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LokymeHm nodzomoerneH Cekpemapuamom

1. MocTosHHbIM KoMUTEeT no nateHTHomy npasy (MKIIM) Ha cBoen TpuauaTb TpeTben
ceccun, coctosiBlierica B KeHeBe 6—9 nekabps 2021 r., noOCTaHOBWI, YTO Ha TpuauaTb
yeTtBepTon ceccun MKIM CekpeTtapmat npeactaBut 06HOBNEHHbIV BapuaHT AOKYMEHTa
SCP/31/5, koTOpbIN coaep>XntT 0630p CyLLLECTBYHOLLUX UCCEAO0BaHUA MO BONPOCY O NaTeHTax u
AOCTyne K n3genusam MeguumMHCKOro HasHavyeHus 1 MeanumMHCKUM TEXHOMOIMAM, YBENUYMB
NPOLOIMKUTENBHOCTEL paccmaTpmMBaemoro nepmnoga n oxeatus nepuog ¢ 2019 no 2021 rr. B
COOTBETCTBMM C NapameTpamu, NpeaycMoTpeHHbIMK B AokymeHTe SCP/28/9 Rev. (cM. nepBbIn
MYHKT cnucka B pasaene «laTteHTbl 1 3apaBooxpaHeHne» B NyHkTe 24 nokymeHta SCP/33/5)".

2. Bo ucnonHeHne BhiweynomsiHyToro pewenus MK CekpeTapuaT nogrotosun
0GHOBMEHHbIN BapuaHT aokymeHta SCP/31/5, KOTOpbIN coaepXXUTcsa B NPUNOXEHUSIX K
aokymeHTy SCP/34/6; KomuteTy npeactomT o6CcyauTh ero Ha CBoen TpuguaTtb YeTBEPTON
ceccuu, koTopas npongeT B YKeHeBe B rmbpuaHom dpopmate 26—30 ceHTsi0ps 2022 .
CornacHo pelueHuto KomuTteTa, NpMHATOMY Ha ero TpuauaTb TpeTbeln ceccum, 0GHOBNEHHbIN
BapuaHT AOKYMeHTa Obln1 NOAroTOBMEH B COOTBETCTBMU C NapameTpaMu, NpegyCMOTPEHHbIMU B
aokymeHTe SCP/28/9 Rev.

OokymeHT SCP/28/9 Rev. npeacraenset cobon npegnoxeHne generauni ApreHtuHbl, bpasunuu, KaHagbl u
LLIBeliuapumn oTHOCMTENBHO NPOBEAEHUS Takoro 063opa Anis ero paccMoTpeHnst KOMUTETOM MO MyHKTY
noBecTku AHSA «[MaTeHTbl U 34paBOOXPaHEHNEY.
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3. C yyeTom o6bema gokymeHTa SCP/34/6 HacTosWwMIn AOKYMEHT NOArOTOBMNEH B KA4YeCTBe
pes3toMe yka3aHHOro oKyMeHTa.

4.  CornacHo nopy4enuto KomuteTta npu npoBeaeHnmn o63opa paccMaTpuBanucb
nccrnefoBaHKs Mo criefyoLwmm TeMam:

— B3aMMOCBSA3b MeXay naTeHTamu U ApYrMmim CBSI3aHHbIMU C HUMKW BOMpPOCcaMu u
SKOHOMUYECKOW AOCTYMHOCTLIO U HanuyYnem ugenuii MeauLMHCKOro HasHauYeHus u
MEeOULMHCKNX TEXHOMOTUNIAZ;

- pOfb NATEHTHOW CUCTEMbI, B TOM YMNCIE MEXAaHN3MOB KOHTPOSS 33 KAYECTBOM
NaTeHTOB, B CTUMYNMPOBaHUN M NOOLLPEHUN pa3paboTKM HOBbIX NEKAPCTBEHHbIX
npenapaToB ¥ MeANULIMHCKUX TEXHOMOMUIA B LIeNsiX pelleHnst npobrnemMbl rnobansHoro
B6pemeHun 6onesHeln, cogencTBusl 4OCTYNYy K U30enusM MeaMLUUHCKOro HasHayYeHus 1
MEOMLIMHCKMM TEXHOMNOrMAM 1 06ecneyeHmnst NOCTaBOK Ka4eCTBEHHOW NPOAYKLUN;

