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Abtract

The precautionary principle is a general principle that appears in international law
and domestic law of certain countries. It is also a crudial principle applied within the European Union (EU)
at both the member state level and the EU level. Member states or EU bodies reference
this principle as a basis for enacting protective measures in cases where there are reasonable grounds
for concern about potentially dangerous effects on the environment, human health, animals,
or plants. However, certain issues have arisen concerning the application of the precautionary
principle, as its implementation relies on the discretion of decision-makers to choose
whether to apply it to each individual case. Even though the Treaty on the Functioning
of the European Union explicitly mention the precautionary principle, there is no provision
that defines the “precautionary principle” or explains how it should be applied. This article aims
to explore the practices of how the EU applies the precautionary principle, based on Communication
from the Commission on the precautionary principle 2000, guidelines for application by EU bodies
and member states, as well as examples from the judements of the Court of Justice
of the European Union (CJEU). This study found that the precautionary principle is present
in both the treaties and secondary legislation of the EU, which binds EU institutions
and member states to comply with it. When interpreting these laws, the CJEU is also likely
to interpret them in line with the precautionary principle. In cases where EU institutions
or member states wish to take a protective measures in specific circumstances where the risks
are not yet fully apparent, the preventive measure cannot be based purely on hypothetical
considerations Such a measure may only be taken if it is adequately backed up by the scientific
data available at the time the measure is taken. However, the CJEU considered the assessment
of risk before taking legal measures to be within the discretion regarding the environmental policy
which is exclusive to the legislative branch and the court is not entitled to substitute its assessment
of the facts for legislative branch. Therefore, the CJEU will not review the factual correctness
of scientific data but only consider whether the discretion of policymakers is vitiated
by a manifest error or misuse of powers, or whether the authority clearly exceeded the bounds
of its discretion. Additionally, in many cases, the court must also review whether such

measures align with the principle of proportionality.

Keywords : The precautionary principle, The precautionary principle of European Union,

the principle of proportionality, discretion
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? David P. Currie, “Air Pollution Control in West Germany,” University of Chicago Law
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’ Communication from the Commission, On the Precautionary Principle, COM (2000),
Annex 2 The precautionary principle in international law, p. 25.

* Rio Declaration on Environment and Development.

Article 15 “In order to protect the environment, the precautionary approach shall
be widely applied by States according to their capabilities. Where there are threats of serious or irreversible
damage, lack of full scientific certainty shall not be used as a reason for postponing cost-effective
measures to prevent environmental degradation.”

’ UNFCCC, Article 3 “The Parties should take precautionary measures to anticipate,
prevent or minimize the causes of climate change and mitigate its adverse effects. Where there are threats
of serious or irreversible damage, lack of full scientific certainty should not be used as a reason for postponing
such measures, taking into account that policies and measures to deal with climate change should
be cost-effective so as to ensure global benefits at the lowest possible cost..” wazawlalag nasUszanu
mﬁmmimmﬂﬁUuLLanaquﬁmmﬂ, mmﬁLﬁ‘mﬁ’umauayé’iyagmwizﬁmmadnﬁqamimﬁauuﬂaq
amwg:ﬁmmm, [poulaul, i 6-7, 1189370 https://climate.onep.go.th/wp-content/uploads/2020/
03/UNFCCC.pdf dlo 3 unsAw 2567.
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° Preamble of the Convention of Biological Diversity.

“..where there is a threat of significant reduction or loss of biological diversity, lack
of full scientific certainty should not be used as a reason for postponing measures to avoid or minimize
such a threat...”

" Joseé Luis da Cruz Vilaca, “The Precautionary Principle in EC Law,” European Public Law
Vol. 10 Issue 2, 2004, pp. 369-406 (371).
® The Treaty Establishing the European Community.

Article 174 “2. Community policy on the environment shall aim at a high level
of protection taking into account the diversity of situations in the various regions of the Community.
It shall be based on the precautionary principle and on the principles that preventive action should
be taken, that environmental damage should as a priority be rectified at source and that the polluter
should pay.”

? 1np1 191 vesedyaindemsidiunureemnmelsy nmaudlvanAnin “Ussanauglsy”

(European Community) 1Ju “annnglsy” (European Union)
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10 Communication from the Commission, On the Precautionary Principle, COM (2000), p. 9.
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vosamnmelsUUsvasiiarldinmsmsuntes (safeguard measure) Tumsdniamsid/dseendudn
Foimauaiiioduasesdinuazaquninvesau #0 uazity Sgaundniudeuasiinseiifesigain
fenudululéfasfeduamedind ity uiiiduasedindmonadilivsngfidussadaay

\Wesnnlifideyaningimansiiveans

14 1 a o v o a ° P
11957 191 (2) wisausdygrimenisaniivauvesanamelsy dvualiin “uleuie
AudawIndenvasannnglsy avdewungliiinsduasedlusedugs (high level of protection)...”

® Supra note 10, p. 17.
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e

£

wodldfunisduiinguinduasdunseauningldsunsigaiifanuvasads fady
Handugiaena1ardeslasuniseygnneutiluldvsensdming Megray nandusiussny
gaiuias e3nwilsn viseingievuluevng lnsfimstivunmnasnslivesyaaaamiidsnan
Junnsndnnisznsfigainduluiidnednaniiozdesfigaiiwdndurivesnudasnfeoifivane
flaglesuniseuginliinedimiels wazudinunnsnisdinanonnaiieniszuddiegudn
videfUsznauns wiidummsnmsmenganedadundninusinuuey wazdneguszneunis

Y1 4 a wva 1 4 P Vo 16
ﬁ']ll’]iﬂﬂﬁm/iﬂﬂEJI@I’J’]WU%%G]@Q‘U{]UG]@EJ’NI?U'NLW@imﬂiUﬂWﬁ@Hﬁyﬂ@

4. nsumannisseislineuluusuldlunguanevasanninglsuuasng uanauassgaunan
Tuiiden 4 4 azlddnausreluifeaduiidedes 3 Usziiu Ao nguune
vosannmelsuiieanlagefenannisseTalinew anuduiussenintangvunevasanninglsy

d‘ U U U Y 1 U U a ¥
neanlngordenannissyislineuduigaudn waznislduinsnisunies (safeguard measure)

[

munannissziilineulaesgaundniioldudesniiulunislivjifniussifouniededenu
yosannmelsy Falseazidennasiolull
4.1 ngvisngvasannnglsuieanlasandenannissedslinay

nsnAugnssusnselsulieanienastwassigaziden e lvdeyaiiedfiu

[

nann1ssrdelinawiiniuanluausdyarinmenisaniivauvesanainglsy el a.a. 2000
a & A a a & a Y] v 9y o YR | I3
folupasniiinsesuneazdtuzuuimiaieiunsusuldndnnsseislineuegnaduninis

Y v 17 o 14 a Y % Vo (3 é’ o 4
T\]Wﬂﬁﬂ’]UUVaﬂﬂJ@QﬁVﬂ’WWQIiﬂ linulAnvesmannisseidlineudaauunndu wayvinla

wann1sfananaelunannisiiuguiivsingedluniasnisitieatesiunisdnnisnanseny

[y

NoraintuivguaInveUssyrvulasdawindenvesanninglsy lnefiognanaznarinelul

o W

B NYVUEEAIAUTEN (Secondary Legislation) isluguiuuvesseileu (Regulation) wazdadsfu

18 da & o

(Directive) - NENUFIUN191NNENN1552T9INBUNTOFADIAAIIUNYNUIBAIRUTBIAINGTD

AUNANNNTIEIIINDUY 8T AMNULANANNTEING “seileu” way “daveru” Ao selsuilnalyusau

 Ibid, p. 17.

