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Preface

Manualon caselaw of the Courtof Justicewasdevelopedasuserfriendly tool to assisteveryday
work of the Ukrainian law-makers, in particular the law approximation effort. Association
Agreementbetweenthe EU its Member Statesand Ukraineprovidesin the annexedonglistsof EU
secondanylegislation,which Ukraineneedsto bring its domesticlaw in line with. In practice,this

obligationgoesbeyondEUsecondaryegislationbut alsostretchesto jurisprudenceof the Courtof

Justice Therole of the Gourt isto clarifyandto interpret EUlegislationandthis, very often, it does
in acreativefashion.Thismanualdemonstrateshow rich andimportant isthe caselaw of the Court
of Justice.

The Manual has been designedas a working instrument for civi servants engagedin law
approximation.lt mayalsobe usedasateachingtool, althoughit is not its primaryaim. Thecentre
of gravity is on jurisprudencebased on EU secondarylegislationlisted in the annexesto the
AssociationPAgreementor in the associatednationalaction plans/roadmaps.It doesnot extendto
more generaljurisprudenceon EUvaluesor on the legalcharacterof associatioragreementsn EU
law asthey are not directly linkedwith the hard-coreapproximationeffort (but more generaly with
implementationof the associatiorassuch).Thetext is organisedn accordancewith the structure
of the AssociationAgreement.Where a piece of secondarylegislationlisted in the Association
Agreementis no longervalidin the EU.it is clearlymarkedand accompaniedy a link to the new
legalact. Thelists of jurisprudencecontain hyperlinksto the relevantjudgmentsallowingreaders
to accesghe textswith singleclickof a computermouse.TheManualalsooffers summariesof the
most important judgmentsof the Courtof Justice While selectingthe judgmentsfor the lists and
for the summarieshe Author wasgovernedby their relevancefor the approximationeffort. The
judgmentswhichwould be of no usefor the Ukrainianlaw-makershavebeenskippedon purpose.
Eachsummaryoffers a quickinsightinto the backgroundof a case,the decisionof the Courtand
the relevanceof the givenjudgmentfor the Ukrainianauthorities.
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Part1 ¢ Introduction to Jurisprudenceof the Courtof Justiceof the
EuropeanUnion

1. Courtof Justiceof the EuropeanUnion

1.1. Introduction

Thereis no doubt that the Courtof Justiceof the EuropeanUnionis one of the mostimportant EU
institutions. It is a very powerful institution which often takesthe lead when it comesto the
Europeanintegration project. Asper Article 19 TEUthe Courtof Justiceof the EuropeanUnionhas
the taskof makingsurethat the law is observedin the applicationof the FoundingTreaties.

TheCourtof Justiceof the EuropeariJnionis composedf the followingcourts (in the order of their
importanceand hierarchy):

- Courtof Justice,

- GeneralCourt,

- specialisectourts.

TheCourtof Justicedealswith the majority of casesjncludingall infraction caseqArticles258-260
TFEU)all referencedor preliminaryruling (Article263 TFEUand actionsfor annulmentsubmitted

by the Member StatesagainstEUinstitutions (with the exceptionof the EuropeanCommissionand

actionsfor annulmentsubmittedby EUinstitutionsagainstother EUinstitutions. TheGeneralCourt
haslimited jurisdictioncovering,inter alia, actionsfor annulmentsubmitted by individualsagainst
EUinstitutions as well as similar actionssubmitted by the Member Statesagainstthe European
CommissionThismeansthat majority of caseshandledby the GeneralCourtdealwith competition

law, state aid and antidumping. It also hears appealsfrom decisiors of the Office for the

Harmonisationon the Internal Market, which is in charge of Community Trade Marks and

CommunityDesignsTheonly specialisectourt createdthusfar isthe EuropeanUnion CivilService
Tribunal,which hasthe jurisdictionto dealwith staff caseslt will ceaseto existin 2016.

1.2. Compositionand powers

TheCourtof Justicas composedf 28 judgesand 11 advocateggeneral EveryMember Stateof the

EuropeanUnionhasthe right to havea judgeat the Court. Advocategyeneralare modeledon the

FrenchConseiR Q 9ahnd pibvideindependentadviceto the Courtof Justice(in majority of cases).
Note that opinionsdo not haveto be followed by the judges.The GeneralCourtis alsocomposed
of 28 judges(onejudgeper state rule), however this numberwill be doubledto 56 in the coming
years.Thejudgesand advocatesgeneral(at the Court of Justice)are appointed by the common
accordof the Member Statesfor sixyearsterms.

TheCourtof Justiceof the EuropeanUniondealswith dired actions,including,inter alia infraction
procedureg(Articles258-260 TFEUaNd actionsfor annulment(Article263 TFEU)It alsodealswith
referencedor preliminaryrulingfrom nationalcourts (Article267 TFEU).



2. Caselaw of the Courtof Justice

Jurisprudencef the Courtof Justiceof the EuropeanJnionis of fundamentalimportancein the EU
legal order and, thus, alsofor the third countriesengagedin the law approximationexercise.In
manyrespectsEUlaw is a caselaw drivenregime,which frequently surpriseshosewho dealwith
EUlaw. Judgmentsof the Court clarify when the Member Statesare in breachof EUand how it
shouldbeinterpreted andappliedat the nationallevel.In this sectionof the chapterthe readerwill
find necessaryletails about two leadingtypesof casesinfringementsand preliminaryrulings.The
first are submitted by the EuropeanCommissioragainstMember Statesthat are in breachof EU
law. In certaincircumstanceshis mayevenleadto impositionof financialpenalieson recalcitrant
Member States.The second,are referencessubmitted by national courtsto the Court of Justice
whenthey haveEUlaw basedcasesn their docket.Infringementproceedingsare elaboratedon in
section7.2,while the preliminaryrulingsfollow in section7.3.In section7.4 a samplejudgmentof
the Courtof Justiceis reproducedto givereadersa point of departurefor the analysighat follows
in the next chaptersof this Manual.

2.1. Infringementproceedings

2.1.1.Introduction
Therearethree typesof actionsfor infringement. Theyarelisted in the table below:

LEGAIBASIS APPLICANT DEFENDANT SUBJECT
Article258 TFEU EuropeanCommission Member State Infringementof EUlaw
Article259 TFEU Member State Member State Infringementof EUlaw

Article260 TFEU EuropeanCommission Member States Nonimplementationof
Article258 TFEU
judgment

Thesetypesof infringementactionsare separatedbasedon the categoryof an applicantand the
subject of the action. The procedure which is most often used is initiated by the European
CommissioragainstMember States It isbasedon Article 258 TFEUT he secondtype of procedure
is envisagedn Article 259 TFEUSuchactionmaybe submittedby a Member Stateagainstanother
Member State.Thelatter casesare more than rare with only four judgmentsof the Courtof Justice
deliveredsofar (see,for instance, Casel41/78 FrenchRepublios. UnitedKingdon). Thejudgments
renderedby the Court of Justiceas per Article 258 and 259 TFEUoroceduresare of declaratory
characteronly. However,there is one exceptionwhich was added by the Treaty of Lisbon.If a
Member Statefails to notify provisionsgivingeffect to a directivethe EuropeanCommissiormay
requestthe Courtof Justiceto imposea financialpenalty.In sucha casethe Courtof Justicemay
imposea periodicalpaymentand/or lump sum. Thereis one caveat though - the Courtof Justice
may not imposea penaltythat is higherthan the amountrequestedby the EuropeanCommission.
Judgmentsenderedasper Articles258and 259 TFE lare bindingon the Member Statesandcreate
anobligationto bringaninfringementto anend. If this is not the caseactionsbasedon Article 260
TFEUnayfollow. Thistime the EuropeanCommissiommayrequestimpositionof afinancialpenalty
in anycasewhenaMember Statefailsto giveeffectto ajudgmentrenderedunderArticle 258 TFEU
procedure.



Thingsto remember
Therearethree typesof infringementproceedingghoughthe mostimportant onesare actions
basedon Articles258and 260 TFEUWvherethe EuropeanCommissions a plaintiff.

2.1.2. Infringementprocedure(Article258 TFEU)

Infringement procedurein its basicform is an indispensableool in the handsof the European
Commissionwhichis equippedwith powersto serveasguardianof the Treaties Oneof its tasksis
to keepundertight scrutinyapplicationof EUlaw by the Member States.It is only the European
Commissiorthat hasa locusstandiin this framework,howevermanyof its actionsare inspiredby
individual complaints submitted by natural and legal persons.Evenwhen such complaintsare
justified the EuropeanCommis&n hasa wide degreeof discretionto take up the case.Underno
circumstancesloesit havean obligationto do so.

Practiceprovesthat there are manytypesof actionableinfringements.Thelist of the moststandard
onesincludes:
- non-transpositionor partial/incompletetranspositionof a directive,
- non-implementationof directives,
- copyingof selfexecutingprovisionsof regulations,whichin effect underminestheir direct
applicability,
- non-implementation of decisions(this is especiallythe casewhen it comesto state aid
repaymentdecisionsadoptedby the EuropeanCommission),
- non-applicationof EUlaw (particularlyto publictenders),
- breachof FEUTreatyby domesticlegislation(for exampleprinciple of free movementof
goods).

Theinfringementproceduredoesnot alwaysend at the Court of Justice.Thestarting point is an
administrativephaseconductedsolelyby the EuropeanCommissionAt this stageit engagesnto a
dialoguewith aMember Stateconcerned Thepurposeof this exercisdstwofold. Onthe onehand,
it allowssuchMember Stateto bringthe infringementto anend. Onthe other hand, it allowsit to

preparethe defence Asfar asthe latter isconcernedt isimportant that the samesetof complaints
andargumentsis usedby the EurgpeanCommissiorat the preliminarystageaswell asin its action
to the Court of Justice.lf the complaintsare well founded the Court of Justicewill declarethe

Member Stateto be in breachof EUlaw. Asalreadynoted, asof the entry into force of the Treaty
of Lisbonthe Courtof Justicenasthe jurisdictionto imposefinancialpenaltiesunderthis procedure
if aMember Statefailsto notify measuregyivingeffectto an EUdirective.

Thingsto remember
Article258 TFEWEanbe invokedwhenthe Member Statesarein breachof EUlaw. Thelatter may
take different faces.Asa matter of principle,no financialpenaltiesare imposedon the Member
Statesat this stage.

2.1.3. Infringementprocedure(Article260 TFEU)

Followingthe CoJjudgmentdeclaringinfringementof EUlaw, a Member Stateconcernedhasan
obligationto take all measuresn orderto bringthe breachto anend. Failureto do somayresultin
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yet anotherinfraction procedurepotentially leadingto impositionof a financialpenalty. Thereare

two types of penalties,which may be imposedby the Court of Justice.Thefirst is a periodical
payment;the secondis the lump sum.Theiramountdependson type, seriousnessnd duration of

the infringement concerned. For instance in Case G387/97 Commissionof the European
Communitiess. HellenicRepublidhe Courtof Justiceimposeda penalty of 20 000 Eurosper day.

Oneof the highestpenaltieseverwasimposedon Italyin 201 1for failureto recoverillegallygranted
stateaid (CaseG496/09 EuopeanCommission. Republiof Italy). Italy wasorderedto payalump

sumof 30 million eurosand a periodicalpayment(everysixmonths30 million eurosmultiplied by

percentageof non-recoveredaid).

Thingsto remember
If aMember Statefailsto complywith ajudgmentbasedon Article258 TFEUhe Courtof Justice
hasthe jurisdiction, shouldthe EuropeanCommissionsubmit an action basedon Article 260
TFEUto imposeafinancialpenalty.

2.2. Preliminaryrulings

2.2.1.Introduction

Thepreliminaryruling procedureis the maincommunicationchannelbetweennationalcourtsof all

Member Statesandthe Courtof Justice Thelatter providesits servicesvheneverrequestedto do

so by a national court faced with problemsof interpretation and validity of EUlaw. Preliminary
rulingsare essentialin law approximationexerciseasthey provideinterpretation of EUlegislation.
Thismaybe essentiaffor the shapingof Ukrainianlegislationapproximatingdomesticlaw with EU
acquis

It shouldbe rememberedthat nationalcourtsare entrustedwith everydayapplicationof EUlaw, as
per principles of primacy, direct effect, indirect effect and state liability. Preliminary ruling
procedureis regulatedin Article 267 TFEUApart from this we will find more detailedprovisionsin
the Statute of the Court of Justiceand in its Rulesof Procedure.Lastbut not least,the Court of
Justicepreparedatailor-madenote for nationalcourts,whereit explainsalot of nitty gritty details.
Thebasicruleson the preliminaryruling procedureare asfollows:

- all nationalcourtsor tribunalsare allowedor sometimesobligedto makereferenceso the
Courtof Justice,

- suchreferenceswill only be admissibleif questionsof EUlaw are raisedin the domestic
litigationand the assistancef the Courtof Justiceis requiredin order to resolvethe case.
In other wordsquestionsmustnot be theoretical.lt isthe responsibilityof the nationalcourt
to provethat it really needsa responsefrom the Courtof Justicein order to adjudicatein
the case,

- in the caseof national courtsfrom whichthere is no further remedythere is an obligation
to makea referencewheneverthe court hasdoubtsasto interpretation of EUlaw or the
validity of secondaryegislation,

- quesionsmaynot explicitlydealwith conformityof nationallawwith EUlaw, howeverthere
are waysexplainedbelow in which a domesticjudge may askthe Courtof Justicefor an
interpretation of EUlaw in sucha way asto find out whether nationallegislatin A & k ha y Qi
conformitywith EUlaw,

- interpretation providedby the Courtof Justices bindingfor the referringcourt.



Thesdeaturesof the preliminaryruling procedureare elaboratedfurther in the nextsubsection®f
this Manual.

2.2.2.Who cansubmit referencedor preliminaryruling?

Article 267 TFEWoesnot containa definition of the words écourt or tribunal of amembera (i | S € ®
Thishoweveris an EUlaw conceptthat hasbeendevelopedoverthe yearsby the Courtof Justice.
Althoughits jurisprudencds not alwaysentirely coherent,we maylist certainfactorsthat the Court
of Justicewill takeinto accountwhendecidingif the referencewasfrom atribunal or court. In one
of the classiccasesG54/96 DorschConsultingenieurgesellschafinbH v. Bundesbaugesellschaft
Berlinmbh) the Courtof Justicehadto considerwhetherthe GermanFederalProcurementAwards
SupervisonBoardwasa court within the meaningof Article 267 TFEUA referencewassubmitted

in the courseof proceedingsoncernirg a procedurefor an awardof public procurementcontract.
Dueto the specificstatusof the referring body (whichwasquasijudiciatquasiadministrative)the
Courtof Justicehadto verifythe admissibilitypbeforelookingat the merits of the reference.ln order
to do soit developeda sixelementtest. It wasformulatedin the followingway:

dln orderto determinewhethera bodymakinga referenceis a court or tribunal for
the purpose®f Article 177 of the Treaty[now Article267 TFEU]whichisa question
governedby Communitylaw [now Unionlaw] alone,the Courttakesaccountof a
number of factors, suchas whether the body is establidied by law, whetherit is
permanent,whether its jurisdictionis compulsorywhether its procedureis inter
partes whetherit appliesrulesof law and whetherit isA y R S LIS(gafag3/6fi Q
theea dzZRAYSY (1 0 v ¢

Sincethen this test hasservedasa generalstandard,however,dependingon the factsof the case,
the Courtof Justicehasatendencyof not following all the elementsvery strictly.

Experienceso far leadsto the conclusionthat the following types of national courts may make
references:

- civilcourts(with the exceptionof courtsactingasregistrationcourts,to thisendseecaseG119/94
JobCentrg, includingcourtsor (independent!)adjudicatorshearinglabour matters,

- criminalcourts,

- administrativecourts,

- supremecourts,

- constitutional courts.

As a generalrule, administrative authorities do not have the jurisdiction to make references.
Problemsarise with hybrid bodies, which have features of both administrative authorities and

courtsandperformfunctionssimilarto a court. In caseof referencesrom suchbodiesthe Courtof

Justicewill proceedwith its sixelementstest in order to verify whetherthe referringbody maybe

consideredasa court/tribunal within the meaningof Article 267 TFEUForinstancein caseG53/03

Syfai) the Courtof Justiceheld that the GreekCompetitionAuthority wasnot a court or tribunal

within the meaningof Article 267 TFEU.



Thingsto remember
Thereis no statutory definition of a court or tribunal for the purposesof preliminary ruling.
However the Courtof Justicedevelopeda set of criteriathat canbe usedto verity the statusof
adomesticauthority.

2.2.3. Theright andthe obligationto refer

As a matter of principle the national courts have the right to make a reference.In some cases,
however,anobligationwill arise.Firstof all, domesticcourtshavean obligationto refer onlywhere
there is no further remedy,that is they are the courts of lastinstance.ln caseG99/00 Lyckeskog
the Courtof Justiceheld that the court from whichthere is no further remedyis the one whichin
fact will serveasthe court of lastinstance.Iln Lyckeskodgt wasthe SwedishSupremeCourtwhich
beforelookingat the merits of cassatiorhasanobligationto verify admissibilityand- asheld by the
Courtof Justice- at that stageof domesticproceedingst mayhavean obligationto refer.

Doesit meanthat suchcourts alwayshave the obligationto refer? Thismay be the conclusion
stemmingfrom literal interpretation of Article 267 TFEUHowever,the Court of Justicetakesa
realisticapproachthat under certaincircumstanceslomesticcourtsfrom whichthere is no further
remedy do not haveto refer. Theywill be freed from the obligationto refer when one of the
following conditionsis fulfilled:

1) interpretation of EUlaw doesnot raise any doubts or asthe Courtof Justicehasput it W s&
obviousasto leaveno scopefor anyreasonableR 2 dzsac&ledprincipleof acte clair established
bythe ECJn case283/81 SrlCILFI'&ndLanificiodi GavardoSpAv Ministry of Healthconfirmedever

since(seei.e.caseG344/04TheQueenpnthe applicationof InternationalAir TransportAssociation
and EuropeariLowFaresAirline Associatiorv Departmentfor Transporj.

2) the Courtof Justicehasalready answeredsimilar questionsand therefore there is no needto

refer backagain(socalledprincipleof acteS Ot éstaMidheddy the Courtof Justicen joinedcases
28-30/62 Da Costaen SchaakeNV, JacobMeijer NV, HoechstHolland NV v Netherlandsinland

Revenuéddministratior).

Thingsto remember
Asamatter of principle,nationalcourtsfrom whichthereisafurther remedyhavethe obligation
to proceedwith referencesfor preliminary ruling. All other courts have the right to senda
reference.

2.2.4.What canbethe subjectof referencefor preliminaryruling?

The preliminary references shall in principle deal with interpretation of primary law or
interpretation and validity of secondarylaw. In principlereferenceson conformity of nationallaw
with EUlaw will not be admissible Basedon both, the text of relevanttreaty provisionsaswell as
practiceof the Courtof Justicethe followingreferenceswill be admissible:

- interpretation of EU,FEUand EAEreaties,

- interpretation of the Chater of FundamentaRights,
- interpretation of Accessioreaties,
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- interpretation and validity of secondarylegislation(regulations,directives,decisions)aswell as
soft law acts(i.e.recommendations),

- interpretation of internationaltreatiescondudedby the EuropeariJnion(for instanceEUUkraine
AssociationAgreement)as well as legal acts adopted on their basis(i.e. decisionsof association
councils),

- interpretation of earlierjudgmentsof the Courtof Justiceandgeneralprinciplesof law established
therein.

