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BBEOEHWE

1. Ha gBaguatb BTOpOK ceccum [NocTosiHHOro kommrteTa no nateHtHomy npasy (MKMMM),
cocrtosiBwencs B XXeHese 27 — 31 nons 2015 r., KomuteT o6cyann noarotoBreHHoe
CekpeTapuaTtom nccriegoBaHne o6 nsobpetatenbckom ypoBHe (4okyMmeHT SCP/22/3).
McecnepoBaHue Kacanoch onpegeneHuns KeanmpuunmpoBaHHOro NnpoduneHOro cneumanucTta, a
TaKke MeToAoNorMm, NPUMEHsIEMbIX NPK OLeHKe n3obpeTaTenbCKOro YpoBHS U BEMUYUHDI
n3obpeTtaTenbCcKkoro ypoBHs. Ha cBoen gBaguatb ceabMONn ceccumn, cocTosBLuencs B YKeHese
11 — 15 pexkabpsa 2017 r., MK npuHan peweHne o Tom, YTo CekpeTapuaT NnogroToBuT
OOMNONHUTENbHOE UccnegoBaHue No Bonpocy 06 n3obpeTtaTenbCKkoM ypoBHE, yaenus ocoboe
BHMMaHWe Bonpocam, NpeanoXeHHbIM K pacCMOTPEHUIo B NyHKTe 8 aokymeHTa SCP/24/3
(npegnoxeHus generaumm VicnaHum). B 9TOM nyHKTe yka3aHbl creyroLume Bonpochl, KOTopble
mMornn 6bl cTaTb NpeamMeToM uccnegoBaHusi/uccriegosaHmi Cekpetapuarta: (i) obwme 3HaHus:
NX codeTaHue co cBeaeHnsiMm 00 YpOBHE TeXHUKH; (ii) coyeTaHmne: NPOCTOe COBMELLEHNE NN
CuHepreTnyeckui adpdpekT; (iii) onacHOCTb peTPOCNEKTUBHOIO afieMeHTa B aHanuae;

(iv) BTOpMYHLIE NpU3HaKK; (V) CENEKTUBHbIE N30bpeTeHns; (vi) NpobnemMHbie N3006peTeHUs; U
(vii) oueHka n300peTaTenbLCKOro YpoBHS B XMMMUYeckon otpacnu (popmyna MapkyLua,
3HaHTMOMEPbLI N T. A4.).

2. B aTtou cBasu CekpeTapumaT Hanpaswi rocygapctBam-yrieHam U permoHasnbHbIM
naTeHTHbIM BegoMcTBaM nucbMo C. 8728 ot 9 dheBpans 2018 r.! ¢ npeanoxeHnem HanpaBuTb
B MexayHapogHoe 610po NpMMeHsieMble MMM PYKOBOACTBA M CMPaBOYHUKM NO BOMpPOcamM
naTeHTHOW 3KCNepTu3bl, a Takke pestoMe Hanbonee 3HaunMbIX cyaebHbIX gen unu
NHTEPNPETUPYIOLLMX CyaebHbIX peLleHni No NPeanoXeHHbIM K paCCMOTPEHMIO BONpocam Anis
NoAroTOBKM TaKOro UCCrefoBaHus.

3.  YuuTbiBas cBefeHus, npeacTaBneHHble rocygapcTBamMmmn-4sieHamm n permoHanbHbIMM
NaTeHTHbIMY BEAOMCTBaMM B OTBET Ha nucbMo C.8728, CekpeTapmaT NoaroToBu Nepeyto
YacTb AOMNOMHUTENBHOIO CCNefoBaHUS No Bonpocy 06 n3obpeTaTenbCkoM ypoOBHE, KOTopas
Oblna BblHECEHa Ha paccMmoTpeHmne asaguate BocbMon ceccum MKITM (aokymeHT SCP/28/4).
OcHOBHOE BHUMaHWeE B AOMNOMHMTENBHOM UCCNEeAoBaHMU NO BoNpocy 06 n3obpeTtarensckoM
ypoBHe (4acTb |) yaensetca sonpocam (i) - (i), ynomaHyTbIM B NyHKTE 1 Bbilwe (a uMeHHo: (i)
obLne 3HaHUA: X coveTaHne co ceeaeHsaMmn 06 ypoBHe TeXHUKY; (ii) coveTaHme: npocToe
COBMeLLIEHNE Nnun cnHepreTrndecknin addekT; u (iii) onacHOCTb PETPOCNEKTMBHOIO 3f1IEMEHTA B
aHanuse). Ha Tow xe ceccun KomuteT pewwmn, 4to CekpeTapmaT NoarotToBUT AONOMHUTENbHOE
nccnegoBaHue no Bonpocy 06 nsobpertaTenbckom ypoBHe (YacTb Il) B KOTOPOM OCHOBHOM
akueHT ByaeT caenaH Ha Bonpocax, urypupyoLwwmx B nyHkte 8 aokymeHTa SCP/24/3.

4. B cootBeTCcTBUM C 3TUM pelLeHnem CekpeTapuat npeacTaBui Ha pacCMOTpeHue
aBaguatb aesdaton ceccun MNMKITM BTopyto YacTb OMNOMHUTENBHOIO UcCreaoBaHus (QOKYMEHT
SCP/29/4), B pamkax KoTopon Bbin caenaH ocobblv ynop Ha nepeyncnenHble B NyHKTe 1 Bbilwe
Tembl (iv) - (Vi) (@ UMEHHO BTOpUYHLIE NPU3HAKN, CEeNEeKTUBHbIE M300peTeHMsa 1 NPobnemMHble
n3obpeteHus). Ha tom xxe ceccum Komutet pewwmn, yto CekpetapuaTt NO4roTOBUT
AOMoNHUTENbLHOE nccneaosaHve no Bonpocy o6 nobpertatensckom yposHe (4acTb lll), B
KOTOpoM ocoboe BHMMaHue ByaeT yaeneHo Temam, NpeasioKeHHbIM B NyHKTe 8 JOKYMeHTa
SCP/24]/3.

5. HacTodawmin 4oKyMeHT cogepuT YacTb |l JononHMTENBHOro nccnegoBaHus no BONpocy
00 n3obpeTtarenbCcKkoM ypoBHE, OCHOBHOE BHUMaHWE B KOTOPOM yAensieTCca NocnegHemn ns Tem,
NepeyYnCrieHHbIX B NyHKTE 1 Bbilwe, a MMEHHO OLEHKe M306peTaTenbCKoro YpoBHS B

1 WHdopmaumsi, npeacTaBneHHas rocygapcTBaMu-4neHamm n permoHanbHbIMU Be4OMCTBaMM, UMeeTCs B
nonHom obbeme Ha BebcaviTe anekTpoHHoro copyma MK no agpecy:
http://www.wipo.int/scp/en/meetings/session_28/comments_received.html.
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Xnmmudeckon otpacnu. pu noaroToBke HacTosiwero gokymeHta CekpeTtapuaTt yuntbiBan
MHdopMaLmo, NPeacTaBEHHYO rocygapcTBaMmn-4rieHaMmn N perMoHasnbHbIMU NaTEHTHbIMU
BEOOMCTBaMu B OTBET Ha nucbmo C. 8828 ot 7 aHeapsa 2019 r.2, a Takke Ha paHee
HanpasneHHoe nucbmo C. 8728.

6. YacTtb Il gononHuTenbHOro nccneaoBaHns no Bonpocy 06 n3obperarensckom ypoBHE
oxBaTbiBaeT M306peTeHns B 06nacTn OpraHN4eCcKkon n HEOPraHNMYeCKon XMMUK, BKITKoYast
n3obpeTteHus, npumeHsiemble B (papmaueBTuke. OHa ABNSeTCA NPOAOIHKEHUEM paHee
NPoBeAEeHHbIX UCCNefoBaHUN, cogepxalumxcea B fokymeHTax SCP/22/3, SCP/28/4 n SCP/29/4;
NoaTOMY AN BCECTOPOHHErO NOHUMAaHUSA paccMaTpuBaemMon TeMbl BCe 3TN UCCNefoBaHUA
cnegyet nsy4vatb B KoMmnnekce. Kpome Toro, MOCKOMbKY TEMOW HACTOSILLEro nccnegoBaHns
ABNSAETCH OLEeHKa n306peTaTenbCKoro ypoBHS, AaHHbIN JOKYMEHT Ha 3aTparveaeT apyrue
acnekTbl BOMpoca 0 NaTeHTOCNOCOBHOCTN, KOTOPbIE MOTYT MMETb HENOCPEACTBEHHOE
OTHOLLEHME K n3obpeteHnsam B obnactm xummn. B 4ncno aTux acnekToB, B YaCTHOCTU, MOTYT
BXoAnTb TpeboBaHUs, kKacaroLmecs HOBU3HbI, MPOMbILLIIEHHOW NPUMEHNUMOCTU (MONE3HOCTH),
BO3MOXXHOCTM peanuaaunm, NogaepXkm n eanHcTBa n3obpeTteHns. B HacToseM AOKyMeHTe
Takke He paccmMaTpuBalOTCA HEKOTOPbIE UCKIIOYEHUS N3 NATEHTOCMNOCOOHbLIX 0O BbEKTOB,
BKIMtOYasi, B YHaCTHOCTU, OTKPbITUSA, KacarlLnecs AuarHoCcTMYeckux, TepaneBTU4ecknx u
XUPYPruyecknx MeToaoB NeveHns nogen 1 XXMBOTHbIX, a Takke BOMPOCHI, KacaloLnecs
SACHOCTU M NTAKOHUYHOCTU hOPMYbI, a TakKe A0MYCTUMbIX (hPOPMATOB ee U3NOXeHUs. Tak,
Hanpumep, B HEKOTOPbIX CTpaHax HoBasi hopmMa M3BECTHOrO BeLLleCTBa, KOTOpas He
obecneyvBaeT NOBbILWEHWS CYLLECTBYHOLLErO YPOBHSA ah(PEKTUBHOCTM ITOrO BELEeCTBa, a
TaKke HOBbIN CNOCco6 NPUMEHEHNST UM HOBbIN CNOCO6 MEAMLIMHCKOTO NPUMEHEHNS N3BECTHOIO
BELLEeCTBa, MOryT ObiTb COYTEHbI HE NoANeXaLUMMN NAaTEHTHOM OXpPaHe No NPUYMHE
HenaTeHTOCNOCOBHOCTMN O6bEKTa UIK e HEBbINOMNHEHMS TPeboBaHNSA NPOMbILLNIEHHON
NPUMEHMMOCTN B COOTBETCTBUMN C AENCTBYHOLLMM NATEHTHLIM 3aKOHOA4ATENbCTBOM. TEM He
MeHee Te acneKTbl yKa3aHHbIX BOMNPOCOB, KOTOPbIE HE OTHOCATCS K TEME OLEHKM
n3obpeTaTenbCKOro YpoBHS, B HACTOSLLEM JOKYMEHTe He paccmaTtpuBatotcd. Kpome Toro,
XOTS 0COBEHHOCTN 0POPMITEHNSA NAaTEHTHOW 3a8BKN ONpeaensoT chepy ee oxsata U UMeKT
OTHOLUEHME K OLlEeHKe n300peTaTenbCKOro YpoBHS, AaHHbIA BONPOC TakKe HaXOAUTCA 3a
npegenamn TeMbl HAaCTOSALLEro nccnegoBaHus.

OLIEHKA N30BPETATEJNIbCKOIO YPOBHSA B XMIMUYECKOW OTPACIA

7. [0ns uenen oueHkn nsobpeTaTenbCKoro ypoBHSA n3obpeTteHnsa B 06nactun xmmmm
paccMaTpuBaloTCA Nog TEM e YrIioM 3peHus, YTO U Apyrme TexHudeckme nsobpeteHus. Takum
obpa3som, obLme pykoBOAsLME NPUHLUMMNBI U1 METOONKN OLIEHKN N300peTaTenbCKoro ypoBHS,
pa3paboTaHHble B pasnnyHbIX KOPUCOMKLMAX U ONMCaHHbIE B paHee onyOrmMKOBaHHbIX
nccnegoBaHusX, Takke NPUMEHSIOTCA U K M300peTeHnaM B 06nacTun Xummn.

8. MHorga nogobHble oblime pykoBoasLLmMe NPUHLMMBI, pa3paboTaHHble NaTeHTHbIMN
BEAOMCTBaMW, coaepkaTt Npumepbl, OTHOCALLMECS K M300peTeHnsam B obnactu xummn. Kpome
TOro, MOCKOJbKY 0bLLMe METOOVKM U PYKOBOASLLME MOSOXKEHMS coaepXKaT He YeTKO
chopMynmMpoBaHHbIE NpaBuna, NPUMEHUMbIE K KXKAOMY KOHKPETHOMY Chy4ato, a LUMpOKue
NPUHLMNbI, B HEKOTOPbIX IOPUCONKUNSX NAaTEHTHbIE BEAOMCTBA LOMNOMHAT 00LWwme
WHCTPYKTMBHO-METOAMYECKME YCTaHOBKM Bonee nogpobHbIMU M KOHKPETHLIMU YKa3aHUsiMU B
OTHOLLEHUN TOro, Kakum obpa3om 3Tn obLUme YyCTaHOBKM cnefyeT NPUMEHATb K OLEHKe
n3obpeTaTenbLCcKoro YpoBHS B cdhepe n3obpeTteHun B obnactm xumumn. onesHble opueHTupbl B
nnaHe peLleHns KOHKPETHbIX BOMPOCOB, CBA3a@HHbIX C OLEHKON n3obpeTaTenbCKoro ypoBHS

2 WHdopmaumsi, npeacTaBneHHas rocygapcTBaMu-4neHamm n permoHanbHbIM1 Be4OMCTBaMu, UMeeTCs B
nonHom obbeme Ha BebcaviTe anekTpoHHoro copyma MK no agpecy:
http://www.wipo.int/scp/en/meetings/session_30/comments_received.html.
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NPUMEHUTENBHO K N306peTeHnsmM B 06/1acTn XMMUK, Takke COAepKaTcsi B peLleHusix cyaebHbIx
OpraHos.

9. Tak, Hanpumep, B matepuanax, npenposoxgeHHbix MK AscTpuen, ykasblBaeTcs, 4TO B
aBCTPUIACKOM cyaebHomM NpakTuke A5l OLEHKM N300peTaTenbCKoro YPOBHS UCMOMNb3yeTCA
noaxopn, OCHOBaHHbIN Ha NPUHLMMNE «OT NPOGMEMbI K peLleHno», KOTopbIn 6bin paspaboTaH
EBponencknm nateHTHbIM BegoMcTBoM (ENMB). XoTsa B NpuHUMNiE Takon nogxoq npumMeHsieTcs
TaKke N K nsobpeteHnsam B 06nactm XmMnn, aBCTPUNCKNE Cyabl MPU3HAIOT, YTO B AAHHOM
cny4vae popmanbHOe NpUMEHEHME NpuHLUMNa «OT NPobnemMbl K peLleHnto» B 00bIYHOM nopsiake
MOXET NPMBOAUTL K BO3HUKHOBEHMIO NPobnem, B CBA3U C YeM AaHHbIN Noaxo He o6s3aTenbHo
OOJIMKEH NPUMEHATLCS BO BCex 6e3 UCKIoYeHns cutyauusax. AnennsunoHHas nanarta
EBponenckoro naTteHTHOro Be4OMCTBa NpUHSNa psig peLeHnin no n3obpeTteHusm B obnactu
XUMWUN, B COOTBETCTBMMN C KOTOPbIMU NPUMEHEHME NOAX04a «OT NPOBNeMbl K peLleHuo»
OOJDKHO COCTOSATb M3 criegyowwmx atanos: (i) onpegeneHme onmxanwmx afieMeHToB
M3BECTHOrO YPOBHS TexHUKK; (ii) dopmMynupoBaHne npobnemMsl B CBETE U3BECTHOIO YPOBHS
TexHuky; (iii) BblpaboTka pewweHust; (iv) noaTBepxaeHne pedynbTaTMBHOCTM HAWAEHHOIro
pelweHuns; (V) noBTopHoe hopmynmpoBaHme npobnemsl (Npy HEOGXOAMMOCTN);

(vi) paccmoTpeHne Bonpoca 06 04EBUAHOCTM PELLEHNS C Y4ETOM U3BECTHOIO YPOBHS TEXHUKNS,
Oco6eHHO BaXXHOE 3HAYEeHNEe NMEIOT 3Tanbl, CBA3aHHbIE C NOATBEPXKAEHNEM
pe3ynbTaTUBHOCTM PELLEHMS, a Takke C NOBTOPHbIM hopMynupoBaHuem npobnemsol

(cm. T231/97 n T355/97).

10. MoOXHO cumTaTh, YTO 3TV SONONHUTENBbHbIE MHCTPYKUUN ABNAITCA 0COBEHHO NONE3HbIMU
B 0611acT XMMnn, NOCKOSbKY OTAMYUTENBHBIM NPU3HAKOM XMMUWN KaK HayKn siIBNSAETCA ee
3KCNepMMeHTanbHbIN Xapaktep. PesynbTaTtbl Hay4YHO-UcCregoBaTenbCckon paboThl B
XMMUYECKON oTpacnin MeHee npeackasyembl No CPaBHEHMIO C aHaNOrMyHon paboTon B Taknx
obnacTax, Kak arekTpoHuKa unm MexaHuka. Tak, Hanpumep, He Bcerga nerko
CMPOrHO3MpoBaTbh TEXHNYECKNE NPEMMYLLECTBA TOr0 UM MHOTO XMMNYECKOrOo COeAUHEHNS
NYLWb UCXOAA U3 ero CTPYKTYpbl; NMO3TOMY TakMe TeXHMYeCcKMe npenmyLlectsa Heobxoammo
nepenpoBepsiTb U NOATBEPXKAATb AAHHBIMU IKCMNEPUMEHTOB. B HEKOTOPLIX CryYasax BO3MOXHO
OblBaeT onpeaennTb XMMMUYECKOe BELLECTBO NPy NOMOLLM ero CBOMCTB nnn cnocoba ero
NPUroTOBIEHWS, JaXe eCrin ero CTpoeHne He Bbino YyeTko onpeageneHo. Kpome Toro, ecnm
CpaBHMBaATb XMMMUYECKYIO OTPaCIb C APYTUMU TEXHUYECKMMN OTPACHsIMU, TO MOXKHO yKasaTb,
4YTO XMMMNYECKOE BELLECTBO ONpeaeneHHOro CTPOEHNS MOXET UMETb HECKOSBbKO PasfUYHbIX U
HenpeackasyeMblX CBONCTB (UM cNoCcOB0B NpUMEHEHNs ), Toraa kak yHKLUNOHaNbHOCTb U
Nosfie3HOCTb Takoro NpeameTa, Kak, Hanpumep, 6arop, MoryT 6bITb Npeackasyemo onpeneneHsbl
ncxoasa us ero pmsanyeckoro CTpoeHus.

11. C papyrow CTOPOHBbI, KaK 3TO NOAYEPKMBAETCHA B HEKOTOPbIX CyAEeOHbIX PELLIEHUAX U
PYKOBOAALLMX NPUHLMNAX, OCHOBOMNONaraLwmin opuandyecknin KpuTepun Hanmyamns
n3obpeTaTenbCKOro YpoBHS 3aKpensieH B COOTBETCTBYIOLLMX HOPMAaTUBHO-NPABOBbIX akTax u
dhopmynupyeTcsa cneayowmm obpasom: 3asaBneHHoe n3obpeTeHne He AOMKHO ObiTb
O4YEeBUOHbIM AN KBANMUUMPOBaAHHOIo NpoduIbHOro cneymanmcta ¢ y4eTom U3BEeCTHOro
YPOBHS TEXHMKW.

A. 3asBneHHoe usobpeTeHne B LeroM

12.  XopoLluo M3BECTHO, YTO NPU PacCMOTPEHMMN BoMpoca 06 04eBMAHOCTU 3asIBNIEHHOIO
N306peTEHUS KIMHOYEBOE 3HAYEHNE UMEET €ro O4EBUAHOCTL «B LierioM»*. B Tom cryyae, ecnu
n3obpeTaTensCckuin ypoBeHb 3asBEHHOrO N306peTeHnss OCHOBLIBAETCSt HAa TOM UIN MHOM
TEeXHUYEeCKOM 3hdpeKTe, BO3MOXHOCTb OCTUXKEHMS Takoro adodpekta AomkHa
pPacnpOCTPaHSATLCS Ha BCHO 3asiBrEHHY cdepy NpUMeHeHUst nsobpeTeHusi. TexHuyeckme

PeweHnsa AnennsaunoHHon nanatel EBponerickoro nateHTHoro BegomcTea (8-e usgaHue), 4acto 1.D, 2016 T.
4 Cm. SCP/22/3, nyHKT 98.
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npo6remMbl Npy oLeHke N3o06peTaTenbCKoro YpoBHS MOryT NPUHMMATLCS BO BHUMaHWE NULLb B
TeX cryyasix, kKorga OHV YCreLlHO peLuatoTcsi NPy NOMOLLM BCEX 3asiBMEHHbIX COeANHEHWI, a He
TOJbKO HEKOTOPbIX U3 HUX.

13. Tak, Hanpumep, peweHne T939/92 (0J1996, 309) coaepMT OCHOBOMNOararLwme
noctynatbl, chopMynupoBaHHble AnennaunoHHon nanaton EBponenckoro naTteHTHOro
BegomcTia (ElNB) B oTHOWeEHMM Wnpokux hopmyn nsobpeteHun B obnactm xummn. Mo
MHEHMI0 ANennsuMOoHHON NanaTthbl, C Y4ETOM U3BECTHOIO YPOBHS TEXHUKM Ta TEXHUYECKast
npobrema, Ha peLLeHe KOTOPOW NpeTeHaoBan paccmMmaTpuBaeMbli NaTeHT, bbina cBs3aHa ¢
nony4yeHmemM AONOSTHUTENbHbIX XMMUYECKUX COeaNHEHMI repbuumnaHoro 4encTeuna. Takum
obpasom, Hanuuo bbina HeobXxoQMMOCTb TOro, YTOOLI BCe 3asBIEHHbIE coeauMHeHus1 obnaganu
Takum gencrtemem. Kpome Toro, BONpOC 0 TOM, 4OCTUraeTcsl N YKkazaHHOE TeEXHUYECKoe
NpPenMyLLEeCTBO NPUMEHEHNEM BCEX XMMNYECKUX COEANHEHUI, MEPEYUCTEHHbIX B (hopmyrne
n3o6peTeHnst, MOXXeT 0O0CHOBAHHO CTaBUTBLCA B KOHTEKCTE OLEHKN N3006peTaTenbCKoro ypoBHS
B TOM Clly4ae, eCrfiv BbISICHSIETCS, UTO TAKOe TEXHUYECKOE NMPENMYLLECTBO ABMSAETCH
€ANHCTBEHHbBIM OCHOBaAHWEM 151 YTBEPXKOEHUSA 3ag9BUTENS O TOM, YTO 3TUM COEOUHEHUAM
npucyLy n3obpeTtaTenbCkuin ypoBEHb. YTBEPXKAEHME nogaTenen anennsauum o ToM, Y4To
pe3ynbTaTbl aHanNM30B, CoOAepPXKaLLUNXCS B ONUCAHUKU, CBUAETENBLCTBYIOT O HANMYUN
repbuumnaHoro 4eNCcTBNS y HEKOTOPBIX M3 3asiBNIEHHbIX COEANHEHMWI, HE MOXET CUMTATbCA
[0CTaTO4HbIM OCHOBaHWEM A1 BbiIBOAA O TOM, YTO 3TUM AENCTBUEM pearbHO obnaaatoT Bce
3asiBriEHHbIE coeanHeHnsi. B Takom criydyae Opems gokasbiBaHMS NEXNUT Ha nogaTensx
anennauun. Mcxoast ns atoro, AnennsumMoHHas nanarta noctaHoBuUna, 4To TpeboBaHmne B
OTHOLLIEHMWN N306peTaTenbCKOro YPOBHS BbIMOMHEHO He GbInod.

14. W3 BblwensnoxeHHOro obLiero npuHUMNa BblTEKAET, YTO B TEX Criyyasax, korga
3asBrieHHblE COeANHEHNs NpeacTaBneHbl No dopmyne MapkyLia, nsobpeTtaTenbCkun YpoBEHb
OOImKeH ObITb NPOSEMOHCTPUPOBAH MPUMEHNTENBHO KO BCEM COEANHEHUSIM, OTHOCALLMMCS K
cooTBeTcTBYlOLWEN rpynne Mapkywa. WHbIMKU crioBamMu, TOT KOHKPETHLIN TEXHUYECKUI 3G dEKT,
KOTOpoe OTnnyaeT 3asBneHHoe n3obpeTeHne OT N3BECTHOrO YPOBHA TEXHUKN, AOIMKEH ObITb
NpUCyLL, BCEM COEANHEHNSIM, NEePEYNCIIEHHbIM B 3asBKe (CM. Takke YacTb N HacTosLero
AokymeHTa (popmyna MapkyLua)).

5 PeweHnsa AnennsaunoHHon nanatel EBponerickoro nateHTHoro BegomcTea (8-e usgaHue), 4acto 1.D, 9.8.3,
2016 . Cm. T939/92, 0J1996, 309; T694/92, 0J1997, 408; T583/93, 0J1996, 496.
6 Cm. T268/00, T1188/00,T320/01,T1064/01,T924/02.
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B. BellecTBo 1 npouecc ero nony4eHus

(i)  CeeldeHusi u3 U3BECMHO20 YPOBHS MEXHUKU HE packpbigarom crnocob rnony4yeHusi
3as8/1eHHO020 COeOUHEHUSsI

15. B AscTpanuu gencteyeT NpaBusio, CornacHo KOTOPOMY B TEX CryyasXx, Koraa coeauHEHUs!
He MOryT ObITb NOy4YeHbl Coco6OM, M3BECTHBIM U3 YPOBHSI TEXHUKU, UIN XKe YPOBEHb TEXHUKM
He COOEPXUT CBEAEHMIN 0 cnocobe NonyyYyeHust 3TUX COeAUHEHNIA, MPOLIECCY NOMyYeHUst
COEAMHEHUIN MOXET ObITb NMPUCYLL M3006peTaTENbCKUIA YPOBEHDL .

16. CornacHo gokyMeHTy, npegctasneHHomy KM Mepmannen, B 0cobbix cnyyasax o
HanMuMm n3obpeTaTenbCKOro YPoOBHS TakKe MOXET CBMAETENbCTBOBATL TOT (hakT, 4To,
HECMOTPSA Ha 0MEBUOHOCTL CyLLLECTBOBAHWS BeLLeCTBa (Hanpumep, a3HaHTMomMmepa) Ans
KBannuuMpoBaHHOro cneumanucTa, oH He Mor obecneynTb ero nonyveHune, nbexas npu
3TOM BO3HUKHOBEHWS 3HAYMTENbHbIX TPYAHOCTEN (CM. Takke YacTb E(i) HacTosLwero
[OKYMEeHTa, KacaloLLyocsi dHaHTMoMepoB)®,

17. AHanormnyHbiM obpasom, cya B CoegmHeHHbIx LLTatax AMepuku NoCTaHOBWI, YTO, €CNK
N3BECTHbIN YPOBEHb TEXHWUKN HE COAEPXKMUT crnocoba nonyvyeHns 3asiBNIiEHHOro COeAMHEHUS Ha
MOMEHT MOSIBNEHUS U300peTEHUS, HET BO3MOXHOCTU caenaTth lopuanyeckn 060CHOBaHHbIN
BbIBOZ, O TOM, YTO TAKOe COeMHEHME HAaXOAMTCS B PacrnopsikeHn 06LLIECTBEHHOCTH.
OTCcyTCTBME U3BECTHOIO UMM OYEBUAHOrO criocoba NonyyYeHust 3asiBNeHHbIX CoeaUHEeHNI
aHHYNUpyeT NPe3yMMLUMI0, COrNacHO KOTOPOW COeANHEHMS MOXHO CYMTAaTb O4EBUOHBIMU Ha
OCHOBaHWM GIIM3KOro CTPYKTYPHOIO CXOACTBA MeXay 3asiBNIEHHbIMU COeAUHEHUSIMU U
COEVHEHUSAMU, U3BECTHLIMU U3 YPOBHSA TEXHUKN®.

18. [Heno T595/90 (0J1994, 695), koTOpOe paccMmaTpuBanocb ANennsiyMoHHON nanaTomn
ElNB, kacanocb n3obpeTtaTenbCKOro ypoBHS BELECTBA, CyLLECTBOBAHME KOTOPOro MOXHO 6bIno
npencrtaBuTb cebe B TEOPUN, HO NPU STOM OTCYTCTBOBANM U3BECTHLIE CNOCOObLI €ro Nony4YeHns
Ha npakTuke. B cBs3M ¢ aTUM ANennauMoHHas nanaTta NocTaHoBUMA, YTO BELLECTBO, KOTOpPOEe
MO>XHO 6bINo NpeacTaBnTb cebe TeopeTnyeckn (CoO BCEMU OTANYNTENBHLIMU NPU3HaKaMW,
onpeaensWmMn ero yHUKanbHOCTb, BKOYas ero CBOMCTBA NpU UCNonb3oBaHun), T.€.
OYEBUHbIN BO BCEX UHbIX OTHOLLEHUSIX OOBEKT, MOXET TEM HE MEHee CTaTb HEOYEBUAHBIM (a
crnepoBaTeNbHO — U NATEHTOCNOCOBHbBIM), €CNU U3BECTHBIN YPOBEHb TEXHUKN HE COOEPXUT
NMOEHTUYHOrO UMM aHanNorMYyHoro 3asiBneHHoOMy cnocoba nonyYyeHns 3Toro BeLecTBa,
BCreAcTBMe Yero npu noMoLLM 3asiBNEHHbIX CNOCOBOB ero NonyyYeHns yaaeTcs pewwnTb 3Ty
3ajaqvy Brepsble, 4ENCTBYA NPU 3TOM MHHOBALMOHHbLIMU MeTodamu (T268/98 n T441/02). B
peweHnn T233/93 coyeTaHne CBOWCTB, onpeaenstolliee YHNKansHOCTb 3asBNEHHbIX BELLLECTB,
SIBMISANOCH TEM CaMbiM HEQOCTAOLMM 3BEHOM, HANTUN KOTOPOE CTPEMUIOCH COOBLLECTBO
cneumnanucTtoB. [Npun 3TOM paHee cunTanoch, YTO 3TN CBONCTBA ABNAOTCS
B3aMMoUCKYaowmMn. AnennaumMoHHas nanaTa ykasarna, YTo Takoe Xenaemoe BeLecTBo,
KOTOpPOE MOXET Ka3aTbCHA O4YEeBMAHbLIM CaMO Mo cebe, MOXET CHUMTaTbLCA HEOYEBUAHBIM Y
nognexartb NaTEHTHON OXpaHe, eCNU B YPOBHE TEXHUKMN OTCYTCTBYET U3BECTHbIN CNOcob ero
nony4eHus, a 3asBfneHHble CNocobbl ero NoNyyYeHUs NepBbIMU PELLAIOT 3a4advy, CBA3aHHYO C
ero Npou3BoaCcTBOM, Aenas 9TOT MHHOBAUWOHHbIMU MeTodamu (T1195/00).

(i)  AHanoeuyHsbIl fpouyecc (U3secmHbIlU U 04e8UOHBbIU fpoyecc npoussodcmea HO8020
u obnadarouwe20o npusHakamu usobpemeHusi npodykma)

19. B HEKOTOPbIX CTpaHax ﬂeVICTByeT obuiee npasuIio, CorrfiacHO KOTOpoOMy aHarorm4Hble
npoueccobl, KOTOpble CaMu No cebe He obnapatot V|306peTaTeJ'|bCKVIM YPOBHEM, TEM HE MEHEee

HokymeHT, npeactasneHHbiv MK Asctpanuen.
8 BGH, Xa ZR 130/07 (2009) — Escitalopram, GRUR 2010, 123.
° Cwm. Hoeksema,399 F.2d 269, 274-75, 158 USPQ 597, 601 (CCPA1968). MPEP §2144.09, IV.
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ABNSIIOTCA NATEHTOCNOCOOHBIMY B TON MEPE, B KOTOPOW MX NMPUMEHEHME NO3BOMSIET MNONYYUTb
HOBbIV 1 06nagaoLwmi npu3HakamMmm N300peTeHnst NPOLYKT.

ApeeHmuHa

20. [aTeHTOCNoCOGHOCTb NPOAYKTOB U NPOLIECCOB A0SKHA ONpeaensTbea Ucxoas u3
CBOWICTB M XapaKTepUCTMK 3TUX NPOAYKTOB U NMPOLECCOB, KOTOPLIE CriedyeT paccmaTpuBaTh Mo
oTaenbHocTM. Crnocobbl CMHTE3a M NPOM3BOACTBEHHbIE MPOLIECCHI, KOTOPbIE HE SBMNSOTCA
HOBbIMW U HE UMEIOT NPU3HAKOB M306PETEHNSA, cCaMm No cebe AOMKHbI CHUTATLCS
HenaTeHTOCNOCOGHBIMU BHE 3aBMCMMOCTYM OT TOrO, SIBMSAOTCS NM HOBLIMU M UMEIOLLUMM
MPW3HaKN M306PETEHNS] UCXOAHbIE MaTepuarbl, MPOMEXKYTOUHbIE COEANHEHUS UMW KOHEYHbIN
npoaykT. MpuMepoM BhilLeckasaHHOTo SBMSIETCA HOBbIN CNOCO6 3acCOSKM U3BECTHOTO
npoaykTale.

Epasunus

21. B cooTtBeTCcTBMM C PYyKOBOACTBOM MO 3KCNEPTM3E NAaTEHTHbIX 3asBOK (aCnekTbl,
OTHOCSILLMECS K SKCMEPTU3E NaTEHTHLIX 3asiBOK B 00/1aCTU XMMUK), KOTopoe Obino
ony6nukosaHo INPI (Bpasunnus)!!, aHanormyHble npoLecchl onpeaenstoTcs Kak Te NPoLEecchl,
roe UcxogHble matepuarbl U KOHEYHbIE MPOAYKTbI MUMEKOT HOBU3HY U M300peTaTenbCKuin
YPOBEHb MO CPABHEHUIO C NPEALIECTBYOLNM YPOBHEM TEXHUKM, XOTSI TakMe NpoLLecchl 1
CBSA3aHbl C UCMOSIb30BaAHMEM OOHOTO UMM HECKOMbKMX MPUEMOB, U3BECTHbLIX U3 YPOBHSI TEXHUKMN.
Ecnu ons ucxoaHbix MatepnanoB 1 KOHEYHbIX NPOAYKTOB cobntoaeHbl TpeboBaHus B
OTHOLLEHUN HOBU3HbI N 306peTaTeNbCKOro YPOBHSI, HET HYXXAbl B 9KCNEpPTU3e Ha NpeameT uX
cob6noaeHNs NPUMEHNTENBHO K COOTBETCTBYHOLLMM MyHKTaM hOpMyribl M300peTeHus,
KacatoLMMCs aHanorm4HbIX NpoLeccoB, NPU TOM YCITOBUW, YTO OHX YBSI3aHbl C OCHOBHbLIM
NyHKTOM QOPMYIibl, OTHOCALLMMCSH K UCXOAHBIM MaTepuanam u KOHeYHbIM NPoAYyKTaMm.

22. Takvm 06pa3oM, NyHKTbI, KacaroLMecsi aHanorM4HbIX NPOLECCOB, MOryT BO BCEX CryYasx
CYMTaTLCS OOMONMHUTENBHBIMU NMYHKTaMW, NOCKOSbKY BbINOMHEHWe TpeGoBaHMIn B OTHOLLEHUN
HOBW3HbI 1 M306PETaTENbCKOro YPOBHS MO ONpeaerieHnto OLEHNBAETCS C TOYKM 3pEHUS UX
cobntogeHns NPUMEHNTENBHO K KOHEYHOMY NPOAYKTY W/UNK UCXOAHbIM MaTepuanam. B
[OMNOSTHEHME K aHANOr4HbIM NpoLieccam, KacatoLMMCS CUHTE3a XUMUYECKMUX COEANHEHW,
KOTOPbIM NPUCYLLM HOBU3HA M M306peTaTenbCknii YpOBEHb, 3Ty KOHLIEMLIMIO MOXHO Takke
pacnpoCTPaHUTb Ha NPOLECChI, OTHOCSILLMECS, B YACTHOCTM, K MPOU3BOACTBY
hapmaLeBTUYECKMX KOMMO3ULIMI, arpOXMMUKATOB, NIEKAPCTBEHHbLIX CPEACTB, KaTanM3aTopos.,
CMa304HbIX MaTepuanos, NeCTULMAOB U repouLNaIoB.

23. Ecnu no utoram akcnepTusbl AenaeTcs BbIBO4 O TOM, YTO UCXOAHbIE MaTepuarsl U/unu
KOHeYHble NpoAyKTbl He 06nagalT HOBU3HOM U/ n3obpeTtaTensCkMM YPOBHEM, YNOMSHYTbIE
B popMyre aHanormyHble npouecchl 6yayT COMTEHbl HENAaTEHTOCNOCOBHBIMM NO NPUYNHE
OTCYTCTBUSA HOBU3HbI U/UNn n3obpeTaTenbCKoro ypoBHA C y4€TOM U3BECTHOIO YPOBHSA TEXHUKM.
Ecnu e no nrtoram akcnepTnsbl genaeTcs BbIBOA O TOM, YTO UCXOOHbIE MaTepuansl U/vnu
KOHEeYHble NPOAYKTLlI HEe 06riagatoT HOBM3HOM M/Mnn n3obpeTaTenbCkUm YPOBHEM, HO MPU 3TOM
BbIACHAETCH, YTO 3asiBNEHHbIE NPOLEeCChl ABNATCA HOBbIMU U/UN MMET n3obpeTaTenbCKun
YPOBEHb, 3KCrepTn3a Tex NyHKTOB hOPMYIibl, KOTOPbIE OTHOCATCA K NpoLeccam, AOMMKHa
NpOBOANTLCH TaknM e 06pasoM, 4TO U 0BbIYHAsA IKCNepTM3a NyHKTOB (POPMYyribl, KacaroLMXcs
npoueccoB. [10CKOMNbKY KOMMOHEHTbI aHaNorM4HbIX NPOLLECCOB, Kak MpaBuio, XopoLLo

10 PykoBoacTBO Mo 3KCMepTnse NaTeHToCnocobHOCTUN 3asBOK HA N300peTeHNst B XMMUYECKOW U
hapMaueBTHYeckoi obnacTsax (yTBepaeHo COBMECTHbIMU pe3ontounsamu 118/2012, 546/2012 n 107/2012),
2012r.

u PyKkoBOACTBO NO 3KCNEPTU3e NAaTEHTHLIX 3asiBOK (ACNEKTbl, OTHOCALLMECS K SKCNEPTU3E NaTEHTHbLIX 3asiBOK B

o6nactu xumun), 8, INPI, Bpasunusi, 2017 r.
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M3BECTHbI KBaJ'IVI(bVILI,VIpOBaHHbIM I'IpOdJVIJ'IbeIM cneumnanucTam, MOXeT ObiTb 4OCTAaTOYHO
orpaHn4nTbCA oowmm ynoMnHaHMeM O HMX B ONMUCaHUN.

lepmaHus

24. B uenom B l'epmaHumn cuntaeTcsl, YTO NPOLIECC MPOM3BOACTBA BeLLEecTBa, KOTOpoe caMo
no cebe yooBNeTBOPSAET KPUTEPUAM HOBU3HbI 1 N306pEeTaTENbCKOro YPOBHS, HE 06a3aTenbHO
OOoImKeH obnagatb nNpusHakaMm n3obpeTeHns; 3To MOXeT ObiTb 0ObIYHbBI METO N30MALMK 1
cuHTe3a. BmecTe ¢ Tem, Kak ykasblBaeTcsl B NyHKTE 16 HAaCTOSILLEro AOKYMEHTa, B 0COObIX
Crny4asx MOXHO roBOPUTb O HaNMYMn y 3asiBNEHHOro n3obpeTeHnsa n3obpeTaTenbCKkoro ypoBHs,
€Cnn, HeCMOTPS HAa O4EeBMAHOCTL CYLLLECTBOBaHUSA COOTBETCTBYIOLLIErO BELLECTBa AN
KBanMduULUMpoBaHHOro creumanmcta, oH He Mor obecnevnTb ero nonyyeHne, n3dexas npu
3TOM BO3HUKHOBEHWS 3HAYMTENbHbIX TPYAHOCTER!?,

ElB

25. B peweHuax AnennsaumnoHHon nanatel EMNB 3aTtparnBaeTcs HECKOMNbKO CUTYaUUN, B
pamKax KOTOpbIX OHa paccmaTtpusara Bornpoc 06 n3obperarenbCKkoM ypoBHE aHaNOMMYHbIX
npoueccos!®. OB6LLEN3BECTHO, YTO aHaNorMYHble NPOLLECCHl MOTYT NpeTeHAoBaTh Ha
NaTeHTHYIO OXPaHy, ecrin OHM UCMONb3YTCA ANA NPOU3BOACTBA NpoAyKTa, obnagatoLlero
HOBW3HOW 1 n3obpeTaTtenbcknm ypoBHeEM. B cooTBeTcTBUM C peweHnem T2/83 (0J1984, 265),
Tak Ha3blBaeMble aHanorMyHble NpPoLecchl B 0611acTv XMMmnm SBRAOTCA NaTEHTOCNOCOOHbIMM
NYWb B TOM cny4vae, ecnu npobnema, KOTopyto peluaeT Takoun npoecc (T.e. Heo6xoaUMOCTb
NOMy4YeHns C ero NOMOLLbIO onpedeneHHbIX MaTeHTOCNOCOOHbIX BELLECTB), ele He U3BeCcTHa 13
YPOBHSA TEXHUKN. ITO 0O6BACHAETCA TEM, YTO B AAHHOM Crlyvae Bce napaMeTpbl aHanormMyHoro
npouecca MoryT 6bITb onpeAeneHs! NULLb NCXO0AA U3 ero pesynbTarta, KOTOpbIA Noka eLle
SABMSAETCH HEM3BECTHLIM U HenpeackasyemMbiM («npobnemHoe nsobpeteHuer). C apyron
CTOPOHbI, €CNn pe3ynbTaT NOMHOCTbLIO NN YaCTUYHO U3BECTEH (Hanpumep, ecnu peyb NaeT o
CyLLeCTBYIOLLEM BELLECTBE UM O HOBOM BapuaHTe CyLLECTBYHOLLEro CTPYKTYPHOro
KOMMOHEHTA), NPOLLECC NN NPOMEXYTOYHOE COeANHEHME AOIMKHbI BKITIOYaTb B Ce6s1 He TONbKO
T€ KOMMOHEHTbI, KOTOpbIE YXXe cernyac MOryT B6bITb HEMOCPEACTBEHHbBIM, MPAMbIM U O4E€BUAHbBIM
o6pa3om BbiBeAEHbI U3 N3BECTHOMO anieMeHTa (Mnu pesynbTaTta) C y4eTOM NpeaLecTBYOLWEero
YPOBHS TexHukM (T119/82, 0J1984, 217; cm. Takke T65/82, 0J1983, 327) (cM. Takke YacTb L
(«[NpomexyTouHble coeanHEHWA») HacTosILLero JokyMmeHTa). B ceBoem pelwieHun T1131/05
AnennsumMoHHaga nanaTa Takke couna OanH 13 NYHKTOB hOpMyIibl N306peTEHNS, OTHOCALLMIACS
K aHanorm4HomMy npoueccy, otsedarowmnm TpeboBaHNAM HOBU3HbI U M306peTaTenbLCcKoro
YPOBHS.

(i)  MNMapamempsi npoyeccos

26. B cBoewm peweHun T 73/85 AnenndaunoHHas nanata ElNB couna HeoxuaaHHbIM cam dhakT
TOro, 4YTo Npobnema yny4yleHns COoTBETCTBYIOLLIEro CBONCTBA Oblna pelueHa He nytem
cneungunyeckon mogudnkaumm CTPYKTYPHbIX NapameTpoB, a Npy NOMOLLM U3MEHEHUS
napameTpoB npouecca. B aTom criydyae He MMeno 3Ha4YeHUs TO, YTO UHAMBUAYamNbHbIE
YCINOBUS peakumm, ABNaLWwenca npeamMmeToM CropHOro nateHTa, camu no cebe Obinu
N3BECTHbI; Bonee BaXKHbIM ABAANCA BONPOC O TOM, NPEASIOKMA NN KBaNnnuunpoBaHHbI
crneymnanuct, cTpemMsacb 0BUTbCS XenaeMon onTMMM3aLmmn, B NepBOOYEPEAHOM NOpsaKe
NPUMEHUTb 3asiBNIEHHOE CoYeTaHme Mep, KOTopble Mo OTAENbHOCTM ObINN N3BECTHbI (UMK, B
OTCYTCTBUE BO3MOXHOCTU CMPOrHO3MPOBaTb BO3MOXHblE pe3yrbTaTbl, NPUMEHWUI NN OH Takoe
coyeTaHue). B pewennn T 500/89 AnenndumnoHHas nanarta ykasana, uto cam dakT
N3BECTHOCTU OTAENbHbIX MapamMeTPoB He nogapasymeBart 04eBUOHOCTU UX ONpeaeneHHoro

12 BGH, Xa ZR 130/07 (2009) — Escitalopram, GRUR 2010, 123.
13 PeweHnsa AnennsaunoHHon nanatel EBponeickoro nateHTHoro Begomctea (8-e usgadue), 2016 r., yactb 1.D,
9.17.
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coveTaHusa Ons peleHust ctoswen npobnemel, KOTopoe ObINo NPeaIoKEHO B CMOPHOM
nateHte. CodeTaHve UHAMBUAYarbHbIX MAPAMETPOB HE CTarno BCEro NULWb pe3ynbTaTtoM
CTaHOapTHbIX Mep Mo ONTMMM3aL MK NpoLiecca B COOTBETCTBMM C AOKYMEHTOM 1, NOCKOMbKY B
39TOM JOKYMEHTE Takoe codeTaHne HUkoum obpasom He npegnaranocb. Cwm. Takke yacTtb G
(«CoueTaHune n cnmHepretTudecknin adeKT») HaCTOALLEro AOKYMEHTA.

C. npeﬂCTaBJ'leHl/le YPOBHA TEXHUKAU be3 YKa3aHuA Ha TO Ui MHOE KOHKPEeTHOoe CBOWCTBO
unm cnocob NPUMEHEeHNA 3aABJIEHHOINo coeanHeHnsA

27. B pokymeHTe, npeactasneHHom KM ABcTpanuen, ykasbiBasnoch, YTO B TEX Cryyvasx,
Korga dpopmyna nsobpeTteHns oxsaTbiBaeT COOCTBEHHO COEANHEHNS, 3ada4a, pellaemMas
cneunukaumen, Kak NpaBumo, 3aknio4aeTcs B «MoMy4YeHUn CoeguHeHUn, NPUrogHbIX Ang
KOHKPETHbIX BUAOB UCMNOMb30BaHUsAY. [Mpn 3TOM pedb MOXET UATM 0 Bronornyeckom
aKTUBHOCTU COEANHEHN NN 06 MUX NCMONb30BaHMM B KAYECTBE MPOMEXYTOUHbIX BELLIECTB B
npouecce cMHTE3a ApYyrnx coeanHeHnn. Ecnn npeacraBneHne ypoBHS TEXHUKN HE COAEPXKUT
MHOPMaLIMM O KOHKPETHbLIX CBOMCTBAaX UNn cnocobax NpUMeEHEHNsI COEANHEHWUI, UMEIOLLLMX
OTHOLLUEHWE K PELLEHUNIO NOCTaBIIEHHOM 3a4a4u, TO 3TO, MO BCEN BEPOSATHOCTH,
CBMOETENBLCTBYET O HECMOCOOHOCTM peLnTb NOCTaBEHHYO 3a4ady, a, cnegoBaTenibHo, 1 06
OTCyTCTBUU n3obpeTtaTennckoro yposHsa (American Home Products Corporation Application
[1994] APO 58).

28. PeweHuna cynos CoeanHeHHbIx LLITaToB AMepuky Takke NoOATBEPXKAAIOT, YTO, eCnun
N3BECTHbIN YPOBEHb TEXHUKN HE COAEPXKUT YNOMUHAHWUIA O KaKNX-NINBO KOHKPETHbLIX MNONE3HbIX
CBOWCTBAX UMM BaXXHOM 3HAYEHUN PACKPbITbIX COEANHEHNN, TO MAITOBEPOSATHO, YTO aHanm3
YPOBHS TEXHMKN NO3BONUT caernaTb 060CHOBAHHbIN BbIBOA 06 O4EBMAHOCTM 3aABMEHHbIX
COEANHEHUN, CXOOHbIX NO CBOEWN CTPYKTYPE C COEANHEHUAMM, U3BECTHLIMU U3 YPOBHS TEXHUKM,
B OTCYTCTBME KaKMUX-NIMOO NPUYUH, KOTOpbIe MOrnn 66l NoByanTe NPOMNBLHOroO cneuumanucta
cpegHen kBanudukaumm K NosTy4EHMIO Takux COEOUHEHUN UITN KAKUX-TTMOO MHBLIX COEQUHEHUN,
CXOXWX C HUMU MO CBOEN CTPYKTypels,

29. AHanoruyHbiM o6pasom, cyq B CoeamHeHHbIx LWTaTtax AMepukn ykasan, 4to, ecnu
COEANHEHUS, N3BECTHbIE U3 YPOBHS TEXHUKM, ABMSAKOTCA NOME3HbIMU UCKMIOYUTENBHO B
KayecTBe NMPOMEXYTOUHbIX BELLECTB, 3asiBfeHHblIe COEANHEHNS, CXOXNE C HUMM MO CTPYKTYpe,
MOTYT He BbITb OY4EBMAHLIMU U3 YPOBHSA TEXHUKW. ECnn ypoBeHb TEXHUKM yNOMUHAET 06 aTux
COeQVHEHUNAX NULLIb B Ka4eCTBE NPOMEXYTOYHbIX BELLECTB B KOHTEKCTE MPON3BOACTBA
KOHEYHOro npoaykTa, NpodunbHbIA cneumanncT cpeaHen keanmdumkaunm B 06bI4HBIX YCIOBUSAX
He BygeT ocTaHaBnMBaTb NPOLIECC CMHTE3a U M3y4aTb NPOMEXYTOYHbIE COEANHEHMS, C TEM
4TOObI NONYYNTL 3asiBNIEHHbIE COeAMHEHNS, NPUMEHAEMbIE ANs APYriX Lenen (CM. Takke YacTb
L («IpoMexyTouHble CoeAMHEHUS») HACTOSILLLEro AOKyMeHTa)™.

30. BepxoBHbIv cyg MepmaHMm NOCTaHOBMIT, YTO NPU OLEHKE N306peTaTenbCKOro YpoBHS
TOro UMM MHOTO KOHKPETHOro cnocoba npuMeHeHns papmaueBTUYecKoro npenapara cnegyet
OOIDKHBbIM 06pa3oM NPUHMMAaTL BO BHUMAHWE METOAMKKN, OMEBUAHBIE ANA KBannguumnpoBaHHbIX
NPOUNBLHbLIX CNeumanncToB N0 COCTOSHUIO Ha AaTy NpuopuUTeTa, BKINoYas, Hanpuvep,
METOOUKM, ABNAOLLMECS YaCTbio CTaH4apTHOro Habopa MeanumMHCKMX npoueanyp (cp.:
cTaHAapTHble Mepbl)®,

31. [Ecnu roBopuTb O npeueneHTax, co3gaHHbIX B 4aHHOW CBA3M ANennsaunoHHOM nanaTomn
EMB, 1o B pewweHnn T 725/11 oHa paccmaTpuBana Bonpoc 06 n3obpeteHuun, npegmeTom
KOTOpOro saBnsifica hapmaueBTUYeckuin npenapar B oopme TabneTku ¢ 4BYyMsI aKTUBHbIMU
BelllecTBaMU, NpeaHa3HadeHHbI ans nedeHnsa BY. AnennsumoHHas nanaTta oTkas3anacb

14 Cwm. Stemniski, 444 F.2d 581,170 USPQ 343 (CCPA 1971). MPEP §2144.09, VI.
15 Cwm. Lalu, 747 F.2d 703,223 USPQ 1257 (Fed. Cir. 1984). MPEP §2144.09, VI.
16 BGH, X ZB 6/13 (2014) — Kollagenase Il, GRUR 2014, 464.
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npusHaTh Hann4ime y n3obpeteHnsa n3obpetarenbCcKoro ypoBHS MO NPUYNHE TOrO, YTO
nateHToobnagartenb onybnukoBasn CTaTbio 0 NPEACTOALMNX KITMHUYECKUX UCTIbITAHMSIX 3TOr0
KOMOMHMPOBAHHOIO Npenaparta B crneynannu3npoBaHHOM XypHane. aTteHToobnagartens
yTBepXgarn, 4To 9Ty XypHanbHYO CTaTblo HemMb3s ObINo paccmaTpmBaTth B Ka4ecTBe
Onvxanwero anemMeHTa N3BeCTHOro YPOBHSI TEXHMKM, MOCKOSIbKY B HEM HUYEro He rOBOPUIIOCH
00 3dhheKTMBHOCTM NpenapaTa U He NPUBOAUIUCH Kakne-nnbo TexXHMYeckne nogpobHOCTN.
AnennaumMoHHas nanata He cornacunach ¢ Takom NOCTAHOBKOW BOMpOCa U ykasarna, YTo
nyonunkauma ctaTbu B XXypHane Gbisia paBHOCUIIbHA KOHKPETHOMY NriaHy pa3paboTkm
KOMMepYEeCKM yCneLwHOro nNpoaykra ¢ 4OCTaToYHbIM YPOBHEM adhdekTUBHOCTU. Kpome Toro,
JaHHas cTaTbs NpeacTaBnsana cobom oduumnanbHoe 3asiBlieHMe O HAMEPEHUSIX, CAENaHHOe
reHeparsbHbIM OMPEKTOPOM KOMMaHMM-NaTeHToobnagatens n ee NCNONHUTENbHBIM BULLE-
npesngeHtom no HNOKP, Bcneacrteme yero kBannuunpoBaHHbIA CNeumnanmnuct He oTHeccs bl
K HEMY BCErO NULLb KaK K YbMM-TO MPEeAnOnOXeHNAM.

D.  OueBMOHOCTb MOMbITKN — OXMAAHWS YCMELHOro peayrbTaTa

32. B HeKkoTOpbIX PUCOMKUNSAX OOANH U3 DaKTOPOB, KOTOPbIN MOXET BbITb MPUHAT BO
BHMMaHMe Npu OLeHKe n3obpeTaTenbCKOro ypoBHS, CBSAI3aH C BEPOSTHOCTBIO TOr0, YTO
KBanmMuULUMpoBaHHbIA NPOMUIbHbLIA CNeLManucT, pacnonaratLwmi o6LWmMMmn 3HaHMaMM O
npeameTe 1 0CBEOOMIEHHbIV O NPeLeCTBYOLEM YPOBHE TEXHUKN, NCXOAA N3 pa3yMHbIX
OCHOBaHMI paccuYnTbiBaTb HA YCMELUHbIN pe3yrnbTaT, COMTET O4YEBUAHOM LienecoobpasHoCTb
BbIMOMHEHNS HEKOW NOCNeaoBaTeNbHOCTN OENCTBUI, KOTopasa NpUBEAET €ro K 3asiBNEeHHOMY
n3obpeTeHunto (hakTop «04eBUAHOCTM NoNbITKU»)Y. C y4eToMm HenpenckasyeMocTu, NPUCYLLEN
XMMWUN KaK HayKe, apryMeHT, CBSA3aHHbIA C O4EBMAHOCTBIO MONbITKU (MW aHanornyHble emy
apryMeHTbl), MOXET LUMPOKO NPUMEHATLCS B KadecTBe 060CHOBaHMS BbiBOAA 06 04EBMAHOCTM.

Aecmpanus

33. B pokymeHTe, npegctasneHHom MK AscTpanuein, roBOpUTCA, YTO NPoCcToe
noaTBepXXaeHne pesynbTaTta, BbITEKAOLLEro U3 YPOBHS TEXHUKW, HE MOXET CUMTaTbhCA
n3obpeteHunem. MoaTomy, ecrnv ypoBeHb TEXHUKM CBMAETENLCTBYET O TOM, YTO ONpeaerneHHble
CoeaNHEHUsA MOoryT ObITb NONYYEHbI NPY MOMOLLX TOW NN UHOW peakuun, 1 no3songaeT
nNpeanosioXnTb, YTO MPY MOMOLLM TOFO e CaMOro npoLecca MOXHO NonyyYnTb 1 apyrue
coefMHeHUs, NoATBEPXAEHME ATOro Npeanonaraemoro pesyribTata He MOXET CUMTaTbCA
n3obpeteHuem (Sharp & Dohme Inc vs. Boots Pure Drug Co Ltd (1928) 45 RPC 153 at 192).

Kumali

34. PykoBoacCTBO MO NaTEHTHOW 9KCNepTM3e, NogroTosneHHoe MocyaapCTBEHHbIM
BEOMCTBOM UHTEMNeKTyansHon cobeTBeHHocTM Kntas (CNIPA)S, aBnsieTca nprMepom
NPUMEHeHMs NoAX0Aa, UCKIIoYatoLLEero Hanm4me n3obpetaTenbCkoro YpoBHS B TEX Cry4vasi,
Koraa oblune cBefeHus B U3BECTHOM YPOBHE TEXHUKM NOACKa3bIBaOT KBAaNnMuuMpoBaHHOMY
nNpodubHOMY cneunanucTy HanpasreHne BO3MOXHbIX Aencteui. OHO npegycMmaTtpuBaeT, YTo
B TOM cny4ae, ecnm apeKT TOro UM MHOro TEXHUYECKOTo peLLIEHUS ornpeaensaeTca HeKUmMm
N3BECTHLIMU N OAHO3HaYHbIMW (DAKTOPaMK, Takoe TEXHNYECKOoe peLleHne He obnagaet
npusHakamun n3obpetenns. Hanpumep, U3 ypoBHA TEXHUKM U3BECTEH MHcekTuma A-R, rae R —
370 C1.3 anknn. U3 ypoBHA TEXHUKN TakXe SCHO, YTO a(PPeKTUBHOCTb MHCEKTUUMAA
MOBbLILLIAETCH MO Mepe yBernmyeHus Ymicna atoMoB B ankurne. Ecnv npegMmeTom 3asBrneHHOro
n3obpeteHuns asnseTca nHcektuung A-CsHo, NOHATHO, YTO €ro MHCEKTULIMAHOE AeNCTBUE MO
CpaBHEHWIO C YpPOBHEM TexHUKU ByaeT bonee Apko BbipaxkeHHbIM. Bcneacraue Toro, 4To

17 SCP/28/4, nyHkT 58, n SCP/29/4, cHocka 26.
18 PykoBOACTBO N0 NaTeHTHOM 3KkcnepTu3e, focyaapcTBEHHOE BEAOMCTBO UHTENIEKTYarnbHOW COGCTBEHHOCTH
Kutas, yactsb I, rnaea 10, 6.1.
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Bonee ApKO BbIpAXXEHHOE UHCEKTULMAHOE AENCTBME SABMAETCS OYEBUAHBIM U3 YPOBHSA TEXHUKM,
3asiBrieHHOE M300peTeHmne He obnagaeT nsobpeTaTenbCkUM YPOBHEM.

