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NCKINIOHEHWA 1 OTPAHUYEHWA NMATEHTHBIX TNPAB: OEVNCTBWSA, CBASAHHBIE
C NOJNTYYEHMEM PA3PELLEHUN TOCYAAPCTBEHHbBIX PEIYJIMPYOLWNX
OPIrAHOB

HokymeHm nodzomoeneH Cekpemapuamom

BBEAEHWE

1. B xone csoen gBaguarton ceccun, coctosBenca 27-31 aueaps 2014 r., NoCTosHHbIN
kKomuTeT no nateHTHomy npasy (MKIIM) npuHan cornacoBaHHOE peLleHne 0 TOM, YTO B CBA3U C
TemMon «MCKNoYeHns N orpaHn4eHns NaTeHTHbIX NnpaB» CekpeTapuaT NoaroToBUT, B HAaCTHOCTMH,
AOKYMEHT, OCHOBaHHbIN Ha Matepuarnax, Noflyd4eHHbIX OT rocy4apCTB-YIEHOB, KacaloLMACs
NPUMEHEHUS B rocyaapcTBax-yrieHax NepevnCrieHHbIX HUKE YeTbIpeX UCKMYEHUI 1
OrpaHUYEeHUn, He BKMOYaoLWMIA OLUEeHKY 3hEKTUBHOCTM Takoro npumMmeHeHuns: (i) 4encTems,
CBSI3aHHbIE C NOMy4YeHneM paspeLLeHnin rocyaapCTBEHHbIX PErynupyroLmnx opraHos; (i)
ncyepnaHune naTeHTHbIX Npas; (i) BblAaya NPpUHYAUTENbHbLIX NMULEH3UIA U/MNN NCnonb3oBaHe
rocygapcteoMm; 1 (iv) NCKNIOYEHNST N OrpaHUYEHUs, CBA3aHHbIE C UCMOSTb30BaAHNEM
3anaTeHTOBaHHbIX N300PETEHNIN CENbCKOXO3SIMCTBEHHBIMW MPOU3BOANTENAMWN /UM
cenekumoHepamn. [IOkyMeHT AOMKEH Takke cogepXaTb onMcaHue npakTu4yeckmx npobnem, ¢
KOTOPbIMW CTarNKMBaKOTCA rocygapcTBa-yneHbl Npu UX NpUMEHEHUN.

2. B cootBeTcTBMM C BblleyKa3aHHbIM pelleHemM CekpeTtapuaT Hanpasun rocyaapcteam-
YfieHam 1 permoHasnbHbIM NaTeHTHbIM BegoMmcTBaM nucbMo C.8343 ot 10 mapTta 2014 r. ¢
npeanoxeHvem npeacrasntb B MexayHapogHoe 61opo cBefieHUs, AOMOSHALWME U
YTOYHSIIOLNE CBEAEHWS, COAEPXKaBLUMECS B UX OTBeTax Ha BOMpPOCHWK MO UCKIIOYEHUAM 1
OrpaHU4YeHnsiM NaTeHTHbIX NpaB (ganee — «BonpocHuk»), B CBA3M C NepevymcrneHHbIMU Bbille
YeTbIPbMS UCKIIOYEHNSIMU 1 orpaHuyeHnamn. Kpome toro, Cekpetapuat Npeanoxun
HanpasuTb OTBETLI Ha BONpOCHWK TeM rocyaapcTeamM-4rieHamM U permoHarnbHbIM NaTeHTHbIM
BeIOMCTBaM, KOTOpble He caernarnuv 3Toro 4o Cux nop.

3. B aTOM CBA3M HACTOALLNIN LOKYMEHT COAEPXUT MHpOPMaLMIO O TOM, KaK B rocygapcTBax-
yrieHax peanuaoBaHbl UCKIMIOYEHNS U/ OrpaHNYeHUs1, Kacaromecss AENCTBUN, CBA3AHHbLIX C
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nonyvyeHnem paspeLleHnii rocyaapCcTBEHHbIX Perynupyowimx opraHos. Ero sagava —
NpeacTaBUTb AeTarnbHbl CPaBHUTENbHbBIA 0630p NPaKTUKN NPUMEHEHNS UCKIMIOYEHUIA N/vnn
OrpaHNYeHnn AaHHOro TUMa Ha OCHOBAHUW NPUMEHMMOrO 3aKoHOA4aTeNbCTBA rocyAapCTB-
yneHoB. [ns nony4eHus 6onee AcHOro npeacraeneHns o6 obbeme NpUMeHeHns 4aHHOro
NCKMIOYEHUS B KOHKPETHBIX CTpaHax pekoMeHayeTcs 03HaKOMUTBLCS C OpUrMHanamu oTBeToB,
HanpaBneHHbIX rocyaapCTBaMm-4neHaMm 1 OOHUM pernoHarnbHbIM NaTEHTHbIM BEAOMCTBOM.
BonpocHuk, a Takke oTBeTbl roCy4apCTB-4reHOB, onybnunkoBaHbl B NOTHOM 06beme Ha
BebcanTe anektpoHHoro opyma MK no cnegytowemy agpecy:
http://www.wipo.int/scp/en/exceptions/.

4.  [1OKyMEHT COCTOMT U3 Tpex pa3fenos: (i) uenv rocyaapCTBEHHOro perynmpoBaHus,
KOTOPbIMW NPOANKTOBAHO NpefocTaBfieHne NckniodeHus; (i) npuMeHnMoe 3aKoHO4aTENbLCTBO U
00beM NpUMEHEHNS UCKIOYEHUS, 1 (iii) npobnembl ¢ NpuMeHeHneM ncknioveHns. [ns 6onee
yAoOHOro o3HakoMneHus ¢ MHpopMaumen, cogepXallencsa B oTBeTax, Bce OTBETbI
npegcrasrneHbl Ha BebcanTe B MaTpuyHoOn hopme, € rmnepcchbiiikaMuy K KakgoMmy pasgeny
Kaxgoro oTBeTa.

5. O HannymMm B NX NPUMEHMMOM 3aKOHOAATENLCTBE UCKITIOYEHUI U/UNN OrPaHNYEeHnn,
CBSI3@aHHbIX C AENCTBUAMM, HEOOXOOMMbIMW O1151 NONTYYEHUS pa3peLlEeHNn FoCya4apCTBEHHbIX
PEerynupyoLLMx opraHos, coobLmnm cneayoLme rocygapcTBa-yneHbl U permoHanbHble
naTteHTHble BegomcTea: AnbaHus, ApreHTnHa, ABctpanus, ABctpus, bocHusa n MepuerosmHa,
Bbpasunus, bonrapus, KaHaga, Yunun, Knutan, Kocta-Puka, XopeaTtusa, Yewckas Pecnybnuka,
Hanunga, JommnHmkaHckas Pecnybnvka, CanbBagop, PunnsaHams, PparHums, Mepmanus, Mpeuus,
BeHrpusa, ngusa, N3pauns, Utanuna, Anonus, Mopaanus, Kenus, Nateus, Jintea, Manansus,
Mekcuka, Hngepnangbl, Hosas 3enaHans, Hopserusa, OmaH, MakuctaH, MNepy, dununnuHebl,
Monbwa, MNopTtyranus, Pecnybnuka Kopesq, PymbiHnsa, Cnosakus, KOxHaa Adpuka, NcnaHns,
Weeuns, Weenuapus, Tannang, Typums, CoeamnHeHHoe KoponescTtBo, CoeanHeHHble LLTaThl
Amepuikn n BeetHam (52 rocygapcTtea-yneHa).

LENM TOCYOAPCTBEHHOIO PEIMYJIMPOBAHUA, KOTOPbLIMU NMPOOVUKTOBAHO
NPEOOCTABJIEHUNE NCKINIOYEHUA

6. WcknioueHwne, kacatolleecs eNCTBUA, HEOOXOAMMBIX 515 NONYYEHMS paspeLleHnin
roCyapCTBEHHbIX perynmpyoLmnx opraHos, NpegyCMoTpeHHOe 3aKOHO4aTeTbCTBOM
NepeynCrieHHbIX BbILLE roCcy4apCTB-YreHOB, OObIYHO NO3BONSET TPETbEMY NNLY UCMOMb30BaThb
3anaTteHToBaHHOE N30bpeTeHne B TEYEHNE CpoKa AeNCTBUSA naTeHTa 6e3 cornacus
nateHToobnagarens ansa nogrotToBkyM nHopmMaumm, Heobxoanmon Ang nNonyyYeHns
paspeLlleHns Ha npodaxy. Bo MHormx rocygapcrBax-yneHax Lenbtlo rocyaapCTBEHHOro
perynupoBaHus, nexawien B OCHOBE NPMMEHEHUS 3TOMO UCKMIOYEHNs, CUMTaeTCa
npepoTBpalLeHne hakTUHecKoro NPOANEHNS CPoKa AeCTBUA NaTeHTOB 1, COOTBETCTBEHHO,
co3aaHue YCrnoBun s NpOAaXn reHepmuyeckux NeKkapCTBEHHbIX NpenapaToB cpasy no
NCTEYEHNN CpOKa OEeNCTBUSA nateHToB. Tak, B oTBETE ABCTpanum NosiCHAETCH, YTO «B
OTCYTCTBUE TAKOrO UCKIKYEHUS anbTepHaTUBHbIE NPOU3BOAUTENN HE UMENN Bbl BO3MOXHOCTHU
NONyYnTb paspeLLEHnEe PerynmpyroLen MHCTaHUMN 0O UCTEYEHUS CpoKa OENCTBMUS NaTeHTa.
Takne npoueaypbl TpeboBany 66l onpeaeneHHoro BpeMeHun n 6binm 6bl paBHOCUIbHBI
NPOANEHMNIO CPOKa AENCTBUS NCKMIOYUTENbHBIX MPaB NEPBOHAYArbHOro nateHToobnaaatens»®.
B otBeTe MeKCHKM roBOPUTCS, YTO Liefb UCKIOYEHUS — «obecneynTb BO3MOXHOCTb
NOCTYNfEHNs B NPOAAXY reHepu4eCcKkon BEPCUM NEKapCTBEHHOIO CPeacTBa MO OKOHYaHWUK

1

, Cwm., Hanpumep, otBeTbl ABcTpanun, Bpasnnuu, Yunu, Kutaa, Nspanns n Moptyranun.

Cwm., Hanpumep, oteeTbl ABCTpun, ®paHuun, Nepmannm, Kennn, Hnaepnadgos, Hoson 3enangum, Monbin n
Wcnanuu.

