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LokymeHm nodzomoeneH Cekpemapuamom

BBEOEHUE

1. B xoge cBoen geBATHaguaTom ceccun, coctosaBluencsa 25-28 dpespans 2013 r.,
MocTosHHbBIN KOMUTET No nateHTHoMy npasy (MKIMI) npuHsn cornacoBaHHOE peLleHne O TOM,
4yTO B pamMkax Tembl « OrpaHMYEeHns U UCKNIYEHNA N3 NaTEHTHbIX NpaB» CekpeTapuat
noaroToBUT, B YAaCTHOCTM, JOKYMEHT, OCHOBaHHLIN Ha MaTtepuanax, nofy4eHHbIX oT
rocyf4apcTB-4SIEHOB, KacatoLMINCs NPUMEHEHUS B roCyAapCTBax-YreHax NepeyYnCcrieHHbIX HUXe
NATU UCKNIOYEHNI N OFPaHNYEHUI, He BKNOYaOLWLMIA OLLEeHKY 3PEKTUBHOCTM Takoro
NPUMEHEHUS: YaCTHOE N/ HEKOMMEPYECKOE MCMOSb30BaHNE OO BbEKTOB NAaTEHTHbLIX NpaB.,
Ncnonb3oBaHNe OO bEKTOB NATEHTHbLIX MPaB AN 3KCNEPUMEHTOB W/UIN HAY4YHbIX
nccnegoBaHUn, NPUroTOBIEHNE NEKAPCTBEHHbLIX CPEACTB, NMPeXAenonb30BaHue,
NCnonb3oBaHMe 0OBbEKTOB MNATEHTHbIX NPaB HAa MHOCTPaHHbLIX CyAax, BO3AYLUHbIX Cydax U
Ha3eMHbIX TPAHCMOPTHbIX cpeacTBax. [JOKyMEHT LOMMKEH TakKe coaepXaTb OonnucaHue
npakTn4eckux Npobnem, ¢ KOTOPbIMKU CTanKMBaTCA rocyaapcTBa-YreHbl B CBA3N C
NPUMEHEHNEM yKa3aHHbIX UCKITOYEHUA N OTPaHUYEHUN.

2. B cooTBeTCTBUM C BhileyKka3aHHbIM peleHnemM CekpeTtapuaT HanpaBuil rocygapcTsam-
YyfieHaM 1 perMoHarsbHbIM NaTEHTHbIM BegoMcTBam nucbmo C.8261 ¢ npegnoxeHnem
npegctaBuTb B MexxgyHapogHoe 61opo cBefeHus, JONOSHAIOWMNE U akTyanmampytoLne
CBeleHNs1, coaepKaBLUMecs B NX OTBETAX Ha BOMPOCHUK MO UCKIMIOYEHMSIM N OrPaHNYEeHUSM
naTeHTHbIX NpaB (ganee — «BonpocHUK»), NOCBALLEHHbIV NEPEYNCIIEHHBIM BbiLLE MATU
WCKITIOMEeHUAM 1 orpaHudeHnsam. Kpome toro, CekpeTapuaT Npeasioxun HanpaBuTb OTBETLI Ha
BonpocHuk TeM rocygapctBaMm-ynieHam 1 permoHasnbHbIM NaTeHTHLIM BEAOMCTBAM, KOTOpbIe
noka He HanpaBwuiM CBOM OTBETHI.
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3. B aToM CBA3M HACTOALMUIN OOKYMEHT COAEPXKUT MHPOPMaLIMIO O TOM, Kak B rocygapcTBax-
yrieHax peanu3oBaHbl UCKITIOYEHNS U/UNK OrpaHNYeHUs, KacalLLMecs pasoBoro NpUroToBNeHns
neKapcTBEHHbIX cpeacTB. Ero 3agaya — npeacTaBuTb KOMMMEKCHBIA U CPpaBHUTENbHbLIV 0630p
NPaKTUKM NPUMEHEHNS UCKITFOYEHUIA W/ NN OrpaHUYeHnin AaHHOrO TUa B COOTBETCTBUU C
NPMMEHVMbIM 3aKOHOAATeNbCTBOM rocy4apcTB-4neHoB. [nsa nyywero noHMMaHusa obbema
NPUMEHeHUs JaHHOIo UCKIIYEHNS B KOHKPETHBIX CTpaHax aBTopbl AOKYMeEHTa npeanaraoT
03HaKOMUTLCS C NepBOHaYarnbHLIMW OTBETaMW, HanpaBneHHbLIMU rocyaapcTBaMm-yneHamm n
OOHVM pervoHanbHbIM NaTeHTHbIM BE4OMCTBOM. BOnpocHuK, a Takke OTBEThI rocy4apCTB-
4rieHoB, onybnMKoBaHbl B NONHOM obbeme Ha BeGcanTe anekTpoHHoro dopyma [MKIIM no
cneaytowemy agpecy: http://www.wipo.int/scp/en/exceptions/. [1nst obneryeHnsa gocrtyna kK
MHopMaLmK, cogepallenica B oTBeTax, BCe OTBEThbI NpeAcTaBrneHbl Ha BebcainTte B
MaTpu4HON hopMe, C rMNepCChINkaMm K KaxkaoMy pasgaeny kaxaoro otseta.

