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Abstract: This article introduced the translation of

VICH Guideline ( Veterinary International Conference on

Harmonization Guidance Documents) , focused on the structure and content arrangement of International Technical

Requirements for Registration on Veterinary Medicinal Products. The titles and paragraphs were translated by the

combination of literal translation and free translation, and the veterinary drug terminology and abbreviations were

summarized. The article was aimed to provide necessary information of technical requirements for veterinary

medicinal products registration, and references for China’ s veterinary medicine to act on international convention.
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“E TN R BER E PR EME 23 (VICH) " A
AR E L RO LIRS 55 N A |, T 1= 57
PRI RN A B ] B Ak e SR BB L, A
2RO S E BB 2 e VP o 2 00 A 23R R 5 24
TR B 58 BEOK OV, 4V 25 Ll A B LR AT
i
H1 T VICH 45 5 (948 5 50 [l B 8 &
A, FE i HER TS 8 AF e 2 R, o T il
PLE IR EYR VICH 45 1 N2, TEAR B 4548 | N 45
Gy TR S IR AR 4 W1 S T TR AT T — i
BRI A R S B SR 3, R
2y HTE Dy e 5 A 2 i &l 1) i U
FIsREEE I A b R 2 T [ B
FARZLRY B T 2020 4F 4 A iy b FE O AR A
AR A AT, BUKG Bl 7 P i — S 22 50 R0 15 R
5N BERFHMITHR IE
1 &BIERERNERHEE
e ST T AR < A FH 240 T B A 3R [ B B
PE23 (ICH) " 48 5 J5L U 4 245 ity T8 W3 604 el B R 22
SR C A AN 2 2 R R B P
(VICH) " #fE i 9 R 545 5 B AR 25 I BRI (5425
T E PR AR BEK ) |
(2T TR PR B AR R ) v SO 43 45 4
S ) PN S HEAT U 2 g HE, R ST A48 5 R
(GLO1 .GLO2------ G154 . GL55) 43 Ry “ k=225 5 Fil
“HAp AT B RER A o A2 ARy B
“PE CEAE AR ZYEC AR
oy e T AR gk, DME I B,
HSCER A I A AN T
k224 {1/ Pharmaceutical
J 1/ Quality
bR IfE/ Specification
Fa e 1/ Stability
2% J%i/ Impurities
Iy HTEAIE/ Analytical validation
U4V / Safety
FEH 2%/ Toxicology

P % 4=/ Antimicrobial safety

0B 4/ Target animal safety
2R3l 712%/ Metabolism and residue kinetic
8% % 4 PE/ Environmental safety
A/ Efficacy
I AR T A I Good clinical practice
H W) RPE/ Bioequivalence
PUAfAE H1 2}/ Anthelmintics
YT,/ Pharmacovigilance
A=W b/ Biological
J5 2/ Quality
4l i/ Tmpurity
Fa e 1/ Stability
U4/ Safety
YL L P/ Target animal batch safety
A4 4=/ Target animal safety
2 BESENIRESHERR
CEZGEENAY [E PR BOR 2K ) 2548 5 I U A B
LIS Vel £ R 5 A 1 VN 1 N W <A
VESR &5 2 B i, HoE AR 8 18 = I 07, 4
GLO4 7 1524 il 79 A A5 1k 1 L GL22 £y P 5 2Y
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HEGROEHr  GLS1 FasE Ml B Bt B gE 1 3
#r (G125 FIRESR B 5 | GLAO B A W B/
A ) i RS S AR P R TR
R A5 T U B T 5 B H A [R] A 2k 50
PR A KRB L LUT LR BRI 1) B VICH
BRI SRN;2) H VICH 48 $ 2 A2 RAHERE
K H153) M1 VICH #5852 5 2 RGN 20
246 S bR B SRR R, 2 R
S, D) E S, i “GLI8 Impurities; residual
solvents in new veterinary medicinal products, active
substances and excipients ( revision)” %0 “ 4% i1 .
PR TR AR R A B B TR 2) B
A5 S E I, “ GLAS Quality; bracketing and ma-
trixing designs for stability testing of new veterinary
drug substances and medicinal products” P&k « Hr -
2 JEURE K il AR E MR BT 5 S AR R
3) AR E 5, @ “ GL52 Bioequivalence: blood
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level bioequivalence study” 14 “ Ifil 24 ¥ B V5 A= ) 55
BT
3 HESERBRES

