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BCEMWPHAA OPTAHM3AUWA
NHTENNEKTYANbHOW
COBCTBEHHOCTM

SCP/21/9
OPUIMHAN: AHIFMUWACKUMA
AATA: 23 CEHTSAIEPS 2014 T.

NMoCTOAHHbLIN KOMUTET NO naTeHTHOMY npaBy

OBaguaTtb nepBas ceccus
XeHeBa, 3 — 7 HosA6psa 2014 r.

NCCINEAOBAHUME MO BONPOCY O NPUMEHUMOCTU TPEBOBAHUA O
PACKPbITUW MEXOYHAPOOHbLIX HEMATEHTOBAHHBIX HAMUMEHOBAHNW (MHH)
B MATEHTHbIX 3AABKAX /WU MATEHTAX

HokymeHm nodzomoeneH Cekpemapuamom

BBEAEHWE

1. Ha cBoewn gBaauaTon ceccum, kotopasa npoxoauna B YKeHese 27-31 sHBaps 2014 r.,
MocToaHHbIM KoMuTeT o nateHTHomy npasy (MKIIM) noctaHosun, 4To CekpeTtapuart, no
BO3MOXHOCTM, B COTpyaHN4YecTBe ¢ BcemmpHon opraHmsauuen 3gpasooxpaHeHms (BO3) n
BcemupHown Toprosow opraHunsaumen (BTO) npoBegeT nccrnegosaHve no BONPocy O
NPUMEHMMOCTU TPebOoBaHMSA O PaCKPbLITUN MEXOYHAPOAHbIX HENAaTEHTOBAHHbLIX HAUMEHOBaHUN
(MHH) B naTeHTHbIX 3asiBKax W/unu nateHTax.

2. B cootBeTcTBMM C 3TMM NOCTAHOBMEHNEM B HACTOSILLLEM AOKYMEHTE U3NOXEHO YKasaHHOe
nccnegoBaHue ons obcyxaeHnsa Ha gBaguaTtb nepeor ceccum KomuTteTa, KoTopas COCTOUTCA B
XKeHnese 3-7 Hos6psa 2014 r. MNMpeagnonaraeTcd, 4TO B paMKkax UCCreaoBaHNs, KOTOpOe CBOAMTCA
K yCTaHOBIEHUo bakToB, OyaeT AaHO NONHOe 06bACHEHME CUTYaumu, onpeaeneHbl U N3yveHbl
BO3MOXXHOCTM, NPU 3TOM Kakme-nmbo OLEeHKMN U peKoMeHAaLUMn BbiCKa3aHbl He ByayT (CMm.

nyHKT 175 gokymeHta SCP/20/13 Prov. 2). B xoae pabotbl CekpetapumaT npegoctasun BO3 n
BTO BO3MOXHOCTb NpeacTaBnTb KOMMEHTapPUK K NPOEKTY NCCNeAoBaHNs, a Takke obpaTtuncs K
BOS, u B yactHocTy, K MNMporpamme MHH, 3a KoHCynbTaumMsaMm No BONpPocy pyHKLNOHNMPOBAHNS
cuctembl MHH.

3.  [ns obcyxaeHuns Bonpoca NpMMEHMMOCTM B 3TOM KOHTEKCTe TpeboBaHMs O pacKpbITUN
MHH B naTeHTHbIX 3asiBKax U naTeHTax BHa4ane nanaraTcda obwwmne ceeaeHns o6 MHH u
0CODEHHOCTAX NoMCKa hapMaLeBTUYECKMX BELLECTB, NOMYYMBLUNX PACKPbITUE B MATEHTHbIX
AokymeHTax. OcBelaeTca UCTopusi BONpoca, ONpeaensatoTCa CONPsKEHHbIE C YKa3aHHOM
Temou npobnembl, paccMaTpUBalOTCst BO3MOXXHOCTM NAaTEHTHOIO NOMCKA MO NIEKAaPCTBEHHbIM
cpencTeBaM, a B 3aKITOMEHNe u3nararoTcs npeaBapuTenbHble BbiBOAbl MCCNEea0BaHUS.
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MEXXOYHAPOOHbIE HENATEHTOBAHHBLIE HAUMEHOBAHUA (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 ABnfAoLmecs obLecTBeHHbIM A0CTosiHMEM. B kavecTBe
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 B hapmakonesx, npy MapkupoBske, B MHpopMauum 0 NpoaykTe, B pekname
N peknamMHbIX MaTepuanax, B nurepaType Hay4yHOro xapakrepa v HOpMaTUBHbIX JOKYMEHTaX O
neKkapCTBEHHbIX CPeACTBax, a Takke B Ka4eCTBe OCHOBbI 4151 HA3BaHWU MPOAYKTOB, Hanpumep,
mxeHepukoB. CerogHa cBoaHbIN nepedeHb MHH BkntovaeT okono 8600 HanmeHoOBaHMIA, U
Kaxkgbin rog npoucxoaut Bol6op ot 120 go 150 HoBbix MHH.

Pwuc. 1: NMpumep MHH: nbynpodeH

noynpodeH

nar.: ibuprofenum H CH;
dp.: ibuprofene

ucn.: ibuprofeno

pyc.: néynpodeH HiC
apabcek.: of 450 2

KUT.: T

MonekynsapHaa dpopmyna: Ci3H;180,

and enantiomer
CooH &t énantiamers
y enantiormero

5. Bbi6op 1 ny6nukaums MHH ocyuiectensiotcs B pamkax MNporpammsl MHH BO3% MHH
ABNAOTCHA «HENATEHTOBAHHbIMWY, MO3TOMY UMW MOXHO NONb30BaTbCcA 6e3 KakmMx-rmbo
OorpaHuYeHun onsa naeHTugukaumm apmaueBTndeckmx selects. byayyun yHukansHsimm, MHH
AOJIDKHbI UMETb OTITIMYHOE OT NMPOYMX HAMMEHOBAHWUI HANMCaHWe 1 3BydaHune, YTodbl Obino
HEBO3MOXHO CryTaTb WX C APYrMMU LUIMPOKO UCMOMb3yeMbiMU HasBaHUAMI®,

6. Kak npasuno, MHH coctouT 13 npedukca, KOTopbii 406aBnseTCA NPON3BOSNbHBIM
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 HEe yKa3aHo MHOe,
cBefeHus, kacawwmecs MHH, npuBogsaTcs B HacTosLLeM pasfesie Ha OCHOBaHUN MHopmaumn,
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 BygeT. Bonpoc o B3aumocssasn mexagy MHH v ToBapHbIMM 3HakamMm
ocBeLleH B IOKyMeHTax [MoCTOSIHHOro kommnTeTa Nno 3akoHOA4ATENbCTBY B 0OMacTy TOBapHbIX 3HAKOB,
NPOMbILLMEHHbIX 06pa3LoB u reorpaduyeckmx 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: NPOGnembl, HaxoasLWMNecs Ha CTbiKe 30paBOOXPaHEHMS,
WHTENNEeKTyanbHON COBCTBEHHOCTU 1 TOProBnuy, cTp. 68 1 69.



http://www.who.int/medicines/services/inn/en/

SCP/21/9
cTp. 3

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
ncnonb3oBaHusa obLuer ocHOBbI CNoB. brnarogapsa aTMm o6LMM OCHOBaM NPaKTUKYOLLMIA BpaY,
dapmaueBT nnu nobor apyron YenoBeK, MMEKLLNA OTHOLLEHME K (hapMaLlEBTNYECKON
NPOAYKUMU, MOXET NOHSATb, YTO AAaHHOE BELLECTBO NPUHAANEXMUT K rpynne BeLecTs,
obnagatowmnx cxoxen papmakonormieckom akTMBHOCTbIO. Hanpumep, cydduke -ak ykasbiBaeTt
Ha NPoOM3BOAHOE NPOTMBOBOCNANUTENbHOE CpeacTBO (MOydeHak), a B kayecTBe obLLel OCHOBbI
ANS MOHOKITOHAaNbHbIX aHTUTEN BbICTynaeT cyddukc -mab.

7. B npuHumne, MHH BbiGMpatoTCca TONbKO ANA OTAENbHbIX, BNOMHE ONpeaeneHHbIX
BELLIECTB, KOTOpbIE MOryT GbITb OAHO3HAYHO ONMcaHbl K onpegeneHsl. Nporpamma 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 ans
OMonorn4eckmx BELLECTB, KOTOPbIE B HACTOSsILLIEE BpeMsa cocTaBnsatoT bonee 40% ot obwero
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. OTO MOXET NPpOMCXoanTb 1U3-3a psga
NPVYUH, HaNnpUmep, n3-3a TEXHOMOMMM NPUrOTOBINEHUS NTEKapCTBEHHbIX 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 XMMUYECKOW NPaKTUKON. ATOT NoAX04 NPUMEHSIETCA U AN KOMOMHMPOBAHHbIX
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 NATU pedb, UMEIOT HACTONbKO
CMOXHbIV COCTaB, YTO AN HeaKTUBHbIX KOMMNOHEHTOB ByayT BbibupaTbcsa 6onee KopoTkue
HernaTeHTOBaHHbIE HAaMMEHOBaHUA (HanpuMmep, Me3unaT — A48 MeTaHCynbgoHaTa), KoTopble
6yayT nybnukosathcs BO3'. Ecnn Takue BbIGpaHHbLIE HAMMEHOBAHWS PaaVKarnos 1 rpynn
ncnoneaytotca BMmecte ¢ MHH, To oHu ToXXe uMeHytoTca MMHH, Hanpumep, maneat
MenupamuHa (Conb MenupammHa ¢ ManenHoOBOW KUCMOTOWN).

CwM. «Mcnonb3oBaHue 06LLMX OCHOB Mpy BbIGOpe MeXayHapoaHbIX HENATEHTOBaHHbLIX HanmeHoBaHui (MHH)
dapmaueBTU4eckux selecTts» (CnpaBovyHUK 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 npenapaTtoB Ans reHHON Tepanuu, a Takke HOMEHKNaTypHYH0 CXeMy npenapaToB 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 Npouy.: NonHbIN nepeyveHs 3a 2012 r. (WHO/EMP/QSM/2012.2)
[http://www.who.int/entity/medicines/services/inn/Radical_Book_2012.pdf].
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Bbi6op MHH

10. MHH Bbibupatotca BO3 no pekomeHgaumm akcnepToB M3 KoHCynbTaTUBHOW rpynnbl
akcnepToB BO3 no MexayHapoaHoi bapmakonee 1 dapmaleBTUYeckum npenapartam®.
Mpouecc Bbibopa MHH cocTonT 13 Tpex OCHOBHbIX 3TamnoB.

[Nooaya 3as8KU

11. B Cekpertapuat BO3 HanpaBnsietcs 3asiBka Ha MHH®. 3asBuTens MoxeT npeanoxuThb
wecTb BapmaHToB MHH ans aktnBHoM YacTtu BelwwecTtea. B dhopmynsape 3asBku TpebyeTtca
COoO6LWNTL MHPOPMALIMIO O COOTBETCTBYIOLLIEM XMMUYECKOM BellecTBe, Hanpumep: (i)
XMMUYECKOe Ha3BaHWe B COOTBETCTBMU C NpaBuriaMyv HoMeHKnaTypbl MexayHapogHoro cotosa
TeopeTnyeckon u npuknagHon xummn (MKOMAK) nnbo onncanue, nnbo — ans buonornyeckoro
BELecTBa — aMVHOKUCIIOTHYIO NocneaoBaTteribHOCTb; (i) CTPYKTYpHYo dpopmyny; (iii)
MoIekynsapHyto popmyny; u (iv) perMcTpaumoHHbin Homep Xumuyeckon pedepaTtnBHOM Cryxobl
(CAS).

12. [Oo nopaun 3asBku B Cekpetapmat BO3 Heobxoaumo, 4ToObl paspaboTka
nekapCTBEHHOrO Npenapara npoLuna Bce aTarnbl, NpeALlecTByoLWmMe KIMMHUYECKUM
nccnenoBaHnsaM. Takoe TpeboBaHue 06yCnoBreHo TeM, YTO B Criyyae NpoBeaeHus
KMMHUYECKNX NCCNEeAOBaHMIN NEKAapCTBEHHOro CPEACTBA BO3HUKHYT pa3yMHble OCHOBaHMS
npegnonaraTb ero NOCMNeAyLyo peanusauunto, crieqoBaTernbHo, Ha pbiHke byaeT
MCNONb30BaTbCHA BblOpaHHOE HavMeHOoBaHMe.

13. B oTHoweHun maTepumano, npeacrtaeneHHbix BO3, npeanpnHnumMaroTcst Mepbl No
obecneyveHunto KoHpuaeHunansHocTn. OgHako onybnunkosaHHoe BO3 PykoBoacteo no
ncnonbsosaHnio MHH ans dapmauesTuyeckmx seliects™ (nanee «PykoBoacTteo no MHH»)
rnacuT, 4To 3aaBUTENb HE UMEET Npasa npunaratb yeunusa gns nonyvyedms MHH go
3aBepLleHnd BCex NaTeHTHbIX npouenyp v npeactasneHns BO3 nonHon xummnyeckom
nHcbopmaLumn™. BosmoxHbI cniydau, koraa Ao Beibopa MHH Hosoe BeluecTso npuobpeTaeTt
TpvBMarnbHOE Ha3BaHMe, KOTOPOE UCMONb3yeTCs B TabopaTOPHON NPaKTUKE U HAY4YHOMN
nutepatype. TOT dakT, YTO TpUBMaANbHOE Ha3BaHME MOBCEMECTHO NCMNONb3yeTCs B nuTepaType,
He rapaHTUpyeT ero yTBepxaeHus B kadyectBe MHH, n aTo MoxeT npmMBecTu K nyTaHuue nocne
BblboOpa odmLmanbHOro HenaTteHTOBaHHOrO HauMeHoBaHus. Moatomy B PykoBoactee no MHH
3aa9BUTENAM PEKOMEHAYETCH MCMONb30BaTb KOAOBLIE 0003HaYeHNsa 4o nybnnkaumm
pekomeHgyemoro MHH*.

PaccmompeHrue 3aseku u nybnukayus 3amedaHuli

14. Cekpetapuat BO3 nsyyaet npeanoxeHHble HaMMeHOBaHWs Ha NPeAMET COOTBETCTBUS
npasunamM HOMEHKNAaTypbl 1 OBLLMM NPUHLMNAM, Hann4msa cxogctea ¢ onybnmkosaHHbiMn MHH
N BO3MOXHbIX MPOTMBOPEYNIA C CYLLLECTBYHOLLMMN HaMMEHOBaHNsIMW. Pe3ynbTaTbl NPOBEPKN
HanpasngawTca rpynne akcrneptos no MHH ana nonyyeHna samedannin. Korga akcnepTbl
NPUXOAST K COrNacuio B OTHOLLIEHMN KOHKPETHOrO HaMEHOBaHWS, 3asBMTENIO COObLLaoT O
BblIOpPaHHOM HavMeHOBaHWMW.

HepaBHO co3gaHHas KOHCyNbTaTUBHAs rpynna 3KCrnepToB Mo 6MONorMyeckMM BelLLecTBaM OkasbiBaeT
akcnepTHo rpynne no MHH koHcynbTaumm no Bonpocam Bbibopa MHH ans 6ruonorvyecknx nekapcTBeHHbIX
BELLECTB.

B cTpaHax, rae y4pexaeHbl HauMoHarnbHble KOMUCCUM MO HOMEHKNaType, 3asBkn Ha MHH gomkHbl
HanpaBnsTbCA Yepes HaumMoHanbHble opraHbl. B apyrux ctpanax 3anpockl Ha MHH moryT HanpaBnsTbes
HenocpeacTeeHHo BOS.

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

Tam xe, cTp. 9.

Tam xe, ctp. 10.

