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1. Po3gin 1. TIoHATTS Ta 3MIiCT 3710BXKMBaHHS IATEHTHUMU ITpaBaMu B cepi papmarii. ¥ nigposaini 1.1. [ToHgTTS
3JI0B)KMBAaHHS NaTEHTHUMMU ITpaBamu y cepi papmatii gocigkeHo npaBosi nigxoau Ykpainu ta €C 1o
peryJiroBaHHs 3a00POHN 3JI0BKMBAHHS IATEHTHUMHU NIPABaMU, BIIEpLIE y HallioOHAaJbHOMY IIPOCTOPI 3alIPOIIOHOBaHE
BM3HAUEHHS «3JI0BXXMBAHHS NaTEeHTHUMU NIpaBamu y chepi papmauii». ¥ ninposnini 1.2. 3MiCT 3/10BXKMBaHHS
IIaTeHTHUMMU NpaBamu y cdepi papmallii BUBHAYE€HO Ta 0XapaKTePU30BAaHO CIIOCOOU 3JI0BKMBAHHS IATEHTHUMUA
nnpaBamu. JOCHiIKeHO PO3BUTOK MiXKHAPOOHUX HOPM, 30kpema Yroau TPITIC mono Bumadi NaTeHTiB Ha JiKapChbKi
3acobu, KU BIUIMHYB Ha BiJ[IOBiAHI MpaBoBi migxoau B Ykpaini. Ha nixcTasi jocigykeHHsS MiXKHAPOIHUX MiTXOMiB
BIIEplIe 3aIIPOIIOHOBAHO [1J14 BIIPOBAPKEHHS Y HalliOHaJIbHE 3aKOHOABCTBO YTOUHEHHS [O/I0 «HESIBHOTO
PO3KPUTTSI» Ta YTOUHEHHS OHATTS «axiBLsi» y cepi papmariii. 3arrpornoHOBaHO yAOCKOHATIEHHS! BU3HAUY€Hb

IIOHSITh «BiYHO3€JIEHOTO» IIATEHTY Ta «BiYHOI'O 03€JIeHEHHS MaTeHTiBy». Po3nin 2. Criocobu 3710BKMBaHHS yMOBaMU