NHous

35. B PykoBopacTee!®, aeictaytollem B MIHOMK, ykasbiBAETCS, YTO NPU HANUYMKN pa3yMHbIX
OCHOBaHWI paccynTbiBaTb Ha yCreLlHbIN pe3ynbTaT akTop 04eBUOAHOCTU HEBO3MOXHO
060onTN, NPOCTO NPOAEMOHCTPMPOBAB ONpedeneHHY0 CTeNeHb HenpeackasyemocTu
cooTBeTcTBYloLeN cutyauun®. [Ons Toro, 4ToGbl FOBOPUTL 06 OY4EBUAHOCTU, HE 06SI3aTENbHO
UMeTb NOATBEPXAEHUSA CTONPOLIEHTHOW BEPOATHOCTM YCNELWHOro pesynoTara. Bce, 4To
TpebyeTcs, — 3TO HanMume pasyMHbIX OCHOBaHHUIA paccYMTbiBaTb Ha YCMeLUHbI pedynbTaT?l,
Uto kacaeTca nsobpeteHnin B obnactu dapMaueBTMKKN, TO CTPYKTYPHOE 1 PyHKLMNOHAarbHOE
CXOACTBO CO3aeT CTUMYI AN codeTaHnsa (pakTopoB, U3BECTHbLIX U3 YPOBHA TEXHUKN. Takue
aKTopbl, KaK HEOXMAAHHLIN pe3yrbTaT, CUHepreTnyecknin acpd ekt KoOMOMHMPOBaHMS,
Hanuyme B N3BECTHOM YPOBHE TEXHUKWN CBEAEHMWN, yKa3blBaloLLMX Ha HeLenecoobpasHoCTb
npegmMeTa n3obpeTteHus, 1 T.4., yKa3biBaloT HA HEOYEBUAHbIN XxapakTep n3obpetenns. C
OPYron CTOpPOHbI, BbIGop 6onee onTumanbHOM anbTepHaTUBbLI UMW 3aMeHbl BapuaHTy,
N3BECTHOMY M3 YPOBHSA TEXHUKN, AN AOCTUXKEHUS 3apaHee U3BECTHbIX Pe3ynbTaToB He
BbIXOAMWT 3a pamMKun AEUCTBUN, KOTOPbIX B OOMbLUMHCTBE Crly4aeB MOXHO Obino 6bl OXXmnaaTtb oT
KBanMuunMpoBaHHOro NpomnbHOro cneumanucta. Takum o6pas3om, B CUTyauusix, Korga pedb
naeT o BbIbope 04EBMAHOMO PELLEHNS U3 OFPAHUYEHHOIO YMCHa yXKe CYyLLEeCTBYIOLUNX peLLeHNI
C npefckasyembiM pe3ynbTaToM, Aaxe (akTop HEOXMOAHHOCTN adpdpekTa u gpyrme
obcToaTenbcTBa NoAobHOro poaa He pelarT Npobnemy, CBA3aHHYO C KpUTEPUEM
04YEeBUOHOCTMW.

CoeduHeHHoe Koponescmeo

36. B cootBeTCcTBMM C NpakTMKon, npuHaTon B CoeamHeHHOM KoponeBcTBe, NPUMEHUTENBHO
K n3o6peTeHnsiMm B 06n1acTun XuMunmn BO3paXKeHUs, CBA3aHHbIEe C (haKTOPOM «O4EBUOHOCTH
NonbITKMY», HAMBOee YacTo BO3HMKAKOT B CUTYaUMsIX, KOraa ans AOCTVXKEHUSA aHanorm4yHoro
pes3ynbTata MOXEeT UCNONb30BaTbCS anbTepPHATUBHbLIN HAbop peareHToB/MapamMeTpoB peakumnm
C onpeeneHHbIM pacyeToM Ha TO, YTO TaKOW anbTepHaTUBHbIN BapuMaHT No3BonuT nnbo
yNydWwmnTb pesynbTtat, nnbo 4oduTbes Kakoro-nmbo MHOro npenmyLecTea. BaXkHbIM acnekTom
noboro aprymeHTa, CBA3aHHOIO C «O4YEBUAHOCTBIO MOMbLITKNY, ABMASETCH TO, YTO Cnocob
NPUMEHEHNS anbTepPHATUBHbBIX KOMMOHEHTOB (MaTepuanos, COEANHEHNIN U T.4.) TaKKe AO0MKeH
ABNATLCA OdeBMAHBIM. Tak, B CMTyauun, korga LenecoobpasHoCTb NOAyyYeHnst TOro UM MHOro
XMMUYECKOIO COEANHEHUS SIBMSIETCS OMeBUOHON, hopMyny n3obpeTeHuns, KacatoLytocs 3TOro
COeQMHEeHUS, MOXHO ByaeT cumMTaTb OMEBUOHOWN NULWLbL B TOM Cry4ae, ecniv cnocob ero
NoNy4YeHns Takke ABNAeTCs o4eBMaHbIM??. B GOnbLUMHCTBE CriyYaeB U3obpeTeHne MoxXeT
ObITb OTKIOHEHO Ha OCHOBaHMK (hakTopa «0YEBMAHOCTU NOMNbITKA» MULLb NPU HANNU4nn
pa3yMHbIX OCHOBaHWUIA paccYMTbIBaTb Ha yCMeLlHbIA pe3ynbTaT?®. B cBoem pelueHuu no geny

19 PykoBOACTBO MO 3KCNepTU3e NaTeHTHbIX 3asBOK B obnactun dhapmaueBTuku, 8.8, BegomcTteo
WHTENNeKTyanbHon cobctBeHHOCTM MHann, Bropo MeHepanbHOro KOHTporepa no Bonpocam NaTeHToB,
06pas3sLoB 1 ToBapHbIX 3HAKOB, OKTSA0Opb 2014 T.

20 Pewenne ACUC no geny M/s. Beckton Dickinson and Company vs Controller of Patents & Designs,
(OA/7/2008/PT/DEL) [280-2012], nyHKT 32.

2 Pewenne ACUC no geny Ajanta Pharma Limited vs Allergan Inc., ORA/20/2011/PT/KOL, ORDER (No0.172 of
2013), nyHkT 93.

22 OKcnepTusa NnaTeHTHbIX 3asBOK Ha n300peTeHus B ob6ractn xummm, nyHKT 69, UKIPO, uioHb 2017 1. B
peLueHun no aeny Boehringer Mannheim v Genzyme [1993] FSR 716 (cTp. 726) cya NOCTaHOBUI, YTO «AN4
Toro, 4tobbl hopmyna n3obpeTeHns Ha NPoAYKT Obina Npu3HaHa OYeBUAHOW, KBAaNMMULMPOBAHHbIN
crneumanucT JomKeH ObiTb B COCTOSIHUM HE TOMbKO ONpeaenuTb, UTo coeamHeHne «4,6 blocked G5-p-NP»
SIBNSIETCSI NPOAYKTOM, HO U NOMYyYnUTb 3TO COeAMHEHNE 6e3 HEOBXOANMOCTU NPUMEHEHUS KaKUX-NTMBO
NpMeMoB NN UAeN, KOTopble He ABMNAITCS OYEBUAHBIMUY.

23 OkcnepTusa naTeHTHbIX 3as8BOK Ha M3006peTeHus B obnactu xumun, nyHkt 73, UKIPO, mioHb 2017 1. Cwm.
MedIimmune v Novartis.
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Teva UK Ltd v Leo Pharma A/S [2015] EWCA Civ 779 (28 urons 2015 2.) AnennsaunoHHbIn cyq
NMOCTaHOBWIST, YTO MNPUHLNMN «O4YEBUOHOCTU MOMbLITKNY MOXET NPUMEHSITLCS JMLLb B OTHOLUEHUN
cuUTyauun, npegnonararoLwmx Hanudme pasyMHbIX OCHOBAHUA pacCUnTbIBaTh Ha YCMNELLHbIN
pesynbTaT, U OQHOro Wb MHEHMSI O TOM, YTO TO UITM MHOE COEeOUHEHUNE CreayeT BKIHUNTD B
nporpammy mccrnenosaHuin, B 4aHHOM CBA3W HEAOCTATO4YHO.

CoeduHeHHnble LLImambi AMepuku

37. B peweHnun BepxoHoro cyaa CoeanHeHHbIX LUTaTtoB AMepurkn no ncky, Bo3ByxaeHHOMY
npotmeB koMmnaHun KSR International, ykasbiBaeTcs, YTO apryMeHTOM B MOSb3y TOro, YToObI
cornacuTbCs ¢ BblIBOAOM 06 04eBUAHOCTH (hopMyribl M306peTeHns, aBnseTcsa pakT Hannunsa «y
cneumanucta cpegHen ksanuukauum 4ocTaTtoqHbIX OCHOBaAHUW ANs 3a4enCcCTBOBaHUS
N3BECTHbIX BApPUaHTOB, KOTOPbIE OH MOT BbISIBUTb C Y4ETOM YPOBHS €r0 TEXHUYECKOM
noaroToBkW. Ecnu Takue ero 4encTBust NPUBOASAT K OXMAAEMOMY YCMeLHOMyY pe3ynbTaTy, TO
HanNMUo BEPOATHOCTb TOrO, YTO NPOAYKT CTan pe3ynbTaToM He MHHOBALWA, @ CoMeTaHus
cpeaHen Keanvdukaumm u 3gpasoro cMmbicna. B paccmatpvBaemMom criydae ToT pakT, YTo
3asBrneHHoe KOMOMHMPOBaHHOE peLleHne Bbino 04EBMAHBLIM A5 NPUMEHEHMUS, MOXET
CBMOETENLCTBOBATb O TOM, YTO OHO SABNANOCH OYEBUAHBIM MO CMbIciy NyHKkTa 103»24,  Mocne
npuHATNSA BepxoBHbiM cyaom CoefmHeHHbIX LLTaToB pewleHns no ucky npotme komnaHmm KSR
nponcxoanT BbICTPLIN POCT YMcna cyaebHbIX peLleHnii No aHanorMyHbiM Aenam, CBsi3aHHbIM C
n306peTeHnaMM B XMMU4eckon otpacnu. B gaHHowm cesA3n PenepanbHblii anennsaumMoHHbIN cyq
CoeanHeHHbIX LUTaToB ykasan, 4To aHanu3 o4eBnaHOCTN N300peTeHnst B CBeTe hakTopa
«O4YEeBMOHOCTM MPUMEHEHUSI» BCerga AOSMKEeH NPOBOANTLCS C AOMKHBIM Y4€TOM OCOBEHHOCTEN
paccMmaTtpuBaemMon CUTyaunn, «BKNoYasa XxapakTepHble YepTbl COOTBETCTBYIOLLEN OTpacnu
HayKu U1 TEXHUKW, YPOBEHb €€ pasBUTUS, napameTpbl M3BECTHbIX BapnaHTOB AENCTBUMN,
KOHKPETHbIN 1Unu obLumi xapakTep YPOBHS TEXHUKN, a Takke NpeackasyeMOoCTb pe3ynbTaToB B
nsydyaemon cpepe»®. B PykoBoacTee no npoueaype naTeHTHon akcnepTunssl (MPEP)
NpMBOAMNTCA HECKOMBbKO NMPUMEPOB CyAebHbIX peLleHnin No aTonm npobnemartumke.

Mpumep 1: BbiGop ogHOM CONM U3 OrpaHNYEHHOro Yncna BapnaHTos?®

38. B gene Pfizer, Inc. v. Apotex, Inc., 480 F.3d1348, 82 USPQ2d 1321 (Fed. Cir. 2007)
3asBrieHHOEe M300peTeHme Kacanoch hapmaLeBTUYECKOro npenapara «amnogunuHa 6ecunary.
Ha momeHT nosiBneHus nsobpeTteHnsa npenapat aMnogunuH U UCnosfb30BaHNe aHNOHOB
Gecunara yxxe 6blnn n3BecTHbl. Bbino M3BECTHO, YTO aMnonuMavH obnagaeT TakuMM Xe
ne4yebHbIMN CBONCTBaMMI, YTO 1 amnonuanHa 6ecunat, HO M3obpeTaTenb OOHapYXun, 4To
nocnegHun 6onee TexHoONorMyeH B NpoM3BOACTBE (B YAaCTHOCTU, UMeeT Boriee HU3KMN YpOBEHb
«cnumnaemocTtuy). Cya NnocTaHOBUIT, YTO NPOMUIIBbHBIA CNEUManucT CpeaHen Ksanmdukaumm,
peLias npobnemy TEXHOMOIMYHOCTN aMnonManHa B 3aBOACKUX YCNOBUAX, Npuiern Obl K ngee
NPOn3BOACTBA COMM amnonuanHa n cMor Obl Cy3nTb KPyr NOTEHUManbHbIX CONeodpasyoLmx
areHToB [0 rpynnbl U3 53 aHNWOHOB, MPUroAHbIX A9 NPOU3BOACTBa conen hapmaleBTUYeCcKoro
KayecTtBa. Takum obpa3om, peyb wwna bl NUwb 06 orpaHNYEHHOM KONMYeCTBE CONnen,
KOTOpbl€ MOXHO ObIf10 Obl UCMbITaTb Ha NpeamMeT Goree BbICOKOro YPOBHSA TEXHONTOMMYHOCTM,
nMesi Npu 3TOM «pPas3yMHble€ OCHOBaHUSI PacCUYUTbIBATb HA YCMELLUHbIN pe3ynbTaTy (CM. Takke
YyacTtb E(ii) HacTosiLwero JOKyMeHTa, KacatoLLytoCa conen).

Mpumep 2: HeoyeBMOHOCTL MO NPUYMHE HanNMyYusa 60MbLIOroO Yncna BapuaHToOB
(Bnw>kanwnin aNemMeHT N3BECTHOMO YPOBHS TEXHUKM yBOOUT OT BbIBPAaHHOro BapuaHTa)

24 KSR, 550 U.S. at 421,82 USPQ2d at 1397.

25 Abbott Labs. v. Sandoz, Inc., 544 F.3d1341, 1352, 89 USPQ2d 1161, 1171 (Fed. Cir.2008).

26 Cwm. Takke PyKkoBOoaCTBO Mo aKcnepTM3e naTeHTHbIX 3asiBOK B obnacTu dhapmauesTuku, 8.10, BegomcTso
WHTennekTyaneHon cobcTBeHHocT MHamn, Bropo MeHepanbHOro KOHTporepa no BonpocamM naTeHToB,
06pasuoB 1 ToBapHbIX 3HAKOB, OKTSI6pb 2014 1. (COAEPXKMT aHaNOrM4HbIA NpUMep)
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39. B koHTekcTe gena Takeda Chem. Indus., Ltd. v. Alphapharm Pty., Ltd., 492 F.3d1350, 83
USPQ2d 1169 (Fed. Cir. 2007), npegmeToMm nsobpeteHns asnsnca papmaueBTUYeCcKnin
npenapart NMOrMmnTasoH, KOTOPbIN OTHOCUTCA K Kraccy TvasonuanHamoHos (T3) u
NPUMEHSETCS ANg nevyeHnst caxapHoro guabeta 2-ro Tuna. Ctpemscb gokasaTtb, YTO
HapyLUEeHNs naTeHTa C ero CTOPOHbI He BbINo, OTBETUYMK YTBEPXKAAN, YTO COCTOSILLNA U3 OBYX
3TanoB (CBA3aHHbIX C FOMONIOrM3aunen n MonekynsipHon TpaHcdopmMaLmen) npouecc
Moandukaumm N3BeCTHOro coeanHeHns, 0603Ha4YeHHOro Kak «coeanHeHne by, no3sonseT
NoNy4nTb NNOrMNTA30H, BCNeacTBme Yero hopmyna n3obpeTteHuns aBnaeTcs o4eBULHOMN.

40. OKpyXHOW cya npuwen K BbiBOAy 06 OTCYTCTBMM NPUYMH NS TOro, 4To6bl BbIGpaThb
«coeanHeHne by B kadecTBe coegmMHeHus-npoToTuna. M3 ypoBHS TEXHMKKN ObINIO M3BECTHO
©onbLuoe YnNCro («COTHU MUMNJTMOHOBY ) CXOAHbIX coeauHeHun knacca T3. XoTsi CTOPOHbI 1
cornacunnck € TeM, 4To «coeanHeHne by aBnanocb GnuxkaniMmM aNeMeHTOM YPOBHS TEXHUKM,
B OOHOM M3 MCTOYHMKOB FOBOPUIIOCh 06 onpedeneHHbIX HexxenaTenbHbIX CBOMCTBAX
«COeanHeHNd by, 4TO, N0 MHEHMIO OKPYXXHOIO cyda, cnocobcTeoBano Obl TOMy, UTO
KBanuuunpoBaHHbI cneumnanucT He Bbibpan Obl 3TO coeaMHEHME B KQ4YeCTBE COeUHEHUS-
npoTtoTnna. denepanbHbI anennauMOHHbLIN Cyd NOATBEPOUN PELLEeHNEe OKPY>KHOIo cyaa B
OTHOLLUEHUN TOrO, YTO 3asiBNIEHHOE n3obpeTeHne yooBneTBOPAIo TPeOOBaHUIO HEOYEBUOHOCTMU.
Bbino nssectHo 6onbLIoe Yncno coegmHeHun knacca T3/, U, XOTS OAHO U3 HUX, BHE BCSKOro
COMHEHMUS, ABMANOCH GNmKanLMM 3N1EMEHTOM YPOBHS TEXHUKWN, NPUCYLLNE EMY HEAOCTATKM
Aernanu ero HernpurogHbIM 4Jsis UCMoSb30BaHUS B KAYECTBE COeAMHEHMA-NPOTOTMNNA U
npenaTcTBOBann Tomy, YTo6bl OHO BbINO BbIOpAHO B KAYECTBE TAKOBOIo KBanmguunpoBaHHbIM
cneunanuctom. Kpome Toro, aaxe ecnv 6bl UMenucb NPUYMHBI OCTAHOBUTL BbIOOP Ha
«coeanHeHnn by, oTCyTCTBOBaNM pasyMHble OCHOBaHUSA pacCcyMThbiBaTh Ha YCNELUHbIN
pe3ynbTaT KOHKPETHbLIX MognduKauu, HeobxoanMbIX Ans NpeobpasoBaHnsl «coeguHeHus by B
3a9BNIEHHOE BELLECTBO «MUOrMUTA30H».

Mpumep 3: HeoxmaaHHOE OTKPbITME HOBOIO CBOWCTBA B OTCYTCTBUE KaKNX-NNBO
haKTopOB, 3apaHee yKa3bIBaOLLMX HA TaKyto BO3MOXHOCTb

41. B pene Ortho-McNeil Pharm., Inc. v. Mylan Labs, Inc.,520 F.3d 1358, 86 USPQ2d 1196
(Fed. Cir. 2008) npeameToM N300peTEHNSA ABMANCA Npenapar TonupamMar, UCMNOoSIb3yeMbIN B
KayecTBe NPOTMBOCYOOPOXHOIO NieKapCcTBEHHOro cpeacTea. B xoge paboTbl Hag co3aaHuem
HOBOro npoTueoamabeTnyeckoro npenapara aBTop n3obpeTeHns HeOXnaaHHO OBHapPYXun, YTO
OOMH M3 MPOMEXYTOYHbIX NMPOAYKTOB peakuun obnagaeTt NpoTUBOCYAOPOXHLIM AENCTBUEM.
depnepanbHbIn anennauMoHHbIV Cya NOATBEPAMN PeLlEeHnEe OKPY)XKHOro cyaa O TOM, YTO
3asABreHHoe n300peTeHne He sBnaeTca oveBuaHbIM. OH ykasan Ha OTCYTCTBME OYEBMOHbIX
NPWYKH, KOTOpble Mornu 66l NOByANTL cneunanucTa cpegHen keanudvkaumm Boibpatb
KOHKPETHOE COeAMHEeHNEe-NPOTOTMN NN KOHKPETHBIN MEXaHN3M CUHTE3a, KOTOpble NpuBenu 6ol
K nonyyeHuto TonupamaTta. Kpome Toro, ecnu uenbto npoekta 6b110 cosgaHune
npoTmBoanabeTnyecKkoro CpeacTaa, He BbiNo HUKAKUX NPUYMH NPOBEPATL TONMMpamMaT Ha
NPOTMBOCYAOPOXHbIE CBOMCTBA.

Mpumep 4: N3BECTHbIV YPOBEHb TEXHWUKM CyXXaeT KPyr BO3MOXHbIX BApnaHToB

42. B pene Bayer Schering Pharma A.G. v. Barr Labs., Inc., 575 F.3d1341, 91 USPQ2d 1569
(Fed. Cir. 2009) npeameToM 3asiBIIEHHOIO M300peTEeHUS ABNASCS NepopanbHbIi KOHTPaLENTyMB,
coaepXaliuin BeLecTBO APOCMMPEHOH B MUKPOHU3MPOBaHHOM Buae. W3BECTHbIN U3 ypOBHSA
TEXHWKN NpenapaT ApOCNUPEHOH NpeacTasnan cobon TpyaHOpacTBOpUMOeE B BOAE,
KMCNOTOHEYCTOMYMBOE cCoeaHeHne, obnaaaroLLee KoOHTpauenTuBHbIM genctemeM. Onuvpasich
Ha 3TN CBeAeHWs, NoYeprnHyTblie N3 YPOBHSA TEXHUKKU, NaTeHToobnagaTens cpaBHUN
61oaoCTYNHOCTL ApOoCcnMpeHOHa B Buae TabneTtok 6e3 3awmntHon obonoyku, TabneTok,
MOKPbITbIX KULLEYHOPaCTBOPUMON 06ONOUKON, U CUCTEMbI AOCTaBKN AN BHYTPUBEHHOMO
BBeAeHudA. o utoram aHanu3oB Obin caenaH BbIBOA O TOM, YTO, HECMOTPSA Ha BbICTPYHO
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N30Mepu3aLmio 4poCnMpeHOHa B CUINbHOKUCION cpeae, 0bbluHble TabneTku 4pocnMpeHoHa U
TabneTkn, NOKPbITbIE KULLEYHOPACTBOPUMON 060MOYKON, HEe OTNNYanUCh APYr OT Apyra no
ypOBHI0 GuogocTynHocTh. Mcxoas us atoro, naTeHToobnagaTenb paspaboTan npenapar Ha
OCHOBE MUKPOHM3MPOBAHHOIO APOCNMPEHOHa B 0ObIYHOM TabneTke, MOCKONbKY NPOMUIbHBLIM
cneymanuctam 6birio M3BECTHO, YTO MUKPOHWU3ALIMS MNOBbILLAET PacTBOPUMOCTb JIEKAPCTBEHHbIX
npenapaTtoB, TPy4HOPACTBOPUMbIX B BOAE.

43. OkKpyXHOW cyg npuLlen K BbIBOY O TOM, YTO NPOMUITbHbIN CneuuannucT cpegHen
KBanudukaumm npuHsn Obl BO BHUMaHWE M3BECTHbINA U3 YPOBHSI TEXHUKM (aKT TOro, YTO
CTPYKTYPHO poACTBEHHOE APOCNNPEHOHY COeANHEHNE CMIUPOPEHOH, HECMOTPS Ha CBOKO
KMCNOTOHEYCTOMYMBOCTb TEM HE MEHEE YCBanBaeTCs B OpraHM3mMe Yernoseka, v Npeanonoxun
Obl, 4TO TO XXe camoe ByneT BepHO U Anst ApocnupeHoHa. OH Takke NOCTaHOBWII, YTO, XOTH B
OLHOM M3 UCCNEeAOBaHNI yKa3biBanocCh, YTO B TabOpaToOpHbIX YCNOBUSAX B KUCIOTE,
aHanorm4yHom Tom KNUCroTe, KoTopasa NPUCYTCTBYET B Xenyake YyernoBeka, NpoucxoauT
n3omepusaumsa opocnnupeHoHa, NpoduibHOMY CneunanncTy cpegHen kesanudukaumm 6oino 6ol
N3BECTHO O HeJoCTaTKax 3TOro uccnefoBaHus. [encTByst B COOTBETCTBMM C TPAKTATOM O
HayKe nekapCcTBEHHbIX hOpM, CreunanncT cpeaHen ksanudukaumm nposepun obl cBom
NpeAanonoXeHUs, 1 No UToram Takon NPOBEPKM BbIACHUITOCH 6bl, 4TO HEOBXOANMOCTD B
TabneTkax, NOKPbITbIX KMLLEYHOPACTBOPMMOW 000N0YKOM, OTCyTCTBYET. PeaepanbHbIn
anennsAUNOHHbIN Cya NOCTAHOBW, YTO NATEHT SBNSAETCA HeAENCTBUTENBbHBIM MO NpUYMHe
04YEBUOHOCTM 3asIBNEHHON NekapcTBeHHON dpopmbl. Cyn ykasan Ha To, 4YTo, Mcxoas u3
NpeALecTBYIOWEro YPOBHSA TEXHUKN, KONIMYECTBO BO3MOXHbIX BApUAHTOB, AOCTYMHbIX
pa3paboTuunky, cyannock Obl 0o ABYX. Takum ob6pasom, pa3paboTymky He TpeboBanoch Obl
nepenpoboBaTb BCE BO3MOXHbIE BapMaHTbl B CUTYaL MK, KOr4a YPOBEHb TEXHUKM He No3BonseT
YMEHbLUNTb UX KONMMYECTBO. YPOBEHb TEXHMKN HE yKa3biBan pa3paboTumky Ha Hekue obme
noaxoabl U HanpaefeHnsa UCCNeaoBaHUA, a HeaBYCMbICNIEHHO NOABOAMN €ro K Bbibopy
OLHOrO N3 ABYX KOHKPETHbIX BapMaHTOB: 0Obl4HasA TabneTka unm e TabneTka, NOKpbITas
KuLe4HopacTBOpuMon obornodkon. CMm. Takke YacTb H («Pexunmbl npuema m nekapCTBEHHbIE
dopmbi») 1 vacTb | («Pa3mepbl YacTULy») HAacCToALEro JOKyMEHTa.

ElB

44. B COOTBETCTBMM C peLleHnssMn ANennsumMoHHOM nanatbl TOT UM MHOW NOPSAO0K
OENCTBUN MOXET CUMTaTbCHA OY4EBUOHBIM, ECNN KBanNnULUnMpoBaHHbIA cneumanuct
npuaepxmearnca 6bl ero, paccunTbiBas OOUTLCS HEKUX ynydlleHnn nnu npenmywiects (T 2/83,
0J 1984, 265). NHbIMK cnoBamu, 06 04EBUOHOCTM MOXKHO FOBOPUTL HE TOSBKO B Cyyasx
SIBHOW NpeaCcKasyemMoCTh pe3ynbTaToB, HO U NPU HaNMYUK pa3yMHbIX OCHOBAHWA pacCYMTbiBaTb
Ha ycnewHbi pedynbTat (T 149/93). lMpu aTOM HET HEOBXOAUMOCTH A0Ka3biBaTb, YTO
npeackasyemMocTb ycnexa npeanaraemoro peleHs Ton Unmn HoM TeXHUYEeCKon Nnpobnemsl
sBMsnachb ctonpoueHTHon. B ceoem peweHun T 1577/11 AnennsumoHHas nanarta npuwna K
BbIBOAY O TOM, YTO C y4eTom Bonee BbICOKOW 3¢hPEeKTUBHOCTN aHACTPO30sia NO CPABHEHUIO C
TaMOKCMEHOM B JIeYEHMM paKa MOMOYHOW Xenesbl Ha NO34HMX CTaansix 3aboneBaHns MOXHO
060CHOBAHHO paccynTbiBaTh Ha TO, YTO aHACTPO30/ NPeB3OMAET TaMOKCUMEH 1 NpW NnevyeHnn
3TON POpMbI paka Ha paHHUX CTaausIX.

45. CyTb elle ogHOro nogxoda, BeipadbotaHHoro AnennsaumnoHHOn nanaTton, COCTOUT B TOM,
YTO Y KBanNUmUMpoBaHHOIo cneunanucTa MoryT «nmbo NpucyTCTBOBaTh ONpeaerneHHble
OXMOAHUA yCneLwwHoro pesynbTata, MMbo kak MMHMMYM BOOGLLE OTCYTCTBOBATb Kakne-nnbo
KOHKpETHbIE OXunaaHus noboro poaa; BMECTO 3TOr0 OH MOXET OTTOSNKHYTbCS OT NpuHLMNa
«nNpo6 1 oWnBOK», KOTOPLIN... HE PaBHO3HAYEH OTCYTCTBUIO pa3yMHbIX OCHOBaHWI
paccunTbiBaTb Ha ycnewHbln pesynbtat» (cp. T 1127/06, nyHKT 13 MOTMBMPOBOYHOM YacTuh). B
psge cnyyaeB AnennsaunoHHas nanarta npuHumana peweHne o6 oTCcyTCTBUM
n306peTaTenbCKOro YPOBHS, MOCKOSIbKY KBannguumpoBaHHbIA CNELnanucT okasbiBasncs B
cuTyaumm, TpebyroLwen npumeHeHnss metoga «npod n owmnbok». CumtaeTcs, YTO Takasi
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CUMTyauusi BO3HUKaET B TOM Crlyyae, ecriv CrneumanucT, onmpasicb Ha npeaLwecTByLLMA
YPOBEHb TEXHWKMN, OKa3arncsi B COCTOSIHUM YETKO O4EPTUTb KPYT HYXXHbIX COEAMHEHUI (MnK
BblOpaTh kakoe-nnbo oHO coeanHEHMe), a 3aTeM NpU NOMOLLM CTaHAAPTHLIX SKCNEePUMEHTOB
onpeaenun, No3BOrSIET NN 3TO COeAMHEHME (MU COEANHEHNS) AOCTUYb KEenaemMoro
pesynbTaTa (T 889/02, T 542/03, T 1241/03, T 1599/06 u T 1364/08).

E. XumMmmnyeckune coegmHeHuns: CTPYKTYypa n CBOWCTBA

46. B obwem 1 Lenom npu oueHke Hannumsa n3obpeTtaTenbCKoro ypoBHS Y HOBOrO
XMMUYECKOIO COEANHEHNS, UMEIOLLLETO CTPYKTYPHOE CXOACTBO C APYIMM COeANHEHNEM,
N3BECTHbIM M3 YPOBHS TEXHMKWN, NPUHNUMAOTCH BO BHUMaHME HE TOMbKO CTENEHb CTPYKTYPHOIo
CX0ACTBa 3TUX COEOUHEHUI, HO U NPeaCKasyeMOoCTb Taknx napameTpoB 3asBreHHOro
COeNHEHUS, KaK ero CBOMCTBA, NONe3HOCTb, NpeuMyLLecTsa 1 TexHudeckuin acpdekt. Kak
BUOHO U3 HUXKECNEeOYLWMX NYHKTOB, AaHHbIA BONPOC 3aTparmeascs B paMkax MHOMMX
cyaebHbIX aen n cBO4OB NpaBui.

Kumat

47. Kak npegycmatpusaeT PyKOBOACTBO MO NaTEHTHON akcnepTuse, nogrotoerieHHoe CNIPA,
B TE€X CNny4yasix, Korga coeguHeHve SBnaeTcs HOBbIM, HE UMeeT CTPYKTYPHOro CXOACTBA C
Kakum-nnbo n3BeCcTHbIM COEQUHEHNEM U MOXET MCMNOSb30BaTbCH B HEKMX LeNsX unu
No3BOSIATb 4OOMTLCA HEKOro pesynbTaTta, 3KCNePT MOXET NPUHATL PeLUeHne O HanMyYun y Hero
n3obpeTaTenbCKoro YpoBHsSI BHE 3aBUCMMOCTM OT TOrO, SABASIKOTCS 1M Takon cnocod
NCNONb30BaHWS UMK pe3ynbTaT HeoXnaaHHbIMK. Tak, HanpuMep, B cryyae, Noka3aHHOM Ha
unncTpauusax 1a (coeamHeHne, N3BeCTHOE U3 YPOBHS TEXHUKM) U 1b (3asBneHHoe
COEUHEHUNE) HMXKE, MEXAY COeANHEHNSIMU OTCYTCTBYET CTPYKTYPHOE CXOACTBO, NMOCKOSbKY NX
6GasoBasi CTPyKTypa M OCHOBHbIE aTOMHbIE KOMbLA He ABNATCA MAEHTUYHbIMK. [ns Toro,
4yTOObl ONpeaennTb Hannyne n3obpeTaTenbCKOro ypoBHSA Y coeamHenna 1b, HeT
HeobXxoANMMOCTU NOATBEPXAATb, YTO coeanHeHne 1b MOXeT MCNOoNb30BaTbCA B KaKUX-1inbo
Lensix unu no3eonaTb 4o0UTLCA Kakoro-nnbo pesynbTaTa, KoTopble ByayT HEOXKNOAHHBIMM MO
CpaBHEHUIO C coeuHeHreM la.
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(1a) CoeavnHeHne, N3BECTHOE N3 YPOBHSA TEXHUKM (1b) 3asBneHHoe uzobpeteHne

48. B Tex cnyyasix, korga 3asiBlieHHOEe COeAMHEHNEe UMeeT CTPYKTYPHOE CXOACTBO C
N3BECTHbIM COeaANHEHNEM, HEOOXOAMMO HanMymne y HEro HeOXXMAAaHHOro cnocoba NpUMeHeHns
nnun adpdpekta. Noa HeoxnagaHHbIM cNOcoBoM nnmn adppekTom MoryT noHMMaTbes: (i) cnocob
NPUMEHEHUS, OTMINYHBIA OT CNOCOBOB NPUMEHEHUSA N3BECTHOrO coeanHeHus; (ii) oLyTUMBINA
nporpecc nnu yny4yeHne no CpaBHEHUIO C U3BECTHBIM 3P(PEKTOM NPUMEHEHUSA N3BECTHOIO
coeavHeHus; vnu (iii) cnocod npumeHeHnst nnm 3dEKT, KOTOPbIE OYEBUAHO HE ABMSOTCS
4YacTbo O6LLEAOCTYNHbIX 3HAHWUIN UMK Xe He MOryT BbiTb NTOrMYecKky BblBeAEHbI 13
06LLenoCTyrnHbIX 3HaHW?'. MNpumep: CoeanHEeHWEeM, 3BECTHbIM U3 YPOBHS TEXHWKU, SBNAETCS
cynboHamug (I1a) (N2N-CsHis-SO2NHR1), a npeameTom 3asiBNeHHOro ndobpeteHus -
cynboHunmoyesmHa (11b) (H2N-CeHs-SO-NHCONHR3). CynbdoHamug (lla) sensetca
aHTMOMOTKKOM, a cynbdoHunmoyesmnHa (I1b) — npotusogmabetmnyeckum npenapatom. OHM
ABNATCHA CXOAHLIMW MO CTPYKTYPE, HO OTANYaloTCs nNo cBoeun hapmMakonornyeckon
aktuBHocTU. CynbdoHnnmodeBuHa (IIb) nmeeT nsobpetaTensckuii ypoBeHb, NOCKOIbKY e

27 PykoBoacTeo no nateHTHon akcneptuse, CNIPA, yacTsb Il, rmaea 10, 6.1.
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NPUCYLL, HEOXMOAHHbIN CNOcod NpUMeHeHna nnu 3dEKT NO CPABHEHNIO C COEANHEHNEM,
N3BECTHbIM M3 YPOBHS TEXHUKK (CynbdoHamMma).

49. [lpumep NpPOTMBOMNOMOXHOIO CBOMCTBA AAET CpaBHEHME aMUHOCYb(OHUITMOYEBUHDI
(Illa), nssectHom 13 ypoBHSA TexHMKN (H2N-CsHa-SO2NHCONHR3), 1
mMeTuncynbdoHunmMoydeBuHbl (111b), asnstowencsa npeameTom 3asaBneHHoro n3obpeteHuns (HsC-
CesHs-SO,NHCONHR1); B fJ@aHHOM cnyyae Hanuuo CTPYKTYpPHOEe CXOACTBO Mexay
amuHocynbdoHunmouvesuHon (llla) n metuncynbdonnnmouesnHonm (llib). EgmMHcTBEHHas
pasHuLa Mexay HUMKU — 3TO pasHuLa CTPYKTYpHbIX komnoHeHToB NH> n CHs. B otcytcTBue
HeOoXnaaHHOro cnocoba npumeHeHusa unu addekta genaeTcs BbiBog 06 OTCYTCTBUM Y
3asBrieHHoro n3obpeteHus (Ilib) nsobpeTtaTtenbckoro ypoBHs.

50. CTpyKTypHOE CXOACTBO C APYrMM COEAMHEHNEM CaMO No ceGe He A0IMKHO SABNSATLCS
OCHOBaHWeM AN pelleHnsi 06 OTCYTCTBUM Y TOTO UIN MHOFO coeauHeHns n3obpeTaTenbCcKoro
ypoBHsi. [Insi Toro, 4To6bl NPOAEMOHCTPUPOBATL OYEBUAHOCTL 3asiBIIEHHOro N306peTeHus,
HeobX0AMMO Takke NOATBEPAUTb, YTO CNoCcobbl MPUMEHEHMS UNN 3D EKT TAKOro COeANHEHNS
ObInK Obl OXXMaaeMbl UNKU NpPeAckasyeMbl C TOYKU 3peHUst KBannduumpoBaHHOro NpoubHoro
cnewumanuicTa Unm YTo Takom cneymanmcT, OnMpasicb Ha NPEeALIEeCcTBYOLMIN YPOBEHb TEXHUKM,
npuwen 6bl K 3asiBNIEHHOMY M306PETEHMIO MPU MOMOLLIM FTOTMYECKOro aHanmaa, yMo3akroyYeHui
UK OrpaHMYEeHHOro Mo CBOMM MacluTabam aKcrepuMmeHTa.

lepmaHus

51. B pokymeHTe, npenctasrneHHOM Ha paccmoTpenue MK MepmaHnen, ykasbiBanock, YTo
BOMPOC O HanNn4mMm n3obpeTaTenbCKOro YpoBHS Y BELLECTB, NOMYyYEHHbIX NPY MOMOLLN
XMMUYECKOro CMHTE3a, U NPUPOLHBIX BELLECTB, Kak NpaBumo, pellaeTcs Ha OCHOBaHUK
HanMynsa y HOBOroO BELLECTBA MO CPaABHEHMWIO C aHaNOrM4HbIMN EMY U3BECTHLIMU BELLECTBaMN
HeoXnaaHHbIX CBONCTB Unn adpdpekTa, KoTopble He Bbinn Bbl O4eBNAHbI ANS
KBanuduumpoBaHHOro cneumanucta?®, OTcyTCTBUE Takmx CBOWCTB NN addpekTa MoxeT
BOCMNpPEenATCTBOBATbL YA0OBNETBOPEHNIO NaTEHTHON 3asiBKNZ®,

52. TlogoBHO XMMUYECKMM coeanHeHnaM, obnagaroLmm HEOXKMAAHHBIMU CBOMCTBaMM, O
HanMuYun n3obpeTaTenbCKoro YPOBHS Y fIEKapCTBEHHOrO nNpenapaTta MOXHO rOBOPUTL B TOM
cnyyae, ecnv NpodunbHbIN cneumanncT He cMmor Bbl co3gaTh HOBbIV NIEKapCTBEHHbIN NpenapaT
UNN NHOE BELLLECTBO MEAMLMHCKOrO Ha3Ha4YeHUs no NpuymHe Toro, YTo He umern Obl
BO3MOXHOCTW NpeaBnaEeTb NONOXUTENbHbBIE Pe3ynbTaThl €ro NpUMeHeHnsl. BmecTe ¢ Tem
KBannuunpoBaHHbIA CNeLmnanucT, KOTopbin paboTaeT Hag Co34aHNeM KOMMO3ULMMK,
oKasblBaloLLen HerlTpanmsytoLLlee BO3AeNCTBUE Ha (haKTOpbl puUcka ANg 300pOBbs YernoBekKa,
Kak NnpaBuIio, NOHMMAaEeT, YTO Ha NepBOHaYarbHOM 3Tane eMy crnegyeT obpaTuTb BHUMaHME Ha
YK€ U3BECTHbIE KOMMNO3ULMK, obragarolime Hy>KHbIMWU EMY CBOMCTBaMM, ONpeneniTb B X
COCTaBe aKTMBHbIe BELLECTBA U MOMbITaTbCA MakCUMarnbHO YBENUYNTb UX JO3UPOBKY,
0COBEHHO B cny4asix, koraa MMetoTcsa noaTsepxaeHns 6onee BbICOKOW ahPeKTUBHOCTU
npenapara npwv NoBbiLLIEHUN 003bl aKTUBHOIO BelecTBa*®. Takum obpasom, naxe
HEeOXMAaHHbIA CUHEpPreTuyecknin 3 ekt He NO3BONSAET FOBOPUTL O HANUYUK
n3obpeTaTenbCKOro YpoBHS, €Crv Mepbl, KOTOpble NO3BONWAN A0BUTLCA 3TOro adpdekTa, camm
no cebe ABNANUCb 04eBNOHbIMM (CM. TaKKe YacTb H HacTosALero JOKYMEHTa, KacatoLLyrcs
pexuMoB npuema).!

28 BGH, X ZB 11/68 (1969) — Disiloxan, GRUR 1969, 265; BGH, X ZB 3/69 (1970) — Anthradipyrazol, GRUR
1970, 408.

29 BGH, X ZR 2/66 (1969) — Geflugelfutter, GRUR 1969, 531.

30 BGH, Xa ZR 28/08 (2010) — Fettsdurezusammensetzung, GRUR 2010, 607.

81 BGH X, ZR 50/09 (2012) — Ebastin, IBRRS 2012.



SCP/30/4
cTp. 18

NHous

53.

B PyKOBOD,CTBe Nno 3KCNepTn3e NaTeHTHbIX 3aABOK B obnactu d)apMaLl,eBTVIKVI,

onybnvkoBaHHOM BegoMcTBOM MHTENNeKTyaneHon cobcTBeHHOCTUM MHann, cogepxaTtca
npYMepbl OLEHKM N306peTaTenbCKOro YpOBHSA B TeX Criydasx, Koraa 3asiBfeHHoe coequHeHneE U
coeguHeHne, U3BECTHOE U3 YPOBHSI TEXHWKM, UMEIOT CTPYKTYpHOe cxoacTBo2. [MepBbiit npumep
UNACTPUPYET CUTYaLMIO, KOrga UCNonb3oBaHUe 3asiBNEeHHOro coeaMHEHNs NPUBOAUT K
HeoXngaHHoMy b PEKTY, a BTOPON — CUTyaLMIo, KOorga npegLlecTBYOWMIA YPOBEHb TEXHNKN
yBOAUT KBaNMuUMpoBaHHOro NpoduIibHOro cneLumanncTa B CTOPOHY OT 3asiBfIEHHOMO
n3obpeTteHus.

Mpumep 1: CxogHasi CTpyKTypa/HeoxmaaHHbIn adbdekT

MpeameToMm 3aaBNEHHOro N3obpeTeHns aBnaeTcs coeamHeHne, obosHavaemoe
dopmynon Py-Bs, B koTopon nog Py NnOHMMaEeTCsa KOHKpeTHas CKkeneTHasi CTpyKTypa
nMpasosnoHa, a nog B — atun. CoeanHeHus, coctaBnatowme popmyny n3obpeteHums,
obnapatoT obesbonuBaoLLIMMN cBOMCTBAMKU. Brnvkanmm snemeHTom
NpeALlecTBYOLLEro YPOBHS TEXHUKN SIBNSIETCA coeanHeHune, obo3Hadaemoe hopmynom
Py-Bs, rae B — ato metun. OTHOCUMTENBHO COEAUHEHUS], MU3BBECTHOIO U3 YPOBHS TEXHUKM,
He MMenochb CBeAEHUN O KaKOM-nbBo nevyebHOM OENCTBUN.

HecmoTpsi Ha TO, 4TO coegMHEHME, N3BECTHOE U3 YPOBHS TEXHUKK, UMeeT Bnmakoe
CTPYKTYpPHOE CXOOCTBO C 3asiBfIEHHbIM COeaUHEHUEM, Y KBannuumnposaHHOro
cneumnanucTa HeT HUKaknMx OCHOBaHUW npegnonaraTb, YTO MyTEM COBCEM
He3Ha4YNTENbHOro M3MEHEeHNA POPMYribl COEAUHEHNA-NPOTOTMNA OH MOr Bbl NOMY4YUTb
CoeuHEeHne, UMetoLLLee LLIaHChl Ha YCMNeX B KayecTBe hapMaLleBTMYECKOro npenapara.
Bo3MOXXHOCTb 3amMeHa MeTuna Ha aTun B popmyne coeanHeHns bbina 6el oueBmaHOM Ang
KBannununpoBaHHOro crneumnannucTta, Ho Npu 3ToM y Hero He 6o 6bl OCHOBaHWI
paccyMTbiBaTh Ha TO, YTO MOAMMUUMPOBAHHOE Taknm 00pa3om coeamHeHne oyaeT
obnagaTb Kaknum Obl TO HKX ObINO hapmMakonornyeckum aenctemem. MHbimmn cnosamu,
OTCYyTCTBOBana kakasa-nmbo normyeckas Lenoyka, kotopas morna 6ol npuBecTu
pa3paboTymka OT N3BECTHOIO YPOBHA TEXHUKN K 3asBIEHHOMY U306peTeHnto. MoxHO
Takke ckasaTtb, YTO B AAHHOW CUTyaUMn YPOBEHb TEXHUKM HE coaepKan Kakux-nmbo
cBeeHunin, cnocobHbIx NobyauTh pa3paboTynka NpeanpuHATL JENCTBUS, KOTOPbIE
npvBenu 6bl ero K cooTBeTCTBYOLWEMY n306peTeHnto. Taknm o6pa3om, 3asBrneHHoe
n3obpeTeHne sBNsSeTCs HeO4YeBUAOHbIM.

Mpumep 2: CxogHas CTPyKTypa, HO NpeALeCcTBYOWMIA YPOBEHb TEXHUKM YBOOUT
pa3paboTymka B CTOPOHY OT n3obpeTeHns

MpeomeT 3aABNEHHOro N3006peTEHNs - HECTEPOUAHbIN MPOTUBOBOCNANUTENBHbIN
npenapat (HCIBI), apnsiowninca cenekTMBHbIM MHIMOUTOPOM LIMKNOOKCUMIreHasbl-2 1
obo3Havaembli opmynon Hy-X (CTpykTypy npenaparta cM. Huxe). Hy — 3To crnoxHoe
reTepouunKnnyYeckoe coegmHeHme, a X — sameldatowmne rpynnol. LinknookecureHasa-1 n
LIMKNOOKCUreHasa-2 urpatoT Knio4veByto posnb B hapmakonornyeckon aktmsHoctn HCIBI.
M3BecTHO, 4yTO paHHue pasHosuaHocTn HCIBI BbI3biBaOT pasgpaxeHue CrnmsmcTon
obonoukm xenygka n ABNATCA NPUYNHON BO3HUKHOBEHUS SI3BEHHON 60NE3HM Xenyaka,
ypeBaToN NnetanbHbIM NcxogoM. CenekTUBHbIE MHIMBUTOPBI LIMKIOOKCUreHasbl-2,
koTopble Oblnn pa3paboTaHbl NO3gHee, NPENATCTBYHOT CEKPELMN XKenyao4YHON KNCNOThI,
4YTO onpegensieT ux npeanoyTuTensHocTb B kadectse HCIBI. NpegmeTom nsobpeTteHus
ABNSAETCS KNacc MHMIMBUTOPOB LUKNOOKCUreHasbl-2.

32

PykoBoACTBO MO 3KCNEPTU3e NaTeHTHLIX 3asBOK B ob6nactu hapmavesTuku, 8.10, BegomcTo
UHTennekTyansHoi cob6cTBeHHocT! VHamu, Biopo MeHepanbHOro KoHTponepa no Bonpocam naTeHToB,
06pas3sLoB 1 TOBapHbIX 3HAKOB, OKTSIGPb 2014 T.
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MN3BeCTHbIN YPOBEHb TEXHUKN D1 YKa3blBaeT Ha CoeqUuHEeHnA co CJ'IG,EI,yPOLLl,GVI CprKTypOVIZ

MN3BeCTHbIN YpPOBEHb TEXHUKN D2 YKa3blBaeT Ha CoeqUuHEeHnA co CJ'IG,EI,yPOLLl,GVI CprKTypOVIZ
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CoeguHeHnusa D1 n D2 aBnsitoTca HeCTeponagHbIMU MPOTMBOBOCNANUTENbHBIMM
npenapartamu, HeJOCTaTKOM KOTOPbIX SBISIETCS CTUMYNMPOBaHME CEKPELIN XKenyao4HOM
KucnoTbl. M3BecTHo, 4To coeguHeHne D2 aBnseTca 6onee cunbHbIM KaTanm3aTopoMm
cekpeunn Xenyao4Hom KUCNoTbl MO CpaBHEHUIO ¢ coeanHeHem D1.

Mo cpaBHeHMIO ¢ coeanHeHem D1 nonyyeHue 3asiBNEHHOro coegmHeHnsa notpebosano
ABYX nocnegoBaTebHbIX onepaunii No N3MEHEHUIO NMOJTOXKEHWST aTOMOB B KOIbLIE.
OpaHako, gongsa oo coeanHeHnsa D2 n obHapyxu1B, YTO NONy4YEeHHOE COegMHEHNE He
SIBMSAETCS CENEKTUBHLIM NHIIMOUTOPOM LIMKITOOKCUreHasbl-2, pa3paboTymk He nven bbl
HUKaKUX CTUMYNOB K TOMY, 4TOObI Nnogsepratb coeanHeHne D2 kakum-nnbo ganbHenwmnm
MoANMKaLUMSM C LENbIO NOMNYyYnUTb COEANHEHNE, ABMAIOLWEECS NPeaAMETOM 3asiBNIEHHOMO
n3obpeteHnsa. Takum 06pasom, U3BECTHbLIN YPOBEHb TEXHWUKM YBOAUT paspaboTyumka B
CTOPOHY OT 3asBMNeHHOro n3obpeteHnd. CnegoBartenbHO, n3obpeTeHne aBnseTcs
Heo4YeBUOHbIM.

Pecnybnuka Kopes

54. B PykoBoAcTBe Mo NaTeHTHOW 3KcnepTuse, NoarotosrieHHoOM Begomcteom
WHTennekTyanbHon cobcTBeHHoCTU Pecnybnnkn Kopes (KIPO), ykasbiBaeTcs, 4TO Hanu4dmne
n3obpeTaTenbCKoro YpoBHS Y M300peTEeHUI, CBA3aHHbIX C XUMUYECKUMN COeANHEHNSIMNA,
onpegenseTca AByMs chakTopamu: (i) CTPYKTYpHOW chopMyron; u (ii) Hanndnem ocoboro
TEXHUYECcKoro addekTa OT NPUMEHEHMSA COOTBETCTBYHOLLIENO XMMUYECKOTO COEANHEHUS S,
N3o06peTaTtenbckmii ypoBEHb M300PETEHNI, CBA3AHHbIX C XMMUYECKUMU COEOMHEHNSMMU,
onpeaensaeTcs C y4eToM CBOeobpasmns Nx XMMUYECKOW CTPYKTYPbI U YHUKANbHOCTU Kaknx-nnbo
€ro CBOWCTB MUIM cnocob0B NPUMEHEHUS.

55. TMockonbKy npeackasaTb TEXHUYECKUA 3OAEKT TOrO UM MHOTO XMMUYECKOTo
COeQIMHEeHUS, OCHOBbIBAsACb Ha €ro XMMU4YECKON CTPYKTYpe, He Bceraa bbiBaeT NpocTo, KpaniHe
BaXXHOE 3Ha4YeHne Ans oueHKn n3obpeTtaTenbCKoro ypoBHS umeeT Hannyue bonee sipko
BblpaXXE€HHOro TeEXHNUYECKOro achdhekTa 3asiBIEHHONO COEANHEHNSI MO CPABHEHMIO C
TexXHNn4eckum apdpeKkToM COeaUHEHNSA, N3BECTHOIO N3 YPOBHA TEXHUKW. [laTeHTHLIN aKkcnepT He
OOJDKEH NPUHUMATL pelleHne o6 OTCYTCTBUM N300peTaTenbCKOro ypoBHS, OCHOBbLIBAsICh
WCKITIOYMTENBHO Ha CTPYKTYPHOM CXOACTBE NpeaMeTa 3asiBfIEHHOro M300peTeHmns v
COeQMHEHUS, N3BECTHOrO U3 YPOBHS TEXHUKW. [Ns Lenemn oueHkn n3obpetaTenbCcKoro ypoBHS
Heo6xo4UMO NPUHMMATb BO BHUMAHME Hanuume HeoXnaaHHbIX TEXHUYECKMX NPEeNUMYLLECTB C
TOYKM 3PEHNST KOHEYHOrO pesyrnbTaTa, XMMUYeCcKnx CBONCTB, Lenu unm cnocoba
NCNoNb30BaHWs 3asBIEHHOro n3obpeTeHns. B Tom crnydyae, ecnv 3asBrneHHoe coegnHeHve

33 PykoBoacTBO No naTteHTHOW akcnepTuae, YacTb IX, rmaea 5, 2.2, KIPO.
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obnagaeTt HeOXMAAHHLIMW UMM 0COOLIMU OTINYUTENBbHBIMU CBOMCTBaMM, KOTOPbIE HE MOTYT
ObITb 0MEBUOHBIM 06Pa30M BbiBeAEHbl U3 NPEALLECTBYIOLLENO YPOBHS TEXHWUKUN, MOXET ObiTb
NPUHATO PELLEHNE O HANUYMM Y TaKoro coeanHeHMs1 N306peTaTenbCKOro YPOBHS.

56. [logBoas UTor, MOXHO ykasaTb, YTO BOMPOC O Hann4numM n3obpeTaTenbCKoro ypoBHS
MOXeT ObITb peLLeH NoMoXUTENBHO NPK coBMOAEHUN OQHOIO U3 CNEAYIOLMX YCIOBUIA:

- 3adBlieHHOe coenHeHne nMeeT CoBePLUEHHO OTITMYHYHO XUMUYECKYHO CTPYKTYPY MNoO
CpaBHEHUIO C coeanHeHnem, n3BeCTHbiM N3 YPOBHA TEXHUKN;

- 3asiBNeHHoe coeanHeHne obnagaeTt HEKMM OCODbIM CBOMCTBOM, KOTOpPOE HE MOXEeT
ObITb CNpPOrH03npoBaHo Nnlb Ha OCHOBE N3Yy4YEHNA COeQUNHEHNA, N3BECTHOIO N3 YPOBHA
TEXHUKW, Aaxke ecnn oba aTUX COeANHEHUSI UMEIOT CXOOHYIO CTPYKTYpPY, WUnun

- [laXke ecrin CTPYKTYpY 3asiBIIEHHOr0 COEAMHEHWUSI MOXXHO CMPOrHO3MpOoBaTb,
OTTanKMBasiCb OT CXOAHOW CTPYKTYpPbl COEAMHEHUS, U3BECTHOIO U3 YPOBHS TEXHUKN, Y
Hero nmeeTcs 0coboe CBOMCTBO, KOTOPOE He SIBMNSIETCS O4EBUOHBIM AN
KBanMguUMpoBaHHOro NPoduIbLHOro creunanmcTa.

B npoTnBHOM cny4ae BONpOC O HanMymMm n3obpeTaTenbCKoro YpoBHSA HE MOXET ObITb peLueH
nonoxutensHo (cM. noctaHoBneHne 2007HEO2261 MNateHTHOro cyaa, 17 sHsaps 2008 r).

57. MeguumnHcKkoe n3obpeTeHne cumTaeTcsa MMetoLWwmmM n3obpeTaTenbCkuin ypoBEHb B TOM
cny4yae, ecnu pesyrnbTaTbl €r0 MPUMEHEHNSA B MEOULMHCKUX LEeNsaX SBASKTCS HACTONbKO
HecTaHOapPTHbIMU N 3EEKTUBHBIMU, YTO KBANMMOULNPOBAHHbLIA NPOMUITbHBIN CNeumanuncT He
MOXET C OMEBUOHOCTBIO CIPOrHO3MPOBAaTh 3TU pe3ynbTaThl, OTTANKMBAACh OT XMMNYECKON
CTPYKTYPbl aKTUBHOIO COEANHEHNS NN KOMMNO3NLUK, a Takke onpenenmTb MX Ha OCHOBaHUM
NHOpMaLIMK, U3BECTHOWN M3 YPOBHS TEXHUKN®A,

Poccutickass ®edepayus

58. PyKkoBOACTBO MO 3KCMepTU3e 3asBOK Ha N306peTeHUs, noarotoBneHHoe PocnateHTom®,
COAEPXUT NPUHLMMbI, perfnaMmeHTUpYoLLne NopsaoK OLEHKN n306peTaTenbCKoro ypoBHS B
cny4asx, Koraa 3asiBfeHHble COeQUHEHUS UMEIOT CTPYKTYPY, CXOAHYHK CO CTPYKTYPOK
COeIMHEHWNI, N3BECTHbIX N3 YPOBHA TEXHUKW. Bonpoc o Hannymm nsobpetaTensCcKoro ypoBHS Y
n306peTeHN, OTHOCALLMXCSA K XMMUYECKUM COEAMHEHUAM (MnK rpynnam XMMMUYeCcKmx
COeIMHEeHWI), pellaeTcs Ha OCHOBE aHanmn3a CTPYKTYpbl COOTBETCTBYIOLLLErO COeAMHEHUS Ha
npeameT O4eBUAHBLIX NPOSIBIIEHNA €ro Nofie3HblX CBONCTB, YKa3aHHbIX B ONUCaHUA
n3obpeteHus. OTpuuaTtenbHbii BbiBO4 B OTHOLEHUN HanNn4ms n3obpeTtaTenbCKoro ypoBHS
MOXeT ObITb caenaH, Hanpumep, B Takon CUTyauuu, Korga B MU3BECTHOM YPOBHE TEXHUKU
NPUCYTCTBYIOT COEANHEHUS, CXOAHbIE MO CBOEWN CTPYKTYpE U CBONCTBAM C 3asABIIEHHbIM
CcoefiMHEHNEM, Ha OCHOBaHWM Yero KBannuumMpoBaHHbIN NPOUNbHBIN cneunannucT Mor 6bl
paccunTbiBaTh Ha TO, YTO 3asIBNIeHHOE coeauHeHne Takke byaeT obnagate Takumm
cBoncTBamMn. Takow BbIBOO MOXET ObITb ONPOBEPrHYT 3asBUTENEM, B HaCTHOCTH, B TOM
crny4ae, ecrnv OH/oHa CMOXeT NpefoCTaBUTb JoKasaTenbCTBa TOro, YTO Y 3asiBIIEHHOrO
COeIHEHUNS UMEIOTCS TaKue Nore3Hble CBONCTBA, KOTOPbIX HET Y COeQUHEHWI, U3BECTHBIX U3
YPOBHS TEXHUKU, NN YTO OHO OBnagdaeT npenmyLLecTBaMm KONMMYECTBEHHOIO XxapakTepa.