10
11
12



SCP/21/9
CTp. 5

15. 3atem BbiOpaHHoe (Npeanaraemoe) MHH nybnukyetcs B xxypHane «Hdopmaums BO3 o
nekapcTBeHHbIX cpeacTeax» 3. BmecTe ¢ npeanaraembiM MHH (Ha naTtbiHW, aHIMUIACKOM,
opaHLy3CKOM 1 MCMAHCKOM fi3blkax) NyBNnKyeTCsa ero XMMmyeckoe Ha3BaHue unm onncaHue,
NPUHLMM AEICTBUSA U NCMONb30BaHNsA™, MonekynspHas dhopMyna, perucTpaLyoHHbIN HOMEp
CAS u cTpykTypHasa popmyna. MNMpegenbHbli CPoK A4S nogadn 3amedaHnin Unu Bo3pakKeHnn B
OTHOLLEHUN onyBnNMKoBaHHbIX HAMMEHOBaHUIN COCTaBNAEeT 4 MecsiLa ¢ AaTtbl Ny6nukaumm.

lMy6nukayus pekomeHOyemozo MHH

16. Ecnun He 6bino nogaHo BO3paXXeHnn NMbo Bce paHee nogaHHble BO3paXkeHnsa bbinm
oTo3BaHbl, BO3 BbibnpaeT HaMmeHoBaHMe B kadecTBe pekomeHgyemoro MHH, koTopoe 3aTtem
ny6nukyeTcs B xypHane «MHdopmauus BO3 o nekapcTBeHHbIX cpeacTeax»™®. BmecTe ¢
pekomeHgyembiM MHH (Ha naTbiHW, aHIMMNCKOM, OPaHLY3CKOM U MCMAHCKOM SA3bIKaX)
ny6nuKyeTcsa ero XMMmyeckoe Ha3BaHue v onncaHve, MonekynsipHasa n CTpyKTypHas
dopmyna. MHoraa B nybnvkaumo pekomengyemoro MHH BkntoyaeTca cooTBETCTBYOLLNIA
perncTpaumoHHblin Homep CAS.

Basa gaHHbix no MHH

17. Co Bcemu npegnaraembiMun n pekomeHgyembimm MHH MoxxHO 03HakomMuTbLCS B
OHnaiiHoBoit 6a3e aaHHbIX MedNet Ha caiite BO3™. B Hell cogepxaTcs crieyioLye CBeaeHuS:
(i) naTnHckoe MHH n ero akBMBaneHTbl Ha apabCckoM, KUTANCKOM, aHIMNCKOM, (OPaHLly3CKOM,
MCNaHCKOM 1 PYCCKOM f3blkax; (i) HaunoHanbHble Ha3BaHWs (ecnu TakoBble umetoTcs); (iii)
koabl ATCY; (iv) ocHOBHas xummyeckas nHdopmaums (CTpyKTypHas copmyna v
MorekynsapHas oopmyrna); 1 (V) rmnepcchbisiku Ha COOTBETCTBYOLWME Nydnvkaunm
npegnaraemblx n pekomengyemoix MHH. Bnarogaps nHcTpymeHTaneHOMy cpeacTBy «3anpoc
ctatyca MHH» moxHo cnegute 3a ctatycom MHH B xoge npouecca Boibopa. Kpome Toro, ons
obecneyeHnsi B3aMOAENCTBNA KOMIMbIOTEPOB B CETU ObiT pa3paboTaH cneunanbHbIn
nporpamMmMHbIri koMnneke « nobanbHbIi LeHTp AaHHbIX No MHH», nHtepdenc kotoporo
CoCTaBrieH B hopmaTe, AOCTYNHOM 4S5 MALUMHHOMO CYUTbIBaHMSA. [lpyrue cuctemsl
B3ammMoaeuncTByloT ¢ Beb-ycnyron no MHH, koTopas o6ecneuvBaeT HarnsagHyro MHTErpawumio ¢
cavTamu 1 NPUNOXeHUaMK1, OCTYMHbLIMU A8 BHELWHWX Nonb3oBaTenen (Hanpuvep, cantom
Bropo no rapmoHusaLumm BHyTpeHHero peiHka (OHIM) B AnukaHTe). Kaxable aBa roaa B
dopmaTe Ha CD-ROM BbIXOoOUT CBOAHbIV NepeyeHb Bcex onybnmkoBaHHbIXx MHH Ha apabckom,
KUTaNCKOM, aHrMMNCKOM, dopaHLly3CKOM, NaTUHCKOM, PYCCKOM U MCMAHCKOM Si3bIKax.
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” Hanpumep, cm. xypHan «Hdopmaums BO3 o nekapcTBeHHbIX cpeacTBax», 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
noaTBepXaaeT 3TU CBeAEHUS U He NPeACTaBNsAeT 3ameyaHnii No noBoay 3WeKTUBHOCTY 3aABIIEHHOIO
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
[JaHHbIX HacYMTbIBaEeT cBbille 14 TbIC. NonNb3oBaTenen.

CornacHo Cucteme aHaTOMO-TEPaNEBTUYECKO-XMMUYECKON Knaccudmkaumm nekapcTBEHHbIX NpenapaToB
(ATC), kaxxgomy chapmaLeBTUHECKOMY BeLLecTBY npuceamBaetcst kog ATC B COOTBETCTBUM C OPraHOM Ui
CUCTEMOW OpraHoB, Ha KOTOpbIe BO34ENCTBYET 3TO BELLECTBO, @ TaKke B COOTBETCTBUM C €ro
TepaneBTUYECKMU, (PapMaKoNOrMyeckuMm 1 Xumm4eckumm ceomcTeamu. Knaccmudpukaums segérca
CoTtpyaHuyaowmnm ueHtpom BO3 no meTogonorum ctatucTukm nekapcteeHHbix cpencts (WHOCC). Cm.
http://www.whocc.no/atc/structure_and_principles/.
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NONCK ®APMALIEBTUHECKINX BELLECTB, NOJTYYMBLUMX PACKPBITUE B NATEHTHbIX
3AABKAX N NMATEHTAX

18. HecmoTps Ha TO, YTO AN NPOBEAEHUSA NAaTEHTHOrO NOMCKA NO KaXKgon 0bnacTn TeEXHMKK
TpebytoTcs cneunduyeckme 3HaH1st U Hoy-xay, ogHa U3 oCobeHHOCTEN Noncka XMMN4eCKoro
BellecTBa 3aKniyaeTcs B TOM, YTO B MATEHTHbIX 3asiBKax WU NaTeHTax OHO MOXeT ObITb onmncaHo
No-pasHOMY: C MOMOLLbIO HAMMEHOBAHWIA 1 C MOMOLLBIO XMMNYECKON CTPYKTYPbl. XMMUYeckoe
BELLECTBO BoOOLLE 1 hapMaLEBTUYECKOE B YaCTHOCTM MOXET UMETb HE OQHO HAMMEHOBAaHME,
a HeCKOmbKo obuLManbHO NPUHATLIX UM MOBCEMECTHO NMPUMEHSIEMbIX 3KCNepTamu B
cooTBeTcTBYlOLWEen obnacTtu. Moatomy ans obecnevyeHns Ka4eCTBEHHOro NaTEHTHOrO NMOMCKa B
OTHOLUEHUN hapMaLIEBTUYECKNX BELLECTB 9KCMEPThbI YAaCTO UCMOMb3YOT pasfinyHble
TEXHUYEeCKNe napameTpbl Moncka, 1 B 3TON o6ractn TeEXHUKM Bbin pa3paboTaH psg
crneunanmuaMpoBaHHbIX 6a3 AaHHbIX™,

19. Kak npasuno, A4na noncka no nateHTHbIM JOKYyMeHTaM, KacawmumMes papmaueBTUYEeCKUxX
BELLECTB, MOMYT MCMNOMb30BaTbCA NapamMeTpbl NoMcka HECKONbKMX BUOOB, B YHAaCTHOCTU, Kak
onucaHo B Tabnuue 1. MNockonbKy He CyLecTBYEeT YHMBEPCANbHOIo N OAHO3HAYHOro
00603HaYeHNA XMMUYECKNX COEANHEHUI, NPU NPOBEAEHUN NATEHTHOro NOMcKa B OTHOLLEHU
hapmaueBTUYECKMNX BELLECTB YacTO UCMOSMb3YEeTCst HECKONbKO CNOcob0oB MX 0003Ha4YeHus, T.€.
Hapsagy ¢ NMOMCKOM MO Kodam NaTeHTHOW Knaccudukaumm npoBOANTCA NMOUCK MO CTPYKTYpe U No
KNioYeBbIM CIrIOBaM, B KQYECTBE KOTOPbLIX MOryT BbICTYyNaTh pasfnnyHblie HaMMeHOBaHUA
BELLECTBA, Ero perncTpaunoHHbin Homep B CAS, cnocob ncnonb3oBaHus B
hapmaueBTMYECKOM NPOM3BOACTBE U T.4. [1na Toro, 4tobbl oNpeaennTb BCE COOTBETCTBYOLLMNE
NaTeHTHbIE LOKYMEHTbI, 0COOEHHO eCcrnin coefMHEHNE packpbIBaeTCsa B CTPYKTYPHbIX hopmynax
MapkyLua, nomcka no nateHTaMm Ha OCHOBE TOMbKO IWLLb HAMMEHOBAHUA NNn
PermcTpaLmMoHHOro HOMepa YacTo OKasblBaeTcsl HegocTaTouHo™ . CornacHo pesynbTatam
naTeHTHOro NoMcka, KOTopbIn BbIN NPOBEAEH B paMKax COCTaBMeHnsa naTeHTHoro naHawadTa
NPUMEHUTENBHO B PUTOHABMPY, MOUCK MO XMMUYECKOW CTPYKTYpe No3BONun BbisiBUTL 119
3anucen, KoTopble He GbinKy BKNoYeHbI B 841 3anncb, BbIABNIEHHYO MOCPEACTBOM TEKCTOBOIO
rnoucka ¢ UCNoNb30BaHMEM TEPMUHA «PUTOHABMP» U €ro 0BLLENPUHATBIX CUHOHMMOB (Kyaa
BXOOAT Toproesoe Ha3BaHne, MHH, nponssogcTBeHHOe HauMeHoBaHue, Homep no CAS n
MonekynspHas copmyna)®.

20. BblGop napameTpoB U1 CTpaTErMin MOMCKa 3aBUCUT OT LIENW Noucka 1 Toro, K Kakomy Buay
OTHOCUTCS Mckomas MHpopmauus. Hanpumep, MoryT BO3HUKHYTb pasHble NoTPeBHOCTM B TOM
cnyyae, ecnv TpebyeTcs NPOBECTM NATEHTHbIN NMOUCK NO NeKapCTBEHHOMY CPeACcTBY, KOTOpPOe
yXXe BbINyLLIEHO B NPOAaxy, 1 BeLLecTBY, KOTOpoe Nnoka npeacTtasnseT cobon nuilb
noTeHuManbHoe nekapcTBo. [pumepbl TOro, HACKOMbKO Pa3HbIMK MOTYT ObITb LiENM noucka no
naTeHTaM Ha chapmaLeBTUYECKME BELLECTBA, BKNOYAIOT crieaytoLlee:

- NaTeHTHbIN NOBEPEHHbI MOXET NMPOBECTM MOUCK MO M3BECTHOMY YPOBHIO TEXHUKW ANS
onpeaeneHns nyonukauui, UMerLLMX OTHOLLEHNE K OLeHKE HOBU3HbI U
n3006peTaTenbCKOro YpoBHS 3asiBNEHHOIO M306peTeHUsl, KOTOPOe HaxXoaMTCS B
npoLecce pacCMOTPEHUS;

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

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

OTtueT 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 ropuamnydeckoro dakynbteTa HauuoHansHoro
yHuBepcuteTa TanBaHsi, 6-7 aekabps 2013 r. CornacHo aBTopam, NOUCK NO NaTeHTaMm, kacaroLmmcs Nty
KOHKPETHbIX NIEKAPCTBEHHbIX CPEACTB, MPOBEAEHHbIN OMNbITHLIM MOBEPEHHLIM, MOKa3an 6onee HageXxHble
pe3ynbTaTbl MO CPaBHEHUIO C MOMCKOM Ha OCHOBEe McknoumMTensHo MHH.
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- YYeHbln-uccnegoBaTenb MOXET OCYLLECTBMATL NMOMCK MO NAaTEHTHbIM JOKYMEHTaM C
Lienbio 0OHapPYXNUTb PeLUeHUs, NPUroaHble AN NPUMEHEHNs ANst KOHKPEeTHOW 3adauun
AaHHOro uccnegoBaTens;

- NaTEHTHbIN MOUCK MOXET NPOBOAUTLCS B KOHTEKCTE 3aKyMKM NeKapCTBEHHbIX CpeacTs
C Lenblo onpeaenuTb, NogaBanuch N 3asBKM Ha NaTeHTbl U ObIiNy N BblAaHbl NaTEHTbI
Ha 3TN NeKapCTBEHHbIe cpeacTBa B TOM UMM MHOW topucamkummn. B Takom cnyyae
3KCNepT, OCYLLECTBASAOLLNIA NOUCK, MOXET ObITb 3aMHTEPECOBAH B ornpeaeneHnm
NnaTEHTHbIX 3asIBOK 1 NAaTEHTOB, POPMYIibl KOTOPbLIX MOFYT OXBaTblBaTb T€ NEKAPCTBA,
KOTOPbI€ YXKe BbiMyLLEHbI HA PbIHOK;

- KOMNaHusi — NpoM3BOANTESNb J)KEHEPUKOB, KOMNAHUSA-KOHKYPEHT UMW Apyrne TpeTbu
nvua MoryT NPOBECTU MOWUCK N0 NaTEHTHbLIM 3asiBKam U NaTeHTaMm C LeNblo OLEHUTb
CBOM NePCrneKkTUBbI B TON UMW MHOW OPUCAMKLMN U NPU HEOBX0AMMOCTM OCMopUTb
[AeNCTBUTENbHOCTb NaTeHTa.

Tabnuua 1: npumepbl NapamMeTpoB Noucka NPUMEHUTENBHO K hapMaLeBTUYECKUM BELLECTBAM

[MapameTpsbl Mpnmepsbl [NosicHeHne
[ponssoacTBeHHOE BMS-232632 B nabopatopHoi paboTe 1 B nybnukaumsax Ha atane
HaumeHoBaHue HWOKP BelectBo 0603HayaeTcs NoCpeacTBOM Koaa

(kombrHaumm 6ykB 1 undp).

MHH (reHepuyeckoe atasaHasup YHUKanbHoe, HO B TO )& BPeEMSs pacnpoCTpaHEeHHOe BO

HavMeHoBaHue) BCEM MMPE HaVMEHOBaHWUe Kaxaoro
hapMaLEeBTUYECKOrO BELLIECTBA, YCTAHOBIEHHOE
TONbKO ANSs HEero.

ToproBoe Ha3BaHue Reyataz® Mocne Toro, kak 6yaeT ogo6peH BbINyck

neKkapCcTBEHHOro cpeAcTBa Ha PbIHOK, ero peanvsaums
OyaeT ocyLeCcTBNSATLCS NOA (PUPMEHHBIM Ha3BaHWEM,
3aperncTpupoBaHHbIM A1s LENein oxXpaHbl B Ka4ecTBe
TOBapPHOro 3HakKa.

Xumnyeckoe
HasBaHue no MKOMAK

meTtun N-[(1S)-1-{[(2S,3S)-3-rmgpokcu-
4-[(2S)-2-[(meTokcrKkapboHUT)aMuHo]-
3,3-anmetunl-N'-{[4-(nupnanH-2-
un)denunlmetTnn}oyTaHrnapasvaon]-
1-cbenunnbyran-2-unjkapbamonn}-2,2-
avmeTtvnnponunlkapbamar

MexayHapoOHbl COK3 TEOPETUYECKOM U NPUKNagHoOn
xummm (UKOMAK) yctaHaBnvuBaeT ctaHgapThl Ans
NPUCBOEHNSI HAMMEHOBAHWI XMUMUYECKUM 3fieMeHTaM n
COEIVHEHNSIM B COOTBETCTBUU C YTBEPXKAEHHOM
CTPYKTYPOW.

