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GOOD LABORATORY PRACTICE PRINCIPLES

B REMZRMFE(GLP)EREEI

1. Test Facility Organisation and Personnel A Barf AR AR 435 B A &
1.1 Test facility management’s responsibilities i Eatdits & & A = & (£
1.1.1 Each test facility management should ensure that these Principles of
Good L aboratory Practice are complied with, in itstest facility.
FHEA AR B | AERE R HARAE 2L ~F GLP A -
1.1.2 Ataminimum it should : AEEatihs & &5 AFE D JE
(ensure that a statement exists which identifies the individual (s) within
atest facility who fulfil the responsibilities of management as defined
by these Principles of Good L aboratory Practice ;
B U {5 AT T SRR DY AL Bl 1 GLP JEL B 8 AT 8 B2 B9 B 1
(b)ensure that a sufficient number of qualified personnel, appropriate
facilities, equipment, and materials are available for the timely and

proper conduct of thestudy ;
TR B4 ELEAE A8 ~ B8 0t ~ s Saat k) - R BEREBE
BABREL E BT

(c)ensure the maintenance of a record of the qualifications, training,
experience and job description for each professional and technical
individual ;

TREEAEFF LR EFAT A B Z E A& ~ BIAR ~ &&8y ~ BLERIS =7 A
= TUEE S

(d)ensure that personnel clearly understand the functions they are to
perform and, where necessary, provide training for these functions ;
TREBEA B VH R H T A T AFRRE - S RFPE BLRIAR

(e)ensure that appropriate and technically valid Standard Operating
Procedures are established and followed, and approve all original and
revised Standard Operating Procedures ;

PR R ST 37 38 AR S 07 o 2 T B e AR SR AR )T 0 AR
PR R 46 S35 5T bR B3R (FAR )7 &

(Hensure that there is a Quality Assurance Programme with designated

personnel and assure that the quality assurance responsibility is being



performed in accordance with these Principles of Good L aboratory
Practice ;
TREER TEIRA B AT i E R E - AW RSBIR AR GLP JR A E AT
PR E

(gensure that for each study an individual with the appropriate
qudlifications, training, and experience is designated by the
management as the Study Director before the study is initiated.
Replacement of a Study Director should be done according to
established procedures, and should be documented.
PREEE REAERBALERT - B B | AFE 2 — At s8 £ - Heg ELE
B HEAE ~ DIAR LA RS o BT IE 2 T JEAR T ST W E AR

(h)ensure, in the event of a multi-site study, that, if needed, a Principal
Investigator is designated, who is appropriately trained, qualified and
experienced to supervise the delegated phase(s) of the study.
Replacement of a Principal Investigator should be done according to
established procedures, and should be documented.
PRFETE 2\t P T = 2\ - B T iy > F5 2 —(ralB £ +F
A H AR E R AR - ELE AS AR B UL B B YK BB B S -
AR E A SRR IS E AR ST A= e

(i)ensure documented approval of the study plan by the Study Director ;
tReEEER Tt HAAHT T EEF | HE

(j)ensure that the Study Director has made the approved study plan
available to the Quality Assurance personnd ;
AL EFEHEr et EF A BEAR S

(K)ensure the maintenance of an historical file of all Standard Operating
Procedures ; {RF84E 3557 PIT H AR B8 FAZ )7 = B s A% 5€ ¢

(Densure that an individua is identified as responsible for the
management of the archive(s) ; 1535k A & T iE £ 4 1

(m)ensure the mai ntenance of a master schedule ;
TREEAREFF £ B TR

(nN)ensure that test facility supplies meet requirements appropriate to their
useinastudy ; PRGBS AT G5B = PT 7

(o)ensure for a multi-site study that clear lines of communication exist
between the Study Director, Principal Investigator(s), the Quality



A ssurance Programme(s) and study personnel ;
PRETE 2 Bt T T = 3\B - P 9C £ 1F ~ B EFF A ~ da i
ARHL ~ SEHTIE A B = R 7H R AR R IE

(p)ensure that test and reference items are appropriately characterised ;
PR ey | S 255 4 8 = A5 M I e R

(g)establish procedures to ensure that computerized systems are suitable

for their intended purpose, and are validated, operated and maintained
in accordance with these Principles of Good L aboratory Practice.

R SLAR 7 LAPREE S L AR A 7 B TR 2 B AR ~ ELASKRRE ~ I
1k GLP JF R (F S A 3-F -

1.1.3 When a phase(s) of a study is conducted at a test site, test site
management (if appointed) will have the responsibilities as defined
above with the following exceptions : 1.1.2 (g), (i), (j) and (0).
B Y B e — (B BRI AT B AT - SRR P B | ACGE R 15
FE) & # i at > STE - (2 1.1.2.(9), (), () $ (0) fEEKERSL -

1.2 Study director 's Responsibilities #%8 E (T8 & £

1.2.1 The Study Director is the single point of study control and has the
responsibility for the overall conduct of the study and for itsfinal report.
B EAE Z— BRI B B - A T AL TR AL AE IR -

1.2.2 These responsibilities should include, but not be limited to, the following
functions. The Study Director should :

B8 EEZ T EZEDJERIE T 2P

(@approve the study plan and any amendments to the study plan by
dated signature ;
B H A E AR R E TR E ST

