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TEXHOJIOI MAM

rnodzomoesrneH Cekpemapuamom

BBEAEHWE

1. MocTosHHbIM KOMUTET No nateHTHomy npaey (MKIMM) Ha cBoux ABaguaTh 4EBATON

n TpuguaTon ceccusix, coctosiBumnxcs B XXeHeBe 3—6 aekabps 2018 roga n 24—27 uioHs
2019 ropga, COOTBETCTBEHHO, MOCTAHOBUI, YTO Ha TpuauaTb nepson ceccum MK
CekpeTapuat npeactaBuT 0630p CyLLECTBYIOLLMX UCCIIEA0BaHMI MO BONPOCY O NaTeHTax

n JOCTyne K M3genvam MeguuMHCKOro HasHavyeHus 1 MegUUNHCKUM TEXHOMOMMSIM, COrfacHo
AokymeHTy SCP/28/9 Rev. (cM. nyHKT 22 gokymeHTa SCP/29/7 v nyHKT 23 gOoKyMeHTa
SCP/30/10). B gokymeHTe SCP/28/9 Rev. npencraBneHo npeanoxeHue generaumm
ApreHTuHbl, Bpasunun, KaHagbl n LWsenuapun o nposegeHun nogobHoro o63opa n ero
npegcraeneHum Ha paccMmoTpeHme KomuTteTa B pamkax nyHKTa NOBECTKMN AHA «[MaTeHTbl 1
34paBOOXpPaHEHNEY .

2. PykoBoacTBysck ykazaHHbIMU pelueHuamu MK, CekpeTapmaT NOArOTOBUN yKa3aHHbIN
0630p, coaepXalUMCcs B NPUMNOXeHuu | K HacTosLeMy OKYMEHTY, ANns ob6cyXaeHns
KomnteTom Ha ero TpuguaTtb NepBon ceccumn, kotopasi coctoutcs B XKeHeBe 2—-5 gekabps
2019 ropa.

3.  CornacHo ykasaHHbIM Bbile pelieHusam IMKIIM, o63op npoBoanncsa B COOTBETCTBUN
C nNpeanoxeHveMm, cogepxawimmcs B JokymeHTe SCP/28/9 Rev. B yacTHocTu, B Xoae
npoBeneHns o63opa CekpeTapuaT KOHCYNbTMpoBanca ¢ cekpetapnatamm BO3 n BTO un
ncnonb3oBan nccrefoBaHus, NOAroTOBMEHHbIE Kak 3TUMU OpraHn3aumsamMu, Tak u Apyrumm
NPOUIbHBIMU MEXNPaBUTENbCTBEHHLIMU opraHm3dauunammn (MIMO). Kpome Toro, 063op
oxBaTblBaeT UccneoBaHus, NoAroTOBNEHHbIE HE3aBUCUMbIMU YYEHbIMU NO 3aKa3sy aTUX
opraHuMsauum, a Takke peleH3poBaHHbIE akageMuyeckne ncecrnegoBaHus.
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4.  CornacHo nopy4yeHuto KomuteTa, npu npoBeaeHnn ykasaHHoro ob63opa Cekpetapuar,
rnaBHbIM 0b6pa3om, paccmaTpmBarn UCCnegoBaHMs No CneayrLmnm Temam:

- B3aVMOCBSI3b MEXAY BONPOCaMWN NAaTEHTHOW OXpaHbl U APYTUMU CMEXHBLIMU
BOMpocamu 1 npobrnemamu LEHOBOW AOCTYMHOCTM U HAaNU4na ngenuii MeamumHCKoro
Ha3Ha4YeHNs1 U MeaULIMHCKUX TeXHOMoriA;?

- POSib NAaTEHTHOW CUCTEMbI, B TOM YNCIE MEXaHNU3MOB KOHTPOIS Ka4ecTBa NaTeHTOoB,
B CTUMYNMPOBAHUKN pa3paboTKM HOBbIX NIEKAPCTBEHHbIX NpPenapaToB U MEANLMHCKUX
TEXHOIOMMI B LENSAX CHKEHMS rnobanbHoro 6pemeHmn 6onesHein, NoBbILIEHNS AOCTYNHOCTH
n3genuin MeguUMHCKOro HasHayeHusa n MeauLMHCKMX TeXHOMOormin n obecrneyeHns NnocTaBokK
KauyeCTBEHHOW NPoaYKLUN;

- pOnb CUCTEMbI MHTENNEKTYanbHON COGCTBEHHOCTM Kak hakTopa, CnocobCTBYHOLLErO
pacnpoCTpaHEHUIO 3HaAHNN U Nepefade TEXHOMOrMN B CEKTOPE NPON3BOACTBA U34enNumn
MEANLNHCKOrO HasHa4YeHns U MeAULNHCKUX TEXHONOMNN;

- pOrb MexaHU3MOB 06A3aTenbHOro U JO6POBONBLHOIO NULIEH3UPOBaHUSA U
NaTeHTHbIX NyNoB B 06ecrne4YeHnn LLEHOBOW AOCTYMHOCTU U HAaNuuns u3genvii MeauumHCKoro
HasHayYeHUsa N MeOULNHCKUX TEXHOMOIUIA; U

— OOCTYNHOCTb OCHOBHbIX J1IEKapCTB B CTpaHaXx, B KOTOPbIX Takmne fekapcrtea He
OXPaHAKTCA NaTeHTaMu, C y4eTOM Pa3rinyHbIX Apyrnx CbaKTopOB, KacaloLnxcd crpoca u
npennoXeHud, OT KOTOPbIX 3aBUCAT Hannyne un ueHoBsasa JOCTYNHOCTb npenapaTtos.

5. O630p oxBaTbiBaeT UccnegoBaHus, BoinornHeHHble B 2005-2018 rogax. Mo kaxgomy
nccnenoBaHUIo ObINO NOArOTOBEHO pe3toMe 0ObEMOM MPUMEPHO MOMNCTPaHULIbI 1
chopMynunpoBaHbl hakTUYeCKne pesynbTaThl aHanu3a, KroyeBble BbIBOAbI U peKoMeHaaumm
aBTopa (aBTopoB). lMepeyveHb nccrneqoBaHnii, OXBavYeHHbIX 0630pOM, NPUBOANTCA

B npunoxeHun Il K HaCToALWEMY OOKYMEHTY.

6. Uto kacaeTca pabot, onybnimkoBaHHbix MIMO, To, nommmo nccnegoearnnn BOUNC, BOS,
BTO 1 paboT He3aBUCKMMbIX YYEHbIX, NOATOTOBNEHHbIX NO 3aKa3y aTUX opraHmsauni, bbin
npoBeAeH nowuck no nybnukaumam, B yacTHocTu, EBponeiickoro cotosa, KOHKTAL, KOH3MAC,
O3CP, NMPOOH, MUTYP u LleHTpa no npobnemam Ora.

7. Mownck no akagemudeckon nutepaType npoeogunca 6onee yem no 80 peLeH3MpyembIm
XypHanam c y4eTOM CBsI3W UX TeMaTUKM C paccmMaTpmBaeMbiMU BorpocaMu. Yutatensam
cnegyeT UMeTb B BMAY, YTO, XOTS 0630p OXBaTbiBAET BCE BbISIBNIEHHbIE PELIEH3UPOBaHHbIE
akagemuveckme uccrneaoBaHus rno ykasaHHbIM Bbille TeMam, CekpeTapuaTt He OLeHuBan mx
Ka4yecTBO Mx cogepxaHusi. Kpome Toro, cornacHo nopy4denuto MK, B xoge o63opa He
paccMmaTtpuBanucb paboume JOKYMEHTbI, MPOEKTbl, 6510rM, KOMMEHTaPUN, MHEHNSI U Apyrue
aHanornyHble Matepuarnbl, Tak Kak OHU He ABNAIOTCS peueH3NPOBaHHbIMU HayYHbIMU
nccneaoBaHUAMMN.

8.  lo pa3HbIM 13 yKa3aHHbIX Bbille TEM ObIfNO BbISBNEHO pa3HOe YMCMO UCCrefOoBaHNUN.
BonbLlwas YyacTb BbISIBIEHHOW 9KOHOMUYECKOW 1 MPaBOBOWN NMTEPATYpPbl Kacanachb CreayoLmnx
TeM: i) porib NaTEHTHOW CUCTEMbI B CTUMYNMPOBaHUN pa3paboTky HOBbLIX NEKapCTB B LENAX
CHWXeHus rnobansHoro 6pemeHy 6onesHewn; ii) porib NAaTEHTHOM CUCTEMbI B COOENCTBUN

1 Ona uenei HacTosiLwero o63opa TEPMUH «U3OENUS MEOULUHCKOrO HasHauYeHns U MeguLmMHCKme
TEXHOMNOrMm» 03Ha4aeT NeKkapcTBa, BakUWHbI, AUarHoCcTMYecke cpeacTsa U MeauLMHCKYIo
TEXHUKY.



SCP/31/5
cTp. 3

pacnpoCTpaHEeHUIO 3HaHNN U Nepegade TEXHOOMMN B CEKTOPE NPON3BOACTBA U34eNumn
MEANLMNHCKOIO Ha3Ha4YeHns U MeANLNHCKMX TEXHOMOIMIA; iii) B3aMMOCBSA3b NAaTEHTHOW OXPaHbl
C HanNU4Mem u LLEeHOBOW JOCTYMNHOCTLI0 NU3aeNMi MegULMHCKOro Ha3HauYeHUss U MeguULMHCKUX
TEXHONOMNI; 1 iv) pofib MEXaHN3MOB 00513aTENbHOIO U OOPOBOSBLHOMO NIMLEH3MPOBAHUS B
obecnevyeHnn LLEHOBOW AOCTYNHOCTM U HanNn4mMs U3gennin MegUUMHCKOro HasHauveHus un
MeOULMHCKNX TeXHoNornn. MeHblue nybnukaumi 66110 BbIABNEHO NO TEME AOCTYMNHOCTU
OCHOBHbIX NEKapCTB B CTpaHax, B KOTOPLIX TaKMe fieKapCTBa HE OXPaHSATCA NaTeHTamu,

C y4eTOM PasfmyHbIX OPYrnx hakTopoB, KacatoLlmMXCs crpoca v NpeasioKeHnst, OT KOTOpPbIX
3aBUCAT HanmMyme 1 LieHoBas JOCTYMHOCTb NekapcTB. JTO OTpaxaeT HeXBaTKy
ony6nMKOBaHHbIX UCCNEeAOBaHMI MO 3TON TEME B €€ SKOHOMUYECKMX, NPABOBbIX N NHbIX
acrnekrax.

9.  [JOKyMEHT COCTOMT M3 TpeX OCHOBHbIX pasdesios: i) MaTepmanoB UccrneaoBaHum,
nogrotoeneHHoix BONC, BO3, BTO 1 apyrumm COOTBETCTBYIOLLNMM MEXNPABUTENBCTBEHHLIMMN
opraHunsaumsamm, Bknoyas paboTbl HE3aBMCUMbIX AKCNEPTOB, BbINOSIHEHHbIE MO 3aKa3y 3TUX
opraHusauui; i) MaTepmanoB peLeH3MPOBaHHbIX HAYYHbIX UCCNeA0BaHMI NO SKOHOMNYECKOM
Tematuke; 1 iii) MaTepmanoB peLeH3MpoBaHHbIX Hay4HbIX MCCNea0BaHMI MO NPaBOBON 1 obLLEN
Tematuke. Nogpasgensl Npu3BaHbl 06nerynTb YTeHME AOKYMEHTA U NOKa3aTb OCHOBHOE
coaepkaHme uccneaoBaHui, BKIIOYEHHbIX B 0030p, 1 HOCAT YNCTO OPUEHTUPOBOYHbIN
xapakrep.

[Mpunoxenue | cneapyeT]
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OB30P CYLWECTBYOWNX MCCNEQOBAHKI NO BOMPOCY O B3AIMOCBA3N
MATEHTHOW OXPAHbI 1 AOCTYMNHOCTU MEANLIMHCKUX TTIPEMAPATOB U
MEOMLMNHCKUX TEXHONOI N

UccnedosaHus, no0zomoenieHHble BOUC, BO3, BTO u Opyaumu coomeemcmeayouumu
MEeXrpasumesibCmeeHHbIMU Op2aHU3auusiMu, 8Krodas uccriedosaHusi, mo020moereHHbIe
He3agucuMbIMU 3Kcriepmamu o 3akasy amux op2aHuayud.

CiumynupoBaHune paspaboTKkM HOBbIX IEKAPCTBEHHbLIX CPEACTB U MEOULIMHCKMX TEXHOIIOTNM

10. B rnase Il goknaga BcemmpHon opraHmsauum nHtennekTyanbHon cobcteeHHocTn (BOUC,
2015 r.) paccmaTpuaeTcs pornb VIC B u3obpeTeHun n paspaboTke aHTMOMOTUKOB. B rnase
NpuBOOATCA CBMAETENbCTBA B NOMb3Y TOrO, YTO NaTteHTbl cnocobcTBoBanu paspaboTke
dapmaueBTUYECKOM KoMnaHmen Bayer cynbdaHunammaHeix npenapatoB B 1930-x rogax.