" The European Union, Precautionary Principle, [online], retrieved from https:.//eur-lex.
europa.eu/EN/legal-content/glossary/precautionary-principle.html e 20 $uanAu 2566.

18%'1§U53m SANaY, Mé’ﬂmiﬁwﬁagdﬂﬁwaﬁm?{auﬁw%uﬁwasml,a%wié’ﬂgmw

whisannnglsy, (Unus il : amine1dusssuenans, 2562), v 41-43.
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uAsgaundnlaenss (direct effect) drudodsfuiulsifinalétadulaenss Inessaundnazdios
Wldeyifnsilungrunanieluneu
nguutsvesanamglsufidnisimuandnnisszTslineulilungmane
ogadinuiign Ao npyneifeafuamsnasndusuems (Food Safety Law) Tnsssidouvasan
uazAyNUnILisann wglsy A 178/2002 asiudl 28 unsiau A.A. 2002 AvuANENNIS
uaedarmuetiluvesngreneieatuenns mstadmsnuamaaens gAevSIsAA e LU
(European Food Safety Authority : EFSA) wazszidauianisifeatuanulasnsosueis

wieninludededn “ngunenaluifeaiue1ms” (General Food Law) Wuszdauddgyiiniviun

] (%

a 4a a

szuunsnTasudeundulunnssfafiieatuenms fanianmainuasuaze s fausdunou
n3udER wUs3U sudlanisnszansdudiomisuazemsdnd” uaziduszifeuiina1idneds
wannnsseielideusdredmaulude 7 (1) 91 “lunsaliemiziiamisasyyladoindoyadidogia
dnundululdiesiAanansymuiudusunsiedegunmusdadnimlaiuiueunainemans
unUssmsey Sgaudnenstasuldinmsmssanisaaudesdinsians nluiesulssAunsdunses
gunmlussdugalunannou lusswinisedoyaneinemansiiuiy tossyssdunaiunbe
Dinsoungudsdu”” Sadumslitenmes “vdnmssedslinou” luamvingrneieeims’

uwaglvgunaunantuvesanamglsluagizaudninaededuldinnsnistiasniieuntesaunn

? Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January
2002 laying down the general principles and requirements of food law, establishing the European Food
Safety Authority and laying down procedures in matters of food safety.

? nesulsuiannsgduiineasuazems, nyaneatulmiidensmunulaznsivaey
dudnunsiazomstuannmelsy, [peulatl], wih 7, WhHawn https:/appdb.tisi.co.th/tis_devs/regulate/
eu/pdf/New-OCR pdf o 4 sns1mu 2567.

= Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January
2002 laying down the general principles and requirements of food law, establishing the European Food
Safety Authority and laying down procedures in matters of food safety.

Article 7 “1. In specific circumstances where, following an assessment of available
information, the possibility of harmful effects on health is identified but scientific uncertainty persists,
provisional risk management measures necessary to ensure the high level of health protection chosen
in the Community may be adopted, pending further scientific information for a more comprehensive
risk assessment.”

# Alessandra Guida, “The precautionary principle and genetically modified organisms :

A bone of contention between European institutions and member states,” Journal of Law and the Biosciences

Vol. 8 Issue 1, 2021, pp. 1-42 (4).
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v a

yosUszruls lngedagiuuiainuannisseialinen wenaintl de 7 (2) lassyisnsdeduld
11IA15IANIIAAIAY (1) 31 ansTeduldinpsnisdinanagdeslddadiunarlidua
Gumsdrdamemsianniiudndy sudsesdeddiunmsmumunielussesnaniivanzan”
uenannvaneiafumsaendesuemsud annmelsudsliusenald
nvanenienfumImuatmelidunneatuln lngedosmananudnmssedslineududeniu
nanfe suilsuvesaniuayanziusswisanamglsy 7 1907/2006 asiudl 18 Sunay a.A. 2006

Y

44' = a o A o o a P 24
AMALIBINTAIANLLUU N1TUTZLHU ﬂ']i@iéﬁq]ﬂ@] LAZNITMINIIDAINNA NTNANATLAN (REACH)

1 v

Fadusudouinassuulunsndn msdming uazmsldasaiidunse Iesvyegrdaaulude 1
i “sudeuimieguundnnisigudn gundy uazglstugaie sxdoesuuseiudy nisuin
msaNd e uaymslenansasiosismadonoquamyeaunwd wiodwandey lneuninglh
Zu'g‘wﬁyuﬁymﬁ’yﬁ?u1/7577f7wa°’nn75535’025’n'au”25 wonnil dlefansanuntydilussdevadul
fitwuslidensuiiusunnevemnaniiuazreoyanowdmdelimaaliisunneeganndu™

JuiulanfidnuasdefuiuwInInIsAMMUALUUT I8N SNEA MRV DY INAULLIN

a 27 = I v a 2 1 ~N Y I [y 1 Yo
%aa@mzmsmammhﬂ “'ZNLU‘I«!ﬂ'ﬁﬂU‘l«!‘HﬁWUI’JﬂEJU’J’]ﬁ’]iLﬂﬂJuuLU‘L!EJUG]S’]EJQ‘Nﬂ’J’WSlG‘lﬁ‘U

2 Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January
2002 laying down the general principles and requirements of food law, establishing the European Food
Safety Authority and laying down procedures in matters of food safety.

Article 7 “2. Measures adopted on the basis of paragraph 1 shall be proportionate
and no more restrictive of trade than is required to achieve the high level of health protection chosen
in the Community, regard being had to technical and economic feasibility and other factors regarded
as legitimate in the matter under consideration. The measures shall be reviewed within a reasonable
period of time, depending on the nature of the risk to life or health identified and the type of scientific
information needed to clarify the scientific uncertainty and to conduct a more comprehensive risk assessment.”

4 Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December
2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH).

25 Regulation (EC) No 1907/2006 of the European Parliament and of the Council
of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals
(REACH).

Article 1 “This Regulation is based on the principle that it is for manufacturers,
importers and downstream users to ensure that they manufacture, place on the market or use such
substances that do not adversely affect human health or the environment. Its provisions are underpinned
by the precautionary principle.”

“ Ibid, Article 7.

27 a -
1UsAgLT90330% 10.
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Y

nsfigailaende wasnanasenisiaatndulundegndn Jl vsedundinazdesiigaiin

nAnA I Us18NIsANNsELlsusInanUasnfeis ez lasun1soun

q @

dmiusmboniotedsiusinmAannden wu dotiuvemrneansuisemnmglsy
7l 92/43/EEC Tvhemsey3nduvasiiegendusssnmAvesdnivuazfivnssa (Habitats Directive) ™
viodedaduresaninazanzuunIuisannnglsy A1 2009/147/EC MdgnsAuATaaunt
(Bird Directive)”” AuiildfmuniFomannissefalineulilunguanedsnanlasass uiilosuidou

wetotulusenmunlenesudueden sulsuBedodsiutuideusgnelsvanmsseidlineu

1 1% o 1

muAdmvualiluang 191 (2) wisausdygriinienisandunuvesanainglsy Feseyin

oo 3

v v t ' & % Y 30 &
“wlgvrganidandesvesannimglsu.. axdeseguuiiuguvesannisszdslineu..”” wenanil

] a v o A

Aagfsssuuisannmglsulaiagitadedn nisiinussideunsedededunisanmuuleuiy

[ [

ANUAILINADUILADIUNINENNITTE T NUAINLINGT 191 (2) WAEUSTUIIIPIUNITANTUIIU

o

Y@ Nglsy W1UsENaUNITAAIINAIY Faazeiuleatg1sasidendnaselund Landeljke

Vereniging tot Behoud van de Waddenzee Tuidatinly

4.2 anudunusszInsnguInevasaunwelsunsenlaeandenannisszialinau

sufilananluuailuiate 3.1 91 anamelsuodegiuannuannsseisliney

MuausdyaImignsaniunuvesanninglsy eandetirunarszilsuvatsatuiiiodnnis

o

AUAIULALINIDNAAIHANTENUABAIINADUNTOFUA NV TE V19U BaSFauTngouyniy
e URmusslouwastatsduneaniagannainglsy saunsuensilmagfsssuwisannmglsy

Tardnnissealinaunnusulalunisimnuiusnsaa szl uns otaUssunoanmuuleue

a o 4 o

AUAWINABY WBIINNINT 191 (2) wisaudayayisiensandunuvesanninelsy seyi

AR}

4 1

“ulgurgn UG InaeNYIUsEYIANYLTY... d2AevRgUUNLTINYaINaNNITTIelinau...”

