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Linille modificate genetc a srotult. we suia expuse In prezenta cerere au fost
aprobate In cadrul Uniunii Europene prin Directivele 1829/2003 si 1830/2003.

Evaluarea riscurilor privind importul liniilor date a fost examinata de citre
Comisie la sedintele anterioare.

,Avicola-Moldova” SRL dispune de depozit propriu pentru pdstrarea
cerealelor /autorizatia de functionare se anexeaza/.

Cantitatea anuala aproximativa de srot de soia necesar pentru aprovizionarea
fabricilor avicole mentionate constituie 3000-5000 tone.

Prezenta cerere/notificare este depusi in baza Legii RM nr. 755 din
21.12.2001 si Regulamentului de organizare si gunctionare a Comisiei Nationale
pentru Securitatea Biologica, aprobat prin Hotérirea Guvernului RM nr. 603 din 20
mai 2003.

Anexa:

~Evaluarea riscurilor.

a) Concluziile Autorititii Europene pentru Siguranfa Alimentard (GTS 40-3-2);

b) Concluziile Autoritatii Europene pentru Siguranta Alimentard (MON 89788);

¢) Concluziile Autoritatii Europene. ptntiLl Siguranta Alimentarda (MON 87701).
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Comisia Nationald pentru Securitate Biologica

CERERE
/Notificare/

Prin prezenta, solicit eliberarea autorizatiei de import a srotului de soia
modificat genetic (GTS 40-3-2 (MON 04032-6), MON 89788 (MON 89788-1),
MON 87701 (MON 87701-2), MON 87701xMON 89788 din Romania si Ucraina,
produse sau importate in aceste tari.

Motivele cererii:

intreprinderea ,,Avicola-Moldova” SRL si-a asumat angajamentul de
asigurare a unor fabrici avicole din tara cu srot de soia necesar pentru hrana
pasarilor. Printre acestea se regdsesc atit producitori autohtoni de carne de pui cit
si producétori de oud consum.

Liniile modificate genetic a srotului de soia expuse in prezenta cererc au fost
aprobate in cadrul Uniunii Europene prin Directivele 1829/2003 si 1830/2003.

Evaluarea riscurilor privind importul liniilor date a fost examinata de catre
Comisie la sedintele anterioare.

Avicola-Moldova” SRL dispune de depozit propriu pentru pastrarea
cerealelor /autorizatia de functionare se anexeaza/.

Cantitatea anuald aproximativa de srot de soia necesar pentru aprovizionarea
fabricilor avicole mentionate constituie 3000-5000 tone.

Prezenta cerere/notificare este depusid in baza Legii RM nr. 755 din
21.12.2001 si Regulamentului de organizare si gunctionare a Comisiei Nationale

pentru Securitatea Biologicd, aprobat prin Hotarirea Guvernului RM nr. 603 din 20
mai 2003.

Anexa:

-Evaluarea riscurilor.
a) Concluziile Autoritafii Europene pentru Siguranta Alimentara (GTS 40-3-2);
b) Concluziile Autoritafii Europene pentru Siguranta Alimentara (MON 89788);
¢) Concluziile Autoritdtii Europene pentru Siguranta Alimentara (MON 87701).
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Opinion of the Scientific Panel on Genetically Modified Organisms on application
(reference EFSA-GMO-NL-2006-36) for the placing on the market of the glyphosate-
tolerant genetically modified soybean MON89788, for food and feed uses, import
and processing under Regulation (EC) No 1829/2003 from Monsanto?

(Question No EFSA-Q-2006-182)

Adopted on 2 July 2008

PANEL MEMBERS

Hans Christer Andersson, Salvatore Arpaia, Detlef Bartsch, Josep Casacuberta, Howard Davies, Lieve
Herman, Patrick Du Jardin, Niels Hendriksen, Sirpa Karenlampi, Jozsef Kiss, Gijs Kleter, llona Kryspin-
Sgrensen, Harry Kuiper, Ingolf Nes, Nickolas Panopoulos, Joe Perry, Annette Poting, Joachim Schiemann,
Willem Seinen, Jeremy Sweet, and Jean-Michel Wal.

SUMMARY

This document provides an opinion of the Scientific Panel on Genetically Modified Organisms (GMO Panel)
of the European Food Safety Authority (EFSA) on genetically modified soybean MON89788 (Unique ldentifier
MON-89788-1) developed to provide tolerance to glyphosate by expressing the CP4 EPSPS protein.

In delivering its scientific opinion, the GMO Panel considered the new application EFSA-GMO-NL-2006-36.
additional information provided by the applicant (Monsanto) and the scientific comments submitted by the
Member States. The scope of application EFSA-GMO-NL-2006-36 is for food and feed uses, import and
processing of soybean MON89788 and all derived products, but excluding cultivation in the EU.

The GMO Panel assessed soybean MONS9788 with reference to the intended uses and the appropriate
principles desdribed in the Guidance Document of the Scientific Panel on Genetically Modified Organisms:

I

For citation purpeses: Opinion of the Scientific Panel on Genetically Modified Organisms on an application (Reference EFSA-GMO-NL-2006-36) for|
the placing on the market of glyphosate-tolerant soybean MON89788 for food and feed uses, import and processing under Regulation (EC)i
1829/2003 from Monsanto, The EFSA Journal (2008) 758, 1-23. |

* This opinion is not shared by O members of the Panel. / (conflict of interest) 0 members of the Panel did not participate in (part of) the discussioni
on the subject referred to above.

© European Food;Safety Authority, 2007 1
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Monitoring is related to risk management, and thus a final adoption of the monitoring plan falls outside the
mandate of EFSA. However, the GMO Panel gives its opinion on the scientific quality of the monitoring plan
provided by the applicant (EFSA, 2006a). Exposure to the environment of soybean MONS89788 would be
related to accidental release of GM seeds during transportation and processing.

Since the environmental risk assessment identified no potential adverse environmental effects, case-
specific monitoring is not considered necessary.

The genetral surveillance plan proposed by the applicant includes i) the description of an approach invelving
operators, reporting to the applicant, via a centralised system, any observed adverse effect of soybean
MON89788 on human health and the environment, ii) a coordinating system newly established hy
EuropaBio for the collection of the information recorded by the various operators, iii) the use of networks of
existing surveillance systems. The applicant will submit & general surveillance report on annual basis and a
final report at the end of the consent. In case of confirmed adverse effects, the applicant will immediately
inform the European Commission and the Member States.