C Opyrow CTOpOHbI, NaTeHTbl, Cyas MO BCEMY, HE Cbirpani CyLECTBEHHOW pOnn B CO34aHUN
neHvumnnmHa. OgHako naTeHThbl, NO-BUOUMOMY, Cbirpanu 3HaunTeNbHYO porib Ha bonee
no3gHeM aTane, npu paspaboTke hapmaueBTMyeckon komnaHmen Beecham Group
CUHTETUYECKOro NeHmuunnmHa. MNateHTbl ONATb-Takn Urpany BaXKHyto posnb B 6onee no3gHun
nepvog, npun paspaboTke HOBbIX aHTUBNOTUKOB, Taknx Kak ctpentommumH. Cama mornekyna
cTpenToMuumHa Bbina 3anateHToBaHa, B TO BPEMS Kak MeTOAbl NOyYeHUs1 MOSEKy bl
ocTaBanucb B OTKPbITOM gocTyne. B rmaBe paccmartpuBatoTcsa hakTuyeckne CBMAETENbLCTBA B
nonb3y TOro, YTO Takoe coveTaHne cBOOGOAHOM AOCTYMHOCTUN OCHOBHbIX NPOLECCOB U
BO3MOXHOCTM NaTEHTOBAHMSA KOHEYHOW NPOaYKLUM CO34ano MOLLHbIE CTUMYIbI A5S
nocrneayrwmnx paspaboTok, HanpaBnNeHHbIX Ha co3gaHne aHTMBMOTUKOB. B rnaee Takke
paccmaTpuBaeTCs posib, KOTOPYHO Chirpano B pa3paboTke fiekapCTBEHHbIX CPEACTB packpbiTue
nHopMaLmm, aensoLeecs obs3aTenbHbIM YCNoBMEM Bblaaun nateHToB. C 0QHOWM CTOPOHbI,
HEKOTOpble KOMMNaHWM CTPEMUITUCH 3aTArMBaTh U OrpaHNYMBaTh packpbiTMe MHopMaLmy;

C ApYrov CTOPOHbI, packpbiTne nHdopmaumm nomorno MHcTutyTty MNMactepa B ero HayyHbix
pa3paboTkax. [MaTeHTbl, Cyasa No BCeMy, Takke NOMOINM YHUBEPCUTETCKON HayKe U YaCTHbIM
KOMMaHUsAM COTpyAHUYaTb B pa3paboTke NekapCTBEHHbIX CpeacTB. AHTUBNOTUKM BbICTPO U
LUMPOKO pacnpoCTPaHUINCh, 1 3TO NO3BOMNSET NPEeANONOXUTb, YTO NATEHTbLI HE Obinn
NpenaTCTBMEM ANSA pacnpoCTpaHEHMst 3TUX HOBbIX NIEKAPCTB, XOTA OTCYTCTBME NATEHTOB Ha
drapmaueBTUYECKY0 NPOAYKUUIO CyTbdaHnnaMmuaHon n NeHULNNIIMHOBOW rpynn MOrmno,
no-BMAMMOMY, CNOCOBCTBOBATbL PaCNPOCTPaHEHUIO HEKOTOPbLIX U3 HUX. HakoHeL, B rnaBe Takke
nokasaHo, kak paspaboTka 1 cObIT aHTUBNOTUKOB M3MEHMITM NATEHTHYO CUCTEMY, Bbi3BaB pPsi
OTHOCUTENBLHO PyHOAAMEHTarNbHbIX U3MEHEHWI, TaKUX Kak TpeboBaHne HeO4YEBUOHOCTH,
BBeQEHHOE aMepuKaHCKUM lNaTeHTHbIM 3akoHOM 1952 roga.

11. [Jdoknapg n3 cepun WIPO Global Challenges Report, nocesiLeHHbI npobnemam
PE3UCTEHTHOCTU K aHTUMUKPOOHBLIM npenapaTtam (AMI1) 1 MHOXXEeCTBEHHOM NeKapCTBEHHOWN
pesucteHTHocTn (MJ1P), nogrotoBneHHbIn SHApo [keHHepom v apyrumu asTopamu (A. Jenner
et al., 2017 r.), cogepxut 063op TEKYLLNX NOAXOA0B N AaHHbIE O CYLLECTBYOLLNX
KOHCOpLUMyMax, Lenb KOTOpbIX — peweHne npobnembl obecnederns nusectmummn 8 HNOKP,
HanpasfeHHble Ha Co34aHne HOBbIX aHTUONOTUKOB. B kadecTBe NokasaTtenst MHHOBaLMOHHON
AeATENbHOCTU B A0KNaAe Takke paccMaTpuMBaeTCs CTaTUCTUKA NaTEHTHLIX 3asBOK,
nogaBaeMbIX B rOCyJapCTBEHHOM M YaCTHOM ceKkTope. B cBA3M ¢ BONpOCOM O ponu NaTeHToB

B cTumynupoBaHun HNOKP, HanpaBneHHbIX Ha co3gaHme aHTUBMOTUKOB, B AOKNaae
npusHaeTcs, YTo dhapmMaLeBTUYECKME KOMMAHMM HEOXOTHO BKaabiBatoT cpeactea B HAOKP,
HanpaBneHHble Ha co3aaHne aHTUBNOTMKOB, NOCKOSbKY OXOAHOCTL 3ToN obnacTtu
NCCNeaoBaHN 3HAYUTENBbHO HUXKE AOXOAHOCTM ApYrMx obnacTten u BbiHYyX4aeT MHOrve
KOMMaHUN yxXoA4uTb U3 3TOro HanpasneHns. B goknage nepeyncraioTcs KOHKpeTHbIe NpobremMsl
pa3paboTkn aHTUBUOTUKOB HOBOMO MOKOSEHNS (OrpaHUYEHHOCTb 0bnacTen NPUMEHEHNs,
HU3Kas LeHa, KOPOTKUIA KM3HEHHbBIV LMKIT, TPYOHOCTU NPOBEAEHNS KITMHUYECKUX UCMbITAHWI)



SCP/31/5
MNpunoxenwue I, ctp. 2

N NpegnaralTca anbTepHaTUBHbIE MEXaHU3Mbl, MPU3BaHHbIE CHU3UTb PUCKN NEePBOHAYaNbHbIX
WHBECTULMIA KOMMAaHUN UK cTeneHb 00YCrOBMEHHOCTU NX 06beMa PbIHOYHBIMK pe3yrbTaTamMu.
AHanm3 cTaTUCTMKN NAaTEHTHOM aKTUBHOCTM B 06nacTy pa3paboTkn aHTUOMOTUKOB NOKa3bIBaEeT,
yTOo B nocnegHue 10 net oHa OTHOCUTENBLHO Bbicoka. OgHAKO OHa He KoppenupyeT

C KONMMYECTBOM HOBbIX aHTUOMOTUKOB, CO34aHHbIX B 3TOT Nepuog, U NaTeHTbl, Kak NpaBuno,
OXPaHSAT Npenapatbl U3 CyLECTBYIOLLMX KITAaCCOB aHTUONOTMKOB, NPUYEM YMCIIO NATEHTHbIX
CEMEWNCTB, OXPaAHAOLLMX aHTUONOTMKN NEHULMNIMHOBOW IPynnbl, MPEBOCXOAUT YMCMO
NMaTEHTHbIX CEMENCTB, OXPaHAIOLLIMX aHTUOMOTUKM NH0BOro Apyroro N3BECTHOro Knacca.

B uenom B goknage genaetcsa BbIBO4 O HEOOXOAMMOCTM peLleHns cneundgunyecknx npobnem
PYHKLMOHMPOBAHWS pbiHKA 1 yCTpaHeHus cneundunyecknx akTopoB HeonpegeneHHoCTn npu
pa3paboTke HOBLIX METOOOB OMArHOCTMKM M NIEYEHUS B Criy4YasX, Korga CcyLecTByoLlme
noaxoAbl He ABNATCA onTMManbHbIMU. BaxkHenwen 3agaden asndeTca co3gaHne
achbdekTnBHOM rnobanbHOM CTPYKTYpbI, obecneyvmBatoLLert HE0H6X0aUMYO NONUTUYECKYHD
noaaepXky npu ogHoBpeMeHHON ahdeKkTUBHON peannsaumm HOpM Ha MECTHOM YpPOBHe. EcTb
BO3MOXHOCTM AOMNONMHUTL 3Ty paboTy BbIpaboTKy MEXaHM3MOB, MNO3BOJISAIOLLNX CTUMYINPOBATb
WHHOBaLUN OOCTUXKEHNEM PbIHOYHbIX PE3YNbTAaTOB NPU OAHOBPEMEHHOM UCNOMNb30BaHUM
HaKOMEHHOro onbiTa U 3HaHWI 4N paunOHaribHOW OpraHn3aumnm Takmx MexXaHM3moB 1
obecneveHuns goctyna. Yto kacaetca ponun UC kak TakoBoK, B gokage ykasbiBaeTcs, uto MC
MOXET UCMOSb30BaTbCA KOHCTPYKTUBHLIM 06pa3oM Kak O4UH N3 311EMEHTOB oGO CUCTEMDI
BO3HarpaxaeHus unu npemmpoBanus 3a HAOKP B obnactn AMIT n MJTP, kak ansa cosgaHus
CTUMYJFIOB, TaK U C TOYKUN 3peHns obLuen onTummnsaumm npoLeccoB.

12. Cnpao4Hbii gokymeHT BO3, BOUC 1 BTO «Kak ctTumynupoBaTb MHHOBaLUK, NOBbICUTL
AOCTYMNHOCTb U 06ecneynTb NpaBubHOE NPUMEHEHNE aHTUOMOTUKOBY, MOATOTOBMEHHbIN NO
cny4ato npoBeaeHus TexHMYeCcKoro cMMno3nyma no npobneme pes3mcTeHTHOCTH K
aHTMMUKPOOHBIM Npenapatam (2016 r.) cogepxuTt obLlee onncaHne HEKOTOPbIX Npobnem,

B YaCTHOCTU, OObACHEHUE heHOMEHA PE3UCTEHTHOCTM K aHTUMUKPOOHBIM NpenapaTtam, Kak oHa
BO3HUKAET 1 pa3BMBaAETCH U NOYEMY PE3UCTEHTHOCTb K aHTUMUKPOOHbBIM Npenapatam siBNseTcs
npobnemon. B ofOoKymeHTe oTMeYaeTcs, YTO TPW KIoYEBbIE HanpaBreHus peleHns npobnemsl
PE3NCTEHTHOCTU K aHTUMUKPOOHLIM NpenapaTtamM — 3TO paunoHarnbHoe ynpasneHme, MHHOBaL MK
n obecneyeHne goctyna. B cBA3n ¢ MHHOBaUUAMU B LOKYMEHTE OTMEYaeTCcs ocTpasa HexBaTka
WHBECTULMIN B HOBblE aHTUMWUKPOOHbIE NekapcTBEHHbIE cpeacTsa. PbiIHOYHAs MHHOBaLMOHHAs
cuctema He obecneyvmBaeT 4OCTATOYHbIX CTUMYFOB K MHBECTULMSIM, MOCKOMNbKY OKYNaemMocTb
WHBECTULMI B pa3paboTKy aHTUOMOTMKOB CIIMLLKOM HUK3Ka, YTOObI NpuBnekaTb HeobxoamMmble
nuBectuumm B HUOKP. CosgaHune ycrosui onga pas3paboTkyM HOBbIX aHTMOMOTUKOB TpebyeT
AOMOJSTHEHUSA CYLLECTBYIOLLLEN MOAENN CTUMYITMPOBAHUSA UHHOBALMIA HOBLIMW KOMMSEKCHBIMU
MHUUMaTUBaMM B obnactn ctumynuposaHus. OHM MOryT NpuHUMaTb (OOPMYy COYETAHUS Tak
Ha3blBaeMbIx «push-mexaHn3moB» (Hanpumep, rPaHTOBOro PUHAHCUPOBAHNS
pyHOaMEHTanNbHbIX MCCNEA0BaHUN U KMMHUYECKMX UCMbITAHUA, CO34aHMsA NapTHEPCTB Mo
pa3paboTke KOHeYHOW NpoayKumm), «pull-mexaHn3moB» (Hanpumep, NpeMuanbHbIX BbinnaTt 3a
nony4yeHne pe3ynbTaToB Ha OTAENbHbIX 3Tanax unn Bo3HarpaxaeHusi 3a JoBeaeHne
NpoAyKuMM 40 cObITOBOV CTaamm) U Mep perynmpoBaHus (Hanpumep, NPUMEHEHUSA KOHKPETHbIX
aAMUHUCTPATMBHbLIX cxeM). YTo kacaeTcst obecnevyeHmst QOCTYNHOCTM aHTMOMOTUMKOB,

B JOKYMEHTE OTMEYaEeTCsl, YTO aHTUBUOTUKN, OXPaHSeMble NaTeHTaMM, YacTo MMetoT bonee
BbICOKYIO LieHY, YTO CHMKaeT ux 4OCTynHoCTb. OaHMM 13 cnocoboB NpeoaoneHms 3Toro
Oapbepa — aTO NPUMEHEHNE MEXAHM3MOB, CHUXKAKOLLMX YPOBEHb 3aBUCMMOCTU pa3paboTku
HOBbIX aHTUONOTUKOB OT pblHKa. OQHMM N3 NHCTPYMEHTOB 0BecnevyeHns Hanmuuns
naTeHTOBaHHbIX NekapcTs Ans nedexHma BUY/CIMNAOa v renatuta no npuemnemMbiM LieHam
cTanu cornaweHunsi o O6POBONBHOM NULEH3NPOBaHNN. B AOKyMeHTe Takke OTMeYaeTcs, YTo
Cornawenne TPUMNC pgaet uneHam BTO onpeaeneHHyto cBobony maHeBpa B cdepe
perynupoBaHus, B pamkax KOTOPOW OHM MOryT pa3pabaTtbiBaTb U MPUMEHATb BHYTPEHHME
pexunmbl perynupoBaHus cgepbl NC, yunTbiBalowme nx cneumduyeckme notpebHocTm

B 06nacTu 34paBoOXpaHeHUs, BKIHOYas UCNONb30BaHNE CYLLECTBYIOLLMX TMOKNUX HOPM ANis
NOBbILEHNSA AOCTYNHOCTU aHTUBNOTMKOB. ABTOPbI 40BaBNAOT, YTO B AONTOCPOYHOMN
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nepcnekTuBe camblii HaAEXHbI cnocob obecneyeHnst 4OCTYNMHOCTU HeQoPOrX U
KauyeCTBEHHbIX OCHOBHbIX NEKAPCTB, BKIOYas aHTUMUKPOOHbIE NpenapaThl U BakUWHbI, @ Takke
AVArHOCTUYECKNX U OPYrUX KU3HEHHO BaXKHbIX CPeACTB — 3TO co3faHne 3pEKTUBHBLIX CUCTEM
30paBOOXPaHEHNS.