4.  [JOKYMEHT COCTOMUT U3 Tpex pasaenos: (i) uenu rocyaapCTBEHHOro perynmpoBaHms,
KOTOPbIMW NPOAMKTOBAHO NpefoCcTaBneHne ucknodeHmns; (i) npumeHnMoe 3akoHoaaTenbCTBO
1 06bEM NpUMEHEHUS UCKMNoYeHUs, 1 (iii) TpobnemMsl C NPUMEHEHNEM UCKIIOYEHWS.

5. O TOM, 4YTO UX NPUMEHMMOE 3aKOHOAATENBLCTBO NpeaycMaTpuBaeT UCKIKYEeHNs u/nnm
OrpaHnyeHus, KacatwLLmecs NPUroToBIEHNS NeKapCTBEHHbIX CPEACTB, COOBLLMMM crieaytoLLme
rocygapcrtsa-yneHbl U NnateHTHble BegomcTBa: AnbaHud, Apmenus, AsepbanmkaH, bocHus n
epuerosuHa, bpasunus, bonrapus, Xopsatus, Kunp, Yewckas Pecnybnuka, Koperickas
HapogHo-emokpaTtnyeckasa Pecnybnuka, Januns, OuHnanguna, PpaHuud, Mepmanug, Mpeuus,
IoHkoHr (Kutawn), Benrpusa, Utanua, Anonus, Jlateus, Jlutea, Mapokko, Hopeerns, GunmnnuHbl,
Monsbwa, Moptyranus, Pecnybnvka Kopes, Pecnybnuka Mongosa, Poccuiickas ®egepauus,
Cepbus, Cnosakus, Ucnanus, Leeumns, Tampkmkuctar, Tannada, Typuus, CoeguHeHHoe
KoponescTBo, BbeTHam n EBpasuiickas nateHTHas opraHm3aums (EAPO) (39 ctpaH u
opraHvsauun).

LENW rOCYAAPCTBEHHOIO PEIYIIMPOBAHUA, KOTOPbIMU NPOOAUKTOBAHO
NMPEOOCTABJIEHUE UCKITIOYEHUA

6. [ocymapcTBa-uneHbl Aanv cneayoLlime OTBETbl HAa BONPOC O LEeNsiX rocyaapCTBEHHOro
perynupoBaHunsi, KOTOPbIMM NPOANKTOBAHO NPeAoCTaBreHne ncknoyerHms. B oteete bpasunuu
noa4YepKkMBaeTcs BaXXHOCTb obecneveHuss npaBunbHoro 6anaHca mexay uHTepecaMmu
npaesoobnagaTtenen n HTepecamm Nosib3oBaTeNen COOTBETCTBYIOLLMX NpaB, a Takke 3aLnThbl
06LLECTBEHHbBIX UHTEPECOB «MYyTEM BBEAEHUS OFPaHNUYEHHbIX UCKIMIOYEHNIA N3 UCKITHOYUTENbHBIX
npae, NPeAoCTaBNSAEMbIX MATEHTOM, MPU YCIOBUM, YTO TaKMe UCKIIOYEHUS He BCTynatoT B
HeonpaBAaHHOE NPOTUBOPEYNE C Er0 HOPMAIbHLIM UCMOMb30BAHMEM U HE NPUBOOAT K
HeonpaBAaHHOMY yLLepOy Anst 3aKOHHbIX MHTEPECOB NateHToobnagarTensi, C y4eTOM 3aKOHHbIX
WMHTEPECOB TPETbUX CTOPOH. Takum ob6pa3om, cuMTaeTcs, YTO UCKIMOYEHNE COOENCTBYET
TEXHONOMMYEeCKUM MHHOBAaLMSIM, Nepeaade 1 pacnpocTpaHEHUIO TEXHOMOMMU K B3aUMHOW
BbIrOA€E NPOM3BOAMTENEN N NONb30BaTENEN TEXHONOMMYECKNX 3HAHU 1 B hopmax,
CMOCOBCTBYHOLLMX COLManbHOMY M SKOHOMUYECKOMY Br1arococTosiHMo n obecneyeHnto GanaHca
npaB n 0693aHHOCTEN».

7. B oTBeTax HEKOTOPbIX FOCYOAPCTB-YNIEHOB OTMEYAIOTCS TakMe MOMEHTLI, Kak oxpaHa
06LLeCcTBEHHOro 300POBbS, B YaCTHOCTU, 0becrneyeHne AOCTyna K fieKapCTBEeHHbIM npenapaTtam
1 BO3MOXHOCTSIM Nle4eHunst naumMeHToB. B cBA3M ¢ aTum B oTBeTe Kunpa roBopuTcs, 4To
npegocTaBneHne NCKIMIYEHNs «OCHOBAHO Ha NpuHLUMNax obuecTBeHHoro 6nara un
BnarococTosHus noaen [...]».1 B oTBeTe ®paHLmMmM 3ByUMT CXOAHASA MbICIb O TOM, YTO «AaHHOe

! B oTBeTe Takke roBOPUTCA, YTO CyLLECTBYHOT BMNOJIHE y6e/:u/|TeJ'|be|e A0BOAbI B MOJIb3Y NPUMEHEHUA 3TOro

