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● eliminate the responsibility ofindustries，eXpOrterS and，When applicable，nationalcompetent  
authorities to continue to meetcountries，relevantimport requlrementS，includingln relationto  
unauthorizedrecombinant－DNAplantmaterial．   

SECTION2－SECTIONS OFTHE CODEX PLANT GUIDELINE APPLICABLE TO THE LOW＿  
LEVELPRESENCEOFRECOMBINANT－DNAPLANTMATERIALINFOOD  

7・Thefo1lowlng SeCtions ofthe Codex Plant Guideline apply to the assessment ofthe fbod safe  
COnSiderationsarisingfiomlow－1evelpresenceofrecombinant－DNAplantmaterialinfbod．Paragraphs  
that apply are spec捕callyindicated．If paragraphs are notlisted，they can be omitted from  
COnSideration．  

GENERALCONSIDERATIONS  

DESCRIPTIONOFTIIERECOMBINANT－DNAPLANT  

Paragraph22appliesaswritten：  

22・A descrlPt10n Ofthe recombinant－DNA plant being presented fbrassessment offood saftty  
COnSiderationsshouldbeprovided．Thisdescriptionshouldidentifythecrop，thetransformation  
event（s）tobereviewedandthetypeandpurposeofthemodincation．Thisdescriptionshouldbe  
SumCienttoaidinunderstandingthenatureofthefbodbeingsubmittedfbrassessmentoffood  
Safttyconsiderations．   

I）ESCRIPTIONOFTHEHOSTPLANTANDITSUSEASAFOOD  

Paragraphs23，24and25apply．   

I）ESCRIPTIONOFTHEDONORORGANISM（S）  
Paragraph26appliesaswritten：  

26・Infbrmationshouldbeprovidedonthedonorprganism（S）and，Whenappropriate，OnOtherrelated  

SPeCies．Itisparticularlyimportanttodetermlneifthedonororganism（S）orothercloselyrelated  
membersofthefamilynaturallyexhibitcharacteristicsofpathogenicityOrtOXinproduction，Or  
have othertraits that afftct human health．The description ofthe donor organism（S）should  
include：  

A．itsusualorcommonname；  

B．scientincname；  

C．taxonomicclassification；  

D．infbrmationaboutthenaturalhistoryasconcernSfoodsaftty；  

E．infbrmation on naturally occurrlng tOXins and allergens；for microorganisms，additional  
informationonpathogenicityandtherelationshiptoknownpathogens；and，  

F．informationonpastandpresentuse，ifany，inthefbodsupplyandexposureroute（S）otherthan  
intendedfboduse（e・g．，POSSiblepresenceascontaminants）．   

DESCRIPTIONOFTHEGENETICMODIFICATION（S）  
Paragraphs27，28and29apply．   

CIIARACTERIZATIONOFTHEGENETICMODIFICATION（S）  
Paragraphs30，31，32and33apply，eXCePtthat32（D）appliesaswritten＝  

32（D）：thelevelandsiteofexpressionintheplantoftheexpressedgeneproduct（s），andthelevels  
Ofitsmetabolitesintheedibleportionsoftheplant；and   
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ASSESSMENTOFFOOI）SAFETYCONSIDERATIONS  

ExpressedSubstances（non－nuCleicacidsubstances）  

AssessmentofpossibIetoxicity  

Paragraphs35and36applyaswritten：  

35．Theassessmentoffbodsafbtyconsiderationsshouldtakeintoaccountthechemicalnatureand  
functionofthenewlyexpressedsubstanceandidentifytheconcentrationofthesubstanceinthe  
ediblepartsoftherecombinant－DNAplant，includingvariationsandmeanvalues・  

36．Informationshouldbeprovidedtoensurethatgenescodingforknowntoxinspresentinthe  
donororganismsarenottransferredtorecombinant－DNAplantsthatdonotnorma11yexpress  
those toxic characteristics．This assuranCeis particularlyimportantin cases where a  
recombinant－DNA plantisprocesseddifftrently丘om adonorplant，Sinceconventionalfood  
processlngteClmiquesassociatedwiththedonororganismsmaydeactivate，degradeoreliminate  
toxicants．  

