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ChecklistChecklist
CHEMICAL PRODUCTSCHEMICAL PRODUCTS

I.I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU for  in the EU for  
different different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.2. I.2. CosmeticsCosmetics
I.3. I.3. PharmaceuticalsPharmaceuticals
I.4. I.4. FertlizersFertlizers

IIII.. ObligationsObligations for for allall kinds of kinds of chemicalchemical productsproducts

II.1. II.1. PackagingPackaging and and packagingpackaging waste waste requirementsrequirements for for allall kinds of kinds of chemicalschemicals
II.2. II.2. GoodGood laboratorylaboratory practicepractice



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.1. I.1.1. ClassificationClassification, , labellinglabelling and and packagingpackaging of of dangerousdangerous substancessubstances and and 

preparationspreparations (Dir. 1967/548/(Dir. 1967/548/EECEEC, Dir. 1999/45/EC and, Dir. 1999/45/EC and
Reg. 1354/2007)Reg. 1354/2007)

IntroductionIntroduction::

-- in 1960s in 1960s nationalnational provisionsprovisions of the of the sixsix MemberMember StatesStates onon
chemicalschemicals differeddiffered widelywidely and and thusthus hinderedhindered CommunityCommunity tradetrade;;

-- a a needneed to to ensureensure the the protectionprotection of public of public healthhealth, in , in particularparticular the the 
healthhealth of of workersworkers handlinghandling dangerousdangerous substancessubstances;;

-- adoptionadoption of of DirectiveDirective 67/548/EEC to 67/548/EEC to approximateapproximate the the nationalnational
provisionsprovisions relatingrelating to to dangerousdangerous substancessubstances..



I.1.1. I.1.1. ClassificationClassification, , labellinglabelling and and packagingpackaging of of dangerousdangerous
substancessubstances and and preparationspreparations (Dir. 1967/548/(Dir. 1967/548/EECEEC, Dir. 1999/45/EC , Dir. 1999/45/EC 

and Reg. 1907/2006)and Reg. 1907/2006)

DefinitionsDefinitions

SubstancesSubstances:   :   chemicalchemical elementselements and and theirtheir compoundscompounds
as as theythey occuroccur in the in the naturalnatural state state oror asas
producedproduced byby industryindustry

PreparationsPreparations:: mixtures mixtures oror solutionssolutions composedcomposed of of twotwo oror
more more substancessubstances

EINECSEINECS:: European European InventoryInventory of of ExistingExisting CommercialCommercial
Chemical Chemical SubstancesSubstances



I.1.1. I.1.1. ClassificationClassification, , labellinglabelling and and packagingpackaging of of dangerousdangerous
substancessubstances and and preparationspreparations (Dir. 1967/548/(Dir. 1967/548/EECEEC, Dir. 1999/45/EC , Dir. 1999/45/EC 

and Reg. 1907/2006)and Reg. 1907/2006)

Types of Types of dangerousdangerous substancessubstances and and preparationspreparations

explosiveexplosive oxidizingoxidizing

extremelyextremely flammableflammable highlyhighly flammableflammable

flammableflammable veryvery toxictoxic

toxictoxic harmfulharmful

corrosivecorrosive irritantirritant

sensitizingsensitizing carcinogeniccarcinogenic

mutagenicmutagenic toxictoxic for for reproductionreproduction

dangerousdangerous for the environmentfor the environment



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.1. I.1.1. ClassificationClassification, , labellinglabelling and and packagingpackaging of of dangerousdangerous substancessubstances and and 

preparationspreparations (Dir. 1967/548/(Dir. 1967/548/EECEEC, Dir. 1999/45/EC and Reg. , Dir. 1999/45/EC and Reg. 
1907/2006)1907/2006)

PackagingPackaging:: -- must prevent must prevent anyany loss of the contentsloss of the contents
-- packagingpackaging and and fasteningsfastenings must must bebe strongstrong and and solidsolid
-- childchild--resistantresistant fasteningfastening

LabellingLabelling:: -- name of the name of the substancesubstance
-- originorigin of the of the substancesubstance (name and (name and addressaddress of of manufacturermanufacturer, , 
distributordistributor oror importerimporter))
-- dangerdanger symbolssymbols + risk and + risk and safetysafety phrasesphrases
-- ......



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.1. I.1.1. ClassificationClassification, , labellinglabelling and and packagingpackaging of of dangerousdangerous substancessubstances and and 

preparationspreparations (Dir. 1967/548/(Dir. 1967/548/EECEEC, Dir. 1999/45/EC and , Dir. 1999/45/EC and Reg. 1907/2006Reg. 1907/2006))

REACHREACH:   :   AllAll manufacturersmanufacturers and and importersimporters must must identifyidentify and manage and manage risksrisks linkedlinked toto

the the substancessubstances theythey manufacturemanufacture and and marketmarket ..

