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CERERE
/Notificare/

Prir:L prezenta, solicit eliber:area autorizaliei

modificat genetic (GTS 40'-3-2 (lvION 04032-6),

MON 87701 (MON 87101-2), MON 8i'701xMON
produse sau importate in ac:este !6ri.

Motivele cererii:
intreprinderea ,,Avi.cola-Moldol'a" SRL $

asigurare a unor fabrici znricole din {ard cu grot

pdsirilor. Printre acegtea se regdsesc atit producdto

qi produciitori de oud consum.
Liniile rnodificate genetic a qrotului cle soia e

aprobate in cadrul LJniunii Iiuropene prin Directivel

Evaluarea riscurilor privindi importul liniilor
Comisie la gedinlele anterioare.

,,A'vicola-Moldova" SRL disrpune de de

cerealelor lautorizafia de firnclionilre se anexeazd"l'
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Pre,zenla cerere/notificare este deprusd in
2t.12.2001 gi Regulamentlului de organizare $1 g ionare a Connisiei Na{i

pentru Se'curitatea BiologicS, aprobat prin l:{otdri

mai 2003.
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This document provides an opinion Genetical

of the liuropean Food Safety Authori odified so

MON-89788-1) devetoped to provide y expressi

In delivering itq scientific opinion' the GMO. Panel considered the new
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processing of spybean rurdriegz8b'tnd all derived products' but excludi

The GMO Panel assessed soybean MON89788

;;;*i"t desdribed in the Guidance Document

1 For citation purpqses: Opinion of the ScientiJic Panel on Genetically Moditied Organisms on an

the pracins on the market "J.iit-1-"f;liil**::t*fl-T."N8e788 
ror tood and reed u

ffi5)i"d;" il'nr""t""i"' rrt" iFsA Journat (2oo8) 758' 1-23'

This opinion is nqt shared by o members of the Panel / (conflict of interest) 0 members of

SurumRnv

on the subject referred to above'

Modified Organisms (GM0 Paneti

ean MON89788 (Unique lclentifier

the CP4 EPSPS Protein'

with reference to the

of the Scientific

a pplication EFSA-GMO-NL-2'CO6-36'

"niifi. 
comments submitted by the:
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intended uses and the apfrropriattl

on Genetically Modified Organisms

rication (Relerence EFSA-GMGNL-2006-36) for
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ng,

spilled.
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differenl
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The GMO Panel is of the oPin

prot:osed bY the aPPlicant are in

boooot as well as with the inten

identifies no Potential adverse

Panel a$rees with the ProPosal
plan,

The scoPe of aPPlication E !006-

vroNig?ee and excludes :onsic

requirement for scientific )n Po

brliii P"ntr considered th tal c<

CwIO p"n"t takes into account tha i appl

f iX"f if't""0 of cross-pollination bet cultit

5.3. cottct-ustot't

llKellnooo ol uru)e-Pvrrl
might occur from accidental release is (;onsloereu te uv e^!'u"rv'' 'Y"'

|faccidenta|releaseandsubsequentestab|ishmentintotheen/beanMoNag
weretooccur,soybeanMONSSTS8plantswou|donlybefitterof6||yphosate
whicharenotcurrently""Ooncultivated:;oybeanorinmost?'oybeanrnight
Therefore the GMO prni-ir-oi the opinion thiii;; likelihood of :stalrlishrnent

MON89788 is very ro*'"nJ that unintendro .nuliontental effec ybearn will be t

from that of conventional soybean varieties' 1't" lt"p" 
"t 

the monitorin$ plan protridecl by the ap

the reporting intervals ui" in rin" with tlne intended uses of soyb lan MON89788'

The GMO paner was requested to carryout a scientific risk assessment of the soybean rvroNggTFS for foor'

and feed uses, import and processing'of soybean MON89788 and all de ived products'

The EFSA Journal ( ) 758, l8-2,3
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efsflmr Glyphosate-tolerant GM soybean MON89788 for food

and feed uses, import and processin€i

.l.heGMOpanelisoftheopinionthatthermolecularcharacterisatlonprovidedforthetranslormationevenl:

I sufficient for the safety a:;sessment. The bioinformaiic analysis of the i aLncl

rnsdoesnotraiseanysafetyconcern,Theexpresl;ionofthegenesiintronelti<:
has been suff iciently anatvseo anJ the stability of the $enetic modif beren

over several Eienerations. fhe efvl. ;anel consideis that the molecular cha cloes

not indicate anY safety concern'

comparative analysis has shown that soyllean MON89788 is comrpositi a$ronomically equivetlent

to conventional soybean, except for the int'oJ""o trans$enic traits assessment included an

analysis of data tron1 u-r,ufytrcul stu-dies, tiointoimatic', and in vitro studies' The GMQ Patnett

concluded that the soybeern MON8978tl it 
" 

lut" as its n.n G art and that the overrall

af f 

"igenicity 
of the whole plant is not changed'

The app|ication EFSA-GMo.-NL-2ooe36 concerns food and feed uses, import and processing. Ther.r iis

therefore no requirement f'r scientific assesslnent on possibre renvironmental effec;ts associated with the

cultivation of soybean vrijH'gzag in the ljU. consioering the scop'e of the application' not for cultivation' thre