NaTeHTO3JaTHOCTI y cdepi papmalii B cyBopux opucaukiisx, €C ta Ykpaiti. Y nigpoanini 2.1. [laTeHTyBaHHS HOBUX
($hopM BilOMUX PEUOBHH SIK IHCTPYMEHTIB 3JI0B)XMBAHHS YMOBaMHU [1aTE€HTO34ATHOCTI [IPOaHali30BaHO XapaKTepHi
IJISIXY J7151 37I0B)KUBAHHSI YMOBAaMU NTATEHTO3aTHOCTI, 5IKi BUKOPUCTOBYIOTbCS (papMaleBTUYHUMU KOMIIaHiSIMU B
paMKax MPakTUKU BiYHOTO O3eJIEHEHHS MaTeHTiB. JJOCipKeHO CIisbHI Ta BiIMiHHI pyUcH NiAXOAiB 10 CIIOCOO6iB
IpOTUii 3JI0B)KMBAHHIO YMOBAMU MAaTEHTO3NATHOCTI IIOJ0 BUHAXO/IiB HA JIiIKAPCHKi 3aCO6M Mi>KHAapOILHUX
oprasisauiii, AprentuHy, IHgii, €I1B Ta Ykpainu. basyoouncs Ha JOCHIIKEHH] MigX0iB 10 MaTE€HTyBaHHS
KoMOiHallill, KOMIIO3ULlii, METabOIiTiB, IPOJIiKiB, COJIEH Ta MOJIMOP(iB BilOMUX PEUOBHUH, IAHO XapaKTEPHUCTUKY
nporayuvH y nigxopax €I1B Ta YkpaiHu Ta 3aniporiOHOBaHO BHECTH BiAIIOBiAHI 3MiHM 10 HALliOHAJILHOTO
3aKOHO/IABCTBA, SIKi 6 [IOCUJIWJIM BUMOTH YMOB [1aTE€HTO3AATHOCTI 10 IIUX TUIIIB ITyHKTiB (POPMYJI BUHAXOIB IS Y
cdepi papmauii. Y nigposgini 2.2. [laTeHTyBaHHS METO/IB JIiKyBaHHS T2 HOBOT'O 3aCTOCYBaHHS SIK iIHCTPYMEHTIB
3JI0BKMBAHHS yMOBaMU IaTEHTO3ATHOCTI. [TpoaHanizoBaHO MiAXoau 4O NaTEHTYBaHHS METOXIB JIIKyBaHHS Ta
HOBHX 3aCTOCYBaHb JIiKiB. 3aIIPOTIOHOBAHO HOPMU JJ151 YCYHEHHSI JBO3HAYHUX TPAKTyBaHb MTOJIOKEHb
HalliOHAJIBHOTO 3aKOHOJIABCTBA 010 HEMOJKJIMBOCTI [TATEHTYBAaHHS HOBUX 3aCTOCYBaHb BilOMOI pe4OBHHU. PO31isn
3. Criocobu npoTupii 3710BXKMBaHHSIM YMOBaMHU [IaTEHTO34aTHOCTI y cdepi papmaii. ¥ nmigposznini 3.1. Buau
CIoCco6iB MPOTUAii TPETIX OCi6 3710BXUBaHHIM YMOBAaMHU NATEHTO3IATHOCTI y cdepi papmaliii B 1paBo3acTOCYBaHHI
[IPOAHaIi30BaHO MPAKTUKY CYAiB Ta MAaTEHTHUX BiIOMCTB I110JJ0 KOHKPETHUX JIiKapChKUX 3aC00iB, 3 METOIO
IeMOHCTpallii Ta aHaJi3y CUCTEMHOTO BIJIUBY 3JI0B)KMBaHb YMOBaMU I1aTEHTO3AATHOCTI Ha Pi3Hi cpepu CyCIiIbHUX
BiJHOCHH. BMCBiTJIEHO crioCcO6M NPOTHUil TPETIMU 0CO6aMU 3JI0BXKUBAHHIO YMOBAaMHU NIATEHTO3JATHOCTI IO Ta MicJs
Bupayi narenry. Ha nincrasi gociigkeHHs nigxonis €11B mopo anasisy nonepesHboro piBHs TEXHIKM IIif, 4ac
PO3IJISIAY NTaTeHTHUX 3allepeyeHb OOIPYHTOBAHO HENPUMHATHICTD JJ1s1 Ykpainu nigxony €I1B 1mono BUKOpUCTaHHS
JIALIE OJHOTO JOKYMEHTA «HANOIMKIOro» NONEPENHbOTO PiBHS TEXHIKM B paMKax [1aTEHTHUX 3allepeyeHb.
3anpornoHOBaHO BUIAJIMTH HOPMU OO MaTEHTHOI yB'SI3kU. Y migpo3zini 3.2. CBiTOBUii fOCBiA c11oco6iB mpoTuiii
Ilep>KaBoIo 3JI0B’KMBaHHIM YMOBaMU IIATEHTO3aTHOCTI B cdepi ¢papmalii Ha cTafii Bupadi naTeHTy 34iCHEHO
MIOPiBHAHHS YCHIIIHOrO iHO36MHOI0 JOCBIiZly IOJI0 CUCTEMHOI ITPOTUI I€P>KaBOIO 37I0B)KMBAHHIO YMOBAMU
[IaTEeHTO3JaTHOCTI B cepi ¢papmaliii 1o BUAAUi IaTEHTIB. 3allpONIOHOBAHO BIIPOBAJUTH CIIeLiajIbHi HACTAaHOBU MO0
€KCIIePTH3U 3a51BOK Ha BUHAX04u y cdepi ¢papmauii. 3arrporioHOBaHO i 9ac OL[iHKY ATEHTHUM BiZlOMCTBOM
BMHaXiJIHULILKOTO PiBHS 3asiBOK Ha HOBi (POPMU BiJlOMHUX JIiIKaPChKUX 3aCO0iB 3aCTOCOBYBAaTU TE€PANIEBTUYHY
e(PEeKTUBHICTb SIK BUKJIIOUHO JOAATKOBUM IOPUANYHUN KPUTEPIH 1151 MiATBEpI)KEHHS BUHAXiIHUIBKOTO PiBHS HOBUX
¢dhopM BioMux JiKapchkux 3aco6iB. Y migpoanini 3.3. CBiToBUI LOCBIi CIIOCO6iB IPOTUi] HepkaBoio
3JI0B’KMBaHHSIM YMOBaMU NIATEHTO3ATHOCTI B cpepi Ppapmariii micsis Bugavi naTeHTy 3a HaJ3BUYaNHUX 00CTaBUH
OXapaKTepru30BaHO OCOOIMBOCTI MPOTUIi MTiCss BUIayi BiyHO3eIeHUX MTaTeHTIB 3a HAaJ3BUYalHUX OOCTaBUH, SIK
naHjeMid abo BiliHa. 3 ypaxyBaHHSIM nocBiny nangemii COVID-19 3ar1ponoHOBaHO CIIPOCTUTH NPOLEAypU
IIPUMYCOBOTO JIilleH3yBaHHS B YKpaiHi. YI0CKOHaNIeHO OOI'PYHTYBAHHS Mi/ICTaB /1Jis1 3aCTOCYBaHHS B yMOBaX BillHU
BUHSTKY 3 6e31eKu BifnoBinHo no ctaTTti 73 Yropu TPITIC mon0 MOKIMBOCTI THMYaCOBOTO 3YIIMHEHHS 3aXUCTY

IIpaB iHTeJIEKTYaJIbHOI BJIACHOCTI BiJIHOCHO JIIKapChKUX 3aC00iB B YKpaiHi.