To do:    To do:    -- establishestablish a a registrationregistration dossierdossier for for substancessubstances producedproduced oror importedimported inin

quantitiesquantities of 1 of 1 tonnetonne oror more per more per yearyear per per companycompany and and submitsubmit itit to theto the

ECHAECHA

-- evaluationevaluation (e.g. (e.g. verificationverification thatthat testingtesting proposalsproposals do do notnot resultresult in in 

unnecessaryunnecessary testingtesting, , especiallyespecially onon animalsanimals))

-- authorisationauthorisation ((aimaim = to = to ensureensure thatthat substancessubstances of of veryvery high concern arehigh concern are

properlyproperly controlledcontrolled, and , and progressivelyprogressively replacedreplaced byby suitablesuitable alternativealternative

substancessubstances oror technologies technologies wherewhere theythey are are economicallyeconomically and and technicallytechnically

viableviable



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.2. European I.1.2. European InventoryInventory of of ExistingExisting Commercial Chemical Commercial Chemical SubstancesSubstances ((EINECSEINECS))

European List of European List of NotifiedNotified Chemical Chemical SubstancesSubstances ((ELINCSELINCS))
Chemical Abstracts Chemical Abstracts NumberNumber (CAS)(CAS)

EINECSEINECS, ELINCS and CAS , ELINCS and CAS numbersnumbers and and labellinglabelling information for information for specificspecific chemicalchemical
substancessubstances: : seesee website of European website of European ChemicalsChemicals BureauBureau

EXAMPLEEXAMPLE:  BENZENE:  BENZENE

NumbersNumbers and nameand name

ECEC## :: 200200--753753--7                                              7                                              
CAS#CAS# :: 7171--4343--22
SubstanceSubstance NameName :: BenzeneBenzene
DeDe :: BenzolBenzol
EsEs :: BencenoBenceno
FrFr :: BenzBenzèènene
MolecularMolecular FormulaFormula :: C6H6C6H6



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.2. European I.1.2. European InventoryInventory of of ExistingExisting Commercial Chemical Commercial Chemical SubstancesSubstances ((EINECSEINECS))

European List of European List of NotifiedNotified Chemical Chemical SubstancesSubstances ((ELINCSELINCS))
Chemical Abstracts Chemical Abstracts NumberNumber (CAS)(CAS)

EXAMPLEEXAMPLE:  BENZENE:  BENZENE

SymbolsSymbols

HighlyHighly flammableflammable ToxicToxic



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.2. European I.1.2. European InventoryInventory of of ExistingExisting Commercial Chemical Commercial Chemical SubstancesSubstances ((EINECSEINECS))

European List of European List of NotifiedNotified Chemical Chemical SubstancesSubstances ((ELINCSELINCS))
Chemical Abstracts Chemical Abstracts NumberNumber (CAS)(CAS)

EXAMPLEEXAMPLE:  BENZENE:  BENZENE
Risk and Risk and safetysafety phrasesphrases

R45: May R45: May causecause cancercancer
R46: May R46: May causecause heritableheritable geneticgenetic damagedamage
R11: R11: HighlyHighly flammableflammable
R36/38: R36/38: IrritatingIrritating to to eyeseyes and skinand skin
R48/23/24/25: R48/23/24/25: ToxicToxic, , dangerdanger of of seriousserious damagedamage to to healthhealth byby prolongedprolonged exposureexposure throughthrough
inhalationinhalation, in contact , in contact withwith skin and skin and ifif swallowedswallowed
R65: R65: HarmfulHarmful: : maymay causecause long long damagedamage ifif swallowedswallowed
S53: S53: AvoidAvoid exposureexposure –– obtainobtain sprcialsprcial instructionsinstructions beforebefore useuse
S45: in case of accident S45: in case of accident oror ifif youyou feelfeel unwellunwell, , seekseek medicalmedical adviceadvice immediatelyimmediately



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.3. Export and import of I.1.3. Export and import of certaincertain dangerousdangerous chemicalschemicals

(Dec. 2006/730/(Dec. 2006/730/ECEC, Reg. 304/2003), Reg. 304/2003)

= = approvalapproval of the of the Rotterdam Rotterdam ConventionConvention

FundamentalFundamental principleprinciple = PRIOR INFORMED CONSENT (= PRIOR INFORMED CONSENT (PICPIC))

A A chemicalchemical listedlisted in the in the ConventionConvention maymay onlyonly bebe exportedexported withwith the the importingimporting
countrycountry’’ss prior consent  (prior consent  (notificationnotification procedure). procedure). 

DetailedDetailed info info onon the the chemicalschemicals must must bebe providedprovided soso thatthat decisionsdecisions maymay bebe taken taken onceonce data data 
are are availableavailable onon the the propertiesproperties and the and the incidenceincidence of these of these productsproducts in in particularparticular onon humanhuman
healthhealth and the environment.and the environment.



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.4. I.1.4. RestrictionRestriction onon the the useuse of of certaincertain hazardoushazardous substancessubstances in in electricalelectrical and and 

electronicelectronic equipmentequipment (Dir. 2002/95/(Dir. 2002/95/ECEC))

= = ROHSROHS--DirectiveDirective

FromFrom 1 1 JulyJuly 2006 2006 leadlead, , mercurymercury, cadmium, , cadmium, hexavalenthexavalent chromiumchromium, , polybrominatedpolybrominated
biphenylsbiphenyls ((PBBsPBBs) and ) and polybrominatedpolybrominated diphenyldiphenyl ethers (ethers (PBDEsPBDEs) in ) in electricalelectrical and and 
electronicelectronic equipmentequipment must must bebe replacedreplaced byby otherother substancessubstances

ExampleExample:: leadlead in in PrintedPrinted Circuit Boards (Circuit Boards (PCBsPCBs))



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.5. Plant I.1.5. Plant protectionprotection productsproducts

1) 1) ProhibitedProhibited productsproducts (Dir. 79/117/(Dir. 79/117/EECEEC))

AimAim =   =   to to forbidforbid the the placingplacing onon the the marketmarket and and useuse of plant of plant protectionprotection productsproducts
containingcontaining certaincertain activeactive substancessubstances..