59. Tlog onunskMmn CTPYKTYPHbIMMU aHanoramu, Kak npasuno, nOHNMMarTCA COeaNHEeHUA,
KOTOpPbl€ HE3HAYUTESIbHO OTIIMYAKTCA OPYr OT Apyra no CBOEM CTPYKTYype. I'Ipe/:l,nonaraeTCH,
YTO TaKuMe CTPYKTYPHbIE OTNN4YNA HEe OOJTKHbI NPpMUBOAUTb K CyLLleCTBEHHOMY U3MEHEHUIO
CBOWCTB MOnneKynbl B LiesioM (BKJ'I}O‘-IaFl, HanpumMep, Takne ee CBOWCTBA, KakK NOJIAPHOCTD,

34 PykoBoacTBO No naTeHTHOW aKkcnepTuse, Yactb 1X, rmaea 2, 2.3, KIPO.
35 PykoBoacTBO Nno akcnepTuse 3asBOK Ha n3obpeTenus, YacTtb 3.9, PocnateHT.
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rmapodobHOCTb 1 T.4.), a, CnedoBaTenbHO, U K UIBMEHEHMIO CBOWCTB coeanHeHusl. Hanpumep,
ONN3KMMK CTPYKTYPHBIMW aHanoraMmm MoryT cyMTaTbCs COeANHEHMS], OTInYatoLwmecs
NPUCYTCTBUEM UK OTCYTCTBMEM -CHo-rpynnbl (rOMOSIOrM) UM 3aMeHom ranoreHHbIX aToMoB
OAHOro TMMa aToMamu gpyroro Tuna (Hanpumep, aToMOB Xnopa aToMamu pTopa), a TaKke
N30MeEpbI U NPOCTbIE NPON3BOAHbIE CoeaMHEHMS (Hanpumep, conn nnn aupbl) N3BECTHLIX
coeavHeHun. Bonpoc o cteneHn CTpyKTypHON 6nnM3ocTu pellaeTcsa KBannpmumpoBaHHbIMM
NpouUnbHBIMKU cneLmanicTaMmm Ha MHAMBUAYarbHOW OCHOBE.

60. B Tex cny4asix, korga npegMeToM n3obpeTeHns ABNSITCA COeQMHEHWS], ONUCbIBaeMble
o6LLen CTPYKTYpHON hOpMYIION, U OOHO U3 COEAMHEHWUI B rpynne siBNAETCSA U3BECTHbIM, MOXET
ObITb cOeNnaH BbIBOA O TOM, YTO ApYrne COeaUHEHUS TOW Xe rpynmbl He OTBeYatoT TpeboBaHMIO
n306peTaTenbCKOro YPOBHS, €CIN TONBKO OHU HE OTNINYAKTCA OT TAKOro N3BECTHOTO
COeaMHEHUs KaKUMN-TMBO HOBbIMU Ka4e€CTBEHHbLIMU UIN KONNMYECTBEHHbIMU cBOMCTBaMn. CMm.
Takke JacTb A («3asBneHHoe n3obpeTeHne B LLerioM») HaCTOALWEro JOKYMeEHTa.

61. Ecnu pasHuua B cBOMCTBaxX 3asBNEHHOIO COeAUHEHWUS U U3BECTHBLIX COEANHEHUIA COCTOUT
B pasHuLIe KONMYECTBEHHbIX NoKasaTenen (Hanpumep, ycuneHve repobuunaHoro gencreus),
cnepyeT yoensitb 0co6oe BHUMaHME CTENEHM Takon pasHulbl. Takas pasHuua He MOXeT
cuYNTaTbLCA NPOSABIEHNEM HOBbIX CBOWCTB C KONTMYECTBEHHOW TOYKWN 3pEHUS, eCrnv OTNINYUSA
3HaYeHUI NO KaKOMY-TO KOHKPETHOMY NapamMeTpy HaxoasTcs B npeaenax norpeLHocTm
akcnepuMeHTa. PasHuua B CBOWCTBAX He JOSKHA ObITb OMEBUOHOM W AOMMKHA NOAKPENNATLCA
CpaBHEHWEM AaHHbIX, NMOMYyYeHHbIX NMPU OAMHAKOBbIX YCIIOBUSIX, €CINU U3BECTHbIN YPOBEHb
TEXHUKN HE COAEePXUT MHOopMaLIUM O TOM UITU MHOM KONMYECTBEHHOM CBOWCTBE M3BECTHOIo
COEAMHEHUS UMW €CINN U3BECTHOE CoeaNHEHME NCCeaoBarnoch B COBEPLUEHHO UHbIX YCIOBUSX,
4TO, B CBOIO o4epenpb, onpeaensietT HEBO3MOXHOCTb CPaBHEHUS MONMYYEHHbIX AaHHbIX.

CoeduHeHHoe Koponesecmeo

62. B PykoBoAcTBe Mo aKcrnepTnse NaTeHTHbIX 3a8BOK, Kacatowmnxcs ndobpeteHun B obnactum
xvumnn (obHoBneHo B noHe 2017 r.), onybnukosaHHom UKIPO, ynomuHaeTcsa gerno Pharmacia v
Merck®, npy paccMOTPEHMI KOTOPOrO CyAbs CYEr OYEBUAHON MO U3yYeHUs aHarnoros (B
AaHHOM crny4ae — permoM3omMepoB N3BECTHbIX MHIMOBUTOPOB LUKITOOKCUreHasbl-2 B KavyecTBe
NpOTMBOBOCMANUTESNbHBLIX NPenapaToB) COeAUHEHWI, U3BECTHBLIX CBOEN (hapMaLeBTU4eCKon
aKTUBHOCTbIO, A ONpeAeneHns B3aumMoCcBaA3M MeXAY UX CTPYKTYPOMN U aKTUBHOCTbIO®' .
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63. Hanuuo sBHOe CTPYKTYPHOE CXOACTBO Mexay coeanHeHnem DUP 697 un ero 6nmskumm
3,4-gBy3amMelleHHbIMK aHanoramu. Cyabs nocuyuTan, 4To NpeanonoXeHme 0 BEPOATHOM
CXO[CTBE MX aKTUBHOCTM HaxoauTCs B npeeriax pasyMHOro nporHo3a. AprymeHTUpys SaHHbIN
BbIBOZ, CyAbS OTMETUI, YTO XMMWK, CMELManm3npyoLwmincs Ha pa3paboTke MeguunMHCKNX
npenapaToB, KOTOPbIN XoTen Obl M3Yy4MTb B3aMMOCBSA3b MEXOY CTPYKTYPOM U aKTUBHOCTbIO
coeaunHeHust DuP 697, cyen Gbl LenecoobpasHbIM U3roTOBUTL ero 3,4-OMapuroBble aHarnoru, ¢
TeM 4Tobbl yO6eanTbCa B HAaNMYMmM y HAX COOTBETCTBYOLLEN akTUBHOCTU. Cyabsa Takke cyen,

36 Pharmacia v Merck [2002] RPC 41 (nyHkT 141).
87 PykoBoACTBO MO 3KCNEepTU3e NAaTEHTHbLIX 3asIBOK, KacaloLMXcsl M306peTeHnin B 06nacTt Xumum, nyHkT 70,
UKIPO (o6HoBneHo B utoHe 2017 r.).
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4yTO, ecnu 6bl Nepea TakuM XMMMKoM Obifna nocTaeneHa 3agada co3gatb HOBOE CoeaMHEHME,
aHanornyHoe rno CcBoen akTMBHOCTU coegmHeHntio DUP 697, ogHa 13 nepsbiX ngen, npullenwmnx
eMy B rofnoBy, coctosna 6bl B TOM, 4TOObI M3roTOBUTL €ro 3,4-Anapun-3ameLLeHHble aHanoru.
B cBOen COBOKYNHOCTK BCS MMetowaacsa nHopmauma no3sonuna cyabe C YBePEHHOCTbIO
yTBEpX4aTb, YTO Maest ucnbitaHnmn 3,4-guapunoBbiX COEAUHEHUN Obinia Obl 04eEBMAHON OIS
noboro KBanMUUUPOBAHHOIO crneumanmcTa, KoTopomMy Oblfio M3BECTHO O CyLLECTBOBaHUU
coeguHeHusa DuP 697 (cm. Tarke Yactu D u E(i), kacatowwmecs npuHumuna «04eBUaHOCTH
NOMbITKN» U M3OMEPOB, COOTBETCTBEHHO).

CoeduHeHHnble LLImambi AMepuku

64. OpaHMM M3 NPUMEPOB CUTYaLUK, NO3BONSAOLLIEN FOBOPUTL 06 O4EBMAHOCTU N306pETEHUS,
SBNAETCS «MpocTas 3ameHa OQHOro U3BECTHOro afieMeHTa Apyrum Ans nosyyeHus
npeackasyemMbix pe3ynbTatoB»®®. MPEP pasbacHSEeT, YTO ANs OTKINOHEHUS 3asBKN Ha AaHHOM
OCHOBaHMM BHa4vane Heobxoammo NpuMeHnTb «daktopel [pama». lNocne aToro gormkHa MeTb
MECTO crieqytoLasa nocrnefosaTenbHOCTbL BbIBOJOB:

0] BbIBOZ O TOM, YTO M3 YPOBHSI TEXHMKUN ObINTIO M3BECTHO YCTPOMCTBO (METOA, NMPOAYKT
N T.4.), OTNNYMA KOTOPOrO OT 3asBIEHHOrO YCTPOMCTBA 00YCNOBMAEHbI NULLL 3aMEHOM
HEKOTOPbIX €ro KOMMOHEHTOB (LLUAaroB, 3NEMEHTOB U T.4.) APYrMMU KOMNOHEHTaMMU;

(i)  BbLIBOA O TOM, YTO KOMMOHEHTbI, MOABEPrLUNECS 3aMEHE, U UX PYHKLNN BbInn
N3BECTHbI N3 YPOBHA TEXHUKN;

(i)  BbIBOA O TOM, YTO NPOCOUIBHLINA CNeunanucT cpegHen kBanudnkaumm mor Gbl
3aMEHUTb OAMH U3BECTHbIN 3NIEMEHT OPYrUM, U pe3ynbTaTbl Takon 3amMmeHbl Obinn Gbl
npeackasyembl; u

(iv) nobble 4ONONHUTENbHbBIE BLIBOObI, KOTOPbLIE MOIYT ObITb caenaHbl Ans
aprymeHTauumn BelBoga 06 04eBMOHOCTM M306pETEHNA HAa OCHOBAHMM 3arnpOCOB MO
«hakTopam 'pama» ¢ y4eToM hakTU4ECKNX OBCTOATENBCTB paccmMaTpMBaeMoro aena.

CyTb [aHHOro aprymeHTa B nosb3y BbiBOga 00 04EBMOHOCTU 3asiBNIEHHOMO n3o0bpeTeHus
3aKr4yaeTcs B TOM, YTO 3aMeHa OAHOro U3BECTHOrO AfieMeHTa ApYrumM NpuUBoauUT K
npeackasyemblM pe3yribTaTtaM, KOTopble MOTyT BbITb CIPOrHO3MpPOBaHbl NPOMUNBHLIM
cneuManucTom cpeaHen ksanmdukauuu.

65. B obnactu xumun cnyyam, KacaroLmnecs Tak HasblBaeMbIX « COEANHEHUN-NPOTOTUMOBY,
COCTaBIisOT OAHY 13 BaXKHbIX KaTEropui peleHmn o6 o4eBnaHoOCTN N30bpeTeHni B cMTyaumsx,
CBSI3@HHbIX C 3aMEHON OOHUX KOMMOHEHTOB Ha Apyrmne. C TOYKM 3peHns «npasuna
O4EeBUOHOCTUY» B KA4YECTBE COEQUHEHUS-MPOTOTUNA MOXET CY>XUTb Ntoboe n3BectHoe
coeauHeHune. B cBoem pelieHuu no geny Eisai®® ®enepanbHbiil anennsunoHHbIN cya ykasarn
cnepytoulee: «loatomy bakT 04EBMAHOCTU N30OOPETEHNA HA OCHOBAHUKN CTPYKTYPHOrO
CX0ACTBa COEOUHEHUN MOXET ObITb JOKAa3aH NyTeM BbISABNEHUSA TON U MHON NPUYNHBI,
koTopas morna 6bl nobyanTe NPOUNBHOIO CreumnanucTa cpeaHen kBanmgukaumm Bolbpatb, a
3aTemM MoaMdUUMPOBaTL Kakoe-nmbo n3BectHoe coeguHeHne (T.e. CoeaAnHeHNe-NPoToTmN)
Kaknum-nnbo ocobbim 0b6pas3om, ¢ TEM UTOObI MONYYNTL 3asBNIEHHOE COeaMHEHnE». Taknum
obpa3som, kak nogyepkmsaetca B MPEP, coTpygHukam Begomctea cnegyeT MCXoanTb U3 TOro,
4yTO 0OOCHOBAHHbLIN OTKa3 B yAOBNETBOPEHMM 3asABKN Ha U306peTeHne No NpuYnHE ero
04YEBUOHOCTM B Crlydae C COEANHEHNAMUN, UMEOLLMMN hapMaKoSTOrMyYeCKy0 akTUBHOCTb,
MOXeT ObITb NOCTPOEH Ha aprymeHTauumn, oTTankuBaLencs oT COEANHEHNS, HE UMEIOLLLENO
TaKkow akTMBHOCTM (Hanpumep, B TOM Cry4ae, ecnv Npu4mHbl, nobyameLumne paspabotymka

38 MPEP 82143, |, B.
39 Eisai, 533 F.3d at 1357, 87 USPQ2d at 1455.
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MoAMpULMPOBaTb TO UNN NHOE COeAMHEHNE, N3BECTHOE N3 YPOBHA TEXHUKN, HE UMEIKOT HUYEro
obuLero ¢ ero bapmakonormyeckon akTMBHOCTbLHO). [pn oLeHke 04EBMOHOCTU HAONEXNUT
NCXOAMWTb U3 TOro, YTO BELLECTBO, He obnagatoee hapMakonormyeckon akTMBHOCTbIO, HE
OyneTt paccmaTpmBaTbCA XMMUKaMK, CrieLmanm3npyowmMmmncsa Ha co3gaHnm
dhapmaueBTMYECKMX NMpenapaToB, B Ka4eCTBe COeAUHEHNS-NPOTOTUNA, H NOTEHLMANbHO MOXeT
ObITb MCNONb30BaHO B KAYECTBE TAaKOBOro. AHanornyHbiM o6pasom, apryMeHTauus otkasa Ha
OCHOBaHMM O4EBUOHOCTN MOXET OTTaNKMBaTbLCA OT M3BECTHOINO COEAMHEHWUS], KOTOPOE Takue
XMMWKM He cTanu 6bl NCNOMb30BaTh B KAYECTBE COEANHEHUA-NPOTOTUMNA NO NPUYNHE ero
A0pPOroBu3HbIl, Heygo6cTBa B 06paLLeHMM UMM UHBIX COOBPaXXeH KOMMEPYECKOro Xxapakrepa.
Tem He MeHee B NoA06HbIX CUTyaumax A0MMKHa OblTb XOTb Kakaa-To NpuyYnHa (MOMUMO CaMoro
drakTa CcyLLeCcTBOBaHMS TaKoro BeLWEeCTBa), Kotopasi Morna 6bl nobyante paspaboTynka
MCNonb30BaThb B KAYECTBE COEANHEHUS-MPOTOTUNA UMEHHO 3TO BeLEeCcTBO™.

66. B kadectBe npumepa cutyaumn, d hfvrf[ kotopon aHanuaunpytoTcs Bonpockl Bbibopa
COEaNHEHUS-NPOTOTMNA, HEOOXOAMMOCTN HaNMYMsa NPUYMHBI 4Ns NObIX NpeanonaraeMbIx
MoaMdUKaumi, a Takke npeackasyemocTn pesynbTtaTta, B MPEP npuBoauTcs cneayiollee
Aaeno.

Eisai Co. Ltd. v. Dr. Reddy’s Labs. Ltd.**

[daHHoe fgeno kacaeTtca hapmaueBTUYecKoro npenapaTa «pabenpasony. Pabenpason
ABNAETCH MHIMOUTOPOM MPOTOHHOM NOMMbI, KOTOPbIN NCNONBL3YETCH ANS NleYeHUs
A3BEHHOMN 60oNEe3HN Xenyaka u cBa3aHHbIX ¢ Hell 3aboneBaHnn. deaepanbHbli
anennsaumnoHHbI cyd NOATBEPANN BbIHECEHHOE B Nopsiake yNpoLeHHOro
CyAonpoM3BOACTBA peLleHne OKPYXHOro cya O HEO4YEBMAHOCTUN 3as8BIEHHOIO
n3obpeTeHus!, ykasaB Ha OTCYTCTBME MPUYUH, KOTOPble MOrnKn 661 NobyanTb
paspaboTynka moguduumpoBaTb COegUHEHNE, U3BECTHOE M3 YPOBHS TEXHUKU, TaKNM
o6pa3som, 4TOObI 3TO NPMBENO K NOTEpPE O4HOMO N3 ero None3HbIX CBONCTB.

OTBeTUUK yTBEPXKAATM, YTO N30BpEeTEHNE ABNAETCA OYEBMAHBIM, OCHOBbLIBAS CBOH
aprymeHTaumio Ha CTPYKTYPHOM CXOACTBE Mexay pabenpasoniomM 1 JlaHCoNpa3sornoM.
Mpu3HaeTcs, 4TO 3TN ABa COeAMHEHUSA NMEIOT 00LLYI0 6a30BY0 CTPYKTYPY;
depepanbHbi anennauMoHHbIV Cy4 onpeaenus naHconpason Kak « CoeanHeHmne-
npoToTun». /3BEeCTHOE M3 YPOBHSA TEXHUKN COEAMHEHME NAHCONPa3on NpUMeHsieTca ans
Tex Xe ueneu, 4to n pabenpason, n oTnnyaeTcsa ot pabenpasona TONbKO TeM, YTO Ha
YeTBEPTOM NO3MLMM B NUPULOMHOBOM KOJbLLE Y NAHCONpPa3ona HaxoauTcs
TPUPTOPITOKCU-3amMecTUTenNb, a y pabenpasorna - METOKCUMNPONOKCU-3aMeCTUTESb.
Hanunune B hopmyrne naHconpasona TpudTopaToKCU-3aMecTUTensa cHNTanoch
npenMyLLLeCTBOM, NOCKOSbKY NpuaaBarno CoOegUHEHUIO NTMNoduIibHOCTbL. Bonpochl,
CBsi3aHHble CO CMOCOBHOCTLIO crneumanncTa cpeaHen ksanmdmkaumm npegnpuHaTL warm,
Heobxoaumble AN 3aMmeHbl TPUPTOPITOKCU-3aMECTUTENS METOKCUMPOMNOKCH-
3amMecTuTenemMm, a Takke ¢ npeackasyemMocTbio pesynbTaTa, B pelueHnn He
paccMmaTtpuBanuce.

HecMOTpsa Ha 3HaYNTENBHO CTPYKTYPHOE CXOACTBO ABYX coeAnHeHnin, PeaepanbHbIn
anennAUnoOHHbLIN cya He 0BHapPYXUN Kakux-nnmbo NpuynH, KoTopble Mornm 6bl NOByaAnTb
paspaboTynka K mogudukauun coeguHeHus-npotoTnna. B gaHHon ceasu Cya ykasan
cnepywouwee: «Takum 06pa3om, 04eBMOHOCTb N30BPETEHNSA NO NPUYNHE CTPYKTYPHOTO
CXOACTBA COeAMHEHMIN MOXET BbITb AOKa3aHa NyTeM BbISIBNIEHWUS HEKOW NPUYNHbI,
KoTopas morna obl nobyantb NPOUILHOIO cneunanmcTa cpeaHen Ksanmgukauum
BbIOpaTh, a 3ateM MoanULMPOBaTL TO UM MHOE U3BECTHOE COeIMHEHME (T.€.
«COeAMHEHNe-NPOTOTUM») KAaKUM-NNBO KOHKPETHBIM 06pa3oM, ¢ TeM YTOObI B uTOre

40 MPEP 82143, |, B.
4 Eisai Co. Ltd. v. Dr. Reddy’s Labs., Ltd., 533 F.3d 1353, 87USPQ2d 1452 (Fed. Cir. 2008).
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nony4YnTb 3asiBNeHHoe coeauHeHune. ... C y4eTom rnbkoro xapaktepa npoueayp,
CBSI3aHHbIX C OLIEHKOW 0YEBUAHOCTU, Takasi NpUYNHa MOXET NponcTeKkaTb M3 nboro
NCTOYHUKA U He 06s13aTeNbHO AOMMKHA SIBHO NMPUCYTCTBOBATL B YPOBHE TEXHUKMY. [1o
MHeHuto Cyaa, «HeobxoaumMo NLb NokasaTb, YTO 3asiBNIEHHOE COeAUHEHNE U
COeIHEHUNE, U3BECTHOE U3 YPOBHSI TEXHUKM, «A0CTAaTOMHO TECHO CBSA3aHbl APYr C APYroM
... NS TOro, YToGbl MMENUCb OCHOBaHUSA NonaraTby, YTO B CBETE BCell nHdopmaLmu,
NPUCYTCTBYIOLLEN B YPOBHE TEXHUKM, HOBOE coeauHeHne byaeT MMeTb «CBOWMCTBA,
CXO[HbIE» CO CBOWCTBAMM CYLLECTBYIOLLErO COEANHEHNSI».

N3 ypoBHSI TEXHMKM BbINO M3BECTHO, YTO NPUCYTCTBUE (PTOPa B 3aMeLLaloLLEen rpynne
noBbIWAET NUNOUNBLHOCTb COEAMHEHMS; MO3TOMY KBaNMUUMPOBAHHbINA CneunanmcT
ncxoaun Gbl U3 TOro, YTO 3aMeHa TPUPTOPITOKCU-3aMECTUTENST METOKCUIMPOMNOKCH-
3amMecTuTenemM NpuUBeAET K CHKEHMIO NMNOUNBHOCTU coeauHeHnsi. Takum obGpasom,
ONMpascChb Ha NPEALIECTBYHOLLMIA YPOBEHb TEXHUKN, MOXHO ObINO OXMaaTh, YTO
pabenpason okaxeTcst MeHee 3PPEKTUBHBIM MO CPABHEHMIO C NTAHCONPAa30sioM B
KayecTBe CpeacTBa ANs NeYeHns A3BeHHOM 60one3HN xenyaka n CMexHbix 3abonesaHuin,
NMOCKOMbKy B pe3ynbTaTe npegnaraemon mogudukaunmn 6uino 6bl yTpadeHo ogHo U3
MONe3HbIX CBOWCTB COEAMHEHNS!, N3BECTHOMO M3 YPOBHSA TEXHWUKM. PaccmatpuBaemoe
coefMHeHNe He ABNANOCh 04EBMOHBIM, MOCKOMbLKY NOCNE N3y4eHUs BCex 00CTOATENLCTB
cuTyaumm NpomnbHbIA CNeLmanumcT cpeaHen kBanmukaumm Ha MOMEHT NOSIBNEHUS
n306peTeHnsa He oOHapyxun Obl NPMYMH ANs MoaMdMKaunum naHconpasona B Lensx
nonyyeHus pabenpasona.

67. B uenom ocHoBaHus Ansa pelleHns 06 04eBMAHOCTM M306peTeHMI MOXHO CcYMTaTb
A0CTaTOMHO BECOMbIMM B TOM Crlyyae, eCnin COOTBETCTBYIOLLUMM COEQUHEHUSM NPUCYLLN OYEHb
6113Koe CTPYKTYPHOE CXOACTBO, a Takke CxoAHble nonesHble ceoictBa*?. «PelueHne o6
OTKIMOHEHUW 3asiBKM MO NPUYUHE O4EBUAHOCTU M306peTeHns, OCHOBaHHOE Ha CXOACTBE
XMUMUYECKOWN CTPYKTYPbI N (PYHKLMIA paccmMaTpuBaeMbIX COEAUHEHUI, npeanonaraeT Hanmyune
NpVYKUHbI, KOTOpas morna 6bl NObyANTL KBAaNUMUUMPOBAHHOIO NPOGUITLHOrO crneumanmcta
N3roTOBUTb 3asiBIIEHHOE COeANHEHME, PYKOBOACTBYSACH NPEANOSIOKEHNEM O TOM, YTO CXOAHbIE
Mo CBOEN CTPYKTYpe COeAIMHeHNss ByayT MMeTb U cxodHble cBovcTBa»*®. CoeauHeHus,
ABNAOLLMECS roMosioramu (T.e. COeQUHEHWs, OTNnYaroLmnecs apyr ot Apyra Konm4ecTsomM
nocnegoBarternbHO A06aBnseMbIX PYyHKUMOHAIbHBIX XUMUYECKUX rpynm, Hanpuvep —
MeTuneHoBbIX rpynn CH>), Kak NpaBuIio, UMEeKT JOCTaTOMHO CXOA4HOEe CTPOeHWe Ans Toro,
4yToObl NpegnonaraTk, YTO0 UM ByayT NPUCYLLN N CXOOHble CBOWCTBA. BmecTe ¢ Tem cam dakT
TOro, YTO COeMHEHNs ABNAOTCS roMosioramu, He criefyeT aBToMaTuyYecku cumTaTb
A0CTaTO4YHbIM OCHOBaHWEM Ans BblBoAa 06 04eBMAHOCTM M306peTeHUs, MOCKOSbKY
3asaBrieHHOe n306peTeHne N NpeLecTBYOLWMN YPOBEHb TEXHUKM OOIMKHBI pacCMaTpMBaTbLCA
«BO BCeW CBOEeM NOoMHoTe», BKIOYasa BCe Apyrne 3Haunmble obcToaTenscTea, NOMMMO
CTPYKTYPHOrO CXOACTBA CoeaAmHeHnin*. Tak, Hanpumep, Henb3st oxuaaTb, YTO rOMOsor,
CUITbHO OTNMYaroLWmMecs oT Apyrmx roMosrioros No KonNn4yecTBy Aob6aBneHHbIX MYHKLNOHAmNbHbIX
rpynn, 6yayT MMeTb aHarorMyHble cBoicTBa. B pelweHun no geny Mills*® Gbino ykasaHo, 4To
Hanuyve B N3BECTHOM YPOBHE TEXHUKM cBefeHun o Cg-Cio-ankuncynogarax He saBnseTcs
A0CTaTOYHbIM OCHOBaHMEM ANS BbiBOAa 06 04EBMAHOCTM 3asiBIIEHHOrO COeANHEHUS,
asnsatowerocs Ci-ankuncynsgarom.

ErB

68. BniBog 06 OTCYTCTBUA I/1306peTaTeJ'IbCKOFO YPOBHA Y HOBbIX XUMNYECKNX coeilHEHUI Mo
npuy4nHe X CTPYKTYpPHOro cxoactea ¢ U3BECTHbIMU XMMU4YECKNMMUN coeaUHEHUAMN PaBHOCUITEH

2 MPEP §2144.09, I.

43 Cwm. Payne, 606 F.2d 303,313, 203 USPQ 245, 254 (CCPA 1979).
4 MPEP §2144.09, II.

4% Cwm. Mills, 281 F.2d 218, 126 USPQ 513 (CCPA 1960).
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YTBEPXAEHWUIO O HANMYMK Y KBanNnuLMpOBaHHOIO cneunanmcTa 4OCTaTOuHbIX OCHOBaHWUM
npegnonaraTe, YTO N3BECTHOE Y HOBOE CoeanHeHne byayT obnagaTte O4MHAKOBLIMU UMK
MOXOXMMW NOSIE3HbIMU CBOWCTBaMM B KQ4eCTBE CPEACTBA peLleHnst TEXHUYECKON Npobnemel, B
CBS13M C KOTOPOK OHM Obinn paspaboTtaHbl. Takoe npeanonoxeHue oo Obl ONpaBgaHHbLIM B
TOM crniyyae, ecnu 6bl KBannUUMpoBaHHbIA CNeLnanmcT UMen B CBOEM pPacropsiKeHUn
OCHOBaHHYI0 Ha 06LLEAOCTYMNHbIX 3HAHUSAX U MOYEPHYTYHO U3 KaKOro-nmbo KOHKPETHOro
NCTOYHMKA MHGOPMALMIO O TOM, YTO CTPYKTYPHbIE pasnnymsa Mexay paccmaTtpvBaemMbiMm
XMMUYECKUMWN COEAMHEHNSMMN ABMSAOTCA HACTONMBKO HE3HAYUTENbHBIMU, YTO HE ByayT UMETb
OLLYTUMbIX NOCNEACTBUN ANSA TEX UX CBOWCTB, KOTOPblE MOrmn Obl NOBAMATL Ha UX
3(pPEeKTUBHOCTb NPU PELLEHNN YKa3aHHOW TEXHMYECKOM Npobnembl, BCNeacTBME Yero Mm
MOXHO npeHebpeyb (T852/91, cm. Takke T358/04)%.

69. B peweHun T643/96 AnennsumMoHHasa nanara oTMeTuna, YTo KoHuenuus
BrounsocTepmama AeCTBUTENBHO ABNSANACh YacTbo OBLNX 3HAHMI KBANMULIMPOBAHHbIX
NpodUIbHbIX CRELManMCcToB, HO NPU 3TOM yKa3ana Ha Heo6X0AMMOCTb MPOSBNATb
OCTOPOXHOCTb MPU UCMNONb30BaHMM 3TON KOHLIEMLMN B KOHTEKCTE NPUHATUSA peLLeHui
OTHOCUTENBLHO M3obpeTaTenbcKkoro ypoBHs. B cdepe pa3paboTkm nekapcTBEHHbIX CPeACTB
MPUHATO CYUTaTb, YTO B OTCYTCTBUE MNOATBEPXKAEHHOW KOPPEensaumMm Mexay CTPYKTYPHbIMU
OCOBEHHOCTAMM TOr0 UIIN MHOFO COEAMHEHUS N €ro aKTUBHOCTbLIO Ntobasn CTPyKTypHas
MoaMdUKaLuma hapmMakonormyeckm akTMBHOro npenapaTa 3aBe4oMO NosreyeT 3a cobom
HapyLleHne npodunsa papmakosiormieckon akTMBHOCTM Takoro npenapaTta (cMm. T643/96,
T548/91). CkasaHHOEe BEPHO M B Crnyyae ¢ npeanonaraembiM 61Mon3ocTepnamom (KoTopbi
npeacTaesnsieT cobon oanH 13 BapnaHTOB B3aUMOCBA3W MeXay CTPYKTYPOW COEANHEHMS U ero
aKTMBHOCTbIO), €CINN TONbKO peyb HEe MAET O NOATBEPXKAEHHOM crnyyae 6uomsoctepmusama. B
peLieHnn T643/96 Bbino ykazaHo, Y4TO NPU OLEeHKe n3o0bpeTaTenbCKoro YpoBHS NPUMEHUTENBHO
K (hapmakonornyeckmn akTMBHbIM COEAUHEHUAM KITHOYEBOE 3HAYEHNE UMEET He cam hakT
3aMeHbl Kakon-nNnMbo KOHKPETHOM NOACTPYKTYPbl XMMUYECKOrO COeaUHEHUS OPYrON N3BECTHOM
(n30ocTepuyeckon) NOACTPYKTYPON, a hakT HanNnunsa nnm oTCyTCTBUS MHCpopMaLumm o
NOCNeacCTBUAX TaKOW 3aMeHbl Ana Npoduns dapmakonormieckomn akTMBHOCTU KOHKPETHBIX
coefivHeHun (unu ux rpynn) (cMm. Takxke peweHusa T467/94 n T156/95).

70. B pewenun T 989/93 AnennsuMoHHas nanata oTMeTMNa, 4YTo B OTCYTCTBUE
COOTBETCTBYIOLLNX OOLLEeOOCTYMNHbIX 3HAHUN HET BO3MOXHOCTY AenaTb Kakne-nnmbo BbIBOAbI
OTHOCUTENBLHO CBOMCTB TOM UMW MHOWN rPYNMnbl XMMUYECKMX CoegMHEHUI (B paccMaTpnuBaemMom
crnyyae - Npou3BOAHbIX COeAMHEHU HaddTannHa), OCHOBbLIBAsiICb HA N3BECTHbIX CBOMCTBAX
OPYrou rpynnbl XMMUYECKNX COEANHEHNI (B pacCMaTpMBaeMOM crydae — NPOM3BOAHbIX
coeauHeHun 6eHsona).

71. B cBsi3v C BONPOCOM 06 ynyydLleHun CBOWCTB coeanHeHunii*’ AnennsumoHHas nanarta
ykasana, 4to, ecnv TpebyeTtcs, 4tobbl NpoaykT obnagan TemM unu MHbIM KOHKPETHBIM
CBOWCTBOM (B pacCMaTpuBaeMoM criydae — ipko BblpaXXeHHbIM pyHrMumnaHbIM achdekTom) B
pasnunyHbIX YCIOBUAX, NpeanoyTUTenbHOCTb 06bekTa nsobpeteHnsa byaeT 3aaBuceTb OT TOrO,
yny4LlaeTcs N 3TO CBOMCTBO BO BCEX YCITOBUSIX, KOTOPbIE MOTYT BCTPETUTLCS Ha NpakTuKe, N B
YaCTHOCTU B TeX YCIOBUSAX, B KOTOPbIX TaKon NPoayKT 06bIYHO UCNbITLIBAETCA (B
paccmaTpMBaeMoM criyqae — NpUCyTCTBUE BOAbl U CUNbHbIN BeTep) (peweHne T 57/84 (OJ
1987, 53)). Kpome Toro, B peweHun T254/86 (0J1989, 115) oTmeyvanoch, YTo n3obpeTteHue,
NPeAnoYTUTENBbHOCTL KOTOPOro apryMeHTUPYeTCHa 3HaYUTENbHBIM Y HEOXUOAHHBIM
ynyyLleHneM Kakoro-nmbo KOHKPEeTHOro CBONCTBA, He 06A3aTenbHO AOIMKHO MMETb
NpevMyLLIEeCTBO Haf NPOAYyKTaMu, U3BECTHBIMU U3 YPOBHS TEXHWUKU, C TOYKM 3PEHUS APYIrUX
CBOWICTB, UMEIOLLUNX 3HAYEeHNE B KOHTEKCTE ero NPUMEHEHNs!, Npyu TOM YCITOBUK, YTO Takune

46 PeweHunsa AnennsaunoHHon nanatel EBponerickoro nateHTHoro BegomcTaa (8-e usgaxue), 2016 r., yacts 1.D,
9.8.2 («CTpyKTypHOE CXOACTBOY).
47 PeweHunsa AnennsaunoHHon nanatel EBponeiickoro nateHTHoro BegomcTaa (8-e usgaxue), 2016 r., yacts 1.D,

9.13 («Heo6xoaMMOCTb yryyLLEHUS CBOACTBY).
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CBOWCTBA OCTAlOTCS Ha NPUEMIIEMOM YPOBHE, T.€. MONOXUTENbHbIN 3(PMEKT OT JOCTUTHYTOrO
npevMyLLecTBa He NOMHOCTbIO CBOAUTCA Ha HET HeNnpuemreMbiMyM HegocTaTkaMmu B TOM, YTO
KacaeTcsi ApYrMx CBOWCTB, UMW TakuM 06pa3oMm, YTO 3TO KOPEHHbIM 06Pa3OM NMPOTUBOPEUNT
LenecoobpasHOCTM packpbiTUS n3obpeTeHus (CM. Takke pewenne T155/85, 0J1988,87).

72. B peweHun T 38/84 (OJ 1984, 368) AnennaunoHHas nanarta ykasana, 4to HebonbLuoe
KONMYyecTBEHHOE yryyLleHne Npon3BoauTENbHOCTU NpoLecca, UCNonb3yemMoro B
KpynHomMacliTabHoM npou3BoacTee (B AaHHOM Cry4ae — NoBbileHne NPOo3BOANTENBHOCTU Ha
0,5 npoueHTa) npeactaBnseT cobom peleHne 3HaYMMON TEXHUYECKOM NPobeMbl, KOTOPbIM He
cnepyet npeHebperaTtb Npu OLeHke n3obpeTaTenbCKoro YpoBHS 3asiBMEHHOrO peLleHus (CM.
Takke peweHus T 466/88 n T 332/90). B pewennn T 155/85 (0J 1988, 87) AnennsaunoHHas
nanarta Takke OTMeTUNa, YTO Aaxe HebonbLune ynyyleHns NpomM3BOANTENBHOCTU NN OPYrnX
NPOMbILUNEHHbIX XapakTepUCTUK MOTYT TpaHC(OPMMPOBATLCH B BECbMa OLLYTUMbIE
npevMyLlecTBa B Maclutabax KpynHoro npon3BOACTBa, HO MPU 3TOM Takue ynydeHnsa AOMKHbI
ObITb 3HAYMMbIMUM 1 BbIXOAWTb 3a Npeaesbl CTaTUCTUYECKOM NMOrPELLHOCTH, a TakkKe 06blYHbIX
ANA COOTBETCTBYIOLLIEN OTpacnv BapyaLummn, ABNSIOLWNXCA pe3ynbTaToM AeNCTBUSA ApYrnx
GaKkTopOB.

0] U3omepbi, 8 MOM Hucrie 3HaHmMuUoMepbi

73. [pumep, onucaHHbIN B NyHKTax 62 n 63 Bbilwe, Kacancsa n3obpeTeHus, CBA3aHHOIO C
pernovsomMmepamm, KOTOpomy Oblfio 0TKa3aHo B M306peTaTenbCKOM ypOBHE HA OCHOBaHUK
npyHUMNa «04eBUAHOCTM NONbITKUY. B Apyrnx opucankumax Takke BCTpedatTcss npumepsl
CUTyaLuK, CBA3AHHbIX C OLLEHKOM M3006peTaTenbCKoro YpOBHS, B KOTOPbIX 3afBEHHbIE
n306peTeHns OTHOCATCA K U3oMepaMm, BKIoYasa dHaHTMOMeEpPbI. 3oMepbl — 3TO MONeEKynbl C
NOEHTUYHBIMU XMMUYECKUMU DOPMYIIaMu, HO pasHbiM CTPOEHUEM, T.€. C Pa3fiMyHOM
nocnegoBaTenbHOCTbIO MOMEKYNAPHbBIX CBA3EN UNKN PasfnnyHbIM NPOCTPaHCTBEHHbIM
pacnonoxeHvem atomoB. 3omepbl He Bcerga obnagatoT naeHTUYHbIMM cBoncTBaMn. [AByms
OCHOBHbIMW Pa3HOBMAHOCTAMM N30OMEPUN SBNAIOTCA CTPYKTYpHAs nsomepus (oHa xe —
N30Mepusi CTPOEHNS) U CTepeom3omepus (OHa XKe — NPOCTPaHCTBEHHAA N3oMepus).
CTpYyKTYpHblE N30Mepbl — 3TO KaTeropmst UI3SOMEPOB C OAHOW U TOWN e MONEKYNAPHOM
dopmynon, HO pasnMYHbIM NOPSAKOM CBSI3M U OpraHm3auumn atomoB. CTtepeonsomepbl UMET
OLHY M TY € CTPYKTYypY CBSA3EN, HO NPV 3TOM pasfiMyHOE reOMeTpUYECKOe pacnofoXeHne
aTOMOB ¥ PYHKLUMOHAMbHbIX FPYMn B NPOCTPaAHCTBE. OHAHTMOMEPbLI — 3TO OAHAa U3
pa3HOBUOHOCTEWN CTEPEOM3OMEPOB, KOTOPbIE ABMASIOTCA ONTUYECKMMIW aHTUNOAaMun ApYyr Apyra
(npumep — NpaBas 1 neeas NagoHu, KOTopble NPEeACTaBNAT COOON 3epKanbHbIe OTPaXKEHUA
ApYr opyra, pacnonoXeHHble MO pa3Hble CTOPOHbI O4HON 1 TOW e ocu). Kak npaswuno,
9HAHTMOMEPbI UMEKOT OAMHAKOBbIE XMMUYECKME N (hrn3ndecKkne CBOMCTBA, 3@ UCKITHOYEHNEM
CnocobHOCTK BpaLwaTb NIIOCKOCTb NONSApU3aLmm NIIoCKoNoNspmM3oBaHHOro ceeta (+/-) Ha

O MHaKOBYI BENUYMHY Yrna, HO B MPOTUBOMOSOXHbLIX HanpaeneHusx. B pesynbtate
XMMWNYECKOrO CUHTE3a SHAaHTUOMEPHbIX BELLEeCTB 06pa3ytoTca palemMnyeckue cMecu
(pauemartbl), KOTOpble cogepXaT paBHOE KONMYECTBO (+) 1 (-) 3HaHTMOMepoB. Bo MHOrmx
Crny4vasx xapakTep XMMUYeCcKux peakLmi, B KOTOpble BCTynatT pasHoBpaLlaloLLmecs
9HAHTMOMEPbI C APYrMMUN SHAHTUOMEPAMU, SBNAETCHA pa3nuyHbiM. [10CKOMNbKY MHOTMe
Guonornyeckme Monekysnbl ABMSITCA d3HAHTUOMEpPaMU, B MeULMHE HEPEKO BO3HUKALOT
cuUTyauuu, Korga oavH 3HaHTUomep obnagaeT kenaemon apMakonorm4eckon akTMBHOCTLIO, a
APpYron aHaHTMOMep obragaeT el B MeHbLLEN cTeneHu, BoobLe eto He obnagaeT unu gaxe
NPUBOAUT K HeXenaTerbHOMY 3deKTy.

74. OueHka n3obpeTaTenbCKoro ypoBHsi M300peTeHUs, NPeaMETOM KOTOPOro sIBMSIETCA
Kakon-nnbo OAMH KOHKPETHBIN 9HaHTUOMEP (YNCTbIN AHAHTUOMEP), CBOAUTCS K BOMPOCY O TOM,
Ob1110 NN n306peTeHNe Takoro YNCTOro SHAHTMOMEPA OYEBUOHBIM AS1S KBannUMpoBaHHOIo
NPodMbLHOro cneumanucTa ¢ y4eToM U3BECTHOrO YPOBHSA TEXHWUKM, BKINOYaA 00LLEeA0CTYNHbIe
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3HaHUs. B Hmwxecneayowmx NyHKTax NpMBOAMTCS MHopMaums 06 oLeHke n3obpeTaTenbCckoro
YPOBHSI M306pEeTEHMIN, OTHOCSLLUXCS K M30MepaM, B PasfMYHbIX FOPUCOUKLMSIX.

ApeeHmuHa

75. B Tex cnyyasix, koraa uHdopmaums 0 MOreKynsipHON CTPYKTYpe paLeMrMyeckoin cmecu
[AOCTYMNHa N3 U3BECTHOIO YPOBHS TEXHUKW, COEAMHEHUSI-9HAHTMOMEPDI, BXOASILLME B COCTaB
TaKoro pauemara, Takke TepsitoT CBOK HOBU3HY, NOCKOSbKY M3 COOTBETCTBYHOLLIENO 3IeMeHTa
N3BECTHOIO YPOBHS TEXHMKM KBANUMULMPOBAHHLIN NPOMUNbHbIV cneumanict HensbexHo
nony4aeT U MHopmMaLmio 0 MorekynsipHon doopmyne (BHe 3aBUCMMOCTM OT TOro, 3anvcaHa nn
OHa B TpexmepHoMm cdopmaTe). [1oaToMy 3HaHTMOMEpDI U AnacTepeoMepbl Mo OTAENBHOCTU He
ABMSAOTCA NATEHTOCNOCOOHBIMI faxe B TeX Clyyasix, Koraa B 3asiBke onucaHbl pasfnyHble
CBOMCTBA 3HaHTMOMEPOB UMM ANAaCTEPEOMEPOB B pamMKax OAHOW 1 TOM e napbl. Tem He
MeHee MOryT ObITb 3anaTeHTOBaHbl MPOLLECCHI NOSyYeHUs MHAMBUAYaNbHbIX S3HAHTUOMEPOB,
€CIN OHW YO0BMNETBOPSIOT KpUTEPUIO HOBU3HBI, UMEIOT M306peTaTenbCkmnil ypoBEHb M YETKO
onucaHbl B 3asiBKe, a NOMyYeHHbIN B pedynbTaTte UX UCNONb30BaHUs NPOAYKT MOXET ObiTb
BCECTOPOHHE OXapakTepun3oBaH Mpu NOMOLLM CNEKTPOCKOMMYECKUX AaHHbIX*.

Aecmpanus

76. B Tex cnyyasx, Korga M3BECTHO, YTO paLeMuyeckasi CMECb MOXET NPUMEHSITLCS AJ1s
LAOCTUXXEHUS TOW WU MHOW KOHKPETHOW Lienu, a 3ajava 3akiioyaeTcs B CO34aHnn CoeanHeHus,
obnafaroLero TeM e camblM CBOMCTBOM B Gonee sipko BbIpaK€HHOM BMAE UK XKe C
MEHbLLMM YMCIOM NOGOYHbIX 3hEKTOB, BCTAET BOMNPOC O TOM, HE CTAHET N1 O4HUM U3
0O4YeBUIHbIX CMNOCOBOB peLleHnst CTOsILLE 3a4a4mM UCMONb30BaHME Kakoro-nnGo oaHOro u3
MMEIOLLIMXCSA B CMECU M30OMEPOB. B LIenoM MOXHO MCXoanTb U3 TOro, YTO TOT (PaKT, YTO OAMH
“3oMep 3a4acTyto MMeeT Gornee SPKO BbIPpaXKEeHHYI aKTUBHOCTb MO CPaBHEHUIO C APYIUM,
OTHOCUTCS K OGLLEAOCTYNHBIM 3HaHUAM. Ecnu pelueHne o npyMeHeHUn MHANBMAYanbHOro
“3oMepa NEXUT Ha NOBEPXHOCTM, TO OBbIYHbIN NMOPSAOK AENCTBUIA COCTOSN Obl B TOM, YTOGDI
M301MpoBaTh MHAMBMAYaNbHbIA U30MEP U NpOoaHanM3“poBaTh ero akTMBHOCTb. Ecnu
M30MALUS M30Mepa NPOU3BOAMTCS MPW MOMOLLYM CTAHAAPTHLIX MPMEMOB CenapupoBaHust
cMecu, TO MHAMBUAYanbHbIN M30Mep NpeacTaBnseT cobon oueBnaHoe pelleHe. CkaszaHHoe
BEPHO Aaxe B TOM cryyae, ecnv 3apaHee He 6bio N3BECTHO, KaKoW M3 M30MEPOB NPOSIBUT
Gonee SIPKO BbIPaXXEHHY aKTUBHOCTH.

77. PeLlleHns 0 HanMuuM y 3HaHTMOMEpPOB M306peTaTenbCKOro YPOBHS, HANpPOTUB,
MPYHMMAanUCb B TeX Cryvasix, Koraa pasaeneHue pauemaTta He SBNANOoCh 04eBUAHbLIM
pelleHreM, a caM NPOoLecC pasaeneHns Gbin CNoXHbIM U JaBan pesynbTaT NnLb nocre
MHOTOMETHUX YCUNmin®°,

bpasunus

78. B oTHoweHun cTepeonsomepoB B PykoBogCcTBe Mo 3KCNepTU3E NaTEHTHbIX 3asBOK B
obnactu xumumn®! ykasblBaeTCs, YTO NPU HanNU4nM CBeAeHUI 0 NpeaHasHaYeHn CoeanHEHUS,
N3BECTHOIO U3 YPOBHA TEXHUKN, criedyeT UCXOOUTb 13 TOro, YTO YNCTLIN CTepeon3oMep Takoro
coeanHeHusa byoeT nMeTb Takoe Xe npeaHasHadyeHne. Takum obpasom, npeanonaraercs, 4Yto
KBannuunpoBaHHbIA Cneumnannuct B COOTBETCTBYHOLLEN obnacty BygeT uMeTb CTUMy”n Ans

48 PykoBoacTBO MO 3KCNepTU3e NaTeHTOCNOCOBHOCTM 3asiBOK Ha N306pETEHUST B XMMUYECKOW U
dapmaueBTUYECKOM 06racTsax (YyTBEpKOEHO COBMECTHbIMU pe3ontouusammn 118/2012, 546/2012 n 107/2012),
2012r.

49 Cwm., Hanpumep, Apotex Pty Ltd v Sanofi-Aventis [2009] FCAFC 134; Rhone-Poulenc Rorer S.A.’s Application
[1995] APO 50.

50 Alphapharm Pty Ltd v H Lundbeck A/S [2008] FCA 559.

51 PykoBoACTBO MO 3KCNepTU3e NaTeHTHbLIX 3asiBOK (aCMeKThbl, OTHOCALLMECS K KCTMIepTU3e NaTeHTHbIX 3asiBOK B

obnactu xumun), 3.4, INPI, Bpasunus, 2017 r.
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TOro, YToObI NONYYNTb TAKON CTEPEOM3OMEP, C TEM YTOOLI HANTK CTepeon3omMep, Hanbornee
NPUroAHbIN ANA NPOMBILMIEHHOIO UCMOMNb30BaHWSA, BKITKOYasi, HanpuMep, Hanbonee akTUBHYIO
pa3HOBUOHOCTbL COOTBETCTBYHOLLEro ctepeomsomepa. Ty e camyto Noruky cnegyet
NPUMEHSATb U NpU oLeHKe n3obpeTaTenbCKoro ypoBHS KOMNO3numin (MHdopmauuio,
KacaroLyocsa Komnosnuun, cm. B Yyactn G («CodetaHne n cuHepretudecknin agodekT»)
HacTosALero JOKYMeHTa).

@unurnnuHbl

79. PykoBoacTBO, NogrotoBneHHoe BeaomctBom nHTennekTyanbHOM COOCTBEHHOCTH
dununnud (IPOPHL)%2, conepXxuT cneayowuii Npumep, KacatLwnics YNCTbIX SIHaHTUOMEPOB:

N3OBPETEHME: pocTaToyHO 4nCThIN (+) 3HAHTUOMEpP coeanHeHus F u ero
HETOKCWUYHbIE KNCMOTHO-aAaNTMBHBIE COMU, KOTOPblE ABNATCA CENEKTUBHBIMU
NMHrMbuTopamm obpartHoro 3axearta cepoToHnHa (CMO3C) 1 npumMeHsitoTes ans nedeHns
aenpeccun.

M3BECTHbI YPOBEHb TEXHWVKW: pauemuyeckasi cMech coeamHennst F n onucanns
NpMEeMOB, UCNONb3YEMbIX ANSA BblAENEHUS OTAENbHbIX 3HAHTMOMEPOB 13 paLeMaToB.
NHdopmaunsa o CnoXXHOCTY BblAENEHNSt 3HaHTUOMEPOB U NPEACKa3yeMOCTUN X CBOWCTB
oTCyTCTBYET.

KOMMEHTAPWIA: [0CTaTOYHO YNCTLIN (+) SHAHTUOMEpP coeanHeHnst F He MoxeT
cunTaTbCs 0ObIYHBIM OTKPBITUEM, ECIN YPOBEHb TEXHUKM HE COAEPXKMUT MHpopMaLn O
CMNOXHOCTK pa3gerieHnsa COOTBETCTBYIOLLEN paLeMUYeCcKon CMecn, a Takke o
npeAcKkasyeMoCcT! CBOMCTB U30NMPOBaHHbIX Taknm ob6pas3omMm aHaHTMoMepoB. [ns Toro,
4yTOObI fOKa3aTb HanMyne y Takoro aHaHTUoOMepa n3obpeTaTenbCKoro YpoBHS,
Heo6xo4nMO NPOAEMOHCTPMPOBAThL, YTO NOBbILWEHNE 3hPEKTUBHOCTM NpenapaTa B
pes3ynbTaTe U3onaumMm aHaHTMoMepa SBnseTca HeoXnaaHHbIM. B paccmaTtprBaeMom
cnyvae, korga neyebHble CBONCTBaA coeanHeHnss F 00bACHATCS AeNCTBUEM
NpuCyTCTBYIOLLIEro B pauemarte (+) aHaHTMoOMepa, a hapMakonornyeckas akTMBHOCTb
N30MNMpPOBaHHOrO (+) 3HaHTMOMEpa BABOE MNpeBbILLAeT COOTBETCTBYIOLLMIA NOKasaTerb
ONA paueMmnyeckon cMmecu, noBbileHne 3PEKTUBHOCTM NpenapaTa He MOXeT ObiTb
CMPOrHO3MpoOBaHO KBaNMOUUMPOBaHHbIM CNELMannCTOM B COOTBETCTBYIOLLEN OTpaCM.
HakoHeu, kBannuumMpoBaHHbIN cneumannct He oGHapyxun 6bl B UI3BECTHOM YPOBHE
TEXHUKN NPUYMH ANns Toro, YTobbl 000CHOBAHHO paccuyMTbiBaTb Ha YCMELHbIN pe3ynbTaT
3KCMepMMeHTa Mo pasgeneHnto paueMmnyeckon cmecun F Ha otaernbHble dHaHTUOMEphI, a
CMNOXHOCTKM B npoLecce ee pasgeneHunsa nodbyamnm bl ero k paspaboTtke gpyrux
COEAVHEHUIN NN K NEPEKITIOYEHMIO BHUMAHWS Ha ApYyrue BUAbl UHTEPECYOLMX ero
nccrnegoBaHun.

Pecnybrnuka Kopes

80. B PykoBoacTse no naTeHTHoW akcnepTunse KIPO®® yka3biBaeTCsl, YTO, €CNN U3BECTHbIN
YPOBEHb TEXHUKM HE COAEPXKMT NOAPOOHBLIX CBEAEHUA O TOM UM MHOM SHaHTUOMEpPE, TO NpwU
OLEHKE ero n3obpeTaTernbCkoro YPOBHS YYMTLIBAETCH HanNMume y Hero Takmx XMMUYecKnx m
PM3NYECKNX CBOMCTB, KOTOPbIE NO3BONUNN Bbl JOOUTLCS BblaOLWErocs pedynbraTta no
CPaBHEHMIO C U3BECTHOW M3 YPOBHSI TEXHUKM paLeMMUYECKOM CMECHIO (pauemaTom).

81. Ecnu n3BecTHbIN ypOBEHb TEXHUKM HE COOEPXUT NOAPOOHLIX cBEAEHUN 00
NCNoNb30BaHWM TOrO UM MHOTO SHAHTUOMEpPA, TO NPU OLEHKe ero n3obpeTaTenbCKOro ypoBHS

52 MepecmoTpeHHoe PykoBOACTBO MO 3KCMepTU3e 3asBOK Ha hapMaLeBTUYECKUE M300PETEHMS, CBSAI3AHHbIE C
n3BeCTHbIMY BelllecTBamu, pasgen 9 (aHsapb 2018 r.), npumep 12, IPOPHIL.
58 PykoBoacTBO No maTteHTHOW akcnepTuae, YacTb X, rnaea 5, 2.3, KIPO.
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YYUTbIBAETCS HamnM4ume y Hero Takmx XMMUYecKkMx U onu3n4eckmnx CBOMCTB, KOTOPbIe NO3BONMM
Obl [OBUTLCA BblgaloLwerocs pesyrbTaTta No CPaBHEHUIO C U3BECTHBLIM U3 YPOBHSI TEXHUKM
paLemMaTom.