UCKINOYEeHUA B yaareHHbIX permoHax unu B passuBatoLLNXca CTpaHax.
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UCKIIOYEHNE OTBEYaEeT MHTepecaM OXpaHbl 300pOBbsl HaceneHusi». B otBeTe MNonbwn
FOBOPUTCS, YTO CMbICIT UCKIMIOYEHUSA — «NPeaoTBPaTUTbL CUTyaUmu, Koraa MHansmayansHoe
neyeHne oKaxeTcs HEeBO3MOXHbIMY. Pecnybnuka Mongosa oTBeTvna, YTO MOTUB
rocyapCTBEHHOr0 perynMpoBaHnsi, KOTOPbIM NPOAUKTOBAHO NPUMEHEHME UCKTHYEHUS,
COCTOUT B TOM, YTODbI «HE OrpaHNYMBaTh NPUMEHEHWE NeKapCTBEHHbIX CPEACTB B
NHOVBUAYanbHbIX CyYasX, C TeM, YToObl pacLUMpUTb BO3MOXHOCTU JOCTYMa K NIeKapCTBEHHbIM
cpencteam». B otBeTe [NopTyranum rosopuTtcs, 4YTo 3afadva — «He orpaHu4nBaTh BO3MOXHOCTU
[OCTYNa K JIEYEHUIO U HEe BMELLMBATBLCS B OTHOLLEHWUSI Bpaya W naumeHTa». AHanormyHbim
obpa3som, B 0TBETE VcnaHnmn roBopuTCS, YTO LieNb AaHHON HOPMbI — «4aTb NauueHTam
BO3MOXHOCTb JOCTYNa K fIeKapCTBEHHbIM CPEACTBAM, BbINMUCLIBAEMbIM MPOECCUOHANBHBIMU
MeAMLUMHCKUMU paboTHUKaMK, KOTOPbIE MOTYT OblTb MPUIOTOBMNEHbLI B anteke. To ecTb, C OOHON
CTOPOHbI, 0becneynBaeTCs 3allnTa Lenen, CBs3aHHbIX C OKa3aHMEM MeAULMHCKOM NOMOLLM, a C
OpYro — Takue AenCTBUSA HEe CHMTAIOTCS HAHOCSALUMU Yuiep6 0BbIMHOMY UCMONb30BaHUIO
ob6bekTa NaTeHTHbIX NpaBy.

8. B oTtBeTax N'epmaHmu n Utanum Takke roBopuTCs, YTO Liefb AaHHON HOPMbl — «0bnerynTb
YCNOBUS AN OCYLLECTBNEHUS MeQULMHCKOW AeATeNbHOCTU, MOCKOMbKY NaTeHTbl HE JOIKHbI
orpaHnymuBaTb cBOOOAY AOKTOPaA (Bpada) NponuckiBaTh NEKapCTBEHHbIE CPeACcTBa B MHTEpecax
oXpaHbl 340pOBbs HaceneHus. Llenb - gaTb Bpayam BO3MOXHOCTb B MHAVBUAYANbHBIX Cryvasx
BbINMCbIBaTb NaUMeHTaM fiekapcTBa, KOTopble rOTOBATCS B anTeKkax He3aBUCMMO OT
BO3MOXXHOMO Hanuynga nateHTHbIX Nnpae». B oteeTe LLBeuun BbipakeHO CXOAHOE NOMoXeHue o
TOM, YTO Lienb rocyfapCTBEHHOIO perynupoBaHus, nexatias B OCHOBE AaHHOIO UCKIIOYEHNsS —
AaTb anTeyHblM paboTHMKaM BO3MOXHOCTb «FOTOBWUTb JIeKapCTBEHHbIE NpenapaThl B
WHOMBMAYanbHOM Cryyae B COOTBETCTBMM C peLienToM Bpaya, He NoaBeprasiCb pUCKy,
CBSI3aHHOMY C HapyLleHVeM NaTeHTHbIX npaB». Takum xxe obpasom, B otBeTe CoeauHEHHOro
KoponeBcTBa roBoputcst, 4To «apmaLeBTbl JOMKHbl UMETb NpaBo rOTOBUTb KOHKPETHbIE
nekapcTBEHHbIe NpenapaTbl, NponncbiBaeMble BpavyoM, 6e3 pucka, CBA3aHHOIO C HapyLUEHUEM
naTeHTHbIX NpaB». B oTBeTe NepmaHun gobasBnseTcs, YTO «4aHHas HopMa OOMONHSeT 3anpeT
Ha NaTeHTHYI0 OXpaHy METOAO0B NeYEHUS NoAEN UK XUBOTHBIX XUPYPrMYeCKUMN Nnm
TepaneBTUYECKUMMN MeTO4aMUY.