Annex Annex includesincludes a list of a list of forbiddenforbidden substancessubstances..

PPPsPPPs:     :     -- protectprotect plantsplants againstagainst harmfulharmful organismsorganisms
-- influenceinfluence the the lifelife processesprocesses of of plantsplants (e.g. plant (e.g. plant growthgrowth regulators)regulators)
-- preserve plant preserve plant productsproducts
-- destroydestroy undesirableundesirable plantsplants
-- destroydestroy partsparts of of plantsplants, check , check oror prevent prevent undesiredundesired growthgrowth of of plantsplants

Active Active substancessubstances = = substancessubstances oror micromicro--organismsorganisms includingincluding virusesviruses havinghaving generalgeneral oror specificspecific
actionaction againstagainst harmfulharmful organismsorganisms oror onon plantsplants, , partsparts of of plantsplants oror plant plant productsproducts..



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.5. Plant I.1.5. Plant protectionprotection productsproducts

2) 2) PlacingPlacing onon the the marketmarket of plant of plant protectionprotection productsproducts (Dir. 91/414/(Dir. 91/414/EECEEC))

Uniform Uniform rulesrules onon the:      the:      -- evaluationevaluation,,
-- authorisationauthorisation,,
-- placingplacing onon the the marketmarket andand
-- controlcontrol

withinwithin the EU of plant the EU of plant protectionprotection productsproducts and the and the activeactive
substancessubstances theythey containcontain..

Annex I:  list Annex I:  list withwith authorizedauthorized activeactive substancessubstances
Annex IV and V: Annex IV and V: Risk and Safety Risk and Safety phrasesphrases



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.6. Asbestos (Dir. 87/217/I.1.6. Asbestos (Dir. 87/217/EECEEC))

The The concentrationconcentration of asbestos of asbestos emittedemitted throughthrough the discharge the discharge ductsducts intointo the air the air 
duringduring useuse of asbestos of asbestos shouldshould notnot exceedexceed a limit a limit valuevalue of 0.1 mg/m3of 0.1 mg/m3
(= (= milligramsmilligrams of asbestos per m3 of air of asbestos per m3 of air dischargeddischarged).).

ExemptionsExemptions possiblepossible for for plantsplants emittingemitting lessless thanthan 5000 m3/5000 m3/hourhour totaltotal gaseousgaseous
discharges. discharges. 



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.7. Cadmium (Dir. 83/513/I.1.7. Cadmium (Dir. 83/513/EECEEC))

ThisThis DirectiveDirective layslays down:down:

-- Limit Limit valuesvalues for for emissionemission standardsstandards for cadmium in discharges for cadmium in discharges fromfrom industrialindustrial
plantsplants

-- QualityQuality objectivesobjectives for cadmium in the for cadmium in the aquaticaquatic environment (Annex environment (Annex IIII))



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.8. I.1.8. HexachlorocyclohexaneHexachlorocyclohexane (Dir. 84/491/(Dir. 84/491/EECEEC))

ThisThis DirectiveDirective layslays down:down:

-- Limit Limit valuesvalues for for emissionemission standardsstandards for HCH in discharges for HCH in discharges fromfrom industrialindustrial
plantsplants (Annex I)(Annex I)

-- QualityQuality objectivesobjectives for cadmium in the for cadmium in the aquaticaquatic environment (Annex environment (Annex IIII))



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.9. I.1.9. BiodegradabilityBiodegradability and and labellinglabelling of of detergentsdetergents (Reg. 648/2004)(Reg. 648/2004)

The The RegulationRegulation permitspermits improvedimproved protectionprotection of the of the aquaticaquatic environmentenvironment againstagainst the the 
surfactantssurfactants in in detergentsdetergents and and otherother cleaningcleaning productsproducts (e.g. (e.g. fabricfabric softenerssofteners, , 
dishwashingdishwashing productsproducts). ). 

The The legislationlegislation has been made has been made more more restrictiverestrictive byby includingincluding allall types of types of surfactantssurfactants
and and imposingimposing stricterstricter testingtesting methodsmethods for for detergentsdetergents to to determinedetermine the the ultimateultimate ratherrather
thanthan the the initialinitial biodegradabilitybiodegradability..

ManufacturersManufacturers must list must list onon the the labellinglabelling::

-- allall componentscomponents in in decreasingdecreasing order of order of concentrationconcentration;;
-- addressaddress of a of a websitewebsite wherewhere consumersconsumers cancan obtainobtain the list the list 

withwith ingredientsingredients;;
-- allergensallergens –– compulsorycompulsory to to indicateindicate onon the label the label anyany

allergenicallergenic substancesubstance;;



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.10. I.1.10. EcoEco--labellabel (Reg. 1980/2000)(Reg. 1980/2000)

The The ecoeco--labellabel aimsaims to:to:

-- promotepromote productsproducts withwith a a reducedreduced environmentalenvironmental impactimpact..
-- provideprovide consumersconsumers withwith accurate and accurate and scientificallyscientifically basedbased information andinformation and

guidanceguidance onon productsproducts

ProductsProducts must meet must meet certaincertain environmentalenvironmental requirementsrequirements and and specificspecific ecoeco--labellabel
criteriacriteria..

ApplicationsApplications are subject to are subject to paymentpayment of a fee + of a fee + annualannual fee to fee to bebe paidpaid byby user.user.