13. [dokymeHT «[laTeHTHble BOMPOCHI, CBA3aHHbIE C BUpYCaMU rpunna u ux reHammy»,
noAarotoBneHHbIn no 3akaszy BO3, 6bin BeinyweH B 2007 rogy B pamkax nporpammbl BONC
«Hayku 0 XunsHm». 3TO CNPaBOYHbIN AOKYMEHT NO BONPOCaM CBA3W NaTEHTHOW OXpaHbl U
AOCTYNHOCTM nekapcTts ansa 60pbbbl C BUpycamm rpunna, B KOTOPOM OCHOBHOE BHUMaHWE
yaensaeTcs «NTuYbemy rpynny» unu noatuny supyca H5N1. [lokyMeHT 6bin NoAroToBneH

B cBA3U ¢ npuHATnem BO3 obwen pesontounn «O mepax obecneyeHns roToBHOCTU K
naHaeMuy rpunna u JOCTYNHOCTU BaKUMH». Llenb gokymeHTa — npeacTtaButb MHpopmaumio
HEeNTpanbHOro TEXHUYECKOro XapakTepa 1 npoaHannanpoBaTb COOTBETCTBYHOLLME BOMPOCHI
NaTeHTHOW OXpaHbl B NPaKTU4YECKOM KOHTEKCTe. B fokyMeHTe cogepaTtcsa noapobHble
haKkTMyeckne cBefeHUs O PasnnyHbIX acnekTax NnaTeHTOCnoCcobHOCTM n3obpeTeHnn,
HanpaBneHHbIX Ha 6opbly C BMpycamu, BKNOYas CnpaBOYHbIE JaHHbIE O CEKBEHMPOBaHUM
reHoB. ABTOpbI OTMeYatloT Habnogawmunes B nocneaHee Bpems ObICTPbI POCT NAaTEHTHON
aKTMBHOCTMU, KacaloLencs He TONbKO BaKUMH, HO 1 CPeacTB ANArHOCTUKN U NieYeHnst Bupyca
H5N1. 3TOT BHE3anHbIN POCT NAaTEHTHOW akTUBHOCTU UHTEPNPETUPYETCA Kak NposiBNeHne
WHTEHCMBHOW, LUMPOKON N pa3HOOOpa3HOM NpaKkTUYECKOM peakunm Ha NoTeHLManbHbIA KpU3nc B
06nacTy oxpaHbl YenOBEYECKOro 340POBbs. XOTS aBTOPbI AOKNaAa CHUTAKOT akTUBM3aLMIO
Hay4HbIX UCCneaoBaHU NO3UTUBHLIM (PAKTOPOM, OHW BblpaXkatoT 03abO4YEHHOCTb MO NOBOAY
OorpaHMYeHnn 4oCcTyna K pesynbTatamM Taknx nccrnegoBaHnii, 0COOEHHO reHeTUYECKUM
MaTtepuanam, U noTeHunanbHbIX NPEnSTCTBUIA, KOTOPbIE OHO MOXET MNOpPOXAaTh C TOYKU 3peHUs
n3obpeTaTenbCKkon OeATEeNbHOCTM B 3TOM obnactu. BmecTe ¢ Tem, B goknage nogvyepkuBaeTcs,
YTO OfHa BaKUWHA UM O4VH BUA NIEKAPCTBEHHOIO fIeYEHUS PeOKO OXPaHSAETCa OAHNM
nateHTom. Kpome Toro, nogyepkmuBaeTcs, YTO reHeTmyeckne matepuarnsl camum no cebe He
MOTyT 6bITb O6BEKTOM NAaTEHTHOM OXpaHbl, M YTO A8 NONyYeHUsa NaTeHTHbIX NpaB Heobxoamma
onpegeneHHas nsobpertaTtenbckas 4eAaTenbHOCTb. ABTOPbI NPU3HAIOT OnpeaeneHne Kputepues
NaTeHTOCNOCOBHOCTN BOMPOCOM, KOTOPbIA A0SPKEH pacCcMaTpmBaTbCs U pellaTbCs opraHamm
3[paBOOXpaHEHNS Kaxxgomn cTpaHbl. CornacHo BbiIBOAAM aBTOPOB, Nogaep)KaHne npaBunbHOro
6anaHca mexay NpMMeHeHNeM NO3UTUBHBIX CTUMYNOB, CMOCOBCTBYIOLLMX Pa3BUTUIO
nccnegoBaHun u paspaboTok, 1 obecnedeHnem rapaHTuin apdEKTUBHOIO pacnpocTpaHeHus
HEeoBXOANMbIX TEXHOMNOMMIN — 9TO AOBOSBHO CoXHasa 3agada. OHKM Takke NoKasblBakoT, YTO
onTumanbHble peleHnsa ByayT pasnuyHbiMn 1 GyayT 3aBUCETb OT YPOBHSA Pa3BUTUS CTPaHbI,
XapakTtepa COOTBETCTBYHLUUX TEXHOMNOMMIN N MeCcTa KOHKPETHOIO N30bpeTeHns, oxpaHaemMoro
naTeHTOM, BO BCEN LeNOYKe Hay4YHbIX uccregoBaHmi. 1o MHEHMIO aBTOPOB, B TEX Cry4vasix,
KOrga nateHTHas cuctema onTMMM3MpoBaHa u cbanaHcMpoBaHa, OHa MOXET UrpaTb CBOKO POSb
B OyayLiem novcke cpeacts 60pb0Obl C BUpYycamMu rpunna, NOCKOSbKY OHa NO3BONSAET NPOSACHSATb
CUTyaLMIO B OTHOLLUEHNN BO3MOXHbIX TEXHOMOMMYECKMX NapTHEPCTB, BKIIOYasA BbIICHEHNE
BO3MOXHOCTEN n3obpeTaTenbCKon 4eATENbHOCTM B KOHKPETHbIX 0bnacTsax, co3gaBaTtb
CTMMYIbl K MTHBECTUPOBAHMIO PECYPCOB, ONTUMU3NPOBATL AOCTYMN K NakeTam TEXHOMNOr Yyepes
CO3aHune rocygapcTBEHHO-4aCTHbIX MAPTHEPCTB M NaTEeHTHbIX NynoB 1 obecneymsaTb 6onee
SICHOE MOHMMaHWe TEHAEHUUIN B pa3BUTMM Hay4HbIX pa3paboTok, HanpaBneHHbIX Ha co3gaHune
BaKLWH.

14. B rmase nybnukaumn BO3 «NH(pOpMaLUMOHHbIN CPaBOYHUK MO SIeKapCTBEHHbIM
cpeacteam» 3a 2005 rog, o3arnaeneHHon «OxpaHa MHTENNeKTyanbHOM COBCTBEHHOCTU U ee
nocrneacTsuna Ansa 3opaBooxpaHeHusi» KpaTKo paccMaTpmBaroTCs NocrneacTBnsa oxXpaHbl
NHTEeNneKTyanbHOM COBCTBEHHOCTU NN 30paBOOXPAHEHUS, B TOM YUCIE B KOHTEKCTe
AOCTYyNHOCTU nekapcTtB. OTMeYaeTcs, YTO MHTEpPEeChl OXpaHbl 300POBbS HACENEeHNss HaxoaaT
OTpaxeHue B Lienom psge MexayHapoaHbIX NpaBOBbIX JOKYMEHTOB U MUHCTPYMEHTOB
perynupoBaHus, Bkntovasi Yctas BO3. BmecTe € TeMm, CyLLECTBYHOT OnaceHums no nosogy Toro,
yTo CornaweHne TPUMNC cosgano onpeaeneHHble CIIOXHOCTU B 3alLMTE 3TUX MHTEPECOB,
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MOCKOJbKY 06s13aTeNibHblE HOPMbI O BBEAEHUM NATEHTHOW OXpPaHbl MOTYT OrpaHMyYnBaTh
HanMune HegoOpPOrnX fIEKApPCTB U, COOTBETCTBEHHO, BO3MOXHOCTU 451 OXpaHbl 340POBbLS
HaceneHnsl pasBuBatoLLMXCS CTpaH. ATO 3afaeT HanpaBieHne ANCKYCCUM O BNUAHUN NaTEHTOB
Ha OOCTYMHOCTb NIEKAPCTB 1 PO, KOTOPYIO OHU MOTYT M OOITKHbI UrpaTb B 3TOM OTHOLLEHUM.
PeaynbTaThbl uccneqoBaHUn NokasbiBalOT, YTO MATEHTHAsi CUCTEMA MOXET CTUMYIMPOBaTb
HWOKP, HanpaBneHHble Ha co3gaHue NekapcTB AN CTpaH C BbICOKUM YPOBHEM 0X04a, HO
npu aToM oHa He ctumynupyet HNOKP, HanpaeneHHble Ha co34aHne nekapcTs Afs CTpaH, He
UMEILLMX KOMMEPYECKN NpUBNEKaTenbHbIX PbIHKOB. [lanee paccMmaTpmBaloTCs KoYeBbIE
nonoxeHus Cornawenuna TPUMNC, nocne 4Yero aBTopbl paccmMaTpmBaloT MEXaAHU3MbI,
obecneynBaloLLne HYXabl 30paBOOXPaHEHUS, BKNOYAsA NPUHYANTENbHOE NULIEH3MPOBaHNE U
napannenbHbIin UMMIOPT. B 3akntoyeHne B rmaBe NPMBOASTCA CrieayoLwmne pekoMeHgaumm:
pa3paboTka COOTBETCTBYHLLEIO 3aKoHod4aTeNbCTBA N aAMUHUCTPATUBHBLIX HOPM,
perynupyoLLMx BONPOChl NaTeHTOCNOCOOHOCTM M obecneymBatoLmx ObiCTpoe NOCTynfeHme
B KOMMEpPYECKUN 06OPOT NpenapaToB-reHePUKOB NO MCTEYEHUN CPOKA AEUCTBUSI NATEHTOB;
NPUMEHEHNE U3BATUN N3 UCKITKYNTENBbHBIX NATEHTHLIX NMpaB, 0becne4YmBaloLWnX paHHee
nposeAeHne UCNbITaHUN N NONyYeHne paspeLLeHnii K BbIMyCKy reHepUKoB (BKNOYas
npegocTaBneHne 4oCcTyna K JaHHbIM AOPErNCTPALNOHHBIX UCMbITAHUI); NCNOSTb30BaHMe
NPUHYOUTENBHLIX NMueH3nn. CTpaHam Takke pekomeHgyeTtcs obpaiatecs B BO3 ans
NOfy4YeHns HE3aBUCUMbIX KOHCYNbTaUMi U TEXHUYECKON NOMOLLM ANsi BbIpaboTKu
060CHOBaHHbIX NOAXOA0B K peLleHnto Npobnem, CBsA3aHHbIX C BNUSHUEM UHCTPYMEHTOB
TOProBMAN N OXPaHbl NHTENNEKTyaNnbHON COOCTBEHHOCTUN Ha 30pPaBOOXPaAHEHME.

15. [oknag Komuccun no npaBam MHTENNEKTyanbHON COGCTBEHHOCTW, MHHOBALMAM U
o6LecTBEHHOMY 34paBOOXpaHEHMIO, BbinyLleHHbIN B 2006 rogy, 6bin NoAroToBneH no npockbe
rocygapcts — uneHoB BO3, cdhopmynmpoBaHHoOM Ha BcemupHom accambnee 3gpaBoOXpaHeHus
B 2003 rogy. Komuccua ctpemunacs, B YaCTHOCTU, pacCMOTPETb B 3TOM AOKMaje posb U
3(P(PEKTMBHOCTL PEXKMMOB OXpaHbl MHTEMNNEKTyanbHON COOCTBEHHOCTU N OPYIMX MEXaHU3MOB
ctumynunpoBaHus B nootpernn HAOKP, HanpaBneHHbIX Ha cO34aHNe HOBbIX IEKAPCTB 1
APYrnX BUAOB MeOMLMHCKOW NPOAYKLMM, NPOaHanM3npoBaThb NpeanioxXeHms no
COBEPLUEHCTBOBAHMIO CYLLIECTBYHOLLNX PEXUMOB CTUMYIMPOBAHNA 1 (PrHAHCUPOBaHNS
MHHOBaUWi, BKNtovasa cuctemy npas VC, n BbipaboTaTb KOHKPETHbIE NPEASIOKEHNS MO Mepam,
KOTOpble MOryT BbiTb NPUHATLI HALMOHANbHBIMU U MEXAYHAPOAHLIMU YYaCTHUKAMM 3TUX
npoueccoB. XoTs Aoknag kacancd npas NC, ero aBTopbl aHanM3npyoT 3Ty npobnemy B bonee
LLMPOKOM KOHTEKCTE, paccMaTtpumBas 1 gpyrne paktopbl, BNUAIOLWNE HA NOCTYNIEHNE HOBbIX U
CYyLLIECTBYIOLLNX NPOAYKTOB HA PbIHKM Pa3BMBAIOLLMXCA CTPaH, Takne kak 0CO6EeHHOCTM CUCTEM
34paBOOXpaHEHNS, PEryIMPOBaHNA N LLeHOOBpa3oBaHNA, HOPMbI 3aLLNTbl KOHKYPEHLUUH,

a Takke Takme BOMpPOCHI, KaK 3Ha4YeHne nocnenoBaTesibHOroO NPoOBEeAEHMSI TOCYy4apCTBOM
COOTBETCTBYIOLLEN NONUTMKN. BbIBOALI aBTOPOB AOKaAa U3NOXEHbI B LLIECTM rnaBax,
COOTBETCTBYIOLLMX NOCnefoBaTeNbHOCTN 3TanoB camoro npouecca HAOKP:

1) 'HHOBaUMOHHBIN LUK B 3gpaBooxpaHeHnn; 2) MiccrnenoBaHus paHHero atana kak MCTOYHUK
noTeHumnanbHbIX OTKpbITUA; 3) Jonrun nyTe OT OTKPLITMA K pa3paboTke; 4) [NyTb nekapcTts

K naumeHTam; 5) CTumynupoBaHue MHHOBaLW B pa3BMBaloLWmnXCa cTpaHax; 6) Mytu
pa3paboTkn yCTOMUYMBOrO NfaHa CTUMYSIMPOBaHUA MHHOBaLMN 1 obecnedeHns 4OCTYNMHOCTH
nekapcTts. Kaxxgasi rmaBa conpoBoOXgaeTcs pekomeHgaumamMmn. ABTOpbl 0TMEYAROT, YTO, XOTA
npaea VC BaxHbl, 3TO HE camoLuenb, a N b CPeACTBO JOCTMKEHNS Lenu. OpdeKTMBHOCTb
npas NC Kak MHHOBALMOHHOIO CTUMYMa 3aBMCUT OT KOHKPETHbIX 06cToATENLCTB. [paBa
WHTENNeKTyanbHOM COBCTBEHHOCTM NPU3HAKTCS HEOOXOOUMbBIM CTUMYJSIOM B NPaKTUKe
pa3BUTbIX CTPaH, O4HAKO B TEX CTpaHax, rae OTCyTCTBYET BO3MOXHOCTb CObiTa NiekapcTB

C NpuBbLINbIO, OHN OKa3bIBalOT criaboe CTUMynupytoLLiee BO3eNCTBME Ha MHHOBauun. BnnsHue
npas VIC Ha nHHOBauun Takke MoXeT BblTb pa3HbIM Ha pa3HbIX NocnegoBaTeNbHbIX 3Tanax
WHHOBALMOHHOIO UUKNa, OT yHOaMeHTanbHbIX UCCNneaoBaHUM 40 OKOHYATESbHOro NosyyeHus
HOBOIO NeKapCTBEHHOro npenapaTa unu BakuuHbl. ABTOPblI paccMaTpuBaloT BIIMSHUE
Cornawenna TPUTC n cogepxalimxcsa B HEM rMOKUX NONOXEHNI, a TakKe ABYCTOPOHHMUX

N pervoHanbHbIX TOProBbIX COrfalleHn, NOCKOMbKY OHM MOTYT BIIMATb HA BO3MOXHOCTU
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pelleHns 3agad B ob6ractu 3gpaBooxpaHeHnsa. ABTOpbl Takke nonaratT, 4To Ans
ctumynunpoaHmnst HWOKP Heobxoanmbl gpyrme MexaHnambl CTUMYIMPOBAHUS U
(PUHAHCUPOBAHNS, HE OCHOBaHHbIE Ha NpaBe UHTeNNeKTyanbHon cobcTBeHHOCTU. Kpome Toro,
OHM OTMevaloT pellarLlee 3HadeHne hbMHaHCMpoBaHMs U HeobxoaumMocTb obecneveHnst bonee
ycTonumsoro omHaHcmpoBaHus. [paButenbcTtBam pekomeHayeTcs urpaTtb bonee
WHULMATMBHYIO pPOSb M NpMBriekaTb CpeacTBa, Heobxoanmble Ans PUHAHCUPOBAHNUS U
CTUMYNNPOBaAHUS UCCrea0BaHNUN.