The GMO Panel is of the opinion that the general approaches and measures of the monitoring plan
proposed by the applicant are in line with the EFSA opinion on post-market environmental monitoring (EFSA,
2006b) as well as with the intended uses of soybean MON89788. Since the environmental risk assessment
identifies no potential adverse environmental effects, no case-specific monitoring is necessary. The GMO
Panel agrees with the proposal made by the applicant on the reporting intervals of the general surveillance
plan.

5.3. CONCLUSION

The scope of application EFSA-GMO-NL-2006-36 is for food and feed uses, import and processing of soybean
MON89788 and excludes cultivation. Considering the proposed uses of soybean MON89788, there is no
requirement for scientific information on potential environmental effects associated with cultivation. The
GMO Panel considered the environmental comments raised by Member States in the above sections. The
GMO Panel takes into account that this application does not include cultivation of the soybean so that the
likelihood of cross-pollination between cultivated soybean crops and the occasional soybean plants which
might occur from accidental release is considered to be extremely low.

If accidental release and subsequent establishment into the environment of soybean MONS89788 plants
were to occur, soybean MON89788 plants would only be fitter in the presence of glyphosate herbicides
which are not currently used on cultivated soybean or in most areas whete the soybean might be spilled.
Therefore the GMO Panel is of the opinion that the likelihood of the spread and establishment of soybean
MON89788 is very low and that unintended environmental effects due to this soybean will be no different
from that of conventional soybean varieties. The scope of the monitoring plan provided by the applicant and
the reporting intervals are in line with the intended uses of soybean MON89788.

CONCLUSIONS AND RECOMMENDATICNS

The GMO Panel was requested to carry out a scientific risk assessment of the soybean |VION897$8 for food
and feed uses, import and processing of soybean MON89788 and all derived products. ‘

The EFSA Journal (2008) 758, 18-23
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The GMO Panel is of the opinion that the molecular characterisation provided for the transformation event
MONS9788 is sufficient for the safety assessment. The pioinformatic analysis of the inserted DNA and
flanking regions does not raise any safety concern. The expression of the genes introduced by genetic
modification has been sufficiently analysed and the stability of the genetic modificaticn has been
demonstrated over several generations. The GMO panel considers that the molecular characterization does
not indicate any safety concern.

Comparative analysis has shown that soybean MONS89788 is compositionally and agronomically equivalent
to conventional soybean, except for the introduced transgenic traits. The risk assessment included an
analysis of data from analytical studies, bioinformatics, and in vitro and in vivo studies. The GMQ Panel
concluded that the soybean MON89788 is as safe as its non GM counterpart and that the‘oveerau
allergenicity of the whole plant is not changed.

The application EFSA-GMO-NL-2006-36 concerns food and feed uses, import and processing. There Is
therefore no requirement for scientific assessment on possible environmental effects associated with the
cultivation of soybean MON89788 in the EU. Considering the scope of the application, not for cultivation, the
GMO Panel is of the opinion that the likelihood of the spread and establishment of soybean MONS89788 is
very low and that unintended environmental effects due to this soybean will be no different from that of
conventional soybean varieties. The scope of the monitoring plan provided by the applicant and the
reporting intervals are in line with the intended uses of soybean MON89788.

In conclusion, the GMO Panel considers that information available for soybean MONS9748 addresses the

comments raised by the Member States and considers that it is unlikely that soybean MON89788 will have
any adverse effect on human and animal health or on the environment in the context of its proposed uses.

DOCUMENTATION PROVIDED TO EFSA

1. Letter from the Competent Authority of The Netherlands (VROM), received 7 November 2006,
concerning a request for placing on the market of soybean MONS89788 in accordance with
Regulation (EC) No 1829/2003.

2. Acknowledgement letter, dated 10 November 2006, from EFSA to the Competent Authority of The
Netherlands (Ref. SR/KL/ja (2006) 1827639).

3. Letter from EFSA to applicant, dated 30 March 2007, with request for clarifications under
completeness check (Ref. SR/KL/shv (2007) 2064007).

4. Letter from applicant, dated 19 April 2007, providing EFSA with an updated version of the
application EFSA-GMO-NL-2006-36 submitted by Monsanto Europe S.A. under Regulation (EC) No
1829/2003:

Part | - Technical dossier

Part Il - Summary

The EFSA Journal (2008) 758, 19-23
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SCIENTIFIC OPINION

Scientific Opinion on applications (EFSA-GMO—RX-4O-3-2[8_1,,/20_1,,], EIFSA-
GMO-RX—40-3—2|3_,h,fzu_“,f) for renewal of authorisation for the continued
marketing of (1) food containing, consisting of, or produced from
genetically modified soybean 40-3-2; (2) feed containing, consisting of, or
produced from soybean 40-3-2; (3) other products containing or consisting
of soybean 40-3-2 with the exception of cultivation, all under Regulation
(EC) No 1829/2003 from Monsanto'

EFSA Panel on Genetically Modified Organisms (GMO)* 3

European Food Safety Authority (EF SA), Parma, Italy

ABSTRACT

This scientific opinion is an evaluation of a risk assessment for the renewal of authorisations for
continued marketing of the genetically modified herbicide tolerant soybean 40-3-2 (Unique Identifier
MON-@4032-6) for (1) food containing, consisting of, or produced from genetically modified (GM)
soybean 40-3-2; (2) feed containing, consisting of, or produced from soybean 40-3-2: and (3) of other
products containing or consisting of soybean 40-3-2 with the exception of cultivation. Soybean 40-3-2
has been developed for tolerance (o glyphosate herbicides by the introduction, via particle gun
acceleration technology, of a gene coding for 5»cnoipyruvylshikimate-}phosphate synthase from
Agrobacterium sp. strain CP4 (CP4 EPSPS). Molecular analyses indicated that soybean 40-3-2
contains one functional insert expressing CP4 EPSPS and a non-functional insert consisting of a
tragment of the CP4 EPSPS coding sequence. Updated bioinformatic analyses of the flanking
sequences and the open reading frames spanning the insert-plant DNA junctions and the levels of the
newly expressed protein in soybean 40-3-2 did not raise any safety concern. The stability of the
inserted DNA was confirmed over several generations. Available compositional and agronomic data
show that soybean 40-3-2 is compositionally and agronomically equivalent to its conventipnal
counterpart and to other commercial soybean varieties, except for expressing the CP4 EPSPS profein.