GMO panel is of the opinion that the rixetirrool or the s-pread and establishment of soybrean MON89788 is

very low and that u"i;i;;;"; ;nvironmental effects due to this ean will be n. diflferent from th;rt .f

conventional soybean vari,eties. The scope of the monitorin$ provided by the applicant and the

reportin$ intervals are in line with the internded uses of soybean [Vl 1788'

ln conclusion, the GMo Panel considers that information availahle for soybean MON897t s' the

comments raised by the M,ember States uno tontiJ"ts that it is unlikely that soybezrn MOI na've

any adverse effect on rlu.un and animal health or on the environment in the context of its ies'

DocutuEHrRTloN PRovIDED To EFSA

!'Letterfromthec;ompetentAuthorityofTheNether|ands(VRoM),recei'ved'*.,u".69y!20|)6,
concerning a request for placing on tt't. n1urket of soybean rvioNggzag in accordancr" rrvith

Re$ulation (EC) No t829/2OO3'

2.Acknow|edgement|etter,datedlONovember2006,fr<lmEFSAtotheCompel|entAuthorityclf.Ihel
N etherlands (Ref ' :SR/KLljq (2006) L827 639)'

3'LetterfromEFSl\toapplicanrt,dated3OMarch2rc0T,withrequestforcllarificationsunrder
com pleteness 

"he"k 
(nei''sn/ xr-lshv (2007) 2064007 )'

4.Letterfromapp|icant,datedlgApri|2007,providin$EFSAwithanupdlatedversionrtfth.e
apptication efin-CfVfO-ruL-200€r36 rrUn,li,*O by Monsanto europe S'A' under lle$ulation (EC) No

L829/2003:

Part | - Technrical dossier

Part ll - SummarY

il nfSA.ror*al (2008)158, I9-")':\
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European Food Safety Authority (EFSA), parma, Italv

acceleration technology,oi ;;
Agrobacteriun sp. strain Cp4
contains one functional insert e
tiagment of the Cp4 EpSpS coding sequence. Updated bioinsequences and the open reading frames ispanning the insert_plant
lewly :lpr:ssed protein in soybean 40_3_2 did not .ulr"'unf'
inserled DNA was tolfi::9 ou.. ,"u.rul generations. availabl compositional and agronomic da1;ashow that soybean 40-3-2 is compositioriatty 

.anc ugroi;,ni.uil-y equivalent to its conventipnalcounterpart and to other commercial soybean varieties, ;-.il-il;;pressing the cp4 lEpsps protein

's of the Working Croup on Molecular Charactel Jthis scientific opinion, Boet Glandorf, Niels H s(MC), Karine Lheureux (ENV) and Claudia pau r

Avai la ble onl ine: www.efsa.europa. eu/efsajournal.htm

(e) European Food Safety Authc,ritv. 206



"f' eISds Scienl.ific opinion on applications GM soybean ,{Q-3-2

for renewal of the authorisation of existing producl.s

5.2. Post-marketenvironmental ntonitoringra

The objectives of a morritoring plan acc,ording to Anne;< VII oJ'Directive 2001/1S/EC are to confirrll

that any assumption fegarding the occurrence and impar:t of pofential adverse effer;ts of the GVIO, or

its use, in the environmental risk assessment are coffect and to identify the occurrence of aclverse:

cffects of the GMO, or its use, on humal health or the ernvironnnent which were nc)t anticipated in fhe:

envi ronmental ri s]< assesistr.rent.

Monitoring is related to risk management, and thus a, final adoption of the monitc,ring plan ftrllls;

outside the mandate of EFSA. However, the EFSA GMO Parrel gives its opinion on the scientiflc:

quality of the monitoring plan provided by the applicant (EFSA., 2006). The potential exposure to tlrr:

environment of soybean 40-3-2 would be through manure arLd faeces from animal:; f'ed witlh Gl/t

soybean or through accidental release into the errvironment of GM soybean grains rluring

transportation and procerssing. The EFS,,\ GMO Panel irs aware that, due to physical characteristicsr of

soybean seed and methods of transportation, accidental spillage cannot be exclr'rded. T'hereforc, titt:

EFSA GMO Panel reconrgtends that appropriate management systems are introdur:ed to actively

monitor- the occurrenc,e ol feral soybean plants irL areas where soybean spillage and plarrt

establishment are likely to occur as proposed in the EFSA Guidance Document riEFIiA.' 2:006a) arrd

the scicntific opinion tf tn" gpse GN4O Panel on p()st-marl<et environtncntal monitoring (lJFSr\,

2006b).

The scope of the nronitoring plan provicled by the applir:ant is in line with the intended uses. Since lh'o

environmental risk assessment did not cover cultivation and identified no potentiitl advers':

envilonmental effects, no case-specific lnonitoring ls necessary'

The general surveillance plans proposed by the applicant includes (1) the description of an approar:lh

involving operators (federations lnvotved in soybea'n import and processing) reporting to the

applicants via a centralised system any observed adverse effecr{s) of GMOs on humatr health and the

environment, (2) a coordinaiing systenr established b),EuropaBio for the collection of information

recorded by the various operatois (L..oq et a1.,2007, V/indels et al., 2008), (3) the use of networks c't'

existing sllrveillance systems. The applicant proposes,to submit a general surveillance report on rln

annual basis and a final report at the encl ofthe consent'''

lssues relating to the practical implementation of general surveillance and the r:valuation c'l-

monitoring results are currently outsid,: the reLnit of the EFSA GMO Panel. De:tailsl of the specilic

plans and rnethods of rr-ronitoiing in each country should ber developed by the aplllicant afier the

applications have beeu accepted (EFSA 2006).