* Council Directive 92/43/EEC of 21 May 1992 on the conservation of natural habitats
and of wild fauna and flora.

* Directive 2009/147/EC of the European Parliament and of the Council of 30 November
2009 on the conservation of wild birds.

% Treaty on the Functioning of the European Union.

Article 191 (2) “Union policy on the environment shall aim at a high level of protection

taking into account the diversity of situations in the various regions of the Union. It shall be based
on the precautionary principle and on the principles that preventive action should be taken, that environmental

damage should as a priority be rectified at source and that the polluter should pay.”
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AeUsngluaR Landeljke Vereniging tot Behoud van de Waddenzee” &afidaifiaasei GO
NzlaALAL (Waddenzee) wazaauoydnduniuilessomanisluresuszimauisefuaudin
n3AguuATIINITnsEnTInensoenluayy sldintesiiodunesuasdulunduasosfivay
(special protection area) suaqml,ammuLLfiamﬂuQ’UwﬂaumimiﬁmixmmaaLmiaﬁ?u
onaneliAnanuidevneegnnisunssaldugin’ dnivn wavivdluvinadunziania
wasn1siumesLasinInariunsyhliemmsausssuRvatunanas aue1viLIuYsTYINS
vosunanas’ uagnslismnaressguuasiinisnssnsnnuasiutadederifuresnmuriung
uwisananglsy 7l 92/43/EEC IreniseyinsundsiogedusssuuAvesdniuazfivnsn
Tudedl 6 (2) vestotsdudanann Avuain “SsaurdnagdosdndunseyaunIsinalzay
(appropriate step) tlenaniasnisidenlnsuveunasiiogerfemusssumflusnsunsesimy”
waeto 6 (3) fwiunin “usnSelasimsle 9 ilidedadnensmdaludanusudusonsusmsiui
wshirvzdnansemvegeivedidysdenuii luesBuunuausieynanan3ouvusaungu
w}”mag/})wiﬁmﬁjiszﬁuﬁmmmy (appropriate assessment)”

mameluressumasesuausvelimay Rsssuuisanamelsidadedaa
Homdenguanentowu (preliminary ruling) Tutsziiiudn “nsvurunisfivngas (appropriate step)
warnsUssfiufivanyan (appropriate assessment) fievavsnefldudaseuensinemn viedesiansan
fouARInaNlneUNNnIY 174 (2) LLmau%é’au@wda&gwwmﬂmLﬂi@gﬁﬂ&ﬂﬁﬂm wazwanmIszialineu
1finsansausae”® enagfisssuwisananglsuidadetuniymdonguuneidosiuin®

9 9

wannsszTalinewdundnnisiiugiuvesnisanduulevisvesanninglsulud 1udsundon

(%
1w

PLINAT 174 (2) wisauddayeynensUssynauasegaeglsy dalumsinudedsduinemsensng

widsagandussuvIAvesd iU uasNens ol Jasd mannsaanananiiansanlseneunsiniiy

* Case C-127/02 Landelijke Vereniging tot Behoud van de Waddenzee and Nederlandse
Vereniging tot Bescherming van Vogels v Saatssecretaris van Landbouw, Natuurbeheeer en Visserij [2004]
ECR I-7405.

* gatidugu e Snwagmamenmilistuuuisiuidentan 1wy Qlu1ge neanse
fisugu videvunan 1Wudy

» Supra note 31, para 2, 11-13.

* Yoguvdnmssananszylilenem 191 veseusdyyrivvhenmsidiunuvesanamelsy

* Case C-127/02 Landelijke Vereniging tot Behoud van de Waddenzee and Nederlandse
Vereniging tot Bescherming van Vogels v Saatssecretaris van Landbouw, Natuurbeheeer en Visserij [2004]
ECR I-7405, para 19.

% Ibid, para 44.
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ag 1l Ay oMU UL ANATOINLAY F8ABIRTUNTUTHTURKUIIUNTBLATINTAINAT?

o

WousesunuunTelasin sazdmadedownAuasosievas lulasuaygialiaiunig

1 o

Feazdldwgliussanamunsaneninvesdetsfuitmienseusndwradag ofumusssuy A

Y

o L4 !

vosdniUuaziynssas Tun1ssuuseiuanuvainraienadininiiumseysnduvasiiogend

ANUFTTUYH NAaDAIUARIULAENINT T

4.3 n15ldurnsnisundeas (safeguard measure) Aunann155z9linau
TesgaundnivaludesniiulunishivfiRnuszdeunsedatiuvasannimeglsy
wonanNN1sUJURnusedovnavdadeAuvesanninglsdud uransdl
Sgeundnanadmannisseiilineunnldilumewadesiafiesniulduf URauuntya fisesdu ¢
37 v v oy A va Y o Y a v | =
yosannmelsy” W Yenslunshivfufnunannisinfeudnedudiegi9es (free movement
of goods) MUNNTT 36 wisauSHyImensaiunuvesanaInglsy Nlaveslwsaunn
annsavnursednian s vz edeanduflsmndndesnt Jusameraiieunteinuazgunn
¢ o & A 4 38 = Ly A gy Y o 1w a v ] Y
vowuywd dnd viseliy galunsnaenadieliventiudnan Sgaundneraransmannissyialiney
Wioeanu1nIN1ITIATIIlUNSTINVTeIIANIT I edweantInsIla MswmsNanta na1aly
o o o A a . 39 &% a v a a
919U deiusingluaf Commission v Netherlands™ %3iie1%1993991 Aaiznssu13N158lsy

lagulesdomagfisssuusanninglsydn nsnusemasoshauavnuidInGndugiaInis

wa a

Masudnniuazussdunsadnelassananmsiwazlduf iRmuuntaafneatu nisdndn
wagdseaNFuAMINaUSE Y19 eN IA N UYIEnA Mgl WAUTEMALLTRSLAUALAKEYIN
msaiddanaradulusmudesniuluines 36 wisausdyanisemaivnuesanninglsy
a oV v o, Y ¢ Y & a o ] & a o ¢
fenunsanseyinle mnduluiieundesguainveuyud Inetdainaasslunifing Ae nansdue
d‘ a aa o w ‘:l'd a a a 1 o 1 Y
p1msiitan1suslaaludindsednTundnisasudnniuiazissinainisanesdmuielanaly

TuvreUseina wrazinesmuislulseneusasuaunlanmolilaa1sa1uIsniasuainInidu

> paul Craig, EU Administrative Law, 3rd Edition, (Oxford University Press, 2018), p. 655.
* Treaty on the Functioning of the European Union.