YRR B2 LB Rl R M E M B R L
BB AR AR B LB 3, B N OF
B SCHRAE O, R B S S S R Tr

IR
ELRRLR AR R RSSO BRI BES B AY

S P, A RAT G DU 2T B0, I e 0%
4« pre — approval information” AN EL 1% A « AL 1fE
FE TR SO R O AR BERE”
“GL27 Guidance on pre — approval information for
registration of new veterinary medicinal products for
food producing animals with respect to antimicrobial
resistance” RN “ B it sl W) AL A W08 24 25T 24
PEGORH RS RE” .
3.1 A B SUIE E B R — 35 S0 I
R DX T AN TR R SC, B X 0 20 22 g SL i) 3
SCEALTR] SR A (6] o SR 5 AT B A, 43 S
“3E FHEER 7" PR general approach”
U1:GL33 Studies to evaluate the safety of residues of
veterinary drugs in human food: general approach to
testing , %0 B i oS 25 5k B L VPR B 9T K
K3 B3R . GL54 Studies to evaluate the safety
of residues of veterinary drugs in human food; general
acute reference dose

approach to establish an

(ARID) , 50y« B o 5 24 58 B8 &2 2 PE VPN A 5R
A AESE R ENE AT, GL36 Studies to e-
valuate the safety of residues of veterinary drugs in hu-
man food ; general approach to establish a microbiolog-
ical ADI, 2R . B i iP5 25 5% B8 2 e MEPE N F 52
HEST Y ADI 38 s

SR T 45 il )y 1y BIK 5 1R 28 250N 4 S B
| 38 U ——* GLO7 BKIE H 25 25380 AN 45 S B U]
PR, DX P << 308 0] (3 P S0 ) <l PSR
“PRCEER T B AR R GHE 5 U ) GENERAL
REQUIREMENTS” 1y “ 38 0] ( 38 FH J5 00 ) 43 531)
B b FEGAE S RN ) General Elements” &%

SRy al SR R« — SR | “ Specific Evaluation
Studies” FHPEA “ BAKRPENBIETE” | R0 1Y e
TRER” , Z5ANTE .

——GLO7 BRI 2 253047 38 ]

——A. JBHIZR (General Elements)

—B. B A& PF 7 WF 5% ( Specific Evaluation
Studies )

—— &2 Bl Wy K0 L2 25 800 e S R
(GLI2 4+ [ GLI3 4% GL14 1% GL15 & GL16
¥ .GL19 K GI20 Jf G121 & (%))

——A. — %K (General Elements )

—B. B 1 R 5K 25K ( Specific Evalua-
tion Studies)

3.2 ASG—WeURE, BB MEANE KR
HIF VICH HY4 46 5 I 0 & A i 8] A5 5645 ),
P —LE TR AR — 5 HRB R R — R,
RXAEOL T, R 48 R T [R] — i 3R] 8 k3 ik S0
R

1, % “ the safety of residues in products derived
from treated food producing animals. ” Fl1“ the safety of
human food derived from animals treated with veterinary
drugs” B BHE g il T 25 )5 B9 Sh W R PR B
4" W, GL18 H1 The objective of this guideline is
to recommend acceptable amounts for residual solvents
in pharmaceuticals for the safety of the target animal
as well as for the safety of residues in products derived
from treated food producing animals. products derived
from treated food producing animals. A<38 55 5 7F
R PRAIEE Sl 1) 4 AT 24 5 B Sl P DR R
LA 25 1) v B TR0 B8 AT e 2 A AR
GL33 ', This guideline outlines a testing approach to
assure the safety of human food derived from animals
treated with veterinary drugs. A<48 TR HEIR T — R
FAES SR, DLORUE G FH 8525 ) 59 s 4 UL 2
LA,
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WFPIR: (1) 20 VICH GLIS . 5k BRI (2) &
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Bl A0, 5 A2 el A

