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NeHepanbHaa Accambnes BOUC

MaTtbpecaT nepBasn (24-a ovyepenHas) ceccus
XeHeBa, 30 ceHTAOPA — 9 okTAGPA 2019 1.

OTYET O PABOTE NMNOCTOAHHOI O KOMUTETA MO NMATEHTHOMY IMPABY (IKTMT)

rodzomosrieH Cekpemapuamom

1. B oT4yeTHbIN Nnepuoa NocTosHHbBIN kKoMuTeT No nateHTHoMy npasy (MKIMM) nposen ase
ceccun, a UMEHHO ABaguaTth AeBATYyo ceccuto 3—6 aekabpsa 2018 r., npoxoamsLuyio noa
npegcenatenscTsom r-Ha [lamaco Mapgo (ApreHtrHa), u TpuguaTtyto ceccuto 24—27 UoHs
2019 r., npeagcenaTeneM koTopon Obina r-xa Capa Yantxen.

2. B xope atux asyx ceccun MNMKIM npogormkun paccMoTpeHue cnegyowmx Natm Tem:

(i) orpaHNYeHNs 1 UCKITKOYEHUS U3 NaTEeHTHbIX Npa.; (i) Ka4ecTBO NaTeHTOB, BKIOYasA CUCTEMBI
BO3paxeHus; (iii) naTeHTbl 1 3gpaBooxpaHerune; (iv) KoHUAeHLManbHOCTb COOBLEeHN Mexay
KNMeHTaMu 1 UX NaTeHTHbIMU NOBEPEHHBIMU; U (V) Nepedaya TEXHOMNOrMN.

3. OOGcyxaeHust Ha 3TUX ABYX CECCUAX NPOXOAMIN Ha OCHOBE psiia NPeaioKeHUN,
npeacTaBneHHbIX pa3nuyHbIMK Aeneraumsamm, U JOKyMEHTOB, NOArOTOBMNEHHbIX
CekpeTtapuaTtoM. [eneraumu o6cyamnu 3T NpeanoxeHns u AOKYMEHTbI Mo, PasfnyHbIMU
yrnamu 3peHust 1 0O6MeHsNMCb MHEHUAMU 1 OMbITOM, YTO cnocobcTeoBaro 6onee rnybokomy
MOHMMaHMI0 BCeX 3TUX TeM. Kpome Toro, B Xoie opraHvM3oBaHHbIX B pamkax obenx ceccumn
coBellaHui onsa obmeHa MHopmauuern rocygapcTBa-4UreHbl MONy4unn XoOpoLLy BO3MOXHOCTb
0BMEHSITECS MHEHMSIMU 1 OMNBITOM M pacckasaTb O CYLLEeCTBYHOLMX Npobnemax n cnocobax mx
peLleHns MO KaXXO0WN N3 YNOMSIHYTbIX TEM.

