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legislation in this area. It is determined that the reform of Ukrainian
legislation on veterinary medicine and feed takes into account the
main international requirements for regulating the use of antibiotics
in animal husbandry, in particular Regulation (EU) 2019/6 of the
European Parliament and of the Council of 11.12.2018 on veterinary
medicinal products and repealing Directive 2001/82/EC. For the
effective implementation of legislative requirements in practice, the
author substantiates the need to continue work in the following areas:
development of bylaws in the field of antimicrobial use in animal
husbandry; collection, accumulation and analysis of information on
the volume and types of antibiotics used by agricultural producers;
development of improved animal husbandry technologies without
the use of antimicrobial agents, taking into account the positive
experience of other countries; dissemination of knowledge about such
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technologies among the subjects of animal husbandry. As a result of the study of the current
legislation in the field of organic agricultural production, it was concluded that the legal
regulation of the use of antibiotics in organic livestock farming generally meets international
requirements, namely such basic documents as Commission Regulation (EC) No. 889/2008
of 5.09.2008 “Detailed rules on organic production, labelling and control to implement
Council Regulation (EC) No. 834/2007 on organic production and labelling of organic
products” and Council Regulation (EC) No. 834/2007 on organic. To improve the mechanism
of control and traceability of the use of antibiotics in the treatment of farm animals in organic
livestock, it is proposed to: accelerate the work on the adoption of the Procedure for the
Use of Antimicrobial Products in Veterinary Medicine; supplement the Procedure (detailed
rules) for organic production and circulation of organic products with provisions on the
requirements for documentary evidence of the use of antimicrobial products by operators,
and the storage periods for relevant documents

Keywords: antibiotics, antibiotic resistance, safety of organic products, organic livestock
products, organic agricultural production, organic livestock production, legal regulation,

quality of organic products

Introduction

In the current realities of agricultural pro-
duction, the problem of antibiotic use in
livestock production is becoming increas-
ingly acute. The practice of their active use
for prophylactic purposes (to prevent the
spread of diseases of farm animals, especially
pigs and poultry), to stimulate the growth of
productive animals, etc., which has become
widespread in recent decades, has led to the
emergence of antibiotic resistance, i.e., the
resistance of bacteria to one or more anti-
biotics. As a result, an increasing number of
antimicrobial drugs are becoming ineffective
in treating animal diseases, and the presence
of such antibiotic-resistant bacteria in meat
and other animal products is already a threat
to human health.

Instead, organic farming and its sub-sec-
tor, organic livestock, are gaining popularity.

The number of consumers willing to buy
more expensive organic meat, milk and other
organic products is growing, provided that
they are of higher quality and safer than their
“non-organic” counterparts. In turn, one of
the basic conditions for the production of
organic products, including livestock, is the
establishment of clear legal requirements
for the relevant activities, which has been
repeatedly emphasized by scientists [1].
This makes it important to study the state of
legal regulation of organic agricultural pro-
duction, in particular, such an aspect as the
regulation of the use of antibiotics in organic
livestock.

Despite the importance of this issue,
there are currently no works in the mod-
ern legal doctrine that deal specifically with
the legal aspects of the use of antibiotics in
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organic agricultural production. Most of the
existing scientificworks on the subjectare the
works of specialists in the field of veterinary
medicine, economics, and other sciences,
for example, V. Danchuk & V. Ushkalov [2],
M. Kucheruk and others. The works of such
legal scholars as S.I. Bugera, O.V. Gafurova [1],
V.M. Yermolenko, T.V. Kurman [3], V.O. Melnyk,
D.S. Piddubna, A.M. Stativka, V.Y. Urkevych and
others cover the legal regulation of organic
production in general or touch upon this area
in a fragmentary manner.

The purpose of the article is to analyse
the domestic and international legal frame-
work for the use of antibiotics in organic live-
stock farming, as well as to formulate conclu-
sions and proposals aimed at improving the
current agricultural legislation in this area.

Results and Discussion

Recognizing the threat to humans if the pace
of antibiotic resistance accelerates, Europe-
an countries are already actively working to
reduce the use of antibiotics in agriculture.
For example, since 2012, the UK has reduced
the use of antibiotics in poultry farming by
about 70% through the use of alternative
medicines, changes in the housing system
to improve animal health, and the use of less
intensive livestock systems [4]. In Sweden,
livestock farming without the use of feed
antibiotics has been introduced since 1985,
and the experience of this country has
proven the possibility of successful livestock
farming without the use of growth promoter
antibiotics [5].