LocTynHOCTb NeKapCTB, NAaTEHTHbLIE AaHHbIE U BONPOCHI 06ecneyeHns nx Npo3pavyHoCcTu

16. [Ooknapg u3 cepum WIPO Global Challenges Report, nogrotoBneHHsblIin

AHaTtonem Kpatturepom n gpyrummn astopamm (A. Krattiger et al., 2012 r.) npeacraensieT cobon
aHanus «ceoboabl oencTeui» n3obpetartenen (FTO) B MHTepecax obecnedeHns «rnobanbHOro
AOCTyna» B CBA3M C pa3paboTKOM LIECTUN BaKUMH OT reMmopparmyeckon NMXopaakn AeHre —
«3abbITONy Tponuyeckon 6onesHn, IHAEMUYHON ANA TPONMYEeCcKMx permoHos. Lienn aHanmsa
FTO 3aknoyanuce B criegytoweM: i) NoHATb, Kak cywectsoBaHue npas IC moxeT BNUATbL Ha
AOCTYMNHOCTb BaKLMH OT NINXOPaAKM AEHre B pa3BMBatOLLMXCA CTpaHaXx; ii) OLEHUTb, Kaknum
o6pasom npaea VIC MoryT HeraTMBHO BMUSTb Ha AEeATENbHOCTb HEKOTOPbIX pa3paboTymkoB
BaKUWH 1 CTeneHb Mx cBo6oAbl B NMMLEH3MPOBAHMM CBOEWN NPOAYKLMN B pa3BMBatOLLUXCS
cTpaHax; u iii) oueHUTb BO3MOXXHOCTM pa3paboTUMKOB BaKLUH B pa3BMBAOLLNXCA CTpaHax Mo
npoAaxe CBOeN NPoAYyKLMM 3a Npeaenamm CBoMx CTpaH. BbiBoabl, NpeacTaBneHHble B
AOKnaze, OCHOBaHbl HA MPUMEHEHUN aHanNUTUYECKOro MeToda «4EKOHCTPYKLUN NPOAYKTay,

a Takke Ha pesynbTatax NaTEHTHOrO MOMCKA, BbINOIHEHHOIO C UCNOMNb30BAHMEM Kak
GecnnaTHbIX, TaK 1 NAAaTHbIX MOUCKOBbLIX CepPBMUCOB. B xofqe aHanusa 6bino, B 4aCTHOCTH,
YCTaHOBNEHO, YTO CIOBO «AeHre» hurypmpoBarno B TekcTe pedyepaTa, HasBaHWUW, TEKCTE UM
dopmyne nsobpeteHusa nopsigka 10 800 naTteHTOB M NATEHTHbIX 3aABOK, BXoAALmx B 4 500
naTteHTHbIX cemencTs. 700 n3 3TuX ceMencTB ObiNn NPU3HaHbl HE OTHOCALMMUNCS K NpegMeTy
aHanmsa. 55 naTeHToB UM NaTeHTHbIX ceMencTB u3 octaBwmxcs 3 800 naTeHTHbIX CEMENCTB
ObINN NPU3HaHbI UMEOLLMMK OTHOLLEHME K LLIECTM BaKLMHaM, COCTaBnNsAwLWMM npegmeT
Aoknaga. KonvyecTBo NaTeHTHbIX CEMENCTB, CBSA3aHHbIX C OQHOW UX LLUECTU BaKLWH,
COCTaBnAno oT 5 4o 22. BoNbLUMHCTBO NATEHTHbIX 3assBOK ObINO NoAgaHO B pa3BUTbIX CTPaHax,
N NULWb HeOOMbLLOE X YACIO BbINO Takke NoAaHo B OTAENbHbIX Pa3BMBaIOLLMXCA CTpaHax.
Kaxkgas n3 naTeHTHbIX rpynn 3aHMMarna BnosnHe onpeaeneHHoe MecTo B MaTEHTHOM
naHawadgTe, ¢ HeGONbLWMMM COBNAAEHNSIMU B KOHKPETHbLIX 061acTaX TEXHUKK; 3TO O3HAYaeT,
4YTO Ans cbbITa TOM UMM MHOW KOHKPETHOW BaKLMHBI MOXET TpeboBaTbCA NuLLb HEBOMbLUIOE
YUCIO COrnalleHn O B3aMMHOM NULIEH3UPOBAHUN, NN Takne cornalleHns He notpedyoTcs
BoobLe. Pe3ynbTaThl AaHHOro aHanm3a FTO nokasbiBatoT, YTO CyLlecTByeT HebonblLuoe
KONMUYEeCTBO CEPbE3HbIX OrpaHNYEeHNIA, 00YCOBMEHHbIX MATEHTHOM OXPaHOW, CNOCOBHbIX
OrpaHNyYnTb AOCTYNHOCTb pa3pabaTbiBaeMbIX BaKUWH OS5 HACENEHNST Pa3BMBatOLLIMXCH CTPaH.
lMockonbKy aHanu3 orpaHn4mMBanca NaTeHTHOM N NUUEH3UOHHON UHOopMaLMEN, Takue
PbIHOYHbIE NApaMETPbI, KAk 9KOHOMUS 3a c4HeT macluTaba, LeHoobpa3oBaHue 1 paspeLleHnst Ha
npoAaxy, a Takke BONpoc 06 ahPeKTUBHOCTM CaMoW BaKUMHbI, B AOKaAe He y4YUTbIBanuChb.

17. Pwg bunn n Amunp AttapaH (R. F. Beall and A. Attaran, 2016 r.) nogrotoBunu goknag B
cepumn WIPO Global Challenges Report, nocBsiLLleHHbI onpeaeneHnto Toro, kakme m3 375
nosuumn MprmepHOro NnepeyHsi OCHOBHbIX NEKapCTBEHHbIX cpeacTs, Beayuieroca BO3 (18-e
n3gaHne), ABnaTCA 3anaTeHTOBaHHbIMU, U B Kaknx cTpaHax. Pabota Ha mecTax npoBoamnach
B 2014-2015 rogax. [JaHHOe uccnegoBaHue ObINIO BbINOMIHEHO B TpY 3Tana: onpegeneHue Toro,
Kakue rnekapCcTBeHHble CpeacTBa, Bxogsawme B MNMpumepHbin nepeyeHb 2013 roga, moryT
cYnTaTbCs «3anaTeHTOBaHHLIMU» Ha OCHOBE AaHHbIX OpaHXeBOoW KHUMM YnpasneHus no
KOHTpOMo 3a npogyktamu un nekapctsammu CLUA (FDA 2015b), MNMateHTHOro peectpa
MuHuctepcTBa 3gpaBooxpaHeHusi KaHagpbl (Health Canada 2015) u npegblgyLmx
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nccneaoBaHMn; UCMOMb30BaHUE 3TUX NATEHTHbIX AAaHHbBIX AN NONyYeHUs 4aHHbIX
COOTBETCTBYIOLLNX MHOCTPAHHbIX MAaTEHTOB U3 MeXAyHapoaHbIX NnaTeHTHbIX 6a3 (INPADOC un
Derwent) n noAroToBkM NpeaBapuUTEribHOIroO oT4eTa 0 NaTeHTHOM NaHAwadTe; HakoHel,
obpalleHve K NpoM3BOANTENSM NeKapCTBEHHbIX NpenapaToB Afsi COOTBETCTBYIOLEro
NOATBEPXKOEHNS UMW YTOYHEHUS 3TUX NpeaBapuTenbHbIX AaHHbIX. OTYET nokasars, 4YTo nog
naTeHTHOM OXPaHOW B HEKOTOPLIX Pa3BUBAIOLLNXCS CTPaHaxX HaxXoasaTcd, cyas no scemy, 20 s
375 noauumnn (unu okono 5%), cogepkawuxca B NpumepHom nepeyHe 2013 roga. 3tn

20 npenapaToB, BCE €Lle OXpaHAeMble NaTeHTaMn, B OCHOBHOM NpeaCcTaBnsitoT cobon
aHTUBMpPYCHbIe npenapaTbl (0cobeHHo npenapatbl Ana nevyeHna BUY), a Takke npenapatbl 4ns
neYeHnsa HEMHMEKLMOHHBIX U UHbIX 3aboneBanunin. MpoUeHT pasBMBaKOLLNXCSA CTPaH, B KOTOPbIX
AENCTBYIOT NaTeHTbI, BXogsawme B Kaxabin n3 atux 20 noptdenen, 3HaunmTenbHo Konebnerca u
coctaBnsieT oT meHee 1% [o 44% (MeguaHHbIv NokasaTtenb coctaBndeT 15%). Tam, rae
naTeHTHble 3asBKM NO4aBanncb, 3To, Cyas no Bcemy, Yalle MMeno MecTo B CTpaHax, UMeIoLLmX
COOTBETCTBYIOLLME COLITOBbIE N MPOU3BOACTBEHHbBIE BO3MOXHOCTU, TO €CTb B CTPaHax co
CpeaHVM ypoBHEM oxoaa v bonee 3HaunTeNbHbIM HacerneHneMm, a Takke 6onee BbICOKUM
YPOBHEM pacxodoB Ha 34paBOOXPaHEHne Ha OyLly HaceneHnsa u onpegeneHHbIM
NPON3BOACTBEHHbBIM NOTEHLMANOM B dapMaLeBTUYECKON OTpacin. YUnTbiBast OTHOCUTENBHYIO
HEMHOIOYNCNEHHOCTb NAaTEHTOBaHHbLIX NekapcTs B NMpumepHom nepeyvHe 2013 roga u
COOTBETCTBYIOLLMX NATEHTOB, KOTOPblE 0OLIYHO NOAABANMCL B Pa3BUBAKOLLMXCSA CTpaHax,
aBTOpPbI AOKNaAa AenatoT BbIBOA O TOM, YTO CrieayeT U3yunTb LienecoodpasHoCTb NpUMEHEHNs
crneumanm3npoBaHHbIX U LieneBbIX CXeM, Hanpumep, 406pOoBOSbHbIX MNLEH3NOHHbIX
cornaweHui ans obecnevyeHms 4OCTYNHOCTU NaTEHTOBAHHbIX NIEKapCTBEHHbIX CPEACTB,
pobaensembix B [NpumMepHbI nepeveHb. B kavyecTBe 6onee doyHaameHTanbLHoW,

HO NepCneKTMBHOW Mepbl PerynmpoBaHus B AoKNage Takke paccmatpmBaeTcsa obecneyeHme
NPO3pPaYHOCTM NATEHTHON CUTyaLun.

18. B 2016 rogy P. ®. bunn (Beall, R. F.) Takke nogrotosun Ha 6a3e goknaga cepun WIPO
Global Challenges Report (R. Beall and A. Attaran, 2016 r.) 063op 13 cepuun Global Challenges
Brief. Onupasicb Ha OCHOBHbIE BbIBOAbI AOKaAa, aBTop npeanaraet AMPEKTUBHbIM OpraHam
cnegyrowme cneacTens U3 9TUX BbIBOAOB B KAYECTBE MCXOAHbIX NMYHKTOB, KOTOpPble cneayeT
afjanTupoBaTb K KOHKPETHbIM NOTpebHOoCTAM 1 obcToAaTenscTBam. Bo-nepBbix, 60MbLWMHCTBO
npenapartoB, BXoadawmx B [MpMMepHbI nepedeHb, He OXPaHATCA NnaTeHTaMn B GOMbLUMHCTBE
CTpaH C HU3KMM ypoBHeM foxoaa. [1oaToMy Ang 3aTUX CTPaH UX NaTeHTHas oxpaHa B OCHOBHbIX
CTpaHax-aKcrnopTepax 4acTo siBnsietTca 6onee cepbe3Hon npodbnemomn, Yem UxX NaTeHTHas
OXpaHa BHYTPM 3TUX CTpaH. Bo-BTOPbIX, NPaKTUYHBbIM CNOCOHGOM MOBLILLEHNSA YPOBHS
[AOCTYNHOCTW OCHOBHbIX NEKApPCTB SIBNAETCA NPUMEHEHNE Mep PEerynupoBaHns, Takux Kak
3aKntoYeHne NUUEH3MOHHbIX CornalleHuin 0 NPON3BOACTBE U/MNK 3aKynKe reHepukoB, UMEHHO
B T€X KOHKPETHbIX Criy4qasix, Korga nateHTbl cnyxat 6apbepom Ang 4octyna HaceneHus K
OCHOBHbIM fekapcTBam. B-TpeTbux, peluatoLee 3HavyeHe 48 ynpexaarooLwero 1 npaBunbHOro
BbISIBNIEHMS TaKNX KOHKPETHbIX CIlydaeB MMeeT NPo3payHOCTb NAaTEHTHON CUTyaumun B
OTHOLLUEHUN NpenapaTos, BXoasALwmX B [IpyMepHbIn nepeyveHb. TOYHY0 NaTeHTHY0
MHOPMAaLMIO O NPOAYKTax, BXOAALMX B [pUMeEpHbIV nepeyeHb, He Bcerga nerko nonyvvTb

B 60OMbLUMHCTBE CTPaH, K 3TO MOXET CNY>XUTb CAEPXMBAIOLWLMM (PakToOpoM AN NOTEeHUManbHbIX
npou3BoAnTENEN 1 SKCNOPTEPOB OCHOBHbLIX JIEKAPCTBEHHbIX CPEACTB, KOTOpble MOryT
owMBoYHO NpegnonaraTtb HanM4Me NaTeHTHOW OXpaHbl B TeX Criyyasix, Koraa ee He
cyulecTByeT. B-yeTBepThIX, HeO6X0ANMOCTL 0becneyeHnss NPO3PayYHOCTU NAaTEHTHON CUTyaL MK
KacaeTcs U npousBoguTenen reHepnuyeckmx npenapaTos, NOCKOSbKY OHU MHOrAa obnagatoT
naTeHTaMun Ha NPOAYKTbI, KOTOPbIE, MO MHEHMIO NOTpebuTenemn, He UMeroT NaTEeHTHOM OXPaHbI.
B-naTbIX, B 4ONTOCPOYHON NepcnekTnee Aons 3anaTeHTOBaHHbIX NpenapaToB B 06Lem
KonuyecTBe npenapartos, urypupyrowmx B NpumepHOM nepeyHe, BEpOSiTHO, BO3pacTeT,
BCNeacTBue Yero nosiBUTCS GorbLue BO3MOXHOCTEN AN BblpaboTKM U peanusaunm HOBbIX
HOBAaTOPCKMX PEeLLUEeHNA, COOTBETCTBYIOLLMX MEHSAOLWEMYCS NaTeHTHOMY naHawadTy B obnactu
pa3paboTKn OCHOBHbIX NEKapCTB.
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[Nepenaya TEXHOMOMMNU U MECTHOE NMPOM3BOACTBO MEANLIMHCKOW NPOAYKLINU

