S o U Y
GLP feezls anweensls

Y Aa JAa a
NYYINI NIANT

J o Aa == 1 a
ﬂuﬂ uﬁﬂﬁﬂﬂiﬁmmm‘ﬂﬂTHTE‘IEJG])”JIHWLLTNGD’W]




1 v A Jd
Gll!ﬂ)")\‘lllﬁﬂﬁaﬂﬂ 1970 U1 ®IANIIDINITUASYTIUDN

UsenAansy (FDA) “lm‘ummmmiﬂgm‘n”lu”lﬂmmmuﬂ

nadeusesnnudufivvesats sudiimsasiadeunaise
Ao fiicnsvates us
11NNITATIVA0U lagazidean1dszing 59un1 40

9

wmﬂgmmﬁmmmsﬁﬂmmuwy’mm WUINPISAUTUNS
=y

Anenlidufiuine s




7]

X o i s a
51398199891V UNNTB Y

v av A = 9Jd' ~ 9 = Y A
: ‘L!ﬂ’)ﬂf]ﬂﬂ’)ﬂﬂhﬂﬁﬁﬂ]sﬂllﬂgI%J‘I/]LﬂEJ’JﬂJ’ENll?J?Jﬂ’JHJ'qijL‘WfN‘WfJ
A o 1
: ﬂﬁ’JNLLNHﬂﬁ’J%fJIhJ@

1 o Aas A o d' 9J
: Ulll‘i/ﬂ@”lﬂJLLNHLlﬂ%’J‘ﬁﬂ?ﬁ’JﬂfJCI/]’N\‘lll’)

- Lifimanudeyadung Aaaunduludwmasiiunlilédan

111NN v lulimsasivaey e imiingumse

5. 13181423 M3 e NS AW




' -

Y ] 4 I_.
IV IIVDIVBUNNIDINNY (919)

12 o J d'f:!
lulimsauadainaaoang

(oY} 1 A d' d' A
NINLINT LUNIND (AU ADIUN 1ATDIND)

d' A 1 Yo 1 o
1nT9le 1 lasumsqua souiiig

= 1 1 (Y 9) a (=
Menueu i ailia higssnudeyaay luliimiasreanu
9

ANAD

9 1 A = v
10. YUV IANY hlﬂJﬂﬁc]J LH@QﬂTﬂhliJiJﬁgiJU‘ﬂﬂLﬂﬂ

U




Y, Y Y o v Y = Yy
fﬂﬂsl‘ﬂNﬂl’e’]‘]Nﬂ‘]JGl‘Hﬂ’i@‘UﬂQiJﬂﬁﬁﬂHWQWHQ'GIIﬂWWLLﬂgﬂ’JﬁJ

v A n 9 o e .
Uaoaneh lulanaaoulunuye (non-clinical safety studies)

5519 GLP 111 1976 nagilungiiesnnlaluil 1979

a o

=R 9 I YRY, 9 1y, 1 =)
pauazungieaulylulsemeaaniga uausEmnaoIns
waanzidoun lviluaniga deslideyan lamnsanun

1
a oA =

Y
anulasansveseniuluiesdfiamsnldseuy GLP

GLP ina1eszun uaienlduniga Avvos OECD
(Organization for Economic Co-operation and Development)




S-SR
manalany

GLP ﬂﬂﬂ?ﬂuﬂﬂJHLWfJG})”Jﬂiﬁlﬂﬂﬂﬁﬂi ﬂuﬂﬂ!ﬂWWLLﬁ ﬂ’JﬁJﬂﬂ@]’t’)\‘i
%@Q%@Ma%hlﬂﬁ]”lﬂﬂﬁﬁﬂkl”luu

o

Y Y =2 S, A ~
L‘]J‘L!‘Viﬁﬂﬂlf]ﬂﬂﬁﬁ]ﬂﬂﬁﬂﬂ!ﬂ?‘]/\l G])”JEJcl‘ViEj WﬂWﬁﬁﬂEWhlﬂellﬂﬂal,aﬁﬁ@NﬂVl

- m!ﬂfaaa (reliable)

LRGN (repeatable)
752980V 19 (auditable)

Y

I~ ~ v Ya o A v 19 = < o A
- Lﬂ”ﬂﬂ@ﬂﬁﬂﬂTﬂﬁd?ﬂﬂ@uﬂﬁiaﬂ ll?Jﬁ@QiJﬂWiLGD'ﬂC]ﬂ@ﬂ

' A B, = > A Y Y| ~
GLP fﬂgﬂf?ﬂ@jlﬁﬂﬂiﬂﬁﬂﬁﬁ?qm@QﬂWSﬁﬂHTL!HG] LWE)GlTi!,LuGlmW@agaﬂ
laaass