The EU will introduce a ban on the use of
antibiotics in livestock for prophylactic pur-
poses starting in 2022. Accordingly, the legal
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framework is also being updated: in 2018,
Regulation (EU) 2019/6 of the European Par-
liament and of the Council of 11.12. 2018 on
veterinary medicinal products and repealing
Directive 2001/82/EC, which stipulates that:
antibiotics should be used only in excep-
tional cases for administration to individual
animals, but not for prophylactic purposes;
antimicrobials should not be used regularly
or used to compensate for poor sanitary con-
ditions, insufficient agro-zoo-technology or
lack of care, or poor farm management (Arti-
cle 107 of the Regulation).

In fact, experts say, there are two main
ways to control the problem of antibiotic
resistance of pathogenic microorganisms at
the global level:

* legislative restrictions on the circula-
tion and use of antibiotics;

* collection of information on the use of
antimicrobial agents in various spheres of
human activity.

In addition, monitoring of the presence
and migration of antibiotic-resistant strains
of microorganisms is beginning to be used in
developed countries [2].

As for Ukraine, the situation with the use
of antibiotics in livestock is disappointing:
they are actively used for prevention, treat-
ment, and growth promotion. For example,
in 2019, Vinnytsia Poultry Farm alone pur-
chased 85 tons of salinomycin, an antimi-
crobial drug for the prevention of intestinal
infections [6]. Moreover, due to the lack of
funding for the State Service of Ukraine on
Food Safety and Consumer Protection, the
system for determining residual amounts
of antibiotics in livestock products does not
work properly in our country, and there are




no statistics on the volume of use of these
substances on farms.

Within the framework of international
cooperation, only a few steps are being taken
to improve the system of control over the
use of antimicrobial drugs in livestock. For
example, the cooperation of the Food and
Agriculture Organization of the United Na-
tions (FAO) and the Pig Breeders of Ukraine
Association on the project “Strengthening
National Capacity to Address the Risks of
Antimicrobial Resistance (AMR)” [7].

However, the international obligations
of our country, the risk of losing foreign
markets for livestock products, and the
awareness of the consequences of antibiotic
resistance for human health and life are
prompting the reform of domestic legisla-
tion in the field of veterinary medicine and
livestock production.

To improve the situation, the Cabinet of
Ministers of Ukraine approved the National
Action Plan to Combat Antimicrobial Resist-
ance by its Resolution No. 116-r dated March
6,2019. It provides for the development and
adoption of regulations on limiting the use
of antimicrobials as growth stimulants in
livestock, poultry, and crop production by
the fourth quarter of 2020. Despite the es-
tablished deadlines, as of the beginning of
2021, only the Draft Procedure for the use
of antimicrobial drugs in veterinary medi-
cine [8] has been developed, which defines
the rules for the use of antimicrobial drugs,
the responsibilities of persons using them,
measures aimed at reducing the use of an-
timicrobial drugs, and measures to control
the use of antimicrobial drugs in veterinary
medicine.
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Significant changes in the issue under
consideration should occur after the entry
into force in 2023 of the new Law of Ukraine
“On Veterinary Medicine” of 04.02.2021
No. 1206-IX, which defines the implementa-
tion of measures to prevent antibiotic resist-
ance as one of the directions of state policy
in the field of veterinary medicine (Art. 4),
and the excess of the risk to human health
in the event of the development of antibi-
otic resistance over the benefits of a veteri-
nary medicinal product for animal health is
recognized as a ground for refusal of state
registration of a veterinary medicinal prod-
uct (part 21 of article 55). Another act of
agrarian legislation, the Law of Ukraine “On
Feed Safety and Hygiene” dated 21.12.2017
No. 2264-VII], introduces a direct ban on the
use of antibiotics, except for coccidiostatics
and histomonostatics, as feed additives or
their components from 21.03.2023 (part 6
of Article 17).

As for the legal regulation of the use of
antibiotics in the field of organic livestock,
domestic legislation is more progressive.

