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~ T aksovbana 6} ;mpn Adbuddion \»Em fiElased T docure.  Plercing maching 4 wed fo measut
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/m.ooo, eroq&o& ?Q&é_ % o@&%gj» (0ECD), O0ECD w«o&:& QLP wisﬁ.wg
. thal oxe internalioval «tavndasds, in (921,
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o_\cp_hd m : eation
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perfoxmed, wovitoved, secoxdad \ achie ed and ef pooY ,&OQ&BJ padicy all ovex te Unikd
veporfed . C Alelw.

- GLP ﬁ%ﬁ@ Io now-duviea) <tudier conductsd ?«V,L EDA deidad 1o do am Ms-%.m? ,S<m?.&>mq5 on
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non-phavmatudical ageds also Auch a) ecolawx 0 kot of poor lab pradiew,

additiver, tood additives, feod coctamindlion > Examply o) aow e Hawe poor lob pradices
lwili, food packagqing and mudieal davia, ound were !
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Qﬁpé.m&,woi kov Economic to-opevakion and



8of 11

oRedives of GLP > A suffided number o personnal ghauld bt
= GLP waky Auve that th dola <ubmitlld anta availobl for mmizs&ﬁ o gtudies tn accordancy

trut vetidion ¢t vesuldy thal o oktainad with w«obaoo_n.
duving atudy, = Ty personnal ahould take necassasy precautions

o aveld econtaminalion ef Huts.
- Thu pessonnd Lhould bt providad  with appropsialy
- Preved huwan exvorg in o wmiogzosg ow,_..eg.&., npb.:&é thl - wil ?2@& 8%35»&3. o
= T persomndd 2hould tndaigo madical examination
to duck lwalth <latuy and enswe fhy do vl
~ have any taledion wshich wight cawe condang ndloy
- Tt bq%?&q manager <houwld have sufficiet

I QB ' 3 v ..~
,Oﬁgahmmos and Personna) g f%fnpfg‘ expeviendd, .:Eésw and Dc?oﬂu to
enswe thal ta teat ?&ﬁ_ W »o:opc.:.,w Hag
Thve Ahauld ke an Q@oamﬁ&goe chont , and

GLP ?.3&1.;.
eyonsibiliies and dudien ot vadaw ey <hauld
be well-dsbined and docuwnted . Faclities|
- Bvery tndividual in go,re«o,*od shodd have > The tut ?Eﬁd.\@sﬁm have a dind acass “o
Yo duived  educalionad qualitication , {raining and  pevsonadl working ana, 4o feal thy do no

wa@lmsﬁ 1o ﬂm«*o«g Hu Dmﬁms.ﬂ Touks. nud 1o entex tu .moc,r.nd +¢9bc¢\5 e
manufaduring ana.

- GLP oo maker Aure that tat dola Wi tvacakdy,
~ Pomde infemdional acceptana ¢ duls,

- Prevevilion of equipment exvorg in macsurevnenits .
> Prevedion of unsafe and lazavdous ads ushich
could altedt  {ndividuala,
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- Proper Lightling tempevatun,, rtﬁg%wu and i qm».::& Paclibiy o?«pﬁ.@
vodilalion &hould be malntained Audh thal . . . :
duds and reardc Tox .,o&,&m_ ommé,rqs Yequires written, accuraly
ooy n.s. 5 ! p«.?@ ..«Eﬁomqg oo s @m@&w T curent, approved ,ovpilakle and veviewed Sof; thal
- ﬁ \m+m.:__J AE«HHM ccg .SMH.% .Hé, y 801,»0 woc.brc )t XOC,QS\., 1)8@,&‘..:9 4m@¢...<mn» *o« a
eopdining. Aplild, B Yoinie. 6Le study.

