LAW OF UKRAINE

On the State System of Biosafety in &ating, Testing, Transporting and Using
Genetically-Modified Organisms

No 1102-V
of May 31, 2007

This Law shall regulate relations bet@n executive authoms, manufacturers,
vendors (suppliers), delapers, researchers, scholasd consumers of genetically-
modified organisms and products manufiaetl by technologies envisaging their
development, creation, testing, studyansportation, import, export, marketing,
discharge to the environment and useUkraine (hereinafter referred to as GMO
handling) and ensuring bajical and genetic safety.

This Law shall not apply to humans, tissu®l individual celldeing part of a
human body.

SECTION 1
GENERAL PROVISIONS

Article 1. Terms and definitions.

The below terms used in this Law shall have the following meaning:

biological safetyshall mean the state of the humenvironment where there is no
negative impact of its factors (biologicahemical, physical) on the biological structure
and function of the human person in the preésor future generations as well as no
irreversible negative impact on biological etis of the natural environment (biosphere)
and agricultural plants and animals.

genetic safetyshall mean the state of the humenvironment where there is no
unnatural impact on human genes, no unnatomaéct on biosphere genes as well as no
uncontrolled impact on genes of agricudtu plants and animals, industrial
microorganisms that causes negative andihwanted characteristics in those.

organism, live organismshall mean any form of biological existence (including
sterile organisms, viruses and viroids) &lale of reproduction or transmission of
hereditary factors.

genetically-modified organisn, live modified organism(GMO) shall mean any
organism in which the genetic material wasdified by artificial techniques of gene
transfer, which do not occur in tinatural conditionsn particular:

- by recombinant methods envisaging tformation of new combinations of
genetic material by introduajnucleic acid molecules @iluced in any manner outside
the organism) to any virus, bacterial plasmidother vector system and their inclusion
in the host organism in whicthey usually do not occlbut are able of continuous
reproduction;



- by methods envisaging a direct introtlon to the organism of hereditary
material prepared outside the organisiiuding micro-injections, macro-injections
and micro-capsulations;

- by merging cells (including mergingrotoplasm) or by Hyridization methods
whereby live cells with new combinations génetic material arformed by merging
two or more cells in a way thatm®t realized under natural conditions.

products manufactured using GMOs shathean products, including food
products and feed, whose manufacturindgntetogy envisages the use of GMOs at any
stage;

genetic engineering activityshall mean a practical feblof activity related to the
creation, testing and introductioh GMOs into circulation;

discharge of GMOsinto the environment shall mean act (act or failure to act)
resulting in the introduction dMOs into the environment;

closed systenshall mean the system of cangiout genetic engineering activity
whereby genetic modifications are introduced



for assessing safety for mman health and the environment, an opinion has been
formulated regarding the possibility of theireuas food products and/ or feed and/ or
their sources;
circulation shall mean movement (transportaficor storage and any actions
related to the transfer of ownership or gssson, including sale, exchange or giving.
Article 2. Legislation of Ukraine in th



Article 5. Fields of activity subject to regulation in the course of GMO
handling.

This Law shall regulate the following:

- genetic engineering activity carriedt within the closed system;

- genetic engineering activity cagd out within the open system;

- state registration of GMOs apdoducts manufactured using GMOs;

- introduction of GMOs and products manufactured using GMOs into circulation;

- export, import and transit of GMOs.

SECTION 11

ENFORCEMENT OF THE LAW

Article 6. Subjects ensuring enforcement of the Law.

Enforcement of this Law shall be ensiitgy central executive bodies within the
scope of their authority and in accordarwith the procedure stipulated by law.

Article 7. Powers of the Cabinet of Ministers of Ukraine.

The Cabinet of Minigrs of Ukraine shall:

- ensure state regulation and contraiha field of GMO handling and the genetic
engineering activity;

- ensure measures regarding state sumgddhe genetic engineering activities;

- direct and coordinate work of centra



- develop and improve the system of cohtreer the observance of safety rules in
the genetic engineering activity;

- carry out licensing of the genetic engering activity in closed systems;

- with regard to the results of thetate ecological and state sanitary and
epidemiological inspections regarding the bgital and genetic safety of GMOs that
are carried out based on recognized irdeamal approaches, issue permits for
importation of unregistered GMOs, if theye used exclusivelfor science research
purposes in closed systems and open systamisalso with the view to their state
testing.