19. B uccnepoaHun BO3, o3arnaBneHHoMm «[1oBbIleHNE AOCTYNHOCTN ANArHOCTUYECKMX
CpeacTB Ha OCHOBE Nepefayn TeXHONorMmM n mectHoro npouasogctea» (2011 r.), gaetcs
oOLWwmn aHann3 BONpPOCOB Nepeaayn TEXHONOMMN NPON3BOACTBA CpencTB nabopaTopHoOn
ANArHOCTMKN U MECTHOIO MPOM3BOACTBA KOMMIMEKTOB AN MEeAULIMHCKUX aHann3oB B
pa3BMBalOLLMXCS cTpaHax. [laTeHTbl NpU3HaTCa aBTopaMn UCCNeqoBaHUsS OOHUM U3
NpensaTCcTBMIA ANs nepegadm TEXHOMOMMM U OpraHn3auum MeCTHOro Npon3BOACTBa B
pasBMBalOLLMXCA cTpaHax. B 4acTHOCTU, OHM OTMeYaloT NpPoTUBOpeUYMe Mexay
HeoBX0aNMOCTbIO MAaTEHTHOM OXpPaHbl N306PETEHMI, C O4HON CTOPOHbI, U MEHbLUEN
AOCTYMHOCTbIO 3anaTeHTOBaHHbIX N306peTeHnin, 06yCNoBNEHHON HEOOXOANMOCTbBIO MOMYyYEHUS
nuueHsun, ¢ gpyron. B goknage BbickasbiBaeTCs NpennorioXkeHne o ToM, YTo HebonbLune
KOMMaHUN MOTyT HE UMETb (PMHAHCOBbLIX CPEACTB M ONbITa ANsi NAaTEHTHON OXPaHbl
co3gaBaeMbiX MMM HOBLIX CPeacTB nabopaTopHOM ANarHOCTUKN U MO3TOMY onacaTbCs
coTpyaHuyecTBa ¢ 6onee KpynHbeiMu cdompmMamm 13 ctpaxa noTepsTb NpaBa Ha CBOU
n3obpeteHns. B HeM Takke ynoMmmHaeTcsi, YTo ocoborn Nnpobnemown ansa KoMnaHui
pa3BMBalOLLMXCS CTPpaH MOXET ObITb CTOMMOCTb NTULIEH3UIA.

20. B poknage MexayHapo4HOro LeHTpa no TOproerne 1 yCTOMYMBOMY PasBUTUIO U
BcemupHon opraHunsauumn sgpasooxpaHenuns (BO3) 3a 2011 rog onucbiBaeTcs TekyLlas
cuTyaums B o6nactun MecTHOro Npon3BOACTBA JIeKapCTBEHHbIX CPEACTB B Pa3BUBAIOLLMXCSH
CTpaHax 1 nepegayn COOTBETCTBYIOLLMX TEXHOMOMMI 3TUM cTpaHaM. B goknage Takke
aHanuanpyTcsa nHMumMaTuBbl B obnactn 4o6poBonibHOro U NPUHYANTENBHOMO
nueH3npoBaHus. ABTOpbI AOKNaaa CTaBAT nepen cobon Tpyu OCHOBHbIE METOL0NOrM4Yeckme
uenu: i) Aatb onvcaHve cuTyaumm B obnactn MecTHOro Npon3BoACTBa NEKapCTB.,
COOTBETCTBYIOLLMX MEP MO CTUMYSIMPOBAHNIO MHBECTULNIA N Nepeaayn COOTBETCTBYHOLLMX
TexHonoruy; i) AaTe obLlee onMcaHne TEKYLLNX UHULMATMB U MHULMATKB nocrneaHnx 5-10 ner;
n iii) BbISBUTE Npobenbl u AaTe NpeaBapuUTENbHY0 OLLEHKY 3TUX MHMumaTue. B pamkax cbopa
AaHHbIX B Nepuog ¢ ceHTs10pa no aekabpb 2009 roga Obin npoBeaeH NOMCK NOTEHUMANbHbIX
MCTOYHUKOB AaHHbIX. OgHAKo BBMAY OTCYTCTBUS €QMHOr0 onpeaenenHns TepMuHa «nepegada
TEXHONOTMM» U OTKPbITBIX AA@HHbIX COrflacoBaHHOro popmaTa 06 MHUUMaTMBax B obnacTtu
MECTHOro NPON3BOACTBA NIeKapCTB M Nepeaayn COOTBETCTBYHOLLMX TEXHOMOMMIA ONncaHmne
cuUTyaumm MMeeT pparMeHTapHbI XxapakTtep. B cBaA3n ¢ 3Tum ogHa u3 pekomeHgauunin asTopos
AoKnaga KacaeTcsl co3gaHusa BCeoObEMIIOLLEN, perynsapHO oGHOBSiEeMOn 1 06LLe0CTYNMHOM
6a3bl COOTBETCTBYIOLLMX MHUUMATMB. B Lenom goknag cBuaeTenbCTBYET O 3HAYUMTENBbHOM
KONMYecTBe peanu3yemMbiX MEPONPUSTUIA, HAaNpaBnNeHHbIX HA NoAAEPXKKY MECTHOIro
NpoM3BOACTBA M CTUMYNMPOBaHNE Nepefayn COOTBETCTBYIOLLMX TEXHOMOMMIA, Npuyem

¢ cepeavHbl 1990-x rogoB HabngaeTcs akTMBM3aUms 3TUX MeponpusiTuii. BmecTe ¢ Tewm,

B AOKNage AernaeTcs BbiBO4 O TOM, YTO 6€3 YeTKO CHOPMYNMPOBAHHBLIX MEXAYHAPOAHbIX
uernen He cyecTByeT 0O bEKTUBHOIO cnocoba BbIACHUTb, ObINn Nn 3TN YyCUNNs 4OCTAaTOUHbIMN,
nnn Heobxoamma nx ganbHenwas aktmemdauna. K yncny apyrmx BblIBOAOB OTHOCATCS:
HeobXoaNMOCTb N3yYeHNss BO3MOXHOCTEN nNepeaaydm TeXHONorum ansa nonyvyeHunsa 6onee
LUMPOKOro CrnekTpa NPoayKToB; BO3MOXHOCTb BO3HUKHOBEHUSA CUCTEMHbIX PUCKOB, CBSI3@HHbIX
C KOHUeHTpaumen nponssoactea A®U Tonbko B ABYX CTpaHax; BO30OHOBMEHME MHTEpPEeca K
BONpOCaM NpPakTU4YeCKOM OCYyLLLEeCTBUMOCTM MECTHOIO Npon3BoAcTBa fekapcTtB B HPC u
HeobXoaNMOCTb rocyJapCTBEHHON NOMUTUKN N CPEAHECPOYHBIX Y AONTOCPOYHbLIX MHBECTULNIA
B CO3[aHMe Npon3BOACTBEHHOIO NoTeHuunana n odyvyeHme kagpoB. Kpome Toro, B CBS3M C
BONPOCaMM, KOHKPETHO KacaloLLMMNCSA NHTENNEKTyanbHOM COBCTBEHHOCTH, B LOKYMEHTE
AenaeTcs BbIBOA O TOM, YTO NaTeHTHble Bapbepbl — 3TO Hanboree cepbe3Hoe NPensaTCTBUE
AN opraHn3aunm MecTHOro NPoM3BOACTBA NIeKapCTB B CTpaHax, He OTHOCALUMXCA K rpynne
HPC, 3anHTepecoBaHHbIX B NpoM3BoACcTBe 6oree HoBbIX nekapcTts. C Apyron CTOPOHLI,
npoaneHve no meHbluen mepe go 2016 roga npegycmotpeHHoro Cornawennem TPUMC
KpanHero cpoka, nocre KoToporo ctpaHbl-uneHbl BTO, oTHocsawmecs k rpynne HPC, o65a3aHbl
OyayT HayaTb BblAayy NaTeHTOB Ha fiekapcTBa unm obecnevyeHne COOTBETCTBYHOLLNX
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NaTEHTHbIX NpaB, BbI3BaO HOBbIN MHTEPEC K BONPOCaM NPaKTUYECKOM OCYLLIECTBUMOCTM
npounssoacTea nekapcte B HPC.

21. B uccnegosanum MyH (Moon), nposegeHHom no 3akady FOHKTAL n MUTYP B 2008 rogy,
paccmaTpuBarncsi Bonpoc o ToM, npmeeno nun npuHsatue Cornawenus TPUMNC k aktueusaumm
nepegayn TeXHONOrMM HauMeHee pasBUTbLIM CTpaHaMm — YneHam BcemupHon Toprosom
opraHusaumn. ABTOp paccMaTtpuBaeT OTYeThl, NpeacTaBneHHble cTpaHamu Cosety TPUMC 3a
nepuog ¢ 1999 roga no 2007 roa, n NPpUMEHSIET AMMMPUYECKUI aHaNM3 ANs peLleHnst Bonpoca
0 TOM, 3aCTaBWIO N1 KOHKPETHOE NpaBoBoe 0643aTeNbCTBO, NPUHATOE Pa3BUTLIMU CTpaHaMu
cornacHo cratbe 66.2 Cornawenuna TPUMNC, akTuBuanposaTb NpeaocTaBneHne CTMMyroB K
nepepaye texHonorum HPC npegnpusatuam u ydpexgeHusaMm, Haxogsawmmes Ha TeppuTopum
pa3BuTbIX cTpaH. HaunHasa ¢ 2003 roga passuTbie cTpaHbl — YnieHbl BTO 06a3aHb! 6binmn pas

B Tpu roga otumtbiBaThCAa nepeq Cosetom TPUMNC o mepax, peann3oBaHHbIX UMW B NOpPsiAKe
BbIMOMHEHNs1 TpeboBaHUN cTaTbk 66.2. [laHHbIE ANsl UCCneaoBaHus B3ATbl U3 3TUX OTYETOB,
NMO3TOMY B €ro OCHOBY fierfia MHpopmMaums 0 MeponpuaTUSAX, MPOBOANBLUNXCS Pa3BUTbIMK
CTpaHamu nsi opraHM3auun npouecca nepegadv TexHonormm (a He paktnyeckme obbembl
Takon nepegaydn). OgHako npobrnema CoCTOMT B TOM, YTO CaM TEPMUH «nepeaava TEXHONOrnm»
He onpegerneH B ctatbe 66.2 Cornawenns TPUNMC, n HMKakoro ctaHgapTHOro onpeaeneHns
3TOro TepMuHa Takke He cyliectyeT. COOTBETCTBEHHO, AaHHbIE O peanu3aunm MeponpuaTui,
KOTOpble OblnM OTHECEHbI K Fpynne MeponpuaTUin «nepegada TEXHONMOrMmn», TpakToBanuch
AOCTaTOYHO LWMPOKO. Pe3ynbTaTthbl NokasbiBatloT, Y4TO TOMNbKo 31% cTpaternn n nporpamm
«nepegaydn TEXHOOrMM» ObINM KOHKPETHO OPUEHTUPOBAaHLI HA YAOBNETBOPEHME HYX,
HanmeHee pa3BuTbIX cTpaH-yneHoB BTO. MNMporpammamu nepegaym TexHonornm 6uinm
npu3HaHbl 64 13 90 nporpamm, pa3paboTaHHbIX MMeHHO B nHTepecax HPC, Bxoaswwux 8 BTO.
OTW AaHHbIe FOBOPSIT O TOM, YTO pa3BuTble CTPaHbl MPeyBennMYMBaloT B CBOEN OTYETHOCTU
obbem MeponpuATUn, NPOBOANMbBIX UMW B paMKax BbIMOMHEHUsS1 0053aTenbCTB,
npegycMoTPEeHHbIX cTaTtben 66.2 CornaweHuna TPUMC. 3TO MOXHO NOHUMATL Kak
A0OKa3aTenbCTBO OrPaHMYEHHOCTM PONK CTaTbk 66.2 C TOUKM 3peHUs co3aaHns CTUMYIOB Ans
nepegayn TeEXHONOrMM NPeanpUATUAMA U YUPEXOEHUAMN Pas3BUTbIX CTPaH HaUMeHee
pa3BuTbiM cTpaHamM. CoseTy TPUIC pekomeHayeTcs nepecMoTpeTb MEXaHNU3M OTYETHOCTM

0 BbINOSIHEHWM cTaTbk 66.2. YUnenam BTO Takke pekomeHayeTcs BolipaboTaTth obuiee
onpegeneHve nepegavm TEXHONOMMN 1 06LLMEe CONOCTaBUMbIE NOKa3aTenu Ans M3aMepeHns
CTeNeHn, B KOTOPON CTUMYIbI fann oxuaaBwnincs apdexT.