4, B vactHoCTK, B X04€e ABaauaTth AeBsaTon ceccum KomuteT 06Cyamn npoekT CnpaBoYyHOro
AOKYMEHTa Mo MUCKMIOYEHUAM AN Hay4YHO-UccrneaoBaTenbCKon AeAaTenbHOCTU 1 vacTb |l
AOMOSNHUTENBHOMO UccneoBaHUsA No Bonpocy 06 nsobpetatenbckoM ypoBHe. KoMuTeT Takke
obcyann oGHOBMNEHHbIV BapuaHT AOKYMEHTa ¢ NOoAOOPKOM 3aKOHOB, NMPAKTUYECKUX METOO0B U
APYrov nHdopmaunm o KOHpMAEHUMANbHOCTN COOBLLEHNI MEXAY KITMEHTAMMN U UX
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naTeHTHbIMK NoBepeHHbIMU. Kpome Toro, Komutet npogosmkmn obcyxgeHne nonoxeHumn
naTeHTHOro Npaea, B TOM YMCIle B OTHOLLEHUN SOCTAaTOMHOCTM PacKpbITUS, CMOCOBCTBYOLLMX
acbdekTnBHOM Nepegade TexHonorun. B xoge ynomsHyTom ceccum 6binm npoBeaeHbl
cneayowme aAse KoOHGPEepeHLM NPoaOIPKUTENBHOCTLIO MO NOMAHA 1 ABa COBELLAHMS MNo
o6MeHy onbIToM: (i) KOHdepeHLUMst N0 BONpocam COTPYAHMYECTBA NAaTEHTHbLIX BEAOMCTB B
obnacty noucka un akcnepTu3sbl, BKNoYas obmeH nHdopmaumen o COOTBETCTBYHOLLNX
MHOCTPaHHbIX 3asiBKax 1 BblAaHHbIX naTeHTax; (i) KoHdepeHunsa no Bonpocy o ny6rnmnyHo
AOCTYNHbIX 6a3ax AaHHbIX, CoAepXaLunx MHpopmMaLmo 0 cTaTyce NaTEHTOB HA MeEAULMHCKME
npenapaTtbl U BakUMHbI 1 Apyrne COOTBETCTBYOLWME AaHHbIe; (i) coBelwaHme ans obmeHa
WMHpopMaumen o meTogax, Ucnonb3yemblx generaumsamm ans obecneveHns aPeKTMBHOCTH
npoueaypbl Bbiaaym nateHToB B BegomcTteax MC, Bknoyasi CUCTEMbI BO3PaXXEHUS;

(iv) coBewaHmne no o6MeHy ONbITOM CMeLManmMCcTOB-NPaKTMKOB NO BOMNPOCY COrnacoBaHns
NULIEH3NOHHbIX COrnalleHni.

5. B xome tpmnguaton ceccum MKMM Komntet 06Ccyann npoekT cnpaBoYHOro LOKYMEHTA O
NPUHYANUTENbBHbBIX NULEH3MAX, YacTb |l ONONHUTENBbHOro UccnegoBaHMs nNo Bonpocy 06
n3obpeTaTenbCKOM YPOBHE U MHPOPMAaLMOHHO-CNPaBOYHbIA JOKYMEHT N0 naTeHTam 1 HOBEMLLUM
TexHonornam. [focyaapcTBa-yfieHbl 0OMEHSNMCh OMNbITOM U MHdopMauner 0 MeTogax,
nucnonb3yemblx generaumsamu ansa obecnedeHns aeKTMBHOCTM Npoueaypbl Bbiaauum
naTteHToB B BegomcTBax MNC, BkNo4as cMCcTeMbl BO3paxKeHUs. B pamkax nyHkTa noBecTkun AHS
«lMaTeHTbl 1 3gpaBooxpaHeHne» CekpeTapmat 1 npurnalleHHble NpodubHbIE YUpeXaeHNs
0BMeHANUCHL ONbITOM PaboThbl NO YKPenseHno noTeHLmMana B 06racty 3aknoyeH s NMLEH3MOHHbIX
cornaweHuin. Kpome toro, KOMUTET NPUHAN pelleHmne O TOM, NpeacTaBUTENn Kakmx
NHULUMATUBHBIX NPOEKTOB MO 06LWea0CTynHbIM 6a3aM AaHHbIX O cTaTyce NaTeHToB Ha
nekapcTBEHHbIE CPeACTBa M BaKUMHbI OyayT npurnalleHsl Ha TpuguaTe nepsyto ceccuto MKIMM
AN npeacrtasneHns 0OHOBNEHHbIX AaHHbIX O PasBUTUN UX MHAPOPMALMOHHBIX NaTtgopMm.
"ocypoapcTBa-yneHbl Takke NPUHANK K CBeAeHUI0 OOHOBEHHYO MHDOPMAaLIMIO MO BONPOCY
KOHOMOEHLMANbHOCTM COOBLLEHNI MEXAY KITMEHTAMU U UX NATEHTHBIMU MOBEPEHHBIMY 1 0O6CYANIN
MOSOXEHUS MATEHTHOMO NpaBa, cnocobCcTByOLLME 3PMDEKTUBHON Nepeade TEXHOMOMUN.