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.10. I.1.10. EcoEco--labellabel (Reg. 1980/2000)(Reg. 1980/2000)
Product Product groupsgroups for for whichwhich ecoeco--labellabel criteria have been criteria have been approvedapproved::

-- Heat pumpsHeat pumps -- RefrigeratorsRefrigerators
-- Soaps, shampoos and Soaps, shampoos and hairhair conditionersconditioners -- WashingWashing machinesmachines
-- GrowingGrowing mediamedia -- DishwashersDishwashers
-- SoilSoil improversimprovers -- TelevisionsTelevisions
-- LubricantsLubricants -- LightLight bulbsbulbs
-- AllAll--purposepurpose cleanerscleaners and and cleanerscleaners forfor -- CopyingCopying and and graphicgraphic paperpaper

sanitarysanitary facilitiesfacilities -- Toilet paper, Toilet paper, kitchenkitchen rollsrolls and and otherother tissuetissue--paperpaper productsproducts
-- Hand Hand dishwashingdishwashing detergentsdetergents -- IndoorIndoor paintspaints and and varnishesvarnishes
-- LaundryLaundry detergentsdetergents -- Bed Bed mattressesmattresses
-- DetergentsDetergents for for dishwashersdishwashers -- TextileTextile productsproducts
-- CampsiteCampsite serviceservice -- FootwearFootwear
-- TouristTourist accomodation servicesaccomodation services -- HardHard--floorfloor coveringscoverings
-- Portable computersPortable computers
-- Personal computersPersonal computers



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.1. I.1. DangerousDangerous substancessubstances and and preparationspreparations
I.1.11. I.1.11. SubstancesSubstances thatthat depletedeplete the the ozoneozone layerlayer (Reg. 2037/2000)(Reg. 2037/2000)

The The regulationregulation listslists in in ArticleArticle 3 3 substancessubstances whichwhich maymay notnot bebe producedproduced / / placedplaced onon
the the marketmarket::

-- chlorofluorocarbonschlorofluorocarbons
-- otherother fullyfully halogenatedhalogenated chlorofluorocarbonschlorofluorocarbons
-- halonshalons
-- carbon tetrachloridecarbon tetrachloride
-- 1,1,11,1,1--trichloroethanetrichloroethane



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.2. I.2. CosmeticsCosmetics
I.2.1. Legal I.2.1. Legal requirementsrequirements ((labellinglabelling, , authorisedauthorised ingredientsingredients, etc.), etc.)

Dir. 76/768/EECDir. 76/768/EEC

IngredientsIngredients//compositioncomposition:  :  -- list of list of forbiddenforbidden substancessubstances (Annex (Annex IIII))
-- list of list of substancessubstances withwith restrictionsrestrictions (Annex (Annex IIIIII))
-- list of list of permitetdpermitetd colouringscolourings (Annex (Annex IVIV))
-- list of list of permittedpermitted preservativespreservatives (Annex VI)(Annex VI)
-- list of list of permittedpermitted UV filters (Annex UV filters (Annex VIIVII))

LabellingLabelling:: -- the name and the name and addressaddress of of manufacturermanufacturer ((oror importerimporter, , distributordistributor,...),...)
-- the the nominalnominal contents contents byby volume volume oror weightweight
-- the date of minimum the date of minimum durabilitydurability (< (< oror > 30 > 30 monthsmonths))
-- particularparticular precautionsprecautions for for useuse
-- the batch the batch numbernumber
-- the product the product functionfunction



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.2. I.2. CosmeticsCosmetics

I.2.2. I.2.2. NonNon--inclusioninclusion of of oneone oror more more ingredientsingredients onon the list the list usedused for for labellinglabelling
of of cosmeticcosmetic productsproducts (Dir. 95/17/(Dir. 95/17/ECEC))

ThisThis DirectiveDirective sets out the procedure for sets out the procedure for requestingrequesting the the nonnon--inclusioninclusion of of anan ingredientingredient
of a of a cosmeticcosmetic product for product for reasonsreasons of of tradetrade secrecysecrecy..

PeriodPeriod of of validityvalidity:  5 :  5 yearsyears ((whichwhich maymay bebe extendedextended byby 3 3 yearsyears))



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.2. I.2. CosmeticsCosmetics
I.2.3. I.2.3. ProhibitionProhibition of of animalanimal tests for tests for ingredientsingredients oror combinationscombinations of of 

ingredientsingredients of of cosmeticcosmetic productsproducts

The The CosmeticsCosmetics DirectiveDirective foreseesforesees a a regulatoryregulatory frameworkframework withwith the the aimaim of of phasingphasing out out 
animalanimal testingtesting..

= = testingtesting ban ban onon finishedfinished cosmeticcosmetic productsproducts ((sincesince 2004)2004)
and and cosmeticcosmetic ingredientsingredients ((fromfrom MarchMarch 2009 2009 oror MarchMarch 2013 )2013 )



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.1. I.3.1. PharmaceuticalsPharmaceuticals for for humanhuman useuse: marketing : marketing authorisationauthorisation
CommunityCommunity code code –– medicinalmedicinal productsproducts for for humanhuman useuse (Dir. 2001/83/(Dir. 2001/83/ECEC))

AuthorisationAuthorisation is is neededneeded byby the competent the competent authoritiesauthorities of a of a MemberMember State State oror byby the European the European 
MedecinesMedecines AgencyAgency..

OnlyOnly applicantsapplicants establishedestablished in the EU in the EU maymay bebe grantedgranted a marketing a marketing authorisationauthorisation..

