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BCEMWPHAA OPTAHM3AUWA
NHTENNEKTYANbHOW
COBCTBEHHOCTM

SCP/28/5
OPUIMHAN: AHIFMUWACKUMA
AATA: 4 VIOHA 2018 T.

MOCTOSIHHLIV KOMUTET MO NaTEHTHOMY NpaBy

[dBaauaTb BoCbMas ceccus
KeHeBa, 9-12 nona 2018 r.

OBHOBJIEHHOE NCCJIEOOBAHWME MO BOMNMPOCY O NPUMEHNMOCTU
TPEBOBAHUA O PACKPBITU MEXXKOYHAPOOHbBIX HEMNATEHTOBAHHbIX
HAMMEHOBAHWN (MHH) B MATEHTHbBIX 3AABKAX U/WINW NATEHTAX

Lokymenm nodzomoeneH Cekpemapuamom

BBEAEHNE

1. Ha cBoen gBaguaTtb ceabMon ceccum, kotopast npoxoauna B XKeHese 11-15 nekabps
2017 r., MNocTosiHHbIN kKOMUTET No nateHTHoMy npaBy ([KIM) noctaHoBun, YTo CekpeTapuaT
OOHOBMT MCCriegoBaHME Mo BOMPOCY O MPUMEHNMOCTM TpeOOBaHUSA O PacKpbITUN
MEXOYHapOoAHbIX HenaTeHTOBaHHbIX HauMeHoBaHun (MHH) B naTeHTHbIX 3asiBKax u/unm
nateHtax (gokymeHt SCP/21/9) u npeacrasuT ero geaguartb BocbMon ceccum MKIM. Bo
MCMNOSNHEHME YKa3aHHOIO PEeLLEeHNSA B HAaCTOALWLEM AOKYMEHTE COAEMKUTCSA YNOMSAHYTOE BblilLe
obHoBneHHOE nccnegoBaHme ansa obeyxgeHmnss KommteTtom Ha ero gBaguatb BOCbMOW Ceccun,
KoTopasi coctomtcs B XKeHese 9-12 mions 2018 .

2. lMepBoOHavanbLHoOe uccnegoBaHue GbLINO NpeacTaBneHo ABaALaTb NEPBON CECCUM
KomuteTa, koTopas coctosanack B YKeHeBe 3-7 Hosa6pa 2014 r., n obecyxganock Komutetom Ha
ero gsaguaTb NepBon, ABaguaTtb TPETbEN N ABaduaTb NATON ceccusax B nepmog ¢ 2014 no
2016 r. HacTtoawumn gokymeHT oB6HOBMSIET cogepxaHne nepBoHavanbHOro NccrnegoBaHus,
oTpaxasi USMEHEHNS, KOTOpble NPOU3OLLIN B 3Ton obractu ¢ 2014 r.

3. Kak 1 B cnyyae nepBoHa4yanbHOro uccrnegoBaHus, npeanonaraeTcs, 4To 06HOBNEHHOE
nccrnefoBaHne CBOAUTCS K YCTAHOBIEHUIO (haKToB, AaBas NofHoe 06bsCHEHUE CUTyauun n
BbISIBMSAS U U3y4as BO3MOXHOCTU, UMEOLNECS B 3TOM UCCeL0BaHNU, HO HE BbIHOCSH HUKaKMX
OLEHOK 1 pekoMeHZaumm (cm. nyHKT 175 aokymeHta SCP/20/13 Prov. 2). Kpome Toro,
CekpeTtapuat npokoHcynbTupoBanca ¢ BO3, B yactHocTu ¢ MNporpammon BO3 no MHH,
OTHOCUTENbHO OOHOBMEHNSI NEPBOro pasaerna HacToALLEero 0KyMeHTa, o3arfaBneHHoro
«MexayHapoaHble HenaTeHTOBaHHble HavMeHoBaHus (MHH)».
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MEXXOYHAPOOHbIE HENATEHTOBAHHBLIE HAMUMEHOBAHWA (MHH)

YT0 npeacrasngaiot cobon MHH?

4. MexayHapoHble HenaTeHTOBaHHble HanmeHoBaHnsa (MHH), koTopble Takke
0603Ha4YalTCa TEPMUHOM «reHepnYeckne HaMMmeHoBaHWs», ONpeaensitoT hapmaueBTU4eckme
BelLecTBa 1 aKTVBHble hapMaLieBTUYECKNE HIPeaneHTbI . OTO YHMKanbHbIE HaMMEHOBaHNS,
npu3HaBaeMble BO BCEM MUpe 1 ABnNfAoLWwmecs obLecTBeHHbIM A0CTosHMEM. B kayecTBe
npumepoB MHH moxHo npuBecTn nbynpodbeH, napaveTtamon un putoHasup. Cuctema MHH
HaueneHa Ha To, 4Tobbl NOMOYb cneynanucTam 3gpaBoOOXpPaHEHN ONpeaenaTb Kaxaoe
hapmaueBTMYECKOE BELLLECTBO, UCNOSMb3Ys €ro YHUKanbHOe, HO B TO Xe BpeMs,
pacnpoCcTpaHeHHOe BO BCEM MUPeE, YCTaHOBMEHHOE TOMbKO ANA Hero HanmeHoBaHue. B
KayecTBe MexayHapoaHOW HOMEHKNaTypbl dpapMaLieBTnyeckmx Bewects MHH npegHasHaveHbl
AN NCNONb30BaHUA NpY YCTaHOBNEHUN hapMakonen, Npy MapkMpoBke, B MHhopmauum o
NPOAYKTe, B peKriaMe 1 peknaMHblX Matepuanax, B nurepaTtype Hay4HOro xapakrepa v
HOPMaTMBHbIX JOKYMEHTaxX O JIEKAapCTBEHHbIX CPEACTBaX, a TakkKe B Ka4eCTBE OCHOBbI AN
Ha3BaHW NPOAYKTOB, Hanpumep, mkeHepukoB. CeroaHst CBOAHbIV nepeyeHb MHH BkntovaeT
okorio 10 000 HaMMeHOBaHWI, 1 Kaxabl rog npoucxoauT Belbop oT 200 go 260 Hoebix MHH.

Puc. 1: NMpumep MHH: nbynpodeH

noynpodeH

nar.: ibuprofenum H CH;
dp.: ibuproféene

ucn.: ibuprofeno

pyc.: nbynpodeH HiC
apabcek.: b 450 2

KUT.: T

MonekynsapHaa dopmyna: Ci3H;180,

and enantiomer
CooH &t énantiamers
y enantiormero

5. Bbi6op 1 ny6nukaums MHH ocyulectensiotcs B pamkax MNporpammsl MHH BO3% MHH
ABNAOTCHA «HENATEHTOBAHHbIMWY, MO3TOMY UMW MOXHO NONb30BaTbCcA 6e3 KakmMx-rmbo
OorpaHuYeHnn onsa naeHTugukaumm apmauesTndeckmx sewects. byayyun yHukansHsimmn, MHH
AOJIDKHbI UMETb OTITIMYHOE OT NMPOYMX HAMMEHOBAHNI HANMCaHUE U 3By4aHue, YToObI ObIfo
HEBO3MOXHO CyTaTb WX C APYrMMU LUIMPOKO UCMOMb3yeMbIMU HasBaHUAMI®,

6. Kak npasuno, MHH coctouT 13 npedgukca, KoTopbii 4o6aBnseTca Npon3BONbHbIM
o6pa3om u aBnseTca NPOAYKTOM TBOPYECKOW MbICIIN, M OCHOBbI, KOTOpas aBnaeTcs oblen ans

PykoBOACTBO MO MCMOMNb30BaHMIO MEXAYHAPOAHbIX HENAaTEHTOBaHHLIX HanMeHosaHun (MHH)
capmaueBTuyeckux sewects (WHO/PHAM S/NOM 1570), ctp. 1. ECnn KOHKPETHO HE yKa3aHo MHOe,
cBefeHus, kacawwmecs MHH, npuBogsaTcs B HacTosLeM pasfersie Ha OCHOBaHUN MHopmaumm,
onybnukoBaHHoW Ha Beb-cavite BOS: http://www.who.int/medicines/services/inn/en/.

Hauvano cucteme MHH B ToM Buae, B KakoMm OHa CyLLecTBYeT cerogHs, 6bino nonoxeHo B 1950 rogy
pesontoumen WHA3.11 BcemunpHon accambnen 3gpaBoOXpaHeHust.

Ecnu ToBapHbIi 3HaK, Bktovatowmii B cebs MHH, 6yaeT npusHaH onvcaTenbHbIM, TO eMy OyaeT oTka3aHo B
oxpaHe. Kpome Toro, ecnu 3Hak, Bkroyatowmn B cebs MHH, OyaeTt npusHaH BBOAAWMUM B 3a0nyxaeHue,
3asBKa Ha ero perucTpauuio NnpuHsTa He 6ygeT. Bonpoc o B3aumocssasu mexagy MHH v ToBapHbIMM 3Hakamm
ocBeLleH B IOKyMeHTax [MoCTOsSTHHOro kommnTeTa Nno 3akoHOA4ATENbCTBY B 0Or1acTy TOBapHbIX 3HAKOB,
NPOMbILLNEHHbIX 06pa3LoB 1 reorpadudeckmx ykasanui (MKT3), B yacTHocTH, gokymeHTax SCT/3/7 n
SCT/16/3, a Takke B coBMecTHOM uccnegosanun BO3, BONC n BTO Ha Temy «Copewnctene goctyny K
MEONLIMHCKUM TEXHOMOMMSIM U MHHOBALMSIM: NPOGeMbl, HaXoASLWMECS Ha CThIKE 34paBOOXpaHEeHus,
WHTENNEeKTyanbHON COBCTBEHHOCTU 1 TOProBnuy, cTp. 68 1 69.
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MHorux crnos?. OaHa 13 BaxHbIX YepT cuctembl MHH coCTONT B TOM, YTO B Ha3BaHWSX BELLECTB,
BrIM3KNX C TOYKKN 3peHns hapmakonornn, yragbiBaeTcsa Nx B3auMOoCBA3b 3a CHET
ncnonb3oBaHMsa obLuer OcHOBbI CNoB. brnarogapsa aTMm o6LLMM OCHOBaM NPaKTUKYOLLMIA BpaY,
dapmaueBT nnu nobor apyron YenoBeK, MMEKLLNA OTHOLLEHME K (hapMaLlEBTNYECKON
NPOAYKUMU, MOXET NOHSATb, YTO AAaHHOE BELLECTBO NPUHAANEXMUT K rpynne BeLecTs,
obnagatowmnx cxoxen papmakonormyeckon akTMBHOCTbIO. Hanpumep, cyddmke -ak ykasbiBaeTt
Ha NPoOM3BOAHOE NPOTMBOBOCMANUTENbHOE CPeacTBO (MOydeHak), a B kadyecTBe obLLel OCHOBbI
ANS MOHOKITOHANbHbIX aHTUTEN BbICTynaeT cyddukc -mab.

7. B npuHumne, MHH BbiBupatoTca TONbKO ANA OTAENbHbIX, BNOMHE OnpeaeneHHbIX
BELLIECTB, KOTOpbIE MOryT GbITb OAHO3HAYHO ONMcaHbl 1 onpegeneHsl. Mporpamma MHH
NpUAEepPXMBaEeTCA NPUHUMNA — HEe 3aHMMaTbCs BbIDOPOM HaMMEHOBaHWUI ANa cMmecen
pa3nnyHblx BewecTs. MHH BbiGupatoTcs ons xuMmnyecknx n 6nonornyeckmnx
dapmaueBTNYECKMX BeLecTB. HabngaeTcs pocTt ymcna 3anpocos Ha MHH ansa
OMOMNornM4eckmx BELLECTB, KOTOPbIE B HACTOSILLIEE BPEMS COCTaBNAOT 6onee 46% oT obuwiero
yucna 3anpocos”.

N3meHeHHble MHH (MMHH)®

8. B npmHumne MHH BbIGUpatoT ToNbKO A5t aKTUBHOW YacTu MOMEKyIbl, KoTopas 00bl4HO
ABNAETCS OCHOBAHWEM, KUCIIOTON nnun cnnuptoM. OgHaKo B HEKOTOPLIX Cry4Yasix BO3HUKaeET
HeoB6XoaNMOCTb B pacLUMPEHUN aKTUBHbBIX MOMEKY. TO MOXET NPOMCXoanTb 1U3-3a psga
NPVYUH, HAaNnpUmep, n3-3a TEXHOMOrMM NPUrOTOBINEHUS NIEKApCTBEHHbIX hopM, Bronormyeckon
OOCTYMHOCTW U CKOPOCTY BNUTbIBaHUS. Hanpumep, korga MHH oTHocuTcs K KMcnoTte, MoxeT
notTpeboBaTbCsa OTAENbHOE HAMEHOBaHWNE ANS CONen Unn CNoXHbIX acpmpoB. B Takux cnyyvasx
B cooTBeTCTBUM C cnuctemorn MHH HanmeHoBaHUA pasnnyHbIX CONen N CRoXHbIX 3MpoB
OAHOrO M TOrO e aKTMBHOMO BELLECTBA AOSMKHbI OTNIMYATbCA TOSMbKO B OTHOLLIEHUN HEAKTMBHOWN
YacTn MoneKynbl, a nonb3oBaTenu paspabaTtbiBaloT UX HammeHoBaHua n3 MHH B cooTBeTCTBUM
C OBbIYHOM XMMMYECKOW MPaKTUKON. ATOT NOAX0A NPUMEHSETCA 1 ANd KOMOMHUPOBAHHbIX
npenapaToB. Hanpumep, «okcaumnnmH» n «mbydeHak» — ato MHH, a nx consam gaHbi
HaVMEeHOBaHNS «OKCaLUMNINH HATPUN» U «nMbydeHak HaTpUn», KOTOpbIE ABMAOTCS
nameHeHHbimmn MHH (MMHH).

9.  OpHako HekoTopble pagukarnbl U rpynmnbl, O KOTOPbIX MOXET NOTU peyb, UMEKT HACTOSbKO
CNOXHbIN COCTaB, YTO OS89 HEAKTUBHbLIX KOMMOHEHTOB ByayT BbiOMpaTbcst 6onee KopoTkune
HenaTeHTOBaHHbIE HAMMEHOBaHUS (HanpuMmep, Me3unar — Ang MeTaHcynbgoHaTta), KoTopble
6yayT ny6nukoBaTbes BO3'. Ecrnu Takve BbiGpaHHble HAUMEHOBAHWS PaauKanos U rpynm
ncnoneaytotca BMmecte ¢ MHH, To oHu ToXXe umeHytoTca MIMHH, Hanpumep, maneat
mMenupammHa (Cosnb MenMpamMmHa ¢ ManevHOBOW KUCITOTON).

Bbibop MHH

CwM. «Mcnonb3oBaHue 06LLMX OCHOB Mpy BbIGOpe MeXayHapoaHbIX HENATEHTOBaHHbLIX HanmeHoBaHui (MHH)
dapmaueBTU4eckux selecTts» (CnpaBovHUK No ocHoBam crioB 3a 2013 r.)
[http://www.who.int/medicines/services/inn/StemBook_2013_Final.pdf?ua=1].

OkcnepTHasa rpynna no MHH nepecmoTpena HOMEHKNaTypHyl0 CXeMY MOHOKITOHaNbHbIX aHTUTEN, Bbibpana
CXeMy npenapaToB 55 FeHHON Teparnuu, a Takke HOMEHKMaTYpHYIO CXeMy MpenapaToB A5 KNeTOYHON
Tepanun. Kpome Toro, akcnepTbl BHECNN NPeanoXeHne 0 co3gaHnm Knaccudmkatopa 6unonornyeckmx
BELLeCTB, N0 KOTOPOMY B HacTosiLLee BpeMs NPOBOAATCSA KOHCYMbTaLumn C O6LLECTBEHHOCTLIO.
http://www.who.int/entity/medicines/services/inn/INNMreview%20paperWkDoc167_Feb06_3_.pdf.
HavmeHoBaHusa pagmkanos, rpynn v Npoy.: NOfHbIN nepeyveHs 3a 2015 r.
[http://www.who.int/entity/medicines/services/inn/RadicalBook2015.pdf].
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10. MHH Bbibupatotcss BO3 no pekomeHgauum skcneptoB n3 KoHcynbTaTMBHOM rpynnbl
akcnepToB BO3 no MexayHapoaHoi bapmakonee 1 dapmaleBTUYeckum npenapatam®.
Mpouecc Bbibopa MHH cocTonT 13 Tpex OCHOBHbIX 3TaMoB.

lNoOaya 3asi8KuU

11. B Cekpertapuat BO3 HanpaBnsietcs 3asiBka Ha MHH®. 3asButens MoxeT npeanoxuTh
wecTb BapmaHToB MHH gns aktmBHOM YacTtu BewecTtsa. B doopmynsipe 3assku Tpebyetcs
Co06LWNTL MHGOPMALINIO O COOTBETCTBYHLLEM XMMUYECKOM BeLLECTBE, Hanpumep: (i)
XMMUYECKoe Ha3BaHWe B COOTBETCTBMU C NpaBuriaMm HoMeHknaTypbl MexxayHapogHoro cotosa
TeopeTudeckon n npuknagHon xumum (UKOMAK) nnbo onucaHune, nubo — ans Guonorm4eckoro
BeLlecTBa — aMVHOKUCIIOTHYIO NocneaoBaTteribHOCTb; (i) CTPYKTypHYo dpopmyny; (iii)
MOMEKYNsApHyto dopmyny; u (iv) permcTpauyoHHbIn Homep Xummnieckon pedepaTtMBHOW CyxObl
(CAS).

12. o nogaun 3asaBku B Cekpetapmat BO3 Heobxogumo, 4ToOLI paspaboTka
nekapCTBEHHOrO Npenapara npoLuna Bce aTanbl, NPeALeCTBYOLWME KITMHUYECKAM
nccnepoBaHusaMm. Takoe TpeboBaHme 06yCnoBneHo TeM, YTO B Cllydae NpoBeaAeHUs
KMMHUYECKNX NCCNEAOBAHUIN NIEKAPCTBEHHOIO CPEACTBA BO3HUKHYT Pa3yMHble OCHOBaHMS
npegnonaraTb €ro NOCNEAyLLYI0 peanu3auunio, crnegoBaTenbHo, Ha pbiHke byaeT
MCNonb3oBaTbCsA BbiOpaHHOE HauMeHoBaHMe.

13. B oTHoweHnn maTepuanos, npeacraeneHHbix BO3, npeanprvHmMmatoTcs Mepbl No
obecne4veHunto KoHduaeHunansHoctT. OgHako onybnukosaHHoe BO3 PykoBoacTeo no
ncnons3oBanunio MHH ansa dbapmavesTuyeckux Belects™ (nanee «Pykosoactso no MHH»)
rnacuT, 4To 3asiBUTENb HEe MMEET Npaea npunaratb ycunus gns nonyydenns MHH go
3aBepLUeHNst BCeX NaTeHTHbIX npoueayp v npeacrasneHns BO3 nonHOM XxuMuyeckom
nHcpopmaLumn™. BoamoxHbI ciiydau, koraa Ao Beibopa MHH HoBoe BeluecTBo npuobpeTaeTt
TpvBManbHOE Ha3BaHMe, KOTOPOE UCMONb3yeTCs B TabopaTOPHON NPaKTUKE U HAY4YHOMN
nutepaType. ToT ¢akT, YTO TPUBMANbHOE Ha3BaHWe NOBCEMECTHO MCMONb3yeTcsa B nuteparype,
He rapaHTupyeT ero yTeepxxaeHus B kadectse MHH, n aTo moxeT npuBecTu K nyTaHuue nocne
Bbl6Opa ochmumanbHOro HenaTeHTOBaHHOrO HanmeHoBaHus. Noatomy B Pykosoactee no MHH
3a8BUTENAM PEKOMEHAYETCHA NCMONb30BaTh KOAOBbIE 0603HaYeHNss 4o nybnukaumm
pekomeHgyemoro MHH*.