9. B otBeTe BeHFpI/II/I rOBOPUTCA, YTO UeNb roCyaapCTBEHHOIO perynmpoBaHua, nexatwlasa B
OCHOBE€ UCKITIOYEeHUA — «nNpegoctaBnTb NauueHTam Heaoporme n Ka4eCtBeHHble
JleKapCTBeHHble cpeacTBa U COKpPATUTb 3aTpaThbl HA peann3auuio rocygapCTBeHHbIX NMporpamMmm
OXpaHbl 300pOBbA HACeENEHNA». B oTBeTe 0TMe4vaeTcs, 04HaKO, YTO «UCKIOYEHNE
npuMeHdeTcqa B OTHOLLEHUU MUHUMaArbHbIX KONM4YecTB», C TEM, YTOObI 3TO «HE HAHOCUIIO
yu.l,ep6a HOpMalibHOMY UCNOJIb30BAaHUIO NaTeHTa». B otBeTe HOpBeFVIVI roBopuTcA, 410
«NpUroToBrieHne nekapCcTBeHHbIX CpeacTB B antekax gOoJ1NKHO ObITb BO3MOXHbIM HE3ABNCUMO
OT NaTeHTHbIX Npas, Npu YyCrioBUU, 4TO OHN TOTOBATCA MO peuenTtamMm».

10. B otBeTtax AnoHum 1 Pecnybnuku Kopesi roBopuTCS, YTO, «MOCKOSbKY AENCTBMSA MO
NPUroTOBMEHMIO NeKapcTBa Bpa4yoM UMM CTOMAaTOsIorom — 3To 06LLeCTBEHHAst MUCCUS,
KOHKpETHas Lefib KOTOPOW — MOMOYb NauneHTamMm B BOCCTAHOBIIEHMM MX 300POBbS, CHMTAETCSA
HenpuemrnemMbiM, YTOObI AENCTBUA MO MPUrOTOBIIEHNIO JIEKAPCTB paccMaTpuBanuch B Ka4yecTBe
o6bekTa NaTeHTHOro npasay.’

11. Xota Poccunckas Pegepaumns, oTBeYas Ha AaHHbIA BOMPOC, 3asiBUna, 4To
COOTBETCTBYHOLLUNE N3006pETEHMSA UCNONB3YITCA «B MHTEPECAX OXpaHbl 300POBbA NoAEN U
JKMBOTHBIX», OHA Takke OTMETWNA, YTO «Takue criydam MOryT MMeTb MECTO B Ype3Bbl4alHbIX
cuUTyaumsax, korga Heobxo4MMOo okazaHue CPOYHON MEeMLMHCKOM NOMOLLNY, N YTO «pas3oBoe
NPUroTOBMEHME NEeKapcTBa JONYCTMMO TOSIbKO B KONIMYECTBE, YKa3aHHOM B peuenTe». B otBeTe

B aTnx oTBEeTax Takke 0TMe4aeTcs, YTO «COrflacHo I'IpVIHFlTOlZ WUHTEepnpeTauunmn, camo nekapcTteo 006bIYHO
CYMTaEeTCA U3roToBJNIEHHBIM NMpon3BoAUTENEM NNEKAPCTBEHHbIX NMpenapaTtoB C BblAa4yen NaTeHTHOW NULIEH3UN U
neranbHO npoaaeTca BpavyomMm Unm ctoMmaTosiorom».
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Cep6um roBopmuTCS, YTO 06LLME MoparnbHble U MeAMLMHCKME COOBpaeHUs OUKTYHOT, YTOObI B
NHAOVBUAYaNbHbIX Cry4Yasax cylllecTBoBaHWE NaTeHTa Ha ekapCcTBO He CTaHOBUITOCh
NpenaTcTBMEM AN ero NPUroToBreHMs U Npoaaxu Ha pbiHke. Llenu rocynapcteeHHoro
perynupoBaHmusl, KOTOPbIMU NPOANKTOBAHO UCKMOYeHMe U3 HoOpM EBpasuiickoit naTeHTHOM
KOHBEHLMM, hOPMYNMPYIOTCS KaK «OXpaHa 340poBbsa noaen, obecnevyeHne BO3MOXHOCTH
Nony4YeHnst NeKapcTBy.

12. Lenb rocygapcTBeHHOro perynMpoBaHusi, KOTOPOW NPOANKTOBAHO MPUMEHEHNe
ncknoyeHne B [laHnuun, COCTOUT B NpUBEAEHNM HALMOHArbHOro 3akoHoaaTenbLCcTBa B
cooTBeTCTBME C CornalleHrnem o nateHTax Cooblectsa.’ B otsete JlatBum Takke
OTMeYaeTCs, YTO Lieflb UCKIMIOYEHUS - rapMOHU3aLUs HaUMOHaNbHOro NaTeHTHOro
3aKOHOAAaTEeNbCTBA C 3aKOHOA4ATENBCTBOM rocyapcTB-yneHoB EBponerickoro Cotosa.

13. MHorue rocygapcrBa-yneHbl He Jany OTBeTa Ha BONPOC O LeNax rocygapCTBEHHOMO
perynupoBaHnst, KOTOPbIMU NPOANKTOBAHO NPMMEHEHNE AAHHOIO UCKITIOYEHUS.

