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Beeoenue: npomusocmosinue unmepecog obujecmea u npagoodoradamensi npuobpeno 8 no-
cnednee gpems Hogoe 3gyuanue. Obuecmeennas OUCKYCCUsL O 803MONCHOCU NAMEHMOBANUS
B0CNPOU3BEOCHHBIX JIEKAPCMBEHHBIX NPENapamos, npunyOumenbHo20 IUYeH3Upo8anus 6 cpepe
apmayesmuxu 6vluIa HA NEPEbILL NIAH 6 Chepe npasa UHMELLEKNYaTbHOU COOCMEEHHOCHIU.
Lenv: neobxooumo cpopmynupo sames mMemooonio2uteckoe u QOKMpPUHAIbHOe 000CHOBAHUE O 2-
PaHUYeHus NAMeHmHOU MOHONONUY NPasoodradameins 8 HeobXooumMom obuecmsy pasmepe ¢
YyUemom NPUHYuUna 0006POCO8eCmHOCMU OelCmEUll YUACMHUKOS 2PANCOAHCKO20 00opoma u
CNpaseonuBoCmuy 20Cy0apCmeeHH020 GMeuamens»cmea 8 uacmuule oena. Memoowt: obwenayy-
Hble, YACTNHOHAYUHbIe MemoObl UCCIe008AHUS: OUALEKMUYECKUL, CPAGHUMENbHO-NPABOBOL,
ucmopuueckutl, opmarbHo-opududecKkull, tuHeeucmuyeckui. Pesynomamol: ¢ cmamve pac-
CMampugaromes npoodemvl, O3HUKawue 8 cyOeOHOU Npaxkmuxe, NPu paspeulenul Kowu3uu
NAmMeHmHbIX Npas mencdy namenmooodnadamenem OpUSUHAILHO20 L1EeKAPCMBEEHHO20 npenapama

© Cannuxona JI. B., Xapuronoa 1O. C., 2019

ONON

121

Information for citation:

Sannikova L. V., Kharitonova Yu. S. Zashhita prav patentoobladateley pri kollizii patentov na lekarstvennye
preparaty [Protection of Patent Holders’ Rights under a Conflict of Drug Patents]. Vestnik Permskogo universiteta.
Juridicheskie nauki— Perm University Herald. Juridical Sciences. 2019. Issue 1. Pp. 121-145. (In Russ.).
DOI: 10.17072/1995-4190-2019-43-121-145.

UDC 347.2
DOI: 10.17072/1995-4190-2019-43-121-145

PROTECTION OF PATENT HOLDERS’ RIGHTS
UNDER A CONFLICT OF DRUG PATENTS

L. V. Sannikova

Institute of State and Law of the Russian Academy of Sciences
10, Znamenka st., Moscow, 119019, Russia

ORCID: 0000-0002-7250-5062
ResearcherID: K-4636-2016
E-mail: 7718609@mail.ru

Yu. S. Kharitonova
Lomonosov Moscow State University
1, Leninskie Gory, Moscow, 119991, Russia

ORCID: 0000-0001-7622-6215
ResearcherID: K-7495-2016
E-mail: sovet2009@rambler.ru

Received 19.09.2018

Introduction: Recently, there have appeared new features in the confron tation between the
interests of rights holders and society. Nowadays the discussions on whether it is possible to p a-
tent generic drugs and provide compulsory licensing in the pharmaceutical industry came to the
fore in the field of intellectual property law. Purpose: to define methodological and dogmatic
bases for limiting patent monopoly of the rights holder to the extent necessary for society and
taking into account the principles of good faith of participants in civil relations and reasonable
state intervention into private affairs. Methods: in course of research both general and specific
scientific research methods were used, such as dialectical, comparative legal, historical, formal
legal and linguistic ones. Results: the article considers problems arising in judicial practice
when resolving conflicts of patent rights between a holder of the patent for the reference drug
and a holder of the patent for a generic drug. Special attention is given to the concept ‘bioequi-
valence’ and its relation to the concept ‘equivalent features provided in the independent claim
of the patent application’. Conclusions: Russian patent law allows for conflicts between patent
rights in general, not only in respect of Eurasian and Russian patents or between patents on
original and dependent inventions. At the same time, the mechanism for resolving conflicts of
patent rights is only defined in respect of original and dependent inventions. In judicial prac-
tice, there has developed a common rule applied if there are two patents on the protected item,
based solely on the detection of identical or equivalent features in the patents. A conflict be-
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u namenmooobradamenem B0CHPOU3BEOEHHO20 JIeKAPCMBEHH020 Npenapama (0diceHepuxa).
Ocoboe guumanue yoensiemesi ROHAMUIO «OUOIKBUBATIEHMHOCHIbY U €20 COOMHOULEHUIO C NOH Si-
muem «IKGUBALEHMHbIE NPUSHAKU, NPUGCOCHHbIE 8 HE3ABUCUMOM NYHKMeE DOopmyibl u300pem e-
Husy. Beleoowi: ¢ poccutickom namenmnom npage 0ONyCKAemcs: 03MONCHOCHb KOLIU3UU N d-
MEHMHBIX NPA8 8 YeIoM, He MOIbKO 6 OMHOUWEHUU e8PAZULICKO20 U POCCULICKO20 NATNEHTNOG UlU
Mexcoy NnameHmamy Ha NepeoHaAyanIbHoe U 3asucumoe uzobpemenus. Ilpu smom mexanuzm
paspewienust KoLu3uy nameHmH1uix npag onpeoesier moibko 6 OMHOUEHUY NEPEOHAYATLHBIX U

tween patent rights arises when the rights to reference and generic drugs have been registered.
The presence of equivalent features stated in the independent claim of the patents on reference
and generic pharmaceuticals is presumed, as the very fact of the official registration of a gener-
ic drug indicates its bioequivalence to the original (reference) drug. If there are two patents
with different priority dates, the proper remedy for the exclusive right is to invalidate it under
administrative (non-judicial) procedure. Compulsory licensing under Article 1362 of the Civil
Code of the Russian Federation is a market mechanism to provide balance between the rights

3asucumbix uzobpemenuil. B cyoebnou npakmuxe c@opmuposano obujee npasuio, NPuMeHs e-

g holder and public interest in using the innovation, especially in the pharmaceutical industry,
Moe 8 cayuae Hanudust 08X NAMEHMO8 HA OXPAHAEeMbIU 00bEKM, OCHOBAHHOE UCKIIOYUMENbHO

when so called patent monopoly does not encourage but impedes innovative development. The
HA BbIAGIEHUU HATUYUSL 6 NAMEHMAX OOUHAKOBbIX UIU IKGUBAIEHMHBIX NPU3Haxos. CmoakHoge-

HUe NameHmHbIX NPaAs HA JIeKapCmeeHHble Npenapamsl 803HUKAEm Mo2od, K020d 3ape2ucmp u-
posanvl npasa Ha peghepenmuvle U 0CHpoussedenHvle npenapamol. Hanuuue sxeusaieHmuvix
NPUSHAKOG, NPUBCOCHHBIX 8 HE3ABUCUMOM NYHKME OpMYIbl, 8 NAMEeHmax Ha pegepeHmuulil u
B0CNPOU3BEOCHHBIN TEeKAPCMBEHHbIe NPENnapamvl Npe3ioMupyemcs, maxk KaxK cam (akm 2ocy-

exhaustive list of conditions for the court to issue a compulsory license for the use of a depen-
dent invention is set by the law. An unreasonable expansion of this list or a wider interpretation
of such conditions prevents the application of compulsory licensing and promotes abuses by
holders of patents for inventions which are used in dependent inventions.

0apcmeen ol pecucmpayus B0CHPOU3BE0EHHO20 1eKAPCMBEHHO20 NPenapama ceudemeibCmay-
em 0 e20 OUOIKGUBALEHMHOCTU OPUSUHATLHOMY (pepepenmuomy) 1eKapCcmeenHoMy npenap a-
my. [lpu nanuuuu 08yx namenmos ¢ pazHviMu 0amamu nPUOPUMema HaoLeXcaujum cnocooom
3auumsl UCKIIOYUMETbHO20 NPABA ABIAeMcs NPUSHAHUE €20 He0elCmMEUMelbHbIM 8 AOMUHUC -
pamugHom (6HecyOebHom) nopsoke. Ilpunyoumenvroe nuyensuposanue, npedycCMompeHHoe 8
cm. 1362 I'K PD, gvicmynaem 8 kayecmee pblHOUHO20 MeXanuama obecneuenus oaianca me dic-
0y npasoobnadamenem u 00U eCmeeHHbIM UHMEPECOM 8 UCHONb308AHUY UHHOBAYUU, 0COOEHHO 8
Gapmayesmuueckoii cghepe 6 mex cayuasx, koeda m.H. NAMEHMHASL MOHONOAUSL He CIMUMYIUD )-
em, a mopmMo3um UHHOBAYUOHHOE pazeumue. 3aKOHOM YCMAHO8IeH UCUEePNblearowull nepeyeHs JI. B. CannnkoBa
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3au4uma npae namenmoobnadameneti npu KoJaausuu namenmaos...

Introduction: Recently, there have appeared new features in the confrontation between the
interests of rights holders and society. Nowadays the discussions on whether it is possible to pa-
tent generic drugs and provide compulsory licensing in the pharmaceutical industry came to the
fore in the field of intellectual property law. Purpose: to define methodological and dogmatic
bases for limiting patent monopoly of the rights holder to the extent necessary for society and
taking into account the principles of good faith of participants in civil relations and reasonable
state intervention into private affairs. Methods: in course of research both general and specific
scientific research methods were used, such as dialectical, comparative legal, historical, formal
legal and linguistic ones. Results: the article considers problems arising in judicial practice
when resolving conflicts of patent rights between a holder of the patent for the reference drug
and a holder of the patent for a generic drug. Special attention is given to the concept ‘bioequi-
valence’ and its relation to the concept ‘equivalent features provided in the independent claim
of the patent application’. Conclusions: Russian patent law allows for conflicts between patent
rights in general, not only in respect of Eurasian and Russian patents or between patents on
original and dependent inventions. At the same time, the mechanism for resolving conflicts of
patent rights is only defined in respect of original and dependent inventions. In judicial prac-
tice, there has developed a common rule applied if there are two patents on the protected item,
based solely on the detection of identical or equivalent features in the patents. A conflict be-
tween patent rights arises when the rights to reference and generic drugs have been registered.
The presence of equivalent features stated in the independent claim of the patents on reference
and generic pharmaceuticals is presumed, as the very fact of the official registration of a gener-
ic drug indicates its bioequivalence to the original (reference) drug. If there are two patents
with different priority dates, the proper remedy for the exclusive right is to invalidate it under
administrative (non-judicial) procedure. Compulsory licensing under Article 1362 of the Civil
Code of the Russian Federation is a market mechanism to provide balance between the rights
holder and public interest in using the innovation, especially in the pharmaceutical industry,
when so called patent monopoly does not encourage but impedes innovative development. The
exhaustive list of conditions for the court to issue a compulsory license for the use of a depen-
dent invention is set by the law. An unreasonable expansion of this list or a wider interpretation
of such conditions prevents the application of compulsory licensing and promotes abuses by
holders of patents for inventions which are used in dependent inventions.

Protection of Patent Holders’ Rights under a Conflict of Drug Patents ...

CMampueaiomcest npoodIeMvl, OHUKAIOWUe 8 CYOeOHOl NPaKmuKe, Npu paspeuteHuu KOLIU3Uu
NaAmeHmHuIX Npae MedxHcoy nameHmoodIadamenem OPUSUHAILHO20 J1EeKAPCMBEHHO20 NPenapama
u namenmoooradamenem B0CHPOU3BEOEHH020 JIeKAPCMBEHH020 npenapama (0JceHepuxa,).
Ocoboe guumanue yoensiemest HOHAMUIO «OUOIKGUBATIEHIMHOCbY U €20 COOMHOUEHUIO C NOHSI-
muem «IKGUBATIEHMHbIE NPUSHAKU, NPUBCOCHHBIE 68 HE3AGUCUMOM NYHKMe (opmyivl uz06pem e-
Husy. Bvleoowt: 6 poccuiickom namenmHom npage OONYCKAEMCsl 603MOANCHOCb KOLIUZUU Il A-
TMEHMHBIX NPA8 8 YeIoM, He MOIbKO 6 OMHOUWEHUU e6PAZULLC K020 U POCCULICKO20 NATNEHTNO8 UL
Mexcoy nameHmamy HA NepeoHauanbHoe U 3asucumoe uzoopemenus. [lpu smom mexanuzm
paspeuienis KoLIu3uy namesmHulx npag onpeoeier moibko 6 OMHOUWEeHUY NePEOHAYATbHBIX U
3asucumvlx uzobpemenuil. B cyoebnoil npaxmuxe c@opmuposano obdujee npaes uio, npumeHse-
Moe 8 cayuae Hanudusi 08yX NAMeEHMO8 HA OXPAHAeMblll 00beKm, 0OCHOBAHHOE UCKTIOUUMETbHO
HA BbIAGTEHUL HATUYUSL 8 NAMEHMAX OOUHAKOBLIX UTU IKEUBATEHMHBIX Npu3Hakos. CmoaKkHoge-
HUEe NameHmHbIX NPAe Ha NeKapCMeEeHHble NPenapamvl 603HUKAEN mMo2od, K020d 3ape2ucmp u-
Pposanvl npasa Ha peghepenmuvle U 60Cnpoussedentvie npenapamol. Hanuuue sxeusanrenmmuvlx
NPUSHAKOB, NPUBCOCHHBIX 8 HE3ABUCUMOM NYHKMe (OpMYIbl, 8 NAMEenmax Ha pegepeHmuulil u
B0CNPOU3BEOCHHbIL TEKAPCMBEHHble NPEenapamvl Npe3oMupyemcs, maxk KaK cam @akm 2ocy-
0apCmMBeHHOU pecucmpayul 60CHPOU3IEEOCHHO20 TeKAPCMBEHHO20 NPEeNnapama CeUdemenbCms)-
em 0 e20 OUOIKGUBATIEHMHOCIU OPUSUHATLHOMY (Pehepenmuomy) LeKapcmeeHHoOMy npenap a-
my. [pu nanuuuu 08yx namenmos ¢ pasHvIMu 0AMAMU NPUOPUMEMA HAOIEHCAUUM CHOCOOOM
3auumyvl UCKIIOYUMETbHO20 NPABA SGIAEMCA NPUSHAHUE €20 HeOelUCMEUMETbHLIM 8 AOMUHUCH-
pamuenom (6necyoebrnom) nopsioxe. Ilpunyoumenvroe nuyensuposanue, npedycmMompenmoe 8
cm. 1362 I'K P®D, gvicmynaem 8 kauecmee pblHOYHO20 MeXAHU3MA obecneyenus oanianca me dic-
0y npasoobradamenem u 0OWeCmeeHHbLIM UHMEPECOM 8 UCNONb3 08AHUU UHHOBAYUU, OCOOEHHO 8
Gapmayesmuyeckotl cghepe 6 mex ciyuasx, Ko20a m.H. NAMEHMHAL MOHONOMUSL He CINUMYIUD -
em, a MmopmMo3Uum UHHOBAYUOHHOE pazsumue. 3aKOHOM YCIMAHOBIeH UCUEPNbIEAIOWULL NEePeYeHb
YCA08ULL 0151 8bLOAYU CYOOM NPUHYOUMENbHOU TUYEH3UU HA UCNOIb308AHUE 3A8UCUMO20 U30-
opemenus. Heobocnosannoe pacuupenue ycmano8ieHHo20 6 3aKoHe Nepeyts YCio8ull sl 6bl-
oauu NPUHYOUMENbHOU TUYEH3UU TUDO PACUUPUMETbHOE MOIKOBAHUE MAKUX YCLOGULL NPensi m-
CMEYIom NPUMEHEHUIO UHCTHUNYMA NPUHYOUMETbHO20 TUYEHIUPOBAHUSL U CHOCOOCMEYIOM 37110~
ynompebienusim co CMopoHsl namenmooodiaoamenel uzoopemenuil, UCNOAb3YEMbIX 8 3A6UC U-

Keywords: conflict of patents; criteria of protectability of the invention; doctrine of equivalents;
identity of patents; compulsory licenses; original (reference) and generic drugs;
equivalent features of the invention; bioequivalence

Beenenne

OnHol W3 MPUHITUIHATBHBIX 33719 TaTEHTH O-
ro IpaBa sIBJSIETCS TIOMCK OajlaHca MHTEPECOB 00-
IIeCTBa, TOCyIapcTBa W mpaBooOnamarens. OTo
MPOTHBOCTOSHUE HHTEPECOB JIYUIIE BCETO CErOIHS
3ametHO B c(epe (apmarnieBtuku. I[lpu »TOM Ha
COBPEMEHHOM JTare AJTOT (yHIaMEHTAIbHBIN
KOH(IIMKT pa3HOHANPABICHHBIX YaCTHBIX M 001 e-
CTBCHHBIX HMHTEPECOB 00OCTpHUIICS Ha (POHE CaHK-
LIMOHHBIX OTPAHWYEHUN, OYPHOTO Pa3BUTHS HAYKU
U TEXHUKH, OOIIECTBEHHOH IWCKYCCHUH OTHOCH-
TCJIbHO IMPEKpalICHUA OXpaHbl BAXXHBIX HOCTUIKEC-
HUU B cdepe 3IpaBOOXpaHEHWS] W MEAMIUHBL
C omHO# CTOPOHBI, CYIISCTBYET 3HAYNUTEIBHBIN
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MOTPEOUTEILCKUI HHTEPEC B MOBBIIICHUN JIOCTYII-
Hoctu TiperiaparoB. C Jpyrod CTOpPOHBI, TPOILECC
CO3JIaHMSI ¥ KOMMEpIMAIM3allui HOBBIX Iperapa-
TOB SIBJISIETCS KpalHE 3aTPaTHBIM U JUINTEIbHBIM.
N 210 06meMupoBsie TpOOIEMbI, KOTOPBIE CYIII e-
CTBYIOT HE TOJIbKO B Poccun.

Ha sToM ¢oHE YacTo MOKHO CHBIIATh BO3-
IJ1achl TIPOM3BOAMTENEH — MpaBoobIasaTeneii ma-
TEHTHBIX TPaB O HEBO3MOXKHOCTH PEaM30BbIBATH
camble CMeIbIe W 3aTpaTHBIC UJIeW BO MM COXpa-
HEHHSI 3/I0POBBSI UEIOBEYECTBA, HO B OTCYTCTBUE
rapaHTUPOBAHHOW MOHOIIONUHM HAa HCIOJNb30BaHUE
pa3paboOTKK HEBO3MOXKHO IPHUBIIEKATH MHOCTPAH-
HbIC HHBECTHUIIMH B (papmuHycTputo [30].

MblX u306pemeﬁuﬂx.

KiroueBble cioBa: KOJUTU3HS IMMaTCHTOB, MMPU3HAKU OXpaHOCl'[OCO6HOCTI/I 1/1306peTe HUA; TOKTpHYHA 3KBUBAJICHTHOCTHU;

TOXKIAECTBEHHOCTH [TATEHTOB; IIPUHYANTEIbHBIC JIMIEH3UH; OPUTHHA bHBIE (pe()epeHTHBIE) U BOCIIPOU3BEICHHbIC

JICKAapCTBCHHBIC MPETIapaThl; JHPKCHCPUKU,; DOKBUBAJICHTHBIC IIPU3HAKN I/ISOGpCTeHHH; OMODKBHUBAJIEHTHOCTH

Introduction

Finding a balance between the interests of the
society, state and a right holder is one of the fun-
damental tasks of patent law. Such a confrontation
is the most noticeable in the sphere of pharmaceu-
tics. At the current stage, this fundamental conflict
has intensified due to sanction restrictions, rapid
development of science and technology, and public
discussion concerning the termination of protection
of important achievements in the sphere of health-
care and medicine. On the one hand, there is a
great consumer interest in increasing availability of

123

drugs. On the other hand, the process of creation
and commercialization of new drugs is rather ex-
pensive and time consuming. And these are the
problems existing not only in Russia, but world-
wide.

Herein the producers, who are patent rights
holders, claim about impossibility to implement
the most ambitious and expensive ideas with the
aim to preserve the mankind’s health, but in the
absence of a guaranteed monopoly on the use of
the development it is impossible to attract foreign
investment in the pharmaceutical industry [30].
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W3 storo cnenyer, uto mpasoobianarenu 3a-
WHTEPECOBAHbI B MOJYYCHUH HAWOOJIee HMIMPOKOrO
o0bema mpaB I IMOBBINICHWS HEHHOCTHU HMCKIIIO-
YUTCJIIBHOI'0O IipaBa KaK TaKOBOI'O. B 1o xe BpEMs
®AC Poccun paszpaborasia u mnpejacraBuia Ha 00-
LIECTBEHHOE O0CYXKIEHUE 3aKOHOIIPOEKT O Mexa-
HU3ME MNPUHYAUTCIBHOI'O JIMOCH3UPOBAHUA, I10-
3BOJISIIOIEIO KOIMPOBATh Ipenaparsl Oe3 corv a-
cus obnajarens mareHra. «Xody ele pa3 Hamo M-
HUTH, UYTO HaAllla MHUIMATHUBA KaCacCTCA TOJIBKO JI €-
KapcTB. Takasi HOpMa €CTh B pa3BUTHIX roCynapc T-
Bax, B ToM uncie u B ctpanax bPUKC. Mp1 xotum
cpaborats Ha omepexeHue. Korma mnpousoiiner
Takasi CUTyallUs, YTO MHOCTPAHHBIA (hapMITPOU3-
BOAUTCIIb OTKAXETCA INOCTABJIATH JICKAPCTBCHHBIC
cpencrBa Ha Tteppuropuro Poccuiickoit @enepa-
LMY, IPUHUMATh KaKUe-TO perieHus OyneT Io3 -
HO. MBI X0TUM 3alllUTUTh HAIIMX T'paXaaH OT BO3-
HHUKHOBEHMS Takod cuTyanuu. YTo Kacaercs ma-
TeHTooO 1a1aTeield, TO IJIsI HUX HUKAKHX OIIacH O-
creii me Oymer»', — 3assun W. FO. Apremben
Ha coBMecTHOM 3acenanuu MAC Poccun u npe3u-
muyma «Omnopa Poccumy.

IToka cynp0a 3aKOHOIIPOEKTa HE BIIOJIHE SICHA.
OpHako, TOCKOJNBKY 3HAuYUMbIE CyneOHbIE merna
YK€ paccMaTpuBalOTCS B CyAax, a B JIOKTpUHE
JaHHBINA BOMPOC HE HAIIET CBOETO OTPaXKEHHS, T10-
naraeM HEOOXOAMMBIM pPacCMOTpPETh HOPMBI, Ha
KOTOpBIE MOXKET ONHUCAThCS IOPUANYECKOE CO0O 0-
LIECTBO NP PELICHUH CIOKHEHIIMX BOIPOCOB
MaTEeHTHOTO TIpaBa: pa3pelieHne KOTU3NN MEKTY
MaTCHTaM U NPUMCEHCHUC IIpaBUJI MPUHYIUTCIIb-
HOI'O JIMIICH3WPOBaHUA. HpI/I 3TOM MBI UCXOJIHUM U3
BepHoro 3asasiieHus JI. JI. Kupuii, 3amecrurens
pykoBoauTenst Pocriarenrta: «3amuyTa HHTEIJIEKT y-
aJbHONH COOCTBEHHOCTH OJMHAKOBO HYXKHA Kak
OTCUCCTBCHHBIM KOMITAaHHAM, KOTOPBIC XOTAT BbI M-
TH Ha POCCUNCKUNA U MUPOBBIEC PBIHKH, TaK U UHO-
CTPaHHBIM, OCYLISCTBIISIFOIIUM TpaHchep TEXHO-
JIOTHiDY”,

B T0 e Bpems B cdepe dapmaneBTuku J10-
BOJIbBHO YaCTO IPOUCXOAWUT KOJIJIM3UA ITaTCHTOB,
KOoraa OXpaHHBLIC JTOKYMCEHTBI IO CYTU BbIAAHBI B
OTHOIICHHU OOHOI'0 M TOI0 X€ TEXHHUYCCKOIO P C-
medust. M1 B 3ToM BUAUTCS 0c00ast CII0KHOCTE BO3-
HUKAIOUUX CIIOPHBIX CUTYallUi.

" https://fas.gov.ru/publications/438.

OkerepTsl  0003HAYMIM HPOOIEMBI B OONACTH  3aIUTHI
UHTEIUICKTYaJIbHOH ~ COOCTBEHHOCTH ~ Ha  (hapMpbIHKE.
URL: https://gmpnews.ru/2018/02/eksperty-oboznachili-prob
lemy-v-oblasti-zashhity-intellektualnoj-sobstvennosti-na-farm-
rynke (mara obpamenus: 20.07.2018).
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I[OKTpHHa 3KBHBAJTCHTHOCTH
1 KOJVIM3US MATEHTHBIX IIPpaB

Cormnacao 1. 1 ct1. 1358 I'K P®, u3obperenue,
roJyie3Hasi MoJeNlb, MPOMBIIIICHHBIN o0paser, uc-
MOJIb30BaHME KOTOPHIX B MPOMYKTE WM criocode
HEBO3MO)KHO 0€3 WCIOJIb30BaHMs OXPaHsSEMbIX
MaTeHTOM M HMEIoIIe Ooiee paHHUN MPUOPUTET
JPYroro U300peTeHus], PYrod MoNe3HOH MOJenn
WM JIPYrOro MPOMBIIIIEHHOrO 00pasiia, COOTBET-
CTBEHHO SBISIFOTCS 3aBUCHMBIM H300pETCHHEM,
3aBUCUMOM IOJIE3HOM MOJIEJIBIO, 3aBUCHUMBIM IIPO-
MBIIUIEHHBIM 00pa3ioM. Kak BepHO TOKa3bIBaeT
3. I1. I'aBpuIiioB, «HCIIONB30BAaHHE OIHOTO OXP a-
HSIEMOTO OOBEKTa SIBIISIETCS OJHOBPEMEHHO W HC-
MOJIb30BAHMEM JIPYTOro (JIPYTHX) OXpaHsSEeMOro
oObekTa» [4]. Takoe monokeHUE BEIICH HE SIBJI Si-
eTCsl PENKOCThIO U MPHUBOAUT K TOMY, UTO JJISl M C-
0JIb30BAHMS JIFOOOT0 yKa3aHHOI'O 00beKTa Tpedy-
ercsl corvylacHe BIAJENbIEB BCEX OXPAHHBIX JOKY-
MEHTOB (IIaTEHTOB), & MPHU OTCYTCTBUHU COTTIACHS
WCIOJIb30BAHNE HCKIIIOUMTENIFHOTO TpaBa HEBO3-
MOXKHO, OHO «mapanuzyercs». [Ipu atom «mapanu-
30BaHHBIMU» OKa3bIBAIOTCS BCE MATEHTHI HE3aBH-
CHUMO OT JaT MX HPUOPHUTETa, B TOM YHCIE U TOT
[IaTE€HT, KOTOPbIH MMEET CaMblil PaHHHUN IPUOpPHU-
TeT [4].

VY4uuThIBas, 4TO BO MHOTUX CIy4asX MaTCHTHI
Ha COOTBETCTBYIOIIHME PEIIEHHUS BBIJAIOTCS KOHKY-
peHTaM, 3aKOHONATENbCTBO OCTPO HYXKIAETCA B
MEXaHHM3ME pEeIIeHUsI MPOOJIEMbl KOJIM3UHM H a-
3BaHHBIX MATEHTOB. I 37eCh B MPaKTUKE MPHHSATO
oOparmmaTbcst K Tak Ha3bIBAEMOMW JIOKTPHHE DKBHBa-
JIEHTHOCTH (WJI JOKTPUHE YKBUBAICHTOB [32]).

[IpoGiieme ycTaHOBIEHUS KBUBAJICHTHOCTH
MPHU3HAKOB HCIONB3yeMOro OObEKTa M TEXHUY e-
CKOTO peIIeHHs, OXPaHSIEeMOro MaTeHTOM Ha W3 O-
OpereHue, TOCBsIEHA B TOCIEAHEE BpPEMs J10-
BOJILHO OOIIMpPHAS JTUCKYCCHS. DTO OOYCIIOBJICHO
psiiom daxropoB. Tak, yBenu4MBaeTcs: KOIHYEC T-
BO JIeJ, CBA3aHHBIX C 3alIUTOM HapyIIEHHBIX Ta-
TEHTHBIX TIPaB, pa3pelieHre KOTOPhIX OCYIIECTB-
JIieTCsl ¢ MPUBIIEYEHHEM TaK Ha3bIBAEMOTO MPaBH-
nma 00 SKBUBAJCHTHBIX Npu3Hakax. Kpome Toro,
KaK OTMEYaroT 3KCIIePThl, POCCHUIICKasi MaTeHTHas
JKCIepTH3a B IEJIOM TATOTE€ET K OrpPaHHYCHHIO
o0bema 3asBICHHOTO M300pETEeHUs JUIb TOW Ya-
CTBIO, KOTOpasi Obula (DAaKTHUECKH HCCIIEIOBaHA
3asBUTENIEM M MOATBEpKJIeHA MPHUMEpaMH OCyIle-
cTBIIeHUs n300perenus [9, c. 21]. Xapakrepucruka
KaKoro-1u00 MpH3HaKa 3asBICHHOTO MPOIYKTa Ha
(YHKIIMOHAIEHOM YPOBHE BCTpEYaeT, KaK MpaBH-

Sannikova L. V., Kharitonova Yu. S.

That means that right holders are interested in
receiving a broader scope of rights in order to in-
crease the value of exclusive right as such. At the
same time, the Federal Antimonopoly Service of
Russia (here and after referred as the FAS of Rus-
sia) created and submitted for public discussion a
draft law concerning compulsory licensing me-
chanism allowing one to copy drugs without the
patent holder’s agreement. “I would like to remind
one more time that our draft concerns only drugs.
There is such a regulation in developed countries,
including the BRICS countries. We want to be
ahead of this. In a situation when foreign pharma-
ceutical manufacturers refuse to supply medicines
to the territory of the Russian Federation, it will be
too late to make any decisions. Our aim is to pro-
tect our citizens from such situations. As for patent
holders, there will not be any danger for them”™', —
stated Artemyev during the joint meeting of the
FAS of Russia and “Opora Russia” panel.

Unfortunately, there is still no any clear in-
formation on the draft law. However, while signif-
icant cases are already being tried by the courts
and there are no any regulations on this issue in the
doctrine, we believe it’s essential to consider regu-
lations applied by legal community during solving
the most difficult problems of patent law such as
resolving the conflict between patents and applica-
tion of the rules of compulsory licensing. At the
same time, we are guided by the proper statement
of L.L. Kirly, Deputy Head of Rospatent, who
said: “The protection of intellectual property is
equally required for both Russian companies which
want to join Russian and international market, and
foreign companies which provide technologies
transfer™”.

Meanwhile there is often a conflict in the
sphere of pharmaceutics, when the titles of protec-
tion are granted in respect of the same technical
solutions. This is the main difficulty of the con-
flicts arising.

! Available at: https:/fas.gov.ru/publications/438

% The experts determined problems in the field of intellectual pro-
perty protection in the pharmaceutical market. Available at:
https://gmpnews.ru/2018/02/eksperty-oboznachili-problemy-v-
oblasti-zashhity-intellektualnoj-sobstvennosti-na-farmrynke.
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The Doctrine of Equivalents
and the Conflict of Patent Rights

Under Clause 1 of Article 1358 of Russian
Civil Code, an invention, utility model or industrial
design using of which in a product or method is
impossible without using another invention, utility
model or industrial design protected by a patent
and having an earlier priority shall be considered a
dependent invention, dependent utility model and
dependent industrial design. As E. P. Gavrilov
noted, the use of one protected item is at the same
time the use of the other protected item (items)”
[4]. This happens rather often and leads to the situ-
ation when the consent of all the patent holders is
required for using any of the stated items, and in
the absence of the consent the use of the exclusive
right is not possible, it is “paralyzed”. At the same
time, all patents are “paralyzed” regardless of their
priority dates, which also refers to the patent that
has the earliest priority [4].

Taking into account that patents on the rele-
vant solutions are often given to competitors, a
special mechanism to resolve problem of conflicts
between these patents is desperately required by
legislation. In practice, in such cases it is customa-
ry to refer to the so-called equivalency doctrine (or
the doctrine of equivalents [32]).

Nowadays, rather broad discussions are de-
voted to the problem of establishing equivalency
of the features of the item used and the technical
solution protected by the patent on invention.
This is due to several factors. There is an increase
in the number of cases concerning infringement
of patent rights, which are tried with the applica-
tion of so-called rule of equivalent features. What
is more, as for the experts, Russian patent exami-
nation generally tends to limit the scope of the
claimed invention to the part which was de facto
researched by the applicant and confirmed by the
embodiments of the invention [9, p. 21]. Namely,
characterization of any feature of the claimed

product at the functional level meets, as a rule,



3au4uma npae namenmoobraoamernet npu KOJau3uu nameHmos ...

Protection of Patent Holders’ Rights under a Conflict of Drug Patents ...