The EFSA GMO panel is of the opirrion that the scope of the rronitoring plans proposed by tlre

applicant are in line with the intended uses of soyb ean'40-3-2 siince the environmental risk assessme:nt

did not cover cultivation and identified no potential aclverse environmental effects. T'he EFSA' GVttO

panel agrees with the reporting interval s proposed by the applir:ant in the general s;urvr:illance plan'

5.3. Conclusion

The scope of the applications EFSA-CiMO-RX-40-3-111s-r,rzo-r,,1 and I-FSA"GMO-RX-40-3-21s-rr,rzo-r1,1)

is fbr renewal of the aitthorisation of (11) food containing, consisting of, or produced from genetiOally

modified (GM) soybeat't 40-3-2 (Unique Identifier MON-O4O32-6); (2) feed containing' conststrng

of, or produced fiom soybean 4O-3-2; and (3) other products containing ot consisting of soyboan 'l'0-

3-2 wlth the exception of cultivation. Considering the intended uses, the environtnenl'al risk

1a Additional infbrmation / Decerrber 2008
r5 Technioal Dossier' / seoLion D 1 I

EFSA Journal 20 | 0;8(l 2): I 908
27



r
€TSds

l,,4rrzdr,.nn trjf rr arl14$rt

Scicntific opinion on applications CM soybean 40-3-ll

for renewal of the authorisation of e:xisting productt;

assessment is concerned with indirect e,rposure mainly through manure and faeces from animals fe'd

grains produced by soybean 40-3-2 anrl with the accirlental release into the environment of viabk:

grains by soybean 40-3-2 during transportation and processlng.

ln case of accidental release into the environment of viable grains of soybean 40-3-2 dqring

transportation and processing, there are no indications o,f an increased likelihood of esl.ablishment anrJ

,pr"ud of feral soybean 40-3-2 plants, ericept in the presence of glyphosate herbicides. In addition, tltr:

low levels of environmental eiposure gf these GM so'gbean plants and the newly expressed protein

through other routes indicate thit the risk to non-target organisms is extremely low' The EFSA GMO
panel considers that it is unlikely that the recombinant DNA in soybean 40-3"2 t.rausrfers to bacterirr

and other microorganisms and that the nisk caused by a rare but theoretically possible transfer of tltr:

recombinant epsps gene from soybean 40-3-2 to environmental microorganisms is regarded to be'

negligible ilue to the lack of a selective advantage in tlre context of its intendecl usi: thal wouLd be

confeired. The soope of the post-market environmcntal monitoring plan provided by the applicant an'C

the reporting intervals are in line with tbe intended uses of soybean 40-3-2.

The EFSA GMO Panel is aware that, due to pi,ysicat characteristics of soybean seed and rnethods of

transportation, accidental spillage cannot be excluded. 'Iherefore, the EFSA GMO Panel recomrriends

that, within general surveillance, appropriate management systems are introduced to actively monitor

the occurrence of feral soybean plants in areas where spillage and soybean plant es;tablishment are

likely to occur as propor.d in ihe El,S,q, Guidance Document (EFSA, 2006a) and thr: scientilic

opinion of the EFSA GMO Panel on poist-market environmental monitoring (EFSI\, 2006b).

The EFSA GMO panel also recomnends that appropriate management systems should be in place to

restrict seeds of soybean 40-3-2 entering cultivation ,as this would require specific approval undlcr

Directive 2001l|B|EC or Regulation (EtJ) 182912003'

OvnRlll CoNct ustoNs AND RncoutrlENDATIol'{s
-fhe EFSA GMO panel was requested to deliver a scientific c,pinion for renewal of l.he authorisation

fbr rducrs from GV[ soybean 40-3-2 (references EFIiA'-GMO-U(-

40- l0-3-2sr-rurzo-rt1) under Regulation (EC) No 1829/2003' T'he

s'o ontinued marketing of (l) existing food containing, consisting

of, ncluding food additives) (Reference EFSA-GI\zIC)-RX-40'3-;Zr8-

r,vzo r"t); (2) existing feed containing, consisting of, or produced fi'om soybean 4Ct-3-2 (Referenoe

EFSA-GMO-RX-40-3-2rr-,t,ro-,ul); (3J other products contiining or consisting of soybean '40-3-2 with

the exception of cultivaiion (Comlss;ion Decisiong6123llEC) which were lawfully placed on lhe

market in the Cornmunity beiore the clate of entry into force of Regulation (EC) No I 829/2003 and

included in the Community Register of'genetically mo,Jified fcrod and feed.

In delivering its scientific opinion, the EFSA GMO Panel cons;idered the renewal applications (EIrSir\-

GMO-RX-40 -3-27s-rurzo-tu1. EFSA-GMIO-RX-40-3-2.'-,yzo-,ut); _a consolidated application on the

cultivation of soyUea., 40-3-2 (application EFS1.-GMb-2005-NK-24); additional informati'n

submitted by the applicant on ,.qr.ri irf tn. gpSA, GN4O Panr:l; the scientrfic commernts submitted by

Mernber States; and relevant scientific publications. In accordance with the Guidan';e Docunent {br

renewal of authorisations of existing GMO products, tlre EFS;\ GMO Panel has takerr into account the

new inforrnation, experience and data on soybean 40-3-2, which have become available during the

authorisation period.