NMPUMEHMUMOE 3AKOHOOATENbCTBO U OB bEM NPUMEHEHUA UCKINTIOYEHUA

14. 39 rocynapcTB-UneHOB Ha3Bari CBOM 3aKOHbI, MpeaycMaTPUBAIOLLME UCKITIOUEHNS U/unu
OrpaHVYeHUst NAaTEHTHbIX NPaB, KacatoLLMecs Pa3oBOro UMK HECUCTEMATUHECKOTO
NPUroToBIiEHNA NEKapCTBEHHbLIX CPeacCTB. MHorune rocygapctBa-4JieHbl, 3aKOHbl KOTOPbIX
npedycMaTpuBaloT Takoe UCKMoYeHne,” ykasanm, 4To «pasoBoe» NPUroTOBMEHNe NekapcTB B
anTekax no peLienTam Bpayei UCKMoYaeTcs N3 06NacT NPUMEHeHNs NaTeHTHbIX npas.’

B COOTBETCTBYIOLKNX 3aKOHaX MHOIMX U3 yKa3aHHbIX rocyaapCcTB-4J1I€HOB TaKXXe roBOpUTCA, 4TO
TaKkoe NPUroTOBMEHNE AOMKHO OCYLLECTBISATLCSA B «MHAMBUAYANbHBIX Crydasix». Kpome Toro,
BO MHOIVIX rOCyAapCTBax-YneHax CYMTAeTCs, YTO UCKMIoYEHNE Takke pacnpoCcTpaHseTca Ha
«JeCTBUAY», «IeYeHNe» UMK «NpOoLiedypbl», CBA3AHHbIE C MPUrOTOBMEHHbLIM TakuM 06pa3om
nekapctsom.®

LHonycmumbie delicmausi

15. B oTBeTax HEKOTOPbIX rocygapcCTtB-4JieHOB coaepXXaTcd npnuBoanMblie HUXe CBeOeHUA 06
obbeme NPUMEHEHUs1 AaHHOro UCKNtoYeHus. Bo ®paHuum npegocrtaBnsemMble NaTeHTOM npaBa

CornalueHuve B oTHowweHnn nateHToB CoobwecTtBa Ne 89/695/EEC ot 15 nekabps 1989 r.

B 3akoHogaTenbcTBe 38 rocynapCTB-4NeHOB Y HOpMax OAHOIO PEMMOHANbHOrO NaTEHTHOrO BEAOMCTBA €CTb
KOHKpETHbIE MOOoXeHWs No AaHHOMY Bonpocy. Bo BbeTHame KOHKPETHOM HOPMbI, OTHOCSILLENCS K AeUCTBUAM
Mo NPUroTOBIIEHNIO NIEKAPCTBEHHBIX CPEACTB B anTekax, He CyLLEeCTBYET, OAHAKO CYATAETCS, YTO Ha 3Tn
[OENCTBUSI pacnpoCTpaHsAeTCs UCKMIOYEHNE, YCTaHOBMNEHHOE B MOMb3y HEKOMMEPYECKOTO UCMONb30BaHNs
06BbEKTOB NaTeHTHbIX NpaB. AHaNorM4HelM 06pa3oM, B oTBeTe VIHOOHE3MN rOBOPUTCS, YTO, XOTS NMPUMEHNMOE
3aKOHOAATENbLCTBO HE NPefyCMaTPUMBaET TaKOro UCKMIOYEHUS, B HEM COAEPXXaTCs MONOXeHMs 06
MCMNOMNb30BaHNMN NCKINIOYEHNS FOCy4apCTBEHHBIMW OpraHamm No OCHOBaHWSAM, CBSAI3aHHbLIM C OXPaHoW
300poBbs HaceneHusi. B Kutae Bbinncka peLenToB Ha nekapcTBa U NPUroTOBNEHNE NEKAPCTBEHHbIX CPeacTB
no TakMM peuenTam He CHMTaTCA AeNCTBUSMU, JONYCKaOLWMMN NPOMbILLIIEHHOE NPUMEHEHMWE, U MO3TOMY He
nognexart naTeHTHoW oxpaHe. HakoHel, B oTBeTe O6beanHeHHo Pecnybnvkv TaH3aHUy roBopuTcs 0 TOM,
YTO U3 KaTeropum NaTeHToCnocobHbIX 06 LEKTOB MCKMOYATCA onpeAeneHHble MeToabl NeYeHus.

cM. cTatblo 38 3akoHa 0 NpombILwneHHon cobeTBeHHoCcTM Anbanun Ne 9947, pasgen 27(3)(iv) 3akoHa o
nateHTax Kunpa, ctatbto L613-5 Kogekca nHrennektyansHo cobctBeHHOCTU ®paHumm, pasgen 11 3akoHa o
nateHTax 'epmanum Ne 3, pasgen 75(c) Yka3sa o nateHTax FoHkoHra (Kutait) Ne 514, ctatbto 55 3akoHa 06
OXpaHe NpoMbILLIeHHOM cobcTBeHHOCTM Mapokko Ne 17-97, ctaTbto 69 (1) (v) 3akoHa 0 NPOMbILLIEHHON
cobcTBeHHocTH MNonbLun, ctaTthlo 22 3akoHa 06 oxpaHe n3obpeteHuit Pecnybnmkn Mongosa Ne 50/2008,
ctatblo 52.1(c) 3akoHa o nateHTax Vcnanuu, pasgen 60(5)(c) 3akoHa o naTteHTax CoeanHEHHOro
KoponescTtea 1 npasuno 19 MaTeHTHOM MHCTPYKUuun EBpa3ninckon naTeHTHON KOHBEHLIMK.