JI0, BO3PAXKECHUS HKCIIEPTOB, €CIIM B IpUMepax Qpu-
rypupyeT juiib ogHa Gopma (WM Jaxe JBE) ero
KOHKpETHOW peanu3anuu. BrioueHue B popmyiy
n3o00pereHns (B HE3aBHCHUMBIM MYHKT) 3TOW KOH-
KpeTHOU (hOPMBI 3aBEIOMO CO3JIAeT MPEANOCHUIKH
HEOOXOMMMOCTH OOpaIIeHusI K MPaBIIy 00 JKBH-
BaJICHTHOM 3aMe€He NMPU3HAKOB MPH yCTAHOBJICHUH
(bakTa MCTIONB30BAHUS N300PETEHUS.

B orcyrcTBHE MpSIMOro 3aKperieHus B 3aKOHE
MOHATHS SKBUBAJEHTHOTO INMPU3HAKA HEPEAKU CHU-
Tyallly, KOTJla YYaCTHUKH T'Pa)JIaHCKOro 000poTa
HE COIIaCHBI C MPUMEHEHHEM COOTBETCTBYIOIIEH
JTOKTPUHBI JJISl pACCMOTPEHUS CIIOpa M BHIHECEHUS
perieHusl.

Hampumep, 3asBisrorcs TpeboBaHusS O He-
MPUMEHEHUH SKCIEPTHOTO 3aKIIOYEHHS B CBS3U
C HeOOOCHOBAHHOCTHIO, MOCKOIBKY BBIBOZBI B HEM
OIMPAIOTCS UCKITIOYUTENIHHO Ha JOKTPUHY SKBUBA-
JICHTHOCTH, YTO, 10 MHEHHIO OTBETYMKa, BOOOIIE
MIPUBOANT K TOMY, YTO CIIOPHOE HM300pETEeHHE HE
COOTBETCTBYET YCJIOBHSIM MAaTEHTOCIOCOOHOCTH —
«HOBH3HA» U «H300pETaTeIbCKHil yPOBEHDY .

Crnemyer OTMETHTH, YTO B 3apy0 eXHOW IOK-
TPUHE DKBUBAJICHTHOCTH TEPMHH <«OKBHBAJICHT-
HOCTB» TPHUMEHSIOT, KOTAa IOJaraloT, 4To IIp O-
IYKT WU CIOCOO SKBMBAJICHTHBI 3allaTeHTOBAaH-
HOMY OOBEKTY M300peTeHHs, a OIleHKa HKBHBa-
JICHTHOCTH SIBJIAETCSI MPEIMETOM criopa (Jokasa-
TEIHCTBA) B CYIIE.

Ora noktpuHa OblTa BhIpabOTaHa cylaMud H
Oblla M3HAYAJILHO HATNpaBJICHa Ha MPEIOTBpAIlle-
HH€ HEIPaBOMEPHOTO MCIIOIb30BAaHUs OXpaHsIeM O-
ro 00beKTa MyTeM BHECEHUS B HEro HEeCyIleCTBEH-
HBIX U3MEHEHUU. [Ipu npuMeHeHun AOKTPUHBI JK-
BHUBAJICHTHOCTH CyJ] HE OTpaHHYUBaeTcs OyKBaJ b-
HBIM TOJNKOBaHUEM (DOpMYIBI M300peT eHHs, TeM
cambIM pacupsasa chepy neiictsus marenta [31].

Cynet CIHIA st ompenenceHusl 3KBUBAJICH T-
HOCTHU HCIIOJIB3YET TECT, U3BECTHBIN KaK TPOHHOU
(OYHKIHUU-TTYTH-
pe3ynbTaTta: ecid JBa YCTPOWCTBA BBIMOIHSIOT
OIHY U Ty K€ paloTy IO CYIIECTBY OJUHAKOBO U
BBITIOTHSIOT MPAKTHYECKN OIMHAKOBBIN pe3yJbTar,

uAeHTH(PHUKATOD WM  TecT

OHU OIMHAKOBHI [27]. DTH BOMPOCH B TMOCIEAHEE
BpEMsI PACCMaTPHUBAIOTCS C YU€TOM TOro, 100MBa JI-
Csl JIM TTaTEHTO00Ma1aTelb TOro, YTOOBI COOTBETC T-
BYIOHII/II‘/‘I IMYHKT CTaJl CYHICCTBCHHBIM ITYHKTOM
(dbopMynbl. DJIeMEHTHI 3araTeHTOBAHHOTO H300 pe-
TCHUA NOJDKHBI UMCTh CYHICCTBCHHBIC 5KBHBAJICH-

" Cm.: mocranoBnenre Cyna Mo HHTEUIEKTYaTBHEIM TIPaBaM
ot 17.10.2018 Ne C01-865/2018 no nemy Ne A73-14482/2017.
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ThI B HOBOM M306perennu’. CIIel0BATEIbHO, SKBH-
BaJICHTHOCTh TPU3HAETCS B TeX CIydasx, Koraa
JIBa KOMITOHEHTA NMPU3HAHBI B3aUMO3aMEHSIEMBIMHU
B JJAaHHOW 00JacTH.

JlokTpriHa SKBHBAJIEHTHOCTH IPUMEHSIETCS
1 B €BPOIECICKUX CTpaHax, B YaCTHOCTU B l'epma-
Huu: «O0nacTh oxpaHsl nareHToM 1o [lareHTHOMY
3akoHy ['epmannn 1981 r. pacmpocrpansiercs, Kak
MpaBWJIO, HAa DKBUBAJCHTHl HM300pETEHHs, OXpa-
HAeMOro (QOopMyIol H300peTeHHs, W BKIIOYAET
B cebsl pemieHusi, KOTOpble CPEAHUN CIEeHaInCT
B IaHHOH O0JaCTH MOXKET MPHU3HATH HWMEIONUMU
Takoh ke dPQEeKT Ha OCHOBaHWUHM CBOMX Ipodec-
CHOHAJIbHBIX 3HAHWW M aHaNM3a W300pETEeHHs, OXa-
pakTepru3oBaHHOro B (hopmysie n3oodpereHus» [22].

OKBHUBAJICHTHOW CUMTAETCS 3aMEHa MpU3HaKa
WK TIPU3HAKOB, YKa3aHHBIX B (OpMYIie U300peT e-
HUSI, €CITU CYIIHOCTh 3TOr0 M300peTeHHs He MEHSI-
ercsl, TOCTUTAETCs TaKol ke pe3yabTar, a CpesicT-
Ba BBITIOJTHEHHS 3aMEHBl — PAaBHOILIEHHBIE, N3BECT-
HBIC B JIAHHOM 00JIACTH.

B cuny nonoxenuii EBporielickoil mareHTHON
KOHBEHIIMU B LIEJSIX ONMPEACTICHHs CTENEHHU 3allH-
Thl, IPEIOCTABISEMON EBPONECHCKUM HaTEHTOM,
JIOJKHBIM 00pa3oM yUYHTHIBACTCS JIFOOON JJIEMEHT,
KOTOPBIA DKBUBAJICHTEH D3JEMEHTY, YKa3aHHOMY
B (popmyre n3obperenus.

B poccuiickoM nareHTOM IpaBe MpeAcTaBie-
chopMUPOBAIOCH
TIOJ] BIUSTHUEM MHCTPYKIUN COBETCKOIO IMEepHosa.

HUe 00  OKBUBAJICHTHOCTU
B MHCcTpykumyn 1o rocygapCTBEHHOHW — HAy4HO-
TEXHUYECKON 3KcrepTu3e m3o0pereHuit No 33-2-
74 ot 13 nexaOpst 1973 1. yka3piBaercsi: « IKBHBA-
JICHTHBIMHU TIpU3HAKaMHU HAa3bIBAIOTCSA TPU3HAKH,
COBIAIAIONINE IO BBHIMOMHSIEMOH (DYHKIIUU U TIO
JocturaeMoMmy pesynbTary. llpm ompenenenun
SKBHUBAJEHTHOCTH TPHU3HAKOB MPUHUMAETCS BO
BHMMaHHUE MX B3aMMO3aMEHSIEMOCTh, T. €. TpHU3Ha-
KU, BBIOJTHSIOIINE OIMHAKOBYIO (DYHKITUIO, MOT'YT
OTIMYaThCs Mo (opMe BBITOTHEHHS (IO KOHCT-
PYKLIHH, IO TEXHOJOTHU WJIM TI0 MaTepuaiy)».
Taxke B coBerckoe Bpemsi Obuta mpuHsiTa WHCT-
PYKLIHS O TIOPSJIKE BBITUIATHI BO3HATPAXKICHUS 32
OTKPBITHS, HM300pETEHHs] W PAIMOHAIH3aTOPCKUE
npeiokenuss 1974 r., KOTOpoi orpaHHYMBaiCS
KPYT SKBHBAJIECHTHBIX IMPHU3HAKOB JIUIIb «HU3BECT-
HBIMU B JAHHOM oOnacTw». XOTd B JajbHEHIIEM

2 Carter A., Harris G. UK Supreme Court introduces doctrine
of equivalents in patent law in Actavis v Lilly //
https://www.lexology.com/library/detail.aspx?g=0669¢524 -

€9¢3-43¢9-95cf-dbecc7{8baeb (mara obparmenus: 20.07.2018).

objections of experts if there are only one or two
forms of its concrete embodiment in the examples.
Inclusion of these concrete forms in the application
of the invention (in the independent claim) ob-
viously creates conditions for the necessary appli-
cation of the rule of equivalent replacement of fea-
tures when determining the fact of use of the in-
vention.

In the absence of direct consolidation of the
concept of an equivalent feature in the law, there
occur situations when the parties of civil relation-
ships disagree with the application of this doctrine
for resolving the dispute and making the decision.

For example, there are claims for the non-use
of an expert opinion on the grounds of its being
unsubstantiated as the conclusions therein are
based solely on the doctrine of equivalence that, in
the opinion of the defendant, generally leads to the
fact that the disputed invention does not meet the
conditions of patentability such as “novelty” and
“inventive step” (See: Judgment of the Intellectual
property rights Court of October 17, 2018 No.
CO01 865/2018 case No. A73-14482/2017).

It should be noted that in the foreign doctrine
of equivalents, the term “equivalence” is used
when it is assumed that the product or method are
equivalent to the patented item of the invention,
and the analysis of equivalence is the subject mat-
ter of dispute (evidence) in the court.

This doctrine was developed by the courts and
was initially aimed to prevent the improper use of
the protected item by making little amendments to
it. During application of the doctrine of equiva-
lence, the court is not limited by a literal interpreta-
tion of the invention claims, and thereby extends
the scope of the patent [31].

The U.S. courts use a test known as a triple
identifier test or function-method-result test to de-
termine equivalence: if two devices essentially per-
form the same functions and conducts almost to the
same result, they are the same [27]. These issues
have recently been studied considering whether the
patent holder has sought the relevant claim to be-
come an essential claim. The elements of the pa-
tented invention shall have essential equivalents in
the new invention'. Therefore, equivalence is rec-

! Carter A., Harris G. UK Supreme Court introduces doctrine
of equivalents in patent law in Actavis v Eli Lilly. Available
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ognized when two components are found to be in-
terchangeable in this field.

The doctrine of equivalents is also applied
in European countries, in particular in Germany:
“Under the German Patent law of 1981, the
scope of patent protection is spread, as a rule, to
the equivalents of the invention protected by the
claim of the invention, and includes solutions
that can be recognized as having the same effect
by the average experts in the field, who rely on
their professional knowledge and on the analysis
of the invention described in the claim of the
invention” [22].

In Russian patent law, the view on equiva-
lence was formed under the influence of the regu-
lations during the Soviet period. The Instruction
regulating the state scientific and technical exami-
nation of inventions No. EZ-2-74 of December 13,
1973 specifies: “the features matching by the per-
formed function and the achieved result are called
equivalent features. When determining the equiva-
lence of features, their replacement is taken into
attention, i.e. features that perform the same func-
tion may differ in the form of performance (by de-
sign, technology or material)”.

The replacement of a feature or features in the
claim of the invention is equivalent if the essence
of the invention does not change, the same result is
achieved, and the means of performing the re-
placement are changed to the equivalent ones,
known in the field.

According to the provisions of European Pa-
tent Convention for the purpose of determining the
extent of protection conferred by a European pa-
tent, due account shall be taken of any element
which is equivalent to an element specified in the
claim.

Also, in the Soviet period there was an in-
struction of 1974 describing the procedure for
payment of remuneration for discoveries, inven-
tions and rational proposals, where the range
of equivalent features was restricted only
to the ones “known in this field”. However, later

at: https://www.lexology.conVlibrary/detail.aspx?g= 0669¢524
-c9¢3-43¢9-95cf-dbecc7{8baeb
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6onee mo3muuii IlatenTHwIil 3akoH Poccuiickoit
Odenepanun ot 23 ceHtssOps1992 r. Ne 3517-1 ta-
KOT'O OTPAaHWYEHHUS y)KE HE COIepIKall.

Uzo0pereHre WM none3Hass Mojiesb MpU3Ha-
FOTCS HCTIONIB30BAHHBIME B MPOMYKTE WIIH CITOCO0E,
€CIIU MPOIYKT COJIEPIKUT, & B CIIOCOOE HMCIONB30-
BaH KaXXJIbI MPU3HAK U300pETEHUS WITU MTOJIE3HOM
MOJICTH, TPHUBEICHHBII B HE3aBUCUMOM ITyHKTE
cojieprKaleiicss B maTeHTe GopMyIbl H300peTeHHs
WK TIOJIE3HOM MOJeNd, MO0 TpH3HAK, DKBUBA-
JICHTHBIA €My M CTaBIIMI M3BECTHHIM B KayeCTBE
TaKOBOTO B JaHHOW 00JaCTH TEXHUKH IO CBEPIII e-
HUSI B OTHOIICHWU COOTBETCTBYIOIIETO MPOMYKTA
WK crioco0a JeicTBUI 10 UX MCIOJIb30BaHUIO, HE
3anpenieHHbIX 3aKOHOM.

B Poccun 6pu1 mpunst TOCT P 55386-2012
«MaTennexTyanbHass cOOCTBEHHOCTh. TepMHUHBI U
OTIpeJIeNIEHNUsI», B KOTOPOM OBLIO JTAaHO OIpErnen e-
HHE DKBHUBAJICHTHOTO MPHU3HAKA KaK MPU3HAKA U30-
OpeTeHus] WK TOJIE3HON MOJIeNH, PaBHO3HAYHOTO
(TOXIIECTBEHHOTO) TPH OIPENETCHHBIX YCIOBH X
MPU3HAKY JPYTOr0 OXPAaHSEMOTO0 TEXHUYECKOTO
pEIIeHM S, BBITIOMHSIONMIETO Ty JK€ (DYHKITHIO C O H-
HaKOBBIM PE3yJAbTAaTOM W CTaBIIETO W3BECTHBHIM B
Ka4eCTBE TAKOBOTO B JAHHOW OOIACTH TEXHUKH IO
COBEPINICHUSI B OTHOIIECHHU COOTBETCTBYIOIIETO
MPOAYKTa UM CIIoco0a JeWCTBUN O MX HCIONb-
30BaHUIO.

B Ha3BaHHOM JOKYMEHTE TaK)Ke yYKa3aHO, YTO
Teopusl (IIOKTpPWHA) DKBUBAJICHTOB — 3TO U €CTh
yVUEHHUE, OMPEACIIONIee MPUHITUIBEI U IIPaBIIIA
YCTaHOBJICHUSI 0ObeMa IPABOBON OXpaHbl U HC-
MOJIb30BAHUST  MCKITIOUUTCIBHBIX  (MMYIIICCTBCH-
HBIX) MPaB W UX MPUMEHCHHSI B MMATEHTHOM IpaBe
MIPH 3aMIUTE OT HEAOOPOCOBECTHON KOHKYPEHITHH.

[Ipu >TOM HENB3ST HE OTMETUTH, YTO JOKTPHUHA
SKBUBAJICHTHOCTH HE HAIUIa IIMPOKOTO MPUMEH e-
HUSA B OTE€UECTBEHHOW cynaeOHOW mpakTuke. B cy-
JNEOHBIX aKTaX BOMPOC 00 SKBHBAJICHTHOCTH IPH-
3HAKOB, KaK IPaBHJIO, CAMOCTOSTENFHO HE pac-
cmatpuBaercsa. Cyapl JTUITH KOHCTATUPYIOT Ha -
YHE WM OTCYTCTBHE «ONMHAKOBBIX (JIMOO PKBHBa-
JIGHTHBIX) TIPU3HAKOBY», HEPEIKO CTaBs BOIPOC
0 HAJIMYUU TaKUX MPU3HAKOB TEPE]] IKCIIEPTAMUA —
CIeIMaIuCcTaMi B TOH WM WHON 00JacTH Hayd-
HBIX 3HaHWI'. BMecTe ¢ TeM OMBIT 3apyOeKHBIX
CTpaH TIOKA3bIBACT, UYTO MPU3HAHUEC TPU3HAKOB
SKBUBAJICHTHBIMH

OTHOCHUTCHA HNCKIIIOYUTCIBHO

! Cm., Hanpumep: mocraHoBiaeHHe Cyla 10 HHTEIUICKTYAN b-
HbIM 1ipaBaM oT 03.08.2015 mo meiry Ne A40-90149/2011 (na-
nee — [Tocranosnenue ot 03.08.2015 r.).
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K OpeporatmuBe Cyaa, TaK TaKOC NPU3HAHUEC UMCCT
Cyry00 OpUANYECKOe 3HAYCHHE — OIpEIC/ICHNE
IPaHUI] UCKITFOYUTEIBHOTO MpaBa MaTeHTOOOa a-
tens. Ilpu npuHATHH pelieHus cyd MCXOAMT W3
OajlaHca HMHTEPECOB IpaBooOnamarTeiass B Oonee
MOJHOM 3allUTEe ero HMCKIIOYUTEIBHOrO MpaBa U
00IIIeCTBa, CTPEMSIIErocss K CTHMYJIHPOBAHHIO
MHHOBAIMOHHBIX Pa3pabOoTOK.

Pa3pemenne KoJUIM3UM NATEHTHBIX MPaB
Ha N300peTeHNsl B POCCUIICKOM MpaBe

IlpaBa Ha pe3yabTaThl WHTEIEKTYaJIbHOU
JeATEIbHOCTH OTHOCATCS K KaTeropuu abCoroT-
HBIX TIPaB, MOITOMY I10 O0IIEMY TPABUITY CYIIECT-
BOBaHME CaMOCTOATEIBHBIX  HMCKIIOYUTEIbHBIX
MpaB Ha OAMH M TOT K€ PE3yabTaT HMHTEIJIEKT Y-
aJBHOM NEATENFHOCTH HE JIOMYCTUM, 32 MCKIIIOYe-
HHEM CIly4aeB, NpPSIMO YCTAaHOBIEHHBIX B Ipax-
nmaHcKoM Kopekce Poccuiickoit deneparuu (maniee
— I'K P®). Onn nepeuncnens! B 1. 4 cr. 1229 T'K
P® u He OTHOCATCS K U300PETCHUSIM.

Tem He MeHee Ha TMpaKTHKE BO3MOXHBI CH-
Tyallld, KOTZa MCKJIIOYUTEIbHBIC MpaBa BO3HHK a-
10T Ha OJIHO M TO K€ M300peTeHne, 4To MOATBEP-
JKTAETCS MHOTOYHCIEHHBIMH TPUMEpaMu W3 Cy-
neOHol npakTuky. [Ipyu 3TOM 04eBUIHO BO3HUKAET
KOJUTM3USI TIATEHTHBIX TIpaB, T.€. HCIIOIb30BaHHE
OXpaHsieMoro oObEKTa OJHUM TaTeHTO00NaaT e-
JIeM HapyllaeT HCKIIOUMTENbHbIE TpaBa APYroro
MaTeHTo00 aKaTessl. Y Ka)I0ro mpaBoodiaiaTess
€CTh TPaBO Ha WCIOIb30BAHUE H300pETECHUS, U
Kbl M3 oOjajarenedl BIpaBe TpeOOBaTh OT
TPEThUX JIUI TIPEKPATUTh HApYLIEHUE €ro MCKIIO-
YUTEIBHBIX TIPaB.

ComntacHo Bbimeo0o3HaueHHOMy ['OCTy 3 k-
BHUBAJICHTHOCTh MPOSBIISIETCS Yepe3 Cleaylolue
TIPUHITATIBL:

— OKBUBAJICHTHBIE TPU3HAKH HCCIEIYIOTCS
MIPU UCTOIB30BAHUN OXPAHSIEMOr0 TEXHUYECKOTO
pelieHusl Ha X 3aMEHSEMOCTh B KOHKPETHOM CITy-
yae TIpU PEIIeHUU OIpeaesieHHON 3a7adu ¢ ycTa-
HOBJICHHEM PE3yNIbTaTa TaKol 3aMEHbI;

— DKBUBAJICHTHBIE TNPHU3HAKH TMPHU HCIOIb30-
BaHUH B Pa3IMYHBIX OOTACTSIX TEXHUKH, KaK Tpa-
BHJIO, COXPAHAIOT CBOIO B3aWMO3aMEHSEMOCTh U
MTO3BOJISIIOT JIOCTUYh OMHAKOBOTO PE3yibTaTa;

— HKBUBAJICHTHBIC IPU3HAKA MOTYT OTHOCHUTB-
Ci KaKk K HOBBIM IIpU3HAKaM 3alaTeHTOBAHHOTO
M300peTeHnss WIN TOJIE3HOM MOJIENH, Tak M K H3-
BECTHBIM, B TOM 4YHCJIE€ 3aIIMCAaHHBIM B Ha3BaHUU

Sannikova L. V., Kharitonova Yu. S.

the Patent law of the Russian Federation of
23.09.1992 No. 3517-1 did not already contain
such a restriction.

An invention or utility model shall be deemed
used in a product or process if the product contains
or the process involves each feature of the inven-
tion or utility model stated in an independent claim
contained in the claims for the invention or utility
model, or a feature equivalent thereto that has be-
come known as such in this art prior to perfor-
mance related to the respective product or process
of the actions for their using not prohibited by the
law.

The State Standard (GOST) No. R 55386-
2012 “Intellectual Property. Terms and Defini-
tions”, which was enacted in Russia, contains a
definition of equivalent feature as a feature of in-
vention and utility model which is equivalent
(identical) under certain conditions to the feature
of other protected technical solution that perform
the same function with the same result, and be-
came known as such in the field prior to perfor-
mance related to the respective product or process
of the actions for their using (National Standard of
the Russian Federation GOST R 55386-2012 “In-
tellectual Property. Terms and Definitions”).

In the above-mentioned document it is also
determined that the theory (doctrine) of equivalents
is the doctrine that defines the principles and rules
for determining the scope of legal protection and
use of exclusive (property) rights and their applica-
tion in the patent law protection from unfair com-
petition (National Standard of the Russian Federa-
tion GOST R 55386-2012 “Intellectual Property.
Terms and Definitions”).

It should be noted that the doctrine of equiva-
lents has not been broadly applied in domestic
judicial practice. In judgments the issue about
equivalence of features, as a rule, is not considered
independently. The courts only conclude the pres-
ence or absence of “identical (or equivalent) fea-
tures”; the question about the presence of such fea-
tures by the way is transferred to the experts, who
are specialists in a particular field of scientific
knowledge (See for example the Judgment of the
Intellectual property rights Court of August 3,
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2015, case No. A40-90149/2011). At the same
time, the experience of foreign countries shows
that determination of features as equivalent be-
longs exclusively to the court’s sole discretion,
because such a determination has a purely legal
sense which is the determining of the scope of the
exclusive right of the patent holder. When making
a judgment, the court considers the balance of the
right holder’s interests for full protection of exclu-
sive right and of the society seeking to stimulate

innovation.

Resolution of Conflicts of Patent Rights for
Inventions in Russian Law

Intellectual property rights refer to the catego-
ry of absolute rights, therefore, as a rule, several
independent exclusive rights to the same intellec-
tual property are not possible, except in cases di-
rectly provided in the Civil Code of the Russian
Federation (hereinafter — the Civil Code). They are
listed in Clause 4 of Article 1229 of the Civil Code
and are not applied to inventions.

Nevertheless, in practice, there may be situa-
tions when exclusive rights arise for the same in-
vention, as evidenced by many examples from
judicial practice. In this case, there is a conflict of
patent rights, i.e. the use of the protected item by
one patent holder infringes the exclusive rights of
another patent holder. Each holder has the right to
use the invention and each of the holders has the
right to require from third parties to cease the in-
fringement of his exclusive rights.

As per the abovementioned State Standard
(GOST), the equivalence is revealed through the
following principles:

— equivalent features are researched when us-
ing a protected technical solution for their re-
placement in a particular case while solving a spe-
cific problem with the determination of the result
of such a replacement;

—equivalent features when used in various
state of the art, as a rule, retain their interchangea-
bility and allow to achieve the same result;

—equivalent features can refer to both new
features of the patented invention or utility model,
and known features, including those recorded in
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TAKOro TCXHUYCCKOI'O PCIICH U 1 ONPCACITIAOIINM
ero Ha3HA4YCHHE;

— DKBHBAJICHTHOU B HCKOTOPLIX ClIy4asaxX MO-
KET CHUTATHECA COBOKYITHOCTDH ITPU3HAKOB, KOTOpast
OTIIMYaeTcss OT (POPMYIBI 3araTeHTOBAHHOIO TE X-
HHUYCCKOT'0 pCHICHUA OTCYTCTBHUEM OJHOI'O M3 IIp U-
3HAKOB, €CJIM DTO HE BIMSCT Ha PEe3yNbTar, oIp e-
JETISIFOIIU T CYITHOCTh TEXHUYECKOTO PELICHUSI.

B . 1 ct. 1397 'K P® nomyckaercs BO3MOXK-
HOCTh KOJUIM3UU NATEHTHBIX IpaB B Ciydae Cylle-
CTBOBAaHUsA eBpa3HI710KOFO nareHTa M narenra Poc-
cuiickoii Denepanuy Ha HAESHTHYHOE H300peTe-
HHUEC, UMCIOINUX OJHY M Ty XC AaTy IPUOPHUTCTA.
[Tpu 5TOM B HOpPME COJEPIKUTCS JIMIIb TPeOOBAHHE
HCIIONIB30BAHMST TAKOTO M300pETEHUsI C COOIIIOT e-
HUEM IpaB BCEX TaTeHTooONanareneii, Ho Mexa-
HU3M pa3penieHus] KOH(PIUKTa MEXy MareHToo O-
JaIaTens MU He TIPEIyCMOTpPEH.

IIpaBuna pa3zpelieHuss KOUIM3UU TaTEeHTHBIX
npas B I'paxganckom konekce PD npeny cmorpe-
HBI TOJIBKO IJId IIO3UIIMKM CTOJIKHOBCHHS IIaTCHTA
Ha TMepBOHAYATBHOE M300peTeHne ¢ bonee paHHeH
JIaTON MPUOpUTETa U MATeHTa Ha 3aBHCHMOE H30-
OpereHue ¢ Oosiee MO3AHEH JaTOi MPHOPUTETA.

Comnacho 1.1 c1. 1358.1 'K P®, nzobperenue,
HCITONIb30BaHNE KOTOPOTO B MPOIYKTE MM CIIOco0e
HEBO3MOXKHO 0€3 HMCIONB30BaHMsI OXPaHSIEMOro I1a-
TEHTOM W HMEIomero Oojiee paHHUN MPHOPUTET
JPYroro M300peTeHusi, SIBISICTCSI 3aBUCHMBIM H30-
operennem. Crieyer MoAuepKHYTh, YTO 3aBUCHMOE
n3o0peTeHre o0lasaeT BCEMH TPH3HAKAMU MAaTEH-
TOCTIOCOOHOCTH, W TIPESKIEe BCEro HOBU3HOW. Kak
ormeyaer /[I. B. Myp3uH, «B 3aBUCUMOM OOBEKTE
00513aTENbHO TPUCYTCTBYIOT W JOMOJHUTEIHHBIC
MPU3HAKH, KOTOPBIX HET B OCHOBHOM M300pETECHHH,
HO KOTOPBIC IMO3BOJIAIOT T'OBOPHUTH O HOBU3HC 3aB M-
cuMoro uzobperenus» [7, ¢. 73].

ITo cBoeil cytn 3aBucuMoe u300peTeHue sB-
JSieTCsl  YCOBEPIICHCTBOBAHMEM 0OoJiee paHHero,
«TepBOHAYaILHOrOY», u300pereHus. [lostomy Ba-
JKEH TIPaBWIBHBIA OajaHC MEXKIy WHTEpecaMH Ia-
TEHTOOOIa [aTelNell TepBOHAYAIBHOTO U 3aBUCHM O-
ro u300peTeHus], 4TOOBI, HE JIMIIAS 3aIUThI TATCH-
Ta ¢ Ooee paHHUM TIPUOPUTETOM, CTUMYITUPOBATH
JMaTbHEHIIIMEe WHHOBAIIMOHHBIE Pa3paboOTKU B paM-
Kax 3aBHCHUMOT0 N300peTeHUSI.

B m.2 cr. 1358.1 'K P® 3ampemaercs uc-
0JIb30BaTh 3aBUCUMOE M300peTeHne 0e3 paspelie-
HUS TIPaBOOOJIaaTeNsl MEePBOHAYAILHOIO K300 e-
teaust. ClienoBaTelibHO, 3aKOHOJATENb pa3peliaeTt
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KOJUTU3HUIO TTaTEeHTHBIX TPaB B MOJIb3Y M300pETEHUS
¢ Ooree paHHUM TIPUOPUTETOM, T. €. IO TPHHIHITY
«CTapIIMHCTBA TPaBy», KOTOpPOe OBLIO MCIOJIB30Ba-
HO B 3aBHCHUMOM H300pereHuH. OHAKO HMCKITIOY U-
TENLHOE MPaBO MaTeHToOONIaaTeNsl MepBOHAYAN b-
HOT'O M300pETEHUSI MOXKET OBITh OIPaHUYCHO ITyTEM
BBIJIAYM TIPUHYIUTEIBHON JIMIICH3UN Ha 3aBHCHMOC
nzobperenue (1. 2 cr. 1362 'K PO).

CnoXHOCTh TIpUMeHeHus npaBui cr. 1358.1
I'K P® 3akmrouaercs B TOM, YTO B 3aKOHOJATECI b-
CTBE HE YCTAHOBJICH IMOPSAJOK MPU3HAHUSA H300pe-
TeHHs 3aBHCUMBIM. Kak ykasbiBaercsi B rOpHye-
CKOH JIUTepaType, «B HEKOTOPHIX CTpaHax 3aBUC U-
MOCTh O0OBEKTa yCTaHABIMBAECTCS B XOJE JKCIEP-
TU3bI, & B ONMMCAHUM M TIATEHTHOW I'paMOTe 3aBHU-
CHUMOTO TaTeHTa MPOCTABIISIETCS HOMEpP JOMHHU-
pyIoImero, T. €. paHee BBIJAHHOTO, maTeHTay [12,
c. 97]. B Poccun u3o0pereHue MpU3HAETCS 3aBHU-
CHMBIM JTUOO CaMUMHM MPaBOOOIAATENs MU B CITY-
yae BBIJAUM JIMIIEH3UM TaTeHTooONIagareieM Iep-
BOHA4aJIbHOTO W300peTeHHs B JOOPOBOIBHOM I10-
psizike, 100 CYJIOM MIPH BbIJa4Ye MPUHYIUTEITBHON
JIAIICH3WH Ha 3aBHCHMOE m300pereHue (Im. 2 CT.
1362 T'K P®). B cBsi3u ¢ 3TUM MOXHO CII€TaTh BBI-
BOJI, YTO H300pETEHHE MOXET OBbITh KBaIU(HIIH-
POBaHO KaK 3aBUCHMMOE TOJIHKO C MOMEHTA BBLAAYH
JUIICH3UH MTATEHTOO00IajaTelleM TepBOHAYATBHOTO
n300peTeHus MO0 B JOOPOBOIBHOM, JMOO B MPHU-
HYAUTENbHOM Topsiake. Jlo MOMeHTa BbIauu JIH-
LEH3UH HET OOBbCKTUBHBIX OCHOBAHHMU IJISI TIPH-
3HaHUS U300PETEHUST 3aBUCHMBIM.

Takum obpasom, B ['paskaHckoM Kojekce PD
MPEIYCMOTPEH MEXaHU3M pa3pelieHus] KOJUIN3HH
MaTEHTHBIX TPaB TOJIbKO B OTHOILICHWHW IIEPBOH a-
YallbHBIX M 3aBUCHMBIX nM300peTeHuid. B orHOmIe-
HUW JPYTUX CIy4aeB CYIIECTBYET 3aKOHOIATEN b-
HBIA TPO0eN, KOTOPBI BOCIIONHSIETCS CYICOHOM
[IPAKTUKOM.