Asa matter of fact alargenumberof referencesdealindirectly or evendirectly with conformity of
nationallaw with EUlegislation.Althoughsuchcasesare in principle not admissiblethe Courtof
Justiceusuallyfindsawayto providethe referringcourt with assistancelf a nationalcourtisfaced
with this kind of a problem then it is advisableto askformally for an interpretation of EU law
however put it in the context of national legislation.For examplewhen we have doubts as to
conformity of our national law with Article 34 TFEUbn free movementof goods(prohibition of
guantitativerestrictionsand measuresavingan equivalenteffect) then the bestwayto formulate
the questionis: dDoesArticle 34 TFEWAllow/prohibit nationallaw, which X €

Thingsto remember
Preliminaryrulingsdealwith interpretation of EUlaw and validity of secondarylegislation.

2.3. Example

At this stageit is worth for readersto familiarisethemselveswith a samplejudgmentof the Court

of JusticeForthe purposeof this exerciseajudgmenton interpretation of Regulatior261/2004/EC
isreproducedbelow. A short commentaryasto the format of judgmentsis providedin section7.5

of this chapter,while this judgmentis alsoanalysedrom substantivepoint of view in the chapter

that follows.
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JUDGMENDFTHECOURTThirdChamber)
4 October2012(*)

(Airtransportt RegulatiofECN0261/2004t1 Compensatiorior passengeri the
eventof deniedboardingt Concepf WR Sy 2 $ RIR ExycEHIDrrom
characterisatiorasW R S y6 2 $ RIR CghBeliatiorof a flight causedby a strike at
the airport of departuret Reschedulingf flights after the cancelledlight 1 Rightto
compensatiorof the passengersn thoseflights)

In CaseC22/11,

REFERENG I a preliminaryrulingunder Article 267 TFEUrom the Korkeinoikeus
(Finland) madeby decisionof 13 January2011,receivedat the Courton 17 January
2011,in the proceedings
FinnairOyj
%

TimyLassooy,

THECOURTThirdChamber),

composedf K.LenaertsPresidentof the ChamberJ.a | f Sy FEMEIIKETHoON X

DanwitzandD.~ @Y (Rapporteur),Judges,

AdvocateGeneralY.Bot,
RegistrarC.Sti mholm, Administrator,
havingregardto the written procedureandfurther to the hearingon 1 March2012,
after consideringhe observationssubmittedon behalfof:
¢ FinnairOyj,by T.+ N N (i Nasigh&jajax
C Mr Lassooy,by M. Wilska, kuluttaja-asiamies,and P.Hannulaand J.Suurla,
lakimiehet,
¢ the FinnishGovernmentby H. Leppo.actingasAgent,
¢ the FrenchGovernmentby G.de Berguesand M. Perrot,actingasAgents,
C the ltalianGovernmentpy G.PalmieriactingasAgent,andby G. Aiello,avvocato
dello Stato,
C the AustrianGovernmentpy A. Pogh, actingasAgent,
¢ thePolishGovernmentby M. SzpunaractingasAgent,
¢ the EuropearCommissionby |. Koskinerand K. SimonssonactingasAgents,
after hearingthe Opinionof the AdvocateGeneralat the sittingon 19 April 2012,
givesthe following
Judgment

1  Thisreferencefor apreliminaryrulingconcernghe interpretation of Articles2(j),
4 and5 of RegulationfECNo 261/20040f the EuropearParliamentand of the Council
of 11 February2004 establishingcommonrules on compensationand assistanceo
passengerin the eventof deniedboardingand of cancellationor long delayof flights,
andrepealingRegulatiofEECN0 295/91 (0J2004L.46, p. 1).
2 The reference has been made in proceedingsbetween, on the one hand, the
airline FinnairOyjo W C A yind Joriktiddather, Mr LassooyfollowingC A Yy yrefds&dll a
to compensatéMr Lassooyor not allowinghimto boardaflight from BarcelongSpain)
to Helsinki(Finland)on 30 July2006.

Legalfframework

RegulatiofEECN0295/91
3  CouncilRegulation(EECN0295/91 of 4 February1991 establishingcommon
rulesfor a deniedboardingcompensatiorsystemin scheduledair transport (0J1991
L 36, p. 5), whichwasin force until 16 February2005,providedat Article 1:

Y ¢ Rdgdlatiorestablishescommonminimumrulesapplicablewhere passengersire
deniedaccesgo anoverbookedscheduledlight for whichthey havea validticket and
aconfirmedreservationdepartingfrom anairport locatedin the territory of aMember
Stateto whichthe [EC]Treatyapplies,irrespectiveof the Statewherethe air carrieris
establishedthe nationality of the passengeandthe pointof RS & G Ay GA 2y ®Q
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RegulatiorNo 261/2004

4  Recitaldl, 3,4,9,10,14and15in the preambleto RegulatiorNo 261/2004state:
Y 6 mAction by the Communityin the field of air transport shouldaim, amongother
things, at ensuringa high level of protection for passengersMoreover, full account
shouldbe takenof the requirementsof consumerprotectionin general.

X

(3) While [RegulationN0295/91] created basic protection for passengersthe
numberof passengerdeniedboardingagainsttheir will remainstoo high,asdoesthat
affectedby cancellationsvithout prior warningandthat affected by longdelays.

(4) TheCommunityshouldtherefore raisethe standardsof protection set by that
Regulatiornboth to strengthenthe rights of passengerandto ensurethat air carriers
operateunderharmonisedconditionsin a liberalisedmarket.

X

(9) Thenumberof passengersleniedboardingagainsttheir will shouldbe reduced
by requiring air carriersto call for volunteersto surrender their reservations,in
exchange for benefits, instead of denying passengersboarding, and by fully
compensiting thosefinally deniedboarding.

(10) Passengersgeniedboardingagainsttheir will shouldbe able either to cancel
their flights, with reimbursement of their tickets, or to continue them under
satisfactoryconditions,andshouldbe adequatelycared for while awaitingalater flight.
X

(14) Asunderthe Montreal Conventionpbligationson operatingair carriersshould
be limited or excludedin caseswhere an event has been causedby extraordinary
circumstancesvhichcouldnot havebeenavoidedevenif all reasonableneasureshad
beentaken.Suchcircumstancesnay,in particular,occurin casef politicalinstability,
meteorologicalconditionsincompatiblewith the operation of the flight concerned,
security risks, unexpectedflight safety shatcomings and strikes that affect the
operationof an operatingair carrier.

(15) Extraordinancircumstanceshouldbe deemedto existwherethe impactof an
air traffic managementdecisionin relation to a particularaircraft on a particularday
givesriseto alongdelay,anovernightdelay,or the cancellationof one or moreflights
by that aircraft,eventhoughall reasonableneasureshad beentakenby the air carrier
concernedo avoidthe delaysorOF y OSt f F 1 A2y a ®Q

5 Article2 of Regulatiom No 261/2004 entitled PefinitionLp@rovides:

Y Ctadylrposesof this Regulation:

X

() & RS yoA2S RNJnkayisa kefusalto carrypassengersn aflight, althoughthey
havepresentedthemselvedor boardingunderthe conditionslaid downin Article 3(2),
exceptwherethere arereasonableggroundsto denythem boarding,suchasreasonsof
health,safetyor security,or inadequatetravel documentation;

XQ

6  Article3 of that regulation,entitled Bcop&@xovidesin paragraph2:
ParagrapHhl shallapplyon the conditionthat passengers:

(&) haveaconfirmedreservationon the flight concernedand, exceptin the caseof
cancellatiorreferredto in Article 5, presentthemselvedor checkin:

q as stipulated and at the time indicatedin advanceand in writing (includingby
electronicmeans)by the air carrier,the tour operatoror anauthorisedtravel agent,
or, if notime isindicated,

¢  notlaterthan45 minutesbeforethe publisheddeparturetime; or

XQ

7  Article4of RegulatiorNo 261/2004 entitled W5 S yo 2 $ RN Ragsa0lbws:
Y M ®Vhenan operatingair carrierreasonablyexpectsto denyboardingon a flight, it
shallfirst callfor volunteersto surrendertheir reservationsin exchangefor benefits
underconditionsto be agreedbetweenthe passengeconcernedandthe operatingair
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carrier.Volunteersshallbe assistedn accordancewith Article 8, suchassistancéeing
additionalto the benefitsmentionedin this paragraph.

2. If aninsufficient numbe of volunteerscomesforward to allow the remaining
passengersvith reservationsto board the flight, the operatingair carrier may then
denyboardingto passengeragainsttheir will.

3. Ifboardingisdeniedto passengeragainsttheir will, the operatingair carriershall
immediately compensatethem in accordancewith Article7 and assistthem in
accordancewith Articles8 andd ® Q

8 Article5 of Regulation N0o261/2004, entitled Eancellatiof Provides in
paragraph3:

Y1 gperatingair carrier shallnot be obligedto pay compensationin accordancewith
Article 7, if it canprovethat the cancellationis causedby extraordinarycircumstances
which couldnot havebeenavoidedevenif all reasonablemeasureshadbeenii  { Sy ®Q
9  Article7 of RegulationNo 261/2004,entitled W w Atd ® 1 Y LIS y aprotide® y Q =
in paragraphl:

W2 K Sdidgsence is made to this Article, passengersshall receive compensation
amountingto:

X

(b) EUR40Ofor all intra-Communityflights of more than 1 500 kilometres, and for
all other flightsbetween1500and 3500kilometres;

XQ

10 Articles8 and 9 of that regulation, read in conjunctionwith Article4 thereof,
providearight to reimbursementor re-routing andaright to carefor passengersvho
aredeniedboarding.

11 Article 13 of RegulatiorNo 261/2004 entitled ¥ w AcHNKRIR NBo¥ide® >

Y Legseswhere an operating air carrier pays compensationor meets the other
obligationsincumbenton it underthis Regulationno provisionof this Regulatiomrmay
be interpreted asrestrictingits right to seekcompensatiorfrom anyperson,including
third parties,in accordancewith the law applicable In particular,this Regulatiorshall
in no way restrict the operatingair O I NNy thl &2 é&kreimbursementfrom a tour
operator or another person with whom the operating air carrier has a contract.
Similarly,no provisionof this Regulatiormay be interpreted asrestrictingthe right of
a tour operatoror athird party, other than a passengerwith whom an operating air
carrierhasa contract,to seekreimbursementor compensatiorfrom the operatingair
carrierin accordancevith applicablerelevantt | ¢ a ® Q

The dispute in the main proceedingsand the questionsreferred for a preliminary
ruling

12 Followinga strike by staff at BarcelonaAirport on 28 July2006, the scheduled
11.40flight from Barcelond@o Helsinkioperatedby Finnairhadto be cancelledIn order
that the passenger®n that flight should not have too long a waiting time, Finnair
decidedto reschedulesubsequentlights.

13 Accordinglythosepassengerférom the flight in questionwere takento Helsinki
on the 11.40flight the following day, 29 July2006, and alsoon a speciallyarranged
flight departinglater that dayat 21.40.Theconseajuenceof that reschedulingvasthat
someof the passengersvho had bought their tickets for the 11.40flight on 29 July
2006hadto wait until 30 July2006to goto Helsinkion the scheduledl1.40flight and
on a 21.40flight speciallyarrangedfor the occasion.Similarly,somepassengerslike
Mr Lassooywho hadboughttheir ticketsfor the 11.40flight on 30 July2006andwho
haddulypresentedthemselvedor boardingwentto Helsinkionthe speciak1.40flight
later that day.

14 Takingthe viewthat Finnairhadfor no valid reasondeniedhim boarding,within
the meaningof Article4 of RegulationNo261/2004, Mr Lassooybrought an action
beforethe Helsinginl N NN 2 NHeksitkiDidzdct Court)for an order againstFinnair
to pay him the compersation provided for in Article 7(1)(b) of that regulation. By
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decisionof 19 December2008, the Helsingin] N NN 2 Nd&shi§s&imy] | a 42 2 & Qa
application for compensationon the ground that the regulation only concerned
compensationwhere boarding is denied as a result of overbookingfor economic
reasonsThatcourt held that Article 4 of RegulatiorNo 261/2004did not applyin this
case,sincethe airline companyhad rescheduledits flights as a result of a strike at
Barcelonairport andthat strikeamourted to anextraordinarycircumstancen respect
of whichFinnairhadtakenall the measureghat couldbe requiredof it.

15 Bya judgmentof 31 August2009, the Helsinginhovioikeus(HelsinkiCourt of
Appeal)set asidethe judgmentof the HelsinginkN NN 2 N &ndl drd@réziFinnairto
payMr Lassooyhe sumof EURA00. Tothat effect, the Helsinginhovioikeusheld that
RegulatiorNo 261/2004appliesnot only to overbookingobut alsoin someinstanceso
operationalreasongor denyingboarding,and thus preventsan air carrierfrom being
exempted, for reasons connected with a strike, from its obligation to pay
compensation.

16 Inthe contextof C A y Yy d&ppedlid e Korkeinoikeus(SupremeCourt), that
court relates its doubts concerningthe scope of the obligation to compensate
passengersvho havebeenWR S o 2 $ INFadrgfeiréd o in Article4 of Regulation
N0 261/2004,the groundsthat may justify ¥ R S yoA23 RNIikhiyi h@ meaningof
Article 2(j) of that regulation,andwhetheran air carier mayrely on the extraordinary
circumstanceseferredto in Article 5(3)of that sameregulation,with respectto flights
after the flight whichwascancelledbecauseof thosecircumstances.

17 Inthat context,the Korkeinoikeusdecidedto staythe proceedingsandto refer
the following questionsto the Courtof Justicefor a preliminaryruling:

WM dsRegulatiorNo 261/2004andin particularArticle 4 thereofto be interpretedas
meaningthat its applicationis limited only to caseswvhere boardingis deniedbecause
of overbookingby [an] air carrier for economic reasons,or is [that] regulation
applicablealsoto situationsin which boardingis denied for other reasons,suchas
operationalreasons?

2. IsArticle2(j) of [RegulationNo 261/2004] to be interpreted asmeaningthat the
reasonableggrounddaid downthereinarelimited onlyto factorsrelatingto passengers,
or maya denialof boardingbe reasonableon other grounds?f the regulationisto be
interpreted asmeaningthat a denial of boardingmaybe reasonableon groundsother
than thoserelatingto passengerdsit to be interpreted asmeaningthat suchadenial
may alsobe reasonableon the groundsof the reschedulingf flights asa resultof the
extraordinarycircumstancesnentionedin recitals14and 15?

3. Is[RegulationN0261/2004]to be interpreted asmeaningthat an air carriermay
be exemptedfrom liability under Article 5(3) in extraordinarycircumstancesot only
with respectto aflight whichit cancelledput alsowith respectto passengersn later
flights, on the groundthat by its actionsit attemptsto spreadthe negativeeffectsof
the extraordinarycircumstance# encountersn its operations,suchasa strike,among
a wider classof passengershan the cancelled¥ f A Haks@ér@erdy reschedulingts
later flightssothatno LJI & & S jodr@yBsainreasonablydelayed?n other words,
mayanair carrierrely on extraordinarycircumstanceslsowith respectto apassenger
on alater flight whosejourneywasnot directly affectedby that factor? Doesit makea
significantdifferencewhetherthe LJI & & S gitdaSoNaddright to compensatiorare
assessedn accordancewith Article4 of the regulation, which concernsdenied
boarding,or with Article5, whichrelatesto flight O y OSt f I G A 2 Yy KQ
Considerationof the questionsreferred

Thefirst question

18 Byits first questionthe referring court asks,in essencewhether the conceptof
YR SR $ RRvithih héreaningof Articles2(j) and4 of Reguation No 261/2004,
mustbe interpreted asrelatingexclusivelyto casesvhere boardingis deniedbecause
of overbookingor whether it appliesalsoto caseswvhere boardingis deniedon other
grounds,suchasoperationalreasons.
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19 It shouldbe noted that the wording of Article2(j) of RegulationNo 261/2004,
which definesthe conceptof W R S yo 223 RNFRiaegridtirk that conceptto an air
O NMNA2SNINSD theXlight obrié&nedior economicreasons.

20 Asregardsthe context of that provision and the objectivespursued by the
legislationof which it is part, it is apparentnot only from recitals 3, 4, 9 and 10 of
RegulatiorNo 261/2004 ,but alsofrom the travauxprQparatoiresfor that regulationt
andin particularfrom the Proposafor aregulationof the EuropearParliamentand of
the Council establishingcommon rules on compensationand assistanceto air
passengerin the eventof deniedboardingand of cancellationor long delayof flights,
presentedby the Commissiorof the EuropeanCanmunitieson 21 December2001
(COM(2001)784 final)T that the EuropeanUnion 6 W 9légi@laturesought, by the
adoption of that regulation, to reduce the number of passengerslenied boarding
againsttheir will, whichwastoo highat that time. Thiswould be achievedby filling the
gapsin RegulationNo 295/91 which confineditselfto establishingjn accordancevith
Article1 thereof, common minimum rules applicablewhere passengersare denied
accesgo anoverbookedscheduledlight.

21 ltisinthat contextthat by meansof Article 2(j) of RegulationNo 261/2004the
EUlegislatureremovedfrom the definition of W R S yo 2 3 RJarly éfarénceto the
groundon whichanair carrierrefusesto carryapassenger.

22 Insodoing,the EUlegislatureexpandedthe scopeof the definitonof WRSy A SR
0 2 | NJFokygrisl therely situations where boarding is denied on account of
overbookingreferredto previouslyin Article 1 of RegulatiorNo295/91,andconstrued
WR S o223 ANIRrbadla@coveringall circunstancesin which an air carrier might
refuseto carrya passenger.

23 Thatinterpretationis supportedby the finding that limiting the scopeof WR Sy A S R
0 2 | NFeschisiv€lyto casesof overbookingwould have the practical effect of
substantially reducing the protection afforded to passengersunder Regulation
No 261/2004andwouldtherefore be contraryto the aimof that regulationt referred
to in recital 1 in the preambletheretot of ensuringa high level of protection for
passengersConsequentlya broad interpretation of the rights grantedto passengers
is justified (see, to that effect, CaseCZ344/04IATAand ELFAA2006] ECRIZO03,
paragraph69,and C549/07 WallentinHermann[2008] ECRZ.1061 ,paragraphl8).
24  Asthe AdvocateGeneralobservedin point 37 of hisOpinion,to acceptthat only
situationsof overbookingare coveredby the conceptof W R S y6 2 $ RIRdul e
the effect of denyingall protectionto passengersvho, like the applicantin the main
proceedingsfind themselvesn asituationfor which,asin the caseof overbookingfor
economicreasons,they are not responsible,by precludingthem from relying on
Article 4 of RegulatiorNo 261/2004;paragraph3 of that Articlerefersto the provisions
of that regulationrelatingto rightsto compensationreimbursementor re-routing and
to care,aslaid downin Articles? to 9 of that regulation.

25 Consequentlyan air O I NN@&fgalt® allow the boardingof a passengewho
has presentedhimself for boardingin accordane with the conditionslaid down in
Article 3(2) of RegulationNo 261/2004,0n the basisthat the flights arrangedby that
carrierhavebeenrescheduledmust be characterisechsW R S yo 2 $ RIRithiyf Bhe
meaningof Article 2(j) of that regulation.