B oTBeTe ABCTpanuu oTmeyaeTcs, Y4To «[u]cknodeHre aToro Tuna Obino Bnepsble BBeAeHO B 1998 r.
(3akoHom 1998 r. 0 BHECEHWNM U3MEHEHWIA B 3aKOHOAATENBCTBO 00 MHTEMNEKTyanbHOM COGCTBEHHOCTM)
OAHOBPEMEHHO C MONOXEHNAMMN O NPOASNEHNN CPOKOB ANs hapMaLeBTUYECKUX MpenapaToBy.
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Cpoka AeNCTBUSl NaTeHTa U NpeaoTBpaTUTb UCKYCCTBEHHOE NPOANeHMe AeNCTBUS NaTeHTa Ko
BPEMEHW 3aBepLUEHUSI BCEX HEOOXOAMMbIX UCTbITAHUIA, rapaHTUPYHOLLMX BUO3KBMBANEHTHOCTD,
6e30nacHOCTb UNN AeNCTBEHHOCTb reHEpPUYECKOro npenapara.

7.  Kpome Toro, HekoTopble rocygapcTBa-yneHbl Takke NogYepKMBanu porb UCKNIOYEHUS B
obecne4veHnmn GanaHca uHTepecoB. Tak, B oTBeTe bpasunun, B KOTOPOM COAEPXKUTCH CCbIfiKa
Ha BbIBObl 3KCNEPTHOM KoMUccUn BceMmpHO ToproBon opraHu3aumm Ha Temy «KaHaga:
naTeHTHas oxpaHa dhapMaLeBTUHECKON NPOaYKLUMU»*, oTMevaeTcs, YTo nckmoyeHune «|...]
obecne4vnBaeT pa3yMHbIn GanaHc MHTEPECOB Mexay npaBoobnagaTensamm 1 nosb3oBaTeNnsaMm
npaB MHTeNnekTyanbHOW COBCTBEHHOCTH, a TakkKe 3aLnTy OBLLIECTBEHHbIX MHTEPECOBY.
AHanornyHblM 06pasom, B oTBeTe MN3pannsa roBopuTcs, YTO Lefb UCKNIOYEHUS —
«obecne4vmBaTb GanaHc NpoTMBOpeYaLLnx Apyr ApYry MHTepPeCcoB NPOU3BOAUTENEN
reHepuyecknx papmaLieBTUYECKNX NpenapaToB, C O4HOW CTOPOHbI, U ddapMaLeBTUYECKMX
KOMMaHWi, OCYLLECTBRSIOLLMX HAayYHbIE NCCNEeA0BaHNS M ONbITHbIE Pa3paboTku - C APYroi»°.

8.  Kpowme Toro, B M3panne uenu rocyaapCTBEHHOrO perynmpoBaHunsi, KOTOPbIMU
NPOAMKTOBAHO NPEeAOCTaBMEHNE UCKNOYEHNS, Oblnn NnpeamMeTom cyaebHbIX pelueHuin, B
KOTOPbIX YKa3blBanocCb, YTO «3aMHTEPECOBaHHOCTb 00LeCcTBa B AeATENbHOCTH
Npov3BOANTENEN rEHEPUYECKUX NleKapCcTB 00yCcnoBneHa, ¢ OAHOM CTOPOHbI, X 3HAYUTENbHLIM
BKIAZOM B pa3BMTUE M3PanIIbCKOro aKCnopTa 1 co3gaHme 6onbLioro Ymcna pabounx mecrt [...],
a C Apyrouv CTOPOHbl — 06LEeCTBEHHbIMU Bbiro4amMu, KOTopble o6ecneynBaloTCs KOHKypeHUnen
Ha hbapMaLeBTUYECKOM PbIHKE N CHUXXEHMEM LiEH B pe3yrbTaTe Takon KOHKypeHummn». [anee
MOSICHANOCb, YTO UCKIIOYEHNE «HANpPaBneHo Ha CTUMYNMPOBaHNe pa3paboTky 1
NLEH3MPOBAHMA NPOM3BOACTBA KOHKYPUPYIOLLMX BUOOB NPOAYKLUMUN (TEHEPUYECKUX U
HereHepu4ecknx npenapaToB, NeKapCTBEHHbIX CPEeACTB U HEe TOSbKO NeKapCTBEHHbIX CPeacTB)
[...]». AHanoruyHbim obpasom, B KaHage v Lesenuapum Lenu rocygapcTBEHHOMO
perynnupoBaHuns, KOTOpbIM/M NPOANKTOBaHbI COOTBETCTBYHOLLME HOPMbI, HANpaBeHbl Ha
obecrneyeHne KOHKYPEHLIMN MeX/y NaTeHTOBaHHOM 1 anbTepHaTUBHOM npoaykunen®. B Hoson
3enaHavm 3agada UCKIKYEHWs, NOMUMO CO34aHNS YCNOBUWA ANS NOCTYNNEHUS reHepu4ecKmx
npenapaTtoB Ha HOBO3ENaHACKWUIA PbIHOK MO UCTEYEHUN CPOKa AENCTBUSA NAaTEHTOB —
«obecne4vrBaTb YCNOBWS A5 BbIXO4a HOBO3EMNaHACKMX MPON3BOANTENEN rEHEPUYECKNX
npenapaToB Ha 3KCMOPTHbIE PbIHKM Cpasy [...]» MO UCTEYEHUN CpoKa OEeNCTBUS
COOTBETCTBYIOLLEro HOBO3eNaHACKOro naTeHTa.

9. OTmMeyvas B Lenom BO3AENCTBME UCKIIOYEHUS HA LieHbl COOTBETCTBYIOLLEN NPOAYKLMMN,
HeKoTOpble rocygapcTBa-yneHbl ykasanu cregytowme Lenm rocyaapCTBEHHOMO perynmpoBaHms,
AVKTYIOLLNE NPUMEHEHME UCKMoYeHMs: B MNMakucTaHe NCckniYeHne npumeHsaeTcsa ons «|...]
CTUMYNNPOBAHUSA TBOPYECKOWN OEeATENbHOCTU U NPON3BOACTBA MECTHBIMU NPeanpUATUAMU
o6GpabaTbiBatoLLEN NPOMBILLIIEHHOCTU Ka4eCTBEHHOW 1 MEHee AOPOron NPoAyKLMN ANs
nogaepXXkM Mmacc HaceneHus BoobLue 1 pa3BuUTUs NPOMBILLIIEHHOCTU — B YacTHOCTW»; B Knutae
NCKITIOMEHWE NPU3BaAHO «AaBaTb HACENEHNI0 BO3MOXHOCTb NpUobpeTaTb NeKapCTBEHHbIE
npenaparbl UM MeguumHckoe ob6opyaoBaHNe U MHCTPYMEHThI No 6onee HU3KMM LeHam no
NCTEYEHUN CpoKa UX NaTEHTHOW OXpaHbl». B oTBeTe BeHrpmm otmMeyaeTcsi BaXKHOCTb CO34aHNS
YCroBUIN AN CBOEBPEMEHHOMO MOCTYMMEHUS] FEHEPUYECKUX NMPENnapaToB Ha PbIHOK, MOCKOSbKY
«3TO no3sonsieT obecneynBaTb NALUMEHTOB KAYECTBEHHBIMM NEKAapPCTBaAMM MO pa3yMHbIM LieHaMm
N CHMXaTb 3aTpaTbl Ha (PMHaHCUPOBAHME 3aKYMOK JIEKAPCTB MO JIMHMM rOCY4apPCTBEHHbIX
nporpamm 34paBOOXPaHEHNS.

OTtyeT 0 paboTe aKCnepTHON KoOMUCCUM Ha TeMy «KaHaga: naTeHTHas oxpaHa hapMaLleBTUYECKON
npoaykuum» (DS 114).

Cwm. Takke otBeT CoefmnHeHHbix LLTaToB Amepuku.

Kpome TOro, B CBA3M C Liensimm rocyfapCcTBeHHOro perynupoBaHusi KaHagbl, KOTOPbIMU NPOAMKTOBAHO
NpUMeHeHWe KCKIoYeHusl, ynomuHancsa OTyeT o paboTe aKCnepTHON koMuceun Ha Temy «KaHaga: nateHTHas
oxpaHa dapmaueBTudeckon npogykumnm» (DS 114) ot 17 mapTta 2000 r.
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10. B otBeTe Yumnu ykasbiBaeTCs, YTO LiENb UCKMIOYEHNS — «BKITIOYUTD B MATEHTHbLIN PEXUM
onpeaeneHHble rmbkme BO3MOXHOCTHU [...]». HekoTopble rocygapctea-yneHbl EBponenckoro
Coto3a oTBETUNK, YTO LIENbI0 BBEAEHWS UCKIMIOYEHUS SBNSIETCS, B YaCTHOCTU, BbIMNOMHEHNE
TpebosaHwii Jupektns 2004/27/EC n 2004/28/EC.”

NMPMMEHNMOE 3AKOHOIOATEJIBCTBO N OBEBbEM NMPUMEHEHWA MCKINOYEHUA

11. O TOM, YTO NPUMEHNMbBIM 3aKOHOLATENBCTBOM MX CTPaH NPEAYCMOTPEHbI UCKITHOYEHNS
n/unun orpaHnyeHns, KacarLlmecs 0eNCTBUMA, CBA3aHHbIX C MONyYeHNneM paspeLleHni
rocyfapCTBEHHbIX perynmpyroLmnx opraHoB, coobLmnmn 52 rocygapcrea-yneHa.

B 3akoHogaTenbcTBe 6ONbLUMHCTBA rOCyAapCTB-YeHOB UCKMOYEeHNe npegyCcMoTpeHo
cneunanbHbIM HOPMaTUMBHBIM NosioxeHneM. BmecTte ¢ TeM, B page rocynapcTB-4reHoB
NCKNoYEeHWe NS uenen ncnbliTaHni, NPOBOAMMbBIX B pamMKax perMcTpaumoHHbIX npoueayp, v
NCKMNOYEHWe B NOSb3y Hay4YHO-MUCCref0BaTeNbCKOW AEATENbHOCTU onpeaesieHHbIM 06pa3omM
3adMKCUPOBaHbI B BUAE eAnHO HopMbl®. B AnoHun BepxoBHbliA cyn npu3Harn, 4To 4enCTBIS,
CBsI3aHHble C MONy4YeHneM paspeLleHnin COOTBETCTBYIOLLNMX OpraHoB peryrnnpoBaHus,
0XBaTbIBaOTCH MNONOXEHNEM 06 UCKINIOYEHUN B MOSb3y HAay4YHO-UCCeA0oBaTEeNbCKON
AeATeNnbHOCTU, NPegyCMOTPEHHbIM 3aKOHOM O naTteHTax AnoHUN N, COOTBETCTBEHHO, He
CUMTAIOTCS HapYLUEHUsIMM NaTeHTHoro npaea’. B Mekcuke AaHHOE UCKITIUEHNE perynmpyeTcs
He 3aKOHOM O NMPOMBbILLNIEHHON cCOBCTBEHHOCTU, a [NonoxeHnem 0 nocTaBkax MaTepuanos Ang
Hy>XA, 30paBooxpaHeHus. B JIutBe aaHHOe UcknioveHne n3 NnaTteHTHbIX NpaB npegycMoTPeHO
3akoHom «O6 anTeuyHom aene»'®. B Bonrapuu 3To UCKMIOYeHUe NpeaycMoTpeHo 3akoHoM «O
neKkapCcTBEHHbIX CpeaCTBax Ansi neYyeHus noaen», 3akoHoMm «O BeTepuHapHon ne4yebHom
aeatenbHocTu» n 3akoHoM «O pernctpaumm n3odpeTeHni 1 NonesHbix moaenen». B PymbiH1N
COOTBETCTBYIOLLIEE NONOXKEHME HE 3ahUKCMPOBAHO B MAaTEHTHOM 3aKOHOAATENbCTBE
HenocpeaCcTBEHHO; TEM HEe MeHee, Npu nogade 3asBOK Ha Bblgadvy paspeLlleHnii Ha npogaxy
NeKapCTBEHHbIX CPEACTB UMK CPeACTB 3alUMTbl PaCTEHMIN 3TO UCKITHOYEHME NPUMEHSETCS.