Cwm., Hanpumep, ctaTblo 73 3akoHa o nateHTax bocHumn n MepueroBuHbl, ctatbio 63(3) 3akoHa 0 naTteHTax
XopaTtuu, pasgen 18(c) 3akoHa o nateHTax Yewwckon Pecnybnukn, pasgen 3(3)5 3akoHa o naTteHTax
®uHnaHgnu, ctaTbio L613-5 Kogekca nHtennektyanbHow cobcTBeHHocT ®panumum, pasgen 11( 3) 3akoHa o
nateHtax 'epmanum u ctatbio 19 3akoHa 06 naTeHTHON oxpaHe n3obpeterun Benrpmm Ne XXXIIl ot 1995 r.
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He pacnpoCTPaHSATCA Ha Pa3oBOE UMM HECUCTEMATUYECKOE NMPUroTOBIIEHME JIEKAPCTBEHHbIX
CPe/CTB M «LUTYYHOe» NPUroTOBNEHME NeKapcTB B anTekax no peuentam Bpaden.” B Apmernu
n JlaTBun ncnonb3oBaHue 3anaTeHTOBAHHOIO N30OpeTEHNS HE ABMNSIETCA HapyLLUEHNEM
NCKNIOYMTENbHbLIX NpaB nateHToobnagaTens, eCrny OHO OCYLLECTBINSIETCA B paMKax
«eVUHUYHOTOY» MPUTOTOBMEHNA NeKapCTBEHHBIX CPEACTB B anTekax no peLentam spadeil.’
AHanornyHblM 06pasom, B ctatbe 1359(5) NpaxxaaHckoro kogekca Poccunckon ®egepavmu
NCNONb3YyeTCs BblpaXKeHNe «pa3oBOe U3rOTOBIMEHME fleKapCTBEHHbIX CpeacTB». B ctaTbe 23
3akoHa o naTeHTax Pecnybnukn AsepbarigxaH roBopuTcs, YTo, BO n3bexaHne HapyLleHus
NCKMIOYNTENBHbIX NpaB naTteHToobnagaTtens, NPUroToBneHNe nekapCcTBEHHbIX CPeACTB AOMMKHO
UMETb «3MNn304MYeCKnii» xapaktep. B 3akoHe o nateHTax TannaHga npUMeHeEH MHOW MNOAXOA:
30echb npuBoanTCs obLlee NonoXeHne o ToM, YTO Npaea nateHToobnagaTens He
pacrnpoCTPaHSIOTCA Ha «MPUrOTOBIEHUE KOHKPETHOTO NlekapcTBa no peLenTy Bpaya [...]»°

16. B Typuuun cuntaeTcs, 4To npaea, NpeaocTaBisieMble NaTEHTOM, He PacrpPOCTPaHSIOTCS
Ha NPUroTOBIEHNE NeKapCTBEHHbIX CPEACTB B anTekax, «He npeanonarawlee ux MaccoBoro
NPOU3BOACTBA» U BbINOSHAEMOE «TOSLKO B NOPSiAKe UcnonHeHus peuentax.'® B Utanuum
NCKINIOYEHNE HE pacnpoCTPaHSEeTCs Ha «MCMONb30BaHNE aKTUBHbIX UHIPEeOVEHTOB,
N3roTaBnNMBaeMbIX NPOMbILLNEHHbLIM criocobomy.'! B Poccuiickoit defiepalyvt NpurotosneHne
NeKapcTB «Ans NoCneaylLero XpaHeHs 1 peanusauum» He MOXET CHUTATbCS €OUHNYHBIM
NCMONb30BaHNEM U, COOTBETCTBEHHO, MOXET paccMaTpmnBaTbCs Kak HapyLLeHue
NCKITHOUMUTESbHbBIX NpaB nateHToo6nagartens.'? Xors cooTBeTCTBYOLWMIA 3aKkoH Cepbun rnacwr,
YTO NpaBa naTteHToobnagaTens He pacnpPoCTPaHSIOTCH, B YACTHOCTU, Ha «MpearioxkeHne Takoro
NeKapcTBa Ha PbIHKE», B MOSICHEHNM K HEMY YTOYHSIETCS, YTO STO UCKIHOYEHUE «HE
pacnpocTpaHsieTCcs Ha NPUroTOBMNEHME NEKAaPCTBEHHbIX NpenapaToB ANng Lenen XxpaHeHuns, a
KacaeTcsl NM1LLb CNy4aeB, KOrA4a NIEKapCTBEHHbIV Npenapar npegHasHadveH Ans UCMOMHEHWS
KOHKPETHbIX MEeAULUMHCKUX NpeanMcaHnii, CBA3aHHbIX C NIeYeHMeM KOHKPETHOro nmua B
COOTBETCTBUM C peLienTom».