" On request from the European Commission on applications (EF'S.L\-GM(_)-RXA{}-A—2|,(.,.L,,;.-.,l_.,| and EFSA-GMO-RX-40-3-
2 n20-1k)) Submitted by Monsanto, Questions No EFSA-Q-2007-142, EFSA-Q-2007-141 adopted on 10 November 201().
- Panel members: Hans Christer Andersson, Salvalore Arpaia, Detlef Barisch. losep Casacuberta, Howard Davies, Patrick
du Jardin, Gerhard Flachowsky. Lieve Herman, Huw Jones, Sirpa Kérenlampi, Jozsef Kiss, Gijs Kleter, Harry Kuiper,
Antoine Messéan, Kaare Magne Nielsen, Joe Perry, Annette Péting, Jeremy Sweet, Christoph Tebbe, Atte Johannes von
Wright, and Jean-Michel Wal, Correspondence; gmof@elsa.curopa.cu

Acknowledgement: The Panel wishes to thank the members of the Working Group on Molecular Characterisation, Food
and Feed and Environment for the preparatory work on this scientific opinion, Boet Glandorf, Niels Hendriksen as
external experts and EFSA’s siaff members Zoltan Divéki (MC), Karine Lheureux (ENV) and Claudia Paoletti (FF) for
the support provided to this EESA scientific opinion.

Suggested citation: EFSA Panel on Genetically Madified Organisms (GMO); Scientific Opinion of the Panel on Genetically
Modified Organisms on applications (EFSA-GMO-RX-40-3-2) for the renewal of authorisation for the continued marketing
of (1) food containing, consisting of, or produced from genetically modified soybean 40-3-2: (2) feed containing, consisting
of. or produced from soybean 40-3-2; (3) other products containing or consisting of soybean 40-3-2 with the exception of
cultivation, all under Regulation (EC) No 1829/2003 from Monsanto. EFSA Tournal 2010:8(12):1908, [1-38]. doi:
10.2903/1.ef52.2010.1908.

Available online: www.efsa.europa.cu/efsajournal.itm

© European Food Safety Authority, 2010 1
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5.2. Post-market environmental monitoring

The objectives of a monitoring plan according to Annex VII of Directive 2001/18/EC are to confirm
that any assumption regarding the occurrence and impact of potential adverse effects of the GMO, or
its use, in the environmental risk assessment are correct and to identify the occurrence of adverse
effects of the GMO, or its use, on human health or the environment which were not anticipated in the
environmental risk assessment.

Monitoring is related to risk management, and thus a final adoption of the monitoring plan falls
outside the mandate of EFSA. However, the EFSA GMO Panel gives its opinion on the scientific
quality of the monitoring plan provided by the applicant (EFSA, 2006). The potential exposure to the
environment of soybean 40-3-2 would be through manure and faeces from animals fed with GM
soybean or through accidental release into the environment of GM soybean grains during
transportation and processing. The EFSA GMO Panel is aware that, due to physical characteristics of
soybean seed and methods of transportation, accidental spillage cannot be excluded. Therefore, the
EFSA GMO Panel recommends that appropriate management systems are introduced to actively
monitor the occurrence of feral soybean plants in areas where soybean spillage and plant
establishment are likely to occur as proposed in the EFSA Guidance Document (EFSA, 2006a) and
the scientific opinion of the EFSA GMO Panel on post-market environmental monitoring (EFSA,
2006b).

The scope of the monitoring plan provided by the applicant is in line with the intended uses. Since the
environmental risk assessment did not cover cultivation and identified no potential adverse
environmental effects, no case-specific monitoring is necessary.

The general surveillance plans proposed by the applicant includes (1) the description of an approach
involving operators (federations involved in soybean import and processing) reporting to the
applicants via a centralised system any observed adverse effect(s) of GMOs on human health and the
environment, (2) a coordinating system established by EuropaBio for the collection of information
recorded by the various operators (Lecoq et al., 2007, Windels et al., 2008), (3) the use of networks of
existing surveillance systems. The applicant proposes to submit a general surveillance report on an
annual basis and a final report at the end of the consent'”.

Issues relating to the practical implementation of general surveillance and the evaluation of
monitoring results are currently outside the remit of the EFSA GMO Panel. Details of the specific
plans and methods of monitoring in cach country should be developed by the applicant after the
applications have been accepted (EFSA 2000).

The EFSA GMO Panel is of the opirion that the scope of the monitoring plans proposed by the
applicant are in line with the intended uses of soybean 40-3-2 since the environmental risk assessment
did not cover cultivation and identified no potential adverse environmental effects. The EF SA GMO
Panel agrees with the reporting intervals proposed by the applicant in the general surveillance plan.

5.3. Conclusion

The scope of the applications EF SA-GMO-RX-40-3-2(5.1a20-1a @and EFSA-GMO-RX-40-3-25.10120-10)
is for renewal of the authorisation of (1) food containing, consisting of, or produced from genetically
modified (GM) soybean 40-3-2 (Unique Identifier MON-04(332-6); (2) feed containing, consisting
of, or produced from soybean 40-3-2; and (3) other products containing or consisting of soybean 40-
3.2 with the exception of cultivation. Considering the intended uses, the environmental risk

4 Additional information / December 2008
'S Technical Dossier / section D11

EFSA Journal 2010;8(12):1908 27
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assessment is concerned with indirect exposure mainly through manure and faeces from animals fed
grains produced by soybean 40-3-2 and with the accidental release into the environment of viable
grains by soybean 40-3-2 during transportation and processing.

In case of accidental release into the environment of viable grains of soybean 40-3-2 during
transportation and processing, there are no indications of an increased likelihood of establishment and
spread of feral soybean 40-3-2 plants, except in the presence of glyphosate herbicides. In addition, the
low levels of environmental exposure of these GM soybean plants and the newly expressed protein
through other routes indicate that 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 transfers to bacteria
and other microorganisms and that the risk caused by a rare but theoretically possible transfer of the
recombinant epsps gene from soybean 40-3-2 to environmental microorganisms is regarded to be
negligible due to the lack of a selective advantage in the context of its intended use that would be
conferred. The scope of the post-market environmental monitoring plan provided by the applicant and
the reporting intervals are in line with the intended uses of soybean 40-3-2.