12. Hwuxe npusoauTtca 6onee nogpobHas nHgpopmaunsa o6 obbeme npuMeHeHns
NCKMNIOYEHUS, YCTAHOBIIEHHOM NPUMEHMMbIM 3aKOHOAATENbCTBOM rOCY4apCTB-4Y1EHOB.

CyObeKTbl UCKITHYEHMUS

13. OtBevas Ha BOMPOC O TOM, Kakne CyObeKkTbl UMEKT NPaBo NOfb30BaTbCA AAHHBIM
NCKNtoYeHneM, nogaensiroLlee 60MnbLINMHCTBO rOCY4apCTB-YNIEHOB yKa3anu, YTO HUKaKux
OrpaHNYeHUn B OTHOLLEHWUW NILL, UMEIOLLMX NPaBO NOSb30BaTbCs MCKITOYEHMEM, HE
CYyLLIECTBYET, N B COOTBETCTBYIOLLMX MONOXKEHNAX NPUMEHMMOrO 3aKoHO4aTeNbCTBA
UrypupytoT Takme TEPMUHBI U BblpaXKeHWUs!, Kak «Itoboe nuuo», «nbasa ctopoHa», «nobas
TpeTbst CTOPOHa» Unu «oboe puanyeckoe nNuLo»'t. B opyrix oTBeTax BCTpeYaloTcs Takve

K aTum rocygapctBam-uneHam otHocsTca bonrapus, Yewckas Pecnybnuka, Oanusa, MFepmanus, Utanus,
Jlateus, Jlutea, Hopserug, MopTyranusa v Leeuwns.

K aTvm rocygapctBam-uneHam oTHocaTca ApreHTuHa, bocHus u epuerosuHa, Xopsatusi, Benrpus,
WNoppaanus, Moptyranus, Pecnybnuka Kopesi, Crniosakusi n Vicnaxusi.

BTopas manas ckamba BepxosHoro cyaa, 16 anpens 1999 r. (aeno Ne153(ju), 1998 r.) (Minshu 53 (4) 627).
3akoH JlntoBckon Pecny6nukm No X-709 «O6 anteuyHom gene» oT 22 utoHsi 2006 r., ¢ nonpaskamu,
BHeceHHbIMU 3akoHom Ne XI-1506 ot 22 nioHsa 2011 r.

Cwm., Hanpumep, pa3gen 119A 3akoHa o nateHTax ABctpanum 1990 r., ctaTtbto 73(b) 3akoHa 0 nateHTax
BocHum u MepueroBuHbl, pasgen 55.2(1) 3akoHa o nateHTax KaHagabl, ctatbio 69 3akoHa 0 nateHTax Knutas,
cTaTblo 63(2) 3akoHa o nateHTax XopBaTtuu, pasgen 3(3)(iv) CBogHoro 3akoHa o nateHTax daHum (3akoH Ne
91 ot 28 aHBaps 2009 r.), ctatbio 30(g) 3akoHa Ne 20-00 o npombILLNIEHHON COBCTBEHHOCTU [OMUHMKAHCKOMN
Pecnybnuku, ctateto 116(e) 3akoHa 0 NpoMbliLrieHHow cobecTBeHHoCT CanbBagopa, ctateto 19(6)(b) 3akoHa
Ne XXXIII o naTeHTHOI oxpaHe n3obpeteHnii Benrpum 1995 r. u pasgen 54(2) 3akoHa 0 NPOMbILLIIEHHOM
cobctBeHHOCTU KeHnmn 2002 .

10
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BLIPAXEHMS, KaK «MNLIO, NOAaloLLEee 3asBeHNe O BbiJade paspeLleHns Ha MPoAaxy»™2, «nmuo,
HanpaBnsioLLee 3anpoc O BblAaye paspeLleHns Ha npogaxy»'®, «npeanpusTue, xenaoulee
3aperncTpupoBaTh HOBbIN NIEKapCTBEHHBIN NpenapaT»™* unu «CTopoHHUI umnopTep,
aKcnopTep, NPOM3BOANTESb UMW N3TOTOBUTENb OXPAHAEMOro NaTeHToM obbekTax» ™. B
TannaHae UCKMYeHne NpUMEeHAEeTCH B NOMb3y «I1L, XenarLwmnx NpoMsBoanTb, NpoaasaTb
UM UMNOPTMPOBAaTbL 3anaTeHTOBaHHbIN (hapmaLeBTUYECKUA NPOAYKT NOCre UCTEYEHUS CPOKa
AencTeusa nateHta». B otBeTe bpasunum ynoMmMHaloTCa «HEYyNnoNHOMOYEHHbIE TPETbU CTOPOHDI
[...], BeNCcTBMS KOTOPbLIX HanNpasneHbl UCKIOYNTESNBHO Ha NOArOTOBKY MHopMauum |[...],
Heobxoanmon Ansa NonyvYeHns paspeLleHnin perynnpyroLwmx MHCTaHUMA» , B TO BPEMSI KakK B
otBeTe CoeaunHeHHbIX LLTaToB AMEPUKN rOBOPUTCS, YTO UCKMNIOYEHNEM BrpaBe Norb30BaThbCH
«mua, Ybn OeNCTBUSE OTHOCATCH UCKMIOYUTENBHO K (dOpMaM MUCMOSb30BaHNS, B JOCTAaTOYHON
CTeneHn CBA3aHHbIM C MOArOTOBKOM U NpeAcTaBreHnemM nHpopmaumm cornacHo TpeboBaHnaM
defgepanbHOro 3akoHa, perynupyroLero Nnpon3soacTBo, MCMNOMb30BaHUE UM NPOLAXY
neKkapcTBEHHbIX NpenapaToB UM BMONorM4YecKon NPoAyKUMM ANs BETEPUHAPHOro
npuMeHeHus»*’.

14. B otBeTe CoeanHeHHoro KoponescTBa roBOPUTCS, YTO UCKIOMEHME, COrNacHoO ero
3aKoHO4AaTENbCTBY, KOHKPETHO KacaeTcs «fuu, NMPOBOASLLMX NCCeaoBaHNs, TECTbI U
NCNbITaHNSA reHepUYeCKNX fiekapcTBEHHbIX NPenapaTos [...]», BKIoYas «nponssoautenen u
NMOCTaBLLMKOB MaTepmanoB 4S8 Taknx UccrneaoBaHum, TECTOB U UCMbITaHMN». B psae apyrmx
OTBETOB TaKKe YNOMMHAKTCH «MpoM3BoAMTENN hapmMaLeBTUYECKON NPOAYKUNN, OCODEHHO
reHepU4eCcKNx NIeKapCTBEHHbIX cpe,u,cm»ls, UIN «KOMMaHWK1, NPOM3BOASLLNE FEHEPUYECKNE
neKkapcTBeHHble npenapaTbi»™’. B oTBeTax HEMHOrMX rocygapcTB-4rieHOB rOBOPUTCS, YTO UX
NPUMEHMUMOE 3aKOHOL4ATENBCTBO HE COOEPXKMUT NPAMbBIX YITOMUHAHUIA TOrO, KakKne MMEHHO

cy6BbEKTbI BripaBe Nomnb30BaThCs JaHHLIM UCKMoYeHnem™.

MNpoayKLms, Ha KOTOPYK PAcNpOCTPaHAETCA UCKNIOYEHNE

15. 15 rocynapcCTB-4neHOB OTMETUNN, YTO UCKITIOYEHNE KacaeTes «JH0bIX NPOAYKTOB»,
NPOun3BOACTBO U CObIT KOTOPbIX TPEBYET paspeLleHns perynmpyoLmx UHcTaHumin?!. TeM He
MeHee, B BONbLUMHCTBE rocyAapCTB-4r1eHOB NPYMEHEHNE NUCKIIOYEHUS OrpaHNYeHo
onpeaeneHHbIMU BUgamMu NpoayKUnn, TakKMMK Kak «dpapmaueBTnyeckas I'IpO,EI,yKLl,I/IFl»ZZ,
«neKapcTBEHHbIe cpeacTBa ANsl NeYeHUs Noaen Unu XXMBOTHbLIX UMW NIEKAPCTBEHHbIE

12 Cwm. otBeT lBenuapun (no nosogy ctatem 9(1) PepepanbHoro 3akoHa LLBerinapum o nateHTax Ha

n3obpeTeHuns).

Cwm. otBeT ®paHumn (no noeoay ctatbn L613-5(d) Kogekca npombiwneHHon cobecteeHHocTn (CPI) ®dpaHuun).
Cwm. otBeT MonbLum no nosogy cratbu 69(1)(iv) 3akoHa 0 NPoMbILLNEHHON cobcTBEHHOCTH MNonbLuun.

Cwm. otBeT Yunu (no noeogy ctatbu 49 3akoHa Ne 19.039 o npombiwneHHon cobcTBeHHocTn 1991 r.).
Crtatbs 43, nyHkT VII 3akoHa Bpasunun Ne 9.279 ot 14 masa 1996 r. (3akoH 0 NPOMBbILLIIEHHON
cobCTBEHHOCTH).

Pasgen 35, otaen 273(e)(1) Csoaa 3akoHoB CLUA.

Cwm. oTBeThI, MpeaocTaBneHHble ABCTpren (B OTHOLLIEHWM pasgena 22 3akoHa ABCTpUM O NaTeHTax),
"epmaHuen (B oTHoweHumn pasgena 11 Ne 2b 3akoHa o naTeHTax) n Utanuen (B oTHoweHun ctatem 68(1)(b)
Kopekca npombilLneHHON COGCTBEHHOCTH).

Cwm. oTtBeThl JlatBuu (B oTHOWeEHMM pa3gena 20.3 3akoHa o naTteHTax Jlateumn) n HugepnaHaoB (B OTHOLLEHWM
cratbu 53(4) 3akoHa o nateHTax Huaepnangos 1995 r.).

Cwm., Hanpumep, otBeTbl KocTta-Pukun (B oTHoweHuu ctatbm 16.2(e) ee 3akoHa o nateHTax), Hopserum (B
oTHoweHumn pasgena 3(3) Ne5 ee 3akoHa o nateHTax) u Cnosakuu (B oTHoweHumn ctatbun 18(1)(f) 3akoHa o
naTteHTax 3Tow CTpaHbl).