PelueHne BepxoBHoro cyaa®, noateepxaatollee Hanmune n3obpeTtaTernbCkoro ypoBHs

O6wwen3BecTHO, YTO B 06N1aCTn XMMUN NPU PacKpbITUM COCTaBa pauemara B HeM
NpUCyTCTBYET onpeaerieHHOe YNCIO SHaHTUOMEPOB B 3aBUCMMOCTU OT KonmnyecTsa
aCMMMETPUYECKNX aTOMOB yrnepoaa (XxvpanbHblv LeHTp). oaTomy n3obpeteHue,
CBSI3aHHOE C UCMNOSIb30BaHNEM KOHKPETHbIX 9HAHTUOMEPOB, MOXET ObITb 3aNaTEHTOBAHO
nuWb Npu cobntogeHun cnegyowmx yenosui: (i) nyénukauum unm gpyrne NCTOMHUKN,
OTHOCSLLMECS K YPOBHIO TEXHWUKM, KOTOPbIE PACKPbIBAKOT CBEAEeHNSA 06 MCMOoSb30BaHNN
pauemaTa, He cogepxaT nogpobHon nHdopmaumm o6 Mcnonb3oBaHUK
COOTBETCTBYIOLLIErO N30NMPOBAHHOIO 3HaHTUOMepa; U (ii) B Cuiy CBOMX KOHKPETHbIX
PU3NKO-XMMUYECKNX CBONCTB SHAHTMOMEp NMo3BonseT 4obUTbCS pesynbTaTa,
oTnuyaroLerocs ot pesynbTarta, 4OCTUraemMoro npu UCnosnb3oBaHUM palemMaTta, B
Ka4yeCTBEHHOM MM KONMMYECTBEHHOM OTHOLEeHMW. Ecnun ncnonb3oBaHne aHaHTMOMEpa
no3sosnisieT 4OOGUTLCA HECKONMBKNX PasnnyHbIX pe3ynbTaToB, TO Npy peLleHmmn Bornpoca o6
YHUKaNbHOCTM KaKoro-nnmbo KOHKpEeTHOro pesyrbTaTta He 06a3aTenbHo, YTobbl BCe
pe3ynbTaTbl, AOCTUrHYTbIE NPY NOMOLLM UCMOMb30BaHMSA N30IMPOBAHHOIO SHaHTUOMeEpPaA,
OTNUYanncb OT pPe3ynbTaToB, AOCTUrHYTbLIX NPY MOMOLLU UCNONb30BaHWS paHee
N3BeCTHOro pauemara. [JocTtaTo4yHO, YTOObl HEKOTOPbIE U3 pe3ynbTaToB UCMOSb30BaHNSA
3HaHTMOMEpa OTNNYanMCcb OT pe3ynbTaToB UCNONb30BaHNS paHeEe N3BECTHOrO
pauemaTta. Pasnuuns B pesynbTaTax LOMKHbI NMPU3HaBaTbLCA AaXe B TOM Cry4vae, ecnuv
KBanmpuunmpoBaHHOMY NPOUIbHOMY CreumanucTy, BO3MOXHO, yaacTcs 4obutbcs Toro
)Ke camoro pesyrnbTaTta nyTeM NOBTOPEHUS KaKoro-nmbo NpoCcToro akcrnepumenTta. [axe
ecnu obLen3BecTHO, YTO OAMH U3 3HAHTMOMEPOB B Nape, Kak npasuno, obnagaet 6onee
SIPKO BblpaXkeHHOM hapMaKoforM4eckom akTMBHOCTLIO MO CPaBHEHMIO C
COOTBETCTBYIOLMM pauemMaTom Unu gpyrum 3HaHTMOMEPOM, HEBO3MOXHO 3apaHee
paccunTbiBaTb Ha TO, YTO S-3HAHTUOMEP, YNOMSIHYTbIN B NyHKTE 6 (hopMyrbl
3asiBIIEHHOro n3obpeTteHus, byaet obnagate 6Gonee cunbHOM hapmMakoiorMieckomn
aKTMBHOCTbIO, HEXENW COOTBETCTBYHOLLMIA pauemMart unm R-aHaHTMOMEp U3 TOM e napebl,
ynoMuHaembIn B nyonukaumnsax. Moatomy BO3MOXHO, Y4TO KBannuLmMpoBaHHOMY
npodunbHOMY cneunanucTy 6bino 6bl Henerko pacno3HaTb NOTEHLMaNbHYO
hapmaKkonorm4eckyto akTMBHOCTb 3HAHTUOMEpPA, YNOMSHYTOrO B NyHKTE 6 3aABEHHOro
n3obpeTeHunsl, Ha OCHOBaHMM OBLLLEAOCTYMNHbBIX 3HAHWUI, KOTOPbIE UMENUCL B €ro
pacrnopsPKeHUN Ha MOMEHT Nnogayn NaTEHTHON 3asiBKW, a Takke CBEAEHMI O MPUMEHEHUN
B MeAMLUMHE YKa3aHHOro Bbllle pauemarta, B KOTOPOM [Ba d3HAHTMOMepa NpUCYTCTBYIOT B
HepasgeneHHoM Buae.

CoeduHeHHoe Kopornescmeo

82. B PykoBoacTBe Mo 3KCrMepTu3e NaTeHTHbIX 3asiBOK B 0611acTi XMmMum®®, onyorvMkoBaHHOM
UKIPO, ykasbiBaeTcs, 4TO B 60MNbLUNMHCTBE CryvyaeB Hanvyne B YpOBHE TEXHUKN CBEAEHUI O
pauemarte onpegenset 04eBUAHOCTb OTAENbHbIX 3HAHTUOMEPOB, BXOASLLUX B €r0 COCTaB.
WcknoyeHrem 13 aToro npasuna ABASTCA CUTyauuu, CBA3aHHbIE C HAaNMYneM «TEXHUYECKOro
NpenaTCTBMSAY», BKITKOYas, Hanpumep, CNOXHOCTb NONyYeHUs SHaHTUomepa rnpu NoMoLLm
CTaHAapTHbIX NPUEMOB pasfeneHus/cenappoBaHns paulemara, XoTs uenecoobpasHocTb
Takoro pasgeneHus/cenapnpoBaHUs U He Bbl3biBAaE€T COMHEHWI (CM. peLleHune no aeny
Generics (UK) Limited v H Lundbeck A/S). Takon nogxog 6bin NoATBEPXKOEH B pELLEHUM NO
aeny Novartis AG v Generics (UK) Limited, B KoTopom ObI1 caenaH BbIBOA4 O TOM, YTO rpynna

54 CwM. peluerne 2002HU1935 BepxosHoro cyaa, 23 oktab6ps 2003 r.
55 PykoBoacTBO Mo akcnepTuse naTeHTHbIX 3asiBOK Ha 306peTeHns B 06nactu xummum (06HOBMNEHO B MIOHE
2017 r.), nyHkT 55, UKIPO.
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KBanmuumnpoBaHHbIX cneumanucToB codna bbl pasgeneHune palemarta cTaHgapTHOM 3afaden.
B aTom peweHun cyabs KntueH ykasan cnegyroulee: «Ipynna kBannuumnpoBaHHbIX
crneymanucToB nocynTana 6bl, YTO pasgeneHue pauemarta Morno 6bl NPUHECTU onpeaeneHHble
npaKkTUYeckne Bbirodbl M OTHECNach Obl K TAKOMY pasferneHunto Kak Kk cTaHaapTHOW 3agadex»®®,

83. BuiwenpuseaeHHoe pelenne (Novartis AG v Generics (UK)) Takke npeacrtaesnsieT cobomn
NPUMeEpP PELLEHNs, OCHOBAHHOIO Ha MPUHLINMNE «O4EBUOHOCTM MOMbLITKNY, KOTOPOEe ObINIo
NPUHATO B OTHOLLIEHMWN N300peTeHns B hapmaueBTudeckon otpacnu®’. OHo Kacanocb
npumMmeHeHus (-) sHaHTuomepa N-atun-3-[(1-aumeTnnammHo)atun]-N-metundeHun-kapbamaTta
B neyeHun 6onesum Anburenvepa. CooteTcTByloWwWMi pauemart (RA7) 6bin BKNOYEH B
nepevyeHb COEANHEHNIA, NpeasiaraBLLMXCS K MPUMEHEHUIO ANA neveHnst bonesHn Anburenmepa
B OBYX NMpeaLlecTByoWmnx nydnukaunax. B gaHHOM cBsA3mM He06xoaMmo 6bino BbIHECTH
CyXOEeHwue no crneayLmMm Bonpocam: O4eBUAHOCTb Bblbopa coegmHeHnss RA7 n3 coeanHeHun,
N3BECTHbIX U3 YPOBHS TEXHUKK, AN AanbHenwen paboTbl C HAM; OYEBMAHOCTb pasgeneHuns
pauemMara nocrne Toro, kak 3To coeamHeHne Obino BbIOpaHo; W, HAaKOHeL, 04eBMAHOCTb
NCcnonb3oBaHug (-) 3HaHTMOMeEpa B KavyecTBe hapMaLeBTUYECKOro npenapara ass neyvyeHuns
6onesHn Anburerimepa. B cBA3n ¢ aTum cyabs ®nong ykaszan Ha OTCYTCTBUE NMPU3HAKOB
n306peTeHns B peLleHmn 0 pasgeneHun pauemarta RA7 1 nCnbiTaHMUSX NOMyYEHHbIX B
pe3ynbTaTe 3TOro 3HAaHTMOMEPOB C LieNblo onpeaenuTb, NPUCYLLM NN UM Kakme-nnbo
OOCTOMHCTBA M HEAOCTaTKN, a TakKe Ha KOHLenTyarnbHYy O4eBUAHOCTb UCMOMNb30BaHMWS
dhapMaLEeBTUYECKON KOMMO3NLMK, BKINOYatoLLEN B ceba COOTBETCTBYHOLMUN (-) SHAHTUOMEP,
Onsi neyeHus 6onesHn Anburermepa, u ¢ y4eTOM BbiLlECKA3aHHOIO NOCTAHOBWI, YTO
paccmaTpuBaeMbI NATEHT ABNAETCA HegencTBUTeNbHbIM. PelleHne cyaa nepBon MHCTaHLUUK
ObIno ob6xanoBaHo B anennsUMoHHOM nopsiake. YTBEPXKAAnoch, YTO B KOHTEKCTE OLEHKN
N306peTeHns Ha NpegMeT «O4EBUOHOCTM MOMbITKM» HE Oblf pacCMOTPEH BOMPOC O TOM, Morna
nv rpynna KeannuumpoBaHHbIX CneunanmcTtoB 000CHOBAHHO PacCyYnTbIBaTb HAa yCreLHoe
npumeHeHune (-) aHaHTMoOMepa B fnieveHmn 6onesHn Anburenmepa. YTBepXaanochb Takke, YTo
npoBepkKa Ha NpeaMeT «04eBMAHOCTM NOMbITKM» B 4AHHOM crnyyae Obina HeyMecTHa,
MOCKOMbKy ee cregyeT NpoBoAUTb NKLWb B TEX Criydasx, korga bonee unm meHee siCHO, 4YTo
npuMeHeHne obbekTa UCNbITaHUN JOMKHO AaTb YCNEeLwWwHbI pesynbtat. TeM He MeHee
AnennaumMoHHbIN cya nocyuTarn, Y4To noaxod cyabu dnonga cooTBETCTBOBAS MNPUHLMNAM,
N3noXxeHHbIM B peweHnn Medimmune v Novartis, n OTKNOHUIT anennsumio.

CoeduHeHHnble LLImambi AMepuku

84. Kak npaBuno, coeavHeHns, ABMSAOLMECS NO3ULIMOHHBIMI U30MEPaMU, UMEIOT
[AOCTaTOYHO GNnN3KOe CTPYKTYPHOE CXOACTBO AJ1si TOrO, YTOObI Npeanonaratb, YTO UM Takke
NpUCyLLM cXodHble CBOMCTBA. BmecTe ¢ TeM U30MepbI, UMEIOLLME OAHY U TY Ke 3MMUPUYECKYHO
dopmyny, HO pasHyto CTPYKTYpY, He 06si3aTeNbHO paccMaTpUBaOTCS KBanNMULMpOBaHHbIMU
XMMVKaMU B Ka4eCTBE aHaroros, BCNEACTBME Yero He BCeraa MoXHO roBOpUTb O TOM, YTO MO
CBOWCTBaM OAHOrO M3 TakMX N30MepPOB MOXHO CYyAUTb O CBOWCTBax Apyroro®. B pelueHun no
Aeny Mowry®® cyn ykasan, 4To 3asiBfieHHOEe COeAUHEHNE LIMKITOreKCUNCTUPON He ABNSeTcs
[A0Ka3aHHO OY€BUAHLIM MO CPABHEHUIO C M3BECTHLIM U3 YPOBHS TEXHWUKU COEANHEHNEM
nsorekcunctmpon. Kak v B crnyyae ¢ romonoramu, oLeHka 0O4eBUAHOCT U30OMEPOB, MMEIOLLMNX
6nn3Koe CTPYKTYPHOE CXOACTBO C COeANHEHMSIMU, U3BECTHLIMU U3 YPOBHST TEXHUKM, OOIKHA
NMPOBOAMUTLCS C Y4ETOM BCEX MPOYMX pPerieBaHTHbIX (DAaKTOPOB.

56 MHeHnue cyaobm KntyeHa B peweHun no geny Novartis AG v Generics (UK) Limited (t/a Mylan) [2012] EWCA
Civ 1623.
57 PykoBoACTBO MO 3KCMEPTU3E NATEHTHbIX 3asBOK HA M306peTeHNs B 06nacT Xummmn (0GHOBMNEHO B UOHE

2017 r.), nyHkTbl 63 1 64, UKIPO. CMm. yacTtb D HacTosero gokymeHTta («O4eBMAHOCTb NOMbITKM —
OXMAAHUS YCMEeLHOro pesynbTaTay).

58 MPEP §2144.09, 1.

59 Heno Mowry, 91 USPQ 219 (Bd. App. 1950).
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85. OaHVMM 13 N3BECTHbIX KpUTEPUEB, OAIOLLNX BO3MOXHOCTb NOATBEPAUTL BbIBOA 06
04YEBUOHOCTM M300pETEHMS, ABNSETCA KPUTEPUIN «OHYEBMAHOCTUN NOMNbITKUY» (CM. YacTb D
HacTosLwero JokyMmeHTa). B MPEP npuBogutca npumep, CBA3aHHLIN C NpoBeeHMeM aHanusaa
Ha «04eBMAHOCTb MOMbITKM» B OTHOLLUEHMX NpaBoBpaLlaloLLEero nsomepa, BbigefeHHOro 13
pauemata®®. B gene Sanofi-Synthelabo v. Apotex, Inc., 550 F.3d 1075,89 USPQ2d 1370 (Fed.
Cir. 2008) 3asBneHHbIM COeAMHEHNEM ABMANCS KNONMAOrper, KOTopbIn NnpeacrasnseT cobomn
npasoBpaLlatoLmm nsomep metun-anoda-5(4,5,6,7-tetparnapo(3,2-c)nnpuanH)(2-
xnopodeHun)-auetata. Knonugorpen asnseTca NpoTMBOTPOMOO3HbLIM NpenapaToMm, KOTOpbI
npUMeHseTcs B Lensx NpounakTuku MHapKToB U MHCYNbTOB. Pauemart, unm cmecb
npaeoBpaLyaoLLero n nesospawlatowiero (D- and L-) nsomepoB coegmHeHust, Obin1 M3BECTEH U3
YPOBHSA TexHWKU. PasgeneHue pauemara Ha ABa MHAMBMAYalbHLIX M30Mepa paHee He
NpoBOAMUIIOCh, N, XOTS1 CMeCb Oblnia n3BecTHa CBOUMU NPOTMBOTPOMBO3HLIMU CBONCTBAMM,
cTeneHb BO3OENCTBUS KaXXO0ro U3 MHAMBMAYANbHbBIX N30MEPOB HA OTMEYEHHbIE CBOMCTBA
pauemaTta He Oblnia n3BecTHa unu npeackasyema.

86. B xoae cynebHbIX crylwaHuin akcnepThl, NpeAcTaBnaolwme 06e CTOPOoHbI, 3asBUU, YTO Y
NPOUIbHbLIX CNeLManncToB cpeaHen kBanudukaumm He bbino 66l BO3MOXHOCTY 3apaHee
npegckasaTtb pasnuunda B cteneHn hapmMakonormyeckom akTMBHOCTM M TOKCUYHOCTM KaXKaoro m3
paccMaTpMBaeMblX U3OMEPOB. JKCMEPThbl C 0OENX CTOPOH TaKKe COrnacurnmch ¢ TeM, 4YTO
n3omep ¢ 6onee BbICOKOW CTEMNEHbI0 hapMaKkonormieckom akTUBHOCTU, MO BCEN BEPOSTHOCTH,
nmen 6bl 1 6ornee BbICOKYH TOKCMYHOCTb. OHM Takke Cornacunmcb ¢ TeM, YTO HA MOMEHT
nosiBfieHNsa N3o0bpeTeHnst pasgeneHne n3omMepor GbINo TpyaHow 3agaden. BmecTe ¢ Tem,
Korga naTeHTooGnagaTento HakoHeU-TO yaanoch pa3genuTb pauemMaT Ha N3oMepbl, OH
oBHapyus, YTO OHM obnagatT «pefKkuM KavyecTBOM abCONOTHOM CTEPEOCENEKTUBHOCTMY,
korga D-nsomepy Obinv NpucyLLm NpakTUYeCcKn BCe NoNoXnTENbHbIE (hapMakonornyeckue
CBOWNCTBA, HO NPV 3TOM OH ObIn NOYTM HE TOKCUYEH, Toraa Kak Yy L-m3omepa He Gbino HUKakomn
dhapMakonorm4eckomn akTMBHOCTU, XOTS1 HA HEro U NPUXOAMNACch NOYTM BCS TOKCUYHOCTb. Ha
OCHOBAaHWM 3TOM MHPOPMALIMM OKPY>KHOW CyA MPULLIEN K BbIBOAY O TOM, YTO OTBETYUK HE
npegocTaBun YETKUX U yoeauTenbHbIX JOKa3aTeNbCTB HEAENCTBUTENBHOCTM NaTeHTa No
NpUYNHE 04EBMAHOCTM M30bpeTeHns. deaepanbHbl anennsaunMoHHbIN Cya cornacuncs ¢
BbIBOJ4AMW OKPYXXHOro cyaa.

87. Ewe ogHUM aprymeHTOM B nosib3y BbiBoga 06 04EBMAHOCTM M306peTeHns aBnseTcs
cuTyaums, Npy KOTOPOKW peyb naeT O «NPOCTON 3aMeHe OLHOro M3BECTHOro anemMeHTa Apyruv B
Lensax nonyvyeHus npeackasyemoro pesynbtata» (CM. obcyxaeHue CTPYKTYPHOro CXO4CTBa
3a4BIIEHHOIO COEANHEHNS C COeANHEHNEM, U3BECTHLIM U3 YPOBHA TEXHUKK, B YacTn E
HaCcToSALWEero JOKYMEHTa); B Ka4yecTBe npuMmepa NpuMeHeHus ykasaHHoro npvHumna 8 MPEP
npusoauTcs peleHne no aeny Aventis Pharma Deutschland v. Lupin Ltd., koTopoe kacaeTcs
n3onauMmM HANBMAYarbHOIro cTepeon3omMepa 13 pauemara.

88. B pene Aventis Pharma Deutschland v. Lupin Ltd., 499 F.3d 1293,84 USPQ2d 1197
(Fed. Cir. 2007), dopmyna nsobpeTteHus oTHocunach K 5(S)-ctepeonsomepy
aHTUrMNEePTEH3MBHOIO NpenapaTta pamunpui B CTEPEOXMMUYECKM YNCTOM hOpMeE, a TaKke K
KOMMNO3numMaM 1 meTogukam, npegnonaratowmm ncnonb3osanHme 5(S)-pamunpuna. 5(S)-
cTepeonsomep — 3T0 U30Mep, B KOTOPOM BCE MATb CTEPEOLEHTPOB MOSEKYbI pamunpuna
NPUCYTCTBYIOT B KOH(Urypaumm S, a He B KoHdurypauum R. Cmecb pasnmyHbIxX
CTEpPeonN30MepOoB, BKkoyasa 5(S)-pamunpun, Obina n3sectHa 13 ypoBHsl TexHuk. Cyay
Heo6xoanmo 6bINo pewnTs BOMPOC O TOM, Bbina nm 04eBMAHON LenecoobpasHoCTb
NCNONb30BaHWs M30IMPOBAHHOIO MHAMBMAYAIbHOIO CTepeon3oMepa BMECTO U3BECTHON CMeCH
CTEepeon3oMepoB.

89. W3 ypoBHSI TEXHUKM ObINO M3BECTHO, YTO HANM4Yne HECKOSbKMX S-CTEPEeOoLIEHTPOB B
neKapCTBEHHbIX CPEACTBAaX, CXOAHbIX C paMUMPUIOM, accouumnpyeTcsi ¢ 6onee BbICOKON

60 Cm. MPEP 82143, |, E, npumep 7.
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dhapmakonorn4eckon akTMBHOCTbLIO. Tak, Hanpumep, Korga Bce CTepPeOoLEHTPbl CXOAHOMo No
CTPYKTYpe npenapara aHananpun npucyTcTBoBanu B monekysne B S-gopme (SSS-aHananpun)
Mo CpaBHEHUIO NULLb C ABYMSA cTepeoLeHTpamu B S-cpopMe (SSR-aHananpun),
dhapmakonormyeckas akTMBHOCTb npenapaTta yeenuuueanack B 700 pa3. Kpome Toro, Obinu
OCHOBaHM1g nosaratb, YTO ANd pasgerieHns pasnyHbiX CTEPEeoM30MepoB pamunpuna MoryT
ObITb MCNONb30BaHbl CTaH4APTHLIE METOAbI.

90. [lo MHEeHUIO OKPYXXHOrO cyaa, B YPOBHE TEXHUKM OTCYTCTBOBANWU YeTKkMe ykasaHus Ha
uenecoobpasHocTb nsonsaumm 5(S)-pamunpuna. OagHako PenepanbHbI anennauMoHHbIN Ccya
He cornacuncs ¢ ero JoOBoAaMu 1 NPUHSAN pelleHre 06 o4eBnaHoOCTN hopMyrbl M306peTeHus.
®epnepanbHbIn anennsauMOoHHbIV Cya BbICTYNWM C NpefoCcTepPeXeHneM, ykasas, Yto TpeboBaHue
B OTHOLLUEHMUN HEOBXOOUMOCTU HaANNYMSA B YPOBHE TEXHUKN YETKUX YKas3aHUM Ha
uenecoobpasHoCcTb n3onsaumm 5(S)-pamunpuna npoTMBOPEYUT pelueHunto BepxosHoro cyaa no
peny KSR. Cypg Tarke ncxogun ns obLienpmsaHaHHOro NpuHUuna, cornacHo KOTopomy B
crny4yae ¢ naTeHTamy B 0611aCT XMMUKN CTPYKTYPHOE CXOACTBO MOXET CIYXXUTb AOCTATOYHbIM
OCHOBaHMeM 115 NONbITOK MoaudUKaLnmn coeAnHEHN, N3BECTHBIX N3 YPOBHS TEXHUKMU.
depnepanbHbIn anennauMOoHHbIV Cya, pacCMOTPEN BOMPOC O TOM, Kakoh MMEHHO 06beM
WHdOpMaLMN N3 YPOBHSA TEXHUKM MOXHO CYMTaTb AOCTATOYHbIM B CUTYyaLMsX, KOrga B HEM
OTCYTCTBYIOT YETKME yKa3aHUs Ha LienecoobpasHOCTb TEX UMK UHbIX AeNCTBUIA pa3paboTynka,
N pasbACHUIT, YTO B AAHHOW CBA3M MOXET XBaTUTb OCHOBAHHOMO Ha YPOBHE TEXHWUKM pacdeTa
Ha TO, YTO CBOMCTBA MOANMULMPOBAHHOIO coegnHeHNst ByayT aHanorMyHbl CBOMCTBaM
CcoeQMHEeHNA-NPOTOTMNA, AaxXe 6e3 YeTKUX yKa3aHui Ha TO, YTO HOBOEe coeauHeHne ByaeT
UMETb Te UNN MHble NOJSIe3HblE KayecTBa.

91. B peweHuu no ewe ogHomy aeny®t, ccobinka Ha koTopoe npueoanTcs B MPEP, cyn cuen
3asiBrieHHOE M300peTeHme Heo4YEBMOHbBIM, NMOCKOSIbKY, HECMOTPS Ha CTPYKTYPHOE CXOOCTBO
COOTBETCTBYIOLLNX M3OMEPOB, Y KBANMUUMPOBAHHOIO NPOMUNBHOro cneunanucra He 6bino
Obl CTUMYNOB 4518 TOro, Y4Tobbl BbIOpaTh MMEHHO €ro B Ka4ecTBe CoOeANHEHMA-NPOTOTUNa ANs
uenen mogudukaumnn.

92. Peu4b B AaHHOM cry4yae LWa o papMaueBTMYECKOM NpenapaTte «pu3egpoHaT».
PusegpoHaT BxoauT B knacc 6ucdochoHaToB — COeANHEHNI, KOTOPbIE ABNSAIOTCS
WMHrMBMTOpPamMm KOCTHOM pesopbunn. Korga nateHToobnagartens Bo30yaun NpoTMB OTBETYMKA
cynebHbIn UCK, OOBMHMB €ro B HapyLLEeHUN NaTeHTa, OTBETYMK apryMeHTUpoBan CBOK NO3NLUI0
TEeM, YTO COOTBETCTBYIOLLUNA NATEHT ABMSAETCH HeAeNCTBUTENBHBLIM MO MPUYNHE OYEBUOHOCTH
n306peTeHns No CpaBHEHNIO C APYTMM NAaTEHTOM, KOTOPbLIN Bbl NOMyYeH
nateHtoobnagarenem paHee. llaTeHT, N3BECTHbIN U3 YPOBHS TEXHUKK, HE codepKan
YNOMUHaHUA 0 pudegpoHaTe, HO oxBaTbiBan 36 OPYrux NOXoXMUX COeANHEHUI, KOTopble,
BO3MOXHO, ObININ NPUrogHbl AN NeYeHnsa ocTeonoposa, BKyasa coegnHeHme 2-pyr EHDP.
Mo yTBEPXKOEHUIO OTBETUMKA, M30OpPETEHNE ABNANOCH OYEBMOHBIM MO NPUYMHE CTPYKTYPHOTO
CXOACTBa 3asiBIIEHHOro coeuHeHus ¢ coeanHeHvem 2-pyr EHDP, koTopoe saBnseTtcs
NO3MUMOHHBLIM N30MEPOM pU3egpoHaTa.

93. C y4yeTOM HenpeackasyemocTu, NPUCYLLE XUMUN KaK HayKe, OKPYXXHOW Cya He
0BHapyXun NpuUYrH, KOTopble Mornu 6bl NOBYANTL KBaNMMULMPOBAHHOIO creuManucTa
BblOpaTb coeanHeHune 2-pyr EHDP B kayecTBe coeMHEeHNa-NpoToTUNa, a Takke
MoAMdUUMpoBaTh €ro B Liensix nonyyYyeHns pusegpoHarta. Kpome Toro, Hanvuo 6binu
HeoXunaaHHble pe3yrnbTaThl B TOM, YTO KacaeTcsl dpapmMakorormyeckom akTMBHOCTU U
TOKCUYHOCTU. VIcxoasa u3 3aToro, OKPY>KHOW CyA, NpULLIEST K BbIBOAY O TOM, YTO OTBETHYUK He
npeacTaBuIl 4OCTATOYHbIX JOKa3aTenbCTB CBOEN No3numMmn, 1 Aaxe B TOM criyyae, ecnu bbl
Takve gokasartenbcTsa bblnn npeacTasrieHbl, OHU Obiny Bbl ONPOBEPrHYTHI HANNYUEM
HeoXnaaHHbIX pe3ynbtatoB. deaeparnbHbIi anennAUunMOHHBIN CyA NOATBEPAUN peLleHne
OKpY)XHOro cyaa. ®PefepanbHbI anennsauMoHHbIA Cya ykasan, Y4To Ans Toro, 4Tobbl

61 Procter & Gamble Co. v. Teva Pharm. USA,Inc., 566 F.3d 989, 90 USPQ2d 1947 (Fed. Cir. 2009).
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coeguHeHune 2-pyr EHDP 6bino couTeHO NepcneKkTMBHbIM COEANHEHNEM-NPOTOTUMOM,
HeobXxoAnMbI BbINIM NPUYKHBI, KOTOPblE MOrnK 6bl NOOYAUTL paspaboTymka UCMNob30BaTb €ro
ANA NoNyYeHnsa pusegpoHarta, a Takke pasdyMHble OCHOBaHUSA pacCYMTbiBaTb NpU 3TOM Ha
yCneLwHbI pesynbTat. B gaHHOM crny4vae He BbINo HUKaKUX NOATBEPXOEHUI TOrO, YTO
Heobxoaumble moaudrkauumn 6yayT ctaHOapTHBIMW, BCAEACTBME Yero pa3yMHble OCHOBaHUS
paccunTbiBaTb Ha YCNELLHbIN pe3ynbTaT Takke OTCYTCTBOBarMW.

(i)  CroxHble aghupkl, conu, aMUuHOKcUOb! U pocmbie 3¢huphbl

94. B TOM crniy4ae, ecrnivm HOBbIMW XMMUYECKUMWN COeaNHEHUSIMW SBMISILOTCS, HAanpyumMep, Conu,
aMMHOKCMAbI, @ TaKKe CIOXHbIE UMW NPOCTbie 3hMPbl, U3 YPOBHSI TEXHUKN MOTYT ObITb
N3BECTHbI ApYyrMe coeanHeHusl, CXOAHbIe C HUMW MO CBOEMY CTPOEHMIO Y UMEIOLLIME TaKYHo XKe
6a30BYI0 CTPYKTYPY, PYHKUMOHAMNbHYO rpynny 1 T.4. B HEKOTOPbLIX NHCTPYKTUBHO-
MeToANYECKUX OOKYMEHTaXxX M cyaebHbIX pelleHnsiX coaepaTcs pyKoBoAsLME NPUHLMMbI
OLIEHKM N306peTaTenbCkoro YpoBHS M306peTeHuin, hopMyna KOTOpbIX BKIoYaeT B cebs aTn
KaTeropum coeguHeHuin.

Ape2eHmuHa

95. HoBble COnM M3BECTHbIX aKTUBHbIX COEANHEHWI, CIOXHblE 3UPbl U3BECTHLIX CMIMPTOB U
Apyrve Npou3BoaHble N3BECTHbIX COeANHEHWIA (BKMoYas, Hanpumep, aMuabl U KOMMIEeKChl)
NPUPaBHMBAIOTCA K COEAMHEHMSIM, Y)Ke U3BECTHBbIM U3 YPOBHS TEXHUKM, U BCMEACTBME 3TOMO He
ABNATCHA NAaTEHTOCNOCOOHbLIMME.,

Aecmpanus

96. B pokymeHTe, npegctasneHHoMm AscTpanuen MK, ykasbiBanock, YTo aBcTpanumnckas
cyaebHas npakTvka B OTHOLLEHUN CONen SBnseTca orpaHn4eHHon. B oTHoWweHMN 06blYHbIX
CONnen HEKOTOPLIX COEANHEHUI, KOTOPbIE HEe OTBeYalT TpeboBaHNSIM HOBU3HbI U
n3obpeTaTenbCKoro YpoBHS, paHee BbIHOCUNUCH pelleHnsa 06 oveBugHocTm (Apotex Pty Ltd v
Sanofi-Aventis [2009] FCAFC 134).

bpasunus

97. B PykoBoacTtBe®® ykasbiBaeTcsl, YTO CONMKU, aMMHOKCUAbI, @ TakKe CMOXHbIE U NPOCTbie
abumpbl, Kak NpaBuno, cosgatrTcsa AN Toro, YTobbl NpUaaTh HOBOMY COEAMHEHUIO CBOMCTBA,
Heobxoaumble AN NOBbILEHNSI €ro TEXHOMOMMYHOCTU B YCNOBUAX NPOMbILLIIEHHOrO
Npov3BOACTBA, BKNOYas, HanpumMep, ero pacTBOPMMOCTb, pacTBOpsoLLEE AENCTBME,
YCTOMYMBOCTb U HEOBXOAUMbIE OpraHonenTuyeckMe ceoncTea. Ecnu onpegeneHHas cone,
aMUHOKCKL, CITOXHbIA U NPOCTON 3hnp NO3BONSAOT MU3MEHUTH CBOMCTBA MCXOOHOIO
coeavHeHusa Takum obpasom, 4To 3To He ByaeT oyeBMAHBIM AN KBanMuLMpoBaHHOMO
NPOUNBHOro cneunanueTa, To CHUTaeTCd, YTO Takas Conb/aMUHOKCUA/COXHbIV
adhmup/npocTton achmp yooBneTBopAT TpeboBaHmo Hannumns n3odpeTaTenbCKoro YpoBHS.
BmecTe ¢ Tem npocToe onucaHue conv/aMmmMHoKeuaa/CrnoxHoro apmpa/npocToro acpmpa
N3BECTHOIO COEAUHEHMS, KOTOPbIM HE MPUCYLLM Kakme-Nnnbo HeoYeBMaHbIE CBOMCTBA UK
HEeOXNOaHHbIN TEXHUYECKNA 3PEKT N0 CPaBHEHMIO C N3BECTHBIM YPOBHEM TEXHUKU, HE
yaoBneTBopseT TpeboBaHMo Hannynsa n3obpeTaTenbCKoro YpoBHS.

62 PykoBoacTBO M0 3KCnepTnse NateHTocnocobHOCTM 3asiBOK Ha N306peTeHnst B XMMUYECKOW U
hapMaueBTHyeckon obnacTsx (yTBepaeHo COBMECTHbIMU pe3ontounsimu 118/2012, 546/2012 n 107/2012),
2012r.

63 PykoBOACTBO NO 3KCNEPTU3E NAaTEHTHLIX 3asiBOK (ACNEKTbl, OTHOCALLMECS K SKCNEPTU3E NaTEHTHbIX 3asiBOK B

obnactu xumum), 2.4, INPI, Bpasunus, 2017 r.
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98. B GonblIKMHCTBE Cry4aeB NPOLECC NOSTyYEHUS CONN, aMUHOKCKAA, MPOCTOro Unmn
CMNOXHOro agoupa CBsi3aH C NocrefoBaTenbHOCTbIO M3BECTHBIX M OOLLENPUHATBIX Npoueayp,
CBeZleHNs O KOTOPbIX NPUCYTCTBYIOT B YPOBHE TEXHMKU, MOCKOSbKY BCE peakuuu, CBA3aHHbIE C
nony4yeHmeM COeMHEHUN 3TUX KNaccoB, ONMcaHbl B COOTBETCTBYIOLLEN NUTepaType 1 NO3TOMy
oYeBUOHbI ANs KBanuguumpoBaHHOro NpodubLHOro cneynanucta. TeM He MeHee, XOTH Conu,
aMUHOKCKUAbI, MPOCTbIE U CNOXHbIE 3UPbI CHUTAIOTCA NAaTEHTOCNOCOOHBIMM, NPOLLECCHI NX
Nosly4eHns1 He MOryT SABMATLCA aHaNOrMYHbIMU NpoLeccamMu, BCeacTBUe Yero OHM Takke
OOJDKHbI OTBEYaTb KPpUTEPUAM NaTeHTOCNOCOOHOCTM (CM. Takke YacTb B(iii) («AHanornyHble
NPOLIeCChI») HACTOALWEro AOKYMEHTA).

NHous

99. B PykoBoacTtee® npusogutca npumep 3asiBNeHHOro n3obpeTeHuns, KoTopoe
npegcraensieT cobon ogHO3aMeLLEHHbIN CIOXHbIA 3UP U3BECTHOINO COEANHEHUS C
3a4aHHbIMM CBOMCTBaMW.

3asBneHHoe n3obpeTeHne OTHOCUTCA K OQHO3aMELLEHHOMY CMOXHOMY achupy
N3BECTHOMO AMOSIbHOIO COEANHEHNS, MPUMEHAEMOrO OS5l TeYEHNST OHKONOTNYECKNX
3aboneBaHunii; B Ka4ecTBe aTepuduLMpyoLLIEro areHTa Ncnosb3oBannucb aMMHOKUCIIOTbI
13 rpynnbl, BKNOYaoLwen B cedbst NM3unH, BanvH, NenuuH n nogobHsle nv Bewectea. W3-
3a Nroxux nokasatenen 6MOAOCTYNHOCTM MpU NEPOParIbHOM MPUMEHEHNN 3TOT OUOS
Hernb3s 6bI10 UCnonbL3oBaTh B CUCTEMAX NepoparnbHOM AoCTaBkM. B uensax ynydweHus
nepopanbHo 6Mo4OCTYMHOCTM OOHa U3 TMAPOKCUNbHBIX TPYNn B cocTaBe anorna Gbina
npeobpasoBaHa B 0AHO3aMELLEHHbIN COXHbIN 3hUP C NCMOSb30BaHMEM YKa3aHHbIX
BblLLE aMWUHOKUCIIOT. YPOBEHb TEXHUKM YKa3blBar Ha Criyyan, Korga MOHOCNupT,
CXOOHbIN NO CBOEN CTPYKTYpE C paccMaTpMBaeMbiM BELLLECTBOM U UMEIOLLMIA HU3KNE
nokasartenu nepopansHon 6rogoctynHocTH, 6bin NpeobpasoBaH B OAHO3aMELLEHHbIN
CNOXHbIN 3dMp C NCNOMb30BaHMEM B KayecTBe 3TepuuLnpyoLLLero areHTa oqHon u3a
aMMWHOKMCINOT M3 rPynnbl, B KOTOPY BXOOAT NU3WH, BanuH, nevumH n nogobHbie um
BeLLleCTBa; MOMy4YeHHOe coeaMHEHME XapaKkTepn3oBanock Bomnee BbICOKOM NepopanbHON
BMOOOCTYMHOCTLIO MPU FIeYEHMN OHKONOrMyeckmnx 3abonesaHnin. AMUHOKUCITOTON,
KoTopas 6bina ncnonb3oBaHa kak B Criydae ¢ coeMHEHNEM, N3BECTHBIM U3 YPOBHS
TEXHWKMW, TaK 1 B Criydae C 3asBMNeHHbIM COeaANHEHEM, BbIST NN3VMH.

YpoBeHb TEXHMKUN YKa3blBan Ha HU3Kyt0 nepoparnbHyto 6G1MoaoCTynHOCTb OPYroro
MOHOCMMPTa CO CXOOHOWN CTPYKTYpon. 3JTa npobnema Obina pelleHa nytem
npeobpasoBaHNsa MOHOCNNPTA B CIIOXHbIA 3¢hunp C UCNONb30BaHNEM NN3MHA B Ka4eCcTBe
aTepudunumnpyoLLero areHTa.

Prior Art Claimed Invention
R-CH2-OH HO —CH2-R-CH2-OH
R-CH3-OR’ HO —CH2-R-CH3-OR’
R’ is lysine, valine, leucine and the like R’ is lysine, valine, leucine and the like

Prior Art = YpoBeHb TexHukn  Claimed Invention = 3assneHHoe nsobpeTteHune

64 PykoBOACTBO MO 3KCNEPTU3e NaTeHTHbIX 3asiBOK B o6nactu dhapmavesTukm, 8.10, npumep 5, Begomcteo

WHTennekTyansHon co6eTBeHHoCcTM MHAauK, Bropo MeHepanbHOro KoHTporepa no Bonpocam naTeHToB,
00pa3sLoB 1 TOBapHbIX 3HAKOB, OKTAOpL 2014 T.
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R’ is lysine, valine, leucine and the like = R’ — 3T0 nIM3uKH, BanuH, NeiunH N Nogo6HbIE NM
BellecTBa

3Has 13 ypoBHSA TEXHMKU, YTO A5 peLUeHNs CXO4HOW Mo CBOeMY xapakTepy npobnemsbl
MO>XHO UCMOMb30BaTh Ty e CaMyto aMUHOKUCIIOTY B LieNsX yny4dleHns nepopanbHOm
BGrogocTynHOCTU auona nytem ero npeobpasoBaHnsi B 04HO3aMELLEHHbIV CIOXHbIN
acpup, kKBaNMUUNPOBaHHLIN NPOMUNBLHBIA CeLnanucT nonyvyaeTt CTUMyn Ans Toro,
4TO6bl BOCNOMNBL30BaTLCA AAHHBIM NPUEMOM A5 PeLUeHns CToAWen nepea HAM 3aadun.
Takum 0b6pasom, 3asBreHHOe n306peTeHne He NO3BONAET AOOUTLCA Kaknx-nnbo
TEXHUYECKMX YINYYLLEHWUNA.

100. PykoBOACTBO Takxe COAEPXMUT elle oauH Npumep® oLeHkM n3obpeTaTenbcKoro YpoBHs,
KOTOPbIV KacaeTcs 306peTeHnsa KOHKPETHOWM CONK; MO CBOEN CyTM 3TOT NpUMeEpP aHanormyeH
npumMmepy, NpMBOANMOMY B NyHKTe 38 HaCTOSALLEro AOKYMeHTa.

F.  TMNMonnmopdHble coegmHeHNs 1 Kpuctannuieckne oopmeol
Ape2eHmuHa

101. Monumopduram npeacraBnseT cobon HEOTbEMIEMOE CBOMCTBO TBEPAbIX JIEKAPCTBEHHbIX
dopM; MHbIMK CrIOBaMu, 3TO He YernoBeYveckoe n3obpeTeHne, a NPUPOAHOE CBONCTBO 3TUX
BewecTB. Koraa rae-nmbo ynomuHaeTca siBneHne nonmMmopdguama TBepaoro BelecTsa, peyvb
NOET O PasnnyHbIX KpUctTannuyecknx hopmMmax 0gHOro U TOro Xe BeLLecTBa, KOTopble 3aBUCAT
OT YCMOBUN peakuun B NpoLiecce ero U3rotoeneHus (BKMYasl, B YaCTHOCTU, JaBlieHue,
Temnepartypy 1 KOHUeHTpauuo). Taknum obpasom, Hanmume pasnmyHbiX KpUCTanIn4eckmx
dopM CBSA3aHO C pasNUYHON OpraHM3aumen Mornekyn BO BHYTPEHHEN CTPYKType BeLLeCTBa,
KoTopas, B CBOIO ovyepenb, 060bACHAETCA KOHKPETHLIMU (P13NYEeCKMMI NapameTpamMm peakumu,
CBSI3aHHOW C ero rnoryvyeHveMm, u He 3aBUCUT OT JencTeun nogen. MNMoatomy, ecnu oopmyna
n3obpeTeHus, B KOTOPON 3asBrieHbl NONIMMOPMHbIE COeAMHEHNS, aBNAeTCs He bonee yem
pe3ynbTaTtoM naeHTudmkaumm n/mnm onncaHms HOBOWM KpUcTannnyeckon opmbl BELLECTBA,
N3BECTHOMO 13 YPOBHSA TEXHUKN (AaXe ecnv Hanuvuo pasnuymsa B TOM, YTO KacaeTcs
hapMakoOKUHETUKN NN YCTONYMBOCTU 3TON POPMbI MO CPABHEHUIO C YXKe U3BECTHbIMU
(amopdHBIMU UK KPUCTaNNNYECKUMM) TBEPAbIMU hopMaMm TOro XXe BeLecTBa), Takas
dopmyrna He ABNseTcs NaTeHTOCNOoCcOOHONM. [pouecchl, CBA3aHHbIE C NONyYeHnem
NONMMOPMHBLIX COeAMHEHUN, HE BbIXOAAT 3a PaMK/M CTaHAAPTHbIX AKCNEPUMEHTOB B pamMKax
CO34aHUSA HOBbIX NeKapCTBEHHbIX cpeacTB. OHM He ABMASAIOTCA NAaTEHTOCNOCOOHbIMM,
NMOCKOSTbKY NofnydyeHne Hanboree NpurogHoro A4ns dhapmMaueBTUYeckux Lenen nonumMmopdHoro
COeQMHEeHUNS C NCMNOMb30BaHMeM 0BLLENPUHATBIX METOAOB NpeacTaBnseT cobon o4eBNAHbIN
nopsaoK AencTenin®®,

Aecmpanus

102. B pokymeHTe, npeactasneHHom Asctpanuven NMKII1, ykasbiBaeTcs, 4TO aBcTpanumnckas
cyaebHasi npakTmMka B OTHOLLEHUW MONMMOPMHbIX COEQUHEHUI ABNAETCS OrPaHUYeHHOMN.
BwmecTe ¢ TeM B criyyae, korga 3asiBrieHHasi Kpucrtannuyeckas popma U3BeCcTHOro CoeiHeHNs
no3sonuna pewnTb Npobnemy (MMrpoCKONUYHOCTL), NPUCYLLIYIO paHee UCMOoNb30BaBLLENCS
Kpuctannuyeckon popme, a B U3BECTHOM YPOBHE TEXHUKM OTCYTCTBOBana nHgopmaums,
koTopas morna 6kl npuBecTn pa3paboTymka K 3aaBneHHon opMe, BbINo NPUHATO peLleHne o

65 PykoBOACTBO MO 3KCNepTU3e NaTeHTHbIX 3asBOK B obnactun dapmaueBTuky, 8.10, npumep 3, BegomcTBo
WHTennekTyaneHon cobcTBeHHocTM MHamm, Bropo MeHepanbHOro KoHTpornepa no BonpocamM NaTeHToB,
06pasuoB 1 ToBapHbIX 3HAKOB, OKTsIOpL 2014 T.

66 PykoBoacTBO Mo akcnepTuse nateHTocnocobHOCTM 3asiBOK Ha N30OpeTeHUst B XMMUYECKOW U
hapMaueBTHYeckor obnacTsx (yTBepaeHo COBMECTHbIMU pe3ontounsimm 118/2012, 546/2012 n 107/2012),
2012r.
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TOM, YTO 3asiBfieHHasn popma MMeeT nsobpeTtarensckui yposeHb (Bristol-Myers Squibb
Company v Apotex Pty Ltd [2015] FCAFC 2).

Epasunus

103. B cBs3m ¢ Bonpocom 06 oueHke n3obpeTaTenbCKoro ypoBHst M306peTeHUI, CBA3aHHbIX C
nonMMopdHbLIMU coeanHeHnsaAMM, B PykoBoacTee®’ ykasbiBaeTcs, YTo, XOTS peydb U uaet 06
OLHOM M TOM e XMMMUYECKOM BeLlecTBe, a CNocoOBHOCTbL 06pa3oBbiBaTh pasfnnyHble
KpucTannuyeckue CTPyKTypbl NpeacTaBnseT cobon xapaKTepHyto 0COBEHHOCTb TBEPAbIX
BELLECTB, NONMMOPEHBLIM COEAUHEHMUSM MOTYT OblTb NPUCYLLN UHbIE UNKO-XUMUYECKME
CBOWNCTBA C TOYKM 3PEHUS KaK NPoLEeCCOB U3roTOBMNEHWSI COOTBETCTBYHOLLUX NpenapaTos, Tak U
cpoka UX rogHOCTU U AaXe MUX NOCMEeACTBUI C XMMUYECKOWN TOUKU 3PEHUS.

104. BmecTte ¢ TeM B PykoBoACcTBE NoAvYepKMBaETCs, YTO NMOMCK PasnUYHbIX KPUCTanIM4eckmx
dopM TOro UM MHOro coeaMHEHNs NpeacTaBnsieT cobon obLENPUHATYIO B JaHHOW oTpacnun
NPaKTUKY, LLEeNblo KOTOPON ABNSIETCA yrydlleHne obLwmx prnsmko-XmmMmnyecknx napameTpoB
pasnnyHbIX coeanHeHnn. MNMoaToMy NpocTasa xapakTepucTuka n onncaHue CBOMCTB TOW Unu
WMHOM anbTepHaTMBHOW KpUcTannmyeckon hopmbl M3BECTHOrO TBEPLOroO BELLECTBA, KOTOpas
nyLeHa Kaknx-nmbo Heo4eBUOHbIX CBOMCTB UM TEXHUYECKUX NPENMYLLIECTB MO CPABHEHUIO C
N3BECTHbIM YPOBHEM TEXHMKW, HE YOOBMNETBOPSOT TpeboBaHNIO HanNn4unsa n3obpeTaTenbCKoro
YPOBHS.

105. Y70 KacaeTcs CONMbBATOB, KNaTpaToB U COKPUCTANMOB, TO, €CN 3asBNIEHHOe
n3obpeTeHne npeactasnsaeT coboi KpucTannmMueckyo dopmy, (KnatpaT, CoKpUcTanmn unm
KpUCTanmnm4yeckyto oopMy conbBaTa), ero (nsnKo-XMMMYECKE XapaKkTepUCTUKN LOMKHbI ObiTb
onu1caHbl Npy NOMOLLY METOI0B, U3MNOXEHHbIX B pasaene «MonMmopdHble coequHeHUs»
PyKkoBOACTBa Mo 9KCNepTM3e NaTeHTHbIX 3asBOK B 06MnacTy papMaLeBTUKu 1 YacTu |l
PykoBoACTBa No aKcnepTu3e naTeHTHbIX 3asaBok INPI%,

Kocma-Puka

106. PykoBOACTBO MO OLEHKE N30OPETEHNI B XMMUYECKON N hapMaLeBTMYECKON oTpacnsax
(2013 r.) 661110 O6HOBIIEHO B 2017 I. NyTEM BKINIOYEHUSA B HErO cBeAeHM 06 oueHke
n3obpeTeHun, KacaroLwmxca kpuctannmyeckmx popm. Kpuctannmyeckum oopmam MoryT 6bITb
NPUCYLLN XapakTEPUCTUKMN, KOTOPbIE HE CYUMTAIOTCHA N306pEeTEHNS MU B COOTBETCTBUN C
Pykosogcteom. Bonpoc o ToM, NO3BOMSIOT NIM CBOMCTBA 3asBMIEHHOTO BellecTBa 400UTbCA
pe3ynbTaToB, HE 0YEBUOHbIX S8 KBAanUMULMPOBaHHOIo NpoduIibHOro cneynanucta, cregyet
paccMmaTtpuBaTtb Yepes Npu3My KpuTepmeB NaTeHTOCNOCOBHOCTU C y4ETOM CrieaytoLmnx
COOBpaxkeHui:

- B Tom cniyyae, ecnu ksanudunumpoBaHHbIM NPOMUITbHbBIV creumanuct NpoBoanT
CTaHAapPTHbIE 3KCMEPUMEHTbI C TEM UMW MHBbIM aKTUBHbBIM BELLECTBOM, @ NONUMOPMHbIE
MoAMdUKaumm, ABNSOLWNECH pesyrnbTaToM TakMX 3KCNEePUMEHTOB, NMO3BOMSIOT NONYYUTb
HOBYIO, anbTEPHATUBHYIO KPUCTaNNN4eckyto popmy (Hanpumep, eLle 0gHo
nonvMopdHoe coemHeHne), cama no cebe 3Ta anbTepHaTMBa CYNTAETCH OYEBUAHBLIM
pelleHneM TeXHMYeckon npobnembl, KOTOpOe He UMeeT N306peTaTernbCKOro YPOBHS.

- Ecnu peyb nget o HoBow hopmMe U3BECTHOIO CoeAnHeHUs, Kotopasa obnagaet
OTNIUYHBLIMM OT 3TOrO COEANHEHMUSA N HEOXKMAAHHBIMU (PapMaKonormnyeckumMm CBoMCTBaMm
MO CPaBHEHWIO C YPOBHEM TEXHUKU, N €CNN Y KBaNnUMULMPOBAHHOIO NPOuUIibHOro

67 PykoBoACTBO MO aKCnepTn3e NaTEHTHbIX 3as1BOK (aCNeKTbl, OTHOCALLMECS K 3KCNepTM3e NaTEeHTHbIX 3as1BOK B
obnactu xumun), 4.4, INPI, Bpasunus, 2017 r.
68 PykoBoACTBO MO aKCnepTu3e naTeHTHbIX 3asBOK (aCNeKTbl, OTHOCSLLMECS K KCMepTM3e NaTeHTHbIX 3as1BOK B

obnactu xumun), 5, INPI, Bpasunus, 2017 r.
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cneumanucTta He 6bIf10 OCHOBaHUI paccunTbiBaTh HA Hanuune 3TUX OTIINYHBIX U
HeOoXWAaHHbIX CBOWCTB, NOMy4YeHne KpucTannmyeckon oopmMbl B LIENSX peLleHus
3asiBIEHHON TeXHUYECKOW NpobrnemMbl He ByaeT oyeBUaHbIM. B aTom cnyyae npusHaeTcs
Hanuune n3obpeTaTenbCKOro YpPOBHS.

- PeuwleHne Ton nnn nMHoM TeXHMYECKON NpobrieMbl CHATAETCHA OYEBUOHBIM, ECINN
KBanMuunpoBaHHbIA NPOoUIbHLIN cneunanmnct MMeeT BO3MOXHOCTb AENCTBOBATb,
onupasiCb Ha NPUHLNMbI, U3BECTHbIE U3 YPOBHS TEXHMKU, U NPU 3TOM MOXET 000CHOBAHHO
paccuMTbiBaTh Ha YCNELHbIA pe3ynbTar.

- Kpuctannuyeckue opmbl, Kak NpaBuio, nerye nogaarotca n3onsauumn, odnCTke,
cywke u T.4. oaTomMy B OTCYTCTBME Y TOM UNU MHOW KpUCTanmn4eckon qopmeol
N3BECTHOMO aKTUBHOIO BELLLECTBA HEOXKNOAHHbIX CBOMCTB caM hakT ee NonyyeHns He
MOXET cUYUTaTbCA N300peTeHnemM.

- Hwxe nprBoasATcs HeKoTopble apryMeHTbl, UCNoNb3yeMble A4S NOATBEPKAEHUS
OTCYTCTBMS M306peTaTeNbCKOro YPOBHS Y HOBbIX MONMMOPMHbLIX COEAUHEHWIA:

() HeobxoaMMO NPOAEMOHCTPUPOBATL HaNM4YMe HeoXMaaHHOro adpdekra nnm
TEXHMYECKOro NpenmyLLLecTBa NyTemM NpeaocTaBneHns CpaBHUTENbHbBIX AaHHbIX O
3a8BNIEHHOM CO€AMHEHUN B COMOCTaBNEHNN C GnvKannmm 311EMEHTOM YPOBHS
TEXHUKU;

(i)  akcnepuMeHTanbHble METOAbLI M NPOLIECCHI 0TOOpa NONMMOPEHBLIX
COeAVHEHUN NpeacTaBnsaoT cobon cTaHAAPTHLIN 3NEMEHT paboThl N0 CO34aHUI0
HOBbIX hapmaLeBTUHECKMX NpenapaTos;

(i) npouecchl KpUCTanNIM3aLMm U pekpucTann3auumn, UCnonb3yemble s
nony4eHns NoNMMopdHbIX MOANMDUKALMIA, ABASIOTCS 0OLLEN3BECTHBIMW 1 MO3ITOMY
04YeBUOHbIMUM 4N5 NPOGUIBHOMO crneumanncTa cpeaHen ksanudukaumm,

(iv) Aans cneumanucta co CpefHUMM YPOBHEM 3HAHUI B COOTBETCTBYHOLLEN
obnactu o4eBMaHO, YTO rmapartam, Kak npasuno, bbiBaeT npucyly, 6onee BbICOKNUIA
YPOBEHb YNCTOTbI U PACTBOPMMOCTMW.

Pecnybnuka Kopesi

107. B Tom cny4vae, ecnv npeamMeTomM n3obpeTeHns aBnNseTcs HoBas KpucTannmyeckas dpopma
N3BECTHOIO XMMUYECKOro COeAMHEHNS], @ U3 YPOBHS TEXHMKN U3BECTHA ApYyras
Kpuctannuyeckasa oopma TOro e COeAMHEHUS, CUMTAEeTCH, YTO HOBas KpucTannmyeckas
dopma oTBevaeT TpeboBaHMo N306peTaTENbCKOrO YPOBHS, €CINN €€ KAa4eCTBEHHbIE
napameTpbl NPEBbILLAIOT aHaNorM4Hble NokasaTenu Ansg U3BECTHbIX POPM UMK XKe eCriv OHa
nossonseT fobutbca 6onee 3Ha4YNTENBHOIO KONMMYECTBEHHOrO 3bdeKTa BHE 3aBUCUMOCTM OT
KaueCTBEHHbIX NapameTpoB®®.

69 PykoBoacTBO No nateHTHOW akcnepTuae, YacTb X, rnaea 5, 2.2, KIPO.
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108. Cneumanucram no TEXHUYECKMM acnektam pa3paboTkn HOBbIX hapmaueBTUYECKMNX
npenapaToB XOPOLLO U3BECTHO, YTO PasfMyHbIM KpUcTananyeckum goopmam (MonmMMmopdHbIM
Bapuaumsam) MoryT 6biTb NPUCYLLM pas3nNnyYHble CBOWCTBA, BKIOYasi, HanpuMep, pasnuyHblie
rnokasatenu pacTBOPUMOCTU N yCTONYMBOCTU. [1O3TOMYy aHanm3 pasnuyHbIX NOSIMMOPEHBLIX
Bapuauuin TOro UM MHOro COeANHEHNS ABNSIETCH OOLLIENPUMHATON NPaKTUKOW B cdepe
nccneaoBaHUn, OTHOCSALLMXCA K pa3paboTke HOBbIX NEKapCTBEHHbIX CpeacTB. Takum obpasom,
3asBrneHHoe n3obpeTeHne B 06n1acTM MeanUmMHbl, OTHOCSLLLEECH K KOHKPETHOM
Kpuctannuieckon oopme coeguHEHNS, KoTopasi OTNndaeTcs OT KpUcTanmyeckomn qoopmbl TOro
e coeanHEeHMs1, N3BECTHOWN N3 YPOBHSA TEXHUKU, CHATAETCA UMEHOLLMM n30bpeTaTenbCKum
YpOBEHb NPU TOM YCIOBUU, ECNUN ee KavyeCTBEHHbIN 3(PdeKT 3HaUYUTENbHO OTNNYaeTecs OT
KayecTBEHHOro achcektTa popMbl, N3BECTHOM N3 YPOBHS TEXHUKU, UMW XXE €CMN OHa No3BonsAeT
Aobutbca 6ornee 3HaYNTENBHOMO KONMYECTBEHHOMO adhdpekTa BHE 3aBUCMMOCTH OT
KayeCTBEHHbIX NapameTpoB. [nsa Toro, YToObl BONPOC O HanMyinm n3odpeTtaTenbCKoro ypoBHS
ObIN peLLeH NOMNOXUTENbHO, 3TOT APdEKT 3asaBNEHHOro n3obpeTeHns AomKkeH BbiTb YETKO
yKasaH B onucaTernbHON YacTh NaTeHTHOWN 3asBKn’C,

109. Mpon3BoaCTBO KPUCTANNMYECKUX (DOPM C NPUMEHEHNEM CMELLAHHbLIX PacTBOPUTENEN
ABMSIeTCA 00LLEeN3BECTHBIM (LUMPOKO PacrnpoCTPaHEHHbIM) 31IEMEHTOM YPOBHSI TEXHUKM,
NOCKOMbKY nony4aemble (OOpMbl MMEIOT CBOMCTBO NyyLle PpacTBOPSATLCS B OnpeaeneHHbIX
pactBopuTensix. MoaToMy cuMTaeTcs, 4YTo NoaobHasi NpakTUka He MeeT M306peTaTeNbCKOro
ypoBHsi. BmecTe ¢ Tem Hanunymne n3obpeTtaTenbckoro ypoBHS NPU3HaAEeTCs B TEX cryyasx, koraa
aphekT N306peTeEHUsI MO CPABHEHNIO C N3BECTHLIM YPOBHEM TEXHWUKU HAMHOTO NpeBbIlaeT
oXuaaHusa kBanuduumpoBaHHoro npodunsHoro cneumanuncra’™.