2. Chapter 1. The concept and content of the abuse of patent rights in the field of pharmacy. In subsection 1.1. The
concept of abuse of patent rights in the field of pharmacy, the legal approaches of Ukraine and the EU to the
regulation of the prohibition of the abuse of patent rights have been studied, the definition of "abuse of patent
rights in the field of pharmacy" has been proposed for the first time in the national space. In subsection 1.2. The
content of the abuse of patent rights in the field of pharmacy, the methods of patent rights abuse are defined and
characterized. The development of international norms, in particular the TRIPS Agreement on the grant of
pharmaceutical patents, which influenced the relevant legal approaches in Ukraine, was studied. On the basis of
the study of international approaches, for the first time it is proposed for introduction into national legislation
clarification regarding "implicit disclosure" and clarification of the concept of "specialist” in the field of pharmacy.
It is proposed to improve the definitions of the concepts of ‘evergreening patents’ and ‘evergreening of patents’.
Chapter 2. Ways of abusing patentability conditions in the field of pharmacy in strict jurisdictions, the EU and
Ukraine. In subsection 2.1. Patenting of new forms of known substances as tools for abuse of patentability criteria,
characteristic ways for abuse of patentability criteria used by pharmaceutical companies as part of the



evergreening practice are analyzed. The common and distinctive features of the approaches of international
organizations, Argentina, India, EPO and Ukraine to the methods of countering the abuse of patentability criteria
in relation to pharmaceutical inventions have been studied. Based on the study of approaches to patenting
combinations, compositions, metabolites, prodrugs, salts, and polymorphs of known substances, a description of
the gaps in the approaches of the EPO and Ukraine is given, and it is proposed to make appropriate changes to the
national legislation that would strengthen the requirements of patentability criteria for these types of patent
claims in the field of pharmacy. In subsection 2.2. Patenting of treatments and new applications as tools for
patentability abuse, approaches to patenting methods of treatment and new medical uses are analyzed. Norms are
proposed to eliminate ambiguous interpretations of provisions of national legislation regarding the impossibility of
patenting new uses of a known substance. Section 3. Ways to combat abuse of patentability criteria in the field of
pharmacy. In section 3.1. Types of methods of counteraction by third parties to the abuse of patentability criteria
in the field of pharmacy in law enforcement, the practice of courts and patent offices in relation to specific
medicinal products is analyzed in order to demonstrate and analyze the systemic impact of abuse of patentability
criteria on various spheres of social relations. On the basis of the study of the EPO's approaches to the analysis of
the prior art during the consideration of patent oppositions, the unacceptability of the EPO's approach to the use
of only one document of the "closest" prior art in the framework of patent oppositions is substantiated for Ukraine.
It was proposed to remove the patent linkage provisions. In subsection 3.2. International experience of ways to
counter by the state of abuse of patentability criteria in the field of pharmacy at the stage of patent examination,
author conducted a comparison of the successful foreign experience with regards to the state's systematic
counteraction to the abuse of patentability criteria in the field of pharmacy before the grant of patents. It is
proposed to introduce special patentability guidelines regarding the examination of applications for inventions in
the field of pharmacy. It is suggested that during the assessment by the patent office of the inventive step of
applications for new forms of known medicinal products, therapeutic efficacy should be used as an exclusively
additional legal criterion for confirming the inventive step of new forms of known medicinal products. In
subsection 3.3. The international experience of ways to counter by the state of abuse of patentability criteria in the
field of pharmacy after the patent grant under extraordinary circumstances, the specifics of countermeasures
after the issuance of evergreening patents under extraordinary circumstances, such as a pandemic or war is
characterized. Taking into account the experience of the COVID-19 pandemic, it is proposed to simplify
compulsory licensing procedures in Ukraine. The substantiation of the grounds for the application of the security
exception during war in accordance with Article 73 of the TRIPS Agreement regarding the possibility of
temporarily suspending the protection of intellectual property rights in relation to medicinal products in Ukraine
has been improved.
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