Paragraph37applies．  

Paragraph38appliesaswritten：  

38．Inthecaseofproteins，theassessmentofpotentialtoxicityshouldfbcusonaminoacidsequence  
Simi1aritybetweentheproteinandknownproteintoxinsaSWellasstabilitytoheatorprocessing  
and to degradationin appropriate representative gastric and intestinalmodelsystems・  

15  

Appropriateoraltoxicitystudies mayneedtobecarriedoutincaseswheretheproteinpresent  
inthefoodisnotsimilartoproteinsthathavepreviouslybeenconsumedsaftlyinfood，and  
takinglntOaCCOuntitsbiologlCalfunctionintheplantwhereknown．  

Paragraphs39and40apply．  

Assessmentofpossibleallergenicity（proteins）  

Paragraph41appliesaswritten：  

41．Whentheprotein（s）resultingfromtheinsertedgeneispresentinthefood，itshouldbeassessed  
forpotentialallergenicityinallcases．Anintegrated，StePWise，CaSe－by－CaSeapprOaChusedin  
theassessmentofthepotentialallergenicityofthenewly－XpSSedprotein（S）shouldrelyupon  
Variouscriteriausedincombination（SincenosinglecriterlOnlSSufncientlypredictiveoneither  
allergenicityornon－allergenicity）．Asnotedinparagraph20，thedatashouldbeobtainedusing  

SOundscientificmethods．Adetailedpresentationofissuestobeconsideredcanbefoundinthe  
annextotheCodexPlantGuidelineentitledAssessmentqfPossibleAlleYgeniciO；・16  

Paragraphs42and43apply，  

AnalysesofKeyToxicantsandAl1ergens  

Paragraphs44and45applyaswritten：  

44・Analyses ofkey toxicantS】7and allergensareimportantin certain cases offoods丘om  
recombinant－DNAplants（e．g．，thosethatarecommonlyconsumedwholeandundiluted，SuCh  
aspotatoes，tomatoes，andpapaya）．Analysesofconcentrationsofkeytoxicantsandallergens  
Oftherecombinant－DNAplanttypicalofthefoodshouldbecomparedwithanequivalent  
analysisofaconventionalcounterpartgrownandharveStedunderthesameconditions・The  
StatisticalsignificanCeOfanyobserveddiffbrencesshouldbeassessedinthecontextofthe  
range ofnaturalvariationsforthatparametertodetermineits biologlCalsigni坑cance・The  

15 Guidelinesfororaltoxicitystudieshavebeendevelopedinintemationalfora，forexample，theOECDGuidelinesfor  
theTestingofChemicals．  

16TheFAO／W＝Oexpertconsultation2001report，Whichincludesrefヒrencetoseveraldecisiontrees，WaSuSedin  
developingtheallergenicityAnnex．  

17 KeytoxicantsarethosetoxicologlCallysignincantcompoundsknowntobeinherentlypresentintheplant，SuChas  
thosecompoundswhosetoxicpotencyandlevelmaybesigni重canttohealth（e．g．solanineinpotatoesifthelevelis  
increased）．   
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COmParatOr（S）usedin this assessment shouldideal1y be the nearisogenic parentalline・In  
practice，thismaynotbeftasibleatalltimes，inwhichcasealineascloseaspossibleshould  

bechosen．Thepurposeofthiscomparisonistoestablishthatsubstancesthatcanaffectthe  
SafttyOfthefbodhavenotbeenalteredinamannerthatwou）dhaveanadverseimpacton  
humanhealth．  

45．ThelocationoftrialsitesshouldberepresentativeoftherangeOfenvironmentalconditions  
under which the plant varieties would be expected to be grown．The numberoftrialsites  
should be sufficient to aliow accurate assessment of key toxicants and allergens over this 
range．Similarly，trialsshouldbeconductedoverasufficientnumberofgenerationstoallow  
adequate exposure to the variety ofconditions metin nature．To minimize environmental  
ef詣cts，andtoreduce anyefftctfrom naturally occurringgenotypicvariationwithinacrop  

Variety，eaChtrialsiteshouldbereplicated．AnadequatenumberofplantSShouldbesampled  
andthemethodsofanalysisshouldbesufficientlysensitiveandspecifictodetectvariationsin  
keytoxicantsandallergens．  

