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PE3IOME: MNPOEKT CMNPABOYHOIO AOKYMEHTA, NOCBALWEHHOIO
NCKITKOYEHUIO B OTHOWEHWW OEUCTBUN, CBA3AHHbLIX C NMONYYEHUEM
PASPELUEHNA OT TOCYAAPCTBEHHbIX PEIMYJIMPYOLWMX OPITAHOB

HokymeHm nodzomoenieH Cekpemapuamom

BBEOEHUE

1. B cooTtBeTCTBUM C peLueHnem MocTossHHOro kommTeTa no nateHTHomy npasy (MKMMT),
NPUHATBIM Ha €ro ABaguaTh LWEeCTOM ceccumn, Kotopas coctoanachk 3—6 uonsa 2017 r. B XXeHese,
CekpeTtapuat nogrotoBun gokymeHT SCP/27/3 nog Ha3BaHMeM «[1pOoekT cnpaBoYHOro
OOKYMEeHTa, NOCBALEHHOIO NUCKITIOYEHNIO B OTHOLLEHMW AEWNCTBUIN, CBSA3AHHbBIX C NOSTyYEHNEM
paspeLlueHns OT rocy4apCTBEHHbIX PEryNUPYHOLLMX OpraHoB».

2. Mpn NnoaroToBKe CNpaBOYHOrO AOKYMEHTA B MEPBYI0 oYepeab MCNonb3oBanach
nHpopmaums, cobpaHHas B pesynbTtaTe gearenbHocTy [MKMM. C 2009 r. KomuteT Hakonun
6orbLoN 06beM AaHHbLIX N0 TEME UCKMIOYEHUA N OrpaHNYeHnn N3 naTeHTHbIX Npas. [pu
noaroToBKe HacTosiero gokymeHTa CekpeTapuaT Nofnb3oBarncd, B TOM Y1cre, cnegyowmumm
nctovHmkamum: (i) otyeTbl pasHbix ceccun MNKIMMT; (i) «QkcnepTHOE nccneaoBaHNe NCKIIOYEHNIA
13 NaTeHTOCNOCOBHbIX OBOHLEKTOB N UCKMIOYEHUI 1 orpaHnydeHnin npas» (SCP/15/3); (iii) otBeTbl
Ha BOMPOCHWK NO OrpaHNYEHMSM U UCKINIOYEHUAM U3 NaTeHTHbIX Npae, NpeacTaBeHHble
rocygapctBamu-yrieHamMn U perMoHanbHbIMU NaTEHTHbIMU BegoMmcTBamu; (iv) maTepuansl
ceMuHapa no npobreme B3aMMOCBA3N MEXAY NaTeHTHbIMU cUcTemMamu 1 obneryeHnem
AOCTyna K fiekapcTBaMm Ans HaceneHus pasBmBaloLLMXCH U HAaUMEHee pPa3BUTbIX CTPaH
(aBaguatb TpeTbs ceccusa MKIM); (v) maTepuansl coBelaHns Ans obMeHa MHEHUSIMU
OTHOCUTENBHO UCNONb30BaHWUSA CTPaHaAMM MMOKMX BO3MOXHOCTEN, CBSA3AHHbIX C MaTeHTamu, B
obnactu 3gpaBooxpaHeHus (gBaguatas ceccus MNKIM); (vi) gokymenTo! MK,
noarotoBneHHble CekpeTapmaTtom, BKtoyasa «pegsaputenbHoe ncecnegosaHme no BonNpocy
06 UCKMIYEHUAX N3 NAaTEHTOCNOCOOHbLIX OO BEKTOB N UCKMIOYEHUSAX Y OFPAaHUYEHNSIX B
OTHOLUEHUN NaTeHTHbIX NpaB» (SCP/13/3), «/cknoyeHnsa n orpaHnYeHnNs NaTEHTHLIX NPaB:
OENCTBUS, CBA3A@HHbIE C MONTyYeHNeM paspeLleHnit rocyAapCTBEHHbIX PErynpYOLLMX OpraHoB»
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(SCP/21/3) n «[NpakTnyeckmin onbIT 9OHEKTUBHOIO MPUMEHEHNS NCKITFOYEHNA N OFPaHNYEHUN,
a TakkKe BO3HMKaloLLMe B 3TON CBA3M TpygHocTu» (SCP/25/3).