PerncrpaumoHHsbIn 198904-31-3 Mocne nybnvkaumm NaTeHTOB U CBEAEHWN B

Homep CAS XUMNYECKUNX XypHanax XmMmunyeckas pedepaTtmBHas
cnyxb6a (CAS) npucBanBaeT HeaBHO
06Hapo0BaHHOMY COEANHEHWIO YHUKAMbHbIV
LMdPOBON NOEHTUPUKALMOHHbLIN Homep21.

Koa no A61P 31/18 HecmoTps Ha 1o, 4TO koAbl MIK He onpegensaioT ¢

MexayHapogHom TOYHOCTbIO TO UITN MHOE BELLECTBO, 3TOT KOZ,

naTeHTHON Mcnonb3yeTcsa Hapsaay ¢ ApyruMu napaMeTpamm noucka

Knaccudukauum C Luenbio Cy3nTb Anana3oH pe3ynbTaToB Nnoucka.

(MIIK)

MonekynsapHas C3sHs52N607 XumMmnyeckas popmyna, 4EMOHCTPUPYIOLLAs YMUCHO

dopmyna aToOMOB MOMEKYIbl U UX NPUHAAMNEXHOCTb K TOMY UNnn

VMHOMY XMMWUYECKOMY 3MIEMEHTY.

a HeCMOTpﬂ Ha TO, YTO NpuceBoeHneM VI,EI,eHTM(*)MKaLI,I/IOHHbIX HOMEPOB XMMNYECKMM COeJNHEHUAM 3aHNMalOTCA

¥ Opyrye opraHusauuu, perncTpaunoHHelii Homep CAS sBnseTcs oaHUM U3 Hauboree LWMPOKO NPUMEHUMbIX
KOZIOB CPeAU 3KCMEPTOB B 3TOM 06MacT XUMUM.
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XumMmnyeckas CyLiecTBylOT KOMMepYyeckme 6asbl AaHHbIX AN
CTPYKTypa naTeHTHOro Nouncka, MoCPeACTBOM KOTOPbIX MOXHO
(cTpykTypHas NPOBOAUTb MOUCK COEAVHEHUI MO CTPYKTYPHOM
dopmyna) dopMyne Hapsay C NOMCKOM MO KIOYEBbLIM CMOBaM

(HanmeHoBaHWAM) 1 kogam knaccudmkaumun. B atux
6a3ax gaHHbIX UCNONb3YHTCA pasnuyHble NpaBuna
Knaccudukaumum, 4Tobbl AaTb IKCNepTamMm BO3MOXHOCTb
BECTU NOUCK Takke No XMMUYECKUM COEANHEHUAM,
KOTOpble OnMcaHbl ¢ noMoLLbo 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 M300peTeHne 4OCTAaTOYHO SICHO M MOMHO, YTOObLI M306peTeHne Mormno bbITb
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 ONMCaHNs M306peTeHns B NaTEHTHON 3asiBKe.
Hanpumep, npasuno 10.1(d) [loroBopa 0 naTeHTHOM Koonepauum rnacuTt: «|[...] npn HanncaHuu
XUMUYECKNX oopmyn cnegyeT NpuMeHsTb 0bweynoTpedbunTenbHble CMMBOSbI, aTOMHbIE BEca U
MorekynspHbele popmynbi». Mpasuno 10.1(e) PCT rnacuT, 4to «BoobLWe crneayeTt NpUMeHATb
TONbKO Takme TEXHUYECKNE TEPMUHbI, 0603HAYEHUSA N CUMBOSbI, KOTOPbIE SABMAOTCA
obLwenpuHATLIMK B faHHOW obnactu». [lanee, nyHKT 4.24 PykoBoAcTBa No MexayHapogHoMy
NOWCKY W npeaBapuTenbHOM akcnepTnae B cootBeTcTBMM ¢ PCT rnacut: «JomkKHbl
MCNONb30BaTLCS LWMPOKO PacnpoCTpaHEHHbIE XMMUYECKME U MaTeMaTUYECKMEe CUMBOSbI,
aToMHble Beca 1 morekynsapHble dopmMynbl [...]. 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 TpebosaHusa B pamkax PCT, ona onpegenexHns dapmauleBTUYeCcKoro
BeLLeCTBa 3asiBUTENb, KOorga aT0 BO3MOXHO, MOXET MCMOMNb30BaTh N0ObLIE MeXayHapoaHbIe
CcTaH4apTbl, €CNWN OHM ABMASOTCA 0BLENPUHATBIMM Cpean CneumanmcToB B AaHHoN obnacTu.

23. Kak npaBuno, npu 3akynke nekapCTBEHHbIX CPeaCTB MMEHHO MOCTaBLLMK 0053aH
npocneanTb, 4TOObI BCe HEOBXOAMMbIE NpaBa Ha Npoaykuuto, B Tom vncne NNC, 6oinm
obecne4veHbl B COOTBETCTBMM CO crneumdukaumsamMmm B TEHAEPHON JOKYMEHTALUMM U KOHTPaKTax
Ha NOCTAaBKY JIEKapCTB, O4HAKO YUYPEXAEHUS, KYpUpYIoLLMe BOMPOCHI 3aKynoK, LOSMKHbI C CaMoro
Hayana y4YnTbiBaTb TaKOW BOMPOC, KaK HanMyne nateHTa Ha aTy npo,u,yxu,mo”. B otnnune ot
cneumanuctoB B cdoepe VC, aTn yupexaeHnst 4acto He pacnonaratT 4OCTYNOM K
KOMMEpPYECKMM NaTEHTHbIM 0a3am OaHHbIX CO cneunarnbHbIMU BO3MOXHOCTSMW NOUCKa Mno
XUMUYECKNM 1N dapMaLeBTUYECKMM BELLECTBaM, MO3TOMY MATEHTHbINA MOUCK OCYLLLECTBISIETCS C
ncnonb3oBaHMeM 06LWe0CTYNHbIX 1 6ecnnaTHbIX UCTOYHMKOB. Byayyn cneuymanuctamm B
BOMpoOCcax 34paBoOOXpPaHEHUs, OHN 3HaKOMbI € NoHATMEM MHH, npu 3ToM ANa HEKOTOPLIX N3 HUX
npegcrasnseTcs npobnemon ToT dakT, YTO HEBO3MOXHO NOSTYYMTb NepeyvyeHb NaTeHTOB,
KacarLmnxca onpeaenieHHoro papmMaLeBTUYECKOro NpoaykTa, B pesynbTaTe NaTteHTHOro
noncka ¢ ucnonb3oBaHnem cooTseTcTBytowero MHH B kauecTtBe knoyeBoro crosa, HO 6e3

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

cobctBeHHocTH (CornaweHus TPUTC).
CogerictBue gocTyny K MeAMLUHCKMM TexHonornam n uHHosaumam (BO3, BOUC n BTO), cTp. 162.
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3aQenNCcTBOBaHMS NAaTEHTHOWM Knaccudukaumm nnn noncka no CTpykTypHou doopmyne (1nm
XVMUYECKOTO HauMeHoBaHNs )>.

24. B 2007 rogy Coto3 chapmaueBTn4eCKMX npomnssogntenen ugum obpatuncs K
npaBuTensCcTBy NHOUNM ¢ NpeanoXxeHnem BBeCTn TpeboBaHMe, COrnacHo KOTOPOMY B TedeHue
30 gHen nocne npucsoeHna MHH 3aasutenn gomxkHel nomectute MHH B Ha3BaHue
n3obpeTenns®>. VnmumaTtopbl TpeboBaHVS NOSICHWM, YTO, XOTSA B NaTEHTHO 6a3e AaHHbIX Ha
becnnaTtHom canTe onybniMkoBaHbl Ha3BaHUe M3obpeTeHns n ceefgeHnst 06 aBTopax, nobas
Apyrasi tHpopmaumsi, B TOM Ymcne pedgepartbl U onMcaHne n3obpeTeHuns, Ha TOT MOMEHT Bbina
3aKpbITa 418 noucka — JOCTYM K Hell 6bi BO3MOXeH TOMNbKO Ha NnaTHoN ocHoBe?®. MockonbKy
XnMmmnyeckasa popmyna B Ha3BaHMU M306peTeHns MoXeT OblTb pacLieHeHa Kak CIIMLLIKOM
pacnnbiBYaTas Unmn CriMwKoM YCNOXHEHHas, B Ha3BaHUM npeanaranock B 06a3aTenibHOM
nopsigke ncnone3osatb MHH, 4to6b1 NpoMHopMmpoBaTh O6LWECTBEHHOCTL (HAanNpMmMep, O
nogaye BO3paXKeHW A0 Bbigavu NaTeHTa) 1 nyywe NoHATb CyTb M306peTeHnn, onncaHHbIX B
3asiBKax Ha NaTeHTbl.

25. C Toro BpemeHu 6binv onybnmMkoBaHbl 1 Apyrne aHanornvHble npeanoxenus: (i)
obsizatenbHoe packpbitue MHH B naTeHTHbIX 3asBkax: ecnv MHH yxxe npucBO€eH, TO B MOMEHT
nogauu, ecnm HeT — To cpasdy nocrne ero npucsoeHus®” 2%, (ii) obasaTensHas ccbinka Ha
cooTtBeTcTBYyOWwmMn MHH B nepBom npeanoxeHun pedepaTta nocne nogaym 3asiBkv Unu, ecnum
MHH ewie He n3BecTeH, 0bsi3aTenbHOE YyBe4OMIIEHME NaTeHTHOro Begomctea 06 MHH nocne
TOro, Kak oH 6yaeT npeaoctasnen?’; u (i) o6szaTensHoe packpbiTe MHH B HasBaHWu
n3obpeTeHns N pedepaTe Ha MOMEHT noaaun 3assku, ecnu MHH yxe nssecten®.
MpennoxeHHble Mepbl NpU3BaHbl 06NerYynTb 3agavy No onpeaeneHnto NaTeHToB, CBA3AHHbIX C
MeaVLMHON, NS Lenen noucka no M3BeCTHOMY YPOBHIO TEXHUKW, MOMOYb NPOaHann3MpoBaTtb
nocneacTsnst NaTEHTOBaHWS ANt 4OCTYNa K NNEKapCTBEHHbIM CPEACTBaM B pa3BMBaIOLLMXCS

CTpaHax n coaencTeoBaTb OonbLuen npo3pavHOCTUN NaTEHTHOW CUCTEMBI.

26. OTHOCMTENBHO HeaaBHO eHeparnbHOe yrnpaBreHne No BONpocam NaTeHToB.,
NPOMbILUNEHHbIX 06pPa3LoB 1 TOBAPHbIX 3HAKOB MMHMCTEPCTBA TOProBNM 1 NPOMbILLIIEHHOCTU
MHaun obHapogoBana ans obLwecTBEHHOro 06CcyaeHnst NPoekT PykoBoACTBa NO U3y4YEHMIO
NaTEHTHbIX 3a8BOK B 006M1acTn hapMaLeBTUYECKNX NPENapaToB, HOBENLWANA pefakums KOTOporo

2 Kak npoBecTn NaTeHTHbIA NOUCK MO NeKkapCTBeHHbIM cpeAcTBaM: nowlarosasd NHCTPYKLMA. BCGMVIpHaFl

opraHusauus 3agpasooxpaHeHus, 2010 r. Cm. Takke 3amevyaHue, HarnpaBreHHoe opraHusaumen «Bpaun 6e3
rpaHvuy» B [eHepanbHoOe ynpaBneHne no BONpocam NaTeHTOB, NPOMbILLIEHHbIX 0OpPa3LIOB M TOBAPHbIX 3HAKOB
MuHmcTepcTBa TOProBnM 1 NPOMBILLNEHHOCTM MHAUM No noBody nepecMoTpeHHoro PykoBoAcTea no
N3y4eHMNIo NaTEHTHbIX 3a8BOK B 06nactu hapmaLleBTUYeCKUX npenapaTos.
(http://lwww.ipindia.nic.in/iponew/comments_PharmaGuidelines/FeedBack_Pharmaceuticals.htm).

Bxyma CpuBacTtaBa, «AKTUBUCTbI NPEANUCHIBAIOT KOMMAHWSIM — NMPOU3BOANTENSIM NIEKAPCTB OCTaBUTb
dopmynbl B nabopatopusx» (http://www.livemint.com/Politics/t1Aygh3QbdnYVCjO6MpYOK/Leave-formula-in-
lab-is-activists8217-prescription-for-dr.html).

Cutyaums B lHoum nameHunacbh — Tenepb onyGnmnKoBaHHbIE NATEHTHbIE 3a8BKM U NAaTEHTbl AOCTYMNHbI ANs
noucka Ha canTte MHAWICKOro naTeHTHOro BeZIoMCTBa:
http://ipindiaservices.gov.in/patentsearch/search/index.aspx.

Cyaun Yayaxypu, YaH Mak n K.M. Nonakymap, MNatuneTka pexvma naTeHToBaHMS NpoayKUMn: peakums NHamu,
cTp. 120, MPOOH, 2010 .

PykoBoacTBo no paspaboTke NONUTMKM A5 BOCTOYHOAMPMKAHCKOro coobLLecTBa, pervoHanbHas nonutuka B
obnactn MC no Bonpocam MCnornb30BaHWs CBA3aHHbIMW C O6LLECTBEHHBIM 34paBOOXpaHeHeM rmokrMm
Bo3MokHocTsaAMM Cornatwenns TPUMC BTO u cornacoBaHue HaLMoHanbHOro 3akoHogaTenbcTea B obnactu
WNC, ctp. 17,2013 1.

TunoBble NOMNOXEHUS B MPOEKTE 3aKOHa O MPOMbILLIIEHHON cobcTBeHHOCTM 2009 r. (YraHga), npusBaHHbIe
obneruntb AOCTYN K AeLleBbiM nekapcteam, cTp. 14, LieHTp no Bonpocam 3gpaBooXpaHeHus:, Mpas Yernoseka
n passutusa (Cehurd) u NMPOOH, Yranga, 2012 r.