In the In the requestrequest:: -- the name and the name and constituentsconstituents of the of the medicinalmedicinal productproduct
-- the the manufacturingmanufacturing methodmethod
-- therapeutictherapeutic indicationsindications
-- contracontra--indicationsindications and and sideside--effectseffects
-- posologyposology
-- methodmethod and route of and route of administrationadministration
-- expectedexpected shelfshelf--lifelife
-- precautioneryprecautionery and and safetysafety measuresmeasures duringduring storagestorage and and administrationadministration andand

disposaldisposal of wasteof waste
-- the risk to the environmentthe risk to the environment
-- etc.etc.



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.1. I.3.1. PharmaceuticalsPharmaceuticals for for humanhuman useuse: marketing : marketing authorisationauthorisation
CommunityCommunity code code –– medicinalmedicinal productsproducts for for humanhuman useuse (Dir. 2001/83/(Dir. 2001/83/ECEC))

LabellingLabelling and and packagingpackaging::

-- name of the name of the medicinalmedicinal product, product, itsits dosedose and and pharmaceuticalpharmaceutical formform
-- qualitativequalitative and and quantitativequantitative compositioncomposition in respect of in respect of activeactive substancessubstances
-- pharmaceuticalpharmaceutical formform and contents and contents byby weightweight, volume , volume oror dosedose unitunit
-- methodmethod of of administrationadministration
-- list of list of excipientsexcipients, , listedlisted in the in the detaileddetailed indicationsindications
-- expiryexpiry datedate
-- special special storagestorage precautionsprecautions, , disposaldisposal of of unusedunused medicinalmedicinal productsproducts oror wastewaste
-- authorisationauthorisation numbernumber and and manufacturingmanufacturing batch batch numbernumber
-- special special warningswarnings

AdvertisingAdvertising:: strictstrict rulesrules !  (e.g. !  (e.g. prohibitionprohibition of of advertisingadvertising for for productsproducts availableavailable onon medicalmedical
prescriptionprescription onlyonly).).



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.2. I.3.2. GoodGood clinicalclinical practicepractice in the in the conductconduct of of clinicalclinical trials trials onon medicinalmedicinal

productsproducts for for humanhuman useuse (Dir. 2001/20/(Dir. 2001/20/ECEC))

ArticleArticle 3 3 explainsexplains underunder whichwhich conditionsconditions suchsuch trials trials cancan taketake place, place, especiallyespecially
regardingregarding the the protectionprotection of of clinicalclinical trial trial subjectssubjects withwith special special rulesrules for minors and for minors and 
incapacitatedincapacitated adultsadults..

OtherOther topics topics coveredcovered:: -- commencementcommencement of a of a clinicalclinical trialtrial
-- conductconduct of a of a clinicalclinical trialtrial
-- exchange of informationexchange of information
-- suspension of the trial suspension of the trial oror infringementsinfringements
-- labellinglabelling
-- notificationnotification of of adverseadverse effectseffects
-- notificationnotification of of seriousserious adverseadverse reactionsreactions
-- etc.etc.



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.3. I.3.3. GuidelinesGuidelines of of goodgood manufacturingmanufacturing practicepractice for for medicinalmedicinal productsproducts forfor

humanhuman useuse (Dir. 2003/94/(Dir. 2003/94/ECEC))

ThisThis DirectiveDirective layslays down down principlesprinciples and and guidelinesguidelines of of GMPGMP::

-- Part I Part I -- BasicBasic requirementsrequirements for for medicinalmedicinal productsproducts ((qualityquality management, management, personnelpersonnel,  ,  
premisespremises and and equipmentequipment, , documentationdocumentation, , productionproduction, , qualityquality controlcontrol, contract , contract manufacturemanufacture andand
analysisanalysis, , complaintscomplaints and product and product recallrecall, , selfself inspectioninspection))

-- Part II Part II -- BasicBasic requirementsrequirements for for activeactive substancessubstances usedused as as startingstarting materialsmaterials

-- AnnexesAnnexes withwith info info regardingregarding manufacturemanufacture of:   of:   
sterilesterile MPsMPs; ; biologicalbiological MPsMPs for for humanhuman useuse; ; RadioPharmaceuticalsRadioPharmaceuticals; ; veterinaryveterinary MPsMPs;;
medicinalmedicinal gasesgases; herbal ; herbal MPsMPs; ; liquidsliquids, , creamscreams and and ointmentsointments; ; investigationalinvestigational MPsMPs; ; productsproducts
derivedderived fromfrom humanhuman bloodblood oror humanhuman plasma; etc.plasma; etc.



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.4. I.3.4. OrphanOrphan medicinalmedicinal productsproducts

AimAim =     to =     to introduceintroduce incentivesincentives to to developdevelop and and marketmarket medicinalmedicinal productsproducts for thefor the
preventionprevention, diagnosis and , diagnosis and curecure of rare of rare conditionsconditions..

( Ex.: ( Ex.: MPsMPs intendedintended for the diagnosis, for the diagnosis, preventionprevention oror treatmenttreatment of a of a conditioncondition affectingaffecting
fewerfewer thanthan 5 per 10,000 5 per 10,000 personspersons in the EU)in the EU)

ProblemProblem =   high =   high costcost of of pharmaceuticalpharmaceutical R&D R&D whichwhich makesmakes the the developmentdevelopment ofof
orphanorphan medicinalmedicinal productsproducts uneconomicuneconomic..