CoeduHeHHoe Koponescmeo

110. B uenom nonydeHne coeguHeHUs B KpUcTannuyeckon gopme camo no cebe He MoxeT
cymTaThCs N300pEeTEHMEM (B OTCYTCTBME «TEXHUYECKOTO NPENSTCTBUNA») 2. B peweHnn T
1555/1277 AnennsgumMoHHaga nanara ykasana, 4to «noslydeHne CoeanHeHns B
KpucTtannuieckon goopme camo rno cebe He MOXET cuMTaTbCsa n3obpeteHnemM. AHanus
CMOCOBHOCTM aKTMBHbIX MHIPEeAMEeHTOB TPaHC(OPMMPOBATLCS B PasfnyHble KpucTanmyeckme
dopMbl 1 ONUCaHNE TaKMUX KpUcTanmyeckux opM NpeacTaBnsioT coOom OOLLENPUHATYIO
nNpakTuky B hapmaueBTmke». AHanorm4yHbIn BoiBog Obin coenaH 1 B paHee NpUHATOM peLleHnn
T 0777/08 (cM. HMXe B pasgene «EMNB»). Takum obpasom, B Tex criydasix, Koraa nus ypoBHs
TEXHUKN N3BECTHO O CYLLECTBOBaAHUN aMOPdHON (UM HepacKpbITOn) hOPMbl TOrO UM NHOTO
COeAUHEHUS, NONyYeHne KpucTannmyeckon nonMmopHon Bapmaumm, kak npasuno, He byaeT
cuMTaTbCa U30bpEeTEHMEM B OTCYTCTBUE HEOXKNOAHHOIO TEXHMYECKoro adpdekTa.

ElB

111. B peweHun T 777/08 (0J2011, 633) AnennsaumoHHas nanarta paccMmartpusarna Bonpoc o
Hann4mMm n3obpeTaTenbCKOro YPoBHS Y KpUCTaNIMYecKon (oopMbl M3BECTHOIO COEANHEHUS,
KOTOpasi Mo CBOMM TEXHWYECKMM NapaMmeTpam npeBocxoauna amopdHyo (opmMy TOro xe
coeanHeHus . dopmyna COOTBETCTBYHOLLIEINO M300pPETEHMSA Kacanacb KOHKPETHOW
nonumopdHor Bapuaumm (popmsbl 1V) Kpuctannmnyeckoro rugparta atopsactaTmHa.
AnennsaumnoHHas nanaTta NOCTaHOBWMA, YTO BNMXKANLLMM 3NIEMEHTOM YPOBHSI TEXHUKN SIBNSETCA
amopdHas hopma atopsacTaTvHa, NoflydeHHas npy NOMOLLM NMPoLEecCcoB, KOTopble
onucblBanucb B JoKyMmeHTax (1) u (2). B cBeTe gaHHOro anemeHTa ypoBHS TEXHUKM nogaTternb
anennauumn oopMynnpoBan CTosLLYIO 3adady Kak Heo6xoauMOCTb NornyyYeHus atopBactaTvHa

70 Cwm. pelweHne 2010HU2865 BepxoBHoro cyaa, 14 utonga 2011 r.

e PykoBoacTBO Mo NaTeHTHOM aKkcnepTu3e, YacTb 1X, rmaea 2, 2.3, KIPO.

72 PyKkOBOACTBO N0 3KCMEPTM3E NAaTEHTHbIX 3asiBOK, KacatoLLMXcs n3obpeTeHuii B obrnactv xummum (06HOBMNEHO B
utoHe 2017 r.), nyHKT 56, UKIPO.

73 PeweHnsa AnennsunoHHon nanatel EBponerickoro nateHTHoro BegomcTaa (8-e usgaxue), 2016 r., yactb 1.D,

9.8.5.
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B hopme, obragatoLLen yny4yeHHONn punbTpyeMOCTbIO U BbICYLLUMBAEMOCTbIO. C yyeTom
pe3ynbTaToB NPOBEAEHHbLIX 3KCMEPMMEHTOB, KOTOPbIE BbINN U3NOXEHLI B JOKYMEHTE (25) n
noaTeepXganu Hanudmne y popmbl 1V yny4dlieHHbIX nokasaTtenen gunbTpyeMocTu 1
BbICYLLMBAEMOCTU MO CpaBHEHMIO C amopdHOM hopmMon, AnennsaumMoHHaa nanara npuwna K
BbIBOAY O TOM, YTO MocTaBreHHas 3agada bbina peweHa ycrnewHo. OHa Takke couna, 4to
KBanuguuupoBaHHOMY crieLmnanucTy B cpepe co3gaHusa hapmMaLeBTMYecKuX npenapaTos
OOJDKHO ObINo ObITb M3BECTHO O TOM, YTO MOMEKyNaM, KOTopble NPEeACTaBNAT UHTEpPeC ANs
dhapMaLEeBTUYECKON NPOMbILLIIEHHOCTU, YacTo ObiBaeT NpUCyL NOANMOPdN3M, a Takke 0 TOM,
YTO NPOBEPKY U3yHaeMbIX COEANHEHMIN HA NpeaMeT nonumopdmama LenecoobpasHo
NpoBOAMTb Ha PaHHMX CTaausax npouecca pa3paboTkm hapmaleBTMYECKOro npenapaTa.
Kpome Toro, oH 6bin1 6bl 3HAKOM CO CTaHAAPTHBLIMU METOAAMM NPOBEAEHUS TAaKOW NPOBEPKN.
CnepoBaternbHO, B OTCYTCTBME KaKOro-NMbo «TEXHUYECKOro NPEnsTCTBUA» UMK Xe
HeOXMAaHHbIX CBONCTB MOMyYeHne Kpuctannmieckomn opmMbl TOro UM MHOMO N3BECTHOIO
coefvHeHUs, nMmetoLero hapMakonormyeckyro akTMBHOCTb, CaMo Mo cebe He MOXeT cuMTaTbCs
n3obpeTeHneMm.

G. CoueTaHue 1 cuHepreTnyeckmin apekt

112. B [JononHuTtensHOM uccregoBaHum no Bonpocy 06 n3obpertaTensckoM YpoBHE (YacTb |)
(ookymeHT SCP/28/4) paccmaTpuBanack npobnema oueHKn nsobpeTtaTenbCkoro ypoBHS B
CUTyaumsaX, KOTOpble CBSA3aHbl C COMETaHNEM OBYX 3IEMEHTOB MH(OpPMaLMKN, N3BECTHbIX U3
YPOBHS TEXHMKU. B HEM Takke aHann3npoBanucb «NoaSIMHHbIE» KOMOUHALMOHHbIE
N306peTeHNs B CPaBHEHUN C MPOCTbIM COBMELLEHNEM UITN arperaumen N3BeCTHbIX 3NIEMEHTOB.
XoTs obLme NprMHUMMLI, N3NOXEHHbIE B AoKyMeHTe SCP/28/4, npyMeHUMbI 1 K n306peTeHnsaMm
B 06nacTn XMmMun, B HaCTOSALLLEM AOKYMEHTE NPUBOAATCA AOMNOMNHUTENbHbIE CBEOEHUS U
npumepbl NogobHoro poga 13 obnactu XMMum.

ApaeHmuHa

113. B HekoTOpbIX (hopMynax, KacaroLmxcs KOMOMHaUNn paHee N3BECTHbLIX aKTUBHbIX
BELLLECTB, YKa3bIBAETCH, KakKNe MMEHHO COEANHEHNS N B KaKMX NPONOPLUUAX BXOLAAT B COCTaB
dopMysbl, TOrga Kak B ApYrnx cnyyasax ynoMmHaeTcs NyLlb Ta UKW Hasa Kateropus
hapmakonorm4eckm akTMBHbIX BELECTB (HanpuMep, aHTauuapbl Unv NpoTUBOBUPYCHbIE
npenapaTbl) 6€3 KOHKPETHOrO NepeYvncrieHns BXogsLwmx B coctaB (hopMysnbl COEANHEHNI.
BonbLlWMHCTBO KOMBUHaUMI yxxe Bbino onpoboBaHO B MEAULMHCKOW NPaKTUKE NyTeM
OAHOBPEMEHHOIO MPUMEHEHNS Pa3NNYHbIX KOMMNOHEHTOB. C NPaKTUY4ECKOW TOYKN 3PEHUS
dopmynbl, Kacarowmecs KOMOMHaLUMIA N3BECTHbIX aKTUBHbBIX UHIPEANEHTOB, 9KBUBANEHTHbI
dopmynam, kacarLmnmcs METOA0B NeYeHUs, KOTopble He NoAexaT naTeHToBaHu ™,

bpasunus

114. B KOHKpPETHOM crny4Yae ¢ KOMOMHALMOHHBIMU N30OPETEHNAMM B3aUMOAENCTBNE MEXAY
BXOOALMMUN B UX COCTaB BellleCcTBaMM AOMKHO NPUBOANTL K HEOXMAAHHOMY apdekTy
(BKkNtOYas, HaNpUMep, CUHEPreTUYECKUA UK KYMYNATUBHbBIV 3(dEKT), KOTOPbIV ABNAETCH YeM-
TO BOMbLUMM, HEXENWU arperaunoHHbIN 3PAEKT, T.e. 0bbl4Haa CyMmMa NHANBUAYANbHbIX
MoNne3HbIX CBOMCTB KaXaoro U3 CoeAMHEHNI, BXOASALMNX B COCTaB KOMOUHaUuM’™®. Takum
obpa3som, ecnv pe3ynbTaToM COBMELLEHNS ABYX U 6onee n3BECTHbIX KOMNOHEHTOB SIBNAETCA

v PykoBoacTBO Mo 3KCMepTnse NaTeHToCnocobHOCTUN 3asBOK HA N300peTeHNst B XMMUYECKOW U
hapMaueBTHYeckon obnacTsx (yTBepaeHo COBMECTHbIMU pe3ontoumsamu 118/2012, 546/2012 n 107/2012),
2012r.

75 PyKkoBOACTBO NO 3KCNepTU3e NAaTEHTHbLIX 3asBOK (ACMeKTbl, OTHOCALLMECS K SKCNEPTN3e NaTEHTHLIX 3asBOK B

obnactu xumun), 7, INPI, Bpasunusi, 2017 r.
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CyMMa NnonesHbIX CBOWCTB, KOTOPbIMM AOMKEH 06nafaTth Kaxablii U3 3TUX KOMMOHEHTOB,
B3ATbIN B OTAENbHOCTM, 3asiBlieHHasi KOMOMHaLUNSA He cuMTaeTCs MMELOLLIEN N306peTaTenbCKuin
ypOBEHb, NOCKONbKY NPeAcTaBnsieT coboi npeackazyemMoe covYeTaHNe U3BECTHbIX COEAUHEHWIA
B LLeNsiX NONyYeHMs OXXMaaemMoro TexHmyeckoro addekTa.

115. 3avacTyto noaTBepXKaeHNe Heo4YeBMAHOIo addekTa KOMOMHMPOBAHHOIO N300peTEHNS
TpebyeT npeacTaBneHnsa AaHHbIX, MO3BONSOLLNX CONOCTaBUTb pe3yrbTaTbl NPUMEHEHNS
NMHOMBUAYANbHBIX KOMMNOHEHTOB KOMOMHALMK, B3SATLIX B OTAEMNBHOCTU, C O4HON CTOPOHbI, U
pesynbTaTbl NPUMEHEHUS UX coveTaHus (MPYU aHanorM4YHbIX YCRoBUSX aKCNepuMeHTa), ¢
apyron. CrniegyeT oTMETUTb, YTO CBEAEHUN O npeanosiaraeMoM HeoXnaaHHoM addhekTe He
OOJDKHO ObITb B YPOBHE TEXHWUKM, BKIOYAs, HAaNnpumep, cutyauuu, Korga pedb MaeT o
KOMOUMHaLMAX COegMHEHWUIA TOrO Xe Knacca, YTO U coeuHeHus1, BXoAsiLMe B COCTaB
aHanuanpyemMoi KomeuHauum’s.

@ununnuHbel

116. B pasgene B.9 nepecmMoTpeHHoro PykoBoacTBa no akcnepTmnse 3asiBOK Ha
dhapMaueBTMYECKME M300PETEHMS, CBA3AHHbBIE C N3BECTHbIMU BellecTBamu (AHBapb 2018 r.,
IPOPHIL), npnBogaTca cnepyowme npMMepbl OLEHKM M306peTaTenbCKoro YpoBHS
n3obpeTeHnin, NnpeacTaBnaoLWmMx cobon covyeTaHne U3BECTHLIX COEANHEHWUN.

Mpumep 9

N306peTeHne:

CwuHepreTuyeckas kombrHaumsa coeguHeHms M (Mnum ero conu, NpurogHon Ans
ncnonb3oBaHus B hbapmaneBTuke) n coeanHeHnsa N (Mnu ero conu, NnpurogHon ans
ncnonb3oBaHus B hapmMaLleBTuKe).

0O630p onncaHusa n3obpeTeHuns:

N3obpeTaTtenun obHapyxmnu, 4to coeguHeHue N aBnaeTca MHmbuTopom depmeHTa
neyeHn «unToxpom P450», KOTOpbIN MeTabonuampyeT MHIMGUTOPLI NpoTeasbl.
BruogoctynHocTb coeguHeHnst M B coveTaHum ¢ coeanHeHmem N BABOe npeBbILaeT
aHanornyHbIn Nokasartenb Ang coegmHeHnsa M npu nHamMBUAyansHOM NPUMEHEHUMN.
KombuHauna atux AByx coeauHeHun umeet 6ornee BbICOKME nokasaTenu
dhapmakonorn4eckon akTMBHOCTU 1 siBNAeTcs adhPEKTUBHBLIM NEKapCTBEHHbBIM
CpeacTBOM, YTO NOATBEPXKOAETCH NMPUBOAMMbBIMU B ONUCaAHUK hapMaKkoriormiyeckumm
OaHHbIMU.

N3BECTHbIN YPOBEHb TEXHUKMU:

CoegumHeHne M npegctaBndeT cobon ahhekTMBHOE aHTUPETPOBUPYCHOE
nekapcTBeHHOE CpeacTBO, OTHOCSLLEECH K KNacCy MHIMBUTOPOB NpoTeasbl U
npumeHsiemoe ans nedenna BUY n CIMNL. CoeamHeHne N SBNSIETCS MOLLHbLIM
BTOPUYHLIM MHIMOUTOPOM NpoTeasbl. B 4acTHOCTM, M3BECTHO, YTO coeanHeHne N
ycunmeaeT genctene coegmHenns X. MexaHusm, nexaimi B OCHOBE 3TOro
yCUnNuBaroLwerocs AencTBms, He siceH. Kpome Toro, n3BecTHO, YTO MHIMOUTOPbLI NpoTeasbl
BUY meTtabonusumpytotca depmMeHTOM rnedeHn nog HassaHnem «umntoxpom P450-
3aBuCMMas MOHOOKCUIreHasa.

KommeHTapwuin:
Bo-nepsblx, 3asBneHHoe KoOMBUHMpPOBaHHOE n3obpeTeHne NpoBepsieTcs Ha NnpeameT
naTeHToCNnoCoBHOCTY:

76 PykoBoaCTBO No aKkcnepTn3e naTteHTHbIX 3adBOK, YacTb I, nyHKT 7.19.
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War 1: OTHocuTca nu popmyna 3asBleHHOro n3obpeTteHnst K HoBon hopme
Kakoro-nmoo 13 n3BecTHbIX coeauHEeHnn?

Oa

War 2: NmeeT nn HoBasa bopma oveBMAHLIN XapakTep?

HeT. HecmoTpsi Ha TO, YTO KaxKabl M3 KOMMOHEHTOB NPUMEHSETCS ANs NevYeHns
BUY n CIMNMA[I, nx komOunHaums He aBnNsieTcs 04EBUAHON U He 06s3aTenbHO
SIBMSIETCA CNeacTBMEM NPUMEHEHNS METOLOB, KOHKPETHO YNOMSIHYTbIX B U3BBECTHOM
YPOBHE TEXHUKMW.

LWar 3: MNMossonuna nu Hoeasi oopma MOBbLICUTb CYLLECTBYIOLLNN YPOBEHb

3 PeKTUBHOCTN?

[a. Komnosnumsa nossonseT nonyymTb CUHepreTuyecknin 3deKT, KOTOPbIN He Mor
ObITb NpeAckasaH KBannumpoBaHHbIM MPOdUIbHBIM CMELNAnNCTOM.

War 4: AsnseTtca nu Takoe noBbieHne 3PPEKTUBHOCTU O4EBUOHBIM?

Het. CuHepretnyeckun acdekT codeTaHnsa ABYyX paccMaTpmBaeMblX KOMMNOHEHTOB
He aBnsieTCcH CnyyYanHbIM UK e nogpasymMmeBaeMbliM pe3yrbTaTOM KOHKPETHbIX
CBeAEHNI, coaepX)aLlmxcsl B ypOBHE TEXHUKU. Ha MOMEHT nogaym 3asiBku
KBanMuunpoBaHHbIA NPOMUIbHBINA cneumanuct He cMor bbl NpeackasaTthb, YTO
NpUMeHeHNe KOMOMHMPOBAHHOIO nNpenapara ansa neyvenuns BUY n CINMAL noseonut
YCUINUTBL Ne4ebHbIN 3hdEKT, MOCKONbKY HA MOMEHT MOSIBIIEHUS 3asBIEHHOIO
n3obpeTteHuns ycunumsarowmmn agpdekt coegmHennst N ele He Obin N3BeCTeH.

Bo-BTOpbIX, NOATBEPXKAAETCS, YTO M30OpeTeHMEe OoTBEeYaeT TpeboBaHMSM HEOUYEBULHOCTM
N HOBU3HbI, NMOCKOSbKY 3asiBNeHHasi KOMOMHaLUUS HE U3BECTHA U3 YPOBHS TEXHMKN.

B-TpeTbux, hakT noBbiweHWs 3PHEKTMBHOCTU (B AAHHOM Crny4ae pedb ngetT o
HeoXnaaHHOM ycuneHun papmMakonornyeckoro acpgekra) 4omkeH bbiTb
npoaHanMaMpoBaH Ha NpeaMeT Hanmyusa nsobpeTtaTenbCckoro ypoBHs. Ecnu cnegosatbh
noaxoay, OCHOBAHHOMY Ha NPUHLMNE «OT NPOoBneMbl K peLeHnto», bnmxkanwmm
3N1EMEHTOM YPOBHS TEXHWUKM ABNSETCS LOKYMEHT, B KOTOPOM OMMUCLIBAETCS COoMeTaHme
coeauHeHusa N ¢ coegnHeHnem X. TexHudeckon npobremon, TpebytoLlen peLleHus,
cunTaeTcs cos3gaHve bonee adhpPEeKTUBHOIO anbTepHATUBHOIO Npenapara Ansa nevyeHus
BUY. WMHdopmaums, n3BecTHas U3 YpOBHSA TEXHUKK, NO3BONAET yTBEpXaaTb, YTO
ycunmeatowmm agppekt coeanHeHnsa N yxxe Obifl NPOAEMOHCTPUMPOBAH Ha Npumepe ero
coyeTaHusa ¢ coeuHeHnem X (ewe ogHUM MHIMBUTOPOM NpoTeasbl).

[axe c y4eToM TOro, YTO MEXaHU3M U HayYHbIN NPUHLUMM, KOTOPbIE NeXaT B OCHOBE
ycunmeatowero acpdekra coeanHeHna N, ewle He Obinv N3BECTHLI HA MOMEHT nodayun
COOTBETCTBYIOLLIEN MATEHTHOM 3a8BKW, Y KBannguumnpoBaHHOro NpoguIibHOro
cneymnanucta 6binm 6bl OCHOBaHWS AN TOro, YTOObl KCNEPUMEHTUPOBATL C APYrMHn
KOMOMHaumsMn, BKoYaroLwmmm B cebsa coegnHeHme N, ¢ Tem 4Tobbl NONy4nTb
3aABMEHHY0 KOMOMHaLUNIO, MPU 3TOM MMesi pa3yMHble OCHOBaHWSI pacCcYnTbiBaTb Ha
ycnewHblv pesynbTat. [1ogobHble 4eNCTBUA SABNAIOTCA YaCTbio NOBCEAHEBHON
cTaHdapTHOWM paboTbl TAKOro cneumnanucTa, MMeELEero CpeaHo Keanmdukauu 1
PYKOBOACTBYHIOLLIEroCs 34paBbiM CMbICIIOM. [103TOMY HECMOTPS Ha TO, UTO 3asiBrieHHas
KOMOMHaUMs coequMHEeHU NO3BONSET JOOUTLCSA HEOXKNOAHHOrO pesynbTaTa,
3akroyatoLerocs B nosblleHUn acbdeKTUBHOCTU Npenapara, ee criegyeT cunTaTb
OYeBUOHOMN.

Mpumep 10

N306peTeHne:
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CuHepreTtuyeckasi KoMOmHaums coegnHennss O n coeagmnHeHnst P ansa ncnonb3oBaHns B
KayecTBe aHTMDakKTepumanbHOro npenapara 6e3 TOKCUYHbIX NOBOYHbIX 3P eKTOB.

0O630p onncaHusa nobpeTeHns:

N3obpeTaTtenn obHapyxunm, 4to coeguHeHne O MMeeT OYEHb BbICOKYIO
rpamoTpuuaTenbHyt0 akTUBHOCTb, BKITHOYAsi CPEAHIOK aKTUBHOCTb NPOTUB CUHETHOMHOM
nanoykun; npu 3TOM OHa TaKkKe NokasbiBaeT CpeaHio aheKTUBHOCTb B 3paankaLmm
BonbLlIMHCTBA aHa3pObHbIX NAaTOreHoB U psga rpamnonoXnUTerNbHbIX 6akTepmnanbHbIX
wrtammoB. CoeanHeHne P OTHOCKTCS K Knaccy HUTPOMMMU3a[omoB; ero
aHTMGaKTepuanbHbIN CNEKTP pacnpoCTpaHAETCsa Ha BONbLUMHCTBO aHa3POOHbIX
Oaktepun. C uenbio paclumpuTb aHTUOaKTepuarbHbIN CNEKTP NpenapaTta U YMEHbLUNTb
PUCKM BO3HUKHOBEHUS PE3UCTEHTHOCTU K HEMY OH ObIN coBMeLLEeH ¢ coeanHeHnem O —
aHTUONOTMKOM Knacca HUTPOMMM3aL0N0B, aHTUbaKTepmanbHbI CNEKTP KOTOPOro
BKINto4aeT B cebsa 60NbLUMHCTBO aHaspobHbIx BakTepuin. [penmMyLLecTBOM NOSTy4YEeHHON
KoMBMHaLUMM No CpaBHEHUIO C MOHOTEpanuen aBnseTcs 1o, 4To oba BelecTBa
okasbiBatoT BnusaHune Ha [JHK n nocneposatensHo 6nokupytoT OHK 6aktepuin, yto elue
Gonee ycunmeaeT cuHepretudeckmmn agdekt. CoeanHeHune P Takke umeeT noTeHuunan B
KayecTBe aHTUOKCUAAHTa U HE UMEET TOKCUYECKNX CBONCTB MO CPaBHEHUIO C
MoHoTepanuen. peacrtaBneHHoe onucaHne n3obpeTeHns CoaepPuT
dapmakonormyeckme gaHHble.

MN3BECTHLIN YPOBEHb TEXHUKU:

CoeaunHeHmne O, KOTOpOE OTHOCUTCA K XMHONOHOBOW rpynne aHTMOMOTMKOB C LUMPOKUM
CMEeKTpOM aHTMBaKTepuanbHOro 4ENCTBUSA, U coeamHeHne P, oTHocALweecs K Knaccy
HUTPOMMM3AL0NO0B, N3BECTHbI N3 YPOBHA TEXHUKN. MoOHOTepanus ¢ npumeHeHneM
KaX[0ro M3 ykasaHHbIX COeAUHEHUI Bbi3bliBaeT N060YHbIE 3hdeKTbl NErkon-ymepeHHoOn
CTENEHN BbIPaXXEHHOCTU, CBSA3aHHbIE C renaTOTOKCUYHOCTBIO N HE(PPOTOKCUYHOCTLIO.
O6a npenaparta MMelT CXOAHbIN hapMaKOKMHETMYECKUI NPOUNb C ANUTENBHBIM
nepvoaoM nonypacnaga, Aenarwum nx NPUrogHbIM1 ANs NapaHTepanbHOro BBEAEHUS.
[ns Toro, 4Tobbl KBAaNMOULMPOBAHHbIN NPOUNBHLINA CReLnanucT, onupasicb Ha CBOU
obLne 3HaHUA, COBMeCTUN 3TN ABa BELLECTBa B paMkax 04HON hopMynbl, OH JOIMKEH
obnagaTb He3aypsaaHbIMK CMOCOBHOCTAMM KaK SKCepMMEHTATOp N n3obpeTtartens.

KommeHTapwuin:

KombuHauna coegmHenmns O n coegmHeHust P B hUKCMpOBaHHOWM JO3NPOBKE AOIMKHA
cuMTaTbCa umetoLLen nsobpetaTtensCckuii YpoBEHb, €CNN OHA MPEBOCXOAUT MOHOTEpPanuIo
C MPUMEHEHNEM KaXKAOrO U3 BXOAALLMX B €€ COCTaB KOMMNOHEHTOB B OTAEMNBHOCTU C TOUKM
3peHust apMaKkororm4yeckor akTMBHOCTUN, aHTUBaKTEpPManbHOro CNeKTpa, a Takke
pe3ynbTaTUBHOCTU. Kaxabln n3 ABYX KOMMOHEHTOB ycunuaaeT nevyebHoe aencrene
OPYroro KOMMOHEHTA; TaKOe yCuUreHne He Morno ObiTb NpeackasaHo
KBanuguunupoBaHHbIM NPOMUbHLIM CNELNanMcToM B CBeTe JOKYMEHTOB, U3BECTHbIX U3
YPOBHS TEXHUKMU.

Poccutickasi ®edepayus

117. B PykoBoacTtBe no akcrneptuae’’ ykasbiBaeTcs, YTO, Koraa n3obpeTteHne npeacrasnseT
cobon KomBMHaLmMo AByX unm 6onee N3BECTHbIX UHIPEOMEHTOB, KOTOpasi NO3BOSISIET JOCTUYb
CUHepreTnyeckoro acpdekTa, He nogpasymMeBaeMoro YpoBHEM TEXHUKU, CHATAETCH, YTO TakoMy
n306peTeHunio NpucyLL n3obpeTaTenbCKUn YPOBEHD.

w PyKoBOACTBO MO 3KCMEPTU3e 3asBOK HA U306peTeHus, YacTb 3.9, PocnaTeHT.
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Mpumep

B kauecTBe n306peTeHns 3asiBreHo dhapMakonormieckn akTMBHOE BELLECTBO, MMeloLLee
obe3bonuneBaroLLn N aHTUCENTUYECKMIA 3PEKT 1 COCTOsILLLEE N3 KOMMOHEHTOB «A» N «B»
B cooTHowleHunn 20-40 n 60-80 % macc., COOTBETCTBEHHO, (B OQHON TabneTke
cogepxutcs 0,01 r Bewectsa «A» 1 0,03 r BelectBa «By).

M3BecTHO, 4TO BeLlecTBO «A» UCMONb3yeTcs B kKayecTBe obe3bonumeatoLero, a
BellecTBO «By» - B kayecTBe aHTUCENTMKA; OaHa TabneTka BellecTBa «A» COOEPXUT
0,05 r aToro BellecTBa, a ogHa TabneTtka BewecTtsa «B» - 0,06 r aToro BeLiecrsa.

CornacHo BhILLEN3NOXKEHHON MHAOPMaLUMA B 3asiBIEHHON KOMOMHMPOBaHHOW hopmyne
Kak BewecTBO «A», Tak 1 BellecTBO «B» nposBnstoT 6onee BbICOKYHO
(hapmaKoforMyeckyto akTMBHOCTb COOTBETCTBYHOLLEro npodpuns (bnarogaps aTomy
NosiBUNAacb BO3MOXHOCTb 3HAYUTESTbHO YMEHbLUUTL JO3UPOBKY 3TUX BELLECTB MO
CpPaBHEHWIO C N3BECTHBIM YPOBHEM TEXHUKM C COXpaHeHneM neyvebHoro adpdekra Ha
HEN3MeHHOM YpPOBHe). Takomy M3o06peTeHunto NpucyLL, n3odpeTaTenbCKkuii YpoBEHD,
MOCKOMbKY OHO NO3BONseT JOBUTBLCS CMHEepreTUYeckoro adpdgekTa.

118. [Mpu aHann3e KOMMNO3ULIUA HEOBXOAMMO NOATBEPAUTL, YTO TEXHUYECKUIA achdekT,
yKa3aHHbIN 3agBuTenemM, MoXxeT ObITb JOCTUTHYT B pamMKax BCEro CnekTpa 3asiBfeHHON
O03VMPOBKM aKTUBHOMO MHrpegmeHTa. JTOT acnekT 0COBEeHHO BaXXeH B TOM Criyyae, ecrniu
HWXKHSAS U BEPXHASA MpaHuLbl 3asBSIEHHbIX ANana3oHOB 3HAYEHUN 3HAYUTESNbHO OTNIMYalTCA
apyr ot apyra (Hanpumep, ot 0,1 go 100 r/n). B Takmx cutyaumsx Heobxoanmo ybeamTbcs B
TOM, YTO B ONUCaHNM U30OpETEHNS COAEPKMTCA MHbOpMaLMs, NOATBepXAaloLas JOCTKEHNE
COOTBETCTBYIOLLLErO TEXHNYECKOro adhpekTa, B TOM YMcre NpUMEHUTESNBHO K rpaHUYHbIM
3Ha4YeHUAM YKasaHHOro gmanasoHa (CM. Takke YacTb A («3asBneHHoe nsobpeTeHne B LLENToM»)
HaCTOALWEro AOKYMeEHTa).

CoeduHeHHoe Koponesecmeo

119. PyKoBOACTBO MO 3KCMEPTU3e NaTEHTHbIX 3adBOK HA N300peTeHUs B 061acT Xnmmum
COAEPXUT UHCTPYKTUBHO-METOAMYECKNE YKa3aHWNsi B OTHOLLEHMM OLEHKM M306peTaTenbCKoro
YPOBHS! KOHKPETHbIX COMETaHU ABYX COEAMHEHWUA U NONMMEPOB B pamMKax eauHoM
komnoanumn’®. Peluerne BL O/220/13 kacanock ABYX 3asiBOK Ha KOMMO3ULIMK AnNs
BUTaMMHHbIX O6aBOK, 04HA N3 KOTOPbIX Obina NnpegHasHavyeHa Ans yKpenneHus 340p0Bbs
KOCTHbIX TKQHEN, a BTOpasn — AN YKPenneHnsa 340poBbs MaTepu B NOCTHATamNbHbIA Nepuoa u
CTMMYNMpOBaHNA naktauun. Mo MHEeHWo akcnepTa-naTteHToBena, AN Toro, YTobbl NPU3HaThb
3a TaKMMM KOMNO3NLMUSIMM M306peTaTenbCkuin ypoBeHb, HeobxoaMMa onpeaeneHHasi cteneHb
CVHEeprum, 4OCTUraeMon COBMELLEHNEM COCTaBHbIX YacTen komnosnumm. Bmecte ¢ TeM HM B
OLHOWN U3 3as1BOK HE yKa3blBarioCcb Ha Kakoe-nnbo B3anmoaencTemne Mexay CoCTaBHbIMU
YacTamm komno3uumin. Takum obpasom, Obin caenaH BbiBo4 O TOM, YTO, XOTS HEKOTOopas
CTeneHb Takoro B3aMMogencTBus, HECOMHEHHO, MMeeT MECTO MOCre nonagaHus KoMnNosnuum B
OpraHM3m 4yernoBeka, 3TOT 3(pPeKT HOCUT HENpeaHaMEPEHHbIN XapaKkTep N HE NMeeT
OTHOLLEHUSA K MEXaHM3My AeNCTBUSA kKoMmno3uuun. NoaTtomy oueHka nsobpeTtaTenbCKoro
YPOBHS MPOBOAMMIACH MO KAXKAOMY OTAENbHOMY KOMMNOHEHTY. [lockonbky o6a KOMNOHEHTa
ObINN XOPOLLM M3BECTHbLI B OTPACM B Ka4eCTBE BELLECTB, KOTOPbIE MOXHO MCMOMb30BaThb B
coctaBe nuweBblx A406aBokK, 06e Popmyrnbl BbINM COUTEHbI CriydasgMmn coBMmeLLeHus 6e3
cuHepreTnyeckoro acpgekta, a ob6e 3asBku Oblfiv OTKNOHEHbI MO NPUYMHE OTCYTCTBUS
n306peTaTenbCKoOro YpoBHS.

8 PykoBoAcCTBO Mo 3KCnepTU3e NaTeHTHbIX 3asBOK Ha M306peTeHns B obnact xummmn (o6HoBneHo B nioHe 2017
r.), nyHkTbl 87 n 88, UKIPO.
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120. B obrnactm xumum CUHepreTn4eckmii apeKkT yalle BCcero JOCTUraeTcs B TEX criyvasix,
KOrQa akTUBHble MHrpeaNeHTbl COBMELLIATCS B paMkax doopmyn papmMaLeBTUYECKNX
npenapatoB. TeM He MeHee Takue NpMMepbl BCTPEYarTCa U B APYrnx oTpacnax npuknagHomn
XvMMnn. B HeKoTopbIX criy4dasx, CBA3aHHbIX C npegnonaraeMbiMy U3obpeTeHnsamu,
CUHepreTnyecknin apekT MoxeT BbiTb HE CTONb OYEeBUAHBIM, B CBSI3M C YeM Heo6xoauMO
TWaTenbHO U3yyaTb Takme cutyauumn. AprymeHTbl B OTHOLLEHUU TOro, YTO UMEeeT MeCTO
coBMmeLleHne 6e3 cuHepreTnyeckoro acdekta, MoryT 6biTb HENMPUMEHMMbI K HEKOTOPbLIM
CMNOXHOCOCTaBHbIM KOMMO3ULUMAM, BKITHOYass, HanpuMep, napgoMepHO-KOCMeTUYeCKe ToBapbl,
B Criydae € KOTOpbIMWU, HECMOTPS Ha TO, YTO KaXdbll KOMMOHEHT, MO CyTW, BbIMOMHSET CBOE
06bl4HOE NpeaHa3HavYeHne, NPUCyTCTBME B KOMMO3ULMM TOrO UITM MHOTO BELLLECTBA MOXET
noTpeboBaTb «TOHKON HACTPOMKNY NPOMOPLNIA OPYrMX KOMAIOHEHTOB DOPMYIbl, C TEM YTOObI
HenTpanu3oBaTb Ntobble HexenaTenbHble CBOMCTBA TaKoro BeWecTBa. Ha cerogHsilHUm geHb
cyaebHas npaktuka CoegmHeHHoro KoponescTBa npeaycMaTpuBaeT, YTO CUHEPreTUYECKUI

3 eKT foMmKeH OblTb 060CHOBAH B NepBOHaYanbHOM TEKCTe 3asaBku’®,

121. Takum obpa3om, B NpoLecce OLEHKN 04EBUOHOCTU hopMyribl N306peTeHuns,
OTHOCSALLErocs K KOMNO3nLMn, BaXXHO MPUHUMAaTL BO BHUMaHWe xapakrep nHdopmMaumu,
cogepxawlenca B U3BECTHOM YPOBHE TEXHUKN. B Lenom dakT NpUCyTCTBUSA KaXKaoro u3
KOMMOHEHTOB KOMMNO3MLMK, ABNSAOWENCA NPeAMETOM 3asBKU, B CMIMCKaX BO3MOXHbIX
WHrpeaneHToB, CoaepXKaLLUnXca B OAHOM U TOM Xe JOKYMeHTe, caM no cebe He AOoMmKeH
paccMaTpuBaTbCs Kak hakTop, NULLAOLNA TaKyto KOMMO3MLMIO n306peTaTenbCKoro YpoBHS.
BmecTo aTOro B pamkax noucka v akcneptusbl HE06X04MMO COCPeaOTOMNTE BHUMAHWE npexae
BCEro Ha Tex drfeMeHTax YPOBHSA TEXHUKWN, KOTOPble CBUAETENbLCTBYIOT O CYLLeCTBOBaHUN
KOMMO3MLMIN, aHanornyHblX 3asiBNeHHbIM KOMMO3MLMAM U OTIINYAIOLLMXCSA OT HUX NALLL B
KakoM-TO OAHOM WK HECKONbKMX acnektax. CTeneHb OTNNYMN NPUMEPOB U3 YPOBHSA TEXHUKU
OT 3asiBNEeHHbIX KOMNO3WULUIA, MO3BONSOLWANA BLIHECTU PELUEHE O Hann4mMm n3obpeTtaTensLCcKoro
YPOBHS, B 3HAYMTENLHON Mepe 3aBUCUT OT TOro, O KAKOWM MMEHHO oTpacnu naeT peys. B
crny4dasx ¢ KoMnosuumsamu cnegyet obpallatb BHUMaHWE Ha TO, YTO UMEHHO MOXHO cYMTaTb
4YacTblo 06LLEAOCTYNHbIX 3HAHUIN UK XXe cTaHAapTHoW nabopatopHon moandukaunen. Tak,
HanpumMep, OBOAOM B MOSb3y O4EBUOHOCTU N300pEeTEHNST MOXET ObITb hakT HanNn4msa B
YPOBHE TEXHMKN KOMMO3MLUKN, BONBLUIMHCTBO KOMMOHEHTOB KOTOPOW NPUCYTCTBYET B
3a8BMNEHHON KOMMO3MLMK, a OCTarlbHble KOMMNOHEHTbI CBEAEHbI B KPATKMI NepeYeHb 04EBUOHbIX
anbTepHaTUB KOMMNOHEHTY, BKIMIOYEHHOMY B COCTaB KOMMNO3ULMW B KQ4eCTBE npumMepa, unm xe
KOMMOo3unumu, kotopas obbeguHAEeT BCe KOMMOHEHTbI 3asBNEeHHON hopMynbl, HO NPpU 3TOM He
BCE U3 HUX NPUCYTCTBYIOT B HEW B Tpebyembix nponopumsix. AHanorm4yHbiM obpasom, CUNbHbIM
apryMeHTOM B MOfb3y OTCYTCTBUSA U3006peTaTenbCcKkoro ypoBHA MOXeT BbiTb Hanuyune paHee
N3BECTHOW KOMMO3MLMKN, B KOTOPOM NO CPABHEHUIO C 3asiBIIEHHOW KOMNO3WLMEN OTCYTCTBYIOT
NYLWb HEKOTOpPbIE CTaHAapTHble A06aBKN (PYHKLMOHANBHOIrO Ha3HavYeHms (Hanpuvep,
TEeXHUYECKUIN yrnepoa B kavectee Y®-ctabunusaTtopa). B aTom criyyae 3asiBUTenb MOXeT
npeacTaBvTb CBOM AOBOAbI B NOMb3Y TOrO, YTO AENCTBUAM, CBA3AHHLIM C 3aMEHON OOHUX
WHIPEeANEHTOB APYrMMN NN N3MEHEHNEM NPONOPUUIA, 6bln AENCTBUTENBHO NPUCYLL,
n3obpeTtaTenbCKui YpOBEHb.

122. B PykoBoacTBe no aKkcnepTuae Takke NpUBOLAATCA UHCTPYKTUBHO-METOAMYECKME
yKa3aHUsl B OTHOLLEHNM PAacCMOTPEHUS BOMPOCA O HanNu4mMm n3obpetaTensckoro ypoBHS B
CUTyaumsaX, CBA3AHHbLIX C COBMECTHbIM NPUMEHEHEM ABYX Unn 6onee MeankaMeHToB B
dapmaueTuke®. dopmynbl N306peTeEHNIA, CBA3AHHBLIX C COBMECTHBIM NPUMEHEHMEM ABYX UM
Bonee M3BECTHbIX MEAMKAMEHTOB, MOTYT OTHOCUTLCSA COOCTBEHHO K KOMMO3ULIMSM, K
pasnnyHbIM BUAAM NEPBUYHOMO UM BTOPUYHOTO MCMNOMb30BaHNA MEOUKAMEHTOB, a Takke K
KOMMNMeKcaM 13 pasnnyHbIX KOMMOHEHTOB, NpeAHa3HaYeHHbIX AN OOQHOBPEMEHHOMO UMK

& Glaxo Group Ltd’s Patent [2004] RPC 43; Richardson-Vicks Inc.’s Patent [1995] RPC 568 at 581.
80 PykoBoacTBO Mo 3KCnepTnse NaTeHTHbIX 3a8BOK Ha N306peTeHns B obnactn MmegnuuHel B Begomctee
WHTENNeKTyanbHon cobctBeHHOCTU (anpenb 2016 r.), nyHkTbl 227-230, UKIPO.
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nocnegosartenbHoro npuema. Ecnu cnegoBatbh NpakTuke, NpegyCMOTPEHHON peLLEHNEM
ManaTtbl nopgoe. B cBsa3u ¢ genom SABAF v MFI Furniture Centres, To nepBbii BONpoc,
KOTOPbIA HAANEXNUT pacCMOTPETb B KOHTEKCTE onpeaeneHns n3obpetaTenbCKoro ypoBHs,
KacaeTcsi Toro, siBnsieTcsa v paccMmartpmBaemas popmyna ogHUM UM HECKONbKUMM
n3obpeteHuamu. B Tom cnyyae, ecnv aBa (unu bonee) nHrpegmMeHTa npocTo BhINOSHAKOT CBOHO
00ObIYHYO (DYHKLMIO B OpraHM3Me YenoBeka, a cuHepreTnyeckuin adpekT npm aTom
OTCYTCTBYET, TO 3asiBKa KacaeTcs ABYX pa3HbIX M306peTeHnn, a COBMELLEHNE OBYX 3TUX
WHIpegMeHTOB HE UMEET NPU3HAKOB N300peTeHNsI. DKCNepT-NaTeHTOBend, KOTOPbIN
paccmaTpuBan geno Lalvani et al’s Applications, NPUMEHUN Takon Noaxon K KoMno3numsim
nueBbIX 406aBOK, COCTOSABLUMM U3 MHOTMX MHIPEOUEHTOB U HE AaBaBLUMM OCHOBaHMS
roBOpUTb O KaKOM-NnMBo cnHepretTnyeckoM adhdpekte. o cyTn Bonpoca OH NOCTaHOBWUI, YTO
BCE MCMNOJIb30BaHHble B OPMYIiax MHIPEANEHTbI SBMANUCH N3BECTHLIMU UM O4YEBUAHBIMW OIS
NPUMEHEHMS KOMMOHEHTaMN COOTBETCTBYOLLIMX KOMNO3ULWIA, BCIIEACTBME Yero 3asBkun bbinm
OTKJTOHEHbI MO NPUYMHE OTCYTCTBUSA N306peTaTeNnbCKOro YpoBHS.

123. Kpome Toro, cuHepretTmyeckuin acpdekT oT B3anMoaenCTBUSI KOMMOHEHTOB JOMKEH ObIThb
onucaH B cneundukaumm. B oTcyTcTBME MHGOPMaLMM O TaKOM cuHepreTudeckom acpdpekTe B
opurnHanbHOM cneumdurKkaumm Ha MOMEHT Nodayn 3asBKn ero NoATBEPKAEHUS,
npegocTaBneHHble Nocne AaTbl Nogayvn 3asBKn, HE MOTYT NPUHUMATLCS BO BHUMaHWE Npu
peLLeHnn Bonpoca o Hanmunm n3obpetatenbckoro ypoBHs (Glaxo Group’s Patent [2004] RPC
43). Kpome TOro, gokasarenbCTBa HEOXNOAHHOIO CUHepreTudeckoro addekra ot
COBMELLEHNS ABYX KOMNOHEHTOB HE AaeT OCHOBaHUN AN18 NpU3HaHUA 3a KombuHaumen
n3obpeTaTenbCcKoro YpoBHs, ecnv Takas kKomorHaunsa B nitobom cny4vae 6bina 661 04eBUAHON
AN KBanuuumpoBaHHOro cneunanucta. B yactHocTtu, ecnu nssectHas koMOrHaLmsa cocTouT
13 ABYX BMAOB aKTMBHbIX BeLlecTB (Hanpumep, o6e3bonueatoero n aHTUrMcTaMmmHHOro
npenapartoB), NpocTas 3aMeHa OAHOro N3 KOMMOHEHTOB hopMynbl Ha 6onee CoOBPEMEHHbIN 1
3hPEKTMBHbLIN eaBa SN CMOXET CTaTb OCHOBaHMEM A1 NPU3HaHNA n3obpetaTenbCcKoro
ypOBHSA. Ecnu cuHepretuyeckmin agdekT HOBOM KOMBOUHALMM HE NPEBbLILLIAET CUMHEPreTUYeCcKni
ahbpekT paHee n3BecTHoOn KoMBMHaLUMK, TO B JaHHOM Cry4yae HeT OCHOBAHWIA FOBOPUTbL O
HanMyYun n3obpeTaTenbCKoro YpoBHS.

124. B gene Richardson-Vicks’ Patent®! 6bin BbIABUHYT apryMeHT OTHOCUTENBbHO TOro, YTO
peructpaums KOMOMHNMPOBAHHLIX NPenapaToB B COOTBETCTBYIOLNX rOCYAapCTBEHHbLIX OpraHax
00bI4YHO BbIBaET cBsI3aHa C 0COOLIMY TPYOHOCTAMU, YTO ABNAETCA HeraTMBHbLIM (PakTOpOM B
nriaHe xenaTenbHOCTN CO30aHMS HOBbIX KOMOMHUPOBaHHbBIX (DOPMYI C TOYKM 3PEHMS
paspaboTtunkoB. Cyabs He cornacurnce ¢ 3TUM apryMeHTOM, OTMETMB, YTO BO3MOXHbIE
CNOXHOCTU BO B3aUMOOTHOLUEHUAX C KOHTPONMMPYIOLWNMM OpraHaMm He NMEKOT OTHOLLIEHUS K
Bonpocy 06 n3obpetarensckom yposHe. C Apyrown CTOPOHbI, MPY HANNYUMU KTEXHNUYECKOTO
npenaTCTBMAY», yBOAALLEro pa3paboTymka B CTOPOHY OT 3asiBfIEHHOW KOMOMHauuu,
n3obpeTaTenbCkMn YPOBEHb MOXET ObiTb MOATBEPXKAEH AaXe B TOM Clyyae, ecrnmn KomoumHaums
Ha nepBblIi B3rnag ABnseTca o4eBUOHON.

CoelduHeHHble LlImambi AMepuku

125. OgHMM 13 NpUMEpPOB CUTYyaLMK, NO3BONSAOLEN TOBOPUTL 06 04EBUOHOCTM N306peTeHNs,
ABNAeTCcd «NpocTas 3aMmeHa 0gHOro U3BECTHOro afieMeHTa Apyrum Ans nonyyeHus
npeackasyeMblx pesynbrtaToB». B MPEP® pasbsicHsieTcs:, YTO ANst OTKIOHEHUS 3asiBKU Ha
AaHHOM OCHOBaHUK BHavane Heobxoanmo npumeHnTb «aktopsbl [pama». [locne atoro
JOIMKHa MMEeTb MECTO crieayloLlas nocneaoBaTenbHOCTb BbIBOJOB:!

81 Richardson-Vicks Inc.’s Patent [1995] RPC 568.
82 MPEP 82143, |, A («CoBMmeLLeHNE 3NEMEHTOB YPOBHSA TEXHUKM NPU MOMOLLM N3BECTHLIX METOA0B B LIENSX
nonyyYeHns nNpeacKasyemMblx pes3ynbTaToBy).
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()  BbIBOA O TOM, YTO M3 YPOBHSI TEXHMKUN ObINTM U3BECTHLI BCE 3aSIBNEHHbIE 3NIEMEHTHI
(xOTS, BO3MOXHO M HE N3 OQHOrO U TOrO XXe AOKYMEHTANbHOrO MCTOYHMKA), a
€MHCTBEHHOE pasnuume mexay 3asiBneHHbIM n306peTeHnemM 1 N3BECTHbIM YPOBHEM
TEXHWKN COCTOMUT B TOM, YTO 3asiBfIEHHas KOMOMHaLMA 3NEMEHTOB He Oblna onucaHa B
OOHOM 1 TOM € UCTOYHUKE;

(i)  BbIBOAQ O TOM, YTO NPOCUIbHBINA CneunanucT cpegHen keanudgukauum cMmor Gbl
06beANHNTL 3asiBNEHHbIE 31EMEHTbI B COCTaBe eQuHOM KOMBMHaU MM Npy NOMOLLN
N3BECTHbIX METOO0B M YTO KaXKAbIN 3N1IEMEHT KOMOUHALIMM BbIMOSTHAET Ty XXe camyro
YHKLMIO, YTO U B OTOENBbHOCTMU;

(i) BbIBOA O TOM, YTO NPOUIIBLHBIV CNEeunanucT cpegHen keanudukauumn npuwen 6ol K
BbIBOAY O TOM, YTO 3eKT KOMOUHMPOBaHHOM hOPMYIbl ABNSIETCA NPeAckasyeMbiM; U

(iv) noOble gononHUTENbHLIE BbIBOAbLI, KOTOPbIE MOTYT ObITb CAeNnaHbl A4S
aprymeHTauum BbiBoga 06 04eBUOHOCTU N300pEeTEHNSI HA OCHOBAHMKM 3anpocoB Mo
«thaktopam 'pama» ¢ y4eTom hakTu4eckmx o6CToATENBCTB paccMaTpMBaemoro gena.

CyTb A4aHHOro aprymeHTa B Nosb3y BbiBoga 06 04EBUAHOCTY 3aSBNEHHOIO N300peTeHns
3aKN04YaETCA B TOM, YTO 3asBMEHHbIE 3NIEMEHTbI OblfM M3BECTHbLI U3 YPOBHSA TEXHUKM, U
KBanMnunpoBaHHbIA NPOMUIbHBIN cReunanmnct MMen BO3MOXHOCTb CO34aTh 3asiBIIEHHYHO
KOMBUHaLMIO 9NEMEHTOB NPY NOMOLLN U3BECTHBLIX METOO0B, HE U3MEHSAS NPWU 3TOM UX
byHKUMIA, NpU4EM Takas KOMOMHaLUUA C TOYKM 3peHNS NPOUNBHOrO creumnanucTa cpeaHemn
KBanumkaumm nossonsna nony4YnTb TOMNbKO NpeackasyemMble pesynbtarhbl.

126. B peweHun no geny Omeprazole Patent Litigation, 536 F.3d 1361,87 USPQ2d 1865
(Fed. Cir. 2008) cdbopmyna nsobpeteHus 6bina npMaHaHa HEOYEBUOHOWN B KOHTEKCTE
aprymeHTauum, kotopasi cBsidaHa C KOMOMHMPOBaHNEM 3IEMEHTOB, N3BECTHbIX U3 YPOBHS
TexHukn. CyLHOCTb N306peTeHns cocTosANa B NOKPbITUM hapMaueBTUYEeCKoro npenapara nog
Ha3BaHMEM «OMEMNPas3on» KULWEeYHOPaCTBOPUMON 0BONOYKON C Lienbo NpeaoTBpaTuTb
paspyLueHne npenaparta 40 TOro, Kak OH AOCTUrHET MecTa NPUoXeHUs ero
dhapmakonorm4eckom akTMBHoCTU. 3asaBneHHasa dopmyna npegnonarana nokpbiTue akTMBHOIO
WHrpegmeHTa ABYXCIOMHOM 0600YKOMN.

127. Okpy>XHOW CyA npuLlen K BbIBOAY O TOM, YTO OTBETHMKM HapPYLUUN COOTBETCTBYOLLMI
nateHT. Cypq Takke He cornacurcs ¢ apryMeHTauuen oTBeTYMKOB OTHOCUTENBHO
HeJenCTBUTENbHOCTU NaTEHTOB MO NPUYMHE O4eBUOHOCTUN (POpMYnbl n3obpeTeHns. OTBETYUKM
yTBEpXAarnu, 4YTo 3asiBreHHoe n3obpeTeHune SBnseTca 04eBUOHbIM, MOCKONbKY TabneTku
omenpasona, NoKpbITble 060104KOM, BbifM N3BECTHBLI N3 YPOBHA TEXHUKM, a MpaKTuKa
NPYMEHEHNS BTOPOro 3aLlUTHOro crnosi B (hapMaLeBTUYeCKUX npenapaTax Takke aBnseTcs
n3sectHon. CBuaeTenbCTBa HaNUuMsa HeOXnaaHHOro adhekra oT NOKPbITUA TabneTok
omenpasona AByMSs CNnosiMu 3almMTHom obonoyku oTcyTcTBoBanu. BmecTe ¢ Tem yka3aHHas
nateHToobnagaTenem nNpuyYnHa NOKpbITUA TabneTkn omenpasona SONONHUTENbHOW
000Mn04KoKr, PAcrnonoXeHHON MEXAy akTUBHLIM BELLLECTBOM 1 paHee NpUMEHSBLLENCS
obonoykon, 3aknioyanacb B TOM, YTO paHee NpuMmeHsBLIascs obonoyka BCTynana B peakumio ¢
oMenpasornoMm, YTo NPMBOAUIIO K HEXenaTenbHOoW Aerpagauun akTMBHOrO UHrpeaneHTa.
[aHHbIn (hbakT, CBA3aHHbLIN C gerpagaunen omenpasona ns-3a ero B3aumMogemncTBms ¢ paHee
NpUMeHsiBLLENCA 0B0NOYKON, U3 YPOBHS TEXHUKM M3BECTEH He 6bin. Mo3ToMy OKpyXHOW cyq
NMOCTaHOBUI, YTO, UCXOAS U3 UMEIOLLMXCA AaHHbIX, HET OCHOBaHWUI rnonaraTb, YTO NPOPUNbHbLIN
cneumanucT cpegHen ksanudukaumm nmen bl NPUYUHBLI BKNOYaThL B hopmyny TabneTok
omenpasona AOMNOMHUTENbHYI0 OBOSOYKY.

128. depepanbHbli anennsuUMoHHbIN Ccyd NOgTBEPOUIT PELLEHNE OKPY>KHOIO cyaa O TOM, YTO
3asiBrIEHHOE M300peTeHmne He aABNsieTcs odeBMaHbIM. HecMoTpsi Ha To, YTO NpakTuKa
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NPYMEHEHNS OOMNOMNHUTENbHBIX 060M0YeK B (hopMynax KAWEeYHOPacTBOPUMbIX NeKapCTBEHHbIX
cpencTs Obinia M3BECTHA U3 YPOBHS TEXHMKK, a Kakme-nnbo ypesamepHblie npobnemsl
TEXHNYECKOro Xxapakrepa, paBHO Kak U NPUYUHbI ANsi OTCYTCTBUA pa3yMHbIX OCHOBaHWI
paccunTbiBaTb Ha ycnex, OTCYyTCTBOBanu, 3asBrneHHas popmMyna n3obpeteHns TeM He MeHee
He aBnsnacb O4eBUAHOMW, NOCKOSbKY U3 YPOBHS TEXHMKU He BbIno M3BECTHO O npobnemax ¢
npeabigyLien hopmyrnon, KoTopble 1 nobyannm pa3paboTynkoB kK ee moandukaumn. oatomy,
XOTS TEXHUYECKN Takas mogmdukaumsa bbina BO3MOXHA, B OTCYTCTBME MHbOpMaLmm O
npobriemax ¢ npeablaywien opmynon NpoBoanTb ee He Obino 6bl cmbicnia. Kpome Toro, ecnun
Obl KBANUPULMPOBAHHOMY NPOPUITBHOMY CNeLNanmncTy n 6bI10 N3BECTHO O CYLLECTBOBAHUN
yKka3aHHOW npobnembl, OH, BEPOSITHEE BCEro, OCTaHOBMI Obl CBOW BbIGOP Ha Apyron
Mogudomkaumnu.

129. Ha ynomsiHyTOe gerno, Kacarwlleecs oMmenpasorna, Takke MOXHO CMOTPETb Yepes npuamy
obHapyXeHus nateHToobnagaTenem paHee He U3BeCTHOM Npobnemsbl («npobnemHoe
n3obpeTteHuney); Takme cuTyaumm obcyxgatoTca B 4acTu || 4oNonNHUTENBHOMO NCCrneaoBaHns no
Bornpocy 06 n3obpetarensckom ypoBHe (4okymeHT SCP/29/4). Cm. Takke YacTb H HacToswero
OOKyMEHTa, KacaloLLytocs NekapCTBEHHbIX opM.

130. Kpowme TOro, B8 MPEP (82144.04, 1.A) 3aTparnsaeTcsa Bonpoc 06 oLeHKe 04eBUOHOCTU
NPUMEHUTENBHO K 3asBNeHHbIM N300peTeHNsIM, KOTOpbIE NpeanonaratT UCKMoYeHne 13
KOMMO3NLMK, NU3BECTHOW U3 YPOBHS TEXHMKUN, KAKOro-ninbo oyHKUMOHANbHOro atana unm
anemeHTa. B gene Ex parte Wu® dopmyna n3obpeTteHus kacanack cnocoba
npeaoTBpaLLEeHUst KOPPO3UN MEeTanMMYecKux NoBEPXHOCTEN NPX NOMOLLM KOMMNO3ULNN,
COCTOSILLEN U3 SMOKCUAHON CMONbI, HE(PTAHOro cynbdoHaTa 1 yrneBogopoaHoro pasbasurens.
3asBKa Oblna OTKIOHEHa No NPUYMHE HaNN4uns B YPOBHE TEXHUKN NEPBUYHOIO UCTOYHMKA,
yKasblBaloLLEro Ha aHTUKOPPO3UIAHYI0 KOMMO3ULNKD, COCTOSALLYIO U3 SMOKCUOHOW CMOfbI,
yrnesogopoaHoro pasdaBuTernst 1 MHOFOOCHOBHBIX KACTbIX CONen (Mpu 3TOM yKa3sblBasnoch, YTO
Takue CONnun UrpatoT NONE3HYH POorlb NPU UCMOMb30BAHUN KOMMNO3NLUK A5151 MOBEPXHOCTEN,
noaBeprawLLMXca BO3AENCTBUIO MPECHON BOAbI), @ TakkKe BTOPUYHBbIX UCTOYHMKOB, B KOTOPbIX
Oblna YyeTko chopMynupoBaHa naesa BKAYEHUS B aHTUKOPPO3UIMHBLIE KOMNO3ULMK HEDTAHOMO
cynbdoHaTa. AnennsauuoHHas nanata nogTBepAanna peweHne 06 OTKIOHEHUN 3asiBKW, YKa3as,
YTO MAEes UCKNIYEHNSA 13 POPMYyrbl, NPEANOXKEHHON B NEPBUYHOM UCTOYHUKE, MHOTOOCHOBHbIX
Kncnblx conen 6bina 6ol oveBngHoON, ecnm 6ol PYHKLNK, CBA3AHHBIE C HUMU, HE SABNANUCH Obl
xenartenbHbIMU UM HeOBXoAMMbIMU (HanpUMep, ecnn peyb NaeT 06 aHTUKOPPO3UNHBIX
KOMMO3MUMAX ANs NPUMEHEHMS B YCITOBUSIX, HE CBA3AHHbIX C BO34ENCTBMEM NPECHON BOAbI).