6. YUto kacaetca byaywen pestenbsHocTn Komuteta, 10 MKMM npogomkmT cBoto paboTy Ha
OCHOBaHMM 4OrOBOPEHHOCTM B OTHOLLEHUN JarnbHENLWen AeaTeNbHOCTN, JOCTUIHYTOW Ha ero
TpuauaTon ceccmn. KommuTeT NOCTAHOBWIT, YTO HE HOCSLLMIA MCHEPMbIBAIOLLErO Xapakrepa
nepeyeHb BONpocoB ByaeT ocTaBaTbCA OTKPLITLIM 4118 AanbHenwen npopaboTkm 1
obcyxaeHuns Ha gBaguaTte gesatomn ceccunm MNKIM. Kpome Toro, 6e3 yuwiepba gns ceoero
mMaHgata KomuTteT noctaHoBuI, 4To paboTa ero crnegytowen ceccmm byaet orpaHudeHa
N3y4yeHneM 1 OLEHKOM hakTOB 1 He ByaeT npecnegoBaTth LENn rapMoHM3aunmn HOpM 1 Npasun
Ha aaHHOM aTane. lNMporpamma genbHenwen paboTbl NO NATK Temam Ha nosecTke aHsa MK
BbIFMAAUT criegyowmm o6pasom:

(@) no Teme «OrpaHMyYeHNs U UCKNIOYEHUSA N3 NATEHTHbLIX NpaB» KoMuTeT NpuHAn
pelleHne o ToM, 4to CekpeTapuaTt NpogomKMT paboTy Haa NPOEKTOM CNPaBOYHOroO
AOKYMEHTA Mo OrpaHUYEeHnsIM U UCKITIOYEHUAM M3 NATEHTHbIX NPaB B KOHTEKCTE
naTeHTHOM oxpaHbl. KomuteT 06CcyanT CnpaBOYHbIN JOKYMEHT MO UCKITOYEHUAM B
OTHOLUEHUN NPUHYAUTENBHOrO NUUEH3NPoBaHUA Ha TpuauaTtb nepson ceccun MK,
NpUHNUMas BO BHMMaHKe Nntobble AONOMNHUTENbHbIE MaTepuanbl, NPeacTaBeHHbIe
rocygapcteamu-dneHamMmm ansg nogrotToBKM YNOMSAHYTOrO NPOeKTa AOKYMEHTA;

(b) no Teme «KayecTBO NaTeHTOB, BKIOYAsA CUCTEMbI BO3paXeHus» Bblno NPUHATO
pelleHne, 4To CekpeTapmaT NOArOTOBUT UCCNEOBaHME B COOTBETCTBUM C NYHKTOM 7(b)
AokymeHTa SCP/28/8 o meTogax obecneveHnss appeKTMBHOCTM MpoLEAypbl Bblgauu
NaTeHToB, NPUHMMAs BO BHMMaHMe BOMpPOChHI, 3aTparnBaBLLUMECs HA COBELLAHUAX MO
06GMeHy onbITOM, MPOBOAMBLUMXCA MO 3TOM TEMEe B Xo4e ABadLuaTb AeBSATON 1 TpMALLATON
ceccun MKIM. Kpome Toro, B pamkax Tpuguatb nepsown ceccun MNKIMIM CekpeTtapuar
nposeeT coBelaHne ana obmeHa onbITOM 1 MHopmaunen 06 MCNonb3oBaHUN
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NCKYCCTBEHHOIo MHTENNEKTa ANs Lenen akcnepTmabl NaTeHTHbIX 3asBOK. B xoge
TpuauaTb BTOpon ceccum MK CekpeTapmat npoBegeT aHanorMyHoe coBellaHne
NPOAOIMKNTENBHOCTBIO B OAUH AEHb NO BONPOCaM NaTeHTOCNOCOBHOCTN N306peTeHnI,
HanpMMep NpPorpamMmMHOro obecrneyeHns Ha OCHOBE UCKYCCTBEHHOIO MHTENNeKTa kak
n300peTeHns, BonnoLwaemMble C NOMOLLLIO KOMMbOTEPA; MCMNOSTb30BaHNS MCKYCCTBEHHOTO
MHTENNEKTa Kak BCMOMOraTenibHOro cpeAcTBa AN CO34aHnst M3o0peTeHun n
CaMOCTOSITENBLHOIO CO3aaHNs N306PETEHUIA HA OCHOBE MCKYCCTBEHHOMO MHTESEKTA.
Momnmo aToro, CekpeTapmat npeacTaBUT OTYET O CBOEWN AEATENbHOCTM B ob6nacTtu
OKa3aHWs TEXHUYECKOWN MOMOLLM, CBA3AHHOW C CUCTEMaMM BO3PaXKEHUS U APYTUMHN
MexaHM3MaMn agMUHUCTPATMBHOIO aHHyNupoBaHus. Yactb Il ononHUTENbLHOrO
nccneaoBaHus No Bonpocy 06 M3obpeTaTenbCkOM YPOBHE OCTaHETCs B CMIMCKE BOMPOCOB
Ana ganbHenwero obcyxaeHns rocygapctsaMmm-yneHamu;