- POfb CUCTEMbI MHTENNEKTYarnbHON COBCTBEHHOCTM Kak dpakTopa NooLLpeHns
pacnpocTpaHeHnsa 3HaHU N Nepefayvm TEXHOMNOMN B CEKTOPE U3aeNMi MeanuuHCKOro
Ha3Ha4YeHMsa U MeQNLUHCKUX TEXHONOMUN,

- posfib MexaHM3MoB 0653aTenbHOro U 4OBPOBOSLHOrO NULEH3NUPOBAHUA U
NaTeHTHbIX MNYSOB Kak dakTopoB, CNOCOOCTBYOLWMNX 06eCnevYeHn0 3KOHOMUYECKOM
AOCTYMHOCTU M HANU4Msa n3genuin MegUUNHCKOro Ha3HaYeHnss 1 MeAULMHCKNX
TEXHOMOIUNA;, W

- [AOCTYMHOCTb XM3HEHHO HEOOXOAMMbIX FTEKAPCTBEHHbIX NpenapaToB B CTpaHax, B
KOTOPbIX Takue npenapatbl He NOSb3YTCA NAaTEHTHOW OXPaHOM, C y4ETOM BCEro
MHOroo6pasusi opyrmx pakTopoB, KacarLmMxcsl Cnpoca U NPeAoXeHNs!, OT KOTOPbIX
3aBUCAT HanM4ne n 3KOHOMMYeckas 0CTYNHOCTb NpenapaToB.

5. Mo kaxxgomy nccnegoBaHmio HGbIN0 NOArOTOBNEHO pe3toMe U ChOpPMYMPOBaHLI
hakTonornyeckme pesynbTaTbhl aHanuaa, KnioYesble BbIBOAbI U pekoMeHaauun astopa(-oB).
lMNepeyveHb nccrnenoBaHnii, PacCMOTPEHHbLIX B paMkax ob63opa, MpUBOANTCA B NPUMNOXEHUM K
HacTosLweMy JOKYMEHTY.

6. [llpwu nogrotoBke 0OHOBMEHHOIO BapuaHTa JOKYMeHTa Bbina ncnonb3oBaHa MeTogosorms
rnoucka, aHanorn4yHasi Tom, kotopas npuMeHsanack Npu nogrotoske gokymeHta SCP/31/5.
Taknm o6pasom, B AOMOSIHEHME K UccreaoBaHmsMm, nposoamswmnmca BO3, BONC n BTO,
NpOBOANINCS NOUCK NO NyOnnkaunsam, NogroTOBNEHHbIM (CAMOCTOATENBHO MW C NPUBNEYEHNEM
CTOPOHHMX Hay4YHO-MCCreAoBaTENbCKUX YyIpEeXaEeHUI), B YAaCTHOCTH, CrieayroLwumMm
MeXrpaBuTenbCTBEHHbIMU opraHudauuamu (MIMO): Esponerickum cotoszom, KOHKTAL,
FOH3MAC, O3CP, MPOOH u Lientpom no npobnemam FOra. Yto kacaeTcs novcka no Hay4Hom
nutepartype, To OH npoBoausics no donee yem 80 peueH3NpyeMbIM XKypHanam ¢ y4eToMm nx
aKTyanbHOCTU C TOYKM 3PEHUSI pacCMaTpuUBaeMbIX TEM.

7.  [OokymeHT SCP/34/6 cocTouT 13 TpEX OCHOBHbIX pasgernoB: (i) nccnegoBaHus,
nogrotoeneHHsle BO3, BONC, BTO n apyrummn cooTBETCTBYIOLLMMW MEXNPaBUTENbCTBEHHBIMU
opraHu3aumamu, BKIIoYas uccnegoBaHus, NoAroToBeHHbIE CTOPOHHUMU Hay4YHO-
nccnegoBaTenbCKUMM YUPEXOEHUAMM MO NOPYHEHUIO 3TUX opraHmsaumm; (ii)
peLeH3MpoBaHHble Hay4YHble CCcneoBaHns (HayyYHas nutepaTtypa no 3KoHOMUKe); W (iii)

[nsa uenen HacTosALLEero ob63opa noa «U3aenuaMn MeauLUHCKOro Ha3HauyeHns 1 MeauLIMHCKUMU
TEXHOMOIMAMU» NMOHUMAIOTCS NeKapCTBEHHbIe CPeACTBa, BaKUUHbI, AMArHOCTUYECKNE U
MeAULMHCKNe YCTPOWCTRA.
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peLeH3MPOBaHHbIE HayYHbIE NCCNEAOBaHMSA (Hay4Has nuTepaTypa no NpaBoOBbIM M 0BLLMM
BOMpocam).