ErB

131. B peweHun T 1814/11 paccmaTpuBanach CUTyauus, CBA3aHHaga C pelleHnemM 3agauu,
KoTopas 3akrtodanace B pa3paboTke anbTepHaTUBHOM DYHIMUUOHOW KOMMO3ULUN C
CvHepreTnyecknm adddEeKTOM Ha OCHOBE NPOTMOKOHa3oma. AnennaunuoHHasa nanara npuLuna K
BbIBOAY O TOM, YTO CMHEpreTn4ecknin addeKkT HeBO3MOXHO ObINo Npeackasathb, T.e. ecnu Aaxe
KOMBUHaLMM ABYX KOHKPETHbIX KOMMO3ULUUIA 1 Bbin NPUCYLL, CUHEPreTUYeCcKn apdekT, Kak 3To
yKa3blBarocb B AOKYMeHTe 1, ero He 0b6a3aTernbHO MOXHO ObIrio Bbl 0XXnaaTb B TOM crny4ae,
ecnu 6bl ogHa 13 ABYX KOMNo3nuuin Beina moanduumpoBaHa. CuHeprus Henpegckasyema B
npvHUMNe N NO3TOMY He MOXeT OblTb NpuUnNncaHa AenCTBMIO HEKOro KOHKPETHOro MexaHu3ma
OENCTBUI W/unun CTPYKTYpbl. AnennsaumoHHas nanarta OTKMOHMNA CCbIfIKy OTBETYMKA Ha
9KCMEPUMEHTbI, OCHOBaHHbIE Ha MeToAe «Npob 1 OLNMBOK», KaK HEYMECTHYIO B JaHHOM
KOHTEeKCTe.

83 Ex parte Wu, 10 USPQ 2031 (Bd. Pat. App. & Inter.1989).
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H. Pexumbl Nnpuema n riekapCTBeHHbIE (OPMBbI

ApeeHmuHa

132. B HekoTOpbIX Cryyasx 3asBrneHHas nekapcTBeHHasi opma bbiBaeT conpsbkeHa
AOCTWXEHEM onpegerneHHoro adpdekra, BKkYas, Hanpumep, KOHTponupyemoe
BbICBOOOXEHNE NekapCTBEHHOrO cpeacTBa B ONpedeneHHoN YacTn opraHnama. YMeHve
pocturatb nogobHoro agpdpekta ABNAETCA YacTblo NPOdeCCUOHaNbLHOro apceHana
KBanuduunpoBaHHoOro paspaboTtymka papmMaLeBTUYECKMX NpenapaToB, KOTOPbLIN MOXET
BblOpaTb M3 COOTBETCTBYHOLLUX CMPABOYHUKOB MNOAXOASLLEee BCOMOraTenbHOe BeLecTBo A1
OOCTWXKEHWS xenaemMoro pesynbtata. Metoabl paboThl, CBA3aHHON C CO30aHNEM
hapmaueBTMYECKMX NpenapaToBs, a Takke Habop KOMMNOHEHTOB, KOTOPbIE MOXXHO UCNONb30BaTb
Lensax nonyvyeHns aTux npenapaToB B pasfnunyHbIX hopMax, XOpoLLO U3BECTHbI crieumnanncTam,
UMEIOLLMM COOTBETCTBYIOLLYIO TEXHUYECKYHO KBanudukaumo. Tak, HanpuMmep, He MoXeT
cunTaTbca n3obpeteHnem ncnonb3oBaHne cTabmnmsaTopoB (Takux, Kak perynatopbl pH) nnm
Xe npuMeHeHne onpenerieHHbIX KOMMOHEHTOB A1 U3MeHeHMs BUogOCTYNHOCTMN TOro Unu
NHoro cpapmnpenapata (nog «bnoaoCTynHOCTLIO» NOHMMAETCs CTeneHb ObICTPOTbI U MOMHOTLI
BCaCbIBaHUA B OOLLNIA KPOBOTOK aKTUBHbIX MHIPeaANEHTOB hapMmnpenapara B TOM UM MHOWN
KOHKPETHOW fniekapcTBeHHOM hOpMe), NOCKONbKY 00LLEN3BECTHO, YTO BbIOOP TOW UM MHOWN
nekapcTBEHHOM DOpPMbl MOXET NOBMUSATL Ha GMOAOCTYNHOCTL NpenapaTad.

133. HoBble nekapctBeHHblE POPMbI M KOMMO3MLMK, a TakkKe NPoLEeCcChl X pa3paboTku, Kak
NpaBuUIio, OOIMPKHbI CYUTATbCH OYEBUAHBIMU C YH4ETOM N3BECTHOMO YPOBHSA TEXHUKMN.
AHanormyHeim obpasom, GopMyIibl M306peTEHUS, Kacarowmecss apMakOKMHETUYECKNX
napameTpoB (BKIOYas, B YaCTHOCTU, BPEMSA JOCTMKEHUST MAKCUManbHOW KOHLUEHTpauum
npenapaTta B nna3me KpoBWM Y MaKCUMarbHbI YPOBEHb TaKOW KOHLEHTPaL M), MUKPOHN3aLmMmn
N3BECTHbIX BELLECTB 1 MPONOPLNIA YacTUL, pasHbIX pa3mMepoB, HE OOSPKHbI CHMTATLCS
NaTeHTOCNOCOBHbLIMK (CM. TakkKe YacTb | HacTosALWEero OKyMeHTa, KacarLLyocs pasMepos
yacTtuy). B kadecTtBe ncknioueHna Takme opMynbl MOTYT CHATATLCS NAaTEHTOCNOCOOHbIMY B
Tex cny4asix, korga oHy obecneydmBaloT pelleHne 4aBHO CyLlecTByoLen npobnemsi
HeouveBMaHbIM 0bpa3oM. B nogobHbIx criydasix onMcaHue n3obpeTeHnsa SOMKHO BKIOYaTb B
cebs1 HOpPMaLMIO O NPOBEAEHHbIX aHanM3ax 1 Nony4YeHHbIX pesyrbraTaxs®,

134. HecmoTps Ha T0, YTO hOpMYyIibl M306PETEHUI, KacaroLmecss 403NPOBKU, MHOTAA
COCTaBNATCA Taknm 06pa3oM, YTOOLI OHU BbIrNgAeNnun Kak oopmyrbl, KacatoLwmecs BELEeCTB,
OHW 3KBMBANEHTHbI hopMynam, KacatroLmMMcsa METOAOB fleYeHUs, MOCKOMbKY A03UPOBKa — 3TO
He BeLLLEeCTBO UNK Npouecc, a KoNnM4ecTBO BELLECTBa, NPU NOMOLLM KOTOPOro AoCTUraeTcs
COOTBETCTBYHOLLMIA Ne4ebHbIn 3dpdekT. MNMo3aToMy OHM He SIBNSATCS NaTEHTOCNOCOOHBIMMUES,

dununnuHbl

135. B lNepecmoTpeHHoM PykoBOACTBE NO 3KCNepTM3e 3asiBOK Ha hapmaLleBTU4eckue
n306peTeHus], CBA3aHHbIE C U3BECTHLIMU BellecTBaMn®’, npuBoanTCA criedyowmii npumep
OLEHKM M306peTaTenbCKoro YpoBHSA N300peTeHnst, CBA3aHHOMO C aHTUOUOTUKOM
NPOJSIOHTMPOBAHHOIO AENCTBUSA:

N306peTeHne:

84 PykoBoacTBO MO 3KCNepTU3e NaTeHTOCNOCOBHOCTU 3asiBOK HA M30OPETEHUSI B XMMUYECKOW U
dapmaueBTUYECKOM 06racTsax (YyTBEpKOEHO COBMECTHbIMU pe3orntouunamm 118/2012, 546/2012 n 107/2012),
2012r.

85 Tam xe.

86 Tam xe.

87 MepecmoTpeHHoe PykoBOACTBO MO 3KCMepTuU3e 3asiBOK Ha hapMaLieBTUYeckne N306peTeHNs, CBSI3aHHbIe C

n3BeCTHbIMY BelllecTBamu, pasgen 9 (aHsapb 2018 r.), npumep 11, IPOPHIL.
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dapmaueBTMYECKas KOMMNO3WLMS NPONOHIIMPOBAHHOIO AENCTBUSA, BKMoYatoLwasi B cebs
coeavHeHne R (Npon3BOAHOE OT M3BECTHOrO COeAMHEHNst Q) U NPUrOaHbIA A4S
hapmaueBTMYECKMX Lienen nonnumep 1 npegHasHadyeHHas ans yMeHbLUeHNs1 NOBOYHbIX
3hheKToB ANs XKenyao4YHO-KULWEYHOrO TpakTa, koTopasi obecneymBaeT pelleHne
onpefeneHHbIX 3aaady (HemTpanusaumnm orpaHuyeHnin, 06yCrnoBNeHHbIX KUCIIOTHOCTbBIO),
CBsi3aHHbIX C BMOAOCTYNHOCTLIO hapmnpenapaTa nocne ero nornagaHns B OpraHu3m.

MN3BeCTHbIN ypOBEHL TEXHUKN:

CoyeTaHne NCTOYHMKOB, YKasbiBaloLMX Ha: (&) dopmbl coeanHeHnsa Q ¢
NpoNoHrMpoBaHHbIM gencteveM; (b) popmbl coeamHeHns S (eLle o4HOro CoeanHEHNs,
MPOM3BOAHOrO OT N3BECTHOMO coeanHeHns Q) C NPOMOHIMPOBaHHbLIM OENCTBUEM U UX
dapmakokmHeTudeckne npodmnu; u (C) NpoNoHrMpoBaHHoe gencTene hapmnpenapara,
B COCTaB KOTOPOro BXoauT coeanHeHne R B dopme anbrmHaTtHOM Conu.

KommeHTapui:

dopma aHTNbMoTMKa R ¢ NPONOHIMPOBaHHBIM AENCTBMEM, LLENbi0 KOTOPOW SBNAETCA
npoaneHue nepuopa aheKTMBHOIrO 4EMNCTBUS NpenapaTta nocre ero nonagaHus B
OpraHn3M n CBS3aHHOE C 3TUM YMEHbLLEHWE YacToTbl Npuema, MoOXeT CHUTaTbCA
oTBevawLmm TpeboBaHMo N306peTaTenbCKoro YpoBHSA B TOM Cryvae, eCrnv U3BECTHbIN
YPOBEHb TEXHUKN HE COAEPKUT HUKAKMX yKasaHU Ha 3asiBfEHHbIE
papMaKOKUHETUYECKNE OrpaHNYEHUs, a y KBannuumpoBaHHOro cneumnanmcra
OTCYTCTBYIOT NPUYMHbBI ANSA TOro, YTOObI COBMECTUTb JAHHbIE YPOBHSI TEXHUKU U3
pasfIMYHbIX UCTOYHUKOB, NPU 3TOM UMEest pasyMHblE OCHOBaHWUSA paccyuTbIBaTh Ha
ycnewHbl pesynbTaTt (MHbIMK CRoBamu, KBanuguunpoBaHHbIA NPOUITbHbIN
crneumanucT He cMor Obl NpeAcka3aTh, Kakas UMEHHO nekapcTBeHHas hopma,
noyeprnHyTasi U3 U3BECTHOIO YPOBHS TEXHMKM, NO3BONUT JOCTUYL TPEBYEMbIX
dhapMakOKMHETUYECKNX NAapaMeTPOoB); KPOMe TOro, OOMKHbI MUMETb MECTO pasnmyus B
TOM, YTO KacaeTcs hpapMakoOKMHETUYECKMX CBOMCTB, @ BMOAOCTYNHOCTb NIeKapCTBEHHbIX
dopM, NpeayCMOTPEHHbIX M306peTeHneM, He JoImKkHa ObITb Npeackasyema Ha
OCHOBaHWM CBeAEHNN U3 ypoBHA TeXHUKN. Korga xapaktep npobnembl U3BECTEH,
BO3MOXHbl€ BapuaHTbl NOAXOO0B K €€ PELLUEHUNIO TaKKe U3BECTHbI 1 OrpaHNYeHbl Mo
CBOEMY KOSNM4YeCTBY, a npeafiaraemoe peLleHne, OCHOBAHHOE Ha M3BECTHOM BapuaHTe
AENCTBUN, HOCUT NpeacKasyeMblin XxapakTep, NPUMEHEHNE U3BECTHOIO BapuaHTa MOXeT
ObITb O4EBUAHBLIM AaXe B OTCYTCTBME «CBEAEHWUN, OCHOBAHUSA NN NPUYMHDIY,
KacaloLwmxcsl 3Toro BapmaHTa. Ecnu genctsns no TakoMy CueHapuo oXXngaemo
NpUBOAAT K yCnexy, BEPOATHO, YTO Takon ycnex oOycrnoBreH cpegHMM YPOBHEM
KBanudukaumm n 3gpasbiM CMbICIOM, @ HE MHHOBALMOHHBLIM NOAXOA0M.

Pecnybnuka Kopes

136. YT0 KacaeTcs oUEeHKN N306peTaTeENbCKOro YPOBHA B CUTyaUUsAX, CBA3AHHBIX C peXrMamMm
npvema unv O3npOBKON, TO N306peTaTenbCkuii ypoBEHb MOXET BblTb NOATBEPXAEH NULLL B
TOM criyyae, ecrniv pexum npuemMa unm 4o3vpoBKa No3BonsoT A0OUTHCS APKO BbIPAXKEHHOMO
NN MHOTOMMAHOBOro apdekTa, KOTOPLIN He ABNAETCH NpeackasyemMbiM 4115
KBanuuuMpoBaHHOro NpodunbHoro cneuvanmcra®.

Mpumep 1. MN306peTeHne kacaeTca hapMakorormieckon KoMno3uLmm,
npegHasHa4YeHHOM Ana NpogunakTnukmi 1 neveHns renatuta B. B nyHkTe 1 dhopmMynbl
n3obpeteHus ykasaHo coeguHexme A (0,5-1,0 mr), npyuHMMaemoe OavH B pa3 B A€Hb U
nomMeLleHHoe B NOBEPXHOCTHbLIN KOMMOHEHT CUCTEMbI AOCTaBKW. Brnvxkanwmmm
aneMeHTaMMn ypoBHS TEXHWUKM ABMSIOTCS dhapmakorormdeckas KoMnosmuusa ans nevyeHus
renatuta B, npegycmaTpusaioLlan nepopanbsHbii NpuemM coeguHeHus A B kKayecTse

88

PykoBoacTBO No naTeHTHOW aKkcnepTuse, Yactb 1X, rmaea 2, 2.3, KIPO.
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aKTUBHOIO MHrpeamneHTa B go3nposke oT 0,5 0o 2,5 mr, a Takke cnocobbl NOBbILLEHUS
hapMakonorm4eckon akTMBHOCTU 1 yoobcTea npuema megukameHTa. Mockonbky ons
KBanMpuunpoBaHHOro cneyunanucta B 0b6nactm meamumHbl oNnTMMmnsaums go3bl 1
cnocoba gOoCTaBkM ABNSAETCS ObLEeTEXHMYECKON 3agadein, ¢ y4eToM Bnmkanwmnx
3MTIEMEHTOB YPOBHSI TEXHMKM TAKOW creumanmnct MoXeT 060CHOBAHHO NPeAnoNnoXuTb, YTO
dhapmakonormdeckmin abdeKT MOXET ObITb YCUMEH, AaXe ecnn coeanHeHne A
NPUHUMaETCH OAWH pa3s B AeHb B J03MPOBKe, yMeHblleHHon o 0,5-1,0 mr. Kpome Toro,
3asiBIIEHHOE M300peTeHMe He NO3BONSET JOOUTLCS SPKO BbIPAXKEHHOMO U
HenpezackasyeMoro agdekTa no CpaBHEHMIO ¢ GnvkanMMm anemMeHTaMm YpOBHS
TexHuKkn. [2014hue768]

Mpumep 2: 3asiBrieHHOEe M300peTeHne kacaeTca hapmMaKkonormyeckom KOMno3nunm,
npegHasHa4YeHHoM A51s NpoUNakTnKM 1 nevyeHnst ocTeonoposa; akTUBHbLIM
KOMMOHEHTOM KOMMO3MuUmMK siBnsieTcst coeguHeHne C B go3nposke oT 100 4o npumepHo
150 Mr, KOTOpOE NpMHMMAETCS NepoparnbHO OAWNH pas B Mecal,. W3 Gnmkanwero
3fIeMEHTa YPOBHSA TEXHUKM N3BECTHbI 3P(PEKTUBHOCTL SIEYEHNA OCTEONopo3a npu
nomoLm npuema coegmHeHus C B kayecTBe aKTMBHOIO KOMMOHEHTA OAMH pa3 B AeHb B
noaupoeke ot 2,5 go 5,0 mr, a Takke 4ONYCTUMOCTb nNpuema coeanHeHnsa C B KonmyecTee
0o 35 mr B Hegento. C y4eTOM U3BECTHOMO YPOBHA TEXHUKN KBaNMOULNPOBAHHbIN
nNpodunbHbIA cneuynanucT Mor 6ol 6e3 Tpyaa NPUNTK K BbIBOAY O BO3MOXHOCTM NeYeHnst
OCTEOoNopOo3a Npu NOMOLLM EXEMECSHHOrO nNpnema coeanHeHnsa C B gosmpoeke 150 mr.
HecmoTps Ha TO, YTO, MO yTBEPXAEHMIO NaTeHToo6nagaTens, 0 AHOKpPaTHbIN Npuem
coeavHeHnunsa C B gosmposke 150 Mr noBbIwaeT ypoBeHb GMOAOCTYNHOCTM Npenapara no
CpPaBHEHMUIO C MEHbLLUMMW J03aMW, N YTO NOcre rogoBOro Kypca feyeHnsa napameTpsl,
XapakTepuayloLime COCTOSHNE KOCTHbIX TKaHeN NauMeHTOB Npu O4HOKPaATHOM
exemecsayHom npueme 150 mr coegmHeHmns C, NpeBbIIaloT aHanorMyHble nokasaTenu
ONS NauMeHTOoB, exxeqHEBHO NPUHUMAOLWMX TOT XXe npenapart B 03MPOBKe 2,5 Mr,
NMelTCA paumoHanbHble OCHOBaHUA Npeanonaratb, YTO Npuem npenapara B 6onee
KOHLIEHTPUPOBAaHHbIX A03ax (OQHOKPaTHbIN exeMecayHblii npuem 150 mMr npenapara B
TeyeHue roga) asngaetca 6onee appekTMBHbIM, HEXENN exXeaHeBHbI nNpuem 2,5 mr
npenapaTta B Te4eHUe TOro e nepuoaa spemeHn. oatomy cnegyeT 3aknoyunTb, Y4TO
npeanonaraemoe n3obpeTeHne He NO3BONUNO A0OUTLCA HEOXKMAAHHO SPKO
BblpaXkeHHOro achdhekTa.

CoeduHeHHoe Koponescmeo

137. B PykoBoacTtee no akcnepTM3e NaTeHTHbIX 3asBOK Ha M300peTeHns B ob6ractn meguunHbl
B BegomcTtBe MHTEnNnekTyanbHoi co6cTBEHHOCTUE® NpMBOANTCS pPsd NPUMEPOB, KacaroLLUXCs
pexvma npyvema. C yyeTom pelleHnsa AnennaumMoHHoro cyga no geny Actavis v Merck
dopmyribl, KacaroLwmecs BTOPUYHOIo MeAMLMHCKOrO UCMOSb30BaHUA U3BECTHOIO
drapmMnpenapaTa ¢ UsSMeHeHNeM pexrma npuema (B Tex crnyvasx, Koraa BeLecTBo unm
KoMno3uums, a Takke 3abonesaHune, Ang nevyeHnsa KOTOPOro OHN NpeHa3Ha4vYeHbl, U3BECTHbI U3
YPOBHSI TEXHWKM), B MPUHLMNE MOMYT CYMTATLCA NaTeHTOCNOCOOHbIMKU. B 9TOM pelueHnn cyabs
[xenkob nogvepkHyn TOT pakT, YTO aHanM3 PeXUMOB NpMemMa ABNAEeTCs 06LenpUHATON
NpakTUKOM B hapMaLeBTUYECKON OTpacnu, BCREACTBUE Yero peyvb 06 n3obpetarenbckom
ypoBHe (hopMyribl, OCHOBaHHOM UCKMIOYNTENBHO HA HOBOM pPEXMME npuema, MoXeT naTu nulb
B HECTAHOAPTHbIX Cnyyasax (Hanpumep, Npu HaNUYUN « TEXHNYECKOrO NPEnsTCTBUA Y,
yBoAsLLEero paspaboTtynka B CTOPOHY OT 3asBfIEHHOMO pexuma npvema). Kacasace atoro
onpegeneHns BegomcTea, sKkcnepT-naTeHToBEd, paccMmaTpusasLinin geno InterMune’s Patent,
OTMETUN, YTO BbILLEN3NOXEHHbIE KOMMEHTapUN ABMAIOTCA NOMNE3HbIMU OPUEHTUPAMU B
npouecce peLleHns Bonpoca 06 04eBMOHOCTM TOrO UM MHOTO U30BpPEeTEHUS, HO MPU 3TOM He
co3gatoT ob6a3aTenbHOro PUANYECKOro NpeLeaeHTa, KoTopbln npeanonaran 6bl Hanuyne

89 PykoBoACTBO MO 3KCNepTN3e NaTEHTHbLIX 3asIBOK Ha M306peTeHnst B o6nacti MeauuuHbl B Begomctee
WHTENNeKTyanbHon cobcTBeHHOCTM (anpenb 2016 r.), nyHKkTbl 146-148 n 224-225, UKIPO.
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KOHCEHcyca OTHOCUTENBHO TOro, YTO NMOATBEPXKAEHMNE NAaTEHTOCNOCOBHOCTN NOAOGHbLIX hopMyI
ob6si3aTenbHO TPEBYET HANNUYUS IBHOTO « TEXHUYECKOTO NPENATCTBUSA», YBOASILLETO
pa3paboTynka B CTOPOHY OT 3asiBIIEHHOrO pexxuma npuema. Tem He MeHee, NpuHUMas
pelleHre No CyLecTBy paccMaTpyBaeMOro Aena, akcnepT-naTeHToBes oTkasarncs
aHHYNMpoBaTb pelleHne BegomcTBa 0THOCUMTENBHO OTCYTCTBUS Y pacCcMaTpuMBaeMoro naTeHTa
n3obpeTaTenbCKoro YpoBHS.

138. B pene Hospira v Genentech (2014 r.) paccmaTpuancsi Bonpoc 06 nsobperarenbCkom
YPOBHE HOBOW CXeMbl NpMema NpoTuBoOpakoBoro npenaparta. Cyabsa bupcc oTknoHun
apryMeHT, COrflacHO KOTOPOMY KBannuLMpOBaHHbIA CneumanucT He ctan b6bl paccmaTpuBaTb
BO3MOXHOCTb HOBOW CXEMbI Npuema, ykasap, 4To emy 6b1510 6bl UI3BECTHO O TOM, YTO
N3MEHeHVEe PeXUMOB NpuemMa ABASeTCS OOHUM U3 CTaHAAPTHbLIX acneKkToB npoLlecca
COBEPLLEHCTBOBaAHUS CYLLIECTBYIOLLMX NIEKAapPCTBEHHbIX cpeacTB. OH Takke nocyuTtan, 4To B
N3BECTHOM YPOBHE TEXHUKN He BblNO HUKaKUX yKa3aHWi Ha TO, YTO HOBbLIV PEXUM Mpuema He
cnegyeT UcnbiTatb, U YTO MOXHO ObINO roBopuTb 06 O4YEBMAHONM LIenecoobpasHoCTH
npoBeaeHNs OrpaHNYeHHbIX MO CBOMM MacluTabam KNMHMYECKMX UCMbITaHUA HOBOW CXEMbI,
KoTopas, ncxogsa ns nMmeroenca nHopmawmm, gaana pasyMHble OCHOBaHUSA HaaesTbCa Ha
yCnewHbIv pesynbTat. AnennsuMoHHbIN Cya COrnacuscs ¢ 3TMM pelleHnem, 0TMeTUB, YTO
KBanMuULMpoBaHHOMY CreunanmnucTy He Hy>KHO 6bIr0 ObiTb MONHOCTLIO YBEPEHHBIM B
3(pPEeKTUBHOCTN HOBOWN CXEMbI NpUeEMa; XBaTuIo Gbl 1 TOro, YTOObI NEPCNEeKTUBbI AOCTUKEHNS
yCneLwHoro pesynbTata 6bifiv 4OCTaTOYHO peanbHbIMU ANs NPOBEAEHUS OrPaHUYEHHbIX
KIMUHUYECKNX UCMbITaHUW. AHanornyHbiM obpasom, B pewweHumn no geny Novartis v Focus and
Accord Healthcare v Medac LenecoobpasHoCTb NPOBEAEHNS UCTIbITAHWUI 3asiBMNEHHbIX
pexXunmoB npuema Gbina couTeHa o4eBMaHOM, a oba nateHTa Obiny aHHyNMPoOBaHbI U3-3a
OTCYyTCTBUA n3obpeTtaTenbckoro ypoBHs. B peweHunn no geny Accord Healthcare v Medac
ObIN0 yKasaHo, YTO NpodunbHas rpynna KeanngmumpoBaHHbIX creunannucToB AofmkHa bbina
BKMoYaTh B cebs kak paspaboTumka dhapmMaLeBTUYECKNX NpenapaToB, Tak U Bpaya-
KNUHUUMCTA, 1 Ansa paspaboTtynka Obina 6bl oueBuagHa LenecoobpasHoCTb U3yYeHUus
pasnnyHbIX BApMaHTOB 4O3UPOBKU C LESb0 YMEHbLUNTb HexenaTternbHble No6o4vHble adhdekTbl
(B JaHHOM criyvae — 605b, CBA3AHHYIO C UHbEKUMEN).

139. PeweHune akcnepTta-nateHToBeaa no geny Advance Biofactures of Curacao’s Application
UNIIOCTPUPYET HEKOTOPbIE (PaKTOPbI, KOTOPbLIE B UCKMOYUTENBHbIX Cry4asx MOryT NOCHYXUTb
OCHOBaHMeM Anis Toro, YTobbl HOBas NekapcTBeHHasa popma Oblnia couTeHa OTBeYatoLLen Kak
KpUTEPUIO HOBU3HbI, TaK U KpUTEPUIO n3obpeTaTenbCcKoro ypoBHs. B paccmatprBaemom
Crny4vae aKkTUBHbIA MHIPeaANEHT NPUCYTCTBOBaN B hopmMyrie B ropas3no 6onbluen KOHLeHTpauumm,
YeM MPaKTUKOBaNoChb 40 3TOro; peLleHus, KoTopble npegnaranncb B U3BECTHOM YPOBHE
TEXHUKN, HE NO3BONANM obecnevnTb NPUMMEHEHNE aKkTUBHOIO UHIPeAMEHTa B TaKOW BbICOKOM
KOHLUeHTpauun. Kpome Toro, KBanumumpoBaHHbIN NPpOUnbHbIN cneunannct nocuntan 6sbl,
4yTO Bonee BbiCOKasa KOHLEHTPaUMs akTMBHOMO BELLECTBA B COCTaBE NpenapaTa npueeneT K
BO3HMKHOBEHMIO HENnpuemnembix No6oYHbIX 3hEKTOB; KOHLEHTPUPOBAaHHbLIM NpenapaT gan
yCneLHble pe3ynbTaThl NPy fie4eHNn rpynnbl NaLMeHTOB, COCTOSIHNME KOTOPbIX HE YAanoch
yNyyLwnTb NPU NOMOLLM MEHEE KOHLEHTPUPOBAHHBLIX KOMMNO3ULIMIA, U3BECTHbLIX U3 YPOBHS
TEXHUKW.

140. lNoa cTaHgapTHOW fekapcTBEHHOW hOPMON NOHMMAaeTCsa TabneTka, Cynno3nTopun,
amnyna wnu apyras nekapcrBeHHas oopma, cogepxallas onpegeneHHoe Konmyectso
dapmMnpenapata 1 npefHa3HayYeHHasa ansa egmMHopasoBoro npuema. B atom coctouT ee
OTNMYKMe OT fekapCcTBEHHON hOpPMbI A9 MHOrOpa3oBOro UCMOMNb30BaHUS, BKOYasi, Hanpumep,
OyTbINOYKY C MUKCTYPOW, KOTOpas pasgenserca Ha ogHopa3oBble A403bl MPY NOMOLLN
n3mMepuTenbHOro ycTponcTea. B Tex crniyyasx, koraa gosa, Heobxogumas ans HOBOro BMaa
MeNLUHCKOro UCMonb30BaHNA N3BECTHOrO npenapaTa, 3Ha4YnTenbHO OTNnYaeTcs OT paHee
NPUMEHSBLLENCS 003bl, NOABMASETCS BO3MOXHOCTb NPU3HaTb NaTEHTOCMOCOBHOCTb
CTaHOapTHOW flekapCTBEHHOM (POpMbI, coepalen akTUBHBIN NHTPEeONEHT B TAKOM
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KonmyecTBe, YTO 3TO NpuaaeT Takon hopme HOBU3HY; NpU 3TOM Takaga nekapcTBeHHasa dhopma
He JofmKHa BblTb 0OMEBMAHON A8 NPUMEHEHUS B TeX LensX, AN KOTOpPbIX AaHHbI MeanKaMeHT
ncnonb3oBarncsa paHee. Takum obpasom, ecnu Josa, Heobxoanmas Ans HoOBOro Buaa
MeOMLMHCKOrO UCMOMb30BaHUS, NpeBbllaeT 403y, U3BECTHYIO N3 YPOBHSA TEXHUKWU, HAanpumep, B
aecstb pas (Mnm, HaobopoT, COCTaBNSET O4HY OECATYI YacTb OT paHee M3BEeCTHOM A03bl),
MOXET ObITb MPUHATO peLLEHNE O TOM, YTO 3asiBNEeHHasa CTaHAapTHasa fiekapcTBeHHas opma
oTBeYaeT TpeboBaHMAM HOBU3HbI 1 N306peTaTenbCKOro YPOBHSA 1 SABSieTCA
naTeHTocnocobHown. [Mpu oueHke n3ob6peTaTenbLCKOro YPOBHS Taknx hopmyn crieqyeTt MMeThb B
BMAY, YTO [03UpoBKa 0ObI4HO ObiBaET yBA3aHa C Maccon Tena, BCreacTBMe Yero geTckasa 4osa
OyaeT MeHbLUe [03bl A8 B3POCNOoro naumeHTa. B meguumHCKon npakTmke Takke UMerT MecTo
cny4awu, Korga naumeHToB NpocAT e4MHOBPEMEHHO NPUHMMATb HECKOMbKO TabneTok nnm xe
NOSTIOBUHY TabneTku.

141. B koHTekcTe paccMmoTpeHust gena Actavis Group PTC EHF and others v ICOS
Corporation and another [2019] UKSC 15 BepxoBHbIl cyg, pacCMOTpPEN cuTyaumto, KoTopas
Oblna cBA3aHa C OLEHKOM M30bpeTaTenbCKoro ypoBHsl M306peTeHus, KacatoLwerocs KOHKPETHON
nekapcTBEHHON hOpMbl M3BECTHOrO MeamkameHTa. PaccmaTpuBaeMbli NaTeHT OTHOCUTCS K
exegHeBHOMY NpueMy Taganaduna B 4O3UPOBKe 0T 1 40 5 Mr Ans nevyeHnsa spekTusibHom
anccyHkumm (3[). JlnueHaunaT, UMetoLMIn UCKNIoYMTENBHOE NPaBo Ha 3TOT NaTeHT,
yTBEpXaarn, Yto CyTb M306peTeHms cocTouT B 3 ekTUBHOM nedeHmn O npy nomoLum
HebonbLwNx 003 Taganadwuna, YTo NO3BONSET CBECTU K MUHUMYMY No6oYHble adpdekTbl. OH
coobwumn, Yto 6narogaps 3anaTeHTOBaHHOMY M300PETEHMIO NALMEHTLI, CTpadatoLlime ot
XPOHUYECKOM 3PEKTUNBHON AUCEHYHKLUUK, NOMYYMIIM BO3MOXHOCTb NPUHMMATL 3TOT npenapart
eXeHEeBHO, a He OT cny4as K cnyyato. NpumeHeHne Taganaduna ansa nedyennsa 3L yxe Obino
PackpbITO B paHee nony4yeHHoOM naTteHTe (nateHT «Daugany), KOTopbI NpegycMaTpmBean, YTo
Ao3a Taganaduna ansa aTux uenen B 60nbLUMHCTBE CriyvaeB AormkHa coctaenaTb oT 0,5 mr go
800 mr B geHb. [MaBHbIN BONPOC COCTOUT B TOM, SBMISETCS N1 (opMyna COOTBETCTBYHOLLENO
n3obpeTeHnss oMeBMaHON B cBeTe naTteHTa «Daugany 1 obwenocTynHbIX 3HaHWIA.

142. BepxoBHbIV CyA yka3an Ha psif PakTopoB, KOTOPbIE UMEKOT OTHOLLEHUE K JaHHOMY Aeny,
a UMeHHo: (i) BONPOC O TOM, SBMISIETCH NN HEKUIA MOAXOA «OYEBUAHBIM ANS NPUMEHEHUA» HA
aaTy npuopuTeTa 3asBku; (i) OpANHAPHOCTb COOTBETCTBYIOLLNX Pa3paboToK U Hanuune Tex
UIN MHbIX OBLLENPUHATBLIX METOAMK, MPUMEHSAEMbIX B KOHTEKCTE Takux paspaboTok; (iii)
CNOXHOCTb U CTOMMOCTb NPOrpamMmmbl UccriefoBaHui 1 pa3paboTok; (iv) Hanmumne u xapakrep
OLEHOYHbIX CYXXOEHWI, KOTOpble TpebyeTcs BbIHECTU rpynne KBannpuumpoBaHHbIX
cneumanucTos; (V) CyLleCcTBOBaHWE anbTePHATUBHbIX UM MHOTOYUCIIEHHbIX HANpaBneHun, No
KoTopbiM Morna 6bl BeCTUCh nccrnegoBartenbckas pabota; (Vi) doaktopbl, KOTOPbIMU
PYyKOBOACTBYETCA KBanMduunpoBaHHbIv crieumanucT; (Vi) HenpeackasyeMocTb Uim
HEeOXMOaHHOCTb pe3ynbTaToB UccnenosaHum; (Viil) peTpocnekTuBHbIN noaxon; (iX) Bonpoc o
TOM, SBNSAETCH N Ta UNN MHAs OTNNYUTENbHAss 0COBEHHOCTb 3aABNEHHOro N3obpeTeHns
NpeMMyLLECTBOM B KOHTEKCTE OY4EBUAHOCTY 3aSBEHHOIO N300peTEeHNst NPy ero NPUMEHeHNn
AN kakon-nmbo gpyrom uenu; u (X) npupoaa n3obpeteHus.

143. C y4yeTOM BbIWEN3NOXKEHHbIX (PhakTOPOB BepxoBHbIN Ccya NpuyLen K BbIBOAY O TOM, YTO
3agava, Haj BbINONTHEHNEM KOTopon paboTtana 6bl ycroBHasi rpynna KsannuumpoBaHHbIX
cneumanucToB, 3akntodanack 6bl B peanu3auum nateHta «Daugan». Llenbto rpynnbl
KBanuuumnpoBaHHbIX cneunanmcToB Obino 6bl onpeaeneHne Hagnexatlen 4o3bl, KOTOPOU B
BGONbLUMHCTBE CnyyaeB ABNAETCS HanmeHbLas addekTBHasa gosa. JT1a Lenb 6bina Obl
W3BECTHa y4YacTHMKaM rpynrbl C CaMOro Havyana uccrnegoBaTenbckoro npoekra. NposeageHue
OOKMMHUYECKUX U KITMHUYECKMX UCTMbITaHWUI B NOAOOHBIX Cy4asx CBA3aHO C MPUMEHEHNeM
M3BECTHbIX U CTaHOAPTHbLIX METOAMK W1, KaK NpaBuno, NpMBOANUT K onNpeaeneHuo napameTpos
3aBMCUMOCTU peakLmm oT 403bl Ha aTane |Ib kNuHMYecknx ncnoiTaHun. BepxoBHbIN cyq Aanee
OTMETUI, YTO TOT oakT, 4To Taganadun B 4O3NPOBKE S5 Mr, OCTaBasiCb 3PEEKTUBHbLIM
cpeacTBoM neveHns 1, Takke NO3BONUIT 4OOUTLCA HEOXMAAHHOIO AOMOSTHUTENBHOMO
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addpekTa, CBSA3aHHOIO C YMEHbLUEHMEM NOBOUYHBLIX 3PPEKTOB, ABNAETCA LOMONMHUTENBHLIM
npevMMyLLLeCTBOM, KOTOPOE, OQHAKO, He OTMEHSIET TOro 06CTOATENBLCTBA, YTO onpeaeneHne
003bl B 5 M B Ka4ecTBe Hagnexallen o3bl aerseTcs oyeBngHbiM. C y4eTom
BblLleckasaHHoro Cya npuLien K BblBogy O TOM, YTO Y (hopMyribl n306peTeHns oTcyTCcTByeT
n3obpeTaTenbCKUn YPOBEHD.

CoeduHeHHnble LLImambi AMepuku

144. B KOHTEKCTe aprymeHTa, CBA3aHHOIO C «0O4EBUAHOCTLIO NoMnbITKWY, B MPEP npusoguTcs
npumep gena Alza Corp. v. Mylan Labs. Inc®®, roe 3asBneHHoe n3oGpeTeHne kacanocb opMmbl
dapmMnpenaparta «oKCMOYTUHWNH» C 3aMedJSIEHHbIM BbiCBObOXAEHMEM, KOTOpas obecneymBaeT
BbICBOOOXAEHNE aKTUBHOMO BELLeCTBa C 3a4aHHON CKOPOCTbIO B TeYeHMe 24-4acoBoro
nepvoaa®l. M3BecTHO, YTO OKCMBYTUHUH 0BnadaeT xopolleil pacTBOPUMOCTLIO B BOAE, B CBA3M
C YeM B cneumdurkaumm BbIno ykasaHo, 4To B criyvyae ¢ nogobHbIMM MeankaMeHTamMun co3fgaHune
neKkapcTBEHHbIX POpM C 3aMeaSIEHHbIM BbICBODOXAEHMEM ObiBaeT CBSI3aHO C OCOBEHHO
CNoXHbiMK Npobnemamun. B n3BecTHOM ypOBHE TEXHUKM (MCTOYHMK D1) umeroTca ceegeHnst o
pa3paboTke KOMMNO3ULNIA C 3aMeaNIeHHbIM BbICBODOXAEHMEM, COAEPKALLNX aKTUBHbIE
KOMMOHEHTbI C BbICOKOW BOAOPACTBOPMMOCTLIO, BKIHOYAasi OKCUBYTUHWMH. Kpome Toro, ypoBeHb
TEXHUKM (MCTOYHUK D2) Takke cogepXuT nHpopmauuio o nekapcTeeHHon hopme
OKCUBYTUHMHA, OTNMYatoLwencs oT 3asaBneHHon hopMbl CKOPOCTbIO BbICBOOOXAEHMS. HakoHel,
nctouHuk D3 onuncbiBaeT obWwenpuMeHMMbIN cnocob 3amensieHHOro BbICBOGOXKAEHMS
MeOUKaMeHTOB B TedeHue 24-4yacoBoro nepuoga. B nctounuke D3 ynommHaeTtcs
NPUMEHMMOCTb OMMCAHHOro cnocoba K HECKONbKMM Kraccam MeauMKamMeHTOB, KOTopble
OXBaTbIBaOT Y OKCUOYTUHUH.

145. Cyp nocTaHOBWUISI, YTO, MOCKOSIbKY HA MOMEHT MOSIBNEHUS U306peTeHns napameTpbl
BCaCbIBAEMOCTUN OKCUBYTMHMHA NogAaBanuncb pasyMHOMY NPOrHO3NMPoOBaHMIo, paspaboTumk mor
6bl 060CHOBaAHHO paccYMTbIBaTb Ha YCMNELUHbIA pe3ynbTaTt YCUNnin No Co3aaHuo
nekapcTBEHHON (POPMbl OKCUBYTUHWHA C 3aMeaNeHHbIM BbICBODOXAEHMEM. YPOBEHb TEXHMKMN
npegnaran orpaHN4YeHHoe Y1Cro CrnocoboB NPeoaoneHnst BO3HUKaLWNX NpenaTtcTeuin. Beuay
o4YeBUOHON LenecoobpasHOCTM UCMONb30BaHNS CyLLIECTBYOLWMX CNOCOO0B CO3aaHNs
KOMMO3MLMIN C 3amMefieHHbIM BbICBOOOXAEHMEM, NO3BONSAIOLWNX 0OGOCHOBAHHO paccyYnTbiBaTh
Ha yCneLUHbIn pe3ynbTaT, hopMyna paccMmaTpmBaemMoro n3obperteHus Obina couTeHa
o4YeBUOHON (CM. Takke YacTb D HacTosLero AOKyMeHTa, KacatoLyrcs «04eBUOHOCTH
NOMNbITKN»).

l. Pasmepsbl YacTuy

146. B PykoBoacTBe No aKcnepTu3e NaTeHTHbIX 3asiBOK B 06nact hapmaueBTmkm®?
npvBOAMTCA CrieAyLWwmn NpUMep, CBA3aHHbIN C NPOCTLIM N3MEHEHMEM pa3MepPOB YacTuLy
BELLEeCTBa, N3BECTHOIO U3 YPOBHS TEXHUKW, C OXMAAEMbIMU pe3yrbTaTaMu.

3aaBneHHoe usobpeTeHne kacaeTcs papMaLeBTUYECKON KOMMNO3NLMKN, KOTOpas COCTOUT
13 OABYX aKTUBHbIX MHIPEONEHTOB C eXeJHEBHON JO3NPOBKOW B AvanasoHe OT 2 Mr A0
npumepHo 4 Mmr (nepsbi UHrpeaneHT) n ot 0,01 Mr go npumepHo 0,05 mr (BTOpoM
WHrpeaneHT) B COMETaHUN C OAHUM UM HECKOMbKMMMW BCMOMOraTesibHbIMW BeLLecTBaMm
UNW HaMoSTHUTENAMMU, NPUroAHbLIMU ANA UCNoNb3oBaHMA B papmauesTuke. penapar
COCTOWUT M3 HECKONbKNX MHAUBUAYAIbHO YNakoBaHHbIX Pa3oBblX 403 B 06LLEen HapyXHOW

90 Alza Corp. v. Mylan Labs., Inc., 464F.3d 1286, 80 USPQ2d 1001 (Fed. Cir. 2006).

o1 MPEP 82143, |, E, npumep 2.

92 PykoBoacTBO MO 3KCnepTU3e NaTeHTHbIX 3asiBOK B o6nactu chapmaueBTuku, 8.10, npumep 6, BeaomcTeo
WHTennekTyansHon co6eTBeHHoCcTM MHAauK, Bropo MeHepanbHOro KoHTporepa no Bonpocam naTeHToB,
00pa3sLoB 1 TOBapHbIX 3HAKOB, OKTAOpL 2014 T.



SCP/30/4
CcTp. 54

ynakoBke, npeAHa3HauyeHHbIX AN nepopanbHOro NPUMEHeHNs B Te4EeHNE HENpPEpPbIBHOMO
nepvoaa NPOAOIKUTENBHOCTLIO He MeHee 21 aHsA. [MepBbii U3 aKTUBHbLIX UHIPEANEHTOB,
BXOOSLLMX B COCTaB npenapara, NpucyTcTBYeT B HEM B BUAE MUKPOHU3MPOBAHHOIO
nopoLLKa UK pacTBOpPa, HaMbIIEHHOro Ha YacTULbl MHEPTHOMO HAMNOMHUTENS.

YpoBeHb TEXHUKUN (MCTOYHMK D1) ykasbiBaeT Ha TO, YTO NEepPBbIN N BTOPOWN aKTUBHbIE
WHIpPEeaNEHTDI, a Takke coveTaHne 3TUX UHIPEeAMEeHTOB U3BECTHbI B OTpacnu. VICTOYHUK
D2 cBuaeTenbCcTByEeT O TOM, YTO MUKPOHM3aLUMS aHanorm4HbIx hapmnpenapaTos C
HU3KMMUW NoKasaTensmMn pacTBOPUMOCTU Takke npeactaBnseT cobon 3BeCTHbIN
NpodunbHLIM cneumanmucTam cnocod nosbiweHs 6MogOCTYNHOCTU MeANKAMEHTOB.

HoBu3Ha paccmaTprBaemMon KOMMO3NLUKN 3aKIYaeTcss B MUKPOHM3aLUum Nepeoro 13
aKTMBHbIX MHrpeameHToB. [o3bl 1 pexum npuema koMOrHauum nepBoro 1 BTOpOro
aKTMBHbIX MHIPEAMEHTOB, a TakKe MeTo4 MUKPOHM3aL N TPygHOPaCTBOPUMbIX
dapmnpenapaToB aHanormyHoro CBOMCTBa U3BECTHbI M3 YPOBHS TEXHUKU. Takum
o6pasom, 4nsa KBanupuumpoBaHHOro NpodunbLHOro cneynanucta 6oimo 6bl o4eBUAHO,
YTO ANS NoBblWEeHNst BUOJOCTYNHOCTU TPYAHOPACTBOPUMOrO aKTUBHOIO MHIrpeaneHTa
crneayeT NepeBecTu ero B MMKPOHU3NpOBaHHY popmy. Kpome Toro, uameHeHve
pa3MepoB YacTuL nNpeacraBnsaeT cobor Bcero nuib 0OblYHY0 Moaudukauunio
PU3NYECKNX CBOMNCTB aKTUBHOMO MHIpeaneHTa C Lenbtlo A40CTUYb YIYYLLIEHHOrO U
npeackasyemoro pesynbrarta, BCreacTBue Yero 3asiBfeHHoe n3obpeteHve cneagyet
cunTaTbh OYEBUOHbBIM.

HoBbIln cnocob NnpUMeHeHnAa N3BeCTHOro BellecTtea

bpasunus

147. B cuTyauusx, CBA3aHHbIX C M306peTeHnaAMIN, KOTOPbIE KacarTCs HOBbIX CNOCO60B
MEANLMNHCKOro NPUMEHEHUS U3BECTHbIX BELLLECTB, Npu OLEeHKe n3obpeTaTenbCcKoro ypoBHS
HeoGX0AMMO NPUHUMAaTL BO BHUMaHWE pad pakTopos, a UMEHHO:

- MEXaHN3M OENCTBUS COEAUHEHUS], O HOBOM crocobe npuMeHeHnA KoToporo naet
peyb, HE OOJ1KEeH BblTEKATb N3 MeXaHu3Ma ero meanunHCKOro npuMeHeHus, yxe
M3BECTHOIo U3 YPOBHA TEXHUKN;

- HOBbI cnocob NPUMEHEeHNA OOoJKEeH OTHOCUTLbCA K Jle4eHUto 3aboneBaHus,
3TNOJIOIrNA KOTOPOro OoTsind4aeTcd OT 3TUONIornMn 3aboneBaHud, ANa neyYeHus KOTOpOro
OaHHOEe coegnHEHME NpUMeEeHAN0Cb B N3BECTHOM YPOBHE TEXHUKU,

- HOBBI CNOCOO NPUMEHEHMS He AOIMKEH BbIBOOUTLCS U3 3aBUCUMOCTU aKTUBHOCTM
MeOMKaMeHTa OT ero CTPYKTypbl B CPaBHEHUN CO CTPYKTYPHO aHanormyHbIMm
MOMeKynamu, T.e. U3 CTPYKTYPHOI aHanorum ¢ ApyruMm COEAUHEHUSIMU, aKTUBHOCTb
KOTOpbIX aHanorM4yHa akTMBHOCTM 3asiBNIEHHOTO COEAUHEHUS U YXKe N3BECTHA U3 YPOBHS
TEXHUKM;

- HOBBI CNOCOO NPUMEHEHMS HE AOIMKEH BbIBOOUTLCS U3 PACKPbITUS N3BECTHbIX
HexenaTenbHbIX NO60YHbIX 3h(PEKTOB COOTBETCTBYIOLLENO MeANKaMeHTa, U3BECTHbIX U3
YPOBHSI TEXHUKM;

- HOBbI cnocob NPUMEHEHNA HE O0JTKEH BbIBOOANUTLCA U3 NPUMEHEHUA
COOTBETCTBYHOLLEro coeanHeHnda anda nevyeHna Toro niam MHoro cmMmntoma 3aboneBaHus,

93

PyKOBOZCTBO MO 3KCMEPTM3E NATEHTHbIX 3asiBOK (ACMEKTbI, OTHOCSILLMECS K SKCMIEPTU3E NATEHTHbIX 3asiBOK B
obnactu xumun), 9.1.2, INPI, Bpasunus, 2017 r.
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YK€ U3BECTHOrO M3 YPOBHS TEXHMKU, AaXKe ecrnv 3asiBNeHHbI cnocob npuMeHeHust
OTHOCUTCSA K ApyromMy 3abofieBaHuto.

Kumat

148. B KuTae B ocHOBe 1306peTeHWI, KacatoLLMXCA NPUMEHEHNSA XMMUYECKNX BELLIECTB, NIEXUT
obHapy)KeHne HOBbIX CBOMCTB 3TUX BELLIECTB, a Takke UX Ucrnonb3oBaHne®. Takum obpasom,
n3obpeTeHune, Kacaroueecst cnocoba NPUMEHEHUS, OTHOCUTCS K KaTeropum n3obpeTteHun,
CBSI3aHHbLIX C NpoLeccamu, a ero popmyna asngetca popmyrnon npouecca. Yto kacaetca
OLEHKM M306peTaTenbCKoro YpoBHSA N300peTeHni, kKacarLmxcs cnocoboB NpUMeHeHNs
XMMWUYECKNX BELLECTB, TO Takoe N3obpeTeHne cumTaeTcsa NMeoLmMM n3obpeTaTenbCkuin
YPOBEHb B TOM Criyyae, ecnun aToT cnocob npvMeHeHus He ABNAeTCs npeackasyembiM B crnyvae
C aHanorn4yHbIMN BELECTBaMN, KOTOPbIM MPUCYLLM CXOOHOE CTpoeHue unmn coctas. Korga peyb
ngeT 0 HOBOM cnocobe NpMMeHeHNs N3BECTHOTO BeLLeCcTBa, M3obpeTaTenbCknii ypoBeHb 3a
HUM NpU3HaeTCcsa B TOM Cry4vae, ecriv HOBbI Cnocob NpUMeHeHUs He MOXeT ObiTb BbiBE4EH U3
CTPOEHUS, COCTaBa, MOSEKYNAPHOM MacChbl, N3BECTHBIX (PU3NKO-XMMUYECKNX CBOWCTB U
crnocoboB NPMMEHEHUS 3TOro0 BELLLECTBA, a ONMpaeTcs Ha BHOBb OO6HapyKeHHOe CBOWCTBO
BelecTBa, No3BOSIAS NOAyYNTb HEOXNOAHHbLIA TEXHUYECKU 3O PEKT.

dununnuHbl

149. B Tex cnyyasix, Korga n3BecTHOe BELLECTBO MCMNOSb3YETCs ANs Ie4YeHNa NOXOXEro
3aboneBaHus, cnegyeTt ¢ 0CO6EHHOM TLWAaTEeNbHOCTBI NPOBOAUTL OLIEHKY M306peTaTenbLcKoro
YPOBHS COOTBETCTBYIOLLEN DOPMYIIbI, MPUHMMAas BO BHUMaHWE hakTnyeckne obcrtosTenncrea
KaXkQoro KOHKpeTHoro cny4dasd. Ecnu 3Ty 3aboneBaHus UMEKT CXOAHOE MPOUCXOXAEHNE,
NPUYMHBI AN MEXaHMU3M MPOTEKAHUS, BO3MOXHO roBOPUTL 06 OTCYTCTBUM Y N306peTeHns
n306peTaTenscKoro ypoBHS™.

Mpumep

[N306peTerne]

Wcnonb3oBaHWe NpeHUNKeTOHOBOro coeanHeHns, Bxoasiero B coopmyny (1),... ans
CO3[aHusA MegukameHTa, NpedHasHa4YeHHoro Ans nevyeHns 1 npodunakTukM BocnaneHns
CNN3MUCTON 0BOSOYKM XKenyaka.

[O630p onucaHuna nsobpeTteHus]

TexHn4yeckasn npobrnema, pewaemasi Npn NOMoLKU n3obpeTeHns ¢ y4eToM U3BECTHOIO
YPOBHS TEXHUKW, COCTOUT B pacLUMpeHnn AmanasoHa ne4ebHoro npuMeHeHus
NPEHUNKETOHa, a ee 3asBMNeHHOe peLLeHne 3aKniovaeTca B NPUMEHEeHUN MeakameHTa
AN nevyeHusa racTpura.

[U3BeCTHbIN YypOBEHD TEXHUKM]

(&) N3 ypoBHA TEXHUKM BbINO M3BECTHO NPOTUBOSI3BEHHOE LEWCTBME MPEHUIKETOHOBOMO
COEANHEHUS, YNOMSIHYTOrO B 3asiBKE, @ MUMEHHO repaHunrepaHunnaveToHa (GGA), Ha
npyMepe 3KCNepMMEHTanbHO BbI3BaHHbIX A3B Xeryaka U ABEeHaALaTUNEePCTHOM KULLKKN Y
KpbiC.

(b) N3 ypoBHA TEXHUKM TakkKe BbiNo N3BECTHO 3almMTHOE aenctene GGA,
NpenaTCTBYIOLLEE Pa3BUTUIO A3BEHHOW BONe3HN Xenyaka, a Takke ero AencTaune,
cBsi3aHHOE C 06LLEen 3awmnTon CNU3NCTom 060N0YKM XXenyaka OT NoCneacTBUN,

94 PykoBogcTtBo no nateHTHom akcneptuae, CNIPA, yacTb Il, rnasa 10, 6.2.
95 MepecmoTpeHHoe PykoBOACTBO MO 3KCMEpTU3e 3asiBOK Ha hapMaLieBTUYeckne N306peTeHnsl, CBsi3aHHbIe C
n3BecTHbIMY BelllecTBamu (sHBapb 2018 r.), pasgen 12 n npumep 20, IPOPHIL.
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Bbl3blBAeMbIX JeNCTBMEM aueTUncanuumnioBon KUCoTbl. Takke OblfIo U3BECTHO O TOM,
YTO racTpuT U A3BeHHasi boMne3Hb Xenyaka — 370 ABa pasHbixX 3aboneBaHnst C pasnMyHomn
naTonoruven.

[KommeHTapun]

M3BeCTHO, 4TO HEKOTOpPbIE NeKapCTBEHHbIE CPeaAcTBa (BKNOYada, Hanpumep, acnupuH u
apyrve HecTepounaHble NpoTMBOBOCNaNUTENbHbIE dhapMrpenapaThl) Bbi3biBaOT
npeapacnofioXeHHOCTb K I3BEHHON 6ones3Hun xXenyaka. M3BecTHO Takke, YTO acinpuH n
apyrve npoTMBoBOCNanuTeNbHbIe NpenapaTthl MOryT Bbl3blBaTbh racTput. HecMoTps Ha
TO, YTO racTpuT n si3BeHHasn 6onesHb Xenyaka — 9To ABa pa3Hbix 3aboneBaHns, y HUX
nmMeroTcs obLmne YepThl, CBA3aHHbIE C UX «3TUONOMMYECKNMU dhakTopammy». [loaTomy
KBannuunpoBaHHbIA cneunanuct oxmgan Obl, YTO LMTONPOTEKTOPHAs akTMBHOCTL GGA
OyaeT pacnpocTpaHsaTbCA Ha AercTBuE NobOoro BeLLeCcTBa, pasapaxarowero Crim3ncTyro
000nouky (BKMNto4vasi, HaNnpuUMep, aueTuncanMunnoByto KUCMOTY), BHE 3aBUCMMOCTUN OT
TOro, NPMBOAMT NN Takoe pasgpakeHne B KOHEYHOM UTOre K pasBUTUIO racTpuTa unm
A3BEHHOM BonesHn xenyaka.