The EFSA GMO panel is of the opinion that the molecular characterisation data provided for soybean

40-3-2 are sufficient. The result, 
-of 

th,. bioinformatic analysr:s of tbe inserled DNA and the flanking

EFSA Journal 20t 0;8( l2): I 908
7.8
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Scienl.ific opinion on applications GM soybean '40-3-2;

for renerval ofthe authorisation ofexisting productsr

regions do not raise safety concem. 'fhe levels of CP4 EPSPS in soybean 40-'-\-2- have been

sufficiently analysed and the stability o1'tlie geneti: mc,dification has been demonstrated. The Ef'SA.

GMO Panel considers that the molecular characterisatiotr does not indicate a safiary concern'

The new data from field trials confirms; that soybean tl0-3-2 is compositionally, agronomically ancl

phenotypically equivalent to the conventional counterpart and to other cotnt.nercial sor/bean varieties,

except-fbr being iolerant to glyphosate lherbicides. The updated bioinformatics analysis of the nowli'

expressed protein provided by the applicant and t

identified no concerns regarding potential toxicit
studies on laboratory animals and several farm ani

of soybean 40-3-2 to its conventional non-GM
reviewed scientific literature and supprlementary

soybean 40-3-2 is as safe and as nutritious as the conl'entional counterpafi and to otJher comnre[cial

,oyb.un varieties. The Eulopean consunrers have been r:xposed to soybean tl0-3i-2 mai.nly via soybean

oii at levels around 3.4-3.1 g/person/day. Processed moal of soybean 40-3-'2 has been given to farnr

animalswithintlreEUatrnaximurndietaryinclusionlevelsaround2lo/ofor broilerchrickens, lB%for
pigs, and 12oh for dairy cattle. No adverrse effects have been reported'

Considering the intendecl uses of soybean 40-3-2, whic,h exclude cultivation, there is no requirepent

for scientific assessment on possible environmental effects associated with the cultivation of soybear:t

40-3-2.In case of accidental release inl,o the environment of viable grains of soybean 40-3-2 drtr|inlg

transportation and processing, there are no indications clf an increased likelihood of establishment and

spread of feral ,oyb"ur, 40-3--2 plants, e:rcept in the presence of glyphosate hertricides. In addition, the

low levels of environmental eiposure of these GM soybean plants and the newly expressed llrotein

through other routes indicate that the rir;k to non-target organisms is extremely low. The EFSA CMO
panel considers that it is unlikely that 1he recombinanl DNA in soybr:an 40-3-2 tranl;fers to bacte|ia

and other r-nrcroorganisnrs and that the risk caused by ra rare but theoretically;lossibL: transfer of tlne

reconrbilant cpsps gene from soybearr 40-3-2 to enl'ironmcntal microorganisms is regarded to be

'egligible 
due to the lack of a selective advantage in the context of its intended use fhat wor'rld be

confeired. The scope of thc post-markeI environmental monitoring plan provided by the applicant and

the reporting intervals are in line with the intended uses of soybean 40-3-2. The EFSI\ GMO I'anel is

awar.e that, due to physical characteristics of soybean seed and methods of triLnsporttrtion, accidenlal

spiilage cannot be excluded, Therefore, the EFSA GMO Panel recommencls that, within gOneral

surveillance, appropriate managelnent systelxs are introduced to actively monitor thLe occurrence of

feral soybean plants in areas whire soybean spillage and plant establishment are likely to occur'

The EFSA GMO panel recommends that appropriatr: management systems shoulcl be in place to

restrict seeds of soybean 40-3-2 entering culiivation as the latter rr:quires specific approval und':r

Directive 2O0lllSlEC or Regulation (EC) No 1829/2003'

fn conclusion, the EFSA GMo panel considers that the infonnation available for soybean 40-:\'-2

addresses the scientific comments raisr:d by the Memtrer States and t.hat ttre soybean 40-3-2 assess;ed

in these applications is as safe as its conventional c,cunterparl with respect to potential effects on

human and anintal health and the environment in the context of its intended uses. l-he F'FSA GN4O

panel concludes that soybean event 40-3-2 is unlikely to have any adverse effects on human and

animal health and the environment, in the context of it:i intendcd uses.

EFSA Journal 20 I 0;8(l 2); 1908
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SCIENTIFIC OIPINION

Scientific Opinion on application (EFSA-GMO-BE-2010-79) for the plarcing

on the market of insect resist:lnt genetically modified soyb,ean NION 877011

for food and feed uses, import and procressing under Regulatio,n (EC) No
1829 I 2003 fro m I\{o ns anto I

EFSA Panel on Genetically Modiltied Organisms (GMO)'''

European Food liafety Authority (EFSA), Parma, Italy

ABSTRACT

This scientific opinion is an evaluation of a risk assessment of the genetically rnodified, insect r:esistant, soybean

MON 87701 for food and f'eed uses, import and processing. Soybean MON 87701 was developed throLrlgh

Agrobac'terittm-nrediated transformation. It contains a single insert consisting ofa cry)lAc expression cassetto'

encoding the CrylAc protein that confers resistance against specific lepidopteran insects. Ttre stability of the

insert was confirmed over rnr-rltiple genelations. Bioinfornatir: analyses of the insert ancl rts flanking regions, a:nd

levels of ncwly expressed protein did not laise safety concems. Contparative analyses of compositional.