26 Inthe light of the foregoing,the answerto the first questionis that the concept
of YR S ya\ SIRNRithird @& meaning of Articles2(j) and 4 of Regulation
No0261/2004, must be interpreted as relating not only to caseswhere boardingis
denied becauseof overbookingbut alsoto those where boardingis denied on other
grounds,suchasoperationalreasons.

Thesecondandthird questions

27 By its secondand third questions,which should be examinedtogether, the
referring court asks, in essence whether the occurrence of WS E (i NI 2 NRA y | NE
O A N dzY aesuitiggid &n@itrarrierreschedulinglights after those circumstances
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occurredcangive groundsfor denyingboardingto a passengeon one of those later
flights and for exempting that carrier from its obligation, under Article4(3) of
RegulationNo 261/2004,to compensatea passengeto whom it deniesboardingon
suchaflight.

28 Inthe first place,the referring court seeksto establishwhether characterisation
asWR Sy 2 $ RIRvithyh BhénXeaningof Article 2(j) of RegulatiorNo 261/2004,may
be precludedsolely on groundsrelating to passengerss such,or whether grounds
unrelatedto themand,in particular,relatingto anairO I NN@&s&etliagf its flights
asaresultof W&aordinaryO A N dzY awtith gfiecEeditDmay alsoprecludesuch
characterisation.

29 In that connection, it should be noted that the wording of Article2(j) of
RegulatiorNo 261/2004precludescharacterisatiorasW R S yo 2 $ RIBrtwo Seof
grounds.Thefirst relatesto the failure of the passengepresentinghimselffor boarding
to complywith the conditionslaid downin Article 3(2) of that regulation.Thesecond
concernscasesvherethere are reasonablegroundsto denyboarding® & dz€édasons
of health, safetyor security,or inadequatetravel R 2 OdzY Sy i G A2y Q@
30 Thefirst set of groundsdoesnot applyto the casein the main proceedingsAs
regardsthe secondset of grounds,it must be noted that none of the reasons
specificallyreferred to in Article 2(j) is relevantto the main proceedingsHowever,in
usingthe expression¥ & dz@#ge EUlegislatureintendedto providea non-exhaustive
list of the situationsin whichthere are reasonablegroundsfor denyingboarding.

31 Norethe less,it cannotbe inferred from suchwordingthat there arereasonable
groundsto denyboardingon the basisof anoperationalreasonsuchasthat in question
in the mainproceedings.

32 Thesituationin questionin the main proceedingds comparableto caseswvhere
boardingis deniedbecauseof W A y avérbBobkingsincethe air carrierhadreallocated
thel LJLJf As@dtin/oid€)t transportother passengersandit therefore choseitself
betweenseveralpassengerso be transported.

33 Admittedly,that reallocationwasdonein orderto avoidthe passengersffected
by flights cancelledon accountof extraordinarycircumstancefiavingexcessiveljong
waitingtimes.However that groundis not comparablgo thosespecificallynentioned
in Article2(j) of RegulationNo0261/2004, since it is in no way attributable to the
passengeto whom boardingis denied.

34 It cannotbe acceptedthat an air carrier may, relying on the interest of other
passengersn beingtransportedwithin a reawnabletime, increaseconsiderablythe
situationsin whichit would havereasonablegroundsfor denyingapassengeboarding.
That would necessarilyhave the consequenceof depriving sucha passengernof all
protection,whichwould be contraryto the objective of RegulatiorNo 261/2004which
seeksto ensure a high level of protection for passengersoy means of a broad
interpretation of the rightsgrantedto them.

35 Inthe secondplace,the referring court asksthe Courtof Justicewhether an air
carrier may be exemptedfrom its obligationto compensatea passengefor WRSy A SR
0 2 I NRaldd@dveil Articles4(3) and 7 of RegulationNo 261/2004,0n the ground
that boardingis denieddue to the reschedulingof that O | NINfigitNExdresult of
WS oriNgryOA NDdzya il yOS&aQo

36 In that connection,it is to be noted that, unlike Article5(3) of Regulation
No0261/2004 Articles2(j) and 4 of that regulationdo not providethat, in the eventof
WR SRS ANRWNG® @S E i NI HNRD g2y Bdith yolidnatBavebeen
avoidedevenif all reasonablemeasureshad beentaken, an air carrier is exempted
from its obligationto compensatepassengersieniedboardingagainsttheir will (see,
by analogy,|JATAand ELFAAparagraph37). It follows that the EUlegislaturedid not
intend that compensatiormay be precludedon groundsrelatingto the occurrenceof
WSEGNI DANRDYzZr 8B yOS&a Qo
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37 In addition, it is apparent from recital 15 in the preamble to Regulation
N0261/2004that WS E (i NJ &iNIIRdx Y3 (iMByrelaSeantyto W particularaircraft
onaparticularR | &viSichcannotapplyto a passengedeniedboardingbecauseof the
reschedulingof flights as a result of extraordinarycircumstancesaffectingan earlier
flight. Theconceptof W &adordinaryO A NI dzY dsintend&dl® &nt the obligations
of an air carriert or even exemptit from those obligationst when the eventin
guestioncouldnot havebeenavoidedevenif all reasonablaneasuresadbeentaken.
Asthe AdvocateGenerabbservedin point 53 of hisOpinion,if sucha carrieris obliged
to cancela scheduledflight on the day of a strike by airport staff and then takesthe
decisionto rescheduldts later flights, that carriercannotin anyway be consideredo
be constrainedby that striketo denyboardingto a passengewho hasduly presented
himselffor boardingtwo daysafter the ¥ £ s aKcélltion.

38 Consequently,having regard to the requirement to interpret strictly the
derogationsfrom provisionsgranting rights to passengerswhich follows from the
settledcaselawof the Court(see to that effect, WallentinHermann paragraphl7and
the caselaw cited), an air carrier cannot be exempted from its obligation to pay
compensationin the eventof W R S ybaa&liRgon the groundthat its flights were
reschedulechsaresultof WS E (1 NI DANRDyzr 8B I y OS&a Qo

39 Furthermorejt mustbereiteratedthat the dischargeof obligationsby air carriers
pursuant to RegulationN0261/2004 is without prejudice to their rights to seek
compensatiorfrom any personwho hascausedthe W R S yo 2 $ RRnklytdgdhird
parties, as Article 13 of the regulationprovides.Suchcompensationaccordinglymay
reduceor evenremovethe financialburdenborne by the air carriersin consequence
of thoseobligations(IATAand ELFAAparagraph90).

40 Inthe light of the foregoingconsiderationsthe answerto the secondand third
guestionsisthat Articles2(j) and 4(3) of RegulatiorNo 261/2004must be interpreted
as meaningthat the occurrenceof WS E i NI ® NIRIO fiAY K@ itiyfigdnSas
carrier reschedulingflights after those circumstancesarose cannot give groundsfor
denyingboardingonthoselater flightsor for exemptingthat carrierfrom its obligation,
under Article 4(3) of that regulation,to compensatea passengeto whom it denies
boardingon sucha flight.

Costs

41 Sincethese proceedingsare, for the partiesto the main proceedingsa stepin
the action pendingbefore the nationalcourt, the decisionon costsis a matter for that
court. Costsincurredin submittingobservationgo the Court,other than the costsof
thoseparties,are not recoverable.

Onthosegrounds,the Court(Third Chamber)herebyrules:

1. Theconceptof ¥R S yoA23 RNRwithin3h@ meaningof Articles2(j) and 4 of
Regulation (EC)N0261/2004 of the EuropeanParliamentand of the Council of
11 February 2004 establishingcommon rules on compensationand assistanceto
passengerin the eventof deniedboardingand of cancellationor long delayof flights,
andrepealingRegulatiofEECNo 295/91, must be interpreted asrelatingnot only to
caseswhere boarding is denied becauseof overbookingbut also to those where
boardingis deniedon other grounds,suchasoperationalreasons.

2. Articles2(j) and 4(3) of RegulationNo 261/2004must be interpreted asmeaning
that the occurrenceof WS E (i NI 2OMRNIFYNBEslIiAGIS arQair carrier
reschedulinglights after those circumstancesrosecannotgive groundsfor denying
boardingon those later flights or for exemptingthat carrierfrom its obligation,under
Article4(3) of that regulation,to compensatea passengeto whomit deniesboarding
on suchaflight.

2.4. Commentary
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Thisreferencefor preliminaryruling dealswith interpretation of the conceptof deniedboarding,
which,asexplainedearlier,isfundamentalwhenit comesto Regulatior261/2004/ECAt this stage,
however,we shallfocuson form, not on the contentsof this ruling. In many waysit is a typical
judgment of the Courtof Justice particularlywhenit comesto its structure. Thus this commentary
isashortguideto the readeron howto approachjudgmentsof the Courtof Justice.

Judgmentstart with informationasto whichchamberof the Courtof Justi@ dealtwith it andwhen

the judgmentwasrendered.If a casewashandledby the GrandChambeiit meansit isa precedent
that deservegarticularattention. Forinstance,if the Ukrainianauthoritiesare drafting a pieceof

domesticlegislationgivingeffect to an EUregulationor EUdirectiveandthe inventoryof EUacquis
(compiledasper chapter3 of this manual)showsa longlist of casest is worth to start (or, should
the pressureof time be daunting)with GrandChambercasesThisparticularjudgment which we

useasanexamplewasrenderedby a smallchambercomposedf 5 judgeswhosenamesare listed

on the front page.Foreveryjudgmentthere isajudgerapporteur,that is a judgewhosechambers
takethe leadin a givencase.

Things to remember
Courtof Justicemay sit in differentcompositionsFor the approximatioreffort judgmentsof the
GrandChambeiareof particularimportance.

Rightbelow the date of the judgmentthe readerswill find a list of key words, which allow us to
quickly identify if a particular decision of the Court of Justiceis relevant for our work on
approximation.Thecasenumberis also provided. Judgmentsf the GeneralCourthaveprefix T,
while judgmentsof the Courtof Justicenaveprefix C.A prefixisfollowed by the casenumberanda
yearin whichthe casewassubmittedto the Courtof Justice.

After the number there is a short paragraphpinpointing the type of proceedingsas well asthe
namesof parties.Thisisfollowed by the list of judgments the nameof the AdvocateGeneralanda
list of Member Statesthat intervenedin the case Aswe canseein our example judgmentG22/11
FinnerOyjv. TimyLas®oy attracted attention of severalMember States.

Things to remember
The openingsectionsof judgmentsarevery technicalandcomprisejnter alia, casenumber date
of the judgment,compositionof the Court, referencedo thetype of procedure.

Themainbody of the judgmentalwaysstartswith a short descriptionof the case(seeparas.1-2 of
judgmentLassooyeproducedabove).lt isfollowed by analysisof the legalframeworkof a case.In
this section provisionsof relevant EU and domestic laws are reproduced (see paras. 3-11 of
judgmentLassooyeproducedabove).

Theopeningparagraphsrefollowedby detailedanalysif the factsof acaseandmainlegalissues.
(seeparas.12-16 of judgmentLassooyeproducedabove)andfollowed by argumentsraisedby the
EuropeanCommission(infringement proceedings)or questions submitted by domestic courts
(preliminaryrulings),(seepara.17 of judgmentLassooyeproducedabove).

Thisleadsto the mainpart of ajudgmentwherethe Courtof Justce dealswith the substanceof the
case(see paras.18-40 of judgment Lassooyeproducedabove).lt is notable that in preliminary
rulingsthe Courtis free to answeronly selectedquestionsraisedby the domesticcourts,whichwill
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happen,if somequestonsare simplyirrelevant. TheCourtof Justicasalsofree to answerquestions
en block Everyjudgmentwill havea conclusionln caseof infringementproceedingghe Courtof
Justicewill declare/ornot a Member Stateto be in breachof EUlaw. In preliminaryrulingthe Court
will providea nationalcourt with interpretation of a givenlegalactand,shouldit be askedto do so,
alsoa decisionon validity of a legalact. A word of warningis fitting here. Judgmentof the Court
are not alwaysaccompaned by a comprehensiveeasoningSincethere are no dissentingopinions
the judgessitting in chambershaveto agreeto a particulartext. This,sometimes,comesat a price

andreasonings cryptic.
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Part2 ¢ Overviewof jurisprudencerelevantfor the Ukrainianauthorities
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Chapterl Technicakegulations,standards,and conformity assessment
1.1.Listsof jurisprudence

EULegalAct Jurisprudence

DecisionNo 768/2008/E®f the EuropearParliamentand of the Council| - no caselaw asof 31 December2017
of 9 July20080on a commonframeworkfor the marketingof products

ReqgulatioECNo 765/20080f the EuropeanParliamentand of the - no caselaw asof 31 December017
Councilof 9 July2008setting out the requirementsfor accreditationand
marketsurveillancaelatingto the marketingof products

Directive2001/95/ECof the EuropearParliamentand of the Councilof 3| - G132/08Lidla | 3 & | NRekgbkbdel@bt v Nemzetii N NJ |

December2001on generalproduct safety | | { s¢akt yv= ECAIEU:C:2009:281
CounciDirective80/181/EE®f 20 Decemberl9790on the - no caselaw asof 31 Decenber 2017
approximationof the lawsof the Member Statesrelatingto units of

measurement

CounciDirective85/374/EE®f 25 July19850n the approximationof the | - G621/15N. W and Othersv SanofiPasteutMSDSNGand Others

laws, regulationsand administrative provisionsof the Member States ECLI'EU:C:2017:484

concernindiability for defectiveproducts - Joined cases G503/13 and G504/13 Boston Scientific
Medizintechnik GmbH v AOK SachserAnhalt - Die
Gesumlheitskassg G503/13) and BetriebskrankenkassBWE(G
504/13) ECLI:EU:2015:148

- G310/13NovoNordiskPharmaGmbHv S, ECLI:EU:C:2014:238

- G495/10 Centrehospitalieruniversitairede . S & | W ®&®nfas
Dutrueux and Caisseprimaire d'assurancemaladie du Jura,
ECLI:EU:C:2011:869

- (G358/08 AventisPasteurSAv OB ECLI:EU:C:2009:744
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http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312466463&uri=CELEX:32008D0768
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312466463&uri=CELEX:32008D0768
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312519335&uri=CELEX:32008R0765
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312519335&uri=CELEX:32008R0765
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312519335&uri=CELEX:32008R0765
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312596874&uri=CELEX:32001L0095
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312596874&uri=CELEX:32001L0095
http://curia.europa.eu/juris/document/document.jsf?text=&docid=73329&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=350625
http://curia.europa.eu/juris/document/document.jsf?text=&docid=73329&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=350625
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312705847&uri=CELEX:31980L0181
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312705847&uri=CELEX:31980L0181
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468312705847&uri=CELEX:31980L0181
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31985L0374&qid=1468312764648
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31985L0374&qid=1468312764648
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31985L0374&qid=1468312764648
http://curia.europa.eu/juris/celex.jsf?celex=62015CJ0621&lang1=en&type=TXT&ancre=
http://curia.europa.eu/juris/document/document.jsf?text=&docid=162686&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=351837
http://curia.europa.eu/juris/document/document.jsf?text=&docid=162686&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=351837
http://curia.europa.eu/juris/document/document.jsf?text=&docid=162686&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=351837
http://curia.europa.eu/juris/document/document.jsf?text=&docid=162686&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=351837
http://curia.europa.eu/juris/document/document.jsf?text=&docid=162686&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=351837
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http://curia.europa.eu/juris/document/document.jsf?text=&docid=117194&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=352021
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G258/08 Moteurs LeroySomerv DalkiaFranceand Ace Europe
ECLI:EU:C:2009:351

G315/05 Lidl ltalia  Srl v. Comune di Arcole (VR)
ECLI:EU:C:2006:736

G127/04 DeclanO'Byrnev _SanofiPasteurMSD Ltd and Sanofi
PasteurSA ECLI:EU:C:2006:93

G402/03 Skov , 3 v Bilka LavprisvarehusA/S and Bilka
Lavprisvarehug\/S v Jette Mikkelsenand Michael Due Nielsen
ECLI:EU:C:2006:6

G183/00a | N¥ictoriaD 2 v 1 { & D\iMdicinaAsturiana
SAECLI:EU:C:2002:255

G154/00 Commissionof the EuropeanCommunitiesv _Hellenic
RepublicECLI:EU:C:2002:254

G52/00 Commissionof the European Communitiesv_French
RepublicECLI:EU:C:2002:252

G203/99 Henning Veedfald v ) NX dZ&mtskommune
ECLI:EU:C:2001:258

G300/95 Commissionof the EuropeanCommunitiesv_United
Kingdom of Great Britain _and Northern Ireland
ECLI:EU:C:1997:255

Directive2006/42/EMf the EuropeanParliamentand of the Cauncil of
17 May 20060n machinery,andamendingDirective95/16/EC

- no caselaw asof 31 December2017

Directive2014/30/EUof the EuropearParliamentand of the Councilof
26 Februan2014on the harmonisationof the lawsof the Member
Statesrelatingto electromagneticcompatibility

- no caselaw asof 31 December017
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http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02006L0042-20091215
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02006L0042-20091215
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0030
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0030
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0030
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Directive2014/29/EUof the EuropearParliamentand of the Councilof
26 February2014on the harmonisationof the lawsof the Member
Statesrelatingto the makingavailableon the marketof simplepressure
vessels

- no caselaw asof 31 December017

Directive2014/68/EUof the EuropearParliamentand of the Councilof
15 May 2014 0n the harmonisationof the lawsof the Member States
relatingto the makingavailableon the marketof pressureequipment

Directive2010/35/EU- transportablepressureequipmentof 16 June
20100n transportablepressureequipmentand repealingCouncil
Directives/6/767/EEC84/525/EEC84/526/EEC84/527/EEGnd
1999/36/EC

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Directive95/16/ECof the EuropearParliamentand of the Councilof 29
Junel995o0n the approximationof the lawsof the Member States
relatingto lifts (NOTEthis Directivehasbeenrepealedby Directive
2014/33/EUof the EuropearParliamentand of the Councilof 26
February2014o0n the harmonisationof the lawsof the Member States
relatingto lifts and safetycomponentsfor lifts)

- no caselaw asof 31 December2017

Directive2009/48/EGof the EuropearParliamentand of the Councilof
18 June20090n the safetyof toys

- no caselaw asof 31 December017

Directive2014/35/EUof the EuropearParliamentand of the Councilof
26 February2014on the harmonisationof the lawsof the Member
Statesrelatingto the makingavailableon the marketof electrical
equipmentdesignedor usewithin certainvoltagelimits

- no caselaw asof 31 December2017
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http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468314634201&uri=CELEX:31995L0016
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468314634201&uri=CELEX:31995L0016
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0033
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0033
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0033
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0033
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468314693080&uri=CELEX:32009L0048
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468314693080&uri=CELEX:32009L0048
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468314744956&uri=CELEX:32014L0035
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http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468314744956&uri=CELEX:32014L0035
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CounciDirective92/42/EEMf 21 May 19920n efficiencyrequirements
for new hot-water boilersfired with liquid or gaseouguels (Note: this
Directiveis partly repealedby CommissiorRequlationf EU)N0 813/2013
of 2 August2013implementingDirective2009/125/EQf the European
Parliamentand of the Councilwith regardto ecodesignrequirementsfor
spaceheatersand combinationheaterg