3710 AnbaHus, Bpasunus, Kanaga, [lomHukaHckasa Pecny6nvka, Benrpus, UHgus, Uspannes, Utanus,
Woppanus, Manaisusa, Hosas 3enanaus, MakuctaH, Moptyranus, KOxHas Adpuka n BbeTHam. B oTBeTe
BeHrpumn ykasaHo, 4To nepBoHavarnbHO B 3TOW CTpaHe UCKITHOYeHMe Kacanoch NIEKapCTBEHHbIX CPeACTB, HO
3Ta cuTyauus bbina ckoppekTMpoBaHa npuHaTMeM 3akoHa XLVIII ot 2001 r., KoTopbili Obin Npu3BaH
«MNpUBECTU ero B cooTBeTCTBUE CO cTaThen 27(1) Cornawenusa TPUMNC n npegycMmoTpeTb NOPSA0OK
perynMpoBaHus, He 3aBUCALLMIA OT BUAa TEXHOMNOTMNMY.

AscTpus, Yunu, Kocta-Puka n Taunang,.
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npenapaTbi»®®, «<naTeHTOBaHHbIE NeKapCTBEHHbIE NpenapaThl UNV NaTeHToBaHHas
MEeAMLIMHCKAs TEXHUKA N MHCTPYMEHTbI»Z!, «nekapCTBEHHble CpeacTBa»?’, «MeanKaMeHTbI»%,
«NeKapCTBEHHbIe NpenapaTbl»®’, «KHeKOTOpble NleKapCTBEHHbIE NpenapaThbi»®, «xumuyeckue
BeLLeCTBa AN (hapMaLIEBTUYECKOTO U arpapHOro NPUMEHEHUSI»Z, «HEKOTOPbIE NeKapCTBEHHbIE
CpeacTBa M arpoxMMmnyeckne NpoayKTbi»™, «HeKoTopble NekapCTBEHHbIE CpeacTBa 1 CpeacTBa
3aLUMTbI PACTEHMI»>!, «annonaTnyeckue NnekapcTBeHHbIE CPeACTBax» 2, «NeKapCTBEHHbIe
npenapaTbl Unu Gronorryeckme NPOAYKTbLI ANS BETEPUHAPHOTO MPUMEHEHNA»>, «MeauLmMHCKas
NpoAYKUMS AN NeYeHUs Noaei U MeauLmMHeKast NpoayKLUmUs Anst BETepUHaPHbIX
NpUMeHeHUN»>*, «cTaHaapTHbIE U 3TaNOHHbIE NIEKAPCTBEHHbIE CPEACTBa» " U «reHepudeckue
neKkapcTBEHHble npenapaTbi»>e.

16. B Asctpanum 3akoH o nateHTax 1990 r. npeaycmaTpmBaeT, YTO UCKITOYEHNE KacaeTcs
Bbl4auv pPerynmpyowmMmMm MHCTaHLUUAMWN paspeLleHmnii Ha UCNOoNb30BaHMe NPOAYKLUN,
oxpaHsiemon «dapMaLeBTUYECKUMUN NaTeHTaMm», KoTopas «(i) NpeaHasHa4vyeHa ans nevyedHoro
npumeHenust; u (ii) He ABNAeTCAS MEANLNHCKUMU U3AENUAMM U NeYebHbIMN NHCTPYMEHTaMM»
KaK 3TV TEPMUHbI onpegeneHbl B ee NPUMEHMMOM 3akoHodaTensctee®’. Kpome Toro, 3akoHoM o
BHECEHMMN U3MEHEHWI B 3aKOHOAATENbCTBO 06 MHTENNEKTyanbHOM COOCTBEHHOCTH
(«MoBbiweHne nnaHkmn») 2012 r. BBEOEHO eLle 04HO MOSIoKEeHNe, CornacHo KOTOpoMy AEeNCTBUS,
HanpaBneHHbIe Ha NoNyYeHne paspeLLleHnin perynnpyoLmx opraHoB Ha NPON3BOACTBO U
npoaaxy HedapMaLLeBTUYECKONM NMPOAYKLMW, He CHUTAOTCA HapyLLEHeM NaTeHTHbIX npas™.
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BocHusa u MepuerosuHa 1 XopsaTtus.

Kutan.

®paHuus, Hopeervsa n Lsenuapwus.

epmaHus.

dunHnaHans, Npeums, Jlutea m MNonbLwa.

Oanus, Kenuns, Cnosakns n Typuus.

CanbBagop u MNepy.

AnoHus.

JlaTtBKA

Mekcuka. B ctatbe 224 eHepanbHOro 3akoHa 0 30paBOOXPAHEHUN 3TOW CTPaHbl annonatuyeckme
NeKkapCTBEHHbIE CpeacTBa ONPeaenstoTCca kak «[]ioboe BeLecTBO UM coYeTaHne BeLecTB NPUPOAHOro nnm
CUHTETUYECKOTO NPOUCXOXAEHUSA, MMetoLLee nedebHoe, npodmnakTnyeckoe unu peabunmraumoHHoe
AencTeune, siBnsweecs dapmaueBTUYeCcKnm no opMe 1 npuaHaBaeMoe TakoBblM HA OCHOBaHWM €ro
dhapmakonorn4eckoro 4encTems, pusn4ecknx, XMMNMYEeCKnx n Gonormiyecknx xapakTepUCTMK U BHECEHHOE B
dapmakoneto Mekcrku B ka4yecTBe annonaTtuyeckoro fiekapcTBeHHOro cpeactea [...]».

CoepnuHeHHble LTaTtel AMepukn. Kpome Toro, B otaene 273(e)(1) pasngena 35 Ceoaa 3akoHos CLUA
NMOSICHAETCH, YTO UCKITKOYEHUNE, KaK OHO OnpeaeneHo B 3TOM 3aKOHE, KacaeTcs 3anaTeHTOBaHHOIo
n3006peTeHns «(He ABMALLErocs HOBbIM IeKapCTBEHHbIM CPEeACTBOM OIS NIEYEHMUS XKUBOTHBIX UMK
Ovonornyecknm NpoayKToM Anst BETEPUHAPHOIO NMPUMEHEHMUS (KaK 3TM TEPMUHBI yNoTpebnsaTes B
depepanbHOM 3aKOHE O NULLEBBLIX MPOAYKTaX, MeaMKaMmeHTax n kocMeTuke u 3akoHe oT 4 mapta 1913 r.),
KOTOpOe Npou3BoaunTcs rnaBHbIM 06pa3oM ¢ UCMONb30BaHMEM METOAO0B, OCHOBaAHHbLIX HA PEKOMOMHAHTHOWM
OHK, pekom6uHaHTHOM PHK, TexHonorum nonyyeHms rubpmMaom nnm UHbIX NPOLLECCOB, BKIOYAOLLMX CaNT-
cneumguyeckme MeToabl reHeTUYECKOro MaHUNynMpoBaHus )|...]».

Huaepnangbl.

LBeuus.

WcnaHus.

Pasgen 119A 3akoHa o nateHTax Asctpanum 1990 r.

HoBbii pazgen 119B 3akoHa o nateHTax ABctpanum 1990 r. rnacut: «M3baTusi s npyMeHeHNst HOpM O
HapyLLeHnn npaB: AeNCTBUS, HanpaBreHHbIE HA MOJTyYeHMe paspeLLlEeHUn PerynMpyroLnX MHCTaHUuA (B
OTHOLLEeHMM HedbapmaLeBTMdeckon npoaykuun): (1) Jinuo Bnpase, He cHMTaACh HapyLUAKOLWMM NaTEHTHbIE
npaea, coBepLuaTh AENCTBUS, KOTOPbIE CHMTaNMUCh Obl HApYLIAOWMMM NAaTEHTHbIE NpaBa B OTCYTCTBUE
NONOXEHWIN HAcTosLLEro noapasaena, ecnv Takve AeNCTBUS COBEPLLAKOTCSA TOMbKO: (&) ANns nonyveHus
paspeLueHusi, npegycMoTpeHHoro 3akoHom CopgpyxecTsa, LLtata nnm TeppuTtopun, Ha Ucnonb3oBaHne
npoayKTa, MmetoAa unu npouecca; unu (b) ona nonyyeH1s aHanorM4yHoro paspeLleHmnst, NpeayCMOoTPEHHOro
3aKOHO4ATENbCTBOM APYro CTpaHbl UK pernoHa. [...]». B nosicHeHnn ABctpanun ykasaHo: «[laHHas
nonpaeka hakTM4eckn pacnpoCcTpaHsaeT paHee CyLeCTBOBaBLLEE U3bATNE (KOTOPOE OrpaHN4MBarnochb
n300bpeTeHnsiMM B 00nacTu hapMaLeBTMKIN) HA BCE TEXHOMOMMK, OTpaxas TOT ¢pakT, 4To B obnactm
HedapMaLEeBTUYECKUX TEXHOMOMMIA Takke MOTyT MMETb MECTO 3a[iePXKKU NOCTYNINEHMS MPOAYKLMUM B NPOAAXY
BCINEeACTBME ANUTENbHBIX NPOoLeayp BblAaun perynympyowumMm opraHaMmy paspeLleHnii Ha ee cobIT u
NpPOU3BOACTBOY.
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B HopBernm ato uckrnouyeHne orpaHMunBaeT UCKOUYMTENbHbBIE NpaBa TOMbKO HAa camMo
3anaTeHTOBaHHOE NekapCTBEHHOE CPEACTBO M HE PacnpoCTpaHAEeTCs Ha «3anaTeHTOBaHHbIE
mMeToabl, 060pyaoBaHNE UK MHbIE CpeacTBa, HeobxoauMble AN OCYyLLECTBNEHUS npouecca»>’.
B CoegunHeHHom KoponeBcTBe UCKNIOYEHNE NPUMEHSAETCS B OTHOLLEHUMN «JTEKAPCTBEHHbIX
npenapaToB AN BETEPMHAPHOIO NPUMEHEHMS U NIEKAPCTBEHHbIX NpenapaToB 4S8 fieYeHus
niogen», nognagatowmnx nog aencrene Adupexktue 2001/82/EC n 2001/83/EC. B otBeTe KeHumn
coaepXuTcs obLiee ykasaHne 0 TOM, YTO UCKIOYEHNE KacaeTcsa paspeLleHnii perynmpytowmx
WHCTaHLMIA, OTHOCALLMXCS K «NPOSYKLMM».