I~ v Aa [y, o Y = o
GLP L‘].I‘L!‘Viﬁﬂﬂﬂ‘ﬂ?ﬂﬂ?iﬂﬂﬂTi'ig‘]J‘]Jﬂil!ﬂ?Wﬁ”lw'iUﬂﬁlﬁﬁﬂBTmﬂ




I TR JJ

?l
7 ‘I

A1 L1
. AUANTANIVANLAZNITAIN
. MINAFBUNANTENURUFUNAZOY
. Minageumsarayludiizia

1 Jd
. Nﬂ@]@fﬁlﬂ?W‘U@QﬁJHEﬂ




1.

. imsaamulsznugunninming ey

9
o "\ % 19
mm;mwumﬁﬁﬂmmmmm (study plan) ALAALIUDL
SANNIANTND 9N lvnaea agu i

. 133 m3UfiianFanu Hin153 Standard Operating Procedures

=KX 9

U

) A Ad A o A A
: llﬂﬁ!,ﬂ‘]ﬁllf]ialjﬁﬂﬂﬂﬂ mmums‘uuwﬂmammuemmullﬂmmmumn

- Iimssusienumsanuduiunuivingdy uilanagndos

: llﬂ'liﬂﬂlﬂ‘ﬂ!f]ﬂﬁﬁﬁ g (Gll’é]ﬂJﬁﬂ‘U specimens !,!,Nuﬂﬁﬁﬂ‘]sl']

AU SOPs ﬂﬁwﬂﬁﬁjlﬂﬂﬂﬂlﬂﬁiuﬂﬁﬁﬂ‘m 31U !f]J‘L!@]‘L!)




—:l&'i —j o W '
panssnevaniuves GLP miunugiueias ae

0

<y 9 1 (Y] J H
. NTNYINT (resources) MALA YAAINT NTIANITOIANT ADIUN
REGNR

9 v o 9 1 =] o =\ Aax Ay <K
. U9U9AY (rules) AU UANUMTANEIAUHUIIU ATNTIVSAANN

a oA

151131
Y] . . Y 1 o 1 ~Aq Y
. ANy (characterization) Ulﬂ!,Lﬂ ANDYNNATDY TTUUN FNAdDU
z Y 1 v <K w 4 9 a
. I2UUONAT (documentation) Ulm!,ﬂ NITUUNNIANY UYDYaAL

. o a vAa 9y A Y
specimens UNUMIANEIA UL SOPs sz iadineadoslu
AMIANE T1891U

. ImsdsziununIn (quality assurance) 1WA d0U 1A MU




UV LUAIUDINNI

d )

9 =
PR EAZIRIZ R ES R

HANH N EN
AIMIAFATNY
il udas
1509819719

9
| Y o o
fﬂﬁﬂEQLL@QWGIH@TWT?ﬂHLLﬁ%ﬁ@]’J

arsail lugamnni sy




USA-FDA GLP Regulations
USA-EPA GLP regulations
OECD GLP Principles (revised in 1997)

European Union GLP Directives

Japanese GLP 49N 6 R
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STUDIES

Master schedule
Study director
Archivist
QA Unit

Current training

Test article & system

Chain of custody

nspection monitoring

Management

Training

Reference materials

Equipment & maintenance

Reports
Sampling
Sample reception
Audits
Corrective actions
Method validation
QC procedures

SERVICES

Complaints
Uncertainty of
measurement
Proficiency testing
Preventive actions

Service to the clients
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The most useful master schedule is the one that people really use it!!!




Documentation for Buildings
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Qualification

ICpOI Logbook
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Record all actions and have them signed and dated by the responsible person




INSTRUMENT NO

DATE OF LAST SERVICE

NEXT SERVICE DUE

NAME RESPONSIBLE METROLOGIST

Signature / date




BUILDING NO/DEPARTMENT/ROOM

EQUIPMENT
LD.

DESCRIPTION OF FAULT Signature

IMMEDIATE ACTION TAKEN Signature

ACTION BY METROLOGY Signature

INSTRUMENT OK FOR USE Signature




Documentation for Equipment

Qualification

report Logbook
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DEPT./GROUP : Holding number :
PROJECT
STUDY N°

QUANTITY DESCRIPTION COMMENTS

Signature submitter Signature archivist
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