO ERED) M ‘ EHSNLME  BAREE

ANICEEHNHIME

| ! | } !

Z1—I—5URT
BMREREMELT

—1—J=3UFT

{@m?%:t[;v%@b\ %mﬁmwﬁmmﬂﬁtbrﬁm?a:tﬁ?i%

L E—REFRATRFACSYRUSYMRAERREZRFAFIEORELITR—Y

ACVMICZBEFINTZEMAERMIE. BR5E. BA. ERICRAU THIRDGRVEMIAESR
mEHRM S EMAERRICHEINS 2%, ENTNODERFUTDOESYTH S,

190 s S rEERt AT RIREIE(IC L BERHIY VR (https://www.mpi.govt.nz/dmsdocument/302
1-Special-Circumstances-Approval-ACVM-Information-Requirements. && 72t XH:202

AF11H1H)

191 g rE AT EAERRNOEAFIE (https://www.mpi.govt.nz/import/importing-agricult
ural-compounds-veterinary-medicines-acvm/veterinary-medicines/steps-to-importing-v
eterinary-medicines/#fspecialcircumstances. &7 2tXH:2024F1181H8)

192 = npEAlSRERROE5%] (https://www.mpi.govt.nz/animals/veterinary-medicine

s-acvm/veterinary-medicines-registering-authorising/registering-a-veterinary-medicine
[ BT OEZAB:2024F1181H)
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(FIRDVEMIRERER]
® [R5 A, IR SEMDHRRL TERINBERRTH S (X—/\—7—
TYRPRY NIy TTHTEBATE 5./ ISERERL),
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3.1 EIEREEH
3.1.1 ERDBSERE
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268 = RERRTACVM 39 (BWIRERRRUEHEIMICN T 3 BB ORLERRHE) 1 (https://ww
w.mpi.govt.nz/dmsdocument/2851-Application-for-approval-to-manufacture-veterinary
-medicines-vertebrate-toxic-agents-and-exempt-products-for-export-ACVM-39. &#& 72
TXH:2024F118H4H)

269 g RERABERLAMRUBMAERSE SEHIEDOREL] (https://www.mpi.govt.nz/d

msdocument/52636 -Agricultural-Compounds-Veterinary-Medicines-Act-1997-A-Regul
atory-System-Review. &#&7I1XH:2024F1184H)

270 g R 2P GMPEAIEHEHNT I — A1 RSV 1 (https://www.mpi.govt.nz/dmsdocument
/60637-ACVM-Issued-Good-Manufacturing-Practice-GMP-Certificate-of-Compliance-

Category-Guideline. &&72tZAH:2024F1184R)
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BN DEYFAEREmBGERE L. GMPOREZR 5728 MPILADIERIC K 5FE
ERFBENTT 2. BMAERROSHR(REBHRNEE) ZHFET SIRICE. GMPOD
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YEEREX (XS RITEHABNEH SN TV RVSE(E FEITEXIIHERR
BAMBEEIFUARATRINERSEWV SV ADEAE U TRENERREX
[FEET TS ZRE T DWENHDHENH D,

BAEENEETSGMPEREFIZ1—I—SVROGMPERE L IR D BENH DT
8. GMPETZEEAT B ICIRENVBE LD BRIIERDHENH S, MPIN SHEER
INEBASRD S OBV RETE VGG, GMPESTZH#ERT 57=6(CMPI
EBEANCLDEAENVEERDGEAENHD73, 05 GMPEFEAT 2 EHE L TMPI
[CIRET 2FBHE. £ TRETERURIFNILRSR,

LEEDHETCCGMPESTDREILEIRE TIRVGEEIE MPIICL SEREHFET dubb
ENHd,

27 RRLEPIACVMORHIRUHEY —E 282 | (httos://www.mpi.govt.nz/dmsdocument/1
1992-Fees-for-ACVM-regulated-and-discretionary-services. &7t XH:2024F1184
B)