EvaluationofMetabolites  

Paragraph46appliesaswritten：  

46．Somerecombinant－DNAplantsmayhavebeenmodifiedinamannerthatcouldresultinnew  
or alteredlevels of various metabolitesin the food．1n certain cases of fbods from  
recombinant－DNA plants（e．g．，those that are commonly consumed whole and undiluted），  
considerationshouldbegiventothepotentialfbrtheaccumulationofmetabolitesinthefbod  
thatwouldadverselyaffecthumanhealth．Assessmentoffoodsafttyconsiderationsarising  
fromlowlevelpresence ofrecombinant－DNA materialin foodsfrom such plants requlreS  
investigationofresidueandmetabolitelevelsinthefbod・Wherealteredresidueormetabolite  
levelsareidentifiedinfbods，COnSiderationshouldbegiventothepotentialimpactsonhuman  
health using conventionalprocedures fbr establishing the safttyofsuch metabolites（e・g・  
PrOCeduresforassessingthehumansafbtyofchemicalsinfoods）・  

Food Processing 

Paragraph47appliesaswritten‥  

47．Thepotentialefftctsoffbodprocesslng，1nCludinghomepreparation，Onfbodsderivedfrom  
recombinant－DNAplantsshouldalsobeconsidered・Forexample，alterationscouldoccurin  
the heat stabilityof an endogenous toxicant．Infbrmation should therefbre be provided  
describingtheprocessingconditionsusedintheproductionofafbodingredientfromthe  
Plant．For example，in the case ofvegetable oil，infbrmation should be provided on the  
extractionprocessandanysubsequentrenningsteps・   

OTHERCONSIDERATIONS   

POTENTIALACCUM■ULATIONOFSUBSTANCESSIGNIFICANTTOHUMANHEALTH  
Paragraph54appliesaswritten：  

54． Some recombinant－DNA plants may exhibit traits（e．g・，herbicide tolerance）which may  
indirectlyresultinthepotentialfbraccumulationofpeSticideresidues，alteredmetabolitesof  
suchresidues，tOXicmetabolites，COntaminants，OrOthersubstanceswhichmayberelevantto  
humanhealth．1ncertaincases offbodsfromrecombinant－DNApJants（e．g・，thosethatare  
COmmOnlyconラumedwholeandundiluted），theriskassessmentshouldtakethispotentialfbr  

accumulationlntO aCCOunt．Conventionalprocedures for establishingthe safE，ty Of such  
COmpOunds（e．g．，PrOCeduresfbrassessingthehumansafetyofchemicals）shouldbeapplied・   

USEOFANTIBIOTICRESISTANCEMARⅨERGENES  
Paragraphs55，56，57and58apply・   
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SECTION3－GUIDANCEONDATAANDINFORルIATIONSHARING  
8，InorderfbrCodexMemberstousethisAnnex，itisessentialthattheyhaveaccesstorequisitedataand  

infbrmation．  

9・CodexMemberssha11makeavailabletoacentraldatabase（tobemaintainedby・・・）information 
． 

Shal1bepresentedinaccordancewiththefo1lowingfbrmat：  

a．nameofproductapplicant  

b，SummaryOfapplication  

C．COuntryOfauthofization  

d．dateofauthorization  

e．scopeofauthorization  

仁 unlqueidenti坑er  

g．summaryofsaf邑tyassessmentbycompetentauthority（S），and  

h．contactdetailsofthecompetentauthority（s）responsibleforthesafbtyassessmentandthe  
productapplicant．  

10．This process shallfacilitate rapid access byimporting Codex Member countries to additional   
informationrelevanttotheassessmentoffbodsafttyconsiderationsarising丘omlow－1evelpresenceof   
recombinant－DNAplantmaterialinfoodsinaccordancewiththisAnnex．  

11．The authorizing Codex Member shallmake available complementaryinformation to other Codex   
MembersontheoutcomeofitssafttyassessmentinaccordancewiththeCodexPlantGuideline，in   
COnformitywithitsregulatory／1egal舟ameWOrk．  