phenotypic and agronomic charactelistics indicated that soybean MON 87701 is not different fiom ils

conventional counterpart (.4.5547) and equivalent to commercial soybean varietiel;, except for having an

increased vitamin E content (still within norr.nal ranges) and expressing the CrylAc protein. The safety

assessment of the CrylAc plotein and soybean MON 8770t identitied no concerns regarding potential loxicity

and allergenicity A feeding study on broilerr chickens confirnred that defatted soybean MON 87701 meal is as

ngtritious as conventional defatted soybean meal. There ,are no indications of an increased likelihood of
establishment and spread of feral soybean prlants. Considering its intended use as lbod and feed, enviroumental

risks associated of an unlikely but theoretically possible horizontal gene transfer from soybean MON 8'/701 to

bacteria have not been identified. Potential interactions of soybean MON 87701 with the biotic and abiotiLc

envlronrnent were uor considered due to the low level of exposure. f'he rnonitoring plan and reporting intervrlls

are in line with the intended uses of soybeirn MON 87701. The EFSA GMO Panel considers that the sioybean

MON 87701, as described in this application, is as safe as its conventional counterparl. with respect to potentiill

effects olt human and animal health ar.rd the r:nvironment in the coutext of its intended us;es.

(O Er-rropean Food Safety Authoilty, 201 I

I Ou request frorn the Competent AuthonLy of Belgium for an application (EFSA-GMO-BE-20 l0-79) subnritted by

Monsanto, Question No EI'SA-Q-2010-00867, adopted on 6.luly 201 I

r panel r.lenrbers: Hans Christr:r Andersson, Salvatore Arpaia, Detlef Bartsch, Josep Casar:uberta, Hou'ard Davies, Patnicl<

du .lardin, Ger.har.d Flachowsky, Lieve Herman, Huw Jones, Sirpa Ktirenlampi, Jozsef Kiss, Cijs KLeter, Harry Kttiper,

Antoine Messelan, l(aare Magne Nielsen,.loe Perry, Annette Poting, Jererny Sweer, Christoph Tebbe. Atte.lohannes von

Wright, and Jean-MicheI Wal. Correspondenc,:: gmo@efsa.europa eu
, Ack-nowledgement; T1re Panel wishes to tl.ranl< the members of tlhe Working Groups on N4olecular Characterisatirln, Food

and F-eed arrd Environrnent for the pfeparaton/ work on this scientific opinion; Niels Bohse Hendriksern as external expert

and the EFSA's staff members Jaime Aguilera (MC), Christina Ehlerl (ENV) and Andrea Germini (FF) for the suplpirrl

provided to this scientific opinion.
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"" efsa* Scientific opinion on insect resistant GM soybean MON 877Crl

for food and feed uses, impofi and processin6l

CoNcr,usroNs AND REcoMMENDATIoNS

The EFSA GMO Panel was requested to carry out an e,raluation of a scientific risk asrsessment of tht:

soybean MON 8770 I for tlood and feedt uses, import and processing in accordance with li.egulation

(EC) No t82912003.

The EFSA GMO Panel is of the opinion that the molecuLlar characterisation data provided for soybeznt

MON 87701 are sufficient to conclude on this part of the risk assessment evaluation. The results of

the bioinformatic analyses of the inserted DNA and the flanking regions do not raise siafety concbrns.

The levels of CrylAc prc,tein in soybean MON 87701 have been sufficiently anal'ysed in various

tissues and the stability o1'the genetic rnodification has been demonstratecl. The EFSiA GMO Fanel

considers that the molecular characterisation does not indicate a safety concom.

Based on the comparative analysis of :;oybean MON 87701, the conventional counl.erpart (A5547)

and scveral other commercial soybcan varieties, the EIrSA GMO Panel cotrcludes thal. soybean MOI'J

87701, as assessed in this application, is compositionally, phenotypically and agrononlically nct

different frorn its conventional counterpart except for having an increased vitamin E content (still

within the nonnal range of soybeans) and expressing the CrylAc protein. Except for expressing tlhe

CrylAc protein, royb.un MON 8770t is also compositionally and agronomicall'1 equivaleht to

commercial soybean variel.ies.

The CrylAc protein expresserl in MON 87701 is degraded in simulated digestive and jintestinal fluicls-

and bioinforrnatics-supported studies demonstrated that the CrylAc proterin show no hornology to

known toxic and allergenic proteins. lJo toxicity of the CrylAc protein was observed in an acutte

toxicity study in mice where the protein was administered orally at a high dose.