Article 36 “The provisions of Articles 34 and 35 shall not preclude prohibitions or
restrictions on imports, exports or goods in transit justified on grounds of public morality, public policy
or public security; the protection of health and life of humans, animals or plants; the protection of national
treasures possessing artistic, historic or archaeological value; or the protection of industrial and commercial
property. Such prohibitions or restrictions shall not, however, constitute a means of arbitrary discrimination
or a disguised restriction on trade between Member States.”

¥ Case C-41/02 Commission v Netherlands [2004] ECR |-11375, para 43.
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lnga1Aug1uNIINUINTT 36 wWitausdyy1itnienisaniduauvesanninglsy Fsougin

o

Tianunsaviuisedrinnistndrdudls mnduldiiensundesauninvesued
AREATITURANENA NI NINUTENALULEDTHAUATEAYUA
ansomnsiuivd msuRans ueiNaz T mmeluUssmenu anansavilaany “vdnnisseidlinew”

\HaannveulwanisidnandaniferdesiunshuasosgunmeesUszrvutiuasutniaduiiey

=

dedaliauldwiuauninermansinedivaniusdagduvesansunaiingsliaunsaninnisel
o Y A a 2040
gunTennsidvsoausahinaunals

& . . 4] =% aw a ~
UBNINU AN Monsanto Agricultura Italia SpA Fellvoiansn seleuvesan

LazAENURTLIEanANelsU 71 258/97 Tinuaimsirdkag IngAuretenmsivi (novel food

[y o

. . 42 ¢ o U i 1 1 43|
and novel food ingredients) * FAmUAANNAIILAEANUMTING MBS (novel food)

'
[ [y = a

nsdmduainisludniiaulndiAgseg1eiidedidudueinisnieg iy ausyideusinan?

v Y

Avualldnszuiun1skuuge (simplified procedure) &avinlvinseuiunistueauyInImvue

ownsbalieniuuuund usegalsinu Sgunadmaniui nsdlienanliasldnszuiunsuuuge
a ‘NI | 1% = Yo a 1% =

wsgenaUsviiiunudslinseurquasuiiu 3elaldd@nsaiude 12 vosuidyuvedann
LarAMEIUATLSannInglsy 1 258/97 aannse1vngu)n1seiunisinniigeimising
waznsttingauanemisivalugnd lneliseavideanude 12 vesssleu N 258/97 fiuundn
Sgau¥narunsalduinsnistinmiseiunisimuigemsindla lunsdiiusingdeyalny
A o A v A 1 a a & v = ) Y a . ' Y] '

el msussdludeyanilogiiuBnAT A MU EAUdENANgIUE1984 (detail ground) 31 BWNIRINA

1 Y a Y 1 A (% | a ¥ a4 o Y a o (%

anneliAndunesiegqunmesyedrseliudunserodnden  viliusenueausulaiunn
Faduusdndnuazdmursdminasaulamiugnssuaaiuglinldsunanssnuannseunguin
[y 1 = vl [ a a & a & v 1 Y v a a t% aa o 1
Aana FaladuilesszuiadmailundsomaUnasestuduuieiudngleresded velimaidadein

wszs1vngufnenarnduluee uazvelisguiadanasneandenigliunuigniunin seun

“ Ibid, para 43-44.

* Case C-236/01 Monsanto Agricultura Italia SpA v Presidenza del Consiglio dei Ministri
[2003] ECR I-8105.

“ Regulation (EC) No 258/97 of the European Parliament and of the Council of 27 January 1997
concerning novel foods and novel food ingredients.

* grnsln (novel food) Ao omsfignuantuningiusialvl uenmieanfivuaydng
fsimsuslanfusginluniesmsisindusgraunsmanelutiagiu

“ Supra note 42, Article 12.
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ponumInsddlvisriumsliuagmsdmihgonslminiute 12 vessndeun 258/97 lsusoll
ragRsssuuvisanamglaUidadetvnussiutongmnedeswiuin madenld
1nnsmsUntle (safeguard measure) snuda 12 vesszdeu #i 258/97 fie mstmdnmssyelineu
wldlusUuuuiiamenizas® uwisgaudnagldinmsmsdnanléfdedle (1) snsnsuniestiy
lﬂiéj&g\‘lag'uugmsuadmi@?ﬂamﬁgmaaEJ 9 (based on a purely hypothetical approach to risk)

9 P P a 46 % a cs' | ¢l
Tnedslifinsnsiaaeuninugniomisinermans (2) ladsafiuninudssetauysaifian

[

1 tdl L3 1 gj 1 d47 a o 1 1
mmazu“QJu”LU”Lé‘LuamumimLszjuuusuammasmm (3) NMFUITLLUUNINAT nusuNeluvess

o«

DIAUAAIMENIUNANIZIAI (specific evidence) Ingg1aBandayanifinermansinuigeie
LaERAITEA1EAINIIITEAULIWIR Ladeasuduaumgaunadl n1sUadulduinsnisfngn

a o & A A a A o ‘:4' a &£ vy ° I 148
ll?‘n’]ll"i]’]LUULW@VI"\]gﬂaﬂLaﬂﬂ@u@iqﬂﬂaqﬁlLﬂﬂGU‘UVL@"\]']ﬂﬂqiﬁqﬂf\]qﬁu’maqﬂqﬂ,ﬂm

5. M3AAUA1I1 “sedeldnau” (Precaution) waznisuiuldudnnssedslineulnermagfsssu

wisenn gLy

[ [

gnanvesannInglsviaznguuieainuseauszaneng q taUydh

GURLLY yey
2 I
3

Wneafunannissedelinewdundnnisnily wiluausdygymdnusenguuieainusesunsaty

va a A

Liladygadenuniedsnisuindnnisszislineuldldessdniau lngsioazidsnueinisii

o

[ (% v o

nann1saanatlldefulddasunisimuiandr ininwivesmayAsssuuisanninglsy

wunedu Tuidelifideuaginauanisfinwidisgradmininwiiaalanndulaefninuideiy

v
v A

wazdauluilutesafiausulinannissetslinousdvazifun Tnsuenduuseifusal

5.1 mMsfiauA1d “seilineu” TaeAagfsssawisanninglsy
AagAsTsuwitannmelsUladn “udnnissedalinew” uildlunisitade
Ao o ad o S 1 ] o a
ARFuRaeuLazARNgINUINAsNIUNTasEuN MUeIUsEnvUA AT U A.A. 1990 UAKLIATANINW
FIUIN 9 AraefsssuuisanamglsUlilaldrnin “sedalineu” (precaution) lnanss winu
AabALIMANALUANININYII INT1299 IR 09ANTVaIanANELTUNS 035NN @ 1U50 98N

wmsnsnunguingiiieUndesduindeuniaduasesguainvesussivuls neunaslivdngiu

* Case C-236/01 Monsanto Agricultura Italia SpA v Presidenza del Consiglio dei Ministri
[2003] ECR I-8105, para 110.

“ Ibid, para 106.

“ Ibid, para 107.