First of all, it should be noted that cur-
rently the Law of Ukraine “On Basic Princi-
ples and Requirements for Organic Produc-
tion, Circulation and Labelling of Organic
Products” 0of 10.07.2018 No. 2496-VIII estab-
lishes a mandatory general condition for or-
ganic production - the prohibition of the use
of antibiotics for preventive purposes (part 2
of Article 14). In addition, part 1 of Article 19
of the same regulatory act contains an addi-
tional instruction prohibiting the use of anti-
biotics for disease prevention and veterinary
treatment in organic livestock. Exceptions
are cases established by this Law, including
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to prevent animal suffering. Among the
additional requirements for organic aqua-
culture, Art. 22 of the Law of Ukraine “On
Basic Principles and Requirements for Or-
ganic Production, Circulation and Labelling
of Organic Products” also prohibits the use
of antibiotics for disease prevention and vet-
erinary treatment. The same legal provision
also states that “inappropriate use of phyto-
therapeutic, homeopathic or other products”
is an exception to this rule.

According to T. Kurman [3], the grounds
and conditions for organic agricultural pro-
duction in the field of animal husbandry
are determined by legislation of two levels.
The first level includes general regulations
that define the grounds and conditions for
organic agricultural production in general.
This is the aforementioned Law of Ukraine
“On Basic Principles and Requirements for
Organic Production, Circulation and Label-
ling of Organic Products”. The second level
is represented by regulations that define the
grounds and conditions for organic agricul-
tural production in certain livestock sectors
(dairy and beef cattle breeding, aquaculture,
beekeeping, etc.) [3].

These include, first of all, the Procedure
(detailed rules) for organic production and
circulation of organic products, approved by
the Resolution of the Cabinet of Ministers of
Ukraine No. 970 dated 23.10.2019 (hereinaf-
ter - the Procedure).

The first thing we would like to point
out is that the said Procedure, in paragraph
19, in addition to the requirements of the
Law of Ukraine “On Basic Principles and
Requirements for Organic Production, Cir-
culation and Labelling of Organic Products”,

Law. Human. Environment. 2021. Vol. 12, No. 2

establishes an unconditional ban on the use
of antibiotics to stimulate animal growth or
productivity. As for treatment, clause 25 of
the Procedure allows for the possibility of
antibiotic therapy in organic livestock farm-
ing only if the use of phytotherapeutic, ho-
meopathic and other products is ineffective.
This thesis is further elaborated in clause 63
of the Procedure.

Very important from the point of view of
the professional use of antibiotics in organic
livestock is the establishment in clause 64 of
the Procedure of a mandatory condition for
the use of such drugs - the use of antibiotics
is possible only under the supervision and
responsibility of a licensed veterinarian.

We would also like to emphasize that
clause 66 of the Procedure establishes the
rule that “if an animal or a group of ani-
mals receives more than three courses of
treatment with veterinary drugs, including
antibiotics, within 12 months or more than
one course of treatment if the productive
life cycle of animals is less than one year,
except for the application of mandatory
measures for the prevention and control of
animal pathogens, including vaccinations,
preventive treatments against parasites,
the relevant animals or products obtained
from them are not considered organic”.
Such animals must undergo a transition
period in accordance with the legislation
on organic production, circulation, and
labelling of organic products. The require-
ments for such a transition period are set
out in Article 25 of the Law of Ukraine “On
Basic Principles and Requirements for Or-
ganic Production, Circulation and Label-
ling of Organic Products”.
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At the international level, the prohibi-
tion to sell as organic animals or products
derived from them if such animals have re-
ceived more than three courses of antibiotic
treatment within 12 months, or more than
one course of treatment if the productive life
cycle of these animals is less than one year,
is established by the basic act for organic
agricultural production - Commission Regu-
lation (EC) No. 889/2008 of 5.09.2008 “De-
tailed rules on organic production, labelling
and control to implement Council Regulation
(EC) No. 834/2007 on organic production”.
In other words, in this part, the national
legislation fully complies with international
standards.

The following requirements of national
and international legislation are extremely
important for the practical implementation
of the above-mentioned requirements and
for monitoring compliance with them by
organic livestock producers. In accordance
with paragraph 4 of Article 24 of Commission
Regulation (EC) No. 889/2008 of 5.09.2008
and para. 67 of the Procedure (detailed
rules) for organic production and circulation
of organic products, the operator (legal entity
or individual entrepreneur engaged in the
production and/or circulation of products
in accordance with the requirements of the
legislation in the field of organic production,
circulation and labelling of organic products)
must keep records and store documentary
evidence of the use of antibiotics to provide
them at the request of the certification body
and/or the State Service of Ukraine on Food
Safety and Consumer Protection. However,
the requirements for the form of such re-
cords and the duration of their storage by

the operator are not currently defined at
the legislative level, which in practice may
lead to disagreements between the parties
during inspections.