Kapnoc Koppea, MIHHOBaumu B hapmaLieBTU4ECKON cchepe, NoLaroBoe naTeHToBaHME 1 0bsi3aTenbHoe
nuueHsnpoBanue, cTp. 23, LienTp tOra, 2011 r.
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6bina onybnukosaHa 12 asrycta 2014 r. (nepecMOTPeHHbIN NpoekT PykosoacTea). Uto
KacaeTcst obecnevyeHns KOMMIEKCHOro NOMCKa No U3BECTHOMY YPOBHIO TEXHUKK, MYHKT 5.3
NepecMOTPEHHOrO NpoekTa PykoBOACTBaA rnacuT, YTO NyHKTbl (POpMYbl M306peTeHus,
Kacarowmecs apmaleBTUYeCKUX COeAMHEHUIN, YacTO BKOYAOT NPOU3BOAHbIE N3BECTHbIX
coeavHeHUn, papmMaueBTNYeckas akTUBHOCTb KOTOPbIX Bblna onpegeneHa paHee, U Takum
hapmaueBTMYECKMM BellecTBaM yxe 6bino npucsoeHo MHH. Kpome Toro, korga B onmcaHmm
paccMmaTtpuBaemoro n3obpeteHunsa packpblTo Takoe MHH, akcnepT fomKkeH Takke NpoBeCcTn
NMOWNCK MO N3BECTHOMY YPOBHIO TEXHUKM N Ha ocHoBaHuKn aToro MHH. MyHKT 5.4 rnacuT, 4to B
cny4vae, ecnv 6yaeTt yCTaHOBMEHO, YTO B NyHKTE hOpMynbl Ha NPOAYKT 3asBUTENb NPUTA3aeT
Ha BTOPUYHOE MCMOMb30BaHUe/yKkasaHue yxxe N3BeCcTHoOro bapmaueBTn4ecKkoro
coeHEeHUA/HOBOW (POPMbl M3BECTHOMO BELLECTBA UMW COeAMHEHUS, IKCNEPT LOITKEH
ncnonb3oBaTh Ty XXe METOAMKY M NONpPOCuUTb 3aasutens coodbwmts MHH Takoro
hapmaueBTMYecKkoro Bewecta. Ecnu gaxe B otBeT Ha npocbOy 3asiButens He coobwmt MHH,
9KCMNEPT JOIMKEH NonbITaTbCs BbIACHNTE MHH camocTosTensHO 1 ucnonb3oBaTth €ro B
cTpaTternm nomcka. MHeHus y4acTHUKOB AMCKYCCUMU NO NOBOAY ONMCAHHbIX Bbllle NyHKTOB 5.3 1
5.4 pasgenunuch>2. HekoTopble 13 HUX nonaratoT, 4To MHH npeacTaBnsieT coboi BaxHbIl
napameTp noucka no U3BECTHOMY YPOBHIO TEXHUKN, @ UX ONMOHEHTbI CYUTAIOT nHave. Pag
YYaCTHUNKOB NPUOEPXKMBAIOTCA MHEHUS, YTO TpeboBaHue o coobweHnn MHH ypeamepHo
obGpemMeHuT 3asBuTens, a gpyrue yoexaeHol, 4tTo 6pemsa no onpeaenexHmto MHH gomxHo 6biTb
BO3ITOXXEHO Ha 3asBUTENS, a He Ha 3KcnepTa, U B criyyasx, koraa BOS3 yxe npucsovna MHH,
3as8BUTESb HE HECET HUKaKMX pacxogoB N HUKAKOro GpemeHu.

CPOKW OCYLLECTBEHUA MHHOBALIM B COEPE ®APMALIEBTUKW, MPOLIEQYP MHH
N MPOLIEAQYP NMATEHTOBAHNA

27. PaccmaTpumBas ocyLectBUMOCTb TpeboBaHMs 0 packpbiTum MHH B naTeHTHbIX 3asiBKax u
nateHTax, B MepByo0 oyepeab cnegyeT ndyuymTb Takom BONPOC, Kak CPOKM OCYLLIECTBIIEHUS
WHHOBaUW B cdhepe hapmaueBTUKK, Npoueayp npegoctasneHns MHH n npouenyp
naTteHToBaHusA. HecMoTpsa Ha TO, 4TO ANSA pasHbIX NEKAPCTB OHWM MOryT ObiTb pasHbIMK, B LLESTOM
C MOMEHTA OTKPbITUSA NeKkapcTBa 1 40 NPOBEAEHUSA KIMHNYECKUX NCCNeaoBaHNM NpOXoauT OT
Tpex [o LUEeCTU NeT, U ANA CaMUX KITMHUYECKUX UCTIbITaHuii TpebyeTcst LWecTb-CeMb neT-.
O6bI4HO 3asBUTENDL O0bpallaeTcsa 3a MHH nocne Toro, kak npouecc paspaboTkn HOBOro
nekapcTBa NepexoauT Ha CTaauio KIMHUYECKMX UCMbITaHUA. B cpeaHem ¢ nogayu 3asBku Ha
npepocrtasneHne MHH go nybnukaumm pekomeHgyemoro MHH npoxogut okono 15 mecsues. B
cnyyae naTeHTa BCe MHa4e: 3asiBKa Ha NaTeHT nogaeTtcd Ha camon paHHen ctagun HUOKP
cpasy nocre OTKPbITUS HOBOro COEOUHEHUS UK NPOU3BOAHOMO BELLECTBA, KOTOPbIE MOTyT
MMeTb MeauumHckoe npumeHenne® . CornacHo AaHHbIM, NOMyYeHHbIM U3 OrPaHNYEHHOrO YMcna
naTeHTHbIX BeAOMCTB>’, B 80% criyyaes BCe naTeHTbl Bbinu BblgaHbl B CPOK OT YeTbIpex 40
cemMu NneT ¢ AaTtbl Nogayun 3asBKKU, XOTS1 YUCIO NET BapbUpPyeTCHA B 3aBMCUMOCTI OT CTPaHbl U
KOHKPETHOW 3asaBKW. Takas pasHuua B ONMCaHHbIX Bbille CPOKax CBMAETENbCTBYET O TOM, YTO
nepBoHayanbHas 3asBka Ha NaTeHT Ha hapmaueBTUYecKkoe coeanHeHne (KOTopoe YacTo
ONUCbIBAETCS C NOMOLLLIO hopmMyrbl Mapkyla), a Takke apyrve nateHTHble 3asBKU Neproaa,
npeABapsALLEro CTaauio KIMMHUYECKUX UCTbITAHUIA (HanpuMep, Ha MeToabl

3 [epecMOTpEHHbIN NPOeKT PYKOBO/J,CTBa Nno N3y4eHU0 NaTEeHTHbIX 3aABOK B obnactu dapmMaLeBTUYECKMX

npenaparos, cTp. 9, oT 12 aBrycta 2014 .
(http://www.ipindia.nic.in/iponew/draft_Pharma_Guidelines_12August2014.pdf).
http://www.ipindia.nic.in/iponew/comments_PharmaGuidelines/FeedBack_Pharmaceuticals.htm.

«OTKpbITVE U pa3paboTka NekapCTBEHHbIX CPEACTB: NoHMMaHue npouecca HNOKP»
(http://www.innovation.org/drug_discovery/objects/pdf/RD_Brochure.pdf).

Beuay Toro, 4To MHHOBaLMKU B hapmaLieBTUYECKOM chepe MPoncxoaaT NOCTENEHHO U NO3TaMNHO, 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,
BOUC.
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yCOBEPLLEHCTBOBaHMS MpoLIecca UM Ha M3obpeTeHus, KOTopble NPU3BaHbl 3aMeHUTL COBoN
pasnunyHble 3NeMeHTbl LeHTpanbHow chopMyrnbl MapkyLia), yxe mornm 6biTb nogaHbl 40
nyGrukauum cooTBeTCTBYOLWEro pekomeHayemoro MHH, a Bo MHormx criy4asix kK aTomy
BPEMEHW NpoLeaypa naTeHToBaHUs Obina 3aBepLueHa.

28. Kpome TOro, MHHOBauUMn 1 NaTEHTHaA AEATENbHOCTb NPOAOIPKAOTCA U Ha Gonee No3aAHMX
aTanax pa3paboTku nekapcTea, BO BPEMS KIMMHUYECKMX UCMbITAHWUIA U NOCIE UX OKOHYaHWUS.
Hanpumep, nocne nybnuvkauum cooTBeTCTBYIOLWErO pekomeHgyemoro MHH moryT 6b1Tb nogaHbl
3a8BKM Ha NaTeHT Ha YCOBEPLLUEHCTBOBaHME NPOU3BOACTBEHHOMO Npouecca N3BeCTHOro
hapmaueBTMYECKOrO COeAMHEHNS, Ha BELLECTBO, 0Opa3oBaHHOE APYron COMbIO UMK CIIOXHbBIM
3(PpMpOM aKTMBHOWM YacTu U3BECTHOrO BELLECTBa, Ha COeAMHEHNE N3BECTHOIO akTUBHOMO
(hapmaueBTUYECKOrO UHIFpeaneHTa U Apyroro BellecTsa fMbo Ha BTOPUYHOE UCNONb30BaHne
N3BECTHOro (hapmaLeBTUYECKOro BELLECTBA.

Puc. 2: Cpoku ocywiecteneHnus npouegyp MHH n npouenyp nateHToBaHus (Ha npumepe
atasaHaBupa)

- _(3-6 years) _hr _(6:7 years) _.\%Si@ N A
\
| D_rug Preclinical \ CI.inicaI \Regulatow P S e e /}
ulscovery trials review
_____ /.————_. /____, — — — — — —
| 1 v /

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

04/04/1995  19/05/ 1598

Founder patent (US5753652)

20/01/1998 11/07542000

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

Improved synthesis
(US7829720)

20/06/2008 28/04/2010
[

Oral formulation
(EP2178511)

29. Ha puc. 2 B kauecTBe npumMepa rnpueeaeHbl CPOKM ocylecTsrieHns npoueanyp MHH un
npoueayp NaTeHTOBaHWUA, UCXOAA U3 AaHHbIX, NOMYYEeHHbIX NPU NOArOTOBKE OTYeTa O
naTeHTHOM NnaHAwadTe, kacarllemcs atazaHaBmpa. CTpenku, BbINONTHEHHbIE MYHKTUPOM,
oTobBpaxatoT pasnuyHble cTaguun npouecca pas3paboTkm nekapcTea U NPUBOLATCA
NCKNIOYMTENBHO AN HarnsagHocTu. MNepBoHavanbHasa 3asBka Ha NaTeHT, B KOTOPOM Obino
pacKpbITO BELLECTBO, COOTBETCTBYIOLLEE aTa3aHaBmpy, bbina nogaHa B 1995 rogy, a nateHT
6bin BbigaH B CoeanHerHbix LTatax Amepukn 19 masa 1998 roga, oo nyénukauum B 2003 rogy
pekomeHgyemoro MHH (atasaHasupa). Co BpemeHu nogayv nepBoHavanibHON 3asiBku Obin
noAdaH pag apyrux 3asBOK, KOTOpble Kacanucb, Hanpumep, NoBbIWEHNA CTabunbHOCTH K
OMOAOCTYMHOCTN, COMETAEMOCTM C APYIMMN NHIMBUTOopammn npoTteass BUY,
YyCOBEPLLUEHCTBOBAHHOIO CUHTE3a M NepoparnbHOro NPUMEHEHNs!, U KOTopble Bblfv OCHOBaHbI Ha
WHHOBaUUSX, B pe3yrnbTaTe KOTopbiX Obls1 CO30aH atazaHaBvp M Apyrve BewecTBa. YkasaTb
cootBeTcTByowee MHH B 3asBkax Ha naTeHTbl, MOAaHHbIE A0 Ny6nvkauum COOTBETCTBYHOLLErO
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MHH, 6bino HeBo3MoxHO. OgHako B 3asiBKkax, KOTOpble Obinu nogaHbl nocne nyénukauum
cooTBeTtcTBytowero MHH, ecnn MHH nsBectHo 3asBuTenam, B MOMEHT No4ayuM 3asiBKM yKasaTb
cootBeTcTBYoWwee MHH moxHo.

30. Ha puc. 3 HWKe nokasaHo, Kak npoTekana 4esaTenbHOCTb No NaTeHTOBAHUIO B OTHOLLEHNN
aTasaHaBupa U puToHaBMpa Ha NPOTSXKEHUU onpeaeneHHOro BpeMeHHOro npoMexyTka, ¢
yKa3aHMeM Yncna naTeHTHbIX CEMENCTB, UMEIOLLNX OTHOLLEHME K 3TUM BeLLecTBaM, B pa3bvBke
no Hanbonee paHHUM rofam, B KOTOPbIX UCTIpaLLMBancsa npuoputeT=°. Pekomenayemoe MHH
aTasaHaBup 6bino onybnmkoBaHo B 2003 rogy, putoHasup — B 1996 rogy. OTu npumepsbl He
MOTYT CIYXUTb HEOMPOBEPXKMMbIM JOKa3aTENbCTBOM, O4HAKO U3 HUX BUAHO, YTO YAUCIIO
NMaTeHTHbIX CEMENCTB, 3asiBKN Ha KOTOpble ObINN NoAaHbl B KaX40M rogy npuopuTteTa,
AO0CTUrano Mmakcumyma nocre nyénmkaumm COoTBETCTBYIOLLLENO MHH?".

Puc. 3: MaTeHTHas AesTenbHOCTb B OTHOLLEHWUM aTa3aHaBupa U puToHaBupa

aTasaHaBup pUTOHaBUP
Invention Families Families over Earliest Priority Year
100
250
90 A
INN 80

200 — ;\[t)?)z?’anavir ﬁ 70 - INNRitonavir 1996 _
150 60

§ ( \ é 50 Il\ I

$ 100 / 8 40 [ V

[

i / " J

50 20 f
10
0 T T 1 O Al T 1
1995 2000 2005 2010 1980 1990 2000 2010

Earliest Priority Year Earliest Priority Year

McTounuk: otyetr BOUC o nateHTHOM naHgwadpte no atazaHasupy, ot4eT BONC o naTeHTHOM naHawadgTte no
pUTOHaBUpPY

31. PasHuua B cpokax ocyliectsrneHuns npouenyp MHH v npouenyp nateHToOBaHUA Takke
CBMAETENbCTBYET O TOM, YTO B Criyyasx, Korga 3asdBka Ha naTeHT Obina nogaHa go nyénvkauum
cootBeTcTBytowero MHH, gaxe ecnn B nateHTHOM 3asaBke/nateHTe MHH 6bino packpbiTo
nocne ero nyénukauumn, NOUCK 3asBku/naTeHTa ¢ ncnonb3osaHnem MHH B kayecTBe Kro4eBOro
CnoBa He BCeraa 3aBepluaeTcs yCneLwHo, ecnivm Takom Nouck nposoantcs o nyénmkaumm MHH.
Hanpumep, ecnu akcnepTnsa 3asiBKu NO CyLLECTBY NPOUCXOAUT A0 nybnukauun
cootBeTcTByowero MHH, akcnept He MOXeT NpoBeCTU NMOUCK NO NEPBUYHBLIM NATEHTHLIM
AOKyMeHTaM ¢ ncnons3oBaHmem MHH B kayecTBe Krto4eBoro crnosa (Unun nony4nTb
nHdopmaumio o cooteeTcTByowem MHH y 3asButens), gaxe ecnv B 3TUX NEPBUYHBIX
naTeHTHbIX JOKYMEHTax packpbITO COOTBETCTBYOLLEE hapMaLleBTUYECKOE BELLECTBO, U C UX
MOMOLLbIO SKCMEPT MOXKET NPOBECTU OLIEHKY HOBM3HbI U M3006peTaTenbcKoro ypoBHs. C
aHanorMYyHbIMN TPYOHOCTAMM CTaNKMBAKOTCA yYeHble-UccnegoBaTenum n nobble TpeTby nNmua,
KOTOpbIE€ MPOBOAAT NOUCK MO NPeALECTBYIOLEMY YPOBHIO TEXHMKN B OTHOLLEHWM
dapmaueBTNYECKOro Belectsa 4o npuceoeHna emy MHH. OgHako ecnuv Lenb akcnepTa —
0BGHapYXMTb NaTEHTHbIE AOKYMEHTbI, B KOTOPbIX coaepXaTcs cBefeHUs 06 akTUBHbIX

%6 OtyeT BOUC o0 nateHTHOM naHgwadTe no atasaHasupy 1 ot4eT BONC o nateHTHOM naHawadTte no

UTOHaBUPY.
5 B oTuyeTe 0 naTeHTHOM naHaLadTe No atasaHaBUPy OroBOPEHO, YTO AaHHble nocne 2008 r. ABnsoTCs
HEMOIHBIMM U3-33 3afepPXK1 NyBnuKaumu.
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hapmaueBTUYECKMX BELLECTBAX, KOTOPbIE YXXe BbIMyLeHbl Ha PbIHOK, TO TakoW MOUCK, Kak
npaswuno, ocyliecTendercsa nocrne nyénukauun MHH. B aTom crnyvyae npoMexyTok BpeMEHM
mMexay nyénukaumen nateHTHbIX AOKYMEHTOB U cooTBeTcTBytowero MHH He ctaHeT

npobriemon.