(c) no Teme «llaTeHTbl M 3apaBOOXpaAHEHNE» BbINO NPUHATO peELLEHME O TOM, YTO
NnepeyvncneHHbIM HUKE NpeacTaBUTENIM UHULMATUBHbBIX NPOEKTOB NO 00LWeA0CTYNHbIM
6asam gaHHbIX O cTaTyce NaTEeHTOB Ha JIEKAapCTBEHHLIE CPeAcTBa U BakUMHbI — (i)
MedsPalL,; (i) Pat-Informed; (iii) «Cnncok yTBepXaeHHbIX NTeKapCTBEHHbIX NpenapaTos C
OLeHKOM TepaneBTUYeCcKon akBmBaneHTHocTu» («OpaHxeBas kHura») u (iv) NepeveHb He
noanagarowmx nog 4encTBmMe NaTeHTOB Y UCKIOYUTENBHBIX NPaB NeKapCTBEHHbIX
npenapaTtoB 6e3 yTBEPXXAEHHOrO cTaTyca reHepuka — byaeT npeanoXxeHo NnpeacTaBuTb
0BGHOBMNEHHYO MHOPMALINIO B COOTBETCTBMUN C NONOXEHNsIMM AokymeHTa SCP/28/10
Rev. lNomumo atoro, CekpeTapuaT npeacTaBuT 0630p CyLLECTBYIOLLMX UCCNeaoBaHWI NO
BOMNPOCY O NaTeHTax 1 JOCTyne K U3aenusm MeanumHCKOro HasHayeHnss 1 MeguLMHCKUM
TEXHONorusaM, cogepxawumncs B gokymeHte SCP/28/9 Rev. Um Takke dyget
NnoaroToBMNeH OTYET O cocTodABLUEMCS B xoae Tpuauaton ceccum MNKIIM coBellaHmm ans
oBMeHa onbITOM NPOBEAEHUSA MEPONPUATU MO YKPENMEHUIO NoTeHLMana B CBA3u ¢
3aKMNOYEHNEM JTIMLEH3NOHHLIX cornaweHnn. Kpome Toro, KOMMTET NOCTAHOBWI, YTO B
xoae Tpuauatb BTopoin ceccum MK CekpeTapmaT opraHM3yeT coBellaHme ans obmeHa
nHopMaLmen mexay rocygapctsamm-4neHamm o npobrnemax n BO3MOXHOCTAX
MPUMEHUTESBbHO K PasnnyHbIM BUAAM MONOXKEHUIN O NULEH3MPOBAHMM NATEHTHLIX NpaB B
chepe TEXHONOrMM 30paBooOXpaHeEHNS;