(b)ensure that the Quality Assurance personnel have a copy of the study
plan and any amendments in a timely manner and communicate
effectively with the Quality Assurance personnel as required during
the conduct of the study :
PREETE EFFalBRir - SR A B BB E I8 T — el BRet & A E
TIERTIR - T BB aE R 2 S PR A B V#sEE »

(0ensure that study plans and amendments and Standard Operating

Procedures are available to study personnd ;

g A B v AT En s H IS ST IR R FAL )7 & 5
(d)ensure that the study plan and the final report for a multi-site study



identify and define the role of any Principal Investigator(s) and any
test facilities and test sites involved in the conduct of the study
TRFETE 2 Bt P T 2 s By sl Bh st HEFH M4 & - F
[EE oo~ Rk e 52 22 = Fr > R BRIV (T RSB 7 A~ IehatAs -
S BRI FT T A € s

(e)ensure that the procedures specified in the study plan are followed,
and assess and document the impact of any deviations from the study
plan on the quality and integrity of the study, and take appropriate
corrective action if necessary; acknowledge deviations from Standard
Operating Procedures during the conduct of the study ;
PR B BEvk (kek B st EIEAT - A F mef il (TR B s Bhst
=R B Y o B B 5T R M = fET BE - 6 BE R PR IDUEL E By S5 IE 3
e o ST BRAT BRI R Bl AT Y4 EAR T 5

(Hensure that all raw data generated are fully documented and recorded,;
PRFEFT A JE U = 468 ok B R s = 35 W and%

(g)ensure that computerised systems used in the study have been
validated ;
PRI ] = &S R AL B L aReEal

(h)sign and date the final report to indicate acceptance of responsibility
for the validity of the data and to indicate the extent to which the study
complies with these Principles of Good L aboratory Practice ;

TE AL 4B SR B 3T B B LR GEE W BER O R 2 A B 0 AR 3E A
B E GLP R Ay A2 B $E[F
()ensure that after completion (including termination) of the study, the

study plan, the fina report, raw data and supporting materia are
archived.

tReEE AR A4S (B HE Fab) 1% - BBast E F ~ A4 RE ~ R we g A -
SEFEEAAL R} B OB AR
1.3 Principal investigator ’s Responsibilities X &4 3= 33 A = & (£
The Principal Investigator will ensure that the delegated phases of the study

are conducted in accordance with the gpplicable Principles of Good
L aboratory Practice.

B E ARG IR BE - 0 sER R (R F 0y GLP R A #AT -
1.4 Sudy Personnel 's Responsibilities X E&H 28 A & = ¥ (£
141 AIll personnel involved in the conduct of the study must be



knowledgeable in those parts of the Principles of Good L aboratory
Practice which are applicabl e to their involvement in the study.
PR 2318 A T BT I A B SGZ8 Y g 1 22 Sl Bl o3 e s GLP
JE BBy ER 49~ ©
1.4.2 Study personne will have access to the study plan and appropriate
Standard Operating Procedures applicable to their involvement in the
study. It isther regponsbility to comply with the instructions given in
these documents. Any deviation from these instructions should be
documented and communicated directly to the Study Director, and/or if
appropriate, the Principal Investigator(s).
BT IE A B AT BT Ea et 3 A F A S S e B B 4 a AR
PR )7 - H B E RTS8 T3 1F - (£ REEds 5l
Z PR AFLZAGLER AL BB BB 58 FA(E (K eial B £ 45 A) 7#:EE -
1.4.3 All study personnel are responsible for recording raw data promptly and
accurately and in compliance with these Principles of Good L aboratory
Practice, and are responsible for the quality of their data.
FRA BRI A R B EEL <y GLP JR A - & 3 H stk = R4 8 %
BB R 2 IE PERTS% - AL ¥ H SURMIE = SR B
1.4.4 Study personnel should exercise health precautions to minimize risk to
themselves and to ensure the integrity of the study. They should
communicate to the appropriate person any relevant known health or
medical condition in order that they can be excluded from operations
that may affect the study.
IR IE A B JEE B LUK ERER ST g & oy E - g PRk
BEE SEFE M o (EAT A REl R R B B R AR U SR B A R I B DUE
W HE RS B R B - B UOH RIS -
2. Quality Assurance Programme ‘& 1536551 &
2.1 General i# H||
211 The test facility should have a documented Quality Assurance
Programme to assure that studies peformed are in compliance with
these Principles of Good L aboratory Practice.
A BRAMAR JAE TR 5 T O B PREE AR AL LA IR AR = A TR GLP R
A e
2.1.2 The Quality Assurance Programme should be carried out by an
individual or by individuals designated by and directly responsible to
management and who are familiar with the test procedures.



rmE R ARAER AR A FIRAE H=Z - HAHBHWHATAART -
2.1.3 This individual(s) should not be involved in the conduct of the study
being assured.

i PR B TS 230 T (R E = s B HT AT ©

2.2 Responsibilities of the Quality Assurance Personnd %1% A8 =~ & 1+
2.2.1 The responsi bilities of the Quality Assurance personndl include, but are
not limited to, the following functions. They should :

R A B Z T EEDJEETE

(@maintain copies of all approved study plans and Standard Operating
Procedures in use in the test facility and have access to an up-to-date
copy of the master schedule ;

TR A B A AR JF] = PIT 58 ] By el Bh st 3 5 AR SR 1R AR 7 &
ZAGA - A0 AREXASAHTRR 0y = FEIE 3K S

(b)verify that the study plan contains the information required for
compliance with these Principles of Good L aboratory Practice. This
verification should be documented ;
+F e aast W &2 GLP R Frde =& K} »

(c)conduct ingpections to determine if all studies are conducted in
accordance with these Principles of Good Laboratory Practice.
Inspections should also determine that study plans and Standard
Operating Procedures have been made available to study personnel
and are being followed.