XAPAKTEP N OBbEM TPEBOBAHNA O PACKPbITUX MHH B NMATEHTHBIX SAABKAX

NN NATEHTAX

31. Jlwoboe 3akoHogaTenbHoe TpeboBaHMe UMEET B CBOEW OCHOBE onpeaeneHHyo Luenb, n
KaXkObl 9fieMeHT Takoro TpeboBaHust 4OMKeH ObITb paspaboTaH Takum obpasom, YTobbl B
uenom obecneynBaTb JOCTUXKEHUE ITOM LENN C Y4ETOM PA3NNYHbIX MHTEPECOB
3anHTEpPECOBaHHbIX CTOPOH. Ha xapakTep n o6bem BbiNnonHeHnss TpeboBaHUsA O pacKpbITUK

MHH B naTeHTHbIX 3asBKkax W/unn nateHTax MOXeT OKa3aTb BMNSIHWUE LIENbIA psig SemMeHToB. B

HacTosILLeM pa3aene paccmaTpuUBaloTCS BOMPOCHI, BO3HMKAKOLME B CBA3N C TpeOOBaAHNEM K
3aaBuTento U/unun Bnagenbuy nateHTa o packpbltuin MHH B naTeHTHbIX 3adBkax n/mnu

naTteHTax, B KOHTEKCTE pPa3yiIn4HbIX 311IEMEHTOB, KOTOPbIEe MOTYT NMOBJTIUATL Ha XapaKTep U obbem

BbINOSIHEHUS TPEBOBaHNS O pacKpbITUWM. DTN ANIEMEHTbI KPAaTKO OXapakTepu3oBaHbl B
Tabnuue 2. PaspaboTka Ka)aoro arieMeHTa MOXeT NOBNUATbL Ha U3AEPXKKM M BbiroAbl B pamkax

OTAENbHOW CTPYKTYPbI.

Tabnuua 2: Xapakrep n oobem TpeboBaHnsa o packpbitum MHH B naTteHTHbIX 3asiBkax u/unm

nateHTax

OnemMeHTbl, KOTopble MOryT
MOBMNMATb Ha XapaKkTep U
0bbem TpeboBaHus

Bonpocbl nnu acnekTol, TpebytoLmne paccMOTPEHNS B CBA3N C
BbINONHEHNeM TpeboBaHus o packpbiTm MHH B naTeHTHbIX 3asiBKax
n/vnun naTteHTax

BpeMﬂ nogayvyun 3adaBoOK

- 3asBKMW, NogaHHbIe TONbKO nocne npuceoeHnss MHH;

- 3asBKMW, NogaHHble 4o 1 nocne npucsoeHns MHH

CBsi3b 3asiB/IEHHOMO
n3obpeteHusa ¢ MHH

- 3adABJIEHO cbapmaueBqueCKoe

npucsaveaetca MHH

BeLlecTBO, KOTOpOMY

- (hapmaueBTMYECKOE BELLECTBO, KOTOPOMY npuceanBaetca MHH,
He 3asiBNIeHO, HO PacKpbITO B ON1caHum (Hanpumep, B kKa4ecTse
NpeaLecTBYIOLEro YpOBHSA TEXHUKM)

- (hapmaueBTMYECKOE BELLECTBO, KOTOPOMY npuceanBaetca MHH,
onncaHo B ONMCaHMK B KA4ecTBe OOHOM M3 MHOrMX obnacren
BO3MOXHOI0O NPMMEHEHUS 3asiBNIEHHOIO N306peTeHNs

- MHOro pofa TecHas Unu oTaarieHHasi CBsA3b BELLECTBA, KOTOPOMY
npuceameaetca MHH, n 3asiBneHHoro n3obpeTtenus

YacTb 3asBKkK, B KOTOPOWN
MOXeT ObITb packpbiTo MHH

- HasBaHue
- pedepaTt
- MYHKTbI (hopmyrbl
- onucaHue

- gpyroe (Hanpumep, rpada 6rnaHka 3asiBKA U OTAESbHbIA NINCT)

Craryc 3asaBku B cny4dae
nogayv oo nybnukauum
MHH

- BCe 3adABKU N NAaTeHTbIl

- TONbKO HEPACCMOTPEHHbLIE 3asiBKM M NMaTeHThl (KpOME 3asiBOK, He
OCTaBLUMXCSH HEPACCMOTPEHHbIMU, U NATEHTOB, YTPaTUBLLUNX
nencreue)

[yHKTBI hopmynbl

- MYHKTbI DOPMYIbl HA MPOAYKT
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n3obpeTeHus - MYHKTbl  ()OPMYrbl  Ha BTOPWYHOE WNKU  Mocreaytollee
UCMOMb30BaHNE B MEANLIMHCKUX LIEeNsx

- MYHKTbI hOpMYIbl Ha NpoLecc

XapakTep TpeGoBaHus 0 - obsa3aTenbHoe packpbITve

pacKpbITUK
- noGpoBonbHOE packpbITUe

Bpems nogaym 3asaBok

32. Ecnwu 3asaBku Obiv nogaHebl nocne nybnukaumm coorseTtcTaytowero MHH, ecnu
3aasutento nssectHo MHH, cootBeTCcTBYHOLEE (hapMaLlEBTUYECKOMY BELLECTBY, KOTOPOEe
pacKpbITO B €ro 3asiBKe Ha NaTeHT, Takon 3adBuUTENb NO MEHbLUEN Mepe B COCTOSIHUM yKa3aTb
310 MHH. OgHako nocpencTeBom noncka ¢ ucnosnb3oBaHnem MHH B kauecTBe KIl04eBOro CrioBa
OyOeT HEBO3MOXHO OTbICKaTb MATEHTHbIE JOKYMEHTbI, KOTOpble ObINM NogaHbl 40 ny6nukauun
cooTtBeTcTBYtoWwero MHH, 4yTo 3acTaBUT YCOMHUTBLCA B MOMHOTE pe3ynbTaToB NOUCKa.

32. Yto0bl nounck 3asBOK, NoAaHHbIX nocrne nyénukauumn cooteeTcTBytowero MHH, ¢
ncnonb3osaHeM MHH B kayecTBe KnO4YEBOro crioBa ctasn ycnewHbiM, nocne nyénukaumm
MHH Heobxoanmo «yBsizaTb» MHdopmauuto o MHH ¢ cooTBeTCTBYHOWMMI NAaTEHTHBIMMK
3aaBKamun. Ecnmn Gbl 3TO MOXXHO GbINTO OCYLLECTBUTD TEXHUYECKN, TO MATEHTHLIN NOUCK C
ncrnonb3oBaHnem MHH B kayecTBe kno4eBoro criosa ctan 6bl ele 6onee nonHbIM. OgHako
ANs 3TOro 3asBMTENM SOMKHbI 6yayT nocne nybnmkaunn MHH nepecmoTpeTb Bce CBOM paHee
NnoJaHHble NaTeHTHbIE 3asBKU. MHbIMM cnoBamu, OT 3asBuUTenen notpebyeTcst OCyLWEeCTBNATb
KOHTpOnb Hag npoueccom MHH, BbISBNATL COOTBETCTBYOLLME NATEHTHLIE 3as8BKM 1 coobLLaTh
O HMX B COOTBETCTBYIOLLEE NATEHTHOE BE4OMCTBO.

33. B aTOW CBA3U BO3HUKAET BOMPOC O TOM, KakMM OCYLLIEeCTBNATb COOp Takom nHdopmauum o
MHH n yBa3bIiBaTb €€ C paHee NogaHHbIMU NaTEHTHLIMU 3asiBKaMu UMW Bbl4aHHLIMU NaTEHTaMI.
OpaHa 13 BO3MOXXHOCTEN 3aKkroyaeTcs B TOM, YTobbI 3adBuTENb NpeacTasuni nHgopmaumio 0b
MHH nocpenctBoM BHECEHUS UBMEHEHMUI B CBOIO 3asiBKY. Bonpoc 0 TOM, HACKONbKO Takue
N3MEHEHMS COOTBETCTBYIOT TPebOBaHNAM NPMMEHUMOrO HaLMOHAbHOro/pernoHanbHOro
3aKoHoAaTenNbLCTBA B OTHOLIEHWUN 06bema 1 CPOKOB>®, JomkeH paccMaTpyBaTLCS C y4eTOM TOro,
4YTO BKIMOYEHME B 3aABKY cooTBeTcTBYtoWwero MHH He 3aTtpoHeT cyuecTtBa nogaHHOW 3asBKMU.
Ewe ogmH Bo3MOXHbIN cnocob yBsa3kn nHdpopmauum o MHH ¢ paHee nogaHHbIMK 3asiBKamu

U1 BblOAHHBIMM NAaTEHTAMM COCTOUT B TOM, Y4TODbI 3asBUTENb NPeaCTaBM Takyto
NMHopmMaLmIo B hopMe 3asBrieHuns1, B KOTOpPOM byaeT ykasaHo cooTBeTcTBYoWwee MHH paHee
pacKpbITOro BellecTsa. [ateHTHoe Be4OMCTBO MOrJo Obl 3aHecTn aTy nHgopmauuio o MHH B
0a3y AaHHbIX C MOMOLLBIO KIlacCUUKALMOHHOIO HOMepa NaTeHTHOW 3asiBKM/NaTeHTa.

CB4asb 3aaBneHHoro nsobperenma ¢ MHH

34. dapmaueBTMyECKOE BeLLECTBO, cooTBeTCcTBYOWEee MHH, B naTeHTHON 3aaBke MOXeT
ObITb pacKkpbITO pasnuyHbiMK cnocobamn. B HekoTopbIx cnyvasx o6bem hopmyIribl
n300peTeHnsa oxBaTbiBaeT BEWECTBO (NPOAYKT) NMB0O NpoLEecC N3roToBNEHUS U NPUMEHEHUS
aToro Bewlectea. B apyrnx cnyyasx nyHKTbl pOpMyrbl pacnpoCTPaHAOTCS Ha CoYeTaHne 3Toro
BELecTBa C APYrMm BELLECTBOM NMBo apyryto doopmy aToro Bewectsa. NHorga
hapmaueBTMYECKOE BELLIECTBO MOXET ObITb PACKpPbITO B ONUCATENBHON YacTh 3a8BKU Kak
NpeALecTBYOLNIA YPOBEHb TEXHUKM 3aSiBNIEHHOIO N300peTeHNsl, KOTOPOE COCTOUT U3 ApYroro

3 Kak npasuno, B HaLI,VIOHaJ'IbHOM/peI'VIOHaJ'IbHOM NaTeHTHOM 3aKoHoAaTeslbCTBe NpeyCMOTpPEeHO, YTO

N3MEHEeHNA B 3aF|BKy/I'IaTeHT He MOryT AenatbCA Takum o6pa30M, 4YTOObI 0O6BLEKT NaTeHTa BbIXOAWN 3a paMKu
coaepxaHua yxe NogaHHOW 3asiBKMU. Kpome TOro, B HeM npenycMoTpeHo, YTO USMEeHEHUA, BHOCUMbIE B MATEHT,
He MOryT npesblllaTb 06bem naTeHTHoM OXpaHbl M306peTeHI/I$|. B 3akoHogaTenbCcTBE Takke MoryT
npegycmMmatTpuBatTbCA OorpaHUYeHHble CPOKU OANA BHECEHUA M3MEHEHUN.
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hapmaLeBTUYECKOro BelecTBa. A B psige cnyyaes hapmMaLeBTUYECKOE BELLECTBO nosyvyaeT
pacKpbITUe B onnucaTenbHON YacTu, NOCKOSbKY Takoe BELLECTBO ABMSETCA OQHUM U3 MHOIMUX
NeKapcTB, K KOTOPbIM MOXET ObITb NPUMEHEHO 3asiBIIEHHOE YCTPOWCTBO ANt NONYyYEHUs
nekapcTBEHHbIX CPEACTB.

35. TllockonbKy CBA3b MexXay 3asBrieHHbIM n3obpeTteHnem n BewectsoMm ¢ MHH moxeT
NPOABNATLCA NO-pa3HOMY, BEPOATHO, HEOBXOAMMO AOMONMHUTEL NOUCK C ncnons3osaHem MHH
B KQYeCTBE KMYEBOro CrioBa NpoBeAeHMeM Nomcka Ha OCHOBE KOHKPETHbIX 3anpoCcoB C
MCNONb30BaHWEM APYrnX NapaMeTpoB, YTobObl pedynbTaT ToYHee COOTBETCTBOBAN LiENn
naTeHTHoro noucka. Ecnu B oTHoweHun 3asisutenen 6yaet BBegeHo TpeboBaHme 06
ob6sa3aTenbHoM packpbitim MHH B naTeHTHbIX 3asBkax, Heobxoaumo ByaeT pasbsACHUTD, B
KakoM obbeme TpebyeTca packpbiTb cooTBeTcTBYOWEee MHH, 4To6bl BHECTM SICHOCTB U
onpeaeneHHoCTb — Kak Ansa 3asiBUTeNen, Tak 1 Ansa 3KCNepToB, OCYLLECTBASIOLNX NATEHTHbIN
MOWCK.

YacTb 3a8BKU, B KOTOPOU MOXET ObITb packpbito MHH

36. [MpuMeHUTENBHO K NAaTEHTHbIM 3asiBKaM, KOTopble Obinn nogaHsl nocne nydnukaunmn MHH,
BOMPOC MOXET COCTOATb B TOM, B KAKOW YaCTW 3a8BKM LOIMKHO ObITb packpbiTo 310 MHH.
CornacHo U3nNOXeHHbIM BbiLLe NpeaniokeHnsam (cM. nyHKT 25), MHH cnepyeT ykasbiBaTh B
HasBaHuW N/vnu pedepare 3aaBkn. ABTOPbI HE NPUBENM YETKUX apryMeHTOB B NOSb3Y Takoro
NpeanoXeHus, 0OOHAKO OHW, BEPOATHEE BCEr0, UCXOAUNN N3 TOro, YTO B 0puLnansHOM
GlonneteHe 6onbLINMHCTBA CTpaH NybrnnkyeTcs No MeHbLUEN Mepe Ha3BaHue n3obpeTeHns
n/vnn pedepart, a B HEKOTOPbIX CTpaHax AO0CTYN K UHpopMaumm, coaepxallencs B nyHKTax
opmyrnbl N306peTeHns, 1 onucaTenbHOM YacTu 3asiBKM HA NAaTEHT BO3MOXEH TONbKO
nocpeacTBoM My6rnmyHoro 03HakoMneHsi B nateHTHoM BegomMmcTee. C OAHOM CTOPOHBI, B TEX
cny4asx, korga naTeHTHas tHpopmaums nybnvkyeTcs NULb B neYaTtHoM nagaHun, byaet nerye
OTbICKaTb Heobxoanmble ceegeHunsa o MHH, ecnn oHn 3HavaTca B Ha3BaHUM M3obpeTeHnsa nnm
pedepaTe. C opyron CTOpoHbl, ecnv ByaeT npumMeHaTbCs TpeboBaHme O packpbITUn
nHpopmaumm o MHH pgaxe B OTCYTCTBUM NPUTHA3aHUS HA COOTBETCTBYIOLLIEE
hapmaueBTMYECKOE BeLLecTBO, ykazaHme MHH B Ha3BaHum n3obpeteHusa nnmn pedepaTte
MOXET OKa3aTbCsl HEYMECTHbIM.

37. He TonbKO B pa3BuTbIX, HO U B pa3BMBaIOLLUXCA CTpaHaX CTPEMUTESTbHBIMU TeMnamMm
BedeTcsi paboTa no npeobpas3oBaHNMio NAaTEHTHLIX AOKYMEHTOB B LindpoBor dopmart. Kak
TONbKO CTaHET BO3MOXHbIM MOWUCK MO NaTeHTHbIM AOKyMeHTaM B undposom cdopmate, MHH —
npw yCNoBUW, YTO OH PACKPLIT B MATEHTHOM 3asiBKE — MOXET OblTb OOHApPY>XeH NyTem noucka c
NCNonb30BaHMEM KITHOYEBOrO CrioBa BHE 3aBMCUMOCTM O TOrO, B KAKOM YacTu 3asiBKM packpbITa
aTa nHdopmauma. CnegoBartenbHO, CO BpeMEHEM BOMPOC O TOM, B KaKOW YacTu 3asiBKM AOSKHO
ObITb packpblTo MHH, MOXeT okasaTbCs HEBaXXHbIM.