SESALAT IR, AT AR 2 Rl ) B
b BRORBR b e 5 A28 & a1 1 B
PERIL,
4.1 GMP GCP GLP % % Ji| 4 ¥ W # % GMP
(Good Manufacturing Practice ) B S AR & A “ 25 57
— i) (ECEA T 0 BRp AR R0 45 HH A -~ 16
bR G B3 S < 24 i A 7 R A LY | TR R
¢GMP ( Current Good Manufacturing Practice ) 1% 4
“EASEY AR R B (BOBAT 2 A
Bt AL ) . GMP SR RZ B 1 A 257 F
CEZT L X TRATEAN, TR B EY
i A A PR B 2 A 7 A PR
W, AT AR Sy R 2 GMPT B “ B2l GMP”
TSRS b ] B2 A 251 GMP, I 535
“Zyih GMP” (425 GMP” HEATIX 73,

GCP .GLP 1 B¢, H 824 GCP (Good clinical

practice ) B 4 “ IIfi PR 14 96 ot 45 PR VE” L GLP
( Good Laboratory Practice ) fHli% 0 “ A I AR 52 T &
EEHE” R RTRSEE R TERT T 2 L2 i 25
AT X )
4.2 EHRHG BHEREG EHH A
stances” Ef@l%ﬁi “ %%Jﬁi*fL” . ’@;ﬂ @h%bjz “ JE*’L
257 CNFZY 0 68 1 B g AR 5K ) B3 dirug
substances” F {2« JFiRp 24 1) o TEARBEPED, IR
1B PRk 2 2] “ drug substances™ | §if [ % 45 “ veteri-
nary” 1Y, L BHIEA « J5RH2 S (L FT T A “ veterinary”
B, UPKE“ veterinary drug substances” Bl A « 24 [
B B HIRRS

HR A 15 55 1% 0, 4 “ veterinary medicinal prod-
ucts” BN 2550 Ve T = 2T P
1M “ veterinary drug substances and medicinal prod-

ucts” Gt — B 13y B 25 JEORE B il 70 A Ry TR

“drug sub-

EL
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Tab 1 Translation of Terminology

ES'SH N SR
veterinary biologicals A A
new veterinary dosage forms B2l A
testing ( MR Y InV i
test procedures and acceptance criteria A 5 v b v
veterinary drugs in food — producing animals £ SR 225
residues of veterinary drugs in human food i S 25k B
establish jEiayA
targel animal batch safely testing Y LZ 2R
poultry — gallus gallus B
herbal products HZy
human food i
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Tab 2 Translation of Abbreviations

s g IS 3 SRR
1 ADI Acceptable daily intake B H ARTFRA R
2 API Active pharmaceutical ingredient 25T S
3 ARD Acute Reference Dose AMSEN R
4 AUC Area Under The Curve 22k T AR
5 BMD Benchmark Dose FEAEF
6 BMDL Benchmark Dose Lower Confidence Limit FEAER B TR
7 cGMP Current Good Manufacturing Practice B2 AR R G
8 EAGR Efficacy of Anthelmintic: General Requirements Guidelines i He 2 25 RT3 )
9 EHC Environmental Health Criteria 8% TLAE A e
10 GCP Good clinical practice I PR 6 ek A RN
11 GLP Good Laboratory Practice ARl PR 5T 1t
12 GMP Good Manufacturing Practice 2t A 7 A B
13 IPCS International Programme on Chemical Safety ] B A 2 it e A BRI 4
14 VPP Investigational Veterinary Pharmaceutical Product WSR2y
15 VvV Investigational Veterinary Vaccine AFSEPE S
16 LOEL lowest — observed effect level B ARAE IR (B ME TR )
17 MIC Minimum Inhibitory Concentration e /NIARIR BE (AR RV )
18 MRL Maximum Residue Limit SEPN A IS
19 NOAEC No Observed Adverse Effect concentration TCAT AN B S5y vk i
20 NOAEL No Observed Adverse Effect Level JC A WA BN 59
21 NOEL No — observed effect level R ICAVE I
22 PDE Permitted daily exposure H A1 5 8
23 PK Pharmacokinetics sl N2 (Zish#)
24 POD Point of departure G
25 QA Quality Assurance JBi e PRAIE
26 QcC Quality Control JoT s A il
27 QSAR Quantitative structure — activity relationship FERMROC R (454 - I E R ER)
28 TABST Target animals batch safety Test AU S Yt & R
29 TDI tolerable daily intake H it 32 48 At (B H AT B2 4 )
30 UF Uncertainty factor AN E R T (ORI BE B Z 4 R )
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