The result of 90-days feeding studies in rats with processed soybean MON 87701 mr:al did not raise

ooncern. Whole-product testlng of soybean extracts to sera from soy-aller:gic patients demonstrated

unchanged ou.rull allergeniciiy of the whole plant. A 42-day feeding r;tudy on broilcr chiClcerrs

showed that defatted .o1ih,.un meal frorn MON 87701 is as nutritious as meal from the conventional

counterpart and other soybean varieties included in the study'

ConsrderingtheintendeclusesofSoll|gunMoNB?T0l,whichexcludecultivation,thereisno
,eq.,ire,r-r.ni for scientific assessnent on possible environmental effects associated with the

cultivation ol this GM so,ybean. In casr: of accidental release into the environment olf viable seeds of'

soybcan MON 8770 I (e g.; during transportation and proccssing), there are no indications of an

inireased likelihood of eslablishment and spread of feral soybean lllants;, except uLnder infestatiou

conclitions of specific targ;et organisms. In addition, the low levels of environmental exposure of thsse

GM soybeal plants and tire ne*ly expressed protein through other routes irrdicate that the risk to not]-

target organisrns is extremely low. The unlilcely but theoretically poss;ible transfer of the recombinrrnt

g.* n'ot soybean MON 87701 to environmentalbacl : to the lack of'a

s"elective advantage in the context of its intended user :t environmerLtal

rnonitoring plan providect by the applicant and t te re 'ith the intencled

uses of ,oyb.un MON 87701' The EFSIA GMO Pmel ;haracteristics of

soybean seed and methods of transpofiation, accidenl.al spillage cannot be excluded' Therefore' thr:

EFSA CMO Panel reconnmends that, within general surveillance' approprriate tnanagement SlSterns

ale introduced to actively monitor thr: occurrence o1' feral soybean plants in area:; where soybt:an

spillage and plant establisrhment are likely to occu

ln oonclusion, the b,FSA. GMO PaneI considers that the infbrmation airailable for soybean Mtl)N

g7701 addresses the scicntific comrncnts raised by the Member States and that the soybean M'oN

g::1l, as described in t,his application, is as safe as its conventional 0ounterparl' with respecl to

potentiaI effects on human and animal health and the environment in 1rl-re context of its intended use's'

FFSA Inrrmal 20l 1 : 9('7\:21\09
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Agentul economic, tinrlar al prezentei autorizii{ii, este obllgat:

a) sd respecte necondilionat pt-escli:ppiile referatulu i tehnic pentrLr ac:r)rdarea prezentei autori:,la1ii;

rrizdze, innoirea. acr:steia in rnodul stabilit sa
..i.. .,i ,lin 'prisma aCtirlor legislative gi rl: altor irr:te
..].:.'.;.:.1,'.].

t' ai 'fost 'e-ird p'rezenta arltori:za!ie, schimt,iire a

..2.

Falsificare avautoizaliei se pedepsegt, Ie:gi!1a1;iei in vigohre.
Chiginiu, str. Vasile Lupu, 4 '22746204
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I .u l. Gr, V ocl fiscalDire :lioneaz/a utului,, inc 
,rAlI Dire 

lova' r-ul rod fiscal

ir r-^r_ : acJionei ;tatutu lr,ri.luL,r .e la urmi

1. Obiectulcontractuluil'l Pdrlile contractante sint cle acord ca Vinzdtorul s21 vinda Ei cr,rrnparatorul sd cumpere $il..rr dc s'ia(Marfb) la pre{r-rrile, cantitatile gi condiliile de livrare Ei de platd conrzenite prin p,r.ezentlrlcontract.

CONTRACT VINZARE CUIWPANA.NN .Nb O:,/04/18-S

Mun. Chigindu
02 aprilie 2018

2, Cantitatea gi pre!.u1. Facturarea.
'z'l Par{ile stabilesc sortimentul, cantitatea, pre}ul fiecdrei partide de marfE car:e se reflecta:in

factura fiscald intocmit6 de cdtre V,inzdtor.

3. Calitatea bunurilor gi condifiile de livrare.
Dreptul de proprietate asupra mdrfurilor trece de la vinziitor la Cump,drator in rnomerpriultransmiterii acesteia gi intocrnirii factr_rrii fiscale.
Transportarera mdrfurikrr cJe la depozitul Vinzdtorulr,ri se ef'ectueazd, de cdtre Vinzator rjaca
altceva nu este prevdzut in ANEXET-E la prezentul contract.

4. Condifiite rle platI.
Cumpdrdtorul se obliga sd achite prelr-rl marfii in ziua receplionarii acestr:ea sau in termeu rle
pina la 20(dotrazecl) zile calenclaristice din momentul recep{io1d1ii rnarfii.
Morretttr-tl recep{ionarii maLfii este consiclelat data intocmirii fa.ctu'ii fiscale.

5. Rdspundereapirfilor.
Pa4ile poarld rdspundere pentru ex:ecutarea corerspunzdtoare a oLrligaliunilor asumate in ba:za
prezentului contract.

5'2 Pentru tieachitarea marfii in termenrii stabilili, Cr-rmp6ratorul va achita vinziitorului o p,:nalitate
irr mdrirne de 0.1% c.in suma neachitatd pentru fiecarc zi de intir:zier,:.

6, Forfi ma.jora
Par{ile nLl vor purta rdspundere pentru neexecutarea sall executarea necorespunzdroare a
obliga{iLrnilor asunrate inbaza prezentului contracl in cazul surr,,enirii imprejurarilor de forla
rrrajord: irrundafie, incendiu, calan-ritaLli naturale, explozii, rlzboi sau operafiuni militare, grevd
etc.
Partea pentru care a survenit irnposibilitatea executarii obligaliunilor in urma circumstanlelor.de
fo4a majord, este obligata sd informeze despre aceste impr:ejurari cealalta parte in deculs; de l0
zile din montentul apariliei acestora,
FaptLrl sLrrvenirii impre.jurarilor de lor{a majord urmeazd a fi confirnrate cle c6tre Carrrera dc
Comer{ gi Industrie a Republicii Moldova.
Reglementdrile cuprinse'in prezentul capitol nu se rdsfring asupra obligaliunilor de platzi.
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CONTRACI] VINZARE I]UMPARARE }I! O2l04/I8. S