PaccmompeHue 3asi8ku u rnybnukayusi 3amedaHul

14. CekpeTtapuat BOS3 nsyyaet npeanoxeHHble HaMMeHOBaHWs Ha NpeaMeT COOTBETCTBUSA
npasunamMm HOMEHKNATypbl 1 OBLLMM NPUHLMNAM, HanM4yusa cxoactea ¢ onybnmkosaHHbiMn MHH
N BO3MOXHbIX NMPOTMBOPEYNIA C CYLLECTBYIOLLMMN HaMeHOBaHUsMU. Pe3ynbTaTbl NPOBEPKN
HanpasnawTca rpynne akcneptos no MHH ans nonyyeHns samedanun. Korga akcneprhbl
MPUXOAST K COrNacuio B OTHOLLIEHMUN KOHKPETHOIO HaMEHOBaHWS, 3asBUTENI0 coobLLalT O
BbIGPaHHOM HauMeHOBaHUM.

HepaBHO co3gaHHas KOHCyNbTaTUBHAsS rpynna 3KCrepToB Mo 6MONorMyeckMM BeLLecTBaM OKasbiBaeT
akcnepTHor rpynne no MHH koHcynbTaumm no Bonpocam Bbibopa MHH gns 6uonormyeckmx nekapcTBeHHbIX
BELLECTB.

B cTpaHax, rae y4pexaeHbl HauMoHarnbHble KOMUCCUM MO HOMEHKNaType, 3asBkn Ha MHH gomkHbl
HanpaBnsTbCA Yepe3 HauMoHanbHbIe opraHbl. B Apyrnx ctpaHax 3anpockl Ha MHH moryT HanpaenaTbes
HenocpeacTeeHHo BOS.

PykoBogcTtso no ucnons3osanuto MHH ansa dpapmauestmnyeckux sewects (WHO/PHAM S/NOM 1570).

Tam xe, cTp. 9.

Tam xe, ctp. 10.
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15. 3atem BbiOpaHHoe (Npeanaraemoe) MHH nybnukyetcs B xxypHane «Hdopmaums BO3 o
nekapcTBeHHbIX cpeacTBax» 3. BmecTe ¢ npeanaraembiM MHH (Ha naTblHW, aHIMUIACKOM,
opaHLy3CKOM N MCMAHCKOM si3blkax) NyBrnMKyeTcsa ero XMMmn4yeckoe Has3BaHue unm
onucaHue/onpeaeneHne ans GUonorMyecknx BELECTB, NPUHLIMN AeNCTBUS U UCNoNb3oBaHma™,
MonekynapHas doopmyna, permctTpaunoHHsin Homep CAS 1 CTpyKTypHasa dpopmyna unm
nocrniegoBaTenbHOCTb aMUHOKUCNOT. NpefernbHbIn CPoK ANd nogayn 3aMedvaHuin unm
BO3Pa)KeHWUN B OTHOLLEHNM ONyBMKOBaHHbIX HAMMEHOBAHUI COCTaABNAET YeThipe Mecsaua C
AaTbl nybnvkaumm.

lMy6nukayus pekomeHOyemozo MHH

16. Ecnun He 6bi10 nogaHo BO3paXXeHnn NMbo Bce paHee nogaHHble BO3paXkeHnsa bbinm
oTo3BaHbl, BO3 BbIOpaeT HanmeHoBaHMe B kayecTBe pekomengyemoro MHH, kotopoe 3atem
nybnukyetcs B xypHane «Hdopmaums BO3 o nekapcTBeHHbIX cpeacteax» ™. BmecTe ¢
pekomeHagyembiM MHH (Ha naTbiHW, aHIMMNCKOM, OPaHLy3CKOM M MCMAHCKOM SA3bIKaX)
nyGrnKyeTcsa ero XMMM4eckoe Ha3BaHue unu onucaHme/onpegenenune ons 6monornyeckmnx
BELLECTB, MONEeKynsapHasa n CTPyKTypHas hopmyrna unm nocnegoBatenibHOCTb aMUHOKAUCIIOT.
WHorga B nybnivkauuio pekomeHagyemoro MHH BkmntovaeTcss COOTBETCTBYHOLLNN
perncTpaumoHHblin Homep CAS.

Basa gaHHbix no MHH

17. Co Bcemu npegnaraembiMn n pekomeHgyembiMm MHH MOXXHO 03HakoMUTbCA B
OHnaiiHoBoit 6a3e aaHHbIX MedNet Ha caiite BO3™. B Hell copepxaTcs crnieayoLve cBeaeHus:
(i) natuHckoe MHH 1 ero akBmBaneHTbl Ha apabCKoM, KUTANCKOM, aHrIMACKOM, OpPaHLly3CKOM,
MCNaHCKOM 1 PYCCKOM fA3blKax; (i) HaunoHanbHble Ha3BaHWs (ecnu TakoBble umetoTcs); (iii)
koabl ATC'; (iv) ocHOBHas xumuueckas MHdopMaLms (CTpyKTypHas doopMyna u
MorekynspHasi dpopmyna); n (V) rmnepcchbifiku Ha COOTBETCTBYOLWME NyGnvkaunm
npeanaraemMbix 1 pekomeHayemblx MHH. Bnarogaps nHcTpymeHTansHoMy cpeactBy «3anpoc
cratryca MHH» moxHo cneautb 3a ctatycom MHH B xoge npouecca Bbibopa. Kpome Toro, ans
obecneyeHnsi B3aMOAENCTBNA KOMIMbIOTEPOB B CETU ObiT pa3paboTaH cneunanbHbIn
nporpamMMHbIN KoMnneke «lnobanbHbIN LEeHTP AaHHbIX N0 MHH», nHTepdenc kotoporo
cocTaBrieH B oopmaTe, AOCTYNHOM 4SS MALUMHHOMO CYMUTbIBaHMSA. [lpyrne cuctemol
B3anMoOencTBYtoT ¢ Beb-ycnyron no MHH, koTtopas obecneunBaeT HarnggHyo MHTErpaumio ¢
cavTamu 1 NPUNOXeHNAMU, JOCTYMHbIMU A58 BHELUHMX NONb3oBaTenen (Hanpuvep,
MobGanbHon 6a3on gaHHbIX Mo 6peHaam BcemumpHoM opraHusaumm MHTenneKTyanbHom
cobctBeHHocTM (BONC) n cuctemon Bropo no rapmMoHm3aLmm BHyTpeHHero pbiHka (OHIM) B
AnvkaHTe). Kaxxgble aBa roga B popmate Ha CD-ROM BbIXOAWT CBOAHbIN NepeveHb BCEX
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” Hanpumep, cm. xypHan «Hdopmaums BO3 o nekapcTBeHHbIX cpeacTtBax», Tom. 27, Ne2, 2013 r.

VHdopmaums o npMHumune 4ENCTBUS U UCMONb30BaHNs NyOMKyeTCsi B OCHOBHOM HAa OCHOBE CBEAEHUN,
npeacTaBneHHbIX Npon3BoamTenem. 3ta uHdopmauus NyermkyeTcst N1Lb C Lenbilo CO00LWNTb O
BO3MOXXHOCTSX MCMOSb30BaHMSA HOBbIX BELLECTB HA MOMEHT cornacoBaHusa npeanaraemoro MHH. BO3 He
NnoaTBepXaaeT 3TU CBEAEHUS U He NPEeACTaBNSET 3aMeyaHuii No NoBoAy 3hEKTUBHOCTM 3asiBNIEHHOIO
JencTeus. OTU CBeAEHUS HOCAT NpeaBapuTENbHBIN XapakTep U He NoABEpPratTCs NepecMoTpy unm
BKMtoYeHuto B CBoaHbIN nepeveHb MHH.

Hanpumep, cm. xypHan «Hdopmaums BO3 o nekapcTBeHHbIX cpeacTBax», Tom. 28, Ne1, 2014 r.

Ycnyru 6a3bl gaHHbix no MHH MedNet, https://mednet-communities.net/inn. B HacTosilee Bpems 6a3a
OaHHbIX HacUMTbIBaET CBbIlwe 14 TbIC. NONb30BaTeENeNn.

CornacHo Cucteme aHaTOMO-TepaneBTUYECKO-XMMUYECKON Kraccudukaumnm ekapcTBeHHbIX NpenapaToB
(ATC), kaxxpomy chapmaLeBTUHECKOMY BellecTBy npucBavBaeTcs kog ATC B COOTBETCTBUM C OPraHOM Unn
CMCTEMOMW OpraHoB, Ha KOTOpble BO3OEWCTBYET 3TO BELLECTBO, a Takke B COOTBETCTBMU C €r0
TepaneBTUYECKUMU, (hapMaKOIOrMYECKMMU N XMMUYECKMMM cBOMCTBaMu. Knaccudukauusi Begércst
CotpyaHudarownm ueHtpom BO3 no metogonorum ctatucTnkn nekapcteeHHbix cpeacts (WHOCC). Cwm.
http://www.whocc.no/atc/structure_and_principles/.
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onybnukoBaHHbiXx MHH Ha apabckom, KUTaCKOM, aHINIMMCKOM, opaHLy3CKOM, NaTUHCKOM,
PYCCKOM M MCMAHCKOM S13blKaXx.

NOUNCK ®APMALIEBTUHECKNX BELLECTB, NOJTYYMBLUMX PACKPBITUE B NMATEHTHbIX
3AABKAX N MATEHTAX

18. HecmoTps Ha TO, YTO AN NPOBEAEHNSA NAaTEHTHOrO NOMCKA NO KaXgon 0brnacTn TeXHMKK
TpebytoTecs cneumduyeckne 3HaH1sa 1 Hoy-xay, OAHa U3 0COBEHHOCTEN Noncka XMMNUYEeCKoro
BellecTBa 3aKn4yaeTcsl B TOM, YTO B MATEHTHbIX 3asBKaX M NaTeHTax OHO MOXEeT ObITb OnncaHo
Mo-pasHOMY: C MOMOLLIbI0 HAMMEHOBAHMWI U C MOMOLLIbIO XMMUYECKON CTPYKTYpbl. XMMUYECKoe
BELLECTBO BoOOLLE 1 hapMaLEBTUYECKOE B YaCTHOCTM MOXET UMETb HE OOQHO HAMMEHOBaHME,
a HecKkornbko odumumanbHO NPUHATBIX NN NOBCEMECTHO NPUMEHSIEMbIX SKCnepTamu B
cooTBeTCTBYOLWEN obnacTu. MNoatomy Ans obecneyeHnst Ka4eCTBEHHOIO NaTEHTHOrO Noncka B
OTHOLWIEHUN hapMaLIEBTUYECKNX BELLECTB SKCMEPThLI YACTO UCMOMb3YOT pasfinyHbie
TexXHU4YecKne napameTpbl Noncka, 1 B 3ToN 06nacTn TEXHUKN Bbin pa3paboTaH psa
crneunanmuaMpoBaHHbIX 6a3 AaHHbIX™,

19. Kak npaeuno, A4nsa noucka no nateHTHbIM AOKyMeHTaM, Kacatowmnmes dapMaueBTUYECKMX
BELLECTB, MOMYT MCMNOMb30BaTbCA NapamMeTpbl Noncka HECKONbKMX BUOOB, B YHAaCTHOCTU, Kak
onucaHo B Tabnuue 1. MNockonbKy He CyLleCcTBYeT YHMBEPCANbHOro U OAHO3HAYHOro
0603HaYEeHNA XMMUYECKNX COEAMHEHUI, NPU NPOBEAEHUN NATEHTHOro NOMCKa B OTHOLLEHU
hapmaueBTMYECKMNX BELLECTB YaCTO UCMOSNb3YEeTCst HECKONbKO CNOCcob0B MX 0003Ha4eHus, T.€.
Hapsagy ¢ MOMCKOM MO Kodam naTeHTHOW Knaccudumkaumm npoBoaMTCA MOUCK MO CTPYKTYpe U no
KMoYeBbIM CNOBaM, B Ka4eCTBE KOTOPbIX MOryT BbICTyNaTb pasfvyHble HAMMEHOBaHUSA
BELLECTBA, ero perncTpaunoHHbin Homep B CAS, cnocob ncnonb3oBaHus B
dapmaueBTU4ECKOM NPOM3BOACTBE U T.4. [Ins Toro, 4Tobbl oNpeaenuTb BCe COOTBETCTBYHOLLME
NaTeHTHblE LOKYMEHTbI, 0COBEHHO eCcrnn coeqMHEHNe packpbIBaeTCa B CTPYKTYPHbIX hopmynax
MapkyLua, nomcka no naTeHTaMm Ha OCHOBE TOMbKO MWLLb HAMMEHOBaHMSA UNn
PermcTpaLmMoHHOro HoMepa YacTo oKasblBaeTcs HegocTatouHo ™. CornacHo pesynbTatam
NaTeHTHOro noucka, KOTopbIn BbiN NPOBEAEH B pamMKax COCTaBNEHWUss NaTEHTHOro naHawadgTa
NPUMEHUTENBHO B PUTOHABMPY, MOUCK MO XMMUYECKOW CTPYKTYpe No3BONun BbisiBUTL 119
3anucen, KoTopble He BbinKn BKNoYEeHbI B 841 3anncb, BbIIBEHHYO NOCPEACTBOM TEKCTOBOIO
rnomcka ¢ UCNoNb30BaHMEM TEPMUHA «PUTOHABMP» U €ro 0BLLENPUHATBIX CUHOHMMOB (Kyaa
BXOOAT Toproesoe Ha3BaHne, MHH, npon3sBogcTBeHHOe HauMeHoBaHue, Homep no CAS n
MornekynspHas dopmyna)®.

20. BbliGop napameTpoB ¥ CTpAaTErMin MoMcKa 3aBUCUT OT LieNn Noucka 1 Toro, K Kakomy Buay
OTHOCUTCS Mckomas MHpopmauus. Hanpumep, MoryT BO3HUKHYTb pasHble NOTPeBHOCTM B TOM
cnyyae, ecnuv TpebyeTcs NPOBECTM NaTeHTHbIN NOUCK MO fiekapCTBEHHOMY CPEACTBY, KOTOPOe
y>Ke BbINyLLIEeHO B NPOAaxy, M BeLLecTBY, KOTOPOe Nnoka npeacTasnsieT cobon nuwb
noTeHuManbHoe nekapcTBo. [pumepbl TOro, HACKOMbKO Pa3HbIMK MOTYT ObITb LiENM noucka no
naTeHTam Ha papMaLeBTUYECKME BELLECTBA, BKIOYAKOT CreaytoLlee:;

18 Mounck nepegoBoi NPakTMKX B 06nacTvt XvMum 1 pa3paboTku hapmMaLeBTUYeCcKUX npenapaTos,

http://www.intellogist.com/wiki/Chemistry_and_Pharmaceuticals_Searching_Best_Practices.

OT1ueT 0 naTeHTHOM naHgwadTe no putoHasmpy, BOUC, 2011 r., cTp. 12.

Tam xe. CMm. Takke paboTty Xenzen B.[x. Monp n Jlynmxkum Manombun, «MaTteHTbl U TOBApHbIE 3HAKM:
dakTnyeckue gaHHble No cTpaternn obHoBneHnsa n3 Asctpanum», cTp. 5, YetsepTas koHdepeHumns no
MHHOBaUVMAM B A3naTcko-TNXOOKeaHCKOM pernoHe Ha 6ase topuamnydeckoro dakynbteTa HauuoHansHoro
yHuBepcuteTa TanBaHsi, 6-7 aekabps 2013 r. CornacHo aBTopam, NOUCK NO NaTeHTaMm, kacaroLmmcs Nty
KOHKPETHbIX NIEKAPCTBEHHbIX CPEACTB, MPOBEAEHHbIN OMNbITHLIM NOBEPEHHLIM, NOKa3an 6onee HagexHble
pe3ynbTaTbl MO CPaBHEHUIO C MOMCKOM Ha OCHOBEe McknoumMTensHo MHH.
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- MaTeHTHbIV 3KCNepPT MOXET NPOBECTU MOUCK MO U3BECTHOMY YPOBHIO TEXHUKM OIS
onpegeneHvns nyénukauui, MeLLMX OTHOLLEHNE K OLIEHKE HOBU3HbI U
n306peTaTenbCKOro YpoBHS 3asiBNEHHOro M306peTeHUsl, KOTOPOe HaxXoaMTCs B npouecce
paccMOTpeHNs;

- yYeHbl-uccrnenoBaTenb MOXKET OCYLLECTBNSATL NMOUCK NO NAaTEHTHbIM JOKYMEHTaM C
Lienblo 0OHaPYXMTb PeLLUeHUs1, NPUrogHble AN NPUMEHEHNUs ANt KOHKPETHOW 3aaum
JaHHOro uccnegosaTens;

- NaTEHTHbI NOMCK MOXET NPOBOAUTLCS B KOHTEKCTE 3aKyNKWN NeKapCTBEHHbIX
CPEACTB C Lienblo onpeaennTb, NogaBanuch N 3asiBKW Ha NaTeHTbI U GbiNn N BblaaHb!
naTeHTbl Ha 3TV NeKapCTBEHHbIEe CcpeacTBa B TOM UMM UHOW opUCAMKUMKU. B Takom crnyyae
3KCMepPT, OCYLLECTBSOLLMIA NMOUCK, MOXET OblTb 3aMHTEpPecoBaH B onpeaeneHnm
naTEHTHbIX 3asIBOK 1 NAaTEHTOB, POPMYIibl KOTOPbLIX MOFYT OXBaTbiBaTb Te NEKAPCTBA,
KOTOpbIe YXXe BbIMyLLEHbl HA PbIHOK;

- KOMMaHUS-NPOM3BOANTENb JXKEHEPUKOB, KOMMNAHWUS-KOHKYPEHT UNW Apyrue TpeTbh
nvua MoryT NPOBECTU MOWUCK MO NaTEHTHbLIM 3asiBKaM 1 NaTeHTaM C LIeNblo OLeHUTb CBOM
NepCcrneKkTUBbI B TON UMW MHOW FOPUCAMKLMWA U NPU HEOBXOAMMOCTM OCMOPUTL
[AeNCTBUTENbHOCTb NaTeHTa.

Tabnuua 1: npumepbl NapamMeTpoB Noucka NPUMEHUTENBHO K dhapMaLeBTUYECKUM BELLECTBAM

[MapameTpsbl Mprmepsbl [NosicHeHne
MpownssoacTeeHHOE BMS-232632 B nabopatopHown paboTe n B nybnukaumsax Ha atane
HaumeHoBaHue HWNOKP BelectBo 0603HayaeTcs NOCPeACTBOM Koaa

(kombrHaumm 6ykB 1 undp).

MHH (reHepuyeckoe atasaHasup YHMKanbHOE, HO B TO € BPEMS pacnpoCTpaHEHHOE BO

HavMeHoBaHue) BCEM MUPE HaVMEHOBaHUE KaXaoro
hapMaLEeBTUYECKOrO BELLIECTBA, YCTAHOBIEHHOE
TONbKO ANs Hero.

Toprosoe HasBaHue Reyataz” Mocne Toro, kak 6yaeT ogo6peH BbINycK

neKkapCTBEHHOro CpeAcTBa Ha PbIHOK, ero peanvsaums
OyaeT ocyLeCcTBNSATLCS NOA (PUPMEHHBIM Ha3BaHWNEM,
3aperncTpupoBaHHbIM AN Lenei oxpaHbl B Ka4ecTBe
TOBapPHOro 3HakKa.