OO6miee mpaBmwio, MPUMEHSIEMOE B CIydae Ha-
JUYUsl JIBYX IaTEHTOB Ha OXPAaHSEMBIH OOBEKT,
obu10 chopmysupoBaHo B . 9 O030pa MpaKTUKH
paccMOTpeHus] apOUTPAKHBIMUA CyIaMH JIeJ, CBSi-
3aHHBIX C TPUMEHEHHWEM 3aKOHONATEeNhCTBA 00
WHTEIIEKTYalIbHOW coOcTBeHHOCTH (nanee — UH-
(dopmarmonnoe nucbmMo Ne 122): «IIpu mammuuun
JIBYX TIATEHTOB Ha MOJIE3HYI0 MOJETh C OIHWHAK O-
BBIMH JTHOO SKBHBAJCHTHBIMH TPU3HAKAMH, TIPH-
BE/ICHHBIMH B HE3aBHCHMOM ITyHKTE (hOPMYIIBI, 110
MPU3HAHKS B YCTAHOBIIEHHOM IIOpSJIKE HeAeHcT-
BUTEIBHBIM MaTEeHTa ¢ Ooliee TIO3HEH JaToi Mmpu-
opuTeTa JEWCTBUS OONajarens JaHHOTO TMaTeHTa

Protection of Patent Holders’ Rights under a Conflict of Drug Patents ...

the name of such a technical solution and deter-
mining its purpose;

— a set of features can be considered as equiv-
alent in some cases when it differs from the claim
of the patented technical solution by the absence of
one of the features, if it does not affect the result
that determines the essence of the technical solu-
tion.

Clause 1 of Article 1397 of the Russian Civil
Code allows for a possible conflict of patent rights
to the identical invention in case when the Eurasian
patent and the patent of the Russian Federation have
the same priority date. However, this provision only
contains the requirement to observe the rights of all
patent holders, with no mechanism for resolving a
conflict between patent holders specified.

In the Russian Civil Code, there are only rules
for conflict resolution in case of conflict between
the patent for the reference invention with earlier
priority date and the patent for a dependent inven-
tion with later priority date.

As per Clause 1 of Article 1358.1 of the Rus-
sian Civil Code, the invention is considered depen-
dent if the use of it in the product or method is im-
possible without the use of another invention pro-
tected by a patent and having an earlier priority. It
should be noted that the dependent invention meets
all the patentability criteria, and above all, novelty.
As D. V. Murzin noted “there ar e necessary addi-
tional features in the dependent item which are not
present in the reference invention, but which allow
us to talk about the novelty of the dependent inven-
tion” [7, p. 73].

By its nature, a dependent invention is an im-
provement of an earlier “original” invention. That
is why the balance between the interest of patent
holders for reference (original) and dependent in-
vention is important, in order to promote future
innovations concerning dependent invention while
preserving patent protected.

According to Clause 2 of Article 1358.1 of the
Civil Code the use of a dependent invention with-
out the permission of the owner of the reference
invention is prohibited. Consequently, the conflict
of patent rights is resolved legally in favor of the

invention with an earlier priority, which was used
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in the dependent invention, i.e. on the principle of
“seniority of rights”. However, the exclusive right
of the patent holder for the original invention may
be limited by issuing a compulsory license for the
dependent invention (Clause 2 of Article 1362 of
the Civil Code).

The difficulty in applying the rules of Article
1358.1 of the Civil Code is caused by the fact that
the law does not determine the procedure for re-
cognizing the invention as dependent. As stated in
the legal doctrine, “in some countries, the depen-
dence of the item is determined during expert ex-
amination, and the number of the main, i.e. pre-
viously given patent, should be stated in the speci-
fication and patent certificate of the dependent pa-
tent” [12, p. 97]. In Russia, the invention is recog-
nized as dependent either by the right holders in
case of a license voluntarily issued by the patent
holder of the original invention, or by the court
when granting a compulsory license for a depen-
dent invention (Clause 2 of Article 1362 of the
Civil Code). In this regard, it can be concluded that
the invention can be qualified as dependent only
from the date of issuance of the license by the pa-
tent holder of the original invention either volunta-
rily or forcibly. There is no any basis for the rec-
ognition of the invention as dependent until the
issuance of the license.

Thus, the Civil Code of the Russian Federa-
tion provides a method for resolving conflicts of
patent rights only in respect of reference and de-
pendent inventions. In other cases, there is a legis-
lative vacuum that is filled by judicial practice.

The general rule applicable in case of two pa-
tents for one protected item was formulated in pa-
ragraph 9 of the Review of practice of considera-
tion by arbitration courts of cases related to the
application of legislation on intellectual property
(Informational letter of the Presidium of the SAC
(Supreme Arbitration Court) of the Russian Feder-
ation No. 122 of December 13, 2007— here and
after referred as Informational letter No. 122): “if
there are two patents for utility model with the
same or equivalent features given in independent
claim, the actions of holder of the patent with later
priority date for its using cannot be regarded
as infringement of the patent with earlier priority da-
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T10 €ro MCIOJIb30BaHUI0 HE MOTYT OBITH PaciieHEHbI
B KauecTBE HapyIICHHs IaTeHTa ¢ Oonee paHHEH
JlaTon npnopHTeTa»'.

B mnocranosnennn llpesnmmyma BAC PO
Ne8091/09 ot 1 nexadpst 2009 r. 3TOT 1MOAXO OBLI
pacmpocTpaHeH u Ha uzobOpereHus: «/loBox cyma
KacCallMOHHOM MHCTAHLIMU O PA3NIAYUSAX B MPaBO-
BOM pEeXHME U300pETeHUs U MOJIe3HOW MOJENN He
BBI3BIBACT BO3PAKEHH, OMHAKO 3TO HE BIUSET HA
BO3MOXXHOCTh TPUMEHEHHS YKa3aHHOTO B IyHKTE
9 nH(pOPMAITMOHHOTO MMUChMa MOAXOA HE TO JIBKO
K ToJe3HBIM MopaeisiM. OH MpUMEHHM Takke U K
IpyTUM O0BEKTaM, HCKIIOYUTENbHOE IPaBO Ha
KOTOpBIE€ TMPU3HAETCS U OXpaHSAETCS NMPHU YCIOBUU
TrOCYAApPCTBEHHOM PETUCTpaLUn.

B pasBuTHe Ha3BaHHBIX aKTOB CyIbl CTalU
HapabaTeIBaTh MPAKTHKY, COMTACHO KOTOPOU JIUIO
HE MOXKET OBITh MPHU3HAHO HAPYUIUTEIEM HCKIIO-
YUTEIBHBIX [IpaB MpaBoolnagarens 0e3 ocrnapuBa-
HUS B YCTAHOBJICHHOM 3aKOHOM TIOPSIJIKE TaTeHTa
Poccuiickoit denepanviu U NMpU3HAHUSA €0 HeJle M-
CTBUTEIILHBIM, MOCKOJBKY KaXKIIbI MPU3HAK, MPHU-
BEJICHHBIA B HE3aBUCHMOM ITYHKTE (HhOPMYIBI 00 b-
eKTa MaTeHTHBIX MpaB, ObUT UCTIONL30BaH U B HE3a-
BUCHMOM HyHKTE (OPMYIIBI IPYTOro MaTeHTa .

B ananormunoM Kiroue EHCTBYIOT U OpPTaHbI
HUCHOJHUTENLHON BiacTu. [Ipu paccMorpenuu nen
®AC Poccum ykasbpIBaer, YTO MPH HATUYHUN JIBYX
MaTeHTOB Ha TOJE3HYI0 MOJAENb C OJMHAKOBBIMU
00 DKBUBAJICHTHBIMU TPU3HAKAMH, TpPUBEICH-
HBIMH B HE3aBHCHMOM ITYHKTE ()OPMYIBI, 10 TP H-
3HaHHWA B YCTAHOBJICHHOM TOpSAKE HEIeHCTBU-
TENbHBIM TaTeHTa C Ooiee MO3MHEH JaToil mpu-
opuTeTa JEWCTBUS OONajarens JaHHOIO MaTeHTa
T10 €ro MCIOJIb30BaHUIO HE MOTYT OBITh paciieHeHbl
B KadecTBE HapylleHHs MaTeHTa ¢ Ooiee paHHEH
JaToil MpHopuTeTa. A ecnM B MaTepuaiax Jena
OTCYTCTBYIOT O€CCIIOpHBIE JI0Ka3aTellbCTBa, YTO
MaTeHT CONEPKUT KaXKIbIA TMPU3HAK, TPUBENCH-
HBbI B HE3aBHCHMOM IyHKTE (OpPMYJbl 0OBEKTa
MaTeHTHBIX MpaB, B JEHCTBUAX IpaBooOIagaTess
TaKoro TaTreHTa OTCYTCTBYET HemoOpocoBecTHas
KOHKYPEHIUS .

Tem caMbIM TIpaBONMPUMEHHUTENbHAS TPAKTHKA
MpU3HaNIa HE TOIBKO BO3MOXKHOCTH CYIIECTBOBaA-
HUA JBYX CaMOCTOATEIBHBIX HCKIIIOYUTENbHBIX

' Mudopmammonsoe  tmceMo  Ilpesmmmyma  BAC — PD
ot 13.1ex. 2007 Ne 122.

2 Cwm: onpenenenre BepxoBHoro Cyma P® or 12.03.2018
Ne 304-5C18-460 1o nesty Ne A27-555/2017)

> Cm: pewenue YinbsHoBckoro YOAC Poceun ot 05.02.2014
Ne 689-06 1o neiry Ne 9994/06-2013.
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MpaB Ha TOJE3HYI0 MOJENb, HO U MPaBOMEPHOCTh
TaKOTO «JIBOMHOTO MCIOJB30BAHUS» TPU YCIOBHH
HaJM4us B IATEHTaX Ha MOJIE3HYI0 MOJETh OMHa-
KOBBIX MJIM SKBUBAJICHTHBIX TPU3HAKOB.

B Hay4HOI juTeparype TakKe BbICKA3bIBACT-
Csl MHEHHE O BO3MOKHOCTH IITHUPOKOTO TPHMEH e-
Hust chopmynupoBannoi [Ipesumuymom BAC PD
MIPaBOBOM MO3MIIMH, B YACTHOCTH O paclpocTpaHe-
HUM ee W Ha ToBapHble 3Haku: «Jlymaercs, dto
U cyneOHas TpakTUKa, CBA3aHHAS CO 3HAYCHHEM
TOCYIapCTBEHHOM pErucTpanul B OTHOIICHUHU
00BEKTOB MATEHTHOTO TpaBa (HampuUMep, B YacTH
CTOJIKHOBEHUSI JIBYX NpaBooONajaTeNeid u B 4acTu
JOMYCTUMBIX JIOKa3aTeNIbCTB CYILIECTBOBAHUS HC-
KIfounTenbHoro mpasa (m. 9 OG630pa MpakTHKU
paccMOTpeHUs] apOUTPAKHBIMUA CyJIaMH JIeJ, CBS-
3aHHBIX C TPUMEHEHHEM 3aKOHONATEeNbCTBA 00
WHTEIUICKTYalIbHOH COOCTBEHHOCTH, YTB. HH(POPM.
nucbmMoM [Ipesumuyma Beiciiero ApOUTpaskKHOTO
Cyma P® ot 13 nexadpst 2007 . Ne 122; a63. 2 m. 48
COBMECTHOro nocranosiieHus Iliienymos BepxoBHo-
ro Cyna P® u Beiciiero Apburpaxuoro Cyna PO
ot 26 mapra 2009 r. Ne 5/29), MOXKET 110 aHAJIOIHH
MIPUMEHSATHCS K TOBAPHBIM 3HaKam» [ 14].

[IpaBoBas mozunms [lpesmnnyma BAC PO,
BbIpakeHHass B 1. 9 HMHopManmoHHOro mnuchbma
Ne 122, ocHOBBIBA€TCS Ha ITO3UTHUBHOM KOHIICIIIIUH
HCKJIFOUUTENIBHOTO TpaBa. B oreuecTBEeHHON HOK-
TprHE C(HOPMHUPOBAINCH JIBE KOHICHIIMH HMCKITIO-
YUTEIHHOrO MpaBa. HeraTwBHas KOHLENIUS HcC-
KITIOYHUTENIBHOTO TpaBa OCHOBBIBACTCA Ha B3IVISIAX
pycckoro mpaBoBema A. A. [lunmeHko, KOTOpBIi
paccMaTpHuBasl UCKITIOUYMTENIbHOE TPaBO KakK «Ipa-
BO 3ampenieHusi, oOpameHHOe KO BCEM TPEThUM
nunam». CTOPOHHMKH TTO3UTUBHOM KOHLIEHIIUH,
HA000POT, UCXOMAT U3 TOTO, YTO HCKITFOUUTEIHHOE
MpaBo HaJlensieT cyObeKkTa MpaBoOM Ha COOCTBEH-
Hble JEWCTBUS MO HCIOIBb30BAHUIO OXPaHIEMOTO
oobekra. Tak, B. A. Jlo3opiieB, BIACIAS B HCKITIO-
YUTEIHHOM IpaBe TOJBKO JIBa MPABOMOYHUS — HC-
TIOJIb30BAHMS U pacriopshkeHus, ykaswiBal: «llpa-
BOOOMaaTeNlb MOKET CaM OCYIIECTBISTh HCIIONb-
30BaHUE pe3ynbTaTa, eMy He HaJlo 3arpemarb U c-
MOJIb30BAHME TPETHUM JIMIIOM, 3TO HW3HAYaJIbHO
psMO 3amperteHo 3akonom» [11, c. 299]. Cnemys
MO3UTUBHON KOHLIENIIMU TIpaBa, MOXXHO CIeNaTh
BBIBOJ, YTO KaXJbIH IMaTEHTOOOIaaTellb BIIPaBE
OCYILECTBJISATh CBOE HCKIIOUYUTENBHOE MPaBO ITy-
TEM HCHOIb30BAHUS pE3ylbTaTa WHTEIUIEKTYyal b-
HOM JesATeTbHOCTH HE3aBUCHMO OT JIPYTHX HaTeH-
ToOOIaIaTeeH.

te before recognition the patent with later priority
date invalid under the established procedure”.

According to the Judgment of the of the SAC
(Supreme Arbitration Court) of the Russian Feder-
ation No. 8091/09 of December 1. 2009, this ap-
proach was also extended to inventions: “the ar-
gument of the cassation court about the differences
in the legal treatment of the invention and utility
model is not objectionable, but it does not affect
the possibility of applying the approach specified
in paragraph 9 of the Informational letter not only
to utility models. It shall also be applied to other
items subject to state registration for which the
exclusive right is recognized and protected”.

Proceeding from these acts, the courts started
to accumulate practice that a person cannot be
found to have infringed the exclusive rights of the
patent holder without disputing the patent of the
Russian Federation in accordance with the law and
its invalidation, as each feature provided in the in-
dependent claim of the patent rights item was used
in the independent claim of another patent. (See:
The Ruling of the Supreme Court of the Russian
Federation No. 304-ES18-460 of Marchl12, 2018,
the case No. A27-555/2017).

Executive bodies act similarly. When consi-
dering cases, the FAS (Federal Antimonopoly Ser-
vice) of Russia specifies that if there are two pa-
tents for utility model with the same or equivalent
features given in independent claim, the actions of
holder of the patent with later priority date for its
using cannot be regarded as infringement of the
patent with earlier priority date before recognition
the patent with later priority date invalid in accor-
dance with the established procedure. And if in
case papers there are no indisputable evidence that
the patent contains each feature provided in inde-
pendent claim of item of patent rights, there is no
unfair competition in actions of such patent holder
(the decision of the Ulyanovsk Department of the
FAS of Russia of February 5, 2014 No. 689-06 the
case of No. 9994/06-2013).

Thus, law enforcement practice has admitted
not only the possibility of two separate exclusive
rights to one utility model, but also the validity of
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such “dual use” provided that the utility model pa-
tents have the same or equivalent features.

The doctrine also suggests the possibility of
wide application of the legal position formulated
by the Presidium of the Supreme Arbitration Court
of the Russian Federation, in particular, on its ap-
plication on trademarks: “It is considered, that
judicial practice related to the importance of state
registration in respect of items of patent law (for
example, in terms of the conflict between two right
holders and in terms of admissible evidence of the
exclusive right (paragraph 9 of the Review of prac-
tice of consideration by arbitration courts of cases
related to the application of legislation on intellec-
tual property, approved by the Informational letter
of the Presidium of the SAC of the Russian Fed-
eration of 13.12.2007 No. 122; Paragraph 2 of
Clause 48 of the joint Resolution of Plenums of the
Supreme Court of the Russian Federation and the
Supreme Arbitration Court of the Russian Federa-
tion of March 26, 2009 No. 5/29) can be also ap-
plied on trademarks” [14].

The legal opinion of the Presidium of the Rus-
sian SAC, expressed in paragraph 9 of Informa-
tional letter No. 122, is based on the positive con-
ception of exclusive right. There are two concep-
tions of exclusive right in the domestic doctrine.
The negative conception of the exclusive right is
based on the opinion of the Russian legal research-
er A. A. Pilenko, who considered the exclusive
right as a “right to prohibit in respect to all third
parties”. The proponents of the positive concep-
tion, on the contrary, proceed from the idea that the
exclusive right entitles the subject with the right to
act by its own while using the protected item.
Thus, V. A. Dozortsev outlined only two rights in
the exclusive right, such as a right for use and for
disposal, and noted that: “the right holder can use
the result himself, he does not need to prohibit a
third party from using it, it is initially expressly
prohibited by the law” [11, p. 299]. Following the
positive conception, it can be concluded that each
patent holder has the right to exercise its exclusive
right by using the result of intellectual activity in-
dependently from other patent holders.



3au4uma npae namenmoobraoamernet npu KOJau3uu nameHmos ...

Hnsa npumenenns n.9 WudopmanmonHoro
mucbMa Nel22 mpu KOMIW3HWH TATEHTOB CYAy H e-
00XOIMMO YCTAaHOBUTH HAJIMYNE ONWHAKOBBIX JI H-
00 DKBUBAJICHTHBIX MPU3HAKOB B MATCHTaX. YCT a-
HOBJICHHUE (haKTa HAJMYHUS OJMHAKOBBIX IPHU3HAKOB
B HE3aBHCHMOH (opMysie M300peTeHUs, Kak Ipa-
BWJIO, HE BBI3BIBACT Y CYIOB KaKHX-THOO 3aTpy-
HEHUU, TaK KaK OCHOBBIBAETCS HAa BBIBONAX DKC-
neptu3bl. OTHAKO CY/I HE JOKCH OTPaHHMYNBAThHCS
TOJIBKO BBISIBJICHHEM OJMHAKOBBIX MPU3HAKOB, TAK
KaK TPHU3HAKA MOTYT OBITH HE TOIBKO TOXKIECT-
BEHHBIMU, HO W YKBHBAJICHTHBIMH.

CHoXHOCTh TIPAaBOBOW KBaJTU(HUKALUK TPH-
3HaKa B Ka4eCTBE DKBHUBAJICHTHOTO 3aKJIFOYACTCS B
OTCYTCTBUU JICTAJLHOTO OMPEICICHUS DSKBUBA-
JIEHTHOCTH.

[Ipu >TOM HENB3ST HE OTMETUTH, YTO JOKTPHUHA
SKBUBAJICHTHOCTH HE HAIUIa IIMPOKOTO MPUMEH e-
HHSI B OTEUECTBCHHOW CyneOHOU mpakTuke. B cy-
JNEOHBIX aKTaxX BOMPOC 00 SKBHBAJICHTHOCTH IIPH-
3HAKOB, KaK IPABUJIO, CAMOCTOSTEIHHO HE pac-
cmatpuBaercsa. Cyapl JTUITL KOHCTATHUPYIOT Ha -
YUE WM OTCYTCTBHE «OIMHAKOBBIX (JIMOO PKBHBa-
JIGHTHBIX) TIPU3HAKOBY», HEPEIKO CTaBs BOIPOC
0 HAJIMYUHU TaKUX MPU3HAKOB TIEPE]] DKCIIEPTAMUA —
CIeIraJucTaMid B TOH WM WHON 00JacTH Hayd-
HBIX 3HAHHIT. BMecTe ¢ TeM OIBIT 3apyOCIKHBIX
CTpaH TIOKA3bIBACT, UYTO MPU3HAHUE TPU3HAKOB
OKBUBAJICHTHBIMA ~ OTHOCHUTCSI ~ MCKJIIOUHUTEIIBHO
K IIPEeporaTuBe Cyda, TaKoe MPU3HAHHUE UMEET C Y-
ry00 IOpUIUYIECKOE 3HAYCHHE — OMPEICICHHUE Tpa-
HUIl KaK HCKIIOUUTEIBHOTO TIpaBa MaTeHTOOOA-
nmatens. [lpu TpUHSATHH pEHICHUS Cyl HCXOMUT
n3 OajlaHca MHTEPECOB IpaBooOajarenis B Oosee
MIOJIHOM 3alUTe €ro MCKIIOUUTEIHHOTO IpaBa H
00IIecTBa, CTPEMAIIETOCs K CTUMYIUPOBAHHIO
MHHOBAIIMOHHBIX Pa3paboToK.

TepMUH «IKBHBAJICHTHOCTBY YIIOTPEONISICTCS
B 1. 4 c1. 1358 'K P® mnsa ycranoBnenus dhaxra
HEIPAaBOMEPHOI'O HCIOJIBb30BaHUS H300pPETCHUS.
IIpu 3TOM Cenyer OTMETUTh, YTO JIJIsl IaHHOM 11e-
JI HEMOCTATOYHO BBISIBUTH SKBUBAJIEHTHOCTH MIPHU-
3HAKOB, T.€. UX B3aMMO3aMEHSIEMOCTh, HEOOXOI 1-
MO TaKXe OKa3aTh MX H3BECTHOCTh B KAYCCTBE
TaKOBBIX B JIAHHOW O0O0JIACTH TEXHUKH [0 JaThl
pUoOpHUTeTa JApyroro wuszodpereHus. Hekoropsie
HCCTIENOBATENM BKIIIOYAIOT MPU3HAK H3BECTHOCTH
B MOHATHE dKBUBaJeHTHOCTH [10], 4uT0o mpemcras-
JIIeTCS HEBEPHBIM, TaK KaK HEOOOCHOBAHHO pac-

o Hanpumep, Ilocranosnenue or 03.08.2015 r.
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MHUPSAET TO MOHSTHE. YCIOBHE M3BECTHOCTH BBI-
XOIUT 3a TPEAETbl PelIeHus] BOIpoca 00 SKBHBA-
JICHTHOCTH Kak TakoBOH. OHO JOMKHO HCIIOIB30-
BaThCS TII0CJIE€ KOHCTaTallMM AKBHMBAJEHTHOCTU
MIPU3HAKOB JUIA PElIeHHs] BOIPOca O HEempaBoOMep-
HOCTH WCIOJB30BaHUS N300pETEHUSI.

Ecnu sxBHBaneHTHBIN MpU3HAK OBLIT M3BECTEH
JI0 AaThl IPHOPHUTETA, TO N300pPETEHUE HE OTBEYAET
MpHU3HAKaM HOBHM3HBI M HE 00NajaeT MmaTeHTOCHO-
COOHOCTBIO, TOJTOMY €ro HCIOJIb30BaHUE HAPY-
ImaeT npaBa mareHTtooOnazarens. HewsBecTHOCTh
SKBHMBAJIEHTHOTO MpH3HAKa J0 JaThl MPUOpPUTETA
CBUJICTEIBCTBYET 00 €ro WHHOBAIIMOHHOM XapaK-
Tepe, YTO JaeT OCHOBAHMS JIJISl €T0 MCIIOIb30BaHUS
HE3aBHCHMO OT JAPYroro oOmajarenst HCKIIOY U-
TEJNBHOTO MpaBa.

Crnenyer MOAYEpKHYTh, YTO B 3apyOeKHBIX
CTpaHax JIOKTPUHA SKBHBaJCHTHOCTH CHOPMHUPO-
BaJlach B paMKaX HETaTHMBHON KOHIEMIIMHM HCKII f0-
YUTEIHHOTO MpaBa M MPUMEHSAETCS Ui paciupe-
HUS TIATEHTHOM 3amuThl. Poccuiickas TOKTpUHA
9KBHUBAJIEHTHOCTH UJET 110 TOMY e MyTH, TaK Kak
(hopmupyercs ucxoas u3 npuMeneHus m. 4 ¢t 1358
I'K P®, B koTOpOM NpPENyCMOTPEHBI YCIOBUS IS
MIPU3HAHMS HMCIONb30BaHUS HM300peTeHHs Hempa-
BoMmepHBIM. Tak, B mocranoBineHuu Jlecstoro ap-
OUTPaKHOTO aIeIUIIMOHHOr0 cyna ot 30 uions
2018 r. Ne 10AII-11788/2018 mo memy Ne A4l-
3828/18 ykaspiBaercsi: «DKBUBAJICHTHOCTH TIPH-
3HaKa O3HayaeT HEM3MEHHOCTh CYIIHOCTH M300pe-
TEHUS, JOCTH)KEHHWE STHUM SKBHUBAJCHTHBIM IIPH-
3HAKOM TOTO € pe3ylbTara, 4TO U IMPU3HAKOM,
MPHUCYIIUM OXpaHsIeMOMY H300pETEeHHIO, a TaKKe
M3BECTHOCTh CpeJCTBa 3aMeHbl. Eciu B MpoTHBO-
MOCTaBIEHHOM OOBEKTE OTCYTCTBYET XOTSI OBl
OIIMH TIPU3HAK 3allaTeHTOBAHHOTO pelIeHus 100
SKBHMBAJIEHTHBIN €My NMPHU3HAK, TO, CJIE0BATEIbHO,
OTCYTCTBYET M (PaKT HCIIOJIH30BAHMSI OXPAHIEMOTO
N300pETEHUS.

Kax ormeuarnoce Bbllle, MpaBoBasi MO3UIIUS
[Ipesumuyma BAC P®, orpaxennas B m. 9 Un-
¢dopmarnmonHoro nuceMa Ne 122, ocHoBaHa Ha T10-
3UTHBHOM KOHIIETIMK HCKIIOYUTEIHHOTO IpaBa.
[ToaTomMy mcmonb30BaHME JOKTPUHBI SKBHBAJICHT-
HOCTH TIpW npuMeHeHuu 1. 9 WudopmarmonHoro
nucbma Ne 122 orpaHuyeHo, Tak Kak cam (axr uc-
MOJTb30BAHMS SKBUBAJIEHTHBIX MPU3HAKOB B H30-
OpeTeHnu, OXpaHsIeMOM IMATEHTOM ¢ Oolee o3 /1-
HEW J1aToll MPUOPUTETA, HE MOXKET PACLEHUBATHCA
B KauecTBE HApYIICHHs IaTeHTa ¢ Oonee paHHEH
JaTON IPUOPUTETA.

Protection of Patent Holders’ Rights under a Conflict of Drug Patents ...

To apply paragraph 9 of the Informational let-
ter No. 122 in case of a conflict of patents, the
court must determine if there are identical or
equivalent features in the patents. Determining
such identical features in the independent claim of
the invention, as a rule, does not cause any diffi-
culties for courts as it is based on conclusions of
examination. However, the court should not be
limited only to the determining of identical fea-
tures, as the features can be not only identical, but
also equivalent.

The difficulty during the legal determination
of a feature as equivalent is the absence of a legal
definition of equivalence.

It should be noted that the doctrine of equiva-
lents is not widely applied by domestic courts. In
judicial rulings the issue of equivalence of features,
as a rule, is not considered independently. Courts
only state if there are any of “identical (or equiva-
lent) features”, often raising the question about the
features before experts in a particular field of
scientific knowledge. (See for example: Ruling of
the Intellectual Property Rights Court of August 3,
2015, Case No. A40-90149/2011).

At the same time, the experience of foreign
countries proves that determination of features as
equivalent is exclusively the court’s obligation, so
such determination has only legal sense to define
the limits of the exclusive right of the patent hold-
er. When making a decision, the court proceeds
from the balance of the interests of the right holder
in full protection of his exclusive right and the so-
ciety in promoting innovations.

The term equivalence is used in Clause 4 of
Article 1358 of the Civil Code to recognize the fact
of improper use of the invention. It should be noted
that for this purpose it is not enough to identify the
equivalence of features, i.e. their interchangeabili-
ty, it is also necessary to prove their availability as
such in this state of the art before the priority date
of another invention. Some researchers include a
feature of availability in the conception of equiva-
lence [10], which seems wrong, since it expands
this conception unreasonably. The term of availa-

bility exceeds the frameworks of the issue concern-
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ing equivalence as such. It should be determined
after recognition of the equivalence of features in
order to decide whether there was the improper use
of the invention or not.

If the equivalent feature was known before the
priority date, the invention does not meet the no-
velty and does not have patentability, so its use
violates the rights of the patent owner. The equiva-
lent feature being unknown before the priority date
indicates its innovative nature, which gives
grounds for its use independently from the other
owner of the exclusive right.

It should be underlined that in foreign coun-
tries the doctrine of equivalence has been formed
within the framework of the negative conception of
exclusive right and is used to expand patent protec-
tion. The Russian doctrine of equivalence follows
the same ground lines, since it is formed based on
the application of Clause 4 of Article 1358 of the
Civil Code, which provides conditions for the rec-
ognition of the use of the invention improper.
Thus, the Ruling of the Tenth Arbitration Court of
Appeal of July 30, 2018 No. 10AP-11788/2018 for
the case No. A41-3828/18 states: “the equivalent
feature shall mean the natural permanence of the
invention and the achievement of result by this
feature, which is same with the result by the fea-
ture of protected invention, as well as renown of
the replacement. If in the item opposed there is no
at least one feature of the patented solution or an
equivalent feature, then, therefore, there is no fact
of using of the protected invention”.

As stated above, the legal opinion of the Pre-
sidium of the SAC, as provided in paragraph 9 of
Informational letter No. 122, is based on the posi-
tive conception of exclusive rights. Therefore, the
use of the doctrine of equivalents in the application
of paragraph 9 of Informational letter No. 122 is
limited, since the fact of using equivalent features
in an invention protected by a patent with a later
priority date cannot be regarded as a violation of a

patent with an earlier priority date.



Cannuxosa JI. B., Xapumonosa IO. C.

B ropuanyeckoii suteparype ObU1O BbICKa3a-
HO MHeHHe, 4To 1. 9 MHpopManmoHHOro miuchma
Nel22 mpoTHBOPEYUT TTOMIOKEHUSAM, CONEP KA M-
ciB 1L 4 cr. 1358 'K POD [8; 4]. C atuIMm yTBep-
KICHUEM TPYIHO COTIIACHUTHCS.

B n. 9 Undopmammonnoro nucema Nel22 yc-
TAHOBJIEHBI OCHOBAHUS ISl TMIPU3HAHUS 3a TATEeH-
TooOIaaTeNieM mpaBa Ha MCIIOIB30BAHHE U300p e-
TEHUs, HEB3Wpas Ha HalIW4he TareHTa ¢ Oomee
paHHel aaroil nmpuopurera. B kauecTBe Takux Oc-
HOBAHWW BBICTYNAe€T HaJIWYHE OJMHAKOBBIX WIIN
SKBHMBAJIGHTHBIX TPU3HAKOB. Ecim oauHAaKOBBIE
WJIM SKBUBAJICHTHBIE MPU3HAKK B MATEHTaX HE 00-
Hapy)XeHbl, TO monoxenus 1. 9 UndopmanronHo-
ro muchbma Ne 122 He moiekaT MPUMEHEHHIO, TaK
KaK OTCYTCTBYET KOJUTU3US MaTeHTOB. B 3TOM cit y-
yae MPU3HAETCs, YTO TATeHTHI BBIAHBI HA Pa3HbIe
OXpaHsieMbIe 00BEKTHI .

He npumennm n. 9 MHpopMamioHHOTO Much-
Ma Ne 122 u B Tex ciy4asix, KOT/Ia MCIIOJb30BaHKE
n300peTeHnst CyObEeKTOM OCYIIECTBISIETCS 0e3 ma-
TEHTa, TaK KaK B OTOM ClIydae MareHToo0a1aTenb
HE MOXKET peann30BaTh yKa3aHHBIN B OTOM ITyHKTE
croco0 3almThl MpaBa — MPU3HAHHUE MATEHTa He-
JIEWCTBUTEIHHBIM B YCTAHOBJIEHHOM ITOPSIKE.

B 1. 4 c1. 1358 'K PO ycraHoBieHBI OCHOBa-
HUS JUIS TIPU3HAHUS HCIOJIB30BAaHMS H300pETeHUs
HenpaBoMepHbIM. [Ipu sToM Ha nwmo, Tpedyroriee
TaKoro IMPHU3HAHUS, BO3JAraercsi O0OS3aHHOCTH I10
JIOKA3bIBAHUIO WCIIOJIB30BAaHHS B M300pEeTEHHH HE
MIPOCTO OJJMTHAKOBBIX JINOO SKBUBAJIEHTHBIX TIPU3HA-
KOB, HO HCTIOJIb30BaHME KK Or0 MpU3HaKa, TPHUBe-
JICHHOTO B HE3aBHCHUMOM ITYHKTE CofeprKalieics B
nateHTe (OpMyssl ApYyroro u3oOpereHus, ambo
Mpr3HaKa, IKBUBAJIEHTHOTO €My M CTaBILErO U3BECT-
HBIM B Ka4eCTBE TAKOBOT'O B JAHHOM 00JAaCTH TEXH -
KM JI0 JIaThl IPHOPHUTETA IPYTOro H300pETEHUS .