Jluya, 8 nonb3y Komopbix Oelicmayem UCKITIHYEHUE

17. UTo KacaeTcs kaTeropun nosib3oBaTtenemn, B MHTEpecax KoTopbIX 4ENCTBYET UCKMoYeHue,
Kak NpaBunIio, HEMNOCPEACTBEHHO B COOTBETCTBYIOLLMX NPaBOBbIX akTax 60MblWMHCTBA
rocy/1apcTB-UNeHOB Takue KaTeropum He orosapusatoTcs.'* Tem He MeHee, HeKoTopble CTPaHbI
npvBenu B CBOMX OTBETaX Mosie3Hble NosicHeHus. B 60nbLUMHCTBE OTBETOB OTMEYaETCs, YTO
WCKIIOYEHNE pacnpoCTpaHAETCs Ha AeNCTBMA «apmMaLieBTa» Mo NpUroToBIIEHMIO TaKMX
neKapcTBEHHbIX NpenapaTtoB.'® B oTBeTax HEKOTOPbIX APYTUX rOCYAAPCTB-UYNEHOB FOBOPUTCA O
«bapmaLeBTax 1 Bpadax».'® B MTanuu npaBo Nonb3oBaHMA UCKITIOYEHNEM NPUHAANEXUT
«nposusopam». C Opyron CTOpPOHbI, B 0TBETE JlaTBUK yNOMMHAIOTCS BCe Tpy rpynnbl
crneunanucToB: dapmaueBThl, Bpadu, TepanesTbl. B Poccuiickon ®egepaumm, noMumMo Bpayen
1 NPOBM30POB, UCKMOYEHNE AENCTBYET B MONb3y Moboro «nuua, 4ng KOToporo roToBUTCA

CraTtbsi L613-5 Kogekca nHtennekTyansHonm cobcTBEHHOCTM OpaHumu.

Cratba 17 (3) 3akoHa 06 n3obpeTeHusIx, NoNe3HbIX MOAENAX Y NPOMbILLIEHHbIX 06pa3suax ApMeHun n
pasgen 20.4 3akoHa o0 nateHTax J1aTBumK, COOTBETCTBEHHO.

Paspgen 36 3akoHa o naTteHTax TaMnaHaa.

Cratba 75(c) Ykasa o nateHTax Typuuw.

Cratbsa 68.1(c) Kogekca npombilinieHHon cobcTBeHHOCTN NTanuu.

Cratba 1359(5) NpaxxgaHckoro kogekca Poccuiickon Pegepauun.

Cratba 21, nyHkT 3 3akoHa o nateHTax Cepbun.

Bo MHOrMx cTpaHax B COOTBETCTBYIOLLMX NMPABOBbIX akTax pMKCMpyeTCcs He NpaBo Ha UCKIYEHUe, a MecTo, B
KOTOPOM MOTYT OCYLLECTBATLCH Takue AONyCTUMbIEe AENCTBUSA (HAanpuMmep, anTekn unu dapmaleBTnydeckue
naboparopum).

B HOpBEXCKOM 3aKOHE FOBOPUTCSH, YTO UCKMIOYEHNE PACNPOCTPaHSAETCA Ha «YNONHOMOYEHHbIN NepcoHan»
antek. C gpyroi CTOpoHbl, B oTBeTe LLIBeLnn rosoputcs o «nepcoHane anteky» B LiefIoM.

Hanpuwmep, B otBeTax ®paHunn, Nepmannm n Kunpa. B otBeTe TamnaHga roBopuTcs 0 «nNpodeccroHanbHbiX
dapmaLeBTax Unn MeguunHckux paboTHmkax» (pasgen 36(3) 3akoHa o nateHTax Tavnanaa).
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J1eKapCTBO». B otBeTe I'IopTyranl/M roBOpuUTCA, YTO UCKITHOHEHNE ,El,eVICTByeT B Nosnb3y «noboro
mua, nMmerLulero npaBso roToBUTb Takne NekapCTBeHHbIe npenapaTbl».”

18. CraTbs 43 3aKkoHa O NPOMBILLNIEHHON COBCTBEHHOCTY Bpasunuu rmacuT, 4To ycnosuem
NPUMEHEHUS UCKITIOYEHMS K fTleKapCTBEHHOMY npenaparty SBfsieTcs TO, YTO OH NPUroTOBMNEH
«KBANMMULMPOBAHHLIM crieumanncTomy.'® AHanoryHo 3ToMy, B COOTBETCTBYIOLLEM MPABOBOM
akTe ®MIMNNUH roBopuTCH, YTO NaTeHToobnagartens He BNpaBe NomeLlaTtb
«npodeccrnoHanbHOMY MeanUNHCKOMY paboTHUKY» BOCNOMNb30BaTLCA CBOUM NPaBOM Ha
ucknodeHune. B TaunaHge ycnoBneM NpyMEHEHUS UCKITKYEHNS K Npenaparty SBnsieTcs To, YTo
OH NPUroTOBIIEH «NPOdECCUOHANBHBIM dapMaLIeBTOM» UMM «MEOULIMHCKUM paboTHUKOMY.