FATIEAZ LLF 2 T PR sl ki GLP JE R - F& A% 71 & &4
SEFERBT I A B W X AT R T SR SRR (R )y E W LR
RIEFAT ©
Inspections can be of three types as specified by Quality Assurance
Programme Standard Operating Procedures:
FEAZ W] AR i B B R AL AR I F AL )7 4 3 A=A -
- Study-based inspections, {keEafEt% -
- Facility-based inspections, (R e%EfE4% »
- Process-based inspections. (K3 EFfEA% -
Records of such ingpections should be retained.
FIT R A& AZ 40 6% & R R TF
(d)inspect the final reports to confirm that the methods, procedures, and



observations are accurately and completely described, and that the
reported results accurately and completely reflect the raw data of the
studies ;
F& A2 ALt ah B DL RR e B = 7 vk ~ 2P BE ~ KRB ok se 2 1B sk
Hoult - H AR e e IR e R R Bk B 508 = R 46 BaE E R
(e)promptly report any inspection results in writing to management and
to the Study Director, and to the Principa Investigator(s) and the
respective management, when applicable ;
TG AZ 3 REE R R F kA 4 B A ~ BT E E1F ~ =R
EFFA BB EE S

(Hprepare and sign a statement, to be included with the final report,
which specifies types of ingpections and their dates, including the
phase(s) of the study inspected, and the dates inspection results were
reported to management and the Study Director and Principa
Investigator(s), if applicable. This statement would also serve to
confirm that the final report reflects the raw data.

B A A F — 0 U S AL AT IR - ROASEAZ SR AL S B
BFEFGAZ = s BB 5 - W FEAZAE R H sk Easbn B |t A ~
BT 8 EAF L e AR 4 A o BLAER U T R ek sl s B i RO R 4E
B -
3. Facilities 22 % 2% 75,
3.1 General i A
3.1.1 The test facility should be of suitable size, construction and location to

meet the requirements of the study and to minimise disturbance that
would interfere with the validity of the study.
Ao B A T 1B E AR RN ~ FEE ~ B PT DL BF A BRI
At IRk D BT HE T I SRR /7 = P8k ©

3.1.2 The design of the test facility should provide an adequate degree of
separation of the different activities to assure the proper conduct of each

study.
A BRAARE Bt =~ s R IR G R LL & PR BT~ [B] vE Bh = == R LA 1R
B ERBh oT PR AT o
3.2 Test system Facilities s Ea- i A =~ IR 2576
3.2.1 The test facility should have a sufficient number of rooms or areas to

assure the isolation of test systems and the isolation of individual

-10-



projects, involving substances or organisms known to be or suspected
of being biohazardous.

A BRARARE T R A vy b IR ER [ 35 - DLBE RV LS FRetBhas AR ~
B 55T ~ AERA= & ~ =k L ane B8 B A ) e F I = A g s A
B -

3.2.2 suitable rooms or areas should be available for the diagnosis, treatment
and control of diseases, in order to ensure that there is no unacceptable
degree of deterioration of test systems.

I P ] B [ e e EL R R] B RS T ~ B BE S R A =
DABE R B Rs A T~ a3 2 1w BRF = A2 -

3.2.3 There should be storage rooms or areas as needed for supplies and
equi pment. Storage rooms or aress should be separated from rooms or
areas housing the test systems and should provide adequate protection
against infestation, contamination, and/or deterioration.

JETR R4 vk 75 o B =k [ e B GEBan ) o R R AR e i o TR B
B [5 38 JRE S ] Fr e B e AR = 5 R el = 8 & PR - A6 32 BLaE ) 7 7E LA
SRR ~ TT B o

3.3 Facilitiesfor Handling Test and Reference Items

SRR T B4 S 2 2E 4 ]~ SR

3.3.1 To prevent contamination or mix-ups, there should be separate rooms or
areas for receipt and storage of the test and reference items, and mixing
of the test itemswith avehicle.

Ry 7T Fe s IR 0 ER IR R AT b Bl ek E SR AR AR E - 25
Ml ~ SRS E Fr IR T R B IR S = e S B 7 A o

3.3.2 Storage rooms or aress for the test items should be separate from rooms
or areas containing the test systems. They should be adequate to
preserve identity, concentration, purity, and stability, and ensure safe
storage for hazardous substances.