* Ibid, para 113.
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P '
a = =< o

MaIngrmansnaunsafigallawiusuimwansenuiasiiniu Funaraludifininwivesia

q
£%

fandaldnareunduienvesmdnnisseialineulunfntugmasfsssuuvsanninglsy
Tunends lngainn1sfinymudn eagfsssuumianninglsulafnauddn “seddlineu” lned
pdnmsfiansaney 2 Usens fuwisluil

5.1.1 fiasanainnisiegisavaulunvasanuiies viensalaninuiiose
wazAdNFULsIvaIAMEs iU Ingetsauysaltalau
A UK v Commission” aulufiddniulude “af BSE” ilosanadid

Y

a

fifamassaneriudelsatitn BSE) waringrlagmlsaiitnfiszuislulsaneaundnvosanainglsy

a

Tur29d a.a. 1998 vilvinugnssunBnisglsyldeenddnduanznssundnisglsy A 90/239/EC

v

119EUININITRNEUNDANATRIAMNUABAGEIINRTIUN (BSE) FeusenieiudndiiioTn

(%
[ |

viondasusianidoifiunainansvenandng Insluadimaifiededn auznssundnnsglsy
sonAdndufnanlururiidfinliuiueuitonafinnudssiiasindunsioanndn e
mnfvdaitlefifinnanseerandng eemalivanadn “lunsdidedeuliuiuouieaiy
msdegvsoveuimvasmuidesiagun ey osnsvesauamelsusradenlsanmsmsiesdi
(protective measures) I Tne/ligniludoisoaundtanImiiuiiosuasnaiuguusiyen miaeas a1

174

vwUsIngednauysaltaau (fully apparent)””" ﬁqﬁuﬂmzﬂii:uﬂ‘émiqiiﬂﬁqmﬂmaﬂﬁa
Tun1seonddndu 71 90/239/EC 18 Tngliidadosselisunseainlsaadiintuasaden viil
Tupdilenadldldsimannsse Wlineulaeass
5.1.2 fimsananmsiinnudsaiulfiunstusufeteyamainenaans
fieane a1 anflazianasmsunly S?iaﬁz’iagaf»muL?iméfana"nél’a\ﬂaﬂﬁmmnminéné"maaa 9
TagUsrAanuangIunIInegmansunalivayu
AR Greenpeace France Bsiifeiiinasaieafunisiianaunasesgean
vowlfaealdvelimagfsssunsisanninglsuitadeinalutlgmiengrneideiuin Sgaudn
wnulvidesljiRanuuivesanznssaniniselsunseld viedeasinaidaluniseugin
vidoliougnalinsdmhefivdaulaniugnssilulssimg SsmagRsssuwisanninglsyldidads
nouUsziiudongmned1 “wWeiersanoinudnnssyialinew. uansvessgandnnmiinmnld

lutle 16 vestaUsA Nvsdrdnvs o slduas Mion s Ignandnmaala Tuayg m T mde

¥ Case C-180/96 UK v Commission [1998] ECR 1-2265.
* Ibid, para 99.
*! Case C-6/99 Association Greenpeace France v Ministere de U’Agriculture and de la Peche

[2000] ECR I-1651.
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iWumstanslueranunvesauld windiveuaduaunis (ustifiable reasons) 997504777

wanAIIuInUESagYN MY ¥ TaFIIndeN” TenRilamayRsITuLieanamglsy

q q

[

LildeSursegnsazidunneaiuionuanuvuievemannisseislineu iewsiseydn Sgaundn
1% ¢ a Y v oA A 9 992
awldunnsmsunlesguameesuywivseuntesdandaulansadod “manaduauals
= . 53 = Ay a A =
AR Pfizer Animal Health SA v Council~ @siiUa11a95931 Ns7iAalzUn3
| v o o Uy = a = 54
wisannmglsulaimannsseislineunldlaveansuideunmusaunsuvisanninglsy 7 2821/98
Femsiinaeunseug IR ildeufTusunmwie Wetui 17 Sunew a.a. 1998 wsunludedsdu
#1 70/524/EEC 1enwansidiuluemnsdni sulluallumafinaousnuiTius 4 wila fe nesiidededu
(virginiamycin) WUABLASTa B4R (bacitracin zinc) @lustiadu (spiramycin) waglnlaguneoains
(tylosin phosphate) sananmslasusugatiinldiluansatuluomsdnd Wewindanuinain
matheutzanldluemsdanionninnudssienisiesnutrusnanadludaiuazgnatelou
L% & 1 ! ! aldy 3 ¢4 h 55 a
mmqumumﬂ%mmi TagluafdlFadudu (the Court of First Instance)” fina1u
(% (% Yo 1 « o P2 . 56 o v 1 =
wannssedelineudn “wimsnistieviulineu (preventive measure)” vxiunlFlanaeiiie
AILFEIAINA1lATUNTE U U A8 ToyanI19Ine mansiiigane Gedeg ol 1987911131957
Aanaaunld uldranmiuvsuazveouivavesnugevedalalduaneliiiu "asugiu”
(% a ca L4 57 ! A ! N ) v ! v
mIumang e IngImansiasukaldluiagiusain” nanfe deunaztanasnisdanaiuild

(%
&Y

fpslinsUssliuaudsslagandadoyaniainermaniniley a vauzluneu wagAmatuny

> Ibid, para 44.

” Case T-13/99 Pfizer Animal Health SA v Council [2002] ECR I1-3305.

> Council Regulation (EC) No 2821/98 of 17 December 1998 amending, as regards withdrawal
of the authorisation of certain antibiotics, Directive 70/524/EEC concerning additives in feedingstuffs.

” szuumavesglsugniunsiufudn “magfsssuurisanainglsy” (the Court of Justice
of the European Union) Usznausie “Magfsssu” (The Court of Justice) uag “@manans” (the General Court)

o

fnatugiu wse the Court of First Instance (& sansdayanaauousudiuldilled ae. 2009
“aaduiu’ gnivdsudoidu “manans”) Ae maaidlunszuiunisyfsssuvesannmglsy detulaed
Inquszasdifielrnsianuuazmstadulingmnevesannmelsuiinnuasandesuazduliludnvazideniu
Tnefifininueesmaduduannsognssalromayfisssu (The Court of Justice) ¢ usazgnssalldianis
Ustifiudongmanewindu

* snmsnstlestuliieu Tuild waneds unsnisfioonmundnnisse Talineu uwidosann
Tunwrdsngquanagisssuusanainglsulddnin “preventive measure” §idsuialduvadifanainud
weas. 913UsE Idasudadidlh “nasmstestulinow” Tang a1gusenn Snwad, ndnnsdrdayindae
mim?{aué’haauﬁﬁaéwLa%'maiﬁﬂgwmaLmemWEﬂ,iU, (Unus1ll : i Inendesssueans, 2562), vt 146.

*" Case T-13/99 Pfizer Animal Health SA v Council [2002] ECR 113305, para 144.
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Aadeiiafuinnsnisteatuiy “1/7975075ﬁaon”uzfu21/a7@m%ag'uu§7u7/am75@%&1/1/974@711@@& 9
Ings1A0Inuang ImaInenmansunaiuayy’

Mnaffionfeguntsiudunaliin aagfsssuuisanainglsy
farsantlemumannissyishiiney lnelesAuseneu 2 Usen1s fe (1) nannisaenanensdnldla
Tunsdindssimnaliuiuouieaiunisiieg vieveulunvesnnudes viensdianiniiuiads
LAZANTUUTIVBIANIABIRanaNEsliUTIng et sanysalTalau uaz (2) ndnnisdsnann
i lflEfdadonnudssduldfunistusudedeyanisinenmansiiisme a narfias
snpsmsiiuld Fedeyaenudssiindnedldldinanmanandsass 4 Tnsnannudngiu

MEIMEIPansNaETuayy

5.2 Aszsigay

o aa o a

NMIFNYILUIAITIREVDIANAYRTITUIaANgLsU WUl M1alaltug

=

ulngnaendn ansdldeidesnisimdnnisseielineuunldgeuiinisenedeaigailladi

Y

LNRERRLGES

2

faudululinasiinsunsededaninden quamvesuysd dnd nied
umeranandrdlunislduinsnismenguunesuvannsseialineu