3. Kpome Toro, CekpeTtapuaTt B COOTBETCTBUN C PELLEHNEM, NPUHATBIM Ha ABaALATb LLECTON
ceccuum MK, ncnonb3osan AOMNONHUTENBbHbIE MaTepManbl U KOMMEHTAPWUK, HarnpaBfeHHbIe
rocygapcteaMu-y4neHamMu U permoHanbHbIMU MaTeHTHLIMWM BEJOMCTBAMU B MEXCECCUOHHbIN
nepuog, 0XBaTblBalOLLMA BpeEMS Mexay ABafuaTh LWECTON U ABaguaTbh CEAbMOWN CECCUAMM
MKMM. YunteiBas coobpaxeHus, 03By4eHHble Ha ABaALaTb WwecTon ceccum KomuteTa,
CekpeTapumart Takke obpaliancsa K Apyrmm UCTOYHUKAM AN NOfyvYeHns AONONHUTENbHOM
MHdopMaLmn.

4. CnpaBOYHbIN OKYMEHT COCTOUT M3 cnegyowmnx pasgenos: (i) onncaHue UCKMYEeHNs B
OTHOLUEHUN PerynsiuMoHHoro tectupoBaHnus; (ii) uenu n 3agaum; (iii) ucknoyeHne B
OTHOLUEHUN perynsiumoHHoro TectupoBanusa u Cornawenne TPUMC; (iv) npyumeHeHue Ha
HauMoHanbHOM/pernoHanbLHOM ypoBHe; (V) Npobnembl, C KOTOPbIMWU FOCyaapCTBa-YNEHbI
CTankuBawTCs B NpoLEecce NPUMEHEHNsI 3TOro UCKNOYeHUs; 1 (Vi) pedynbTaTbl NPUMEHEHUS Ha
HaumnoHanbHoM/pernoHansHOM ypoBHe. Kpome Toro, LOKYMeHT BKItoyaeT gobasneHne ¢
noabopKON HaLMOHanNbHbBIX MPABOBbIX HOPM, KaCatoLMXCS UCKITHOYEHUS B OTHOLLIEHUN
perynsunoHHOro TECTUPOBaHWSI.

OMNMNCAHUE NCKNKOYEHNA

5. B aTom pasgerne cnpaBoYHOro OKYMEHTa COAepPXMTCA 0B6LLMin 0630p UCKNIOUYEeHUs B
OTHOLLIEHWUWN PErYMSALIMOHHOIO TECTUPOBAHUS.

6. Psig npoaykToB, Npexae Bcero hapmaueBTUYECKME TOBapbl, MOryT NOCTYNUTbL B Mpogaxy
TONBbKO MPU YCITOBMM NOSYyYEHMS OT KOMMETEHTHOIO PErynMpYHLLIEro OpraHa perncTpaumoHHOro
yaocToBepeHus. Kak npaBuno, ons ero nonyyveHunst 3asBuTenb AOSPKEH NpeacTaBUTb
onpeneneHHbIn 06beM MHpopMauum 0 NPOAYKTE, YTO HEPELKO TPEBYET M3rOTOBNEHUS U
TEeCTMPOBaHMS HECKOIbKNX ero obpasuoB. Takoe M3roToBrieHNE 1 UCNOMb30BaHNE MOryT
paccMaTpuBaTbCA Kak HapyLLeHWe naTteHTa B TOM criyyae, ecrniv 3asBuTenNb He SABMNseTCs
nateHToobnagaTtenem.