Jdonyctumble 0encTeus

17. Ha Bonpoc 0 TOM, Kakne A4eCTBUSA B OTHOLLEHUN 3anaTeHTOBAHHOIo n3obpeTteHus
AO0MYyCKalTCs UCKITHYEHMEM, MHOTME rocy4apcTBa-yneHbl OTBETUIN, YTO UCKITHOYEHNEM
AOMyCKalTCs Takne AEeNCTBUSA, KaK «MCCNefoBaHNNA», KUCMbITaHUS», KTECTbI», «U3ydeHune»
/NN «3KCNEPUMEHTbI», a TaKKe «BbINONIHEHNE COOTBETCTBYIOLLMX MPaKTUYECKNX TpeboBaHNN»,
«obecneyeHne CBA3aHHbIX C 3TUM NPAKTUYECKMX HYXKO» UMW «BbINOSIHEHNE COOTBETCTBYHOLLNX
npoueayp», He0BXO0AMMbIX AN MONYYEHUS! «pa3peLLleHUs» Ha NPOAAXy, «Cornacus»,
«perncTpaunm» Unu «4onycka K npogaxe» NpoayKTa, kKak OHW onpeaeneHsbl NPUMMEHUMbIM
3akoHodaTenscTeom™.

B oTtBeTe N'epMaHmmM NosICHAETCA, YTO TEPMUH «UCCIEeL0BaHUS, SKCNEPUMEHTLI U BbINONIHEHNE
NOBLIX CBSA3@HHbIX C HUMW NPaKTU4ECKMX TpeboBaHMn» 03HA4YaeT «Itoboe ncnonbL3oBaHne
n3obpeteHnsa B ob6beme, B KOTOPOM OHO OXPaHSAETCS NaTEeHTOM, HarnpaBfieHHOe Ha
obecne4veHne ycnoBumn 4ns NnpoBeaeHns KoHpaeHUManbHOro nccnegoBaHms Unm
KOHMAEHUMaNbHOro akcnepMMmeHTa (Hanpumep, N3roToBrneHne UM BBO3 aKTMBHOIO BELLIECTBA,
npeAHa3Ha4YeHHOro Ang UCMNonb30BaHUSA B SKCMEPUMEHTE, KOTOPOE BCE ellle OXpaHseTcs
nateHTom)». B Hugepnangax gonyctMmbiMyM 4ENCTBUAMW CHATAKOTCA «HEOOXoanmble
nccneaoBaHNs, TECTbl U 3KCNEPUMEHTbI, NpefHa3HaYeHHble ANs JoKa3aTenbCcTBa
9KBUBANEHTHOCTU FEHEPUYECKOro N peepeHTHOro MeauLMHCKOro NpoayKTa, ecnu
pedepeHTHbIN MeAULMHCKUA NPOAYKT OXPaHAETCS NaTEHTOM MW AONOSTHATENbHBIM OXPaHHbLIM
cBuaeTenbcTBoOM». B LLBenLapumn ncknioveHne KacaeTcsi, B YaCTHOCTU, «3KCMEPMMEHTOB U
KITMHMYECKNX UCNbITaHUI, B X04€e KOTOPbIX dhapMaLeBTUYECKMIA NpenapaT, cogepxaLlunn
OXpaHsAeMbIVi aKTUBHbIN MHIPEeOVEHT, uccrnenyeTcs B uenax cbopa AaHHbIX, HeobXxoaMMbIX Ans
NOMy4YeHUs paspeLLeHns Ha Npoaaxy».

18. B CanbBagope, Nopganum n NcnaHnm cknoveHnemM gonycKaeTCst «MCnosib30BaHNe»
3anaTteHToBaHHoOro nsobpetenna’. B An6annm, AnoHuu, Monbiue n MopTyranum NCKnioYeHnem
AOMNYCKAaKTCHA «N3rOTOBIIEHME» U «UCMONb30BaHME» 3anaTeHTOBaHHOro n3obpeteHns. B Kutae
n JlntBe [ONyCTUMBbIMU OENCTBUSIMU CHUTAIOTCH «M3rOTOBMEHME, KUCMOMNb30BaAHME» U
«mMmnopT». B Bpasunuu gonyctumMmbiMyu AeNCTBUAMM CUUTAKOTCA «U3rOTOBIIEHME,
ncnonb3oBaHne 1 SencTeus [...], Kacarowmecs 3anaTeHTOBaHHbIX N306peTeHnin»,
HanpasneHHble Ha nornyvyeHre paspeLleHnin perynmpylowmnx MHCTaHUUA U coBepLuaemMble B

%9 BbIN0 4aHO NOSICHEHUE, YTO «3TO UCKMNIOYEHWE npumMeHaeTcd, oaHako, He3aBUCUMO OT TOro, KacarTcd nn

COOTBETCTBYIOLLME UCTbITAHWNS FEHEPUYECKUX, YCOBEPLUEHCTBYEMbIX MU BHOBL paspabaTbiBaembix
nekapcTBEHHbIX NpenapaToB. Ha oCHOBaHWMM UCKITIOYEHMS MU0 Takke BrpaBe NpousBecTu noboe
KONMMYeCcTBO npenapaTa Ans BbINONHEHNs Nobbix TpeboBaHUIA N0 NOArOTOBKE AOKYMEHTaLMK, HeobxoaMmoi
ANsi NonyyYeHusi paspeLleHnst Ha cObIT NPoaYKLUMU B KOHKPETHOM cTpaHe-yYneHe BTO. bpems gokasatenscTea
BO3MaraeTcsi Ha CTOPOHy, UCMpaLLuBaloLLyto pa3pelueHney. Cm. oTBeT Hopserum Ha Bonpoc 56 BonpocHuika.
Cwm., Hanpumep, pa3gen 22(1) 3akoHa ABCTpun 0 nateHTax, pasgen 3(3)(iv) CBogHoro 3akoHa 0 naTeHTax
Oanuu, pasgen 3(3)(4) 3akoHa o nateHTax GuHNsaHaun, pasgen 11 Ne 2b 3akoHa o naTeHTax F'epmaHun,
ctatbto 68(1)(b) Kogekca npombliluneHHon cobctBeHHocTn Utanun, pasgen 54(2) 3akoHa 0 NpOMbILLIEHHON
cobcTtBeHHOCTM Kennn 1 ctaTbio 52.1(b) 3akoHa o nateHTax NcnaHuw.

B oTBeTe VcnaHum NosicHAETCA, YTO «MCMoNb3oBaHME» OTHOCUTCS K «[...] MCCNeaoBaHUaAM U UCMbITaHUAM U
BbITEKAKLLMM U3 HUX NPAKTUYeCcKkUM TpeboBaHUsIM (CBA3aHHBLIM C MONy4YeHUEM pa3peLLEHUIA Ha BbINyck
reHepuyeckux nekapcTBEHHbIX NpenapaToB), BkIoYasi TpeboBaHMs, kacatoLMecs UCNosb30BaHus,
NOArOTOBKUN U MOMYYEHUSI».
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nopsgke, NpeaycMoTpPEeHHOM ee 3aKOHOM. B HEKOTOpbIX ApYrnx rocygapcTBax-yieHax
NCKITIOYEHMEM OOMYCKAKTCS BCE Creayolmne OENCTBUS: «M3rOTOBNEHNE», UCMOMb30BaHNE,
«npogaxa», «NpeanoxeHne K NPoAaxe» U «MMMopT»*?; Kpome aTUX AeNCTBUN, B APYrUX
rocygapcrBax-yneHax gonyctumMblM JENCTBMEM TaKKe CHMTaeTcH «3KcnopT»43. B Kanape n
MHavm ynomuHaeTcs Takke «KoHCTpynpoBaHue»*, a B Pecnybnuke Kopesi — «nepegaya Bo
BPEMEHHOE Morb30BaHue 1 nepeycrynka»*. HekoTopble rocyaapcTBa-urneHbl He YTOUHSIOT B
CBOMX OTBETAX, Kakme MMEHHO OeNCTBUS JONYCKaTCA UCKITIOMEHNEM B COOTBETCTBUM C UX
3aKoHO4aTENbCTBOM, M MPMBOAST 00LME TEPMUHBI «UCMONb30BaHME» UM «OENCTBUS,
HeoBXOANMbIE AN NOMyYeHNs pa3peLleHnst Ha Npogaxy»*.

Hencrteuns, coBepLuaemMble AN nonyyeHne paspeLleHnin perynmpyrowmx MHCTaHUMN OPYIrMx
CTpaH

19. B T0 Bpemsi, Kak BO MHOIMMX rocygapcTBax-yfieHax UCKITIOYEHNE KacaeTcs OeNCTBUMN,
KOTOpble COBEPLUAOTCS A5 NONyYeHMs paspeLleHns perynmpyroLwmx MHCTaHUUA 3TUX
rocyapcTB-4reHOB, B HEKOTOPbIX APYrMX rocygapcTBax-yrieHax UCKMoYeHne Takke
pacnpocTpaHseTcsa Ha AenCcTBud, npeanpuHnmaemMele Ang nonyyYyeHns paspeLleHunn
perynupylowmnx MHCTaHUUM apyrnx ctpad. Tak, B Hopserum gonyckaeTcs coBepLieHme
COOTBETCTBYIOLLNX AEUCTBUI, BbINOSHAEMbIX NS NONYYEeHUs pa3peLleHnst Ha NPoaaxy
NpoayKLMK B «rocygapcTBe-yrieHe, aBnstoemcs JoroeapusatolLencs ctopoHon CornawleHus
0 co3agaHuy BcemmpHoii Toproeoi opraHusaumm ot 15 anpens 1994 r.»*'. B F'epmanum
COOTBETCTBYIOLLEE NOMOXEHME MMacuT, YTO AeNCTBUE NaTeHTa He pacnpoCTPaHSAETCs Ha
nccneaoBaHNs, 3KCNEPUMEHTbI U NMoOble COOTBETCTBYOLLME NpaKTUYeckne TpeboBaHms,
CBsI3aHHblE C Nofny4yeHneM nNMbo paspeLLeHnin Ha NPoaaxy NeKkapCTBEHHbIX NpenapaToB «Ha
Tepputopumn EBponerickoro Cotosa», nnbo paspelueHmin Ha NPoAaxy NeKapCTBEHHbIX
npenapaToB «B rocyaapcTeax-uneHax Eeponeiickoro Coto3a unu Tpetbux ctpaHax»®. B Ungum
UCKITIOMEHUE KacaeTcsl AeNCTBUN, COBEPLLIAEMbIX TOSTbKO B CBS3M C UCMNOSNb30BaHMEM, B
AOCTaTOYHOW CTEMNEHN CBSA3aHHbIM C NOArOTOBKOM N NpeacTaBrieHneM MHopMaLmm,
Heobxoanmon Ha OCHOBaHWK NBOro 3akoHa MIHAMM Unu «Apyron CTpaHbl», perynvpytoLwero
Npoun3BOACTBO, KOHCTPYMPOBaHUE, UCMOMb30BaHWe, Npogaxy Unn uMnopT ftobown
npoaykLmm.*9>°

20. HeKOTOpre M3 rocyaapcCrTB-4vieHoB, onyCKakWmX BbiIBO3 nNpoayKuun Ona uenen
nonyvyeHusa pa3peLL|eHV||71 Ha npogaxy npoaykunn B Opyrnx ctpaHax unm B HUX caMux,

42

Cwm., Hanpumep, otBeTbl KOxHon Adpukn, CoeamHenHoro KoponescTea n BeeTHama.
43

Cwm., Hanpumep, oTBeThl JlatBun, Hoson 3enanaun, Maknctana, Mepy n CoeamHeHHbix LWtaTtoB Amepukn. Cwm.
Takke oTBeT M3pauns, B KOTOPOM roBOpPUTCS, YTO K AEACTBUSIM, ONYCTUMbIM HA OCHOBAHWU UCKITHOHYEHUS,
OTHOCATCS «/0Oble AKCNEePUMEHTanbHble AEWCTBUS, HaMpaBeHHbIE HAa NOMyYeHNE paspeLLeHUsl Ha NPoaaxy
NpOaYKT, KOTOpasi MOXET BKIOYATb M3rOTOBIIEHUE, UCNOMb30BaHNE, UMMOPT U 3KCMOPTY.