38. Ewe ogmH cnocob coobwmtb nHpopmaumto o MHH — ykaszate MHH B rpadhe 6naHka
3as8BKN NN Ha OTAenNbHOM nucTe. lNMaTeHTHoe BeJOMCTBO MOXET 3aHEeCTU 3Ty MHGOpMaLMIo B
cBot0 6a3y gaHHbIX.

Cratyc 3asgBoK

39. B cnyyasix, korga 3asiBkM Ha naTeHTbl nogatotcs Ao nybnukauum MHH, moxHo
nonbITaTbCa «yBA3aTb» BCE COOTBETCTBYHOLLME NaTeHTHbIE 3asaBKN U nateHTbl ¢ MHH nocne ero
nyGnnkaumm, XoTs HEKOTOPbIE U3 HUX K TOMY BPEMEHMW YK€ MOTYT YTPaTUTb akTyaribHOCTb.
Hanpumep, oo npucesoeHns MHH paHee nogaHHble 3asBKM MOTYT OblTb OTO3BaHbI, JIMOO UM
MOXeT ObITb OTKa3aHO B pacCMOTpeHun. NoaToMy BTopast BO3MOXHOCTb 3aK/IO4aeTCcs B TOM,
4YTOGLI 06EecneunTb CBA3b C KtoyeBbiM crioBoM MHH Tonbko onst Tex criydyaes, Korga 3asBKu
OXMOarT PacCMOTPEHUS, a NaTEHTbI ABNAIOTCA AEUCTBUTENBHBIMU. DTO MOXET COKpPaTUTb
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obbem paboTbl 4N 3aaBUTENA NO NEPECMOTPY 3asBOK, NoAaHHbIX 40 nybnukaumm MHH, a
Takke obnerynTt 3agavy 4ns TeX 3KCNepToB, KOTOPbIE 3aUHTEPECOBaHbI NALLIb B
HepaCcCMOTPEHHbIX 3asiBKax U AeNCTBUTENbHLIX NaTeHTax. OgHako aKcnepThbl, KOTOpbIe
CTPEMSATCS K MakCMmMarbHO MOIHOMY pe3ynbTaTy Noucka no N3BECTHOMY YPOBHIO TEXHUKN, HE
cornacaTca ¢ 9peKTMBHOCTBIO TaKOro nogxoaa.

INyHKTBI dopMYyIibl U300peTeHud

40. dapmaueBTUYECKOE BELECTBO ¢ cooTBeTCTBYOWMM MHH MoXeT BxoanTb B 06beM
opmynbl N306peTeHns Kak NyHKT hOPMYIibl Ha NPOAYKT, OHO MOXET ObITb CBA3AHO C MYHKTOM
dopMyIbl HA NPOAYKT, OHO MOXET SIBMSATLCS U3BECTHbIM (hapMaLEBTUYECKUM BELLECTBOM, B
OTHOLLEHUN KOTOPOro AencTByET NYHKT hOpMYySbl HA BTOPMYHOE UMK nocnegytowiee
MCNonb3oBaHMe B MEOULMHCKUX LeNsx, MO0 OHO MOXET ObiTb CBA3AHO C NYHKTOM ¢hopMynbl
Ha npouecc. MNMyHKT dopMyIbl HA NPOLECC MOXET OTHOCUTLCS! K HECKOJSTbKNM
hapmaLeBTUYECKMM BeLLLeCcTBaM ¢ Heckonbkumn MHH, kak, Hanpumep, B npouecce
Npomn3BOACTBa OOHOMO Knacca SiekapCTBeHHbIX CpeAcTB (MOHOKMOHanbHbIX aHTuTen). He
BCcerga oyeBunaHo, kakoe MHH nmeet oTHoweHWe K NyHKTY bopmMynbl Ha NpoLecc, U ecnu B
3a8BKy BKMIOYNTb BCE NOTEHUMaNbHO 3Ha4ymmble MHH, 3TO MOXET CHU3NTb TOYHOCTbL MoMcKa no
MHH »n noctaBuTb Nog COMHEHNE BO3MOXHOCTb M3BIIEYEHMS HEOOXOANMbIX JOKYMEHTOB.

Xapakrep TpeboBaH1s O PacKpbITUK

41. Ecnu npegnonaraeTcs, YTo packpbiTue cooteTcTBytowero MHH B 3asiBke ocyuiectBndaeT
3asABuUTESb, TO Takoe TpeboBaHMe No CBOEMY XapakTepy MOXET ObITb MO0 06A3aTenbHbIM,
nn6o gobposonbHbIM. ECcnu 3asButenb AOMKEH packpbiTb cooTBeTcTBYlOWEee MHH, ans
obecrneyvyeHnsa NpaBoBOW onpeaeneHHOCTM HeobxoauMo YeTkoe onpeaerieHne, B Kakom obbeme
AO0JDKHO BbINOMHATHCA 3TO TpeboBaHue. YToObl packpbITUE MMENO 3aKOHHYHO CUIY, BO3MOXHO,
notpebyeTcs BHECTU MBMEHEHUSA B HALMOHAmNbHbIE 3aKOHbI. ANbTEPHATUBON 3TOMY MOXET
cTaTb 406POBOSIbHOE pacKpbITME B MATEHTHbIX 3adBKax MHPOpMaL MM O COOTBETCTBYHOLLEM
MHH, k KoTOpoMy NaTeHTHblIE BEOOMCTBA MOTYT Npu3biBaTh 3asiBUTENEN HA MeCcTax.

MOTEHUWMAINBHBLIE BbIrOAbl N N3OEPXXKA

42. TlockonbKy TpeboBaHus o packpbiTum MHH B naTeHTHbIX 3asiBKax W/Wnn nateHTax He
npegycMOTPEHbI HX B KakOM HauMOHanbHOM/permoHanbHOM 3akoHOA4aTeNbCTBE, NobbIe
ANCKYCCUM Ha TEMY NOTEHLManNbHbIX BbIrO4 1 N3AEPXKEK B CBSA3M C BbINOSTHEHWEM TaKoro
TpeboBaHus 6yayT cyrybo Teopetmnyeckumn. Kpome Toro, npu ganbHewnwen paborte Hag,
BBOAOM TpeboBaHMsA BCTaHET BONPOC O TOM, B YeM ByayT 3aknio4aTbCs BbIroAbl U U3OEPXKKM U
KTO M3BMEYET NOMb3y M3 BbIr0, a KTO MOHECET nsaepxkn. M Bce e B 4aHHOM pa3gene Mbl
nonbiTaemcs B caMbix 00LWMX YepTax onpeaenuTb, B YeM ByayT 3aknoyaTbCa NoTeHUManbHble
BbIrO4bl M U3LEPXKKN OANSA 3aMHTEPECOBaHHbIX CTOPOH B Criyyae BBoga TpeboBaHUA O pacKpbITUM
MHH B naTeHTHbIX 3asaBkax. HanTu kakne-nnbo gaktmyeckme cBeaeHnst 0 TOM, B Kakom
ob6beme MHH (npu ycnosun, 4To oHM BbINM U3BECTHLI 3asiBUTENSIM) paHee pacKpbiBanuvch B
NaTeHTHbIX 3asiBKax Ha JOOPOBOMbHON OCHOBE, U KaK Takoe pacKpblTUE CKa3blBaeTCs Ha
BO3MOXHOCTM NonyveHns nicgopmauun. B oTCyTCTBUE KOHKPETHLIX AaHHbBIX B pamKax
HaCTOoSLLEero nccnegoBaHnsa HEBO3MOXHO 4aTb KONMMYECTBEHHYIO OLEHKY NOTEHLManbHbIX
BbIr04, U U3aepXeK, No3TOMy UX onncaHne cnegyeT TPakToBaTb Kak TeEopeTU4eckoe u
OPUEHTMPOBOYHOE.

43. [loBblweHne apPEKTUBHOCTM NONCKA NATEHTHbLIX AOKYMEHTOB, KacatoLmnxca
drapmaueBTUYECKMX BELLECTB, C MOMOLLLI0 ncnonb3oBaHns MHH B kayecTBe knNYeBOro cnosa
CMOCOBHO NPUHECTM BbIFOQY 4SS BCEX 3aMHTEPECOBaHHbIX CTOPOH. Ecnn packpbitne MHH B
NaTEeHTHbIX 3asiBKax NOMOXET aKcnepTam B NPOBEAEHUN TLLATENbHOro Noncka no n3BeCTHOMy
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YPOBHIO TEXHMKM, YTO MOMOXUTENBHO CKaXKETCS HA AeNCTBUTENbHOCTU BblAaHHOro nNaTeHTa, To
B LleNIomM 3To OyaeT COOTBETCTBOBaTL MHTEpecam 3asiBuTenei. B cnyyae yBssku nHgpopmauum
0 MHH ¢ cooTBeTCTBYOLWMMM NAaTEHTHLIMU 3asiBKAMW OfHa U3 NOTEHLMaNbHbIX BbIros
3aKno4yaeTcs B NoBblWEHUN 3¢PEKTUBHOCTIN NONCKA NAaTEHTOB, KacaloLMXCS akTUBHOMO
hapmMaLeBTMYECKOrO BELLECTBA, NOCPeaCcTBOM 06LLEAOCTYMNHbLIX U, Kak npaBuno, 6ecrnnaTHbIX
naTeHTHbIX 6a3 AaHHbIX.

44, TeMm He MeHee, 4Tobbl 06ecnednTb 3TN BbIrogbl MOCPEACTBOM BbINONHEHUS TpeboBaHWSA
00 obda3aTtenbHOM packpbliTum nHdopmauum o6 MHH 3aasutensmun unu Bnagensuamm
naTeHToB, HEOH6XOAMMO YYNTbIBaTh, YTO CBOBOAHbLIV AOCTYN K MHCpOpMaLMM 3aBUCUT OT
3aaBuTENEN U NaTeHTHbIX BEOOMCTB, KOTOpPble OCYLLECTBAIT cbop 1 nybnukaumo
MHpopMaLmM 1 Takum 06pa3om OBHOBNSAKOT NaTeHTHbIe 6a3bl AaHHbLIX U 3anMcn. ATo 0CO6EHHO
aKkTyanbHO B Criyyae, Korga naTteHTHble 3asiBKM NOAatTes 40 NyGnvkaumm CoOoTBETCTBYOLLErO
MHH. B aToi cBA3n cnegyeT pacCMOTPETbL BONPOC O TOM, HACKOSbKO 3adBUTENN N NATEHTHbIE
noBepeHHbIe 3HaKOMbI € npoueaypor MHH 1 roToBbl fiv OHKM OTCNeXmBaTb 3TOT NPOLIECC,
4TOObl CBOEBPEMEHHO YBEAOMUTL NATEHTHOE BEAOMCTBO O npucsoeHnn MHH.

45. Kpome T0Oro, pasnuyHble 3aMHTEPECOBaHHbLIE CTOPOHLI MOTYT MO-Pa3HOMY OTHECTUCH K
TeM NoTeHUnanbHbIM Bbiroaam, K KOTOPbIM NPUBEAET BhINONHEHNE TpeboBaHNSA O pacKkpbITUM
MHH. 3T1o pasnuune moxeT 6bITb 06YCNOBNEHO HaNMYMem SOCTYMHbIX CPEeACTB NoMcKa U1
Lenbio NPOBEAEHNSA KOHKPETHOIO NAaTEHTHOrO MOMCKA. QKCNEePTbl HEKOTOPLIX MAaTEHTHLIX
BEOOMCTB, pacronarapLlmne OCTYMNOM K Ccrneumanm3MpoBaHHbIM yCIlyram noncka no nateHram B
o6nacT XMMum, MOryT MOCUYNTaTb, YTO UMEIOLLIMXCS Y HUX B HANWYUM CPeacTB nomcka
AOCTaTOYHO ANS NPOBEAEHMS NOMCKa NO LWMPOKOMY Kpyry obnacTten TexHuku. [nsa Takmx
3KCNepToB BO3MOXHOCTb NPOBEAEHUS NOSHOLEHHOro noncka ¢ ucnosnb3osaHnem MHH B
KayecCTBe KIT0YEBOro CrioBa CTaHeT MLb JONOSTHEHMEM K YXKE UMEIOLLMUMCS Y HUX
YHKUMOHaNbHbLIM MOMUCKOBLIM cpeacTBaM. YUTobbl onpeaennTb HOBM3HY U n30bpeTaTenbCcKkui
YPOBEHb, 3KCnepTam, Kak npaBuno, Heobxoanmo NPOBECTUN MOMCK NO N3BECTHOMY YPOBHIO
TEXHMKMN, KOTOPbIN BbIXOAUT 3a paMKU Nnoucka ¢ ncnosieaosaHmem MHH B kadecTBe Knto4eBOro
cnosa. AHanormyHoelM obpasom yveHble-uccnegosatenu B obnactn papmakonorum, BEpOSATHO,
3aUHTEPECOBaHbl B HAXOXOEHUN YHUBEPCalbHbIX TEXHUYECKUX PELLEHNA, KOTOPble MOTYT ObiTh
NPUMEHEHbI ANSA X KOHKPETHbIX UCcrneaoBaTeNnbCkmx 3agad. Takum obpasom, OHU MOTryT
pacLUeHNUTb BO3MOXXHOCTb MOSTHOLIEHHOro NaTeHTHOro noncka ¢ nomoulbto MHH B kavectBe
KNOYEBOro CnoBa Kak SONOMHUTENBbHYI (PYHKLMOHANbHYH BO3MOXHOCTb, OAHAKO B LLEFIOM OHU
CTPEMSATCSH HANTU TeXHMYECKMEe pelleHns 6onee yHMBepcarnbHOro xapakrepa, Kotopble MoryT
ObITb OBGHApPYKEHbI Kak B NAaTEHTHON, Tak M HEMNATEHTHOW nuTepaType.

46. B Tex cTpaHax, rae B MeHbLUen cTeneHn pacnpocTpaHeHa npodeccruoHarnbHas
AeaTtenbHOCTb B ob6nactm VIC n yacTHas npakTvka no okasaHuto ycnyr B obnactun NC, 3anpocsl
0 NaTeHTHOM cTaTyce TOro UNn MHOro fiekapcTea ByayT NOCTynaTtb B NaTEHTHOE BEAOMCTBO OT
3aUHTEPECOBaHHbIX CTOPOH 3TOM CTPaHbl U MEXAYHAPOAHbIX OpraHn3aumin. Ha npaktuke
BO3MOXHOCTb MOMCKa ¢ ucnonb3oBaHnem MHH B kayecTBe knoyeBoro cnosa morna 6ol
obrerynTb aKcnepTam Takoro NaTeHTHOro BeAOMCTBa 3agadvy no NOUCKY NaTeHTHOro cratyca
TOro UM MHOTrO feKkapcTBa.

47. dapmaueBTNYECKME KOMMAHUM — MPOM3BOAMTENN JPKEHEPUKOB B NEPBYHO o4epenb
3aMHTEpPEeCcoBaHbl B TEXHUYECKNX AaHHbIX M MATEHTHOM CTaTyCe NleKapCTB, KOTOPbIE YCMNELHO
peanu3yoTca Ha pbiHKE U KOTopble 06naaaoT Aoka3aHHON 3PEKTMBHOCTLIO U 6€30MacHOCTLIO.
CnepoBatenbHO, AN 3TUX KOMMAHUN MOXET OKa3aTbCsi NONE3HOM BO3MOXHOCTb OCYLLLECTBUTD
MOWUCK NO BCEM NaTEHTaM, MMEIOLLIMM OTHOLLEHME K OnpeaeneHHOMY fiekapcTBy, C
ncrnons3osaHnem MHH B kadecTBa kno4eBoro crnosa. [na Tex nponssogutTenemn J>KeHepUKoB,
KOTOpble pacnonaratoT AOCTYMNOM K cneumanvM3mpoBaHHbIM nrnatgopmamM 6a3 gaHHbIX,
obecrneymBaloLLIMM KOMMNITEKCHBIN U BbICOKOTEXHOMOMMYHbLIN NATEHTHbIA MOUCK, BO3MOXXHOCTb
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nowucka ¢ ncnonb3osaHnem MHH B ka4yecTBe KoYeBOro crioBa MOXET UCMNOMNMb30BaTbCA Kak
BCMoMoOraTenbHoe CPpeacTBO Hapsay € APYrMMn cpeacrBamm noucka.

