HcnonHenue Haka3aHUs 3a COBEPIIECHNE aIMUHUCTPATUBHOIO IPAaBOHAPYIIEHNS YCTaHOBJIEH
u perinameHtupoBad IIponeccyanbHO-MCIIONHUTENBHBIM — KoZekcoM PecnyOnuku  benapychk
00 ajgMUHUCTpaTUBHBIX NpaBoHapymeHusx (nanee — [IMKoAIl Pecnybnuku benapyck), KoTopsiii
3aKpenuil MopsAA0K aJIMUHHCTPATUBHOIO Mpoliecca, IpaBa U 00SA3aHHOCTU YYaCTHHMKOB IIpoliecca,
a TaKk)Ke CTaTyC BCEX YYaCTHHMKOB IPOLECCa B TOM YHCIIE U TAKMX KAaK HECOBEPILEHHOJIETHUE JIUIIA.
Taxoke Kozmeke onpenenaus rocyAapcTBEHHbIE OPraHbl, HA KOTOpPbIE ObUIO BO3JIOKEHA OOA3aHHOCTh
[0 BEJCHUIO AJMUHHCTPATUBHOIO IPOLECCA, NMPUMEHUTEIBHO K HECOBEPIICHHOJIIETHUM OJHUM
3 crneunpuueckux CyObEKTOB aJIMHUHHMCTPATUBHOIO IIpoliecca CTajlla KOMHUCCHA IO JienaM
HECOBEPLICHHOJIETHUX.

Cratpeit 4.3 IIMKoAIl Pecnybnukm benapych mnpemycMoTpeHa HOpMa, KOTOpas
YCTaHABIMBAET BO3MOXKHOCTD 3ALLUTHI MPaB U 3aKOHHBIX MHTEPECOB HECOBEPIIECHHOJIETHUX YEpe3
CBOMX 3aKOHHBIX IIPEACTABUTEICH. 3aKOHHBIC IPEACTABUTEIM MOTYT BBICTYIIaTh B HMHTEpEcax
HECOBEPLICHHOJIETHETO MOTEPIEBIIET0 JIMIA M HECOBEPLUICHHOJETHETO JIMIA, B OTHOLIEHHH
KOTOPOT'O BEAETCS aAMUHUCTPATUBHBIN IIPOLECC.

IIpaBa HECOBEPILIEHHOJIETHETO JIMIIA, B OTHOIIEHUH KOTOPOTO BEAETCS aJMUHUCTPATUBHBIN
IIPOLIECC, OCYLIECTBIIAOT Hapsily ¢ HUM WM BMECTO HEro €ro 3aKOHHbIC mpencraButeny. Cynps
BIIpaBE€ IPUBJIEKATh 3aKOHHOTO NPEJCTABUTENS )i PeaM3allid UM CBOMX IPOLECCYaIbHBIX MpPaB
K YYaCTHIO BO BCEX IIPOLECCYATIbHBIX ACUCTBUSX, COBEPIIAEMBIX C y4aCTUEM HECOBEPLICHHOJIETHETO.
[IpaBa nui yd4acTBylOLIIMX B aAMHHHMCTpaTUBHOW npouecce 3akpemieHsl B cT. 4.1 TIMKoAIl
Pecniy6nuku benapyce.

[MNKoAII Pecybnuku benapych perinaMeHTHpYET MOPSI0K OMPOca HECOBEPLICHHOJIETHETO,
pasnenuB nporeaypy Ha Juil 10 14 et u 1o 16 net. Tak ycTaHOBIEHBI TPeOOBaHMS OTHOCUTEILHO
00513aTEIbHOCTHU Y4acTHs NeApaboTHUKA — 710 14 JeT, 1 yyacTue B ciydae TaKoro PEeUIeHUs OPraHOM
BeyIIUM Ipouecc- 10 16 net. Taxxe HOpma IIpeycMaTpUBaeT NpaBUila O3HAKOMIICHUS Y4aCTHUKOB
Ipolecca coO CBOMMHU IpaBaMM. 3aKOHOJATENb TAaKKE YCTaHABIMBA€T OCHOBAaHUE IMpEKpallCHUS
MIPE/ICTaBUTENS] HECOBEPIICHHOJIETHEIO B MPOIECCE, 3TO JIOCTHIKEHHUE HECOBEPLICHHOJIETHUM
COBEPUICHHOJIETHS B TAaKOM CIIy4ae BBIHOCHUTCS IOCTAaHOBIIEHUE, B ClIlydae €CJIM INPOLECC BENETCS
CYJIOM, TO B IIPOTOKOJIE Cy1€0HOTO 3ace/laHus JETIAeTCsl 3alHCh.