BB B eE T b T Bk B 3R e S e B e AR = Rl s &= R & P -
HE I E PRk ~ RE ~ AUE AR M 0 SRR LR G PR R

SARTT -
3.4 Archive Facilities 1% 2 2% 7,
Archive facilities should be provided for the secure storage and retrieval of
study plans, raw data, final reports, sasmples of test items and specimens.
Archive design and archive conditions should protect contents from untimely

-11-



deterioration.
A% St fETE BhakBast T EH ~ R4 E ok ~ ALK - B H = AR
SEARAS = Z2 T X o A% S 58w HEAE SOR VU PR & H 9 B et Bl A8X3E -

3.5 Waste Disposal z% Z= 4y =2

Handling and disposal of wastes should be carried out in such away as not to
jeopardise the integrity of studies. This includes provision for appropriate
collection, storage and disposal facilities, and decontamination and
transportation procedures.
5% B = BRI S5 B2 77 U V] fa R e B ey s R o th B AE SR B
IR SR ~ FETF S IR - AR R IT A BOEIAAR T4 -

4. Apparatus, Material, and Reagents 128 25 3% f#5 ~ Ak Sd =X 0]

4.1 Apparatus, including validated computerised systems, used for the generation,
storage and retrieval of data, and for controlling environmental factors
relevant to the study should be suitably located and of appropriate design and
adequate capecity.

RAF S ELAE AR BT ENE A AL ~ E A ST UG HHH ~ EHERERAH R
BRBEAGAEH - JREBGE L B A0 R B By R E S R A ey R R A

4.2 Apparatus used in a study should be periodically ingpected, cleaned,
maintained, and calibrated according to Standard Operating Procedures.
Records of these activities should be maintained. Calibration should, where
appropriate, be traceable to national or international standards of
measurement.

AER ] e 25 S RAR IR AL )7 E At ~ 7 ~ R EARIE - 35
e AEZE > SUSHEE T O AT o 3B B WUAR IE JE W] 28 W B B K Bk B PR R AR 2 o

4.3 Apparatus and materials used in a study should not interfere adversely with
the test systems.

AR R s SR TS P R R TR RS AR -

4.4 Chemicals, reagents, and solutions should be labelled to indicate identity
(with concentration if appropriate), expiry date and specific storage
instructions. Information concerning source, preparation date and stability
should be available. The expiry date may be extended on the basis of
documented evaluation or analysis.
fLEEY A ~ 2R ~ SR RE T AR TE T B e A ERF IR E) ~ R/
ZEHARR ~ SEAF E TR A o I ELARTR RE O ARUE ~ S B A SRS 1 S
EORF o R R R FTARER Al sl s TR A SO PR T LARE R -

-12 -



5. Tedt systems JH| =X B% &
5.1 Physical/Chemical 47 32/ (b, £ 2 0| X 8 75

5.1.1 Apparatus used for the generation of physical/chemical data should be
suitably located and of appropriate design and adequate capacity.

JH P A BRI S R B = (R AR E  JER B AL E ~ dE
HHyEET - LR A E & -

5.1.2 Theintegrity of the physical/chemical test systems should be ensured.

Py B/ b B A BB AR = SR AR I T s o
5.2 Biological A= 47714 5888 &

5.2.1 Proper conditions should be established and maintained for the storage,
housing, handling and care of biological test systems, in order to ensure
the quality of the data.

JEFESL A AEFF A A R VT ~ & ~ BRI - SRR B
fofF > DAPECREOE & Fh ey i -

5.2.2 Newly received animal and plant test systems should be isolated until
their health status has been evaluated. If any unusual mortality or
morbidity occurs, this lot should not be used in studies and, when
appropriate, should be humanely destroyed. At the experimental
starting date of a study, test systems should be free of any disease or
condition that might interfere with the purpose or conduct of the study.
Test systems that become diseased or injured during the course of a
study should be isolated and treated, if necessary to maintain the
integrity of the study. Any diagnosis and treatment of any disease
before or during a study should be recorded.

FTUL E oy B ~ A AT AR TE WP 1l o 2 L BOIR RE ARG T PR Bk -

R AR A~ I8 H S8 1ok MR B AR AR th A A B o R AR 0 SO EE
B JIE LA AGE 7 UK B o PR AR LA Bl AR - JHIEK S A &3 7078 55 =k
T HE TR AR B A R R AT 2 SE R o I R
B o 1570 2 S T PR BRI o SR (TP 2 oM U
B JERT A ©

5.2.3 Records of source, date of arrival, and arrival condition of test systems
should be maintained.

MR EYHE AR Z IR ~ U EE ~ BRI PBIRILSF S )E T A5

5.2.4 Biological test systems should be acclimatised to the test environment
for an adequate period before the first administration/application of the

-13-



test or reference item.
BN A= HE AR 7 5 — IR AR T s Bdl | =2 2255 40 | R e Se sl B ER
B 5 Bl e —POEL E B o

525 All information needed to properly identify the test systems should
appear on their housing or containers. | ndividual test systems that are to
be removed from their housing or containers during the conduct of the
study should bear appropriate identification, wherever possible.