Xumnyeckoe
HasBaHue no MKOMAK

meTtun N-[(1S)-1-{[(2S,3S)-3-rmgpokcu-
4-[(2S)-2-[(meTokcrKkapboHUT)aMUHO]-
3,3-gumetunl-N'-{[4-(npnannH-2-
un)cdennn|meTnn}oytaHrngpasvgon]-
1-cbenunbytaHn-2-unjkapbamonn}-2,2-
anvetunnponun]kapbamar

MexayHapoOHbl COK3 TEOpPeTUYECKOM 1 NpUKNagHon
xummm (UKOMAK) yctaHaBnvuBaeT ctaHgapThl Ans
NPUCBOEHNS HAUMEHOBAHUA XMMUYECKUM SNEeMEHTaM 1
COeOUHEHNAM B COOTBETCTBUN C YTBEPXKOEHHOW
CTPYKTYPOW.

PernctpaumoHHbIn 198904-31-3 Mocne nyGnukauum NnaTeHToB U CBEOEHUI B

Homep CAS XUMNYECKUNX XKypHanax XuMmunyeckas pedepatmBHas
cnyxb6a (CAS) npucBanBaeT HeaBHO
00HapoaOBaHHOMY COEAMHEHUIO YHUKANbHbIV
LMPOBO MAEHTUDMKALMOHHBINA HOMep™ .

Koa no A61P 31/18 HecmoTps Ha 1o, 4TO KOOkl MK He onpegensioT ¢

MexayHapogHom TOYHOCTbIO TO UMW UHOE BELLECTBO, 3TOT KOf,

naTeHTHOMN ncnonb3yeTcs Hapsagy ¢ ApyruMu napaMmeTpamm noucka

Knaccudukaumm C Luenbio Cy3nTb Anana3oH pe3ynbTaToB Nnoucka.

(MIIK)

MonekynapHas C3gHs52N607 Xumuyeckasn popmyna, AEMOHCTPUPYIOLLAs YUCIo

dopmyna aTOMOB MOJMEKYITbI U X NPUHAANEXHOCTb K TOMY U

WHOMY XMMUYECKOMY 3JIEMEHTY.
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HeCMOTpﬂ Ha TO, YTO NpuceBoeHneM VI,EI,eHTI/I(*)MKaLI,I/IOHHbIX HOMEPOB XMMNYECKMM COeJNHEHUAM 3aHNMalOTCA

¥ Opyryue opraHusauuu, perncTpaLunoHHelii Homep CAS sBnseTcs ogHUM U3 Hauboree LUMPOKO MPUMEHUMbIX
KOZIOB CPeAU 3KCMEPTOB B 3TOM 06MacT XUMUM.
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XumMmnyeckas CyLecTBylOT KOMMepYyeckme 6a3bl AaHHbIX Ans
CTPYKTypa naTeHTHOro Nomncka, NoCPeaCTBOM KOTOPbIX MOXHO
(cTpykTypHas NPOBOAUTb MOUCK COEAVHEHUI MO CTPYKTYPHOMN
dopmyna) dopMyne Hapsay C NOMCKOM MO KI0YEBbIM CrOBaM

(HanmeHoBaHWAM) 1 kogam knaccudmkaumun. B atux
6a3ax gaHHbIX UCNONb3YHTCA pasnuyHble NpaBuna
Knaccudukauum, 4Tobbl aTh IKCNepTamMm BO3MOXHOCTb
BECTU NOUCK TaKkke Mo XMMUYECKUM COEANHEHUSAM,
KOTOpble OnMcaHbl C MoMoLLbo hopmynsl MapkyLua.

PACKPbLITUE MHH B NMATEHTHbLIX JOKYMEHTAX — UCTOPUA BOIMNMPOCA

21. Ha cerogHAWHNA OeHb B HaUWOHaNbHOM/permoHanbHOM NaTeHTHOM 3aKoHOAAaTeNbCTBE
He coaepXxutcsa TpeboBaHnsa 06 onpeaeneHMn dapmMaLeBTUYECKMX BELLECTB NOCPEACTBOM
MHH cooTBeTCTBEHHO B NATEHTHbIX 3asBKax W naTeHTax. Kak npasuno, B
HaUWOHaNbHOM/pErMoHanbHOM NaTEHTHOM 3aKOHOOATENbCTBE COAEepPXKUTCS TpeboBaHue
packpblBaTb M300peTEeHMEe JOCTATOYHO SICHO M NOSTHO, YTOOLI N30bpeTeHne Morno obiTbh
OCYLLECTBIIEHO CNELMANUCTOM B AaHHOM 0611acTh, N YTO NyHKTbI popmyribl n300peTeHnst
[OMKHbI BbITb SCHBIMU U TOUHLIMUZ,

22. YacTto B Noa3akoHHbIX akTax, Hanpumep, NOMOXEHNUSX N aMUHUCTPATUBHBIX MHCTPYKLUMSX,
nsnaratotcs nogpobHble TpeboBaHUA 1 NOPAAOK ONUCaHNS M306peTeHns B NAaTEHTHON 3asiBKe.
Hanpumep, npasuno 10.1(d) [loroBopa 0 naTeHTHOM Koonepaumm rnacuTt: «|[...] npy HanMcaHuu
XUMUYECKNX oopmyn cnegyeT NpuMeHsTb 0bweynoTpedbunTenbHble CMMBOSbI, aTOMHbIE BEca U
MorekynsapHble popmynbi». MNMpasuno 10.1(e) PCT rnacuT, 4to «BooOLWe crieayeT NpUMeHATb
TONbKO Takme TEXHUYECKNE TEPMUHbI, 0603HAYEHUSA N CUMBOSbI, KOTOPbIE SABMAOTCA
obLwenpuHATLIMK B faHHOW obnactu». [lanee, nyHKT 4.24 PykoBoACTBa No MexayHapogHoOMY
NOWCKY W npeaBapuTenbHOM akcnepTnae B cootBeTcTBMM ¢ PCT rnacut: «JomkHbl
MCNONb30BaTLCS LWMPOKO PacnpoCTpaHEHHbIE XMMUYECKME U MaTeMaTUYECKMEe CUMBOSbI,
aToMHble Beca U MorekynsapHble dopmMynsl [...]. B yacTHocTH, ecnu B AaHHOM

obnacTu cyLecTBYIOT Kakne-nnbo cornacoBaHHble MeXayHapoaHble CTaHaapThl, creayeT ux
MCNoNb30BaTh, KOr4a 370 BO3MOXHO». Takum 06pa3om, YTOObl BbINOMHUTL NEPEYNCTIEHHbIE
BbiLle 3akoHHble TpebosaHus B pamkax PCT, ona onpegenexHns dapmaueBTUYeCcKoro
BeLLeCTBa 3asiBUTENb, KOorga aT0 BO3MOXHO, MOXET MCMNOMNb30BaThb N0ObLIE MeXaAyHapoaHbIe
CcTaH4apTbl, €CNWN OHM ABMASOTCA 0BLENPUHATBIMM Cpean CneumanmcToB B AaHHoN obnacTu.

23. YT0 Kacaetcs [dorosopa o nateHTHoM npaee (PLT), To B cTtaTbe 6(1) PLT oroBapusaeTcs,
4YTO, ecnn nHoe He npegycmoTpeHo B PLT, H1 ogHa [loroBapuBatowasicst ctopoHa PLT He
MoXeT TpeboBaTb BbINONHEHUS ntoboro TpeboBaHnsA, kacatoLerocs opMbl NN CoAepXaHus
€e HaumnoHarnbHOM (UNN pernoHarnbHOW) 3asiBKW, KOTOPOE OTNINYaETCa UnNu aBnseTcs
AOMOMHUTENbHBLIM NO OTHOWeHUIO: (i) K TpeboBaHNAM, kacaroWwuMcs OPMbl UM COAEPXKaHUs,
KOTOpble NPeyCMOTPEHbI B OTHOLLEHUN MeXAyHapOoAHbIX 3asBOK B cooTBeTcTBUM ¢ PCT; (ii)
TpeboBaHMsM, KacaloLWmMMcsa (POpMbl UNN COAEPXKaHWS, BbIMOSTHEHNE KOTOPbIX B COOTBETCTBUN C
PCT moxeT 6bITb NOTpeboBaHO, Kak TONbKO MeXAyHapoaHas 3asiBka nepexoauT Ha
HauMoHarnbHyo (permoHanbHyto) asy; u (iii) Kk nobbim Apyrum TpebosaHuAM, NpeanucaHHbIM
npasunom 3(1) UHctpykumm k PLT. Mo cytn gena, TpeboBaHus, kacatowmecs opmbl Unm
cofepXaHusa MexayHapoaHbIX 3asiBOK B cooTBeTCTBUM ¢ PCT, NpUMEHSIOTCS, B NpUHLUMNE, K
HaLUWOHaNbLHON UM perMoHarnbHON 3asaBke, nogaHHon [loroBapusatowlenca ctopoHon PLT.

2 Cwm. Tarke ctatbh 5 1 6 PCT n ctaTtbto 29 CornalleHunsi No TOProBbIM acnekTam npaB MHTEeNfeKkTyansHon

cobctBeHHocTH (CornaweHus TPUTC).
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24. BblpaxeHne «dopma unm cogepaHne 3asBkm» OOSMKHO TOSKOBATLCS TaK Xe, Kak 3To Xe
BbipaxeHue, durypupytoLliee B ctatbe 27(1) PCT?. XoTs TouHOe 3HaueHune 3Tol dpasbl
OCTaBfeHo A5 TONKOBaHWA, B NPMMeYaHusaX K 3TOM cTaTbe, cCoaepKaLlmMxcs B NpOTOKone
BaLUMHITOHCKOI [unnomaTnyeckoii koHdepeHLmm no [JoroBopy 0 NaTeHTHOM Koonepauumn®,
CKasaHo cnegytoLiee:

«TpeboBaHMsA B OTHOLLEHUM (HOPMbI 1 COAEPXKAHMUSA B OCHOBHOM U3MOXEHbI B CTaTbAX 3
(«MexxgyHapogHas 3asBka»), 4 («3aaBneHuer), 5 («OnncaHme nsobpeteHunsy),

6 («®opmyna n3obpeteHus»), 7 («Heptexn»), n 8 («MputasaHne Ha npuopuTeT»), a
Takke B NpaBurnax, OTHOCALLMXCA K 3TUM CTaTbsAM (B OCHOBHOM B npasunax 3 — 13).
CnoBa «dopma nnu cogepxaHvme» ynotpebnsaTcs ToNbKO ANs TOro, YTobbl NOAYEPKHYTh
TO, 4YTO 1 6e3 Toro nogpasymeBaeTcs, a UMEHHO, YTO He UMeloTCA B BuAy TpeboBaHus
mMaTepuanbHOro NaTeHTHOro npasa (KpUTepum NaTeHToCnoCob6HOCTM U T. 4.)».

Ecnu cnegoBaTb ykazaHHOMY NpumMevaHuto, To npasuno 10 NHcTpykummn K PCT MOXHO
paccMmaTtpuBaTb Kak Yactb TpeboBaHuin ctatbh 6(1) PLT oTHOCUTENBHO hopMbl Unn
coAepKaHusa HaumMoHanbHbIX NGO permoHarnbHbIX 3asiBOK. Takmum obpasom,
HoroBapuBatowmecsa cTopoHbl PLT, BO3MOXHO, HE B COCTOSIHUW yOOBNETBOPUTL TpeboBaHus,
KacaroLmecst onmcaHnst MonekynspHbiX oopMyrn B NaTEHTHON 3asBKe, KOTOpble OTNNYalTCA
NN 9BNAKTCA AONOMHUTENbHBIMM NO OTHOLIEHMIO K TpeboBaHusam npasuna 10 PCT, ecnu
TOMNbKO, C TOYKM 3peHns 3asBUTENEN, OHU He ABNst0TCA Bonee GnaronpuaTHbIMU, YeMm
TpeboBaHusi, ynomsiHyTble B PLT.

25. Bo usbexaHne COMHEHUN MOXHO OTMETUTb, YTO Tpe6OBaHI/IFI KacaTernbHO TOro, Kak
MoOneKynapHble CbOpMyJ'IbI OOJDKHbI ONMNCbIBATbCA B NATEHTHbIX 3adABKaXx, ABNAKOTCA
q)OpMaJ'IbeIMI/I TpeGOBaHMﬂMVI, a He Tpe6OBaHMFIMI/I no cyuwiecTtBy, KacarownmMmuncs
NnaTeHTOCNOCOBHOCTN.

26. Kak npaBuno, npu 3akynke fekapCTBEHHbIX CPEeACTB MMEHHO NOCTaBLUMK 065s13aH
npocneanTb, 4TObbI BCe HEOBXOAMMbIE NpaBa Ha Npoaykuuto, B Tom vncne NMUC, boinm
obecrneyeHbl B COOTBETCTBMM CO crneumdukaLmsamMmm B TEHAEPHON JOKYMEHTALMM U KOHTpaKTax
Ha NOCTaBKy NEKapCTB, OAHAKO YYpeXaeHWs, KypupytoLLme BONpoChl 3aKynokK, AOSPKHbI C CAMOro
Havana yunTbiBaTb TakoW BOMPOC, Kak HanuuMe nateHTa Ha aTy npoaykumio®>. B oTnnume ot
cneunanuctoB B cdepe NC, aTu yupexaeHnsa 4acTo He pacrnonaratoT JOCTYNOM K
KOMMEpPYECKMM NaTEHTHbIM ©6a3am OaHHbIX CO cneunarnbHbIMU BO3MOXHOCTSIMU NOUcKa no
XUMUYECKUM 1 (hapMaLeBTUYECKMM BELLLECTBAM, NOITOMY NaTEHTHbLIN MOUCK OCYLLECTBSETCH C
ncnonb3oBaHnem obLefOCTYNHbIX U 6ecnnaTHbIX UCTOYHUKOB. byayun cneumnanuctamm B
BOMpOCax 34paBOOXPaHEHNs], OHM 3HAKOMbI C MoHATMeM MHH, npu aToM Anst HEKOTOPbLIX U3 HUX
npeacraenseTca Npobnemon TOT hakT, YTO HEBO3MOXHO MOMYy4YUTb NepeyYeHb NaTeHTOB,
KacarLmnxca onpeaeneHHoro papmMaLeBTUYECKOro NpoaykTa, B pesynbTaTe NaTteHTHOro
noucka ¢ ucnonb3oBaHnem cooTseTcTBytowero MHH B kayecTtBe knoyeBoro crosa, HO 6e3
3aeNCTBOBaHUA NAaTEHTHOM KNnaccudukaumm nnm nomcka no CTpykTypHon dopmyne (unu
XMMUYECKOrO HanmeHoBaHns)*®.
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o MosicHuTenbHble kommeHTapun kK PLT n MHCTpykuum k PLT, kommeHTapuin 6.02.

Records of the Washington Diplomatic Conference on the Patent Cooperation Treaty, Final Text of the Treaty
and Notes, p.35.

CogevictBue OocTyny K MEOMLUHCKMM TEXHOMNormam un nHHoeaumsim (BO3, BOUC n BTO), cTp. 162.

Kak npoBecTn naTeHTHbIV MOUCK MO NeKapCTBEHHbIM CpeAcTBaM: noLuaroas MHCTPYKLUMS. BcemupHas
opraHusauus 3gpasooxpaHerusi, 2010 r. Cm. Takke 3amevaHne, HanpasneHHoe opraHusaumen «Bpaun 6e3
rpaHuu» B eHepanbHoe ynpasneHve no Bonpocam NaTeHToB, NPOMBILLIIEHHbIX 06pasLOoB 1 TOBapHbIX 3HAKOB
MuHMCTepcTBa TOProBNU U NPOMBILLNIEHHOCTY VIHOMM MO NOBOAY NepecMoTpeHHoro PykoBoacTea no
M3y4eHMNIo NaTEHTHbIX 3a8BOK B 06nactu hapmaleBTMYECKUX NpenapaTos.
(http://www.ipindia.nic.in/iponew/comments_PharmaGuidelines/FeedBack _Pharmaceuticals.htm).
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27. B 2007 rogy Coto3 chapmaueBTU4ECKMX nponssogntenen Iugum obpatuncs K
npasuTenscTBy MHOUKM C npeanoxeHnem BBeCTM TpebOBaHWE, COrfacHO KOTOPOMY B TEYEHUe
30 gHen nocne npucsoeHna MHH 3aasutenn gomxkHel nomectute MHH B Ha3BaHue
VI306peTeHV|$I27. B 10 Bpemsi, xOTs1 B naTeHTHOM 6a3e gaHHbIX MHAMICKoro opraHa UC,
nMeBLIENCS Ha ero 6ecnnaTtHoM canTe, Obiny onybnMKkoBaHbl Ha3BaHME M300PETEHMS U
cBefeHusa ob aBTopax, nobas apyrast MHpopmaums, B TOM ynucne pedepatbl U onvcaHme
n3obpeTteHns, Obina 3akpbiTa AN Nnomcka — AOCTYN K Hel Bbin BO3MOXEH TOMbKO Ha MnaTHOWN
ocHoBe. [lockonbky xummudeckas opmyna B HasBaHUM M300peTEHNS MOXET ObITb pacLeHeHa
KaK CrMLUKOM pacnnbiB4aTas Uin CIIULLKOM YCIOXHEHHas, B HAa3BaHUN Npegnaranoch B
obs3aTtenbHoOM nopsiake ucnonb3osate MHH, 4Tob6bl NponHdopMnpoBaTh 06LLECTBEHHOCTb
(Hanpumep, 0 Nogade BO3paXXeHW 40 Bbldayn NaTeHTa) 1 nydlle NoHATb CyTb N30bpeTeHunn,
onucaHHbIX B 3asiBKax Ha naTeHTbl. B HacTosilwee Bpems, ogHako, Beb-canTt Bropo
eHepanbHOro KOHTpOepa No BonpocamM NaTeHToB, 06pas3L OB U TOBAPHbLIX 3HAKOB MHAWK
obecneynBaeT BO3MOXHOCTW NMONMHOTEKCTOBOIO MOMCKa B OTHOLLUEHWNN ONYGIIMKOBAHHbBIX
WHOMACKMX NaTEHTHbIX 3asiBOK W NaTEHTOB, npuyem 6ecnnaTtHo?®.

28. C Toro BpemeHu, kak Coto3 chapmMaLeBTMYeckux nponssogutenen NHaum BbICTYNWN C
Taknum npeanoxeHvem, 6ol onybrmMkoBaHbl M ApyrMe aHanornyHble NpeanoXeHus, Hanpumep:
(i) obsa3aTenbHoe packpbiTve MHH B naTeHTHbIX 3asaBkax: ecnv MHH yxe npucsoeHo, To B
MOMEHT MoAaun, ecnn HeT — To cpa3dy nocne ero npuceoerns®® *; (i) obssatenbHas ccbinka Ha
cooTBeTcTBYloLlee MHH B nepBoM npeanoxeHun pedepata nocrne nogayn 3asiBKU Unn, ecnu
MHH ewie He n3BecTHO, 0b6s13aTeNbHOE YBE4OMIIEHME NaTeHTHOro Begomctea 06 MHH nocne
TOro, Kak oH 6yaeT npegoctasneH™; u (iii) o6asatensHoe packpbiTie MHH B HasBaHWV
n3obpeTeHns N pedepaTe Ha MOMEHT noaaun 3assku, ecnn MHH yxe nssectHo™.
MpeonoxeHHble Mepbl NpU3BaHbl 06nerynTb 3agadvy no onpeaeneHnto NaTeHToB, CBA3aHHbIX C
MeANLMHON, NS Lenen nomcka no N3BeCTHOMY YPOBHIO TEXHWUKW, MOMOYb NpoaHannManpoBaTb
nocneacTensi NaTeHTOBaHWUS AN 4OCTYyNa K NeKapCTBEHHbIM CPeACTBaM B pa3BMBaIOLLMXCS
CTpaHax u cogencreoBaTtb bonblUeN NPO3pavYHOCTU NATEHTHOW CUCTEMBI.