We have already mentioned above the
Draft Procedure for the use of antimicrobial
drugs in veterinary medicine developed by
the Ministry of Economy [8]. It is this docu-
ment that, in paragraphs 24-29, sets out the
requirements for documentary evidence of
the use of antibiotics in veterinary medicine.

In particular, it requires legal entities -
operators of facilities that own (keep) ani-
mals - to draw up an act on the use of antimi-
crobial drugs. For individuals, itis mandatory
to keep records on the use of antimicrobials.

Clause 25 and Clause 28 of the Procedure
for the Use of Antimicrobial Agents in Veter-
inary Medicine [8] clearly regulate the scope
of information to be specified in the act and
records, respectively, ranging from informa-
tion about the operator of the facilities to the
results of animal treatment.

In our opinion, it is correct to establish
in clauses 26 and 27 of the Procedure [8] the
obligation to draw up an act in two copies
(for the veterinary specialist who uses the
antibiotic and for the owner (keeper) of the
animals) and register it in the logs of the op-
erator of the facilities that own (keep) the
animals and the veterinary specialist who
uses the antibiotic.

If the Procedure for the Use of Antimicro-
bials in Veterinary Medicine is adopted [8],
compliance with its requirements will sim-
plify control over the use of antibiotics in
livestock, including organic livestock, and
will help establish a process for traceability
of the use of such drugs.
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In our opinion, it is advisable to supple-
ment clause 67 of the Procedure [8] (detailed
rules) for organic production and circulation
of organic products with an indication of the
Procedure for the use of antimicrobial agents
in veterinary medicine (if adopted). We also
consider it mandatory to supplement clause
67 of the Procedure [8] (detailed rules) for
organic production and circulation of organ-
ic products with information on the storage
period of acts on the use of antimicrobial
agents and records on the use of antimicro-
bial agents.

Conclusions

Thus, the reform of Ukrainian legislation on
veterinary medicine and feed takes into ac-
count the main international requirements
for regulating the use of antibiotics in live-
stock. For the effective implementation of
legislative requirements in practice, it is
necessary to continue work on: developing
bylaws in the field of antimicrobial use in
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BHKOpHMCTaHHS aHTUOIOTUKIB B OpraHiYyHOMY TBAapUHHMILTBI:
OKpeMi aclieKTH IPaBOBOro peryjiloBaHHS

Tamapa CepriiBna HoBak
Kanguaat puaMYHUX HAYK, JOLEHT
HanjionanbHUM yHiBepcuTeT 6iopecypciB i IpUPOJOKOPUCTYBaHHSA YKpaiHy,
03041, Bys. 'epoiB O6opony, 15, M. KuiB, Ykpaina