12．Theproductapplicantshallmakeal1reasonableeffbrtstoprovidefurtherinformationandclarification   
asnecessarytoallowtheassessmentaccordingtothisAnnextoproceed，aSWe11asavalidatedprotocol   
foranevent－SPeCificortrait－SpeCificdetectionmethod，aSSPeCifiedbytheCodexMember，andnon－  
viablereftrencematerials．  

13．Asappropriate，neWSCientificinformationrelevanttotheconclusionsofthefoodsafttyaSSeSSment   
COnductedinaccordancewiththeCodexPlantGuidelinebytheauthorizingcountryshouldbemade  
available   
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Attachment3  

LIST OF PARTlCIPANTS 
LISTE DES PARTICIPANTS 
LISTADEPARTICIPANTES  

Chai坤Presidente  
Dr．EricFlamm  
Senior Advisor 
OfficeoftheCommissioner  
U．S．FoodandDrugAdministration  

5600FishersLane  
Rockville，MD20857  
UnitedStatesofAmerica  
Tel：＋13018270591  
Email：屋：二星・妄c．打払洋服1勇烏1注、多l－1ドノ誓くうV  

Dr．ThomasMeier  
FederalMinistryofAgriculture，FoodandConsumerProtection，Germany  
DeskO用cer，Biotechnology  
FederalMinistryofAgriculture，  
FoodandConsumerProtection  
Rochusstrasse 1 
D53123Bonn  

Germany 
Tel：＋49－228－529－55蠣4078  

Email：て呈7（ラ呈－）iまS．㌔′！ピje三‥～7う妄う紅ノー亡妻＼∴言責呈′皇！互く至，〈ゴc   

OrataiSilapanapaporrl  
Director，OfficeofCommodityandSystemStandards  
NationalBureauofAgriculturalCommodityandFoodStandards  
MinistryofAgricultureandCooperatives  
RqjadamnernNok．Avenue  
Bangkok 10200 
Thailand  
Tel：6622803900  
Fax：6622803899，2S316（；9  
Email：哩担擁麺基ぷ－．漣  

ARGENTrNA   

Dr．MoisesI‡urachik  

GeneralCoordinatoroftheBioteclm0logyOffice  
SecretaryofAgriculture  
Livestock，FisheriesandFood  
MinistlYOfEconomyandProduction  
Av，PaseoCo16n922，2ndFloor，OfiNO247  
ClO63ACWBuenosAires  
Argentina  
Tel：54－114349－2074＆4349－2303  
Fax：54－114349－2178  

Email：mburac＠mecon・♀OV．訂＆  

burachik225＠Yahoo．cqm  

JuanCarIosBatista  

Agronomist Engineer 
Senasa（NationalAgrifoodHealthandQualityService）  

PaseoColon367，（ClO63ACW）  
BuenosAires，Argentina  
Tel：541141215251  

Fax：541141215258  

Emailニjbatista＠senasa・♀…  

Federico Alais 

BiotechnologyNegotiationsCoordinator  
Direcci6ndeRelacionesAgroalirnentarius  
InternaCionales－SecretariadeAgricultura，Ganaderia，  
PescayAlimentos  
Av．PaseoColon922－PB－Oficina39（1063）  

Beunos Aires 

Argentina  
Tel：＋54（11）4349－2019  

Fax：＋54（11）4349－2244  

Emaiト樋衰運汝購型ぷぞ．、∴箪j 

Jos占Molima  

ConsqeroAgricola  
Sagpya－EmbqiadadelaRepublica  
Argentina  
1600NewHampshireAve．，NW  

Washington，D．C．20009  
EEUU  

Tel：（202）23g－6443  

Fax：（202）3321324  
Email：Ji）Sed．ゝ′1汀晶1ま：～2－＼ ノ L・r卜’l∵け∴7   
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AUSTRlA 