LileHoBag AOCTYNHOCTb M Hanu4Me MeamuMHCKON NpoaYKLUNKY, rapaHTUU, NpeayCMOTPEHHbIE
CornaweHnnem TPUMC (Bkntovag npuHyauTenbHble nuueH3um), 4o6poBosibHbIE NMULIEH3UN U
naTeHTHbIE Nynbl

22. B cBoem TexHnuyeckom goknage ana BO3, nogrotoBneHHom B 2014 roay, MNMepbeH n
Xabuambep (Perri?ns and Habiyambere) aHannavpyoT TeHOEHUUN MUPOBbLIX LEeH Ha
aHTupeTpoBupycHble npenapatbl (APBI1). Llenb 3Toro aHanusa — oueHka BNUsiHUA
pekomeHgaummn BO3 Ha ypoBeHb notpebneHua APBIT pasnuyHbix peuentyp. B goknaae
paccmaTpuBaloTCs pasnmyHble hakTopbl, CAepXuBatoLLME NCNONb30BaHME NpenapaTos
BTOPOro 1 TPETLENO psAaa, a Takke neguaTpudecknx npenapatos. B HeM Takke oueHMBaKTCS
Takue acnekThbl, kak obecneveHne kadectea APBI1 n MeToabl COBEPLLUEHCTBOBAHNSA NX
pacnpegeneHnsa BHyTpy cTpaH. lNonyyeHHble pe3ynbTatbl OCHOBaHbI HA CAEeayLWMX AHHbIX:
CTpaHoBbIX AaHHbIX 0 3akynkax APBI1, HanpaBnsembix BO3 yepes rnobanbHbIn MexaHn3m
OTYETHOCTM O 3aKynkax, 6ase gaHHbIx BO3 o0 3akoHogaTenbHOM perynupoBaHun pbiHka APBI,
oTyeTax 0 BO3MOXHOCTAX NPOU3BOACTBA psaa akTUBHbIX MHrpeaneHToB APBIT, exerogHbix
obcnepoBaHuax BO3 no Bonpocam npumeHeHus APBI, maTteprnanax mobanbHoro goknaga
00 ocywectBneHnn mep pearnposaruna Ha CIM n gpyrnx uctodHukax. BelBogbl goknaga
NnoKasblBaloT, YTO 3a nocnegHee gecaTuneTue UeHbl Ha KOHKpeTHble APBI1 3HaunTensHO
CHU3UINCb, N pa3paboTymKmn TepaneBTUYECKUX MPOrpamMmM BOCMNONb30BaNnchb 3TUM A58 3aMeHb!
KYpCOB feYeHnsi Ha OCHOBE CTaByAuMHa Kypcamu fiedeHus Ha OCHOBE HOBbIX U Bornee
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ahPEKTMBHLIX NpenapaToB Nepeoro paga. Bmecte ¢ TeM, OHM Takke CBUOETENBbCTBYIOT

O HM3KOM YPOBHE NOTPebNeHnsa npenapaTtoB BTOPOro N TPETLENO psga U negmaTpruyeckux
npenapartoB, a Takke 06 06eCnokoeHHOCTH N0 NOBOAY FOCyAapCTBEHHOIO KOHTpons obopoTta
KayecTBeHHbIX APBI1 B cTpaHax ¢ H13kuM 1 cpegHuM ypoBHem goxoga (CHC[). Kpome Toro,
pag BaxkHbix APB-npenapaTtoB Bce elle HaxoanTcs nog naTeHTHOM OXpaHoW, YTO OrpaHnymBaeT
AOCTYMNHOCTb X Gonee AeleBbiX FreHEPUYECKMX aHanoroB. YCTaHOBMEHO, O4HAKO, YTO YPOBEHb
AOCTYNHOCTM Bonee HOBbIX M BCe elle oxpaHsemblix nateHTamu APBI1 Bo mHorux CHC[L
yaaeTcs noeblwaTh 6rarogapst 406poBOMNbHLIM NNLEH3NAM, 0OPMIAEMbIM, B YaCTHOCTH,
yepes lNyn naTteHTOB Ha NekapcTBeHHble cpeactaa (MPP). OCHOBHbIE CMOXHOCTM BO3HUKAIOT
CEerogHs B CTpaHax C BbICOKMM U CpeSHMM YPOBHEM 40X04a, KOTOpble HE MMEIOT npasa
ncnonb3oBaTb NMueH3nn MPP. lNockonbky cnpoc Ha APBI1, no nMmetowmmcs nporHo3am,
AormkeH Bo3pacTth Ha 70%, Npon3BoANTENSM PEKOMEHAYETCS YBENMUYMBaTh NMPOM3BOLCTBEHHbIE
MOLLIHOCTHU, @ CTpaHaMm — yKpennaTb HalMoHanbHble CUCTEMbI OpraHM3aunm cHabxeHns
HaceneHwusi, YTobbl obecneunBaTb TOUHOE NPOrHO3MPOBaHNE 3anacoB, pacnpeaeneHns n
npeanoxerusi. Kpome Toro, Heobxoammbl 3EKTUBHLIE MPOLECCHI BblAauyn rocygapCTBEHHbIX
paspeLleHniA, yCTpaHsaoLWme n3nuwHme 6apbepbl 1 HEOOXOANMOCTb NPUHMMaTL ocoboe
peLlleHne Ha Kaxabl KOHKPETHbIN Criyvyan.

23. B ananuTuyeckon 3anucke KOH3MOC/BO3/MPOOH (2011 r.) paccmaTtpusatoTcs
BO3MOXHble pOpMbI NPUMEHEHMUST cTpaHamm rmbknx Hopm Cornawenus TPUMNC ans
MoBbILLEHNSA OOCTYNHOCTK nNpenapaTtoB aAnd nevexHmsi BY. O6Lwun npaBoBOM KOHTEKCT
paccmaTpuBaeTcs ¢ yuetoMm Llenu passutnsa teicauenetms «Ob6ecnedeHne BceobLuen
AOoCTynHOCTU cpencTs ansa nededna BUY/CMNNOa», a Takke co3gaHns nnatopmbl POHSI?I)JC 7]
BO3 Treatment 2.0, npuaBaHHOW MNOBLICUTL YPOBEHb AOCTYNHOCTW NEKAPCTB NyTEM YyCTPaHEHUS
pa3nMyHbIX NPENATCTBMM A8 fledeHns — Hanpumep, LeHoBbix 6apbepos. Ocobyto ponb B
KOHTeKCTe npobnem obecnevyeHnss AOCTYNHOCTM UrPaeT MMEHHO BOMPOC LIEH, N OH HaxoguTcs

B LlEHTpEe BHMMaHNSA aBTOPOB JOKYMeHTa. NpmnsHaBas, YTo Ha LeHbl NeKapCTB BRMSET Lenbli
pan oakTopoB, OHM OTMEYalT B Ka4ecTBe 0AHOro M3 (pakTopoB npaBa MHTENNEKTyarlbHOM
cobcTBEHHOCTU. B €BS3M C 9TMM aBTOpbI paccMaTpyBatoT BIIMSIHUE UHTENNEKTyanbHOM
COBCTBEHHOCTM Ha LieHbl aHTUPETPOBUPYCHBIX NpenapaToB U, COOTBETCTBEHHO, HA UX
AOCTYMHOCTb, B CNeayloLem nopsiake. cHavana oHn AalT obLLyo XxapakTepucTumky
Cornawenunsa TPUTNC n ero ponu. Bo-BTOpbIX, aBTOPbLI aHANM3MPYIOT POrb KOHKYPEHLUMN Ha
PbIHKE NIEeKapCTB, a 3aTeM NepexoaaT K pacCMOTPEHUIO OTAEMbHbIX NPUMEPOB 1 NPobrem

B MCNonb3oBaHuu rmbkmx Hopm Cornawenna TPUNMC, skntovasa Hopmbl « TPUAMC-nntoc».
HakoHeL, paccmaTpuBaeTcs BOMPOC O BO3MOXHOCTM NOBbILLEHUS 3PEKTUBHOCTU NPUMEHEHNS
rmbkmnx Hopm TPUMC. O6wun BbIBOA aBTOPOB COCTOUT B TOM, YTO, HECMOTPSA Ha 3HAYMTENbHOE
CHWKEHUE LieH, OHU OCTaloTCA rnaBHbIM 6apbepoMm, orpaHNYMBaOLLMM AOCTYMHOCTb
npenapatoB Ansa nedexdma BUY, ocobeHHo npenapatos BToporo psaa, B CHCI. 3to genaet
ewle 6onee BaXHbIM NPUHATUE CTPaHaMM BCEX BO3MOXHbIX Mep ANS CHUXEHUS LEH U
MOBbILLEHNS YPOBHA AOCTYMHOCTU NEKapCTB. XOTH aBTOPbl CHUTAKOT HEOOXOANMbIM
paclumpeHune ncnonb3oBaHusa rmbkmx Hopm Cornawenns TPUMNC ansa noBbiWeHNs: YpOBHSA
AOCTYMNHOCTW NEKapCTB, pe3ynbTaThl MCCNEA0BaHMSA NMOKa3bIBaOT, YTO MHOMME CTPaHbl eLwe

He BHECIM B CBOE BHYTPEHHEE 3aKOHOAATESNbCTBO MOSIOXKEHUS, OTpaXKkaroLme 3T HOPMbI 1,
COOTBETCTBEHHO, HE CO3Aanu NPeanochIfiok ansa nx npumeHenus. MNpasutenscteam CHC/
pekoMeHAyeTCst AONOSNTHNTbL HaUMOHanbHOE 3aKOHOAATEeNbCTBO, OTPA3UB B HEM 3TU rMbKMe
HOPMbI, aKTUBM3MPOBATb PErMMOHaNbHOE COTPYAHNYECTBO M 00eCcneYnTb NOSHoe
NCNonb30BaHNe HanMeHee pPa3BUTbIMU CTPaHaMM fbroT nepexogHoro nepuoga. CtpaHam ¢
BbICOKMM YPOBHEM A0X04a PEKOMEHAYETCS NPUMEHATb «MEXaHN3M NyHKTa 6», cobniogaTb
NpyHUMNbI JOXMHCKOM AeKknapauny npu 3aknoyeHnm cornatleHmii o cBoboaHom Toproene,
coAencTBoBaTh Nnepeaaye TEXHOMNOMMM 1 BbINONHATL rnobanbHble o6s3aTensCcTBa no
(PUHAHCUPOBaHMIO MPOrpamMmM, HanpaBIieHHbIX Ha pelleHne 3a4aY, CBA3aHHbIX ¢ obecrnevyeHnem
BCceobLLen JOCTYNHOCTU NekapcTB. B JOKyMeHTe yka3sbiBaeTCs, YTO onpeaeneHHas posb B
obecneyveHnn 6ecnpensTCTBEHHOrO MCNONb30BaHUSA rMbknx Hopm Cornawenus TPUMC u nx
3alnTbl TaKKe NPUHAANEXUT MeXayHapoaHbIM OpraHu3aunsm.



SCP/31/5
Mpunoxenwue I, ctp. 10

24. B nybnukauumn Otgena KOro-BoctouHoi Asnm BO3, nogrotoBneHHoOm k 23-My
CoBeLllaHunio pykoBoaUTENen HaunoHanbHbIX nporpamm no 6opsbe co CMAOom (2014 r.),
paccmaTpuBaeTcs BONPOC O AOCTYMNHOCTM HEOOPOrMx nekapcTte ans nedeHus BUY/CriAda

B KOHTEKCTE NpaB UHTENNEKTyanbHOW COOCTBEHHOCTU. ABTOPbI HAYMHAKOT C aHanmn3a cobbITun,
MMEBLUNX MECTO B chepe OXpaHbl MHTENMNEKTYannbHOM COOCTBEHHOCTU B HE4ABHEM MPOLLSIOM,
Takux kak kpusnc BUY/CIMNWOa, paspasusLumiica B KOxxHom Adpurke 1 NpUBEALINIA K MPUHATUIO
HoxuHckon geknapauun 2001 roga «O Cornawenun TPUMMC 1 obwecTtBeHHOM
34paBOOXpaHeHNN» N oTMeHe AencTBus HopMm CornalleHus, npegycMOTPEHHOW MYHKTOM 6
HoxuHckon geknapauun. [lanee aBTopbl paccmaTtpuatoT rubkue Hopmbl Cornawenuns TPUMC,
BKIOYas Takne BapmaHTbl AENCTBUIA, Kak NPUHYANTENbHOE 1 40O6POBONBHOE NULEH3NPOBAHNE.
Mepow, cnocobHOM orpaHnyYnTb NPAKTUKY «OMOJSIOXKEHMS NaTEHTOB» N 06ecneyvnTb pearbHyHo
WHHOBALMOHHOCTb NaTEHTyeMbIX JIEKapCTB, TakKe Npu3HaeTcs BBeAeHne 6onee XecTkmx
KpUTEpMEB NaTeHTOCNocobHOCTU. B kadecTBe npumepa yeunun oTaenbHbIX CTPaH no
Y)KECTOUEHUIO KPUTEPUEB NATEHTOCMOCOBHOCTM ANSA pacLUMPEHNS NN OTKPbITUSA OOCTyna

K nekapcteam npuBogaTcs nonoxeHus pasgena 3(d) MNateHTHoro 3akoHa MHauu,
3anpeLyaroLlero Bblgavy HOBbIX MATEHTOB HA HOBbIE BUAbI UCMONb30BAHNSA N3BECTHbIX
BELLECTB, a TAKKE OTKA3 aMEPUKAHCKMX CYAOB BblgaBaTb NAaTEHTbl HA NOCNeA0BaTENbHOCTH
OHK, BcTpevatowmecs B npupoae. B nybnmkauumn Takke KpaTko paccMmaTpuBaeTcs
Ncnonb3oBaHne PUONYECKNX cornalleHnii n rnobanbHbIX UHULUMATUB B obnacTtu
3apaBooxpaHeHus, Takvx kak FOHUTIW n PEPFAR. My6nukauus 3aBepluaeTcs
pacCMOTPEHNEM HOBbIX MOAENEN COTPYQHMYECTBA MeEXOy (hapMaLeBTUHECKUMM KOMMAHUSIMA 1
npaBuUTENbCTBaMU; B Ka4eCTBe OQHOIo U3 NPUMEPOB TaKoro COTPYAHNYECTBA NPUBOOUTCS
npepaocTtasneHne komnaHnen Gilead LeHOBbLIX CKMOOK NpU NnocTtaBke B ErmneT npenapara
Solvadi ansa neyenus renatuta C. B nybnukaumm genaetcs BbIBO O TOM, YTO 3TU UHULMATUBSI,
peanM3oBaHHbIE KaK Ha HaLMOHANbHOM, Tak U Ha MeXAyHapo4AHOM YPOBHe, CO34anu ycrnoBus
Ansa pa3paboTku HOBbIX CxeM npunobpeTeHna nekapcte ans nedveHuna BUY/CINOa no 6onee
AOCTYMHbBIM LieHaM.