Paszgen 55.2 (1) 3akoHa o nateHTax KaHagpbl rnacut: «He saBnsieTca HapyLlleHMeM naTteHTa, ecnv kakoe-nubo
WO N3roTaBnMBaeT, KOHCTPYMPYET, UCNONb3yeT UMK NpodaeT 3anaTeHTOBaHHOE U306peTeHMe [...]»;
pasgen 107A(a) 3akoHa o nateHTax MHgum 1970 r. rmacuT: «HekoTopble AeNACTBUS, KOTOPbIE HE AOMKHbI
cunTaTbCsa HapyleHeM npas [...] nboe AecTBUE U3roTOBINEHWS, KOHCTPYMPOBAHWS, UCNONb30BaHUS,
npojaxau nnv Beo3a 3anaTeHTOBaHHOro n3obpeTteHus [...]».

MonHbIn noBTOp cHOockM 44 Paspgen 55.2 (1) 3akoHa o nateHTax KaHagbl rmacut: «He siBnseTca HapyleHem
naTeHTa, ecnu kakoe-nmbo nuLo M3roTaBnNmnBaeT, KOHCTPYUPYET, UCNOMb3YeT UMK NPoAAET 3anaTeHTOBAHHOE
n3obpeteHnue [...]»; pasgen 107A(a) 3akoHa o nateHTax NHaum 1970 r. rnacut: «HekoTopble AencTBuS,
KOTOpble HE A0MKHbI CHMTATBLCSA HapyLleHMeM npas [...] noboe AencTBne U3roTOBNEHNUS, KOHCTPYUPOBaHUS,
MCnonb3oBaHUs, NpoAa)au Unu BBo3a 3anaTteHToBaHHOIo n3obpeteHus [...]».

Cwm. oTtBeTbl XopBaTtum, lommHukaHckon Pecnyonvku, KeHun n TannaHga.

Cwm. pasgen 3(3) Ne5 3akoHa o naTeHTax Hopeerum.

Pasgen 11(2b) 3akoHa o nateHTax N'epmaHuu.

Pasgen 107A(a) 3akoHa o nateHTax MHamm 1970 T.

AHanorm4yHbiM 06pa3om, COOTBETCTBYHOLLME UCKITHOYEHWS, NPEAYCMOTPEHHbLIE MPUMEHNMbIM
3akoHogaTenbcTBoMm bpasunuu, KaHagbl, Utanun, N3pauns, Jutesl, dununnud n Mcnanuum, npsamo kacarTcs
[OENCTBMIN, COBEpPLUAEMbIX A1 NOMYYEHUS1 pa3peLLeHin perynmpyowmx MHCTaHLWA ApYrnx CTpaH.
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yCTaHaBNMBalOT MHblEe 0bsi3aTenbHble ycnosusi. B ABcTpanuu nonoxeHue, kacatoLleecs
Nony4yeHns paspeLLeHnin perynmpyrLmx MHCTaHUUA Ha NPOM3BOACTBO U NMPOAaXY
HedhapmaLeBTUYECKON NPOAYKLUMM, FNacuT, YTo onpeaerneHHoe AencTBUE He ABNSeTCs
HapyLleHWeM NMaTeHTa, ecriv OHO COBEPLLAETCS TONbKO B LIENsIX, CBA3AHHbIX C NOMy4YeHnemM
aHanoryyHoro paspeLLleHns Mo 3aKOHOAATEeNbCTBY «APYron CTPaHbl UNn peroHa»°', B To
BPEMSI Kak NoroXeHue, kacalLleecsl NaTeEHTOB Ha hbapMaLeBTUYECKYH0 NPOAYKLMIO, AonycKaeT
MCMONb30BaHNE OXPAHAEMOrO NaTEHTOM U300PETEHMS TONBLKO ANS LeNnew, CBA3aHHbIX C
nony4yeHnem aHanorMyHoro paspeLLeHmnst perynmpyoLwmnx MHCTaHUMI, NpeayCMOTPEHHOIO
3aKoHOOATENbCTBOM «APYron CTpaHbl UM YacTu Apyrov cTpaHbl». OgHako HopMma,
KacaloLlascsl NaTeHToB Ha hapMaLeBTUYECKYHO NPoAYKLMIO «[...] TPUMEHSIETCS TOSMbKO B TEX
cryyasx, Koraa CpoK AeNCTBUSA naTeHTa Bbin NPOANeH Ha OCHOBaHUM YacTu 3 rmaebl 67, a
TOBapbl COCTOAT U3 ONpeAeneHHbIX MPOAYKTOB UMM coaepXaT Takme npoaykThi [...]»°2.
MpyMeHnMoe 3akoHoAaTenbCTBO LUBenuapum npeagycmatpmeaeT, YTo AN NPUMEHEHNs
MCKINIOYEHMUS1 B APYTMX CTPaHaX AOMMKHbI CYLLLECTBOBaTL «3KBMBANIEHTHbIE CPEACTBA KOHTPOJIS
060poTa nekapcTBeHHbIX NpenapaTos»>. [lanee, npuMeHnMoe 3akoHoaaTenbcTeo OmaHa u
Mepy, gonyckasi BbIBO3 NpOoAYKUMU 3a Npeaenbl HaLMOHaNbHON TePPUTOPUM STUX CTPaH,
npegycmaTtpuBaeT, YTO Takol BbIBO3 AOMYCKAETCS TOMbKO B Lensix cobnogeHus TpeboBaHni,
yCTaHOBMNEHHbIX AMS NOMyYeHNs paspeLleHnii Ha Npoaaxy B 3TUX CTpaHax™.

Cpoku nogayn 3anpoCcoB Ha Bblaavy paspelleHnn perynmnpyoLwimnx MHCTaHLNN

21. [MpymeHnMoe 3akoHOA4ATENBbCTBO OONbLUMHCTBA rOCY4apCTB-4I1EHOB A0MNyCKaeT
HanpasneHne B perynupytoLmMe MHCTaHLUM 3anpocoB Ha Bblaayy paspeLueHnin Takmx
WHCTaHUMI B No6ON MOMEHT B TEYEHNE CpoKa AeNCTBUS NaTEHTHOM oxpaHbl. B Mekcuke,
O[HAaKO, «3arnpoc Ha PerucTpauunio reHepu4eCKoro NekapcTBEHHOro npenapara MoXeT bbITb
nogaH [...] He bonee, Yem 3a Tpu roga 40 UCTEYEHUsI CPOKa AeNCcTBMs nateHTa [...], a
perncTpaums B opraHax 34paBooXpaHeHnst MOXeT BbiTb OCYLLEeCTBIIEHa TOMbKO N0 UCTEYEHUN
cpoka AencTBrs maTeHTa» P,

YcnoBusa NpUMEHNMOCTU UCKNKYEHUS

22. [pumeHnMoe 3akoHOAAaTeNbCTBO psAa rocyfapCTB-YneHoB npegycMaTpmyBaeT HekoTopble
YCNoBUS NPUMEHNMOCTU UCKMoYeHns. Tak, B i3apaune «npoBegeHne akCnepuMeHToB [...] He
CUMTaEeTCH «UCMOoSb30BaHNEM N306peTEeHUs», eCrnn BLINOMHAKTCA crieaywme ABa YCroBUs:
(1) npeonpuHUMalOTCA AEVUCTBUS, HanpaBrieHHble Ha NonyYeHne NULEH3NN’’, Lenb KOTOPbIX —
nony4eHue nuueHsun B isapaune unu ctpaHe, gornyckarowen akcnepuMmeHTarnbHble 4eNCTBUSA B
OTHOLLIEHUWN OXPAHSAEMOro NaTeHToM n3obpeTeHus, Heobxoanmble ANs NONyYEeHUs NULEH3UN,
[0 UCTEYeHNs CpoKa OenCcTBUS naTteHTa; (2) ntobon NpoayKT, N3roTOBMNEHHbIN B COOTBETCTBUM C

51

o Pasgen 119B 3akoHa o nateHTax ABctpanuu 1990 r. Cm. cHocky 38 BbiLle.

YacTb 3 rmasbl 6 3akoHa o nateHTax Asctpanuu 1990 r. npegycmaTpuBaeT NpoAneHne cpoka AencTBus
CTaHO4apTHbIX NAaTEHTOB, Kacalowuxcs hapMaLeBTUYECKNX BELLECTB.

Takvumn npogykTamu SBASOTCS «(a) hapmaleBTMYecKoe BELLEeCTBO KaK TakoBOe, KOTOPOe Mo CYLLEeCTBY
PacKpbITO B MOMTHOM OMUCAHUM K MATEHTY M MO CYLLECTBY BXOAUT B 0611acTb MPUMEHEHNS NMYyHKTa UIN MYHKTOB
dopmMynbl n306peTeHnsi, N3NOXeHHbIX B TakoMm onucaxum; unu (b) dapmavuesTuyeckoe BeLecTBo, B TeX
cnyyasx, Koraa OHO NMPOU3BOAMTCA NPY NMOMOLLM NPOLEcca, BKIOYALWEro NCMonb3oBaHne MeToaos,
OCHOBaHHbIX Ha pekoMbuHaHTHon [HK, KoTopoe Mo cyLLecTBY packpbiTO B MOSIHOM OMMUCAHUK K NaTEHTY U NO
CYLLECTBY BXOAUT B 06NaCTb MPUMEHEHUS NMYHKTA UM NYHKTOB pOpMyIbl N306peTEHUS], U3MNOXEHHbLIX B TAKOM
onucaHum». CM. yacTtb 3 rmaebl 6 3akoHa o naTeHTax AscTpanuu 1990 r.

Cwm. ctaTbio 9(1) ®epepanbHoro 3akoHa LLiBenuapum o nateHTax Ha n3obpeTeHus.

Cwm. pasgen 11(4)(a) aokymeHTa «lMpaBa NpoMbILLIIEHHO COBCTBEHHOCTM 1 MX 3awmTa B CyntaHate OmaH»
(Koponesckun yka3 Ne 67/2008) n ctatbio 39 3akoHopgaTenbHoro ykasa Ne 1075 lMNepy.

