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ADI Acceptable Daily Intake (1 HERGEFA &

APC Autologous Platelet Concentrates (H C.IIL/MEIEAEY))

APHIS Animal and Plant Health Inspection Service (BhHE)45R%E &)

APVMA Australian Pesticides and Veterinary Medicines Au-
thority (A —A +7 U 7 23 - M IEHELH)

ARfD Acute Reference Dose (/SR &)

AT Antithrombin (7> F hr o E)

BIOHAZ The Panel on Biological Hazards (A5 % — K/INEE
=)

BM Bone Marrow (‘E##)

BMMN Bone Marrow Derived Mononuclear Cells (‘5 FH S BLEZ ER

(HLEZAHERE) )

CBMN Cord Blood Derived Mononucler Cells (7 F5 i if. BLk%
Bk« B )

cDNA Complementary DNA (fE4#i) DNA) ; mRNA 75 HidR5
B3 % O 25 SRR &> THALES L7z DNA

CFIA Canadian Food Inspection Agency (77 % &Rt A HEES)

CMV Cytomegalovirus (% h AT @ 7 A LX)

CVB Center for Veterinary Biologics (B4 A EiHkl& o #
—)

CVM The Center for Veterinary Medicine (B3t % —)

CVMP Committee for Medicinal Products for Veterinary Use (&)%)
MEEKLEZEES)

DNA Deoxyribonucleic Acid (7 A 2 U NEZRZ)

ECM Extracellular matrix (Fifast~ K~V 7 X)

ELISA ik Enzyme-Linked ImmunoSorbent Assay % (B¢ &0 E %
EE)

EMA European Medicines Agency (B [ 35 )T)

EFSA European Food Safety Authority (BERJH £ 522 24 E5)

ES fHfa Embryonic Stem Cells (RP:RRHH )

FAQ Frequently Asked Questions (k< & %'& )

FDA Food and Drug Administration CK[E& i =3 5 &)

FDCA Federal Food, Drug,and Cosmetic Act (£ /i [ 3 S b E M)
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FSANZ Food Standards Australia New Zealand (A —A 7 U7 - =
a— T — 7 v N AEVERET)

GDF Growth and Differentiation Factor (#4553 1L. K1)

GFP Green Fluorescent Proteins (ks & o /37 ')

GH Growth Hormone (AR /LE )

GHRH Growth Hormone Releasing Hormone (%% 45 /L€ > it 74~
JLE )

GM Animal Genetically Modified Animal GE{=1-#H#2 2 Eh4)

GMO Genetically Modified Organisms (GEf= 7-#H#L 2 2E9)

IGF-1 Insulin-like Growth Factor-1 (f >3 = U VAR E K 1--1)

[HNV Infectious Haematopoietic Necrosis Virus ({z 4& ' i . g 55
FESED A LK)

M Intramuscular (§5 PAPY)

IPNV Infectious Pancreatic Necrosis Virus ({m Y EENREESEAE 7 A
JLA)

iPS i Induced Pluripotent Stem Cells (A T2 REIEERH)

ISA Infectious Salmon Anemia ({mY:EH 7 &)

KHVD Koi Herpesvirus Disease (= A /LA 7 A L A J5)

MRC Mixed Regenerative Cell Concentrate (H . FFA MR AR
H&4)

MSC Mesenchymal Stem Cells (] ZE A #HH )

NA Not Available (%272 L)

NAVRMA North American Veterinary Regenerative Medicine Association

(AEKER 2= 3 AR R )

NL Not Listed (R¥5#L)

PCR £ Polymerase Chain Reaction £ (AU A 7 —E#EHNE)

PLGA Poly(Lactic-co-Glycolic Acid) (FLEEZ UV 22— VgL E 1K)

PRP Platelet Rich Plasma (Z%IfiL/ M i)

RPS Relative Survival Rate (FHx}EA73)

RNA Ribonucleic Acid (U REZEE)

PubMed Database which was developed by NCBI (National Center for
Biotechnology Information) of NLM (National Library of Med-
icine); K[EENZ[EFFIFEAENLM)N O ESLAY) FBHFHH
2 —(NCBDAMERK L TWEHT — & ~_—2

SBM Soybean Meal (KE¥4)
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SDV Sleeping Disease Virus (HEARIE &7 A /L Z)

SPC Soybean Protein Concentrate (K& > /7 EIHaM)

SPDV Salmon Pancreatic Necrosis Virus (77 [l o7 1 /L R)

SPF Specific-Pathogen-Free (&9 A RTE)

SvC Spring Viremia of Carp (=4 &V A /L A LE)

TERMIS Tissue Engineering and Regenerative Medicine International
Societ (E PSR A TS - HAERSE)

uC Umblical Cord ()

URL Uniform Resource Locator (F—& ML EFEE T : * v U
— 7 ETT 7B RAEAT I RN—URGA L BaE TR T
A

USDA United States Department of Agriculture CK[EE54)

VHSV Viral Hemorrhagic SepticemiaVirus (77 - /L A4 H if 4 i i
SE T A L R)

VICH The International Cooperation on Harmonisation of Technical

Requirement for the Registration of Veterinary Medicinal Prod-
ucts  (EV I 3R L O AGRFE BB B O BE 3 2 E R
#h77)
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DNA U 7 Product Code Number
F 9240.D0 820MS/C1.0/R2.1
(03NOVI11)
4 X U ¥ Canine Lymphoma #%3¥472L ML ML

~7 # — ~ Vaccine, DNA
DNA U 7 (16SEPI15)
¥
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Bz 718 F—Z K

R R s TUT
(ona v K AT womde 207
7 F ) —JF

W 7 fx Y% Infectious Hema-  Infectious Hematopoi-  #%%47e2L Y7L
M & I #%  topoietic Necrosis  etic Necrosis Virus Vac-

B A€ E 7 Virus Vaccine, cine, DNA,
A Jb A @ DNA, Product CCVB Number
DNA U 7 Code 17A5.D0 870VV/14.0/A8
Fy (03MAR14), for  (17JUL0S)

use in salmonids

#£1-9 KE., W F-Z, BKINEE, F—A TV T K R=a2—2—F 0 RIZBIT5
B s 1R 2 B O AR

R A—ART Y
g~ K] I S T ma—U—
ZENW) S
7 R

ITES Bc6 rDNA con- BA=LAP BA=RAAP BA=RAAD

struct in GTC 155-

92 Goats

(06FEB09)

O LD RIS A% BB OERERIZ B\ T, AR AH A &
NDATREMEDR & 5, € 2 T B A ERFERS O & S BRHT D 72D D
URZFHET A BT A4 Y BOBRGHIE T 2720, BB 5 AR
i DHEIMT BT D FAMLFFIF 2 A L7z,

%2 PRAEOME
2.1 MRIZEE R ORE &K OB R

RIE 2 BRI TR T D72, T, Blo L%, o FEwT. EET.
MBI D2 HAEREOAHRE 5 40 DR HIBNEESEZHRE L, BES
DRI TO LD ThD (F2-1, 50 HIA, SRS,

¥, WIS T D I AEEREMCE NS O BRSBTS RIS E L WA ER
H K (BAMOKPEE B EIE M RART RAES 5 S5 LEEE) 267 K
NAYP—L L THRHERESCTHESEZITHZ L& LT,
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#* 2-1 TR B O

K4 BIENE S8 H2 55 B

KA et IR TETE AR - e R AT R S £ Lo
G R A v SN o

ANERE E LR FE NALHRE R T S 0% b rdes

AENSRE S AARTRBESBESER G BRIRESEE  BAEEE
AT

1?% Bia .ii%uuﬁuufﬁﬂfcﬁhfﬁ BAE - fﬂﬂﬂ’ﬂ[:fﬁ% nEh FAEER
&

WS FUHE AT RFIE N KRB R A A BR B AL 521k NI 7
B EREREIR o & — 2%

o B RSt —F A 7R RFERGI& FAEERE

Rk 27 4F 6 A 23 HIZE 1 BIREIZE B2 B L s COFEMHEG72 L
ARHEI N ELRFAE B EIZOW TR LT,

Rk 27 4F 10 A 8 BIZH 2 EIGIEZ B S 2B L., ZOREE TIE L
KREOWFIMER R - BT L LB, RELTWDIEREMER LT,
PRk 27 11 H 26 BIZH 3 BIFEIER B S 2B L, IUE L 7= S OMIME R
ERRETEEHE L, AN TORNEZZIZ LoD, VAIFMTA KT A4 L ED7=
D D HREE R 2 ERL L7z,

RETEDEEIZOWVWTIE, NENEMLZEZESFEREYE L OHM#EE %
I LT,

2.2 A EREF DI - B
1) ARG K OFRE 1A

TRLICR Lot CEM A i AR EIR SR M OBH E 2 Y LTV 85 (&
2-2) R OEh A EREERS ORI 217 5 K, HifR, REME (K 2-
3) xtGed Lz,

K 2-2 WS CEND I AR R AR T O B S 2 L Qo DR

PR (Ffnda) BRI (5544)
o RN [ 3K T European Medicines Agency: EMA
- BRI R b 22 i B European Food Safety Authority: EFSA
< KER AL ERL R Food and Drug Administration: FDA
< KEEEA United States Department of Agriculture: USDA
< A REE Health Canada
< BT Z AR Canadian Food Inspection Agency : CFIA

A —ARNTZ Y TEIE-EYWH Australian Pesticides and Veterinary Medi-
= 5 o ) cines Authority: APVMA
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P4 (Ffndh) P4 (E4n)

A —AFF VYT« =2 —3— Food Standards Australia New Zealand: FSANZ
Z v NS FEVERE RS

3% 2-3 WS CEV AR R B ODTEBR R 21T 5 R, MR, R

PRREA (Fnda) PREEA (edn)
- ALCKRERE A ER North American Veterinary Regenerative

Medicine Association: NAVRMA
- [EIBSHEAR AR T - THEE R S3%  Tissue Engineering and Regenerative Medi-
cine International Society: TERMIS
- =T =T K% (NAVRMA D%  Virginia Tech’s Marion duPont Scott Equine
BHMENEREL THDHRF) Medical Center (Equine Surgery)
« A—FR/L K% (NAVRMA O E  Cornell University (Comparative Orthopae-
M EDEFE L TV DHRT) dics Laboratory
- R GERIFESH 2 WITE S
Rt L T o)

BTGB DT = 7 A MEBINER CHLE~DE T A —VEIZLD
EZWEDEZ TR E LTS N7,

F 7z, FAEHIMPICHHE S 4172 Annual North American Veterinary Regenerative
Medicine Association Conference 2015 % O* VICH5 (The International Cooperation on
Harmonisation of Technical Requirement for the Registration of Veterinary Medicinal
Products) (&N L. HAOHIENE R, Bl R OE 207 5% OIFH & ERZINE L
7z (& 2-4),

K 2-4 A P ICBRE L2 EER TR TOfE

R4 BAfE H . BAfES AT

- Annual North American Veterinary Re- 2015456 H 29 H~7 H 1 H, XKE. &
generative Medicine Association Con- U7 V=TJE FL—
ference 2015

» VICH5 (The International Cooperation 2015 4= 10 A 27 H~29 H, HA,
on Harmonisation of Technical Require- & F{HR
ment for the Registration of Veterinary
Medicinal Products)

2) BEHEWICE T DS RSB BT 5 G oI sE - HErf

AW 255 L LTeARERREFERMICOWT, a) AHERIET TEMES
AT EhY) AR AR RS R G O EE K OV b) A 7 0 B L 72 BARIE S Y
EEATBERRICBE T DI w2z g - B L,
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a) [ZHOWVWTIE, o, B, 2hee - DIR L OHHE - HEXIIHE
] S AUz AR IR T S5 2 R A L7,

WFFEBRFE FH DA D7z > T, AHEIMFEEREO b DI Z LT, 7T
(SRR 2 FE ki L TV D5, AL - RSk G 2 i LT,

3) @i EAE RS O R8I T b MK B R e MREHE O METEEEIC
B4 2 E M OUUE - FH

2) TUUE L 7= FEREFHNCOWT, BB T DR EMERHME &R O e MT

Xt D2 EVERMIICE LT, eSS OFEHMIZ AW S L2 FIEZEDO I H

VL - P LT,

4) BATAERERLOFMTA RT7 A > ORERVUEET D HEROILE -
st

2) CPEE L7 FEREFEFNZOWT, MBI DT A R7 A4 OREIR
WERE LT, TA RTA UDRESNTWDEEILZ. ATFDOREERTA K74
CEWEL, HA RTA UBRI5 & T 58 A RS R O OFEH