(d) no teme «KoHdmaeHUMaNbHOCTb COOBLLEHNIN MEXAY KITMEHTAMU N NX NATEHTHLIMN
nosepeHHbIMU» KT npuHan pewenne, yto CekpeTapmaTt opraHn3yeT CoBeLLaHne ais
ob6meHa nHopmaumen mexay cneumannucTtamm n rocygapcteammn-4aeHamm o nocneaHmx
TEHAEHUMNSAX U HAaKOMMEHHOM OMnbiTe B BONpPOcax KoOHMAEHUnanbHOCTK coo0LLEHNI
MeXay KIMeHTaMm N Nx nateHTHbIMW NOBEPEHHLIMU, 3aTparMeas BONpOChl NOANTUKK U
NPakTUKK 1 yaensis ocoboe BHMMaHue TpaHCrpaHUYHbIM 3f1EMEHTaM;

(e) no Teme «[llepenada TexHonormn» Komutet pewmn, yto CekpeTtapmuat NPpOAOIHKUT
paboTy no o606weHunto K TpuauaTtb nepsown ceccum MK nHpopmaumm o nateHTHo-
NpaBOBbIX HOPMaxX M NPaKTUKe, CNOCOBCTBYOLLMX 3PEKTUBHON Nepegade TEXHONOrnu,
BKIOYasi 4OCTAaTOMHOCTb PACKpbLITUS, HA OCHOBE MaTepuarnoB, KOTopble ByoyT NOnyyYeHbl
OT rocyfapcTB-yneHoB, n obcyxaeHun B pamkax KM, Kpome Toro, B xoge Tpuguatb
BTOpon ceccum MK CekpeTapmat opraHnsyeT coBellaHve anst oomeHa nHgpopmaumen
MeXay rocygapcTBaMu-yrieHaMmm 0 NaTEHTHO-MPaBOBbLIX HOPMax U NpakTuke,
cnocobeTByOLWNX ahdEKTUBHOM Nepeaayve TEXHOMNOMK, BKoYas 4OCTaTOMHOCTb
pPacKpbITHS.

KomuteT Takke NPpUHAN pelleHne OBOHOBUTL I/IH(*)OpMaLl,I/II'O NO HEKOTOPbLIM acnekram

HaLI,I/IOHaJ'IbHOFO/peFMOHaHbHOFO NaTeHTHOro 3akoHogaTtesnbCctea C y4eTOM MaTepumanos,
NOoJNy4YeHHbIX OT rocygapcCTB-4J1€HOB.

8.

B oTHoweHunn paboTbl MK 8 2018 1. 1 ero Bknaga B peanusaumio COOTBETCTBYHOLLMX

pekomeHaaumm MNMosecTtkn aHs B obnactu passutus (MAP) cneagyet obpatutbes K
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nyHkTam 42—-45 npokymeHTta CDIP/23/2t. B xoae Tpuauaton ceccun MNKMM generaumsa YraHabl,
BbICTynas oT umeHn AdpuKaHCKON rpynnbl, HANOMHUa o npuHaTom B 2010 r. pelueHnmn
"eHepanbHom Accambnen o mexaHMaMax KoopauHaLumMmM, MOHUTOPUHIA, OLLEHKM U
npeacTaBneHns oT4eTHOCTM M nonpocuna CekpetapuaT BKIHOYUTb B €ro eXXeroaHbin otyeT
Accambnesm nHdpopmauuto o sknage MNKIM B peanusauunio COOTBETCTBYOLLMX PEKOMEHOALMI
MoBecTkn aHs B obnacTtu passutus. Oeneraunsa KaHagbl, BbiICTynas oT umeHu [pynnbl B,
OTMEeTUNa, 4YTO cneayeT NPUaePXKMBaTbLCA YCTAHOBEHHOW N COrNacoBaHHOW NPaKTUKK
pPacCMOTPEHUS Taknx BOMpPOCOB.

9. leHepanbHoU Accambriee
BOUC npednazaemcs npuHAmMs K
ceedeHuro «Omyem o pabome
lMocmosiHHO20 KOMumema o
nameHmHomy ripagy» (00KyMeHm
WO/GA/51/6).

[KoHewu aokymeHTa]

1 HokymeHT CDIP/23/2 (OTuyeT N'eHepanbHOro AMpeKkTopa o Xo4e peanusauumn MNMoBecTkn oHSA B obnactu

pasBuTus).
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