N,lun Chi)indu 02 aprilie 2018

SItL ,,Avicola-Moldova" cu sediul in mLrn, Chigindu, bd. Gr. 'Vienr, 25, cod llscal
1002600021880, repr:ezentata prin Directorul D-ul Zestrea N. care aclioneaz-d in baz.eL sta'urtului. in
calitate de VtrNZATOR, gi SA ,,Avicola" cu sedir.rl in r-ul Riqcani, s. Corl5teni. cod jlscal
100360201?918, reprezentat6 prin Directorul D-nul Eugen Urzica, care aci.ior-r,:azdin baza statlltului.
irr calitate de CLIMPARATOR, arLincheiat prezentul contract cr-r privire [a r:rmdtoarele:

l. Obiectul contractului
I I Plrli)e contractantc sint de acord ca \iinziltorr.rl sir vindir gi Currpardtorul sri cumpere ir,ct de .$oin

(lr4arl?r) la prclurile. cantitirljle:;i condiliile de livrare;i de plata convenitc prin pfezentul
contracL.

2. Cantitatca pi pre{ul. Fncturarea,
2.I Phrlile stabilesc sorlinrentul, prrelul Ei cantitalea fiecdrei paftide de mrrfb carp se r,:flec;td itr

firctura fiscalh intclcrnitd de citle Vinzdtor.

3. Calitatea bunurilor Si conditiile de Iiyrare.
3.1 Dreptut de proprietate asnpril mirlurilor ttece de la Vinzdtor la t3r.rn:rpdrdtor"in momentul

transmiterii acesteia gi irrtocmilii facturii tiscale.
3.? Transportarea mdrfurilor dc lil clcpozitul Vir:zAtorului se eJtctueaz-d,Ce cdtrc Curnpdrdtor clacir

altceva rilr este prevh.znt in ANEXELE la pre:lentul contract

4. Condi{iile de platrl.
.1, 1 Cunrpiirdtorr-rl se obligir si uchite pretul miirlii in ziua recepfic,nirii i:ices;teea sar-r in lernLqn de

pind la ?0(douazeci) zile calendaristice din rronrentul lir,rArii.
,'1.2 \'lornentul rcccplion[r'ii mirfii este considcral data lntocmirii facturii fisca]e.

5. Rhspunrlcrea pir(ilor"
-5.1 Pn4ile poartd rispundere pentnr executarea corespunzdtoarf) a obligafiunilor asrrnate in bazs

prezentului contract.
5.1 Pentru neachitarea nrdrfiiin termenii stabilili, Cuntpdrdtorul r,a achiter Vinzdtorului o penalitate

in mlrime de 0.1% clirr suma neachitati Derltru frecare zi de intirziere.

6. Forfri majora
(i.1 P64ile rrLl vor pr-rfia rispunderc pentru netsxeclrtarea sau executarea rlecolesprtnzdto,are a

obli-ealiuriilor asun'late in baza prezentului co:ntract in cazr-rl sur:vcnirii imprejur{r'ilor de tbrln
rnajorii: inundalie. incendiu, calamit{inaturflle, explozii, rdzboi sau oprslaf ilrni nrilitare. gre'r,ir

etc.

{r.2 Partea pentru care a survenit imposibilitatea execlltAl'ii obligaliLrnilor in urnra circunrstan{uJor dt
tbrfir nrajorrl- cstc clhligati sli infbnrezc dcspre ?rccsle imprc'iurilri ccalalti:i parte in dtcurs ijc t{)
z-ile din rnorrre ntul apaLilie-i accstora.

6.-3 Faptr-rl survenirii imprejr"rrlril,lr de furla maLiora urmeazfr a fi conl]rnrale de chtre C'rinrera de

Conrerl qi Industrie a Republicii lVloldova.
(i 4 Reglementdrile cuprinse in prczentul capitol nu se rdsfring asupra obligalir,rnilor de platl.
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COI\TTRACT vINZARE CTIMPAn.anp J\g 03/04/18. S

Mun. Chiginau 03 aprilie lZ0l8

SRL ,,Avicola-Moldova" cu sediul in mun. Chiginiu, bd. Cir. Vieru, 25, cod fiscal
1002600021880, reprezenrlatd prin Directorul D-ul Zestrea N. care acfionLeaz:d in baza statr:riului, in
calitate de VINZATOR, qi SRL ,,Ludanprod''', cod fiscal 10156090001524, reprezentari prin
Directorul D-nul Vitalie Luculesou, care acfioneazd in baza statutului, in calitate de
CIJMPARAfOn. au inclreiat prezenrtul contract cuL privire la urmatoarele:

l. Obiectulcontractului
l.l PaL{ile contractante sint de acord ca Vinzatorul sa vinda gi Cumparitorul sA cumpere grot de soia

(Marfd) la preturile, cantitAfile gi condiliiler de livrare gi de platd convenite prin prezentul
contract,

2. Cantitatea gi preful. Facturarea,
2.1 Par'lile stabilesc sortimentul, prefurl gi cantitateafiecirei partide de marfdcare se reflectd'in

f-actura f-rscala intocmitd de cdtre Vinzdtor.