IncentiveIncentive =   =   exclusiveexclusive marketing marketing rightsrights for a 10for a 10--year year periodperiod



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.5. I.3.5. TransparencyTransparency of of measuresmeasures regulatingregulating the the priceprice of of MPsMPs for for humanhuman useuse

and and theirtheir inclusioninclusion in the scope of in the scope of nationalnational healthhealth insuranceinsurance systemssystems
(Dir. 89/105/(Dir. 89/105/EECEEC))

= = rulesrules to to bebe respectedrespected byby MemberMember StatesStates whenwhen theythey legislatelegislate onon the the pricesprices of of MPsMPs

ExampleExample:: IfIf marketing of marketing of anan MP is MP is permittedpermitted onlyonly afterafter a MS has a MS has approvedapproved
the the priceprice, , thisthis decisiondecision must must bebe taken taken withinwithin 90 90 daysdays..

In case of a In case of a refusalrefusal, the , the groundsgrounds of the of the decisiondecision must must bebe givengiven..

Min. Min. onceonce per per yearyear a MS must a MS must publishpublish the list of the the list of the MPsMPs the the priceprice ofof
whichwhich has been has been fixedfixed + the + the pricesprices whichwhich maymay bebe chargedcharged..



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.6. I.3.6. PharmaceuticalsPharmaceuticals for for veterinaryveterinary useuse –– marketing marketing authorisationauthorisation

(Dir. 2001/82/EC (Dir. 2001/82/EC –– Reg. 726/2004)Reg. 726/2004)
CommunityCommunity codecode relatingrelating to to veterinaryveterinary medicinalmedicinal productsproducts (Dir. 2001/82/(Dir. 2001/82/ECEC):):

authorisationsauthorisations are are issuedissued byby the competent the competent authorityauthority of the MS of the MS concernedconcerned oror, , wherewhere
the the centralisedcentralised procedure procedure establishedestablished byby Reg. 2309/93 Reg. 2309/93 appliesapplies, , byby the the European European 
Medicines Medicines AgencyAgency..

AnyAny requestrequest for for authorisationauthorisation in more in more thanthan 1 MS = 1 MS = centralisedcentralised authorisationauthorisation
procedure.procedure.

The marketing The marketing authorisationauthorisation is is validvalid for a for a renewablerenewable periodperiod of 5 of 5 yearsyears..

LabellingLabelling and and packagingpackaging:    :    name and name and compositioncomposition of the product, of the product, ““for for animalanimal treatmenttreatment onlyonly””,,
expiryexpiry date, batch date, batch numbernumber and and authorisationauthorisation numbernumber, etc., etc.



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.7. I.3.7. Maximum Maximum residueresidue limitslimits ((MRLsMRLs) of ) of verterinaryverterinary medicinalmedicinal productsproducts inin

foodstuffsfoodstuffs of of animalanimal originorigin (Reg. 2377/90)(Reg. 2377/90)

ThisThis RegulationRegulation classifiesclassifies pharmacologicallypharmacologically activeactive substancessubstances usedused in in veterinaryveterinary
medicinalmedicinal productsproducts onon the basis of the basis of theirtheir public public healthhealth implicationsimplications..

ItIt stipulatesstipulates the level the level whichwhich is is oror is is notnot permittedpermitted in in foodstuffsfoodstuffs of of animalanimal originorigin..

In In otherother wordswords itit establishesestablishes maximum maximum limitslimits for for residuesresidues of of veterinaryveterinary medicinalmedicinal
productsproducts in in suchsuch foodstuffsfoodstuffs..

4 4 categoriescategories of of activeactive substancessubstances::
-- substancessubstances for for whichwhich MRLsMRLs have been have been establishedestablished (Annex I);(Annex I);
-- substancessubstances for for whichwhich anan MRL is MRL is notnot necessarynecessary (Annex (Annex IIII););
-- substancessubstances for for whichwhich a a provisionalprovisional MRL MRL maymay bebe establishedestablished (Annex (Annex IIIIII););
-- substancessubstances for for whichwhich anan MRL MRL cannotcannot bebe establishedestablished, as , as theythey constituteconstitute a risk to a risk to humanhuman healthhealth
(Annex (Annex IVIV))



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.8. I.3.8. MedicatedMedicated feedingstuffsfeedingstuffs (Dir. 90/167/(Dir. 90/167/EECEEC))

OnlyOnly authorisedauthorised medicatedmedicated prepre--mixesmixes maymay bebe usedused to to manufacturemanufacture medicatedmedicated
foodstuffsfoodstuffs for for animalsanimals..

PrecisePrecise instructionsinstructions must must bebe givengiven for the for the utilisationutilisation of of suchsuch foodstuffsfoodstuffs..

Producers are Producers are responsibleresponsible for the for the qualityquality of the of the productsproducts placedplaced onon the the marketmarket..

PackagingPackaging must must bebe sealedsealed + + specificspecific labellinglabelling provisionsprovisions..

MedicatedMedicated feedingstuffsfeedingstuffs maymay bebe suppliedsupplied to stockfarmers to stockfarmers onlyonly onon presentationpresentation of a of a 
prescriptionprescription fromfrom a a veterinarianveterinarian subject to subject to specificspecific conditionsconditions..

WhereWhere medicatedmedicated feedingstuffsfeedingstuffs are are appliedapplied to to animalsanimals intendedintended for for humanhuman
consumptionconsumption, , treatedtreated animalsanimals must must notnot bebe slaughteredslaughtered beforebefore the end of the the end of the legallylegally
stipulatedstipulated withdrawalwithdrawal periodperiod..