29. Yto KacaeTtcs noucka rno M3BECTHOMY YPOBHIO TEXHUKW, MPOBOANMOrO NaTeHTHLIMU
aKkcneptamu, To B PykoBOACTBE MO aKCnepTuse 3asBOK Ha n3obpeTeHns B obnactu
dapmaueBTUYECKMX NpenapaToB, onyonnkosaHHoM Bropo M'eHepanbHOro KoHTpornepa no
BONpocam naTeHToB, 06pa3L 0B 1 TOBApHbIX 3HAKOB MIHAWMW, MOUCK MO U3BECTHOMY YPOBHIO
TEXHUKM C ucnons3osaHnem MHH ynomuHaeTcs cneayowmm obpasom®:

«5.2 Touck n ngeHTuduKauma coemMHeHnn MoryT NnpoBoANTLCS NO pasnuyHbiM 6asam
AaHHbIX C NCMOMNb30BaHNEM HECKOMLKMX MeTOAO0B : a) MOMCK N0 MONEKyNspHoi hopMyne
N CTPYKTYpHOM dopmyrie; b) MOMCK N0 HAMMEHOBAHMIO C UCMOSIb30BaHNEM HOMEHKMaTYpbI

27 Exyma CpuBacTaBa, «AKTMBUCTbI NPeANUCLIBAOT KOMMaHUAM — NPOU3BOANTENSIM NEKAPCTB OCTaBUTb

dopmynel B nabopatopusx» (http://www.livemint.com/Politics/t1Aygh3QbdnYVCjO6MpYOK/Leave-formula-in-
lab-is-activists8217-prescription-for-dr.html).

INPASS (MHawniickas cuctema pacLuMpeHHOro noncka naTeHToB) MMeeTcs Mo afapecy:
http://ipindiaservices.gov.in/PublicSearch/.
Cyawmn Yayaxypwu, Yan Mak n K.M. Nonakymap, MatnneTka pexxuma nateHToBaHna npoayKkuun: peakums MHguw,
cTp. 120, MPOOH, 2010 .

PykoBoacTBO No pa3paboTke NONUTUKM AN BOCTOYHOadPMKaHCKOro coobLlecTBa, permoHanbHasi nonuTmka B
obnactn MIC no Bonpocam Mcnonb30BaHWsi CBA3aHHBIMU C OOLLIECTBEHHBLIM 34 paBOOXPaAHEHNEM MMOKUMU
Bo3MokHocTaAMM Cornatwenuns TPUMC BTO u cornacoBaHue HaLMoHanNbHOro 3akoHogatenscTea B obnactu
WC, ctp. 17,2013 r.

TunoBbIe NOMNOXEHUS B NPOEKTE 3aKOHa O MPOMBbILLIIEHHON cobcTBeHHOCTM 2009 r. (YraHga), npusBaHHbIe
obrnerynTb 4OCTYN K AeLUeBbIM NiekapcTeaM, cTp. 14, LieHTp no BonpocaM 3apaBoOXpaHeHWs, NpaB YerioBeka
n passutusa (Cehurd) u MPOOH, Yranga, 2012 .

Kapnoc Koppea, lHHOBauuu B hapmaLieBTMYECKOM cdepe, NolaroBoe NaTeHTOBaHUE 1 obasaternbHoe
nuueHsuposanue, ctp. 23, LlenTp KOra, 2011 r.

Guidelines for Examination of Patent Applications in the Field of Pharmaceuticals, October 2014,

paragraphs 5.2 to 5.4, umeetcsa no agpecy: http://www.ipindia.nic.in/guidelines-patents.htm.
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MIOIMAK; ¢) nonck no coegmMHEHMIo € NCNOSb30BaHMEM pernctpaumoHHoro Homepa CAS;
d) nomck no reHepuyeckomy HanmeHoBaHuo (MHH); n €) nomck ¢ ncnonb3oBaHNem
MexayHapoaHou nateHTHon knaccudukaumm (MIK).

5.3 Cnegyet OTMETUTb, YTO AOBOJSILHO YACTO MYHKTbI (POPMYSbl U306peTeHuns,
KacawLwpnecs papMaLeBTUYECKUX COeQUHEHNI, BKNIOYAOT NPON3BOAHbIE U3BECTHLIX
coeavHeHun, hapmaueBTnYeckas akTMBHOCTb KOTOPbIX Obina onpegeneHa paHee. Kpome
TOro, oTMeYaeTcs, YTo TakuM hapMaLeBTUYECKUM BELEeCTBaM YKe Obinin NPUCBOEHbI
reHepu4eckne HanmeHoBaHns (MexgyHapoaHble HenaTeHTOBaHHbIe HAMEHOBaHNS —
MHH). Korga B onncaHmm paccmatpvBaemMoro n3obpeTteHnst packpbiTbl Takne MHH,
9KCMEPT QOIMKEH TaKkKe NPOBECTM NOUCK MO M3BECTHOMY YPOBHIO TEXHUKM M HA OCHOBaHUK
atnux MHH.

5.4 B cnyvae, ecnvn 6ygeTt yCTaHOBIEHO, YTO B MYHKTE DOPMYITbl HA NPOAYKT 3asBUTENb
npuTA3aeT Ha BTOPUYHOE NCMNONb30BaHME/yKasaHue yXKe U3BECTHOIo

dapmaueBTUYECKOro coeanHeHnss/HoBon dOpMbl M3BECTHOrO BeLLeCcTBa U CoeanHEHUS,
9KCMEPT OOIMKEH UCNONb30BaTh Ty XKe MeTOAMKY M NONpoCcuTb 3assutensa coodbwmts MHH
Takoro papMaLeBTMYECKOro BellecTBa. Ecnn gake B OTBET Ha Takyto NpocbOy 3asBuUTenb
He coobwmTt MHH, akcnepT aomkeH nonbiTatbes BbiISCHUTL MHH camocTosTensHo m
Mcnonb3oBaTh €ro B cTpaTernm noncka. (TekcT cHocku 1 onyLieH.)

B npouecce OTKpbITbIX KOHCYNbTauMi KOMMEHTapWK, BbiCKa3aHHbIE 3aUHTEpPeCOBaHHbIMU
CTOpOHaMU No aTon YyactTu PykoBoacTea, pasgenunucek. HekoTtopsle cuntanu, 4yto MHH
npeactaenseT cobon BaXkHbI NapamMeTp NOMCKa No N3BECTHOMY YPOBHIO TEXHUKN, a Apyrne
ObINM He cornacHbl ¢ 3TUM. HekoTopble nonaranu, 4Yto TpeboBaHue o coobieHnn MHH
aKcnepTam ABMseTCs Ype3MepHO 0bpeMeHNTENbHBIM NS 3asBUTENEN, B TO BPEMS Kak Apyrne
NPUAEPXXMBANUCb TOr0 MHEHUS, 4YTo Gpems onpeaeneHma MHH gomkHo nexartb Ha 3asBUTENSX,
a He Ha aKcnepTax, M 4YTo B cnyyasx, korga BOS yxe npucsovna MHH, 3aasutenu He HecyT
HUKaKNX pacxogoB N HUKAKOro GpemeHn.

CPOKW OCYLLECTBNEHUA MHHOBALIM B COEPE ®APMALIEBTUKW, MPOLIEAQYP MHH
N NPOLUEAQYP NATEHTOBAHNA

30. PaccmaTpuBas ocyLecTBUMOCTb TpeboBaHusa o packpbiTum MHH B naTeHTHbIX 3asBKax u
naTteHTax, B NepBy0 ovepeab cneayeT n3yumTb Takonm BOMPOC, Kak CPOKM OCYLLLECTBIIEHMS
WHHOBaUW B cdhepe hapmaueBTUkn, npouenyp npegoctasneHna MHH v npoueayp
naTteHToBaHusA. HecmMoTps Ha TO, Y4TO ANSA pa3HbIX NEKAPCTB OHWM MOTyT ObiTb pa3HbIMK, B LLESTOM
C MOMEHTAa OTKPbITUSA NeKapcTBa U A0 NPOBEAEHMUS KIMHUYECKNX UCCNEeAOBaHUA NPOXOAUT OT
Tpex [0 LWeCTU NeT, U ANA CaMUX KITMHUYECKVX UCTIbITaHui TpebyeTcst WecTb-ceMb net.
O6bI4HO 3aaBuTENb Obpawaetca 3a MHH nocne Toro, kak npouecc pa3paboTku HOBOro
nekapcTBa NepexoauT Ha CTaauio KNMHUYECKMX UCMbITaHWA. B cpeaHem ¢ nogaymn 3asBku Ha
npegoctasnede MHH go nybnukaunm pekomengyemoro MHH npoxoant okono 15 mecsues. B
cnyyae naTeHTa BCe MHa4e: 3asiBKa Ha NaTeHT nogaeTtcd Ha camou paHHen ctagun HUOKP
cpasy nocne OTKPbITUA HOBOrO COEANHEHUS NN NPON3BOAHOIO BELECTBA, KOTOPbIE MOryT
NMeTb MeauLMHcKoe npuMeHenne®®. CornacHo AaHHbIM, NOMyYeHHbIM U3 OrPaHUYEHHOro YMcna
naTeHTHbIX BeaoMcTs*®, B 80% cnyyaeB Bce naTeHTbl Bbinn BblAaHbl B CPOK OT YeTbIpex 40
ceMu neT ¢ AaTbl Nogayun 3asBKKU, XOTS YUCIIO NET BapbUpyeTCHa B 3aBUCUMOCTU OT CTPaHbl U

34 «OTKpbITUE 1 pa3paboTka NekapCTBEHHbIX CPEACTB: NoHMMaHue npouecca HOKP»

(http://www.innovation.org/drug_discovery/objects/pdf/RD_Brochure.pdf).

Bsuay Toro, 4to MHHOBaUUK B (hapmaueBTnYeckon cepe NPONUCXOASAT NOCTENEHHO U NO3TaNHO, HepeaKo
CTUMYJIOM AN OTKPbITUSI HOBOTO COEAMHEHMS CNYXXWUT paboTa Ha npeaplayLlem aTane.

noGanbHble nokasaTenu AesTenbHOCTU B 06nacTu MHTennekTyansHo cobcTBeHHocTM 3a 2013 r., puc. A.9.2,
BOWC.
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KOHKpeTHoM 3asBkn®’. Takas pasHuLa B ONMCaHHLIX BbILLE CPOKaX CBMAETENLCTBYET O TOM, YTO
nepBoHavanbHas 3asiBka Ha NaTeHT Ha hbapmaLeBTUYECKOe CoeMHEHNE (KOTOpoe YacTo
onucbIBaeTCs € NOMOLLbIO chopMynbl MapkyLua), a Takke gpyrve naTeHTHble 3asiBKu nepuoaa,
npeaBapsitoLLEero CTagmnio KINMHUYECKMX UCMbITaHWI (Hanpyumep, Ha MeToAb!
YCOBEPLLEHCTBOBaHMS NpoLiecca UM Ha M3obpeTeHus, KOTopble NPU3BaHbl 3aMEHUTbL COBOW
pasnunyHble 3NeMeHTbl LeHTpanbHo hopMyrbl MapkyLua), yxe mornm 6biTb nogaHbl 40
nyGrukauum cooTBETCTBYOLWEro pekoMmeHayemoro MHH, a Bo MHoOrmx criydasix kK aTomy
BPEMEHW NnpoLeaypa naTeHTOBaHUs Obina 3aBepLueHa.

31. Kpome TOro, MHHOBaUUKN N NaTEHTHaa OeATENbHOCTb NPOAOIPKATCA U Ha Bonee No3gHNX
aTanax pa3paboTku nekapcTaa, BO BPEMS KIMHUYECKMX UCMbITAHWUIA U NOCIE UX OKOHYaHUS.
Hanpumep, nocne nybnukauumn cootseTcTBytowero pekomeHgyemoro MHH moryT 6biTb nogaHbl
3a8BKM Ha NaTeHT Ha YCOBEPLLUEHCTBOBaHME NPOU3BOACTBEHHOMO NpoLuecca N3BeCTHOro
hapmaLeBTMYECKOrO COeAMHEHNS, Ha BeLeCcTBO, 0O6pa3oBaHHOE APYron COMbIO UMW CIIOXHbBIM
3(pMpOM aKTMBHOWM YacTu N3BECTHOrO BELLECTBA, Ha COeAMHEHNE N3BECTHOIO akTUBHOMO
dhapmMaueBTUYECKOro MHIpeaueHTa 1 Apyroro BeLlecTsa nnbo Ha BTOPUYHOE UCMONb30BaHMe
N3BECTHOro (hapMaLeBTUYECKOro BeLLecTBa.

Puc. 2: Cpoku ocyliectesneHusa npouenyp MHH n npouenyp nateHToBaHus (Ha npumepe

aTasaHaBupa)
- _(3-6 years) _"\_ _(6-7 years) _.\%Si&a S |\ —— i\

\
| Drug Preclinical \ Clinical \Regulatory i e Ara V4
Eiscovery trials review ya

_____ o TV Ty T T T T Ty

INN Request Recommended INN
Application filed Patent granted atazanavir (2003)

04/04/1995 19/05/1398

Founder patent (US5753652)

20/01/1998 11}07£2000

Improved stability and bio- 07/09/2004 09/11/20]%
availability (US6087383) b

Improved synthesis
(US7829720)

20/06/2008 28/04/2010
[

Oral formulation
(EP2178511)

32. Ha puc. 2 B kavecTBe npumMmepa npmBegeHbl CPoKM ocyLlecTerneHns npoueayp MHH n
npouenyp NaTeHTOBaHUA, UCXOASA N3 AaHHbIX, NOSTyYEHHbIX NPU NOArOTOBKE OTYeTa O
naTeHTHOM naHgwadyTe, Kacarwemca atazaHasupa. CTpesniku, BbIMOMAHEHHbIE MYHKTUPOM,

87 Cpeﬂ,HVIVI CPOK, BbIpaXXeHHbI B MecsLax, Mexay nogaden 3asiBkvM Ha 3KCNepTuay — Uinn, Koraa 3To yMecCTHO,

nogayvn NaTeHTHON 3as8BKU — U BbIHECEHUEM OKOHYATENBHOIO peLleHnst B OTHOLLEHUN OTAEeNbHbIX BEAOMCTB B
2016 r. coctaBnsan 15 mecaues B AnoHun, 22 mecsua B Kutae, 22,6 mecsiua B CoeguHeHHbIX LLTtaTax
Amepuku, 23,3 mecsua B ElNB, 84 mecsaua B ViHamm n 95,4 mecsaua B bpasunuu. Cm. WIPO Intellectual
Property Indicators 2017, page 18.
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oTobpaxaroT pasnuyHble cTagumn npouecca pa3paboTkm nekapctea 1 NpUBOAATCA
NCKITIOUUTENBHO ANsi HarnsigHocTu. MNepBoHavanbHaga 3asiBka Ha NaTeHT, B KOTOPOW Bblno
pacKpbITO BELLECTBO, COOTBETCTBYIOLLEE aTazaHaBmpy, Obina nogaHa B 1995 rogy, a naTeHT
Obin BbligaH B CoeanHerHbix LTatax Amepukn 19 maa 1998 roga, oo nybnukaumm B 2003 rogy
pekomengyemoro MHH (atasanasupa). Co BpeMeHu nogaymn nepBoHavanbHON 3asBky Obin
noAaaH pag apyrux 3asiBOK, KOTOPbIe Kacanucb, Hanpumep, NOBbILLEHUA CTabWUnbHOCTU K
61oOoCTYNHOCTKN, COMETAaEMOCTM C APYrMMU MHIMBUTOpamu npoTteassl BUY,
yCOBEPLLUEHCTBOBAHHOIO CMHTE3a M NepopanbHOro NPUMEHEHMS, U KOTopble Oblfin OCHOBaHbLI Ha
WHHOBaUMSX, B pe3yrnbTaTe KOTopbIX Oblf1 CO30aH atazaHaBup M Apyrve BewecTBa. Ykasatb
cootBeTcTBytowee MHH B 3asBkax Ha naTeHTbl, NO4aHHbIE A0 NyOnMKauumnm COOTBETCTBYHOLLErO
MHH, 6bino HeBo3moxHO. OgHako B 3asiBKax, KOToOpble Obinu nogaHbl nocne nyénukauum
cootBeTtcTBytowero MHH, ecnn MHH n3BecTHO 3asBuUTENAM, B MOMEHT Nofayum 3adBKM yKasaTb
cootBeTcTBYoWwee MHH moxHo.

33. Ha puc. 3 HWxKe nokasaHo, Kak npoTekana AesaTenbHOCTb No NaTEeHTOBAHWMIO B OTHOLLEHUN
aTasaHaBupa U puTOHaBMpa Ha NPOTSHKEHUM OnpeaeneHHOro BpeMeHHOro NnpoMexyTka, ¢
yKa3aHMeM Ymcna naTeHTHbIX CEMENCTB, UMEIOLLNX OTHOLLEHME K 3TUM BeLLecTBaM, B pa3bumBke
no Hanbonee paHHUM roam, B KOTOPbIX UCTIpaLLMBancs npuoputeT 2. Pekomenayemoe MHH
aTasaHaBup 6bino onybnmkoBaHo B 2003 rogy, putoHaesup — B 1996 rogy. 3Tu npumepbl He
MOTYT CIY>XUTb HEOMPOBEPXKMMbIM JOKa3aTENbCTBOM, O4HAKO U3 HUX BUAHO, YTO YACIO
NaTeHTHbIX CEMENCTB, 3asiBKN Ha KOTOPble ObINN NoAaHbl B KAXA0M rogy npuopuTteTa,
[OCTUrano Makcumyma nocre ny6nukauum cootesetctaytolero MHH.

Puc. 3: MNaTteHTHasa oesaTenbHOCTb B OTHOLLEHUN artadaHaBupa n putoHasumpa

aTasaHaBup pUTOHaBUP
Invention Families Families over Earliest Priority Year
100
250
90 N\
INN
1 o 80 +
200 ?[t)e[))z?‘anawr m 70 -— [INNRitonavir 1996 -
60
150 b
5 / \ < 50 IA /
§ 100 / ® 40 I V
c
= / 30 ]
10
O T T 1 O AI T !
1995 2000 2005 2010 1980 1990 2000 2010
Earliest Priority Year Earliest Priority Year

McToununk: otuet BONC o naTteHTHOM naHawadpte no atasaHasupy, ot4eT BOMC o nateHTHOM naHgwadTe no
pUTOHaBUpPY

34. PasHuua B cpokax ocyllectsneHus npouenyp MHH v npoueanyp nateHToBaHUA Takke
CBUAETENbCTBYET O TOM, YTO B Criyyasx, Korga 3asBka Ha naTeHT Obina nogaHa go nyénukauum
cootBeTcTBYtowero MHH, gaxe ecnn B nateHTHoM 3asaBke/nateHTe MHH 6bino packpbiTo
nocne ero nyénukauuun, NOUCK 3asBku/naTeHTa ¢ ncnonob3osaHnem MHH B kayecTBe Kro4eBOro
CnoBa He BCeraa 3aBepluaeTcs yCrneLwwHo, ecnu Takon Nnouck nposoanTces Ao nyénukauyun MHH.