272 o REERAT199TEACVMEICED<EMAERIDESE | (https://www.mpi.govt.nz/animals
/veterinary-medicines-acvm/manufacturing-veterinary-medicines/#request-changes. &
BrPotxH:2024%11848)
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3.1.3.2 MPINESZE L= BN HE R UHEE

MPIIE, ARSI NIEBA LB R UOEBICLDCGMPEREIZZ T ANTVD KR EE. 7
DHEBIEZTDCGMPTOI S LNMPIO OIS LETDITEB UL TR EEZ SN,
TOEBDEBREICL D TFHESNIZEFEOESHDIENZZ T ANDICENTEDCE
ERIKT D, ABINZHRFILBIE. PIC/SICMEELTVLS EHE, MPIEGMPEHMEICEE 9
DHEEARBEEHZATVDHERB. KUMPIEGMPEREEDZANICEE T 1 iTHE =i
TL\DEFETH S,

WEMPINEZRU TV BBHILUBEZE LTINS 27, b BATIX BESEE &L
TEENEEREEESBROHENRIIHNEE U TEREINTLVSN, BEMKERILRE
TNTLRLY,

F10:MPINEEEL TV BRHHEREN—E

E3F4 RHEIZE
TPILVEIF National Institute of Drugs aka Instituto Nacional de

Medicamentos(INAME)

F—ASU7 Therapeutic Goods Administration (TGA)
Australian Pesticides and Veterinary Medicines Auth
ority (APVMA)

F—ZRJF Austrian Agency for Health and Food Safety(AGES)
Federal Office for Safety in Health Care(BASG)

RNJVF— Federal Agency for Medicines and Health Products
(FAMHP)

UTFZE&EDT

Agence Fédérale des Médicaments et des Produits d
e Santé (AFMPS)

Federaal Agentschap voor Geneesmiddelen en Gezo
ndheidsproducten(FAGG)

TSI National Health Surveillance Agency(ANVISA)

JIVAHIT Bulgarian Drug Agency(BDA)
Bulgarian Food Safety Agency(BFSA)

Hhr4 Health Canada/Santé Canada

LUTFZEED

Regulatory Operations and Enforcement Branch(RO
EB)

Direction générale des opérations réglementaires et
de l'application de la loi(DGORAL)

274 o IR ATEAEERDEE EEE (165) 1 (https://www.mpi.govt.nz/dmsdocument/19
991-Chemistry-and-manufacture-of-veterinary-medicines-chemical. & 727t XH:2024
F11848)
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E#&

HEIZE

op

Taiwan Food and Drug Administration(TFDA)

o0O7F7

Agency for Medicinal Products and Medical Devices
of Croatia(HALMED)

Ministry of Agriculture-Veterinary and Food Safety D
irectorate (MPS-UZV)

*F70OX

Ministry of Health-Pharmaceutical Services(CyPHS)
Veterinary Services, Ministry of Agriculture, Natural
Resources and Environment(MoA-Cy)

Fx3

State Institute for Drug Control(SUKL)
Institute for State Control of Veterinary Biologicals
and Medicines(ISCVBM)

Danish Medicines Authority (DKMA)

State Agency of Medicines(SAM)

Finnish Medicines Agency(FIMEA)

French National Agency for Medicines and Health Pr
oducts Safety (ANSM)

Agency for Food, Environmental and Occupational H
ealth Safety (ANSES)

kY

Central Authority of the Laender for Health Protecti

on Regarding Medicinal Products and Medical Devic
es(ZLG)

LUFIE RYDMEFTH D,

BADEN-WUERTTEMBERG

Regierungsprasidium Tubingen(Referat 25)
Leitstelle Arzneimitteliiberwachung Baden-Wirttem
berg; Sachgebiet Pharmazeutische Angelegenheiten
Sachgebiet 3 Arzneimittel-, Apotheken-und Medizin
produkte Wesen Pharmazeutische Angelegenheiten
Regierungsprasidium Freiburg(Referat 25)
Regierungsprasidium Karlsruhe (Referat 25)
Regierungsprasidium Stuttgart(Referat 25)