- Aujtident apan <hauwld bt ovailable 1o prevent
Adandard Opevating Procedurey (SOR)

wix-ups  and oross contawinalion,
X0f ot a At o written prowdures that ?,oimt
s divedions om hew tafy and prouster thauld b
F Upie q coxsied el tn laboraloxier,
= T go«&bé %wésﬁ ond  tmitvumanly ahodd | o 85%5% ad of wbom S0P w an exserdtial
bu educatid ond colibralid @ pes pharmacopoeial vequitement for ucasshul compliana of GLP
vetommendations  quiddiv,

= Aenditive inshumends 4hould b placd tn Aepondle o, foy ”épyé&?@ SoPs Auctssfully, th L?:Pc._é»
elimali- controlled vooms 1o protedt 4vow eluchical

tnerferendy., rtspima\ vibradiovss, et .

> Ricody ef vepalr and youling maintenandt and a
hov-Yauding werk ahould bt maintaind,

= TR equipmen] ghould by propesly malntodned fo |
evsute thuir constavl perfoymanes and o reducy |
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«m&bésé o necsary’
)] %Fw_voi .TQ,B ald gﬁo&hgg Lively, &csws._?
"t windiet 1o etablish S0P ay an ementiol
 dwverd n oipawc&% and culduve o
,&uo.«&bi.

umexpedsd  exvorg. |
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@) A0P-based education and .r&é.s.m q pessonndl 4o
thal  everyon tn tae Adalf performs ?ocn.t_:n
tn tu <amt ymavntr.

3) A wo& sop goso,wwémi \&%.fmg 40 thal euavent
gof; ave ovailobli jn tht vighl plaa and ot fhe
vighd Tiw

,1@5 and Control Avtidy

- Recordr el fut iew and standard W, doty o}

©ovewisl, expivy dole,  quadities vecived ond
wed tn Atudies Ahawld b mainkaind,

- Handlivg, E?%F.\m and aforage procdunty Ahauld |
bt idutified 40 thal wix-up and contamination |
doer el ocouy.

= Atoragt containeis ghauld hove idavilifieation
inkorwakion, expivy dah  and apecilic  4torage
nehudioms,
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Produdk for Condud o a Non- ttinical
_b&o«&ow@ At

T labovalorier swald Q,Empoﬂ a welk- dafined _08?8_
to wndud Ha tats, Thy Ahauld  have w«QQ._mm,B
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The dovument @ ok three main timer, Gen paiYy

Aolaweds, 40Ps dascxibing vouling  lakovatoviey

odivities and \wrai plavs ox mxo.aco_m %»&:sw
on how o orqanice i work for eadn atudy. ,

Atudy Plan or Piotocol
Protocol W a dowmardl  thal T \,a.cm@ darector

TR 10 835&5.»0&? hw vaSS.PQ \WT.»@J

oﬁosw.wo&os 1o T Ao} and 1o tw third pouliy
(Apomson). |
Prolocol deseribey th %Eof dariqm, containg o limt

cuduly, ond vaxiow Aragry of tu \mfsf, and
indicokny that wadhods ond woterialy to o wed

Wt &Emf. Pyalotol Bt w«..su,?w Ma
o tnshrudion bor fiu atalf aboul how To pesform
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Hu \aef ord db contenty, and 4 «wE_pEr\@%EQ Auch & how- 8.3?952 o%mamJ offected th

ond FP_%E»

[Records and Repore]

Recordy cordainy thy complde proust of experime-
walion, Thue vetords au tag @IPE.&%Q and
quarntitadive vaulls g the atudy. T \ﬁc&_ Divector
we T vewrds oy ta baris for sdendific

>
m M inkevprelalion e Tt \ﬂt%ﬁ
%. m > After th atudy W complide, all tu presexiplive
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mm 10 thak wlanever thwe 4 a wvud o bl nuw
mum Atudy, th avcdhived malerial can b examinud,

ﬁowfo&feﬁo\s of Testug Fadlitie: |

Tae Comwissionty can &w&»\,ﬁﬁ& ; .»E.rs,m *D&»J |

on ?C@Ei qrounds’,

T luting ?Q&J Yoild 1o comply with -t
6LP quidding,

<pr%,£ ot tu wvon- dinical _pvo«&cé Atudd,
3) dquovancr f othr lisser adiovs of 82&2¢

anthorities (Like warnings or véjedion of

tndividual  atudies) byt Tuting tadlitie,