3 Ot4yeT BOMC o0 nateHTHOM naHgwadTe no atazaHaBupy u otyeT BOUC o nateHTHOM naHgwadTe no

pUTOHaBUPY.
B oTyeTe 0 naTeHTHOM naHaLadTe No atasaHaBUPy OrOBOPEHO, YTO AaHHble nocne 2008 r. ABnsoTCs
HEMOIHBIMM U3-33 3afepPXK1 NyBnuKaumu.
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Hanpumep, ecnu akcnepTmsa 3asBKu MO CyLLECTBY NPOUCXOAUT A0 nybnukauum
cootBeTcTBytowero MHH, akcnept He MOXeT NpoBECTU NMOWCK NO NEPBUYHBLIM NATEHTHBIM
AOKyMeHTaM ¢ ucnonb3oBaHnem MHH B kayecTBe KnoyeBoro cnosa (Mnu NonNyyYnTb
MHopmaumio o cooTeeTcTByoWweM MHH y 3assutens), gaxe ecnm B 3TUX NEPBUYHBIX
NMaTeHTHbIX JOKYMEHTax packpbITO COOTBETCTBYOLWEee (papMaLeBTU4ecKkoe BELWECTBO, U C UX
MOMOLLLbIO 3KCNEPT MOXET NPOBECTM OLEHKY HOBU3HbI U 306peTaTenbcKkoro yposHsi. C
aHanorMYyHbIMN TPYOHOCTAMM CTaNKMBAKOTCA yYeHble-UccnegoBaTenm u nobble TpeTbn nuua,
KOTOpble NPOBOAST NOUCK MO NPeALLECTBYIOLLEMY YPOBHIO TEXHUKN B OTHOLLEHUN
dapmaueBTUYECKOro Belllectsa Ao npucsoeHus emy MHH. OgHako ecnuv Lenb akcnepTa —
0BGHapy>XMTb NaTEHTHbIE AOKYMEHTbI, B KOTOPbIX coaepXaTcst cBefeHUs 06 akTUBHbIX
hapmaueBTUYECKMX BELLECTBAX, KOTOPbIE YXXe BbIMyLeHbl Ha PbIHOK, TO TakoW MOUCK, Kak
npaswuno, ocyliecTendercsa nocrne nyénukauun MHH. B aTom crnyvyae npoMexyTok BpeMEHM
mexay nyénukaumen nateHTHbIX JOKYMEHTOB U cooTBeTcTByowero MHH He ckaxeTtcs Ha
BO3MOXHOCTSAX NOMCKa COOTBETCTBYIOLLMX AOKYMEHTOB.

XAPAKTEP N OBbEM TPEBOBAHNA O PACKPbITU MHH B NMATEHTHbBIX SAABKAX
NN NATEHTAX

35. JToboe 3akoHogaTenbHoe TpeboBaHMEe NMEET B CBOEWN OCHOBE ONPEAENEHHYIO Lienb,
KaXkObl 9nieMeHT Takoro TpeboBaHust 4OMmKeH ObiTb paspaboTaH Takum obpasom, 4Tobbl B
uenom obecrneunBaTb JOCTVXKEHNE 3TOW LIENN C Y4ETOM PasNNYHbIX MHTEPECOB
3aMHTepecoBaHHbIX CTOPOH. Ha xapakTtep n 06bem BbINONHEHUSI TPEOOBAHUSA O PacKPbITUN
MHH B naTeHTHbIX 3asBKax W/MNn nateHTax MOXeT Oka3aTb BUSHUE LenbIn psa aneMeHToB. B
HacTosILLEeM pa3aene paccmaTpuUBaloTCS BOMPOCHI, BO3HMKAKOLME B CBA3N C TpeOOBaAHUEM K
3aaBuTenNto U/unu Bnagenbuy nateHTa o packpbltuin MHH B naTeHTHbIX 3adBkax n/mnu
naTeHTax, B KOHTEKCTE Pa3fMYHbIX 3SIEMEHTOB, KOTOPbIE MOTMYT NOBNUATL HA XapakTep 1 0b6bem
BbIMOMHEHNSI TPEOOBaHUSA O PaACKPbITUN. DTU ANTIEMEHTbI KPATKO OXapakTepun3oBaHbl B

Tabnuue 2. Pa3paboTka KaKgoro afieMeHTa MOXeT NOBNUATb Ha M3AEPXKKM U BbIroAbl B pamKax
OTAENBHOW CTPYKTYPHbI.
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Tabnuua 2: Xapaktep n obbem TpeboBaHuns o packpbitum MHH B naTeHTHbIX 3asiBkax u/mnm

naTeHTax
OnemeHTbl, KOTopble MOryT Bonpochkl nnu acnektbl, TpebytoLLme paccMOTPEHNS
NOBMMATbL HA XapakTep u
obbem TpeboBaHus
Buaobl 3asB0OK - 3agBKW, NogaHHble nocne npuceoeHns MHH

- 3asBKW, NofaHHble nocne npucsoeHna MHH, npu ycnosuu, 4To 3asBuTens
3HaeT MHH

- 3asBKW, NOAaHHble 0 W nocrne npuceoeHns MHH

- 3agaBneHo hapmMaLeBTUYECKOE BELLECTBO, KOTOpoMy NpucBameaeTca MHH
CBA3b 3asBNEeHHOro Pap pomy fip

n3obpeterus ¢ MHH - (hapmaueBTUYECKOE BELLECTBO, KOTOPOMY npucBamBaeTca MHH, He
3asBIIEHO, HO PacKpPbITO B OMMCaHWK (HanpuMep, B Ka4ecTBe
npeaLWwecTBYHOLLErO YPOBHS TEXHUKM)

- bapmaueBTUYECKOE BELLECTBO, KOTOpOMY npuceameaetcs MHH, onucaHo
B ONMCaHNN B KA4eCTBE OAHOM M3 MHOIrMX obnacTten BO3MOXHOMO
NpYMeEHEHNs 3aABIEHHOIO N306peTeHns

- VHOro poja TecHas unu oTaaneHHasi CBsi3b BELLEeCTBa, KOTOPOMY
npuceanBaetcs MHH, n 3asBneHHoro n3obpeteHns

YacTb 3asBKM, B KOTOPOM - HasBaHue
MoxeT ObITb packpbiTo MHH
- pedepart
- NYHKTbI hopmynbl
- onucaHue

- apyroe (Hanpumep, rpaca 6naHka 3asiBKM UNU OTAENbHBIN JIUCT)

CTaTyC 3adABKN B crniyyae - BCe 3adBKU U NATEHTbI

nogaym o nyénukaumm MHH
- TONbKO HEPACCMOTPEHHbIE 3a8BKMN M NaTeHTbl (KpOMe 3asiIBOK, He

OCTaBLUNXCA HEPACCMOTPEHHbIMU, U NATEHTOB, YTPaTUBLUNX ﬂeﬁCTBMe)

MMyHKTBI hopMynbI - MYHKTbl POPMYIbl HA NPOAYKT

n3obpeTeHus
- MyHKTbl DOPMYynbl Ha BTOPUYHOE MNKU MocreaytoLllee WUCNonb3oBaHWe B

MeaNUNHCKUX Lensax

- NyHKTbI hopMynbl Ha npouecc

Xapaktep TpeboBaHus 0 - obsA3aTenLHOe packpbITue

pacKpbITUM
- 0oGpOoBONbHOE packpbIThe

Bpems nogayv 3asaBokK

36. YTOOGLI NOUCK 3aABOK, NOAAHHLIX Nocne nybnukaumm cooteseTcTBytowero MHH, ¢
ncnons3osaHveM MHH B kayecTBe KIO4EBOro CrioBa cran ycnelHbIM, nocne nyénukaumm
MHH Heobxoanmo «yBsizaTb» MHdopmaunto 0 MHH ¢ cooTBeTCTBYHOLWMMY NATEHTHLIMM
3aaBkamun. Ecnun 661 3TO MOXHO BbINIO OCYLLECTBUTL TEXHUYECKN, TO NATEHTHLIN NOUCK C
ncnonb3oBaHnem MHH B kayecTBe knto4eBoro croa ctan 6bl elle 6onee nonHbiM. OgHako
ANs 3TOro 3asBuTEnNu SOMKHbI 6yayT nocne nybnukauun MHH nepecmoTtpeTb BCce cBOM paHee
noAaHHble NaTeHTHbIe 3asiBKU. MHbIMK cnoBamu, OT 3aaBuTenen notpebyeTca ocywecTBNATb
KOHTpOnb Hag npoueccom MHH, BbISsBNATE COOTBETCTBYIOLLME NATEHTHbIE 3asBKM U coobLuaTh
O HUX B COOTBETCTBYIOLLIEE NATEHTHOE BE4OMCTBO.

37. B aToun cBSA3M BO3HMKAET BOMPOC O TOM, KaKMM OCYLLECTBNATL COOp Takowm nHdopmawmm o
MHH n yBs3blBaTh €e ¢ paHee NogaHHbIMY NaTEHTHbIMU 3asBKaMU UKW Bbl4aHHBIMW NaTEHTaMW.
OpHa 13 BO3MOXHOCTEN 3aKnoyaeTcs B TOM, YTOObI 3asBUTENb NpeacTasmni nHgopmauuio oo
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MHH nocpenctBoM BHECEHUSA U3MEHEHMUI B CBOO 3asiBKY. Bonpoc 0 TOM, HACKONbKO Takne
N3MEHeHMs COOTBETCTBYIOT TpeboBaHNAM NPUMEHUMOrO HaLMOHAabHOro/pernoHanbHoro
3aKoHoAaTenbLCTBA B OTHOLWEHWUN obbema 1 cpokoB“’, JomkeH paccMaTpyBaTLCS C y4eTOM TOro,
YTO BKIOYEHME B 3aaBKy cooTBeTcTBYowero MHH He 3aTpoHeT cyLiecTBa NogaHHOW 3asiBKU.
Ewle ogmH Bo3MOXHbI cnocob yBaskn nHdpopmaumm o MHH ¢ paHee nogaHHbIMK 3asiBKamu

VN BblAHHBIMW NaTEHTaMN COCTOUT B TOM, YTOObI 3asiBUTENb NPEACTaBUI Takyto
nHcopmaumio B hopme 3asaBneHusi, B KOTopoM ByaeT ykasaHo cooTBeTcTBytoee MHH paHee
pacKkpbITOro BewecTa. [laTeHTHoe BE4OMCTBO MOI0 Obl 3aHeCTn 3Ty uHdopmaumo o MHH B
6a3y faHHbIX C MOMOLLbIO KnaccumkaumoHHOro Homepa NaTeHTHOM 3asaBku/naTeHTa.

38. OTu npouecchl, oaHaKo, NOTpebytoT, YTOObI MATEHTHbIE BeAOMCTBA OCYLLECTBAMN HOBYHO
npoueaypy Ha 6onee no3gHeM aTtane B NpoLecce NaTeHTHOro aenonpouseoactea. Kpome Toro,
Ha npeablaywmx ceccusix MKMM coobLianock 0 TOM, YTO HEKOTOPbIE HALMOHAbHbIE 3aKOHbI,
BO3MOXHO, HE NpeaycMaTpuBatoT MEXaHU3M 3arycka NOBTOPHOIO AeNonpoM3BOACTBa MO yxe
BblAaHHbIM NaTeHTaM, KOTOPbIN MOXET ObITb pecypco3aTpaTHbIM U TPYAHO OCYLLECTBUMBIM, U
YTO MO MEHbLUEN Mepe B OAHOW HPUCANKLMN O4eHb TPYAHO U3MEHWUTbL NATEHTLI Nocne
3aBepLUeHVst aAMUHUCTPATUBHOM npoueaypbi*.

39. Ecnu 3asBku 6binv nogaHbl nocne nyénukauun cootseTcTBytowero MHH, ecnun
3aasutento nssectHo MHH, cooteeTcTBYHOLEE (hapMaLLEBTUYECKOMY BELLECTBY, KOTOPOE
PacKpbITO B €ro 3asiBKe Ha NaTeHT, Takon 3asBUTENb NO MEHbLUEN Mepe B COCTOSHUN yKa3aTb
aTo MHH B cBO€EN naTeHTHOM 3asaBKe. U oencTBuTeneHo, B xoae npeablaywmx ceccun MK
HekoTopble aenerauun 3assnanu, 4to obcyxaexme B MK moxHO ceBectn K packpbituio MHH
B NaTEeHTHbIX 3asiBKax, ecnu cooTeeTcTaylolwee MHH nssecTHo 3asButenio®. C ogHom
CTOPOHBbI, 3TO MOXET NOMOYb n3bexaTb BO3MNOXEHMS Ha 3asBUTENEN U NaTEeHTHbIE BeJOMCTBa
OpeMeHn oTCrexXmnBaHus yxxe nogaHHbIX (MNK yxxe NpeaoCTaBEeHHbIX) MATEHTHbIX 3asiBOK,
cogepxallmx ykasaHme Ha COOTBETCTBYIOLLEee (hapmaLeBTUYECKOE BELLECTBO, U
nepepacnpegenenuns um nigpopmaumm o MHH. C gpyron CTOpoHbI, COOTBETCTBYHOLLNE
npeablgyLime nateHTHble AOKYMEHTbI, MOAaHHble Ao nybnukaumm cooteeTcTaytowero MHH, He
OyayT BbIbUpaTLCA NOCPECTBOM Nomcka ¢ ucnonb3oBaHnem MHH B kayecTBe Kno4eBoro
CnoBa, n pe3ynbTaTbl MOUCKa, COOTBETCTBEHHO, He ByayT nonHbiMKu. [Mo3TOMy Ans Tex, KTo
nweT MHpopmaumio 0 NOAIHOM NaTeHTHOM NnaHAwadTe B OTHOLEHUN COOTBETCTBYIOLLEIO
dapmMaueBTUYECKOro BELLLECTBA UM OCYLLECTBIISIET NOUCK HA NATEHTHYIO YNCTOTY, pesynbtaT
nomcka c ncrnono3osaHmem MHH B kayecTBe KIOYEBOro CrioBa MOXeT OKa3aTbCs BBOAALLNM B
3abnyxgeHve n HenonHbIM. Kak 6ygeT nokasaHo B crneayowemM pasgene, noTeHumanbHoe
COOTHOLLIEHME BbIFO U 3aTpaT MOXET MO-pasHOMY BOCMPUHMMATLCA NOTEHLMANbHBIMA
nonb3oBaTensiMn B 3aBMCUMOCTM OT Lienen NpoBOANMOro MMM NAaTEHTHOIoO NOUCKa.

CB4a3sb 3agBneHHoro nsobperenma ¢ MHH

40. dapmaueBTU4eckoe BelecTBo, cooTBeTcTByowee MHH, moxeT 6bITb packpbITO B
NaTeHTHOW 3asiBKe NN NaTeHTe pasnmyHbiMy cnocobammn. B HEKOTOpbIX cryvasax o6bem
dopMyIbl M300peTEHNSA OXBaTbIBAET BELLECTBO (MPOAYKT) NMBO NpoLecc N3roToBAeHNs nnm
NpUMEHEeHns aTOoro BewlecTa. B gpyrux cnyyasax nyHKTbl pOpmMyribl pacnpoCTpaHATCSA Ha
coyeTaHue 3TOro BeLwecTsa C Apyrum BeLLECTBOM NMbOo Apyryto (oopMy 3TOro BellecTBa.
MHorga dapmaueBTUYECKOe BELLECTBO MOXET BObITh PacKpbITO B ONMCaTENbHON YacTu 3as8BKU

40 Kak npaBuno, B HaLMoHanbHOM/permoHanbHOM NaTeEHTHOM 3aKOHO4ATENbLCTBE npenycMoTpeHo, 4To

N3MeEHEHUS B 3asiBKy/MaTEHT HE MOryT AenaTbCsl TakuM 06pa3oMm, YToObl 0OBEKT NaTeHTa BbIXOAWI 32 PaMKU
COAEPXXaHWs y)Xe NoJaHHON 3asiBkM. Kpome Toro, B HEM MPeayCMOTPEHO, YTO U3MEHEHMS, BHOCMMbIE B NATEHT,
He MOryT npeBbIaTb 0O0bEM NaTEHTHOW OXpaHbl M300peTeHns. B 3akoHoaaTeNbLCTBE Takke MOryT
npeaycmaTpmBaTbCs OrpaHUYEHHbIE CPOKM A5l BHECEHUSA U3MEHEHUN.

a OokymeHT SCP/21/12, nyHkTbl 135 1 138, 1 gokymeHT SCP/25/6, nyHkT 170.

42 OokymeHT SCP/21/12, nyHkT 137, aokymeHT SCP/23/6, nyHkTbl 17 1 113, n gokymeHT SCP/25/6, nyHKTbI 15,
117 n 173,
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KaK npeaLlecTByOWNA YPOBEHb TEXHUKM 3asiBNIEHHOIO N306peTeHns, KoTopoe COCTOUT U3
apyroro dhapmaLeBTMYEeCKOro BellecTsa. A B psafe criydaes papMaLeBTMYECKOE BELLLECTBO
nonyyaeT packpbiTye B onmMcaTenbHOM YacTn, MOCKOMbKY Takoe BeLLeCcTBO ABMASEeTCA OOHUM U3
MHOTMMX NeKapCTB, K KOTOPbIM MOXeT OblTb NPUMEHEHO 3asBIeHHOE YCTPONCTBO ANSA MONyYeHns
nekapcTBEHHbIX CPEACTB.

41. TlockonbKy CBA3b MexXay 3asBrieHHbIM n3obpeTteHnem n BewectsoMm ¢ MHH moxeT
NpoSABAATLCS NO-pasHOMY, BEPOSATHO, HEO6X0ANMMO LOMONHUTL NOUCK C ucnonb3osaHmem MHH
B Ka4ecTBe KI1t04EeBOro crioBa npoBeaeHneM nomcka Ha OCHOBE KOHKPETHbLIX 3anpocoB C
MCNONb30BaHWEM APYrMX NapaMeTpoB, YTobObl pedynbTaT ToYHee COOTBETCTBOBAN Lenn
naTeHTHoro novcka. Ecnv B oTHoweHnn 3asiButenen Oyget eBeaeHo TpebosaHme 06
obsizatenbHoM packpbiTun MHH B naTeHTHLIX 3asBKax, Heobxoanmo OygeT B NOSIHON Mepe
NOSICHUTb, B KakoM 06beme TpebyeTcst packpblTb cooTBeTcTBYHOWEee MHH, 4To6bI BHECTH
SICHOCTb M OMpeAeneHHOCTb — Kak Ans 3asBUTENENn, Tak U Ansl 3KCNepPTOoB, OCYLLECTBISOLMX
NaTeHTHbIN NMOUCK.

YacTb 3a8BKU, B KOTOPOU MOXET ObITb packpbito MHH

42. TlpuMeHUTENbHO K NAaTEHTHbIM 3asiBKaMm, KoTopble 6biny nogaHbl nocne nyénukauum MHH,
BOMPOC MOXET COCTOATb B TOM, B KaKOM YacTu 3asBKM LOIMKHO ObITb packpbiTo 3To MHH.
CornacHo 13noXeHHbIM BblLLe NpeasiokeHnam (cMm. nyHkT 28), MHH cneayeT ykasbiBaThb B
HasBaHuW n/vnu pedepare 3aaBkn. ABTOPbI HE NPUBENM YETKUX apryMeHTOB B NOSb3Y Takoro
npennoXeHnsi, OAHAKO OHU, BEPOATHEE BCEr0, UCXOAUNN U3 TOro, YTO B 0dpULMaribHOM
GronneTeHe 6oNbLINMHCTBA CTPaH Ny6NMKyeTCca No MeHbLUEN Mepe Ha3BaHne M3obpeTeHns
n/vnn pedgepar, a B HEKOTOPbIX CTpaHax AO0CTYN K MHpopMaLmm, Coaepallenca B NyHKTax
dopMyIbl M306PETEHUS, U ONUCATENBHOW YacTu 3a8BKM Ha NATEHT BO3MOXEH TOSMbKO
nocpeacTBOM Ny0AMYHOro O3HaAKOMIIEHMSI B NaTEHTHOM BegoMcTBe. C O4HOM CTOPOHBI, B TEX
cny4asx, korga nateHTHast MHpopmaums nyénmkyeTcsa NUwb B nedaTtHoM nagaHun, byget nerye
OTbICKaTb Heobxoanmble ceegeHna o MHH, ecnv oHn 3HayaTcsa B Ha3BaHMM n3obpeTeHnsa nnm
pedepate. C apyron CTOPOHLI, ecnu ByaeT NpuMeHATbCA TpeboBaHme O pacKpbITUK
nHopmaumm o MHH gaxe B OTCyTCTBUM NPUTA3aHUSA HA COOTBETCTBYIOLLIEE
hapmaueBTMYECKOE BeLLecTBO, ykazaHme MHH B HasBaHuu n3obpeteHnsa unu pedepaTte
MOXET OKa3aTbCs HEYMECTHbIM.