EIRE LT,

HA RIGA L EFEL TR D WITREDTENENEA T, Xt5H)
WNZRET 22RMER OB E2 N Lzt MOt 22O s, 29I B
T HREAFOHIEDORNFICONWTIHEREZIE L, D72 EWHHED L 2 k&
HL., BRI DRBESICHIZ D573, b3 <EE L,

2.3 FHIZA 72 SCERO A

U A7 G LB 2 FHORFIOB ET R EIGFMENUET D720, 2.2 D&
TN COEMMEEFNCEE G L TWD L OEER LoD, A A3k E 44 HUIX
LB LT,

24 FRAERERHRE SO
2015 4E 12 H 4 BICBfE SRk 27 B8 A S22 SR A A S A W
B GEAR) 1B\ T, KRB R EZWME Lz,

F3E RHEMICIRT HHESNERESEBICEET 5 F

3.1 MRAMELH Y RIS 1T 2 7GR S e AR R R R AL DR R M OHERR I 15
MEAMRA S RICB N THERB SN TV LR ZRAET 5720, UTOU =74
A hTHERR LT,
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1) BRMEZLSTT (Buropean Medicines Agency: EMA)

EMA ®©7 =7 %A & (http://www.ema.europa.eu) 7>, Find Medicines @ % 7
Z#%H LT, Veterinary Medicines D4t H % Excel ¥ — & LTH 7 u— T
LBz, BPEEICLHA Y rn— FLT, BHRICTHER Lz (3 3-1),

7% 3-1 BRI EESE ST (European Medicines Agency: EMA) (Z331) B M58 ik
URL 7 F L&
http://www.ema.europa.eu/ema/index.jsp?curl=pages%2Fmedi-
cines%?2Flanding%2Fvet_epar_search.jsp&mid=WC0b01ac058001falc&searchTab=
&alreadyl.oaded=true&isNewQuery=true&status=Authorised&status=With-
drawn&status=Suspended&status=Refused&startLetter=View+all&keyword=En-
tertkeywords&searchType=name&taxonomyPath=&treeNumber=

2) BRI 2HES (European Food Safety Authority: EFSA)

EFSA @7 =7 %A k (http://www.efsa.europa.eu/) 7>5. EFSA OIEHE) - ffidhy
ZHERE L. RS NIZE T 2 &5 L O EHC B E 45 U 2 73l 217V, B8
PEIZ DWW TRIINZE BESICR PRI E AT OB TH 5 2 &, BMIINY, EhipfE
Bl BIEEOEREWE., B AR AEY ., RERS &AL T AT — R, Yl
FUTIT DG G, BIEY OREE & BWEARIZ BT 2 EME RSN L TnD 2 &
S DICEHMWHIES G OAGRER 2482 L TV 2 & 2l L7,

3) KEEMEHKNF (Food and Drug Administration: FDA)

FDA ® 7 = 7% A  (http://www.fda.gov/) 7>, Animal & Veterinary D X% 7 %
#&H L C. Approved Animal Drug Products (Green Book)* ¥ 7> rn— KL T, H
I THERR LTz (3 3-2),

3+ 3-2 KEEMEHEKNF (Food and Drug Administration: FDA) (Z351F 58 715

URL 7 R L&

http://www.fda.gov/downloads/Animal Veterinary/Products/Approved Ani-
malDrugProducts/UCMO042854.pdf

http://www.fda.gov/downloads/Animal Veterinary/Products/Approved Ani-
malDrugProducts/UCMO042856.pdf

http://www.fda.gov/downloads/Animal Veterinary/Products/Approved Ani-
malDrugProducts/UCMO042858.pdf

http://www.fda.gov/downloads/Animal Veterinary/Products/Approved Ani-
malDrugProducts/UCMO042860.pdf

20



http://www.fda.gov/downloads/Animal Veterinary/Products/Approved Ani-
malDrugProducts/UCMO042861.pdf
http://www.fda.gov/downloads/Animal Veterinary/Products/Approved Ani-
malDrugProducts/UCMO042862.pdf
http://www.fda.gov/downloads/Animal Veterinary/Products/Approved Ani-
malDrugProducts/UCMO042863.pdf
http://www.fda.gov/downloads/Animal Veterinary/Products/Approved Ani-
malDrugProducts/UCMO042864.pdf
http://www.fda.gov/downloads/Animal Veterinary/Products/Approved Ani-
malDrugProducts/UCMO042865.pdf

http://www.fda.gov/Animal Veterinary/Products/Approved AnimalDrugProd-
ucts/ucm042848.htm

4) K[EZEH4 (United States Department of Agriculture: USDA)

USDA ® v =7 %A bk (http://www.usda.gov/wps/portal/usda/usdahome) 7>5 .
B4 1 = 38 5L O B F A ) B A 48R LT S B8 % R (Animal and
Plant Health Inspection Service : APHIS. https://www.aphis.usda.gov) Z#&H L THj
Yy AW IR D153 (Licensed Veterinary Biological Product Information) D[z
B S OK B H OB A A TRV EA] NSRS HTEHR (Newly
Published Information) %% v > u— KL CHMIZ THER L7z (£ 3-3),

7% 3-3 K[EEB4 (United States Department of Agriculture: USDA) (23517 5 f5R
YoRrs

URL 7 RL A

https://www.aphis.usda.gov/animal_health/vet biologics/publications/CurrentProd-

CodeBook.pdf
https://www.aphis.usda.gov/animal_health/vet biologics/publications/aqua_prod-

ucts.pdf

https://www.aphis.usda.gov/wps/portal/aphis/ourfocus/animalhealth/sa_vet biolog-
ics/lut/p/al/rZFdb4IwFIZ_ixe7JKOFKVyCX6AylzmncNMUCtIFWoRqtv36VbebZdG
5Z1.07zXNO3jwvSMAWIJIIe-Y4qLgWtTnNik9kyQHOfonC6cscwvH-
eRM4Cm8vAOkCsgeHUCyy82gBBaDoLhyA9G210gDO3b9uGF58HYjcgAUKkmMmVK
NKENOmSB3JpFC5UKTiaUvbtzvY USIPLSIkdujO-
ExW8phUpclgp8vxzzBVJuazkimfd6WSTcQZi5rKBzUzHsFPEDAum2EhNxgyn-
MNPctooM99FnhG8pp2NfpSwsHvB8huB88 AV cs3QGrmiltSd8UYRrgdUfU89uaAa
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10TDa6bNUIQYXhQTbH640x1_2-8TTNZzEvyqw_a8emnq9rh3Tfg-
zen4p643Rer_cBOpeusg!!/?1dmy&urile=wecm%3apath%3a%2Faphis_content_li-
brary%?2Fsa_our_focus%?2Fsa_animal health%2Fsa vet_biolog-

ics%2Fct vb_newly published info

5) R4 (Health Canada)

Health Canada 7 = 7 %1 |k (http://www.hc-sc.ge.ca/) 725, EHS, « fHE (Drug
& Health Products) @ =35 (Drug Products) Z#¢H L CEH LT — # ~X— X (Drug
Products Database) DOEN)HEZES (Veterinary) DA% X 7 m— KL THHIZ
THERR LTz, S DICHER OO, EFHS (Drug Products) DOLFTHY X |~ (Pre-
scription Drug List) 705, B HEH OEEZES  (Products for Veterinary Use) 0 A
XU — RLULTCHBICTHR L, & 512, B H =384 (Veterinary Drugs)
DRFE 7 = 7 (Links to organizations and products related to veterinary drugs) 7>
%ﬁﬁ@%ﬁﬁ EHSG U A R (Veterinary New Drug List) »"H X v m— KL THMR

I CHERR L7z (58 3-4),

%% 3-4 B FR4EYE (Health Canada) (281 DR T1E
URL7T RL A
http://webprod5.hc-sc.gc.ca/dpd-bdpp/dispatch-repartition.do?lang=eng

http://www.hc-sc.gc.ca/dhp-mps/prodpharma/pdl-ord/pdl_list fin _ord-eng.php#a2

http://www.hc-sc.gc.ca/dhp-mps/vet/legislation/guide-1d/vet drug-drogues_list-
eng.php

6) X EMHEMRAEMES (Canadian Food Inspection Agency : CFIA)

JRIKPE « B AAREE - A OMSLEFRBUFEEEE Th 5 1 7 & R ks i AR

(Canadian Food Inspection Agency : CFIA) X, @4 EIE 5 O E AW 1)
A2 EEL TWD, CFIA ® 7 = 7% A & (http://www.inspection.gc.ca/eng/
1297964599443/1297965645317) 7> &, Bi# (Animals) OB L) 2RO LA (Vet-
erinary Biologics) Z#¢H LT, B A FHIRA OFEAT Y X (List of licensed
veterinary biologics) OEEIFE (All) K& OVa¥H (Piscine) D7 — X &K 71—
FLTHBIC THERB L7 (3% 3-5),

3% 3-5 W A REAEMRAAEES (Canadian Food Inspection Agency : CFIA) (2317 %k
SRITiE
URL 7 RL XA
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http://www.inspection.gc.ca/active/scripts/database/vetbio_submit.asp?lang=e&spe-

cies=all&manufacturer=all

http://www.inspection.gc.ca/active/scripts/database/vetbio_submit.asp?lang=e&spe-

cies=9&manufacturer=all

7) A—A T U7 wiHAEIEN )R (Australian Pesticides and Veterinary Med-
icines Authority: APVMA)

APVMA ®O 7 = 7% A k (http://apvma.gov.au/) 75, {LZFH G, (Chemicals &
Products) Z it L CRELFWE K OFFA (Search registered chemical products
and permits) (2B % 5 —#X—2 (PUBCRIS database) (ZA V. THH (Regis-
tered/Approved; Veterinary Products) # AJjL, 7 —# & X 7 ma— KL THAIC
THER L7z, S 61T, FrRRIICEET 57 — % X— 2 (Permits) IZA Y THH (any
orveterinary) # AJJL, T —X &2 X v u— KL THHRIZTHER Lz (3 3-6),

F3-6 A—A N7 U7 - BWHEZKMNA (Australian Pesticides and Veterinary
Medicines Authority: APVMA) (235 D58 515

URL 7 KL A

https://productsearch.apvma.gov.au/products#&orderby=Name%20ASC&Filters=Sta-
tus%3DApproved%2CStatus%3DRegistered%2CCategory%3D Veteri-
nary%?2BChemical%2BProduct
https://productsearch.apvma.gov.au/permits#&orderby=Description%20ASC&Fil-
ters=PermitType%3DVET

) A—ANFZ VT +=a——F 2 NEIMIEHEKR (Food Standards Australia New

Zealand: FSANZ)

FSANZ @7 =7 %A K (http://www.foodstandards.gov.au/Pages/default.aspx) 7>
5. FSANZ OIE#) - izt L, A=A M7 U T RP=a—Y—F FOR
mn DLEMERF 2 XY | W EEER O &2 e r kiET S B CTRROL S VRS
TH Y B OB, FREEORIE & B OFAXREZ IR L TWD Z L 2
Rz, Fo, BHERGOAGRES ZHY LTV & 2l LT,

3.2 MESMELHI Y RIS T AR S - AR E R R I B 5 B O R R &
MR AL
HESMEFY FIZ B W TRR I TV D A ERERICBET 2 85 (LR,
(AR e S L L B L L | &9 ) | RRICE R T-HE X Bh) © Genetically Mod-
ified Animal, GM Animal) Zif&T 5720, LLFODU =7 %4 F CTHER LT,
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1) BERM AL Z 2R (European Food Safety Authority: EFSA)
EFSA ® v =7 %A b (http://www.efsa.europa.eu/) 7>56, == — A& + 175 (News
& Events) OE M HIH (FAQ) Z#%H LT, BINNEAICIIT DB i 2 5
(GM animal) DOZEGRIRIL AR L7 (3R 3-7),

7% 3-7 BB Z2 28BS (European Food Safety Authority: EFSA) ([Z381F 5 5R 5
%
URL 7 R LA

http://www.efsa.europa.eu/en/fags/fagemanimals

2) KERMERSR (Food and Drug Administration: FDA)

FDA O U =7 %A b (http://www.fda.gov/) 7°5 . B - BRIEHE (Animal & Vet-
erinary) DB « KGR (Development & Approval Process) D /~A 7 A K (High-
lights) @ Genetically Engineered Animals GEf={-fH#L x #i4) 28R L T, Eis
T ' DGR DL A R LTz (3 3-8),