BAYERN

Regierung von Oberbayern Sachgebiet 53.2-Pharma
zie

Regierung von Oberfranken

BERLIN

Landesamt fur Gesundheit und Soziales Berlin(LAGe
So), Referat I F 3
Arzneimittelwesen(Pharmazeutisches Inspektorat)
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BRANDENBURG

Landesamt fur Umwelt, Gesundheit und Verbraucher
schutz

Referat G4 Apotheken, Arzneimittel Medizinprodukt
e

BREMEN

Senator fur Gesundheit Referat 44 Pharmazie, Toxik
ologie, Gentechnik

HAMBURG

Behorde fur Gesundheit und Verbraucherschutz
HESSEN

Regierungsprasidium Darmstadt Dezernat II 23.1 un
d23.2

MECKLENBURG-VORPOMMERN
Arzneimitteliberwachungs-und-prifstelle Mecklenb
urg-Vorpommern LALLF Rostock

NIEDERSACHSEN

Staatliches Gewerbeaufsichtsamt Braunschweig
Staatliches Gewerbeaufsichtsamt Hannover
Staatliches Gewerbeaufsichtsamt Lineburg
Staatliches Gewerbeaufsichtsamt Oldenburg
Niedersachsisches Landesamt fur Verbraucherschut
z und

Lebensmittelsicherheit

NORDRHEIN-WESTFALEN

Bezirksregierung Arnsberg

Bezirksregierung Detmold

Bezirksregierung DUsseldorf

Bezirksregierung Koln

Bezirksregierung Minster

Gesundheitsamt der Stadt

Landesamt fur Natur, Umwelt und Verbraucherschut
z

RHEINLAND-PFALZ

Landesamt fUr Soziales, Jugend und Versorgung Krei
sverwaltung Mainz-Bingen

SAARLAND

Ministerium fir Soziales, Gesundheit, Frauen und Fa
milie Referat E3/Referat E4

SACHSEN

Landesdirektion Sachsen Referat 24 L Pharmazie, G
MP-Inspektorat

SACHSEN-ANHALT

Landesverwaltungsamt Sachsen-Anhalt Referat 604
Gesundheitswesen, Pharmazie
SCHLESWIG-HOLSTEIN
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Landesamt fir soziale Dienste des Landes Schleswig
-Holstein

THURINGEN

Thiringer Landesamt fur Verbraucherschutz

Federal Ministry of Health(BMG)

Federal Office of Consumer Protection and Food Saf
ety(BVL)

Paul Ehrlich Institute(PEI)
*ZLGODI T THAMIBHINTLSRTYDMEBIE, ZLGH
RFZIFHTLD,

Fv Greek National Organisation for Medicines(EOF)
&5 Pharmacy and Poisons Board of Hong Kong(PPBHK)
INA)— National Public Health and Pharmaceutical Center(N
CPHP or NNGYK)
National Food Chain Safety Office-Directorate of Ve
terinary Medicinal Products(NEBIH)
NE PSS VIS Icelandic Medicines Agency(IMA)
ARRIY Indonesian Food and Drug Authority(Badan POM)
15> Iran Food and Drug Administration(IFDA)
PAILS R Health Products Regulatory Authority (HPRA)
ARSIV Institute for Standardization and Control of Pharmac
euticals(ISCP)
A9)7 Italian Medicines Agency(AIFA)
Directorate General for Animal Health and Veterinar
y Medicinal Products(DGSAF)
HRK E&5EE (MHLW)
MMITITBUEANERE mEEKI TR aHE(PMDA)
EE Ministry of Food and Drug Safety(MFDS)
ShET State Agency of Medicines(ZVA)
Food and Veterinary Service (PVD)
JeF>2a1%94 | Office of Healthcare(AG)
=
77 State Food and Veterinary Service(VMVT)

