— «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.
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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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Jnst peanu3aluy JIAHHOTO HANpaBICHHS MEXIYHAPOIAHOIO COTPYJHUYECTBA OBUIO TMPEIOKEHO
UCTIONIb30BaHUE MOJIENM O(CETHOrO KOHTPAKTA, MO3BOJISIIOLIETO IByM PErHOHaM BbIOpaTh COBMECTHO
MIPOU3BOJUTENS TpeOyeMOol MPOAYKIMH, MPETOCTABUT €My ONpeJeNIeHHbIE JBIOTH U TapaHTUPOBAThH
3aKyIKy IPOJYKIMU IPOU3BEIECHHOM.

OdceTHbIif KOHTPAKT aKTUBHO paccMaTpuBaeTcs B Poccuu B kauecTBe 3 HEeKTUBHON (POPMBI
JIOTOBOPHOTO B3aMMOJICHCTBUS TocyJapcTBa U OW3HEca, ONpeleNseTcsl 3aKOHONATEIbCTBOM Kak
KOHTPAKT CO BCTPEYHBIMU MHBECTHIIMOHHBIMH 0053aTEIbCTBAMH — KOHTPAKT, ITPeyCMaTpUBAIOIIHNA
BCTPEYHbIC HMHBECTUIMOHHBIE OO0S3aTENbCTBA IOCTABIIUKA (MCIIOJHUTENS) IO CO3JaHMIO,
MOJIEpHM3AllMK, OCBOCHMIO MPOU3BOJICTBA TOBapa M (WIM) MO CO3JaHUIO (PEKOHCTPYKIUH)
UMYyIIeCTBa (HEABMKUMOIO UMYIIECTBA MJIM HEABMKUMOI'O UMYILECTBA M ABMKUMOIO UMYILECTBA,
TEXHOJIOTUYECKU CBSI3aHHBIX MEXAy c000if), MpeaHa3HAueHHBIX IS OKa3aHUs TaKOW YCIyTH.
3aKa34uK 10 0CETHOMY KOHTPAKTY — ITyOIMYHBIN CyOBEKT - BKIIFOUAET YaCTHOIO TapTHEPA B PEECTP
€IMHCTBEHHBIX IOCTABIIMKOB TOBapa, MPOM3BOJACTBO KOTOPOTO OCYLIECTBISETCS MO TaKOMY
KOHTPAKTy WJIM €IWHCTBEHHBIX MCIOJHUTENECH YyCIyrd, OKa3blBAEMOM C MCIIOJIb30BaHUEM
CO3JIaHHOTO WJIM PEKOHCTPYMPOBAHHOTO IO KOHTPAKTYy MMyIlecTBa. To ecTh, 4aCTHBIN MapTHEp
o0ecreunBaeT B PETMOHE CO3JlaHME HOBOI'O IPOM3BOJCTBA, @ IMyOJIMYHBIM MapTHEp rapaHTHPYET
npuobpeTeHue NPou3BOANMMOM YaCTHBIM APTHEPOM HPOAYKIMH KaK Y €TUHCTBEHHOT'O NIOCTABIINKA
Ha MPOTSKEHNU OIPEJEIEHHOI0 KOJIMYECTBA BPEMEHH.

B kauecTBe 6a30BBIX 11eJI€H 3aKIIIOYEHUS O()CETHBIX KOHTPAKTOB BBICTYIIAET CO3/IaHHE 32 CUET
YACTHBIX WHBECTHLUN HOBBIX BBICOKOTEXHOJIOTMYHBIX IPOM3BOJACTB C COOTBETCTBYIOUIMMHU
JOTIOTHUTENbHBIME ~ pa0OYMMH  MECTaMH W HAJOTOBBIMH  TOCTYIUICHHUSIMH, a  TaKke
UMIIOPTO3aMEIlleHNe, TaK KaK IPOUCXOAUT COKpALICHHE 3aBUCHUMOCTH OT HMHOCTPAaHHBIX
MIPOU3BOIUTEIICH U MTOCTABIIIMKOB.

W nanHble 1EenM JOCTHTAIOTCS, YTO B II€JIOM TMOKa3biBaeT 3((PEeKTUBHOCTH 0O(CETHOTO
KOHTpakTa Kak (OpMbI IoCyapCTBEHHO-YACTHOTO MAapTHEPCTBA B PEIICHUM 33Jaud JTOCTHIKCHUS
YCTOMYUBOTO HSKOHOMHYECKOTO pOCTa CTpaHbl. Peamm3amus oQCETHBIX KOHTPAKTOB B CBS3U
C CO3/laHHEM HOBBIX pabOuMX MECT TaKXe SBISIETCS YHMBEPCAJIbHBIM MEXaHH3MOM M TaKOIro
WHCTPYMEHTA JOCTHKEHUS] SKOHOMUYECKOTO pPOCTa KaK PEryJIMpOBaHUE PHIHKA TPY/Ia.

benopycckue yueHble — IpaBOBelbl OTMEYAIOT, YTO, HECMOTPSI HAa OTCYTCTBUE 3aKpPEIUICHUS
MoT0OHOW TOTOBOPHOM MOJETH B 3aKOHOJATeNbcTBEe PecryOnmku bemapych, 3akiroueHue Takoro
JIOTOBOpPa BO3MOXKHO B KadeCTBE MHBECTHUIIMOHHOIO JIOroBopa [2], 4TO, OJHAKO, MpEeACTaBisIeTCs
OmMOOYHBIM, T.K. MOJENIb WHBECTHIMOHHOTO JOTOBOpa HE YYHUTHIBACT B JOJDKHOW CTETICHU
HaNpaBICHHOCTh PETYJIUPYEMbIX OOLIECTBEHHBIX OTHOUIEHHWH B IEPBYIO OYepelb Ha pELICHHE
MOMUTHYECKNX (HE TOJNBKO OSKOHOMHUYECKHX) 3aJad, HalEJICHHOCTh Ha  PealH3aluio
rOCyJJapCTBEHHOH, B TOM YHCJIE U AaHTUCAHKIIMOHHOM IOJIUTHKH.

[IpencraBnsiercs, YTO MOAETh O(CETHOTO KOHTPAaKTa JEHCTBUTENBHO  BBICTYIIUT
3¢ (EeKTUBHBIM MEXAHU3MOM PA3BUTHS SKOHOMHUYECKOW MHTETPALIUH JIByX CTPaH, HO €ro0 BHEAPEHHE
JIOJDKHO COMPOBOXKAATHCS B TEPBYIO OYepeab TapMOHHM3AlMEH 3aKOHOJATEIbCTB, BKIIOUYCHHEM
B IPaBOBOE  pPEryJMpoBaHHE  O(CETHOrOo  KOHTpakTa  OCOOCHHOCTEH,  MNPUCYLIUX
MEXTOCyIapCTBEHHBIM JOTOBOPHBIM OTHOIICHHSIM, C UCTIOIb30BAaHUEM BO3MOKHOCTEH MOJIEITEHOTO
3aKOHOTBOPYECTBA COIO3HOT0 rocyaapcrsa Poccuu u benapycu.
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