# 3-8 KEEMEHKNF (Food and Drug Administration: FDA) (Z351F A58 715
URL 7 R L&

http://www.fda.gov/Animal Veterinary/DevelopmentApprovalProcess/GeneticEngi-

neering/GeneticallyEngineered Animals/default.htm

http://www.fda.egov/downloads/Animal Veterinary/Products/ApprovedAni-
malDrugProducts/FOIADrugSummaries/UCM118087.pdf

3) BT FEREMRAEE (Canadian Food Inspection Agency : CFIA)

CFIA 7 =7 %A ; (http://www.inspection.gc.ca/eng/ 1297964599443/1297965
645317) 5, BEfs TFAH 2 B (Genetically Engineered Animals) . AE#) T.5%H
Sk#Eh¥) (Biotechnology-derived animal) . E#)4E#) 1.5 (Animal biotechnology) @
F—U—REZ AN L THEL T, Bla - 3 O&GRIR L2 fqd L7 (3 3-
9),

3% 3-9 1 X ErEMRAREES (Canadian Food Inspection Agency : CFIA) (23517 24k
RITIE

URL 7 RL A

http://www.inspection.gc.ca/plants/plants-with-novel-traits/general-public/over-
view/eng/1337827503752/1337827590597
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http://www.inspection.gc.ca/animals/terrestrial-animals/animal-biotechnol-
ogy/eng/1375566453693/1375566502836
http://www.inspection.gc.ca/animals/terrestrial-animals/animal-biotechnology/roles-
and-responsibilities/eng/1334783323017/1375568214394
http://www.inspection.gc.ca/animals/veterinary-biologics/guidelines-forms/3-
2/eng/1328244737525/1328244875804

4) A=A T VT +=a2a—r—T 2 FEMEERKET (Food Standards Australia New
Zealand: FSANZ)
FSANZ ® 7 = 7% A b (http://www.foodstandards.gov.au/Pages/default.aspx) 7>
5, Bis 2 5 (GM products) . Bis FH#Ex &% (GM Food) OF—U
—Fz AN LT, BHEOARKMARK L. (K 3-10),

F£3-10 A=A T VT « =a2a—U—F 2 NEMIEHEMKBE] (Food Standards Aus-
tralia New Zealand: FSANZ) (251 D 5E 51k

URL 7 F L&

http://www.foodstandards.gov.au/code/Docu-

ments/Sched%2026%20GM%20fo0d%20v156.pdf

33 K. RFEFITIT DAL T o AR E R R O MR K OMERE 7 1

Alal, R AREFICR T LB P OBAERRER-LIZOW T, AREER
A [ 95 12> (North American Veterinary Regenerative Medicine Association: NAVRMA)
(ZBIM L TV RFEROEED, BRIEFRICI T D78, BAFEZ TE L T\ 5 & f)
Wri., #sk Lz (3% 3-11),

#3-11 RFPICBITAMBETE

K54 URL 7 F LA

University of Pennsylvania School of Veteri- http://www.vet.upenn.edu
nary Medicine

University of California Davis, Veterinary http://www.vetmed.ucdavis.edu/ceh
Medicine, Center for Equine Health

Virginia Tech’s Marion DuPont Scott Equine  https://www.vetmed.vt.edu/emc/
Medical Center

Cornell University, College of Veterinary http://www.vet.cornell.edu/
Medicine

Colorado State University, College of Veter-  http://csu-cvmbs.colostate.edu/
inary Medicine & Biomedical Science
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RF4 URL7 KL A

North Carolina State University, Veterinary  https://cvm.ncsu.edu/
Medicine

University of Guelph, Ontario Veterinary http://ovc.uoguelph.ca/
College

Veterinary Orthopedic & Sports Medicine http://www.vosm.com/
Group

Alamo Pintado Equine Medical Center http://www.alamopintado.com/

% 3-12 REICB I AR Tk

134 URL 7 R L&

Arthrex Vet Systems http://www.arthrexvetsystems.com/
Owl Manor Veterinary http://www.omveterinary.com/
Dechra http://www.dechra.com/

Elanco https://www.elanco.com/

3.4 SN R 3 CHKGR S A7 FRAR IR A B A D R SR SR

HARDOHAERBKREMULOERTHS [EOMIICEEEOMOIN T2 L
7ebD| Thsd Ml TR RO TEW) O OTERICHER S b Z
ENHESINTNDEYOH L, B OMIIBIZEAN S i, 2D DR THILT
LBIETFEEAIELLD] Th2 BIEFHRERES ) IZXS L TRERMRE
FLE L7, BT, BIROTEHICHWS DNA U7 F o 0f N Em 2B E L
7B FEARBANZ OV THIFRINE L. TOMREFCH LT,

1) WA RIZB W THEML KGR, BA) S -Biilain TR O

(GRS

2015 4 11 A 30 HERFRUZIT 21N AGI S RIcB W THEME OKFE, 787])
S =B TS OB A 5% 3-13 12T,

A L7ZRONESESL T (EMA) . FONE S ZZ 2R (EFSA) . KER M I
& (FDA). KEE®Y (USDA). 7T # {4 (Health Canada) . 717 & Ktk
TR (CFIA) . A— X N7 U 7RI - B HIEES R (APVMA), A—A +F
V7« =a—U—7 2 FEMEEKRE (FSANZ) (23T, Bifiain THL5,
WTAEGREN TR o T,

2) WAMBHIS RIZEB W THEML ORFE. B o Bis iR AR OBRER
s
2015 4 11 A 30 HERFRUZIT DG RIcB W THEME OKFE, 787])
S N8B IRE AR O A 5 3-14 1277,
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AL L7z BRI S R0 o B KEEEE (USDA) TiE, 201342 A 16
FIZIE. 2007 SFIC R AR ER T, BIRRBRE FEf L TWe A XD AT )
—< DNA U 7 5 (Canine Melanoma Vaccine, DNA ; 74 /4 ONCEPT™ Canine
Melanoma Vaccine) 7237KF2 S 417225, 26], 201549 H 16 HIZIEX, 41 XU 7
#+—~ DNA U 7 > (Canine Lymphoma Vaccine, DNA) 73, Seff:fd & 7GR % B
5 L 72[20],

ﬁ%&ﬁ#&ﬁ%%(@m)fi 2011 4 11 A 3 HIZ, KENZ TR &

RBEREHELTW A X AT ) —<DNA VI F (Canlne Melanoma Vaccine,
DNA ; P/h4 ONCEPT ™ Canine Melanoma Vaccine) 7234 GE S 4177,

A=A b7 VTR - B HEELR (APVMA) Tid, 2007 412 4 4 HIZ
B R R LE VAL E L DNA T a—F ¢ 775 A3 REE| (Growth
Hormone Releasing Hormone : GHRH ; p#dh44 : Life Tide SWS5 Injectable Plasmid
Encoding Porcine GHRH) 723438 S #172[22],

WONEEFEAL T (EMA) . BN 2HER (EFSA) . KE RS EHE S

(FDA) ., 7+ # {4 (HealthCanada), A—A ST U7 » =a—Y—F K
AL EEVEMES (FSANZ) T, 8B s 115 ”u%ﬂi?ﬁ@éh“(b\fiﬁ)o
Too 272U, BONEFEST (EMA) Tl KEIZIBWT 2013 FITEGR I
A XA /) —~ DNA U 27 F > (Canine Melanoma Vaccine, DNA ; & ih4
ONCEPT™ Canine Melanoma Vaccine) O JAGRHFEEN 2013 44 A 24 A I
HEnzh, B ERENZE E\/‘\ (Committee for Medicinal Products for Veteri-
nary Use : CVMP) OFHli#REEIZ LY | REERBRICB W THEIMERSBREES LT
wﬁw:k#%\ﬂ%ﬂ%%ft%@ﬁ%@%%ﬁ%*ém\_MML%%K
BETERNEDBBT, 201447 A 17 HIZHEEE (Merial) 12XV BHFEAE
DT BTz [27-29],

A IE, BB IR ISRZ Y LW, A =X LRFRLEH D L
LT, BHROTPiZHME LIZDNA U7 F 2O T H % 3-15 1277,

ELEOYaR S  ES IR RSN

KEEBE (USDA) TiE, 200547 A 18 HIZHE VTR b A LT A L A&
“(fu;“ DNA U 7 5> (West Nile Vaccine, DNA ; & ih44 West Nile-Innovator DNA)

HEN TV, BAEIZIRGE 2 1R L T\ 5[30,31],2014 4£ 3 H 3 HIC
2%5$6ﬁ%& (2 THRGR S e B T s et 2 %%f?%wX@DMxU&
F-> (Infectious Haematopoietic Necrosis Virus Vaccine, DNA ; P#/in4: Apex-IHN)
P3N BB RE AT 2 B L 72 [21, 32],

7 Z BRER AR (CFIA) Ti. 2005 47 A 15 BIZH {5y Ak
FEAE T A /LA D DNA 7 27 F > (Infectious Haematopoietic Necrosis Virus Vaccme,
DNA ; Pih4 Apex-THN) 23E&AR I 7=,
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3.5 SNBSS\ CHRRR & 7 AR R e L L B AR 5 oD R SR R
1) WA RIC B W TEMME KRR, 587]) S is iz B

KA % DNA Hoffr 2 72 S ah 13, BREIR O3 L & IR O R3S T OB 0
EWIZE D EHER S NS, ERIZET 28E B ZEY (Genetically Modi-
fied Animal, GM Animal) % [EJEA OFMEICA D & W LU THIH L TV 5 5545123
ol T, BHEEMG E LTRT,

2015 4 11 H 30 AR RIUCIIT DUEAMHN Y R B W TEME KRR, 787))
ST E G R 2 B O & 3 3-16 (2T,

KERMERMFE (FDA) TiX, 2009 422 A 11 HIZLERLHFIce R T o F
hr B VBn T ZETe Beb IDNA Wz B EAL, Fitdice 7~
F hr a2 EAT LB R X 115 GTC 155-92 (GTC Biotherapeutics, Inc)
HIKER S A7 [24].

—J5 . BRMEZEST (EMA) (28 Tid, FDA 2R L72iE s -#ii 2 B
TIEAL ., YEINFELE LT F T UF ba B oY (ATryn) 723 2006
7 H 28 Hick NHEZEM ATryn  (GTC Biotherapeutics UK) & L THAGR I 4T
VN 72[33],

3.6 K7, EFEITIBIT HUFEEAFE T D A= A 5 O F SR G R

2015 4 11 H 30 BIRFRICEIT 2 RFPFEIZB W TEM I TV S FAEREDOIE
P M OB IRERBR OB 2 2% 3-17 12, REICEB W TIRIE S LTV 5 A R B
R A 3 3-18 1R T,

A LI RFOEEFHIZBN T, BLAUA X DOMZEREMIE & N il Mk
4% (Platelet Rich Plasma; PRP) (T & A ¥ ANVBIEEF A B (Ve . I#. 5)
DAFEhE STV,

T L2AEEICBWTIE, B OGRS B O /MR 2 FRHE 5 5 R
BRI T ST,

3.7 BHALRDAHRENO® 2 5 U CERARERERT S F20E L T 5 A ER
DOFEF CKETHRIZR L TED L HAERENER SN TND O8]
N

AITE®D 3.6 TRodl L= L 912, KEICB W THBICRT 2 HAERIZ, HoZm

AR AR, SR EHENE (B8E sk, TR H ) 12 X 2 R E B (BkE

B, ) OIRENRETHST2, ZOX ) RFHAEEROMG LR DOFRMEE, 3

RO BRBFIMMEO  mWEER, FABLKOHMEHY & L THEINTWDE

EEZBND,

PLbED X 51z, KETHRETOINL T D FAEROXMGRIT /D OTEfEE (5
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EBLVERE) Thy  BESNTEHERIEMEBICHAERNEH NS
AREMEIRIE & A ERWR, BB E LT BENBEENA L DEA L TV D
RS R OERICEET 2/ aHEH (BMOKEE B BE TR sEr) 23R 3-19
KR 3-20 12779,
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7< 3-19 FSofEsaE (2013 47)

— kS L, BOKEER BRI B e st

7 3-20 A OMEE (2013 &)

B (1)
R A B RN[E 6
=% 1
AHZVT 279
AL — 7
F A 2746
T F 447
7T 201
A¥ Lo 888
&t 4575

(AR EE B B I 18 T BV R e e )

41

TOEM | M| BOEM | IEEM | 2ot | F
R E - - 6 - - 6
B - - 6 - - 6
777 EREEA - - 6 - - 6
T HAR—IL - 1 1 - - 2
TANT R - - 2 - - 2
A XY R 54 - 18 - 3 72
AA A - - - - - 3
KA - 28 - - - 28
77 A 8 - 11 - - 19
% 1 145 - - - 146
T AU ERE 54 22 76 - - 152
T L - - - 3183 -| 3183
TILEF 4 - - - - 4
F—=A 7 VT 8 31 8 - - 47
Za—T—=F R 1 6 - - - 7
af 130 233 134 3183 3| 3683