Crnemyer 0co00 OTMETHTB, YTO €CIIM B U300pe-
TEHUH UCTIONIb30BaHbI HE BCE MPHU3HAKHU, ITPUBEIACH-
HbIE B HE3aBUCHMOM ITyHKTE (hOpMYJBl M300peTe-
HUS, TO HE MOXET OBITh MPU3HAHO HCIIOIH30BAHHE
JTAHHOTO M300peTeHwns, a CIe0BaTeNbHO, U Hempa-
BOMEPHOCTb JieiicTBHiI npaBooGmanarens’. Takke
HENb3s TPU3HATh HEMPaBOMEPHOE HCIOIb30BAHHE
M300peTeHHsI U B TEX CIIydasX, KOIJia OTCYTCTBYET
9KBUBAJIEHTHOCTH MPU3HAKA JINOO MCITONB30BaHHBIN
9KBUBAJICHTHBIN MPH3HAK HE ObUT M3BECTEH B Kaue-
CTBE TAaKOBOT'O B JJAHHOM OOJACTH TEXHUKHU JI0 JaThI
MIPHOPHUTETA APYTOTO U300pETEHUSL.

" Cm., Hanpumep: mocranoBinenre Cyla MO MHTEIICKTYAN b-
HbIM 11paBam ot 20.02.2015 no ney Ne A63-5244/2014o.

? Cwm.: mocranopyienue Cyna MO HHTE/ICKTYabHBIM MPABaM
or 17.07.2017. mo nemy Ne A49-11192/2015.
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Takum oOpazom, cepa NPUMEHEHHS U LEIH
npumenenus 1. 9 MuapopmanmonHoro nmucbMa Nel122
u1. 4 cr. 1358 'K PO cymiecTBeHHO OTIINYarOTCsI.

MexaHu3M pa3pelieHUs KOJUIM3HA
NMATeHTHBIX NPaB B cy1e0HOIl MpaKkTHKe

Ha coBpemeHHOM 3Tamne pa3BUTHS OOIIECTBa
JIEKapCTBEHHBIE CPEJICTBA BCE YAIIe MPECTABIISIOT
co00i HMHHOBAaIIMOHHBIC TPOAYKTHI, IOITOMY K
HUM TIPUMEHSIETCS TATEHTHOE 3aKOHO/ATEIbCTBO.
OCoOGEHHOCTDh JTEKapCTBEHHBIX CPEICTB KaK 00beK-
TOB MaTEHTHON OXpaHbl 3aKJIHOYaCTCA B TOM, YTO K
HUM TIPEABSBISIIOTCS HE TOJNBKO 0o0mue TpedoBa-
HUS TIATCHTHOTO 3aKOHOIATENhC TBA, HO U CIICIH-
albHBIC TIPAaBWJIA 3aKOHOJATEIhCTBA O JIEKApCT-
BEHHBIX CPEIICTBAX.

B ®enepansaom 3akone ot 12 ampens 2010 r.
No 61-®3 «OO6  obOpamenun
cpenctBy (nanee — 3akoH 00 OOpalleHUH JIEKapPCT-
BEHHBIX CpeIICTB) BBIJICJICHBI JIBa BHUJa JICKApCT-

JICKApCTBCHHBIX

BEHHBIX IMpenapaToB: pedepeHTHBIE U BOCIIPOU3Be-
nennsie. Cornmacuo 1. 11 ct. 4 3akona 006 oOparie-
HUU JICKAPCTBEHHBIX CPENCTB, MO pedepeHTHBIM
JIEKapCTBEHHBIM TIpErapaTtoM MOHUMAaercs Iperna-
paT, KOTOphIM BIEpBBIE 3apeructpupoBaH B Poc-
CHH M KOTOPBI UCITONB3YeTCsl ISl OIIEHKHA OM0d K-
BUBAJICHTHOCTH WJIM TEpareBTUYECKOH SKBHUBA-
JICHTHOCTH, KadecTBa, 3(dexTuBHOCTH U Oe30mac-
HOCTH BOCIIPOW3BEIEHHOTO JIEKapCTBEHHOIO Ipe-
rapara. BocrpousBeleHHbII JIEKapCTBEHHBIN IIpe-
mapar — 3TO IMpernapar, KOTOPbI MMEET TaKoh ke
KaueCTBEHHBIN COCTaB M KOJUYECTBEHHBINH COCTaB
JISUCTBYIOIIMX BEUIECTB B TAKOW K€ JIEKAPCTBEH-
HoU (opme, uTO M pedepeHTHBIN JIeKapCTBEHHBIN
npenapar, ¥ OMOIKBHUBAICHTHOCTh WJIA TeparieB-
THYECKasi DKBUBAJIICHTHOCTh KOTOPOTO pedepeHt-
HOMY JIEKapCTBEHHOMY Tpenapary MONTBEpKIe Ha
COOTBETCTBYIOIIMMH HccaenoBanusivu (1. 12 ct. 4
3akoHa 00 oOpalleH!H JIeKapCTBEHHBIX CPECTB).

Kax cnipaBemymBo ykassiBaet 3. 1. ['aBpuiios,
«TOHATHE “‘JICKAPCTBEHHOE CPEACTBO” W PA3IHU-
HbIC KJIACCH(HMKAIINU BHJIOB U Pa3HOBHHOCTEH Jie-
KapCTBEHHBIX CPEACTB, COAEp)Kalluecss B 3aKoHe
Ne 61-@3, HE CTBIKYIOTCS ¢ ITOHATHEM ‘‘H300peTe-
HUE”, a TAaK)Ke C BHJAMHU HM300pETeHUH, colepiKa-
mumucs B 'K PO u, B yactHocTH, B mase 72 I'K
P®y [6]. Cnexyer OTMETUTH, UTO B paHee IEHCTBY -
romeM DenepanpHoM 3akoHe OT 22 utonHst 1998 T.
Ne 86-@3 «O nexkapCTBEHHBIX CPEICTBAaX» OBUIH
3aKpeIUIeHbl OMpeAeNeHUs] OPUTHHAIBHBIX U BOC-
MIPOM3BEACHHBIX JIEKAPCTBEHHBIX CPENICTB C yKa3a-
HHEM Ha UX MaTEeHTOCTIOCOOHOCTD.

Sannikova L. V., Kharitonova Yu. S.

It was suggested in the legal doctrine that pa-
ragraph 9 of Informational letter No. 122 contra-
dicts the provisions contained in Clause 4 of Ar-
ticle 1358 of the Civil Code [8; 4]. It is hard to
agree with this statement.

Paragraph 9 of Informational letter No. 122
prescribes the grounds for accepting the right of
the patent holder to use the invention, despite the
presence of a patent with an earlier priority date.
The presence of the identical or equivalent features
is such a ground. If there are no identical or equiv-
alent features in patents, the provisions of para-
graph 9 of Informational letter No. 122 are not ap-
plicable, because there is no conflict of patents. In
this case, it is accepted that patents are granted for
different protected items (See: E. g. The ruling of
the Court of Intellectual Property Rights of Febru-
ary 20, 2015, case No. A63-5244/2014).

Paragraph 9 of the Informational letter No.
122 cannot be applied when the subject use the
invention without the patent as in this case the pa-
tent holder cannot realize the remedy stipulated in
this paragraph such as making the patent invalid in
accordance with the established procedure.

The grounds for accepting the use of the in-
vention as improper is stipulated by Clause 4 of
Article 1358 of the Civil Code. In this case, the
person requiring such acceptation is obliged to
prove that each feature provided in an independent
patent claim of another invention is used, or a fea-
ture which is equivalent to it and became known as
such in this state of the art before the priority date
of another invention, but not only the use of iden-
tical or equivalent features in the invention.

It should be particularly noted that, if not all
of the features provided in the independent patent
claim are used, the use of such an invention cannot
be recognized so does the violation of the law by
the patent holder. (See the Ruling of the Court of
Intellectual Property Rights of July 17, 2017, case
No. A49-11192/2015). It is not possible to recog-
nize the improper use of the invention in cases
where there is no equivalence of the feature, or the
equivalent feature used was not known as such in
this state of the art prior to the priority date of the

other invention.
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Thus, the scope of application and the purpose
of application of paragraph 9 of the Informational
letter No. 122 and Clause 4 of Article 1358 of the
Civil Code differ significantly.

The Mechanism for the Resolution of Patent
Rights Conflicts in Judicial Practice

Nowadays, drugs are often considered as
innovative products, so patent law is applied to
them. Drugs are special items of patent protection
since not only general requirements of the patent
law are imposed on them, but also special regula-
tions of drugs law.

Federal Law No. 61-FZ “On Circulation of
Medicines” of April 12, 2010 (hereinafter — the
law on Circulation of Medicines) defines two types
of drugs: reference and generic. According to
Clause 11 of Article 4 of the Law on Circulation of
Medicines, a reference drug is a medical product
that is first registered in Russia and is used to esti-
mate bioequivalence or therapeutic equivalence,
quality, efficiency, and safety of a generic drug.
Generic is a drug that has the same qualitative
composition and quantitative composition of active
ingredients in the same dosage form as the refer-
ence medical product, and which bioequivalence or
therapeutic equivalence to the reference medical
drug is confirmed by relevant research (Clause 12
of Article 4 of the Law on Circulation of Medi-
cines).

As E. P. Gavrilov points out, “the definition
of ‘drug’ and various classifications of types and
varieties of drugs contained in the Law No. 61-FZ,
do not correspond with the definition of ‘inven-
tion’, as well as the types of inventions contained
in the Civil Code of the Russian Federation and, in
particular, in section 72 of the Civil Code of the
Russian Federation” [6]. It should be noted that in
the previously valid Federal Law No. 86-FZ “On
Medical Products” of June 22, 1998, the defini-
tions of reference and generic drugs were given

with indicating their patentability.



3au4uma npae namenmoobraoamernet npu KOJau3uu nameHmos ...

B nelicTBytoliemM 3aKOHOJATEILCTBE MOHATHE
OPUTHHAJIFHOTO JIEKAPCTBEHHOTO IIpenapara Hc-
IIOJIB3YETCSl TOJIBKO B IIPABOBBIX akTax EBpasuii-
CKOHM 3KOHOMH4YecKoi komuccuu. B Pemenun Co-
Bera EBpa3uiickoil SKOHOMHYECKOW KOMHUCCUHU OT
3 Hostopst 2016 1. Ne 78 «O IlpaBuniax peructpa-
WA U JKCTEPTU3BI JIEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO MPUMEHEHUS» OPUTHWHAJBHBIN Je-
KapCTBEHHBIN TpenapaT OmpeneneH Kak JeKapcT-
BEHHBIN Ipenapar ¢ HOBBIM JEUCTBYIOIIUM Bellle-
CTBOM, KOTOPBIH OBLI MEPBBIM 3aPETUCTPUPOBAH H
pasMelieH Ha MUPOBOM (apMaleBTUYCCKOM Dbl H-
KE€ Ha OCHOBAHMHU JIOCHE, COJEPIKAIIEro Pe3yJbT a-
THI TIOJIHBIX JOKIMHUYECKUX (HEKIMHUYECKHX) U
KIIMHUYECKUX WCCIEOBAHNM, TTONTBEPKAAFOIINX
ero KauecTBo, 6e30nmacHoCTh U 3QPEKTUBHOCTS.

Ecnu HOBOE JieiicTByIONIEE BelIecTBO 00naa-
eT TPU3HAKaMH MTaTeHTOCTIOCOOHOCTH, TO JeKapCT-
BEHHBII mpenapar oxpassercs mnareHtoMm. [lo 006-
eMy TpPaBIIIy UMEHHO OPUTHHABHBIN JIEKapCT-
BEHHBII Tperapar UCIolb3yercs B KauecTe ped e-
PEHTHOTO, T. €. TOTr0o, C KOTOPBIM CpPaBHHBAETCS
BOCITPOU3BEIACHHBIN JIEKAPCTBEHHBIN Ipenapar.

Bocmnponssenennbie JjekapcTBEHHBbIE IIpemna-
paTbl, IMEHyeMbIe TaKKe JKeHepuKaMu (OT aHTII.
Generic), cOMOCTaBISIOTCS ¢ pedepeHTHBIMH Jie-
KapCTBEHHBIMH IIperapaTaMyd MO TPEeM BUAAM JK-
BHBAJICHTHOCTHU: (papMaleBTHYecKol, (hapMaKoK u-
HeTrueckor (OMODKBMBAJICHTHOCTH) M TEPAINEBTHU-
yeckoil. COOTHOIIEHHE STHUX BHJIOB SKBHUBAJICHT-
HOCTH PACKPBIBAETCS B METOAMYECKHUX YKA3aHMSIX
«OrmeHka OMOIKBUBAJIICHTHOCTH JIEKAPCTBEHHBIX
cpencTB»: «JlekapcTBEHHBIE CPENICTBA, SBIISIOIIN e-
cs1 papManeBTUIECKHA YKBUBAJICHTHBIMHU (OIMHAKO-
BOE KOJIMYECTBO OJJHOTO M TOTO K€ JICKAPCTBEHHO-
ro BELIECTBA B OIHOM M TOM K€ JIEKAPCTBEHHOM
(dhopme) min papMaleBTHUESCKH abTePHATHBHBIMHU
(omHO M TO Ke JeKapCTBEHHOE BEIIECTBO B Pa3HBIX
XUMHAYECKUX (opMax WM B pa3HBIX JIEKAPCTBEH-
HBIX (hopmax) MOryT OBbITh, a MOTYT M HE OBITh
OnoskBHUBasieHTHBIMH. [lockonbKy (apmarieBThve-
CKasi 9KBHBAJEHTHOCTh WJIM aJbTEPHATUBHOCTH HE
rapaHTUpyeT SKBHBAJICHTHOCTH (apMaKOKWHETU-
YecKoW, UccieoBaHus (papMarieBTHUECKOH JKB U-
BaJIGHTHOCTH HE PacCMaTPHUBAIOTCS KaK aJibTepHa-
THBa WCIBITAHUSIM OHO’KBHUBajeHTHOCTH. C npy-
Toil CTOpOHBI, OMOIKBHUBAIEHTHOCTH JICKAPCTBEH-
HBIX CPECTB MpearnosaraeT, yTo (papMaKOKHHET -
YeCKH DKBHBaJICHTHbIC (OMOIKBHBAJICHTHBIE) OpH-
TMHAJTy TMpernapaTbl 00ECIeYnBalOT OJMHAKOBYIO
3 PeKTHBHOCTL M 0€30MacCHOCTh (hapMaKOTeparuy,
T. €. 4TO OHH TEPATICBTHUYECKH SKBHBAJICHTHED» .

! Oyenra GUOIKBHUBANCHTHOCTH JICKApCTBEHHBIX CPEJCTB: Me-
tox. ykasanus / M3CP. M., 2008. C. 8.
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CrnenoBaTenbHO, OCHOBHBIM BHJIOM OJKBHBa-
JICHTHOCTH SIBJISIETCS OI[eHKa OMODKBUBAJICHTHOCTH
((papMaKOKMHETHYECKOW SKBUBAJICHTHOCTH), TaK
KaKk MMEHHO OHa IO3BOJSIET CJeNaTh 00OCHOBAaH-
HbIe 3aKJIIOYEHHUS] O KauyecTBE CPAaBHUBAEMBIX JIe-
KapCTBEHHBIX CPEICTB IO OTHOCHUTEIBHO MEHbIIIe-
My 00beMy MepBHYHON HH(popManu U B Oonee
C)KaTble CPOKM, YeM TMPH MPOBEICHUU KIMHHYEC-
CKHX UCCIIEOBAHUH.

Takum o00pa3om, JIEKapCTBEHHBII Mpemnapar,
3aperucTPUPOBAHHBIN B KaueCTBE BOCIIPOU3BEICH-
HOTro, BcerjJa OWOIKBHBAJICHTEH pePepeHTHOMY
(MM OPUTHMHAIBHOMY).

JIist mprMEHEeHUSI K JIEKaPCTBECHHBIM TIperiapa-
TaM MpaBUJI TATEHTHOTO 3aKOHONATENBCTBA 3HAY e-
HHE MMEET COOTHOIIEHHWE MOHSITHH «OHO’KBUBA-
JICHTHOCTH JIEKaPCTBEHHBIX MPENapaToB» U «IKBH-
BaJICHTHbIE TIPU3HAKW H300pereHus». Kak orme-
4aloT 3apyOeKHBIE HCCIEI0BaTeN, MPUMEHEHHE
JIOKTPHUHBI DKBUBAJICHTHOCTH B OTHOIIICHUH JIEKap-
CTBEHHBIX CPEJCTB BBI3BIBACT CYIIECTBEHHBIEC 3a-
TpyaHeHus: «JlKeHepruKOoBble KOMIAHUU CTaJIKH-
BaIOTCSl C TapaZoKCoM. Bo-IepBhIX, OHU OIKHBI
CO3/1aTh TPOMYKT, KOTOPBINA SIBISIETCS OMOIKBUB a-
JICHTHBIM JIEKAPCTBEHHOMY CPEIICTBY IS TONyY e-
HUS 0I00PEHUS OT FDA’. Bo-BTOpBIX, OHU JOTKHBI
CO3/1aTh TPOAYKT, KOTOPbIA HE Hapyllaer, Jubo B
OyKBaJIbHOM CMBICIIE, MO0 B BUJIC DKBHBAJICHTOB,
TIATCHT Ha JIEKaPCTBEHHOE CPENCTBOY [26, p. 60].

Beimie monpobHO paccMaTpuBalIOCh MOHSITHE
SKBHMBAJIEHTHOCTH B TAaTeHTHOM mpaBe Poccum u
3apyOeKHBIX cTpaH. Kak mokasano uccienoBaHue,
0] PKBUBAJICHTHOCTHIO MTOHMMAETCS B3auMoO3ame-
HSIEMOCTh TIPU3HAKOB B M300peTeHuu. B 3apydex-
HOM cyl1e0HOI MpaKTUKe JOKTPUHA SKBHBAJIEHTH O-
CTH TPUMEHSETCS WCKIIOUUTENBHO JUIS yCTaHOB-
neHust (axTa HENPaBOMEPHOTO WCIONb30BAHUA
U300pETECHUS.

B poccutiickoii cyneOHON TpakTHKE, HUCXOI S
13 MPABOBOM IMO3UIIMH, 3aKperieHHOW B 1. 9 UH-
(hopmarmonnoro nuckMa Ne 122, Hamu4ue SKBUBa-
JICHTHBIX TIPU3HAKOB B M300PETEHNH, OXPAHSIEMOM
raTeHToM ¢ OoJiee Mo3/AHEN JaToi mpuopuTera, He
paciieHuBaeTCsl B Ka4ecTBe HapyIICHHUs MaTeHTa ¢
Oosiee paHHel garoi npuoputera. Jis npusHaHus
HEMpPaBOMEPHOCTH HCIOIb30BAHUS H300PETEHUS, B
coorBercTBHE C II. 4 cT. 1358 'K PD, Hemocrarou-
HO BBISIBUTH HAJINYNE DKBUBAJICHTHBIX MPHU3HAKOB,

2 FDA (The Food and Drug Administration) — Yipaenenue 1o
KOHTPOJIO 3a MPONYKTaMH M JIeKapcTBaMy, (enepanbHoe
areHTCTBO JlemapramMeHTa 3/paBOOXPaHCHHS M COLHATIBHBIX
ciryx6 CLIA.

Protection of Patent Holders’ Rights under a Conflict of Drug Patents ...

Under current legislation, the definition of the
reference drug is used only in legal acts of the Eu-
rasian Economic Commission. In the Decision of
the Council of the Eurasian Economic Commission
No. 78 “On the Rules for Registration and Exami-
nation of Medical Products for Medical Use” of
November 3, 2016, the reference drug is defined as
a medical product with a new active ingredient,
which was first registered and distributed on the
world pharmaceutical market on the basis of the
file containing the results of complete preclinical
(nonclinical) and clinical research confirming its
quality, safety and efficiency.

If the new active ingredient meets criteria of
patentability, the drug is protected by a patent. As
a rule, the original drug is used as a reference, i. e.
the one which a generic drug is compared with.

Generics are compared with reference drugs
by three types of equivalence: pharmaceutical,
pharmacokinetic (bioequivalence) and therapeutic.
The correlation of these types of equivalence is
interpreted in the Guidelines “Evaluation of bioe-
quivalence of drugs”: “drugs that are pharmaceuti-
cally equivalent (same number of the same medi-
cinal ingredients in the same dosage form) or
pharmaceutically alternative (same active ingre-
dients in different chemical forms or different do-
sage forms) may or may not be bioequivalent.
Since pharmaceutical equivalence or alternative-
ness does not ensure pharmacokinetic equivalence,
pharmaceutical equivalence research is not consi-
dered as a replacement to bioequivalence testing.
On the other hand, bioequivalence of drugs sug-
gests that pharmacokinetically equivalent (bioe-
quivalent) drugs provide the same efficiency and
safety of pharmacotherapy, i. e. that they are thera-
peutically equivalent” (Guidelines “Evaluation of
bioequivalence of drugs”. Moscow, Ministry of
Health of the Russian Federation Publ., 2008. p. 8).

Consequently, the main type of equivalence is
the assessment of bioequivalence (pharmacokinetic
equivalence), since it allows to make reasonable

conclusions about the quality of the compared
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drugs basing on a relatively smaller amount of
primary information and in a shorter time than
while clinical tests.

Thus, a drug, registered as generic, is always
bioequivalent to the reference (or original).

For application of the rules of patent law to
drugs, the relation between the concepts “bioequi-
valence of drugs” and “equivalent features of the
invention” is important. As noted by foreign re-
searchers, the application of the doctrine of equiva-
lence in relation to drugs causes significant diffi-
culties: “Generic companies are faced with an ob-
stacle. First, they must produce a product that is
bioequivalent to the drug to obtain the approval
from the FDA'. Second, they must create a product
that does not infringe, either literally or in the form
of equivalents, a patent on a medicinal product”
[26, p. 60].

The concept of equivalence in the patent law
of Russia and foreign countries was discussed in
detail above. As the research showed the equiva-
lence is interpreted as the interchangeability of fea-
tures in the invention. In foreign judicial practice,
the doctrine of equivalence is applied only to de-
termine the fact of misuse of the invention.

In Russian judicial practice, based on the
legal position in paragraph 9 of Informational
letter No. 122, equivalent features in an inven-
tion protected by a patent with a later priority
date is not regarded as an infringement of a pa-
tent with an earlier priority date. For the recogni-
tion of the illegality of the use of the invention
in accordance with Clause 4 of Article 1358 of
the Civil Code it is not enough to identify equiv-
alent features, their availability as such in the art
before the priority date of another invention
must be proved. If, however, it is impossible to

prove their availability before the date of priority

" FDA (The Food and Drug Administration) is a federal agen-
cy of the United States Department of Health and Human
Services, one of the United States federal executive depart-
ments.



Cannuxosa JI. B., Xapumonosa IO. C.

HEOOXO/IMMO J10Ka3aTh TAaKXe€ MX H3BECTHOCTH B
Ka4eCcTBE TaKOBBIX B JAHHOM OOIACTH TEXHHUKH 10
JIaThl IPHOPUTETA IPyroro uzodperenus. Eciam xe
JI0Ka3aTh WX H3BECTHOCTHh JO JaTbl MPHOpPUTETA
JPyTOro M300peTeHus] HEBO3MOKHO, TO HAJIMYUE
9KBHUBAJIEHTHBIX MPHU3HAKOB SBJISIETCS OCHOBAaHUEM
i npuMeneHus 1. 9 Muadopmanmonnoro nucrsma
No 122.

B orHOmeHMM JeKapcTBEHHOrO Iperapara,
3aperucTPUPOBAHHOIO B KAY€CTBE BOCIIPOU3BEICH -
HOTO, SKBHUBAJIEHTHOCTh IMPHU3HAKOB IO OTHOIIE-
HHUIO K OpUTHHAIBHOMY (peepeHTHOMY) JIeKapCT-
BEHHOMY IIperapary IOo/DKHa MPe3IOMHPOBATHCH,
TaK Kak cam (akT roCyIapCTBEHHOW PErucT pamuu
BOCIIPOHM3BEIEHHOTO JIEKAPCTBEHHOT0 Ipemapara
CBUJICTENIbCTBYET O €r0 OMO3KBUBAJICHTHOCTH OpH-
rHHaJbHOMY (pedepeHTHOMY) JIEKapCTBEHHOMY
mperiapary.

Crnemyer OTMETHUTh, YTO B POCCHICKOW IOpH-
JTMYECKON JINTEPaType MOXKHO BCTPETHTH JOBOJ b-
HO TIOBEPXHOCTHOE MPEACTABICHHE O JYKEHEPUKaXx:
«B JUKEHEpHKe Bceraa Oy/IeT MCIOIb30BaH KaKIbIi
HE3aBUCHMBIH TTYHKT (POPMYJIbI BEIIECTBA, TAK KaK
OH SIBJISICTCS “KOMHUEH’ OpWUTHHAIBLHOTO IMpernapa-
Ta» [16]. OgHako Bo BceM MHUpe MpHU3HAEeTCsS BaX-
Hasg poib JUKEHEPUKOB KaK B Pa3BUTHH WHHOBa-
LWH, TaK U B 00€CIIEYEHNHN JTOCTYITHOCTH JIEKapCT-
BeHHBIX cpenctB [23]. Jlx. Opelinnx nmoguepkuBa-
eT, YTO «4YacTO PKEHEPHUKOBbIE KOMIIAHUU MOTYT
cozJlaBaTh Oosiee JIeUIeBblif CHHTE3 U METObI JI0C-
TaBKH, KOTOpbIE€ CHM)XAIOT CTOMMOCTH JIEKapCTB U
VAYUIIaloT UX KauecTBO» [26, p. 97].

Takum 00pa3om, BOCHPOHM3BEICHHBIN JIeKap-
CTBEHHBIH TIperapar MOXKET TMPeNCTaBIsITh COOOH
WHHOBAIIMOHHBIN MIPOIYKT U B Ka4yecTBe M300peT e-
HUS, OTBEYAIOIIEr0 YCJIOBHSAM IATEHTOCIOCOOHO-
CTH, OXpaHAThCs mareHToM. [Ipu 3ToM GHOIKBUB a-
JICHTHOCTh BOCIIPOM3BEIEHHOTO JIEKAPCTBEHHOTO
rperapara, OXpaHseMOro IMaTeHTOM, OpPUTHHAJIb-
HOMY (pedepeHTHOMY) JICKAPCTBEHHOMY Tpernapa-
Ty, TaK)K€ MMEIOIIEeMY MaTeHTHYIO OXpaHy, O3Ha-
YyaeT HaJIW4yhe B JBYX IATEHTaX OSKBUBAJIECHTHBIX
MIPU3HAKOB, TIPUBEIEHHBIX B HE3aBUCUMOM ITYHKTE
topmynel. CyliecTBOBaHHE JBYX NAaTCHTOB Ha
n300pereHrne ¢ HKBHUBAJEHTHBIMH TPU3HAKAMH,
MIPUBEICHHBIMU B HE3aBUCHMOM ITyHKTE (hOPM YIIbI,
SIBIISIETCSL yCJIOBHEM Juid TpuMeHeHus m. 9 Un-
(hopmanmonnoro nmucbma Ne 122,

Cnoco0bl 321U THI MATEHTHBIX MPaB
NP KOJUIM3HH NATEHTOB

OCOOEHHOCTBIO 3aLUTHl  UCKITIOUUTETBHBIX
MpaB SIBJISIETCS. BO3MOXHOCTb WX 3alllUThl KaK B
cyneOHOM, TaK U aMUHUCTPATUBHOM Topsiake. [1o
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o01remMy TpaBuiTy, 3aKperiecHHOMY B 1. 1 cT. 1248
I'K P®, 3amura HApyIIEHHBIX WM OCIOPEHHBIX
MpaB OCYIIECTBISIETCI B CYAEOHOM TIOpSIKE.
B 2 cr. 1248 T'K PD conepxuTcst u3bsATHE U3
o0Imero mpaBuia O CyAeOHON 3alIuTe WCKITIOY -
TENbHBIX TpaB B BUJAE IEPEYHs CIy4yaeB, KOrja
3alUTa OCYIIECTBISETCS B aIMHUHUCTPATHBHOM
MopsiZiIke. DTO CHOPBI, BO3HUKAIOIINE B CBS3H C
3aIUTON WHTEIUIEKTYaJIbHBIX MIPaB B OTHOIIECHUSX,
CBSI3aHHBIX C TOfAYeil U PacCMOTPEHUEM 3asiBOK
Ha BbIJIa4y MAaTEHTOB Ha Pe3yJbTaThl MHTEIJIEKT Y-
aJBHOMN NEATENFHOCTH U CPEACTB MHIAMBUAyaJIN3a-
UM, C UX TOCYIaPCTBEHHOM PErUCTpaLUel, C BbI-
Jadell  COOTBETCTBYIOIIMX IPAaBOyCTAaHABIIUBA IO-
X JOKYMEHTOB, C OCIIApUBaHHEM IIpEeOCTaBIIe-
HUA DTUM pe3yjbTaTaM M CpelCTBaM IPaBOBOM
OXpaHBbl WIM ¢ ee Tmpekparienuem. [Ipu stom pe-
LIeHNE, TIPUHATOE B aJJMUHHCTPATUBHOM IOPSJIKE,
HE SIBJISIETCS] OKOHYATEIbHBIM, TaK KaK MOYKET OBITh
OCIIOPEHO B CyJIe.

HcuepnpiBaromuii MepedyeHb CIOpPOB, pac-
CMaTpUBAeMbIX CYJIOM IIpH HapylIeHUHU IaTeH T-
HBIX TIpaB, copepxurcd B m. 1 ct. 1406 'K PO.
B 0. 2 narHOM cTaThU YKa3bIBAIOTCSA CIydau, Koraa
3alUTa MATEeHTHBIX NpPaB OCYIIECTBIsIETCd B aj-
MUHHUCTPAaTUBHOM HOPSJIKE, TyTeM MPSMON OTCBHIII-
KM K KOHKPETHBIM CTaThsM | pakJaHCKOro Koje K-
ca P®, conepxammmces B 1. 72 «IlarentHoe mpa-
BO», B ToM umcie K cT. 1398 'K P® «IIpusnanue
HEeIEHCTBUTENBHBIM MTaTEeHTa Ha M300peTeHue, mo-
JIE3HYIO MOJIENb WU MIPOMBIIIUIEHHBINA 00pa3er.

JUisg 3amyThl HapYIIEHHBIX HHTEIEKTYalb-
HBIX TIpaB MOTYT OBITh HCIIONB30BAaHBl YHHBEP-
CaJIbHBIC CIIOCOOBI 3alUTHl TPAKITAHCKUX TIPaB,
nepeunciennbie B cT. 12 'K P®. Onnako ocobas
MpaBoBasi MPHUPOAA HMCKIIOYUTENBHBIX IpaB 00y-
CIIOBMJIA 3aKpEIUIEHWE B 4acTH 4deTBepTod I'pax-
JaHCKOro kojexkca P®  crenuanbHbIX IIpaBUIl
o crioco6ax 3auwThl. B cr. 1252 'K P® xonkperu-
3UPYIOTCA CHOCOOBI 3alUTHl  MCKIIOYUTETHHBIX
MpaB, a TaKKe OMPEENIIOTCS MOPSII0K U 0COOEH-
HOCTH WX MCIIONB30BAHUSL.

Jna nuna, 9bM MCKITIOUMTENbHBIE MpaBa Ha-
PYIIEHbI, UMEET HCKIIOYUTEIbHO Ba)KHOE 3HAYe-
HUE TIPaBWIBHBIA BBIOOP TOTO WM WHOTO criocoba
3alUTHl C YYETOM XapakTepa JAOMYIIEHHOTO B OT-
HOIIICHUH €r0 HApYIICHUsI, TAaK KaK BHIOPaHHBIN MM
croco0 3aIMThl JOIKEH CIOCOOCTBOBaTh BOCCTA-
HOBJICHHIO €r0 HapyIIEHHOTO MpaBa M YIOBJIETB O-
pATH MaTepuaibHO-TIpaBoBol WHTepec. Kak yka-
3piBaeT JI. A. HoBocenoBa, «pa3nmuuusi B MpUpPOJIe
WCKITIOUYUTENbHBIX, JIMYHBIX HEUMYIIECTBEHHBIX H

Sannikova L. V., Kharitonova Yu. S.

of another invention,the equivalent features are the
ground to apply paragraph 9 of Informational Let-
ter No. 122.

In respect to a medicinal product registered as
a generic drug, the equivalence of features in rela-
tion to the original (reference) drug should be pre-
sumed, since the very fact of state registration of a
generic drug confirms its bioequivalence to the
original (reference) drug.

It should be noted that in the Russian legal
literature one can come across a rather shallow
idea of generics: “every independent claim of a
substance will always be used in generics, since
it is a ‘copy’ of the original drug” [16]. Howev-
er, throughout the world, generics are considered
to play an important role, both in the develop-
ment of innovations and in ensuring the availa-
bility of medicines [23]. J. Freilich underlines
that “generic companies can often use cheaper
synthesis and delivery methods that reduce the
cost of drugs and improve their quality” [26,
p- 97].

Thus, a generic medicinal product can be an
innovative product and as an invention that
meets the conditions of patentability, it can be
protected by a patent. When a generic drug pro-
tected by a patent is bioequivalent to the original
(reference) drug, also having patent protection, it
means there are equivalent features stated in the
independent claim in two patents. Two patents
for the invention with the equivalent features
provided in an independent claim is a condition
for application of paragraph 9 of the informa-
tional letter No. 122.