8. Mpeobnapatowiasn YacTb BbiABMEHHbIX Nybnnkauun kacanack cregytowmx tem: (i)
B3aMMOCBSI3b MeXay NaTeHTaMn 1 pyrmMmn CB3aHHbIMU C HAMK BOMPOCaMU U SKOHOMUYECKOM
AOCTYMHOCTbBIO U HanNn4mMeM nsgenmm MeguumMHCKOro HasHaueHns 1 MeguuUMHCKUX TEXHOMOIUIA;
(i) pornb MexaHnM3moB 0653aTeNBHOrO U 4OBPOBOSBLHOIO NULEH3UPOBAHUA Y NATEHTHbIX NYJOB
Kak oakTopoB, CNOCOOCTBYIOLLNX 06ECNEYEHNIO SKOHOMNYECKOW AOCTYMHOCTU N HAaNN4uns
n3genui MeguLmMHCKOro Ha3HadeHnsa n MeguUMHCKNX TeXHonornm; u (iii) porib naTeHTHOM
CUCTEMbI B CTUMYNMPOBAHMNM M NOOLLPEHUN pa3paboTKM HOBbIX NIEKAPCTBEHHbIX NpenapaToB U
MEANLIMHCKNX TEXHOIOMIA B LIENSIX pelleHnsa npobnemsl rnodansHoro opemeHn 6onesHen.
HecMoTps Ha TO, YTO pasnuyHbLIe BOMPOCHI, UMEKOLME OTHOLUEHNE K MAaTEHTHOMY
NNLLEH3NPOBAHUIO, ABMAKTCA aKTyanbHbIMU C TOUYKM 3pEeHUS nepeaavm TEXHOMOMI, ponb
NaTeHTHOM CUCTEMbI B NMOOLLPEHNN PACNPOCTPaHEHUSI 3HAHUI U Nepeaadn TEXHOOIMIA B
CeKTope M3gennin MeauUMHCKOro HasHa4YeHns n MeANLMHCKUX TEXHOMOMMIN OCBeLlanach B
MeHbLLEM KonundecTse nybnvkaumin. Hekotopblie nybnvkauum kacatoTca AByxX uinm bonee tem
UNK XXe coaepkat aHanm3 KOHKPETHbIX Npobnem Ha NpeaMeT X BIUSHUS Kak Ha JOCTYN K
WHHOBALMOHHbBIM NpodyKTaMm, Tak U Ha CTUMyINMpOoBaHue HHoBauuin. Kak u B nepsom o63ope,
KoTopbI cogepxuntcs B gokymeHTe SCP/31/5, GbIno yCTaHOBNEHO, YTO, KaK NpeacTaBnsieTcs,
3a nepuoa, oxBaTbiBaeMbli OOHOBMNEHHbLIM BapnaHToOM 0630pa, He NoSIBUITOCb HWU OHOW
ny6nukaumm no BONPoCy O HaNM4Mm XM3HEHHO HEOOXOAMMbIX NEKAPCTBEHHbIX NpenapaToB B
TEX CTpaHax, rae OHW He MOMb3YTCSA NAaTEHTHOM OXPaHOW, YTO NOATBEPXKAAET HEXBATKY
Hay4HbIX UCCITe4OBaHUI NO JaHHOMY BOMpPOCY.

9. Kak n B cnyyae ¢ gokymeHtom SCP/31/5, untatenam cnefyeT yumTbiBaTh TOT GakT, YTO
CekpeTapuaT He NPOBOAUI aHanNM3 Ka4ecTBa BbIABMEHHbIX NyGnmKauni 1 peLeH3npoBaHHbIX
HayYHbIX UCCEeLOBaHUN, BKMIOYEHHbIX B HACTOSLWLMI OOHOBNEHHLIN BapuaHT ob63opa. Kpome
TOro, B cOOTBETCTBUU C MHCTPYKUmnaMU MK obHoBNEHHbIN BapuaHT 0630pa He BKoyaeT
paboune JOKYMEHTbI, NPOEKTbI, 610rM, KOMMEeHTapun, aBTOPCKME CTaTbu U TOMY NOOGHbIE
ny6nukaumm, KOTopble He CHUTaKTCA PeLeH3MPOBaHHbIMU HAYYHbIMU NCCNEAOBaHNAMN.

[MpunoxeHune cnenyeT]
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