National Food and Veterinary Risk Assessment Instit
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E4 HRHEIXE
ute(NMVRVI)
ot TIVY Ministry of Health/Ministere Sante(MS)
~NL—I7 National Pharmaceutical Regulatory Agency(NPRA)
Iy Malta Medicines Authority (MMA)
Veterinary and Phytosanitary Regulation Departmen
t(NVL within the AHWD)
X+ Federal Commission for the Protection Against Sanit
ary Risks(COFEPRIS)
IS4 Health and Youth Care Inspectorate (IGJ)
Medicines Evaluation Board
UTZEED
Veterinary Medicinal Products Unit(CBG-MEB)
JIoT— Norwegian Medical Products Agency (NOMA)
h"—2R Chief Pharmaceutical Inspectorate (CPI)
IV National Authority of Medicines and Health Product
s, IP(INFARMED IP)
National Authority for Animal Health (DGAV)
IW—~<=7 National Agency for Medicines and Medical Devices
of Romania(NAMMDR)
Institute for Control of Biological Products and Vete
rinary Medicines(ICBMV)
YOI TPSEF Saudi Food and Drug Authority (SFDA)
IHR—=I Health Sciences Authority(HSA)
20/\F7 State Institute for Drug Control(SIDC)
Institute for State Control of Veterinary Biologicals
and Medicaments Nitra aka Ustav statnej kontroly ve
terinarnych biopreparatov a Lieciv Nitra(USKVBL)
20O0R=7 Agency for Medicinal Products and Medical Devices
(JAZMP)
mrIUh South African Health Products Regulatory Authority
(SAHPRA)
ARA Spanish Agency of Medicines and Medical Devices(A

EMPS)
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E3p HEIHE

A9I—T Sweden Medical Products Agency(MPA)

AA1R Swiss Agency for Therapeutic Products(Swissmedic)

4 Food and Drug Administration(Thai FDA)

~NL Turkish Medicines and Medical Devices Agency(TMM
DA)

D0254F State Service of Ukraine on Medicines and Drugs Co
ntrol(SMDC)

RE Medicines and Healthcare Products Regulatory Agen
cy(MHRA)
Veterinary Medicines Directorate (VMD)

KE U.S. Food and Drug Administration(US FDA)
U.S. Department of Agriculture(USDA)
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“1—I=3URR A=A SUTERR-BYRAERmB (APYMA) EBEEERHU
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TGMPESTOIELE UTMPIICIRE T S EMTE B ;EFAEX[ES1 2V XR(C
A TZEZHDBENSD,

a) HEEBEDBIMEEFR

b) SRRISNIZEETIE

C) ARINLEHA L HEXEN 1 —I SV FEHRMOEEICH U\ TE

a9 SEENCELET SEDTRIFNUILESRN,

SHERAZEIC DOV T EXEDRBEANBHFEN SBEIFUNTHILENH D,
STV RZHF I HE BESFUAICERNICERINZZETRANVETH
Do CNBMESNRVHERIE BEENREREI NIz EZRdillE, BEER TL
F—XIIEFDHTRETDEMNTE D, XIE APVMADA 51 U EFH S A
FULEREL. STEVANEEBN THEEERI_EETE D L7120,
COBA STV RICEYRAENTEMRGERE T SREDEESFAEE EBIC
RELRIFNIERSR,

APVMAIC K > TRESNIZERNGBEERE DH S BmDIEBRESHEN, —1—
U—SURTERINCEHRICEZET S5 BABGHRODGMPESTZAHTS
XEE T—R-NA-T—XATRHSNBAREENS D,