%4 E AR AEREMNGLONGEY X MO 52 e En O MET
BN 215

ARFE T, 3.4 WEAERHRY BICB W TRE S - HAEESRLE KON 3.5 Hish
il 24 fa kwT% SN T A EEER G BEER N 255 8 Lz, LU, &

AR TRISIFRD S hvo 72 (6 3-13) Z &b, Lb%%%ﬁj (F 3-
M)DNAU??/(%3H)&U§$E$£@ LEAERLY, (3 3-16) ICR8T A
THh a2 N LTz,

A A ERERLO S B WANEERY BIcs W THEMAE R, 589 &
U= E RN TR ST B At Jﬁ@ﬁﬁ%%@ﬁ%%%¢lmﬁ%ﬁ
24 /s kwf%%M(%ﬂ A SINTCEB TIRERARLIC BT B RN
M DORRFSTFEFI OB E A R 4-2 12, WHAEHIY RICB W TERME KR, 8F])
NTHEBOFZ BB E Lz DNA U7 F N8BT B LMl o g 25 o
BB 2 3% 4-3 12, X, MBAMEGIS RICB W CEMAL KRR, 58) Iiz@s 1
FHHL 2 BV 31T B MR O MGG OB 2 3% 4-4 (TR T,

KEEFEE (USDA) 23Et L7z mle b i as B8 s0IE 7 A /LA D DNA U
7 F L ORSGE T MIxtd 2RO R EFFE T, V7 ki
B SN T3]3, IBY T A N F AN T A IVAEYE DNA U7 F 2 A X
f7/~vDNAU&%/&U4R)/7¢~7DNAU&%/_%T5%E$

XU =T FICRB L0 o7 (F 42 RO 4-3), 5%, [HHRARIEIC
ﬁobt%ﬁliﬂ%%f%%ﬁo

71+ X kiR AR (CFIA) 23ET L7 Y 7 AR e thiE I #REES0IE © A /L A D
DNA U 7 FU[35| KA X AT /) —~< DNA U 7 F U [36] DX SEhi it hic
X9 5 LRVl O FTEFIFERIL, Vo7 EICE#E STV (42 KO
4-3),

A=A N7V 7RI - HYHEREGLF (APVMA) 25E L72KEE A VE
VARV DNA = a—F ¢ 775 A3 REFI[22] 0%t 58 it e b
23t DA OB FEARERIE,. V=7 RicBiEls T (£ 4-2),

KERMERLF (FDA) 235 L7z GTC 155-92 (11 Be6 tDNA #ERE[37,
B DX GEM X iT e MIxtT LAl OMFTFFIRERIL, U7 EICHEH
EnTniz (F4-4),

42



(VINAdY
Kuoymy sour
-IPOJN  AJRULIDIOA  pue
SopIoNsod  ueIfRIISNY)

ey T3 57 o 4
YN VN YN | - 3L (L Y —k

(VIID : Aoudly uon
-03dsuy poo, ueIpeue)))

VN VN VN | MU IT L L&
(epeue) y[eaH)

VN VN VN SRH &L
(vasn

RIMOLZY  JO  judw
-edo@ sorElS panu)
VN VN VN Sk K

(V@ ‘uonenst
-ulupy Sni pue poo.)
VN VN VN fof I SR T K

(VSdd Liopny
Kyoyes pooq ueadoiny)

VN VN VN BAFAT 22 W I N YA

(VINA :Adouddy
souroIpdy  ueadoiny)

VN VN VN LIS S Y

EFT AT T n E
HOWRTTES ARG | (LM AT S S 2 2 v Hm

A O MW QWAL Z C L2V T IBI A E R (W82 “8E) AVHEE 2 A2 R Ty 2

43




I R%E T VN

VN

VN

VN

(ZNVSA
‘pue[edZ MIN eI[RNSNY
sprepuelS poo)EE 3dais
Wy AL - —
T=e L1 £ Y==K

H DI IE
WO W AT T S b X 2 G X

g il 0
P QM AT Z 2 L X212

Ea

{2/ TR I s

44



(epeue) yeoH)

VN VN VN F#H L LU
A R [
H¥H ST H 64y S10C
(our
TelOIN)  VNd  ‘oum
IN 7IN | -9eA ewoydwAT aurue)
L
H 9T H T4y TI0T "2
W R M4 ¥ L L00T (vasn
(-ouf ‘eI | :oIMNOLISY  JO  judwW
QUIOOBA ewouR[QJA | -Medo@ sorers panun)
IN IN | Sulue) wiLddINO B W
(Vad :uonenst
-urpy Sni(q pue pooy)
VN VN VN (o S S S| W L[] oK
(VSdd :Auoyiny
Kyoyes pooq ueadoiny)
VN VN VN BEBA L 22 T I
(VINA :Adouddy
SouroIpdlN  ueadoiny)
VN VN VN LS S Y
T O [ig) EE @ .
Bl e g o = 24

WO M TIT 7, 6 Gy

)2 QM AT Z T L X2 A

A Ol P QWA T 22 < LISF VWG BAGHEHRUY R (M2 88 TV ZE 2 A SF DN R[Nt Ty 2F

45



BEFEHYTE S0y (B
SAGHE) A—L2TL A
WEY O£ 4
SE 2B CHRE - GHE (T

LN D2LUR S
BB EsY W22 UR
O 7 £ 4 o L90)WRH
TP &L " EYady L00T -
NN D2LUR S

T W R RO
o ik £ ') i, AT e Y 2 Ak g 2 H
CTANE 4y g T L L
2L R HE Y VNA
WO ¥y L Iz
DUR BT HOY1IY VNA
W TRl WYEME O Y 2 E -

(K QR — L) H s F)
RO "D QI HFH
O~ E O YRRy "W e
WEP)ISF OB EE Bl .
LUy

g OHE— R WO
BUEX O1 QB H 81 “ O 3 [H]

az Ll

QAN DB LB M A (S
XU HY
T F) O ¥ 5 o W ORI —
— I -8 "—f N/ —
O LLAU O BT, S YLl
;ﬁvxikb&ﬁﬁﬁﬁ
RE Q@I VNAUNAL L O -
T MO p X2y A
[or ‘6El\ T2
SEBEESEH QLWL
44 VNA d—L20-L A0H -
LI R THW RN G VNA 14
QO EXE 9 D [H/BWS " @
QPN RO £ —L¥EL O
AL 6 VNA —LATL£Y A -
BEdoggE] A (€
(QUR LD MY GHEER 3
YLLAL 40" 0 QAU YaE)
G3F) QUSRI RIEFE O~ A -
g 0¥ A (€
NN 2L UR EHEL RS
E£H WD USHEOIT L4
OLMWERASHILL LK

H € H 1Ty 110C

b QeilE T O BBIBIEr T (1) URMINEAL 4 0 YNA 2— (oug epeue) [eLON) | (VLD : £ouddy uon
SP1) ¥WNYUT T o4 2 W3 - (LXK PO FENK S¥KYTE L00T - [9€] aurooeA BUIOUR[IA | -09dSu] pooq ueIpeUR)))
4 —LIWEZ QT (1 & —LHTT QG (1 |sue)d  wiIddONO | BB W BT £ L K
Aot e T o A

OW KT Z T L XN G (EF

g} = P28 O MY AEHI T 27 & X201

46



dITLLLT>OIHARE Y-
(/81 001) & @ %[ 7 F2
NEHE) UNA | S¥Y LT
USRS Q@ E "¢ F =
QWELIL S YL LA L4 0
DMWY XK YN BHAL L O -
N
LU R SR F 80 [0 QT -
T2l [0 TG

2V O G ECH R A0 W G (€
(26 (LY T B Y
T2 MY ) AT %
P53 O~FH " QU@ -
[er) A3 F ) mlEE
DIENIECE -5 vl e 6
DA VR, RIS D) R
BALLARIVNA Y S YL L
CUSHMLEIVNA T ¢
L L2 TN L2 -
[ev] 2N Wi & £
Wl T YLl "Rl B
O] T LLRODNLEGD -
[ev TVl & 6T 2100

r/

N NDIURTE R 42 (10 -
X 0 CHAY TR I AL 2 69
NI B2 T e D 2

BEXY AR S¥YLL£L£40

[oy

BEINILN IR HEO] T ¢

H € H 1Ty 110C

AN A OB 2L AV LLYIXWMA—4 4> 3% (ouy epeue) [eLOY) | (V4D : Aousdy uon
OTEETHNVNAL S LLe | LLRZEGTA—LAnLY A - | [B8] urooe vwouealy | -oadsu] pooy uerpeur)
C @K fAE  |oue) i IdAONO | BB WE T £ L«

Q) ,m @
WO 1 3 ST (o b [ R

OW KT Z T L XN G (EF

=P QWM ALTTZ Z L2 A

47



[{iln— & 4> 3 YThOHATEEE), (9
LG AFEO
QEUFHE W REEE Y
AN EFWEIE O C[E € B
TNENAFRE L ¥ OB
REET 2 VNA "H oy 1g
AN A TOE KL
A CEIO WY T 222
NEFZFEHEDA STY HH -
Mm%@@%@@@%?u @@ﬁ@
NI @58 [ @m@w@ﬁ‘@
MPI L4 AaVNA Y T Ll
NI
2N B2l MR G B g -
NI YA Y 4
ST ART 0@ Y —
@ VNA 2N GBIy -
\wmﬁ%\fx@p,{ﬁ@@gm (¥

NN DL URTEYE
12 ZLARREE L O é
KV2ANBHZ VNA L4 4
N nvag| H€HIIHI110C
HE2HEIVNA ] S ¥ £ .- (‘oug epeUE) [ELRIN) | (VD : Aousdy uon
2 [9€] aurooeA BUIOUR[IA | -09dSu] pooq ueIpeUR)))
UL —LE £ 4 4 VNA surue)) wLLdAONO | B S W83 £ ( f
g
Aot A L = A

OW KT Z T L XN G (EF

) P2 O WAL T I & £ X2

48



SN
TR ARG TN Y
YO GBS ] T L L4
AV L— 2 VNA HIHD Y
WL T NI Ui 7 O~ B ¥ <
B AE R AR T RO W R
) 2RA I YN B (O

UN/AS IO

E2HINHAY ARHHFHO 0%
EE s 2F R o A BT B o R (€
L2 R A

XEP) (QPIV © 9SOp 90ULI0JaI A)NO.)
W ZTHE0W (1aV @ e
Arep o[qeidoode) E & LEEEH 1 ()
Q@O EFFlal T 2FE 204 8
I8 S - NG RIS OS2 D 21
B~ A 2 @A 2 o g (€
2L L2 W dedd

THZ O~ AL MUT TR AV 5
AgHE Pk NG RIS R OHIT Z O
~ A HF 2 O Y (1

203 py1 £d yiesH
[ewiuy deopoy o
¥H v H Tl gy L00T

[zz] (-our ‘wesy
[euuy wWiXDA)
HIHD ouIdI0g
Surpoouy prwseld 9[q

-e300[U] GMS OPLL JI'T

(VINALV

:Aoyiny Saurd
-IPOJN  AIBULIDJOA  pue
SOPIONSdd  ueI[RIISNY)
{45 e B
HERALG L ZL—F

U T
BOHEH O ME AT "RlAE
Hd S YLl "W RO MK
IR — 20 LD MEY
WX VRIS SYLL£4a -

[Sv] (Lkipr
B NG TBEEY) @O 5l
Io UGBS T B = =L <

H € H 1Ty 110C

MW@ "9 2 pEBE2Y (-ouf epeue)) [RLIDA) (V14D : Aouddy uon
BB S L Lya - [9€] aurooeA BUIOUR[IA | -09dSu] pooq ueIpeUR)))
HHEOH uIuen) wiLddONO | BB WEH I £ L £

EE OISR RO g o = (A

WO M TIT 7, 6 Gy

)2 QM AT Z T L X2 A

49



PR

IN S A R7E VN

VN

VN

VN

(ZNVSd
pue[BdZ  MAIN  BI[RD
-sny Splepue}S pooy)

S ZER
FHF] AL—L—
T L L Yk

Al O
OW KT Z T L XN G (EF

w0
=P QWM ALTTZ Z L2 A

Ea

RN IERNE e

50



W2 N GHETHEINN T @
RO A0 0ST 47 &
% FHOEIGNMEIQORIH TE "2k
YULULN 42 58%9 "2 A4
Loye 9 2NN STY CEEH AL

TREEEH O THO~ A
O L LT Q@AE "
DURWMMEHTZOAL 4 0 (€
ST LU FER)
L—4 LW N CQEG T £2)