- no caselaw asof 31 December017

Directive2009/142/E®f the EuropearnParliamentand of the Councilof
30 November2009relatingto appliancesdburninggaseouduels(Note:
asof 2018replacedby RequlationfEU)2016/4260f the European
Parliamentand of the Councilof 9 March20160on appliancedurning
gaseouduelsandrepealingDirective2009/142/EQ

CommissiorRequlatiofECNo 643/20090f 22 July2009implementing
Directive2005/32/EMf the EuropeanParliamentand of the Council
with regardto ecodesgnrequirementsfor householdrefrigerating

appliances

- no caselaw asof 31 December2017

- no caselaw asof 31 December2017

Directive2014/31/EUof the EuropearParliamentand of the Councilof
26 February2014on the harmonisationof the lawsof the Member
Statesrelatingto the makingavailableon the marketof non-automatic
weighinginstruments

- no caselaw asof 31 December017

Directive2014/32/EUof the EuropearParliamentand of the Councilof
26 February2014on the harmonisationof the lawsof the Member
Statesrelatingto the makingavailableon the marketof measuring
instruments

- no caselaw asof 31 December017
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http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468315234281&uri=CELEX:32009R0643
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http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468315234281&uri=CELEX:32009R0643
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468315234281&uri=CELEX:32009R0643
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CounciDirective96/98/ECof 20 Decemberl 996on marineequipment
(Note: asof 17 September2016replacedby Directive2014/90/EUof the
EuropearParliamentand of the Councilof 23 July20140n marine
equipmentandrepealingCounciDirective96/98/EQ

- no caselaw asof 31 December017

CouncilDirective93/42/EEMf 14 Junel993concerningmedicaldevices

- (G329/16 Syndicanationalde I'industrie destechnologies
Y S R A @3nite®)and PhilipsFrancev Premierministreand
Ministre desAffairessocialestdela{ I yECEI:EU:C:2017:94

- G662/15Lohmann& RauscheinternationalGmbH& Co.KGv
BlIOMedicalServicessmbH ECLI:EU:C:2016:903

- G219/15ElisabethiSchmittv ¢ « Rheinland. GAProductsGmbH
ECLI:EU:C:2017:128

- G109/12Laboratoired yocentrev[ N N 1 $urvéllisugis ja
1 S KA ( ( Nrd&dsi&adijd tetz@ysalanupa ja
valvontavirastoECLI:EU:C:2013:626

- G219/11BrainProductsGmbHv BioSemMOFand Others
ECLI:EU:C:2012:742

- G288/08 Kemikalieinspektionem NordiskaDental AB
ECLI:EU:C:2009:718

CouncilDirective90/385/EE®f 20 Junel9900n the approximationof
the lawsof the Member Statesrelatingto activeimplantablemedical
devices

- no caselaw asof 31 December2017

Directive98/79/ECof the EuropearnParliamentand of the Councilof 27
October1998on in vitro diagnosticnedicaldevice{NOTEthis Directive

- G277/15 ServoprayxGmbHv RocheDiagnosticPeutschland
GmbH ECLI:EU:C:2016:770

will be replacedby RequlationEU)2017/7460f the European
Parliamentand of the Councilof 5 April 20170n in vitro diagnostic
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http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0746
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0746
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medicaldevicesand repealingDirective98/79/ECand Commission
Decision?010/227/EV)

Directive2014/34/EUof the EuropearParliamentand of the Councilof
26 February2014on the harmonisationof the lawsof the Member
Statesrelatingto equipmentand protective systemantendedfor usein
potentially explosiveatmospheres

Directive2014/53/EUof the EuropearParliamentand of the Councilof
16 April20140n the harmonisationof the lawsof the Member States
relatingto the makingavailableon the marketof radio equipmentand
repealingDirective1999/5/EC

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Directive2000/9/ECof the EuropearParliamentand of the Councilof 20
March2000relatingto cablewayinstallationsdesignedo carrypersons
(note asof 21 April 2018to be replacedby Regulation EU)2016/4240f
the EuropearParliamentand of the Councilof 9 March20160n
cablewayinstallationsandrepealingDirective2000/9/EQ

- no caselaw asof 31 December2017

Directive2013/53/EUof the EuropearParliamentand of the Councilof
20 November2013on recreationalcraft and personalwatercraftand
repealingDirective94/25/EC

- norelevantcaselaw asof 31 December2017

RegulatiofEU)No 305/201 10of the EuropearParliamentand of the
Councilof 9 March2011layingdown harmonisedconditionsfor the
marketingof constructionproductsandrepealingCouncibDirective

89/106/EEC

- norelevantcaselaw asof 31 December2017

CommissionmplementingRegulationfEU)No0 1062/20130f 30 October
20130n the format of the Europeanl echnicalAssessmenfior
constructionproducts

- no relevantcaselaw asof 31 December2017
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EuropearParliamentand CouncilDirective94/62/ECof 20 December
1994 0n packagingand packagingvaste

- JoinedCases>313/15and G530/15 EceEmballage$SAand
Othersv{ LJK &rhid8eSASand Othersand Melitta FranceSAS
andOthersv Ministredef Q: O 2t 23 $fr2 LiuabesS
etdef | : v, BOLEEUE:2016:859

- G309/02RadlbergeD S i NNV | S Ir8bH& CofandSK I 1
SpitzKGv LandBader? N NJi (i S, FOGLEEWUR:2004:799

- G463/01 Commissiorof the EuropeanCommunitiesy Federal
Republicof Germany ECLI:EU:C:2004:797

- G341/01PlatoPlastikRobertFrankGmbHv Caropack
HandelsgesellschaftbH ECLI:EU:C:2004:254

- G444/00 TheQueen,on the applicationof MayerParryRecycling

Ltd, v EnvironmentAgencyand Secretaryf Statefor the
Environment . Transportandthe Regionsand Corus(UK)Ltd and
Allied Steeland Wire Ltd (ASW)ECLI:EU:C:2003:356

Directive2014/28/EUof the EuropearParliamentand of the Councilof
26 February2014on the harmonisationof the lawsof the Member
Statesrelatingto the makingavailableon the marketand supervisiorof
explosivedor civiluses

- norelevantcaselaw asof 31 December2017

Directive2010/30/EUof the EuropearParliamentand of the Councilof
19 May 20100n the indicationby labellingand standardproduct
information of the consumptionof energyand other resourcesy
energyrelated products(NOTEthis Directiveis replacedby Reqgulation
(EU)2017/13690f the EuropearParliamentand of the Councilof 4 July
2017settinga frameworkfor energylabellingandrepealingDirective

2010/30/EY

- norelevantcaselaw asof 31 December2017
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1.2. Summariesf selectedjudgments

1.2.1.Decision768/2008on a commonframeworkfor the marketingof products

Case

Summary

No casdaw as of 3IDecember2017

1.2.2.RegulatioECNo 765/2008settingout the requirementdor accreditationand marketsurveillanceelating to the marketingof

products
Case Summary
No casdaw as of 3IDecember2017
1.2.3.Directive2001/950n generalproductsafety
Case Summary
Case €32/08Lidl Facts:This was a reference for prelinary ruling submitted b ! @+ N2 a fHungaxyiNib éotirsg of proceedin
al 38 NENERT|oS(6SSy [ARf FyR bSYI SGA I NNJITEsSaar 1 ldsat3a ¢l yt

Kereskedelmi bt v
bSYI S A
|  Gds5at 3

N
¢ I

GKS fFT00SNRa 202S00A2y (2 entknHungaryNdadutadtuyed bya &ompahyRaith
head office in Belgium. The factual background of the dispute was as follows: Lidl markets, in Hungary,
YFEydzFlF OGdzNBR o6& | . St3aAly O02YLI yé& ¢KA OK orfofirityife Sése
LINE RdzOGdad ¢KS RAALIzESR LINRPRdAzOG dzaSa | FNBIdzSyoOe
NBGIFAE 2dzif StGasxs GKS 1 Fadsat3a OflFAYSR GKIFG Sldzi LIY
Hungarianlaw and therefore it prohibited Lidl from marketing the equipment in question until a declaratig
O2y F2NXNAGE A&dadzsSR Ay | O0O2NRIYyOS gA0GK | dzy 3l NRIy f
regarded as the manufacturer of the equipmesince it placed the equipment on the market in Hungary and did
I OO0OSLIG (GKS RSOfFNYGA2Y 2F O2yF2NNXAGE A&dadzsSR Ay
court seized with the dispute expressed doubts as to interpretatibsewveral provisions of Directive 2001/95 a
Directive 1999/5 (on radio equipment and telecommunications terminal equipment and the mutual recognit
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their conformity) and therefore proceeded with a reference for preliminary ruling to the Court GEdy$or exact
guestions see para. 21 of the judgment).

Judgment:The Court of Justice ruled thdte Member States cannot, under Directive 1999/5 require a person
places radio equipment on the market to provide a declaration of conformity even thdlwg producer of that
SldzZA LIYSy (s> 6K24S KSFIR 2FFAOS Aa aAilddzr SR Ay Fyz2i
issued a declaration of conformity in its regard. Furthermore, the Court held that Directive 2001/95 does not g
the determination of questions concerning the obligation of a person to provide a declaration of conformity o
equipment. The judges added that a person who markets a product may be regarded as being the produce
product only under the contdons laid down by Directive 2001/95 itself in Article 2(e), and as being the distribu
that product only under the conditions set out in Article 2(f). The producer and the distributor may be bound ¢
obligations which Directive 2001/95 imposeas @ach of them respectively.

RelevanceThis judgment has limited relevance for Ukraine as it largely deals with matters applicable to the M
States only. However, it is important to be familiar with it as it gives a proper systemic context ancadigddon
interpretation of free movement of goods within the internal market.

1.2.4 .Directive80/181/EE®n units of measurement

Case Summary
No casdaw as of 3December2017
1.2.5.Directive85/374/EE@n liability for defectiveproducts
Case Summary

Joined cases-803/13
and G504/13Boston

Scientific Medizintechnik (case @&03/13), Betriebskrankenkasse RWES(@/13). The dispute concerned a request for compensa

Facts: Two references for preliminary ruling were submitted ByndesgerichtshofGermany) in course ¢
proceedings between Boston Scientific Medizintechnik GmbHAMDK SachseAnhaltt Die Gesundheitskass

GmbH v AOKa8hsen
Anhalt- Die

submitted by two patients who had faulty pacemakers and implantable cardioverter defibrillators implanted
the case raised questions about interpretation of Directive 85/374 the national amaided to proceed with
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Case

Summary

Gesundheitskasse {C

503/13) and

Betriebskrankenkasse
RWE (6504/13)

references for preliminary ruling. In particular, the national court wished to find out if Article 6(1) of Dir¢
85/374 was to be interpreted as meaning that a product in the form of a medical device implanted in the
body (in this case, a pacemaker [and an implantable cardioverter defibrillator]) is already defective if [pacen
in the same product group have a significantly increased risk of failure [or where a malfunction has occur
significant number of defitilators in the same series], but a defect has not been detected in the device whic
been implanted in the specific case in point? If so, would the costs of an operation to remove the product
implant another pacemaker [or another defibrillatapnstitute damage caused by personal injury for the purpd
of Article 1 and section (a) of the first paragraph of Article 9 of Directive 85/374? More on the factual back
of this case see paras.-P8 of the judgment.

Judgment:The Court of Justicheld that as per Article 6(1) of Directive 85/374 where it is found that prod
belonging to the same group or forming part of the same production series, such as pacemakers and imp
cardioverter defibrillators, have a potential defect, suchraduct may be classified as defective without the
being any need to establish that that product has such a defect. The judges also held that Article 1 and se
of the first paragraph of Article 9 of Directive 85/374 mean that the damage causadirgical operation for th
replacement of a defective product, such as a pacemaker or an implantable cardioverter defibrillator, con
WRFYIFI3S OFdzaASR o0& RSIFIGK 2N LISNER2YFf Aya2dz2NRSaQ t&F
overcome the defect in the product in question.

RelevanceThis judgment of the Court of Justice clarifies the meaning of several provisions of Directive 85/3
thus is of importance for the Ukrainian lawakers. It should be taken into account &hrelevant domestig
provisions approximating the Ukrainian legislation with this Directive are drafted.

CG310/13 Novo Nordisk
Pharma GmbH v S

Facts:A reference for preliminary ruling was submitted ByndesgerichtshdfGermany) in domestic proceedin
between Novo Nordisk Pharma GmbH and Ms S. concerning a request for information on the adverse a
effects of a medicinal product manufactured by that company. During the period from 2004 to June 2006
who suffers from diabetes, was prescribed and administered Levemir, a medicinal product manufactured [
Nordisk Pharma, which caused her tdfsulipoatrophy, which is the loss of subcutaneous fat tissue at the injeq
sites. Bearing this in mind Ms S has requested information on side effects of the medication in question. Or
key issues that arose at the national court was interpretaty’ 2 F ! NOAOf S Mo 2F 5A
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Case

Summary

Directive shall not affect any rights which an injured person may have according to the rules of the
contractual or norcontractual liability or a special liability system existing at the monwhen this Directive i
YV2U0AFASRDPE ¢2 Llzi AG RAFFSNBylfezr GKS ljdzSaildAazy
in national law were permitted under Directive 85/374 on liability for defective products.

Judgment:Court ofJustice held thamust be interpreted as not precluding the German legislation, establish
special liability system for the purposes of Article 13 of that Directiveinder which, in consequence of &
amendment to that legislation made after the Diree had been notified to the Member State concerned,
consumer has the right to require the manufacturer of the medicinal product to provide him with informatic
the adverse effects of that product.

RelevanceThis judgement sheds a light on theatbnship between prexisting special liability regimes and t
general one provided by Directive 85/374. It demonstrates that the Member States have a bit of flexibility
respect and the same applies to Ukraine.

G495/10

Centre

hospitalier universitaire

RS

. S&al Voe2y

Dutrueux

and Caiss

primaire

d'assurance

maladie du Jura

Facts:This was a reference for preliminary ruling submitteddonseil @ G & 6 CNJ} yOS0O @ ¢ K S
the Centre hospitalier universitaire (University Hospital), BesadBé&samen CHWQand (ii) Mr Dutrueux and thg
I FA&3&S LINR Y| rhaaBie d Qurai(gricedy sickbé&ss insurance fund of the Department of the
concerning compensation for burns caused to Mr Dutrueux by a heated mattress in the course of an operal
further details see paras. 116 of the judgment. One of the ge@ons raised was whether a user of a fau
equipment, who is not a producer thereof, can be held liable as per Directive 85/374 on liability for de
products.

Judgment:Liability of a service provider which, in the course of providing servicés asitreatment given in

hospital, uses defective equipment or products of which it is not the producer within the meaning of Artic
Directive 85/374 and thereby causes damage to the recipient of the service does not fall within the scope
Directive. Directive 85/374 does not therefore prevent a Member State from applying rules, like the French
stake, under which such a provider is liable for damage thus caused, even in the absence of any fault on
provided, however, that thenjured person and/or the service provider retain the right to put in issue
LINE RdZOSNDa fAFoAtAGeE 2y GKS o6Flara 2F GKS 5ANBOI0
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Case

Summary

RelevanceThis judgment too adds a lot of useful informationtiterpretation of Article 13 of Directive 85/374 ¢
liability for defective products. It clarifies further how special liability systems mdyration alongside the rule
envisaged in the Directive.

G358/08 Aventis Pasteu

SAv OB

Facts:This reference for preliminary ruling originated from the House of Lordsdé@Kiingdom). It was submitte
Ay GKS O02dz2NBS 2F LINPOSSRAy3Ia o0SisSSy ! gSyira t
following the putting into circulation of an allegedly defective vaccine (further facts available in paB&saf3he
judgment). In a nutshell, the House of Lords asked if Directive 85/374 precludes national legislation whicl
context of proceedings instituted on the basis of the system of liability laid down by that Directive, alloy
substitution of one defedant for another after the expiry of the 3fear period laid down in Article 11 of th
Directive, although the person named as a defendant in those proceedings before the expiry of that period
fall within the scope of the Directive, as definedAirticle 3 thereof.

Judgment:Article 11 of Directive 85/374 does not preclude a national court from holding that, in the procee
instituted within the period prescribed by that article againstthewh@llyg y SR & dz0 a A RA | NB 2
the meaning of Article 3(1) of Directive 85/374, that producer can be substituted for that subsidiary if that
finds that the putting into circulation of the product in question was, in fact, determined by that prod
Furthermore, Article 3(3) of Dirtee 85/374 must be interpreted as meaning that, where the person injured b
allegedly defective product was not reasonably able to identify the producer of that product before exercis
rights against the supplier of that product, that supplierani 6S GNBIF ISR & | WL
particular, of the application of Article 11 of that Directive, if it did not inform the injured person, on its
initiative and promptly, of the identity of the producer or its own supplier, which forsthe national court to
determine in the light of the circumstances of the case (see further para84 3£ the judgment).

Relevance:This judgment is of relevance for the Ukrainian legislators. It adds a clarification regardir
relationship betveen parent companies and subsidiaries as far as liability for defective product is concer
should be taken into account for interpretation of relevant Ukrainian rules and also it could be used to sha
Ukrainian legislation.
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Case

Summary

G258/08 Moteurs Leroy
Somer v Dalkia Franc
and Ace Europe

Facts: This was a reference for preliminary ruling submitted bg t~renchCour de cassatioin course of
proceedings between S&E Moteurs Leroy Somer and S8$ Dalkia France, S@&E Ace Europe. The factu
background was as follows. A generator installed in 1995 in a hospital in Lyon by a company Viaghildire
because the alternator manufactured and put into circulation in 1994 by Moteurs Leroy Somer overheated
France, which was responsible for the maintenance of this installation, and its insurer, Ace Europ
compensation for the materladamage caused to the hospital by that accident and then, having taken ove
K2aLIAdlIfQad NAIKGAEZ oNRdAzZAKG Fy FOGA2Yy F3FAyad a?z
by them. One of the key legal issues was whefiréicles 9 and 13 of Directive 85/374 precluded the interpretat
of domestic law or settled domestic calav such that it enabled an injured person to seek compensatior
damage to an item of property intended for professional use and employed forptingose, where that perso
AAYLX @ LINPOSR RIYIF3ISES GKS RSTSOU Ay GKS LINRRdzOI

Judgement:Court of Justice held that Directive 85/374 did not preclude the domestic law at stake. To
differently, the Member States are free to provide in their national laws or interpretation thereof that an inj
person can seek compensation for damage to an item of property intended for professional use and emplg
that purpose, where that injured personngply proves the damage, the defect in the product and the causa
between that defect and the damage.