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.9. I.3.9. PharmaceuticalsPharmaceuticals for for humanhuman oror veterinaryveterinary useuse –– colouringcolouring

mattersmatters whichwhich maymay bebe addedadded toto medicinalmedicinal productsproducts (Dir. 78/25/(Dir. 78/25/EECEEC))

The The colouringcolouring mattersmatters whichwhich maymay bebe addedadded to to medicinalmedicinal productsproducts are are listedlisted in Annex I in Annex I 
of the of the DirectiveDirective of 23/10/1962 of 23/10/1962 aboutabout colouringcolouring mattersmatters authorizedauthorized in in foodfood for for humanhuman
consumptionconsumption..

No No distinctiondistinction is is drawndrawn betweenbetween colouringcolouring mattersmatters whichwhich colourcolour the the massmass and the and the 
surfacesurface of of medicinalmedicinal productsproducts and and thosethose whichwhich onlyonly colourcolour the the surfacesurface..



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.10. Patents forI.3.10. Patents for medicinalmedicinal productsproducts (Reg. 1768/92)(Reg. 1768/92)

AimAim =     to =     to remedyremedy the the currentcurrent lacklack of of protectionprotection for for pharmaceuticalpharmaceutical research research offeredoffered
at at nationalnational level level byby the patents system.the patents system.

UnderUnder the the currentcurrent system the system the periodperiod thatthat elapseselapses betweenbetween the the filingfiling of of anan applicationapplication
for a patent for a for a patent for a newnew medicinalmedicinal product and product and authorizationauthorization to place the product to place the product onon the the 
marketmarket makesmakes the the periodperiod of of effectiveeffective protectionprotection underunder the patent the patent insufficientinsufficient to cover to cover 
the the investmentinvestment put put intointo the researchthe research..

UnderUnder thisthis RegulationRegulation, , holdersholders of of bothboth a patent and a a patent and a certificatecertificate must must bebe grantedgranted a a 
maximum of maximum of 15 15 yearsyears’’ protectionprotection fromfrom the time the the time the medicinalmedicinal product in product in questionquestion
receivesreceives marketing marketing authorizationauthorization..

The The certificatecertificate maymay notnot bebe grantedgranted for a for a periodperiod of more of more thanthan 5 5 yearsyears. . CertificateCertificate applicationsapplications maymay
bebe made for made for productsproducts protectedprotected byby a patent in a MS and a patent in a MS and whichwhich has has receivedreceived marketing marketing 
authorizationauthorization as a as a medicinalmedicinal product. The product. The regulationregulation sets out the sets out the conditionsconditions for for applyingapplying for a for a 
certificatecertificate..



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.11. I.3.11. UsingUsing of of animalsanimals for for experimentsexperiments and and otherother scientificscientific purposespurposes

(Dir. 86/609)(Dir. 86/609)

AimAim =     to =     to harmonizeharmonize disparitiesdisparities in in nationalnational lawslaws regardingregarding the the protectionprotection of of animalsanimals
usedused for for certaincertain experimentalexperimental purposespurposes

ApplicationApplication field = field = useuse of of animalsanimals for for followingfollowing purposespurposes::

-- developmentdevelopment, , manufacturemanufacture and and qualityquality, , effectivenesseffectiveness and and safetysafety testingtesting of drugs,of drugs,
foodstuffsfoodstuffs and and otherother substancessubstances oror productsproducts in in treatingtreating diseasesdiseases oror healthhealth problemsproblems;;

-- protectionprotection of the of the naturalnatural environment in the environment in the interestsinterests of man of man oror animalanimal

EachEach MS must MS must prohibitprohibit the the useuse of of endangeredendangered species for species for experimentalexperimental purposespurposes. . 

The The DirectiveDirective listslists measuresmeasures to to bebe taken taken byby MS to MS to protectprotect animalsanimals..



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.3. I.3. PharmaceuticalsPharmaceuticals
I.3.12. I.3.12. ConventionConvention onon the the elaborationelaboration of a European of a European PharmacopoeiaPharmacopoeia

(Dec. 94/358/(Dec. 94/358/ECEC))

AimAim =     to =     to harmonizeharmonize nationalnational lawslaws onon the the manufacturemanufacture, , movementmovement and distribution ofand distribution of

medicinalmedicinal productsproducts in in EuropeEurope byby creatingcreating a European a European PharmacopoeiaPharmacopoeia

ObjectivesObjectives == to to harmonizeharmonize specificationsspecifications for for medicinalmedicinal substancessubstances and toand to

hastenhasten the the drawingdrawing--upup of of specificationsspecifications for the for the growinggrowing numbernumber ofof

newnew medicinalmedicinal substancessubstances appearingappearing onon the the marketmarket

EurEur. . PharmacPharmac. =. = made made upup of of monographsmonographs whichwhich becomebecome official official standardsstandards applicableapplicable

in the in the territoriesterritories of the of the ContractingContracting StatesStates



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.4. I.4. FertilizersFertilizers
I.4.1. I.4.1. ProductsProducts whichwhich are are marketedmarketed as as fertilizersfertilizers and and designateddesignated

““EC EC fertilizerfertilizer”” (Reg. 2003/2003)(Reg. 2003/2003)

ThisThis RegulationRegulation holdsholds::

-- conditionsconditions for for designatingdesignating ““EC EC fertilizersfertilizers””

-- conditonsconditons for for theirtheir labellinglabelling and and packagingpackaging

Annex I:    Annex I:    listslists allall types of types of fertilizersfertilizers whichwhich complycomply withwith thisthis RegulationRegulation

withwith the minimum and maximum content of the minimum and maximum content of fertlizingfertlizing elementselements (plant(plant

nutrientsnutrients) for ) for eacheach type of type of fertilizerfertilizer ((nitrogennitrogen oror phosphorousphosphorous content, etc.)content, etc.)