WY H € H €4y vIoT

4 620A0 006 44 30T~01:2 | GHBEWODO~T L A " FHD [re]( -our
VBT ZONA L ¢ 0| FYF ORI ME] S £ (1SN PIBeH  [pwiuy
NS¢ £ % (| O~ & MY £ % (1 O~ T34 | SHeAON)  NHI-xedy
T ch 24 1
H Y ¢ 9Ly ezyd e

¥H 81 H L= S00T (vasn

((presy rew | :omynousdy  Jo  judw

-luy a3po( Ho) VNC | -Medo@ soyers panup)

N 7IN | Iojeaouu] -O[IN  ISOM B K

(Va4 :uonenst

-unupy Snig pue poo)

VN VN VN e R S S T [ OK

(VSdd :Liopny

Kyoyes pooq ueadoiny)

VN VN VN| BT Z WY N

(VINH :Aouddy

SQuroIpdNy  ueddoiny)

VN VN VN LS S YK

F QgL @ g ’
WOMRETEE S XN GGE | 4R G OMRETHEZS L1 2 YE Sl A
I O N6y HE L

WOWAENTZZ QAN AL 4 4 VNA 2L R CHH ZLL oMU ([ofE

CREMC) AV EE 2SN RIEEAN L €y 2F

51



R RO 7 @

R ERY A

2 IV 3E VL) k1T -
WY N0 - e (1
(3
THOUEE ) WAL £ v (3

NURIAS 7 R N
NRT LD 44 LT LN
WHOKHGY YN EH AL 4 O
W20 B4 Lo (1
(H
THY LN A) W4 v (3

%Eﬁmom enby) oouelg
R H ST H L =y S00T

(NVD -'ou] epe
-ue)) (jeaH [ewiuy Ssn
-1eAON) [GEINHI-xedV

(VIID : Aoualy uon
-0adsu] pooy uerpeue)))

VN

VN

VN

S ML G LN =32
(ECHEIEN W TR RIS % 2L
BTNV T2 ANIAS TS N BVAVACA 2 ¢
(SUIppays) Sl (B O F M Mk &
URHED) 2L 4 a VNA Y A
=N SR AE TS 75 BN R
O MG HE N\ Y 4L (1
O BRI C @ (G CH R (€

=L

SOUAFRRE2: Rl AVE 1S (P ASy: ]

AL L (2 LAl 00E°S 2)

2 010T~€00T: & @ < ¥hEd HY 3 I
THZO~NL SO G L of (T

3L TG

CANTLN DK
SEHEEEEES (& Y A3

WY H € H €y vI0T

B S YET £ LK
(epeue) yeoH)
E#H L LK

(vasn

VERSHF LG YN FRNTE | = v her X)) BERTZOD [l -oup | omymousy  jo juow

AL 40 RN EEEE 1T AL G INA O X BYNHEZ—% SN WedH  [ewiuy | -laedoq sajeis pajup))

‘G AL L O CUNEEMNY | 4l SYLL AT URAGE | SIMRAON)  NHI-Xedy B ERK
T fig) e @

b =5 e (o b R

WO WYY 77, & 6 D 3

EMNEOWMERNTZS LY A

52



UCYTUIR

BER) M CHE S A - 2 Yl C
E el R N IR A B2 A
[~ > S LELL S S E N S B
E¥QORXOPHH L4 O -
2L B 2 H T 2 NHI-XdY
QEBHYE " 0Q2%I110 ®!
H ORI WOHBI 7 T H
Al 0 QA LEENER L A A
plA

TR E I 2CRI%I00 @
BEE R —A O] T Y
L LT G3F O R Ay | Bt
(&

@O C TN YRV RIET
O~ FRIHET ) AT U R Y
Pl S ¥ £ LR QUM LT, -
b/’

O T TYaLEBR 42 (0
YYAHTOILE] T YL L 06 -
<>

(4% (OIs g
LD E) E TR -
(4% (YY) YL O~

[0S ‘6v]1© QA F7¢

B HoE 1T 283goauy sy
CQYAOFE TS LD
B S CFEER 0 QO SHEH A
£ 40 “RIHEEE O p g A -
Lo

QTZ DNV EEEH I
RIS RS AONGAPSIAGY
#HeEL 0l OEHHEODWERRH -

IO (b

[81]

CUR L (o X 20 -HEH 7 2l
BOHEt -+ E "RIVNA J =
LLLDDR "R TI%I00
R S L LBEOFP A | B -

MBI (€

@

D 31 00€-001 “RIF ¥ VNA o
TY L EEO~Y A TS HYUN
W2 EL) 0€~01 QEFG )Y -
[2¥ ‘9v]\1$zn

DU FERIHAES T 2
AL O T NS MR EY T S
MBI AL s O] TLLL

Y

¥ (q)edH enby) oouerg
s H ST H L= 00T
(NVD -"ouf epe

-ue) [JeoH [ewlIuy SI}

(VIID : AouoSy uon
-03dsuy poo, ueIipeur)))

COLTEROL Y LLNT - B & — LT 7@ (T ] -1er0N) [SEINHI-XAV | M B WY £ £ &
T 016 e 1 el gt (o = [t

WO WYY 77, & 6 D 3

EMNEOWMERNTZS LY A

53



WEEEN CIN - AT R%E D YN

VN

VN

VN

(ZNVSd
pue[BOZ  MON  ®BI[BD
-sny SpIepuel§ pooy)

B e
HWE ] N L—Gr—
T L1 L ¥—K

VN

VN

VN

(VINAdV

:Auoyiny saurd
-IPOIN  ATRULIOJIOA  pue
SOpIoNsed  ueIRnsSNy)
{2 S S B
"HHLOEL YL —F

F DL
WO WYY 77, & 6 D 3

w0
=P QWAL T Z 2 L X201 2

5 O [ R

54



M2
XS BRI S -
BT VR X 4 H -
TCHY B4 T6-SST OLD O i
RAGEE ! RGNS N2 n B
I QN IO S S INE AR
M3 S (T
(et Ly s
g EEE) R A
(%[ YL g AR
T2 YR) W AECHE Y -
(ZEX R
SWEPOMEYR “EP ol €
H 1) #8 Q3. 2 EBEIH— -
(B o | B AdS <
HHE) QO il(E AdS) kLYY L8 26k -

(RO T EE

O WAD/VA R o gyt By
VNAT994) B QLo 5 2 24 -
(& QX VNAI 998 k¥

B O3 dDd " A O gy xH Yy VNAT
90d h W= Ml gD T6-SST DID
UNHHY ) FROREH 2 R .
Ty S b 9T

(et 0y (3 36 3

¥ 2 3 -HEQ Qg T 9DT6-SST
O1D "dOS HESH 7 M&h A4 E "4
HENCIT2KLA ([EYMHY E
Bl&n v OIET MO &G E M @ ¢
Tl — A FEE G 2L H D
I ST LHET QR ER) M
N AQY~A—T L] —+ 237

BE¥CH 11 | Ty 600
[8¢€

‘L€] (VIN ‘weySururery
-ouf ‘sonnaderoyiorg

(V. :uonensr

S RSP (| —T £ — 2@k dDT6-SST D1 (1 | O1D) (1 % VNJ! | -ulupy 3niq pue pooq)
ey O K W 2F T Z O 2 WE | 994 M T6-SST DLD e B S | T K

(Vsdd :Lioypny

Kyoyes pooq ueadoiny)

VN VN VN AL 22 0

(VINA :Adouddy

SQuIOIPAN  ueddoiny)

VN VN VN L1 S 5

F O IO 3 o b [T

WO WYY 77, & 6 D 3

EMNEOWMERNTZ S XY A

IO E MG QWM TZ T LN GE X YD RLUS (o

(Wi

B2 TREM) DB EE SR vy 2

55



:Auoyiny souro
-IPOIN  AIBULIDJOA  puB

SOpPIONSod  ueI[RNSNY)
o S S B (4 (R
VN VN VN | -3 L0L v—FK
(V1D : Aouddy uon
-0adsu] pooy uerpeue)))
VN VN VN | MBI £ LKL
(epeue) yi[esH)
VN VN VN F#H L LKL
(vasn
HO.HD:SOEWAQ ,«O juauu)
-redo@ saiwig  panun)
VN VN VN S K
(A2 £L
PR A A/ S a2 21§ 7
BHEH AV LA LAY
TL) HOE 4y L VW
hHEALNAY— LW E) -
FTHOE 4y & NP g &
T [4] 7 4 E X - B SN H 11 H Ty 600T
FIHESHE SN ER T T T - [8e
(it ‘Le](VIN ‘wreySurwer|
SR — £~ EM S G -ou] ‘sonnaderdyorg (v :uonenst
SO UKD EHoETHT - D1D) (1 X8y VN | -urupy 3ni pue pooq)
i OB - 2 H A (€ 93¢ =Tl 26-SST1 O1D (o S0 S S I BT [ OK
|
FEOI e =R g o = 24

WO WYY 77, & 6 D 3

EMNEOWMERNTZ S XY A

56



NI RAE D VN
(ZNVSA

Jpue[EdZ  MON  BI[en
-sny SpiepuelS Pooy)

EEEZER
HHFd A L—C—

VN VN VN | = s (L4 vk
(VINADV
W O I L s g (o b Y 4

WO WYY 77, & 6 D 3

=P QWAL T Z 2 L X201 2

57



5T HYHEEERERS OO A BT A > ORERILUSEE T 5 15 #

5.1 MEAMELEDY R o BEEERLE K OB E T B R

2015 4F 11 H 30 ARFRICH T 28 A R S o ZAMBIC & 72 v B
U 7o WA Y J5) 0 B 26 K OB T R AL 2 5-1 1IR3, IERESC
HEORL R EHT LT, FRCBERT 2HEFICHIZ T T\ 5,

M R3S T  (European Medicines Agency: EMA) (Z331) % B4 TECR R IL.
R [ 2 5 ST B I R 3K 28 B 2+ Committee for Medicinal Products for Veteri-
nary Use (CVMP), European Medicines Agency (EMA)[51] C&H > 7=, BiRf SO EY)
RS OBUEICE LT3, BINGESTES 2004/28/EC (B4 12 Hdh o 1 RIKGE
iE : Amended by Directive 2004/28/EC of the European Parliament and of the Coun-
cil of 31 March 2004 amending Directive 2001/82/EC on the Community code relating
to veterinary medicinal products (Official Journal L 136, 30/4/2004 p. 58 - 84).) [52]®D
%1 RO)EICEEHE SN TV (R5-1), HLU, BEEIFOFRICHEW, A
IS, S FR BN IESK S . AR E) RS GO RO E O E
Fo. MOH R —FRRE GRS T 2B ESE S I A D Z 2RI L T
1. BN ZE B S5 %8 COM(2014)558 final  (Proposal for a Regulation of the Euro-
pean Parliament and of the Council on on veterinary medicinal products) [53]I1ZFE#
STV (F5-2), 4%, ZUTLHOMMNEESETONIZ XY, BiH
AEFRERLPHHI END THA I,

RN £ i 22 4% BE (European Food Safety Authority: EFSA) (Z331) % RIS T
%, BT 48— R/NZEE % (The Panel on Biological Haz-
ards : BIOHAZ) [54] &&fnHH#z AW+ 28k AW/ I EES

(The Panel on Genetically Modified Organisms : GMO) [55] CHh -7, ENZED
INBEBRIZBWT, 48T D0A RIA U 2FE ST (3K 5-1), Bl
FITFRH L TWieho Tz (#£5-3),

KERMEREME (Food and Drug Administration : FDA) (Z351F 5 BHE#EA TBGH
X, BRSNS > 4 — (The Center for Veterinary Medicine : CVM) [56] CTd >
72 (K 5-1), ERIEa-CEM I AT R Ui, Rodt PR3 a L HEdh 2 (The Federal
Food, Drug, and Cosmetic Act) [57] IZFC# S AL TUN22S, B H 2R R S 3 i
(2RI 2R, B E ISR Ol R R IS S Ty o 7o (R
5-4), L L7en s, EEKL 2 —I13TA R T4 U CEIZBWTCEY R
AERERLO S S MlEE SRR 2SR EN A EIEMIZEE T 5 2 & 2Rl
LTz (&5-1),

KENZBW TR, B A 70 = 35 23 K E 2554 (United States Department
of Agriculture : USDA) D ENE MK i) H A ik & % — (Animal and Plant
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Health Inspection Service : APHIS, Center for Veterinary Biologics : CVB) [58] (T
FVEEI N TV (F5-1), BHAEDFRIEELICEEL T, vA LA, 1
1. ¥4 (Virus Serum Toxin Act) [59] THIfI STz (F5-5), HL,
) AR E RS R B D E ORI AR < . B A TR EIE S O
PHCHLH S LTz,

J1F 244 (Health Canada) [60]1C38W Tk, B3 G-C8mh) H R 35 12 B3
2 B 25 8 S 3K A6 Bk R FE AL HI[62]12 L 0 BlE S v Tz (K 5-1),
AL, B PAERERSICEET 2L, RohRhoTc (K 5-6),

J 2R ARSES (Canadian Food Inspection Agency : CFIA) [63]i23UT
X, B AR 7 R BRI OB (s 1R R < B F AR o r B A I B 9 2 B A3 B
Wtdr L k[64] X i A RRIN65]1C L v BlE STz (& 5-1), BWHAEY
FHVFNC BT 204 RIA4 i3 sh T (E5-7).