7. [MockonbKy Nony4yeHne perncTpaumoHHOro YaA0CTOBEPEHNST MOXET 3aHNUMaTb HECKOSBbKO
neT, HEBO3MOXHOCTb UCNOMb30BaHNSA 3anaTeHTOBAHHOIO N3006peTeHns B Te4EeHNe BCel
npoueaypbl NONyYeHUs1 pa3peLleHnss 40 UCTEYEHUS CpoKa AENCTBMSA NaTeHTa 3aaepxmBano 6ol
BbIXOZA Ha PbIHOK KOHKYPEHTOCMOCOOHbIX NPOAYKTOB, TaKMX Kak npenapatbl-AXeHepukn. [Ang
CMSIrYeHnsi NOCNeACTBUIN 3TON CUTyauun MHOTME NaTEeHTHbIE 3aKOHbI NpeaycMaTpmBatoT
NCKNIOYEHME B OTHOLLEHUN PETYNALMNOHHOIO TECTUPOBAHUS, KOTOPOE, Kak NpaBumo, gaeT
TpeTbeMy NULYy NPaBO UCNONb30BaTh 3anaTeHTOBAaHHOE N300peTeHne 40 UCTEYEHMS cpoka
OencTBus naTeHTHOM oxpaHbl 6e3 cornacusa nateHToobnagatensa ons cbopa ceegeHuin,
HeobXxoauMbIX A4S NONyYEeHU pas3peLleHnst Ha NPOAaxy.

LENU N SAOAYN

8. B aToM pasgene o6bsACHAITCA KOHLEeNTyanbHble Lenu 1 3agadm UCKIIYEHUS B
OTHOLLEHUWN PErynsiLMOHHOIO TECTMPOBaHUS. B JaHHOM crnyyae B kayecTBe OCHOBHOMO
NCTOYHUKA MHCpOPMALMM MCTONb30BaNNCEL OTBETHI FOCYAAPCTB-YNIEHOB U PErvOHanbHbIX
naTeHTHbIX BEAOMCTB Ha BOMPOCHUK MO OFPaHUYEHNSIM U UCKIMIOYEHNAM U3 NaTeHTHbIX NpaB. B
LleNIOM UCKIIOYEHME B OTHOLLEHWUW PETyNsILMOHHOIO TECTUPOBAHNS BO MHOTMX CTpaHax
HaLeneHo Ha To, YToObl NpeaoTBpaTUTL hakTUYecKkoe yaNIMHEHME CPOKa NAaTEHTHOWM OXpaHbl B
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pes3ynbTaTte ANMTeNbHOCTM Npoueaypbl NONyYeHUsa paspeLleHns perynmpyowmx oOpraHoB 1 TeM
CaMbIM YNPOCTUTb BbIBOA Ha PbIHOK KOHKYPEHTOCMOCOOHBLIX NPOAYKTOB Cpa3y Nocre UCTeyYeHus
Cpoka foencteus nateHta. B cepe dhapmaueBTUHECKMX TOBAPOB C y4ETOM TOrO, YTO
KOHKYPEeHUNSA HepeaKo CHMXaeT LeHbl, MPUHATO cYMTaTh, YTO AaHHOE UCKIIoYEeHne
crnocobcTByeT GonbLUen 4OCTYNHOCTU HEMNATEHTOBAHHbIX NIEKAPCTBEHHbLIX CPEACTB U CHUXKEHWIO
CTOMMOCTM fleveHus!.