Remedies for Patent Rights in Case of
a Conflict between Patents

The peculiarity of the protection of exclusive
rights is the possibility of their protection, both
under judicial and administrative procedure. Ac-
cording to the general rule, stipulated in Clause 1
of Article 1248 of the Civil Code, infringed or con-
tested rights are protected by the court. Clause 2 of
Article 1248 of the Civil Code contains an excep-
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tion to the general rule on court protection of ex-
clusive rights in the form of a list of cases when
the protection is carried out under administrative
procedure. These are disputes concerning protec-
tion of intellectual property rights in relation to
filing and consideration of applications to grant the
patents for inventions, intellectual activity and
means of individualization, official registration of
those, issuance of the appropriate title-establishing
documents, contestation of granting legal protec-
tion for these results and means, or its termination.
At the same time, the decision made under admin-
istrative procedure is not final, as it may be con-
tested in a court.

The exhaustive list of the disputes settled by
court in case of violation of patent rights is pro-
vided in Clause 1 of Article 1406 of the Civil Code
of the Russian Federation. Clause 2 of this article
specifies cases when the protection of patent rights
is performed under administrative procedure, by
direct reference to specific articles of the Civil
Code contained in section 72 “Patent law”, includ-
ing Article 1398 of the Civil Code “Recognition of
the Invalidity of a Patent for an Invention, Utility
Model, or Industrial Design”.

Means of protecting the civil rights listed in
Article 12 of the Civil Code may be applied to pro-
tect infringed intellectual rights. However, the spe-
cial legal nature of exclusive rights resulted in the
consolidation of special rules on ways of protec-
tion in the fourth part of the Civil Code of the Rus-
sian Federation. Article 1252 of the Civil Code
specifies the ways of protection of exclusive rights,
as well as the procedure and peculiarities of their
application.

For a person whose exclusive rights have been
infringed it is essential to select the right way of
protection, considering the nature of the infringe-
ment, since the way of protection chosen by him
should contribute to restitution and satisfy the
substantive interest. As L. Novoselova points out,
“Differences in the nature of exclusive,

non-property and other intellectual property rights



3au4uma npae namenmoobraoamernet npu KOJau3uu nameHmos ...

WHBIX MHTEUICKTYaJIbHBIX IIPAaB OIPENCISIIOT He-
00X0nUMOCTh () depeHITHaIK CPEICTB 3aIIUThI
C yUETOM XapakTepa oxpaHsemMoro uarepeca» [19].
Kpome toro, B psine ciydaeB B HOpMe IpaBa CoO-
JIEPKUATCS TIPSIMOE YKa3aHWUE Ha HAJICKAIUN CITO-
€00 3alIMThI, TOITOMY JIUIIO0, OOpaTHBIIEECS B CYIl
3a 3aIIMTOM CBOEr0 HAPYIIEHHOTO IMpaBa, BIPaBe
MIPUMEHSATH JIUIIB 3TOT CIIOCO0.

Bonpoc o Beibope Haanexarniero crocoda 3a-
IIUTHl OCOOCHHO aKTyaJieH B CUTYallUd KOJLJIM3UHU
MaTEHTHBIX TIpaB, BO3ZHUKAIONMICH TIPH HAIUYUU
JIBYX TIATCHTOB, OJIMH M3 KOTOPBIX C 00jIee paHHEH
Jatoi nmpuopurera. Kak ormedanock BbllIe, KOJ-
JIA3US TIATCHTHBIX TIPaB HAIlIa OTPa)KEHUE B POC-
CHUHCKOM IMaTEHTHOM 3aKOHOMATEIHCTBE JIMIIb Ya C-
TiuHo: B 1. 1 ¢T. 1397 m B 1. 2 cT. 1358.1 TK PO.
[Ipu sTOM HEMOCPEACTBEHHO B JAHHBIX HOpPMax
MpaBa OTCYTCTBYET yKa3aHHE Ha KOHKPETHBIN CII O-
€00 3aIMThI, TPUMEHSIEMbBIH B 3TOM CiIyJae.

Bwmecte ¢ Tem emie J0peBOIIOLMOHHBIN Tpa-
BoBen A. A. IlmieHko yka3bpIBaj Ha €IHMHCTBEHHO
BO3MOJKHBIN CTIOCOO 3alTUTHI B TAKOH CUTYyaIlWH:
«Oco0eHHO 3aTPyAHUTEIBHBIM MOXKET MOKA3aThCs
— Ha TMEepPBHIN B3MIAA — pa3OupaeMblil Ka3yc B TeX
Cllydasix, Korja OH OyneT OCIMKHEH (hakToM II O-
SIBJICHUSI ABYX TATCHTOB: M y TIPECIICAYIOMIETO, U Y
MpecienyeMoro. ...
JIEH BOTIPOC O MCHCTBUTEIHHOCTH IMATEHTOB, KaKO-

HeoOXoauMO Oyaer BO30Yy *k-

BOM BOIIPOC M TPWBEAECT HEMHUHYEMO K YHHUYTOXKE-
HHIO OMHOTO U3 HUX» [15, ¢. 514-516].

Crnenyer 0co00 OTMETUTb, IIPH CTOIKHOBEHUHU
MaTeHTHBIX MPaB MPUHIUI «CTAPIIMHCTBA MPaBay
HE MPUMEHSETCS, TO3TOMY HaJIM4Ke MaTeHTa ¢ 60-
Jiee paHHEW JaToM MPUOpPUTETa HE O3HAYAET He-
JEHCTBUTEIBHOCTh MaTeHTa ¢ Ooyiee MOo3HeH Ja-
TO npuoputera. VCKItOUUTENbHBIE PaBa U Nep-
BOr0, ¥ BTOPOTO MAaTeHTOOONa1aTeseli BOSHUKAIOT
Ha OCHOBAHUM TOCYJApPCTBEHHOM pErucrpauuud 1
MPEKPAIArOTCSl HA OCHOBAHHUSX, [IEPEUUCIICHHBIX B
3akone (1. 72 'K PO).

[TateHT MOXeT OBITH NPU3HAH HEICHCTBU-
TENbHBIM B CITy4asx, MPeyCMOTPEHHBIX B cT. 1398
I'K P®. Jlo Tex nop moka NaTeHT, Ha OCHOBAHUU
KOTOPOIrO BO3HHUKJIO HCKIIIOYUTEIBHOE MPaBO Ha
n3o0perenre, He MPU3HAH B YCTAHOBJIEHHOM I10O-
psaKe HeNeHCTBUTEIbHBIM, NEUCTBUS IPYTUX JIHII
M0 MCIOIB30BAHUIO ITOTO MAaTEHTa HE MOTYT OBITh
MIPU3HAHBl HAPYIIAIOIMMHU TaTEHTHOE MPaBo, TaK
Kak T00pOCOBECTHOCTh YYaCTHUKOB I'PAYKIAHCKOTO
mpaBa mpestomupyercs (m. 5 cr. 10 'K POD).
«VHOW TOpSIOK MPOTHBOPEUMIT OBl MPHUHIUIIAM
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MaTeHTHOTO TMpaBa W TPaKTAHCKOTO TIpaBay», —
MTOJYEPKUBAET K.J0.H., BEAYIINH COBETHUK OT/AENa
TpaXIaHCKOTO 3aKoHOAaTenscTBa JlemapramenTa
9KOHOMHYECKOTO 3aKOHOJATeNbcTBa MHUHHUCTEPC T-
Ba rocturu PO C.B. Yconenesa [21, c. 52].

VIMeHHO Takol MOAXO/ MOTYYHII 3aKpEIIEHNE
u B 1. 9 Mudopmanmonnoro nucema Nel22, B xo-
TOPOM COJICPIKUTCS 0OIIee MPABUIO O KOJTH3UH
MaTeHTHBIX TpaB, BbIpaOOTaHHOE CyneOHOM Mpak-
THUKOW: TIPU CTOJIKHOBEHMH JIBYX ITaTEHTOB Ha U3 O-
OpereHusl, XapaKTepu3yeMbIX B IATEHTHOH (op-
MyJ€ TOXIECTBEHHBIMH WM OKBHUBAJICHTHBIMH
MpU3HAKaMH, KaXIBIH U3 MaTeHTooOIanaTenen
BIIpaBe MCIIOJIb30BaTh M300peTeHHEe Oe3 pasperie-
HUSA APYTOro MaTeHToo0IaaaTeNs A0 TeX Mop, MoKa
OJIMH W3 MATEHTOB HE OyJeT NMpU3HaH HEICUCTB M-
TEJbHBIM.

JlaHHBIA BBIBOJ ITOATBEPKAACTCA M CyIeOHOM
npakTukoil. Tak, B onpenenennn Bepxosuoro Cy-
na PO or 12 mapra 2018 1. Ne 304-2C18-460 1o
neny Ne A27-555/2017 yxasweiBaercs: «Cymabl py-
KOBOJICTBOBAJINICH TIOJIOKEHUSIMUA CTaThll 65 A p-
OUTPaXKHOTO TPOIECCYAIbHOTO Koaekca Poccu ii-
ckoit deneparm, mynkroB 1, 2 crateu 1358 I'p a-
JKJaHCKOro  Kojiekca Poccuiickoit  denepauuu,
Pa3bCHEHUSIMHU, U3JIOKEHHBIMH B TyHKTE 9 O030-
pa TPaKTUKA PACCMOTPEHUS apOUTPaKHBIMH CY-
JaMH JIeJ, CBSI3aHHBIX C MPUMEHEHUEM 3aKOHOJa-
TENLCTBA 00 MHTEIUICKTYaJIIbHOW COOCTBEHHOCTH,
yrBepxaenHoro Ilpesuanymom Briciiero ApOut-
paxunoro  Cyma
ot 13.12.2007 Ne 122, u UCXOOMIM U3 TOrO, 4YTO

Poccuiickoit  @enepauun
OTBETYMK HE MOKET OBITh NMPU3HAH HApPYLIIUTEIEM
HUCKIIIOYUTCIIbHBIX ITpaB UCTHA 0e3 ocClapruBaHus B
YCTaHOBJIEHHOM 3aKOHOM TMOpsAIKe mareHta Poc-
culickoi @enepauuy Ha IOJE3HYH  MOJEIb
No 119435 v mpu3HaHUS €r0 HEICHCTBUTEITHHBIMY.
OcHoBaHus JJId TIPU3HAHUSA TMaTCHTa HeIIeI‘/'ICT-
BHUTENBHBIM Tepedrciensl B cT. 1398 'K PO. [pu
CTOJIKHOBCHHHU IMATCHTHBIX ITPpaB OCIIapUBaHUC I1a-
TeHTa ¢ Oonee MO3JHEH AAaTOW MPUOPUTETAa BO3-
MOXXHO Ha ocHOBaHuM a63. 1) m. 1 ct. 1398 'K P®:
HECOOTBETCTBME M300pETEHUsI YCIOBUSIM MaTEHTO-
CIOCOOHOCTHU. YCIIOBUS MAaTEHTOCIIOCOOHOCTH H30-
Operenus onpezeneHsl B ¢r. 1350 'K P®: HoBU3-
Ha, U300peTaTenbCKuil YpOBEHb U MPOMBIIIICHHAS
npuMeHnMOocTbh. IlareHroobnamarens, ocrnapuBaio-
IIMA Jpyrol MaTeHT JOJKEH J0Ka3aTh HeCOOMo e-
HHUE OTHOTO M3 ATHX ycioBuid. Kak npapuio, y 00-
JajiaTens maTeHra ¢ 6onee paHHeW JaTod MpUOpH-
T€Ta €CTb OCHOBAHMA ITOJIararb, 4TO IIPpU BbIIA4Y€

Protection of Patent Holders’ Rights under a Conflict of Drug Patents ...

require to vary the ways of protection, taking into
account the nature of the protected interest” [19].
In addition, in some cases the law contains a direct
reference to the proper way of protection, therefore
the person taking a legal action for protection of
his infringed rights, can apply only this method.

The question of choosing the appropriate way
of protection is particularly relevant in a conflict of
patent rights arising from the existence of two pa-
tents, one of which is with an earlier priority date.
As stated above, the conflict of patent rights is re-
flected in the Russian patent law only partially: in
Clause 1 of Article 1397 of the Civil Code and in
Clause 2 of Article 1358.1 of the Civil Code. At
the same time these law regulations do not contain
direct reference to a specific method of protection
applied in this case.

Along with that, even before the revolution,
the legal scholar A. A. Pelenko defined only one
possible way of protection in such a situation: “It
may seem particularly difficult, at first glance, to
understand the case when there are two patents of
the persecutor and the persecuted. ... it will be ne-
cessary to raise the question of the validity of pa-
tents, which will inevitably lead to the invalidation
of one of them” [15, p. 514-516].

It should be noted in particular that the prin-
ciple of “precedence right” does not apply when
patent rights collide, so the existence of a patent
with an earlier priority date does not mean the in-
validity of a patent with a later priority date. The
exclusive rights of both the first and second patent
holders arise on the basis of official state registra-
tion and can be terminated on the grounds pre-
scribed by the law (Section 72 of the Civil Code).

The patent may be recognized as invalid in
cases provided for in Article 1398 of the Civil
Code. As long as the patent on the basis of which
the exclusive right to the invention arose is not
recognized invalid in the prescribed manner, the
actions of other persons to use this patent cannot
be recognized as infringement of patent right, since
the good faith of civil law subjects is presumed
(Clause 5 of Article 10 of the Civil Code). “Anoth-
er procedure would contradict the principles of
patent law and civil law” underlines S. V. Usolts e-
va, Candidate of Judicial Sciences, leading consul-
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tant of the division of civil legislation of the De-
partment of economic legislation of the Ministry of
Justice of the Russian Federation [21, p. 52].

This approach is stipulated in paragraph 9 of
Informational letter No. 122, which contains a
general rule on the conflict of patent rights, devel-
oped by judicial practice: if there is a conflict of
two patents for inventions described in the patent
claim by identical or equivalent features, each of
the patent holders is entitled to use the invention
without the consent of another patent holder until
one of the patents is recognized as invalid.

This opinion is confirmed by judicial practice.
Thus, in the Ruling of the Supreme Court of the
Russian Federation of March 12, 2018 No. 304-
ES18-460, case number A27-555/2017 it is stated
that : “the courts were guided by Article 65 of the
Arbitration Procedure Code of the Russian Federa-
tion, Clauses 1 and 2 of Article 1358 of the Civil
Code of the Russian Federation, the interpretation
stipulated in paragraph 9 of the Review of Arbitra-
tion Courts Practice for the affairs concerned with
application of legislation on intellectual property,
adopted by the Presidium of the Supreme Arbitra-
tion Court of the Russian Federation No. 122 of
December 13, 2007, and came to the decision that
the defendant cannot be recognized as the infringer
of exclusive rights of the claimant without contest-
ing under the legal procedure the patent of the
Russian Federation for the utility model No.
119435 and recognition it as invalid”.

The grounds for recognition of the patent
invalid are prescribed by Article 1398 of the
Civil Code. In case of conflict of patent rights,
a patent with a later priority date may be con-
tested on the basis of the paragraph 1 Clause 1
of Article 1398 of the Civil Code of the Russian
Federation: failure of the invention to meet the
criteria of patentability. Conditions of patenta-
bility of the invention are stipulated in Article
1350 of the Civil Code: it shall be new, involve
and be
applicable. A patent holder contesting another

an inventive  step, industrially
patent must prove, that it does not meet
one of these conditions. Generally, a patent
holder of a patent with an earlier priority date
has grounds to believe that the novelty condition
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MaTeHTa Ha TOXKJECTBEHHOE WJIM DKBHBAJICHTHOE
n3o0pereHne ¢ Oosee MO3AHEH aToi MPHOpHUTETa
HE OBUTO COOMIONEHO YCIIOBHE HOBU3HBL

B coorBerctBuu ¢ m. 1 u 2 cr. 1398 'K P®D,
MaTeHT Ha M300peTeHHEe MOXKET OBITh OCHOPEH IO
OCHOBAHHIO €r0 HECOOTBETCTBHUS YCIOBHIO IMaTeH-
TOCIIOCOOHOCTH «HOBU3Ha» B aIMUHHCTPATHBHOM
TOpSJIKE MTyTEeM MOJJauyl COOTBETCTBYIOIIETO BO3pA -
XKeHusi B (helepanbHbI OpraH HUCIONHUTEIbHON
BJIACTH TI0 MHTEIUICKTYalbHOW COOCTBEHHOCTH.
Cornacno 1.2 ct. 1248 I'K P®, pemenue aaMuHu-
CTPaTUBHOTO OpraHa, MPUHATOE MO pe3ylbTaram
pPacCMOTpPEHUSI Ha3BAaHHOTO BO3PAKEHHS, MOXKET
OBITH OCIIOPEHO B YCTAHOBJICHHOM 3aKOHOM IT10-
psKe B cyre.

AJIMUHUCTPATUBHBIA TIOPSJIOK pa3peIieHsI
Criopa mpeaycMaTpuBaeT 00s3aHHOCTD 3asIBUTENS B
CHJIy 3aKOHa OOpaTHThCS B aJMUHHCTPATHBHBIN
OpTaH C COOTBETCTBYIOIIMM 3asiBICHHEM, a HE B
cyn. Ilpu sToM mpeaMeroM BO3MOXHOIO ITOCIH e-
JYIOIIEro cyaeOHOro pacCMOTPEHUS SBISIETCS He
TOT K€ CIOp, KOTOPBIA paccMaTpHUBAJICS B ajIM H-
HUCTPATUBHOM IOPSIJIKE, & UHOH — B OTHOIICHHH
pelieHus, IPUHATOTO 1O pe3ylnbTaTaM paccMoTpe-
HUS TIEPBOHAYAIBHOTO CIIOpa B aJMUHUCTPATHB-
HOM TOpSIZIKE.

Taxum 00pa3om, B Cy/1IcOHOM MOPSIIKE MOXKET
OBITH OCIIOPEHO TOJBKO pelieHne ¢enepaibHOro
OpraHa WCIOJHUTEIbHOM BIACTH 1O MHTEIJIEKTY-
aJbHON COOCTBEHHOCTH, MPHUHSATOE IO pe3yibTa-
TaM PAcCMOTPEHHS BO3PAXKEHHS, a HE CaM IATEHT .

Kpowme Toro, B cirydae nmpu3HaHUs HEJEHCTBU-
TENBbHBIM OJIHOTO M3 MATEHTOB 00JIaZlaTeNb MpaB Ha
VMHOW TaTEeHT BIpaBe BHOBb OOpPAaTHTHCA B CyA 3a
3aIIMTON CBOWX TPaB, B TOM YHCJE ITyTEM BO3Me-
IIeHUsT YOBITKOB 32 BECh IEPHOJ HCIOIb30BAHUS
ero TaTeHTa, YYWTHIBas, YTO NMPU3HAHHE TaTEHTa
HEIEHCTBUTENBHBIM O3HAa4YaeT OTCYTCTBHUE IPaBO-
BOM OXpaHbI TAKOTO MaTeHTa ¢ MOMEHTa MOJauu B
PocraTeHT 3agBKM HA BbIady NaTEHTa .

Cremyer 0cob0 OTMETHTB, YTO B Poccum, Kak
u B I'epmMaHny, NelcTByeT QUCIIEPCUBHAs CHUCTEMA
pPacCMOTpEHUsI MaTEHTHBIX CIOPOB O HapyIICHWU
WCKJTIIOYMTENFHOTO TpaBa M TPU3HAHUU TATEHTA
HeJleHCTBUTENBHBIM. B 3apybexHOl nuTeparype
OTMEUaeTCsl, YTO MPEUMYIIIECTBOM MPUHIIMIA pa3-
JieTIeHUsT pa30upaTe’bcTB O HAPYIICHWW TaTeHT-

' Cm.: nocranosnenue npesuauyma Cyna 10 MHTEIUIEKT yalb-
HbIM mpaBam or 27.11.2015 Ne C01-832/2015 mno nemy
Ne CUIT-41/2015.

? Tlocranopienue JIeBATHAIIATOrO ApGHTPAKHOIO ATIEILISIIH-
oHHoro cyza ot 28.11.2017 o nemy Ne A36-1404/2017.
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HBIX TIPaB ¥ HEICHCTBUTEILHOCTH TTATEHTA SIBIISICT-
Csl TIOBBIIIEHHE Ka4eCcTBAa pa3pelleHHs] CIIOPOB H
MIPaBOBON OMpeeeHHOCTH [29].

B 1. 22 coBmectHoro mocrtanoBienus Ilme-
HymoB BepxoBuoro Cyna P® u Beiciero Apou 1-
paxHoro cyna P® or 26 mapra 2009 r. Ne 5/29
pasbsCHSETCS, YTO MPU PACCMOTPEHHUH CYAOM JIET
0 HapyIIeHUH HWHTENJIEKTYaJIbHBIX TpaB BO3pake-
HUS CTOPOH, OTHOCSIIMECS K CIIOpY, MoJyIexalie-
My PacCMOTPEHHIO B aMHHUCTPATUBHOM (BHECY-
JeOHOM) TIOpSIZIKE, HE JOJDKHBI MPHHUMATHCS BO
BHUMAaHHE W HE MOTYT OBITh TIOJIOKEHBI B OCHOBY
pemenus. A. C. BopoxxeBHY yKa3bIBaeT, 4To «Iy-
TEeM pas3zeieHHs] MPOU3BOJCTB IO OCIAapUBAHHUIO
JEWCTBUTEILHOCTH MMATEHTA W HAPYIICHHU HCKITIO-
YUTEIHHOIO MTpaBa YMEHBIIIAETCSI OMACHOCTh 00be-
JMHEHUS apTYMEHTOB OTHOCHUTEIFHO JIBYX JTAHHBIX
criopoB» [3]. [ToaTomy B crope 0 HapymeHUH HC-
KITFOUUTENBHBIX MPaB HU OJTHA M3 CTOPOH HE MOXET
CCBUTAThCS Ha BO3MO)KHOCTHh MJIM HEBO3MOXKHO CTh
MPU3HAHUS MATEHTa HECHCTBUTEIBHBIM.

IIpunyauTenbHoe JUIleH3MPOBaHUE
HAa 3aNaTeHTOBaHHbIE JIEKAPCTBEHHbIE Cpe/IcTBA
U KOJIJIU3US MATEeHTOB

Kak B pa3BUTBHIX, TaK ¥ B DPa3BUBAIOIIUXCS
CTpaHax JOCTYI K JIEKapCcTBaM Bce OOJbIe 3aBH-
CUT OT CTOMMOCTHU 3allaTCHTOBAHHBIX JICKAPCTBEH-
HBIX CPEICTB. BBICOKas meHa Ha MaTEHTOBAHHBIC
JIKapcTBa OOYCIIOBJICHA HE TOJBKO KPYITHBIMH
3arparaMd Ha HMX Pa3pabOTKy, HO U BO3MOXKHO-
CThIO TIPABOOOJIAZATENISI MOHOIIOJBHO MCIIOJb30-
BaTh MAaTEHT Ha HOBOE JIEKAPCTBEHHOE CPEICTBO.
B oaTOl cuTyanuu mnepen KaxJIbIM TOCYIapCTBOM
BCTaeT JWJIEMMa: MAaKCHMAaJIbHO 3allUINATh IIpaBa
MaTeHToo0MaiaTeIei B IENIX CTUMYJIHPOBAHHS
MHBECTUIMA B (papMalleBTUUYCCKYIO OTpacib OO0
HapymaTh IpaBa MaTeHTOoOIanaTeNsl B MEIX I10-
BBIIICHUS JTOCTYITHOCTH JICKApCTB JJIsi OOJIBIIMH-
CTBa HACCJICHUS.

Crnemyer oTMeTuTh, 4TO B Jloknmane Crienuais-
Horo nokianunka OOH mo Bompocy o mpaBe Kax-
JIOTO Y€JOBEKa Ha HAMBBICIIANA JOCTHUKHUMBIN ypoO-
BEHb (PM3MUYCCKOTO U TICUXUUYECKOTO 37I0POBbSI 0CO-
00 MOTYEPKUBACTCS, YTO «IIPaBy Ha JIOCTYI K Jie-
KapCTBaM KOPPEIUPYeT OOsI3aHHOCTh TOCYHapCTB
00eCIIeunTh HAJIMUUE JICKAPCTBCHHBIX CPEICTB B
aCIeKTe WX JOCTYIHOCTH C (DUHAHCOBOW TOYKH
3peHUsl M MPAKTHIECKOM MOCTYIMHOCTH HA HE JIHC-
KPUMUHAIIMOHHOW OCHOBE Ka)KIOMY HYEJIOBEKYy, Ha-
XOASIIEMYCS TTOJT UX IopnczH/IKuI/IeI?I»3 .

? https://digitallibrary.un.org/record/652915/.../A_HRC_11_
12-RU.p.

Sannikova L. V., Kharitonova Yu. S.

was not met when granting a patent for an identical
or equivalent invention with a later priority date.

According to Clauses 1 and 2 of Article 1398
of the Civil Code of the Russian Federation, the
patent for the invention can be contested under
administrative procedure because it does not meet
such a condition of patentability as “novelty” by
submission of the relevant objection to the federal
executive authority on intellectual property. Ac-
cording to Clause 2 of Article 1248 of the Civil
Code of the Russian Federation, the decision of the
administrative body, taken upon the results of con-
sideration of the submitted objection, can be con-
tested in court under procedure stipulated by the
law.

The administrative procedure for resolving

disputes provides the legal obligation of the appli-
cant to apply to the administrative body with the
relevant application, but not to the court. At the
same time, the issue under a possible subsequent
trial is not the same dispute that was considered in
the administrative procedure, but the decision
made as a result of the consideration of the initial
dispute under the administrative procedure.

Thus, only the decision of the federal execu-
tive body on intellectual property, taken based on
the consideration of the objection, and not the pa-
tent itself, can be contested in court (See. Judgment
of the Presidium of the court on intellectual rights
of November 27, 2015 No. C01-832/2015 case
No. CIP-41/2015).

In addition, in case of recognizing one of the
patents invalid, the patent holder of another patent
is entitled to apply to the court again seeking pro-
tection of his rights, including compensation of
damages for the entire period of use of his patent,
taking into account, that the invalidation of the pa-
tent means the absence of legal protection of such
patent from the moment of filing an application to
Rospatent for the patent granting. (Resolution of
the Nineteenth Arbitration Court of Appeal of No-
vember 28, 2017, in case No. A36-1404/2017).

It should be noted, that in Russia, as in Ger-
many, there is a dispersive system of proceeding
patent disputes on infringement of exclusive rights
and invalidation of a patent. It is stated in foreign
literature that the advantage of the principle of se-
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paration of proceedings on patent infringement and
invalidity of patent is to improve the quality of
dispute resolution and legal certainty [29].

In paragraph 22 of the joint Resolution of Ple-
nums of the Supreme Court of the Russian Federa-
tion and the Supreme Arbitration Court of the Rus-
sian Federation of March 26, 2009 No. 5/29 it is
interpreted that the objections of the parties relat-
ing to the dispute which is subject to administrative
(extrajudicial) procedure shall not be considered
and influence the judgment during trying cases of
infringement of intellectual rights. A. S. Vorozh e-
vich points out that “by separating the proceedings
on the invalidity of the patent and the infringement
of exclusive rights the risk of merging arguments
related to these proceedings is reduced” [3]. There-
fore, in the dispute on infringement of exclusive
rights, neither party can refer to the possibility or
impossibility of recognition of the patent invalid.

Compulsory Licensing for Patented Drugs and
Contflict of Patents

Availability of medicines is extremely depen-
dent on the cost of patented drugs in both devel-
oped and developing countries. The high price for
patented drugs is due not only to the expensiveness
of their development, but also to the possibility of
the holder to monopolize the patent for a new drug.
In this situation, each state shall make a choice: to
protect the rights of patent holders as much as
possible in order to stimulate investments in the
pharmaceutical industry or to infringe the rights of
the patent holders in order to increase the availabil-
ity of medicines for the majority of the population.

It should be noticed that the report of the UN
Special Rapporteur about the right of everyone to
the highest attainable level of physical and mental
health emphasizes that “the right of access to drugs
correlates the duty of states to ensure the availabili-
ty of medicines in terms of their financial availabil-
ity and practical accessibility without discrimina-
tion to every person under their jurisdiction™".

Compulsory (mandatory) drug licenses are a
legal way that provides a balance of private and

" Available at: https:/digitallibrary.un.org/record/652915/.../
A _HRC 11 12-RU.p.
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WHCTUTYT NpUHYIUTENBHBIX (00S3aTENbHBIX)
JIMLIEH3UI Ha JIEKAPCTBEHHBIN CPEACTBA SBIIAETCS
MPaBOBBIM MEXaHU3MOM, OOECIeUnBarOM Oa-
JIAaHC YaCTHBIX M MYOJIMYHBIX UHTEPECOB B cdepe
3apaBooxpaHeHus. [IpuHyaUTENbHBIE JTHICH3UH
MO3BOJISIIOT OTPAaHWYMBATH TpaBa MaTEHTOOOIa[ a-
Tenel OpUTrHHANBHBIX JIEKAPCTBEHHBIX IPErapaToB
M BBICTYNAIOT KaK MHCTPYMEHT 3aIHUTHI OT BBICO-
KHX IIeH Ha JIeKapCTBa, HEXBATKU JIEKAPCTB U 3J10-
yrnoTpebieHui maTeHToo01a1aTenei.

Taxum 00pazoM, HapyIIeHHE TATEHTHBIX TpaB
npaBooOnaareneld Mpu BblJaue MPUHYAUTEIBHBIX
JUIEH3UN paccMaTpUBAETCsl B Ka4eCTBE CIPABE/I-
JIUBOTO KOMITPOMHCCA, TaK KaK IMpearojaraercs,
YTO COIHMANIBHBIX U (PMHAHCOBBIX BBITOJ OT ITPHM e-
HEHUS TPUHYIUTENbHBIX JIHIEH3UH, O0COOEHHO
B (hapmarieBTHUeCKOl cdepe, 0oiIbIlIe, YeM MOTePh
B MHHOBALIUAX ¥ WHBECTHUIIHIX.

WHeTuTyT NpUHYIMTEIBHOM JTUIICH3UN ObLT 3a-
KperuieH emie B [laprkckold KOHBEHIIMM 10 OXpaHe
npomeinieHHol codctBeHHoctH (Ilapmk, 20 mapra
1883 r.). Cornacho ct1. 5 [A (2)] KonBenuuu, «xa-
xnast ctpana Coro3a MMEeT MpPaBo MPHUHSATH 3aKO-
HOJATeNbHBIE MEpbI, MPEAYCMaTPUBAIOIIME BBIIAUy
MIPUHYANTENBHBIX JIIEH3UH, IS IPEI0TBPAIeHUS
3710yTIOTPEOICHUH, KOTOpPBIE MOTYT BO3HHUKHYThH B
pe3ynbTare
MpaBa, MPEIOCTABIAEMOro IMaTeHTOM, HalpuMmep, B

OCYHICCTBJICHUA  MCKIIIOYUTCIIBHOI'O

Ccllyyae HEHCIIOb30BaHUsI M300PETECHHUSD.
[IpunynuTenbHOE JUIEH3UPOBAHHE HAILIO
OTpa’XC€HUC U B ComnaireHuy mo TOProBbIM aCII€K-
TaM MpaB WHTEIJIEKTYallbHOH COOCTBEHHOCTH (J1a-
nee — Cornmamenue mo TPUIIC), aenstomemcs He-
OThEMJIEMOM YacThbto MappaKeluicKoro coriali e-
Hust 00 yupexaenun BTO or 15 anpens 1994 r.
B cr. 30 Cormamenust mo TPUIIC pmomyckaercs:
«H1eHBl MOT'YT IpelycMaTpuBaTh OIPAHUYEHHBIE
HUCKITIIOYCHUSA M3 HUCKIIIOYHTCIIBHBIX IIpaB, IMPEaoC-
TaBJIKICMBIX ITATCHTOM, IIPpU YCJIOBUH, YTO TaKUC
WCKJIIOUEHUSI HEOOOCHOBAHHO HE BCTYMAIOT B MPO-
TUBOPEUMUEC C HOPMAJIbHBIM MCIIOJIB30BAHUEM I1a-
TEHTa U HEOOOCHOBAHHO HE YIIEMIISIOT 3aKOHHBIC
HUHTEPECHI HaTeHTOO6J'IaJIaTeJ15[, YuuTheiBass 3aKoH-
HBIC MHTCPEChI TPETHbUX JIUID). YemoBus I UcC-
I0JIb30BaHUs MATeHTa 0€3 pa3pelieHus aTeHT000-
nmagarenst yctaHoBlieHs! B CcT. 31 CornameHus 1mo
TPUIIC. Ilpu 3ToM nepeyeHb KOHKPETHBIX CITy4aeB
BBIJIAUU IIPUHYIUTEIBHOW JIMIICH3UH HE ObLT yCTa-
HOBJICH, B Ka4€CTBC TAKOBBLIX YKas3aHbl JIMIIb OBa:
WCIOJNB30BaHME 3aBHCUMOTO M300pETEeHHs] U aHTH-
KOHKYPEHTHAsI [TPAKTHKA PaBO00 1aiaTersl.
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B0O3MOXXHOCTh BBIIAYM IPUHYAUTEIBHON J1HU-
LEH3WH TaTeHToO0aiaTeneM CTpaHbl — 4YieHa
BTO B (f) cr. 31 Comamtenus mo TPUIIC Obuia
MpeyCMOTpeHa JIMIIb JUIsI BHYTPEHHErOo phIHKA
9TOHN cTpaHbl. Pa3zBuBaromyecs CTpaHbl ¢ HU3KUM
YPOBHEM pa3BUTHs (DapMarieBTHUECKOW MPOMBI -
JICHHOCTH HE MOIVIM MOCPEICTBOM NPUHYINUTEN b-
HOT'O JINIIEH3UPOBAHUsI 00ECIICUNTh JOCTYI CBOETO
HacelleHusl K JIeKapcTBaM, B OCHOBE KOTOPBIX Jie-
Kar HoBeWlme QapMmaleBTHYECKHe pa3padoTKH,
OXpaHseMble MaTeHTaMHU, KaK MpPaBUJIO, BEAYIIUX
pa3BuThix cTpaH. OcobeHHo 3Ta mpobieMa 000CT-
punack B 2001r. B CBSI3U C BO3paKEHUSAMH TaTEH-
toobnanareneit n3 CLLIA npoTUB MpakTHKH BbIIa-
YU MPUHYAUTENBHBIX JIMIIEH3UH Ha 3alaTeHTOBAa H-
HBIE JiekapcTBa B pasrap snuaemud BUY/CITUA B
crpanax FOxHoit Adpuku u bpasunmuu. B cBsizu
cotuM Ha koHdepeHimn BTO B Jloxe B HOsOpe
2001 r. 6bia npussTa «/lexnapamus o Cornarnie-
Hur TPUIIC u 00111eCTBEHHOM 3/IpaBOOXPAHCHUM,
B KOTOPO# 0c000 MOM4YepKUBAIOCh, 4To «Corarie-
nue TPUIIC He mpensTcTBYeT M HE JIOJKHO TIpe-
MATCTBOBATh WIEHAM MPUHUMATh MEPHI 110 3allUTe
OOIIIECTBEHHOTO 3/[PAaBOOXPAHEHUSD).