F—A N7V 7RI - B EIES R (Australian Pesticides and Veterinary
Medicines Authority : APVMA) [66]IZ3Tlid, B85 IZ B3 2 B
DR - BRIE(LF'E = — RiE (Agricultural and Veterinary Chemicals Code Act
1994) [67TNC XV BUESHLTWZ (3 5-1), LaLans, B4 ERE

LICEET 2R IA TV idho 7o (3R 5-8),

F—=ARNZ VT « =2a—T—F  FREMLEHEKBI(Food Standards Australia
New Zealand: FSANZ) [68]iC3 W\ T, BAIZET 52 HE#Ea— N (Australia New
Zealand Food Standards Code) 23BIE STV e (£ 5-1), B R AR
Do 5, M HRE G IZEI T 5 EAEITER D S LR o 7oy, BART-Ei 2
To BB 2 BRI E ST (3R 599),
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K 5-2 PRI H AL T IZ BB D 1A S SORE (230 & BIFRBUE S OI7R)

AR SR | BEEIE S

RN =3 ALT | BN 2 B2 F545 %8 COM(2014)558 final (Proposal for a Regula-

(European tion of the European Parliament and of the Council on on veteri-
Medicines nary medicinal products) [53]
Agency:
EMA) P23, L13~138 $i#
<KFRR>

B1E XSy, fE. EF%

HAK ERHE

AHHIOBEINL, LTOEREZEHIT RETH D,

(1) By =35 (veterinary medicinal product) &id. LA D
MV TD L &b DRl T2 TOWED,
a8 Thbd,

(a) IR DOIBRESC T DI DA HT 5
(b) BEAH BRI, EKHROE ., S FaUER & 2 W iR
AHERIC KV AR PR EEZE cd 50, MiET 5
2 MEET LD T 08T 5. HDHVIEE2
Wro 7= OIEHT %,
(c) BEH HAYILEMY DI T 5,
(2) W& (substance) & (X, L FOHKDOETDOHLDOTH D,

(a) & b
(b) B
(c) HEW)
(G Elo==7K1

3) o Ry ENY) FH 3K 5 (immunological veterinary medicinal
product) &id, D7 F . bimdE, Mg, 7 LV A
ZEOEMHERLTHY . BEEND D VT2 B0 & PE
AT D2 MO F) DR ZZWrd 5 12 DI B~ 9%
L2 LA BERLIELDTHD,

(4) AW EN FH E 3K (biological veterinary medicinal prod-
uct) EUX. IEMEME N EYFHIY'E  (biological substance)
THLEYHERML TH D,

(5) EMFHIWE  (biological substance) & 1%, EWFRIH KD
boprbiEsniz, SN D THY . ZDF
PR EZREET D2 HIZiE, WERN - (b Pn0aBR 71k
WBHETHY, b, BETEROEH O Z KB L
+5,

<JR3C>

Chapter | Subject matter, scope and definitions

Article 4 Definitions

For the purposes of this Regulation, the following definitions shall

apply:
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iz D)

BEEE

(1)_‘veterinary medicinal product’ means any substance or combina-
tion of substances which fulfils at least one of the following condi-
tions:

(a) it is presented as having properties for treating or preventing dis-
ease in animals;

(b) its purpose is to be used in or administered to animals with a
view to restoring, correcting or modifying physiological functions
by exerting a pharmacological, immunological or metabolic action,
or to making a medical diagnosis;

(c) its purpose is to be used for euthanasia of animals;

(2) ‘substance’ means any matter of the following origin:

(a) human,

(b) animal,

(c) vegetable,

(d) chemical;

(3) ‘immunological veterinary medicinal product’ means a veteri-
nary medicinal product consisting of vaccines, toxins, sera or aller-
gen products and intended to be administered to an animal in order
to produce active or passive immunity or to diagnose its state of im-
munity;

(4) ‘biological veterinary medicinal product’ means a veterinary me-
dicinal product an active substance of which is a biological sub-
stance;

(5) ‘biological substance’ means a substance that is produced by or
extracted from a biological source and that needs for its characteri-
sation and the determination of its quality a combination of physico-
chemical-biological testing, together with knowledge of the produc-
tion process and its control;

P42, L24~P43, L16 $hH:

<XFR>

% 3 % %Lﬁkum\nq:j‘@i‘f‘)b%

% 1 Eﬁ B}UH@ I:l mu@é%L%mu (qjg% ?ﬁ%ﬁL%nﬂ)

% 38 % qjy%*?ﬁﬁzl_ﬁkmuif)b% @ .

1. Hode—FERLERGRIL, AREICHE U TN Z ARSI X 0 &R
SINRT L7 B2, P —FEAGRI IR E A I [E T
HHTHD,

2. Hl—ERLEAGEO TR X 13, LA OB A ICES

LCHEHATXEThD,

@Q UTFTORLET 7 /) —7avAD—2|IZ k> THEE
B =3
(i) DNA #H# 2 Fl
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(ii) JEE AR U 7o i LN 2 2 eSS il el <0 EL A2 e
AW PRiETE S L N7 B & L GEin -2 — RIEHL

(b) —IRBYGEHNRES) (MERE) ZHEIRSE L Z L2 BM LCE)
WAESS (WE LB oREZET 20, H2DH W
APEMEZ NS E D)

(c) AFRHEE DR SN2 RIZ I W TN E S N CEi H 1=
W& UCRRB SN Z & DORWIEEWE %2 & i =
Feidh

(d) Bin T T 20 U /- [AIFERA R & 2 W IFMa 2 Z de >y, 1Ak
LTS AW 2rEh ) 1 H i

(e) T —FERLEAGE Fhe & TR S N2 IREMWIE S L O 14
SEEN ) 1= B i

<R >

Chapter 111

Procedures for granting marketing authorisations

SECTION 1 MARKETING AUTHORISATIONS VALID

THROUGHOUT THE UNION (‘CENTRALISED MARKETING

AUTHORISATIONS”)

Article 38

Scope of the centralised marketing authorisation procedure

1. Centralised marketing authorisations shall be granted by the

Commission in accordance with this Section. They shall be valid

throughout the Union.

2. Centralised marketing authorisation procedure shall apply in re-

spect of the following veterinary medicinal products:

(a) veterinary medicinal products developed by means of one of the

following biotechnological processes:

(1) recombinant DNA technology;

(ii) controlled expression of genes coding for biologically active

proteins in prokaryotes and eukaryotes including transformed mam-

malian cells;

(ii1) hybridoma and monoclonal antibody methods;

(b) veterinary medicinal products intended primarily for use as per-

formance enhancers in order to promote the growth of treated ani-

mals or to increase yields from treated animals;

(c) veterinary medicinal products containing an active substance

which has not been authorised as a veterinary medicinal product

within the Union at the date of the submission of the application;

(d) biological veterinary medicinal products which contain or con-

sist of engineered allogeneic tissues or cells;

(e) generic veterinary medicinal products of reference veterinary

medicinal products authorised under the centralised authorisation
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procedure.

BN 14T 2004/28/EC (B H 122 38 i D Y RKGREE
Amended by Directive 2004/28/EC of the European Parliament
and of the Council of 31 March 2004 amending Directive
2001/82/EC on the Community code relating to veterinary medici-
nal products (Official Journal L 136, 30/4/2004 p. 58 - 84).) [52]

P60, L17~132 $ickk
<KFRR >
F1E FERMFES 2001/82/EC LA F D@ Y ekIET 5 Z &,
(@) 5 1 HIFHIBRT D Z &,
b)) FE22HITLUTOFRHEEELKEXDHZ L,
2. B A ERSL (veterinary medicinal product)
(a) BIIEEDIRES T OO OF 2 H T 25WMEH 5
WIIWE DA G D
(b) HEIFRUEM ., e PRI ER & 2 WISAREHERIC LD
AEPRFIEE B LT 50 MIET D) AT LT
D, KOZWOT O AT 50T 2WEH 50
L. WE DAL DE,
<R >
Article 1
Directive 2001/82/EC shall be amended as follows: 1) Article 1
shall be amended as follows:
(a) point 1 shall be deleted;
(b) point 2 shall be replaced by the following:
‘2. Veterinary medicinal product:
(a) any substance or combination of substances presented as having
properties for treating or preventing disease in animals; or
(b) any substance or combination of substances which may be used
in or administered to animals with a view either to restoring, cor-
recting or modifying physiological functions by exerting a pharma-
cological, immunological or metabolic action, or to making a medi-
cal diagnosis.’;
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* 5-3 BN R L B BE 4 25 HIASORE  (f3cir: & BR A

= A

TESFE D
HH7)
MM RS R | BEES
BRI £ i 22 8 | #5343 D 1EF 13

P
(European Food
Safety Author-
ity: EFSA)
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HH7)

oZAwsini =l

BEE S

K] R i [55 58
i Jeg

(Food and
Drug Admin-
istration: FDA)

B E B BES TS @ The Federal Food, Drug, and Cosmetic Act
[57]

B 21 M Bl R ONEIE S

559 ' VR L E AL LR S A

FIHE ER

%321 H TR

(D EHS O FFEFLLFE2ET,

(AKEZRF 7, KER A AR —3F, ERERGLER O
DR OMEICHEE I TWD H D

B)t N R UEMOERBICKIT 2ZWr, 16, 8. AiEH D
WIETFRICERT S O

(O & k& D WIFEM) D AR OREE N 72 D HEREIC R EET 5
HoD

(D) LFEA)., B). (OTHEL TWDLODO— Y & LTl
AT 27200HL0

(VATAENM) I EIES O FHFEIX, B O&EHI A S 415 E3E
i (AL, B AEEHIGEY L) 2&Tre UG OB
WZEAT a7 HEHEGETH D,

55 360b TH BT BLENY) 1 A

() AMEDIMHENT L TU N7\ BT IR B 2 S 5 e OV S 22 22
LW R, Z VD EKRRRETH LD O, EH I DRI
e TR 296 D5k, i AIZI 1T 2 PR

(TR BV RS LT, VR ENT LT 7w &g~
ETHDH, (LITEKS)

From Title 21-Food and drugs

Chapter 9-Federal Food, Drug, and Cosmetic Act

Subchapter II-Definitions

§321. Definitions; generally

(g)(1) The term "drug" means (A) articles recognized in the official
United States Pharmacopoeia, official Homoeopathic Pharmacopoeia
of the United States, or official, or any supplement to any of them;
and_(B) articles intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in man or other animals; and (C)
articles (other than food) intended to affect the structure or any func-
tion of the body of man or other animals; and (D) articles intended
for use as a component of any article specified in clause (A), (B), or
(©).

(v) The term "new animal drug" means any drug intended for use for

70




animals other than man, including any drug intended for use in ani-
mal feed but not including such animal feed.-

(1) the composition of which is such that such drug is not generally
recognized, among experts qualified by scientific training and experi-
ence to evaluate the safety and effectiveness of animal drugs, as safe
and effective for use under the conditions prescribed, recommended,
or suggested in the labeling thereof; except that such a drug not so
recognized shall not be deemed to be a "new animal drug" if at any
time prior to June 25, 1938, it was subject to the Food and Drug Act
of June 30, 1906, as amended, and if at such time its labeling con-
tained the same representations concerning the conditions of its use;
or

(2) the composition of which is such that such drug, as a result of in-
vestigations to determine its safety and effectiveness for use under
such conditions, has become so recognized but which has not, other-
wise than in such investigations, been used to a material extent or for
a material time under such conditions.