R SR R T TR ORI R S A E

BEREAT R SR AR B RS B B & el B A B - T Em R AR
H B RT BL - JRE AR 18 B sk g o

5.2.6 During use, housing or containers for test systems should be cleaned and
sanitised at appropriate intervals. Any material that comes into contact
with the test systerm should be free of contaminants at levels that would
interfere with the study. Bedding for animals should be changed as
required by sound husbandry practice. Use of pest control agents should
be documented.
1 H e EE AR A - H o & s B e 2 v AT A o (E (AT SEIAER
W AR e 8 > Y E e R U7 B B T IR BN AZE o BhRUE &
A BA By BB AR J 7 = B SR B2 4% © A3 JF AN ER IR ber A& SCAFRE K ©

527 Test systems used in field studies should be located so as to avoid
interfference in the study from spray drift and from past usage of
pesticides.
JH 7% B R w0 = R B e AR R R R R de 3B g, S B a8 2 A9 ] R ZE A
T -

6. Tes and Reference ltems 22 Eardy 20 B 22 =40 21
6.1 Receipt, Handling, Sampling and Sorage Bt Z2 ~ B IE ~ HUBL UL R 7E

6.1.1 Records including test item and reference itemn characterisation, date of
receipt, expiry date, quantities received and used in studies should be
maintai ned.
AR S 2 E ) = RUER R R LAE A ~ BT B~ AN
FR ~ Bfg= ~ SEEEaf & -

6.1.2 Handling, sampling, and storage procedures should be identified in
order that the homogeneity and stability are assured to the degree

possible and contamination or mixup are precluded.
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JEEE ~ HYER ~ BAGE TR 2P R e - LABE RIS B M SaAE e M R E -
b 3B T A TT Fe SR ©

6.1.3 Storage container(s) should carry identification information, expiry date,
and specific storage instructions.

T B2 & Srad & okF ~ 2GR ~ 34 | 5 s A -
6.2 Char acterisation 434

6.2.1 Each test and reference item should be appropriately identified (e.g.,
code, Chemical Abstracts Service Registry Number, name, biological
parameters).

T \ERAy E S 20l e T sk (o dm ey ~ CAS 529k ~ &
T ~ £ 2H) -

6.2.2 For each study, the identity, including batch number, purity,
composition, concentrations, or other characteristics to appropriately
define each batch of the test or reference items should be known.

TR e B Z A HORER By B 2 22554 e sk BLAE ¢ LR - ARE -
JRG ~ PR E ~ BT = S E A e

6.2.3 In cases where the test item is supplied by the sponsor, there should be a
mechanism, devel oped in co-operation between the sponsor and the test
facility, to verify theidentity of the test item subject to the study.

P AR E B Rt A PR - Rt SR R A = R R ST
A TR LUBGR R s By E o8 B v & 1 =+ -

6.2.4 The stability of test and reference items under storage and test conditions
should be known for all studies.

PR sl o e By B St 2225 40 BT A A1E el T = o 3 S e e fF
TS AR S I JE R R ©

6.2.5 If the test item is administered or applied in a vehicle, the homogeneity,
concentration and stability of the test item in that vehicle should be
determined. For test items used in field studies (e.g., tank mixes), these
may be determined through separate laboratory experiments.

T SR By B S R IO AR 2 i B - sy B AE IR JE R 0y 3
PE ~ JRE S SEAE E It B FECORI R o I AE R R AR 0y s R4 E (AR
EAY) - _EAUIRIUAE SR T [F] FE BT R A -

6.2.6 A sample for analytical purposes from each batch of test iterm should be

retained for all studies except short-term studies.
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FIT A sEn Mg sk B = s} - ety & 1F 2 50 i vyt &1
e
7. Standard Operating Procedur es 42 Y& 35 {E 42 /5

7.1 A test facility should have written Standard Operating Procedures approved
by test facility management that are intended to ensure the quality and
integrity of the data generated by that test facility. Revisions to Standard
Operating Procedures should be approved by test facility management.

Ao B E R A8 BT AR AR BRAFAR )T & - LIRS £ BB
Z BIEE R i S e e o ARIEIR FAR T ZASF TN T A AR RS AE &
T AGKHE] °

7.2 Each separate test facility unit or area should have immediately available
current Standard Operating Procedures relevant to the activities being
performed therein. Published text books, analytical methods, articles and
manuals may be used as supplements to these Standard Operating
Procedures.

FHAE 59~ Bl 0 5 s 55t BE (7 BX [ 35k & BT S B EX A5 S A A TeR B 7 B 7R Rl
B SBCHTIRAR BB AFAR J7 3 o 8k FORE R g ik ~ iy ~ S
T 17F 2R 2B 1R 7 = 1 -

7.3 Deviations from Standard Operating Procedures related to the study should
be documented and should be acknowledged by the Study Director and the
Principal Investigator(s), as applicable.

T P S B Rl AR YB35 (R AR )T A& 35 1 a0 R I A8 2% B O B (el = 4
AFTERF
7.4 Standard Operating Procedures should be available for, but not be limited to,

the following categories of test fecility activities. The details given under
each heading are to be considered as illustrative exampl es.