The EFSA GMO Panel is aware that, due to physical characteristics of soybean seed and methods of
transportation, accidental spillage cannot be excluded. Therefore, the EFSA GMO Panel recommends
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 establishment are
likely to occur as proposed in the EFSA Guidance Document (EFSA, 20062) and the scientific
opinion of the EFSA GMO Panel on post-market environmental monitoring (EFSA, 2006b).

The EFSA GMO Panel also recommends that appropriate management systems should be in place to
restrict seeds of soybean 40-3-2 entering cultivation as this would require specific approval under
Directive 2001/18/EC or Regulation (EC) 1829/2003.

OVERALL CONCLUSIONS AND RECOMMENDATIONS

The EFSA GMO Panel was requested to deliver a scientific opinion for renewal of the authorisation
for continued marketing of existing products from GM soybean 40-3-2 (references EFSA-GMO-RX-
40-3-2 5. 1420-14) and EFSA-GMO-RX-40-3-2(5.1b20-157) under Regulation {(EC) No 1829/2003. The
scope of these applications cover the continued marketing of (1) existing food containing, consisting
of, or produced from soybean 40-3-2 (including food additives) (Reference EFSA-GMO-RX-40-3-2j3.
1w201a)); (2) existing feed containing, consisting of, or produced from soybean 40-3-2 (Reference
EFSA-GMO-RX-40-3-25.1v20-10)); (3) other products containing or consisting of soybean 40-3-2 with
the exception of cultivation (Commission Decision 96/281/EC) which were lawfully placed on the
market in the Community before the date of entry into force of Regulation (EC) No 1829/2003 and
included in the Community Register of genetically modified food and feed.

In delivering its scientific opinion, the EFSA GMO Panel considered the renewal applications (EFSA-
GMO-RX-40-3-23-1a/20-1a], EFSA-GMO-RX-40-3-2(3.1p20-101); 8 consolidated application on the
cultivation of soybean 40-3-2 (application EFSA-GMO-2005-NK-24); additional information
submitted by the applicant on request of the EFSA GMO Panel; the scientific comments submitted by
Member States; and relevant scientific publications. In accordance with the Guidance Document for
renewal of authorisations of existing GMO products, the EFSA GMO Panel has taken into account the
new information, 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 results of the bioinformatic analyses of the inserted DNA and the flanking

EFSA Journal 2010;8(12):1908 28
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regions do not raise safety concern. The levels of CP4 EPSPS in soybean 40-3-2 have been
sufficiently analysed and the stability of the genetic modification has been demonstrated. The EFSA
GMO Panel considers that the molecular characterisation does not indicate a safety concern.

The new data from field trials confirms that soybean 40-3-2 is compositionally, agronomically and
phenotypically equivalent to the conventional counterpart and to other commercial soybean varieties,
except for being tolerant to glyphosate herbicides. The updated bioinformatics analysis of the newly
expressed protein provided by the applicant and the safety assessment of the whole soybean plant
identified no concerns regarding potential toxicity and allergenicity of soybean 40-3-2. Feeding
studies on laboratory animals and several farm animals and fish confirmed the nutritional equivalence
of soybean 40-3-2 to its conventional non-GM counterpart. New information available in peer-
reviewed scientific literature and supplementary studies supplied by the applicant confirms that
soybean 40-3-2 is as safe and as nutritious as the conventional counterpart and to other commercial
soybean varieties. The European consumers have been exposed to soybean 40-3-2 mainly via soybean
oil at levels around 3.4-3.7 g/person/day. Processed meal of soybean 40-3-2 has been given to farm
animals within the EU at maxinmum dietary inclusion levels around 21% for broiler chickens, 18% for
pigs, and 12% for dairy cattle. No adverse effects have been reported.

Considering the intended uses of soybean 40-3-2, which exclude cultivation, there is no requirement
for scientific assessment on possible environmental effects associated with the cultivation of soybean
40-3-2. In case of accidental release into the environment of viable grains of soybean 40-3-2 during
transportation and processing, there are no indications of an increased likelihood of establishment and
spread of feral soybean 40-3-2 plants, except in the presence of glyphosate herbicides. In addition, the
low levels of environmental exposure of these GM soybean plants and the newly expressed protein
through other routes indicate that 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 transfers to bacteria
and other microorganisms and that the risk caused by a rare but theoretically possible transfer of the
recombinant epsps gene from soybean 40-3-2 to environmental microorganisms is regarded to be
negligible due to the lack of a selective advantage in the context of its intended use that would be
conferred. The scope of the post-market environmental monitoring plan provided by the applicant and
the reporting intervals are in line with the intended uses of soybean 40-3-2. The EFSA GMO Panel is
aware that, due to physical characteristics of soybean seed and methods of transportation, accidental
spillage cannot be excluded. Therefore, the EFSA GMO Panel recommends that, within general
surveillance, appropriate management systems are introduced to actively monitor the occurrence of
feral soybean plants in areas where soybean spillage and plant establishment are likely to occur.

The EFSA GMO Panel recommends that appropriate management systems should be in place to
restrict seeds of soybean 40-3-2 entering cultivation as the latter requires specific approval under
Directive 2001/18/EC or Regulation (EC) No 1829/2003.

In conclusion, the EFSA GMO Panel considers that the information available for soybean 40-3-2
addresses the scientific comments raised by the Member States and that the soybean 40-3-2 assessed
in these applications is as safe as its conventional counterpart with respect to potential effects on
human and animal health and the environment in the context of its intended uses. The EFSA GMO
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 its intended uses.