Article 9. Powers of the central exective authority on ecology and natural
resources.

The central executive authority on &mgy and natural resources shall:

- conduct state ecological inspectionsadlOs intended for use in open systems;

- based on scientific principles and imtational experiencejevelop criteria for
the assessment of risk of the potd@MO impact on the natural environment;

- carry out state registration of plant protection means manufactured using
GMOs;

- exercise state supervision and control over the observance of biological and
genetic safety measures irspect of biological objects of the natural environment in
creating, studying and practical use of GMOSs in open systems;

- issue permits to discharge GMOs in open systems.

Article 10. Powers of the central exaative authority on health protection.

The central executive authoriby health protection shall:

- based on scientific principles and imtational experience, develop the criteria
for assessing the risk of a potential impawcthuman health of GMOs and products
manufactured using GMOs including food products;

- carry out state sanitary and epidemiobtadiinspections of GMOs that are used
In open systems to justify the opinion orithbiological and genetic safety for humans
with the view to their state registration;

- carry out state supervision and cohtreer observing biological and genetic
safety measures in respect of humanseating, studying and practical use of GMOs in
open systems;

- carry out state sanitary and epidelogical inspections of products
manufactured using GMOs to justify the opimion their safety for human health and
life;

- carry out state registration of GMO soes of food products as well as state
registration of food products, cosmsticand medicines containing GMOs or
manufactured using GMOs;

- approve the list of food products, whiake controlled for the content of GMOs
in them and the list of relevant methoalgies for detecting and identifying GMOs;



Article 11. Powers of the central exaative authority on agricultural policy.

The central executive authoriby agricultural policy shall:

- ensure state approbation (testing) atate registration of agricultural plant
varieties, animal breeds, microbiologicagricultural and veterinarian preparations
created based on GMOs;

- carry out state supervision and cohtower the observance of biological and
genetic safety measures in respect oficagfural plants and animals in creating,






The amount of tariffs for the conduct of erpevaluations that shall be the basis
for state registration of GMOs and protkiananufactured using GMOs shall be
approved by the Cabinet of Ministers of idine following a submission by a relevant
central executive authority.

State registration of GMOs and protkiananufactured using GMOs may be
refused in cases where scientifically justif information has been obtained regarding
their danger to human heatihd the natural environment, if they are used in accordance
with their intended purpose.

Genetically-modified plant varieties mabe covered by restrictions on their
growing in the territories, whose list shde stipulated by the central executive
authority on the ecology and natural resources.

SECTION V

USE, TRANSPORTATION, STORAGE AND RECYCLING OF GMOS.

Article 15. Use of GMOs.

Industrial production and introduction tan circulation of GMOs as well as
products manufactured using GMOs shalpbehibited prior to their state registration.

Article 16. Importation and transit of GMOs.

It shall be prohibited to import into theaistoms territory of Ukraine, GMOs and
products manufactured using GMOs befdtesir state registration, except those
intended for science reseanulrposes or state testing.

Permits to import GMOs intended for suoe research purposes or state testing
shall be issued by the central execatiauthority on education and science in
accordance with the ptedure established by the Cabinet of Ministers.

Permits import products manufacturedngsGMOs intended for science research
purposes shall be issued by the cenéadcutive bodies within the scope of their
authority stipulated in Arcles 8-11 of thisLaw in accordance \h the procedure
established by the Cabinet of Ministers of Ukraine.

Importation of food products, cosmetjc medicines, feed additives and
veterinarian preparations containing GMOs or manufactured using GMOs for their
direct consumption in accordance with theitended purpose shall be possible only
under the condition of state regation of relevant GMOasirces and products specified
in the present passage.

The procedure for such importation Bhbe established by the Cabinet of
Ministers of Ukraine.

Permits for transit carriage of GMOs unistgred in Ukraine shall be issued by
the central executive authority on the ecolaegy natural resources in accordance with
the procedure established by the @abof Ministers of Ukraine.

Article 17. Transportation, storage and recycling of GMOs

Transportation and storage of GMOs mistconditioned upon the taking of a set
of measures preventing uncontrolled dischafg@MOs into the natural environment.

GMO materials obtained in the coursé testing and unusable or prohibited
GMOs as well as containers that usechtdd those shall be recycled, destroyed and
rendered harmless in accordance with thecedure to be established by the central



executive authority on education and scieaod the central executive authority on the
ecology and natural resources.