AI8E9 AR Pfizer Animal Health SA v Council AaugaunIwannINeLsY
Huffeenszilounnzansdwisannimglsy 71 2821/98 vhemsiinnounseyaalildeniioug

vwila Feszideuninanldifinaeusuiiue 4 via swdaesiidededu eanannsiduansiss
n1stasgLAvialueimisdnd dvluanzuuniuisanainglsugeuiinnselunisiigaan
(1) neunstAulgsslauienanlatinisusziliuanudemidneimansognsazidoniing
Hululdudn waz (2) annnisUszifiuanudssiidousiniainemansiiiosneazagulat
« D fa A v a g ] a a U 51 g va = i ¢,,59
msldneiillededuluassmassyiulaluemnsderineliiinanudssioguninesyud
daunaledn uwiinlupddland Ao viwnlwwesasduduirafuiflessermaldudvinszdeudnan
ldgeaudenguuienniy win1szn1siigaidasnnad dudieauzuuniuisanninglsy

= & v = 'Y i 60 1Y) an v Yy v
%QLUUE\J@@ﬂi%LU@U@QﬂaWU muwaﬂﬂ’liﬂﬂﬂaﬂ’ﬂﬂmmu

*® Ibid, para 143.
> Case T-13/99 Pfizer Animal Health SA v Council [2002] ECR [I-3305, para 165.
* Zander J, The precautionary principle in EU law. In : The Application of the Precautionary

Principle in Practice : Comparative Dimensions, (Cambridge University Press, 2010), p.123.

voavIuavaNEIMNgNIY lnesiuAnaen e Anudasionandadiumidaluineunsgniguen

Inglallasveyen duumdunsérndsluninining deedr98uunasiiuvestoyannass



58 @ 1158193UIN15AAUNATES Tt 24 atu?t 3 (Fueneu-Sunnew) 2567

A Commission v Artegodan GmbH' aniznssunsnisylsuidugoondidndu
maaﬂmsﬂssmﬁmiqiiﬂ 7 C(2000) 452, C(2000) 453 wag C(2000) 608 asiudi 9 flurAu A.A. 2000
fanualiifinneunisoyginnediniiendnfusioniddiudsznouvesuoniingnluy
(Amfepramone) BaiugiifansissliAnauidndunazinnldlunsinulsadiu Tnefdndu
YBIRRIzNTIIEMIYlsUfndeenlagafegnanude 11 vestedaiuresnnzassuiEnamglsy
7l 65/65/EEC asiuil 26 un3AN A.A. 1965 Aifnuunin “waeeIugilsiavesssanndney sviv
n3auiinaauniseygnlvaremandusiriilasuaygnliar9dimreils miniigaulsa)
griutusunseluantoynsliauuniniedussansamlunssnwluisone”® vinlvadd
auznssusmsglaudadudeenddndudnandenfinsziadesiigaiin andeyamaineimans
flusngaraniidevsdireifidiulsznevvesueniins lumdusunsenioliiivssansamn

WEINalunN155nElsA kN lAgnann15v099aUIAUT19A Y U‘%@'ﬂnﬁmﬁmmazéfamﬂuﬁﬁaﬁ]ﬁdw

Y

53

[

& A o = a a P A A Yo ) ° I % 1o N a
EJ’]UU@JWJ']@J“LJ@@@ﬂﬁlLLagmﬂigﬁWﬁﬂWWLWEIQW@LW'P]‘VH]81@3U@Hig'](§]1ﬁ']’]ﬂﬁ]']ﬁu’]81@ LLAENBANTEU

<

Wunstinanznssunsmsglsududhedeansldvdnmsszidineunude 11 dwluauznssudnisglsy

3N [

AdaudugiinisenisiigaiiferiuanuasniowasUseansn1nueenanan

5.3 M3Uszifiuadandes (risk assessment)
Mnild@nuiegeffininuivalsafaznuanudeulossennile
fio nagfsssuwisanninglsUldnandilunatsedidn “wmsnsdosduiulueradseguuiugu
wamﬁm"g@ﬁmﬁgvmay 9 lngUsimannangiunieIvermansugivayy” Fadunisagw

[ a

nangrusnfigadindanudululifasiinnnudssiequainveuywd dnd viodaanden
Welaziunnsnisnengmineunlddeduagdesitunszuiunisigadlunisingimans
Ao nMsUszfiuaudes (risk assessment) Aou §a9naR Pfizer Animal Health SA v Council
malfigsunein maUsudiurundes fie maUsudlussiuvesansyusieguA S LA A MBS
vowmansznudinanfienaiatulddediosduszney 2 Usens e mariuunszdurasninies

wonsulile (unacceptable) waznisaiiun1suseidiunnudes

*! Case T-74/00 R Artegodan v Commission [2000] ECR 11-2583.
* Council Directive 65/65/EEC of 26 January 1965 on the approximation of provisions
laid down by Law, Regulation or Administrative Action relating to proprietary medicinal products.
Article 11 “The competent authorities of the Member States shall suspend or revoke
an authorisation to place a proprietary medicinal product on the market where that product proves
to be harmful in the normal conditions of use, or where its therapeutic efficacy is lacking, or where its qualitative
and quantitative composition is not as declared. Therapeutic efficacy is lacking when it is established

that therapeutic results cannot be obtained with the proprietary product.”
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(1) nsAmuaseaureIauasaneausulils Wusruralunisdnaula
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I Y o 44' & A PN N v o i o, o
GU@Q‘W‘N'JEN'TN%N@']uWGUIULia\Tuu ] NATIAD UNITLUHUNIBYBUN ‘Uﬂ\?ﬂa']'JLTJUﬂ%]‘VTﬂJ']EJﬁZ@I‘Ua‘V]ﬂ']WEﬂTU

FepwausdygrvesanamalsuimualiesdnsdiedfvydAvesanamelsdilugiisiuna

e

(3

Tunrsandunisaendnd nsdliinuienugiisnus Ae asAnsiredavydRvesanainglsy

Wy aniglsuvseanzuunsuisanamglsy walunsanldinsasinguaneglusedvannmelsy

a &1 o

SpannTnigauninuaszauvesnudssiseausulatasasnguuieiuizauielddidu
nelusgaundnlates wiegndlsinu nisdndulaveantisnugiisiunatulienadseguugiu

! 1% (% a 4 LY 63 1 o a
UBINTTNATIDNABDY 6]IWEJU?Wﬁ’ﬂ’]ﬂﬁaﬂi?ﬂ‘ﬂ’]ﬂ?%&l’]ﬂ?ﬁ@ﬁﬂ?ﬁﬁUaHu wazlaoaadunis

'
L4 = a

UUFIUTBINTHIaNNRgIuInvededanudsndugud (zero-risk) 1lioeanaiuAuduasis

1w

Juldladlaniaeigaidn “aglddidunsiela q tAntuaey nelulagiuusedeldlueuian”

[
ISy v a

wenNil dessanAIvaliuingUssasanivualuausdyayime degradu 11ns 152

wiseSdyayrinmenmsandunuveemamglsy fvunin Msdsiuliuleuensvunvesanninglsy
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1% o ' Y

wAD93UT0971 quamvesyudazlasunsundeslusedugs (high level of protection) At
MITmMuAsERUTRIPMUESLAEINUANLUARRASBYRIguN ML B AT A BsdenAd B usERUNMIUN s
TuszAuasrieuiu

(2) NM9AEUNISUTLLAUAIULFYS MUIYINULLBIUIIVLABINDUNUNEY
U

v o

T e ayggvininfussifiuanundesamisinendians 3eidea 91y aziduliidiwuzin

Manemansaelunenasainiinszuiunmsussliuiananasodu Insduusinvesieiy
Aananiziesireguuiugiureandnanududassuazudnainulusdda wisgrelsiniy