RelevanceAs most of judgments based on Directive 85/374 this one, too, sheds a light on the discretion of M
States to regulate certain issugstheir national laws. This judgment, like the others in this section of the Ma
should be considered when Ukraine proceeds with approximation of its domestic law with Directive 85/374

G127/04 Declan O'Byrne
v Sanofi Pasteur MSD L
and Sanofi Pasteur SA

Facts:The reference was made by tieKS | A3 K [/ 2dzNIi 2F WdzAGA OS Dwisioh
(United Kingdomjp y O2 dzNES 2F LINRPOSSRAY3I& 06SGsSSy 5SSO0ttty

tFadSdz2NJ a{5 [(UR 6W'ta{5Q0X YR {lFy2FA tlI aidSdzNJ {
into circulation by thedtter of an allegedly defective vaccine, the use of which, it is claimed, had caused him
injury (see further on the factual background of the case pards 6f the judgment). The domestic court ask
the Court of Justice for clarification as thet meaning of Article 11 of Directive 85/374 (see para. 19 for
guestions).
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Case

Summary

Judgment:Court of Justice held that a product is put into circulation when it is taken out of the manufac
process operated by the producer and enters a marketing poethe form in which it is offered to the public
order to be used or consumed. Furthermore, Court of Justice clarified that when an action is brought ag
company mistakenly considered to be the producer of a product whereas, in reality, it wasfastured by
another company, it is as a rule for national law to determine the conditions in accordance with which ong
may be substituted for another in the context of such an action. A national court examining the con
governing such a subiwtion must, however, ensure that due regard is had to the personal scope as regula
Articles 1 and 3 of Directive 85/374 (for reasoning see para89aff the judgment).

Relevancet KA & 2dzRAYSyd Of F NAFASA OKBODNSEFAYAE 2 Fo KKG
Directive 85/374. Hence, it can be a point of reference for the Ukrainiaaralers. Furthermore, the Court
Justice shed a light on the power of national legislator to develop rules applicable in casemwveotion is brough
against an undertaking that is mistakenly considered to be a producer of a product.

G183/00 a I NN I

DERAREE

{

Medicina Asturiana SA

1 Facts:The reference for preliminary ruling was submitted Jwzgado de Primera Instancia e Instrsicaio 5 de

Oviedo(Spain) in course of proceedings between MaYictoria Gondez $nchez and Medicina Asturiana SA

compensation for damage allegedly caused in premises belonging to Medicina Asturiana in the course of
transfusion. The national court considered it fitting to proceed with a question to the Court of Justi
interpretation of Article 13 of Directive 85/374. In particular, the Spanish court wished to find out whethg
provision in question meant that the rights conferred under the legislation of a Member State on victims of d
caused by a defective produatay be limited or restricted as a result of the Directive's transposition into
domestic law of that State (see further parasl® of the judgment).

Judgment:the rights conferred under the legislation of a Member State on the victims of damagedcaysa
defective product under a general system of liability having the same basis as that put in place by Directive
may be limited or restricted as a result of the Directive's transposition into the domestic law of that Sta
reasoning see pas. 2334 of the judgment).

Relevancejust like the other judgments summarized in this section of the Manual, this decision clarifies the
and meaning of Article 13 of Directive 85/374. As such it is an important development that should be @uh
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Case

Summary

by the Ukrainian authorities when they proceed with a legislative gap assessment and, consequentially, dr
domestic provisions aiming at full approximation with the directive in question.

G154/00 Commission 0f
the European
Communities v Helleni

Republic

Facts:the European Commission submitted an infringement action against Greece (Articlé-E&8 and claime
that by not providing for the threshold of EUR 500 laid down in Article 9(b) of Directive 85/374 Gree
transposed that provision only partially.

Judgmentthe Court of Justice held that Greece was indeed in breach of Article Ijireotive 85/374 (see furthe
paras. 834 of the judgment).

Relevancethis judgment makes it clear that a threshold of EUR 500 must be provided in national law to
fully compatible with Directive 85/374.

G52/00 Commission o
the European
Communities v Frenc

Republic

Factsithe European Commission submitted an action for annulment claiming that France was in bréatbl e
9, 3(3) and 7 of Directive 85/374. One of the main issues was the level of discretion that was left to the N
States in transposition of the Dirige in question and, accordingly, the level of compliance achieved by the F
legislator.

Judgment:the Court of Justice held that:

- by including damage of less than EUR 500 in Article-23#6he French Civil Code;

- by providing in the first paragraph of Article 138@&hereof that the supplier of a defective product is to be lia
in all cases and on the same basis as the producer, and

- by providing in the second paragraph of Article 1-386thereof that the prducer must prove that he has take
appropriate steps to avert the consequences of a defective product in order to be able to rely on the grot
exemption from liability provided for in Article 7(d) and (e) of Council Directive 85/374/EEC,;

the French Reublic has failed to fulfil its obligations under Articles 9(b), 3(3) and 7 of this Directive (for a d¢
account see paras. 248 of the judgment).

Relevancethis judgment is definitely of relevance for the Ukrainiandanakers. It is a very inforntiae account
on the levels of harmonisation envisaged by the Directive in question (paré2b dBthe judgment) as well &
compliance of the French provisions with EU law. It clarifies what is not permitted under Directive 85/374/E
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Case

Summary

CaseG621/15 N. Wand
Others v Sanofi Pastel
MSD SNC and Others

Facts: This was a reference for preliminaryling submitted bythe FrenchCour de cassatiom proceedings
0SG6SSY boex [ YR [/ ®2 | yR GKS [/ | Ad&SeBe aniNBanpimkoN3
independent pension and insurance fund, concerning S  LJf potenfial ha@ilifydoR an allegedly defectiv
vaccination manufacturedy it. The referring court submitted a few questions on the interpretation of Direc
85/347/EEC.

Judgment:Article 4 of this Directive must be interpreted as not precluding national evidentiary rules such ag
at issue in the main proceedings werdvhich, when a court ruling on the merits of an action involving the liak
of the producer of a vaccine due to an alleged defect in that vaccine, in the exercise of its exclusive jurisd
appraise the facts, may consider that, notwithstandthg finding that medical research neither establishes

Nbzf Sa 2dzi GKS SEA&GSYyOS 2F F tAyl 0SG6SSy GKS I §
certain factual evidence relied on by the applicant constitutes serious, gpaoi consistent evidence enabling
to conclude that there is a defect in the vaccine and that there is a causal link between that defect and that ¢
National courts must, however, ensure that their specific application of those evidentiarydagssnot result in
the burden of proof introduced by Article 4 being disregarded or the effectiveness of the system of |
introduced by that directive being undermined.

Furthermore, Article 4 of this Directiyerecluces evidentiary rules based opresumptions according to whicl
where medical research neither establishes nor rules out the existence of a link between the administering
g OOAYS YR (KS 200dzZNNBYyOS 2F (KS GJAOGAYQA Rted®
the vaccine and the damage suffered by the victim will always be considered to be established when
predetermined causatiomelated factual evidence is presented.

Relevancethis judgment is of relevance for the Ukrainian authorities. Itdsha light on interpretation of thg
Directive in question and clarifies the room for manouvre left to the domestic authorities.

1.2.6.Directive2006/42/ECon machinery

Case

Summary
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| | No casdaw as of 3IDecember2017

1.2.7.Directive2014/30/EUon electromagneticcompatibility

Case Summary
No casdaw as of 3IDecember2017
1.2.8.Directive2014/29/EUon simplepressurevessels
Case Summary
No casdaw as of 3IDecember2017
1.2.9.Directive2014/68/EUon pressuresquipment
Case Summary
No casdaw as of 3IDecember2017
1.2.10.Directive2010/350n transportablepressuresquipment
Case Summary
No casdaw as of 3IDecember2017
1.2.11.Directive95/16/ECon lifts
Case Summary
No casdaw as of 3IDecember 2017
1.2.12.Directive2010/350n transportablepressuresquipment
Case | Summary
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| | No casdaw as of 3IDecember 2017

1.2.13.Directive2009/48/ECon the safetyof toys

Case Summary

No casdaw as of 3IDecember 2017

1.2.14 Directive2014/35/EUon electricalequipmentdesignedor usewithin certainvoltagelimits

Case Summary

No casdaw as of 3IDecember 2017

1.2.15.Directive92/42/EE®n efficiencyrequirementgor new hot-water boilersfired with liquid or gaseouduels

Case Summary

No casdaw as of 3IDecember 201

1.2.16.Directive2009/142/EGn appliancedurninggaseousuels

Case Summary

No casdaw as of 3IDecember 2017

1.2.17.CommissioiiRegulatioN ECNo0 643/20090n ecodesigmrequirementgor householdefrigeratingappliances

Case Summary

No casdaw as of 3IDecember 2017

1.2.18.Directive2014/31/EUon nonrautomaticweighinginstruments

Case | Summary
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No casdaw as of 3IDecember 2017

1.2.19.Directive2014/32/EUon makingavailableon the marketof measuringnstruments

Case Summary
No casedaw as of 3IDecember 2017
1.2.20.Directive2014/90/EUon marineequipment
Case Summary
No casdaw as of 3IDecember 2017
1.2.21 Directive93/42/EE®n medicaldevices
Case Summary
G109/12Laboratoires| Factsthis reference for preliminary ruling was submittedigrkein hallinteoikeus(Finland) in course of proceedin

[220SYiNB
turvallisuus ja

] SKAGGONYAA&
Sosiaalija terveysalan
lupa ja
valvontavirasto

between Laboratoires Lyocentre, a pharmaceutical company which manufactures a vaginal capsule contai
lactobacili intended to restore balance to bacterial flora in the vagina, caH&gnocap® and the DN\kealan
turvallisuug ja kehitiNmiskeskus (the Centre for Safety and Development in the pharmaceutical sectors) a
Sosiaalj ja terveysalan lupa ja valwontavirasto (Social and Health Authorisation and Supervision Autho
concerning the classification of Gynocaps as a medicinal product (for further details see p&@asf25e judgment)

Judgment:The Court of Justice held that the classificatadra product in one Member State as a medical de
bearing a CE marking, in accordance with Council Directive 93/42/EEC of 14 June 1993 concerning medid
does not preclude the competent authorities of another Member State from classifying e geoduct, on the basi
of its pharmacological, immunological or metabolic action, as a medicinal product within the meaning of Article
of Directive 2001/83/EC on the Community code relating to medicinal products for human use. Furthermo
Caurt of Justice added that on order to classify as a medicinal product in accordance with Directive 2001/83 a
already classified in another Member State as a medical device bearing a CE marking, in accordance with
93/42, the competent autbrities of a Member State must, before applying the classification procedure U
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http://curia.europa.eu/juris/document/document.jsf?text=&docid=142615&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=159649
http://curia.europa.eu/juris/document/document.jsf?text=&docid=142615&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=159649
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http://curia.europa.eu/juris/document/document.jsf?text=&docid=142615&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=159649
http://curia.europa.eu/juris/document/document.jsf?text=&docid=142615&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=159649

Case

Summary

Directive 2001/83 apply the procedure under Article 18 of Directive 93/42 and, where appropriate, the prog
under Article 8 of Directive 93/42. Last but not least, tloai€ of Justice ruled that within the same Member State
product which, while not identical to another product classified as a medicinal product, none the less has in ¢
with it an identical substance and the same mode of action, cannot, in printiplenarketed as a medical device|
accordance with Directive 93/42 unless, as a result of another characteristic that is specific to that prodt
relevant for the purposes of Article 1(2)(a) of Directive 93/42, it must be classified and marketedkealscal device
(see further paras. 360 of the judgment).

RelevanceThis judgment is of relevance for thikrainian authorities as dlarifies the relationship between Directi
93/42/EEGnd other legal acts dealing with medicinal products.

G219/11Brain
Products GmbH v
BioSemi VOF and
Others

Facts:ithis was a reference for preliminary rulisgbmitted byBundesgerichtsh@fGermany). The questions as to t
interpretation of Directive 93/42 arose in course of proceedings between (i) Brain Products GmbH and (i)
VOF and Messrs Kuiper, Honsbeek and Metting van Rijn concerning the applafaDirective 93/42 to a produc
for which the nommedical use has been defined by its manufacturer, which is intended for investigatior
physiological process. The German court seized with this dispute decided to proceed with a referencenfiorgrye
Nbz Ay3a FyR (G2 al GKS F2tf2¢Ay3a ljdzSalAz2yyY a52Sa
human beings for the purpose of investigation of a physiological process constitute a medical device, within th
of the third indent of Article 1(2)(a) of Directive 93/42/EEC, only in the case where it is intended for a n
LJdzN1J2 & SK ¢

Judgment¢ KS / 2dzNIIi 2F Wdza A0S KSER GKFGO Fa LISNI ! NUAOT
covers an object conceivday its manufacturer to be used for human beings for the purpose of investigation
physiological process only if it is intended for a medical purpose.

RelevanceThis judgment is relevant for the Ukrainian favakers, who are in charge of approximatiohdomestic
fl g 6AGK 5ANBOGADGS dpoknuHd LG OFy o6S dzaSR (G2 Of I N
guestion.
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Case

Summary

G288/08
Kemikalieinspektioner
v Nordiska Dental AB

Facts:This was a reference for preliminary ruling submitted{b@ S I KSMEded. it ivas submitted in course
proceedings between Kemikalieinspektionen (Swedikkmicals Inspectorate) and Nordiska Dental AB regardin
refusal of the application submitted by Nordiska Dental for a waiver of the prohibition on the exportation of me
or of chemical compounds containing mercury, in the course of marketindggamafor dental use during the perig
from 1 January 2007 to 31 December 2009 (see further para$51it the judgment).

Judgment:Article 4(1) of Council Directive 93/42/EEC precludes the legislation of a Member State, such as th¢
legislationat issue in the main proceedings, under which the commercial exportation of dental amalgams con
YSNOdzZNE YR o0SIENAY3I GKS W/ 9Q YINJAYy3I LINPBARSR T2
protection of the environment andf health.

RelevanceThis judgment should be taken into account by the Ukrainianntekers as it clarifies the meaning
Article 4(1) of Directive 93/42/EEC and its relationship to national law.

(G-329/16 Syndicat
national de l'industrie
des technologis
YSRAOI f Sa
and Philips France v
Premier ministre and
Ministre des Affaires

a2z0AltSa §

f UAYRdAzZAGNRARS RSa

CaseGoH Kk Mc {@YRAOFIG ylFrGaAz2ylFf RS
S {Lyis

ministre and Ministre des Affaile 42 OA I £ Sa SiG R fI
Facts: This was a reference for preliminary ruling submitted/b y & Stét {FrariR&) jn course of proceedin
betweenthe Syndicat national d& y Rdza i NA S R S dicaleS(Shikeyh pahdPPHillpSRIanceé,$n the fwared,
and the Premier ministre (Prime Minister, France) and the ministre des Affaires sociales et deSl@Visaiater for
Social Affairs and Health, France), on the other, concerning the legality of French legislation. In order to con
claim theFrench Court decided to seek advice of the Court of Justice in interpretation of A(ti¢land Articlel(2)(a)

of Council Directive 93/42/EEC of Jdne 1993 concerning medical devices (see further para®0 bf the judgment)

Judgment: Article 1(1) and Articlel(2)(a) of Council Directive 93/42/EEC must be interpreted as meaning
software, of which at least one of the functions makes it possible to use patpatific data for the purposesyter
alia, of detecting contraindications, drug in@tions and excessive doses, is, in respect of that function, a me
device within the meaning of those provisions, even if that software does not act directly in or on the human |
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Case

Summary

Relevance:this judgment is of relevance for the Ukrainian autties and should be taken into account wh
domestic provisions are drafted and interpreted.

1.2.22.CounciDirective90/385/EE@n activeimplantablemedicaldevices

Case Summary
No casdaw as of 3IDecember 2017
1.2.23.Directive98/79/EConin vitro diagnosticmedicaldevices
Case Summary

Norelevantcaselaw as of 3IDecember 2017

1.2.24 Directive2014/34/EUon equipmentand protectivesystemsantendedfor usein potentiallyexplosiveatmospheres

Case

Summary

No casdaw as of 3IDecember 2017

1.2.25.Directive2014/53/EUon makingavailableon the marketof radio equipment

Case

Summary

No casdaw as of 3IDecember 2017

1.2.26.Directive2000/9/ECon cablewayinstallationsdesignedo carry persons

Case

Summary

No casdaw as of 3IDecember 2017

1.2.27.Directive2013/53/EUon recreationalcraft and personalwatercraft
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Case

Summary

No casdaw as of 3IDecember 2017

1.2.28.RegulationEU)No 305/2011layingdown harmonisedconditionsfor the marketingof constructionproducts

Case

Summary

No casdaw as of 3IDecember 2017

1.2.29.ImplementingRegulation EU)No 1062/2013on the format of the EuropeanTechnicaAssessmerifor constructionproducts

Case

Summary

No casdaw as of 3IDecember 2017

1.2.30.Directive94/62/ECof 20 Decembef9940n packagingand packagingwaste

Case

Summary

G309/02Radlberger
DSUONNY ] S3S
mbH & Co. and S.
Spitz KG v Land

Baden2 NNJi (i S

Facts:This was a referage for preliminary ruling submittedy Verwaltungsgericht StuttgarGermany) and touche
upon interpretation of Directive 94/62 as well as Article 28 EC Treaty (now Article 34 TFEU). Only the first partestg
of Ukrainian authorities as the TFRLdvision in question applies only to the Member States of the European Unior|
claimants in the main proceedings brought an action against Land BadéNIi 6 SY06 SNH 06 ST 2 NS
which they submit that the rules laid down in the German tawquotas for reusable packaging and the related dep
and return obligations were contrary to Articles 1(1) and (2), 5, 7 and 18 of Directive 94/62 and Article 28 EC (no
34 TFEU) (see further paras-1% of the judgment).

Judgment:The Cour of Justice held that Article 1(2) of Directive 94/62/EC of 20 December 1994 on packagi
packaging waste does not preclude the Member States from introducing measures designed to promote system
reuse of packaging. Furthermore, the Court aditieat while Article 7 of Directive 94/62 does not confer on the produ
and distributors concerned any right to continue to participate in a given packagste management system,
precludes the replacement of a global system for the collectionamkaging waste with a deposit and return syst
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Case

Summary

where the new system is not equally appropriate for the purpose of attaining the objectives of Directive 94/62
where the changeover to the new system does not take place without a break and withouatr¢esipg the ability of
economic operators in the sectors concerned actually to participate in the new system as soon as it enters into {

RelevanceThis judgment is of relevance for the Ukrainlam-makers. It provides essential information on whhae
Member States can keep in their domestic legislation and how to approximate with the Directive in question.

G341/01Plato Plastik
Robert Frank GmbH
Caropack
Handelsgesellschaft
mbH

Facts:the reference for preliminary ruling was submitted by the Landesgericht Korneuburg (Germany) in co
litigation between Plato Plastik Robert Frank GmbH, whiamufactures and distributes plastic bags and Caroy
| FyRSt a3SasStftaoKITi Yol gKAOK YINJSGa GKSYZ 02yO0
the system for the collection and recovery of packaging waste (see further d&a4. of the judgment). The referrin
court considered that Caropack was not required to give the confirmation requested by Plato Plastik because th
bags referred to in the main proceedings were not packaging within the meaning of Directived@4é2ause Plat(
Plastik was not deemed to be a packaging producer. In any case, according to the national court, there was no (
to participate in the ARA system or to pay the fee in question in so far as the provisions of the German law wanrg
to EU law. To verify its findings the German court submitted seven questions to the Court of Justice (see para.
judgment).

Judgment:the Court of Justice ruled that Article 3(1) of Directive 94/62 means that the plastic carrier bags tan
customers in shops, whether free of charge or not, constitute packaging within the meaning of that Din
CdzNIIKSNXY2NBZ GKS /2dNI KSEtR GKIG Ay GKS 02y GSEG 2
refers to the produceof the goods, not the manufacturer of the packaging products.