A type of A type of fertilizerfertilizer is is designateddesignated anan ““EC EC fertilizerfertilizer”” ifif::
-- nono negativenegative effectseffects onon humanhuman, , animalanimal oror plant plant healthhealth and the environment;and the environment;

-- itit is is effectiveeffective;;

-- AppropriateAppropriate samplingsampling, , analysisanalysis, and , and ifif requiredrequired, , test test methodsmethods are are availableavailable..



I. I. TechnicalTechnical, , labellinglabelling and and packagingpackaging rulesrules in the EU in the EU 
for  different for  different groupsgroups of of chemicalchemical productsproducts

I.4. I.4. FertilizersFertilizers
I.4.2. I.4.2. FertilizersFertilizers containingcontaining calcium, calcium, manesiummanesium, , sodiumsodium and and sulphursulphur

(Dir. 89/284/(Dir. 89/284/EECEEC))

ThisThis DirectiveDirective explainsexplains underunder whichwhich conditionsconditions (e.g. minimum (e.g. minimum quantitiesquantities) a ) a declarationdeclaration
maymay bebe made of the calcium, magnesium, made of the calcium, magnesium, sodiumsodium and and sulphursulphur content of content of ““EC EC 
fertilizersfertilizers””..

+  +  labellinglabelling requirementsrequirements for for ““EC EC fertilizersfertilizers”” and the and the elementselements theythey containcontain..



IIII. . ObligationsObligations for for allall kinds of producers ofkinds of producers of
chemicalchemical productsproducts

II.1.II.1.PackagingPackaging and and packagingpackaging waste waste requirementsrequirements
II.1.1. II.1.1. PrepackagedPrepackaged productsproducts in in predeterminedpredetermined quantitiesquantities (Dir. 76/211/(Dir. 76/211/EECEEC))

PrepackagesPrepackages ((betweenbetween 5 g 5 g oror 5 ml and 10 kg 5 ml and 10 kg oror 10 l) must 10 l) must indicateindicate onon the the labellinglabelling the the 
weightweight oror volume volume theythey containcontain usingusing a a harmonizedharmonized formatformat..

IfIf productsproducts meet the meet the metrologicalmetrological requirementsrequirements of of thisthis DirectiveDirective, , theythey maymay alsoalso bearbear
the the ““EECEEC””mark.mark.



IIII. . ObligationsObligations for for allall kinds of producers ofkinds of producers of
chemicalchemical productsproducts

II.1.II.1.PackagingPackaging and and packagingpackaging waste waste requirementsrequirements
II.1.2. II.1.2. PackagingPackaging and and packagingpackaging waste  (Dir. 94/62/waste  (Dir. 94/62/ECEC))
MemberMember StatesStates must must taketake measuresmeasures, , whichwhich maymay includeinclude nationalnational programmes, to programmes, to 
prevent the prevent the formationformation of of packagingpackaging waste and are waste and are encouragedencouraged to to developdevelop packagingpackaging
reusereuse systemssystems.  .  ExampleExample: Green Dot system.: Green Dot system.

Target:Target: byby nono later later thanthan 31 December 2008, at 31 December 2008, at leastleast 60 % 60 % byby weightweight ofof

packagingpackaging waste to waste to bebe recoveredrecovered oror incineratedincinerated at wasteat waste

incinerationincineration plantsplants withwith energyenergy recoveryrecovery..

Targets for Targets for materialsmaterials ((byby end of 2008) end of 2008) containedcontained in in packagingpackaging

waste:  waste:  

-- 60 % 60 % byby weightweight for for glassglass, paper and board;, paper and board;

-- 50 % 50 % byby weightweight for for metalsmetals;;

-- 22.5 % 22.5 % byby weightweight for plastics;for plastics;

-- 15 % 15 % byby weightweight for for woodwood..



IIII. . ObligationsObligations for for allall kinds of producers ofkinds of producers of
chemicalchemical productsproducts

II.2.II.2.GoodGood laboratorylaboratory practicepractice ((GLPGLP))
II.2.1. Laboratories for II.2.1. Laboratories for nonnon--clinicalclinical testingtesting of of chemicalschemicals

1) 1) GLPGLP: tests : tests onon chemicalchemical substancessubstances (Dir. 2004/10/(Dir. 2004/10/ECEC))

ThisThis DirectiveDirective requiresrequires MS to MS to taketake allall measuresmeasures necessarynecessary to to ensureensure thatthat laboratorieslaboratories
carryingcarrying out tests out tests onon chemicalchemical productsproducts, in , in accordanceaccordance withwith Dir. 67/548/Dir. 67/548/EECEEC, , complycomply
withwith the the principlesprinciples of of goodgood laboratorylaboratory practicepractice ((GLPGLP) as ) as laidlaid down in Annex I.down in Annex I.

2) 2) GLPGLP: : inspectioninspection and and verificationverification of of laboratorylaboratory studies studies onon allall chemicalschemicals
(Dir. 2004/2009/(Dir. 2004/2009/ECEC))

MS must MS must organizeorganize inspectionsinspections and and checkschecks at at laboratorieslaboratories claimingclaiming to to useuse GLPGLP..