43. He TONbKO B Pa3BUTbIX, HO 1 B Pa3BMBAIOLLMXCHA CTPaHax CTPEMUTENbHBIMU TeMNamm
BegeTcs paboTa no npeobpasoBaHmMio NaTEHTHLIX AOKYMEHTOB B Lindposon opmart. Kak
TONbKO CTaAHET BO3MOXHbIM MOWUCK MO NaTeHTHbIM AOKyMeHTaM B undposom dopmate, MHH —
Npv YCNOBWMW, YTO OH PaCKpbIT B MATEHTHOM 3asiBKe — MOXET ObiTb OOHapYXeH NnyTem nomcka c
NCNonb30BaHWEM KITHOYEBOrO Cri0Ba BHE 3aBMCUMOCTM O TOrO, B KAKOM YacTu 3asiBKM packpbITa
aTa uHepopmaums. CrnegosaTtenbHO, CO BPEMEHEM BOMPOC O TOM, B KAKOM YacTu 3asBKN OOIDKHO
ObITb packpbiTo MHH, MOXeT okasaTbCsl HEBaXKHbIM.

44. Ewe oanH cnocob coobwmntb nHgopmaunto o MHH — ykaszate MHH B rpadbe 6naHka
3a8BKW UNKU Ha OTAeNbHOM nucTe. lNMaTteHTHoe BeJOMCTBO MOXET 3aHeCTu 3Ty MHAopMaLuio B
cBO 6a3y OaHHbIX.

Cratyc 3agBoK

45. B cnyyasix, korga 3asiBKv Ha nateHTbl nogatotcs Ao nybnukauum MHH, moxHo
nonbITaTbCsa «yBA3aTb» BCE COOTBETCTBYHOLME NAaTEHTHbIE 3asiBKM U nateHTbl ¢ MHH nocne ero
nyGnnkaumm, XoTs HEKOTOPbIE U3 HUX K TOMY BPEMEHMW YK€ MOTYT YTPaTUTb aKTyalribHOCTb.
Hanpumep, oo npucsoenns MHH paHee nogaHHble 3asBKM MOTYT ObITb OTO3BaHbI, MO0 UM
MOXEeT ObITb OTKa3aHO B pacCMOTPEHMU. [103TOMy BTOpasi BO3MOXHOCTL 3aKN4aeTcs B TOM,
4YTOGLI 06EecneunTb CBA3b C KtoyeBbiM crioBoMm MHH Tonbko gnst Tex criydaes, Korga 3asBku
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OXWAAKT PAaCCMOTPEHUS], @ NATEHTbI ABMSATCA AeNCTBUTENBHBIMU. OTO MOXET COKpaTUTb
o6bem paboTbl 4nA 3asBUTENS NO NEPECMOTPY 3asIBOK, NoAaHHbIX 4o ny6nukaumm MHH, a
Takke obnerynT 3agavy ons Tex aKCNepToB, KOTOPbIE 3aNHTEPECOBaHbI NMULLb B
HepaCcCMOTPEHHbIX 3asiBKax U AeNCTBUTENbHbIX NaTeHTax. OgHako akcnepTbl, KOTopble
CTPEMATCS K MaKCMMasbHO NOMHOMY pe3yribTaTy Noucka No U3BECTHOMY YPOBHIO TEXHUKM,
TaKMe Kak NaTeHTHbIE 3KCMEepTbl, BO3MOXHO, HE COYTYT TakoM Noaxod AOCTaTOYHbIM.

[yHKTbI dOpMYIibl M300peTeEHUs

46. dapmaueBTUYECKOE BeLecTBO ¢ cooTBeTcTBYOWMM MHH MoXeT BxoanTb B 06beM
dopMyIbl M300pETEHUS KaK MYHKT DOPMYIibl HA NPOAYKT, OHO MOXET ObITb CBA3AHO C MYHKTOM
dopMyIbl HA NPOAYKT, OHO MOXET SIBASATLCS U3BECTHbIM (hapMaLEBTUYECKUM BELLECTBOM, B
OTHOLLUEHUN KOTOPOro AencTByeT NYHKT hOpMyIbl HA BTOPUYHOE UMK nocnegytouee
NCNorb3oBaHne B MeULMHCKMX LEensX, Mo OHO MOXET ObiTb CBA3AHO C MYHKTOM OOpPMYyIibl
Ha npouecc. MNMyHKT dopMyIbl HA NPOLECC MOXET OTHOCUTBLCS! K HECKOJSTbKNM
dapmaueBTUYECKMM BeLLlecTBaMm ¢ Heckonbkumn MHH, kak, Hanpumep, B npouecce
Npomn3BOACTBa OOHOrO Knacca SiekapCTBEHHbIX CPeACTB (HanpumMep, MOHOKMOHAsbHbIX aHTUTen).
He Bcerga oyeBunaHo, kakoe MHH nmeet oTHoweHMe K NyHKTY bopMysibl Ha Npouecc, U ecnv B
3a8BKy BKMOYUTb BCE NOTeHUManbHo 3HavyMmble MHH, 3T0 MOXET CHU3UTb TOYHOCTbL MoMcKa no
MHH »n noctaBuTb Nog COMHEHNE BO3MOXHOCTb M3BNEYEHNS HEOOXOANMbIX AOKYMEHTOB.

Xapakrep TpeboBaH1s O PacKpbITUK

47. Ecnu npegnonaraeTcs, YTo packpbiTue cootseTcteytowero MHH B nateHTHON 3asaBke
UIN NaTeHTE OCYLLECTBNAET 3asaBUTENb, TO Takoe TpeboBaHMeE MO CBOEMY XapakTepy MOXET
ObITb NMN60 0b6a3aTenbHbIM, NMOO AO0OPOBONLHLIM. ECnn 3asBUTENb AOIMKEH PaCKpbITh
cooTtBeTcTBYOWee MHH, ana obecneyeHnsa npaBoBon onpeaeneHHOCTN HeEOB6X0AMMO YeTKoe
onpeaenexHune, B KAKOM 00 beME OOITKHO BbINONHATLCHA 3TO TpeboBaHue. YToObI packpbiTue
MMEIO 3aKOHHYIO CUITy, BO3MOXHO, NOTPebyeTca BHECTN N3MEHEHUS B HALMOHANbHbIE 3aKOHbI.
AnbTepHaTUBOM 3TOMY MOXET CTaTb JOOPOBOMBbHOE pacKpbITUE B MATEHTHbIX 3asiBKax
MHopmaLumu o cooTBeTcTBYOWEM MHH, K koTOpoMy NaTeHTHbIE Be4OMCTBa MOryT Mpu3biBaTb
3agBUTENEN HA MECTax.

48. B xoge npegbiaywimx ceccun MK HekoToOpble Ageneraunm oTMeyanu, 4to BO BpeMs
nogaydn 3asiBKu 3asBUTENN MOryT A40O6pOBONbHO yKkasbiBaTb MHH, ecnn oHO UM M3BECTHO, U YTO
Ha NpakTMKe OHM OObLIYHO AEeNnatoT 3TO B TAKMUX cnyqaﬂx43.

NOTEHUWANBHBIE BbIrOAbl N U3OEPXKN

49. Tlockonbky TpeboBaHMsa 0 packpblTum MHH B naTeHTHbIX 3asiBKax Unun nateHTax He
NpeayCcMOTPEHbI HU B KAKOM HauMOHanbHOM/permoHanbHOM 3aKkoHO4aTenbLCTBe, Nnobble
ANCKYCCUM Ha TEMY NOTEeHUManbHbIX BbIrO4 N N3OEepKeK B CBA3M C BbIMOMHEHWEM TaKoro
TpeboBaHus 6yayT cyrybo teopetndeckumn. Kpome Ttoro, npu gansHerwen pabote Hag
BBOAOM TpeboBaHMA BCTaHET BONPOC O TOM, B YeM ByAyT 3aKnNio4aTbCsA BbIroAbl U U3OEPXKKU U
KTO M3BMEYET NOMb3y M3 BbIF0, a KTO MOHECET nsaepxkn. M Bce e B 4aHHOM pa3gene Mbl
nonbiTaemcs B caMbix 0BLLMX YepTax onpenennTtb, B YeM ByayT 3akntovaTbCs NOTEHUMANbHbIE
BbIrO4bl M U3LEPXKKN ANA 3aMHTEPECOBaHHbIX CTOPOH B Cryyae BBoga TpeboBaHUSA O packpbITUM
MHH B naTeHTHbIX 3asBkax. HanTu kakne-nnbo gaktnyeckme cBeAeHNsS O TOM, B KAKOM
obveme MHH (npwu ycnoBumn, 4TO OHU GbINM M3BECTHbI 3as8BUTENSIM) paHee pacKpbiBanuch B
NaTeHTHbIX 3asiBKax Ha JOBPOBOMbHON OCHOBE, U KaK Takoe pacKpblTUE CKa3blBaeTCs Ha
BO3MOXXHOCTM Nony4eHns nHpopmaumm. B oTCyTCTBME KOHKPETHBIX AaHHbIX B pamMKax

43 OokymeHTbl SCP/21/12, nyHkT 138, SCP/23/6, nyHkT 115, u SCP/25/6, nyHkT 177.
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HacTodLero nccnenoBaHna HeBO3MOXHO AaTb KOJTIMYEeCTBEHHYO OLEHKY NnoTeHUUarbHbIX
BbIro4 N n3gepikek, No03ToOMy UX onncaHmne cnenyet TpakrtoBaTb KakK TeopeTn4eckoe 1
OPUEHTUPOBOYHOE.

50. [loBblweHne adHEeKTUBHOCTU NOMCKa NAaTEHTHbLIX JOKYMEHTOB, KacaroLmMxcs
dapmaLeBTUYECKMX BELLLECTB, C NOMOLLIbIO Ucnonb3oBaHna MHH B kadecTBe kno4eBOro crioea
CNocoBHO NPUHECTM BbIFOAY AN BCEX 3aMHTepPeCcoBaHHbIX CTOPOH. Ecnun packpbitne MHH B
NnaTeHTHbIX 3asiBKax MOMOXET 3KcnepTamM B NPOBEAEHUN TLATENbHOrO NOMCKa Mo U3BECTHOMY
YPOBHIO TEXHWUKM, YTO NOSTIOXUTENBHO CKaXXeTCA Ha AeNCTBUTESNbHOCTU BblAAHHOMO NaTeHTa, To
B Lleriom 370 ByaeT COOTBETCTBOBATbL MHTEpecam 3aaBuTenen. B cnyyae yBsasku nHgopmaumnm
0 MHH ¢ cooTBeTCTBYIOLWNMM NATEHTHBIMM 3asiBKaMn 0gHa U3 NOTEHUNarbHbIX BbIro4
3akroyaeTcs B NoBbiWeHNN 3 dEKTUBHOCTIN NOMCKA NATEHTOB, KACaOLWMXCSH aKTUBHOIO
(hapmaueBTMYECKOro BELLECTBa, NOCPEACTBOM 00LWeaOCTYNHbIX U, Kak npaBuno, 6ecnnaTHbix
naTeHTHbIX 6a3 JaHHbIX.

51. Tem He MeHee, 4Tobbl 0becneynTb 3TN BbIrOAbl MOCPEACTBOM BhINONHEHUSA TpeboBaHus
00 obsa3aTenbHOM packpbiTum nHdopmauum o6 MHH 3assutensmun unu BnagensLamm
naTeHToB, HEOOXOOUMO YUMTLIBaTb, YTO CBODOAHBIA AOCTYMN K MHOPMAaLMK 3aBUCUT OT
3aABMTENEN U NAaTEHTHbIX BEOOMCTB, KOTOPbIE OCYLLECTBAIT cOop 1 nybnukaumto
NMHopMaLIMM 1 TakuM 0Opa3oM OOHOBNSAT NAaTEHTHbIE 0a3bl AaHHbLIX U 3anMcn. ATO 0COBEHHO
aKTyarbHO B Crflydae, Koraa naTeHTHble 3asiBKM NogakTcda 4o NyoGnnkaumm COOTBETCTBYIOLLErO
MHH. B aToi cBA3n cnegyeT pacCMOTPETbL BONPOC O TOM, HACKOSbKO 3adBUTENN N NAaTEHTHbIE
noBepeHHbIe 3HaKoMbl ¢ npoueaypon MHH v roToBbl fin OHM oTCcnexusaTtb 3TOT NpoLecc,
4TOObl CBOEBPEMEHHO YBEAOMUTL NATEHTHOE BEAOMCTBO O npucBoeHnn MHH.

52. Kpome Toro, pasnuyHble 3auHTEPECOBaHHbIE CTOPOHbI MOTYT MO-Pa3HOMY OTHECTUCH K
TeM NoTeHUUWanbHbIM BbiIrogam, K KOTOpbIM MOXeT npueectn packpbitne MHH. 310 pasnnune
MoOXeT 6bITb 06YCNOBNEHO HanMYnem OOCTYNHbIX CPEeACTB MOMCKA U LeNblo NPOBeAEeHNS
KOHKPETHOro NaTEHTHOrO Noncka. JKCNepThl HEKOTOPbLIX MATEHTHLIX BEAOMCTB, pacrnorararLime
AO0CTYMOM K cneunanm3mpoBaHHbIM YCIlyram noucka no nateHtam B obnactu xmmumn, MoryT
nocyMTaTh, YTO MMEKOLLUXCS Y HUX B HANM4nMn cpeacTs NOMCKa JOCTAaTOYHO ANS NpoBeaeHns
noucKa No LUMPOKOMY Kpyry obnacTten TexHuku. [1na akcnepToB, HE MMEIOLLMX Takoro 4oCcTyna,
BO3MOXXHOCTb NPOBeAEHNs MOMHOLLEHHOro noucka ¢ ucnons3osaHnem MHH B kadecTtse
KNOYEBOro cnosa CTaHeT JOMNOSTHEHMEM K MMEIOLLMMCS Y HUX cervac NOMCKOBLIM CpeacTBaM.
UTo6bl ONpeaennTb HOBMU3HY M M3obpeTaTenbCKnii YpoBEHb, SKCNepTam, Kak npasurio,
Heob6XxoaANMO NPOBECTU NOUCK NO U3BECTHOMY YPOBHIO TEXHUKWN, KOTOPBIN BbIXOAMT 3@ paMKu
noucka ¢ mncnonb3osaHmem MHH B kadecTBe kno4eBoro cnoea. AHanorM4HbIM o6pasom
yJYeHble-uccnegoBaTenu B 06nactv papmakonormm, BeposiTHO, 3aMHTEPECOBaHbI B
HaxoXOeHUN yHMBepCcarbHbIX TEXHUYECKUX PELUEHUI, KOTOPbIe MOTYT BbITb MPUMEHEHbI AN NX
KOHKPETHbIX UccrnegoBaTenbCkmx 3agad. Takum obpasom, OHUM MOryT pacLeHUTb BO3MOXHOCTb
NMOMHOLLEHHOro NaTeHTHOro nomcka ¢ nomolbio MHH B kKayecTBe KtO4EBOro crioBa Kak
OOMNONHUTESbHYIO DYHKLMOHANbHY BO3MOXHOCTbL, OQHAKO B LIeSIOM OHU CTPEMATCS HaNTU
TEXHUYECKME peLleHns Bonee yHMBEPCAbHOMO Xapakrepa, KoTopble MOryT ObiTb OOHapYXKEeHbI
Kak B NaTEHTHOW, TaK U HENAaTEHTHON nuTepaType.

53. B Tex cTpaHax, rae B MeHbLUEen CTENeHN pacnpocTpaHeHa npodeccuoHansHas
aeatenbHocTb B o6nactn VIC n yactHast npakTuka no okasaHuko ycnyr B obnactu MIC, 3anpocsl
O NaTeHTHOM CTaTyce TOro NN MHOro nekapcTea ByayT NOCTynaTb B NaTEHTHOE BEAOMCTBO OT
3aNHTEPECOBAHHbIX CTOPOH 3TOM CTPaHbl U MEXAYyHAPOAHbIX OpraHn3aumin. Ha npaktuke
BO3MOXHOCTb Mou1cKa ¢ ucnonb3osaHnem MHH B kayecTBe knoyeBoro criosa morna 6ol
obrerynTb aKcnepTam Takoro naTeHTHOro BeAOMCTBa 3agadvy No NOUCKY NaTeHTHOro cratyca
TOro UMM MHOro NekapcTea.
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54. ®dapmMaueBTUYECKME KOMMNaHUN — NPOM3BOANTENN [KEHEPVKOB B NEPBYIO OMeEpeb
3aMHTEPECOBaHbl B TEXHUYECKMX JAHHBIX U NAaTEHTHOM CTaTyCe NeKapcTB, KOTOPbIE YCNELHO
peanus3yoTcsa Ha pbiHKe U KOTopble 00naaaT Aoka3aHHON 3EKTMBHOCTLIO U 6€30MacHOCTLIO.
CnepoBartenbHO, AN 3TUX KOMMAHUA MOXET OKa3aTbCsl NOSIE3HOW BO3MOXHOCTb OCYLLECTBUTb
MOMUCK MO BCEM NaTeHTaMm, MMEIOLLMM OTHOLLEHME K OnpeaeneHHoOMY NeKapcTBy, C
ncnonos3osaHeM MHH B kayecTBa knto4eBoro cnoea. [Ansa Tex NnponsBoauTenen JKeHepuKos,
KOTOpble pacnonaratoT AOCTYMNOM K cneumanvM3mpoBaHHbIM nnatgopmam 6a3 gaHHbIX,
obecneynBaoLLMM KOMMIEKCHbIA Y BbICOKOTEXHOMOTMYHbIA NATEHTHBIN MNOUCK, BO3MOXHOCTb
nowvcka c ucrnonb3oBaHnem MHH B kavecTBe Krnto4eBOro crioBa MoXeT ObITb 4ONOMHEHNEM K
NMELLIMMCA Y HUX CpeacTBam noucka.

55. MwuHucTepcTBa 34paBOOXPaHEHNS, YUPEXOEHUS, KYpUpyoLMe BONPOCH! 3aKymnok, n
ryMaHuTapHble OpraHM3aumm MOryT CTPEMUTBCH BbIICHUTL NATEHTHBINA CTaTyC NekapcTB Ang
NpPOBEPKN AENCTBUTENBHOCTU NATEHTOB, NPOBEAEHNS NEPErOBOPOB C NaTEHTOBMNAAENbLEM MO
BOMpPOCaM LEH U NINLEH3NIA, N3Yy4EeHUS BO3MOXXHOCTM UCMONb30BaHWS NPUHYANTENbHbIX
NNLEH3WI NN NPEAOCTABEHUS NULIEH3MI HA NCNONb30BaHME M306PETEHUI rOCY4apCTBOM.
B03MOXHOCTbL NpOBeAEHNS KOMMMNEKCHOro noncka ¢ ucnons3oaHnem MHH B kadectee
KINO4eBOro cnoea obnerdnt nonck COOTBETCTBYHOLLMX MATEHTOB U UX KOPUANYECKOrO cTaTtyca
6e3 HeobxoanMMOCTU NpMBekaTb cneunanncTa no NOUCKy apmaueBTUYECKUX BELLECTB.
AHanornyHbiM ob6pasom, BO3MOXXHOCTb TLLATENBHOro NAaTEHTHOrO NoMcka B OTHOLLEHUMN TeX UM
WHbIX (hapMaueBTUYECKMX BeLwlecTB ¢ noMoLlbio MHH B kadecTBe Kno4eBOro crioBa MOXeT
NMPUHECTUN NOJb3y CTOPOHHMKAM MOMNTUKK B cdhepe 3a4paBOOXpaHEHNsT N 3KcnepTam no
NoaroToBKe MNaTeHTHbIX NaHawadToB.