3. Calitatea bunurilor gi condifiile de livrare,
3.1 Dreptul de proprietate asupra rndrfurilor trer:e de la Vinzator la,Curnp[rdtor in momentul

transmiterii acesteia gi intocmirii facturii fiscale.
3.2 Transportarea m[rfurilor de la depozitul Vinzatonrh,ri se efectueazd, de cdtrer Crrmprirdlor dacir

altceva nu este nrevdzult in ANEIIELE la nrezentul contract.

4. Condiliile de plat5.
4.1 Cunrpdrdtorul se obliga sa achite pre{ul marfii in ziua recep{iondrii acersteea sau in terrnen dc

pina la 20(dor-rdzeci) :lile calendaristice din momentul livrarii.
4.2 Momentul recepliondrii rndrfii esl.e considerat clata intocmirii factr-rrii fiscale.

5. Rlspundereapdrfilor.
5.1 Pd(ile poartd rdspundere pentru executarea c,orespunzdtoare a obligafiunilor asumate in baza

prezentului contract.
5.2 Pentru neachitarea mdrfii in terrrrenii stabilili, Cumpdratorul va achitzr Vinzdtorului o penalitate

in mdrime de 0. I %o din suma neaohitatd oentru fiecare zi de intirziere.

6. For{d maiora
6.1 Par{ile nLl vor purta ldspundere pentru neexecutruea saLr execlltarea necroresplrrzdloare a

obligalir,rnilor aslurrate inbaza pfezentlrlLri contract in cazul surverririi impre.iurarilor d,: 1b4d
'"^:^"x':-"-'t^lie, incendiu, calamitali naturale, explozii, razboi sau opela{ir,rni militare, gre\,aI llatJ\,l 4, lllLlll|lcrl

etc.
A) Potcq nphrrrr nare a survenit imp,osibilitatea execut[rii obligaliunilor i.n urma circumstarL]elor de

fnrri mcinr'; oste obligata sd infcrmeze desprr: aceste imprejurdri cealalta parte in dr:curs de lL)rvr ls ,rrqJvrs, v!

zile din momentul apariliei acestora.
6.3 Faptul survenirii implejurdrilor de forJa majord urmeazd a fi confirmate de cdtre Camera de

CorneLl gi Industrie a Republicii lVloldova.
6.4 Reglement[rile cuprinse in prezentul capitol nu se rdsfring asupra obligafiunilor de plata.



irea litigiilor.
utdrii prezentur'i contract se vor sorufiona pe care
, litigiul va fi transmis spre solulionar: orllanelor.

7'2 Acfiunea ndscutd din.executarea prezentului contract poate fi intentat6 gi la instanla de la iocLrlexecutdrii contractului, in oonfotniitut. cu pct, tl.l al prezentului contract;;i art,39 alir:r,(11) CpCR]VI

8. L,ocul executlrii contractului
prezentului contract se considerd rocr-rr unde se afld sediur vinzatorului ;ibd. Gr, Vierr.r.2l5.

ontractului
rl semnIrii gi este valaLril ;le o perioada de un an
automat pentru urmdtoarele termene cr)nsecrtive
rscris cealalta parte cu c,er pufin 30 de z:ire inai'te

a.

pozifii finale
nlui contract nu sunt varabire clecit daca rezurita

pentrlr I.lecare par1e. lplare, care aLr aceeaqi 'raloare juridica cite unul

8.1 l.ocr.rl execut[rii
anuine: mun, Chigindu

viNzAron

SRL,,Avi cola-Moldova,'
mun.Chigindu bd. Gr. Vieru, 25
c/f 100260002 I 880
cld 22519040241, c/b AGRNMD2XTt0
BC"Moldova - Agroindbank" SA
fel/fax. 022-43-56-21

10. Aclresele qi rechizitele pir{ilor

CUMPARATON

SRL,,Ludanprod"
r-ul Ungheni, str, Cristiuc 7ll ap.72
c/f 1015609000624
lvID 0 8 EXO 0000 022 5 | 689 426MD

er-tnail:

Director SRL,,Ludanprod"
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Mero[lr Buttpo6yBalrb

3u.snneua re r{err.rsHo v o.qn d ixosasa cn eun d i*rHa uinsosa nocrilosHi cru GTS
+0-3-2

nCTY IS() il I 570::2.008

JHqe,'rerra feHeruqHo rvrorqHrbiKonasa cnequdliqna rlirsoea ncrclirosHicr's
\40N 89788 ICTY ISO 21570:2008

Bvior feHervqHo *ro4rESimoeanoi AHK coi, BX3Ha.reHoi ea qilrsonorc
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roc,'IiAo BHicrro MON8 97 8 8, crar:osnrr 0,29 +0,0J 0A ICTY IS0 ill570:2008

N{exa Bu3HaqeHHt N4eroAy 0,1 Yo (ERM.-BF41Obk)

MerorH Ta 3aco6H numipronalnncri'rexuixu. ruo BHKopHcroByBarIlIeb AJTff BI,I3Har{eHHs no,xaruuriu:

BA3HaqeHHr N4OneKynspHO'feneTArtHrIX nora:Hl.rxis upoBoIII4xocb MeroAoM norit"tepa:uoi
naH[]ofoBoi pearcrdi B pe&rrbHoMy .raci (PCR Real -'firne) ua avnniSiraropi CFXlt6 ("Bio-Rail", CIXA).
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