Provided that any drug intended for minor use or use in a minor spe-
cies that is not the subject of a final regulation published by the Sec-
retary through notice and comment rulemaking finding that the crite-
ria of paragraphs (1) and (2) have not been met (or that the exception
to the criterion in paragraph (1) has been met) is a new animal drug.

§360b. New animal drugs

(a) Unsafe new animal drugs and animal feed containing such drugs;
conditions of safety; exemption of drugs for research; import toler-
ances

(1) A new animal drug shall, with respect to any particular use or in-
tended use of such drug, be deemed unsafe for purposes of section
351(a)(5) of this title and section 342(a)(2)(C)(ii) of this title unless-
(A) there is in effect an approval of an application filed pursuant to
subsection (b) of this section with respect to such use or intended use
of such drug, and such drug, its labeling, and such use conform to
such approved application;

(B) there is in effect a conditional approval of an application filed pur-
suant to section 360ccc of this title with respect to such use or intended
use of such drug, and such drug, its labeling, and such use conform to
such conditionally approved application; or

(C) there is in effect an index listing pursuant to section 360ccc—1 of
this title with respect to such use or intended use of such drug in a
minor species, and such drug, its labeling, and such use conform to
such index listing.
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HARUREE 210 Bl R OVE S

1 Rl M OER G 2T D R R

FERT B AESR, fE R O BE R,

5 S1LED  BRIRABRIZ 69 2 BB 3 L (SSTEIE)
5514 E8 BT RLEN RS S O BERGRHEE  (ROCEIS)
TITLE 21--FOOD AND DRUGS

CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER E--ANIMAL DRUGS, FEEDS, AND RELATED
PRODUCTS

PART 511 -- NEW ANIMAL DRUGS FOR INVESTIGATIONAL
USE

PART 514NEW ANIMAL DRUG APPLICATIONS
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% 5-5 KEEBAE B A5 SCRE (& 30RF & B BUE S OI7R)

WA EL S R | BEES
KEHEGE DUANVAL IE. FF 9% (Virus Serum Toxin Act) [59]

(United States
Department of
Agriculture:
USDA)

2K ENEFRALHIER S 9 tmEhdy - B ddsh (The U.S. Code of
Federal Regulations : CFR Title 9 - Animals and Animal Prod-
ucts) [88]

TAINA, MjE. XUk

BSE UANA, MG FXTr. PLEE R OYEEIEL
B151 5% FEITx L TIEDR 720 (BZh TR 50V
E 7ML B IE ST D B O YR X ONIRTE Bk S Tz
fiae T, NI FED W T M
FE~DORFEIHHT A0 T, Erx 2L (FahTxrL),
B9 L, AR CHETH D VAN A MG, bF v K UOFEL
I, o BT RFIXH D WIKEEEES B LSRR
W (FEHL) . 5 anfaf e B s B\ CTHEfE . BRGE. A2 5.
RS D Z L3 A DA 2tEH D WVITEEICB OV THIE
EThDH, X CKE., au BT ERIX, CKESENE L5
ek (FE 1) . S B0 72 A sk~ Hifof & 5 VO TR ik
2> 5 O HR] D 72 D O FAEE R HiEETH D, [IADH . W7
DR OMEEF, KENTRYE L ZaiR o v A VA i,
bV R ORI & Y. IoE, AR5 ARHR, kLT
Wi 7w, (B L, BB, AEICB T2 KEESEEEICLD
FAT ST ED, RSN > TR W IZ WD
T KEEBAEEMNMER LEHANCHEL  HDHWIZAIY 7 A
VA YE, BT R OSEDU S 3 e L 72 55 138 CTh
o

55154 5 MEROMRGED 7o O ORIHI - BT

KIEIZBW T, KERBERE X8 OGRS %Ak
L7z, flfE2s 72 < (A& Te<) . Bl BRTHETH S
UANVA MIE. b R OREEL S 2 W AR5E. 525
R, B 2P IR D7 DICE T H HIEHECHAIZ R E L,
FHT DR RSB 2R ET MNP H D, S HIT, KAFREE
AT 27212, Bk L72IRGE, &85, S Em A e L
T-FEDOIBRIHERHT 27 A VA Mg, FF o Kk OYAEIEL
in & Y975 7o O Oftiak #F vl H O FAT, IRBl . BELL T DHEIR %
ALTWD,

Virus-Serum-Toxin Act 21 USC 151-159 et. seq.

CHAPTER 5. VIRUSES, SERUMS, TOXINS, ANTITOXINS, AND
ANALOGOUS PRODUCTS

151. Preparation and sale of worthless or harmful products for
domestic animals prohibited; preparation to be in compliance
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with rules at licensed establishments.

It shall be unlawful for any person, firm or corporation to prepare,
sell, barter, or exchange in the District of Columbia, or in the Territo-
ries or in any place under the jurisdiction of the United States, or to
ship or deliver for shipment in or from the United States, the District
of Columbia, any territory of the United States, or any place under
the jurisdiction of the united States, any worthless, contaminated,
dangerous, or harmful virus, serum, toxin, or analogous product in-
tended for use in the treatment of domestic animals, and no person,
firm, or corporation shall prepare, sell, barter, exchange, or ship as
aforesaid any virus, serum, toxin, or analogous product manufactured
within the United States and intended for use in the treatment of do-
mestic animals, unless and until the said virus, serum, toxin, or anal-
ogous product shall have been prepared, under and in compliance
with regulations prescribed by the Secretary of Agriculture, at an es-
tablishment holding an unsuspended and unrevoked license issued by
the Secretary of Agriculture as herein after authorized.

154. Regulations for preparation and sale; licenses.

The Secretary of Agriculture is hereby authorized to make and prom-
ulgate from time to time such rules and regulations as may be neces-
sary to prevent the preparation, sale, barter, exchange, or shipment as
aforesaid of any worthless, contaminated, dangerous, or harmful vi-
rus, serum, toxin, or analogous product for use in the treatment of
domestic animals, or otherwise to carry out this paragraph, and to is-
sue, suspend, and revoke licenses for the maintenance of establish-
ments for the preparation of viruses, serums, toxins, and analogous
products, for use in the treatment of domestic animals, intended for
sale, barter, exchange, or shipment as aforesaid.
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&K 5-6 1) A OREE ZBES DA HEISORE (230 & BIFRBUE S OI7R)

AR SR | BEETE S

A F RS | 1) BiEELE (Food and Drug Act) [61]

(Health Can- | 2) &inEZEHHA] (Food and Drug Regulations) [62]
ada)
DAL [EH 7L (Food and Drug Act)

P2, L36~45
R bniE, LT OHBTRGE L, Be L, )i 2o L 72 dnfaf7e
5HDOREDDEEMTH 5,

(@t MRUEMWICI T DR, EE, FIRAICEE ZRE, &
oIz 2 Er, 169, B, THRHENTH D,

(b b N X OEWY) OAERIBEEEDEE., (E1IE, ZEPHITH

Do

QEmA G, HE ONT), RE SN DEHEOHEZE HAYT
H D,

“drug” includes any substance or mixture of substances manufac-

tured, sold or represented for use in

(a) the diagnosis, treatment, mitigation or prevention of a disease, dis-

order or abnormal physical state, or its symptoms, in human beings

or animals,

(b) restoring, correcting or modifying organic functions in human be-

ings or animals, or

(c) disinfection in premises in which food is manufactured, prepared

or kept;

D) inEZE A (Food and Drug Regulations)

P903, L.22~P904, L4

Y = 3K

C.01.600. T A%, b b~OIRA ) TAw & EEAUZ Flak S
izt oS, A HIEHE (Table of Limits of Drug Dosage
for Adults) % Erak L7z EHE M 2B ~OMHEHICHRGET & T
2V fH L NEL AR D FRRIZ, TEVfE FHBRE (For Veterinary
Use Only) |, @A (Veteninary Use Only) | & 5i#k Sz
HOIFERL,

Veterinary Drugs

C.01.600. No person shall sell for veterinary use a drug listed in the
Table of Limits of Drug Dosage for Adults, other than a drug in a
form not suitable for human use, unless both the inner and outer labels
carry the statement “For Veterinary Use Only” or “Veterinary Use
Only”.
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R 57 BT H BRI BE S DA S SORE  (23CHFr & B BLUE S

DIHR)
WA R | BdE S
AT F ek | WL (Health of Animal Act) [64]
AR 2B /EHIA] (Health of Animals Regulations) [65]
(Canadian Food
Inspection DHEWfE AL (Health of Animal Act) [64]
Agency : P3,L24~L35
CFIA) fifEs

2. (1) RIEIZBNT,

B AW FRIRA & 1. B O A RRIBREE DIETE . (EE,
EHRIMHEHT D20, HDWVIEEMOER, AR 70k
BB, AERRY 22 KO, YR, BB TS 5720
iz, B BGE. BT LDTHD, UFOLDEETe
(iFdh, JFH ., AEY

OE, iEh ., Ed . Y, Y CRWE R O b HR
WE DIREY

BRI ROWME

INTERPRETATION

2. (1) In this Act

“veterinary biologic” means a thing that is manufactured, sold or
represented for use in restoring, correcting or modifying organic
functions in animals or for use in the diagnosis, treatment, mitigation
or prevention of a disease, disorder or abnormal physical state — or
its symptoms — in animals and that is

(a) a helminth, protozoa or micro-organism,

(b) a substance or mixture of substances derived from animals, hel-
minths, protozoa, micro-organisms or plants, or

(c) a substance of synthetic origin;

2B /L] (Health of Animals Regulation)

P70, L17~L26

%6 E WA TR RS

5120 2% ATICEW TR, BEICE, FRHOBE TR
EENR,

B A TR RANZ IR, BiERE LT S0, @
A FRRAIO—E L LU TRV IAEN DS, FLAFNITS
Y (VAN

P71,L18~122
) AW B & Hifer 3 5 72 9O OFF AlRIE

120.1  120.2~120.6 (23 TIE,

OB AL X BV A R b E, S B RA
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TS BRI
Ak
(Canadian Food
Inspection
Agency :
CFIA)

VEREAITHY . M E G BAEMILRIELZY

DTHY ., FaHLz DNA FIFIZC LV EEL 2D ThH D,

PART XI

VETERINARY BIOLOGICS

120. In this Part, “manufacture” does not include the sole process of
labelling; (fabriquer)

“veterinary biologic” does not include an antibiotic except when it
1s used as a preservative or when it is an integral part of the veteri-
nary biologic.

PERMITS TO RELEASE VETERINARY BIOLOGICS

120.1 In sections 120.2 to 120.6,

“live genetically modified veterinary biologic” means a live veter-
inary biologic that contains or is made from an organism and is pro-
duced by recombinant DNA technology; (produit vétérinaire bi-
ologique vivant et génétiquement modifié)
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#K5-8 A=A T VT REE - B AR LRI B9 S 1A A SCRUE (230Ek
Fe & BISRHLE S D BR)

WA R | BEES

F—=ARZU | 1) B - BEATFWE = — NiE (Agricultural and Veterinary
7R - ®1%) | Chemicals Code Act 1994) [67]

EEE i P7, L1~L27

(Australian Pes- % 23R IEMERC Y — KGR K OVE BEKGR O i Eh

ticides and Vet- | 25 6 5= HIFEIE

erinary Medi- (I)EF' 595 & 2D WITBAET DL F W E DIEMER Sy D AFE
cines Authority: v KOVKGR S TIE MR o D —HR R T BT i\ LR D
APVMA) %ﬁ%a&ﬁbﬂmiﬁ%ﬁw

(a)LL T D5y D4R

() — x4

(ii)I[UPAC 4 #¢ (EESMIES - b FE B A4 1512 K D154
ARECTH L)

(i KEMEFF=4 0 (FTEE Th i)

(b)Akr D CAS %45 (FRETHIT)

() EABHEE 3> D VM AR Sy DR YEME

(d) I FBI L LARTRRE S AL IE MRSy e < | IETER Sy 0 il 5
FrRefiEEDFHHTHLNE DD, HDHWITKGR I NI
i3 D — R P I D T 5 )

()G Mk ) @ﬁ%i%?@%ﬁ#é#

(I)JE%JEH'”:%%DD

(m%%%k%@%®&

(i) 23 AL 8 5 e OVl F A b e

(OUFEHEEIL, ¥ 1 L7 FHE #(lW A RBEIEES
BB R 6D 7)

H ALy 7 FHFZ T =7 MHERENLETH D,
%%WDMG%%%ﬁé &

(IEMERR D ICIE, — &L EIZEB W T 100nm UL F O lsF#
Tﬁz#aihé#

(W T s A 2 E W BAGRR 2 '8 & F V> il
1w L

Part 2 Active constituents — applications for approval or variation

6 Information in the application
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FT—AKZV
T REE - T
MR SR
(Australian Pes-
ticides and Vet-
erinary Medi-
cines Authority:
APVMA)

(1) An application for approval of an active constituent for a pro-
posed or existing chemical product, or to vary the particulars or con-
ditions of an approved active constituent, must contain the following
information:

(a) the following names of the constituent:

(1) the common name;

(i1) the IUPAC name (if applicable);

(ii1) the chemical abstracts name (if applicable);

(b) the CAS number of the constituent (if applicable);

(¢) the minimum purity or constituent standard of the constituent;
(d) whether the application relates to a not previously endorsed ac-
tive constituent or a new manufacturer or site of manufacture for an
active constituent, or is to vary the particulars or conditions of an
approved active constituent;

(e) whether the active constituent is for use in:

(1) agricultural chemical products only; or

(i) veterinary chemical products only: or

(ii1) agricultural and veterinary chemical products:

(f) if the application is a timeshift application (which may include
an international joint review or workshare arrangement);

Note: A timeshift application must include a project plan: see regu-
lation 8AG of the Regulations.