CoeduHeHHoe Koponescmeo

150. B PykoBogcTBe no akcnepTuae naTteHTHbIX 3asBOK Ha n306peTeHnst B obnactn meanuuHbl
B BegomcTtBe nHTENNEKTyanbHOM cO6CTBEHHOCTU OOCYXAat0TCA BOMPOCHI, KacaroLmecs
OLIEHKM M300peTaTenbCKOro YpoBHS 3asBOK, KOTOPbIE OTHOCATCS K HOBLIM cnocobam
MEAULIMHCKOro UCMOMNb30BaHNA U3BECTHbIX BELLECTB UMK KOMMNo3numin®®. B cyaebHbIx
peLUeHNsIX, KacatoLLUXCA HOBbIX CNOCOO0B MEAMLIMHCKOrO UCMONb30BaHNS M3BECTHbIX BELLECTB
UITM KOMMO3MUMIA, 3aKounTENbHbIN 3Tan Tecta Windsurfing/Pozzoli, npumeHsemoro ans
OL€HKM 04EBMAHOCTN M30OpETEHUS, OYEHb YaCcTO CBOAMTCS K BONPOCY O Tom, byaeT nu
04YEeBUOHON NOMbITKA NCNONb30BaHNSI COOTBETCTBYHOLLENO BELLECTBa ANs LOCTMXKEHUSN
3aaBneHHon uenu. Kak 6b1no ykaszaHo B peweHun no geny Medlmmune v Novartis,
crneumanucTbl B cdepe hapmaueBTUKM U BUOTEXHONOrMM MOTYT UMETb AEeN0 CO MHOMMMM
noTeHumanbHbIMWU HanpaeneHnaMn paboTbl 6e3 kaknx-NMbOo ykasaHui Ha TO, Kakoe N3 HUX B
nTOre okaketcst NNTIO4OTBOPHbIM. TeM He MeHee paboTa Mo 3TUM HanpaeNEHUSIM BCE Xe
BeAeTcs (4To, B YAaCTHOCTU, 06 bACHAETCH NOTEHUManbHbIMWN BbIrO4aMMN, CBA3AHHBIMU C
n3obpeTeHnemM KOMMEPHYECKN YCMELLHOro npenapaTta), U COBEPLUEHHO SICHO, YTO 3TOro 6bl He
Cry4Mnock, ecnu Obl WaHCbl Ha ycnex ObinNn HaCTONbHO MU3EPHbLIMUM, YTO TakMe yCunus B
nobom cnyyae He onpaBganuck 6bl. C Apyron CTOPOHbI, OTKa3 B MaTEHTHOW OXpaHe BO BCEX
noao6HbIX cnyvasix cran 6bl cepbe3HbIM NPENSTCTBUEM HA MYTW Pa3BUTUS COOTBETCTBYHOLLINX
nccnegosaHun. Noatomy BbiBOA 06 04EBMAHOCTU N306peTeHns B NO4OOHbLIX CUTYaLMSX
AenaeTca Nvb B TeX Criyyvasx, Korga 4encTBUs, KOTopble NPUBENN K ero NosiBlieHnto,
ABNAOTCA O4EBMAHBIMU, N UMEKOTCA pa3yMHble UM 060CHOBaHHbIE OCHOBAHWS pacCcYnTbiBaTb
Ha UX yCnewHbli pesynbtaT; AnennsunoHHbIN Cya NpegocTaBun HekoTopble obLyme
pa3bACHEHNS B OTHOLLEHMM NOpSAKa OLEHKM B NoAoBHbIX crnydasx: «PelleHne Bonpoca o ToMm,
AaeT N1 TO UNN MHOE HanpaBfeHne UCCrneaoBaHni pasdyMHble U 4OCTAaTOYHbIE OCHOBAHNS
paccuYnTbiBaTb Ha YCNELLHbIA pe3ynbTaT, 3aBUCUT OT BCEX OOCTOSATENLCTB paccmaTprBaeMon
cuTyaLmu, BKoYas BO3MOXHOCTb paLMoHanbHO CNpOrHO3MpoBaTh pe3yrnbTaTUBHOCTb NPOEKTAa,
€ro BepOATHY MPOLOITKUTENbHOCTb, CTENEHb N3Y4YEHHOCTU COOTBETCTBYHOLLEN Cdhepbl,
CMNOXHOCTb UNK, HA0OOPOT, NPOCTOTY BCEX HEOOXOAMMbIX 3KCNEPUMEHTOB, BO3MOXHOCTb
NnpoBeaeHNs Taknx 3KCNEPUMEHTOB C UCMONb30BaHNEM CTaHAAPTHbLIX NPUEMOB, a TaKkKe
BEPOATHOCTb TOrO, YTO MO XOAY NpOeKTa KBannuuumpoBaHHOMY crieumanmcty Heobxoanmo
OyaeT nocnenoBaTenbHO NPUHATbL HECKOMBKO NPaBUNbHbIX PELLEHMN» Y.

96 PykoBoacTBO Mo akcnepTuse NnaTteHTHbIX 3asBOK Ha M306peTeHns B obnactn meamumHel B Begomctee
WHTENNeKTyanbHol cobctBeHHOCTH (anpenkb 2016 r.), nyHkTbl 132-136 n 144-145, UKIPO.
97 Medimmune v Novartis [2010 EWCA Civ 1234, [2013] RPC 27.
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151. Takon nogxoa 6bin npumMeHeH AnennsaumoHHbIM Cy4OM B Criyvae C 3asBKOW Ha HOBbIN
BUO MEAULMHCKOIO UCMONb30BaHNA NpenapaTa B peweHnn no geny Regeneron
Pharmaceuticals v Genentech n ¢ Tex nop HEOAHOKPaATHO NPUMEHSNCA CyAamMu B peLleHnsx,
CBSI3@HHbIX C NO0AO06HbIMKU cuTyaumnamun. B pewwenun no geny Actavis v Eli Lilly (2015 r.)
yKasblBarocCb, YTO C TOYKM 3PEHUSI FIOTMKM CHavana HeobxoamMmo peLunTb BOMPOC O TOM,
SIBMSIETCS NN HOBLIM Cocob NpuMeHeHUs1 o4eBMAHbLIM ANst pa3paboTku, a 3aTeM, eCcinin ecTb
Takasi He06Xx04MMOCTb, BONPOC O HANMYMN pa3yMHbIX OCHOBaHUIN pacCyYnUTbIBaTb HA YCMNELLHbIV
pesynbTaT. [lo cyTn paccmatpmBaemoro gena cyg noCTaHoBWI, YTO NOMbITKA MCNOMb30BaTb
COOTBETCTBYHOLMIN UHIPEAMEHT HOBbIM CNOCOBOM COBCEM He Obina o4eBUAHOM, a B TOM
cny4ae, ecnuv 6bl OHa Takow AeNCTBMTENBHO Obina, oTcyTcTBOBaNu 66l OCHOBaHUS
paccuYnTbiBaTb Ha yCneLuHbIn pe3ynbTaT. log «ycnelwHbIM pe3ynbTaTtoM» B KOHTEKCTE HOBbIX
BUOOB MEAULIMHCKOrO UCMNOMb30BaHUSA U3BECTHbIX BELLECTB NOHMMAaEeTCHa JOCTMXKEHNe
Xenaemoro neyebHoro acdekTa, a KpuTepun, Ncnonb3yemMble A8 NPUHATUSA Takoro peLleHuns,
MOTryT BapbMpOBaTbCA B 3aBUCMMOCTM OT codepkaHus cneumdmrkaumm; nosTomy OTBETbI Ha
BOMPOC O TOM, YTO UMEHHO «MNblTAaeTCA» caenaTb KBaNMOULMPOBAHHbIN CNeuManncT, Takke
MOryT pas3nuyaTbCs.

152. B KOHTEKCTE pacCMOTPEHMST HEKOTOPbIX A€er, BKIoYas, Hanpumep, gena Hospira v
Genentech (2014 r.) n Teva v AstraZeneca, BONpocC 3akntoyarncsa B 04eBUOHOCTU NPOBeLEHMS
KNMUHUYECKNX UCMBITAHUI C pasyMHbIMU OCHOBaHUSIMW PacCYMTbIBaTb Ha YCMNELUHbIN pe3ynbTar,
Toraga kak B crnyvae ¢ genamm Generics v Warner-Lambert u Merck Sharp & Dohme v Ono oH
Kacancs 04eBUAHOCTU NPOBEAEHUS KOHKPETHbIX UCNbITAHMI HA XMBOTHbBIX C 4OCTATOYHbIMM
OCHOBaHMsIMM paccyuTbIBaTh Ha Takon pesynbTaTt. B xoge paccmoTpeHua gena Hospira v
Genentech (2015 r.) cyaoba ApHonbd npoaHanuanposan psag gakTopoB, KOTopble onpeaenunm
Obl 04EBNAHOCTb NPOBEAEHNS KITMHUYECKNX UCTbITAHMI C Pa3yMHbIMU OCHOBaHUSIMU
paccunTbiBaTb Ha YCNeLWHbIA pe3ynbTaTt. ITW hakTopbl BKYanu B cebs: Hanuuve CTumyrnos
O5151 NoUCcKa HOBbIX UIn Bonee aEKTUBHBLIX CPEACTB ANd NeYeHnss COOTBETCTBYIOLLENO
3aboneBaHuns; BOMPOC O CTaHO4APTHOM MUY HECTaHOAPTHOM XapakTepe NPOTOKOoNa Taknx
NCNbITAHUIN; TEXHUYECKYIO COXHOCTb €ro NpoBeAeHns (B OMOMHEHME K 3aTpaTaMm BPEMEHM U
(PMHAHCOBLIX PECYPCOB); CTENEHb pUcKa A5 NauMeHTOB; BEPOSATHOCTb Heyaauu npu
nposefeHnn NoA0OHbIX UCNbITAHUIW; BONPOC O HEOBXOANMMOCTU NPEeoAOoNEeHNs
n3obpeTtaTensamMm HEKMX Cepbe3HbIX NPENSATCTBUNA, HanuyYne KoTopbix yoeanno ool
KBanuuunmpoBaHHOro cneumnanucta He NPOBOAMTbL TaKMe UCMbITaHWS;, M BOMPOC O TOM,
HacKonbKo MHoroobelatollen cyen bbl KBanMuUMPOBaHHbIA cneumannuct MHopmMauuio,
N3BECTHYIO U3 YPOBHS TEXHWUKM, C y4ETOM OBLLEAOCTYMNHbIX 3HAHWUNA.

153. Ecnu paccmaTtprvBaemoe BELLECTBO, 3asiBIIEHHOE AN HOBOro BMaa MeguLMHCKOro
NCNONb30BaHWs, YXXe NPUMEHSNOCH AN NeYeHns NoxXoXero 3abonesaHns, 3ToO MOXET CTaTb
OCHOBaHVEM Ang OTkasa B u3obpeTtaTenbCkoM ypoBHe. PasymeeTtcs, 4To Takme BONpoChI
HeobXxoAMMO peLlaTb B MHAMBMAYANbHOM Nopsake, 0OHAKO HEKOTOPLIE YKa3aHUs Ha 9TOT cYeT
MOXHO HanTu B pelleHnn AnennsumoHHon nanatel EMNB no geny T 913/94. lMepBbin BONpoC,
TpebyoLWwun peLleHnss, COCTOMT B TOM, NMPUCYLLM N1 3TUM 3aboneBaHnsim obuiee
NpPonCXoXxaeHne, aTnonorniyeckne akTopbl UM MEXaHN3M BO3HUKHOBEHMS. Ecnu oTBeT Ha
3TOT BOMPOC SABMASETCHA yTBEPAUTENBbHBIM, 3TO HE 00513aTENbHO O3HAYaET, YTO Y 3asBKU
OTCYyTCTBYET usobpeTtaTenbckuii ypoBeHb. BmecTte ¢ Tem, ecnm cumnToMbl TOro 3abonesaHus,
05151 TeYeHns KOTOporo paccMaTpmBaeMbli Npenapar yXXe NpuMeHsieTcs, MUMET CXOACTBO C
cumnToMamm 3abonesaHnd, KOTOPOE ABMSIETCA NPEAMETOM €ro HOBOro MeaMLUMHCKOro
NCNONb30BaHWs, U NPY 3TOM HOCAT Bonee cepbesHbI XapakTep, TO 3TO AaeT Beckme
OCHOBaHMWs nonaratb, YTO 3TOT Npenapat dyaeT acheKTUBEH 1 NPU UCNONB30BAHNM B HOBbIX
uensx.

154. YT0 KacaeTcs npenapaToB ANs NeYeHUst OHKONorm4eckmx 3abonesaHni, To, Kak ykasana
AnennaumoHHas nanata B ceoeM peleHmn T 385/07, pasnuyHblie BUAbI OHKONOrMYECKNX
3aboneBaHnin MEKT BECbMA Pa3HOOOpa3sHble NPUYMHBLI U XapaKTepHble 0COOEHHOCTU, N HET
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TaKnX «4yO0OEeNCTBEHHbIX CPEACTBY, KOTOPbIE MOMK Obl BbINIEYMTL JH00bIe BUALI paka.
CeefeHust 0 ToOM, 4TO TOT UNKU MHOW chapmnpenapaTt gaeT addekTuBHbIE pe3ynbTaThl NPK
nevyeHun OAHOM NN HECKOSTbKNX hOPM paka, Kak npaBurio, He No3BoSST rOBOPUTL O Hannymm
«pas3yMHbIX OCHOBaHWUIN pacCcyMTbiBaTh Ha yCnex» npu Ne4YeHnn He CBA3aHHOW C HAMN
pa3HOBUOHOCTWN OHKONornyeckux sabonesaHmn. BmecTte ¢ Tem aT0T BONpoc He06XxoaAMMO
peLuaTb C y4eTOM PaKTMYECKMX OOCTOATENLCTB Aena, NOCKONbKY CYLLECTBYIOT TakMe
npenaparbl 4N fie4yeHna paka, TepanesTniecknii adheKT KOTOPLIX CBA3aH C UX OENCTBMEM B
OTHOLLEHUN MEXaHN3MOB, NPUCYLLUX MHOTUM €ro pa3HOBUAHOCTSAM; MMEHHO O TakoM
npenapare Lna peyb B kKoHTekcTe gena Merck Sharp & Dohme v Ono.

ETlIB

155. B gene T112/92 (0J1994,192) nokymeHT (1), KOTOpbIV ABRAANCA 6nvxanmm daneMeHTom
YPOBHSI TEXHWKM, Kacancs NPUMEHEHUS MIOKOMaHHaHa B Ka4yecTBe 3aryctutens ans
HEXENMPOBAHHOIO NULLIEBOIrO NPOAYKTa, HO MpY 3TOM He cogeparn ynoMmHaHunm ob
Mcnonb30BaHUK rMOKOMaHHaHa B kavyecTBe ctabunusaTtopa. [Npu paccmMoTpeHun aToro aena
AnennaumMoHHas nanata npumMeHuna NpUHLMNbI, U3NoXeHHble B peweHnn T59/87 (0J1991,
561), oTMETMB, YTO Aaxe B TOM Crly4ae, ecrniv rmokoMaHHaH obecneunBan ctabmunmsaumio
3MyNbCUK B NpoLecce N3roTOBMEHMST pacCMaTpMBaeMoro NpoayKTa, Kak 9TO yKasbiBanoch B
AoKymeHTe (1), peyb B AaHHOM cry4yae wna 6bl 0 HESBHOM UCNONb30BaHUW. AnennsunoHHas
nanaTta npuwuna K BelBogy O TOM, YTO, XOTs1 UCMONb30BaHME TOro UIM MHOTO BELLECTBA B
KayecTBe cTabunmsartopa ans 3MynbCuUi, C OAHOW CTOPOHbI, U B KAYECTBE 3arycTuTens, ¢
OpYroun, BO3MOXHO, N He SBMSIOTCA HEOTAENUMbIMU APYr OT Apyra BUaamMu UCMNOfb30BaHUS, HO
Npwn 9TOM OHM KaKk MMHUMYM O4YeHb TECHO CBs3aHbl Apyr ¢ apyrom. OHa nocuuTana, 4to gng
KBannuunpoBaHHOro cneumnanucTta, 3HatoWero o0 ToM, YTo rMOKOMaHHaH siBnsieTcs
ahPEKTMBHBLIM 3arycTutenem ans amynbcuin, boina 6l o4eBMAHOM LLenecoobpasHOCTb TOro,
YTOObI XOTS Obl NONLITATLCA BLIACHUTL, ABMSIETCS NIV OH NPU 3TOM TakKke U XOpOoLUNM
cTtabunusaTopom. HecmoTps Ha TO, YTO, Kak yka3biBanoch B peweHun T59/87, 3asBka Ha
N3Ha4anbHO MPUCYTCTBYOLWLMIA, HO MPX 3TOM CKPbITbIA HOBbIA CNOCO6 NPUMEHEHUSI N3BECTHOTO
BELLleCTBA MOXET OTBeYaTb TPeOOBaHUIO HOBU3HbLI, OO BbEKTY TakON 3asBKM TEM HE MEHEE He
OyoeT npucyLl n3obpeTtaTenbCKni YPoBEHb, ECININ U3BECTHBIN YPOBEHb TEXHUKNA COOEPXKUT
MHAOPMaLMIO O TECHON B3aMMOCBS3N MeXAY M3BECTHLIM Y HOBLIM CNocob6amMm NpUMeHeHUs
(cMm. Takke T544/94)%,

K.  Katanusatopsbl

NHous

156. B PykoBoacTBe Nno aKcnepTu3e NaTeHTHbIX 3asiBOK B 06nact hapmaueBTmkn®®
npvBOAMTCA CrieayLwmn NpuMep 04eBUAHOIO NCNONb30BaHWA KaTanusaTopa:

3agaBneHHoe n3obpeTeHne kacaeTca npouecca nonydeHns coegmHeHms C npy nomoLum
peakunm Mexay coeguHeHnem A n coegnHeHnem B B npucyTcTBMM KaTtanusaTtopa
(nnaTuHbl). Bce otnuumTenbHble 0COBEHHOCTU N306peTEHNSA U3BECTHBI U3 YPOBHSA
TEXHWKW, 38 UCKIMOYEHNEM KOHKPETHOro yNoMMHaHWA NNaTuHbl B Ka4eCcTBe KaTanusaTopa,
HO NpW 3TOM Tam roBOPUITOCb 06 UCMOMb30BaHMM B KAYECTBE KaTann3aTtopos
6naropogHbIX MeTannoB. YPOBEeHb TEXHUKN coaepan yrnoMuUHaHve o nnaTuHe Kak o
6naropogHOM MeTanse, KOTOpbI MOXET UCMONb30BaTbCH B KAYECTBE 9KBMBANeEHTa

98 PeweHuns AnennsaumoHHon nanatel EBponerickoro nateHTHoro BegomcTaa (8-e usganue), 2016 r., yacts 1.D,
9.12.
99 PyKkoBOZCTBO N0 3KCMepTM3e NaTeHTHbIX 3asBOK B obractu chapmaueBTuky, 8.10, npumep 4, BegomcTBo

WHTennekTyaneHon cobcTBeHHocT MHamn, Bropo MeHepanbHOro KOHTporepa no BonpocaM NaTeHToB,
06pasuoB 1 ToBapHbIX 3HAKOB, OKTSI6pb 2014 T.
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ApYyrvMx 6rnaropofHbIX MeTanmoB Ans aHanornyHbIX Lenewn, YTo SABMSeTCs O4eBUAHBIM Ans
KBanuduumpoBaHHoro cneunanucta. Takum obpasom, pedb naet o6 o4eBMaHOM
NPUMEHEHMW B 3asIBIIEHHOM M300pPETEHNM OHOrO N3 ANIEMEHTOB U3BECTHOMO YPOBHS
TEXHUKMW.

Pecnybnuka Kopesi

157. [axe ecnu 13 ypoBHS TEXHMKN M3BECTEH KaTanusaTop, UMEeLNA UAEHTUYHBIA UMK
CXO[IHbI COCTaB MO CPABHEHUIO C KaTanmn3aTopoMm, KOTOPbIN ABNSETCA NpeaMeToM
n306peTeHuns], B TOM criyyae, ecrnv peakuusl, B KOTOPOW OH UCMOMb3yeTcs, OTnn4YaeTcsa ot
M3BECTHOW peakummn 1 Npu 3TOM NOATBEPXKAEHO, YTO KaTanmaaTop YCKOpPsieT 3Ty HOBYHO
peakLuio, CYATAETCSH, YTO TaKOMy M306peTEHUIO NPUCYLL U30bpeTaTenbCkuin ypoBeHb?. B Tom
crnydae, ecrnv UAeHTUYHbIE UMK NOXOXME KaTanm3aTopbl U3 YPOBHS TEXHUKM HEe U3BECTHBI,
oLleHKa 1306peTaTenbLCKOro YPOoBHS 3asiBNIEHHOro KaTanviaaTopa NpoBOAMTCS NyTEM CPaBHEHMS
CKOPOCTU peaKLui, NPOXoAsALLMX C ero y4acTmeM unm 6es Hero.

158. XoTs y HOCcMTENEN KaTann3aTopoB MOXET U He ObiTb COGCTBEHHOW KaTanuTU4eckom
aKTUBHOCTW, OHW UCMOMNb3YHTCS ANS PasfuyHbIX Lenen, BKoYas, HanpuMep, U3roToBneHne
KaTanu3aTopoB, 3MMEKTUBHO BbIMNOSHSOLWMNX CBOU (PYHKLMM B paMax KaTarnuTU4eckux
peakLUunin, yMEeHbLLEHME NPOM3BOACTBEHHbIX N3AEPXKEK U YIydLIEHNE MEXaHUYECKMX CBOMCTB.
[N oueHkn n3obpeTaTenbCKOro YpOBHS 3asIBOK, CBSI3aHHbIX C BbIGOPOM TOr0 UK MHOFO
kaTanusaTtopa c HocuTenem unu 6e3 Hero, HEO6Xo0AMMO NpoaHanNM3npPoBaTb Ero TEXHUYECKUIA
3 EKT, yKazaHHbIN B crieLumdmrKaLmmn, Unm e Hanuyve BbigatoLumxcs pesynbtaToslol,

L. I'IpOMe>|<yTqub|e coegnHeHuA

Epasunus

159. B PykoBoacTBe no akcnepTu3e naTteHTHbIX 3asiBOK (aCnekTbl, OTHOCALLMECS K IKCNepTu3e
naTeHTHbIX 3asiBOK B 06nacTn xummn)'%? oTmeyaeTcs, YTo B TeX criydasix, koraa
NPOMEXYTOYHOE COeAUHEHUE SABNSAETCA OCHOBHbLIM 3fIeMEHTOM u3obpeTeHus, ero
n3obpeTtaTenbCKkMii YpOBEHb JOIMKEH OLEHMBATLCS HA OCHOBE €ro (PyHKLUMIN B KayecTBe
NPOMEXYTOYHOIO COEANHEHMS, A TaKKe ero OTNNYNA OT BELLECTB, U3BECTHLIX N3 YPOBHSA
TeXHUKKU. Tak, ecnu n3 Grnumxkanwmnx aNemMeHToB YPOBHSA TEXHUKM U3BECTHbI BELLLECTBA, CXOAHbIE
C 3asBMNEHHbIM COeAMHEHMEM, HO NPU 3TOM He YyNOMUHAeTCs 06 MX PYHKUMAX NPU NOMyYeHUm
APYrnx BeLWecTB (T.e. X PONnn B KA4YECTBE NMPOMEXYTOYHbIX COEAUHEHMI), BO3MOXHOCTb
NPYMEHEHNS BELLECTB, CXOOHbIX C BELLLECTBAMU, N3BECTHBLIMU N3 YPOBHA TEXHUKN, B KA4eCTBe
NPOMEXYTOYHbIX COeMHEHUI B NpoLecce CUHTe3a, HECOMHEHHO, He ByaeT o4eBUaHOM Unu
ABHOW ANS KBaNnnuLUMpoBaHHOIo NpodubLHOro cneynanucta.

160. B Tex cnyyasix, korga BeLEeCTBa, U3BECTHbIE U3 BrvKanLMX 311EMEHTOB YPOBHS TEXHUKN,
BbIMONHAKT PYHKLMN MPOMEXYTOUHbIX COeQUHEHWI, CrieQyeT U3y4nTb pasnuunsa mexay
3asiBMNEHHbIM MPOMEXYTOUYHbIM COeANHEHNEM U COEANHEHUSIMU, U3BECTHLIMU U3 YPOBHS
TEXHUKM, C TEM YTOObI ONpeaennTb, ABNSTCS NN 3TV PasNnyYnst O4EBUAHBLIMU C Y4ETOM
pyHKUMI 3asIBNEHHOrO BELLECTBA B KA4YeCTBE NPOMEXYTOUYHOIO COEAMHEHUS.

161. B Tex cnyyasix, korga npoMexyTo4YHoe CoeiHeHUe SBnsieTcs N060YHbIM M306peTEHMEM
(2 OCHOBHbIM M306pETEHNEM SIBISIETCH KOHEYHOE XMMUYECKOE BELLLECTBO UK NPoLIece
Nony4YeHns XMMMYECKOro BeLLEeCTBa), HOBM3HA 1 M3006peTaTenbCKuiAi YypoBEHb OCHOBHOMO
n306peTeHnst He 03HaYatoT, YTO NPOMEXYTOYHOE BELLLECTBO Takke obrnagaeT aTumm

100 PykoBoacTBO No naTeHTHOM aKkcnepTuse, Yactb 1X, rmaea 5, 2.3, KIPO.

101 Cm. peweHne 2008HEO13732 MaTeHTHOro cyaa, 9 okTsdpsa 2009 r.

102 PyKOBOZCTBO MO 3KCMEPTM3E NAaTEHTHbIX 3asiBOK (ACMEKTbl, OTHOCALLMECS K 3KCNEePTMU3e NaTEHTHbLIX 3asiBOK B
obnactu xumun), 2.6, INPI, Bpasunus, 2017 r.
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KayecTBamu, NOCKonbKy adhdekT/gencrame/Lenn 0CHOBHOMO 1 No6o4YHOro n3obpeTeHni
oTnMYaroTCs Apyr oT gpyra. Ecnv npomexyTovyHoe coeguHeHne He SBMAETCS OCHOBHbBIM
n3obpeTteHunem, cnegyeT onpeaenunTb, ABASKOTCS MM NPOMEXYTOYHOE COeaNHEHME U NpoLiecc
€ro nony4YeHnst YacTsiMK TOro e M30bpeTaTenbCKOro 3ambicna, YTo 1 OCHOBHOE n3obpeTeHue,
T.€. KOHEYHbIN NPOAYKT U/UNn NpoLiecc ero nonyy4eHmnstos,

162. TMpouecc nony4yeHus NPOMEXYTOYHOro BELeCTBa MOXET TakKe SABMATLCA OCHOBHbIM
n3obpeTeHneM, B OTHOLLEHNN KOTOPOro NoAaeTcs NnaTeHTHas 3asBka. BmecTe ¢ Tem nogobHble
NPOLECChI, Kak NpPaBnno, ABAATCA NOO6OYHLIMN N306PETEHNAMM, OONOSTHAKLUMN OCHOBHOE
n3obpeTeHne, NpeaMeToM KOTOPOro SIBMSIETCS KOHEYHOE COeAMHEHME UM Aaxe
NPOMEXYTOYHOE BeLecTBO. Ecnu ocHOBHOE n3obpeTeHne KacaeTes npoLecca nosnyvyeHmns
NPOMEXYTOYHOrO BELLECTBA, TO NyHKTbl (OOPMYIibl M30OPETEHMS, OTHOCALLMECS K NPOLECCY,
OOJMKHbI BKNtoYaTb B cebs cnegytowme ceeaerus: (i) nHgopmauyuio o6 ncxogHom matepmane,
KOHEYHOM MpoAyKTe U MexaHnamax TpaHcopmaumm NCXO4HOro MaTepmana B KOHEYHbIN
npoaykT; u (ii) AaHHbIe 0 NOCneaoBaTENbHOCTM LLATOB, HaNpaBreHHbIX HA JOCTMXKEHNE
NOCTaBNEHHOW LIENN.

CoeduHeHHble LLImambi AMepuku

163. B pelueHum no geny re Lalu'® amepukaHckuin cya NOCTAHOBWI, YTO, ECINN COeAVHEHMS,
N3BECTHbIE N3 YPOBHA TEXHWUKUN, ABMAOTCS NOME3HbIMU TOMBKO Kak MPOMEXYTOYHbIe BELLEeCTBa,
3asABrieHHble COeIMHEHUS, CXOAHbIE C HUMW MO CTPYKTYpe, He MOTyT CYMTaTbCHA U3HaYarnbHO He
oTBeYarLLMMm TpeboBaHUI0 HEOYEBUAHOCTA MO CPABHEHMUIO C N3BECTHLIM YPOBHEM TEXHUKM
(cM. NyHKT 29 HacTosWwero AOKyMeHTa).

ElB

164. AnennauuoHHasa nanata EMNB paccmoTtpena psa ger, CBA3aHHbIX C MPOMEXYTOUYHbIMU
BellecTBamn'®. B cBoeM pelueHnn T22/82 (0J1982, 341) oHa nocTaHOBWMA, YTO NornydeHne
HOBbIX NPOMEXYTOYHbIX BELLLECTB AS18 HYXKA, HEOXNAAaHHO 3(PEKTMBHOrO 3aKOHYEHHOIo
npouecca n3roToBneHNst N3BECTHbIX M KernaTeNbHbIX KOHEYHbIX MPOAYKTOB OTBEYaeT
TpeboBaHMO N300peTaTenbCKOro YpoBHS.

165. B pelwweHumn T163/84 (0J1987, 301) NpOMEXYTOUYHbIE XMMNYECKME BELLECTBA TaKkKe Oblnn
COYTEHbI NATEHTOCNOCOOHBIMIN HAa TOM OCHOBaHWKW, YTO UX AanbHenwasn nepepaboTka B Lensax
NoSTy4eHUs1 N3BECTHbIX KOHEYHbIX MPOAYKTOB MMena n3obpeTtaTenbckun ypoBeHb. BmecTte ¢
Tem AnennsiumMoHHas nanarta npuwna K BelBogy O TOM, YTO HOBOE NMPOMEXYTOUYHOE XMMUYECKOe
BELEeCTBO He npuobpeTtaeT n3obpetaTenbCKkM YpoOBEHb UCKMIOYUTENBHO B CUITY TOFO, YTO OHO
ObIN0 NOMYy4YEeHO B X04€e MHOrOCTYyneH4YaToro npowecca, umetoLiero nsobpetatenbckum
YypOBEHb, M NOABEPINOCh AanbHenwen obpaboTke B Lensax nonyyYeHns n3BecTHOro KOHEYHOro
NpoAyKTa; ANsi 3TOro AOSMKHbI ObiTb BbINOMHEHbI AONOMHUTESbHBIE YCIOBUA: Hanpumep,
npouecc U3roToBneHNa HOBOIO NPOMEXYTOYHOrO BeLlecTBa No3BOMNMI NOSyYnTb ero Brepsble
Taknum cnocobom, KOTOpbIN Npeanonaran Hannyne n3obpetaTenbCKOro ypoBHs, a
ncnonb3oBaHve Apyrux cnocoboB ero Nony4yeHus nNpu 3ToM, Kak npeactaBnanock, obiio
WCKITHOYEHO.

166. B pelwweHun T648/88 (0J1991, 292) AnennaunoHHasa nanarta He corfacunach ¢ TOYKON
3peHUs, U3MNOXEeHHOW B pelleHun T163/84, npMeHnB BMECTO 3TOro Nornky, onnmcaHHyo B
pelweHun T22/82. CornacHo 3Ton Nornke, NPOMeXyTo4HOe BELLECTBO, NpeaHa3HayYeHHoe NS
NoSTy4eHUs1 U3BECTHOIO KOHEYHOro NPOAYKTA, CHMTAETCS MMEIOLLNM M300peTaTenbCKIM

103 Cwm. Tarke PykoBoACTBO MO 3KCNepTU3e naTeHTHbIX 3a8BOK, YacTb |, MyHKTbI 3.119 - 3.125.

104 Cwm. re Lalu, 747 F.2d 703,223 USPQ 1257 (Fed. Cir. 1984). MPEP §2144.09, VI.

105 PeweHunsa AnennsaunoHHon nanatel EBponeiickoro nateHTHoro BegomcTaa (8-e usgaxue), 2016 r., yactb 1.D,
9.8.4 («[MpomexyTouHble BellecTBay).
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YPOBEHb B TOM Criyyae, ecnin OHO Oblfio 3roTOBMEHO B KOHTEKCTE NMPOLIECCOB NOArOTOBKN NN
JanbHenwen nepepaboTky, UMELWNX N300peTaTENbCKUIA YPOBEHD, UITN B pamKax
3aKOHYEHHOro npoLiecca, KOTOPOMY NPUCYLL, Takon ypoBeHb (NOATBEPXKAEHO B peLleHnN
T1239/01).

167. B pelweHnn T65/82 (0J1983, 327) 6bIN0 pasbACHEHO, YTO AN TOro, YTOObl HOBbIE
BeLLeCTBa, KOTOPbIE UCNOMb3YIOTCH B (HE MMEIOLLMX M306peTaTenbCKOro YpOBHS) aHanormyHbIX
npoueccax, HanpasrieHHbIX Ha Nony4yeHne nocneayLwmx NPOAYKTOB (T.€. KOHEYHbIX NPOAYKTOB
NN NPOMEXYTOYHbIX BELLECTB Pa3fiMyHOro xapakrepa), CHUTanmcb NPOMeEXyTOYHbIMU
BeLLeCcTBaMu, OHU AOMKHbI BHOCUTb BKIag B CTPYKTYPY nocnenyrowmnx npoayktos. [Jaxe ecrnu
AaHHOEe YCrnoBUe BbIMOMHEHO, 3TO HE O3HaYaeT, YTO Takme NMPOMEXYTOYHbIE BellecTBa
aBTOMaTUYECKM CHATAIOTCS UMELLMMU NPU3HaKN n3obpeTteHns; HeobxoanMo Takke NPUHATL
BO BHMMaHWe U3BECTHbIN YPOBEHb TEXHUKW. YTO KacaeTcs Bonpoca 06 n3BeCTHOM ypoBHe
TEXHWUKN MPUMEHUTENBHO K NPOMEXYTOYHbIM BelecTBaM, TO B JaHHON CBA3N Heobxoanmo
NPUHATL BO BHUMaHWe ABa pasnuyHbiXx MOMeHTa. Bo-nepBbiX, peyb naeT o Hanvynv B ypoBHe
TEXHUKN BEeLLEeCTB, CXOOHbIX C CaMUMU MPOMEXYTOYHbIMU BelecTBaMu. 34eCb UMEKOTCS B
BUAY BCE COEANHEHUS, CXOAHbIE C 3TUMM NPOMEXYTOYHbLIMU BELLECTBAMMW MO CBOEMY
XMMUYEeCKOMY cocTaBy. Bo-BTOpbIX, HEOBXOAMMO TaKkKe y4eCTb 1 Hanuume B ypOBHE TEXHUKM
cBedeHMN O BellecTBax, 6BrIM3KMX K nocneayoLwmmM NpoaykTam, T.€. O BeLecTBax, CXOAHbIX Mo
CBOEMY XMMWYECKOMY COCTaBy C MOCneayloLWmnMmn npogykramu.

168. B pamkax paccmoTpeHust gena T18/88 (0J1992,107) 3asButenu yTeepxganu, 4to
WHCEKTMLMAHAA aKTUBHOCTb N3BECTHbIX KOHEYHbIX NPOAYKTOB 3HAYMTENbHO NPEBbLILLAET
aHanorn4yHble nokasaTenu Ans Apyroro N3BECTHOIO MHCEKTULMAA CO CXOAHOM CTPYKTYPOWN N YTO
3TOro 4OCTaToOYHO ANs TOro, YTobbl NOATBEPANTL N306peTaTeNnbCKMN YPOBEHDb 3asiBNEHHbIX
NPOMEXYTOYHbIX BELLECTB, AaXe €CNN KOHEeYHble NMPOAYKTbl HE OTBEYaloT TpeboBaHMAM
HOBM3HbI W/UNK N306peTaTenbLCKOro YpoBHA. AnennsaunoHHas nanarta, CocnaBLUUCL Ha
pelweHne T65/82 (0J1983, 327), OTKINOHMIA apryMeHTbl 3asBUTENEN Ha TOM OCHOBaHUN, YTO
Ans Toro, YTobbl NpeanoXeHHbIe MPOMEXYTOYHbIE BeLlecTBa Obinv NaTeHTOCNOCOOHbIMM, OHN
caMu OOMKHbI MMETb n3obpeTaTenbCkuin ypoBeHb. Bonpoc o Tom, MOryT nn oTBevatoLme
TpeboBaHMAM HOBM3HbI 1 M306peTaTenbCKoro YpoBHSA NOCreayoLwme npogyKTel Npu
onpeaeneHHbIX 06CTOATENBCTBAX CAYXUTb apryMeHTOM B MOSb3y Hanu4msa nsobpetaTenbcKoro
YPOBHS Y MPOMEXYTOYHbIX BELLECTB, B JAHHOM KOHTEKCTE OblfT HeaKTyanbHbIM, MOCKOSbKY B
AaHHOM cny4yae nocreayoLime NpoaykTbl He oTBeYanu nnMbo KPUTEPUO HOBU3HbI, NGO
KpuTeputo nsobpetaTenbCckoro ypoBHs. bonee Bbicokas apeKTMBHOCTb NOCHeayoLLmMX
NPOAYKTOB, HE OTBEYAKLLMNX TPeOOoBaHNSAM HOBU3HBLI U N300peTaTENbCKOro YPOBHS, HE
ABNSAETCHA AOCTAaTOYHbIM OCHOBAHWEM ANS NPU3HAHMSA 3a NPOMEXYTOYHbIMM BeLLeCTBaMm
n3obpetaTtennbckoro yposHs (T697/96, T51/98).

M.  CenektuBHble N306peTeHns 1 MHTepBarbl

169. CenektMBHOE U3obpeTeHne obbIYHO NpeacTaBnaeT cobon, Hanpumep, BbIGop
KOHKPETHbIX 311IEMEHTOB, MOAMHOXECTB UM YacTen MHTepBanoB, BXoAdALWmMX B cocTaB 6onee
KPYMHbIX MHOXECTB U MHTEPBAroB, U3BECTHbIX U3 YPOBHS TEXHUKW, HO HE PACKPbITbIX
cneumanbHo. B yacTu || gononHMTENbHOro nccneaoBaHns no Bonpocy 06 n3obpeTaTenbckom
ypoBHe (aokymeHT SCP/29/4) paccmaTtpuBancs nopsagok OLeHKN n3obpeTtaTenbCkoro ypoBHS
NPUMEHUTENBHO K CENEKTUBHBbIM N306peTeHnam. XoTa obLume NpuHLMMbI, ONUCaHHbIE B
nokymeHTe SCP/29/4, NpMMEHUMbI K CENTEKTUBHBIM M300peTeHMaM B 06nacTn Xxmumun, B
cneayroLwWwmx NyHKTax NPUBOAATCA OONOMHUTENbHbBIE Pa3bsiCHEHUS N NpUMepbl NO40BHOro poaa
n3 obnacTtn xmmun.

170. XoTs pacCMOTpPEHUE AaHHOrO BOMPOCa M HAX0AUTCSA 3a paMkaMu TEMbl HACTOSILLErO
[AOKYMEHTa, criefyeT NpoBecTy YeTKoe pasnuume mexay TpeboBaHMeM HOBU3HbI U
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TpeboBaHMeM HanNMunsi N306peTaTenbCKOro YPOBHSA MPUMEHUTENBHO K CENEKTUBHBLIM
n3obpeteHusM. Kak Obino pasbsacHeHO B OKyMeHTe, npeacTtasneHHoM KM Yunu, obwas
NMHOpMaLmMsa U3 ypOBHSA TEXHUKM, Kak NPaBUIO, HE BNUSET Ha HOBU3HY TOW UIM MHOWN
KOHKpeTHOM hopMbl N300peTEeHMs, AaXe ecrniv 3Ta KOHKpeTHas popma nognagaeT nog obuiee
onucaHue, Npu yCcrnoBmK, YTO Takas KOHKpeTHas oopma crneumnarnbHO He YNOMUHAETCs B YPOBHE
TeXHUKN. Ecnu e Takoe KOHKpPETHOEe onncaHne NPUCYTCTBYET B YPOBHE TEXHUKW, TO OHO,
HaNpOTUB, BNMSET HA HOBM3HY COCTABIIEHHOWN B OOLLNX BbIPAXKEHUSX 3asiBKM, OXBAaTbIBaAOLLEN
KOHKpeTHoe onuncaHue. Tak, Hanpumep, onUcaHne «Meauy» BnusieT Ha HOBU3HY «MeTanna»
(obwee NoHATUE), HO HE HA HOBM3HY Kakoro-nnbo apyroro meTtanna, NOMMMO MeAMW.
AHanornyHeiM 06pa3om, onncaHne «3aknenoky» BAMUSET Ha HOBU3HY «KPeneXXHoro
npucnocobneHuns» (obiee NoHATUE), HO HE Ha HOBU3HY NMOHOro Apyroro KPenexHoro
npucnocobnexus. BmecTe ¢ Tem B PykoBoacTeel®, nelicteytollem B ApreHTuHe, ykasbiBaeTcs,
YTO PaCKpbITUE B OAHOM U3 UCTOYHMKOB N3 YPOBHSI TEXHUKM TOM UITM MHOW Tpynnbl XMMNYECKNX
COEONHEHUN, Aaxe eCn OHO ChOPMYITMPOBAHO B OOLLMX BbIPAXEHNAX, PABHOLLEHHO
PaCKpPbITUIO BCEX COEQUHEHWUI, BXOOALWMX B 3Ty rpynmny, KOTOPbIE CTAHOBATCS YaCTbl YPOBHS
TexHukn. Takmm o6pas3om, BbIOOp anemeHTa (M 3NEMEHTOB), YK€ M3BECTHbIX U3 YPOBHS
TEXHUKN, HE OTBEYaET KPUTEPUIO HOBU3HbI, aXe eCnn y BbIOpaHHOro anemeHTa (unu
3NIEMEHTOB) UMetoTcHa aAnddepeHUnpoBaHHbIE CBOMCTBA UM €CIN OH (UITM OHW) He
packpbiBancsa paHee. AHanornyHbiM o6pasom, OTKpbITUE anddepeHunpoBaHHoro unm Gonee
NMone3Horo CBOMCTBA UIN KayecTsa TOro UM UHOro arieMeHTa (Unn aneMeHTOB), yKe
N3BECTHOIO N3 YPOBHS TEXHWUKUN, TAKKE HE OTBEYAET KPUTEPUIO HOBU3HbI.

171. Euwe oauH npumep M3 JOKYMEHTA, NpeacTaBneHHoro Ymnm, kacaeTcs cenekTMBHOro
n3006peTeHunsl, OTHOCALLLEroCcs K UHTepBany 3HavyeHnn. Hanpumep, B LOKyMEHTE, N3BECTHOM U3
YPOBHS TEXHUKWN, COOEPXKUTCHA ONMCaHNe XMMMUYECKOro npoLiecca, KOTOpbI MOXeT NpoTekaTb
npu TemnepaTtype ot 10 go 100 rpagycos Llenbcus, Bkrtoyasa npymepsbl Ha otmeTkax 20, 40, 60
n 80 rpagycos Llenbcus. Bnocnencteumn obHapyxmnBaeTcd, YTO B UHTepBane TemnepaTyp ot
68 0o 72 rpagycoB Lienbcusi npoLecc HEOXMAAHHO NPOTEKAET € ropa3ao 6onee BbICOKOM
ahbpeKkTUBHOCTLIO, AaeT bonee ycnewHble pe3ynbTaTbl, COMPSXKEH C MEHbLUMM KONTMYECTBOM
BbIGPOCOB UM NO3BONSAET NONYYNTb Apyrue npenmyLLectsa TEXHUYECKOro xapakrtepa. Ecnu
nogaeTcs 3asiBka Ha n3obpeTeHne, NpeaMeToM KOTOPON ABMSeTCS COOTBETCTBYOLLMIA NpoLece
B MHTepBarne TemnepaTyp oT 68 0o 72 rpagycoB, HaxoAsdLeMcs B npegeriax paHee packpbIToro
TemnepaTypHoro gmManasoHa, ¢ y4eTOM TOro, YTO AaHHbIN KOHKPETHLIN MHTepBan cneumansHo
He oroBapmBarcs B JOKYMEHTE U3 YPOBHS TEXHUKMK, DAKTOP HOBM3HbLI B JAHHOM ClyyYae MOXeT
OLEHNBATbLCHA UCKMIOUYNTENBHO Yepes Npu3My Y3KOro TONKOBaHNSA CBEAEHUN N3 YPOBHSA TEXHUKM,
ONUCbIBAKOLLNX NMPOLIECC, KOTOPbLIN 0BbIYHO NPOTEKaeT B TeMnepaTypHoOM guanasoHe ot 10 go
100 rpagycoB Llenbcus 1 Ha ypoBHE NMPOMEXYTOYHbIX TemnepaTyp, coctasnsatowmx 20, 40, 60
n 80 rpagycoB Lenbcusa. Takum o6pa3om, € y4eTOM TOro, YTO AOKYMEHTaUUSA, N3BeCTHas 13
YPOBHS TEXHWUKU, KOHKPETHO He yKa3blBaeT Ha BO3MOXXHOCTb pa3HOro NpoTekaHus npolecca B
TOM UM MHOM MHTEpBane TemnepaTtyp (KOTOPbIN MOXET KaK BXOAWUTb B PaCKpbIThIN
TemnepaTypHbI AManasoH, Tak U HAXOAUTbCA BHE ero npeaernos, B JaHHOM criyyae — B
nHTepBane ot 68 go 72 rpagycos Llenbcus), 3asBneHHble TeMnepaTypHble 3Ha4YeHUs He
OOJDKHbI CYMTATLCSA PACKPbITbIMKU, BCIIEACTBUE YEro 3a M3obpeTeHmeMm criegyeT npusHaTtb
n3obpeTaTenbCKkUn YPOBEHD.

Aecmparnus

172. O6wasa cTpykTypHasa popMyna BKrto4YaeT B ceba BCe KOHKPETHbIE CTPYKTYPHbIE
dopmyrbl, Ha KOTOpbIE OHa pacnpocTpaHaeTcs. O4YeBMAHO, YTO COEAMHEHUS, ONUCHIBAEMbIE
obuen dopmynon, obnagaroT TeMM XKe cCaMbiMU CBOUCTBAMMU, UTO U NOOLIE KOHKPETHO
packpbITble coeguHeHus. Ecnu oTcyTcTBYeT BbIGOp (Hanpumep, BbiABNEHWE COEANHEHNST UNN

106 PykoBoacTBO Mo akcnepTnse NateHTocrnocobHOCTU 3asiBOK HA N300peTeHUsi B XMMUYECKOW U
hapMaueBTMYecko obnacTsx (yTBepaeHo COBMECTHbIMU pe3ontoumsamu 118/2012, 546/2012 n 107/2012),
2012r.
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COEeANHEHUN, KOTopble AaBanu 6bl HEOXKNOAHHbIN UMK Henpeackasyembln 3 deKT) nnm
AO0CTaTO4MHOE ANns BOCNPOU3BeaeHUs packpbIThe, TO cpasy e CTaHOBUTCS OMeBUOHbIM, YTO
CoeaNHEHUsAM, Ha KOTopble pacnpocTpaHseTcsa oblas opmyna, Kak MOXHO oxuaaTb, 6yayT
NPUCYLLN TE Xe CaMble CBOWCTBA, YTO U CreumnanbHO packpbITbiM COEAMHEHUSIM, U YTO (paKT
nony4yeHns 3TUX CoOeAMHEHN NPeanOXeHHbIM CNOCOBOM 1 NOATBEPXKAEHUSA X CBOMCTB CaM Mo
cebe He umeet n3obpetartenbckoro ypoeHs (Rohm and Haas Co v Nippon Kayaku Kabushiki
Kaisha n Sankyo Co, Ltd [1997] APO 40; University of Georgia Research Foundation, Inc v
Biochem Pharma, Inc [2000] APO 68).

Epasunus

173. XoTd npouenypbl TEXHUYECKOW IKCNEePTU3bl MATEHTHbLIX 3adBOK Ha NOAOOPKM XMMNYECKNX
COeUHEHUN n3noxeHbl B YacTu Il PykoBoacTBa No aKCnepTmu3e NaTeHTHbIX 3asiBOK, B MyHKTaX
4,19 -4.251n 5.31 — 5.34 yactn 2.8 PykoBoAcTBa Mo 3KCNepTu3e naTeHTHbIX 3asBOK (BOMPOCHI,
KacaroLmecs aKcnepTnsbl NaTeHTHbIX 3asiBOK B 06n1acTn XmMumn) NpuBOANTCS pag NpyMepoB
OLEHKM M306peTaTenbCKoro YpoBHS OTAEMNbHbIX M300PETEHNIA, OTHOCALLMXCSA K XMMNYECKUM
COEeUHEHUAM.

174. B GonblUuMHCTBE Cny4aeB Anis TOro, 4ToObl CYNTATLCA HOBbIM, COOTBETCTBYHOLLEE
XUMUYECKOE COeaNHEHME HE OOIMKHO ObINo ObiTb KOHKPETHBIM 0OpPa3oM PacKpbITO B U3BECTHOM
YPOBHE TEXHMKN B (hOpMe NpUMepPOB, aHanNu3oB, pe3ynbLTaTos, nepeydHen, Tabnuy,
HOMEHKIaTypbl, OTAENbHOW CTPYKTYPHOM OOpPMYyIbl UM cnocoba nony4yeHusi. YTto kacaetcs
n3obpeTaTenbCcKoro YpoBHs, TO BbIGOP TaKOro CoOeaNHEHNsT HEe JOIMKEH ObiTb 0O4eBUAHBIM UK
SIBHbIM C TOYKM 3pEHUS KBanNnuLMpoOBaHHOIO NPOUbHOro cneumnanncTa ¢ y4eTom
N3BECTHOMO YPOBHSA TEXHMKM. [1OCKONBKY peyb naeTt o nogbopke coeguMHeHun, B obLmnx yepTax
YK€ U3BECTHbIX U3 YPOBHS TEXHMKM, OLIEHKA M300peTaTenbCKoro YpoBHS nateHTa Ha noabopky
COeNHEHUN Hen3bexxHO ObiBaeT CBA3aHa C NpeacTaBreHneM CPpaBHUTESbHbBIX JaHHbIX U3
YPOBHSA TEXHUKU. Bnvxanwnm anemMeHToMm ypoBHS TEXHWKM B AAHHOM crnyyae bygeT cumtaTbes
coefivHeHue (Unn coeQuHeHns ), nmetoLLiee HanbonbLuee CTPYKTYpPHOE CXOACTBO C
3aABMNEHHbIMU COeQMHEHNSIMU, KOTOPbIE KOHKPETHO PaCcKpbIBaOTCA B YPOBHE TEXHMKWN.

175. Hwxe npmBOasTCS NpMMeEpPbl HEKOTOPLIX COEAUHEHUN, OTBEYaoLWmX TpeboBaHmo
HOBW3HbI, HO HE UMEIOLLMX N300pPETaTENBCKOro YPOBHS:

N306peTeHne

MNaTeHTHas 3aaBKa KacaeTca aHanormyHbIX UNMOANHOBbLIX COeAUHEHUIN C
aHTUnponudepaTMBHbIMM CBOMCTBAMU A1 NIEYEHUS ONyXomnen y MrieKonuTaloLLumX.

N3BeCTHbIN YPOBEHb TEXHUKM
N3BECTHbIN YPOBEHb TEXHWUKM COAEPXKMUT 0bLwme ceeageHus (no oopmyne MapkyLwia) o
BeLLeCTBax, aHaNornyHbIX UNNIOANHY U UCNOMb3yeMbIX B Ka4ecTBe

aHTMNponMdepaTUBHbIX NPenapaTos.

Invention Prior art
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Invention = N3o6peTeHne Prior Art = I3BeCTHbIN YpOBEHb TEXHUKN
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TexHnyecknin aHanms

PaccmatpuBaemble coefmHeHns npeactaBnsaT cob0M orpaHNYeHHyo rpynny B
pamKax kaTeropmm CoeAvHeHUN, KoTopble B 06LLMX YepTax Bbiny onucaHbl B
OOKYMEHTE U3 U3BECTHOrO YPOBHS TEXHUKWU. TeM He MeHee, MOCKONbKY YPOBEHb
TEXHUKM He coaepkan KOHKPeTHOro ynoMmHaHust o Hux (PyKOBOACTBO MO NaTEHTHOM
akcnepTuse, vactb I, nyHkTbl 4.21 - 4.23), c4MTaAETCS, YTO OHU OTBEYAIOT KPUTEPUIO
HOBW3HbI.

3aaBuTenb NpeacTaBun pesyrnbTaTbl aHanNM3oB, NOCPEeACTBOM KOTOPbIX
aHTMNponMdepaTNBHAs aKTUBHOCTb 3asiBNIEHHbIX COEAMHEHWIN CpaBHMBANach ¢
aHaNoOrM4yHon akTMBHOCTbLIO CTPYKTYPHO CXOOHbBIX C HUMW COEQUHEHUIA, KOHKPETHO
N3BECTHbIX U3 YPOBHSA TEXHUKW. [NpeacTaBneHHble pe3ynbTaTbl HE NOATBEPAUIN
HanmMune Heo4YeBMOHOro adhpekTa No CPaBHEHMIO C U3BECTHBIM YPOBHEM TEXHMKN,
MOCKOMbKY aHTUNponudepaTMBHasi akTUBHOCTb 3asBMIEHHbIX COeAMHEHN NNLLb
MUHUMAIbHO OTNMYanach OT aHaNnoOrMYHOM akTMBHOCTM COEAMHEHWNN, N3BECTHbIX U3
ypoBHS TexHMKM (PyKOBOACTBO MO 3KCMEPTU3E NATEHTHbIX 3a8BOK, YacTb |l, MyHKT
5.33). Takum o6pasom, x0T 3asBrEHHbIE COEANHEHMSA U YOOBNETBOPSAIOT KPUTEPUIO
HOBM3HbI, OHM NPU 3TOM He OTBEYalT TPebOoBaHMNIO B OTHOLLEHUN Hanuyuns
n306peTaTenbCKOro YpoBHS.

176. TNpumMepbl BbIOpaHHbLIX COEANHEHWIA, 06NaaaloLLIMX Kak HOBU3HOWM, TaK U
n3obpeTaTenbCkuM YPOBHEM:

N306peTeHne

[MaTeHTHass 3asBKa OTHOCUTCA K (beHI/IJ'I3aMeLIJ,eHHbIM UMKITMYEeCKUM KeToeHoIam,
npoueccam nx nonyyvyeHuna n nx npuMeHeHno B KOMNo3numnax nectmungos n FGpGVILI,VIﬂ,OB.

M3BeCTHbIN YPOBEHL TEXHUKN
M3BeCTHbI YPOBEHb TEXHUKN COOEMKUT obLLiee onucaHmue LUKINYECKUX KETOEHONOoB

C NeCTMLUMAHON N repOuumnaHON akTUBHOCTBIO, KOTOPOE BKOYAET B cebs coeamHeHs,
BblOpaHHbIe ANd Uernen paccMaTpMBaeMOn NaTEHTHON 3asiBKU.

Invention Prior art
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Invention = 306peTeHne Prior Art = I3BeCTHbIN YpOBEHb TEXHUKN

TexHnyecknn aHanms

Cunrtaetcs, 4to coeanHeHus, asnarwmecda npeameTom naTeHTHOWM 3asBKM, OTBEYaloT
KPpUTEeputo HOBU3HbI, MOCKOJ1bKY, XOTA OHU N ABNAKTCA NpOon3BOAHbIMU XUMNUYECKUMA
coeanMHeHNnAMU, npencraBneHHbIMU B JOKYMEHTE U3 YPOBHA TEXHUKAN B O6UJ,eM Bnae
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npu nomowm chopmynbl MapkyLua, KOHKPETHO B YPOBHE TEXHUKU OHU He
packpbiBanuck (PyKOBOACTBO MO 3KCMepTU3e NaTeHTHbIX 3asIBOK, YacTb II, NyHKTbI
4.21 - 4.23).

[ns Toro, 4To6bl NPOAEMOHCTPMPOBATL N306peTaTENbLCKNN YPOBEHD NpeameTa
n3obpeTteHus, Obinn NnpeacTaBneHbl pe3ynbTaTbl aHanM3o0B, KOTopble yoeauTenbHO
NoATBEPXKAaNN HEOYEBUAHbBIN TEXHUYECKUI 3DAEKT 3asiBIIEHHbIX COeANHEHNI NO
CpPaBHEHMIO CO CTPYKTYPHO CXOAHBIMWN C HUMW COEOUHEHUSIMU, KOHKPETHO
N3BECTHbIMUN U3 YPOBHSA TEXHMKKN. [M03TOMY BbIGOP 3asiBIIEHHbIX COEANHEHUI Bbin
COYTEH HEOYEBUOHBIM C TOYKM 3pEHUS KBanmLMpoOBaHHOIO NpodunbHOro
cneunanucta (PykoBogCTBO MO 3KCNEpPTU3E NAaTEHTHbIX 3asBOK, YacTb I, nyHKT 5.34).

Pecnybnuka Kopesi

177. B Tex cnyyasx, Korga M3 ypoBHS TEXHUKM M3BECTHA NWLb 06Lasa KoHuenums, a
3asBrneHHoe n3obpeTeHne kacaeTcs oTAeNbHbIX BUAOBbLIX €4MHUL, U3 POAOBOW COBOKYNHOCTH,
N3BECTHOWN U3 YPOBHSA TEXHMKW, 3asiBIIEHHOE N300peTeHE CUMTAETCS OTBEYAIOLLNM KPUTEPUIO
n3obpeTaTenbCKOro ypoBHsi B TOM Criyyae, ecnu Bce BMAOBbIE e4MHULbI NO3BOMSIOT NONy4UTb
ahdekT, OTNMYHBIN OT adhdpekTa N306peTeHNs, UI3BECTHOIO U3 YPOBHS TEXHWKM, B
Ka4yeCTBEHHOM M KONNYeCTBEHHOM OTHOLLEHUN,

Mpumep 1: Y n3obpeTeHnin oTCcyTCTBYET n3obpeTaTenbCKkUn YPOBEHD, MOCKOSbKY
KOHKPETHbIE XMMUYECKMEe COeQMHEHNS NPOCTO BblibpaHbl N3 LLUMPOKOro crnekTpa
XUMUYECKUX COEOUHEHUN.

(i)  OTcyTCTBYIOT NOATBEPXKAEHUSA TOrO, YTO 3aABEHHOE XUMMUYECKOE
coeauHeHune, BblbpaHHOE M3 LUMPOKOro CNeKkTpa XMMUYECKUX COeaMHEHUIN, U3BECTHbIX 13
YPOBHS TEXHMKK, NO3BONAET 40bUTbCA 6onee cunbHOro addekTa no CpaBHEHMIO C
XUMUYECKUMUN COEAMHEHNSMN, N3BECTHBIMU N3 YPOBHSA TEXHUKMN.

(i)  3asBneHHoe xMMu4eckoe coeamnHeHue, BbIbpaHHOE U3 LUMPOKOro CnekTpa
XUMUYECKNX COEAVMHEHWU, N3BECTHbIX U3 YPOBHA TEXHUKW, NO3BONSET obOuTbCca 6onee
CUNbHOro aghdekTa No CPABHEHMIO C XMMUYECKUMUN COEOUHEHNSIMU, U3BECTHBIMU 13
YPOBHS TEXHUKMK, HO NMPUX 3TOM 3asiBIEHHOE XMMNYECKOe coeuHeHne ByaeT nerko
BbI6paHoO KBanMMUMPOBaAHHBLIM NPOGUITbHBIM CRELMANMCTOM, MOCKONbKY obnagaet
npeackasyemMbiMy CBOMCTBaMM.

Mpumep 2: N306peTeHns, npeaMeToM KOTOPbIX ABMSITCA KOHKPETHbIE XMMUYeCcKme
coeanHeHus, BblbpaHHbIe U3 LUMPOKOro CNeKTpa XMMUYECKUX coeanHeHun, obnagarot
HeoXnaaHHbIMN NOMOXUTENbHBIMW CBOMCTBaMMU.