EFSA Journal 2010;8(12):1908 29
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SCIENTIFIC OPINION

Scientific Opinion on application (EFSA-GMO-BE-2010-79) for the placing
on the market of insect resistant genetically modified soybean MON 87701
for food and feed uses, import and processing under Regulation (EC) No
1829/2003 from Monsanto’

EFSA Panel on Genetically Modified Organisms (GMO)™”

European Food Safety Authority (EFSA), Parma, Italy

ABSTRACT

This scientific opinion is an evaluation of a risk assessment of the genetically modified, insect resistant, soybean
MON 87701 for food and feed uses, import and processing. Soybean MON 87701 was developed through
Agrobacterium-mediated transformation. It conlains a single insert consisting of a cry/Ac expression cassetle,
encoding the CrylAc protein that confers resistance against specific lepidopteran insects. The stability of the
insert was confirmed over multiple generations. Bioinformatic analyses of the insert and its flanking regions, and
levels of newly expressed protein did not raise safety concerns. Comparative analyses of compositional.
phenotypic and agronomic characteristics indicated that soybean MON 87701 is not different from its
conventional counterpart (A5547) and equivalent to commercial soybean varieties, except for having an
increased vitamin E content (still within normal ranges) and expressing the CrylAc protein. The safety
assessment of the Cryl Ac protein and soybean MON 87701 identified no concerns regarding potential toxicity
and allergenicity. A feeding study on broiler chickens confirmed that defatted soybean MON 87701 meal is as
nutritious as conventional defatted soybean meal. There are no indications of an increased likelihood of
establishment and spread of feral soybean plants. Considering its intended use as food and feed, environmental
risks associated of an unlikely but theoretically possible horizontal gene transfer from soybean MON 87701 to
bacteria have not been identified. Potential interactions of soybean MON 87701 with the biotic and abiotc
environment were not considered due to the low level of exposure. The monitoring plan and reporting intervals
are in line with the intended uses of soybean MON 87701. The EFSA GMO Panel considers that the soybean
MON 87701, as described in this application, is as safe as its conventional counterpart with respect to potential
effects on human and animal health and the environment in the context of its intended uses.
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E efsam Scientific opinion on insect resistant GM soybean MON 87701
e for ood and feed uses, import and processing

CONCLUSIONS AND RECOMMENDATIONS

The EFSA GMO Panel was requested to carry out an evaluation of a scientific risk assessment of the

soybean MON 87701 for food and feed uses, import and processing in accordance with Regulation
(EC) No 1829/2003.

The EFSA GMO Panel is of the opinion that the molecular characterisation data provided for soybean
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 safety concerns.
The levels of CrylAc protein in soybean MON 87701 have been sufficiently analysed in various
tissues and the stability of the genetic modification has been demonstrated. The EFSA GMO Panel
considers that the molecular characterisation does not indicate a safety concern.

Based on the comparative analysis of soybean MON 87701, the conventional counterpart (A5547)
and several other commercial soybean varieties, the EFSA GMO Panel concludes that soybean MON
87701, as assessed in this application, is compositionally, phenotypically and agronomically not
different from its conventional counterpart except for having an increased vitamin E content (still
within the normal range of soybeans) and expressing the CrylAc protein. Except for expressing the
CrylAc protein, soybean MON 87701 is also compositionally and agronomically equivaleﬁt to
commercial soybean varieties.

The CrylAc protein expressed in MON 87701 is degraded in simulated digestive and intestinal fluids,
and bioinformatics-supported studies demonstrated that the CrylAc protein show no homology to
known toxic and allergenic proteins. No toxicity of the CrylAc protein was observed in an acute
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 meal did not raise
concern. Whole-product testing of soybean extracts to sera from soy-allergic patients demonstrated
unchanged overall allergenicity of the whole plant. A 42-day feeding study on broiler chickens
showed that defatted soybean meal from MON 87701 is as nutritious as meal from the conventional
counterpart and other soybean varieties included in the study.

Considering the intended uses of soybean MON 87701, which exclude cultivation, there is no
requirement for scientific assessment on possible environmental effects associated with the
cultivation of this GM soybean. In case of accidental release into the environment of viable seeds of
soybcan MON 87701 (e.g.; during transportation and processing), there are no indications of an
increased likelihood of establishment and spread of feral soybean plants, except under infestation
conditions of specific target organisms. In addition, the low levels of environmental exposure of these
GM soybean plants and the newly expressed protein through other routes indicate that the risk to non-
target organisms is extremely low. The unlikely but theoretically possible transfer of the recombinant
gene from soybean MON 87701 to environmental bacteria does not raise concern due to the lack of a
selective advantage in the context of its intended uses. The scope of the post-market environmental
monitoring plan provided by the applicant and the reporting intervals are in line with the intended
uses of soybean MON 87701. The EFSA GMO Panel is aware that, due to physical characteristics of
soybean seed and methods of transportation, accidental spillage cannot be excluded. Therefore, the
EFSA GMO Panel recommends that, within general surveillance, appropriate management systems
are introduced to actively monitor the occurrence of feral soybean plants in areas where soybean
spillage and plant establishment are likely to occur.

In conclusion, the EFSA GMO Panel considers that the information available for soybean MON
87701 addresses the scientific comments raised by the Member States and that the soybean MON
87701, as described in this application, is as safe as its conventional counterpart with respect to
potential effects on human and animal health and the environment in the context of its intended uses.
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CONTRACT VINZARE CUMPARARE Ne 05/04/18-S

Mun. Chisingu 02 aprilie 2018

SRL ,Avicola-Moldova” cu sediul in mun. Chigindu, bd. Gr. Vieru, 25, cod fiscal
10()26000218?0, reprezentatd prin Directorul D-ul Zestrea N. care actioneaza in baza statutului, in
calitate de VINZATOR, si SRL sArivaprod” cu sediul in s. Sadova, r-ul Striseni, cod fiscal
1008609004127, reprezentata prin Directorul D-nul Paraschiv lon, care acfioneaza in baza statutului,
in calitate de CUMPARATOR, au incheiat prezentu! contract cu privire la urmitoarele:

1. Obiectul contractului
L1 Partile contractante sint de acord ca Vinzitorul sa vinda si Cumparitorul sa cumpere srot de soia
(Marfa) la  prefurile, cantitatile st conditiile de livrare si de platd convenite prin prezentul
contract.

2. Cantitatea si preful. Facturarea.
2.1 Partile stabilesc sortimentul, cantitatea, preful fiecirei partide de marfa care se reflect in
factura fiscald intocmita de citre Vinzator.

3. Calitatea bunurilor si conditiile de livrare.
3.1 Dreptul de proprietate asupra mdrfurilor trece de la Vinzitor la Cumparator in momentul
transmiterii acesteia si intocmirii facturii fiscale,
3.2 Transportarea marfurilor de la depozitul Vinzitorului se efectueazd de citre Vinzitor dacs
altceva nu este previzut in ANEXELE la prezentul contract.