(2) whether the active constituent contains any ingredients intention-

ally engineered to be less than 100 nanometres in one or more di-

mensions;

(h) whether the constituent is a genetically modified organism or is

manufactured using genetically modified materials;
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K59 A—AFT VT « =a—U—F 0 FRMEERBICEE§ 2155 FHX
BiE (B3RP & BIRELUEF OYIR)

WAL R | BEES

F—=ZFZV | DFA—AFVT + 22— —F 0 RAENEHET—F (Aus-

7 + == — | tralia New Zealand Food Standards Code) [68]

—Z » R | 2) Australia New Zealand Food Standards Code - Standard 1.5.2 -

FEYERE RS Food Produced Using Gene Technology[96]
(Food Stand- 4T

ards Australia

New Zealand:

FSANZ)

80



52 WANHEILRICHBIT D TA BT A4 2 ORERN

2015 4 11 A 30 AR COEY A EAEERRER G ORI R T 504 F
T A AMNERRDL . R 5-1012, S HIT, B AR A R A B T B 5 B,
OHFIL BT DA BT A AERMIRILE . & 5-11 1ITRT,

AEZTHEONR ThH L8 AT AERKEMLICET LT A F7 4 03,
KEEMEHRNF (Food and Drug Administration: FDA) (23T, B4 R H
KELIZRET 2 A & 2 A CFE[86] e DA MEFHHL 2. DNA #2261 8
TR 2 B ORI 2Bl O T A KT o ZACEBT] I H S v Tz,

T EFEMRAERRS (Canadian Food Inspection Agency: CFIA) (238 Cik, #)
MAEMBRN ITA BT A BT 5 —HOCE[90-93] 73 T H S LT\,

S IS, B A ERERGICBEE S 2/ OTA BT A & LTI, BN
ZH LT (European Medicines Agency: EMA) 726, AU 7 F o O EB/R
P2 i 25T A DA BT A [97], Bz~ T 2 —/ED 7 5F
NZBET A BT A [77]. B EZMISIC BT L7Z2V DNA U 7
>[98]. SEFHIEYHEREGOREE Y X 7 FHh[99]. ~ A FT—fEHC~ A T —
Fl & B X L 7= g g = 3K 5L D 7= b 0 77— & 353K [100, 101] 233 H &4
TUWe,

RRPN £ ih 22 42488 (European Food Safety Authority: EFSA) (Z3WClE, BE T
HHHL 2 BV DEREE Y A 7 FHMIZ B 5 T A X2 A[82], Bin T-HHHL x B O i
B OEREE U 2 7 Tl M O8O & B A BT 2 1 & 2 Z[83]. EinT
M Z A E B Rt e L THERT 28 M0 Y 2752 014 %~
A[84,85] NI I T,

F—=ARTZVT « =a—U—T  FEMEERE (FSANZ) (BT, Eis
TR X BRI O L B = — 23R S 4T 72 [102],
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53 WAMCBW TRESNTZHA KT A4 » OFEMIE R
2015 4 11 A 30 HEESIZRT 2 8 F B AR RS o/ R S R8T
HIA RT7A4 2 OFfEfE#RzZ, LLNIZELak 3 5,

1) BB RESICEE T 2 A R7 A > (#218 Guidance for Industry Cell-
Based Products for Animal Use)

KEAMLERLE (FDA) BERLE L Z— (CVM) X, 2015 45 6 A 12

W) R SRS E T A R T4 V&3 LT2[86], AU A KT A X, BRSO

FERS Y X —DEZ AR LD TH Y, B A sk R 1308 H )

WHEEMDERICEE T D, S DT BKTA RTA 0%, Bpimia b kil i

(Animal Stem Cell-based Products) % & TeEh) M B bn 2 B, WEH 5

WEIRFZET HEDTEDDO LD TH D, 7V =y 7 NOMBFIN T A7 2%

HNTWDE RO RS 2 F RS2 FiEL i L T\ D3, OGS &

HIRIND, MOFHEHEIMN & [FERIC, BE3ES & L TOEMEREIHR

(cGMP } MR DERE) 2 85F LRTUT e 6700, 20 k| flfah sk

4AL 1T, A 2 DNA HERC) (DNA) % 3 ¢ 1-fH# 2 #3917 (Genetic Engineering,

GE Technologies) ZHUV AL Z DEMZ G AL TNDHZ b5, Bin T

KRR 2 O FIE H SR B LS008 AR 2 CREH S = EiE, BN U 2 7 Al

DB D,

AKITA R4 0BT 28 a5 (Animal Stem Cell-based Prod-

uct; ASCP) DEFRIFLLTFOMEY ThH D,

O MR, MiazEZTed, MkT 20, HRTL2WETHY , o
Ly vy hAaDHE®IAL, B, A, BITZEK L0 Th D, Ml
HRE L I A B E S O ERICAET D,

@ @AMk (ASCP) (X, B3 28iilnz 5 ey, HERK
T 50 BT HWETH D, ASCP IE, Mt kB OV T2y hTHY
ErAlAE, BIBRAIAE  (Progenitor Cells & Precursor Cells) . #fifafmia, VU >
n 7T X 7N, RO Z A9 5 Ml E £ 5, ASCP 13T R E)
HEELDOERICAEET 5,

@ MR, sESEIZE > Ty, BEHAREZ AT MR T, 451k, Bk
AT D iaz AR M REN 2 H T 5, B, B AR E ML O
RMEFDOFEIZEG- L, (T2 L0 d 5,

ASCPs 1%, #48 H 3k (Xenogeneic) . [F17E H1 >k (Allogeneic) | I . Hi 2K (Autologous)

WML, HOCHEZIBIZZA T 1 X2 AT 212X 5T 5 (F5-12), HfER
. FFERESEEOECHRZ A 7 1 O ASCPs 25E HEMIfEH S b8 1T
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IRATRHl S BT B Tnd (38 5-13),

7% 5-12 #hp sl SR o 7 Y — 358

A. FFEEWESIE AL (Xenogeneic) @ R —& Lo By MASEFRRA]CE &
N5

B. [FIfEE sl E 8l (Allogeneic) © R —& L By MAS[AEIFER] O S
%

C. B Al ki (Autologous) : R —& LI E= 2 RAFEIEECTH D

1. #4771 2. BA T2

a. /YN T.LL_E(more than minimally ma- a. feV T (minimally manipu-
nipulated ) lated )

b. FEFHEIEE A (non-homologous use) b. FH[FE H (homologous use)

c. BB~ H(use in a food-produc- ¢ EABMLISA~ D (use in
ing animal nonfood-producing animal) : [F]

d. EHI O RBTEMEC I AE T 2 B4 (to be FEEI (pet)

dependent on the metabolic activity of its

living cells) d. thOWE & DMAEHOEIT X
e. MLOWE & DMAE DT L 5 HE 5 72 (no combination of
(combination of the calls with another arti- the calls with another article in
cle in the manufacture) the manufacture)
£ B TR R 3R SO R RS & DR A A& i |2 BE AL RO R R R AR
= Zb“li‘ (combination with another drug & @n’*ﬁﬁ/\ HHE T2 (no
and device for finished ASCP) combination with another drug

and device for finished ASCP)

# 5-13 7 =2V =BT IkATEEAG

FAEE RSN R (Xenogeneic) H AR
IR R (Allogeneic) (Autologous) 2171
Eﬂrﬁlﬂﬂ@ﬁ%lﬂﬂ’ﬂmﬂ%@ﬁ (Autologous) A 71
DT EH KR HEE  (New Animal Drug + cGMP #5F

Application: NADA) 3 - BOEMRRY OB R, AU A K

AR - AWETAE GENEME, Gy TEih R AEEREE

JRPE, BRI SRR R
5#E. BEMIRer, Mladfit, AR
NG, FETERRRE )
- CMC ({b%, fdd, WEEEL) : cGMP
ST
2)FERG AR AR L AR R ER D

%
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2) BA=VEMH 2 DNA #ERY) 2 e 79 2 B TR BY OGN+ 2014 F
7 A4 > (#187 Guidance for Industry Regulation of Genetically Engineered Animals
Containing Heritable Recombinant DNA Constructs)

KERMBERGLE (FDA) BiEELE 2 — (CVM) X, 201546 AlZi#E
IRPEFHHL 2 DNA A 2 & sz B OGN E T o A K7 A4~
I LTE[87], KATA NI A 2B WTIE, B8 EIELE ¥ —0%&
ZERLIZHDOTHY ., Bfs i 2 8% (Genetically Engineered Animals, GE &
Y1) % tDNA Hr T L-8 & EFR L TV D,

GE B3, B FUADOHMIC KLV UTD 6 7 7 Ao End (£ 5-14),

# 5-14 BN EOHMZ LD GEEWD 7 T A48

OAFENE & RO E T 2 IRE OB (B : PR D 720K, BN R
PAY=EY

QEM DOREREOUE (B« BB

@t MEEHEMOARE (Fl : EIES, BHEAMERK, RERO GE 8z 1
I 77— LEW) LS

@t WO AEFEROLE - R (F] (KT LA —tEDRy 1)

Ot MEROEBWET AT (B LIERBEETLE L TORK

@ T M -OMEE RS oRYE (] - 2 HEOMHME)

GE B LAl DX R Th 5, BRRER (INAD) HrBE H =35 o
AKBHFE (NADA) OFEEZITH> 6. EFREEBUKIE (National Enviromental
Policy Act) |ZHD &, BREEY A7 FHlAMETH D,

GE B/ % BRI 2 56 1%, £, sisfRE ZEkEHE, BiFEE, &
fm OB, EERRBRH 7 7 4 /L (INADFile) OfEHALETH 5, GE B4
b & LB ST WIGEE, BRRERO R MLFE AT (Onvestigational Food
Use Authorization) 3B TH VD | BHE OREmZ 4R (USDA Food Safety
and Inspection Service) |Z X D BADHEEDNMLETH D,

GE W) 2 ¥l @ 3605 & U RIS Lo W IGA 1R, Bl Ehds F = 38 5
DERRBHEFENLETH D, HigHI2IT. GE BOFE, HiaZ0 HIR & 285K,
FoRFE, W LR, BE R, TV B O SHT TE. B L HR)
PEDOFEHL (77— %) | BRIEMNZ X 2 8RR INGERE ., BINHRES, REiH OAE.
BREEATAM,. FRESATAEFR D72 D O ESHOHEF AL TH 5,

88



54 ENIZBWTRESINT=HA BT A > OFEME®

JEMRAKEER 1T, $ﬁ26$ﬁ#%$ﬁ30$§if@%ﬁfﬁ%$¥F%%%
FAERER S OZEMRBRERREFHE) 23 L T\ 5, REET, B HM
@MI%&@%EWA%W FEIRFIZ S 1T B - e OV 2 E DO REIR D 72 D D& L
EEETOBRCBE LR T4 KT A4 2 (F5#) Z21ET 270D FETHY |
e TR N HEMWICHH S o e Moxtd 2 ZerEiGiz B 1
ELEBDOTIERWA, BEDTDIZEDREMREZINE LT,

Rk 26 FEEORE E LC a8 (RIFEESk) o S K OV 4tk
efRIZBET 2 Fa8t (BR) ) NEME CTH LB Y 7 F 2 A AR
%@W:7#4bfﬂﬁéﬂfméu%]?%w7$ﬁ %, B CHREWHER
INTRLEIZ BT 2 558t OB RO VERR MK OV 26 42 FE I/ & 4 7= [RIFR A SR i
MIJ B D4R O EDIER DS TN TV D
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