25. B ot4yeTe 0 23-11 BCTpeye MUHNCTPOB 34paBOOXpaHeHust cTpaH Koro-BoctouHon Asum
(FOBA) B pamkax BOS, coctosaBlenca B 2005 rogy, AaeTcs obLasa xapakrepucTmka
Cornawenunsa TPUMNC vn [JoxmHckon geknapauuu, Nocre 4Yero npuBogaTcs NpuMepsl
ncnonb3oBaHus ctpaHamn KOBA [JoxnHckon aeknapauum B MHTepecax o0LLecTBEHHOIo
34paBooxpaHeHus. MogpobHoe npunoxeHue 1 B KOHLE OTYeTa COAEPKUT NOAPOBHYI0
MH(OPMaLMIO O MOCNEACTBUSIX BBEAEHWSI OXPaHbl NPaB MHTENNEKTyanbHOW COBCTBEHHOCTH B
CTpaHax permoHa, Kotopasi HanpsIMyto cBs3aHa C 4OCTYNHOCTLIO BaKUWMH A4S HAaceneHnsa cTpaH
FOBA. Hmxe nepeuncrieHbl HegaBHWe NpuMepbl peLleHni, NPUHATLIX B OTAENbHbIX CTpaHax
FOBA, KoTOpble HaLlLNM OTpaXkeHWe B OTYETE: Bblda4ya NpaBUTENbLCTBOM MIHOOHE3UN NULIEH3UM
Ha NPOU3BOACTBO ABYX aHTUPETPOBUPYCHbIX MpenapaToB (4TO NPU3HAETCA AOMYCTUMbIM,
MOCKOSIbKY NaTEHTHOE 3aKOHOA4ATENbCTBO NHOOHE3MM COAEPXKMUT NOSMOXEHUS, HEOBXoauMbIe
ANSA NPUHATUS NPaBUTENBCTBEHHOrO NOCTAHOBMEHUSA O Bbl4avye Takow NuMueH3un); npobnemsi,
BO3HUMKWNE B MIHAMN B CBSI3M C NOBLILLEHNEM LIEH HA NpenapaT UMaHUTMO Ans nevYeHns
nevikemumn nocrie Bctynnenus B cuny B 2005 rogy TpeboBaHWiA B OTHOLLEHWM
NnaTeHTOCNOCOOHOCTH; yCneLHoe ocnapMBaHne opraHn3aunsaMm rpaxxgaHckoro obuiectsa u
coobulecTtea 6onbHbIX BUY/ClAOom B TannaHge pelleHnst 0 Bbligade NaTteHTa Ha ANOaHO3UH;
ycunus npasutenscTtea Wpun-JlaHku No BKAOYEHMIO B HaLMOHaNbHOE 3aKOHO4ATENbCTBO MOKNX
nonoxeHun Cornawenna TPUMNC o napannensHom nMmnopTe. B kayecTBe ogHOro 13 cobbiTui,
CMoCcoBHOro B NPUHLIMMNE NPUBECTU K YXKECTOYEHMIO MUHUMAarbHbIX cTaHaapToB CornawieHus
TPUNC ana oaHou n3 ctpaH KOBA Takke ynoMMHaOTCA NeperoBopbl Mexay TaunaHgom um
CLUA o 3akntodeHnn cornatleHus o ceobogHom Toproenie. XoTs aBTopbl AenatoT BbIBOL O TOM,
YTO OXpaHa NpaB UHTENNEeKTyanbHOM COBCTBEHHOCTM MMeNa onpeaeneHHbIe NocneacTeus

B cTpaHax FOBA, oHM 0TMevatoT, OHM OTMEYatoT, YTO pa3mep 3TUX NOCNeaCTBUN B KOHEYHOM
cuyeTe 3aBUCUT OT OTPaXeHus (MM HEOTPaXXeHMs) B HAaUMOHaNbHOM 3aKOHO4ATENbCTBE
3aLLMTHbIX OrOBOPOK, HanpaBeHHbIX Ha OXpaHy 300poBbA HaceneHus. CtpaHam
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peKoMeHOYeTCS B MOSIHOM Mepe UCMOofb30BaTb MHCTPYMEHTLI, pa3paboTaHHblie BO3, a Takke
TEXHUYECKYI0 MOMOLLb B TEX 00NacTAX, B KOTOPbIX OHA MOXET ObITh NonyyeHa. MuHucTepcTeam
3[1paBOOXpaHEHUNA TaKKe PEKOMEHAYETCH y4acTBOBaTb B 06CYXAEHNM BONPOCOB TOProBIu

B TOW Mepe, B KaKOW OHW MOTYT UMETb NOCNEACTBUSA AN 34PABOOXPAHEHUS.

26. Yactb | TexHnyeckon cnpaekn BO3 no Bonpocam BceobLiero oxsata ycnyramu
34paBooxpaHeHns (2017 r.) nocesLLeHa OnbITy MCNOMNb30BaHUSA KOHKPETHLIMU CTpaHamu
3awmnTHbIX HopM CornaweHnus TPUIC, HanpaBneHHbIX HAa OXpaHy 340P0OBbS HACENEHUS U
obecneveHne JOCTYMHOCTU NeKapCTB. OTOT pasaen JOKYMEHTa KacaeTcs onbiTa CTpaH B
NPUMEHEHUN NPUHYANUTENBHbIX NIULEH3MI, @ TAKKE XKECTKUX KpUTEPUEB NATEHTOCMOCOOHOCTM
AN npegoTBpaLleHns NPakTUKM «OMOSOXeHUS NnaTeHToB». B HeM paccmaTtpuBatoTcs
haKkTMyeckne 4enCcTBUSA Mo NPUMEHEHUIO NPUHYANTENBbHbIX NIMUEH3UA B TaKUX pa3BMBatOLLMXCS
cTpaHax, kak Manansus, 3umbabse, bpasunusa n OkBagop, 1 nx pesynbTtatbl. PesynbTathbl
aHanuaa nokasblBaeT, YTO B KaX4OM U3 paCCMOTPEHHbIX Cry4yaeB Bblgava NueH3un
obecneynBana 3Ha4YnTENbHOE CHUXEHME LIeH M NOBbILWEHNEe AOCTYNHOCTN COOTBETCTBYOLLIErO
npenapara ans HaceneHusi. ABTOPbI Takke NPUBOAAT AaHHbIE O TOM, Kak NPUHYAUTENbHOE
NUUEH3NPOBaHNE NCNOSb30BaNoch PasBUTbIMKU CTPaHaMM 40 1 nocne NpuHaTns CornaweHus
TPUIMC B kadecTBE MePbI NPOTUB HAapyLLEHWNIA aHTUMOHONMONBHOIO 3aKoHoA4AaTeNbCTBA.
PaccmatpuBaeTcs Takke Bonpoc 06 ncnonb3oBaHUM NPUHYANTENBHON NULEH3MM B 9KCMOPTHbIX
onepaumnsx mexay KaHagon n Pyangon. PaccmatpmBaeTcs KOHKPETHbIN NpUMep U3 onbiTa
WHawnu, roe 6bina npyHATa 3akoHoAaTenbHasi MHMLMaTMBa B paMkax 60pb0Obl € NpakTMKown
«OMOJSIOXEHNSI NATEHTOBY. YNOMUHAOTCA aHanornyHble Mepbl, NPUHATbIE unnnnuHamu,
MHaoHeanen n ApreHTuHon. MisydeHne onbiTa KOHKPETHLIX CTPaH NO3BOMMMNO caenaTb YeTbipe
OCHOBHbIX BblBOAA: 1) NpMHyauTENbHOE NMLEH3MPOBaAHNE MOXET NCMOSNb30BaTLCS U
raKTMYECKM MCMNOMb30Barnoch A5 OXpaHbl 340POBbS HACENEHUS B Pa3BUTbLIX U
pa3BMBAIOLLMXCS CTpaHax; 2) XOTS YUCHO CriyvyaeB NPUHYAUTENBHOMO NIMLEH3MPOBAHMUS

B pa3BMBaAKOLLUXCHA CTPaHaX OTHOCUTENBHO OrpaHMYeHo, UX ONbIT NOKa3bliBaeT, YTO
NPVHYANUTENbHOE NULIEH3MPOBaHNe/MCNonNb30BaHMe NaTeHTOB rocyaapCTBOM MOXeET ObiTb
3(pPeKTMBHBIM MEXaHN3MOM; 3) «pearnbHas yrpo3a» BblAayn NpUHYAUTENbHOW NULLEH3NN
MOXET UrpaThb BaXXHYH POSib B 06ecrneyeHnn CHKEHUS LieH; 1 4) JONONTHUTENbHYO Pofb

B obecneyeHnmn JOCTYMHOCTM NieKapCTB MOryT urpatb pasfnuyHble rmbkue HopMbl,
npMMeHsieMble A0 BblAauun NuUeH3nn. TeMm He MeHee, aBTopbl JOKYyMEHTa AenatoT BbIBOA O TOM,
4YTO, XOTS NPUHYANTENBHOE NUEeH3npoBaHne gonyckaetcs CornaweHunem TPUTMC, Ha
HeKoTopble CTpaHbl NOCNe Bbl4ayn TakuxX NULEH3NA OKasbliBarioCb NONMTUYECKOE AaBreHue,

B CBA3M C YeM JaeTcs pekoMeHaaumst 0 Heob6xoauMOCTU «3alumaTh 3alMTHbIE HOPMbI»
Cornawenna TPUMC.

27. Mactb Il TexHuyeckon cnpaskun BO3 no Bonpocam BceobLero oxsarta ycrnyramu
3gpaBooxpaHeHus (2017 r.) nocesLeHa NPUMEHEHMIO 3aKOHOB O 3aLMTe KOHKYPEHLMW, a Takke
nonoxeHun Cornawenna TPUMNC, npegHasHavYeHHbIX ANS 3alnThbl MHTEPECOB HAaMMeHee
pa3BUTbIX CTpaH. BaanmMocBA3b 3akoHO4aTENbCTBA O 3alMTe KOHKYPEHUUN 1 OXpaHe npaB
NHTEeNnneKTyanbHOM cobCTBEHHOCTU aBnsieTca npegmeTtom crtaten 8.2, 31, 40.1 n 40.2
Cornawenna TPUMNC. Ha npakTuke, HECMOTPS Ha pasnMyne HauMoHanbHbIX 3aKOHOB O 3aLuTe
KOHKYPEHLWW, B KOHTEKCTE OXpaHbl NpaB MHTENNEeKTyanbHon COBCTBEHHOCTM, CNOCOBHON
BMUSATb Ha BO3MOXXHOCTW OXpaHbl 300pOBbsi HACENEHUS, CYLLLECTBEHHBIMWN CHUTAIOTCA TpU
OCHOBHbIX chbepbl 3akoHoAaTenbCTBa O 3awuTe KOHKypeHuuu: (1) npegoTepalleHve NpakTukn
OrpaHMYeHns KOHKYpeHUnn (HanpmuMmep, 4OroBOPEHHOCTEN 06 «onnaTe 3a 3agepPXKKy»,
HanpaBneHHbIX HAa OTTArMBaHMe MOMEHTA BbiNycka B NPOAAXy reHepuyYeCcKnxX npenaparTos U
Bbl4ayu OrpaHUYUTENbHbIX NINLEH3UA KOMNaHUSM-NPOU3BOAUTENAM TakuX NnpenapaTos);

(2) npegoTBpaLleHne 3noynoTpedbneHnsa 4OMUHMPYIOLWMM NOSTOXKEHMEM (B hopMe 3aBblLLEHUS
LeH, oTKasa OT Bbldayu NUUEH3W 1 Opyrux 3roynoTpebneHnin npaBammn MHTENNeKTyansHom
COBCTBEHHOCTHY, Hanpumep, Bo30yXaAeHN OUKTUBHbIX CyaebHbIX NCKOB); U (3) perynupoBaHue
CNUSHUIA 1 nornoLleHnin. B gokymente npusoasatca npumepbl KOxHon Adpukn, CLLUA n Utanum
KaK CTpaH, B KOTOPbIX 3aKOHOOATENbCTBO O 3alMTe KOHKYPEHLUM YCNEeLHO NPUMEHANOCh AN
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peLLeHnst 3agay OXpaHbl 340POBbLS HAaceneHus. Yto kacaeTca Ncnonb3oBaHWs 3aUTHBIX HOPM
Cornawennsa TPUMNC, NpMHATLIX B MHTEpPECcax HanmeHee pa3BUTbIX CTPaH, B JOKYMEHTE Takke
paccMmaTpuBaeTcs npakTuka peanusaumm nonoxeHunn Cornawenuna TPUMNC o nepexogHom
nepvoge B 3akoHogartenoctee Kambomxku, Yrangsl n baHrnagew. 9tn cTpaHbl BBENM B CBOE
HauWOHarnbHOEe 3aKOHOA4ATENbCTBO MNOSIOXKEHUS, MO3BOMSAOLWME UM YCTaHOBUTL Bonee
ANUTENbHbIE CPOKN U3BATUI U3 AENCTBUA NATEHTOB Ha hapMaLeBTMYeCKue npenaparbl.

B nokymMeHTe yTBep)KaaeTcs, YTO 3aKOHOA4AaTeNbCTBO O 3alUUTE KOHKYPEHLIMU MOXET
NCNonb30BaTbCA Kak pa3BUTbIMK, TaK 1 Pa3BMBaOLMMUCA CTpaHaM1 AN NpeaoTBpaLLeHms
3noynoTpebnenns npaBaMm MHTENNEKTyanbHON COGCTBEHHOCTM, O4HAKO B HACTOsILL,EE BPEMS
OHO UCNONb3YyeTCsl HeJOCTAaTOYHO. ABTOPbI AOKYMEHTa CYUMTAtOT, YTO rpaXkaaHckoe obLLecTBo n
rpynnbl MHTEPECOB, CBA3aHHbIE C OXPaHOWN 300PO0BbS, AOIMKHbI UTPpaTh ONpeaerieHHYI0 porib

B BO30Oy>KaeHun cygebHbIX NCKOB O HapyLLUeHU cBO60Abl KOHKYPEHLINN U NPOBEAEHNN
COOTBETCTBYIOLLMNX paccrneaoBaHuii. HakoHel, BCeM HauMeHee pasBUTLIM CTpaHaM, KoTopble
eLle He 0Tpasunm NonoXeHNsa o0 NepexogHoOM NEpPUOAE B CBOEM HaLMOHANbHOM
3aKoHOOaTENbCTBE, PEKOMEHAYETCS NPeanpuHATL HeoOxoaMMble ANns 3TOro AeNCTBUA.

28. B poknage BO3 o xoage paboTbl no obecneveHmnto JOCTYNMHOCTU CpeacTB ANs NnevyeHuns
renatuta C (2018 r.) rmaBHOE BHUMaHWeE yOernseTcsi BbIABEHNIO N NPEOAONEHUIO
COOTBETCTBYIOLLMX DapbepoB B CTpaHax C HU3KUM U CpeaHNM ypoBHEM Aoxoaa. B noknage
NPUBOAATCA OaHHble, YTOUHSOWME CBeAEHNS, coaepasLumnecs B nepsom nsgaHmm (2016 r.) n
XapakTepuaytoLme ycrnexm CTpaH B NOBbILLEHNN AOCTYNHOCTU XU3HEHHO BaXKHbIX
aHTMBUPYCHbIX NpenapartoB npsimoro gencteus (AMML), npeaHasHa4YeHHbIX ANS nevYeHns
renatuta C. [loknag 6bin NOAroToBrEH Ha OCHOBE onpoca, nposoausLerocs BO3 gns
onpeeneHns BO3MOXHOCTEN NpnobpeteHns n ypoBHs ncnonb3osaHusa Al B 23 ctpaHax