19. Kpome TOro, ecnu B HEKOTOPbIX NPABOBbIX aKTax CoAepXUTCA NuLlb obLiee NONoXeHue o
TOM, YTO AEMNCTBUE NaTeHTa He pacnpocTpaHseTCca Ha AENCTBUSA MO NPUrOTOBIIEHUIO NeKapcTB
Ha OCHOBE «MEeAMLUHCKOro peLenTta» Unn B COOTBETCTBUN C TaKOBbIM, 3aKOHOAATENLCTBO
HEKOTOPbIX FOCY4apCTB-4YNIEHOB YCTaHaBNMBaeT AONONHUTENbHbIE TpeboBaHWs B
OTHOLLEHUW L, UMEKLLMX MPaBo BbINMCaTb Takon peuenT. Tak, B NAaTEHTHOM 3aKOHe
["OHKOHra ykasaHo, YTO fIekapCTBO AOMKHO OblTb NPUrOTOBINEHO B COOTBETCTBUM C BpayebHbIM
peLenToM, BbINMCAHHbIM «CePTUPULMPOBAHHBLIM MEANLMHCKMM PabOTHUKOMY» UMK
«CEpPTUULIMPOBAHHLIM CTOMATONOroM».'? AHanoryHo aTomy, B SINOHUM NaTeHTHas oxpaHa
n3o06peTeHns B obnactn papmaLeBTUKA HE UMeeT CUMbl B OTHOLLEHUW AeNCTBUI NO
NPUrOTOBNEHMIO NEKAPCTB, yKa3aHHLIX B peLienTe «Bpayay» unu «ctomatonora».” B 3akoHe o
nateHTax CoegnHeHHoro KoponescTBa Takke roBOpuTC, YTO peLenT AoMmKeH ObiTb BbiNMcaH
«CEpPTUULIMPOBAHHLIM BPA4YOM UM cToMaTornoromy.?’

KonuyecmeeHHblie ocpaHu4yeHus

20. BoO MHOMMX cTpaHax NpMMeHMMOoe 3aKOHOAATENbCTBO NPSAMO HE OroBapuBaeT npeaensHoe
KONMMYECTBO NeKapCTBEHHOro npenapara, KoTopoe MOXeT BbITh U3rOTOBMEHO B pamMKax
UCKIIOYEHMS, HO B HEKOTOPbIX OTBETAX OTMEYAETCS, YTO UCKITIOHYEHNE pacnpocTpaHaeTcs
TOMbKO Ha «pPa3oBoey,?? «HecUcTeMaTUHEcKoe»> UnNn «LWTy4Hoe»>* NpuroToBneHne NekapcTs B
anTekax B «MHAMBUAYaNbHbIX Cryyasx»>°. B oTeeTe MepmMaHum nogyepK1BaeTcs, YTo, COrmacHo
HaLMOHaNbHOMY 3aKOHOAATENbLCTBY, COOTBETCTBYIOLLAA HOPMa He pacnpocTpaHsaeTcs Ha
NPUroToBIIeHMe NeKapcTs B 6onee 3HaUMTENbHBLIX KONMYECTBaX AN HECKOMbKUX NaLmeHTos. B
oTtBeTe Poccuickon ®efepaumm oTMeYaeTcs, YTO pa3oBOE NPUrOTOBIIEHME FlEKapcTBa
[lonyckaeTcsl TOMNbKO B KOMMYECTBE, yKasaHHOM B peLienTe, O[IHako Ans Bpaya He YyCTaHOBMEHO
orpaHMYeHne Ynucna peLenToB Ha OAQHO M TO e NeKapCTBO, KOTOPbIe OH MOXET BbiNUcaTb
MHOIVM nauueHTam.

NMPOBJNEMbI C MPUMEHEHUEM UCKITIOYEHUA

21. Bce rocygapcTBa-yneHbl Aanv NonoX1TeNbHbIN OTBET Ha BOMPOC O TOM, AOCTAaTOYHa Nk
npaBoBasi 6asa UCKMYEHUS AN AOCTUXKEHUS Lenen, paan KOTopbiX OHO Obino BBeaeHo. B
cBs3u ¢ 3TUM Bonpocom [anus, Hopeerus u LLBeuns oTMeTUNN, YTO UCKITIOMEHNE He

CraTtbst 102 Kogekca npombiLLnIEHHON cOBCTBEHHOCTM MopTyranuu

3akoH Ne 9.279 ot 14 mas 2006 r. (3akoH 0 NpombiLLfieHHon cobcTBeHHOCTHN) Bpasunum
Pasgen 75(c) Ykasa o nateHTax 'oHkoHra (Kutan)

Cratbsa 69 (3) 3akoHa o nateHTax AnoHun

Pasgen 60(5)(c) 3akoHa o nateHTax CoeanHeHHoro KoponescTtea

OTtBeTbl Poccuickon ®enepaummn n Pecnybnukm Mongosbl

OTtBeTbl PpaHuun, WWeeunn n EANO

OtBeT ®paHunm

OTBeTbl PuHNAHANUK, BeHrpun, Utanum n Cepbun
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MPYMEHSIETCS, NOCKONbKY NMPUrOTOBNEHNE NEKAPCTBEHHBIX CPEACTB B anTekax yXe He siBNSeTCs
B 9TWX CTpaHax pacnpoCcTpaHeHHOW NPaKTUKOW.

22. Bce rocygapcTtea-ydieHbl ganun OTpI/ILI,aTeJ'IbeIIZ OTBET Ha BONPOC O TOM, CTOJIKHYJTUCb 1N
OHU C KakuMu-nmbo TPYAHOCTAMU NpU I'IpaKTVI‘-IeCKOVI peanunsaunn NCKN4YeHn4.

[KoHeL, pokymeHTa]