Lifnguunglafiivuadmiisaugddunadesniun uaAwuzdivesdiietviy Heeain

!
v v ) (% o o

Nggaka naRIniIlasunanisUsTliuaMudssazlasuAwuzdNEbeI8y Mgy
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e

= a

9 unadetinanidanazdndulainaglauinsnistdesiulineunssly usenndnaulaaslawan

9

ey

1nsnsladsazimngannazddudmiunmstostunndes

Aa989AR Pfizer Animal Health SA v Council AplgdunIWAIaNAINYLSY
LazANNIINITN15ElsUTUNeAL Uz lUAIUINIAIERTIINANENTTUNITATUDINTEN S
Uszdnanninglsy (the Scientific Committee for Animal Nutrition) 1unan Insanznssunis
druomnsdnds Iagueudilaedaauin “udeednmadululdisdnsorelounsioeraindn’
lUgaw winsldtaesfidededuiuainsiniswsydulaluemsaniluladuaviliuseansam

o o

a _a v a aq % = I A e o 64 o
voaUSaRuleduy (10U auenguiiusuniiise) anased 19ldeaagugegisln” wisgalshay

* Case T-13/99 Pfizer Animal Health SA v Council [2002] ECR 1I-3305, para 143.
o Ibid, para 241.
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ﬂmzﬂism%mﬁqismﬁu'jwL’%laamsz:hEJT,auL%@?Tammﬂﬁmimgiwwéﬁu lalanunsnasuna
NTIHIUTBIANTIUNIA WO WNTERT ieseehaien fefunanenssndnisylsuialdfiansan
foyandingrmansdu q uenanAMENTINNTINUDIMITAN T TIuME 19U T1891UTBIBIANS
sungielan (WHO) wazdonuginainmavsssuvesanninglsuidessoanaiuainiioqdunis
suifstoyanndidentadu q uazesinsgidemgininemanidu Tnsagunain “daaudululy
insltiesiidededudvarsisinisiasydulaluemsanisednaudoulesiuinuins
Armiusiaideamsulnunsuluuywd” auillugnnauseuziuswisanamelsuiuses
sudeuanzanpiuvisannmelsy 7 2821/98 iinnounsldeufusfuaasinisadaivle
Tuemnsde ™ luaditdusdnlnwesdadulandldudein anznssunsnmsglsudndeunarliiuils
fuugtivesiloamaluad dafunaaguitin “dnamndululdinisldnesaidededudarnss
mssgivinluemmsdiiasdnmudoulestuianmsanusumusiadomn s lunsulusyyed”
Fananamufanaessiauddunisussdiunnudes (manifest error of assessment) usimadugiy
AATIEALAUTUI “Laiﬁwﬁ’aujzﬁmmﬁﬁmuﬂiﬁmﬁﬂsmmawqu‘hﬂ%ﬁmaﬂﬂ’umuﬁmusﬁﬁ
v0sfiBarny” uarandaifiantsiiusngemati esdnsvasanninglsUldfansanmeau
IINANTATIUNITAIUDMNTARTY agvaziBaniiisanandd wazilldngraudadeouainuiu
YDIANENTTUNIAUOINTERTY usiogsla Aadaiiudy esdnsvesannnalsuldldvinianane
TumsuszdiunnuiiuandiBorvgy vilinsddsnanildnsiesdnsvesanamelslviianain
ogsanddlumsussiiuaudes”’

Mnfegsdnediu nsdliiesdnsvesannmylsvagudeyalinseiuduugii
vosfidvivaluad uimagisssuuisanamylsulfeduiedredaauin esdnsvesannmelsy
laifirugniulidesdidunsmunaniuesilersn wosdnsvesannimelsazdiuns
LANA9IINAITUYeiTerrgy Alifodtesdnsvesannimglsusinianainegradauds
Tun1sUszifiuarudssaudmarlinasnsduliveudengnunoudessla og1alsfianm
MnMsAmy Ui winsnsdlesdnsvesaamglsuasufiRmumnuiiviesiTongy uwimnemuiu
Fsnamlslveusengrneagsiliinsnisiesnauanuiusananllveusengrngluse

Tne@nulaanndlegrennsalul

* Ibid, para 210-246.
* Ibid, para 189-191.
o Ibid, para 245-246.
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= .. 68 ~ v a Y] a4 a
AR Commission v Artegodan GmbH = fide1M1933911 n1ssedunsetiinaeu

a o ¢ A

HansusieeelasusygaudmemanaliieUndesauninvesuseuivu avdesusingtoyaly

=

Pgaladn ermuludunseluaniienisldaulninieduseansamlunssnuliiiome
wazauveUIRUveIREIURIUINanAnglsy 1 75/319 Amuain “nsadiisgauIdiniia)sasuaiddd

daudniuivedoesyiuniaiinooundnsusieniieunlosgunmyesusy v1vuassdovaaio

sanaalinalenssunISNEanAn9Ig11asUaNEURS (The Committee for Proprietary Medicinal

2/ a 69 ¥ =< LR 4 Z’ ! a !
Products - CPMP) ifugiuszidu”” addlaadslaiiugndn nnamenssuignisylsuiiiuin

[

A Niidiudsznavveseniinsluuviosnfidarsiselininanuidnduduedunsie

D)

W

Fofiusz@nsanlunissnwldifisanefazdesduiodd CPMP Wugusziliuainudunsng

=

LazUsEAnSnInuedeIfing1n wasuliaiudiuves CPMP axfilanniulinaenssuisnisalsy
FesuftRnu uwimsdasedlutinwndu cPMP Wunsdiingvanedadulidesnsyyin (mandatory)”
il CPMP FadufiBeimadmdngrudeyanisusediumamemansliraznssunsnisglsy
ihllluniseoninasnisfivmnzaudeld andiuléd unsnisvesangnssnsmsglsUdoadaag
vuguvesrIiuiildzuan CPMP daduvmnanuiiures CPMP nssvilulnglivaudengmane
douvilinnsnsvesaauznssnBnisylsuiieennuamiiiussnanliveusmenguuneluse
Tnglunfimafivnsesiudaniiuin maldenansvasudoyamsineimansly wmsizdosing
HunthiivestiBengy leemafisuaudifiesnsnmaaouin mnudfiures CPMP feaguuilugu
yoavanavioli uazvmradnanannsauandlifiueudeulssserinaan s fomanisunmes
fudeaguues CPMP livdelsl wagmatiinsnzsiudaiiiuin CPMP Sensagunaiossunsiovesenly
wilouAniulduszfiulifled .. 1996 91 “luvsingiinsleeidnardmanenisiinlse
awiladu” udeglsfinu TuFesUssaviamuasen CPMP 81vin “grdnarluifiussanam
lumsshwudeane” Gauansnsaniiaeyszfiuliidled a.a. 1996 Wesanldinusinisfiarsan
FosUszanSaneseananeiu sie 9 Aidunisiansandendeatu lnelwiled aa 1996
CPMP 5231 31nM15UsziliuusednSnmszereniveen (long-term efficacy) “galaisingvoya

Aa e o o o [
I3

nieaAgneIturanseuvesasiug o sidulieuaznI5iaeTIn wasiminvesgie
A

v A =~

A o a o P 72 | ad ) P a a a
f ‘U@mm/aumi/wwwm@mwgfﬁ)%m” webuART CPMP nauldnisusziiiuuseansan

** Case T-74/00 R Artegodan v Commission [2000] ECR 11-2583.

* Article 15a. of Council Directive 75/319/EEC of 20 May 1975 on the approximation
of provisions laid down by Law, Regulation or Administrative Action relating to proprietary medicinal products.