= /DTS oL [ A B TR B BAR SR AAFAL T o (F— AR T = Al
FyERA)
7.4.1 Test and Reference Items =X a4y 2 Bl 22 =4y 2
Receipt, identification, |abelling, handling, sampling and storage.
B 77 ~ skl ~ ARAR ~ BREE ~ HXAERSEGE TS -
7.4.2 Apparatus, Materials and Reagents 2 f#f ~ A4} 2 7
()Apparatus =%
Use, maintenance, cleaning and calibration.
T ~ AETE ~ I BSEARIE -
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(b)Computerised Systems . Ji (b, 7 474
Validation, operation, maintenance, security, change control and
back-up.
BRTE ~ PRAF ~ AETE ~ PREC ~ B E IR I -

(©)Materials, Reagents and Solutions #4k ~ &4 75| 8 55578
Preparation and labelling. & f# HaAZ < -

7.4.3 Record Keeping, Reporting, Sorage, and Retrieval

ATSEZ PR ~ ST HX

Coding of studies, data collection, preparation of reports, indexing

systems, handling of data, including the use of computerised systems.

AR Z A ~ ER IR ~ e B - R R - B R

H -~ BIEEMICARSF AL -

7.4.4 Test system wher e appr opriate 8 & B4 83884 7

(@Room preparation and environmental room conditions for the test
system.
#y BLeHE AR 1 b7 ] SEER BT -

(b)Procedures for receipt, transfer, proper placement, characterisation,
identification and care of the test system.
HEAHE AR = Bk ~ 3k ~ I PCE ~ FrE - s - SEEEE ay2b
B

(OTest system preparation, observations and examinations, before,
during and at the conclusion of the study.
FERAT ~ BRI RSBk A s i - B RE R = B ~ A -

(d)Handling of test system individuals found moribund or dead during
the study.

AR 22 BRI B e R PRSE R IBT- 2 B -
(e)Cadllection, identification and handling of specimens including
necropsy and histopathology.
AR RE) = & B ~ 88 2 SR TR - W FERR PE S A A BEAR -
(FH)Siting and placement of test systems in test plots.
R RE A e B B = 3% B BEAR K o
7.4.5 Quality Assurance Procedures 7 2l {2542 JF
Operation of Quality Assurance personnel in planning, scheduling,
performing, documenting and reporting inspections.
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ma PR AE Z FEAZET - FEAZEE ~ FEARPAT ~ FEAZ SO LIRS -
SEFEAZ R AE S IEAF -
8. Performance of the Study X B&8A 28 = AT
8.1 Sudy Plan st g+t
8.1.1 For each study, a written plan should exist prior to the initiation of the
study. The study plan should be approved by dated signature of the

Study Director and verified for GLP compliance by Quality Assurance

personnel as specified in Section 2.2.1.b.,, above. The study plan

should also be approved by the test feacility management and the
sponsor, if required by national regulation or legislation in the country
where the study is being performed.

F— AT AR B 4 = AT e sl Bast # - B st H JEAEHT 5T

EEEET B AAE - d3E i R A B IR AT = 2.2.1(b) & 8 B AR

GLP ° ZFHFFATHERITE B H B K E R EHE = R - s xast &I

JEAE Al B | AR5 3] -

812

(@A mendments to the study plan should be justified and approved by
dated signature of the Study Director and maintained with the study
plan.

RERET 2 AS ST EASST 78 B AEF| BT S5 23 B e8] - A B
BRI -

(b)Deviations from the study plan should be described, explained,
acknowledged and dated in a timely fashion by the Study Director
and/or Principa Investigator(s) and maintained with the study raw
data.

T B e Bl m T 2 )R8 B A OC 5 (RS s ek Bt 3 R A K Bt ~ g
RE ~ cEER L E B H - A0 FrekBR ) vh R R T o
8.1.3 For short-term studies, a general study plan accompanied by a study
specific supplement may be used.
78 B w1 F i ey s R s T M a5l o sd e -
8.2 Content of the Sudy Plan 38 ga51 & P9 25
The study plan should contain, but not be limited to the following
information :
BB R DS TR R
8.2.1 Identification of the Sudy, the Test Item and Reference Item
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B ~ B L 2S5 W = wik A
(a)A decriptivetitle ; —{FEFEIAZRE ;
(b)A statement which reveals the nature and purpose of the study ;
— 1R 2B AR AR B B vy = BREH
(o)ldentification of the test item by code or name (IUPAC; CA S number,
biological parameters, etc.) ;
LR ks & (IUPAC ~ CAS SRR ~ A4 2805F) 77 s G
(d)Thereferenceitem to beused. #i4% JF = 225472 -
8.2.2 Infor mation Concer ning the sponsor and the test facility
H R =t A S A AR = ok}
(a@)Name and address of the sponsor ; FE&t35 2 fFSL (£t
(b)Name and address of any test facilities and test sitesinvolved ;
A B AR S 25 S S B 35 PIT = A% ARSI E L
(©)Name and address of the Study Director ; & %8 3 £ =~ & AR S (EHE
(d)Name and address of the Principal |nvestigator(s), and the phase(s) of

the study delegated by the Study Director and under the responsibility
of the Principal Investigator(s).
AR A G MBS E AL - S B IE T E TR R B 0T '
1£ -
8.2.3 Dates H #A

(&@The date of approval of the study plan by signature of the Study
Director. The date of approval of the study plan by signature of the
test facility management and sponsor if required by nationa
regulation or legislation in the country where the study is being
performed.