56. [loTeHumnanbHas BbIroga OT KOMMJIEKCHOro nomncka ¢ nomowbio MHH B kayecTtse
KNOYEBOro cnosa BO3MOXHa TOSbKO B TOM Criy4ae, eCnn Nouck nateHTHoOM nHdopmaunm B
NpUHLUKUNE BO3MOXEH U NPOBOAUTCS perynapHoe o6HOBNEHNE COOTBETCTBYHOLWMX 6a3 JaHHbIX.
UT06bI OTbICKaTh 3Ty MHpopMaumto ¢ nomowbio MHH kak kntoueBoro cnosa, Heo6xoanmo,
4yTO6bl NATEHTHOE BEAOMCTBO ONyGrIMKOBANoO N3MEHEHWSs, BHECEHHbIE B MATEHTHYIO 3a8BKY AN
BKMOYEHMs B Hee cooTBeTcTBylowero MHH, B uncdposom copmaTte, JOCTYNHOM 41151 MOMCKA.
Bbonee Toro, npocTtoro ykasaHmsa MHH B naTeHTHbIX 3asiBkax HEQOCTAaTOYHO 4151 TOro, YToobI
3KCnepT, NPOBOASALLMIA MOUCK, C MOMOLLbIO OOHOIO HaXaTus KnaBuLLM 0OHapPYXXUIT UICKOMOE.
Xapaktep n o6vem TpeboBaHus 0 packpbltum MHH B naTeHTHbIX 3asiBKax U npumMmeHeHne
cTpaTernin NaTeHTHOro NoUCKa ¢ y4eToM O0CODEHHOCTEN KaXaoro KOHKPETHOro cryyas CTaHyT
3arorom ycrnexa naTeHTHOro Nnovcka, OTBeYaroLLero Lensm ero npoBeaeHus.

MOBbLIWEHVE PE3YIIbTATUBHOCTW NMOWCKA NATEHTOB, MMEIOLWNX OTHOLUEHWE K
KOHKPETHOMY JIEKAPCTBY — BOSMOXHOCTb AJlIbTEPHATUBHbIX PELLEHNIA

57. Kak npeacraenseTcs, NnpeanoxeHus o BBoge obszaTenbHoro TpeboBaHnst 0 packpbiTum
MHH B naTeHTHbIX 3a8BKax MMeIOT Liefbio NOBbILLEHWE Pe3yrbTaTUBHOCTU MNONCKa NAaTEHTOB,
MMEILLNX OTHOLLEHME K TOMY U MHOMY KOHKPETHOMY NnekapcTBy. B cBeTe aTow Lenu npoctoe
ykazaHne MHH «B» naTeHTHOM 3asiBKe He ABNAeTCs camouenblo. [NaBHbIN BONPOC COCTOUT B
TOM, BO3MOXHO N yBA3aTb AaHHble, COOTBETCTBYIOLLME TOMY UM MHOMY dhapmaueBTUYECKOMY
BELLeCTBY, C NAaTEHTHbIMW JOKYMEHTaMU, UMEIOLLUMMU OTHOLLEHUE K TaKOMY BELLEeCTBY, U ecnu
Aa, To Kak 3To caenatb. B naHHom pasgene 6yayt paccmaTtpuaTbCs anbTepHaTUBHbIE
peLleHns 3aa4um rno NnoBbILLEHUIO Pe3yNbTaTUBHOCTM NOUCKA NaTEHTOB, UMELLNX OTHOLLEHME
K KOHKpEeTHOMY niekapctay**.

a4 B xope npeablaywmnx ceccum MNKIMM ogHa generauunsa 3asensana, YTo ecniv B3ATb Te TPYAHOCTU, C KOTOPbIMU

CTankuBalTCs NaTEHTHblE BEAOMCTBA C OrpaHWYeHHbIMIU pecypcamu Npu NpoBeAEHUN NOMCKa AOKYMEHTOB MO
NpeaLecTBYOLWEMY YPOBHIO TEXHWUKM, TO pacnpeaeneHme paboyer Harpysku n MexayHapogHoe
COTPYAHMYECTBO MEXAY pasnuyHbIMU NaTEeHTHLIMKU BEAOMCTBaMU, a Takke oby4eHue 1 pacnpocTpaHeHne
VUMEHOLLINXCS MOUCKOBBLIX MHCTPYMEHTOB MOrnuM Gkl Nydlle peluaTe COOTBETCTBYOLME Npobrembl. CM.
AokymeHTbl SCP/21/12, nyHkT 135, n SCP/25/6, nyHkT 170.
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[MaTeHTHbIE JaHHbIE B 6a3ax AaHHbIX MO pa3peLleHnsM KOHTPOMMPYOLLNX OPraHoB

58. BBuay orpaHMyYeHHbIX BO3MOXHOCTEN noucka ¢ ucnosno3osaHmem MHH B kadecTBe
KMKOYeBOro CrioBa U OTCYTCTBUS YHUKANbHON HOMEHKNATYpPbl 4515 0603HaYEHNsT XMMUYECKNX
COeVHEHUN B NATEHTHbIX 3asiBKaxX 3KCNepTbl Co3aany MeToauK1 noncka NaTteHToB, UMEIOLLINX
OTHOLLEHWNE K KOHKPETHbIM flekapcTBaMm, 418 UCMoMb30BaHMA Npy pa3paboTke NONAUTUKN B
obnacTu 30paBoOOXpaHEHUS, OCYLLECTBEHNN 3aKynoK, COCTaBNEeHUM NaTeHTHbIX NaHawadToB
n gpyrux uenen. OgHa n3 NnOBCEMECTHO NPUMEHSIEMbIX METOAMK 3aKoyaeTcsa B obpaLleHmm K
6asam JaHHbIX MO pas3peLlEHNsIM KOHTPOMNMPYIOLLIMX OPraHoB C LIENblo «YBA3aTb» KOHKPETHOE
NeKapcTBO C COOTBETCTBYIOLLIMMI NAaTEHTHBIMU AaHHLIMU . KOHTpOnupytoLLme opraHbl
CoeavnHeHHbIX WTaTtoB AMepurkn n KaHagbl pacnonaratoT obLefocTynHbIMU 6a3ammn gaHHbIX
No fiekapcTBaMm, KOTOpbIE NONYYUNN paspeLleHme Ha npogaxy. ATh 6asbl JaHHbIX MMEHYIOTCA
cooTBeTCcTBEHHO «OpaHxeBas kHura» 1 KaHagckuin peectp naTeHToB B 00nacTu
3[paBOOXPaHEHUNS 1 BKNIOYAIOT Takke MHAPOPMaLMIO O COOTBETCTBYIOLLMX HOMEpaxX NaTeHTOB
CoegunHeHHbIX WWTaToB AMepukn n KaHagbl. Homep amepukaHcKoro unu KaHagckoro nateHTa
AaeT BO3MOXHOCTb NOSYyYMTb MH(pOpMaLMIO O coagepXKaHuu naTeHTa u ero Ipuanyeckom
crartyce, koTopasi cogepxutcsa B obenoctynHon 6ase gaHHbix Begomctea CLUA no nateHTam
n ToBapHbIM 3Hakam (BIMNT3) n KaHagckoro BegomMcTBa UHTENNEKTyanbHOM COBCTBEHHOCTH
(CIPO). Kpome Toro, nHdopmaumsa o naTeHTHOM CeMENCTBE TOro unm nHoro nateHta CLUA wnun
KaHagbl OTKpbIBaeT BO3MOXHOCTb AOCTYNa K MHpopMaLMm O COOTBETCTBYIOLLMX NaTeHTax B
APYrnx cTpaHax.

59. Tem He MeHee, B «OpaHxeBol kHUre» n KaHaackom peectpe naTeHToB B obnactu
3[,paBOOXpaHEHNS NepeYvncrneHbl He BCe NaTeHThl, KacaloLwwmecs pa3peLleHHbIX K Npoaaxe
nekapcTs. Hanpumep, oHM He oxBaTbIBAOT NATEHTbI, UMEIOLLME OTHOLLEHME K NpoLeccy
CO3aHunA paspeLLeHHOro NPoAyKTa 1 NPOMEXYTOUHbIM COEANHEHNSIM, KOTOPbIE UCMOMb3YTCA
B MpOLIECCE CO34aHUS pa3peLLEHHOro akTUBHOro nHrpeaunenTa. lNomumo atoro, ns «OpaHxeBon
KHMrM» 1 KaHagckoro peectpa naTteHToB B 06nacTu 34paBooXpaHeHsi HEBO3MOXHO NOMYYnTb
naTeHTHYI0 MHAOPMaLMIO O TEX NIeKapCTBEHHbIX CPEeACTBaX, KOTOPbIE HE peanm3yloTcs Ha
TeppuTopumn, cooTBeTcTBeHHO, CLUA 1 KaHagpl.

CBugeTtensciBa gononHutensHon oxpanbl (COO0)

60. B ctpaHax EBponbl nHopMaLmMs O rMaBHbIX NaTeHTax, UMEKLNX OTHOLLEHME K TOMY UNn
WHOMY NnekapcTBy, MOXeT ObITb NoNy4yeHa U3 3anucen CBUAETENbCTB AONOSTHUTENBHON OXPaHbl
(COO), KoTopble ABNAKTCS AOCTYNHLIMK ANSA LWMPOKoN nydnukn. B cnyvyae nogaym 3asBku Ha
CIO v ero pervcTpaunn B pasaene <opUANHeckuii ctaTyc» 6asbl gaHHbIX MLMA* moxeT
NPUCYTCTBOBaTb MHPOPMaLMSi O rEHEPUYECKOM U/ HenaTeHTOBAaHHOM HaUMEHOBaHUK
COOTBETCTBYIOLLIEr0 NnekapcTea. Takum o6pa3om MOXKHO YCTaHOBUTbL CBA3b MeXay
reHepu4ecknm u/unm HenaTeHTOBaHHbIM HAMMEHOBAHNEM NEKapCTBa 1 HOMEPOM EBPOMNENCKOro
naTteHTa, C NOMOLLbIO KOTOPOro MOXXHO BECTM NMOUCK CEMENCTBA TAaKOro EBPOMNENCKOro NaTeHTa.
OyeBuaHbIM HegocTaTKkoM AaHHbIX COO aABnseTcs To, YTO He BCe NaTeHTbl nognagatT noq
oxpaHy, npegoctaensiemyto C[O.

+ Kak npoBecTy naTeHTHbIA NOMCK NO NieKapCTBEHHLIM CpeACcTBaM: noLuaroBas MHCTPYKUUA. BcemupHas

opraHusauus 3gpaBooxpaHeHusi, 2010 r.; MaTteHTHas HdopMaumsa 1 NPO3pPaYHOCTb: METOAUKA NPOoBeAEeHNS
naTEeHTHOro noucka Nno OCHOBHbIM flekapCcTBaMm B pa3BMBalOLWMXCA cTpaHax, lNporpamma passutus
Opranuzaunm O6beguHeHHbIX Haumi, nionb 2012 r.; OTyeT 0 naTeHTHOM naHawadTe no putoHasmpy, BOUC,
okTA6pb 2011 r.; MccnegosaHune no BONPOCY O BO3AENCTBUMN MHTEMMEKTyanbHON COBCTBEHHOCTU Ha
chapmaLEeBTUYECKYHO NPOMbILLNEHHOCTb Ypyreas (gokymeHT CDIP/13/INF/5).

MUMO, o3Havatowmin MexayHapoaHbIn LEHTP NaTeHTHOW AOKYMEHTauun, NpeacTaBnseT cobomn
MeXayHapoAHbIN NaTeHTHbIN oH. Bbasa gaHHbix MU cogepxut nHdopmaumio 0 NaTeHTHbIX ceMencTBax
¥ NPaBOBOM CTaTyce NaTeHTHbIX 3asIBOK M NaTEHTOB B TeX CTPaHax, KoTopble COOOLLaloT 06 N3MEHEHNSAX B
cTaryce.

46
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Peknaccndumkaums nateHTHbIX AOKYMeEHTOoB nocpegcrtsom MHH

61. [lns obnervyeHus gocTyna K nateHTHOM nHdopmauumn B 06ractn NekapCTBEHHbIX CPEACTB
nocpeacTBoM crneumansHoOn agantauum CUCTEMbl YpaBieHnsa NaTeHTHOM nHopMaumnen B
aTon obnactn Pabo4yas rpynna no naTeHTHON MHopMaLmmn, 4ENCTBYSA B paMKax UHULMATMBbI
"eHepanbHOro gMpekTopaTa EBponenckomn KOMMccrMm Nog HasBaHMEM «YKpenneHue
coumnanbHOn OTBETCTBEHHOCTH B o6nactu dapmaueBTUYECKMX CPEeaCTB», OCyLlecTBuna
3KCnepUMEHTAarbHbIN NPOEKT, NO3BOSIMBLLUIA BbIAENUTL N3 NATEHTHbLIX CEMENCTB OTAEMNbHbIE
naTeHTbl, KacarLlmecsa coeanHeHus, n3sectHoro nog MHH «codocbysup», 1 pacnpegenutb
3TV NATEHTbI MO HECKOSbKNM KaTEeropusimM: CUHTE3, Hann4me Npon3BogHbIX, COMETaHME,
[o3nposka n npoy.*’

62. Kak ykasaHo B UTOroBomMm otyete Pabouel rpynnbl, pedynbTaTbl 9KCMNEPUMEHTANIbHOIO
NnpoeKTa NpeacTaBnsAT cobor MaccmB NepBoHaYvaribHOM NaTeHTHON MHopmaumm B dopme
Bonee CTpyKTypUpOBaHHOM NOAOOPKN NaTEHTHbLIX AOKYMEHTOB MO cOGPOCOyBUPY, NpW 3TOM
OTMeYeHbl TPYAHOCTU, C KOTOPbIMU NPULLIIOCH CTONKHYTLCA B 3TOM paboTe, Hanpumep,
TPYAOEMKOCTb COPTUPOBKN MHGOPMALUKN BPYYHYHO U HEO6XOOUMOCTb B NOCTOAHHOM
o6GHOBNEHMM faHHbIX. B oTyeTe Takke Bbicka3aHa pekoMeHaaumsi NpeaocTaBUTb
noTeHumManbHbIM NONb30BaTENsIM BO3MOXHOCTb MPOBECTU NOAPOGHYHO OLEHKY pesynbTaTa
3KCMepUMEHTaNbHOro NpoeKTa C Lenbtlo onpeaennTb LenecoobpasHoCTb OCyLLEeCTBNEHNS
aHanornyHbIX NPOEKTOB B ByayLiem.

PaspaboTka NporpammMHO-pean3oBaHHbIX anropuTMoB Anst HaxoxaeHnsa MHH,
COOTBETCTBYIOLLINX KOHKPETHOMY COEOUHEHUIO B Ba3e OaHHbIX MaTEHTHOro Nomcka

63. [Mockonbky kaxgoe MHH ogHO3Ha4YHO COOTBETCTBYET KOHKPETHON XMMUYECKOW CTPYKTYpE,
NPV HanNu4MM y aKcnepTa 4OCTyna K COOTBETCTBYOLLEN Ba3e faHHbIX 3KCNEPT MOXET NPOBECTU
MOWCK NO NaTeHTam, UMELLIMM OTHOLLEHME K KOHKPETHOMY fleKapCTBy, C UCNOSb30BaHNEM
CTPYKTYypHON chopMynbl BelecTBa, a He MHH kak kntoyeBoro crnoea. Yacto Takvme 6a3sbl AaHHbIX
ABNATCH NIIATHBIMW, MOCKONbKY AN c6opa MHOrOYUCNEHHbIX NATEHTHbLIX JOKYMEHTOB U MX
nocriegyroLen Hagnexatien knaccuukalmm cneymanucTamm ¢ UCNonb30BaHNEM
KOMMNbIOTEPHBIX TEXHOSOMMI, HAaNpPUMep, Knaccuukaunum XMMNMYEeCKUX Ha3BaHU N CTPYKTYPHbIX
dopmyn, TpebytoTca 3HaUYNTENbHbIE KAaNUTaNoOBNOXEHMS.

64. B ycnoBusx pasBuTUS KOMMbIOTEPHBLIX TEXHOMOMMA aBToMaTU4eckasa naeHTudunkaums,
N3BrieYeHre 1 KnaccuukaLuma XMMUYECKNX AaHHbIX U3 UCTOYHMKA (HanpumMep, NaTeHTHbIX
AOKYMEHTOB) C UCMOMb30BaHNEM CNOXHbIX MPOrpaMMHO-peann3oBaHHbIX anropuTMoB
pasBMBalOTCA CTpeMuUTenbHbIMU TeMnamu. lNponcxoadilee B nocnegHee BpemMs passutue
CUCTEM MaTEHTHOro Nomncka, NogAemKMBaeMbIX TAKUMU CIIOXHbLIMU anroputMamm Noucka,
co3gaeT BO3MOXHOCTM Ans npeobpasoBaHmsi 0QHOrO MOMCKOBOro napameTpa (Hanpumep,
MHH) B gpyrue (Hanpumep, COOTBETCTBYIOLLIEE MOSEKYNSPHOE Ha3BaHWe, perncTpauoHHbIN
Homep CAS n CTPYKTYpHYIO cbopmyny BellecTBa). MHbIMM cnoBamu, 3anpoc Ha ocHose MHH
Kak Krnito4eBoro crosa MOXeT ObITb aBTOMaTnyecku npeobpasoBaH B 3anpockl HA OCHOBE
ApYyrux napameTpoB, TakMX Kak XMMU4ecKkoe HasBaHue, CTPyKTypa u T.4., U nporpaMmma
BbINOSTHUT KOMMNSIEKCHbIA NOUCK MO BCEM 3a4aHHbIM napameTpam. ITO NOMOraeT CyLLeCTBEHHO
yrnpoCTUTb U YAELLEeBUTb NaTeHTHbIN NOUCK B obnactu xumuun n papmakonornn. Takas
byHKUMSA Noucka nmeetcs, Hanpumep, B cucteme SureCHEMBL, k koTopoi MoxHo 6ecnnaTtHo
nonyuntb goctyn B UHTepHeTe. BOWC Takke BHeapuna Takyto yHKUMIO novcka no

a7 «YKpenneHue couuansHo OTBETCTBEHHOCTU B 0611acTy chapmaleBTUYeckux cpeacTs», Pabovas rpynna no

naTeHTHON MHOpPMaLMK, UTOTOBLIN OTYET, OKTAOPL 2013 T.

48 https://www.surechembl.org/search/.
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XVMMUYecKol cTpykType B cuctemy PATENTSCOPE®, koTtopas moxeT npuHumats MHH kak
BXOAHY0 nHcopmaumio. NepBasa Bepcusa nporpammMmHoro obecrneyeHns, yctaHOBNEHHas B
okTsi6pe 2016 r., oxBaTbIBaeT NaTEHTHbIE 3asiBKW, ONYGIMKOBaHHbIE HA aHIIMACKOM U
HemeukoM s3bikax PCT 1 BegomctBoMm CoeauHeHHbIX LLITaToB No naTeHTam 1 ToBapHbIM
3Hakam (BIMNT3 CLUA). Cenvac paspabaTtbiBaeTcs yCOBEPLLUEHCTBOBAHHAsA BEPCUS 3TOM
cucTeMsbl, M OHa ByaeT BBegeHa B akcnnyaTtaumio 4o koHua 2018 r. OHa no3BonuT BECTU NOUCK
MO XMMUYECKUM CTPYKTypaMm, M3BMEYEHHbIM U3 NOSIHOrO TeKCTa NaTeHTHbIX (POHO0B
[ONOMHNUTENbHBIX OPraHoB®", OMy6rIMKOBAHHOIO Ha UX COOTBETCTBYHIOLLMX A3bIKAX, 1

obecneynBaTb BO3MOXHOCTb NMOUCKA MO XUMUYECKUM cy60prKTypaM.