B nmenom Bcs cucreMa NpaBOCyIus B OTHOLIECHUM HECOBEPIIEHHOJETHUX CTPOMTCS
Ha oOO0ecre4eHnn OJaromoIy4nss HECOBEPIICHHONECTHUX, (OPMHUPOBAHUS y HHUX HENPHUITHSA
MIPOTUBONPABHBIX JestHUN. [Tpy npuBIIe4UeHNN HECOBEPILICHHOIETHIX HEO0X0AUMO YUUTHIBATh TAKHUE
0COOEHHOCTH CyOBEKTa Kak BO3PACTHBIC, ICUXUIECKHE WHAWBUIYaIbHbIE OCOOCHHOCTH CyOBEKTa.
IlonBons MTOr, OTMETHM, YTO 3aKOHOJATENb BBIJENSAET OCOOBIM CTAaTyC HECOBEPLICHHOJIETHETO
KaK y4aCTHUKA aJIMUHUCTPATHBHOTO MPOIIECCa C IEIBI0 3alIUTHI €T0 IpaB U CBOOO U MPOPMITaKTUKA
COBEpUICHMSI IPaBOHAPYILICHUH.

E. A. Kumkesuy,

acniupast bI'9Y,

ct. npenogasarens YYBO «MUVIIy,
e-mail: kishkevick katya@mail.ru

CERTAIN ASPECTS OF THE LEGAL REGULATION OF THE CIRCULATION OF
BIOSIMILAR MEDICINES IN THE COUNTRIES OF THE EURASIAN ECONOMIC UNION

The Law of the Republic of Belarus dated 07.20.2006 No. 161-L «On the circulation
of medicines» (art. 1) established that «the term «biosimilar medicine (biosimilar,)» ... is used in this
Law in the meaning defined by international legal acts constituting the law of the Eurasian Economic
Union (hereinafter referred to as the EAEU) in the field of circulation of medicinesy.

The following definitions were adopted by the Decision of the Council of the Eurasian
Economic Commission dated 03.11.2016 No. 78 «On the Rules for registration and examination
of medicines for medical use» (clause 19):
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— «Biosimilar medicine (biosimilar)» is a biological medicine that contains a version of the
active substance of a registered biological original (reference) medicine and for which similarity has
been demonstrated based on comparative studies with the reference medicine in terms of quality,
biological activity, efficacy and safety;

— «Reference medicine" is a medicine that is used as a reference product and is a standard by
which the properties of a medicine are determined (normalized)y.

For registration of a biosimilar medicine, data from comparative studies of it with a reference
biological medicine are presented. The quality, safety, efficacy and immunogenicity of a biosimilar
medicine in the production, preclinical and clinical phases of its development should be compared
with the same reference biological medicine in accordance with the rules for the study of biological
medicine within the framework of the EAEU.

In the countries of the EAEU the registration process is simplified by the fact that they use
a single supranational legislation that establishes certain aspects of registration and regulation of the
circulation of biosimilar medicines. There is no accelerated registration procedure for biosimilar
medicines in the EAEU countries. The same time procedure is established for them as for other
medicines: the period of registration and examination of a medicine in the reference state should not
exceed 140 working days from the date of filing an application for registration of a medicine to the
date of issue of the registration certificate and should not exceed 50 working days in the states
recognition of participants in the decentralized procedure (clauses 46, 84 of the Decision of the
Council of the Eurasian Economic Commission dated 03.11.2016 No. 78 «On the Rules for
registration and examination of medicines for medical use»).

At the same time, law enforcement practices may vary: in some countries, they require a post-
registration clinical trial, while in others they do not. The EAEU countries are studying clinical
research data more. However, according to experts for biosimilars, analytical and functional
comparability studies are of great importance compared to data from clinical trials.

In the Republic of Belarus, a biosimilar medicine can receive legal protection as an invention
by obtaining a patent if the following conditions of patentability are met: novelty, inventive step and
industrial applicability. The total term of patent protection is 20 years. This period may be extended
if more than 5 years have passed from the date of filing the patent application to the date of receipt
of the registration certificate for the medicine. At the same time, the validity period of the patent may
not be extended for more than 5 years (art.1-2 of the Law of the Republic of Belarus «On patents for
inventions, utility models and industrial designs»).

Biological medicines are inherently complex and difficult to reproduce accurately. As a result,
legislative and regulatory requirements for biosimilarity focus on clinical similarity, allowing some
freedom for differences in the biosimilar structure and non-clinical components. Manufacturers of
biosimilars can take advantage of this to obtain patents, which subsequently reduces production costs
and, consequently, the cost of the medicine to the consumer, while ensuring market dominance
through patent protection.

E. b. Ko3nosa,

II-p IOpUIl. HAyK, podeccop,

VYuusepcurer umenu O. E. Kyrapuna (MI'TOA, r. Mocksa)
e-mail: kozlova@urexpert.ru

O®CETHBIN KOHTPAKT KAK JJIOTOBOPHASI ®OPMA
IKOHOMUYECKOI'O COTPYJHUYECTBA POCCHUHU U BEJIAPYCHU

Ha mnonsax IlerepOyprckoro MexIyHapoJHOro 3KoHomuueckoro ¢opyma (IIMOD)
B 2024 romy B CBSI3M C HEOOXOAUMOCTBIO Pa3BUTHs IKOHOMHYECKOW MHTETPALlUM U IPEICTaBICHUS
Ha pbIHKE COBMECTHOM MpoayKuuH [ 1] ObLIO 3asBIE€HO pacIIMpeHUe SJKOHOMHYECKOTO COTPYAHNUYECTBA
Poccun, B wactHoctH, Topoma Cankt-IlerepOypra kak ee cyOwbekta, W Pecrmybmuku bemapyce.
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