3asBka OTHOCUTCS K XMMUYECKOMY COEANHEHWNIO C KOHKPETHBLIM 3aMecTUTenem 13 rpynmbl
R, n3BeCTHOM 13 YPOBHS TEXHWUKM; MPU 3TOM HE OXMAAETCS, YTO KBaNMMULMPOBaHHbIN
NpoduUIbHbBIN cneunanucT BblbepeT MMEHHO 3TO KOHKPETHOE XMMUYEeCKoe coeUHEHNEe U3
COeIMHEHWNI, OMMUCaHHbIX B U3BECTHOM YPOBHE TEXHUKM B OBLLMX YepTax, C TeM YTOObI
NMony41Tb BELLECTBO C XernaembiMy CBOMCTBaMMU.

Poccutickasi ®edepayus

178. B PykoBoacTse no akcrnepTna3el®® ykasbiBaeTcs, YTO METOA0NOMMS OLEHKM
N306peTaTenbCKOro YPOBHS CENEKTUBHbBIX M306peTEHMI B LLIENTOM COOTBETCTBYET aHaNorMyHom
METOAONOMN, NPUMEHSIEMOI B OTHOLLEHMWN OPYrMX XMMUYECKUX coeanHeHuin. pu aTom
NPUHUMAIOTCA BO BHMMaHWE pasnuuns B CBONCTBAX 3asiBMNEHHbIX M U3BECTHbIX COeANHEHUIA,

107 PykoBoacTBO No naTeHTHOM aKkcnepTuse, Yactb 1X, rmaea 5, 2.3, KIPO.
108 PykoBOACTBO MO 3KCNepTU3e 3asBOK Ha M30bpeTeHunst, yacTb 3.9, PocnaTeHT.
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00beamHsieMbIx 0bLLEN CTPYKTYPHOM (DOPMYIION, a TakKe CTENEHb TAaKUX Pa3nmMynin (CM. NyHKTbI
58-61 Bbiwe).

MNpumep

lMpeomMeToM 3asBKU ABNAETCA XMMUYECKOe coeauHeHue (ero Lenb B gopmyne
n3obpeTeHna He ykasaHa). B onmcaHum nsobpeteHnsa npmBoanTca nHdopmaums o ero
TOKCUYHOCTU, a TakKe 0 BO3MOXXHOCTU UCMONb30BaTb ero Ans 60pbbbl € knewamu,
napasnTUpyrLUMK Ha XNBOTHBIX. YKa3aHHOEe coeHEHNE SBMSAETCH KOHKPETHbBIM
(BbIBPAHHBIM) COEANHEHMEM M3 TPYNMbl N3BECTHbLIX COeAMHEHU, 0O0beanHAEMbIX obLLen
CTPYKTYpHOU cbopmynon. Mo nHdopmaumm n3 n3aBeCTHOro YPOBHSA TEXHUKU, OHM
obnapaloT 4OCTaTOYHON TOKCUYHOCTBIO ANS YHUUTOXEHMUS KNeLen, HO Npu 9TOM KX
HEBO3MOXHO MCMOMb30BaTb MO MPUYNHE UX TOKCUYHOCTU ANSA XUBOTHbIX. [MOCKOMNbKY
paHee 3TO COeAMHEHNE He ONUCBLIBANoCh B KA4eCTBE NOMy4YEHHOro N N3YYEHHOro, OHO
cunTaeTcsa HOBbIM coeanHeHneM. M3obpeTtaTensb CMOr nepBbiM OnpeaenuTb, YTo
YpPOBEHb TOKCUYHOCTU 3a8BNEHHOr0 CoegMHEHNS NO3BONAET YHUUTOXUTD KNeLen, HO He
HaHOCUT Kakoro-nnbo Bpeaa XMBOTHbIM. Taknum 06pas3om, N3BECTHbI YPOBEHb TEXHUKM
He nogpasyMeBaeT, YTO NPUMEHEHNe 3asiBNIEHHOro COeaUHEHNS MOXET AaTb
TEXHUYECKUN pe3ynbTaT, ONMCaHHbIN B 3asiBKE; Y HEro Takke MMeeTcsl HOBOe CBOMCTBO,
He ABn4doLLeeca N3BECTHbIM NPUMEHUTENBHO K COOTBETCTBYIOLLEN rpynne cCoeaAnHEHWI.

CoeduHerHoe Koponescmeo

179. B ocHoBy pelieHust AnennsaumnoHHoro cyaa CoeguHernHoro Koponesctea no geny Dr
Reddy’s Laboratories (UK) Ltd v Eli Lilly & Co Ltd.'® ner nogxof, OCHOBaHHbIN Ha peLLeHnsaX
AnennsaumoHHon nanatbl EMNB (B YacTHOCTK, Ha pelieHnsx T 939/92 AGREVO/Triazolesn T
133/01 WYETH), B COOTBETCTBUM C KOTOPbLIM OLIEHMBAETCS BKIag 3asiBKM B pasBuTME OTpacnu,
a BbIbOp cunTaeTcsi oOMEBUOHBIM B TOM Crydae, eCriv OH He N0o3BongeT 4OOUTLCA peanbHOro
TexHu4yeckoro nporpecca’l®. Bonpoc, KOoTopbiit HEOGXOANMO PELUNTL, COCTOUT B TOM, BHOCUT
nn paccmaTpmBaemMoe n3obpeTeHne HOBbIV TEXHUYECKUIA BKNaa B pa3BUTUE OTPaCN Un Xe
NpPOCTO ABNSAETCHA NPOU3BOSIbHBIM BbIGOpOM. Ecnu peyb naet Bcero nuilb O NPON3BOSbHOM
BblOOpE, TO peLleHne cunTaeTca odeBUaHbIMML,

180. OnpenennTb xapakTep Bblbopa 3a4acTyto GbIBaeT He Tak MPOCTO, Koraa pedb MaeT,
Hanpumep, o BbIbope YacTn nHTepeana 13 Lenoro nHtepeana. B gaHHolm cBsian no3uums,
3aHaTas AnennsaumoHHbIM CyaoM B ero pewleHun no geny Generics [UK] Ltd v Yeda Research
and Development Co. Ltd., 3aknioyaeTcs B cnegyrouem!?:

(i) B TOM cnydae, ecnv npegnonaraemblin BKknag npeacraBnseT cobom TEXHUYECKNIA
ahbpexT, KOTOPbIN HEe ABNAETCA OOLLMM NPaKTUYECKM ANs BCEX ANEMEHTOB (hOpMyIibl
n306peTeHunss, OH He MOXET MCMONb30BaTLCA ANA Lenen onpeaeneHns 04eBUaHOCTU
n3obpeteHus. B nogobHbIx cnyyasx cnegyet nNuMbo orpaHndmnts dopMyny nsobpeteHns
TEM 3MIEMEHTOM, KOTOPbIN obecnednBaeT TEXHNYECKUIA BKNad, NMbo HanTn gpyron BKnag,
KOTOpbIN siBNsANca 6bl 06wmm anga Bcen opmyrbl n306peTeHns:;

109 “... B COOTBETCTBMU C HUM NPOM3BOMbHbLIN BbIGOP OAHOrO COEANHEHUSI U3 KIacca aHarnornyHblx coeguHeHni
cunTaeTcs o4eBUAHbIM. [1OCKOMBKY peyb naeT BCEro nuilb O NMPON3BONbLHOM Bbibope, O KakoM-nnbo
TEeXHUYeCKOM Bknage nateHToobnagaTens B 4aHHOM Cryyae roBopuTb MPOCTO HeyMecTHo». Dr Reddy’s
Laboratories (UK) Ltd v Eli Lilly & Co Ltd [2010] RPC 9 (nyHkT 44).

110 PykoBoACTBO MO 3KCMepTU3e NAaTeHTHbLIX 3asBOK Ha N306peTeHns B obnactn xummmn (06HoBMNeHO B nioHe 2017
r.), nyHKT 78, UKIPO.

m PyKkOBOZCTBO MO 3KCMEPTM3e NaTEHTHbIX 3asiBOK Ha n3o0bpeTeHnst B o6nactu xumum (06HoBMNeHo B ntoHe 2017
r.), NyHKT 79, UKIPO.

112 PyKkoBOZCTBO MO 3KCMEPTM3e NaTEHTHbIX 3asiBOK Ha M3006peTeHust B obnacTtu xumum (06HOBNEHO B utoHe 2017
r.), nyHkT 80, UKIPO.
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(i)  BbIOOP M3 BapMaHTOB, U3BECTHbIX U3 YPOBHS TEXHMKUN, KOTOPbLIA HOCUT YNCTO
NPOU3BOSIbHbIV XapakTep U HE MOXET ObiTb NOAKPENMEH KaKMM-NMBO NonesHbIM
TE€XHNYECKMM CBOMCTBOM, B GOMNbLUMHCTBE cryvyaeB OyaeT couTeH O4eBUOHBIM, MOCKOSbKY
He no3sonseT AobUTLCS Kakoro-nMbo peanbHOro TEXHUYECKOro Nporpecca;

(i)  TexHu4eckun adhdeEKT, HE yKasaHHbIM B NAaTEHTHOM cneumdukaunum, He MOXeT
NPUHUMATLCSA BO BHUMAHME NpU OLEHKe M300peTaTenbCKoro ypoBHS;

(iv) 4ns ganbHenwero NogTBEPXAEHUSA TeEXHMYECKoro addekTa, ykasaHHOMo B
crneundukaummn, MoryT NpeacTaBnAaATbCA AOMOSTHUTENbHbIE AAHHbIE.

181. B peweHuun no geny Generics [UK] Ltd v Yeda Research and Development Co. Ltd.
Takke 6bl pacCMOTPEH BOMPOC O TOM, YTO MPOUCXOAMUT B TOM Clyyae, eCnm TEXHUYECKOE
CBOWCTBO U 3pdEKT, ykaszaHHble B crieumndmkaumm, He NoaTBepXaaTcsa Ha npakTuke. Cya
nepBoON NHCTaHUMM NOCTAHOBUIT, YTO, NOCKOSNbKY NPeACTaBMNeHHbIe NO3KE JaHHbIE HEe MOTyT
ObITb MCNONb30BaHbl A4Nsi 060CHOBAHMA TEXHUYECKOro adhdpekTa, He YyKa3aHHOro B
crneundukaLmmn, oHM Takke He MOryT BbiTb MCNOMb30BaHbI U AN ONPOBEPXKEHNSA Takoro
adhdekta. BmecTe ¢ TeM AnNennaunoHHbIA cyd npuLlen K BbiIBOAY O TOM, YTO B @HHOM crydae
Lenbio paccMOTPEHUS NpeacTaBneHHbIX NO3Xe AaHHbIX ABNAETCA He OLeHKa 04eBUOHOCTU
n306peTeHns C y4eTOM Takmx AaHHbIX, @ onpeaeneHne Toro, YTo UMeHHo cobown npeacraBnsaeT
370 n3obpeteHne. IBToT Cya paspeLunn NpUHATL BO BHUMaHue JaHHble, NpeAcTaBneHHble Ha
Gonee no3gHeM aTane, KOTopble, MO MHEHUIO UCTLA, CBUAETENbCTBOBANIM O TOM, YTO
3asBMeHHas KOMNo3nuusa He No3BonsieT 4OOUTHCA NPUNMCHIBAEMOrO €M TEXHUYECKOro
addpekra. Tem He meHee Cyg NOCTaHOBWUIT, YTO NPeACTaBIeHHbIE JaHHbIE HE JOKa3bIBaOT
OTCYTCTBME 3asIBNIEHHOr0 TEXHNYECKOro adpdekTa, U OTKMOHWUM anennauuo!ts,

182. PeweHune T 181/82 TexHuueckon anennsuynoHHon nanatel EMNB nogpasymesaeT, 4To B
Tex cryyasix, korga ans nogTBepXKaeH s HEOXXMAAHHOrO TEXHNYECKOro adpdpekta
npeacTaBnsoTCA AaHHbIe CPaBHUTENbHbIX aHann3oB, CoegMHeHNE, M3BECTHOE U3 YPOBHS
TEXHWKN, C KOTOPbIM CPaBHMBAETCH 3asBNEeHHOE COeaUHEHNE, OMKHO OblTb MakCMManbHO
NPUBAMKEHO K HEMY NO CBOEWN CTPYKTYpE, a NPy CPaBHEHUN Pa3fNYHbIX COEOUHEHUIN MOTYT
MCMONb30BaTLCH NULLL pearnbHble, a He YCIOBHO CyLLECTBYOLME BelllecTBall,

183. B PykoBoacTBe no akcrnepTu3e NaTeHTHbIX 3asIBOK, KacatoLMxcs M306peTeHnin B obnactu
XUMUW, TaKKe yKasbiBAETCS!, YTO B JAHHOM KOHTEKCTE HEOGXOAMMO YYUTbIBATE TEXHUYECKYHO
3HAYMMOCTb MapaMeTpoB, NeXxallux B OCHOBE BbIGOpa TOro U UHOTO NPOAYKTa Unu
npouecca. B Tex cnyvasx, korga B 3asiBke (purypupytoT HecTaHAapTHble napameTpbl, ObiBaeT
CINOXHO AoKasaTb, Oblnv N Gbl TakMe napameTpbl O4EBUAHBI U3 NPEALLECTBYIOLLENO YPOBHS
TexHukn. Ecnu ncnonb3yemble napameTpbl HOCAT NPOU3BOSIbHBI XapakTep, X OTHOCHT K
KaTeropum HeTEXHUYECKUX; MPU OLIEHKe O4YEBUAHOCTU (a, CrnegoBaTesibHO, M HOBU3HBbI)
n306peTeHUst Takme napaMeTpbl MOXHO He yunTbiBaThb! .

184. Y10 KacaeTcs cryvyaeB YaCcTUYHOIo coBrnageHus hopMynbl n3o6peTeHns n nHpopmaLmm,
N3BECTHOWN U3 YPOBHS TEXHMKKN, TO MOTYT UMETb MECTO Cryvau, Koraa cTpyktypa Mapkywa,
ABNALLWLanca NpeamMmeToM n3obpeTeHns, YacTUYHO CoBNagaeT co CTPyKTypon MapkyLua,
N3BECTHOW U3 ypoBHSA TexHWKkKU. B PykoBoacTtse no akcneptuse UKIPOM® otmeyvaetcs, uTto, B

113 PykoBOACTBO MO 3KCNEepTU3e NaTEHTHLIX 3asiBOK, KacaloLMXcs N306peTeHuii B o6nacty xumum (OGHOBIIEHO B

nioHe 2017 r.), nyHkT 82, UKIPO.
PykoBOACTBO MO 3KCNepPTU3e NaTEHTHbIX 3asBOK, KacatoLmMxcs n3obpeteHun B obnactm xummm (06HOBIEHO B
utoHe 2017 r.), nyHkT 84, UKIPO.
PyKkoBOACTBO N0 3KCNEPTM3E NAaTEHTHbIX 3asiBOK, KacatoLLMxcs n3obpeTeHuii B obnactv xumun (06HOBMNEHO B
utoHe 2017 r.), nyHkT 85, UKIPO.
PyKkOBOACTBO MO 3KCNEPTM3E NATEHTHbIX 3asiBOK, KacatoLLMXCsi M306peTeHuin B obnactn xumun (06HOBMNEHO B
nioHe 2017 r.), nyHkT 90, UKIPO.
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otnnyme ot ElNB, BeaomMcTBO Yallle OTKIMOHSIET 3asiBKM Ha N306peTeHnst Ha OCHOBaHUM
OTCYTCTBUS ¥ HUX N306peTaTenbCcKoro ypoBHs, a HE HOBU3HbI. TakuM 06pa3om, CTPYKTYpbl
Mapkyla paccmaTpuBatoTcsi Kak cnocob onpeaeneHnst Knaccos coeguHeHnn. BmecTto Toro,
4yTOObI ONpedensaTb, B KAaKOW CTeNeHn ogHa rpynna Mapkywla MoxeT cuMTaTbCs CoBnagatoLLen
C apyron (M NnpUHNMaTb Ha 3TOM OCHOBaHMM PELLEHNE OTHOCUTENBHO HOBU3HBbI), ObINO peLLeHo,
4yTO Bonee nparMaTUYHbIM BapuaHTOM AENCTBUN SIBMSIETCA BO3paXkeHne NpoTUB
yAOBMNETBOPEHMS 3as8BKM MO NPU3HaKy ee o4eBnaHoCcTU. BmecTe ¢ Tem y6eauTenbHOCTb
COOTBETCTBYIOLLIErO aprymeHTa OygeT oT4acTu 3aBUCETb OT TakMx (0akTopoB, Kak LierieBoe
Ha3Ha4eHue (BHe 3aBMCUMOCTU OT TOroO, COOEMKMUT NN paccMaTpmBaemas 3asiBka KOHKpeTHoe
YNOMUHAHUE O HEM UMK HET), a TaKkkKe OT CTENeHU COBMageHnNs CTPYKTYp (Hanpumep, UMeroT nn
CooTBETCTBYOLWME rpynnbl Mapkylwa obuiee 6a3oBoe CTpoeHMe, a B criydae ¢ noimmepamm —
UMEIOT NN OHWN OOHY M Ty XXe NocrneaoBaTenibHOCTb OYHKLMOHAMbHbIX FPYNn Ha OCHOBHOW Lienu
nonumepa). B Tex cnyyasx, korga peyvb naeT o0 YeTko cHOpMynMpPOBaHHOM M 0GOCHOBAHHOM
CENEKTUBHOM n3o0bpeTeHnn, BO3pakeHns, CBA3aHHbIE C O4EBUOHOCTIO, ABMSAIOTCH
HEYMECTHbIMMU.

CoeduHeHHnble LLImambi AMepuku

185. B Tex cnyyasx, koraa 3asiBreHHble MHTepBarbl «4aCTUYHO COBMagaloT C MHTEpBanamu,
N3BECTHbIMUN U3 YPOBHS TEXHMKUN, UNWN ABMSIKOTCA UX COCTABHBLIMU 3N1IeMEeHTaMn», 04EeBUAHOCTb
N306peTeHnss MOXHO cuuTaTb AokasaHHon'Y'. B gene re Woodruff*® us ypoBHS TEXHUKM BbInu
N3BECTHbI KOHLEHTPaUMM MOHOOKUCK yriiepoaa B AvanasoHe «npumepHo oT 1 oo 5
NPOLEHTOBY, a KOHLEHTpaUMs, yka3aHHasa B 3asBke, coctaBnsana «bonee 5 npoueHTtoB». Mo
MHEHMIO cyaa, uHTepBan «npumepHo oT 1 4o 5 NpoLEeHTOB» AonycKaeT KOHLEHTpauuu,
He3HaunTernbHO NpeBbiwatoLme 5 NpoueHToB, BCNeACTBME Yero MMeeT MeCTo YaCTUYHOe
COBMajeHne nHTepBanoB. AHanorMyHbiM obpasom, B fene re Geisler'!® ykazaHHas B 3asiBke
TONWMHA 3alNTHOro cnosi B ananasoHe «50-100 aHrctpemoB» Bbina couTeHa gokas3aHHO
O4YeBUOHON BBUAY NPUCYTCTBYHIOLLETO B YPOBHE TEXHUKM AOKYMEHTA, B KOTOPOM yKa3blBaeTCH,
4yTO «Ans obecneveHns Haanexalien 3almTbl TOMLWMHA 3aLMTHOMO CNosA AOSMKHA COCTaBNATb
Kak MMHUMYM okos1o 10 Hm [T.e. 100 aHrcTpemoB]». Kak ykasan cyg B CBOEM pelueHuu, «ToT
aKT, YTO B [JOKYMEHTE, U3BECTHOM 13 YPOBHSA TEXHUKN] OTMEYaEeTCs, YTO «Haanexallas
3awmTa» obecnevmBaeTCca HanMYnMeM 3aLLMTHOTO CNOSA TOMWMHOWN «Kak MUHUMYM okoro» 100
aHrcTpemMoB, HEMOCPEACTBEHHO yKa3blBaeT Ha LernecoobpasHoCTb MCNOMb30BaHMS 3aUTHOTO
Cnosi, NapameTpbl TOMNLLMHbI KOTOPOrO HAXOASTCA B NPEANOXEHHOM [3asiBuTEenem] nHtepaaney.

186. O gokaszaHHON O4EBUOHOCTM MOXHO TaKke rOBOPUTbL B TOM Crlydae, ecnv 3asBrieHHble
WHTEpBanbl UM MHOXXECTBa He NepecekatoTCs C MHTepBanammn Uinm MHOXXeCTBaMm U3 YPOBHS
TEXHUKN, a NPOCTO HAXOAATCA B 4OCTATOYHOM 6nmM3ocTu oT HUX. [pn paccmoTpeHun gena
Titanium Metals Corp. of America v. Banner'?’ cyn cuen Heo6XoAMMbIM OTKIOHWUTL 3asiBKY Ha
cnnas, B cocTaB koToporo Bxoanno «0,8% Hukens, 0,3% monnbaeHa, oo 0,1% xenesa, a
TaKke TUTaH» Ha OCHOBaHWM €ro O4eBUOHOCTU C Y4ETOM TOr0, YTO M3 YPOBHS TEXHWUKM Obinn
M3BECTHbI crnasbl, cocTosLwwme n3 Tutanda, 0,75% Hukensa n 0,25% monnbaeHa, a Takke 13
TnTaHa, 0,94% Hukena n 0,31% monubaeHa; npu 3TOM Cya yKkasan cregytoLlee:
«lMponopunoHanbHble COOTHOLLIEHUS Pa3fMYHbIX KOMMNOHEHTOB B 3TUX CMiaBax ABNATCA
HACTONbKO BNN3KMMK ApYr K APYrY, YTO KBanUuUMpOBaHHbIN NPOUIIbHBIN cneunanmnct
HECOMHEHHO npuLlen Obl K BbIBOAY O TOM, 4TO MX CBOMCTBA TOXe OyayT CXOAHLIMWY.

187. 3asBMTENM MOrYT ONPOBEPrHYTb BbIBOA, O A0Ka3aHHOW O4EBUOHOCTU M306peTEHMS,
noaTBEPAMB 3HAYMMOCTb 3asiBIIEHHOro MHTepBana. Tak, Hanpumep, NPe3ymnuus 04eBUaHOCTU

17 MPEP, §2144.05, I.

118 Cm. re Woodruff, 919 F.2d 1575, 16 USPQ2d 1934 (Fed. Cir. 1990).

119 Cwm. re Geisler, 116 F.3d 1465, 1469-71, 43 USPQ2d 1362,1365-66 (Fed. Cir. 1997).

120 Titanium Metals Corp. of America v. Banner, 778 F.2d 775,783, 227 USPQ 773, 779 (Fed. Cir. 1985).
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3as1BIEHHOro UHTepBana MoXeT GbiTb ONPOBEprHyTa TeM, YTO OH NO3BOMSAET AOCTUYb
HEOXWAAHHbIX Pe3ynbTaToB N0 CPABHEHUIO C MHTEPBANoOM, M3BECTHBIM U3 YPOBHS TEXHUKW, UM
)X€ TeM, YTO M3BECTHbI YPOBEHb TEXHUKN YBOAMUT Crieuuanncta B CTOPOHY OT NPEAnoXeHHOro
n3obpeTeHnst?t,

188. B Tex cnyyasx, korga pasHuua mexay 3asBrneHHbIM n300peTeHnemM n BapuaHTom,
N3BECTHbIM M3 YPOBHS TEXHUKK, CBSA3aHa C NapaMeTpamm KOHLLEHTpauumn unu Temnepatypbl,
Hanuyme Takomn pasHuLbl He MOXeT UCMOMb30BaTbCA B KA4YeCTBe AoKa3aTenbCTBa
NaTeHToCNoCOBHOCTN 06beKTa NAaTEHTHOM 3aABKWN, €CNN HET NOATBEPKAEHUN 3HAYUMOCTM
WMEHHO 3TUX YPOBHEN KOHLIEHTpauun nnmn temnepatypbl. Korga o6uwune napameTpsbl
npeanonaraemMoro n3obpeTeHnst packpbITbl B UIBBECTHOM YPOBHE TEXHWUKU, BbIGOP
ONTUMAanbHbIX UM NPUEMIIEMbIX MHTEPBAroB NyTeM NPoOBeAEeHUS CTaHAAPTHbIX
SKCMEPUMEHTOB HE MOXET CYMTaTLCHA OTBEYaIOLLIMM KPUTEPUIO N306peTaTenbCKoro ypoBHa 2,
B cooTBeTCTBUM C OBLLENPUHATBEIMM NPUHLIMNAMK NpaBa NPOCTOe BOCNpousseeHne
OpUrnMHarnbHOM 3anaTeHTOBAHHOM KOHLENUMN C UBMEHEHMEM NNLLb €€ (OOPMbI, MPONOPLUUIA UK
pa3MepHOCTU UMK Xe 3aMeHa TeX USN UHbIX 3NIEMEHTOB Takon KOHLIEMLUMN 3KBUBANEHTHBIMN UM
anemMeHTamu, B pedynbTaTte Yero obecnevmBaeTca BbINOSHEHNE TEX Xe 3ad4ad, YTO U B cny4vae
C OpUrMHanbHbIM N306peTeHneM, C UCNONb30BaAHMEM MPUHLMUNNANBHO aHanorMyHbIX CNOcoboB
NX BbINOSTHEHWUSI, CaMo Mo cebe He SBNAeTCA NaTeHTOCNOCOOHLIM M306peTeHneM, faxe ecnum
Takne N3MeHeHUsl, BO3MOXHO, NO3BONAT 4obuTbCA 6onee ahpekTUBHbIX Pe3ynbTaToB Mo
CpaBHEHUIO C NpeablayLLUMMN n30bpeTeHnammn,

189. Y10 KacaeTcs Bonpoca 06 04EBUOHOCTUN TEX UMM MHbIX BUOOBbLIX €4MHUL, B TEX Cny4asix,
KOrZla U3 YPOBHS TEXHMKM U3BECTHbI COOTBETCTBYIOLLME POAOBbLIE COBOKYMHOCTU?4, TO
04EeBUOHOCTb KOHKPETHbIX COEANHEHWI, BUAOBbIX €OUHUL, NN NOAMHOXECTB, BXOOSALLMX B
MHOX€ECTBA, N3BECTHbIE U3 YPOBHS TEXHUKMW, AOSMKHA OLEHMBATLCA TOYHO TakK Xe, Kak 1 B
cny4yae c nbon apyron NnaTeHTHOM 3asBKOW. [pu pelleHun Bonpoca 0 Hanuunm y
NpodunbLHOro cneynanucTa cpegHen Ksanugukauum NpuynH ang Toro, Ytobbl Boibpath 13
NMEILLNXCA anbTepHaTVB UMEHHO 3asiBNEHHOE CoeaMHEHNe, BUOOBYIO eanHULY Nnn
NOgMHOXECTBO, criegayeT NPUHUMaTh BO BHMUMAaHME pasnnyHble acrnekTbl CBeAEeHWI, N3BECTHbIX
13 ypoBHS TexHUKU. B gaHHoM cBa3m B MPEP nepeuncnaoTcsa cnegyrowme BO3MOXHbIE
dakTopbl:

(i)  oueHuTb pa3amepbl POLOBOIN COBOKYMHOCTM, NU3BECTHOMN N3 YPOBHS TEXHUKHU, C
y4eToM TOro, YTo chakTop ee pasmepa cam Mo cebe He MOXET CINyXUTb OCHOBaHWEM Ais
OTKIIOHEHMS 3asiBKU MO NPUYNHE €e O4EBUOHOCTU.

Hanpumep, B pelueHum no geny re Petering cyn ykasar, 4To «Kak rnokasbiBaeT
NPOCTOMN pacyeT, 3a UCKIMYEHMEM ClyvyaeB U30MepUn B HEKOTOPLIX U3 R-rpynn, 13
OaHHbIX Kappepa Mbl BUAMM, YTO 3TOT OrpaHUYEeHHbIA N0 CBOMM MacLuTabam knacc
BkItoYaeT B cebsa nuwb 20 coeguHeHuin. BmecTe ¢ TemM Mbl XoTenu Obl OTMETUTb,
YTO NPOCTOE KONMMYECTBO COEAMHEHNIN, BXOASALMX B 3TOT OFPaHNUYEHHbIN NO CBOUM
MacLwTabam Knacc, - 3To He eQUHCTBEHHbIN 3Ha4YMMbIA (DakTop B JAHHOM
KOHTEKCTE; crieayeT yunmTbiBaTb BCHO COBOKYMHOCTb COOTBETCTBYIOLLINX
00CTOATENBCTB, BKITOYas, HAaNpumMep orpaHNYeHHOCTb YMcrna BapnaHToB Ans
no3nuumn R, Hanuumne nuwb ABYX anbTepHaTUB 4118 No3nuun Y n Z, oTcyTcTBue
anbTepHaTUB 415 APYrUX NO3ULMIA B KOMbLIE, a TaKKe NPUCYTCTBUE KPYMHOIO U He
N3MEHSIOLLErocs OCHOBHOMO CTPYKTYpPHOro sapa. C y4eTOM BbILLEN3ITOXKEHHbIX
0OCTOATENBLCTB Mbl CHMTAEM, YTO C TOUKM 3PEHMS NPOUINBHBIX CNeLManmcToB co
cpedHuUM ypoBHEM KBanudmkaumm B gaHHon obnactu Kappep onucan kaxagyto 3

121 MPEP, §2144.05, III.

122 MPEP, §2144.05, II.

123 Cwm. re Williams,36 F.2d 436, 438 (CCPA 1929).
124 MPEP, §2144.08.
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MHOTOYUCIIEHHBIX Pa3HOBMOHOCTEN TOrO COEAMHEHNS!, O KOTOPOM UAET peyb,
HaCTOSbKO e MOSHO, Kak ecnv 6bl OH HaYepPTUI CTPYKTYPHYIO (DOPMYNY KaXKaow 13
HUX UNM 0603HaYNN ee Ha3BaHUe».

(i) MpoaHanuaupoBaTb Te CBEAEHUS U3 YPOBHS TEXHMKU, KOTOPbIE KOHKPETHO
yKasbIBalOT Ha onpeaeneHHble NpUYnHbI BbiIbopa 3asBNEeHHbIX BUAOBLIX €AUHNLL NN
NOAMHOXECTB.

Hanpumep, doopmMyna nsobpeTeHusi, npeaMeToM KOTOPON SIBNSNUCE ANypeTudeckmne
KOMMO3ULMK, COCTOSILLIME N3 aMUIopUaa U TMAPOXIopoTUa3naa B KOHKPETHbIX
nponopumsix, 6bina o4eBUAHON MO NPUYMHE HaNMMYKS B YPOBHE TEXHUKN
KOHKPETHOro yka3aHus Ha To, YTO aMmunopua npeacrasnsiet cobon
NMPasUHOUNTYaHUANH, KOTOPbIA MOXET NPUMEHSATLCS COBMECTHO C
KanuiBbIBOAALWMMN ANMYypPETUKAMU, BKIOYAsS rMapoXnopoTnasug (ykasaH B kayectse
npumepa), 4ns nonyyeHns auypetvka, obnagatoLlero xenaembimu
CONEeBbIBOAALLMMM U KanuiBbIBOAALLMMU CBOACTBAMMU» 125,

(i)  U3yunTb nobble YNOMUHAHUSA O «TUMNYHBLIX», «MPEANOYTUTENBbHBIXY UMK
«ONTMManbHbIX» BUOOBLIX e4MHULAaX NN NOAMHOXECTBaX B paMKaxX packpbiTOM poaoBom
coBokynHocTu. Ecnun Takas Bugosas eanHMLa Unn NOAMHOXECTBO UMEIOT CTPYKTYpHOE
CXO[CTBO C 3asiBNIEHHOM BUAOBOW eOMHNLEN UM NOAMHOXXECTBOM, TO HanM4une
COOTBETCTBYIOLLEN MHpOPMALMKN MOXKET CTaTb OCHOBAHMEM 4151 BbiGopa NpounbHbIM
crneuMannucTom cpegHen kBanudukaunmn 3asiBfieHHON BUOOBOWM eauMHULbI UK
NogMHOXeCTBa U3 COOTBETCTBYHOLLEN POAOBON COBOKYMHOCTU HA OCHOBAHUN pasyMHOro
NpeAanonoXeHUs 0 TOM, YTO CTPYKTYPHO CXOAHbIE BUAOBbIE €ANHULbI, KaK NpaBuno,
obnagatoT U CXOAHbIMM CBOMCTBAMM.

(iv) W3yunTb cBOWCTBA M NonesHble Ka4ecTBa BUAOBLIX €ANHUL, UM MOOMHOXECTB,
CTPYKTYPHO CXOAHbIX C 3a8BfIEHHON BUOOBOW €ANHULIEN UM NOOMHOXECTBOM. MMeHHO
CBOWCTBA 1 NOJSie3Hble Ka4yecTBa TeX UMM MHbIX BUOOBbLIX eANHUL, ABMSIOTCA peanbHbIMK
CTMMynamu gns Toro, 4Tobbl cneunanucT cpegHen KBanudukauum nonbITancsa nonyynTb
BMAOBYIO €AMHULY, CTPYKTYPHO CXOAHYIO C BUAOBOW €ANHULEN, N3BECTHON U3 YPOBHS
TexHukn. OTCyTCTBUE KakuX-NMBO N3BECTHbLIX MOMNE3HbIX KAa4YeCTB, HAaNPOTUB, ABNSETCA
aprymeHToOM, ONpoBepPratoLLnM Hannyme Kaknmx-nmbo CTMmynoB AN NoayvyeHnsa unm
BbIGOpa TOM NN MHOM BUOOBOW €OUHULbI UITM MOOMHOXECTBA.

(v) PaccmoTpeTb BOMpPOC 0 NpeackasyemMoCcTu COOTBETCTBYHOLLEN TEXHOMOrMK. Ecnu
Takasi TEXHONOrMA SBNAETCHA Henpeackasyemomn, 3T0 yMeHbLIaeT BEPOATHOCTb TOr0, YTO
n3-3a HaNN4uMsa CTPYKTYPHO CXOOHbIX BUAOBbLIX €ANHWL 3asBfeHHas BUAOBasA eanHuLa
OyaeT npuaHaHa 04eBUOHON, MOCKOSbKY NPeanonoXKEeHNe O HanM4nm y HAX CXOOHbIX
CBOWNCTB, BO3MOXHO, ByaeT NULIEHO pa3yMHbIX OCHOBaHWUNA.

Hanpumep, aprymeHT 0 oKka3aHHOW O4eBUOHOCTM 3asBNeHHoro obesbonuearoLlero
COEaUHEHUS NO NMPUYMHE PACKPbITUSI B YPOBHE TEXHUKM CTPYKTYPHO CXOOHOrO
n3omepa 6bln ONPOBEPrHYT NPU NOMOLLM AOKa3aTeNbCTB, MOATBEPXKAAOLLMX, HYTO
obes3bonuBatoLLee AeNcTBUE TOro UMM MHOro BELLECTBA, a TakKe ero CBOMCTBA,
CBSA3a@HHbIE C MPUBbLIKAHNEM, HE MOTYT ObITb HAOEXHO NpeAckasaHbl HA OCHOBAHUK
€ro XMMUYeCKoW CTPYKTypbI1Z.

125
126

Merck & Co. v. Biocraft Labs., 874 F.2d 804,807, 10 USPQ2d 1843, 1846 (Fed. Cir. 1989).
Cwm. re May, 574 F.2d 1082, 1094, 197 USPQ 601, 611 (CCPA1978).
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190. B PykoBoacTse no akcneptusel?’ npuBoasaTcsa cneaytowme npuMepbl CENeKTUBHbIX
1306peTeHUii, OTBEYaIOLLMX U HE OTBEYaloWMNX TPeBOBaHMI0 B OTHOLLEHUN HaMM4KA
n306peTaTenbLCKoOro YpoBHS:

[BbiGop, ABNAKOWKNIACA 0YEBUAHBIM U B CUITY 3TOMO HE UMEIOLLMIA N306peTaTenbCcKoro
YPOBHS]

MpegnonaraeMoe M306peTeHne CBOAUTCS K MPOCTOMY BbIOOPY TE€X UMM UHBIX XMMUYECKMX
COEAMHEHUI UN KOMMO3MLUMIA (BKMOYas Cnnaebl) U3 LUMPOKOrO Kpyra BapuaHTOB.

Mpumep: M3BECTHbIV YPOBEHb TEXHUKM BKINOYAET B ce6a CBEAEHMSA O XMMNYECKOM
COEONHEHUN, UMEIOLLIEM KOHKPETHYIO CTPYKTYPY, BKIHOHYAs 3aMeLLatoLLyo rpynny «R».
OTa 3amewyatowas rpynna «R» onucaHa Takum obpa3om, 4YTO OHa BKIOYaeT B cebs
uenble ananasoHbl ONpeaeneHHbIX B LUMPOKUX TEPMUHAX rpynn pagukanos, BKIHOYas
ankunoBble NNy apunoBble paaukanbl (B TOM YMCIE ranoreH3ameLleHHbIE,
HeranoreH3ameLlleHHble, TMOPOKCM3aMELLEHHbIE U HEMMOPOKCHM3aMELLEHHbIE paauKanbl),
npy TOM, YTO MO COOBPaAKEHNSAM NPAKTUYECKOrO Xapakrepa B onncaHum NpuBoOASTCA
NYLWb KpanHe HEMHOIOYMCIEHHbIE KOHKPETHbIE Npumepbl. CyTb N300peTeHnss CoCTouT B
BbIOOpE KOHKPETHOro paavkana unu rpynnbl pagukanoB U3 BapMaHTOB, BXOOALWMX B
3ameLlatoLLyto rpynny «R» (BblbpaHHble pagmkanbl UNn rpynnbl pagukanos B LOKYMEHTE
N3 N3BECTHOTO YPOBHS TEXHMKN HE YNTOMMHAIOTCS; B MPOTUBHOM Crlyvae peyb Obl Lwna He
00 oueBMOHOCTK, a 06 OTCYTCTBMM HOBU3HbI). BbiOpaHHbIE Taknm 06pa3oM coeguHEHMS:

(@) He xapakTepusyrTCsl N He MOATBEPXKAAIOTCS KaK MMetoLmne Kakme-nmbo
NPenMyLLIECTBA MO CPABHEHWIO C COEANHEHNSIMU, U3BECTHLIMU N3 YPOBHS TEXHUKM;
nnu

(b) xapakTepusyrTCs Kak UMetoLLmMe NpeMmyLLecTBa No CPaBHEHUIO C
COEANHEHUAMM, KOHKPETHO M3BECTHLIMU N3 YPOBHS TEXHWUKW, HO NMPU 3TOM
KBanMuunpoBaHHbIA NPOMUIbHbBINA cneumanucT 6yaeTt oxuaaTb, YTo NoAobHbIe
coeauHeHusa 6yayT obnagate TakumMu NpemMMmyLLLecTBamMmu, B pesynbTaTte Yero oH, no
BCEN BEPOATHOCTN, OCTAHOBUT CBOM BbIOOP MMEHHO Ha HUX.

[BbIGOp, HE ABNAOLWNACA OYEBUAHBIM U B CUITY 3TOMO UMEIOLLMIA n3obpeTaTenbCKkui
YPOBEHb]

(i) Ob6bekTom n30bpeTeHns ABNAETCS BbIOOP KOHKPETHBIX XMMUYECKUX COeANHEHWUN
NN KOMNO3MLMIA (BKNOYasA Cnnasbl) U3 LUMPOKOTO Kpyra BApMaHTOB; Y Taknx COeauHEHun
NN KOMMNO3ULMIN UMEIOTCHA HEOXMAAHHbIE NPENMYLLLECTBA.

Mpumep: Kak 1 B npnBegeHHOM BblILLIE NPUMEPE 3aMELLLEHHONO XMMMNYECKOro
COeNHeHUs, NpeaMeToM n3obpeTeHns aBnsieTcs BbIGoOp 3ameLlatowero pagmkana «R»
N3 CyLLECTBYIOLLMX BO3MOXHbIX BAPUAHTOB, M3BECTHbIX U3 YPOBHS TEXHUKU. OaHako B
OaHHOM cny4yae BbI6Op HEe TONBbKO OTHOCUTCHA K KOHKPETHOMY 3NIEMEHTY BO3MOXHOIO
AnanasoHa BapMaHTOB M NO3BONSET NONYYNTb COeauHeHus1, obnagatowime
noAaTBepPXK4aeMbIMU NPEMMYLLIECTBAMM, HO 1 MPOU3BOAUTCS B OTCYTCTBUE MPUYMH,
KoTopble mornu 6bl No6yaMTb KBanNMUUMpoOBaHHOMO NPOUIIBHOIO cneynanucTa
caenatb He Kakor-1iMbo MHOMW, @ MMEHHO 3asiBfEHHbIN BbIOOP A5 SOCTUKEHUSA TaKNX
NpenmMyLLEecCTB.

(i)  W30bpeTeHme cBA3aHO C BbIOOPOM TEX UM NHBIX KOHKPETHBIX TEXHOMOMMYECKMX
YCNoBWI NpoTEKaHUA npouecca (Hanpumep, TemnepaTypbl NN SABNEHUS) N3 U3BECTHOIO

127

PyKkoBOACTBO MO 3KcnepTuse, Yactb G, rnaea VI, npunoxexue.
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AvanasoHa BapuaHTOB, B pe3yfibTaTe KOTOporo yaaeTcs NonyyYnTb HEOKUAaHHbIE
pe3ynbTaTbl B TOM, YTO KacaeTcsi TpoTeKaHWs npoLiecca v CBOMCTB NOSy4eHHOro
npoaykTa.

Mpumep: B oTHoweHWn npouecca nonyveHns Bewectsa C ua Bewects A n B npu
BbICOKOW TemnepaType paHee Oblfio N3BECTHO, YTO NO Mepe MOBbIWEHWS TemnepaTypbl B
aunanasoHe o1 50 go 130 rpagycos Llenbcus, kak npaBuio, NPoUCXoguT yBENMYeHne
BbixoAa BewlectBa C. Tenepb obHapyXeHO, YTO B Anana3oHe TemnepaTyp oT 63 go 65
rpagycoB Llenbcus, KoTopbii paHee He nccnenosarcs, Bbixoq Bewectsa C okasbiBaeTcs
3Ha4nTENbHO BOMbLUNM, HEXENU MOXHO BbINo oXxXnaaTb.

N. ®dopmyna Mapkywwa

191. Bo MHOrMX HOPUCAMKUMSIX pa3peLLeHO BKIoYaTh B OOHY U Ty Xe NaTeHTHYO 3asiBKy
anbTepHaTUBHbIE aneMeHTbl. dopmMyna n3obpeTeHnst, CoCTaBneHHas NPy NOMOLLIM CTPYKTYP
MapkyLla, No3BonsAeT BKNOUYNTb B OAHY MNaTEHTHYIO 3asiBKY HECKOIbKO anbTepHaTUBHbIX
coeanHeHnin'?®, NHbiMn cnoBamu, B 6OMbLUMHCTBE criydaeB doopMyna nsobpeteHus,
cocTaBneHHast Npu nomoLLm cTpykTyp Mapkylua, oxBaTblBaeT onpeaenieHHbin ananasoH
anbTepHaTUBHbLIX BAPUaHTOB, U3 KOTOPbIX HAANEXUT caenaTtb Boibop. ®opmyna Mapkyia
nony4yuna Takoe HasBaHue rnocne paccMmoTtpeHusi B CoeamHeHHbIx LLtatax AMepuku gena Ex
parte Markush'?®, MepeuncneHne KOHKpETHbIX anbTepHaTMB B pamkax dpopmynbl MapkyLua
Ha3blBaeTCs «rpynno MapkyLua» unu «paspsaaom MapkyLiay.

192. B GonblUMHCTBE Cny4aeB anbTepHaTUBHbIE BapuaHTbl B paMkax chopmyrbl MapkyLia
MOTYT OMUCLIBATLCS Kak «BapuaHT X, BbIOPaHHbIN 13 rpynibl, COCTOsLEN 13 a, b u c»,
Hanpumep: «MeTann, BelOpaHHbIN U3 rPynnbl, COCTOALEN U3 Meaun, 30M0Ta U xkenesa». Korga
meToa Mapkyla onpegenseT Ty Unun NHy rpynny XMMUYeCcKnx CoeguHEHUA nNpu NOMOLLIM
XUMUYECKOn popMynbl, OHa MOXET BbIrMaAeTb crneayroLwmnm obpasom:

MyHkT 1. CoegmHeHne, o6o3Havaemoe hopmMyIrion:

R2 |

Rd

roe R! BbibvpaeTcs 13 rpynnei,
cocTosLen n3 geHnna, nupuauna,
TMasonuna, TpMasnHuna, ankunTmo,
ankokcu n metuna; R>-R*—aTo0
MeTun, 6eH3nn unu eHun.

193. ®opwmynbl n3obpeteHnd B Buge rpynn MapkyLua valle BCero Ncnonb3yrTcs B
MeTannypruum, xmmum n éuonornn. B Tex cny4dasx, korga rpynna Mapkywa ncnonb3ayeTcs B
XMMUYeCcKon popmyne, aTO NO3BOSISAET BKMIOYUTL B OOHY 3asBKY Cpa3y HECKOSTbKO XUMUYECKUX
COEANHEHUN, UMEIOLLMX OBLLNIA CTPYKTYPHbIA 3N1eMEHT. TeM He MeHee Npu NoOMoLLM MmeTona
MapkyLua MoryT Takke COCTaBNATbCS 3as8BKN Ha M3o0bpeTeHns u B Apyrux obnacrsx

128 MPEP, §2117.
129 Ex parte Markush, 1925 Dec. Comm’r Pat. 126, 127 (1924).
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TEXHOMOMMK, BKINOYas T€ U3 HUX, KOTOPblE CBA3aHbI C YNCTO MEXaHUYECKUMM CBOMCTBaMU UMK
aTanamu npouecco™P,

194. CocTtaBneHne NnaTeHTHOM 3asBKM Mo MmeTody Mapkylla No3BoONseT aBTOpyY 3asiBKU He
roTOBUTb OTAESNbHbIE 3asiBKM Ha KaXabl anbTepHaTUBHbIN BapuaHT, a BKNoYaTb HECKOSNbKO
anbTepHaTUBHbLIX BapMaHTOB B OOHY U Ty e 3asBKYy. [paMOTHO cocTaBrneHHas 3asiBka no
mMeToay Mapkywa nomoraeT KBanuuumposaHHOMY NPoubLHOMY cneunanucTy oxBaTuTb
BeCb AManasoH anbTepHaTUBHbIX BApMaHTOB U3 OOHON 3asBkM 6e3 Heo6xoanumMocTu
O3HaAKOMMEHUS C MHOMOYUCIIEHHBIMY 3asiBKaMU, ONUCLIBAOLLIMMU KaXKa bl U3 anbTepHaTUBHbIX
BapuMaHTOB B OTAENBHOCTU, N X aHanu3a. Kpome Toro, noarotoBka naTeHTHOM 3a8BKU NO
mMeToay MapkyLua no3sBonseT CoOCTaBUTENIO 3as8BKN CBECTU BOEOUHO B pamKax OAHOWM rpynnbl
anbTepHaTUBHbIE BapUaHTbl, Y KOTOPbIX OTCYTCTBYET YeTKO CHOPMYNIMpOBaHHOE poaoBoe
Ha3BaHue. Tak, Hanpumep, B criydyae ¢ BbIDOPOM «MeTanna 13 rpynnbl, B KOTOPYIO BXOAAT
Me[b, 30/10TO U Xene3o», OTCYTCTBYET Kakon-NnMbo TepMnH, 00 bEANHSIIOLLNIA NCKIIOYNTENBHO
Menb, 30510TO U1 Xerneso.

195. B uenom cocTtaBrieHue nNaTeHTHbIX 3asBOK N0 MeTody MapkyLia JonyckaeTca BO MHOMMX
CTpaHax nNpu TOM YCIOBUMX, YTO KONIMYECTBO anbTepHaATUBHbLIX BAPUaAHTOB M hopmat mx
OTPaXXeHUs1 B OQHOWN 3asiBKE He 3aTpyAHSAET ee NOHMMaHWe N UCTOSNKOBaHWE U YTO 3asBKa
OTBEYaeT YyCTaHOBIMEHHbIM TpeboBaHMsIM B OTHOLLEHUM €AMHCTBaA N300peTeHnsi. B HEKOTOPbIX
cnyyasx rpynna Mapkywa MoOXeT ObiTb HACTONBKO LLUMPOKOM, YTO KBAaNMUUMPOBaHHbLIN
nNpodunbHbINA cneynanucT He ByaeT UMeTb BO3MOXHOCTW onpeaenuTb 06bem 3asiBIIEHHOro
n3obpeteHuns. dopmyna n3obpeteHnsa MoXeT ObiTb M3NOXKEHA HEAOCTATOYHO YETKO U
NaKOHWYHO, HE MOAKPENMSATLCA ONMCaHMEM UMK XKe He pacKpbiBaTb 3asBfeHHOe n3obpeTeHune ¢
SICHOCTbIO 1 MONTHOTOWN, 4OCTATOYHbIMM A1 TOro, YToObl KBAaNMUUNPOBaHHLIN NPOUIbHBIN
cneumanuct MMen BO3MOXHOCTb peanm3oBaTh 3asgBreHHOe n3obpeTeHne B NOfTHOM obbeme.
CooTBeTCTBME KaXXaoro anbTepHaATUBHOIO BapuaHTa B pamkax rpynnsl Mapkylua TpeboBaHmio k
eauHCTBY u3obpeTteHus npeacrasnset cobon OTAeNbHbIA BOMPOC, KOTOPbIN TakKe MOXET ObITb
nogHsaT. OgHako B JaHHOM criyyae peyb aeT O BONpOCcax, He OTHOCALLMXCH B OLEHKe
n3obpeTaTenbCKoro YpoBHS.

196. NoBops 06 TpeboBaHWMM B OTHOLLEHMM M306pEeTaTENbCKOro YPOBHS, cneayeT OTMETUTD,
YTO PaKT U3NOXKEHUSA anbTePHATMBHbLIX BapUaHTOB B €AMHON 3asiBKe, COCTaBIEHHOW MO
dopmyne MapkyLia, unm e B pasHbix 3asiBkax cam no cebe He umeeT 3HaYeHUst 4Nsi OLEHKM
n3obpeTtaTenbcKkoro ypoBHs. [loaTomy, ecnv naTeHTHas 3asiBka Ha u3obpeTteHune B obnactu
XMMUM cocTasreHa no popmyne MapkyLua, He BbI3biBaeT YAMBIIEHUS, YTO K TaKOMy
n3006peTeHnio NpMMeHsaTCA obLume npaBmna U MeToabl OLLEHKN N300peTaTeNbCKOro YpoBHS
n3obpeTteHun B 06nactm xMmmm.

197. Tak, Hanpumep, B PykoBoacTtse no akcneptuse INPI, Bpasunus®l, ykasbiBaetcs, 4to
coeguHeHus, onpefeneHHble ¢ NpUMeHeHneM HoBon hopmyrbl Mapkylia, 6yayT cuntaTbes
oTBevarLLmmMm TpeboBaHUio N306peTaTeNnbCKOro YpOBHSA B TOM Cryyae, ecriv € y4eToM
N3BECTHOMO YPOBHSA TEXHWUKM KBanMUUMPOBaHHbIA NPOMUIbHLIA cneumanucT He ByaeTt uMeTb
OCHOBaHW ANs TOro, YTobbl OCYLLECTBUTL 3asiBMNEeHHbIE CTPYKTYpHble Mogndukaumm. B
crnyyasix CTPYKTYpPHOrO CXOACTBa 3asiBMNEHHbIX COEAUHEHUIN C COEANHEHUSMWN, U3BECTHBLIMU U3
YPOBHS TEXHUKU, OLeHKa n3obpeTtaTenbCKoro ypoBHs OyaeT cBA3aHa C yCTaHOBIEHUEM
HanNn4ymsa HEOXMAAHHOIO TEXHUYECKOro adpdekTa, AN NOATBEPKAEHMS KOTOPOro 3a4acTyio
NCNOMb3YKTCH CPABHUTENbHbIE AaHHbIE MO 3asBlIEHHbIM COEMHEHMAM B CONOCTaBNEHNN C
YPOBHEM TEXHUKWN. AHanornyHbiM o6pasom, CO CCbIfKOW Ha NONOXeHs AHACKOrO NaTeHTHOro

130 B MPEP (82117) npuBoauTcsa cneaylowmin Mpumep: 3asiBka Ha annapat Afsi remMoguanvaa, KoTopblii COCTOUT
U3 MO MEHbLUEW Mepe OAHOro U3 ANIEMEHTOB rpynnbl, BKItoYatoLLel B cebs (i) ycTaHOBKY AN NPUroTOBMNEHUSI
AnanusaTa, (ii) yctaHoBKy Ans LMpKynauum ananuaarta, (i) yctaHoBKy Ans yoaneHus ynbTpadunstpata u (iv)
YCTaHOBKY 41151 MOHUTOPWHIa auanuaartay, a Takke NoACcoeANHEHHbIN K HUM B paboyem pexrnmMe nHTepdeinc
paboTbl C CUCTEMONY.

131 PykoBoaCTBO NO aKkcnepTu3e naTteHTHbIX 3a8BOK, YacTb I, NyHKTbI 6.7 1 6.8, INPI, Bpasunus.
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pyKoBOACTBA B JOKyYMeHTe, npeacTtasneHHoM KM Okeagopom, ykasbiBaeTcs, YTO
CoeduHeHus, 3asaBneHHble No hopmyne Mapkylwia, MerT n3obpeTaTenbCkmi YPOBEHL B TOM
cnyyae, ecnu: (i) «3Tn coegUMHEHNS UMEIOT HEOXKMOAHHYIO CTPYKTYPY (YTO criyyaeTcs B peakux
cnyyasx); wnum (i) no3sonsAT OOUTLCA HeoxugaHHoro adpdekta (Hanbonee
pacnpoCTpaHEHHbIN cnyyan, ocOOEHHO eCnu Takne CoeanHEHNs1 UMEKT CXOACTBO C
COeUHEHUAMM, U3BECTHBLIMU U3 YPOBHS TEXHUKN. Takon HEOXKUOAHHbIN 3EEKT MOXET
NOSTHOCTLIO OTNMYATBLCA OT addhekTa, ONMUCAHHOIO B Cyyae € MOXOXUMU U3BECTHLIMU
COEANHEHUAMM, UM OH MOXKET ObITb TaKUM Xe, HO C Yy4dLlEeHHbIMU pe3ynbTaTamn)».

198. AHanornyHbim o6pasom, B JOKymeHTe, npeactasneHHom KM Manananein, co ccbinkomn
Ha 06LLEen3BEeCTHbIN NPUHLMMN, COrNacHO KOTopoMy Ans cobnogeHns TpeboBaHUsA B OTHOLLEHUN
n3obpeTaTenbCKoro YpoBHS Heo6xoanMOo, 4Tobbl 3asiBrieHHOE n3o0bpeTeHne Obino
Heo4eBUAHbBIM «B LIENOM», OTMEYaeTCs, YTO B TOM Crydae, ecnv naTteHTHasa 3asBka
coctaBrieHa no metogy MapkyLa, 3asaBrneHHoe n3obpeTeHne He CYMTaeTCsl OTBEYaoLWMM
TpeboBaHu1IO K N300peTaTENLCKOMY YPOBHIO, ECINN NPEACTABMNAETCS, YTO XOTSA Obl OOVH 13
anbTepHaTUBHbLIX BapnaHTOB, NpeayCcMOTPeHHbIX hopmyrnon MapkyLla, He oTBeYaeT KpuTepuio
Hannumsa n3obpeTaTenbCKOro YpoBHSI NO CPABHEHMNIO C U3BECTHBIM YPOBHEM TEXHUKMN.
Hanpumep, B TOM crnyvae, ecnuv 3asiBneHHoe n3obpeTeHne OTHOCUTCS K XPOMaHONOBbIM
coefvHeHuam, obnagarL MM HeMPONpPOTEKTOPHbLIM AENCTBUEM, U BKNOYaeT B cebsi pasnuyHble
XUMUYECKNE COEQNHEHNS B Ka4eCTBE anbTepHaTuB, 4Nsi TOro, YTobbl 3asBneHHoe n3obpeTeHne
ObINI0 COYMTEHO NATEHTOCNOCOBHbBIM, BCE BapMaHTbl COOTBETCTBYIOLLIMX XMMUNYECKUX
COeMHEHUI AO0SMKHbI NO3BONATb A0BUTLCA 3HAYMTENBHO Bonee cunbHOro addekTa no
CpaBHEHUIO C COeANHEHUSMUN, N3BECTHBIMWN U3 YPOBHA TEXHUKWU. B gokymeHTe,
npeactasneHHom [KIMM Kocta-Pukon, Takke ykasbiBaeTcs, 4TO CTPYKTYpbl MapKyLua JOmKHbI
ObITb OMEHb YETKO OnpeaesneHbl, a OCHOBOMONaratLee TeEXHMYECKOe OTNnYMe 3aaBEHHbIX
COEVHEHUIN OT COEAMHEHWI, N3BECTHbIX N3 YPOBHS TEXHWUKU, AOSHKHO OOHapyXnBaTbCs BO
BCEX anbTepHaTMBHbIX coeanHeHnax. Kpome Toro, B AOoKymeHTe, npeactasneHHom MKIM
OKBagoOpOM, CO CCbINKON Ha AHACKOE NaTeHTHOE PYKOBOACTBO OTMEeYaeTcd, YTo Ans
noaTBEPXKAEeHUSA N3006peTaTenbCKoro YPOBHS YCTAaHOBMEHHbIM KpUTEPUAM OOSMKHbI OTBEYaTb
BCE COeANHEHUS, OXBaveHHble hopmynon Mapkylia; B NPOTMBHOM Crydae npuemnembimu
CUMTAIOTCH NWLWb TE€ COeQUHEHWUS], Ybs CBOeODpa3Hasa CTPYKTypa UM HeOXMAaHHbIN 3 ekT
OblNn NOATBEPXKAEHbI 3aABUTENEM.

199. B psage npumepoBs, NnpuBedeHHbIX B YacTsax A-M HacTosLero AokymeHTa, ans
onpeaeneHns 3adBreHHOro N300peTeHNst U ONUCaHNs CBEOEHUIN N3 YPOBHA TEXHUKN
ncnonb3oBaHbl rpynnbl Mapkylwa. 3Tu KOHKpeTHble NpuMepkbl MOryT AaTb obLiee
npegcraBneHne 0 ToM, Kakum obpasom cpopmyna MapkyLia npumeHsieTcs B 06r1act XumMumm.

[KoHew nokymeHTa]