CneumanbHble 6a3bl AaHHbIX, YBA3bIBAKLWME MEANLMHCKME OaHHbLIE U NATEHTHbIE AAHHbIE

65. HekoTopble cneumanbHble 6a3bl AaHHbIX YBA3bIBAOT MEANLMHCKME AaHHbIE C
COOTBETCTBYIOLLMMM NATEHTHLIMU AAHHBIMU, C TEM YTOBbI MOXHO ObINIO HAXOANUTb NATEHTH,
MMeoLLIME OTHOLLEHNE K KAKOMY-TO KOHKPETHOMY NleKapCTBEHHOMY rnpenapary,
npeactaenswowemy nHtepec. OHW, O4HAKO, HE ABNSATCS BCEOObEMMIOLLMMM CUCTEMAMMU
noncka no N3BECTHOMY YPOBHIO TEXHMKN. Basa AaHHbIX NO naTeHTam un nuueH3usam MaTteHTHoro
nyna nekapctBeHHbIX cpeacTs (MPP) — MedsPal® — npegoctaBnsieT MHopmaLmio o
NnaTeHTHOM cTaTyce onpeAerneHHbIX NIeKapCTBEHHbIX CPEACTB B CTPaHaX C HU3KMMU U CPeaHMMM
ypoBHSAMK aoxonoB. CosgaHHas B okTsabpe 2016 r., oHa BHa4arne Obina CKOHLEHTpUpoBaHa Ha
nekapcteax ot BUY, renatuta C n ty6epkynesa. B gekabpe 2017 r. MedsPalL 6bina
pacluMpeHa ansa oxeaTta 3anaTeHTOBaHHbIX NIeKapCTBEHHbIX CPEACTB, (PUNYPUPYIOLLNX B
TunoBom nepeyHe BaxkHenwmx nekapcte BO3, Takmx kak nekapctea, NnpegHasHavYeHHble Ans
neyeHuns paka. 3ta 6a3a AaHHbIX COAEPXKMUT AaHHbIe B 06nacTn NaTeHTOBaHUS U
NMUEeH3npoBaHns, oxsaTbiBatowme cBble 6800 HaUWoHarbHbIX NATEHTHbLIX 3a89BOK B
OTHOLEeHUN 70 NprUopuUTETHLIX NekapcTB (130+ nekapcTBEHHbIX POpM 1 cocTaBoB) Gonee 4Yem
B 110 cTpaHax C HU3KMMU U CPEAHMMMU YPOBHAMM A0X0A0B. [daHHble O NaTEHTHOM U
NNLEH3MOHHOM CTaTyce cobMpaloTCca 13 HaluMOHanNbHbIX N PErMOHAarbHbIX NATEHTHLIX BEAOMCTB
no Bcemy Mupy> 1 6epyTcs U3 AaHHbIX, PACKPbIThIX (DapMaLEeBTUHECKON NPOMBILLNEHHOCTLIO.

66. MeKCUKaHCKUIN NHCTUTYT NPOMbILLSIEHHON coBcTBEHHOCTM NybnukyeT Medicines Gazette
(«BronneTeHb NeKkapCTBEHHbIX CPEACTBY» ), B KOTOPOM COAEPXKUTCH NEPEYEHD
hapmaueBTUHECKMNX U3AENUIA C COOTBETCTBYIOLLMMU NATEHTHbIMM HOMepamn. OH
npegocTtaenseTcs nybnuke 6ecnnatHo Yyepes nocpeacTso «/MHGHOPMaLMOHHON CUCTEMBI
BronneTeHs NpoMbILLNeHHON cobeTBeHHOCTU (SIGA)» Ha ee oduumansHoM Beb-caiite™.

67. Kpome Toro, B oktabpe 2017 r. BONC nognucana cornaileHne o napTHepcTse C
MexayHapoaHon denepaument apmaueBTUYECKUX npoussoauTenen n accounauun (IFPMA),
KacatoLleecs nHmumaTtuebl «lateHTHas nHdopMauns rno nekapcTBeHHbIM CpeacTBam», Unu
‘Pat-INFORMED”. Pat-INFORMED obecneunBaeT yBA3KY OTKPbITON NAaTEHTHOM MHdopMaunm ¢
3aperncTpmpoBaHHbIMU NIEKAPCTBEHHBIMU CPeACTBaAMMN B paMKax HOBOro rnobansHoro

49 http://www.wipo.int/patentscope/en/. The chemical structure search is accessible with a PATENTSCOPE user

account.

OxBaTtbiBaeT npumepHo 7000 MHH.

MaTeHTHbIe hoHAabl AnoHum, Kntas, Pecny6nukm Kopesi, Poccuiickon ®enepaummn, EBponeiickoro naTeHTHOro
BefoMcTBa 1 EBpasniickoro nateHTHOro BeJoMCTBa.

http://iwww.medspal.org/.

MPP nognucan cornawleHus o cotpyaHmdectse ¢ EBponerickum nateHTHeIM BegomcTteoM (ENMB),
HaumoHanbHbIM MHCTUTYTOM MPOMBbILLNIEHHOM cOOCcTBEHHOCTU ApreHTuHbI (INPI), HaumMoHanbHbIM MHCTUTYTOM
npombIwneHHon cobcTBeHHocTu Bpasunum (INPI), HaunoHansHbIM MHCTUTYTOM MPOMBILLIIEHHOW
cobetBeHHocTv Yunm (INAPI), HaunoHanbHbIM BEAOMCTBOM NPOMbILLIIEHHON COBCTBEHHOCTU [JOMUHUKAHCKOM
Pecny6nvkn (ONAPI), MHCTUTYTOM NpoMbILLIEHHOM cobcTBEeHHOCTHN JkBagopa (IEPI), HaunoHanbHbIM
peecTpoBbIiM LieHTpoM CanbBagopa (CNR) u Komuccuen no genam KOMnaHui U UHTENNEKTyansHom
cobcTBeHHocTM KOxHom Adpukm (CIPC).

http://siga.impi.gob.mx/.

50
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WHTepHeT-nopTana, no3Boniss Nonb3oBaTensaM HaxoauTb, B YaCTHOCTU, NATEHTHYHO
NH(POPMaLMIO OTHOCUTENBHO HEKOTOPbLIX aKTUBHbIX hapMaLeBTUYeCKUX MHrpeaneHToB. OHa
OyneT npeagocTaBnsATb MHPOPMALMIO O BblAAaHHbLIX NATEHTAxX Ha HU3KOMOMEKYNSIPHbIE
npenapaThbl B ONpefeneHHbIX 06racTsx MeauLmHbI > 1 0 NBbIX NPOAYKTaX, BKMOYEHHbIX B
nepeveHb BaxkHenwmnx nekapcte BO3. [NoMmmo 3TOro, 3aKkynodHble opraHM3aumm moryT
3anpawmeaTtb OMOMHUTENBbHbIE PAa3bACHEHNA OTHOCUTESbHO NATEHTHOrO cTaTtyca U3genun,
ncnonb3yst 3ToT MIHTepHeT-noptan. OxwuaaeTtcs, 4To oH 3apaboTtaet B 2018 r.

68. UYTO KacaeTca xuMmmnyeckux, hapmakonormieckmx n apmaueBTnyecknx 6as gaHHbIX, TO
CYLLIECTBYIOT ApYyrve oHnanHoBble 6ecnnatHble 6a3bl 4aHHbIX, NO3BONSAOWME NOMb30BaTENAM
n3BrekaTb NAaTeHTHY MH(POPMALMIO U3 XUMUYECKNX N (PapMaKonorMyeckux AaHHbIX, TakMX Kak
XUMWNYECKNE CTPYKTYPbI, MAEHTUGMKATOPBI, XMMNYeCcKue u msndeckue ceonctaea, MHH,
Buonoruyeckas akTMBHOCTb, AaHHble 0 6€30MacHOCTU U TOKCUYHOCTU U T.4., XOTS UX
cofepXaHune, UMeloLLee OTHOLLEHME K MaTeHTaM, OCTaeTCs OrpaHnyeHHbIM,

NPEABAPUTEJbHbIE BbIBObI
69. B kauyecTBe npeasapuTenbHbIX BbIBOAOB MOXHO BblAENUTL Crieaytowne MOMEHTbI:

()  xMMm4yeckoe coegMHEHME MOXET UMETb HE OOHO HAMMEHOBAHUE, @ HECKOJTLKO
oduumManbHO NPUHATBIX UM MOBCEMECTHO NPUMeEHsieMbIX akcrnepTamu. [ns obecneyeHns
Ka4yeCTBEHHOro Noucka NaTeHTHbIe 3KCNepThl 1 cneyuanucTbl no Bonpocam NC
NCNONb3YT pas3nuyHble NapaMeTpbl MOMCKa 1 YacTo obpalLaTcs K KOMMEPYECKNM
0a3am gaHHbIX B JOMNOSTHEHUE K BecnnaTHbIM 1 00LLedoCTynHbIM 6a3am gaHHbIX. [Ang
npoBeaeHNsa NaTEHTHOro Nomcka TPebyrTCa TEXHNYECKNE 3HAHUS, YMEHUS 1 Hanu4mne
MOWCKOBbIX HOY-Xay;

(i)  cneumanucTbl B 06nacTn 3apaBoOXpPaHEHNS U Opyrne 3auHTepecoBaHHbIE CTOPOHDI
OCYLLECTBIIAOT NAaTEHTHBIN NOUCK C LIENbIO BbIACHUTb, HAaNnpumep, Hanuine nnm
OTCYTCTBWE NATEHTOB B OTHOLUEHMM (hapMaLeBTUYECKOM NPOAYKLNN, KOTOpasi HAXOA4UTCS
B Npodake Ha TEpPUTOPUM TOM UK MHOW CTpaHbl. YacTo Takon hapmMaueBTUYECKON
npoaykumm npucesoeHbl MHH, KoTopble LUMPOKO NCNONb3yTCA cneumanuctamm B obnactu
34paBooxpaHeHus. Takne cneumanucTbl MOTYT HE pacnonaraTtb 4OCTYMNOM K
KoMmepyeckum 6asam JaHHbIX, MO3TOMY 4118 NPOBEeAEeHNA NAaTEHTHOIO NOMCKA OHM
obpawatotea k 6ecnnaTtHbIM, 00LWEeA0CTYNHbIM B6a3am JaHHbIX;

(i)  psa 3aMHTEpecoBaHHbLIX CTOPOH BLICTYMWI C MHULMATUBOW O BBEAEHUU
obsasaTenbHOro TpeboBaHNS K 3aaBUTENSAM U BNagernbLam naTteHToB o packpbitum MHH B
NaTeHTHbIX 3asiBKax U naTeHTax, 4Tobbl 06ecrneynTb BOSMOXHOCTb HAXOXOEHUS BCEX
NaTeHToB, MMEIOLNX OTHOLLEHNE K KOHKPETHOMY NeKapcTBy, NyTEM YNPOLLEHHOIO Noucka
¢ ncnonb3oBaHnem MHH B kayecTBe Kno4eBOro CnoBa,;

(iv) u4TO KacaeTcs MexayHapoaHOo-MpaBoBoKr 6asbl, TO BHMMaHWeE obpallaeTcs Ha
npasuro 10 PCT u Ha ctatbio 6(1) PLT;

(v) pasHuua B CpoKax OCyLLEeCTBREHNs hapMaLeBTUYECKMX MHHOBALMIA, NpoLeayp
MHH n npouenyp naTeHTOBaHNA Takke CBUAETENbLCTBYET O TOM, YTO HA MOMEHT nogayu
3a8BKN HEBO3MOXHO packpblTb MHH, koTopbIn 6yaeT BblaeneH 1 onybrMkoBaH NuLLb B
Oygylwiem, B 3asiBkax, KOTopble nogarTcsa Ao nyénukauum pekomengyemoro MHH. B

%5 [nsa Hayana, TakMe obnacTn MeanumHbl, Kak oHkonorusi, renatuT C, cepaedHo-cocygncTble 3aboneBaHus,

BWY, onabet n pecnupatopHble 3aboneBaHus.
% Hanpumep, PubChem (http://pubchem.ncbi.nim.nih.gov/) n DrugBank (https://www.drugbank.ca/).
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3asiBKax, KoTopble 6binn nogaHbl nocne nydnukauumn cootesetcteytowero MHH, ecnn MHH
N3BECTHO 3asBUTENSAM, B MOMEHT Nogaun 3asiBKM ykasaTb cooTBeTcTBYyowee MHH moxHo.
B HacTosiem nccnegoBaHnm NpuBEAEHO NULLIb HECKOMBbKO NPUMEPOB, U3 KOTOPbIX HEMNb3S
caenatb obwue BbiBogbl, ogHako otdeTel BOMC o0 nateHTHbIX naHgwadTax no
aTasaHaBuUpy M PUTOHABUPY CBMAETENLCTBYHOT, YTO YMCIIO NATEHTHBIX CEMENCTB, 3as8BKU
Ha KOTopble ObINN NoAaHbl B KAXK40M rogy NpuopuTeTa, 4OCTUrano Makcumyma nocne
nybnukauun cootBeTcTBytoWwero MHH;

(vi) ecnu byget BBegeHo TpeboBaHmne 0 npeactasneHum cooresetcraytowero MHH
3asBUTENSIMU, BO M3bexaHne NpaBoOBON HeonpeaeneHHOCTN HeobXoaMMO YETKO
cchopmynmpoBaTh Lenb BBOAA TAKoro TpeboBaHus, a Takke ero xapakrep n oobem.
OrneMeHTbl, KOTOpble MOTYT MOBMMSATL HA XapakTep 1 06beM BbINOSIHEHNS TpeboBaHMs O
pacKpbITUK, BKNHOYAKOT, MOMUMO MPOYEro, cneayroLlee: A0mMKHO N TpeboBaHme
pacnpoCTpaHsTLCS Ha 3asiBKW, NOAAHHbIE A0 M Nocne nyonnkaumm pekomeHagyemoro
MHH; cBsa3b mexay 3asiBneHHbIM n3obpeteHmem n MHH; yacTtb 3asBkuM, B KOTOPOW
AOIMKHO 6bITb packpbiTo MHH; BuAbl NyHKTOB hopmyrnbl n306peTeHus; obsasaTenbHbIn
nnn 0o6poBONbHbINA XapakTep TPeOOoBaHUSA O PacKPbITUN;

(vii) B cny4ae, ecnu 3as8BkM NnogaHbl Ao ny6nukauumn pekomeHgyemoro MHH, ocHoBHas
npobrnema 3akno4yaeTcs B TOM, YTOObI «3aHUM YMCNOM>» MPOAEMOHCTPUPOBATbL CBA3b
nHdopmaumn o cootseTcTByowem MHH ¢ aToi 3asBkoi, He Hanaraa HeonpaB4aHHOIO
OpemeHn Ha 3aaBUTENS U NAaTEHTHOE BEOOMCTBO, 1 OAHOBPEMEHHO C STUM MOBbLICUTL
pe3ynbTaTUBHOCTb NMOMCKA NaTEHTHbLIX AOKYMEHTOB ¢ ucnonb3osaHmem MHH B kauectee
Krnto4eBoro crioBa Tak, 4Tobbl 3TO NPUHECNO NOMb3y A5 BCEX 3aNUHTEPECOBAHHbLIX CTOPOH.
HeobxoamMmo paccMoTpeTb BOMPOC O TOM, OOSDKEH NN 3asiBUTENb OTCEXMBATbL CUTYaL IO
¢ npucsoeHnem MHH n coobwatb cootBeTcTBytOoWwee MHH nateHTHOMY BegoMcTBy, a
TaKke 0 TOM, KaK Ha npakTuke obecnevnTb BKNOYEHME Takon MHopmaumm B 6asy
JaHHbIX NaTeHTHOro BeAomcTBa. Ecnu 3asButenu ykasbiBatoT cooTBeTCcTBYOWee MHH B
CBOMX NATEHTHbIX 3asiBKax TOMbKO TOrAa, Koraa OHO UM U3BECTHO, a YNOMSIHYTbIE Bbille
npobriembl MOTyT ObITb B ONpeaeneHHON CTeNeHN yMeHbLUEHbI, TO cneynanmcTbl no
naTeHTHOMY Noucky ByayT BUOETb TONbKO YaCTUYHYIO KapTMHY NaTEHTHOro NnanawadgTa
OTHOCUTENBHO COOTBETCTBYIOLLIErO (hapmMaLeBTUYECKOroO BELLECTBA;

(viii) B OTCYTCTBME KOHKPETHbIX JaHHbIX B paMKax HaCTOSLLEro nccnegoBaHus
HEBO3MOXHO OaTb KONIMYECTBEHHYIO OLIEHKY NOTEHUManNbHbIX BbIr04 U U3AepXeK, OOHAKO B
TEOPUN BO3MOXHOCTb NOUCKa C ncnonb3oBaHnem MHH B kadecTBe Knto4eBOro crnoea
MOXET MPUHECTN OCOBEHHYIO MOMNb3Yy TEM, KTO OCYLLLECTBMNAET MOMUCK NaTEHTHON
MHdOpMaLIMK MO KOHKPETHOMY NeKapCTBY, NONyYUBLLEMY pa3peLleHne Ha npogaxy u
BbIMYLLUEHHOMY Ha pbIHOK. PasnuyHble 3anHTepecoBaHHble CTOPOHbLI MOTYT NO-pasHoOMY
OTHECTUCb K TEM NOTEHLMarnbHbIM BbIrog4aM, K KOTOPbIM NpUBEAET BbINOMHEHNE
TpeboBaHusa o packpbiTum MHH B nateHTHbIX 3asBkax. [MpocTtoro ykazaHua MHH B
NaTeHTHbIX 3adBKax HEAOCTATOYHO ANt TOro, YTOObI 3KCNEePT, NPOBOAALLMIA MAaTEHTHbLIN
MOWUCK, C MOMOLLIbIO OAHOrO HaXaTus KnaeBuLmn obHapPYXmMin NCKOMOE;

(iX) B OTCYTCTBME MPOCTOrO U YHUBEPCArbHOro cnocoba NpoBeAeHNst MCHEPNbIBAKOLErO
NnaTeHTHOro noncka B OTHOLLEHUN dhbapMaLeBTUYECKNX BELLECTB 3KCNepThbl pa3paboTtanu
MEeTOAUKM, NO3BONSIOLLNE NPOBOANTL NMOUCK NATEHTOB Ha fNleKapcTBa C UCMONb30BaHWEM B
nepByto odepeab obLeaocTynHbiX 6a3 gaHHbIX, Hanpumep, «OpaHXeBON KHUMM» 1
3anucen CeptudpmkaTta gononHutenbHom oxpaHbl (COO), XOTa 1 3TN UCTOYHMKN UMEIOT
CBOW HeJoCTaTKK,;

(X) aBTOMaTU4eckasi uoeHTUUKaLUS, U3BMeYeHne 1 KnaccugukaLms XMMUYECKNX
[AaHHbIX U3 UCTOYHUKA (HanpyMep, NaTEHTHbLIX JOKYMEHTOB) C UCMOMb30BaAHWEM CIIOXHbIX
NporpamMmMHO-peanv3oBaHHbIX anNropUTMOB BCE LLUMPE UCMONb3YHTCS Aaxe B criyvae
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fOecnnaTHbIx 6a3 gaHHbIX. [anbHenwee pasBuTne CUCTEM NOUCKA XMMUNYECKOWN
MHdOpMaLMM C UCMONb30BaAHNEM E€CTECTBEHHOIO si3blka B ByayLLuemM NoOMOXeT
CYLLLECTBEHHO YNPOCTUTb U yAEeLIEeBUTb NAaTEHTHbIA NOUCK B 06nacTn xmmmn n
dapmakonormm. Kpome Toro, pasnuyHble CTPYKTYpbl pa3paboTanu Takke cneunasnbHble
0asbl JaHHbIX, YBS3blBaOLWNE MEANLNHCKME JaAHHbIE C COOTBETCTBYIOLLMMUN NAaTEHTHBIMN
JaHHbIMW.

[KoHev, gokymeHTa]