4. Conditiile de plata.
4.1 Cumpardtorul se obliga sa achite pretul marfii in ziua receptionarii acesteea sau in termen de
pind la 20(doudzect) zile calendaristice din momentul recep{ionarii marfii.
4.2 Momentul receptionarii marfii este considerat data intocmirii facturii fiscale.

S. Raspunderea pirtilor. _
5.1 Pérfile poartd raspundere pentru executarea corespunzatoare a obligatiunilor asumate in baza
prezentului contract. _
5.2 Pentru neachitarea marfii in termenii stabilifi, Cumpératorul va achita Vinzitorului o penalitate
in marime de 0.1% din suma neachitata pentru fiecare zi de intirziere.

6. Forti majora

6.1 Parfile nu vor purta raspundere pentru neexecutarea sau executarea necorespunzatoare a
obligatiunilor asumate in baza prezentului contract in cazul survenicii imprejurarilor de forfa
majora: inundatie, incendiu, calamitagi naturale, explozii, rdzboi sau operatiuni militare, greva
etc.

6.2 Partea pentru care a survenit imposibilitatea executirii obligatiunilor in urma circumstantelor de
forfa majora, este obligata s& informeze despre aceste imprejurari cealalta parte in decurs de 10
zile din momentul aparitiei acestora.

6.3 Faptul survenirii imprejurarilor de fortd majord urmeazd a fi confirmate de catre Camera de
Comerf si Industrie a Republicii Moldova.

6.4 Reglementdrile cuprinse in prezentul capitol nu se rasfring asupra obligatiunilor de plat.
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CONTRACT VINZARE CUMPARARE Ne 02/04/18- S

Mun. Chisindu 02 aprilie 2018

SRL ,Avicola-Moldova” cu sediul in mun, Chisiniu, bd. Gr. Vieru, 25, cod fiscal

1002600021880, reprezentata prin Directorul D-ul Zestrea N. care actioneazd in baza stawtului. In
calitate de VINZATOR, si SA ,Avicola” cu sediul in r-ul Riscani, s. Corlateni, cod fiscal
1003602017918, reprezentata prin Directorul D-nul Eugen Urzica, care actioneazi in baza statutului,
in calitate de CUMPARATOR, au incheiat prezentul contract cu privire la urmatoarele:

1. Obiectul contractului

1.1 Parjile contractante sint de acord ca Vinzatorul si vinda si Cumparatorul sa cumpere srot de soin

| S

[S]

(5]

0.

6.

o

[}

5.4

0.

(Marfd) la preurile. cantitatile si conditiile de livrare si de platd convenite prin prezentul
contract.

2. Cantitatea si pretul. Facturarea,
Parfile stabilesc sortimentul, pretul si cantitatea fiecarei partide de marfi care se reflecta in
factura fiscala ntocmitd de catre Vinzitor.

3. Calitatea bunurilor si conditiile de livrare.
Dreptul de proprietate asupra marfurilor trece de la Vinzator la Cumpéardtor in momentul
transmiterii acesteia si intoemirii facturii fiscale.
Transportarea marfurilor de la depozitul Vinzatorului se efectueazd de cidtre Cumpardtor daca
altceva nu este prevazut in ANEXELE la prezentul contract.

4. Conditiile de plata.
Cumpirdtorul se obligd sa achite pretul marlii In ziua receptionarii acesteea sav In termen de
pina la 20(doudzeci) zile calendaristice din momentul livrarit.
Momentul receptiondrii marfii este considerat data intocmirii facturii fiscale.

5. Raspunderea pértilor.
Parjile poarta réspundere pentru executarea corespunzitoare a obligafiunilor asumate in baza
prezentului contract.
Pentru neachitarea marfii in termenii stabilifi, Cumparitorul va achita Vinzatorului o penalitate
in marime de 0.1% din suma neachitatd pentru ficcare zi de Tntirziere.

6. Fortd majora
Partile nu vor purta rdspundere pentru neexecutarea sau executarea necorespunzatoare a
obligatiunilor asumate in baza prezentului contract in cazul survenirit imprejurdrilor de forta
majord: inundafie, incendiu, calamitdfi naturale, explozii, rizbol sau operatiuni militare, greva
etc.
Partea pentru care a survenit imposibilitatea executarii obligatiunilor in urma circumstanjelor de
forta majord, este obligata sa informeze despre aceste imprejurdri cealalté parte in decurs de 10
zile din momentul aparitiei acestora.
Faptul survenirii tmprejurarilor de fortd majord urmeaza a i confirmate de catre Camera de
Comert si Industrie a Republicii Moldova.
Reglementarile cuprinse in prezentul capitol nu se rasfring asupra obligatiunilor de plata.



7. Solutionarea litigiilor,

7.1 Toate litigijle apdrute intre par(j in timpul executar; prezentului contract S¢ vor solutiona pe cale
amiabild, Dacs pértile ny ajung la o infelegere, litigiu] va f transmis spre solutionare organelor
_judcc&mre.ﬁti campetente, _

7.2 Acfiunea nascutd din €Xecutarea prezentuly contract poate 'fi inténtata sila instanta de Ja locul
CXecutarii contractului, 1n conformitate ¢y pet. 8.1 al'prezentului contract siart; 39 alin,(11) Cpe

8. Locul exceutarii contractuluj
8.1 Locul executarii prezentyly; contract se considera Joey| unde se afly sediy] Vinzatorulyj $i
anume: mun; Chiginay b, Gr. Viery, 25,

9. Durata contractuluj
9.1 Prezentu contract Intrd in vigoare din momenty Semndrii si este valabi] Pe 0 perioads de un ap
de zile, Acliunea contractului se va prelungi in mod automat pentru urmatoareje termene consecutive
a cite un an dac nici una din Parfi nu va notifica in SCtis cealalts parte cu cel putin 30 de zije tnainte
de expirarea termenului despre intentia de a-] rezilia,

10. Dispozitii finale
10.1 Completarile $i modificarile adyse la prezentul contracy U sunt valabile decit daca rezulta
EXpres din acte semnae de ambele piryi contractante, e 5
10.2 Prezentul contract este incheiat in doud exemplate, ‘caje ‘au-aceeas valoare juridica cite ny]
pentru fiecare parte. Gt B St v