AHomayis

CTaTTs NpUCBAYeHa aHa/ i3y BITYM3HAHUX Ta M>KHAPOJHUX NPABOBUX 3aCa/| BUKOPUCTaHHA
aHTUOIOTHKIB y OpraHiuHOMYy TBapUHHUITBI, a TakoK GOpPMyJIOBaHHS Ha MOr0 OCHOBI
BUCHOBKIB Ta NpONO3MULIH, COPSAMOBAaHMX Ha YAOCKOHAJIeHH 4YHWHHOIO arpapHoro
3aKOHOJABCTBAa y 3a3HadeHid cdepi. BusnaueHo, mo pedopMyBaHHS YKpaiHCBKOTO
3aKOHO/IaBCTBa [P0 BeTePUHAPHY MeJULMHY Ta PO KOPMHU BPAax0OBY€E OCHOBHI Mi>kHapo/HI
BUMOTH 1LIOJ0 pery/JloBaHHs 3aCTOCYBaHHS aHTHUOIOTHUKIB y TBAapUHHHUITBI, 30KpeMa
PernamenTy (€EC) 2019/6 €Bponericbkoro [lapiamenTy Ta Pagu Big 11.12.2018 p. «Ilpo
BeTepHHapHi JiKapcbKi 3aco6u Ta ckacyBaHHsA JupektuBu 2001/82 /EC». [l ebeKTUBHOTO
BINIPOBa/P)KEHHS1 3aKOHOJABYMX MPUIMUCIB y MNPaKTUYHY MJIOIMHY OOIPYHTOBAHO
HeoOXiIHICTb NPO/I0BKeHHsI POGOTH 33 TAKUMU HaNPsIMKaMU: po3po6Ka NiJjI3aKOHHUX aKTiB
y cdepi 3acTocyBaHHSA NPOTHMIKPOOHUX NpenapaTiB Y TBAPUHHUITBI; 36ip, HAKOMUYEHHS
Ta aHaJ1i3 iHpopmManii mpo 06¢csAry Ta BUIU aHTUOIOTHUKIB, IKi BUKOPUCTOBYIOTh BUPOOHUKHU
ClIbCBKOTOCTIOAAPCHKOI MPOAYKILil; po3po6Ka y0CKOHAJIEeHUX TeXHOJIOTi TBapMHHUILTBA
6e3 BHUKOPUCTAHHS INPOTUMIKPOOHMX IpenapaTiB, BPaxXOBYIOUM MO3WTHUBHUN [JOCBIJ
iHmMX KpaiH; NOUWIMpeHHS 3HaHb NPO Taki TexXHoJorii cepes CyG'EKTIB arpapHOTro
rocrnofiapioBaHHs. Y MiZICyMKy JOC/Ii/I>KeHHS] YUHHOT0 3aKOHOZAAaBCTBa y chepi opraHiyHoro
ClJIBCBKOTOCIOAPCHKOTO BUPOOHUITBA 3p06JIEHO BHCHOBOK, 1[0 PAaBOBe peTyJI0BAaHHA
3aCTOCyBaHHSl AaHTHUOIOTUKIB y oOpraHiYyHOMy TBapUHHHULTBI BiANoBifjlae BUiIOMY
MiKHapOJHUM BUMOTaM, a caMe TaKUM 6a30BHM JloKyMeHTaM, sk [locranoBa Kowicii (€C)
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Bix 5.09.2008 p. Ne 889/2008 «/leTanbHi mpaBusa IIOA0 OpPraHiYHOr0 BUPOOGHUIITBA,
MapKyBaHHS i KOHTPOJIIO /s BpoBa/pkeHHs [loctaHoBu Pagu (EC) N2 834 /2007 ctocoBHO
OpraHivHOTO BUPOGHHUIITBA i MApKyBaHHS OpraHiYHUX NPOAYKTiB» Ta [loctanoBu Pagu (€C)
Ne 834/2007 cToCOBHO OpraHiuHOro BUPOOHHUIITBA i MapKyBaHHsS OpTaHIYHUX MPOAYKTIB,
Ta ckacyBaHHs [loctanoBu (EEC) Ne 2092 /91»./115 yAOoCKOHa/TIEHHSI MeXaHi3My KOHTPOJIIO
Ta BiZICTEKYBaHOCTI 3aCTOCyBaHHS aHTUOIOTHUKIB MPH JiKyBaHHI CiJIbCbKOTOCNOAAPCHKUX
TBapUH y OpPraHiyHOMY TBapHHHUITBI 3alpONOHOBAHO: NPHUCKOPUTH pPOGOTY 100
npudHATTA [lopsaJKy BUKOPHUCTaHHS NPOTHUMIKPOOHMX IpenaparTiB y BeTepHUHapHiN
MeAuLUHI; onoBHUTH [lopsiok (feTasbHiI IpaBuJa) opraHiYyHOro BUPOOGHHUIITBA Ta 006iry
OpraHiyHOI NPOAYKLil NOJIOXKEHHAMHU PO BUMOI'U [0 AOKYMEHTAJbLHOIO MiATBepAKEeHHA
BUKOPHUCTAHHA MPOTUMIKpPOOHMX IpemnapariB omepaTopaMy, CTPOKM 36epiraHHs
BiZIIOBIHMX JOKyMEHTIB

Kawouoei csnoea: aHTUOI0TUKHM, aHTHUOIOTUKOpPE3UCTEHTHICTh, 6e3mevHiCcTb opraHiyHoOi
NpPOAYKLil, OpraHiyHa NpPOAYKIi TBAapPUHHMUITBA, OpPTaHiyHe CUIbCBKOTOCHOAAapChKe
BUPOOGHUILITBO, OpraHiuHe TBAapUHHUITBO, NpPaBOBe pEryjlOBaHHS, fKICTb OpraHiyHOI
NpOAyKLii
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