NCKIMKOYEHWME B OTHOLWEHWW PEIMYNAUMOHHOIO TECTUPOBAHUA U COIMMALLEHWME
TPUMC

9. B atom pasgene npusogutcsa 063op goknaga rpynnel BTO no yperynupoBaHuio cnopos,
KOTOpBbI MOCBSLLEH Aeny «KaHaga — naTeHTHast oxpaHa hapMaLeBTUYecKon npoaykuum»*; B
39TOM JOKYMEHTE npoaHanun3vpoBaHbl UCKIHOYEHME B OTHOLLEHUN PEerymnsunoHHOro
TECTUPOBaHWS, C OOHON CTOPOHbI, U UCKMOYEHME AN «CO30aHUs pe3epBHOro hoHaa»,
npegycMmoTtpeHHoe B 3akoHe KaHagbl «O nateHTax», ¢ gpyron. [pynna yctaHoBuna, 4To
KaHaZckoe NonoXxeHune o6 UCKMIYEHMN B OTHOLLEHUWN PETYNALNOHHOIO TECTUPOBAHNSA
npaBomepHo no cmelicny ctatbn 30 CornaweHua TPUMNC, NockonbKy OHO OTBEYaeT BCEM TPEM
B3aMMOZOMOSTHAIOLLMM KPUTEPUSM, YKa3aHHbIM B 3TON cTaTbe. YTO KacaeTcst nonoxeHust oo
NCKINIOYEHUN NS «COo3aaHNs pe3epBHOro ooHaa», KOToOpoe NO3BONAET M3roTOBUTENAM
OXKEHEePUKOB NPOn3BOAMTb Npenapathbl M HaYNHaTb co3aaBaThb MX 3anackl 3a nonroga oo
NUCTEeYEeHUsA cpoka AENCTBMS NaTeHTa, TO, MO 3aKMYEHUIO rPYNnbl, 3Ta Mepa He onpasgaHa no
cmbicny ctatbi 30 NO TOM MNPUYUHE, YTO UCKINIOYEHNE HE SBMSETCS «OrpaHMYeHHbIMY, Kak TOro
TpebyeT ynomsiHyToe nonoxenune TPUIC.

NMPUMEHEHWE HA HALIMOHAJNTIBHOM U PETMOHAJIbBHOM YPOBHAX

10. B aTom pasgene cogepXxuTtca MHopmMaLms O TOM, KaK UCKNIOYEeHNE B OTHOLLIEHUN
AENCTBUI, CBA3AHHbIX C NOSTyYEHNEM pa3peLLeHns OT roCyaapCTBEHHbIX PErynmpyoLLmx
OpraHoeB, NPUMEHSIETCSA B Pa3NNYHbIX HALNOHAaNbHbBIX/PErmoHarnbHbIX 3aKOHax. YCTaHOBMNEHO,
4YTO JaHHOE UCKMYeHne durypmpyeTt B NpMMEHNMOM 3aKkoHogaTenbcTee 6onee yem 65 cTpaH.
B Lenom B npouecce NpMMEHEHNSA 3TOMO UCKITIOYEHUS HA HAUWOHaIbHOM YPOBHE rocygapcrea
NCNoNb3yT pa3Hble noaxoabl. B gaHHOM pasgene npuBOAUTCS aHanu3 COOTBETCTBYHOLLNX
NOSNIOXXEHWI HaUMOHaNbHOro/perMoHanbHOro 3akoHo4aTenbCTBa C TOYKM 3peHunst: (i) CTOYHUKA
npaea; (ii) cybbekToB, MMEeLNX NpaBo UCMOb30BaTb NCKIOYEHNE B OTHOLLEHUN
perynsaumoHHoro TectupoBaHus; (iil) NpoaykToB, nognagatroLwwmx nog cpepy 4encTBmsa 3Toro
ncknoYveHuns; (iv) BUOoB AENCTBUN, paspeLleHHbIX JaHHbIM UCKITIoYeHneM; (V) Hanuyunsa nnm
OTCyTCTBUA TpeboBaHNA 0 Nogadve 3anpoca, KacaroLerocs perynsumMoHHOro TeCTUpoBaHus, B
TeyeHue onpeaeneHHoro nepuoaa BpeMeHn aAns nonyyeHnsa npasa Ha AaHHOe UCKMIoYeHne.