48. MwuHUCTepCTBa 34paBOOXPAHEHNUS!, YYPEXAEHMS, KypypytoLLne BONPOCHI 3aKymok, U
ryMaHuTapHble opraHmM3aLnm MoryT CTPEMUTLCS BbIICHUTL NMATEHTHBIN CTaTyC nekapcTB Ans
NPOBEPKN AeNCTBUTENBHOCTU NAaTEHTOB, NPOBEAEHMUSI NEPEroBOPOB C NaTeHTOBNAaAeNbLEM MO
BOMpOCaM LieH W NULEH3UIA, N3y4eHUs BO3MOXXHOCTM UCMONb30BaHUS NPUHYAUTENbHbIX
NVLEH3UIA UNW NPeoCTaBNEeHNst NINLIEH3MI Ha NCNOSb30BaHNE M3006peTeHU rocyapCTBOM.
Bo3amoXHOCTb NpoBEAEHNS1 KOMMIIEKCHOMO Nnoncka ¢ ucnonb3osaHvem MHH B kayecTBe
KIMHOYeBOro crioBa obrerynT nomck COOTBETCTBYHOLLMX NAaTEHTOB U X FOPMONYECKOrO cTaTyca
6e3 HeobGxoaAMMOCTM NpvBRekaTh creyuanmcTa no NoMcky apMaleBTUHECKNX BELLECTB.
AHanornyHbIM o6pasom, BO3MOXHOCTb TLLATENbHOro NaTEHTHOrO NMOMCKa B OTHOLLEHUN TEX UMK
MHbIX (hapMaLIeBTUYECKMX BELLECTB ¢ NoMollbio MHH B kayecTBe kno4eBOro crioBa MoXeT
NMPUHECTM NONb3y CTOPOHHMKaM MONUTUKM B chepe 34paBOOXPaHeHUs 1 IKcrepTam rno
NoAroToBKe NaTeHTHbIX NaHawadToB.

49. TloTeHuunanbHasa Bbiroga OT KOMMMEKCHOro nomncka ¢ nomowbio MHH B kavecTse
KMOYeBOro crioBa BO3MOXHa TOSbKO B TOM Clydae, eCrnv NOUCK NaTeHTHOM MHdopmaunm B
NpVHLMNE BO3MOXEH U MPOBOAUTCA perynsapHoe o6HOBMNEHMe COOTBETCTBYHOLLNX 6a3 AaHHbIX.
UT06bI OTbICKaTh 3Ty MHpopMaumto ¢ nomolbio MHH kak kntoueBoro crnoea, Heo6xoanmo,
4YTOBbl NATEHTHOE BEAOMCTBO ONy6BrIMKOBANoO U3MEHEHWSs, BHECEHHbIE B MATEHTHYIO 3a8BKY AN
BKNIOYEHUs B Hee cooTeeTcTBytowero MHH, B ungpposom chopmaTe, 4OCTYNHOM AN1si MoUCKa.
Bonee Toro, npocrtoro ykasaHms MHH B naTeHTHbIX 3asiBkax He4OCTaTOYHO AMst TOro, YTobbl
9KCMNEepPT, NPOBOAALLMIA NOUCK, C MOMOLLbIO OAHOr0 HaXaTusi Knasun 06HapYXnn NCKoOMoe.
Xapaktep n o6bem TpeboBaHns o packpbitun MHH B naTeHTHLIX 3asiBKax, a Takke
NpUMEHeHne cTpaTermi NaTeHTHOro Nomncka ¢ y4eToOM OCOBEHHOCTEN KAXKA0r0 KOHKPETHOMO
CNnyyas CTaHyT 3aroromM ycrnexa naTteHTHOro nomcka B COOTBETCTBMM C LENSIMU ero NpoBeaeHus..

MOBbLIWEHVE PE3YIIbTATUBHOCTW NMOWCKA NATEHTOB, MMEIOLWNX OTHOLUEHWE K
KOHKPETHOMY JIEKAPCTBY — BOSMOXHOCTb AlIbTEPHATUBHbIX PELLEHNA

50. Kak npeacraensieTcs, npeanoXeHus o BBoae obs3aTenbHOro TpeboBaHna 0 packpbiTum
MHH B naTeHTHbIX 3adBKax MMeT Lefbio NOBbILLEHNE pe3yrnbTaTUBHOCTM NOUCKA NaTEHTOB,
NMELLMX OTHOLLEHME K TOMY UM MHOMY KOHKPETHOMY nekapcTBy. B cBeTe aTon uenu npocrtoe
ykasaHme MHH «B» naTeHTHOM 3asiBKe He SIBNSeTCs camoLuenblo. [NaBHbIN BONPOC COCTOUT B
TOM, BO3MOXHO N yBAA3aTb JaHHble, COOTBETCTBYIOLLME TOMY UM MHOMY dhapMaLleBTUYECKOMY
BELLECTBY, C NATEHTHbIMU JOKYMEHTaMU, UMEIOLLMMUN OTHOLLEHNE K TaKoMy BELLECTBY, 1 ecru
Aa, TO KaK 370 caenatb. B gaHHoM pasgene ByayT paccmatpuBaTbCs anbTepHATUBHbIE
peLleHnst 3aga4ym No NOBbILLEHUIO Pe3yrbTaTMBHOCTM NOMCKa NAaTEHTOB, UMEKLLUX OTHOLLEHNE
K KOHKpETHOMY NnekapcTay.

[aTeHTHble AaHHbIEe B 6a3ax AaHHbIX MO pa3peLleHnsaM KOHTPOMMPYHOLLMX OPraHoB

51. Bsuay orpaHnyYeHHbIX BO3MOXHOCTEN rnoucka ¢ ncnons3osaHnem MHH B kavecTtse
KMOYeBOro CroBa 1 OTCYTCTBUS YHUKANbHOW HOMEHKNATYpbl 4515 0603HaYeHNs XUMUYECKNX
COeIHEHUN B NATEHTHbIX 3asBKax aKCnepTbl CO34any MeTOAMKN NOMCKa NaTEHTOB, MMEIoLNX
OTHOLLUEHMWE K KOHKPETHbIM fiekapcTBaM, 4518 UCMONb30BaHUS Npu pa3paboTke NoNUTUKK B
obnacTtu 34paBOOXPaHEHNs!, OCYLLECTBIEHMUMN 3aKyMNOK, COCTaBNEHUN NaTEeHTHbIX NaHaLWwadToB
n apyrux uenen. OgHa n3 NnoBCEMECTHO NPUMEHSEMbIX METOAMK 3akrtovaeTcs B obpalleHnn K
6a3am faHHbIX N0 pa3peLleHnsAM KOHTPONUPYIOLLMX OPraHOB C LENbio «yBA3aTb» KOHKPETHOE
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NeKapcTBO C COOTBETCTBYIOLLMMI NAaTEHTHBIMU AaHHbIMKU®Y. KoHTponupytoLme opraHbl
CoeguHeHHbIx LTaTtoB AMepukun n KaHagbl pacnonaratoT o6LenoctynHbeiMmy 6aszamm gaHHbIX
No fiekapcTBam, KOTOpbIE NONYYUNN paspeLleHme Ha npogaaxy. OTn 6asbl 4aHHbIX UMEHYIOTCA
cooTBeTCcTBEHHO «OpaHxeBas kHura» 1 KaHagckuim peectp naTeHToB B 06nacTu
34paBOOXPAHEHNS Y BKITHOYAKOT Takke MHAOPMAaLMIO O COOTBETCTBYIOLLMX HOMEpPaAX NaTEHTOB
CoegunHeHHbIX LWTaToB AMepukn n KaHagbl. Homep amepukaHcKoro nnu KaHagckoro naTeHTa
AaeT BO3MOXHOCTb NOSYyYMTb UH(POpMaLMIO O cogepkaHuu naTteHTa u ero IpuaMyeckom
crartyce, koTopasi cogepxutcsa B obenoctynHon 6ase gaHHbix Begomctea CLUA no nateHTam
n ToBapHbIM 3Hakam (BIMT3) n KaHagckoro BegomMcTBa UHTENNEKTyanbHON CO6CTBEHHOCTH
(CIPO). Kpome Toro, nHgopmMaumga o naTeHTHOM ceMenCcTBe Toro unm nHoro nateHta CLUA wnu
KaHagbl OTKpbIBaeT BO3MOXHOCTb 40CTYrNa K MHopMaunm 0 COOTBETCTBYIOLLNX NaTEHTaX B
APYrux cTpaHax.

52. Tem He meHee, B «OpaHxeBon kHUre» n KaHagckom peectpe naTteHToB B o6nactu
3[paBOOXpaHEHNS NepeYvncrneHbl He BCe NaTeHThbl, KacaloLmMecs pa3peLLeHHbIX K npoaaxe
nekapcTs. Hanpumep, oHM He oxBaTbIBAOT NaTEHTbI, UMEIOLLME OTHOLLEHME K NpoLeccy
CO3aHunsA paspeLLeHHOro NPoayKTa 1 NPOMEXYTOUHbIM COEANHEHNSIM, KOTOPbIE UCMOMb3YOTCA
B MpoLiecce CO34aHUs pa3peLLlEHHOro akTMBHOIro nHrpeaunenTa. NMomumo atoro, ns «OpaHxeBon
KHMrM» 1 KaHagckoro peecTtpa naTteHToB B 061acTu 34paBooOXpaHEHNst HEBO3MOXHO NOMYYUTb
naTeHTHYI0 MHAOPMaLMIO O TEX NIeKapCTBEHHbIX CPeACcTBax, KOTOpble HE peann3yloTcs Ha
TeppuTopumn, cooTBeTcTBeHHO, CLUA 1 KaHagbl.

CBugeTtensciBa gononHutensHon oxpanbl (COO0)

53. B ctpaHax EBponbl nHopMaLms O raBHbIX NaTeHTax, UMEKLNX OTHOLLEHME K TOMY UMK
WHOMY NeKapCTBY, MOXET ObITb NONy4YeHa U3 3anMcen CBUAETENbCTB AOMOSTHUTENBHOW OXPaHbl
(COO), KoTopble ABNAITCA OCTYNHbIMU 4K LLUMPOKON ny6r||/1|<v|4°. B cny4ae nogayv 3asBku Ha
COO u ero peructpauun B pasgerne «iopuanyeckuin ctatyc» 6asbl gaHHbix MU moxeT
NpUCYTCTBOBaTb MHpOpMALMS O reHEPUYECKOM W/MNN HEMNAaTEHTOBAaHHOM HaMMEHOBaHUMN
COOTBETCTBYIOLLEro NnekapcTea. Takum ob6pa3omMm MOXKHO YCTaHOBUTbL CBA3b MeXAy
reHepu4ecKknm n/unm HenaTeHTOBaHHbIM HAMMEHOBAHNEM NEKapCcTBa 1 HOMEPOM EBPOMNENCKOro
naTteHTa, C NMOMOLLbI0O KOTOPOro MOXHO BECTM NMOUCK CEMENCTBA TAaKOro eBPOMNENCKOro nNaTeHTa.
OueBngHbIM HegocTaTKoM AaHHbIX CO aBnsaeTcs To, YTO He BCe NaTeHTbl NnognagatrT noa
oxpaHy, npegoctaensemyto CO.

Peknaccundunkaumsa nateHTHbIX AOKYMeHToB nocpeacrtsom MHH

54. [Ons obnerdyeHusa gocTtyna K NaTeHTHOW MHopmaumm B 0611acTu niekapCTBEHHbIX CPeACTB
nocpeacTBOM crneLuMansHON agantaumm CUCTEMbI yNpaBneHna naTteHTHOM MHopMaunen B
aTon obnactu Paboyas rpynna no nateHTHon nHdopmMaLmmn, 4ENCTBYSA B paMKax UHULNATUBbI
"eHepanbHOro anpektopata EBponenckon KOMIUCCUM Mo Ha3BaHMEM «YKpenrneHue
coumanbHOW OTBETCTBEHHOCTU B 06nacTu papmMaueBTUYECKNX CPeaCTB», OCyLLeCcTBuna
3KCNepuMeHTanbHbIN NPOEKT, NO3BOSIMBLUMI BbIAENNTE M3 NATEHTHBIX CEMENCTB OTAESbHbIE
naTeHTbl, kKacarwmecsa coegmHeHmns, nasectHoro nog MHH «codocbysup», n pacnpegenutb

% Kak npoBecTn NaTEeHTHbIA MOUCK NO NeKapCTBeHHbIM cpeAcTBaM: nowlarosasd NHCTPYKLUMNA. BCGMI/IpHaﬂ

opraHusauusi 3gpaBooxpaHenus, 2010 r.; MNaTeHTHasa nHopmaumsa 1 Npo3paYHOCTb: METOAMKA NPOBEAEHMS
NMaTEeHTHOro Nomcka Mo OCHOBHbLIM NeKapCcTBaM B pa3BuBaloLLMXCH cTpaHax, MNporpamma passutusi
Oprannsauun O6beamHeHHbIX Haumi, nonb 2012 r.; OT4eT 0 naTeHTHOM NnanawwadTe no putoHasupy, BOUC,
okTa6pb 2011 r.; MccnegoBaHue no BOMpocy O BO3OAEWCTBMM MHTEMMEKTYanbHOM COBCTBEHHOCTU Ha
capmaLeBTUYECKYIO NPOMbILNEHHOCTb Ypyreas (aokymeHT CDIP/13/INF/5).

0 OT4eT 0 NnaTeHTHOM naHawadTe no atasaHasupy, BOUC, Hosi6pb 2011 r.
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3TU NaTEHTbI MO HECKOMBLKMM KaTEropusiM: CUHTE3, Hanmume Npou3BOAHbIX, CONeTaHue,
[o3nposka u npoy.*

55. Kak ykasaHo B utTorosom otyete Pabouel rpynnbl, pedynbTaTbl SKCMNEPUMEHTANbHOIO
npoeKTa npeacTaBnsAT cobor MaccmB NepBoHaYvaribHOM NaTeHTHON MHopmaLmm B dhopme
Bonee CTpyKTypMpOBaHHOM NOAOOPKN NATEHTHLIX AOKYMEHTOB MO cOGoCOyBUPY, NpW 3TOM
OTMeYeHbl TPYAHOCTU, C KOTOPbIMU NPULLIIOCH CTONKHYTLCA B 3TOM paboTe, Hanpumep,
TPYAOEMKOCTb COPTUPOBKN MHGPOPMAaLUKN BPYYHYIO U HEO6XOOUMOCTb B NOCTOAHHOM
o6GHOBNEHMM faHHbIX. B oTyeTe Takke Bbicka3aHa pekoMeHaaumsi NpeaocTaBUTb
noTeHumManbHbIM NONb30BaTENsIM BO3MOXHOCTb MPOBECTU NOAPOGHYIO OLEHKY pesynbTaTa
3KCMepUMeHTanNbHOro NpoekTa C Lenbko onpeaenntb LenecoobpasHoCTb OCyLLeCTBNEHNS
aHanornyHbIX NPOEKToB B ByayLiem.