10. Adresele gi rechizitele partilor

VINZATOR CUMPARATOR

SRL LA vicola-Moldova® SRL ,,Avicola”

mun.Chisindu bd, Gy, Vieru, 25 r-ul Riscani, s, Corlaten;
c/f1002600021880 Ct/f10036020]7918

c/d 2251 9040241, ¢/b AGRNMD2X710 ¢/d 225101101269 AGRNMD2X750
BC"Moldova — A aroindbank” SA BC “Moldova—Agro:indbank” SA

Tel/fax. 022-43:56:21

e-mail: ayi€dlap

c-mail:_onvicals QM‘
Director SR Tﬁ‘a\‘é
Nicolag LSS s




CONTRACT VINZARE CUMPARARE Ne 03/04/18- S
Mun. Chisindu 03 aprilie 2018

SRL ,,Avicola-Moldova” cu sediul in mun. Chisindu, bd. Gr. Vieru, 25, cod fiscal
1002600021880, reprezentatd prin Directorul D-ul Zestrea N. care actioneaza in baza statutului, in
calitate de VINZATOR, si SRL mwLudanprod”, cod fiscal 1015609000624, reprezentatd prin
Directorul D-nul Vitalie Luculescu, care actioneazd in baza statutului, in calitate de
CUMPARATOR, au incheiat prezentul contract cu privire la urmatoarele:

1. Obiectul contractului
1.1 Partile contractante sint de acord ca Vinzatorul sa vindd si Cumparatorul sa cumpere srot de soia
(Marfd) la preturile, cantitdtile si conditiile de livrare si de platd convenite prin prezentul
contract.

2. Cantitatea si pretul. Facturarea.
2.1 Pargile stabilesc sortimentul, pretul si cantitatea fiecarei partide de marfa care se reflecta in
factura fiscald Intocmita de catre Vinzator.

3. Calitatea bunurilor si conditiile de livrare.
3.1 Dreptul de proprietate asupra maérfurilor trece de la Vinzator la Cumpdérator in momentul
transmiterii acestela si intocmirii facturii fiscale.
3.2 Transportarea marfurilor de la depozitul Vinzatorului se efectueaza de catre Cumpdrdtor daca
altceva nu este prevazut in ANEXELE la prezentul contract.

4. Conditiile de plata.
4.1 Cumpardtoru!l se obligd sa achite pretul marfii in ziua receptiondrii acesteea sau in termen de
pind la 20(doudzeci) zile calendaristice din momentul livrarii.
4.2 Momentul receptiondrii mérfii este considerat data intocmirii facturii fiscale.
5. Raspunderea partilor.
5.1 Partile poartd raspundere pentru executarea corespunzitoare a obligatiunilor asumate in baza
prezentului contract. ,
. 5.2 Pentru neachitarea mérfii n termenii stabilifi, Cumpdaratorul va achita Vinzétorului o penalitate
in médrime de 0.1% din suma neachitata pentru fiecare zi de Intirziere.

6. Fortd majora

6.1 Pdrgile nu vor purta raspundere pentru neexecutarea sau executarea necorespunzatoare a
obligatiunilor asumate n baza prezentului contract in cazul survenirii imprejurarilor de foria
majord: inundatie, incendiu, calamitéti naturale, explozii, rdzboi sau operatiuni militare, greva
elc.

0.2 Partea pentru care a survenit imposibilitatea executérii obligatiunilor in urma circumstantelor de
forta majora, este obligatéd sa informeze despre aceste imprejurari cealaltd parte in decurs de 10
zile din momentul aparitiei acestora.

6.3 Faptul survenirii imprejurarilor de fortd majord urmeazd a fi confirmate de catre Camera de
Comert si Industrie a Republicii Moldova.

6.4 Reglementarile cuprinse in prezentul capitol nu se rasfring asupra obligatiunilor de plata.



7. Solufionarea litigiilor,

7.1 Toate litigiile apérute intre parfi in timpul executdrii prezentului contract se vor solutiona pe cale
amiabild. Daca partile ny ajung la o infelegere, litigiul va fi transmis spre solutionare organelor
judecatoresti competente.

7.2 Actiunea niscuti din executarea prezentului contract poate fi intentata si la instania de la locul
executdrii contractului, in conformitate cu pet. 8.1 al prezentului contract si art, 39 alin.(11) CPC

RM.

8. Locul executirii contractului
8.1 Locul executarii prezentului contract se considerd locul unde se afl3 sediul Vinzatorului si
anume: mun. Chiginau bd. Gr. Vieru, 25.

9. Durata contractului
9.1 Prezentul contract intri in vigoare din momentul semnarii si este valabil pe o perioadi de un an
de zile. Actiunea contractului se va prelungi in mod automat pentru urmitoarele termene consecutive
a cite un an dac# nici una din parfi nu va notifica in scris cealalts parte cu cel putin 30 de zile inainte
de expirarea termenului despre intentia de a-l rezilia.

10. Dispozitii finale
10.1 Completdrile si modificarile aduse la prezentul contract nu sunt valabile decit daca rezulta
expres din acte semnate de ambele parti contractante.
10.2 Prezentul contract este incheiat in dous exemplare, care au aceeasi valoare juridica cite unul
pentru fiecare parte,

10. Adresele si rechizitele pargilor

VINZATOR CUMPARATOR

SRL ,,Avicola-Moldova” SRL ,,Ludanprod”

mun.Chisindu bd. Gr. Vieru, 25 r-ul Ungheni, str. Cristiuc 7/1 ap.72
¢/ 1002600021880 ¢/f 1015609000624

c/d 22519040241, ¢/b AGRNMD2X710 MDO8EX0000002251689426MD

BC”Moldova — Agroindbank” SA
- Tel/fax. 022-43-56-21
A E-matl: ayicolamoldova001 @gmail.com e-mail:

Qi—r‘_c:g[@f SRL “Avicola-Moldova” Director SRL ,,Ludanprod”
i Mico aerZestrea Vitalie Luguls

oy %
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3aBnanus No 00879-17/18 six 03.03.2018 Yxpaiucrkoro HayKOBO-METOLUUHOrO UCHTPY OliHKkH
BLANOBIOHOCTI Ta BHITPOOYBAHE XapyuoBux UPOAYKTIB, BHPOGiB, 10 KOHTAKTYIOTH 3 XapuoBHu
ponyKrTamu, irpamok, naphyMepHo-KoeMeTH Ho] IpoaykLi’  Ta IPORYKIIT  1o6yTosoi  xiaii
rf.VKpHPOI[]‘ECTJ Ha IipoBenenwus BHIIpoGyBans  mpogykuii 3MIIHO 3 mHcTOM 3asBHuKa No 149
Bix 02.03.2018

2, O6’¢rr BHIpoOyBane T4 peecrpaniiami HOMep:
2667. Wpor coecruii FpanynboBaunit 3a JICTY 4230:2003, PO3MIp maptii 6000 T, gata BHTOTOBJIEHHS
25.02.2018 - 02.03.201 8, TEPMIll IpHIaTHOCT] HO CIOXHBARNS 4 Micqy]

Hpusimra: nazeq RPOOYKYIL 6rasana 32idne 3 akmom 6i06opy spaswis.