JloroBopeHHOCTH, JOCTUTHYTHIE B [loxe, ObI-
JIM peajii30BaHbl B OJHOM oObeme B 2005r. korna
BMECTO BpeMEHHOW orMeHbl nonoxkenuit (f) cr. 31
Comnamrenns o TPUIIC Obuia BBeIeHA HOBAs CT.
31-bis, nozBonuBIIas crpaHam — wieHam BTO BbI-
JaBaTh NMPUHYIUTEIbHBIE JIMIEH3UU I IKCIOPTa
JDKEHEPUKOB B CTpaHbl, HE MMeEroIue (apmaries-
TUYECKOM MPOMBIIIIEHHOCTH WJIM HE pacroia-
raromye J0CTaTOYHBIMUA MOITHOCTSIMU (IIOTEHIIHA-
JIOM) JIJISl PacUIMPEHHs] MOIIHOCTEH (apmarieBTH-
YECKOW NMPOMBIIUIEHHOCTH.

Huckyccusi, passepuyBiiascs B BTO, o6o-
3HaYMIIa TIIO0AIBHBIA TPEH] B Pa3BUTHU MPABOB O-
TO perylupoBaHUs WHTEJUICKTYaJbHOH COOCTBEH-
HocTH B (hapmarieBTHuecKoi cdepe. [IpaBa mateH-
TooOnagareneil MomIexKar OrpaHUYCHUIO B TOU
Mepe, B Kakoil 3To Tpedyercs s oOecreueHHUsI
JIOCTyTa K JIEKAPCTBEHHBIM CPEICTBAM IITHPOKUX
CJIOEB HACEJICHHUS.

B nmreparype ykaspiBaercd Ha IIHPOKOMAcC-
mTabHOE WCIONB30BaHHE MPUHYUTENBHBIX JIMIICH-
3Uil B pa3BUBAIOIIMXCS CTpaHax nociie JJoxuHCckoi
JeKJIapalyy MPEerMYIIECTBeHHO Ha JIeKapcTBa OT
BUY/CITHNda [25, p. 137]. [Ipuuem cpenu HUX He
TOJIBKO CTPaHBl C HU3KMM YPOBHEM JI0XO[d, TaKue
kak Mozamobuk, 3amOust, 3umbadse, Pyanna, Dput-
pes, ['ana, HO U CTpaHBI CO CpEITHUM YPOBHEM J10-
xoaa: Manaiizus, Mnnonesus, Tannann, bpazunusi.

Protection of Patent Holders’ Rights under a Conflict of Drug Patents ...

public interests in the sphere of healthcare. Com-
pulsory licenses limit the rights of patent holders of
original drugs and act as a way to prevent high
drug prices, shortages of drugs, and abuse of patent
holders.

So, infringement of patent rights of rights
holders when issuing compulsory licenses is consi-
dered as a fair compromise, since it is assumed that
social and financial benefits from the use of com-
pulsory licenses, especially in the pharmaceutical
field, are greater than losses in innovation and in-
vestment.

The Compulsory License was stipulated as far
back as in the Paris Convention for the Protection
of Industrial Property (Paris, March 20, 1883). Ac-
cording to Article 5 [A (2)] of the Convention,
“each country of the Union shall have the right to
take legislative measures providing for the grant of
compulsory licenses to prevent the abuses which
might result from the exercise of the exclusive
rights conferred by the patent, for example, failure
to work™.

Compulsory licensing is also reflected in the
Agreement on Trade-Related Aspects of Intellec-
tual Property Rights (hereinafter referred to as the
TRIPS Agreement), which is an integral part of the
Marrakesh Agreement Establishing the WTO of
April 15, 1994. According to Article 30 of the
TRIPS Agreement, “Members may provide limited
exceptions to the exclusive rights conferred by a
patent, provided that such exceptions do not unrea-
sonably conflict with a normal exploitation of the
patent and do not unreasonably prejudice the legi-
timate interests of the patent holder, taking account
of the legitimate interests of third parties”. The
conditions for the use of the patent without the
permission of the patent holder are set out in Ar-
ticle 31 of the TRIPS Agreement. At the same
time, the list of specific cases of granting a com-
pulsory license was not prescribed; only two con-
ditions are specified as such: the use of the depen-
dent invention and the anti-competitive practice of
the right holder.
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The possibility of granting a compulsory li-
cense by the patent holder of a WTO member state
was provided only for the domestic market of that
country under Item (f) of Article 31 of the TRIPS
Agreement. Developing countries with low phar-
maceutical industry’s development standards could
not, through compulsory licensing, guarantee
access of their population to medicines based on the
latest pharmaceutical developments protected by
patents belonging, as a rule, to the leading devel-
oped countries. This problem became especially
relevant in 2001 in concern with the objections of
the patent holder from the United States against the
practice of granting compulsory licenses for pa-
tented drugs during the HIV/AIDS epidemic in
South Africa and in Brazil. In this regard, the WTO
Doha conference in November 2001 adopted the
“Declaration on the TRIPS Agreement and Public
Health” which specifies that “the TRIPS Agreement
does not and should not prevent member states from
taking measures to protect public health”.

The Doha agreements were fully implemented
in 2005, when, instead of the temporary repeal of
Item (f) of Article 31 of the TRIPS Agreement, a
new Article 31-bis was introduced. This allowed
WTO member states to grant compulsory licenses
for export of generic drugs to countries that do not
have the pharmaceutical industry or do not have
sufficient capacity (potential) to expand the quality
of the pharmaceutical industry.

The discussion in the WTO revealed a global
trend in the development of legal regulation of in-
tellectual property in the pharmaceutical sphere.
The rights of patent holders are subject to restric-
tions to the extent necessary to ensure access to
medicines for the general public.

The literature describes that after the Doha
Declaration developing countries started broad use
of compulsory licenses mainly for HIV/AIDS
drugs [25, p. 137]. And among such countries are
not only low-income states such as Mozambique,
Zambia, Zimbabwe, Rwanda, Eritrea, Ghana, but
also middle-income countries: Malaysia, Indone-
sia, Thailand, and Brazil.
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OpnnHako TpakTHUKa BBIIAYN MPUHYAUTEIBHBIX
JINTIEH3WN B OTHOIICHWHW 3allaTCHTOBAHHBIX JICKA -
CTBEHHBIX CPEIICTB CYIIECTBYET HE TOIBKO B Pa3-
BUBAIOIIUXCS, HO M B BEMYIIUX Pa3BUTHIX CTPaHAX
MHpa.

OngHuM W3 SAPKUX MPUMEPOB SBISETCS OIBIT
Kanazapl mo mmporomMy HCITOIB30BAHUIO TTPUHY/T U-
TEJNbHBIX JIMIEH3UH Ha (papMaleBTHUYCCKUE IPO-
nykTel. C 1969 mo 1992 rom 6puto BeIgaHo 613
TaKUX JIMICH3UH, UCIIOIb3yEMbIX IJIaBHBIM 00Opa-
30M I MMIIOPTAa AaKTUBHBIX WHTPEIUEHTOB, a
TaKKe WHKAINCY/IIIUN u yrmakoBku B Kaname. U 3-
MCHCHUS B KaHAJCKOM TATCHTHOM 3aKOHOIATEN b-
crBe B 1969 r. o3Hauaim, 4TO JIFOOOE JIMIO MOXKET
MO/IaTh 3asBKY HA MPUHYIUTEIHHYIO JIUIICH3UIO Ha
AMIIOPT JICKAPCTB FJIM MACCOBBIX AKTUBHBIX HH-
TPEIVEHTOB, W3TOTOBIICHHBIX C HCIOJH30 BAHUEM
3aMaTeHTOBAHHBIX TpOIeccoB. KaHaackas Mmomu-
THKa TPHUBEia K 3HAYUTEILHOMY YBEIHUCHUIO JO-
JIM JDKCHEPUKOBBIX KOMIIAHMM Ha (hapMarieBTUY e-
CKOM PBIHKE U CYIICCTBCHHOMY CHIDKEHHIO IICH Ha
JIeKapCTBa.

B Hramuu HEOAHOKPATHO NPUHUMAINUCh pe-
IIEHUSI O BBIJau€ OCCIUTATHBIX MPUHYIUTET bHBIX
nmunensuit: B 2005 r. — mpotuB kommaHuu Merck
Ha HEKOTOpPhIC aHTHOMOTHUKH HM3-3a 3JI0YIOTpeOe-
HUSI KOMIIAaHUCH CBOUM TOMHHHUPYIOITIM TTOJIOXK €-
nuem; B 2006 r. — nmporuB komnanuu Glaxo 3a oT1-
Ka3 B BbIJa4e JUIICH3UH Ha Mpenapar OT TOJIOBHOM
6omu — murpenn; B 2008 r. — cHoBa npotuB Merck
3a OTKa3 B MPEIOCTABIICHUM JIMIICH3UN Ha MPOU3-
BOICTBO W TIPOAaXy AaKTUBHOTO WHTPEIUCHTA
Finasteride, KOTOpBI HCIIOIB3YETCS IS JICUCHUS
TUTIEPTPOPUN TPEACTATEIIPHONW KENe3bl, a TaKKe
OT BBITIAJICHUS BOJIOC Y MY >KUHH.

@paniry3ckoe mpasutenbctBo B 2004 1. mc-
MIOJIB30BAJI0 MPUHYIUTEIHHOE JTUIICH3UPOBAHUE B
OTHOIIICHWH TIATCHTOB HAa JUAarHOCTUYECKUE TECThI
Ha paK TPyId W SIMYHUKOB B OTBET Ha 03a0o04e H-
HOCTh OOIIIECTBEHHOCTH II0 TIOBOAY YPE3MEPHO
BBICOKUX IICH W OTPAHUYUTEIBHBIX YCIOBUU JIH-
[ICH3UPOBAHUSL.

B 2016 r. Hemenkuii MaTEHTHBIN CYI BTOPOM
pa3 B repMaHCKOW HMCTOPHM YIOBJIECTBOPHII TPEO O-
Banne Merck & Co o BbIJade NMPUHYIHTEIHLHON
JIMIICH3MH SITOHCKOM Kommanued Shionogi & Com-
pany Ltd, oGnanaromieii €BpOMEHCKUM MATCHTOM
Ha MHTHOUTOP WHTErPa3bl, KOTOPBIA MCIIOIb3YETCS
qist nedenus BUY.

B CIIIA He Obuta BbIJIaHA HU OJIHA TPUHYIHU-
TeIbHAs JIUIEH3US, OnHako mpaBuTenbcTBo CIIIA
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WCIOJB3YeT 3TOT MHCTUTYT B KadeCTBE WHCTPY-
MEHTa JIaBJICHUs Ha (apMaIieBTHYECKHUE KOMITaHUH
npu BeneHuu neperoBopoB. Tak, B 2001 r. Coenu-
HeHHble [llTatel yrpoxanu HEMEUKOM KOMIaHUU
Bayer npunymutensHol IMieH3uel Ha TUNpod-
sokcanuH (Cipro), KOTOPBIH MPaBUTEIBCTBO HAM €-
peBaNoch 3aKyNHUThb Ui 3alIUTHl OT BO3MOMKHOM
BCIIBIIIKA CHOUpCKOH s13BbI. B orBer Bayer pesko
CHHU3WJI CBOIO IIEHY Ha Ipenapar.

Takum 00pa3oM, BenylHe pa3BUTHIC CTPAHBI
MHpa aKTHBHO HCIIOJIB3YIOT HHCTUTYT HpPHUHYAU-
TENbHBIX JINIIEH3UH Ha JIEKapCTBEHHBIE CPENICTBA B
clly4asix, Korja rnateHtoodnaaarenn — (apmares-
TUYECKHE KOMIAHWU 3JI0yIOTPEOIISIOT CBOUM [T O-
MUHUPYIOIIUM TOJIOKEHUEM, YCTaHABIMBAs 4pe3-
MEpHO BBICOKME I[€HBl Ha 3allaTEeHTOBAaHHBIE Je-
KapcCTBa.

B poccuiickoM naTeHTHOM 3aKOHOAATENb CTBE
B TIOJHOW Mepe HAaIUIM OTPAKEHHE MOIOKEHUS
Connamenus o TPUIIC 06 ucnonb3oBaHUuM 00b-
eKTa MaTEHTHOW 3aIlUThl 0e3 pa3penieHus MmaTeH-
toobnagarens. [lpy 3TOM TIOHSATHE «IIPHHYM HU-
TeNbHAas JINLEH3Us» He OXBATBIBAET BCEX CIIy4aeB
TaKOTO MCIOIb30BAHNUS.

Hapymenus npaB nareHToo001anaTens J1omyc-
Kaercs, cormacHo cT. 1360 'K P®, B ciyuasx wuc-
MOJIb30BaHMsI M300PETEHNUSI, TIONE3HOW MOJIEITH HITH
MPOMBIIUIEHHOTO 00pasia B WHTEpecax Haluo-
HaJbpHOW Oe3omacHocTH. PemeHne o Takom wHc-
OJIb30BaHUM npuHUMaercs IIpaBurenscrBom PO.
Cornacus maTteHTo0ONaAaTesNsl Ha 3TO HE TpedyeT-
Csl, OH JIUIIIb JIOJDKEH OBITh YBEIOMJICH B KparTdaid-
mue cpoku. llpym 3ToM Hcmonbp3oBaHME OXpaHde-
MOI'0 O0BEKTa OCYIICCTBISCTCS Ha BO3ME3THON
OCHOBE C BBIIJIATOW COpa3MEepHON KOMIIEHCAI[UU
MaTEeHTOO00Ia aTelIo.

Bosmoxnocts npumenenus ct. 1360 I'K PO B
OTHOIIEHWH  3allaTEHTOBAaHHBIX  JIEKAPCTBEHHBIX
CpPE/ICTB 3aBUCHUT OT TOTO, YTO CJIeMyeT MOHHMATh
0] HaIMOHAIbHON Oe3omacHocThio. [loHsATHE Ha-
LMOHANBHONW 0€30MacHOCTH pacKphIBaeTcsl B 1. 6
Crparernn HamMOHAIBHOW Oe3omacHocTu Poccuii-
ckoii dezeparmn’, Kak COCTOSHHE 3allHIICHHOCTH
JIMYHOCTH, OOIIECTBA W TOCYIApCTBa OT BHYTPCH-
HUX W BHEIIHUX yTpo3, IPU KOTOPOM OOECTIedrBa -
IOTCSl peann3anusi KOHCTUTYLIMOHHBIX TPaB U CBO-
6o rpaxnaan Poccuiickoit denepannu, 10CTOHHBIE

! Crparerus HammonaneHoi Gesomachoctn Poccniickoii Me-
nepauun yrB. ykasoM IIpesunenta Poc. ®enepamyn 31 nek.
2015 1. Ne 683 // Cobp. 3axoHOomarenscTBa Poc. deneparum.
2016. Ne 1, 4. 2, cT. 212.

Sannikova L. V., Kharitonova Yu. S.

However, the practice of granting compulsory
licenses for patented drugs is applied not only in
developing countries but also in the leading devel-
oped countries of the world.

One of remarkable examples is Canada’s ex-
perience with the extensive use of compulsory li-
censes for pharmaceutical products. During the
period from 1969 to 1992, about 613 of compul-
sory licenses were granted, mainly for the import
of active ingredients, as well as for encapsulation
and packaging in Canada. Changes in Canadian
patent law in 1969 meant that anyone could apply
for a compulsory license to import medicines or
active ingredients produced using patented
processes. Canadian policy has led to a significant
increase in the share of generic companies in the
pharmaceutical market and a significant reduction
in drug prices.

In Italy, the decisions were repeatedly made to
grant free compulsory licenses in cases: versus
Merck for some antibiotics due to abuse of its do-
minant position in 2005; versus Glaxo for refusing
to grant a license for a headache (migraine) drug in
2006; again versus Merck for refusing to grant li-
censes for the production and sale of the active
ingredient Finasteride, which is used for the treat-
ment of prostatic hypertrophy, as well as for hair
loss of men in 2008.

French government in 2004 applied compul-
sory licensing to patents for diagnostic tests for
breast and ovarian cancer in response to public
concerns about excessively high prices and restric-
tive licensing conditions.

In 2016, for the second time in German histo-
ry, the German patent court satisfied a claim of
Merck & Co to be granted a compulsory license by
the Japanese company Shionogi & Company Ltd,
which holds a European patent for an integrase
inhibitor used for HIV treatment.

In the US, no compulsory license has been is-
sued, but the US government uses this institution
as a tool of influence on pharmaceutical companies

during negotiations. For example, in 2001 the
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United States threatened the German company
Bayer with a compulsory license for ciprofloxacin
(Cipro), which the government intended to pur-
chase to protect against a possible outbreak of
anthrax. In response, Bayer sharply lowered its
price for the drug.

Thus, the leading developed countries of the
world actively apply compulsory licenses for drugs
in cases where patent holders — pharmaceutical
companies abuse their dominant position, set ex-
cessively high prices for patented drugs.

The Russian patent law fully corresponds with
the provisions of the TRIPS Agreement on the use
of the item of patent protection without the permis-
sion of the patent holder. However, the concept of
compulsory license does not cover all cases of such
use.

The infringement of the rights of the patent
holder is allowed under Article 1360 of the Civil
Code in cases of use of the invention, utility model
or industrial design in the interests of national se-
curity. The decision on such use is made by the
Government of the Russian Federation. The con-
sent of the patent holder is not required, he just
must be notified as soon as possible. In this case,
the use of the protected item is carried out on a
reimbursable basis with the payment of propor-
tional compensation to the patent holder.

The possibility of applying Article 1360 of the
Civil Code in respect of patented drugs depends on
what should be interpreted as national security.
The definition of national security is clarified in
paragraph 6 of the national security Strategy of the
Russian Federation, approved by the Resolution of
the President of the Russian Federation of Decem-
ber 31, 2015 No. 683", as a state of protection of
the individual, society and the state from internal
and external threats, which ensures the implemen-
tation of constitutional rights and freedoms of

citizens of the Russian Federation, decent quality

" Collection of Legislative Acts of the Russian Federation.
2016. No. 1 (part II). Art. 212.
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KaueCTBO U YPOBEHb UX JKU3HH, CyBEePEHUTET, HE3a-
BHCHUMOCTh, TOCYIapCTBEHHAs W TEPPUTOPHATIBHAS
LEIOCTHOCTh, YCTOWYHMBOE COI[HAIHbHO-9KOHOMH-
yeckoe pasButhe Poccuiickoil denepanuu. VYka -
3aHME B JICTaJbHOM ONpenelieHNH Ha HEeOoOXOmH -
MOCTb 0O€CTIe4eHHS TOCTOMHOTO KauyecTBa U YPOB-
HS JKU3HHU TpaxkiaH, 0e3ycjIoBHO, O3HaJaeT u obec-
TeYeHHE JOCTYTA K JIEKaPCTBEHHBIM CPEICTBAM.

Taxkum obOpazom, [IpaBurenscrBo PD Bnpase
paspemarb MCHOJIH30BAHHUE 3aMATEHTOBAHHBIX JIe-
KapCTBEHHBIX CPEICTB 0€3 paspelieHusi maTeHTOo-
obnayaTens B TeX cIydasix, KOrja 3T0 HeOOXOIUMO
B MHTEpecax HalMOHAJbHOW 0e30MacHOCTH, B ya-
CTHOCTH JUIs 00€CIIeueHH s JTOCTYIa TPaKIaH K Ta-
KHM JIEKapCTBEHHBIM IpernaparaM. OJHAKO 3TUM
npasoM IIpaBurenbsctBo PO Hu pa3y HE BOCHOMb-
30BaJIOCh, HECMOTPS Ha CIOKHYIO CUTYAIHIO C Jie-
KapCTBEHHBIM 00€CIIeueHNEM B CTpaHe.

Crnemyer mOM4epKHYTh, YTO JAaHHOE IIPABO
[IpaButenscTBa PO He 00yCIOBIEHO BOSHUKHOB €-
HUEM KaKHX-JIHO0O 4pe3BhIUYAWHBIX OOCTOSTENHCTB.
Hcnonp3oBanne oxpaHseMoro o0beKTa MpH 4pes-
BBIUAIHBIX O00CTOSATENHCTBAX (CTUXMUHBIX OemcT-
BHSIX, KaTacTpodax, aBapHsix) perfiaMeHTHPYeTCs
Hopmoii 11. 3 cr. 1359 T'K P®. B Heii cyObekr Ta-
KOT'O MCIIONB30BaHMS HE yKa3aH, OJHAKO B Kayec T-
Be 00s13aTEeNILHBIX YCIIOBHI TAKXKe yCTaHABIUBAIOT-
Csl HEe3aMETUTEIbHOE YBEIOMIICHHE MATEHTOO00-
najaTenss U o0s3areNbHas copa3MepHasi KOMIIE H-
canus. JlaHHas HOpMa MOXKET OBITh MPUMEHEHA B
OTHOIIEHUH 3aMaTeHTOBAHHBIX JIEKAPCTBEHHBIX
CPEZCTB, B YaCTHOCTH, NP BO3HUKHOBEHUHU yTpO-
3B AMUJIEMUH UITH STTU300THH.

Hapsiny ¢ mepeunciieHHBIMU BBIIIE CITydasMU
HCIIONIB30BAHMS OXpaHseMoro o0bekTa 0e3 paspe-
IIEHUST TAaTEHTOOONIaaTels B POCCHICKOM ITa-
TEHTHOM 3aKOHO/IaTeIhCTBE MOJIYUNI 3aKpEIIeHHE
1 COOCTBEHHO MHCTHUTYT MPUHYIUTEIBHOTO JIHIIC H-
3upoBanus (ct. 1362 'K PD).

B cr. 1362 T'K ycraHoBieHBI 1Ba OCHOBAHUS
JUTSL BBIIAYW TTPUHYUTEHHON JTUIIEH3UH Ha 1300 e-
TEHHE, TIONIE3HYI0 MOJIENb, MPOMBIIUIEHHbIH 0obOpa-
3ell: HEHCIIONb30BaHMWE WJIM HEIOCTAaTOYHOE WC-
MOJIb30BaHUE OXPaHIEMOro o0beKTa MpaBoodaa-
TEeJeM U UCTOIb30BaHKE 3aBICUMOT0 H300pETEeHHSI.

Heuncnonb3oBanne wim HEIOCTaTOYHOE HC-
MOJTb30BaHME M300peTeHust B obnmacTu (papmaies-
TUKW O3HaYaeT HapylleHWe NpaB IpaxkJaH Ha Qu-
3UYECKUN JOCTYNl K COBPEMEHHBIM JIEKapCTBEH-
HBIM CpEJICTBaM, YTO HEM30EKHO BIHSET Ha Kadye-
CTBO ¥ YPOBEHB UX KHU3HHU.

3aBucUMbIe M300peTeHust B oOiactu (apma-
LEBTUKU MMEIOT OIpeelieHHy0 crenupuky. Kak
OTMeUaeTcsl B JIUTepaType, «BakHasi 0COOEHHOCTh
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MHOTHX COBPEMEHHBIX (hapMalleBTHUECKHX HHHO-
BallMi 3aKITI0YAETCS B TOM, YTO OHU MPEICTaBIISIOT
co00¥ HeOOIbIINE YITYYIIEHHsI B HCIIOIB30BAHUT U
pa3paboTKe CYIIECTBYIOIUX TPOAYKTOB. [ToaTomy
YPE3BBIYAIHO BaXKHO, YTOOBI JTIOOBIE MPEAT0KEHUS
0 (hapMaIeBTHICCKIX WHHOBAITUAX 00CCIICUHBATIH
OBbI COOTBETCTBYIOIIME CTUMYIIBI JUTSI TAKUX TTOCTe-
MeHHBIX ymyuiieHui» [28]. BBemenune B obopor
3aBHCHUMBIX M300pETEHHI TOCPEICTBOM MPHHYIH-
TENBbHOTO JIMIIEH3UPOBAHMS HMEEeT BaXKHOE 3Haue-
HUE sl CTHMYJIMPOBAaHUS WHHOBAaNWH B Qapma-
LIEBTUYECKON cdepe.

OCHOBHBIM OTJIMYHEM TMPUHYIUTETHLHOIO JH-
LIEH3UPOBAHUS SIBIISIETCA TO, YTO PEIIEHHE O BbIfa-
Yye NMPUHYIUTENBHON JTUIEH3UH TMPUHUMAET CyI, a
HE OpraH MCIOMHUTENbHON BiIacTH. Cya BBIHOCUT
pelieHue 1Mo Crnopy MeXAy IpaBooOianaTereM H
JIUIIOM, 3aWHTEPECOBAHHBIM B MCIOJIB30BAHUU OX-
pansieMoro n3o0pereHHs. 3aKOH 3allHINaeT WHTe-
pechI TIOCTIeTHEr0, TaK KaK O00IIEeCTBO 3aMHTEPECO-
BaHO B MaKCHMaJbHOM HCIONb30BAaHUN WHHOBa-
uuil. B Tex ciydasix, Korja T.H. MaTeHTHas MOH O-
TIOJTUSL HE CTUMYIHUPYET, & TOPMO3UT WHHOBAIIHOH-
HOE pa3BHUTHE, OHA OTPAaHUYMBAETCS HE TOJIBHKO B
WHTEpecax YacTHOro JIMIA, MPEeIbsIBUBIIEIO Tpe-
OoBaHME B CyJl, HO M B MHTEpEcax BCEro o0IIecTBa.

Takum oOpa3om, MPUHYIUTEIHHOE JUIEH3U-
poBanue, mpeaycMoTpenroe B cT. 1362 'K PO,
BBICTYMaeT B KaueCTBE PHIHOYHOTO MEXaHH3Ma
obecriedenusi OajmaHca MeXAy MpaBooOIaaaTesieM
U OOIIECTBEHHBIM HWHTEPECOM B HCIOIb30BAHUH
HMHHOBAaIIMK, 0COOEHHO B (hapmarieBTH4YecKoi cde-
pe. OgHako HeIb3s HE OTMETUTh, YTO B CyAeOHON
TIpaKkTHKe MPUHYAUTEIbHAS JUIEH3MUs BbIaBaIach
JIUIIL OJHAXIBI', HECMOTPS HA OYEBMHYIO HE0O-
XOIMMOCTh TIOAJIEPKKA MHHOBAIMI OTEUEeCTBEH-
HBIX JDKEHEPUKOBBIX KOMITAHMH B YCIIOBHSIX pea-
JIU3AIUN TOCYAAPCTBEHHON MOJIMTHUKH 10 MMIIOP-
TO3aMEIIEHHIO.

Yesi0BuS BbIIAYM NPUHYIMTEILHBIX JUIEH3UH
HA MCMOJIb30BaHHe 3aBHCUMOT0 H300peTeHH
B cepe papManeBTUKH

B . 2 cr. 1362 I'K PO ycTaHoBieHbI mpaBuiia
BBIJIAUU MIPUHYIUTEIBHON JHIIEH3UN Ha U300peT e-
HUE, TMONE3HYI0 MOJIeNb WIIM MPOMBIIUICHHBIH 00-
paser| B ciiyyae, €clii MaTeHTo00IaiaTeNlb HE MO-
JKeT HCIIONb30BaTh M300peTeHHe, Ha KOTOPOE OH
MMeeT WCKIIIOUMTENbHOE TMpaBo, HE Hapylias Mpu
9TOM TpaB oOiajarens Apyroro mareHra. Peusb B

' Pemenue Ap6urpaknoro cyna . Mocksel ot 08.06.2018

o neiy Ne A40-71471/17-110-675.

Protection of Patent Holders’ Rights under a Conflict of Drug Patents ...

and standard of their lives, sovereignty, indepen-
dence, state and territorial integrity, sustainable
social and economic development of the Russian
Federation. The reference in the legal definition to
the requirements to ensure a decent quality and
standard of citizens’ lives, of course, means ensur-
ing access to medicines.

Thus, the Government of the Russian Federa-
tion is entitled to allow the use of patented drugs
without the permission of the patent holder in cases
when it is required in the interests of national secu-
rity, in particular, to ensure access of citizens to
such drugs. However, the Russian Government has
never exercised this right, despite the difficult situ-
ation with the provision of medicines in the coun-
try.

It should be noted that this right of the Gov-
ernment of the Russian Federation is not due to
any force majeure circumstances. The use of the
protected item in case of force majeure (natural
disasters, catastrophes, accidents) is regulated by
the rule of Clause 3 of Article 1359 of the Civil
Code. It does not specify the subject of such use,
but it also stipulates as mandatory condition the
immediate notification of the patent holder and the
obligatory proportional compensation. This rule
can be applied to patented drugs, in particular, in
the event of a threat of epidemic or epizootics.

Along with the abovementioned cases of ap-
plication of the protected item without the permis-
sion of the patent holder, compulsory licensing was
enshrined in the Russian patent legislation (Article
1362 of the Civil Code of the Russian Federation).

Two grounds for granting a compulsory li-
cense for an invention, utility model, of industrial
design are stipulated in Article 1362 of the Civil
Code: non-use or insufficient use of the protected
item by the right holder and use of the dependent
invention.

Non-use or insufficient use of the invention in
the field of pharmaceuticals means infringement of
the rights of citizens to real access to modern me-
dicines, which unavoidably affects the quality and
quality of their lives.

Dependent inventions in the field of pharma-
ceuticals have some peculiarities. As noted in the
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doctrine, “an important feature of many modern
pharmaceutical innovations is that they represent
small improvements in the use and development of
existing products. It is therefore essential that any
suggestions for pharmaceutical innovation provide
appropriate stimulation for such gradual improve-
ments” [28]. Therefore, the implementation of de-
pendent inventions through compulsory licensing
is important to stimulate innovation in the pharma-
ceutical field.

The main difference of compulsory licensing
is that the decision to grant a compulsory license is
made by the court, not the executive authority. The
court shall make a resolution on the dispute be-
tween the right holder and the person interested in
the use of the protected invention. The law protects
the interests of the right holder, as the society is
interested in the maximum use of innovations. In
cases where the so-called patent monopoly does
not stimulate, but prevents innovations from de-
velopment, it is limited not only in the interests of
the individual who filed a lawsuit to the court, but
also in the interests of society as a whole.

Thus, compulsory licensing provided for in
Article 1362 of the Civil Code serves as a market
mechanism to guarantee a balance between the
right holder and the public interest in the use of
innovation, especially in the pharmaceutical field.
However, it should be noted that in judicial prac-
tice the compulsory license was applied only once,
despite the obvious need to support the innovation
of domestic generic companies under the state pol-
icy for the implementation of import substitution
(the resolution of the Arbitration Court of Moscow
of June 8, 2018 case No. A40-71471/17-110-675).

Conditions for Granting Compulsory Licenses
for the Use of the Dependent Invention in
Pharmaceutical Sphere

Clause 2 of Article 1362 of the Civil Code
stipulates the rules for granting a compulsory
license for an invention, utility model or indus-
trial design if the patent holder who has the ex-
clusive right cannot use the invention without in-

fringing the rights of the owner of another patent.



Cannuxosa JI. B., Xapumonosa IO. C.

JTAHHOW HOpPME HJIET O KOJUTM3UH MATEHTOB, BO3H H-
KaroIlel 1py BbIJlaue MaTeHTa Ha YCOBEPIIEHCTB O-
BaHHOE U300peTeHuE.

Bo3MoxHOCTE OrpaHWYeHUs] MpaB IATEHTO-
obnazarens Mpu TakoH KOJUIM3WH TPEeTyCMOTpEHa
B niyHkTe (1) cr. 30 Cornamenus o TPUIIC: «ec-
JIU TAKOE MCIIOJIb30BAaHUE PA3PEIIEHO C TeM, YTOOBI
JOITYCTUTh HMCIOJb30BaHUWE TaTeHTa (“BTOPOro
nareHTa’), KOTOpbIii He MOXKET ObITh UCIIONB30BAaH,
HE Hapymias apyroro mareHTta (“TiepBoro mareH-
1a”)». [lomoxenns naHHOW HOPMBI OBUIM TPAKTH-
YECKH JOCIOBHO MUMITJIEMEHTHPOBAHBI B 4aCTh YeT-
Bepryto I'paxaaHckoro koxekca P® mipu ee mp u-
asatun B 2006 T.