I）r．AndreasHeissenberger  

DeputyUnitHead  

Umweltbundesamt－FederalEnvironmentAgency  

Aus廿ia  

SpittelauerLaende5  

1090Vierula  

Aus什ia  

Tel：＋431313043032  

Fax：＋431313043700  

Email：andreas．heissenbe陀er伝）umweltbundesamt．at  

AUSTFtALIA／AUSTRALIE＼  

PauloJos‘PiretdeSant－Ana  

GeneralCoordinatorforBioteclm0logyandHealth  

MinistryofScienceandTeclmology  

GeneralCoordinationofBiotechnologyandl－Iealth  

EsplanadadosMinist6rios－  

Bl．E－20andar－Sala256－CEP：70067－900  

Brasilia－DF－Brazil  

Tel：＋55（i13317－8008  

Fax：＋55613317－7766  

EmaiI：pperetSa＠mct．gov・br  

MarmaNutd  

EMBRA∫A  
Av．dasAmiricas  

No．29501  

Guaratiba－RJ－CEP：23020－470  

Bra力1  

Tel：＋55212410－9555  

Faxこ＋55212410－9555  

Email：mari1ia（actaa．embraDa．br   

LailaSofiaMouawad  

Health Expert 

BrazilianNationalHealthSurveillanceAgency  

SEPN511，BlocoA，Sala215－A，  

Brasili〟DF  

70750－541  

Bra力I  

Tel：556134486330  

Fax：556134486274  

Email：Laila．mouawad偲anvisa．EOV．br   

ElkianeMacdoRama  

HealthRegulatoryExpert  

BrazilianNationalHealthSurveillanceAgency  

Genera10fnceofToxicology  

SEPN511，BlocoA，Sala206B，  

Brasilia  

DF，70750－541  

Bra力I  

Tel：＋556134486203  

Fax：＋55（i134486287  

Email：elkiane．rama倫anvisa．EOV．br  

CANADA   

Dr．WilHamYan  

Chier  

EvaluationDivision，  

BureauofMicrobialHazards  

Health Canada 

251SirFrederickBantingDriveway  

Ottawa，OntarioP．L．2204AI  

Tel：01－613－941－5535  

Fax：01－613－952－6400  

Email：William Yan侃hcrsc．EC．Ca   

Dr．RobWilliams  

Agriculture，Fisheries＆Forestry  

Embassy ofAustraiia 

1601MassachusettsAve，NW  

Washington，D．C．20036  

Tel：（202）797－3319  

Fax：（202）797－3037  

Emai1：Rob．Williams伝）dfat．巳OV．au   

Dr．CarolAndersson  

SeniorFoodScientist  

FoodStandardsAustraliaNewZealand  

P．0．Box7186  

CanberraBCACT2610  

Australia  

Tel：＋6ト2－627122（i6  

Fax：＋6ト2－6271227S  

Email：Car01．andersson＠foodstandards．巳OV．au  

BELGIUM   

SarahDeMumck  

ExpertGMOandNovelFood  

FederalPublicServiceofHealth  

FoodChainSafetyEnvironment  

EurostationII－7thnoor  

VictorHonaplein40buslO  

1060 Brussels 

Belgium  

Tel：＋3225247358  
Fax：＋3225247399  
Email：SaⅢh．ム∬酢耽来盆損料眈．毎牡鹿   

BR＾ZtL／BRESIL／BRASIL  

Emerson Kloss 

HeadofDelegation  
Secretary  
Embassy ofBrazil 
3006MassachusettsAve．，NW  

Washington，D．C．20008  
Tel：（202）238－2758  

Fax：（202）238－2827  

Email：已ki（1SS竜ノl）柑Si！cnlh。もji・父  
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EUROPEAN COMMUNITY Angela Behboodi 
SeniorTradePolicyOfflcer  
TechnicalBarriersandRegulationsDivision  
ForelgnAffairsandInternationalTradeCanada  
125 Sussex Drive 
O仇awa，Ontaho  
KI▲AOG2  

Tel：1－613－944－2100  

Fax：ト613－943－034（i  

Email：angela．behboodi＠intemational・即・Ca  

Brian Harrison 

Scientific Evaluator 
Health Canada 
251SirFrederick G．BantlngDriveway  
Tunney’sPasture  

PL 2204A1 

Ottawa，OntarioKIAOK9  
Canada  

Tel：（613）957－1405  

Fax：（613）94ト8849  

Email：brian 

丘milieBergeron  

TradePolicyAnalyst  
AgricultureandAgri－FoodCanada  
SirJohnCarlingBuilding  
930CarlingAvリrOOmlOlO9  
0ttawa，Ontario，Canada，  
KIA OC5 