3. ART BinGopy 3paskis: Big 02.03.2018. 3pasku Bini6pato TIPCACTAaBHHKOM 3aspuuxa
- Hara opepsannn 3paskis: 06.03.2018

4

Rara nposenennn BHNPoOyBans: 06,03.2018 — 12.03.2018

N wn

. Pesyarrary BANPoOYBans': naseneni g TabmHui

~1

. Bucnosok: v $PA3Ky npoxykuil (peectpaniitunii No 2667) BUSENEHO reHeTuo MO BikoBay
At3okenprboryKneinory aenory (AHK)col, mo mae LIALOBI NOCHIZOBHOCT] pomoTopa 35S ta NOS-
TepMinatopa, reny 5-EHo.rInipyninnrnkm&a'r%-(boc@a?-cmnmn (EPSPS) is Agrobacterium tumefaciens
(CP4), nimizt GTS 40-3-2, MON89788. Bwmict remermuno MozHikosarol JIHK COY, BH3HAYEHOT 3a
LLTE0BOIO OCHIHOBHICTIO GTS 40-3-2, cranosuts 8,82 %. Baict PCHETHYHO MOZH(IKOBaHO] HHK coi,
BU3HAYEHOT 38 LITHhOBOIO NOCHIIORHICTIO M_O'N89788, CTaHOBHTL 0,29 %

8. Bimmosinansui BHKOHABN]!

/
Havanuuuk naGoparopii // L
KAHI. BET. HayK ’ // &”_f___ P.A. Cony6en
Tabamuy /

PESYIBTATH BHINPOBYBAHD

2667. Wpor cocnnii rpanyasosanuif 3a JJCTY 4230:2003
Monexynspro-renerauni mo KA3FHUKH

Hosnavienns H na
METONH BHNIDOOYBAKL
E@;ﬂnne;{a IILOBA TaxcoH-crenudivga nocninosnicrn IHK coi ren (lel) HCTY ISO 21570:2008 _
Bussnena uinbopa NOCTIOBHICTS poMoTOpa 358 Bipycy Mo3aikm nBITHOT ACTY 1SO 215692008
Kanycru (CaMV) .

Bussirena uinsosa HOCTI0BHICTY, NOS-'[‘B})J\'H'H&TO})EI (womaniy cunTasn) i3
Agrobacterium lumefaciens

Pesynbrarn BHIDOOYBaH,

JACTY 1SO 21569:2008

MBB 081/12-0751-1]

MBB 081/12-0751-11

e e e
Busiirena uinnona MOCAIAOBHICTE Feny 5-:‘::-1011nipym'..]m;m-rM:-s'f‘~3-(boc<:paT-
chntasu (EPSPS) i3 /Igrobc;a'_;frm’nm_u,umg@;f'w?s (Ch4)
ﬁg"MGTMLOBa nocni,z_xcﬁri—mrm dbocdinorpunnn N-
aLeTHITPAHC(DepasH i3 Streptomyces viridochromogenes (PAT)
He Bussnena ninsosa NOCINOBHICTE reny dochinoTpuin N-
anetirpanchepasu is Streptomyces hygroscopicus (BAR)

MBB 081/12-0751-11

e I I3
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Pesyanrary BHITPOOYBan, CTOCYIOThes Tibkn 3paskin, siki NLUTABATHER &1

BAHHsIy,

Moy AN T R LA T
3 de B AT VBN (e e e
[pororon Bunpobysans ne mosna BUITBODIOBATH q_at.;‘mq%i%o;ﬁé;_{i;ﬂ%l qx}.\jﬁqo
. - . 2 20 Ba o hd aa Iy B fa B
AOCTIAHOTO NEHTPY BHOPOOYRAND 1 DOIVICIIT 3
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[Tpotokon Ne 2667/18-x

ApKy1 3, BCOro apKyIiB 3
ITo3nayenns H/I na

MeTOAH BUNIPOOYBAKL

PesyabTati BunpoGyBanb

Eg)ag}igeﬂa TeHETHYHO MoAM(diKoBaHa crelHbivHa LIIEOBA [TOCTLTOBHICTE GTS CTY ISO 21570:2008

BusiBnewna reHeTHdHO MOIM(iKoBana cneluhiuAa 1111b0Ba MOCTII0BHICT

MON 89788 JCTVY ISO 21570:2008
Buict renetuuno mogudikosanoi JHK coi, BusHauenol 3a LibOBOO
nocnigosuictTio GTS 40-3-2, cranosuts 8,82 +0,30%

BuicT reserigno monudixosanoi JJHK cof, Bu3HaueHOT 32 LiNTLOBOIO
rtocninosuictio MON89788, cranosuts 0,29 £0,07%

mexa BusHagenHsa metony 0,1 % (ERM-BF410bk)

JACTY ISO 21570:2008

JCTY ISO 21570:2008

Meroau Ta 3ac06K BUMIPIOBAIBHOT TEXHIKY, [0 BUKOPHCTOBYBAJIUCE V1A BU3HAYEHHS [TOKA3HUKIB:
~ BUBHAUCHHS MONEKYISIPHO-T¢HETHYHHUX [IOKA3HUKIB NpPOBOAMIOCE METOXOM MOJIMEPA3HOI
fanIorosol peakii B peanbHoMy vaci (PCR Real - Time) na ammidixaropi CEFX96 ("Bio-Rad", CLLIA).
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