Opnnako vy B Cornamennu no TPUIIC, uu B
. 2 ct. 1362 I'K P® B monmHo# Mepe HE pacKpbIBa-
ercsi B3aUMOCBSI3b MEXK]y NEPBBIM M BTOpPBIM Ta-
tenTamu. [losTomy denepanbHbIM 3aKOHOM OT 12
mapta 2014 r. Ne 35-03 «O BHeCEHUH U3MEHEHUN
B YaCTH TEPBYIO, BTOPYIO U 4eTBepTyio I'paxkna H-
ckoro kozekca Pocculickoit @enepauuu U OTIAEIN b-
HbIE 3aKOHOIaTeNbHbIe akThl Poccuiickoit dene-
pamm» Obla BBerena cr. 1358.1, B xoTopoii co-
JEPKUTCS OMpeAeTIeHIe 3aBUCHMOT0 H300pETEHUS.
[To cymiecTBy, 3aBUCHMOCTh BO3HUKAET TOTJa, KO-
IJla B OCHOBE OJTHOTO M300pETEHHS JICKHUT JIPYroe
n300peTeHne, KOTopoe ObUIO CYIIECTBEHHO YCO-
BepuieHcTBOBaHO. CTeneHb WHHOBAIMU JIOJDKHA
OBITh TAKOBA, YTOOBI 3aBHCUMOE M300pETEHUE OT-
BEUaJ0 BCEM MpPH3HAKaM IaTEHTOCIOCOOHOCTH,
B MIEPBYIO OYepelb TPEOOBAHNIO HOBU3HBL

Henb3s He OTMETUTH, YTO POCCUMCKUI 3aKO-
HOJATENb WCIOJIb3YeT TEPMHUH «3aBUCHUMOE H30-
OpereHue» B TO BpeMsl KaK B 3apy0CKHOM 3aKOH O-
JIATeNbCTBE Pedb UAET MMEHHO O MAaTeHTHOW 3aBH-
CHUMOCTH, TI03TOMY B @HIJIOA3BIYHOW FOPUINYECKOIN
mUTepaType pacnpoctpaneH TepMmuH «dependent
patenty (3aBUCHMBIN TaTeHT). Takod MMOAXOX
NpeacTaBisieTcss 0onee 000CHOBAHHBIM, TaK KakK B
cilydae KOJUTM3WHU TaTeHTOB pedb WJET UMEHHO O
npefenax OCYIIECTBICHHS MaTeHTHBIX MpaB Ipa-
BooOmagarensMu oboux mareHToB. Kpome Toro,
MpU3HAHUE MATeHTa 3aBUCHUMBIM CTAHOBUTCS BO3-
MOXXHBIM Ha JTare Moiy4eHus narenrta: «B Heko-
TOPBIX CTpaHaX 3aBUCHMOCTh OObEKTa YCTaHABIIH-
BaeTCs B XOZ€ JKCIEPTH3bl, & B ONMHCAHUU W Ta-
TEHTHON TIpaMoTe 3aBHCHMOTO TMaTeHTa IMPOCTaB-
JIieTCsl HOMEp JIOMHHHPYIOIIEro, T. €. paHee BhI-
JTaHHOTO, maTteHTa» [12, ¢. 97].

B Poccum oTcyTCTBYET 3aKOHONATENBHO Y C-
TaHOBJICHHAS TIPOIEypa MPU3HAHUST H300pETCHHS
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3aBHCHUMBIM. [l03TOMY H300peTeHue MOXKET ObITh
KBaHI/Iq)I/IHI/IpOBaHO B KQ4YE€CTBE 3aBUCUMOI'0O NCXOAA
W3 HAJIM4Yugd B HEM OAHOIO M3 IIPHU3HAKOB, YCTa-
HOBJIeHHBIX B 1. 1 cT. 1358.1 'K PO:

1) HEBOBMO)KHOCTD MCTIONB30BAHUSI OHOTO U3
M300peTeHnii, OXpaHsAeMbIX MaTeHTaMHu, 0e3 uc-
IIOJIb30BaHUA APYTOro. B ToM uncne u B clrydasx,
KOTZia B M300pETCHHUH, OXPaHSEMOM B BHUJC IPU-
MEHEHUS IO OIPEJCICHHOMY HAa3HAuYeHHUIO TIpO-
IyKTa, UCIONb3yeTcsl APYroe n300peTeHune, oxpa-
HsAEMOe MaTeHTOM, UMEIOIUM Oojiee paHHUHN MpH-
OpHUTET;

2) ecnu GhopMyiia OJJHOrO U300PETEHHS OTJI U-
qaercst oT (OpPMYJBI JIPYroro 3arnaTeHTOBAHHOTO
M300peTeHns, UMeroIero 6oiee paHHUNA TPUOPH-
TET, TONIbKO Ha3HAaYEHHEM TPOIYKTa HIH CrIoco0a.

3aBUCHMOCTh M300pETeHHs YCTaHaBINBACTCA
CYJIOM TIPH pa3pelieHrH CIopoB 00 HCIIONb30B a-
HUHM 3aBHCUMOTO H300peTeHuss 0e3 paspericHus
obnayaTens maTreHTa Ha T.H. TIEPBOHAYAILHOE U3 0-
operenne (1. 2 ct. 1358.1 'K P®) nmubo o Bbimaue
[NPUHYIATEIbHOM JMUEH3UH Ha 3aBUCUMOE H30-
operenue (. 2 cr. 1362 T'K P®). Cnenyer orme-
THUTb, YTO 6p6M${ J0Ka3bIBaHHA B CyAC€ 3aBUCUM O-
CTH M300peTeH s BO3JIaraercs Ha TOro MmaTeHToo 0-
JJagaTeis, KOTOpBIﬁ BBICTYIIACT B KaUCCTBEC NCTLA.

B criope 00 ncrnonb30BaHHM 3aBHCUMOTO H30-
OpereHust Oe3 paspelicHus 00IaaaTels aTeHTa Ha
T. H. TEPBOHAYaJbHOEC H300pETEHHE B KayecTBE
ucTia OyJer BBICTyNaTh NareHToodnaaarens ¢ 0 o-
Jiee paHHEW JIaTOi MPUOPHUTETa U UMEHHO Ha HEro
BO3JIaraeTcst 00sS3aHHOCTH 110 JIOKa3bIBAHUIO 3aBH-
CHUMOCTH H300pETeHHUs, UCIONb30BaHUE KOTOPOTO
Hapylwaer ero npaea. B nocranosnenuu Jlecsroro
apOUTPaYKHOTO ANEIUIAIUOHHOIO Cyjia oT 22 HOsO0-
ps 2017 . mo memy Ne A41-11782/2017 cyn npu
pa3peIeHu  Cropa O B3BICKAHUM YOBITKOB 3a HeE-
3aKOHHOE HCIIONIb30BaHME MATEHTa MPSMO yKasall,
YTO WCTIIOM «HE TIPEICTABICHO JIOKA3aTEeNbCTB
TOIrO, YTO HA3BAHHBIC BBIIIC ITATCHTHI S BJIAKOTCA
3aBUCUMbBIMI).

B cnope o Bbljaue NPUHYAUTEIBLHON JMIEH-
3MH UCTIIOM OyIET BBICTYIIATh MAaTEHTOO0IaaaTeNb
c Oonee mo3mHEH JaToil MPHOPUTETA, KOTOPHIA U
JIOJDKEH JIOKa3aTh 3aBUCHMOCTh W300peTeHHs, Ha
KOTOpPOE OH IMOJYYHJI IATEHT, OT 3allaTeHTOBAHHOTO
n300pereHust ¢ 0ojiee paHHEH HaTOM NMPHOPUTETA.
[MpusHanue u300peTeHus] 3aBUCHMBIM, HAPSIY C
JIPYTUMH YCIOBHSIMU, TIEPEYUCICHHBIMA B 1. 2 CT.
1362 T'K P®, sBusroTcsi OCHOBaHUSAMU ISl perie-
HUs Cyaa O BelJaun HpHHYZ[HTeJIBHOﬁ JIMIICH3UU.

Sannikova L. V., Kharitonova Yu. S.

This provision deals with the conflict of patents
arising from granting a patent for an improved in-
vention.

The possibility of limiting the rights of the pa-
tent holder in such a conflict is provided for in
Clause (1) of Article 30 of the TRIPS Agreement:
“if such use is permitted in order to allow the use
of a patent (‘second patent’) that cannot be used
without infringing another patent (‘first pa-
tent”)”. The provisions of this rule were almost lit-
erally implemented in part four of the Civil Code
of the Russian Federation when it was enacted in
2006.

However, neither the TRIPS Agreement nor
Clause 2 of Article 1362 of the Civil Code fully
describes the relations between the first and second
patents. Therefore, the Federal law No. 35-FZ “On
Amendments to the First, Second and Fourth parts
of the Civil Code of the Russian Federation and
Certain Legislative Acts of the Russian Federa-
tion” of March, 2014 introduced Article 1358.1,
which contains the definition of the dependent in-
vention. Essentially, dependence arises when one
invention is based on another invention that has
been substantially improved. The dependent inven-
tion shall be innovative to such extent that it meets
all the features of patentability, above all, the re-
quirement of novelty.

It should be noted that the term “dependent
invention” is used through Russian legislation
while in English legal literature the term “depen-
dent patent” is more common, because in foreign
legislation it is an issue of patent dependence. This
approach seems to be more reasonable, since in the
case of a conflict of patents the main question is
about the limits of rights exercised by the holders
of both patents. In addition, the recognition of a
patent as dependent becomes possible at the stage
of obtaining a patent: “in some countries, the de-
pendence of the item is established during the ex-
amination, while in the specification and patent
certificate of the dependent patent the number of
the dominant, i.e. previously issued patent, is spe-
cified” [12, p.97].

In Russia there is no legal procedure for rec-
ognition of the invention as dependent. Therefore,
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an invention can be qualified as dependent based
on one of the features specified in Clause 1 of Ar-
ticle 1358.1 of the Civil Code characterizing it:

1) the inability to use one of the inventions
protected by patents without the use of the other,
including in cases when the other invention, pro-
tected by the patent having earlier priority, is used
in the invention protected in the form of use of the
product for a certain purpose;

2) if the claim of one invention differs from
the claim of the other patented invention having an
earlier priority only by the purpose of the product
or method.

The dependence of the invention is deter-
mined by the court while resolving disputes on the
use of a dependent invention without the permis-
sion of the patent holder for the so-called original
invention (Clause 2 of Article 1358.1 of the Civil
Code) or on the granting of a compulsory license
for a dependent invention (Clause 2 of Article
1362 of the Civil Code). It should be noted that the
judicial burden of proof for the dependence of the
invention belongs to the patent holder who acts as
the plaintiff.

In a dispute on the use of a dependent inven-
tion without the permission of the patent holder for
the so-called original invention, the patent holder
with an earlier priority date will act as the plaintiff,
and it is he who is obliged to prove the dependence
of the invention, the use of which infringes his
rights. In the resolution of the Tenth Arbitration
Court of Appeal of November 22, 2017, case No.
A41-11782/2017, when resolving the dispute on
recovery of damages for improper use of the pa-
tent, the court expressly stated that the plaintiff
“has not provided evidence that the abovemen-
tioned patents are dependent”.

In the dispute on the granting of a compulsory
license, the plaintiff will be the patent holder with
a later priority date, who must prove the depen-
dence of the invention for which he received a pa-
tent on the patented invention with an earlier prior-
ity date. Recognition of the invention as depen-
dent, along with other conditions listed in Clause 2
of Article 1362 of the Civil Code, are the grounds
for a court decision on the granting of a compul-
sory license.



3au4uma npae namenmoobraoamernet npu KOJau3uu nameHmos ...

Takum 00pazoM, ISl BBLAAYN TPUHYIUTEI b-
HOM JHIeH3uH, cornacHo 1. 2 ¢T. 1362 'K PO, cyn
JOJDKEH YCTaHOBHUTH 3aBHCHMOCTh H300pETEHUS,
naTeHToo0aiarelieM KOTOPOro SIBIISIETCS HCTEIl,
OT W300peTeHus, MareHTooOIagaTeneM KOTOpOro
siBIsieTCsl oTBEeTYMK. [Ipm »TOM Opemst mokasbiBa-
HUS JIGKUT Ha UCTIIE.

OnHako ofHOro (hakra NpU3HAHHS H300pE TCHUSI
3aBUCHMBIM HEIOCTATOYHO JUIS BBIJAYM TMPUHYA U-
tenbHOM nunensun. B nynkre (1) cr. 30 Comnamenus
mo TPUIIC ykazaHBl HECKOIBKO JOMOTHUTEITHHBIX
YCIIOBMM JUIsl BBIIAYM NPUHYIUTEIBHOW JIMLEH3HH,
HO B II. 2 ¢T. 1362 I'K PO Hanum orpaxeHue TOTBKO
JiBa: M300peTeHre NODKHO SIBIATHCA BAKHBIM TEX-
HUYECKUM JIOCTIDKEHHEM W HMETh CYIIECTBEHHBIS
9KOHOMHYECKHE TIPEUMYIIIECTBRA.

Kak ykasbIBaercs B FHOPUIMYECKON JIUTEpaATy-
pe, «I'K PD ormaror 6€3ycioBHBIA MPUOPUTET M H-
TepecaM MaTeHTooONaaTeNeldl MepBOHAYATbHBIX
00BEKTOB M COMEPIKAT OONBIIOE YUCIO HEOMpPE e-
JICHHBIX OIIEHOYHBIX KaTeropui, YTO JIOTIOJH H-
TENbHO CO37aerT i oOnajareneil MaTeHTOB Ha
3aBHCHUMBbIE M300pETCHUSI TPYAHOCTH B JIOKA3bIBa-
Hum» [12, c. 99]. JlelCTBUTENBHO, CIOXKHOCTH B
MpUMEHEHUN monokeHni m. 2 cr. 1362 I'K PD
3aKIJIIOYaeTcsl B TOM, YTO 3aKOHOJATENb, MPAKTHY €-
CKH JIOCIIOBHO WMIUIEMEHTHPYS TpaBHia, COIEp-
xamuecs B Cornamenns mo TPUIIC cr. 30 (1) (i),
WCIOIH30BAJ HE IOPUANYECKHE TEPMUHBI: «BAXKHOE
TEXHUYECKOE JOCTIKEHHE» M «CYIIECTBEHHBIE
SKOHOMMYECKHE MpeumylecTBa»y. Hu B Poccuu,
HU B 3apyOeKHBIX CTpaHax He chopmupoBanach
cyzeOHasi MpaKkTHKa MO TOJKOBAHHWIO JAHHBIX IIO-
HATUH, TaK KaK MMEIOTCS JINIIb eIUHUYHBIE CITy-
Yau BBIJAYH TPUHYAUTEIbHBIX JUIIEH3NN.

B poccuiickoil ropuanueckor JuTeparype
ObUTIO BBICKA3aHO MHEHHE, YTO OMOIHUTEIbHBIC
YCIIOBHUS BBIAAYN NPUHYIUTENHEHONW JUIEH3UU IS
WCIOJIb30BAHMSI 3aBHCUMOT0 M300pETeHHs HE Tpe-
OyroTCsI, TaK KaK «Ipu AelcTByromer B Poccun
MIPOBEPOYHOI CHUCTEME BBIJJaYM NMATEHTOB Ha H30-
OpeTeHHst JUI0, MOJYYHBIIEE MATEHT Ha Jiro0oe
n3o0perenre, B TOM YHCIE W 3aBUCHMOE, B XOJE
npoBoJiuMoi PocriareHToM 3KcnepTh3bl HOBU3HBI
1 M300peTarenbCcKoro YpOBHS 3asBIEHHOTO H30-
OpeTeHUs YK€ J0Ka3ajo, 4TO €ro H300peTeHHe
MIPECTABIISIET COOOH Ba)KHOE TEXHUYECKOE JOCTHU-
JKeHHE W MMeeT OONbIIoe DKOHOMHYECKOe 3Had e-
Hue» [5]. CoOTBETCTBEHHO Mpemiaraercsi mpesro-
MHUpPOBaTh HAJWYUE IAHHBIX YCJIOBHUH B OTHOIIE-
HUU MaTeHTa Ha 3aBUCHMOE U300peTeHHe, u4To 03-
HavyaeT BO3MOXXHOCTh BBIAAYM MPHHYIUTEIHHON
JIUIICH3UH Ha JTIF000e 3aBUCHMOE U300pETeHHE.
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Takoli momxom MPOTUBOPEUUT HE TOMBKO C 0-
rmamennto mo TPUIIC, HO u CyTH TpUHYAUTEN b-
HOTO JIMIIEH3UPOBAHUS, KOTOPOE BBICTYIAET B Ka-
YeCcTBE PBHIHOYHOTO MeXaHu3Ma obecriedeHus Oa-
JlaHCa MEXIy TpaBoobiagaTreraeM W OOIIEeCTBEH-
HBIM UHTECPECOM B UCIIOJIB30BaAHNU MHHOBAIUH.

[Ipn OykBasbHOM TOJIKOBAHHH CIIOBOCOYET a-
HUS «BaKHOE TEXHUYECKOE JTOCTIIKEHHE» aKIEHT
CIIEAyeT JlenaTh HE Ha CJIOBa «TEXHUYECKOEe JOC-
THKEHHEe», TaK Kak JI000e 3armaTeHTOBaHHOe U30-
6pe'reHI/1e ABJIACTCA TCXHUYCCKUM JOCTHXKXCHHEM, a
Ha CIIOBO «Ba)XHOE». 3aBHCHMOE H300peTeHne
JOJDKHO CofiepKaTh B cebe TaKylo HHHOBAIIWIO,
WCIIOJIb30BAHNE KOTOPOW MMEET Ba)KHOE 3HAYCHHE
JUTS BCETro 001IecTBa.

Hawubomnee sipko BaXKHOCTh TaKWX WHHOBAITHA
nposiBisiercss B hapmaneBTudeckor cdepe, rie
3aBHCHUMBbIE N300pETEHHUsT UCIIONB3YIOTCSI IIPH PO-
W3BOJCTBE BOCIIPOM3BEACHHBIX IpermapaToB (TeH e-
pUKOB, JKeHepuKkoB, oT aHI. Generic). B menn-
LIMHCKON JIUTEepaType yKa3bIBaeTcCs, YTO «MHHOB a-
UU B JICKApCTBax MOI'YT BO3HHMKAaTb HM3-3a MOAU-
(bukamuii OMHOTO WM HECKOIBKHUX CBOHCTB CO-
€IUHEHUs, BKIIIOYas XUMHUYECKYIO CTPYKTYpPY HIIH
croco® CHHTE3a JEKapCTBEHHOTO CpencTBay [24,
p. 253]. Ilpu >TOoM Takue MOAU(PUKAIANA BO3MO K-
HBI TOJIBKO B PaMKaX 3aBHCHMBIX H300pEeTEeHUH,
TaK KaK OHM HE MEHSIOT OCHOBY JIEKAPCTBEHHOI'O
cpeacTBa — akTUBHOE BemiectBo. [laTteHT Ha ax-
THBHOE BEIIECTBO OOecredynBaeT mareHToolmasa-
TETI0 MaKCHMaJbHO MIMPOKYIO 3aIHUTy €ro Ipas,
IIO3TOMY Yy HEro HET CTUMYJIOB 1JIA COBCPIICHCT-
BOBaHMS JIEKAPCTBEHHOTO TIpemapara 0 HCTed e-
HHUA CpOKa IIaTCHTA. 9rtoT CTUMYJI TIOABJIACTCSA
TOJIBKO B CJIy4a€ KOHKYPCHIIUU C TKE€ HCPUKOBLIMUA
KOMITAHHUSIMU, KOTOpbIE HAIleIeHbl HEMOCPEe/IC T-
BCHHO Ha COBCPHICHCTBOBAHUC OPUTHHAJIBHOI'O
nperapara. Takas KOHKYPEHIIHSI CIIOCOOCTBYET
YIOBJICTBOPCHUIO MOTPEOHOCTEH oOIecTsa B IMO-
CTOAHHOM HMHHOBAIlMOHHOM pa3BUTHU Q)apMaueB-
THUYECKOM MHAYCTPHUH, SIBJISIOLIEHCS YacTbIO CHC-
TEMbI 3IPpaBOOXPaHCHUSA.

B cBsa3u ¢ 3THM TpencTaBisiercs enecooo-
pasHbBIM TIPU OIEHKE 3aBUCHMOTO W300pETEHHUS C
TOYKH 3pPCHUA «BaXHOCTU TCXHHUYCCKOTI'O pPCeHIc-
HU YYUTBIBATH 3HAYCHUC NIPCAjIaracMoro TeXH n-
YEeCKOro PElIeHUs! ISl YAOBIETBOPECHUST 00IIeCT-
BCHHBIX MHTCPECOB.

JdpyruM  HEeoOXOAWMBIM  JIOTIONTHUTEIBHBIM
YCJIOBHUEM [JIA BblIa4dud HpHHYHHTeHBHOﬁ JINIICH-
3un, cornacHo M. 2 cr. 1362 I'K P®, sasisercs
MpHU3HAHUE 32 3aBHCUMBIM H300pETEHUEM «CYIIle-

Protection of Patent Holders’ Rights under a Conflict of Drug Patents ...

Thus, for the granting a compulsory license
under Clause 2 of Article 1362 of the Civil Code,
the court shall determine the dependence of the
invention of the patent holder who is the plaintiff
on the invention of the patent holder who is the
defendant. The burden of proof is on the plaintiff.

However, just recognition of the invention as
dependent is not enough to grant a compulsory
license. Several additional conditions for grating
compulsory licenses are stipulated in Paragraph (1)
of Article 30 of the TRIPS Agreement, but only
two of them are repeated in Clause 2 of Article
1362 of the Civil code: the invention must be an
important technical achievement and have signifi-
cant economic advantages.

As stated in legal literature: “the Civil Code
gives absolute priority to the interests of the patent
holders of the original items and contains a large
number of indefinite evaluation criteria, which fur-
ther creates difficulties for holders of patents for
dependent inventions while proving” [12, p. 99].
Indeed, the difficulty in applying the provisions of
Clause 2 of Article 1362 of the Civil Code is that
the legislator literally implementing the rules con-
tained in the TRIPS Agreement of Article 30 (1) (i),
used non-legal terms: “important technical
achievement” and “significant economic advan-
tage”. Neither in Russia, nor in foreign countries
there is no judicial practice on interpretation of
these concepts as there are only few disputes on
granting of compulsory licenses.

The opinion was expressed in the Russian le-
gal literature that additional conditions for the
granting a compulsory license for the use of a de-
pendent invention are not required, since “under
the current Russian system for granting patents for
inventions, the person who obtained a patent for
any invention, including a dependent one, during
the examination of the novelty and inventive level
of the claimed invention by Rospatent has already
proved that his invention is an important technical
achievement and has a great economic value” [5].
Accordingly, it is proposed to presume the exis-
tence of these conditions in respect of a patent for a
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dependent invention, which means the possibility
of granting a compulsory license for any dependent
invention.

Such an approach not only contradicts the
provisions of the TRIPS Agreement, but also the
nature of compulsory licensing, which acts as a
market mechanism to ensure a balance between the
right holder and the public interest in the use of
innovation.

The literal interpretation of the phrase “impor-
tant technical achievement” should not focus on
the word “technical achievement”, since any pa-
tented invention is a technical achievement, but
shall concentrate on the word “important”. The
dependent invention must contain such innovation,
the use of which is important for the whole society.

The importance of such innovations is most
clearly pronounced in the pharmaceutical field, in
which dependent inventions are used in the pro-
duction of generic drugs (generics). The medical
literature states that “innovations in medicines may
arise from modifications to one or more features of
a composition, including the chemical structure or
method of drug synthesis” [24, p. 253]. At the
same time, such modifications are possible only
within the framework of dependent inventions,
since they do not change the active ingredient
which is the basis of the drug. A patent for an ac-
tive ingredient provides the patent holder with the
widest possible protection of his rights, so he is not
willing to improve the drug before the patent ex-
pires. The motivation appears only in the case of
competition with generic companies, which are
aimed directly at improving of the original drug.
This competition helps to meet the needs of society
in the permanent innovative development of the
pharmaceutical industry, which is part of the health
care system.

In this regard, it seems appropriate to consider

the value of the proposed technical solution to
meet the public interest while assessing “impor-
tance of the technical solution” of the dependent
invention.

Another necessary additional condition for
granting of a compulsory license under Clause 2
of Article 1362 of the Civil Code is the recog
nition of a dependent invention as a “significant



Cannuxosa JI. B., Xapumonosa IO. C.

CTBEHHOI'0 YKOHOMHYECKOTO IIpeumMylecTBay. s
TOTO YTOOBI BBIIBUTH ITO IKOHOMHUYECKOE TIp e-
HMYIIECTBO, HEOOXOAMMO CPaBHUTh SKOHOMHYE-
CKHE MTOKa3aTel 3aBUCUMOT0 HU300pETEHUS U TOTO
M300peTeHus, KOTOpOe ObUIO MCIOJIB30BAHO B 3a-
BucuMoM. OUEBHUIHO, YTO BBHIOOP TEX WM WHBIX
SKOHOMMYECKMX TIOKa3aTenell it MpOBENEHUS
TaKoOro CPaBHUTEIBHOIO aHalii3a 3aBHUCHUT HEI O-
CPEIICTBEHHO OT CYIIHOCTH CaMOro H300peTeHHMsI.

Ecin B kadecTBe 3aBHCHMOIO H300pETEHHS
BBICTYIIA€T BOCHPOU3BEECHHBIA JIEKAPCTBEHHBIN
npernapar, T0 €CTb OCHOBaHHUSI MPEANoaaraTh, 4To
€ro CTOMMOCTh OYIET CYIICCTBEHHO HUXE, YeM Yy
OpUTMHAJIBHOIO Ipernapara. B MeAMIIMHCKON J1U-
TepaType ATO HE BbI3bIBAET COMHEHUMH: «BbIrojibl
OT WCIIOJIb30BAHUS IKCHEPUKOB OYCBUIHBI M CB S-
3aHbl, MPEXKJE BCEro, C YICIICBICHUEM JI€UECHUS
KOHKPETHOTO OONBHOTO W CHWKCHHEM 3aTparT Ha
3npaBooxpanenue B menom» [13, ¢. 36]. Omeir EC
CBUJIETEIICTBYET, UTO HCIIOIb30BAHUE JIKEHEP U-
KOB TIPUBOIUT K CYIIIECTBEHHON AKOHOMHH OF01-
JKeTHbIX cpenctB. Tak, EBpomneiickas accoruanus
FEHEPUUYECKUX IPernapaToB MOjAcYMTaIa, 4To OJ1a-
romapsi mkeHepukam B ctpaHax EC gocruraercs
SKOHOMMSI PAacXOJ0B Ha JIEKAPCTBEHHbIE CPEICTBA
B cymme 30 Mz eBpo B 01 .

JlanHbIe pacyeTsl ObUTH TTPOM3BENCHBI NCX OIS
13 IICH Ha JIGKAPCTBEHHBIC MIPEIapaThl, B TOM YU C-
JIe U Ha JpKeHepukH. [Ipw 3ToM criemyer y4duTbl-
BaTh, UTO «II€HbI HA JIEKApPCTBa, 3aTPaThbl HAa KOT O-
pBI€ TIOTHOCTHIO JTUOO YaCTUYHO BO3MEIIAIOTCS 3a
CUET CpEACTB TOCYJapCTBEHHOTO OOKEeTa WIIN
00513aTeIFHOTO0  MEIUIIMHCKOTO CTPaXOBAaHU sI, a
TaKXKE Ha JIEKApCTBA, PEAJU3yEMble HACEICHUIO
TONBKO TIO PEIENTy Bpada, SIBISIIOTCS OOBEKTOM
rOCY/IapCTBEHHOI'O PETYIMPOBaHUS BO BCEX CTp a-
Hax EBpome» [1].

B Poccuu npumeHsiercst MeToJ MpsiMOro pe-
TYJIMPOBAHUS TICH Ha JIGKAPCTBEHHBIC TPEIMaparhl,
BKJIIOUCHHBIE B TICPEUYCHb JKU3HEHHO HEOOXOmH-
MBIX W BQXHEUIIUX JIEKAPCTBEHHBIX IpPErapaToB
IIyTEM PEruCTPAlNU TMPEACTbHBIX OTITYCKHBIX IICH.
Kommannm -npon3BoquTeIn  pacCYNTHIBAIOT I -
JIeTbHBIE 1IEHbl Ha JIEKapCTBa C yYE€TOM II€H Ha
AHAJIOTUYHBIC JICKAPCTBEHHBIC TPEMapaThl B JPY-
rux (pedepeHTHBIX) cTpaHax. COOTBETCTBEHHO,
€CJIM B CIIOpE O BbIJaue MPUHYIUTCIHHOU JIHIICH-
3l (PUTYPHUPYIOT 3araTeHTOBaHHBIC JICKAPCTBEH-
HBIC TIpenaparbl, OPUTHHAIBHBIA W BOCIPOU3BE-
JIEHHBIH, BKIIOUCHHBIC B 3TOT MEPEUCHb, TO CYIII E-
CTBEHHOE JKOHOMMYECKOE IMPEUMYIIIECTBO MOXKET
OBITh BBISIBJICHO HAa OCHOBE COIIOCTABJICHHS 3ape-

! https://www.apteka.ua/article/239552.
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TUCTPUPOBAHHBIX MPEICIbHBIX OTIHYCKHBIX LIEH Ha
3TH Mpernaparhl.

Henp3st He OMUYEPKHYTH, YTO, COMNIACHO TI. 2
ct. 1362 'K PO, mnsg BeImaum MpUHYIATEITHHON
JIUIICH3UU CYJl JOJKEH YCTaHOBHUTH CYIIECTBEHHOE
9KOHOMHYECKOE MPEUMYIIECTBO 3aBHCHMOIO H30-
Operenus. Kareropus CyliecTBEHHOCTH SIBIISICTCS
olleHOYHOM. B Tex cimydasix, Korja B Ka4yecTBE 3 a-
BHCUMOTO0 HW300pETEHHs BBICTYNACT JHKCHEPHK,
9KOHOMHUYECKOE MPEUMYIIECTBO MOKET CUUTATHCS
CYIIECTBEHHBIM, €CIIM €ro IIeHa HW)XE IIeHbI Ha
OpPUTHUHAJIBHBIN TpernapaT He MeHee yeM Ha 20%.
OT0 HWKHSS TPaHUIA pa3Mepa JUCKOHTA OT IICHBI
OpPUTHMHATOpPAa TIPU BBIXOAC IIEPBOrO JKCHEPHKA
B eBpomeickux cTpanax [20].

Ha ocHOBaHMH U3JIOKEHHOTO MOXKHO CJIENaTh
BBIBOJ], UTO IPH PEIICHUU CIIOPOB O BbIJAYEC IIPH-
HYIUTENHHON JIMIEH3UH CyIeOHOE TOJIKOBaHHE
JIOTIOJTHUTEIILHBIX YCIIOBUH BBIJAYM TPUHYIUTEI b-
HOW JIMIEH3UH JOJDKHO O0ecreuyuBaTh BO3MOXK-
HOCTB 3alIUTHI O0IIECTBEHHBIX HHTEPECOB TOCPE-
CTBOM IPABOBOI0 MEXaHHM3Ma IPUHYIUTEIBHOTO
JIUTICH3UPOBAHUSI.

Cyry0o pBIHOYHBIM XapaKTep MPaBOBOIO M e-
XaHU3Ma MPUHYIUTESIILHOTO JTUIICH3UPOBAHUS TIp O-
SIBIISIETCS] TAK)KE B YCTAHOBIICHHOW 3aKOHOM JIOCY-
NeOHOI Tpolienype, coOroeHrne KOTOpOou sIBIsie T-
csl HEOOXOMWMBIM YCIIOBHEM Il OOpamieHus B
cyn. CormacHo 1. 2 cr. 1362 'K P®, npaBoo6i a-
JlaTellb 3aBUCUMOTO M300pEeTeHHs TIOJTydaeT paBo
Ha cyneOHYyI0 3allUTy TOJNBKO IOCNIE TOro, Kak
npaBooOIaarellb N300pETeHUs, HCIIONIb3yEMOro B
3aBHCHMOM, OTKa)KETCsl OT 3aKJIFOYEHHsI JIOroBOpa
Ha MPEUIOKEHHBIX eMy ycloBusix. CrienyeTr orM e-
TUTh, YTO OTKA3 B BbIJAYE JMIICH3UH B JIUTEPATYPE
paccMmarpuBaeTcss KaK OCOOBIA Ciydald 3JI0yMoT-
peOiieHHs TPaBOM MATEHTOO0aAaTelisl, IPU TOM
MOAYEPKUBACTCS, YTO TaKasl CHTYaIUsl «CKJIaJbIBa-
eTCsl MPEHMYIICCTBEHHO B XHUMHKO-(papMalieB-
THYECKOH oTpacim» [17].