Relevance This judgment of the Court of Justice provides an important clarification as to the scope of Article
S5ANBOGADS dpnkcHd LG FdzNI KS NI OaskdNdite saghé Dirdckve. BoffBareybiveleda
for the Ukrainian lawmakers.

G444/00The Queen,
on the application of
Mayer Parry Recyclin
Ltd, v Environment

Facts:This was a reference for preliminary ruling submitted by the High Court of Justice of England and Wales,
Bench Division (Administrative Court) in course of proceedings between Mayer Parry Recycling Ltd and the Eny
Agency concerning the I&tNH & NX Fdzalt G2 3INFyd al &SN tFNNEBYaA |L
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Case

Summary

Agency and Secretar)
of State for the
Environment,
Transport and the
Regions, and Corus
(UK) Ltd and Allied
Steel and Wire Ltd

(ASW)

defined as a person who carries out the activities of waste recovery or recycling. One of the key legal issues
AYOGSNLIINBGFGA2Y 2F GSNXY GNBOeOf Ayaoé

Judgrent: 0 KS / 2dzNIi 2F Wdza i A0S KSfR (KIG aNBOeOtAy3IeEs o
including the reprocessing of metal packaging waste when it was transformed into a secondary raw material
material meeting the gecifications of Grade 3B, but as covering the reprocessing of such waste when it is used to
ingots, sheets or coils of steel.

Relevancethis judgment of the Court of Justice is definitely of relevance for the Ukrainian authorities as it <lduef
a021LJS 2F GKS GSNXY aNBOeOt Ay3dé¢ dzaASR Ay 5ANBOGADS o

G313/15
530/15 Eco
Emballages S
andOthers v Spére
France SAS ar@thers
and Melitta France
SAS and Others

Ministre de D ; O 2 f

and €

R dz 5S@St i
durable et de
f nergie.

Factsthe references for preliminary ruling were submitted Biybunal de commerce de Paris (Fraree)/ 2 y & Sak
(France). In both instances, the French courts expressed a desire to receive assistance of the Court of
interpretation of Article3 of Directive 94/62/EC of the European Parliament and of the Councilé@®mber 1994 o
packaging and packaging waste (see further para0Laf the judgment). The main issue at stake was compatibili
the French legislation with the DirectiveljndzS a 6 A 2y X Ay LI NI A Odz F NE (GKS &ao02

Judgment:Article 3(1) of Directive 94/62/EC on packaging and packaging waste must be interpreted as meaning
cores in the form of rolls, tubes or cylinders, aroumdich flexible material is wound and sold to consumers, consti
WL O1F3AY3IAQ SAGKAY (GKS YSIYyAy3d 2F (KIFIG LINRPDAAAZ2Y D

Relevancethis judgment of the Court of Justice is of relevance for the Ukrainian authorities as it provides a
guideline for lawgrs in charge of approximation. Particular attention should be paid to the fact that, as the Cg
Wdza 6 A OS SYLKI&AAaSR Ay LINYo® un 2F (KS 2dzRIYSYy Gz 0

1.2.31.Directive2014/28/EUon makingavailableon the marketand supervisiorof explosivedor civiluses

Case

Summary

No casdaw as of 3IDecember 2017
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1.2.32.Directive2010/30/EUon the indicationby labellingand standardproductinformation of the consumptiorof energyand other resources
by energyrelatedproducts

Case Summary

No casdaw as of 3IDecember 2017

a7



Chapter2 Sanitaryand phytosanitaryand animal welfare legislation

2.1. Listsof jurisprudence

EULegalAct Jurisprudence

RequlatioNECYS 178/20020f the EuropearParliamentand of the - Case111/16 CriminalproceedingsagainstGiorgioFidenatoand
Councilayingdown the generalprinciplesand requirementsof food Others ECLI:EU:C:2017:676

law, establishinghe EuropeanFoodSafetyAuthority andlayingdown - Case-282/15QueissePharmaGmbH& Co.KGv Bundesrepublik
proceduresn mattersof food safety DeutschlandECLI:EU:C:2017:26

- CaseG636/11KarlBergerv FreistaatBayen, ECLI:EU:C:2013:227

RegulatioECS 852/20040f the EuropearParliamentand of the - CaseG381/10Astrid PreissKEGr Landeshauptmanmon Wien,

Councilof 29 April 20040n the hygieneof foodstuffs ECLI:EU:C:2011:638

- Case382/10ErichAlbrechtand Othersv Landeshauptmanmon
Wien, ECLI:EU:C:2011:639

Regulation(EC)S 854/2004 of the EuropeanParliamentand of the | - CaseG402/13 Cypraltd v KypriakiDimokratig ECLI:EU:C:2014:23
Councilof 29 April 2004 layingdown specificrulesfor the organisationof
official controls on products of animal origin intended for _human
consumption(NOTEthis Requlationwill be replacedby Requlation(EU)
2017/625 of the EuropeanParliamentand of the Coundi of 15 March
2017o0n official controlsand other official activitiesperformedto ensure
the applicationof food andfeedlaw, ruleson animalhealthandwelfare,
planthealthandplantprotectionproducts,amendingRegulation§ECNo
999/2001,(ECN0396/2005,(ECN01069/2009(ECN01107/2009 (EU)
No1151/2012,(EUN0652/2014,(EU)2016/429and (EU)2016/20310f
the EuropearParliamentand of the CouncilCouncilReqgulation§ECNo
1/2005 and (EC) No 1099/2009 and Council Directives 98/58/EC,
1999/74/EC,2007/43/EC2008/119/ECand 2008/120/ECand repealing
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http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32002R0178&qid=1468323678931
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32002R0178&qid=1468323678931
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32002R0178&qid=1468323678931
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32002R0178&qid=1468323678931
http://curia.europa.eu/juris/document/document.jsf?text=&docid=194406&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=968278
http://curia.europa.eu/juris/document/document.jsf?text=&docid=194406&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=968278
http://curia.europa.eu/juris/document/document.jsf?text=&docid=186968&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=968278
http://curia.europa.eu/juris/document/document.jsf?text=&docid=186968&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=968278
http://curia.europa.eu/juris/document/document.jsf?text=&docid=136146&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=878547
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468325033532&uri=CELEX:32004R0852
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468325033532&uri=CELEX:32004R0852
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:62010CJ0381&qid=1468325033532&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:62010CJ0382&qid=1468325033532&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:62010CJ0382&qid=1468325033532&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468325561574&uri=CELEX:32004R0854
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468325561574&uri=CELEX:32004R0854
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468325561574&uri=CELEX:32004R0854
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468325561574&uri=CELEX:32004R0854
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:62013CJ0402&qid=1468325561574&from=EN

EULegalAct

Jurisprudence

Regulationgd EC)No 854/2004 and (EC)No 882/2004 of the European
Parliament _and of the Council, Council Directives 89/608/EEC
89/662/EEC90/425/EEC91/496/EEC96/23/EC96/93/ECand97/78/EC
and CouncilDecisior92/438/EEC

RequlationECYS 16/20110f the EuropearParliamentand of the
Councilof 10 Januan?011layingdownimplementingmeasuredor the
Rapidalert systemfor food andfeed

- no caselaw asof 31 December2017

CommissionmplementingRegulationEU)S 931/20110f 19
September2011on the traceabilityrequirementsset by RegulationfEC)
S 178/20020f the EuropearParliamentand of the Counciffor food of

animalorigin

- no caselaw asof 31 Decenber2017

CommissionmplementingRegulationfEU)S 208/20130f 11 March
20130on traceabilityrequirementsfor sproutsand seedsntendedfor
the productionof sprouts

- no caselaw asof 31 December2017

CommissiorRequlatioECS 669/20090f 24 July2009implementing
RegulatioECS 882/20040f the EuropearParliamentand of the
Councilasregardsthe increasedevelof official controlson imports of
certainfeed andfood of S y-animaloriginand amendingDecision
2006/504/EC

- no caselaw asof 31 December017

RequlationECS 853/20040f the EuropeanParliamentand of the
Councilof 29 April 2004 layingdown specifichygienerulesfor food of

- Cag G453/13TheQueen.on the applicationof NewbyFoodsLtd v
FoodStandardsAgencyECLI:EU:C:2014:2297

animalorigin
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http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468325726047&uri=CELEX:32011R0016
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468325726047&uri=CELEX:32011R0016
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468325726047&uri=CELEX:32011R0016
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326007758&uri=CELEX:32011R0931
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326007758&uri=CELEX:32011R0931
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326007758&uri=CELEX:32011R0931
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326007758&uri=CELEX:32011R0931
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326104279&uri=CELEX:32013R0208
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326104279&uri=CELEX:32013R0208
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326104279&uri=CELEX:32013R0208
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326215304&uri=CELEX:32009R0669
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326215304&uri=CELEX:32009R0669
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326215304&uri=CELEX:32009R0669
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326215304&uri=CELEX:32009R0669
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326215304&uri=CELEX:32009R0669
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326276205&uri=CELEX:32004R0853
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326276205&uri=CELEX:32004R0853
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326276205&uri=CELEX:32004R0853
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:62013CJ0453&qid=1468326276205&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:62013CJ0453&qid=1468326276205&from=EN

EULegalAct

Jurisprudence

Regulation(EC)S 882/2004 of the EuropeanParliamentand of the
Councilof 29 April2004 on official controls performed to_ensure the
verification of complance with feed and food law, animal health and
animalwelfarerules(NOTEthis Reqgulatiorwill be replacedby Reqgulation

- CaseG519/16Superfoz SupernercadosLdav Fazendd § 6 f A
ECLI:EU:C:2017:601

- CaseG112/15Y DR 6 NI ¢ 6 K § § BiNgteRet for
C DR S Alandiiuddr FiskeriandCDR S @1 NBE & (i & NB

(EU)2017/6250f the EuropearParliamentandof the Councibf 15March
2017on official controlsand other official activitiesperformedto ensure
the applicationof food andfeedlaw, ruleson animalhealthandwelfare,
planthealthandplantprotectionproducts,amendingRegulation§ECNo

ECLI:EU:C:2016:185
- CaseG636/11KarlBergerv FreistaatBayern ECLI:EU:C:2013:22
- CaseG523/09RakverePimASandMaagt A A Y I GASY a (i d
Veterinaar ja Toiduamet ECLI:EU:C:2011:460

999/2001,(EGN0396/2005,(ECN01069/2009(ECN01107/2009 (EU)
No01151/2012,(EUN0652/2014,(EU)2016/429and (EU)2016/20310f
the EuropearParliamentand of the CouncilCouncilRegulation§ECINo
1/2005 and (EC) No 1099/2009 and Council Directives 98/58/EC,
1999/74/EC2007/43/EC2008/119/ECand 2008/120/ECand repealing
Regulationgd EC)No 854/2004 and (EC)No 882/2004 of the European
Parliament and of the Council, Council Directives 89/608/EEC
89/662/EEC90/425/EEC91/496/EEC96/23/EC96/93/ECand 97/78/EC
and CounciDecisior92/438/EEGOfficialControlsRegulation)

CouncilDirective S 97/78/ECof 18 Decemberl1997 laying down the
principlesgoverningthe organizationof veterinary checkson products

- Joinedcases5-129/05and G130/05NVRavercdG129/05)and
Coxon& ChattertonLtd (G130/05)v Minister van LandbouwNatuur

enteringthe Communityfrom third countries(NOTEthis Requlationwill

en VoedselkwaliteitECLI:EU:C:2006:613

bereplacedby Requlation EU)2017/6250f the EuropearParliamentand
of the Councilof 15 March 2017 on official controls and other official
activitiesperformedto ensurethe applicationof food andfeed law, rules
onanimalhealthandwelfare,planthealthandplant protectionproducts,
amending Reqgulations(EC)No 999/2001, (EC)No 396/2005, (EC)No
1069/2009,(ECNo 1107/2009,(EU)No 1151/2012,(EU)No 652/2014,
(EUX016/429and(EU)2016/20310f the EuropearParliamentandof the
Council,CouncilRegulation§EQ No 1/2005 and (ECINo 1099/2009and
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http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326549786&uri=CELEX:32004R0882
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326549786&uri=CELEX:32004R0882
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326549786&uri=CELEX:32004R0882
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468326549786&uri=CELEX:32004R0882
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://curia.europa.eu/juris/document/document.jsf?text=&docid=193209&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=969527
http://curia.europa.eu/juris/document/document.jsf?text=&docid=175160&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=446194
http://curia.europa.eu/juris/document/document.jsf?text=&docid=175160&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=446194
http://curia.europa.eu/juris/document/document.jsf?text=&docid=136146&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=446194
http://curia.europa.eu/juris/document/document.jsf?text=&docid=107263&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=446194
http://curia.europa.eu/juris/document/document.jsf?text=&docid=107263&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=446194
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468327126801&uri=CELEX:31997L0078
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468327126801&uri=CELEX:31997L0078
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468327126801&uri=CELEX:31997L0078
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0625
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:62005CJ0129&qid=1468327126801&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:62005CJ0129&qid=1468327126801&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:62005CJ0129&qid=1468327126801&from=EN

EULegalAct

Jurisprudence

CouncilDirectives98/58/EC,1999/74/EC2007/43/EC2008/119/ECGand
2008/120/ECand repealingRegulationdEC)No 854/2004and (EC)No
882/2004 of the European Parliament and of the Council, Council
Directives89/608EEC89/662/EEC90/425/EEC91/496/EEC96/23/EC,
96/93/EC and 97/78/EC and Council Decision 92/438/EEC (Official
ControlsRegulation)

CouncilDirective91/496/EE®f 15 July1991layingdownthe principles
governingthe organisationof veterinarycheckson animalsenteringthe
Communityfrom third countries(NOTEthis Requlationwill be replaced
by RegulationfEU)2017/6250f the EuropearParliamentand of the
Councilof 15 March2017on official controlsand other official activities
performedto ensurethe applicationof food andfeedlaw, ruleson
animalhealthandwelfare,plant healthand plant protection products,
amendingRegulation§ECIN0999/2001,(ECNo0 396/2005,(ECNo
1069/2009,(ECN01107/20®, (EUN01151/2012 (EUN0652/2014,
(EU)2016/429and (EU)2016/20310f the EuropearParliamentand of
the CouncilCouncilRequlation§ECNo 1/2005and (ECNo0 1099/2009
and CounciDirectives98/58/EC1999/74/EC2007/43/EC2008/119/EC
and 2008/120/EC andrepealingRegulationgECINo 854/2004and (EC)
No 882/20040f the EuropearParliamentand of the Council Council
DirectivesB39/608/EEC389/662/EEC90/425/EEC91/496/EEC96/23/EC,
96/93/ECand 97/78/ECand CouncilDecision92/438/EECGOffical
ControlsRegulation)

- norelevantcaselaw asof 31 December2017

CounciDirective2002/99/E(of 16 December2002layingdownthe
animalhealthrulesgoverningproduction,processingdistribution and
introduction of productsof animalorigin for humanconsumption
(NOTEthis Directivewill be repealedby Reguation (EU)2016/4290f

- no caselaw asof 31 December2017
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http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468327458532&uri=CELEX:32002L0099
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468327458532&uri=CELEX:32002L0099
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468327458532&uri=CELEX:32002L0099
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32016R0429

EULegalAct

Jurisprudence

the EuropearParliamentand of the Councilof 9 March20160n
transmissibleanimaldiseasesand amendingandrepealingcertainacts
in the areaof animalhealtho W! yHeMth[fl § Q0

Requlation1169/2011of the EuropearParliamentand of the Councilof
25 October2011on the provisionof food informationto consumers
(NOTEthis Regulatbn will be repealedby RequlationEU)2016/4290f
the EuropearParliamentand of the Councilof 9 March20160on
transmissibleanimaldiseasesind amendingand repealingcertainacts
in the areaof animalhealtho W! yHedth[fl § Q0

Directive2011/91 of the EuropearnParliamentand of the Councilof
13 December2011on indicationsor marksidentifyingthe lot to whicha
foodstuff belongs

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Requlation1924/2006EuropearParliamentand of the Councilof
20 December20060n nutrition andhealth claimsmadeon foods

- G177/15NelsongGmbHv AyonnaxNutripharmGmbHand
. I OK 6 f NLidSFE¢ZIl:FBCF2916:888

- G19/15 VerbandSozialeWettbewerbeVv InnovaVital GmbH
ECLI:EU:C:2016:563

- G157/14{ 2 O Né&ptuig:Distributionv Ministredef 4 : O 2ef
desFinanceseECLI:EU:C:2015:823

- G137/13HerbariaY NN dzii S NEdhbMNIFRigtzaBayern
ECLI:EU:C:2014:2335

- G609/12EhrmannAGv Zentralezur. S 1 N Y Liflalrg¢ren
WettbewerbseV., ECLI:EU:C:2014:252

- G299/12Green- SwanPharmaceutical€Ra.s.v{ Gt Gy N
I SYSRSUIAQ NI Dikspekagd 3 § npSYRY1NS,1 G 2 N
ECLI:EU:C:285B01
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Requlation432/20110f 4 May 2011refusingto authorisecertainhealth
claimsmadeon foods,other than thosereferringto the reductionof
diseasaiskandto O K A f ReN@opriratand health

- G544/10DeutschesdVeintor eGv LandRheinlandPfalz
ECLI:EU:C:2012:526

- nocaselaw asof 31 December2017

RegulationECYS 1925/20060f the EuropeanParliamentand of the
Councilof 20 December20060n the addition of vitaminsand minerals
andof certainother substanceso foods

- norelevantcaselaw asof 31 December2017

RequlationECYS 1170/20090f 30 November2009amendingDirective
2002/46/EQof the EuropearParliamentand of Counciland Regulation
(ECB 1925/20060f the EuropearParliamentand of the Councilas
regardsthe lists of vitamin and mineralsandtheir formsthat canbe
addedto foods,includingfood supplements

- no caselaw asof 31 December2017

ReqgulationECS 432/20120f 16 May 2012establishinca list of
permitted health claimsmadeon foods,other than thosereferringto
the reductionof diseasaiskandto O K A f Kev@&oyreatand health

- no caselaw asof 31 December017

CommissiorRegulationEU)S 1047/20120of 8 November2012
amendingRequlatioECYS 1924/2006with regardto the list of
nutrition claims

- no caselaw asof 31 December2017
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CommissiornmplementingDecision2013/63/EUof 24 January2013
adoptinggquidelinesfor the implementationof specificconditionsfor
healthclaimslaid downin Article 10 of Regulatiof ECN 1924/20060f
the EuropearParliamentand of the Council

- no caselaw asof 31 December2017

RequlationECYS 37/20050f 12 January20050n the monitoring of
temperaturesin the meansof transport, warehousincand storageof
quickfrozenfoodstuffsintendedfor humanconsumption

- no caselaw asof 31 December2017

Decision2002/2260f 15 March2002establishingspeciahealth checks
for the harvestingand processingf certainbivalvemolluscswith alevel
of amnesicshellfishpoison(ASPExceedinghe limit laid down by
CounciDirective91/492/EEC

- no caselaw asof 31 December2017

CouncilDirective2001/110/E®f 20 December2001relatingto honey

- no caselaw asof 31 December2017

ReqgulationECYS 1331/20080f 16 December2008establishinca
commonauthorisationprocedurefor food additives.food enzymesand
food flavourings