" Case T-74/00 R Artegodan v Commission [2000] ECR 112583, para 198.

" Ibid, para 203.

B Ibid, para 204.
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= a
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aglanseuuleviemunisinuns laglanizegeds msldnaiiialunisimunseduresainuibes
neousulildvasdnuanninglsy magRsssunisanninglsudadussdnsnainisvesannimglsy
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wesAnsveEmamglsUluFamanam Weswnemuausdyyriviemsaifivnuveamaimglsy du

A Y
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(%
aa v

uilfiganTIaeuin sldnandavesesdnsiedavygiluesiu 9 [WulvleeddeRanain
96191ALAA (manifest error) w3aLdun1sUadaunisldsiuna (misuse of power) 3eldnafita
AUYOUS U998 19TALIS (clearly exceeded the bounds of their discretion) #3elil wagIneeAns
yosanmelsuTsdiswnaniiluFestsnandlfldunpsmemaingranedeesnmumdnmss Talineu

Ingazidialuoiszyinsnsfinanigeusoumiengnuneveannnelsuudn

3
Ibid, para 205.

74 .
Ibid, para 210.

75 o o = o o w v aa a o YR K ' a
ﬁ’]‘iﬂiUﬂ’]iﬂﬂU’]Lia\‘lﬂ’]ﬁ]’lﬂﬂﬂWiI‘UQaWUR]sLUUiUWUEN‘VIaﬂﬂ’]ii%’)ﬂl’lﬂﬁ]u@ﬂ’lﬂa%LE)EJG]

I‘Uiﬂ@ Richard Moules, Environmental Judicial Review, (Oxford : Hart Publishing, 2011), pp. 54-57.
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ilUldlunisnsrsaeumisldnafiialuusunvemannisseialineuluadniindunends
a a a L. 8 2% ay & a av v ) |
ARRBNT Ao AR UK v Commission’ @eildeinaasemuiilaineendiagig
lude 5.1.1 91 agnssusmMsglsulneandfinduanenssunsnisylsy 91 90/239/EC (Commission

Decision 96/239/EC) 11aaeunsn1saniduiiienuasasmulasnsieatnioiatl (BSE) audsemea
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L4 o ¥ = U

e Tivsendndunandeifiinanansiveranins Inuantmayfsssuwisanninglsy
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WAy AnznsTUBMIylsUlinaiiaegnIundunsirund NyEwaY VR UAYRINSNTN LY
o & = A o 1o ! v aa a <

AanuA1adalignualunisnsivaeunsiiiesdn nasldnaidavesnuenssunsniselsdiduly
Inedidaiinnanagsdouda viieidunsdadeunsldsnne wisldnandafiuveusiuisegestnuds

A 79 ad a ¢ Y & 1 °o v a a S o
el lngaRtmainsnesiuaaiingl Usensuwsn Adeduvesnnenssunsnisylsutuiiivnene

" Case C-331/88 R v Minister of Agriculture, Fisheries and Food, exp Fedesa [1990] ECR -4023.
" 1bid, para 16.

" Case C-180/96 UK v Commission [1998] ECR 1-2265.

” Ibid, para 60.
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Suanensiilosn a vasfieonddrdudsnaunngderiasiin lsaandnifasnsainseangauld
fuunliufegreliAndunseegneouss Tnedulunudeuluiiimual fludedsiuvesnusun
uwisavawglsy 71 90/425/EEC uay 89/662/EECT Uszmsiiaes Adnduaznssutnnsglsy
1 90/239/EC ponAuE Ve aTaRUYB IRz UVIEMA M LSU 1 90/425/EEC WAy 89/662/EEC

Fetotsrunsansatunmuaoulvluniseenuinsnisuniies (safeguard measure) 1198190374 9

o o A

Tnglilldfidedrininazdoadumnsnsiiasvieiidedinisomweuiunuesornnivaiiorldvady
uisznnsla defunisfiengnssunsnisglsueanddndu 9 96/239/EC uansiwerandng
duiloTludssanndnvesannmelsdndovssnaiiany Felifonueznssnsnisel suldgadie
Aueusnanaidmualfludedsiusodndn’ uasUsmsgaving Adinduvesnanssngnsslsy
fananiilsiAnannstadeunisldsiung iesarnanznssunsn sylseenuninisfngn
1Jus1m5n1591A517 (provisional measure) Memdsanndildnsiaaeusmsnsfianszorandng
thanlfudnaglduinwmdeiiufniuanynssnsnsinermansmadniumme (the Scientific
Veterinary Committee) WagAnznIsusnMsansleydenunme (the Standing Veterinary Committee) a7
reuaztdenlduingnisdenan”™ dewmguaiinanuidisdiu aagfsssuuisanninglsy
Jatiuin Adndunngnssusnisglsy 7 90/239/EC du veusengransuazfiminwenilosiant

wiludarininwirvesrialuad UK v Commission 9¢89lausing
frimdnnnssgidlinoussnstaan udeddiduafdedsiimalditadondnnissetalineu
uenanefuioamemdnnssyiilinou satuumdumsitadeerilfgninungsddusififenty
wdnmsseilineuaietuniends Wy AR Pizer Animal Health SA v Council dveldosune
fasiluil

AR Pfizer Animal Health SA v Council 3sideifinassnuiildandiognels
Tute 5.3 1 ARnaeznssumssiuemsdeiszsrannmglsy (Scentific Committee for Animal
Nutrition — SCAN) @sviwhitdugideamnalued Iéagumnudiulasdandin “udosdnrmdululs
Fazdimsaelounsios ndnslugay usmsldesideieiuiummsamaesydulaluemsdn
Aluladiuavilliuseansnimvese 1UFiugngudiuuaiiseanated19iivaAgusogialn ”

LAlUTENEALEY A18ra191NN15HTUINTaNABY 9 LAZAIINLAUYBIBIANITHLTEITIY

LY] o

* Council Directive 90/425/EEC of 26 June 1990 concerning veterinary and zootechnical
checks applicable in intra-Community trade in certain live animals and products with a view to the completion
of the internal market.; Council Directive 89/662/EEC of 11 December 1989 concerning veterinary checks
in intra-Community trade with a view to the completion of the internal market.

* Case C-180/96 UK v Commission [1998] ECR 1-2265, para 62.

. Ibid, para 66-67.
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5.5 nananulaangdau (Principle of Proportionality)
lunauaflolanifedn1slaLdinlNuYouAIENNUNEYDIUINTN1TN08N

Aunanni1sse i lineu lanndnazlandsinuinsnissanalnasiinsananainuladndiu

(%
YY)

(Principle of Proportionality) fietiulun1539de91u109015@9na1IYUMENgNUEnT oLy

ARgRsIINLTIanANglIURIiIsandl wmsnisAanaiaenndesiundnauladndiu

Tnessaguuiiugiuresnmsinsieisunuuasnauselos (cost — benefit analysis) w3alsl
F10819A7 Pfizer Animal Health SA v Council” anufinanislude 5.4 31

AatusuiiasIERLaLIud asdnsvesannnglsudlaldnanidaiuveudiuanuiiivunaly

& Case T-13/99 Pfizer Animal Health SA v Council [2002] ECR I-3305, para 394-396.
o Ibid, para 393.
* Ibid
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* Ibid, para 411.
o Ibid, para 433.
* Ibid, para 443-444.
® Ibid, para 449.
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% Ibid, para 450.
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. Ibid, para 472-473.
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