CtaTbsa 167bis NonoxeHnsa o nocTaBkax MaTepuanos ANA HYXA 3apaBooxpaHeHns Mekcuku.

Cratbsi 54A MaTteHTHOro 3akoHa Uspauna Ne 5727-1967. [ins uenen 3Toro pasgena TePMUH «ITULEH3UA»
03Ha4aeT «cepTudmKaT, paspeLleHne unm nbor MHOM AOKYMEHT, NPeAYCMOTPEHHLIN 3aKOHOM B KayecTBe
YCINOBWSI Bbl4aun paspeLleHunst Ha cobIT npoaykTay.
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YCNOBMSIMM HacTOsLLLEro pasfgena, He UCMomnb3yeTCcs — HU B TEYEHNE CpoKa AEeNCTBUSA NaTeHTa,
HW NOCne ero UCTeYEeHNs — HU NS Kakux Lenewn, kKpome uenen nonyvyeHus BbllieykasaHHOM
nuueHsnm». B Jlntee cosepLueHne AencTBun, NpeaycMOTPEHHbIX 3akOHOM 06 anTeyHom
AeATenbHOCTU, AN Lenen nogayv 3asBku Ha Bbigady pa3peLueHns Ha npogaxy npoaykumm B
3TOMW CTpaHe Unu Apyrux cTpaHax [...] «He OOMKHO HapyLwaTb npaea, NpegyCMOTPEHHbIE
naTeHTOM Ha fieKapCTBEHHbIN NpenapaTt Unn JONOSTIHUTENbHBIM OXPaHHbIM CBUOETENbCTBOM,
NpeayCcMOTPEHHbBIM NONoXeHnsaMn 3akoHa o nateHTax Jlntosckon Pecnybnmkm n nHbix
NPaBOBbIX aKTOB, PErYNMPYIOLLMX BOMPOCHI OXPaHbl MPOMBILLIIEHHON COBCTBEHHOCTU» ™, B
MonbLlue Bbligava paspeLleHns Ha NPoaaxy NPOAYKUUKN «He OOMMKHA HapyLaTb NoMoXeHNs o
rpakaaHCKoM OTBETCTBEHHOCTM 3a NpoAaxy npoaykumm 6e3 cornacusa nateHtoobnagatens B
cnyvasix, korga Takoe cornacue Heobxoanmo». B Kocta-Puke cooTBeTCTBYIOLINE UCKITHOYEHUS
NMPUMEHSIOTCA NPU YCNOBUMU, YTO OHU «HE HAHOCAT HeornpaBAaHHOro yuwepba HopManbHOMY
MCNONb30BaHMIO NATEHTA U HE BbI3bIBAOT Ype3MEPHOro yulepba 3akoHHbIM MHTEpPEecam ero
obnapgaTens Ny nuueH3anarta Takoro obnagarensi». AHanorn4yHbIM oopasom, B [JoOMMHMKaAHCKON
Pecny6nuvke npu peleHnn Bonpoca 0 NPUMEHUMOCTU UCKIMIOYEHNS «YYUTbIBAOTCSH 3aKOHHbIE
WHTEpecChl TPETbUX CTOPOH» ",

23. Pspa rocygapcTts-4YneHoB ykasanu Ha Hanuume TpeboBaHust NpsiMor CBA3W Mexay
nccnegoBaHUAMM, UCTIbITAHUSIMU U BbINOSTHEHMEM COOTBETCTBYHOLLMX NPAKTUYECKNX
TpeboBaHWi, C OHOW CTOPOHbI, M paspeLleHneM, CaHKLIMOHMPOBAHMEM U perucTpaumen
rocyAapCTBEHHbLIM OpraHom — ¢ Apyron®’. Kpome Toro, psia ApYrux rocyAapcTB-UneHOB 3asiBumm,
4YTO COOTBETCTBYIOLLME OENCTBUS AOMKHbI OCYLLECTBSATLCA «B 06beme, HeoOXoAMMOM ANs»,
«TOMNBbKO» UMW <UCKIMKUYUTENBHO» AN Lener NoaroToBky U NpeacTaBneHms nHopmauuu,
HeoBXOAVMON NOMyYeHUs pa3peLleHii PerynupyoLWmMX UHCTaHLmA®.

OxpaHa HepacKkpbITon MHdopMaLLIMmn

24. B oTBeTax psga rocyaapcrB-UreHOB OTMeYaeTcd, YTo nHopmMauus, nepegasaemas ans
Lenen nonyydeHns paspeLleHnin perynmpyrowmx MHCTaHUMIA, OOMKHA 3almaTbes oT
packpblTns. Tak, B ctaTbe 167bis [NonoxeHus o noctaBkax maTepuanos O519 HYXA,
3apaBooxpaHeHns Mekcrkn roBopuTcst, 4To «[uJHdopmaums [...], aBnaowascs
KOHOUOEHUMANbHON NN 3aKPbITOW B COOTBETCTBUM C MOMOXEHUAMU MEXAYHAPOAHbIX
[0roBOpOB, CTOPOHOW KOTOPbIX ABNAeTcs Mekcuka, u MHbIMW MPUMEHUMbIMU
3aKoHoAaTerbHbIMY HOpMaMK, JOIPKHA 3almwaTbes OT NIoBOro packpbITUS Apyrum
pusnyeckum nuuam». Ha dununnmHax cooTBETCTBYHOLLEE UCKIIOYEHNE MOXKET NPUMEHATHCS
NPy YCNOBWU, YTO «ANS OXpaHbl AaHHbIX, NpeAcTaBNAeMbIX NepBOHaYanbHbIM
nateHToobnagartenem, oT HeNPaBOMEPHOIO KOMMEPYECKOr0 UCMOSb30BaHWS, YTOMUHaeMOro B
ctatbe 39.3 CornawleHnsi No TOproBbiM acnekTam npaB UHTENNEKTYyanbHOM CO6CTBEHHOCTU
(CornaweHusa TPUMC), BeaomMCcTBO MHTENNEKTYaNbHON COBCTBEHHOCTN, AENCTBYS NO
COrnacoBaHUio C COOTBETCTBYIOLLUMMW rOCYAapCTBEHHbIMM BEAOMCTBAMMW, MPUHUMaET
Hagnexatime n HeobxoauMble AN 3TOr0 NPaBMNa U MHCTPYKLMK [...]»%%

58 Cratbs 11, yactb 13 3akoHa 06 anTeyHol gestensHocTu JIuToBckon Pecnybnuku (3akoHa No X-709 ot 22

utoHsa 2006 r., c nocnegHMMy nonpaskamu, BHeceHHbIMU 3akoHoM Ne XI-1506 ot 22 uioHs 2011 r.).

Cratbs 16.2(e) 3akoHa o nateHTax Kocta-Puku n ctatesa 30(g) 3akoHa Ne 20-00 0 NpOMbILLIIEHHON
cobcTBeHHOCTM [loMUHMKaHckon Pecnybnuku.

Cwm. otBeTbl ABCTpUK, Mepmanunm n Ntanuu.

61. Cm., Hanpumep, cTatbto 43, nyHKT VII, 3akoHa Ne 9.279 ot 14 mas 1996 r. (3akoHa O NPOMbILLIIEHHOM
cobcTBeHHOCTM) Bpasnnum, ctaTbto 69 (1) (iv) 3akoHa 0 NPOMbILLNIEHHON cOBCTBEHHOCTH MNonbLun, pasgen
119A 3akoHa o nateHTax Asctpanuu 1990 r., pasgen 55.2(1) 3akoHa o nateHTax KaHagpl, pasgen 107A
3akoHa o nateHTax MHgum 1970 r. n ctatbio 69A(1) 3akoHa Ne 57 o nateHTax KOxHon Adppukn 1978 r.
Pasgen 72.4 3akoHa Ne 8293 Pecny6nuvkm ®unmnnuHbl, ¢ nonpaskaMu, BHECEHHbIMU 3akoHoM Pecnybnuku
Ne 9502.
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MNPOBJEMbI C MPUMEHEHWEM UCKITKOYEHUA

25. BOnbLUMHCTBO roCygapCTB-YEHOB 3asABUIM, YTO NPUMEHMas npaBosas 6asa
NCKINIOYEHUSA cHMTaeTCa AOCTaTOMHON AN AOCTUXKEHUS Lenen, KoTopble nepes HUM CTaBAaTCS,
n/MnNn 4TO OHW He NpeanonaratT BHECEHUS B COOTBETCTBYIOLME HOPMbI KakUX-1Mbo
N3MEHeHUI 1 AononHeHnii®. HekoTopble rocyaapcTBa-yuneHbl He Aanu OTBETa Ha AaHHbINi
BOMPOC WU COMMU ero HenpuMeHnMbIM®. B Yunin cooTBeTCTBYIOLLEE NONOXEeHNe
nepecmartpuBaeTcs B HacToswee BpeMs. B CanbBagope nnaHmpyeTcs NpuHATL
nepecMOTPEHHYIO pefakuunio 3akoHa B cpegHecpodHoM nriaHe. B oteeTe ABcTpanun
oTMeYaeTcs, NPUMEHNTENBHO K COOTBETCTBYIOLLEN NpaBoBon 6a3e, YTo 3akoH O BHECEHUN
N3MEHEHWI B 3aKOHO4ATeNbCTBO 06 MHTENMNeKTyanbHom cobecTBeHHOCTHM («IloBbieHne
nnaHkuy) 2012 r. pacnpocTpaHnn n3baTne, AencTBoBaBLUEE B OTHOLLIEHUM N300pEeTEHNI B

obnacTtun hapmaLeBTUKN, Ha BCE TEXHOMOTUN.

26. BOnbLMHCTBO roCygapCTB-YNEHOB 3as8BUIN, YTO OHU HE UCMbITbIBAIOT TPYAHOCTEN C
NpaKTUYecKol peanuaaumeil nckmioveHns™. B aTol cBasu B oTBeTe Bpasunum rosoputcs, 4To
npaBuTenbCTBO bpasnnumn «NpoBOANT aHaNn3 NPakKTUKU NPUMEHEHWS UCKIIOYEHWS AN OLEHKM
€ro rnones3HoCTM ¢ y4eToM 3agayum obecneveHns cbanaHCMpPOBaHHOCTN NATEHTHOM CUCTEMbI». B
oTteeTe lNopTyranum oTMeyaeTcs, YTO UCKMOYEHME BbI3bIBAET HEraTUBHOE OTHOLLEHME
naTeHToBnagesnbLUeB, KOTOPbIE, COOTBETCTBEHHO, «MbITAOTCA NPENSATCTBOBATL Bblaaye
paspeLleHni perynmpyroLwmumMm opraHamm, 4o0bmBaschb NPUHATMS COOTBETCTBYIOLLMM CYAOM
nocTaHoBneHun o6 obecneynTenbHbIX Mepax». [lanee B OTBETE yKa3bIBAETCH, YTO «pPELUEHUS
Cy[0B NO JaHHOMY BOMPOCY He ABMAKTCS eAnHornacHeiMuy». B oteeTe KOxHOM Adpuiku
yKasblBaeTCsl, YTO HUKaKUX TPYAHOCTEN B NiiaHe NPUMEHEHMsI NaTEHTHOMO 3akoHOoA4ATeNbCTBA
3admkcmpoBaHo He 6binn. B Hem roBoputcs, ganee, 4To «HabnoAaTCs CAOXHOCTMH,
CBsi3aHHble ¢ paboTon perynupyoLLmMx opraHoB, Takux kak CoBeT no KOHTPOSIH0 3a 060pOoTOM
nekapcTB, NOCKOSbKY 3aTsArMBaHne CpokoB 06paboTKm 3adBOK HA permcTpaLmio nekapCTBEHHbIX
CPeACTB 3a4epXXuBaeT ux NocTynneHne B npogaxy». B oteeTe MicnaHum, B koTOpom
YyNOMMHaEeTCA BHECEHME B COOTBETCTBYIOLLME NOMOXEHNS €€ HaLMOHanbHOro
3aKkoHogaTenbCTBa NonpaBokK, peanusyowmnx dupektmuey 2004/27/EC n BBogaLmMX B 4EACTBME
aTo VL%KJ'I}OHGHVIG, 3aTparMBaeTcs BONPOC O TOM, UMEIOT N YKa3aHHbIe NonpaBkyM 06paTHYHO
cuny .