2) EUREESEHE (MRA) INEE. XIEPIC/SIEE

a) BEEVAERm. IEREEYIAERm. AERE £ REERRA
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RERHE/HFEITI DIREDGMPIERZ IR BHRS LU TGMPESTDIEL
tb"(;?fw)%ﬂ%)oﬁEEHEICIiLL{"FE’é‘&J%uZ\%b“%ﬁo
SHERBDBIMNEAEFRT
Q ARINDIEHE REXEN 21— I -FVFERRmOEEICH
WTERET SEENEHET 2 EDTRITNIEESRN,
SERAEICE AN BN TH Y BMHIRINTH S CEMBHEE SN TLRIS
NSRS EIAZE I BIRERMRISER I NS TDTRINIER SR
W EudraGMPEERRE(L. EEEDEHZ®HEZL TLNILZEIN D,
b) EFERRUERTTIXE
GMPEERAEN AF TERVGE, MPIIL BEENEHZEETL TS
E =TSR I SFAMI-QSEEE DR AN ZEIRET T ©. FAMI-QSEERRZEIC
& AT ZE20 20BN H D,
@ REFRBDZIRE(ER
@ EERTNLEHE L HEBEN Z1—I SV FESHEMOEEICH)
TET DEECREET D2EDTRITNIERS R,
® HRDF/\WFICHU TmBEEEHBRNERI N, HERIICHEERS
NTVBZEERHHMRILT DEHEEZEDIRAE

3) KE
a) BERIEBREOEMIAER R

RE 92 KERBERERE (FDA) ICLZRHDIARETRIFNIE

R57RV, FDADGERREIC X L TFOEENEH I N TVDIHNENH D,
BLEN S DZIRE (FFR. BEE R
B ROEENESNFDANEETICHD &
BLENANGMPY( T DEEZ EHNICZ(T TSI E
HEMRNCGMPZEETFLTVWDCE
SEENRIARITINIEED TH D& BEIFUARICEENERR
TNizC & RIFEEBAENBI THDI & (—RIC. NEEAN 524
NEBBN THDEHEEINTLD)

@ EfESNIEBRDSHHEH (BRI TXIEIEmA)
BHFOEAEEEE TERVIEE MPIIXFDANRITU R R DETERE
ENIE—%RE19 D, BEEBREEZICE. RBIDTIEURICIAT, Y%
mIRBEDSHHEICESENTVWDIENREEZINTVDINENRSH D,

b) KETARFTINTLVGRL, XEEFIN TOLWRWEERUIEBEREDEA
EER
FDAIZEE. @b EROEYAERERICE T 2EYRIEAEZFKITUREY.
N AKE CEHRINDAICGERAZZRITURY XLV, A—H S TEIE
SNEUEGICET DEERAE Y. MPINSREL D EHBIC LD GMPEE
BRZ. BEEWREZE(C DOV T T —R - N1 - T—XA TREATINDATREEN D
2. CNOMAFTERVIGE . GMPESTZIEER T D72 ICMPIEEEAIC
DEBEITONENELDCENH D,
c) AERE 4 RERERF SEREARL AR TUX U
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KED AR, @5, COBOEMDGMPEEREZITNRL ., GMP
SEAREXIIMPINERE LTz H/H S DEFREEE. T—R I\ 1T —
ATHREIEINDHAREND D ZH T DHREEN2VEE, GMPETZHE
PRI BLEHICMPIRESICLDEREITOVENELDCEN DD,

4) hr4
a) BEERUIFBEREOEYRAERRD. SHERL @R TUX TN
T BEMAEE WY REEDFEITUILBEAIEAZE X ISR AIEE T8
FNILRSB SERAEBRREER—I DN ES 2ETREREDTRINIERS
BV EBRICH Z1—I—-FURTOEFRZETFEL TV SEMAGMPTO
IS5 LDNRTHDEZHR TIT DML EENTUVRTNILIRSRN,
K UTZzahsubEELH 5.
@ REFRBDZIRE(ER
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