MPOBJEMbI, C KOTOPbIMA TOCYOAPCTBA-UNEHbLI CTAIIKUBAKOTCA B NMPOLIECCE
NMPUMEHEHWNA NCKITKOYEHNA

11. B aTom pasgerne paccMmaTpuBaloTCs pasnnyHble NpobrieMbl, C KOTOPbIMU CTankuBatoTCs
rocyfgapcTtea-yreHbl B npouecce NpUMeHEeHUs UCKITOYEHUA B OTHOLLEHUN perynsaumnoHHOro
TeCTUPOBaHWS Ha HauMOHanbHOM ypoBHe. PAf rocyaapcTB-4neHoB ykasanu B KadecTBe Takux
TPyLAHOCTEN HeonpeaeneHHOCTb, CBA3aHHYH CO Chepon AeNCTBUS AAaHHOIO UCKITIOYEHNS B
pamKax HauMoHarbHOro 3akoHogaTenbCTBa, U HEOCBEAOMSIEHHOCTb NOTEHUNanNbHbIX
nonb3oBarenen 06 3ToM MexaHU3Me.

! [okymeHT BTO WT/DS114/R.
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12. Kpome ToOro, B 3TOM pasaerne nogHMMaeTcs psig ApYrnx BOMPOCOB, KOTOPbIE MOTYT BIUSATb
Ha UCNoNb3oBaHME UCKITIOYEHWUSI B OTHOLLEHUWN PErynsiUMOHHOIO TECTUPOBAHUS, a Takke
O0TMeYaloTCst TPYAHOCTM 0bLLero xapaktepa, CBsid3aHHble C MPUMEHEHMEM HALMOHANbHOMO
3aKoHoAaTenbCTBa.

PE3YIIbTATbI MPUMEHEHWA NCKIMFOYEHNA

13. B atom pasgene npuBoanTcs MHpoOpMaLUs O BIIUSIHUM NPUMEHEHWS UCKITIOYEHUST B
OTHOLLEHMWN PErynsiyMOHHOIO TECTUPOBAHUS B paMKax HauMOHarbHOro/perMoHanbHoro
3akoHopaTenbcTBa. B Lenom psig rocyaapcTB-4neHoB OTMETUNU MOMNOXUTENbHOE BIUsSIHME
NPUMEHEHMS AaHHOTO UCKIIOYEHMS B paMKax HaLMOHaNbHOro 3akoHoAaTenbCcTBa Ha
CBOEBPEMEHHOCTUN PerncTpaLumn B perynmpyroLwmx opraHax u nosiBneHnm HenaTteHTyemblX
BapVaHTOB NpenapaToB Ha pblHKe. Pag aMnMpuyecknx uccrieqoBaHUn roBoOpuT O TOM, YTO B
hapmaLeBTUYECKOM CEKTOPE KOHKYPEHLIUSA C U3rOTOBUTENSMU J)KEHEPUKOB CHUXKAET LIeHY Ha
OpUrMHanNbHY NPOAYKLMIO, OOHAKO 3TU AaHHblE HEMOCPEACTBEHHO HE CBA3LIBAOT C
NCKIMHOYEHMEM B OTHOLLEHWUW PETYNALIMOHHOIO TECTUPOBAHMUS.

JNOBABJIEHVE

14. B npoekT cnpaBOYHOro AOKyMEHTA BKIHOYEHO AobaBneHune, cogepxallee nogbopky
HaUMOHanbHbIX/perMoHanbHbIX NPABOBbIX HOPM, KaCalLLUMXCA UCKITIOYEHUSA B OTHOLLEHUN
perynsiumMoHHOro TeCTupoBaHus. YkasaHHoe JobaBneHne OOHOBMSET U AOMNONHAET
MHAopMaUMIo, MPeACTaBNEHHYIO B aHanormyHomn nogbopke B AokymeHte CDIP/5/4
(npunoxenwe ).

[KoHew aokymeHTa]