BT 58 EAEFH FAZ A BRI H o 35 ES BRI AT HL = B Rk
L ERFE R0 SR - i B B I A ST A E AR ] e
FTEZ B -

(b) The proposed experimental starting and compl etion dates.
FATE BB 4G L 52 5% H #A -

8.2.4 Test Methods 1|z 77 32

Reference to the OECD Test Guideline or other test guideline or method

to be used.

2: A8 OECD #5455 =k H EAH BH BRI #5177 7k -
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8.2.5 Issues wher e applicable -&-38 0854 T
(@Thejustification for selection of the test system ;
I B EIF AERE AR S
(b)Characterisation of the test system, such as the species, strain,
substrain, source of supply, number, body weight range, sex, age and
other pertinent information ;
SUHLH B AE AR = Ak - oy AE - AR - BEEGR AR~ BRESRIUR ~ B
=~ BEE L E ~ MR~ b R EARRE R
(c©)The method of administration and the reason for its choice ;
P27 RS AR i s
(d)The dose levels and/or concentration(s), frequency, and duration of
administration/application ;
T2/ JF 2 = | S S/ R ~ SR~ S er R
(e)Detailed information on the experimental design, including a
description of the chronological procedure of the study, all methods,
materials and conditions, type and frequency of anaysis,
measurements, observations and examinations to be performed, and
statistical methods to be used (if any).
TR T = s smE kL - BAERERF BRI T oyt ~ BT 7 i ~
AR SEAGAF ~ AT AR FHSASR . ~ PAT T Bfr = B IR B A SRR ~
L BAEAR S ]l = A et 7 7k
8.2.6 Records 2t.4%
A list of recordsto beretained. Fi{% 4 40.4%=> /& & -
8.3 Conduct of the Sudy =X Egr=~ FhAT
83.1 A unique identification should be given to each study. All items
concerning this study should carry this identification. Specimens from
the study should be identified to confirm their origin. Such
identification should enable traceability, as appropriate for the specimen
and study.
FF— B &R 38— =k g o PR SEEERcR BR =40 F B R S hak
Sl o B ER R T SR AR AN (i i) JAE FE it mik g LARE SR H SRR » 4 (5 38 ] -
8.3.2 The study should be conducted in accordance with the study plan.
AR R R AR T HIEAT -
8.3.3 All data generated during the conduct of the study should be recorded
directly, promptly, accurately, and legibly by the individual entering the
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data. These entries should be signed or initialled and dated.
FIT R 285X\ Bi e ) = B E R B33 ~ A BF ~ IR B ~ IR T HE A s 81T
WA anek - b EF HH -

8.3.4 Any change in the raw data should be made so as not to obscure the
previous entry, should indicate the reason for change and should be
dated and signed or initialled by the individual making the change.
R4 E R B EL » Rl 2540 R e = Aé% - B B A TEA B
PR o S - B #A o

8.3.5 Data generated as a direct computer input should be identified at the
time of data input by the individual (s) responsible for direct data entries.
Computerised system design should always provide for the retention of
full audit trails to show all changes to the data without obscuring the
original data. It should be possible to associate all changes to data with
the persons having made those changes, for example, by use of timed
and dated (el ectronic) signatures. Reason for changes should be given.
LB DAgar NG 7 U ) SRR R - B N BRI = A B A BB R N\ R
JESL BPAZ ¥t » EE b AR = a5t & ] £RaF i LLRR S F AT/ B 52
B oK Rk SR s SRR = SE G AZ T o & W] SR B S AT B
FAHIE A > w(ET)HE RS E ] - JEFEA EF = H i -

9. Reporting of Study Results 585 45 S~ =~ S 45
9.1 General i A

9.1.1 A final report should be prepared for each study. In the case of short
term studies, a standardised final report accompanied by a study specific
extension may be prepared.

FF—E A g — AL 4E i - AR ER TR LA - BT =3
A m A g WA 5T o

9.1.2 Reports of Principal Investigators or scientists involved in the study
should be signed and dated by them.

2 ST B =~ B T A ST IE B By RS RS E I B A -

9.1.3 The fina report should be signed and dated by the Study Director to
indicate acceptance of responsibility for the validity of the data. The
extent of compliance with these Principles of Good L aboratory Practice
should be indicated.

AL 4B R R T O BT E B LU H RS & mEBIE = R RE -
At Fig B <F GLP JE A eyA2 Z 46 [F -
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9.1.4 Corrections and additions to a final report should be in the form of
amendments. Amendments should clearly specify the reason for the
corrections or additions and should be signed and dated by the Study
Director.

