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APPROVED
by order of the Cabinet of Ministers of Ukraine
of February 24, 2016 Ne 228-r
COMPREHENSIVE STRATEGY
implementation of Chapter IV

Be BRAVE

(Sanitary and Phytosanitary Measures)
of Chapter IV “Trade and Trade-Related Matters” of the Association
Agreement between Ukraine, of the one part, and
The European Union, the European Atomic Energy Community and
their Member States, of the other part
Section 1. PUBLIC HEALTH

Regulation (EC)
No 1107/2009 of the

European Parliament and of
the Council

of 21 October 2009
concerning the placing of

plant protection products on
the market




Be BRAVE Commission Regulation (EU) No 284/2013 of 1 March 2013
B set out the data requirements for plant protection products,
A A . following Regulation (EC) No 1107/2009 of the European
Parliament and the Council concerning the placing of plant
protection products on the market

Commission Regulation (EU) No 284/2013
applied the following principles:

- tired approach in the testing
- priority is given to In vitro methods
- reduce animals in the studies

All of this principles applied
in Ukraine.
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CABINET OF MINISTERS OF UKRAINE
Decree

of January 20, 2021 N2 65
Kyiv

About approval of Technical
regulations on cosmetic
products




Be BRAVE

Regulation (EU) Ne 1223/2009
Of the European Parliament and of the Council
of November 30, 2009
for cosmetic products
replaces all other regulations
acts and directives

The EU has banned the test
cosmetic products on
animals from March 11, 2013

CONNECTING THE DOTS FOR ANIMALS:

HISTORY OF THE EU BAN ON ANIMAL TESTING FOR COSMETICS
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Research Center of Preventive
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i/— . Full range of toxicological studies required
for risk/ safety assessment of a wide

range of chemicals, including:

* Pesticides and agrochemicals;

* Biocides;

* Foods and chemicals in food;

« Cosmetics;

* Polymers and plastics;

* Industrial chemicals;

* Industrial emissions and sinks;
 Pharmaceuticals and medical products;
« Cigarettes and tobacco products;

» Veterinary medicines



U3RC

The Ukrainian 3Rs Center

S

The Ukrainian 3Rs Center. Mission, goal, resulits.

Nataliia Bubalo, Serhii Kolesnyk, Yana Kolianchuk, Mykola Prodanchuk, Maryna Zinovieva, Petro Zhminko, Inna Rashkivska

Introduction

At the beginning of 2020, an the initiative group of sclentists who
work in vitro and in gllico toxicological fields Ukrainian 3Rs Center
(UNIRC) was crested. We invited a group of ecientiate wiho work
n vivo toxicological field (DNT, DART, acute, subchronic, chronic
towicity) to be members of the UNSRC. The result of &
collshoration between these two groups was the implementation
of three in vitro methods (OECD 431, DOECD 439, OECD 492} ona
facilities L1 Medved's h Center of Te I
Food end Chemical Safety, Ministry of Health. It is the biggest and
basic Toxicological Ressarch Center in Ukraine.

‘We have tesbed dozens of pesticides (technical substances)
toste.

and all substances on the st for the
You can find some results of our study in Table 1.

Titsta 1. vitie sy Irtation tst nesults

Disccusion

These additional facts are impartant to implementing altermative
methode. reducing animal uge snd comparability of in vitro results
with animal data special during reregistration of pesticides. Thess
activities will help ssve the lives of 120 animals annuatly.

The application of in wiro method is cne etep to GHS
Implementation in Ukraine. Seeing, The Ukrainian national pesticides
hesalth hazard classification system [UAC) is in place and it le mlely

U3RC

The Ukrairses 8w Gorter

Material and Methods

In those studies, three in vitro tests was used: skin Irritation test, skin
corosion test and eye irritation test using human reconstructed tissues
EpiDerm TM and EpiOcular TM. Each test was performed according to
OECD TG 439, 431 and 492, respectively [4-6]. Conclusions made
acconding to the results obtalned in this In vitro study coincide with
conclusions made from in vivo tests from our archive date [78]. All tests
were carried out at facilities LL Medved's Research Center at the GLP
laboratories.

based on results of in vivo studies. The main
was the lack of & regulatory basis for alternative mathnds aopl,c.atron
and interpretation of the results for clessification in accordance with
uAC-31

As the application of in vitro method to meet different criteria et in
GHS and UAC will require additional research and validation of other
invitro eriteria of mentioned methods, it is obvious that
implementation of GHS in Ukraine (s the fastest and most efficient
way to enable the of alreacly val d in vitra

Table 2.

Ancther poeitive fact of implementing the in vitro tests made it
posaible to adopt a new Regulstion of Cosmetics product In Ukraine.
Agcording to this legislation, testing cosmetice on animals i
forbidden. Thie law will be in force in August 2022,

The 3R principles ahould be dable and actively pi oty
amang invalved persons and the society. The best way to schieve this
goal |s through education Module "The alternat ve methaods. 3R
pnnmpzes' wias included in Toxlealogical Course at The Nationsl
a! Food Technod Their are future

s of products.
Alza, It Iz a part of a Toxdcology Course for specialist (people from the
government, industry, regulators, scientista)

Wi strongly believe that only collsboration that mode gives the
effective way to use siternative methods like in vitro and in silico,
which relate to the first postulste of 3Rs principles. But, in some study
where animals strongly invohed and methods mentioned above are
far from the full implementation (swch as DNT, DART, Chrondc Toxicity
Tests etc} should be used the other two postulates (Reducticn and
Refinement) and methods which support them. In this case, people
who closely work in these areas ([DNT, DART, Chronic Taxcity Tests
et} and hae knowledge in altermnative methods cen realise it more
effective and create new approaches.

i e & oot 4 Tt 2

Conclusion

The Likrainian 3Rs Center Is a platform for popularisation and implementing
alternative methods and promotes 3Re principles.

It I & tool for communication between professionals in government,
Industry and sclence. who can impact leglslation to protect andmals and, on
& leglsiative level, saccept and oblige to use alternative methods,

The LSRC, with strong collaboration with the Ukralnian Soclety of
Tm.obgut will create an education centre to promote Replacement,
Reduction and Refinement Methods of animal use. Young sclentists and
professionals will be aducating In Alternative Test Methode for further
Implementation,
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Important Cooperation
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Ukrainians fight for
thePeace in the ALL World

Toxicologist for Toxicologist

Personal acknowledgement to:

Helena Kandarova
Arne Jaksch
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