- no case-law asof 31 December017

RequlatioECS 1333/20080f 16 December20080on food additives

- no caselaw asof 31 December2017

CommissiorRequlationfECYS 231/20120of 9 March2012layingdown
specificationdor food additiveslistedin Annexedl and|lll to Reqgulation
(ECES 1333/2008of the EuropearnParliamentand of the Council

- no caselaw asof 31 December017

RequlationECS 234/20110of 10 March2011implementingRequlation
(ECYS 1331/20080f the EuropearParliamentand of the Council
establishincda commonauthorisationprocedurefor food additives food

enzymesandfood flavourings

- no caselaw asof 31 December017
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Regulation1334/20080f 10 March 2011 0on flavouringsand certainfood
ingredientswith flavouringpropertiesfor usein andon foods (Note: this
Regulatiorhasbeenpartiallyrepealedby Requlation1 169/2017)

- no caselaw asof 31 December017

CommissionmplementingRegulationfEU)S 872/20120f 1 October
2012adoptingthe list of flavouringsubstancegrovidedfor by
RequlatioNECYS 2232/960f the EuropearParliamentand of the
Counciljntroducingit in Annexl to RegulationECS 1334/20080of the
EuropearParliamentand of the CouncilandrepealingCommission
RegulationECS 1565/2000and CommissioDecision1999/217/EC

ReqgulationECS 2065/20030f 10 November2003on smoke
flavouringsusedor intendedfor usein or on foods

- norelevantcaselaw asof 31 December2017

- norelevantcaselaw asof 31 December2017

CommissiorRegulationEU)S 873/20120f 1 October20120on
transitionalmeasuresoncerninghe Unionlist of flavouringsand
sourcematerialssetout in Annexl to RequlationNECYS 1334/20080of
the EuropearParliamentand of the Council

- no caselaw asof 31 December2017

RegulatiofECS 1332/20080f 16 December2008on food enzymes
andamendingCounciDirective83/417/EECCouncilRegulationEC)

S 1493/1999 Directive2000/13/EC CounciDirective2001/112/EGand
RegulatioECS 258/97 (partiallyrepealedby Requlation1169/2011)
onfood enzymes

- no caselaw asof 31 December017

RegulatioECS 1935/20040f the EuropearParliamentand of the
Councilof 27 October2004on materialsand articlesintendedto come
into contactwith food and repealingDirectives80/590/EEGnd
89/109/EEC

- no caselaw asof 31 December017

55



http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468410907882&uri=CELEX:32008R1334
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468410907882&uri=CELEX:32008R1334
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468410907882&uri=CELEX:32011R1169
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0872&qid=1468411098982
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0872&qid=1468411098982
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0872&qid=1468411098982
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0872&qid=1468411098982
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0872&qid=1468411098982
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0872&qid=1468411098982
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468411185355&uri=CELEX:32003R2065
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468411185355&uri=CELEX:32003R2065
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0873&qid=1468411577112
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0873&qid=1468411577112
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0873&qid=1468411577112
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0873&qid=1468411577112
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32008R1332&qid=1468411662397
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32008R1332&qid=1468411662397
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32008R1332&qid=1468411662397
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32008R1332&qid=1468411662397
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32008R1332&qid=1468411662397
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468411733813&uri=CELEX:32004R1935
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468411733813&uri=CELEX:32004R1935
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468411733813&uri=CELEX:32004R1935
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468411733813&uri=CELEX:32004R1935
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RequlationECYS 2023/20060f 22 Decemberr0060n good
manufacturingpracticefor materialsandarticlesintendedto comeinto
contactwith food

- no caselaw asof 31 December017

DirectiveS 82/711 of 18 October1982layingdown the basicrules
necessaryor testingmigrationof the constituentsof plasticmaterials
and articlesintendedto comeinto contactwith foodstuffs

Directive85/572 of 22 Decemberl985Ilayingdown the list of simulants
to be usedfor testingmigrationof constituentsof plasticmaterialsand
articlesintendedto comeinto contactwith foodstuffs

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Directive78/142 of 30 Januaryl9780on the approximationof the lawsof
the Member Statesrelatingto materialsand articleswhich containvinyl
chloridemonomerandare intendedto comeinto contactwith
foodstuffs

- no caselaw asof 31 December2017

Decision2010/1690f 19 March2010concerninghe Nortinclusionof

H > nrtachld@o-H -fydroxydiphenyketherin the Unionlist of additives
whichmaybe usedin the manufactureof plasticmaterialsand articles
intendedto comeinto contactwith foodstuffsunder Directive
2002/72/EQNOTEthis Decisiorhasbeenannulledby GeneralCourtin
caseT-262/10MicrobaninternationallLtd and Microban(Europe).td v
EuropeanCommissioh

- norelevantcaselaw asof 31 December2017

Directive84/500 of 15 October1984on the approximationof the laws
of the Member Statesrelatingto ceramicarticlesintendedto comeinto
contactwith foodstuffs

- no caselaw asof 31 December017
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Directive2007/420f 29 June2007relatingto materialsand articles
madeof regeneratedcellulosefilm intendedto comeinto contactwith
foodstuffs

- no caselaw asof 31 December017

ReqgulatioECS 1895/20050f 18 November20050n the restriction of
useof certainepoxyderivativesin materialsandarticlesintendedto
comeinto contactwith food

ReqgulatioECS 450/20090f 29 May 20090n activeandintelligent
materialsand articlesintendedto comeinto contactwith food

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

RequlationECYS 10/20110f 14 Januany2011on plasticmaterialsand
articlesintendedto comeinto contactwith food

Directive93/11 of 15 March1993concerninghe releaseof the N-
nitrosaminesand N-nitrosatablesubstance$rom elastomeror rubber
teatsandsoothers

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

CommissiorRequlationEU)S 284/20110of 22 March2011layingdown
specificconditionsand detailedproceduredor the import of polyamide
and melamineplastickitchenwareoriginatingin or consignedrom the

t S 2 LRefublignf Chinaand HongKongSpecialhdministrative

RegionChina

- no caselaw asof 31 December2017

RequlationECYS 282/20080of 17 March2008recycledplasticmaterials
and articlesintendedto comeinto contactwith foods

- no caselaw asof 31 December2017

CommissiorRequlationECYS 28/20120f 11 January2012layingdown
requirementsfor the certificationfor importsinto andtransitthrough
the Unionof certaincompositeproductsand amendingDecision
2007/275/EGandRegulatiofECS 1162/2009

- no caselaw asof 31 December2017

57



http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32007L0042&qid=1468412634345
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32007L0042&qid=1468412634345
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32007L0042&qid=1468412634345
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468412709932&uri=CELEX:32005R1895
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468412709932&uri=CELEX:32005R1895
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468412709932&uri=CELEX:32005R1895
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1515578671241&uri=CELEX:32009R0450
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1515578671241&uri=CELEX:32009R0450
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468419144961&uri=CELEX:32011R0010
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468419144961&uri=CELEX:32011R0010
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468419364810&uri=CELEX:31993L0011
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468419364810&uri=CELEX:31993L0011
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468419364810&uri=CELEX:31993L0011
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420172413&uri=CELEX:32011R0284
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420172413&uri=CELEX:32011R0284
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420172413&uri=CELEX:32011R0284
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420172413&uri=CELEX:32011R0284
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420172413&uri=CELEX:32011R0284
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420340020&uri=CELEX:32012R0028
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420340020&uri=CELEX:32012R0028
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420549678&uri=CELEX:32012R0028
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420549678&uri=CELEX:32012R0028
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420549678&uri=CELEX:32012R0028
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468420549678&uri=CELEX:32012R0028

EULegalAct

Jurisprudence

Decision2007/2750f 11 April 2007 concernindists of animalsand
productsto be subjectto controlsat borderinspectionpostsunder
CounciDirectives91/496/EECand 97/78/EC

- no caselaw asof 31 December017

Requlatior641/20040f 6 April 2004on detailedrulesfor the
implementationof RegulationfECYS 1829/2003asregardsthe
applicationfor the authorisationof new geneticallymodifiedfood and
feed, the notification of existingproductsand adventitiousor technically
unavoidablepresenceof geneticallymodified materialwhichhas
benefitedfrom afavourablerisk evaluation

Regulation1829/20030f 22 September20030n geneticallymodified
food andfeed

- no caselaw asof 31 December2017

- G111/16 CriminalproceedingsgainstGiorgioFidenatoand Others
ECLI:EU:C:2017:676

-G-313/11Commissiory PolandECLI:EU:C:2013:481

-G-36/11 PioneerHiBredltalia, ECLI:EU:C:2012:534

-G58/10 Monsantoand Others ECLI:EU:C:2011:553
-G442/09Bablokand OtherseECLI:EU:C:2011:541

Regulation1830/20030f 22 September2003concerninahe traceability
andlabellingof geneticallymodified organismsand the traceabilityof
food andfeed productsproducedfrom geneticallymodified organisms

- no caselaw asof 31 December017

RegulatioECS 396/20050f the EuropearParliamentand of the
Councilof 23 February20050n maximumresiduelevelsof pesticidesn
or on food andfeed of plantand animalorigin and amendingCouncil
Directive91/414/EEC

-G229/09HoganLovelldnternational ECLI:EU:C:2010:673

CommissiorRegulationECYS 1881/20060f 19 December2006setting
maximumlevelsfor certain contaminantsn foodstuffs

- no caselaw asof 31 December2017
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Reqgulatior401/20060f 23 February2006samplingayingdown the
methodsof samplingand analysidor the official control of the levelsof
mycotoxinsin foodstuffs

- no caselaw asof 31 December017

Requlatior333/20070f 28 March 2007 layingdown the methodsof
samplingand analysidor the official control of the levelsof lead,
cadmium,mercury,inorganictin, 3-MCPDandbenzo(a)pyrenén
foodstuffssampling

Regulatior689/20140f 2 June2014layingdown methodsof sampling
and analysidor the control of levelsof dioxins,dioxinlike PCB&nd S y-
dioxinlike PCBsgn certainfoodstuffs and repealingRequlationEU)

S 252/2012(NOTEthis Regulatiorhasbeenreplacedby Commission
RequlationEU)2017/6440f 5 April 2017 layingdown methodsof
samplingand analysidor the control of levelsof dioxins,dioxintlike PCB¢
andnon-dioxin-like PCBs$n certainfoodstuffsandrepealingReqgulation
(EUN0589/2014

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Regulation1882/20060f 19 DecemberR2006layingdown methodsof
samplingand analysidor the official control of the levelsof nitratesin
certainfoodstuffs

- no caselaw as of 31 December017

Commissiomirective2002/63of 11 July2002establishingCommunity
methodsof samplingfor the official control of pesticideresiduesn and
on productsof plantandanimalorigin andrepealingDirective
79/700/EEC

- no caselaw asof 31 December2017

RegulationECYS 37/20100f 22 December20090n pharmacologically
activesubstancesindtheir classificatiorregardingmaximumresidue
limits in foodstuffsof animalorigin

- no caselaw asof 31 December2017
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http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32010R0037&qid=1516183562137
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32010R0037&qid=1516183562137
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32010R0037&qid=1516183562137
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Jurisprudence

CouncilDirective96/23 of 29 April 1996on measurego monitor certain
substancesindresidueghereofin live animalsand animalproductsand
repealingDirectives85/358/EE@nd 86/469/EE@nd Decisions
89/187/EE@GNd91/664/EEC

- no caselaw asof 31 December017

Regulatior258/97 of 27 Januaryl 997 concerningnovelfoodsand novel
food ingredient(currentlythe issueof cloningsubjectto the provisions
relatingto the novelfood) (NOTEthis Regulatiorhasbeenreplacedby
Regulaion (EU)2015/22830f the EuropearParliamentand of the
Councilof 25 November20150n novelfoods,amendingReqgulationEU)
No 1169/20110of the EuropearParliamentand of the Counciland
repealingRegulatiofECNo 258/97 of the EuropearParliamentand of
the Counciland CommissiorRegulatiofECNo 1852/2001)

Directive1999/2 of 22 Februaryl1999on the approximationof the laws
of the Member Statesconcerningoodsandfood ingredientstreated
with ionisingradiation

- no caselaw asof 31 December2017

- no caselaw asof 31 December2017

Directive1999/3 of 22 February1999on the establishmenbf a
Communitylist of foodsandfood ingredientstreated with ionising
radiation

- no caselaw asof 31 December2017

Decision2010/57 of 3 Februarny2010layingdown health guaranteedor
the transit of equidaebeingtransportedthroughthe territories listed in
Annexl to CouncilDirective97/78/EC

- no caselaw asof 31 December2017

Decision2009/7120f 18 September2009implementingCouncil
Directive2008/73/ECasregardsinternet-basedinformation pages
containinglists of establishmentsaind laboratoriesapprovedby Member

- no caselaw asof 31 December017
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Statesin accordancevith Communityveterinaryand zootechncal
legislation

Directive2009/1560f 30 November20090on animalhealth conditions
governingthe movementandimportation from third countriesof
equidae(NOTEthis Requlationwill be repealedby RegulationEU)
2016/4290f the EuropearParliamentand of the Councilof 9 March
20160n transmisdble animaldiseasesnd amendingandrepealing
certainactsin the areaof animalhealtho W! yHeMth[fl ¢ Q0

- no caselaw asof 31 December017

Decision2004/2110f 6 January2004establishinghe list of third
countriesand parts of territory thereof from which Member States
authoriseimports of live equidaeand semen,ovaand embryosof the
equinespeciesandamendingDecision®3/195/EEGind 94/63/EC

- no caselaw asof 31 December017

Decisiom3/197 of 5 February1l993on animalhealth conditionsand
veterinarycertificationfor imports of registeredequidaeand equidae
for breedingand production

- no caselaw asof 31 December2017

Decision2010/4710of 26 August2001on importsinto the Unionof
semen,ovaand embryosof animalsof the equinespeciesasregards
lists of semencollectionand storagecentresand embryocollectionand
productionteamsand certificationrequirements

- no caselaw asof 31 December017
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Directive64/432 of 26 Junel964on animalhealth problemsaffecting
intra-Communitytrade in bovineanimalsand swine(this Directivewill
be replacedby RegulationEU)2016/4290f the EuropearParliament
andof the Councilof 9 March20160n transmissibleanimaldiseasesand
amendingandrepealim certainactsin the areaof animalhealth

o0 W! yHedth[fl 6 QU0 0

- no caselaw asof 31 December017

Directive89/556 of 25 September1 9890on animalhealth conditions
governingintra-Communitytrade and importation from third countries
of embryosof domesticanimalsof the bovine specieqthis Directivewill
be replacedby RegulationEU)2016/4290f the EuropearParliament
andof the Councilof 9 March20160n transmissibleanimaldiseasesand
amendingandrepealingcertainactsin the areaof animalhealth

0 Y! yHedth[fl 6 QU0 0

- no caselaw asof 31 December017

Decision86/474 of 11 Septemberl986on the implementationof the
on-the-spotinspectiongo be carriedout in respectof the importation
of bovineanimalsand swineandfreshmeatfrom S y-member
countries

- no caselaw asof 31 December2017
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Directive90/429 of 26 Junel1990layingdown the animalhealth
requirementsapplicableto intra- Communitytrade in andimports of
semenof domesticanimalsof the porcinespecies(this Directivewill be
replacedby RequlationEU)2016/4290f the EuropearParliamentand
of the Councilof 9 March20160on transmissibleanimaldiseasesand
amendingandrepealingcertainactsin the areaof animalhealth
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- no caselaw asof 31 December017

Decision2008/1850f 21 February2008on additionalguaranteesn
intra-Communitytrade of pigsrelatingto ! dz2 S adisdassRdiriteria
to provideinformation on this disease

Directive2009/1580f 30 November20090on animalhealth conditions
governingintra-Communitytrade in, andimportsfrom third countries
of, poultry and hatchingeggs(this Directivewill be replacedby
RequlationEU)2016/4290f the EuropearParliamentand of the Council
of 9 March20160n transmissibleanimaldiseasesnd amendingand
repealingcertainactsin the areaof animalhealtho W! yHeMth[fl &

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Regulation798/20080f 8 August2008layingdown a list of third
countries territories, zonesor compartmentsfrom which poultry and
poultry productsmaybe imported into andtransit throughthe
Communityandthe veterinarycertificationrequirements

- no caselaw asof 31 December017

Decisioni2006/6050f 6 September”20060n certainprotection measures
in relation to intra-Communitytrade in poultry intendedfor restocking
of wild gamesupplies

- no caselaw asof 31 December2017
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RegulatiorS 1251/20080f 12 December?2008implementingCouncil
Directive2006/88/ECasregardsconditionsand certification
requirementsfor the placingon the marketandthe import into the
Communityof aquacultureanimalsand productsthereof andlaying
down allist of vectorspecies

- no caselaw asof 31 December017

Directive2006/880f 24 October2006on animalhealth requirements
for aguacultureanimalsand productsthereof, and on the prevention
and control of certaindiseasesn aguaic animals(this Directivewill be
replacedby RequlationEU)2016/4290f the EuropearnParliamentand
of the Councilof 9 March20160on transmissibleanimaldiseasesand
amendingandrepealingcertainactsin the areaof animalhealth
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Decision2006/767/E@f 6 November2006amendingCommission
Decision2003/804/ECGand 2003/858/ECasregardscertification
requirementsfor live molluscsandlive fish of aguacultureoriginand
productsthereof intendedfor humanconsumption

- no caselaw asof 31 December2017

- no caselaw asof 31 December2017

Directive2006/880f 24 October2006on animalhealthrequirements
for aguacultureanimalsand productsthereof, and on the prevention
and control of certaindiseasesn aguaticanimals(this Directivewill be
replacedby RequlationEU)2016/4290f the EuropeanParliamentand
of the Councilof 9 March20160n transmissibleanimaldiseasesnd
amendingandrepealingcertainactsin the areaof animalhealth
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- no caselaw asof 31 December017

RequlationS 1251/20080f 12 December2008implementingCouncil
Directive2006/88/ECasregardsconditionsand certification
requirementsfor the placingon the market andthe import into the

- no caselaw asof 31 December017
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Communityof aguacultureanimalsand productsthereof andlaying
down a list of vectorspecies

ReqgulationS 853/20040f 24 April 2004layingdown specifichygiene
rulesfor food of animalorigin (ChapterVIl)

RegulatiorS 1251/20080f 12 DecemberR008implementingCouncil
Directive2006/88/ECasregardsconditionsand certification
requirementsfor the placingon the market andthe import into the
Communityof aquacultureanimalsand productsthereof andlaying
down alist of vectorspecies

- G453/13TheQueen,on the applicationof: NewbyFoodsLtd v
FoodStandardsAgency ECLI:EU:C:2014:2297

- no caselaw asof 31 December017

Directive2009/1580f 30 November20090on animalhealth conditions
governingintra-Communitytrade in, andimportsfrom third countriesof
poultry and hatchingeqggs(this Directive will be replacedby Requlation
(EU)2016/4290f the EuropeanParliamentand of the Councilof 9
March20160n transmissibleanimaldiseasesand amendingand
repealingcertainactsin the areaof animalhealthd W! yHeMth[{l &

- no caselaw asof 31 December2017

Directive88/407 of 14 Junel988layingdown the animalhealth
requirementsapplicableto intra- Communitytrade in andimports of