A 4E et = BT SN JRE LIS BT 7 s A= o (S FTIR I B IE 2 5
SEASIE SR A ey B o - S AT OE A E AT B HA -

9.1.5 Reformatting of the final report to comply with the submission

requirements of a national registration or regulatory authority does not

constitute a correction, addition or amendment to the final report.
Ry IR IR B RT B A BEARE B B = P 2 BE SR WY B WAL A o T &
FIE ~ I AEET -
9.2 Content of the Final Report 44 453 4=~ P45
The final report should include, but not be limited to, the following
information :
LB RS = DR S LUT ' oA
9.2.1 Identification of the Sudy, the Test | tem and Reference Item
SR ~ SR RS A B 2 A
(A decriptivetitle ; — {4t ACEAZRE ;
(b)l dentification of the test item by code or name (IUPAC, CAS number,
biological parameters, etc.) ;
VLA o =X 2 Al | B\ Ead B (n TUPAC ~ CAS 51t 9t ~ A4 2+
) s
(O)ldentification of the reference item by name:; U/ & f&#k 5] 22 =44 ;
(d)Characterisation of the test item including purity, stability and
homogeneity.
RERA E Ak WAEALE - TR MRS R I -
9.2.2 Infor mation Concer ning the sponsor and the test facility
H R =t A S A AR = ok}
(a@)Name and address of the sponsor ; ZFt# & figfdH bt
(b)Name and address of any test facilities and test sitesinvolved ;
Ao BiAR AR S 25 S S B35 PIT = % ARSI b
(c)Name and address of the Study Director ; & %8 =+ = 4 & BdBhE ;
(d)Name and address of the Principal Investigator(s) and the phase(s) of
the study delegated, if applicable ;
R T A 2k A B R H R FE IR = B
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(e)Nlame and address of scientists having contributed reports to the final
report.
WAL 4 R R B BRI RS Sk A B -
9.2.3 Dates F| #H
Experimental starting and completion dates. ‘& BB 44 8152 5%, H £ -
9.2.4 Satement #£HH
A Qudity Assurance Programme statement listing the types of
inspections made and their dates, including the phase(s) inspected, and
the dates any inspection results were reported to management and to the
Study Director and Principa Investigator(s), if applicable. This

statement would also serve to confirm that the final report reflects the
raw data.

v PR e R EA 2| M AGAZAE SR SAAEAZ B 3 - BAEFEAZ BB ~ DL
TETFEAZ R el B A ~ I8 1 ~ KRB EFF AU H
A o BLAF AT R o R AL A S TR T R R e IR = ] o
9.2.5 Description of Materials and Test Methods 2 5gk4 kL Bl 75 73 = f# At
(@Description of methods and materials used ;
1o 77 R SEA R = gl
(b)Reference to OECD Test Guideline or other test guideline or method.
2: B8 OECD #ix |35 5| 2 H e sBa At s 77 72 -
9.2.6 Results 455
(A summary of results ; 455> FHIE
(b)All information and datarequired by the study plan ;
AR ET FH SR = 2B R
(©A presentation of the results, including calculations and
determinations of statistical significance ;
FERZ RO - WIEEH AT REE = IR E

(d)An evaluation and discussion of the results and, where appropriate,
conclusions.

fo S AP AR - S R - AR -

9.2.7 Sorage # 1+
The location(s) where the study plan, samples of test and reference items,
specimens, raw data and the final report areto be stored.
(RAF BT B ~ R B IS AT ~ ARG ~ A
B G R} B AL = B BE -

-23-



10. Storageand Retention of Recordsand Materials &0, % S A4 4 =~ 75
10.1 The following should be retained in the archives for the period specified by

10.2

the appropriate authorities :
T2 TE B e ARE AR BT B AL P e = HA R m LA BRAE G AT ¢
(@ The study plan, raw data, sasmples of test and reference items, specimens,
and the final report of each study ;
FHEERER = BTt EE R R - s E S 2 E A = AR
A~ AEWAREAS - KA A S
(b)Records of al ingpections performed by the Quality Assurance
Programme, as well as master schedules ;
FIT R s PR AR A PTA T 2 AG AZ 4T 85 H = B 3% 5
(co)Records of qualifications, training, experience and job descriptions of
personnel ;
AR Z B ~ BIRR ~ AR ~ SRS S BURTER
(d)Records and reports of the maintenance and calibration of apparatus ;
RS = AR (S SEAR I #5065 ©
(e)VVdidation documentation for computerised systems ;
G AR A= B e RS
() The historical file of all Standard Operating Procedures ;
FIT AR SR VAL 7 = B A 5
(g)Environmental monitoring records. I3 B 55 5004% -
In the absence of a required retention period, the final disposition of any
study materials should be documented. When samples of test and
reference items and specimens are disposed of before the expiry of the
required retention period for any reason, this should be justified and
documented. Samples of test and reference items and specimens should be
retained only aslong as the quality of the preparation permits evaluation.
JE T 3 SR PR T Z A (T sl B R 0 S5 A% 2R B 6 =5 T wid B © ) ey B S
S35 W 2 AR i AR A (i ) FE 1775 1A FR AT [ dk 2= 223 8 T A B At
0w A o s B S 225 4 > AR i SR A = PR3 A PR R
= R BREP A = R T A o
Materia retained in the archives should be indexed so as to facilitate orderly
storage and retrieval.
PRIF AR 2 A% & H o &w LLATFER )T -
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10.3 Only personnel authorised by management should have access to the

archives. Movement of material in and out of the archives should be

properly recorded.
R AT AFRAEZA B ] DU HEAY 5 - A SE W4 i 2 A% 188 Y JEE
HEUEE -

104 If atest facility or an archive contracting facility goes out of business and
has no legal successor, the archive should be transferred to the archives of
the sponsor(s) of the study(s).

Yn SR AR EEARATE B SE AR AR 45 RS S B I3 S A R I - PITR AR R
JEERFL BB et -
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