Canada  

Tel：l－613－694－2324  

Fax：1－613－759－7503  

Email：垣曲  
AngelaI玉山khu  

ProgramOfncer  
CanadianFoodInspectionAgency  
159CIeopatraDrive  
O任awa，Ontaho  
KIA OY9 

Canada  

Tel：1－613－221－7205  

Fax：1－613－22l－7595  

Emai1：bilkhua＠inspection・町Ca   

CZ叩  
Dr．JaroslavaOvesna  

MinistryofAgriculture／CropResearchInstitue  
Drnovska507  

16106Pr喝ue6－Ru町ne  
Czech Republic 
Tel：＋420233022424  
Fax：＋420312269260  
Email：Ovesna（議vurV．CZ   

Dr．MichaeIScannell  

Head ofUnit 

DirectorateGeneralforHealthandConsumer  

Protection  

RueFroissartlOI  

B－1049  

BruSSels，Belglum  

TeI：（＋32－2）299．33．64  

Fax二（＋32－2）299．85．66  

Email：Michae   

I）r．S6bastienGoux  

PolicyOmcer  

European Commission 

O用ceB23203／24  

1049Brussels  

Belglum  

Tel：＋3222921555  

Fax：＋3222956043  

Sebastien．goux＠ec．europm  

I）ー．SuzyRenckens  

HeadofUnit  

EuropeanFoodSafttyAuthority（EFSA）  
DUSAOO／012  

LargoNatalePalli，5  

43100Pama  

Italy  

Tel：＋390521036223  

Fax：＋390521036323  

Email：翫ハぷ淵止 ＼ ヽ ‥∴、 盆瑳ほ鳥肌鼎】J刃  ∴‾  

FINLAND   

Dr．bna Mannonen  

Commercial Counsellor 

MinistryofTradeandIndustry  

P．0．Box32  

（Ratakatu3，Helsinki）  

FIN-00023 Government 

Finland  

Tel：十35891（；063716  

Fax：＋35391（；062670  

Email：Jeena．mannonen＠ktm点   

FRANCEノTRANCIA   

EmmanueueMiraues  

Charg主edesquestionsOGM  
h4rNEFT－DGCCRF  

59BdVincentAurioI  

BureauC3LTeledocO51  

75703ParisCEDEX13  

France  

Tel：＋33144972406  

Fax：＋33144973037  
Email：Emmanuelle．miralles＠d糎   
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JAPAN   

ProfbssorYoshihiroOzeki  
Special Advisor 
FoodSafttyCommission  
18∠トS5g8  

TokyoUniversityofAgricultureandTechnology  
2－24，16Naka－maChi，Koganei－Shi，  
Tokyo，Japan  
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Deputy Director 
FoodSafttyCommissionSecretariat  
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Nagata－Cho，Chiyoda－ku  

Tokyo，Japan  
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Email：mari．voshitomi倫cao．EO．iD   

Dr．HiroshiYoshikura  

Adviser  
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Japan，  
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Email：Codexi庖mhlw．EO．iD  
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Associate Director 
InternationalAffairsDivision  
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Scientific Director 

FederalhstituteofRiskAssessment  
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Berlin，Germany  
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Fax：＋49－30－g412－3635  

Emai1：maria－anna．SChauzu（ab舟．bund．de   
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FederalMinistryofAgriculture，FoodandConsumer  
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FederalMinistryofAgriculture，  

FoodandConsumerProtection  
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Germany 

Tel：＋49－228－529－4078  

Email：  
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Legal Advisor 

MinistryofRuralDevelopmentandFood  
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10439A山ens  

Greece  

Tel：＋30210＆250307  

Fax：＋302108254621  

Email：COdex（aefet．已r  
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Dr．PatrickO’Mahony  

ChiefSpecialist，Bioteclmology  
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Abbey Court 
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Tel：35318171300  

Fax：35318171207  
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ITALY／ITALIEnTALIA  
Email：‡11‡lSaわ  
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AlimentarieForestali  
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Tel：＋390（；46656046  
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Email：由輌借  

I）r．TerumasaMatsuoka  

Deputy Director 
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