- CaseG301/98 KVSiInternational BV v Minister van Landbouw
Natuurbeheeren Visserij ECLI:EU:C:2000:269

deepfrozensemenof domesticanimalsof the bovinespecieqthis
Directivewill be replacedby RequlationfEU)2016/4290f the European
Parliamentand of the Cound of 9 March20160n transmissibleanimal
diseasesndamendingand repealingcertainactsin the areaof animal
healtho W! yHeath[fl ¢ Q0 0
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Directive92/65 of 13 July1992layingdown animalhealthrequirements
governingtrade in andimportsinto the Communityof animals .semen,
ovaandembryosS (isubjectto animal health requirementslaid downin

specificCommunityrulesreferredto in AnnexA (1) to Directive
90/425/EEGthis Directivewill be replacedby RequlationfEU)2016/429
of the EuropearParliamentand of the Councilof 9 March20160on
transmissibleanimaldiseasesind amendingand repealingcertainacts
in the areaof animalhealtho W! yHedth[fl ¢ Q0 0

- G-314/95 Commissiorv ltaly, ECLI:EU:C:1997:36

Decision2004/2110f 6 January2004establishinghe list of third
countriesand parts of territory thereof from which Member States
authoriseimports of live equidaeand senen, ovaand embryosof the
equinespeciesandamendingDecision®3/195/EEGnd 94/63/EC

Decision2011/6300f 20 September2011on importsinto the Unionof
semenof domesticanimalsof the bovinespecies

- no caselaw asof 31 December017

- no caselaw asof 31 December2017

Directive90/429 of 26 Junel990layingdown the animalhealth
requirementsapplicableto intra- Communitytrade in andimports of
semenof domesticanimalsof the porcinespecieqthis Directivewill be
replacedby RequlationEU)2016/4290f the EuropeanParliamentand
of the Councilof 9 March20160n transmissibleanimaldiseasesand
amendingandrepealingcertainactsin the areaof animalhealth

0 Y! vHedth[fl 6 Q0 0

- no caselaw asof 31 December2017

CommissionmplementingDecision?2012/137/EGf 1 March20120n
importsinto the Unionof semenof domesticanimalsof the porcine

species

- no caselaw asof 31 December2017
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Decision2010/4710of 30 August2010on importsinto the Unionof
semen,ovaand embryosof animalsof the equinespeciesasregards
lists of semencollectionand storagecentresand embryocollectionand
productionteamsand certificationrequirements

- no caselaw asof 31 December017

Decision2010/4720f 26 August2010on imports of semen,ovaand
embryosof animalsof the ovineand caprinespeciesnto the Union
(this Decisionwill be replacedby RequlationEU)2016/4290f the
EuropearParliamentand of the Councilof 9 March20160n
transmissibleanimaldiseasesind amendingandrepealingcertainacts
in the areaof animalhealtho W! yHedth[fl ¢ Q0 0

Directive89/556 of 25 September1 9890on animalhealth conditions
governingintra-Communitytrade in andimportation from third
countriesof embryosof domesticanimalsof the bovinespecieqthis
Directivewill be replacedby RequlationfEU)2016/4290f the European
Parliamentand of the Councilof 9 March20160n transmissibleanimal
diseasesaind amendingandrepealingcertainactsin the areaof animal
healtho W! yHeath[fl ¢ Q0 0

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Decision2006/1680f 4 Januan2006establishinghe animalhealthand
veterinarycertificationrequirementsfor importsinto the Communityof
bovineembryos

- no caselaw asof 31 December017

Requlationl 739/20050f 21 October2005layingdown animalhealth
requirementsfor the movementof circusanimalsbetweenMember
States

- no caselaw asof 31 Decemler 2017

CouncilRequlatiofECYS 338/97 of 9 Decemberl9960on the
protection of speciesf wild faunaandflora by regulatingtrade therein

- CaseG532/13SofiaZoovh NB | Y HRB¥ & ST SG OSRS
¢ SNYS&i SSIHSREBIE&FB t N IRCEHUICR2EA2140
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- CaseG-344/08 CriminalproceedingsagainstTomasARubach
ECLI:EU:C:2009:482

Commissiomecision2010/270/E®f 6 May 2010amendingPartsl and
2 of AnnexEto CouncilDirective92/65/EE@Gsregardsthe modelhealth
certificatesfor animalsfrom holdingsandfor beesandbumblebees
(this Directivewill be replacedby RegulationfEU)2016/4290f the
EuropearParliamentand of the Councilof 9 March20160n
transmissibleanimaldiseasesind amendingand repealingcertainacts
in the areaof animalhealtho W! yHedth[fl ¢ Q0 0

Directive92/119 of 17 December1992introducinggeneralCommunity
measuredor the control of certainanimaldiseasesnd specific
measuregelatingto swinevesiculadiseasgthis Directivewill be
replacedby RequlationEU)2016/4290f the EuropearParliamentand
of the Councilof 9 March20160on transmissibleanimaldiseasesand
amendingandrepealingcertainactsin the areaof animalhealth

0 Y! yHedth[fl 6 QU 0

- no caselaw asof 31 December2017

- norelevantcaselaw asof 31 December2017

Decision2000/4280f 4 July2000establishingdiagnostigorocedures,
samplingmethodsand criteriafor the evaluationof the resultsof
laboratorytestsfor the confirmationand differential diagnosisf swine
vesiculadisease

- no caselaw asof 31 December017

Directive82/894 of 21 Decemberl982on the notification of animal
diseasewithin the Community(this Directivewill be replacedby
RequlationEU)2016/4290f the EuropearParliamentand of the Council
of 9 March20160n transmissibleanimaldiseasesnd amendingand
repealimg certainactsin the areaof animalhealtho W! yHeMth[fl &

- no caselaw asof 31 December2017
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Directive92/35 of 29 April 1992layingdown control rulesand measures
to combatAfricanhorsesicknesgthis Directivewill be replacedby
RegulationEU)2016/4290f the EuropearParliamentand of the Council
of 9 March20160n transmissibleanimaldiseasesaindamendingand
repealingcertainactsin the areaof animalhealtho V! yHeMth[fl &

- norelevantcaselaw asof 31 December2017

Commissiomecision2009/3/ECof 18 March2009establishing
Communityreservesof vaccinesagainstAfricanhorsesickness

CounciDirective2000/75/E@f 12 March2000layingdown specific
provisionsfor the control and eradicationof bluetongue

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

CommissiorRequlationS 789/20090f 28 August2009amending
RegulatioECS 1266/2007asreqgardsprotection againstattacksby
vectorsand minimumrequirementsfor bluetonguemonitoringand
surveillanceprogrammes

- no caselaw asof 31 December2017

Decision2008/8550f 3 November2008concerninganimalhealth
control measuregelatingto classicaswinefeverin certainMember
States(NOTEno longerin force, replacedby Commissioimplementing
Decision2013/764/EUof 13 December?013concerninganimalhealth
control measuregelatingto classicaswinefeverin certainMember

Stateg

- no caselaw asof 31 December017

Directive2001/890f 23 October2001on Communitymeasuredor the
control of classicaswinefever

-G501/01 Netherlandsy CommissiorECLI:EU:C:2003:603
-G-293/00Netherlandsy CommissionECLI:EU:C:2003:593

Directive92/119of 17 December1992introducinggeneralCommunity
measuredor the control of certainanimaldiseasesnd specific
measuregelatingto swinevesiculadiseasg NOTEthis Directivewill be
replacedby RegulationEU)2016/4290f the EuropearParliamentand

- norelevantcaselaw asof 31 December2017
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of the Councilof 9 March20160n transmissibleanimaldiseasesnd
amendingandrepealingcertainactsin the areaof animalhealth
o0 W! vHeMth[fl ¢ QU 0

Commissiomecision2005/217/EGf 9 March 2005establishinghe
animalhealth conditionsandthe veterinarycertificationrequirements
for importsinto the Communityof bovineembryos

Commissiomecision2/260/EE®f 10 April 19920n animalhealth
conditionsandveterinarycertificationfor temporaryadmissionof
registeredhorses

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Decisiom3/197 of 5 February1993on animalhealth conditionsand
veterinarycertificationfor imports of registeredequidaeand equidae
for breedingand production

- no caselaw asof 31 December2017

Directive2002/600f 27 June2002Ilayingdown specificprovisionsfor
the control of AfricanswinefeverandamendingDirective92/119/EEC
asregardsTescherdiseaseand Africanswinefever (NOTEthis Directive
will be replacedby RegulationEU)2016/4290f the European
Parliamentand of the Councilof 9 March20160n transmissibleanimal
diseasesind amendingandrepealingcertainactsin the areaof animal
healtho W! yHeath[fl ¢ Q0 0

- no caselaw asof 31 December017

Decision2003/6340f 28 August2002approvingprogrammedor the
purposeof obtainingthe statusof approvedzonesand of approved
farmsin Nonapprovedzoneswith regardto viralhaemorrhagic
septicaemigdVHSandinfectioushaematopoieticnecrosigIHN)in fish

- no caselaw asof 31 December017

Decision2003/4660f 13 June2003establishinccriteriafor zoningand
official surveillancdollowing suspicionor confirmationof the presence

- no caselaw asof 31 December2017
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of infectioussalmonanaemia(ISAYNOTEthis Decisiorhasbeen
replacedby CommissionmplementingDecisionEU)2015/15540f 11
September2015layingdown rulesfor the applicationof Directive
2006/88/ECasregardsrequirementsfor surveillanceand diagnostic

methods)

CommissionmplementingRegulationNEU)2015/2620f 17 February
2015layingdown rulespursuantto CouncilDirectives90/427/EEGnd
2009/156/ECGasreqgardsthe methodsfor the identification of equidae

ReqgulationS 1760/20000f 17 July2000establishinca systemfor the
identificationandreqistrationof bovineanimalsand regardingthe
labellingof beefandbeef products

- no caselaw asof 31 December2017

-G-45/05 MaatschapSchonewillePrinsECLI:EU:C:2007:296

RequlationS 911/20040f 29 April 2004implementingRegulationEC)
S 1760/20000f the EuropearParliamentand of the Councilasregards
eartags passportsand holdingregisters

- no caselaw asof 31 December2017

Decision2006/280f 18 Januan20060n extensionof the maximum
periodfor applyingeartagsto certainbovineanimals

- no caselaw asof 31 December017

RequlationS 494/98 of 27 February1998layingdown detailedrulesfor

the implementationof CouncilRequlationfECYS 820/97 asreqgardsthe
applicationof minimumadministrdive sanctiongn the frameworkof
the systemfor the identificationandregistrationof bovineanimals

- no caselaw asof 31 December017
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Regulation1082/20030f 23 June2003layingdown detailedrulesfor the | - no caselaw asof 31 December2017
implementationof RegulatioNECS 1760/20000f the European
Parliamentand of the Councilasregardsthe minimum/levelof controls
to be carriedout in the frameworkof the systemfor the identification
andregistrationof bovineanimals

RegulationS 1505/20060f 11 October2006implementingCouncil - no caselaw asof 31 December2017
RequlatioNECYS 21/2004asregardsthe minimum levelof checkso
be carriedout in relation to the identificationandregqistrationof ovine
and caprineanimals

RequlationS 21/20040f 17 December003establishinca systemfor | - G101/12 HerbertSchaibles LandBader2 NNJi G S,Y 6 S NBH
the identificationandregistrationof ovineand caprineanimals ECLI:EU:C:2013:661

Commissiomecisiomf 15 December”2006implementingCouncil - no caselaw asof 31 December2017
ReqgulatiofECNo 21/2004asregardsguidelinesand proceduredor the
electronicidentification of ovineand capine animals

Directive2008/710of 15 July20080n the identificationandregistration |- no caselaw asof 31 December2017
of pigs(NOTEthis Directivewill be replacedby RegulationEU)
2016/4290f the EuropeanParliamentand of the Councilof 9 March
20160n transmissibleanimaldiseasesand amendingand repealing
certainactsin the areaof animalhealtho W! yHeMth[fl ¢ Q0 0

Decisioni2000/6780of 23 October2000layingdown detailedrulesfor - no caselaw asof 31 December017
registrationof holdingsin nationaldatabasedor porcineanimalsas
foreseenby CouncilDirective64/432/EEC

RequlationS 1069/20090f 21 October2009layingdown healthrules |- norelevantcaselaw asof 31 December2017
asregardsanimalby-productsandderivedproductsS (iintendedfor
humanconsumption

72



http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32003R1082
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32003R1082
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32003R1082
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32003R1082
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32003R1082
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1516430297666&uri=CELEX:32006R1505
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1516430297666&uri=CELEX:32006R1505
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1516430297666&uri=CELEX:32006R1505
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1516430297666&uri=CELEX:32006R1505
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1516430349660&uri=CELEX:32004R0021
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1516430349660&uri=CELEX:32004R0021
http://curia.europa.eu/juris/document/document.jsf?text=&docid=143192&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=1126511
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32006D0968
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32006D0968
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32006D0968
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32008L0071
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32008L0071
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32016R0429
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32016R0429
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32016R0429
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32016R0429
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32000D0678
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32000D0678
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32000D0678
http://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX:32009R1069
http://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX:32009R1069
http://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX:32009R1069

EULegalAct

Jurisprudence

RegulatiorS 142/20110of 25 February2011limplementingReqgulation
(ECBS 1069/20090f the EuropearParliamentand of the Councilaying
down healthrulesasregardsanimalby-productsandderivedproducts
S {intendedfor humanconsumptionandimplementingCouncil
Directive97/78/ECasregardscertainsamplesanditems exemptfrom
veterinarychecksat the borderunderthat Directive

- no caselaw asof 31 December017

CommissiorRequlationEU)S 749/20110of 29 July2011amending
RegulationfEU)S d142/2011implementingRegulatioECS @
1069/20090f the EuropearParliamentand of the Councilayingdown
health rulesasregardsanimalby-productsandderivedproductsS (i
intendedfor humanconsumptionandimplementingCouncilDirective
97/78/ECasreqgardscertainsamplesanditems exemptfrom veterinary
checksat the borderunderthat Directive

- no caselaw asof 31 December2017

RequlationECYS 2160/20030f 17 November2003of the European
Parliamentand of the Councilon the control of salmonellaand other
specifiedfood-borne zoonoticagents

G443/13 Ute Reindlv Bezirkshauptmannschalfitnsbruck
ECLI:EU:C:2014:2370

Directive2003/990f 17 November2003on the monitoringof zoonoses
andzoonoicagents

- no caselaw asof 31 December017

RequlationECS 183/20050f the EuropeanParliamentandof the
Councilof 12 Januan2005layingdown requirementsfor feed hygiene

- no caselaw asof 31 December2017

RegulationECYS 1831/20030f the EuropeanParliamentand of the
Councilof 22 Septembe20030on additivesfor usein animalnutrition

- no caselaw asof 31 December017

CommissiorRequlationEU)S 16/20110f 10Januan?011layingdown
implementingmeasuredor the Rapidalert systemfor food andfeed

- no caselaw asof 31 December2017
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RegulationS 429/20080f 25 April 2008on detailedrulesfor the
implementationof RegulationNECS 1831/2003of the European
Parliamentand of the Councilasregardsthe preparationandthe
presentationof applicationsandthe assessmenandthe authorisation
of feed additives

- no caselaw asof 31 December017

CommissiorRequlationfECYS 1876/20060f 19 December2006
concerninghe provisionaland permanentauthorisationof certain
additivesin feedingstuffs

RegulationS 378/20050f 4 March20050n detailedrulesfor the
implementationof RegulationNECS 1831/2003of the European
Parliamentand of the Councilasregardsthe dutiesandtasksof the
CommunityReferencd.aboratoryconcerningapplicationsfor
authorisationsof feed additives

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

RequlationS 1270/20090f 21 December2009concernincghe
permanentauthorisationsof certainadditivesin feedingstuffs

- no caselaw asof 31 December2017

CommissiorRequlationfEU)S 892/20100f 8 October20100n the
statusof certainproductswith regardto feed additiveswithin the scope
of RegulationECS 1831/20030f the EuropeanParliamentand of the
Council

- no caselaw asof 31 December017

RequlationS 767/20090f 13 July20090n the placingon the market
anduseof feed

- no caselaw asof 31 December2017

Directive2008/380f 5 March2008establishinca list of intendedusesof
animalfeedingstuffsfor particularnutritional purposes

- no caselaw asof 31 December2017
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Recommendatior2011/25/EUof 14 January2011 establishing
quidelinedor the distinctionbetweenfeed materials.feed additives,
biocidalproductsand veterinarymedicinalproducts

no caselaw asof 31 December2017

CommissiorRequlationEU)S 68/20130of 16 Januan2013onthe
Cataloqueof feed materials

Reqgulation/67/20090f 13 July20090n the placingon the marketand
useof feed

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Recommendatior2004/7040f 11 October2004on the monitoring of
backgroundevelsof dioxinsand dioxin-like PCBgn feedingstuffs

- no caselaw asof 31 December2017

Directive90/167 of 26 March 1990layingdown the conditions
governingthe preparation,placingon the marketand useof medicated
feedingstuffsin the Community

- no caselaw asof 31 December017

Directive2001/82/EGf the EuropearParliamentand of the Councilof 6
November2001on the Communitycoderelatingto veterinarymedicinal

products

- norelevantcaselaw asof 31 December2017

Directive2004/28/Ef the EuropeanParliamentand of the Councilof
31 March2004amendingDirective2001/82/ECon the Communitycode
relatingto veterinay medicinalproducts

- no caselaw asof 31 December2017

CommissiorRequlationNEU)S 37/20100f 22 December20090n
pharmacologicallactivesubstancesndtheir classificatiomegarding
maximumresiduelimits in foodstuffsof animalorigin

- no caselaw asof 31 December2017
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RegulatioECS 470/20090f the EuropearParliamentand of the
Councilof 6 May 2009layingdown Communityproceduredor the
establishmenbf residuelimits of pharmacologicallactivesubstancesn
foodstuffsof animalorigin, repealingCouncilRegulationfEECS
2377/90and amendingDirective2001/82/ECof the European
Parliamentand of the Counciland RegulatiofECS 726/20040f the
EuropearParliamentand of the Council

- no caselaw asof 31 December017

CouncilRequlationfECYS 1099/20090f 24 September20090n the
protection of animalsat the time of killing

CommissionmplementingDecision2013/188/EGf 18 April20130n
annualreports on Nondiscriminatoryinspectionscarriedout pursuant
to CouncilRequlationfECYS 1/20050n the protection of animalsduring
transportand related operationsandamendingDirectives64/432/EEC
and93/119/ECand RegulationECS 1255/97

- no caselaw asof 31 December2017

- no caselaw asof 31 December017

Commissiorecision2006/778/EG®f 14 November2006concerning
minimumrequirementsfor the collectionof information duringthe
inspectionsof productionsiteson which certainanimalsare kept for
farmingpurposes

- no caselaw asof 31 December2017

CouncilDirective1999/74/ECof 19 July1999layingdown minimum
standarddor the protection of layinghens

- no caselaw asof 31 December2017

Commissiomirective2002/4/ECof 30 Januan?2002on the reqgistration
of establishmentkeepinglayinghens,coveredby CounciDirective
1999/74/EC

- no caselaw asof 31 December017

CouncilDirective2007/43/ECof 28 February2007 layingdown
minimumrulesfor the protection of chickenskept for meatproduction

- no caselaw asof 31 December2017
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