JpyruM cimydaem 3J10ymoTpeONeHUs] MpaBoM
SIBIISIETCSl TPAKTUKA «IaTEHTHOTO O03€JICHCHHUS.
[TaTenroobnanarens MoaudUIMPyET CBOEC U300p e-
TEHHE TaKUM 00pa3oM, YTOOBI MONYYUTH HA HETO
HOBBIH TATEHT. DTO M300pETEHHE 10 CBOEH CYTH
SIBJISICTCS 3aBUCHMbIM. [IpH COBMaJicHUM B OJHOM
JIAIIE TIATEHTOOOJIaaTeNsl 3aBUCUMOTO H300peT e-
HUSI U U300pETEHUs, KOTOPOE MCIONB3YyeTcsl B 3a-
BHCUMOM, JICHCTBHE TATEHTa IPOJJIEBACTCS, YTO
MO3BOJISIET MATEHTOOOAIaTeN0 yIepKUBaTh M O-
HOIIOJILHO BBICOKYIO IICHY Ha HPOIYKTHI, [IPUA MPO-
M3BOJICTBE KOTOPBIX HCIONB3YeTCsl JaHHOE M3 0-
Operenue.

Sannikova L. V., Kharitonova Yu. S.

economic advantage”. In order to determine this
economic advantage, it is necessary to compare
the economic efficiency of the dependent inven-
tion and the invention that was used in the depen-
dent. It is obvious that the choice of certain eco-
nomic indicators for such a comparative analysis
depends directly on the nature of the invention
itself.

If a generic medicinal product acts as a de-
pendent invention, then there are grounds to as-
sume that its cost will be significantly lower than
that of the original medicinal product. This ap-
pears to be unquestioned in medical publica-
tions: “the advantages of the use of generics are
obvious and are associated primarily with cheap-
er treatment of a particular patient and lower
health care costs in general” [13, p. 36]. The EU
experience proves that the use of generics leads
to significant budget savings. Thus, the Euro-
pean Association of generic drugs estimated that
there are savings in the cost of medicines in the
amount of 30 billion Euros per year, due to the
generics in the EU countries’.

These calculations were made based on the
prices of drugs, including generics. It should be
taken into account that “the prices of drugs, the
costs of which are fully or partially reimbursed
from the state budget or by compulsory health in-
surance, as well as drugs sold to people only by
prescription, are subject to state regulation in all
European countries” [1].

In Russia, the way of direct regulation of
prices for medicines included in the list of vital
and essential medicines by registering the limit
selling prices is used. Producing companies cal-
culate the limit prices of drugs, taking into ac-
count the prices of similar drugs in other (refer-
ence) countries. Accordingly, if the dispute on
the granting of a compulsory license includes
patented drugs, original and generic, from this
list, a significant economic advantage can be
identified by comparing the registered limit sell-

ing prices for these drugs.

'Available at: https://www.apteka.ua/article/239552
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It should be marked that according to Clause 2
of Article 1362 of the Civil Code the court must
determine a significant economic advantage of the
dependent invention for the granting of a compul-
sory license. The sufficiency shall be assessed. In
cases where the dependent invention is a generic,
the economic advantage may be considered signif-
icant if its cost is lower than the cost of the original
drug by at least 20 %. This is the lower limit of the
amount of the discount from the price of the origi-
nal drug when the first generic in European coun-
tries was introduced [20].

On the basis of the above said, it can be con-
cluded that in resolving disputes on the granting of
a compulsory license, the judicial interpretation of
the additional conditions for the granting of a com-
pulsory license should guarantee the possibility of
protecting public interests through the legal me-
chanism of compulsory licensing.

The strictly market-based nature of the legal
mechanism of compulsory licensing is also charac-
terized by the pre-trial procedure stipulated by law,
which must be observed for filing lawsuit. Accord-
ing to Clause 2 of Article 1362 of the Civil Code
of the Russian Federation the holder of the depen-
dent invention obtains the right to judicial protec-
tion only after the holder of the invention which
used in dependent refuses to make a contract on
offered conditions. It should be noted that the re-
fusal to grant a license in the doctrine is considered
a special case of abuse of the right of the patent
holder, and it is highlighted that this situation
“happens mainly in the chemical and pharmaceuti-
cal industry” [17].

Another case of abuse of rights is the practice
of “patent renovation”. The patent holder modifies
his invention in such a way as to obtain a new pa-
tent on it. This invention is dependent by its nature.
If the dependent invention and the invention used
in the dependent invention belong to one person,
the patent is extended, which allows the patent
holder to keep the monopolistically high price for
the products in the production of which the inven-

tion is used.
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B dapmarnetrdeckoil chepe mpakTHKa «Ia-
TEHTHOTO O3€JICHEHUA» HIMPOKO PacHpOCTpaHeHa
kak B Poccum [2], Tak u 3a pydexoMm [26, p. 66].
DTOMy OTYacTH CHOCOOCTBYET 3aKOHOIATENbHBIH
3amper Ha HCIOJb30BAHHE 3aBUCHUMOTO H300pere-
HUsi 0e3 paspelieHus o0NaaaTensi «IepBOroy» Ia-
tenta (1. 2 cT. 1358.1 'K P®). B ycnoBmsx, korma
MaTeHTo00MaiaTe I OPUTHHAIBHBIX JIEKApCTBEH-
HBIX IIpCraparoB OTKa3bIBAIOTCA BbIAaBaTb JIMIICH-
3ud, a cyAeOHas MpakTHKa 1O BbLAAUe MPHUHYJ M-
TEJBHBIX JIMIICH3UH HE ChOPMHUPOBAACh, COBEp-
INEHCTBOBAHUEC JICKAPCTBCHHLIX IIPCIIapaToB M I10-
JIY4CHHEC Ha HUX 3aBUCHMbLIX ITaTCHTOB 3KOHOMUY €-
CKH I1eJIeCO00pa3HO TONBKO Uil TIATEHTOO0OIaaar e-
nen OPUTMHAJIBHBIX JICKAPCTBCHHBIX MPCIIapaToB.

Jannayio mpobieMy oTMeuaeT U npeaceaaTenb
Cyna mo mHTeIeKTyansHbIM TipaBaMm JI. A. Hoso-
cenoBa: «B (dapmarieBTuyeckoit 06IacTH, K MpH-
MCpY, KOMIIaHUU CTPEMATCA BCEMU BO3MOXKXHBIMU
MyTSMH O0ECIIeYnTh COXpPAaHEHHE MPaBOBOM OXpa-
HBI JIEKAPCTBEHHBIX MPENapaToB, MAaTEHTYs CIOCO-
Obl MX KCIIOJIL30BAHUS U T. A. A JIFOIM HE MOI'YT
IMOJIYUNTh aHAJIOTMYHBIX JICKAPCTB I10 HpHeMHeMOﬁ
neHe. CMmymiaer, 9To y Hac, O CyTH, IPOMYE BCETO
3BYYHUT TOJIOC OJJHOM CTOPOHBI — KakK MPaBHIIO, J1a-
)K€ HE aBTOpOB, a MpaBoobnaaarenci. ['onoca o 6-
mmecTBa B TaKHWX CIOXHBIX 3THYECKHUX BOIIPOCAX
MBI IPAaKTUYCCKHU HE CJBINIMM, HET HOPUCTOB, Ha-
LECJICHHBIX Ha 3aliuTy Hy6.]'II/I‘-IHLIX HWHTEPECOB B
91Ol cdepe. B ropumudeckoii nureparype o0 MH-
TCIUICKTYaJIbHBIX ITIpaBax 3Ta TEMa IMPAKTUYCCKU HE
nonHuMaercs» [18].

Takum o00pazoM, HEMpUMEHEHHWE HHCTUTYTA
NMPUHYAUTECIBHOI'O JIMICH3UPOBAHUA B OTHOIICHUHU
3aBHCHUMBIX H300pETCHUH — JHKCHEPUKOB TPHUBO-
JIMT K 3JI0YTIOTPEOICHUSIM CO CTOPOHBI MATEHTOO O-
JlaJlaTeneil OpuruHalIbHbIX JIEKAPCTBEHHBIX Ipena-
paToB, YTO, B CBOIO OYepelb, HETATHMBHO OTpa)a-
€TCd HC TOJBKO Ha HWHHOBAUWOHHOM pPAa3BUTHU
(bapmarieBTHUECKONH MHAYCTPUU, HO M Ha CTOMMO-
CTH 3allaTCHTOBAHHBIX JICKaPCTBCHHLIX IIpcriapa-
TOB. MOHOITOJIBHO BBICOKHE ICHbI Ha OpPUTHHAJIb-
HBIC ITpeliapaThl OrpaHUYMBAIOT JOCTYIT HACCIICHUA
K JICKapCTBaM M HAHOCAT CYIICCTBEHHBIM yIIepo
OO/KETY CTPaHBI.

BriBoabI

1. B poccuiickoM maTeHTHOM TpaBe JIOMYyCKa-
€Tcd BO3MOKHOCTh KOJUIM3UM TATEHTHBIX IIpaB,
T. €. KOTJIa MCIIOJIb30BAaHUE OXPAHAEMOr0 OOBEKTa
OIHUM TATEHTOOOJIaIaTelIeM HapyIIaeT MCKITIOY -
TEeJIbHBIC MpaBa JIPyroro NaTeHToo0ma1aTes.

B I'paxpanckom konekce PP komnusus 1 a-
TEHTHBIX TIpaB TMpPsSMO MpemycMoTpeHa: B 1L 1
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cT. 1397 'K P® (Mexny eBpa3uiicKuM MaTeHTOM H
narenToM Poccuiickoit @eaepauuu Ha WJIEHTH Y-
Hoe n3o0perenne) u B 1. 2 cT. 1358.1 'K PO (me-
YKy TIATEHTOM Ha IePBOHAYaJIbHOE N300pETEHUE U
ITaTEHTOM Ha 3aBHCHMOC U300peTeHNE).

[Ipu 5ToM MexaHU3M pa3pelieHus: KOJTU3UU
MaTEeHTHBIX MpaB OMPENETIeH TOINbKO B OTHOIICHUH
MEpBOHAYAIBHBIX W  3aBUCHMBIX H300pETCHUI.
[IpaBooOnagarento 3aBUCUMOTO M300pETEHUS MO-
KeT OBITh JaHO pa3pelieHre Ha ero MCIOoIbh30Ba-
HHE€ B JJOOPOBOJHHOM IOpPSIIKE MIIM BbIJaHa MPH-
HyIUTENbHAS JTUIICH3US B CyleOHOM mopsiake (1. 2
cT. 1362 'K PD).

OO1iee paBmIIo, IPUMEHSIEMOE B CTydae Halli-
YMs JBYX TAaTEHTOB Ha OXpaHSIEMBbIH OOBEKT, BBIp a-
0oTaHo CyneOHOH MPAKTUKOW ¥ CHOPMYITMPOBAHO B
. 9 O030pa MPaKTUKH PACCMOTPEHHUST apOUTPaKHBI-
MH CyIaMH JIeJl, CBSI3aHHBIX C MPUMEHEHHEM 3aKO-
HOJATENBCTBA 00 MHTEIUICKTYalIbHOW COOCTBEHHOCTH
(Mndopmarmonnoe mucemo Ne 122).

[Ipumenenue HaHHOTO MpaBHJia OCHOBAHO HA
BBISIBIICHUY HAIWYHS B TIATCHTAX OIUHAKOBBIX MJIH
9KBUBAJICHTHBIX MpPHU3HAKOB. [IpM HMX OTCyTCTBUU
nonoxxkenusa 1. 9 HupopmanmoHHOro mHCHMa
No 122 nme momnexaT NPUMEHEHHIO, TaK Kak He
BO3HUKAET KOJUIM3UA TIATEHTOB U TNPE3IOMUPYETCA
(dakT BBIJIaUM MATEHTOB Ha Pa3HbIe M300pETEHHS,
KOTODPBI MOXKET OBITh ONMPOBEPTHYT ITyTEM IIp U-
3HAHUA OHOTO U3 MAaTEHTOB HEEHCTBUTEIHHBIM B
YCTaHOBJIEHHOM 3aKOHOM ITOPSJIKE.

2. B 3akone 00 oOpaiieHHH JIeKapCTBEHHBIX
CPEZICTB BBIJICNICHBI /IBa BUJA JIEKAPCTBEHHBIX IIpe-
napaToB: pedepeHTHBIE U BOCIIpOU3BeIeHHbBIE. Jle-
KAapCTBEHHBIN IIpenapar, 3aperucTpUpPOBAHHBIA B
KauecTBe BOCIIPOM3BEIIEHHOTO, Beeria OMOIKBHB a-
JIeHTeH pedepeHTHOMY JIEKapCTBEHHOMY Iperapa-
Ty, KOTOpbIi, KaK MpPaBUIIO, SBJSETCS OPUTHHAN b-
HBIM JIEKApPCTBEHHBIM TPENapaToM M MOXKET OXp a-
HATHCS TTATEHTOM.

B cnyuae, xorma BOCIIpOM3BEICHHBIN JieKap-
CTBEHHBII INperapaT OTBEYaeT YCIOBHSIM IaTEeHT O-
CIIOCOOHOCTH M OXpaHseTcs MaTeHTOM M Korjaa
pedepeHTHBIN Mpenapar UMeeT MaTeHTHYI OXpa-
HY, BO3HUKaeT CTOJKHOBEHHE MATEHTHBIX IIPaB,
KOTOpOE pa3peliaercs B POCCHHCKOM IIpaBe Ha
OCHOBE TonokeHus M. 9 O630pa MPaKTUKH pac-
CMOTpeHHUsI apOUTPaKHBIMU CYJaMH JIeJ, CBs3aH-
HBIX C IPIMEHEHNEM 3aKOHOJATEIhCTBA 00 MHTE -
JICKTyaJIbHOM coOcTBeHHOCTH (MH(pOpManoHHOe
mucbMo Ne 122).

I[pn npumenenvn n. 9 HWudopmanuoHHOrO
nicbMa Ne 122 K OTHOIIGHHSIM T10 TTAaTEHTHON OXpa-
He JIEKapCTBEHHBIX TPENapaTroB CleAyeT yIUTHIBATb,
YTO HaJW4YMe OKBUBAICHTHBIX IPU3HAKOB, TIPH-

In the pharmaceutical field, the practice of
“patent renovation” is widespread both in Russia
[2] and abroad [26, p. 66]. This is partially due to a
legislative prohibition on the use of a dependent
invention without the permission of the holder of
the “first” patent (Clause 2 of Article 1358.1 of the
Civil Code of the Russian Federation). In condi-
tions when the patent holders of original drugs
refuse to grant licenses, and judicial practice on
granting compulsory licenses is not formed, the
improvement of drugs and obtaining dependent
patents on them is economically reasonable only
for patent holders of original drugs.

This problem is also noted by the Chairman of
the Intellectual Property Rights Court L. A. Novo-
selova: “In the pharmaceutical field, for example,
companies are striving in every possible way to
ensure the preservation of the legal protection of
drugs, patenting the ways of their use, etc. And
people cannot get similar drugs at an affordable
price. It is embarrassing that in our country, in fact,
the voice of one side sounds loudest of all, as a
rule, not even of the authors, but of the right hold-
ers. We barely hear the opinion of society in such
complex ethical matters, there are no lawyers
aimed at protecting public interests in this area. In
legal literature on intellectual rights, this topic is
practically not raised” [18].

Thus, not applying compulsory licensing in
relation to dependent inventions (generics) leads to
abuses from the side of patent holders of original
drugs, which in turn has a negative impact not only
on the innovative development of the pharmaceuti-
cal industry, but also on the cost of patented drugs.
Monopolistically high prices for original drugs
restrict access to medicines of the population and
cause significant damage to the country’s budget.

Conclusions

1. The Russian patent law allows for the pos-
sibility of a conflict between patent rights, i.e. a
situation when the use of a protected item by one
patent holder infringes another patent holder’s ex-
clusive rights.

In the Civil Code of the Russian Federation,
the conflict of patent rights is directly provided for
in Clause 1 of Article 1397 of the Civil Code (be-
tween the Eurasian patent and the patent of the
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Russian Federation for an identical invention) and
in Clause 2 of Article 1358.1 of the Civil Code
(between the patent on the original invention and
the patent on a dependent invention)

At the same time, the way for resolving the
conflict of patent rights is determined only with
respect to the original and dependent inventions.
The right holder of the dependent invention may be
granted permission to use it voluntarily or a com-
pulsory license can be granted in court (Clause 2 of
Article 1362 of the Civil Code).

The general rule applied in case of two patents
for the protected item was developed in course of
judicial practice and is formulated in paragraph 9
of the Review of practice of consideration by arbi-
tration courts of cases related to the application of
legislation on intellectual property (Informational
letter of the Presidium of the SAC (Supreme Arbi-
tration Court) of the Russian Federation No. 122 of
December 13, 2007).

The application of this rule is based on the de-
termination of identical or equivalent features in
patents. In their absence, the provisions of para-
graph 9 of Informational letter of the Presidium of
the SAC of the Russian Federation No. 122 of De-
cember 13, 2007 shall not be applied so as there is
no conflict of patents and it is presumed the is-
suance of patents on different inventions that can be
contested by the recognition of one of the patents
invalid under the procedure prescribed by law.

2. The Federal law No. 61-FZ “On Circulation
of Medicines” of April 12, 2010 distinguishes two
types of drugs: reference and generic. A drug reg-
istered as generic is always bioequivalent to the
reference drug, which is usually the original drug
and can be protected by a patent.

In the case where the generic drug meets the
criteria of patentability and is protected by a pa-
tent, and when the reference drug has patent pro-
tection, there is a conflict of patent rights, which is
allowed by Russian law on the basis of the provi-
sion of paragraph 9 of the Review of practice of
consideration by arbitration courts of cases related
to the application of legislation on intellectual
property.

When applying paragraph 9 of the Informa-
tional letter of the Presidium of the SAC of the
Russian Federation No. 122 of December 13. 2007
in concern with patent protection of medicinal
products, it should be taken into account that it is
presumed that there are equivalent features given
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BEJICHHBIX B HE3aBHCHMOM ITyHKTE ()OPMYJIbI, B Tia-
TEHTax Ha peepeHTHBIA U BOCIPOM3BEICHHBIN Jie-
KapCTBEHHBIE IPEnaparsl MPe3lOMUPYETCs, TaK Kak
caM (akr TrocynapCTBEHHOH perucTpalud BOC-
MIPOM3BEICHHOTO JIEKAPCTBEHHOT'O Tperapara CBUJIE-
TENBCTBYET O €ro OMOIKBHBAJICHTHOCTH OPHI'MHAIb-
HOMY (pedepeHTHOMY) JIeKapCTBEHHOMY Ipernapary.

3. AHanM3 POCCHICKOrO MaTEHTHOTO 3aKOH O-
JaTeNbCTBA W TPABONPUMEHHUTEIBHON MPAKTHKH
MTO3BOJISIET CJIENATh BBIBOA, YTO MPHU HAJIWYAU JIBYX
MaTEeHTOB C Pa3HBIMM JaTaMH MPHUOPUTETA HaJJle-
KalUM  CIOCOOOM  3allUThl  UCKITIOYUTEILHOTO
MpaBa SIBISETCSl €ro NpU3HAHWUE HENEHCTBUTENb-
HBIM B aJMHHHACTPATUBHOM (BHECYIE€OHOM) IIO-
psaake. Jlo Tex mop moka maTreHT, Ha OCHOBAHHH
KOTOPOTO BO3HMKJIO HCKIIIOUYMTEIBHOE TMpPaBO Ha
n3o0perenre, He MPU3HAH B YCTAHOBJICHHOM I10O-
pAIKe HENEHCTBUTEIbHBIM, NEUCTBUS IPYTUX JIHII
0 MCIOIB30BAHUIO ATOTO MAaTEHTa HE MOT'YT OBITh
MIPU3HAHBl HAPYIIAIOIIMMHU TAaTEHTHOE MPaBo, TaK
Kak JT00pOCOBECTHOCTh YYaCTHUKOB I'PAYKIAHCKOTO
npasa npestomupyercs (1.5 cr. 10 'K P®D).

[eiictByromas B Poccun cucreMa OTAEIBHOTO
paccMOTpeHHrsl TATEHTHBIX CIOPOB O HApPYIICHUH
WCKJTIOYUTENIFHOTO TIpaBa W TPHU3HAHUHM TIATEHTa
HEIEHCTBUTENBHBIM ~ OOYCIIOBIMBAET HEAOMYCTH-
MOCTb HCITONIb30BaHHUSI CTOPOHAMH B CIIOpPE O Hapy-
IICHUU WCKITFOYUTENBHBIX MIPaB BO3PaKEHHM, JI0BO-
JIOB, apryMEHTOB O BO3MOYKHOCTH WJIA HEBO3MOXK-
HOCTH NMPU3HAHNS TIATEHTA HEACH CTBUTEIBbHBIM.

4. B MupoBOM co00IIeCTBE MPUHYIUTEIHLHOE
JUIEH3UPOBAaHNE Ha 3alaTeHTOBAaHHBIE JIEKAPCT-
BEHHBIE CPEICTBA pacCMaTpUBAaEeTCAd Kak HHCTPY-
MEHT 3aIlUThl O0IIecTBa OT BHICOKHX IICH Ha Jie-
KapCTBa, HEXBATKM JIEKAPCTB M 3JIOyNOTPEOICHHIH
naTeHTooOnaarenei.

He Tonpko pa3BuBarommecs: cTpaHsl, HO U Be-
nyue pasBuTele crpansl Mupa (Kanama, ®dpan-
uusa, Wranus, ['epmanus) akTUBHO HCIIOIB3YIOT
WHCTUTYT NPUHYIATENbHBIX JHUIIEH3UH Ha JieKap-
CTBEHHBIC CPEJCTBA B CIy4Yasx, KOIJa IMaTeHT000-
nmagarend — (QapmaleBTHUYEeCKHe KOMIAaHUHU 3J10-
YHOTPEOIIAIOT CBOUM JIOMUHUPYIOUIUM TMOJI0KEH H-
€M, yCTaHaBJIMBas YpPE3MEPHO BBICOKHE I[€HBI Ha
3araTeHTOBAHHbIE JIEKapCTBa.

B poccuiickoM IMaTeHTHOM 3aKOHOJATENIbCTBE
YCTaHOBJIEGHBI CIIy4yad HCIIONb30BaHUS O00bEKTa
MATEHTHOW 3aIIuThl Oe3 paspelieHus] MaTeHTo00-
JajaTens: MpHU Ype3BBIYANHBIX 0OCTOSTENbCTBAX
(m. 3 cr. 1359 IT'K P®), B mHTEpecax HAMOHAb-
Holi 6e3onacHocty (ct. 1360 I'K P®D), mpu BhIgaue
NpUHYAUTENbHON muueH3nu (cT. 1362 I'K POD).

[IpunynuTensHOE NUIIEH3MPOBAHUE, TPEAY-
cmotpenHoe B cT. 1362 'K P®, BeicTynaer B kade-

142

CTBE PBIHOYHOI'O MEXaHH3Ma obecrieueHus OaliaH-
ca MEXIy MnpaBoobianaTeeM M OOIIEeCTBEHHBIM
WHTEPECOM B HCIOIBb30BAHWM WHHOBAIWH, OCO-
OeHHO B (apmareBTrueckoil cdepe. Pemenne
0 BbIJIaYe TMPUHYAUTEIHHON JIMIICH3UW TPUHUAM a-
ercsi CyIoM IO MCKY JIMIA, 3aMH TEPECOBAaHHOTO B
WCIIOJIb30BAHUM OXpaHseMoro n3o0perenus. Takoe
HapylIeHHe IpaB MaTeHTO00IaAaTeNs T0MyCKaeT-
Csl 3aKOHOM, TaK Kak OOIIEeCTBO 3aMHTEPECOBAHO B
MaKCHUMAJIBHOM MCIIOIb30BaHUM MHHOBAaLMi. B Tex
cilydasix, Korja T. H. TaTEeHTHas MOHOIONUS He
CTUMYJIHPYET, & TOPMO3UT WHHOBAIIMOHHOE Pa3BU-
TH€, OHA OTPAHWYMBAETCS HE TOIBKO B MHTEpecax
YaCTHOTO JIMIIA, TPEIbABUBIIEr0 TpeOOBaHHE
B CyJl, HO M B MHTEpEcax BCEro oOIIecTBa.

5.B . 2 ct. 1362 'K P® ycranoBieH ucuep-
MIBIBAIOIIMI TIEPEYEHb YCIOBUM ISl BBIAYHU CYAOM
MPUHYAUTEIHHON JUIEH3UH Ha MCIOIb30BaHUE
3aBUCHMOTO M300pPETEHHUS.

B kauecTBe TaKMX yCIIOBUI BBICTYIAKOT:

1) ycraHOBJeHHas CyIOM 3aBHCHMOCTH H30-
OpereHwusl, MaTeHTOO0Ia1aTeeM KOTOPOTo SIBIISIE T-
Csl UCTell, OT M300peTeHus, MmareHTooOIagarenem
KOTOPOTO SIBJISIETCS OTBETYHK;

2) mpu3HaHHUE 3aBUCHUMOT0 N300pETEHUST BaX-
HBIM TEXHHYECKHM JOCTH)KeHueM. Mcxons u3 To-
0, YTO JII00O0€ 3allaTeHTOBAHHOE M300peTeHHE 5B-
JIeTCsl TEXHUYECKUM JIOCTIKEHHEM, TPU OIIEHKE
3aBUCHMOTO M300pETeHUs C TOYKU 3PEHHS BayKHO-
CTH TEXHUYECKOTO pPEelIeHHUs HEOOXOTUMO YUHT bl-
BaTh 3HAYEHHE MPEIIaraéMoro TEXHHYECKOro pe-
IIEHUS 7S YIOBJIETBOPEHHUSI OOIIECTBEHHBIX HH-
TEpEecoB;

3) Hamu4Me y 3aBHCHMOTO HM300pETeHHs Cy-
IIECTBEHHOTO SKOHOMUYECKOTO TPEenMYIIecTBa.
Jlnis BBISBICHUS SKOHOMHUYECKOTO MPEHUMYIIECTBA
1enecoo0pa3Ho CpaBHUTH IKOHOMHUYECKHE MTOKa3a-
TENIM 3aBHCUMOTO U300PETEHHsI U TOrO M300peTe-
HUSI, KOTOpOE OBLIO MCIIONH30BAHO B 3aBUCHMOM.

B cnyuae, xorga B KauecTBe 3aBHCHMOTO M3 O-
OpeTeHus] BBICTYIAET BOCIPOU3BEIACHHBIN JIeKap-
CTBEHHBIH TIpenapar, ero CylmecTBeHHOE 3KOHOM -
YEeCKOe MPEHMYIIECTBO Mepes 3amaTeHTOBAaHHBIM
OPUTHHAJIBHBIM JIEKAPCTBEHHBIM IIPENapaToM Mo-
’eT OBITh YCTAaHOBJIEHO Ha OCHOBE COIMOCTABJICHUS
3aperuCTPUPOBAHHBIX  MPEICTbHBIX  OTITYCKHBIX
LIEH Ha 1TU TpernapaTsl B MepedyHe KU3HEHHO He-
00XOMIMBIX ¥ Ba)KHEHINUX JIEKAPCTBEHHBIX IIp e-
rapaToB. Mcxons 13 onbiTa eBpONEHCKUX CTPaH 10
pPEryJIHpOBaHUIO II€H Ha HKEHEPUKH SKOHOMHUY e-
CKO€ TIPEMMYIIECTBO BOCIPOHM3BEACHHOIO JeKap-
CTBEHHOTI'O Tpernapara MOXKET CUHTATbCs CYIIEeCT-
BEHHBIM, €CIIM €ro IeHa HIDKE IIeHbl Ha OpPHUTH-
HaJIbHBIN MpenapaT He MeHee ueM Ha 20%;

Sannikova L. V., Kharitonova Yu. S.

in the independent claim in the patents for the ref-
erence and generic medicinal products, since the
fact of state registration of generic medicinal prod-
uct indicates its bioequivalence to the original (ref-
erence) medicinal product.

3. The analysis of the Russian patent legisla-
tion and law enforcement practice allows us to
conclude that if there are two patents with different
priority dates, the proper way to protect the exclu-
sive right is to recognize it invalid under adminis-
trative procedure. If the patent on which the exclu-
sive right to the invention is based is not recog-
nized as invalid in the prescribed manner, the ac-
tions of other persons to use this patent cannot be
recognized as infringing the patent right, since the
good faith of civil law participants is presumed
(Clause 5 of Article 10 of the Civil Code).

The system of separate resolving patent dis-
putes on infringement of the exclusive right and
invalidation of the patent in Russia determines the
impossibility to use by the parties to the dispute on
infringement of the exclusive rights any objections,
arguments, reasoning concerning the possibility or
impossibility of invalidation of the patent.

4. In the world community, compulsory li-
censing of patented drugs is considered to protect
society from high drug prices, shortage of medi-
cines and abuse of patent holders.

Not only developing countries, but also the
leading developed countries of the world (Canada,
France, Italy, and Germany) actively use compul-
sory licenses for drugs in cases when patent hold-
ers such as pharmaceutical companies abuse their
dominant position, setting excessively high prices
for patented drugs.

Russian patent law provides for cases of using
the item of patent protection without the permis-
sion of the patent holder: under extraordinary cir-
cumstances (Clause 3 of Article 1359 of the Civil
Code), in the interests of national security (Article
1360 of the Civil Code), when granting a compul-
sory license (Article 1362 of the Civil Code).

Compulsory licensing provided for in Article
1362 of the Civil Code acts as a market mechanism
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to ensure a balance between the right holder and
the public interest in the use of innovation, espe-
cially in the pharmaceutical field. The decision to
grant a compulsory license is made by the court
under the lawsuit of a person interested in the use
of the protected invention. Such infringement of
the rights of the patent owner is allowed by law, as
the company is interested in the maximum use of
innovation. In cases where the so-called patent
monopoly does not promote, but prevents innova-
tive development, it is limited not only in the inter-
ests of the individual who filed a lawsuit to the
court, but also in the interests of the whole society.

5. An exhaustive list of conditions for the
court to grant a compulsory license on the use of
dependent invention is stipulated in Clause 2 of
Article 1362 of the Civil Code.

These conditions are the following:

1) the court established the dependence of the
invention the patent holder of which is the plaintiff
on the invention the patent holder of which is the
defendant;

2) recognition of the dependent invention as
an important technical achievement. Since any pa-
tented invention is a technical achievement, when
assessing the dependent invention from the side of
the importance of the technical achievement, it is
necessary to take into account the value of the pro-
posed technical solution to meet the public interest;

3) a significant economic advantage of the
dependent invention. To determine the economic
advantage, it is reasonable to compare the econom-
ic characteristics of the dependent invention and
the invention that was used in the dependent.

In the case when a generic drug acts as a de-
pendent invention, its significant economic advan-
tage over the patented original drug can be deter-
mined by comparing the registered limit selling
prices for these drugs provided in the list of vital
and essential drugs. Based on the experience of
European countries in the regulation of prices for
generics, the economic advantage of a generic drug
can be considered significant if its price is lower
than the price of the original drug by at least 20%;



3au4uma npae namenmoobraoamernet npu KOJau3uu nameHmos ...

4) orka3 maTeHTooOmamaTeNs N300pETEHNs OT
HIPEATIOKEHUsT [1aTEeHTOOOIaiaTeNs  3aBUCUMOIO
n300peTeHrs] O 3aKIFOYEHUH JIMIEH3HMOHHOIO [10-
roBOpa Ha YCJIOBHUSX, COOTBETCTBYIOIINX YyCTaHO-
BUBLIEHCS PAKTUKE.

HeoGocHoBaHHOE pacIIUpEeHHE YCTaHOBJICH-
HOI'0O B 3aKOHC ICPCUHA yCHOBI/Iﬁ JJId BblIJAAa4M IIp U-
HYOUTEIBHON JIUIEH3UH JH0O0 pacIIupUTENIEHOE
TOJIKOBAaHUE TAKUX YCIOBHUM INPENATCTBYIOT IPHU-
MCHCHUIO MHCTUTYTA NPUHYAUTCIbHOI'O JIMIICH3 U~
POBAaHUS U CIIOCOOCTBYIOT 3JIOYMOTPEOICHUSM CO
CTOPOHBI TIareHToolnaareneii u300peTeHui, uc-
MOJIb3yeMbIX B 3aBHCHMBIX M300peTeHusx. B dap-
MAaIeBTHYECKO cepe 3TO MPUBOJUT K yCTaHOB-
JICHUIO MOHOITOJIBHO BBICOKHMX IICH Ha OpWUIMHAJIb-
HBIC IIpfnapaTbl, YTO HEraTUBHO CKa3bIBACTCA Ha
JICKapCTBEHHOM 00€CIIEUEHUM I'PaX/IaH.
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4) refusal of the patent holder of the invention
to conclude a license contract with the patent hold-
er of a dependent invention on terms correspond-
ing to the established practice.

The unjustified expansion of the list of condi-
tions for granting a compulsory license stipulated
in the law or the broad interpretation of such con-
ditions prevents the application of compulsory li-
censing and facilitates abuses on the part of patent
holders of inventions used in dependent inventions.
In the pharmaceutical sector, this leads to the es-
tablishment of monopolistically high prices for
original drugs which negatively affects the provi-
sion of medicines to citizens.
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