PaspaboTka NporpammMHO-pean3oBaHHbIX anrOpUTMOB AN HAXOXAEHNA XUMUYECKUX
Ha3BaHWUN, COOTBETCTBYHOLLNX KOHKPETHOMY COEOVHEHWUIO B NATEHTHOM 6a3e JaHHbIX

56. [Mockonbky kaxgoe MHH ogHO3Ha4YHO COOTBETCTBYET KOHKPETHON XMMUYECKOW CTPYKTYpE,
Npyv HANU4UMKM y SKCnepTa AOCTyNa K COOTBETCTBYHOLWLEN 6a3e AaHHbIX 9KCMEPT MOXET NPOBECTH
MOWUCK NO NaTeHTaMm, UMEIOLLMM OTHOLLEHME K KOHKPETHOMY JIeKapCTBY, C UCNOSb30BaAHNEM
CTPYKTYpHOW chopmMynbl BewecTBa, a He MHH kak kntoyeBoro crnoa. YacTo Takue 6a3sbl JaHHbIX
SABIAKOTCS MNAaTHLIMW, MOCKONMbKY A4S c6opa MHOMOYUCIIEHHBIX MATEHTHBLIX AOKYMEHTOB U UX
nocnegyoLwen Hagnexawen knaccugpukaummn cneumnanmctamm ¢ NCnonb3oBaHNEM
KOMMbIOTEPHBIX TEXHOSOMMI, HAaNnpUMep, Knaccuukauum XMMmM4eCcknx Ha3saHmn N CTPYKTYPHbIX
dopmyn, TpebyTCA 3HAYMTENBbHbIE KaNnUTaNoBNOXEHUS.

57. B ycnoBusix pasBuTUa KOMNbIOTEPHbLIX TEXHOMNOIMN BCce Bonbluee NpakTuyeckoe 3HavyeHne
npuobpeTatoT aBTOMaTUYECKasn naeHTnduKaLms, n3BneyeHne 1 knaccumkauma XMmMmyeckmx
AaHHbIX N3 UCTOYHUKA (HanpMMep, NaTEHTHbIX JOKYMEHTOB) C UCMOMb30BaAHMEM CIOXHbIX
NPOrpamMMHO-peann3oBaHHbIX anropuTmMos™®?. Ha HekoTopbIx caiiTax pasmelleHbl 6ecnnaTHble
6a3bl AaHHbIX, MO3BONSAOLME NONb30BATENSAM NPOBECTN NATEHTHbLIN NOUCK C UCMONb30BaHNEM
Pa3nMyHbIX MOMCKOBbLIX MAapaMeTPoB, B TOM YNCIE CTPYKTYPHOW (POpMynbl, OAHAKO COAepXKaHue,
chepa oxeaTa U (PyHKLMOHAMNbHLIE BO3MOXHOCTW Takux 6a3 AaHHbIX MMEIOT CBOM HegocTaTku™,
[anbHenwwee pa3BuTMe CUCTEM NONCKA XMMUYECKOW MHpOpMaLmn € UCNOfb30BaHNEM
€©CTECTBEHHOrO si3blka B OyayLlem MOXeT CyLeCTBEHHO CHU3UTb U3OepXKkn npeobpasoBaHus
OQHOro nomckoeoro napametpa (Hanpumep, MHH) B apyrue (Hanpumep, COOTBETCTBYHOLLEE
MONEKyNspHOe Ha3BaHue, perncTpaLmnoHHbii Homep CAS 1 CTPYKTYpHYHO hopMyny BeLLecTBa).
MHaye rosops, 3anpoc Ha ocHoBe MHH kak kntoyeBoro cnosa MoxeT 6bITb aBTOMaTU4ECKM
npeobpa3oBaH B 3anpocbl Ha OCHOBE APYrMx NapaMeTpoB (XMMUYECKOe Ha3BaHue, CTPyKTypa u
T.4.), U NporpaMmMa BbINOSTHUT KOMMSIEKCHbIV MOUCK MO BCEM 3afaHHbIM NapameTpam. JT0
NMOMOXET CyLLIECTBEHHO YNPOCTUTb N yAELIEBUTb NATEHTHbIA NOUCK B 06r1acTn XuMmm v
dapmakonorumn. Cekpetapmat BOUC 6ygeT BHMMaTENbHO Cneantb 3a pas3Butnem cobbiTui B
aTon cepe.

4 «YKpenneHue coumanbHoi OTBETCTBEHHOCTY B 06nacTy dhapMaueBTUYECKUX CPeacTB», Paboyas rpynna no

naTeHTHON MHdopMaLUK, UTOTOBbIN OTYET, OKTAOPL 2013 T.

Oebpa J1. BaHBunnb, «M3BneveHre nHopmMaLmMm 0 XMMUYECKON CTPYKTYpE BELLECTBA U3 CNPaBOYHMKOB
neKkapCcTBEHHbIX cpeacTB», CoBpeMeHHas nekapCTBEHHast NPOMbILLNEHHOCTb, ToM 11, Ne1-2, 35-42, 2006 r.,
(http://www.sciencedirect.com/science/article/pii/S1359644605036822). ABTop paccmaTpvBaeT npobnems,
CBSI3aHHbIE C U3BMNEYEHUEM MHAOPMaLUN O XMMNYECKUX HA3BaHUSAX U CTPYKTypax BELLECTB, 1 npeanaraet
HEeCKOmbKO nyTew ux pewweHns. Cm. Takke cant areHTctBa CambridgelP
[http://www.cambridgeip.com/services/search/data/].

«[lMaTeHTHasa 6a3a faHHbIX, HacuuTbIBaoLWas 15 MH. XMMUYecknx oopMyr, CTaHOBUTCS 06LLEeA0CTYNHON
(http://blogs.nature.com/news/2013/12/patent-database-of-15-million-chemical-structures-goes-public.html);
PubChem (http://pubchem.ncbi.nim.nih.gov/).
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NPEOBAPUTENbHbIE BbIBObI

58.

B kauecTBe npeaBapuUTenbHbIX BIBOAOB MOXHO BblAENUTL CrieaytoLLee:

()  xummnyeckoe coeaMHEHME MOXET MMETb HE OHO HaMMEHOBaHWE, a HECKOMbKO
obuLManbHO NPUHSATBLIX UM NOBCEMECTHO NPUMEHSIEMbIX aKcrnepTamu. [ns o6ecneveHums
Ka4yeCTBEHHOro noucka naTeHTHble 3KCNepTbl U creunanucTbl no Bonpocam NC
NCMONb3YIOT PasnnYHble NapameTpbl NoMcka 1 YacTo obpallaTcs K KOMMEPYECKUM
6a3am AaHHbIX B AOMONHEHMe K GecnnaTHbIM M 06LeaoCcTyNHbIM 6Ga3dam AaHHbIX. [Ans
npoBeAeHUst NAaTEHTHOrO Noucka TPeOYHTCst TEXHUYECKNE 3HAHUS, YMEHUS U Hanuune
MOUCKOBbIX HOY-Xay;

(i)  cneumanucTbl B 06r1aCTV 34paBOOXPaAHEHUS U OpYrMe 3aMHTEPECOBaAHHLIE CTOPOHDI
OCYLLIECTBIISIOT NATEHTHBIA MOUCK C LENbIO BbISCHUTD, HANpMMep, Hanudne nnm
OTCYTCTBME NATEHTOB B OTHOLUEHMM (hapMaLEeBTMYECKOM NPOAYKLNN, KOTOpasi HAXO4UTCS
B Npoaake Ha TeppPUTOPUM TOM UK MHOWM CTpaHbl. YacTo Takon hapmMaueBTUYECKON
npoaykumm npmuceoeHsl MHH, KoToOpbie LUMPOKO NCNONb3yHTCS cneunanuctamm B obnactm
34paBooxpaHeHus. Takne cneumanmcTbl MOTYT HE pacrnosnaratb 4OCTYNoM K
KoMmepyeckum 6asam faHHbIX, NO3TOMY 4118 NPOBeAEeHNSA NAaTEHTHOIO NOMCKA OHM
obpawatoTca k 6ecnnaTtHbIM, 00WEeAoCTYNHbIM 6a3am OaHHbIX;

(i)  psn 3aMHTEepecoBaHHbLIX CTOPOH BbICTYMWI C MHALMATUBOW O BBEAEHUU
obsa3aTenbHOro TpeboBaHUs K 3aaBUTENSM U BNagenbLam naTteHToB o packpbitum MHH B
NaTeHTHbIX 3asBKax 1 nateHTax, 4Tobbl obecneynTb BOIMOXHOCTb HaXOXOEHUS BCEX
NaTeHToB, MMEILNX OTHOLLEHNE K KOHKPETHOMY NeKapcTBy, NyTeM YNpPOLLEHHOro Noucka
¢ ucnornb3oBaHnem MHH B ka4ecTBe knto4eBOro CroBa;

(iv) pasHuua B Cpokax OocyLLecTBIieHUsa hapMaLeBTUYECKNX MHHOBaUUI, npoueayp
MHH n npouenyp naTeHTOBaHWA Takke CBUAETENbCTBYET O TOM, YTO HA MOMEHT nogayn
3as1BKN HEBO3MOXHO packpbiTb MHH, koTopbii OygeT BbigeneH n onyonukoBaH Nullb B
Oyayuiem, B 3asBKax, KOTOpble nogatoTcs Ao nybnukaumm pekomengyemoro MHH. B
3asBKax, KoTopble 6binn nogaHsl nocne nyénukauum cootesetcteytowero MHH, ecnn MHH
N3BECTHO 3asBUTENSAM, B MOMEHT Nofadn 3asiBKM ykasaTb cooTBeTcTBYowee MHH moxHo.
B HacTosiwem nccnegoBaHnm NpuBEAEHO NULLIb HECKOMBbKO NPUMEPORB, U3 KOTOPbLIX HEMNb3S
caenaTb obuwme BbiBoAbl, oaHako ot4eTbl BONC o0 naTteHTHbIX nanawadTax no
aTasaHaBuUpy M PUTOHABUPY CBUAOETENbCTBYHOT, YTO YMCIIO NATEHTHbIX CEMENCTB, 3asBKU
Ha KOTopble ObINN NoAaHbl B KAXX40M rogy npuoputeTa, 4OCTUrano Makcumyma nocne
ny6nukaumm cootseTcTBytowero MHH;

(v)  ecnu 6yget BBegeHo TpeboBaHue o0 npeacTtasneHun coorsetcraytowero MHH
3aaBuTENSAMU, BO n3bexaHne npaBoBOW HeoNpeaeneHHOCTM HeOBX0aUMO HETKO
chopmynmpoBaTh Lenb BBOAA TAKOro TpeboBaHus, a Takke ero xapakrep n oobem.
OnemeHTbl, KOTOpble MOryT MOBMMATL HA XapakTep U 06beM BbINOMHEHUSA TpeboBaHNS O
pacKpbITUK, BKNHOYAKOT, NOMUMO NPOYEro, cneayoLlee: A0OMKHO N TpeboBaHme
pacnpoCTpaHATLCSA Ha 3asiBKM, NOAaHHbIE 40 M nocne nyonnkaumm pekoMeHgyemoro
MHH; cBsa3b mexay 3asBneHHbIM n3obpeteHmem n MHH; yacTtb 3asBkuM, B KOTOPOW
AOIMKHO 6bITb packpbiTo MHH; Buabl nyHKTOB dhopmyrbl ndobpeteHus; obsasaTenbHbIn
nnun obpoBONbHbIV XapakTep TpeboBaHMA O PacKpbITUK;

(vi) B cny4vae, ecnv 3asiBkKM nogdaHbl 4o nydbnukaumm pekomengyemoro MHH, ocHoBHas
npobnema 3akn4aeTcsl B TOM, YTOObI «3aHUM YNCNIOM» NPOAEMOHCTPUPOBATL CBA3b
nHdopmaumm o cootseTcTByoweMm MHH ¢ aToi 3asBkon, He Hanaraa Heonpas4aHHOIO
OpemMeHun Ha 3asBUTeNs U NaTeHTHoe Be4OMCTBO, U OQHOBPEMEHHO C 3TUM NOBbLICUTb
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pe3ynbTaTUBHOCTb NOMCKA MAaTEHTHbLIX AOKYMEHTOB C ucnonb3osaHmem MHH B kauectee
KINKOYEBOro CroBa Tak, YToObl 3TO MPMHECNO NOMb3y 4S5l BCEX 3aUHTEPECOBAHHbBIX CTOPOH.
HeobxoamMmo paccMoTpeTb BOMPOC O TOM, JOSBKEH NN 3asiBUTENb OTCNEXMBATbL CUTYaL IO
¢ npuceoeHnem MHH n coobwatb cootseTcTBytowee MHH nateHTHOMY BegomcTBy, a
TaKkke 0 TOM, KaK Ha npakTuke obecnevnTb BKIOYEHME Takon MHdopMaumm B 6asy
JaHHbIX NAaTeHTHOro Be4OMCTBA,;

(vii) B OTCYTCTBME KOHKPETHbIX JaHHbIX B paMKax HaCTOSILLEro nccregoBaHuns
HEBO3MOXHO [aTb KONIMYECTBEHHYIO OLIEHKY NOTEHUManNbHbIX BbIro4 1 N3aepXXeK, 04HaKo B
Teopun BO3MOXHOCTb Noucka ¢ ucnonb3osaHnem MHH B kayecTBe kno4eBOro crnosa
MOXET NPUHECTMN OCOBEHHYIO NOMb3Yy TEM, KTO OCYLLECTBMASET NOUCK NaTEHTHON
NMHOpPMaLMmM NO KOHKPETHOMY fleKapCcTBy, NOMy4MBLLUEMY paspeLleHne Ha NPoaaxy u
BbINyLLEHHOMY Ha PbIHOK. Pa3anunyHble 3anHTepecoBaHHblE CTOPOHbLI MOTYT MO-pa3HOMY
OTHECTUCb K TEM NOTEeHUManbHbIM BbIrO4aM, K KOTOPbIM NpuBeaeT BbINOSIHEHWE
TpeboBaHus o packpbiTun MHH B naTeHTHbIX 3asBkax. [NpocToro ykasaHns MHH B
NaTeHTHbIX 3asiBKax He4OCTaTOYHO ANsi TOro, YToObl 3KCNEPT, NMPOBOASALLMIA NOUCK, C
MOMOLLIbIO OOHOrO HaXXaTus KNnaBuLWK 0BHApPYXXNN NCKOMOE;

(viii) B OTCYTCTBME NPOCTOro M YHMBEpcanbHoro cnocoba npoBeaeHus ncHepnbIBakoLLIEro
NaTeHTHOro NomMcka B OTHOLLEHMN hbapmaLeBTUYECKMX BELLECTB AKCNepTbl pa3paboTanu
MEeTOOUKM, NO3BONSAIOLLME NPOBOANTL NMOUCK NATEHTOB Ha flekapcTBa C UCMONb30BaHWEM B
nepsyto odepeab obLenocTynHbIX 6a3 gaHHbIX, Hanpumep, «OpaHXeBON KHUMM» 1
3anucen CeptucumkaTa gononHutensHon oxparbl (COO), XO0TS U 3TU UCTOUHUKM UMEOT
CBOW HeJocCTaTKy,

(ix) Bce Bonbllee npakTU4eckoe 3HayYeHne npnobpeTatoT aBTomMaTU4ecKas
naeHTudurKauma, n3BnedveHne n knaccudmkaumsa XMMNIecknx JaHHbIX U3 UCTOUHMKA
(Hanprmep, NaTeHTHbIX AOKYMEHTOB) C UCMOMb30BAHNEM CIOXHbIX NPOrpaMMHO-
pearnv3oBaHHbIX anrOpMTMOB, a AarnbHeENLLEee pasBUTUE CUCTEM NMOUCKA XMMUYECKOMN
MHopMaLMK C UCMONb30BaHNEM €CTECTBEHHOIO s3blka B ByayLlem noMoxeT
CYLLLECTBEHHO YyNPOCTUTb U yAEeLEeBUTb NAaTEHTHbIA NOUCK B 06nacTn xmmmn n
dapmakonoruu.

[KoHeu pokymeHTa]