27. B CoegunHeHHoM KoponeBcTBe NpensioxkeHnst 0 BHECEHUN n3MeHeHunn B pasaen 60(5)
3akoHa 0 nNaTeHTax paccMaTpuBalOTCA NapriaMeHTOM B HAcTOsILLEE BPEMS, U, COOTBETCTBEHHO,
AENCTBUSA, CBSA3aHHbIE C UCMbITAHNAMN NEKAPCTBEHHbIX NpenapaToB ANS NeYeHnsa NIaen u
XMBOTHbIX, a TaKKe 3KCNepTU3ON MEANLMHCKUX TEXHOMOMIN, ByayT Npu3HaBaTbCs AENCTBUAMMU,

63 Focyp,apCTBa-qneHbl, npsamMo 3asaBuBLLUME, YTO NpUMEHNMasA NpaBoBas 6a3a 1cknYeHns cumTaeTcs

[OCTaTOYHOW AN OOCTMXKEHMS Lenen, KoTopble nepen HUM CTaBATCS, U/WUAKM YTO OHW HE OXMAAKT BHECEHMUS B
COOTBETCTBYHOLLME HOPMbI Kaknx-nnbo naMmeHeHuii n gononHeHuii: bocHusi n Mepuerosuna, Kanaga, Ynnu,
Kutan, Kocta-Puka, XopsaTtusi, Yeluckaa Pecnybnuka, Janus, [JomuHukaHckas Pecnybnuka, BeHrpusi, UHaus,
JlatBusa, Manansus, Mekcuka, HoBast 3enangua, Hugepnadgbl, Hopeerus, MNakucTaH, Mepy, Monblua,
MopTtyranus, Vicnanus, LWWeeuuna n Typums.

Anbanwus, ApreHtuHa, Asctpus, PuHnaHamsa, PpanHumsd, Fepmanus, Mpeuus, Uspavne, Utannsa, Nopaanwns,
Jlutea, Pecnybnuka Kopes, CnoBakus, KOxHas Adpwka, LLseruapus, TavnaHa n BeeTHam.
ocypnapcTBa-yneHbl, NPSIMO 3asBUBLLUNE, YTO OHW HE UCMbITLIBAIOT TPYAHOCTEN C NpaKTUYEeCKoW peanusawumen
ncknodenns: bocHuna n MepuerosunHa, KaHaga, Kutan, Kocta-Puka, Xopsatus, [laHus, [JoMHMKaHCcKas
Pecny6nuka, BeHrpus, Nateusa, Mananans, Mekcuka, Hopserus n CoeguHeHHoe KoponeBscTBo.

B cooTBeTCcTBYIOWEM TEKCTe nosicHaeTcs: «B MNMosacHnTensHOM memopaHayme k 3akoHy Ne 29/2006 rosopuTcs,
YTO eQMHCTBEHHOW Lesbio [MonpaBkn, KOTOPOW BBOAUTCA UCKMOYEHMEe ANA Lenen NcnbiTaHun, NPOBOANMbIX B
pamMKax permcTpaumoHHbIX Npouenyp] SBnseTcs YTOYHEHMe, 1 YTO 9TO pellaeTcs npeablayLwmnm TeKCTOM
ctaTtbu 52.1(b), roe roBopuTcs, YTO NAaTEHTHbIE MpaBa He PacnpPOCTPaHAIOTCA Ha AENCTBUS, COBEPLUAEMbIE B
akcnepumeHTanbHbix uenax. OgHako MoctaHoBneHne BepxoBHoro cyaa Ne 424/2010 (ManaTa rpaxkgaHcKoro
cyponpoussogctea) ot 30 uoHsa 2010 r. rmacuT, 4To Ao BCTynneHus B cuny 3akoHa Ne 29/2006 «ucknoveHue
ONsi UCMONb30BaHWS B 3KCMEPUMMEHTAIbHbIX LENsiX» He pacnpoCcTpaHanock Ha npeacTaeneHne obpasuos B
opraHbl 3gpaBooxpaHeHus. Cm. oteeT McnaHum Ha Bonpoc 59 BonpocHuka.
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noanagarowmnmMmn Noa UCKMYeHNe B NoMb3y Hay4YHbIX UCCeaoBaHUn, NpegyCMoTpeHHoe
pasgenom 60(5)(b)*’. B oTBeTe HnaepnaHaoB oTMeYaeTcs:, YTO B OTCYTCTBUE
cooTBeTCcTBYOLWEen cyaebHon npaktukm EBponernckoro Cyga KoHKkpeTHas cdepa NpuMeHeHns
TEPMUHOB «UCMbITAHWS U UCCNEeAOBaHUSA», a Takke TepMMHA «COOTBETCTBYIOLLME NpaKTUyeckne
TpeboBaHus», cogepxalumxca B ctatbe 10(6) AupekTuBbl 2004/27/EC®, HesicHa — Hanpumep,
NPUMEHMUTESBbHO K «(hOPMMPOBAHMIO 3aNacoB Uv NPUHATUIO NPeaBapUTENbHbIX 3aKa3oB».
Kpome TOro, HnagepnaHnabl cocnanucb Ha HefaBHee pelleHne AnennsaunoHHoro cyaa Maarnm,
npusHaBLLero, YTo Nybnmkauusa gaHHbIX reHepuyeckoro npenaparta B G standard (6a3e gaHHbIX
NeKkapCTBEHHbIX CPeACcTB, obpallatomnxca Ha pbiHke HuaepnanaoB) 4O UCTEYEHUSA CPOKa
AENCTBMSA COOTBETCTBYHOLLLErO NaTEHTa ABMMACh HapyLeHMeM NaTEHTHbIX NpaB, HECMOTPSA Ha
TO, YTO NPOU3BOAMTESNb rEeHepPNYECKoro npenapara onpegeneHHsIM 06pa3om 3asiBus, 4YTo
npoJaxka ero npenaparta HayHeTCs TOMNLKO MOCHe NCTeYEHNA Cpoka AeiicTans nateHTa®™.
HakoHeu, B oTBeTe [NaknuctaHa B CBA3N C BONPOCOM O npobrnemax ¢ NnpuMeHEHNEM UCKIIOYEeHNS
OTMEeYaeTCs, YTO ATO UCKITOYEHNE HMKOrAa He NPUMEHSINOCh B AaHHOW cTpaHe. HekoTopble
rocygapcTtBa-yneHbl OTBETUIM, YTO BOMPOC O NpobrieMax ¢ NpUMMEHEHNEM UCKIIOYEHUS
HEenPUMEHUM WMK He Janu H1Kakoro oTeeTa’’.

[KoHeL, gokymeHTa]

o7 Oewncteytownin TekcT pasgena 60(5)(b) 3akoHa o naTeHTax rnacuT: «[lencTBue, kKOTopoe B OTCYTCTBME

HacTosLlero nogpasaena npeacraensno 6bl cobol HapyleHe naTeHTa Ha M3obpeTeHne, He cuMTaeTcs
TakoBbIM, ecnn (b) OHO coBepLUaeTCsl B 9KCMEPUMEHTASbHbIX LLeNsX NPUMEHUTENBHO K 0OLEKTY N306peTeHus».
B otBeTe CoeanHeHHoro KoponeBcTtea nosicHseTcs, 4To «[n]peanaraemble nonpaeku k pasgeny 60(5)(b)
OCHOBaHbI Ha TOM MPUHLMIME, YTO NATEHTHas CUCTEMA He AOMKHA MellaTb KOMMaHUK BbINOMHATL TpeboBaHus
CUCTEMbI perynmpoBaHusa obopoTa MeANLMHCKOM NPOAYKLMM 1 BblAauyy COOTBETCTBYOLLMX Pa3pELLEHUR, N YTO
OEeNCTBUS, COBEPLUAEMbIE C LieNblo COOMAeHMs Taknux TpeboBaHUIN, He LOIMKHBI NPU3HABATLCA
HapyLlaoLWwmMm nateHTHble npasa. [onoxeHus pasgena 60(5)(i) pewwaroT aTOT BONPOC NPUMEHUTENBHO K
reHepu4ecknM nekapcTBEHHbIM Npenapartam, a NpeanaraeMble NnonpaBku kK 3akoHy 0 nateHTax OyayT pelwlatb
€ro NPUMEHNTENBHO K MHHOBALMOHHBIM NEKApCTBEHHBIM NpenapaTtam. 3TO NO3BOMUT NauUMeHTaMm paHbLue
nonyyatb JOCTYN K HOBbIM NEKapCTBEHHBIM Npenapartamy.

Crtatbs 10(6) OupekTtnebl 2004/27/EC rnacut: «lMpoBeaeHne HeOBX0AUMbIX UCCIEA0BAHUIN U UCMbITAHWI B
Lensix NpMMeHeHns NyHKToB 1, 2, 3 1 4 1 COOTBETCTBYIOLLME NPaKTUYeckue TpeboBaHNsA He CHMTalOTCH
npoTMBOpeYaLLMMU NpaBam, NPeayCMOTPEHHbIM MaTEHTaMM N SOMOSTHUTENBHBIMU OXpaHHBIMM
cBUOeTENbCTBAMU Ha NlekapCTBEHHbIE NpenapaTbl».

AnennsiunoHHein cyg Maarm (geno Ne 105.007.171/01 o1 2 Hosbps 2010 r.).

Cwm., Hanpumep, otBeTbl ABcTpanuun, Asctpun, UHaun, MopaaHum, Kennun, Hosow 3enaHauu, Mepy, MonbLuw,
Cnosakun, CoegunHeHHbIx LLITaToB AMepukn n BbeTHama Ha Bonpoc 59 BonpocHuka.
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