C HU3KUM U CPEOHUM YPOBHEM A0X0AA LLECTN PErMOHOB, a Takke ornpoca MHHOBALMOHHbIX
KOMMaHU 1 NpoM3BOANTENEN FrEHEPUKOB 1 coBeceaoBaHUn C NPeACTaBUTENAMM KIOYEBbIX
3aMHTepecoBaHHbIX CTOPOH. B foknage paccmaTpmBaloTCa OCHOBHbIE TPYOHOCTU, C KOTOPbIMUA
CTanknMBalTCH CTPaHbl, M ONUCBLIBAKOTCA HOBblE TEHAEHLMN B ANHAMUKE NATU KIHOYEBbIX
dakTopoB, onpeaensowmx goctynHocts AN ueHoBON OOCTYNHOCTU, o6ecneyeHus
KayecTBa, rocy4apCTBEHHbIX paspeLleHnin, NocrneaoBaTensHOCTN B peanusaunm
rocy4apCTBEHHOM NOMNTUKN U (prHAHCMPOBaHWSA. ABTOPbI OCBELLAIOT KITOYEBbLIE HanpaBneHus
AEeATENbHOCTU MUHUCTEPCTB 34PaBOOXPAHEHNS U OPYTMX rOCYAapCTBEHHbIX OPraHoB.,
npoussoanTenen apmaueBTUHECKOM NPOAYKLUN N TEXHUYECKNX NapTHepOB. B noknage
AenaroTcs, B YaCcTHOCTU, CneayoLline BaxHenwme BbiBoAbl: ncnonob3osaHme Al pactet
MEANEHHO N HepaBHOMEPHO; Heobxoamnmo ropasgo buicTpee obecnevmBaTb JOCTYMNHOCTb
npenaparos, Bkntoyasa obecneveHne 6onee cnpasennmBbIX YCIOBUMI 4OCTyNA; yCUneHue
KOHKYPEHLIN NMPUBENO K CHUXKEHMIO LIEH Ha npenapaTbl, MOCKONbKY Bblgadya 4OOPOBOMbHbIX
NNLLEH3MI UNN OTCYTCTBME NATEHTHOM OXpPaHbl CO3A4at0T YCNOBMA ANS NpoM3BOACTBA
reHepukoB; ctonmocTb Al BO MHOMMX CTpaHax C BbLICOKUM U CpeJHUM YPOBHEM JoXoda BCe
eLe oCcTaeTcs HegoNyCTMMO BbICOKOW; OXBAT HACENeHMs YCyramm CKPUHUHIA U GUarHOCTUKK
OCTaeTCs CMMLIKOM HU3KMM, XOTS1 CNEKTP BAapUaHTOB U CXEM NeYeHnst NpogoskaeT
pacwmpaTbes. B uenom aBTopbl JOoKNaga NokasbiBatoT, YTO CUTyauUUn B pasdHbiX CTpaHax
BECbMa PasnuyHbl. ECrnn 0gHM CTpaHbl BCe eLle UCMNbITbIBAKOT CAIOXHOCTM C NPeogoNieHneM
LIEHOBbIX U NaTEHTHbIX GapbepoB, TO Apyrne cMorim 4obuTbCca ropa3go BonbLINX YCNEXOB.
HaumoHanbHbIN onbIT Noka3biBaeT, 4To obecneyenne AlMNL no gocTynHbIM LieHam TpebyeT
pelmnTenbHbIX AENCTBUN CO CTOPOHbI FOCY4apCTBEHHbLIX OPraHoB, peanv3aumm HauMoHanbHbIX
NPOUNAKTUYECKNX, ANArHOCTUHECKUX N NeYebHbIX Nporpamm U OCTaTOYHOro
puHaHcnpoBaHnsa. HeobxoaumbIM yCrnoBmeM SBNAETCS Takke CTPOrMim KOHTPOSb KadecTBa
Anng.

29. B TexHuuyeckon cnpaske BO3 no Bonpocam BceobLlero oxgaTa ycnyramm
3gpaBooxpaHeHus (2017 r.) paccmaTpmBatoTCa OTAENbHbBIE NONOXEHUS NATEHTHOMO
3aKoHOAATENbCTBA, CryXalime Lensam oxpaHbl 300pOoBbsi HAceneHus. XoTsi B AOKYMEHTE
NPUBOAATCA NPUMEpPbI MONOXEHNIN 3aKOHOAATENbCTBA, YYUTHIBAKOLLErO MHTEPECHI OXPaHbl
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3[40pOBbS, OH 3ayMaH He Kak CMpaBOYHUK MO COCTaABNEHUIO 3aKOHOB 06 oxpaHe
WHTENNeKTyanbHOM COBCTBEHHOCTH, a Kak PyKOBOACTBO AJ151 pabOTHMKOB OpraHoB
34paBOOXpaHEHNS, KOTOPbIE MOTYT CTaBUTb COOTBETCTBYIOLLIME BONPOCHI NPU NOATOTOBKE TaKMX
3aKoHOB. B gokymeHTe cogepxatca pekoMeHgauumn B OTHOLLEHMM psida Mep B obnactu
34paBOOXpaHEHNs, OCHOBaAHHbIX Ha CTpaTernn, cogepXatlen Tpu rpynnel Mmep. lNepeas rpynna:
obecneyeHne A0CTATOUHbIX 3aLLMTHbLIX Mep NPU NOMOLLX HOPM HaLMOHAarbHOro
3aKkoHofaTenbCcTBa. B aTOM CBA3WM CTpaHaM pekoMeHAyeTCs BKNYaTh B HAUWOHarbHoe
3aKOHO4AaTENbCTBO Pa3fMYHbIE 3aLUNTHBIE HOPMbl, COOTBETCTBYIOLLNX NOSTOXEHUSIM
Cornawennsa TPUMC, Hanpumep, NONOXeHUs1 06 UCKMIOYEHMN ANS LUenen permcTpaumoHHbIX
ncnbITaHUR («McknioYeHun bonapy), napannensHOM UMMIOPTE, NPUHYANTENBHBIX NULEH3UAX U
BO3MOXHOCTU UCMNONb30BaHMSA NaTEHTOB roCy4apCTBOM, a Takke O NPUHYOUTENbHbIX
NUUEH3UAX, NpeaHa3HauYeHHbIX UCKITIYMTENBHO UK NPEUMYLLIECTBEHHO AN1s akcnopTa. Kpome
TOro, pekomeHayeTcst obecrneudnBaTb NPAKTUYECKYO OCYLLECTBMMOCTb 3alUMUTHbIX Mep:
Hanpumep, Bo3byXgeHne ncka ob onpoTeCcToOBaHUN NPUHYAUTENBHON NMNLEH3NN HE OOITDKHO
BbI3blBaTb MPMOCTAHOBKY AENCTBUSA NULEH3uKN. BTopas rpynna: pasymMHOe NpUMeHeHne
WCKITIOMEHUIM U TMOKNX HOPM. JTO KacaeTcs Npex/ae BCero HaumMeHee pasBUTbIX CTpaH 1
NCNONb30BaHUS UMK B NOJSTHOW Mepe BO3MOXHOCTEN NepexoaHoro nepuoaa; passmearoLmmcs
CTpaHam pekoMeHAYyeTCs U3y4nTb LenecoobpasHOCTb MPMMEHEHNS NpoLeayp BO3payKeHUN
NPOTKMB Bbl4a4yM NAaTEHTOB U NPUHMMAaTL 3aKOHOAATENbHbLIE Mepbl AN NpeaoTBpaLLeHns
NPaKTUKN «KOMOSIOXKEHUS NAaTEHTOB» NYTEM U3MEHEHUS (POPMYMNNPOBKM KpUTEPUEB
naTeHTocnocobHocTn. HakoHel, B paMkax TPeTbEro HanpaBrieHNsa CTpaHaM PEKOMEHOYETCS
nsberatb BKNIOYEHMS B CBOE 3aKOHOA4ATENbCTBO nonoxeHun « TPUMC-nntoc» — Hanpumep,
HOPM 00 UCKNIOYNUTENBHbIX NpaBax Ha AaHHbIE KIMHUYECKMX UCMNbITaHUA U NPOANEHUN CPOKOB
AEVNCTBMA NaTeHToB. ABTOPbI JOKYMEHTa Takke PEKOMEHAYIOT CTpaHaM n3beratb NpUMEHEHUs
YFONOBHbIX CaHKUUIM 3a HapyLleHne naTeHTHbIX NpaB. OHM NoAYepKUBAtOT, UCMOSb30BaHNE
OQHNX MEp HE UCKNIOYaET UCMNONb30BaHWsS APYrnX, U B CBA3WU C 3TUM CTpaHaMm pekoMeHayeTcs
NPUMEHATb X B KOMMEKCE.

30. B nHdpopmaumnoHHom gokymeHTe BOSB (2006 r.) naetca obuian xapakrepuctumka
Cornawenuna TPUTNC B Tor YacTu, B KOTOPOWN OHO KacaeTcs obecneyeHns JOCTYNHOCTU
nekapcts. B 4OKymeHTe B OCHOBHOM paccMmaTpuBatoTCA «3alnTHble» nonoxeHmsa CornaweHums
TPUMNC, nveHyemble Takke ero «rmbkMMy HopMammy», U OCBELLAKTCA HEKOTOPbIE NPUMEPDI
YCMNELHOro NCNonb30BaHMsA CTpaHaMU Taknx MbBKNMX HOPM AN NOBbILWEHUS AOCTYMHOCTH
aHTMPETPOBUPYCHBLIX NpenapaToB. B AOKyMEHTe Takke KpaTKO pacCMaTpuBalOTCS BapuaHThbI
AEVCTBUIN, OOCTYMNHble ANg CTpaH, 3anHTepecoBaHHbIX B UCMOMNb30BaHUM MBKMX HOPM
CornaweHna TPUMNC gnsa nosbieHUs OCTYNHOCTU npenapaTtoB angd nevexdns BAY/CMNOa.
Mpobnema 4oCTYNHOCTW onpedensieTcs B JOKYMEHTE Kak npobrema, pelueHme KoTopon
3aBUCUT OT MHOTMX )aKTOPOB, B YaCTHOCTM, OT pauMOHarnbHOro Belbopa n NpuMMeHeHns
NeKapCTBEHHbIX CPEACTB, a4eKBATHOrO M YCTOMYMBOCTM (PUHAHCUPOBAHNS, YPOBHSA LIEH U
HaOEXHOCTN CUCTEM CHabXeHMs. XOTsl aBTOPbI MPU3HAIOT, YTO LieHa — 3TO NULb OAUH U3
anemeHToB Gornee obuien npobnembl AOCTYNHOCTU NEKAPCTB, TOT haKT, YTO B pa3BUBAOLLUXCS
ctpaHax oT 50% 10 95% nekapcTB He obecneynmBaeTcsi rocyaapCTBOM, a onfla4yvMBaeTcs
caMmuMMn NaumeHTammn, CBUAETENbCTBYET, MO MX MHEHMIO, O TOM, YTO LiEHbl JIEKapCTB No-
npexxHeMy NpsiMo BAUSAIOT Ha NX OOCTYNHOCTb. Hanbonee BaXXHbIMU C TOUYKM 3pEHUST CMATYEHNS
HeraTMBHOrO BNNSIHMSA Ha LIEHbI NeKapcTB 1 obecneyeHnst Ux A4OCTYMHOCTM CYMTAOTCA
cnegyowme Tpu 3awwmTtHele HopMbl TPUTC: (i) npuHyamTensHoe nuueHanposaHue, (ii)
napannenbHbIin UMNopT, K (iii) ncknNYeHne onsa Lenen Ncnosib3oBaHnsl 300peTeEHNSs B paMKax
PErncTpaLmMOHHbIX UCMbITaHWUA. [1OCKONbKY 3alLUUTHbIE HOPMbI, MPEAYCMOTPEHHbIE
Cornawennem TPUMMC, moryT 6bITb MCNOSNb30BaHbl TONILKO B TOM Cllydae, €Crnv OHW BKIOYEHb!
B HaLMOHanNbHOEe 3aKkoHoOAaTeNbCTBO, CTPaHaM pekoMeHayeTcs pa3pabaTtbiBaTb U NPUHUMATL
3aKOHbI, MO3BONAOLLME UM UCMONb30BaTb Takne HopMbl. Mo pedynbTaTtam KpaTkoro aHanmsa
onbiTa Bbldayu NpUHyANTENbLHBIX NUUEH3un B Tannange, bpasunuu, Manansum n HaoHesnn
aBTOpPbl JOKYMEHTa PEKOMEeHAYIT CTpaHaM, UMetoLwmMM cobCTBEHHbIE MPON3BOACTBEHHbIE
MOLLHOCTHW, NPUMEHATb Ans obecneyeHns MecTHOro NPon3BoACcTBa reHepu4ecknxX npenapaTos
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NPUHYAUTENbHbIE NIULIEH3UN UMN NINLEH3UN HA UCMONb30BaHNe NaTEHTOB rOCY4apCTBOM.
CTpaHam, B KOTOPbIX OpraH13aLms MecTHOro NPOU3BOACTBA He SIBMSIETCSA peanvcTUYHON
anbTepHaTMBOW, NpeanaraeTcs paccMaTpmBaTb BapuaHTbl, CBSI3aHHbIE C NapannenbHbIM
MMMOPTOM.

31. BTtopoe u3gaHue cnpaBoYHUKA MO LieHaM, Hanuyuio, LLeHOBOW SOCTYNHOCTU U LIEHOBbLIM
KOMMOHeHTaM nekapcTts, usgasaemoro BO3 n opraHusaumen Health Action International (2008
r.), npeacTaensget cobor NnepecMoTpeHHOE N yTOYHEHHOE PYKOBOACTBO, B KOTOPOM peann3oBaH
TMNOBOW METOAONOMMYECKMIN NOAX04 K OpraHusaumm obcnegoBaHnn Ha npegMeT LEeH 1
Hannunsa NekapcTs B pa3HblX CTpaHax Mmpa. CnpaBoYHMK B OCHOBHOM COAEPXUT NoApo6Hoe
noLuaroBoe onucaHue nopsigka opraHn3auumn obcnegoBaHusl, HA4YMHas! ¢ ero
npegBapuTenNbHOro NiaHMPOBaHUS U 3aKaH4YMBasi MOHUTOPUHIOM MO UToram obcrneaoBaHus.
OpaHako, NOCKomMbKy AaHHOE nsgaHue OONOSHAET ero NepBylo peaakumio, BO BBEAEHUN U
npeaucnoBMn Takke roBopuTcst 0 6oratom onbiTe, HAKOMNNMEHHOM 3a YeTbipe roga
NCNoNb30BaHNA 3TOr0 OKYMEHTA, B TEYEHNE KOTOPbIX C NpuMeHeHneM meTtogmkn BOS/HAI
6b1no npoeeaeHo 6onee 50 ob6cnegoBaHni Ha NPeAMET LEH U Hannunsi NekapCTBEHHbIX
cpeacTB. PesynbTathl 06CneaoBaHnin NO3BOAUAN MOMYYNTb HAOEXHbIE AaHHbIE,
CBMAOETENbCTBYHOLME O TOM, YTO A4Sl MHOIMX CTPaH C HU3KUM U CPEAHNM YPOBHEM Aoxona
LieHbl Ha NnekapcTBa, 0CO6EHHO B YaCTHOM CEKTOPE, CIIULLIKOM BbICOKW, NX hrnsnyeckoe
Hannyme, 0CO6EHHO B rocyapCTBEHHOM CEKTOPE, MOXET ObiTb OrpaHUYEHHbIM, NeYeHne
3a4acTyto ABMsIeTCA HEAOCTYMHLIM B LIEHOBOM OTHOLWEHWM (Byay4n 3KBMBaANEHTOM 3apaboTHON
nnatbl 6onee yem 3a 15 gHen), rocygapCTBEHHbIE 3aKYMKX MOTYT ObITb HE3((EKTMBHBIMM,
HaLeHKN B TOProBre MoryT OblTb Ype3MEPHbIMU, a B LIEHY NTEKAPCTB BKNIOYAKTCA pasnnyHble
Hanorn n céopbl. OOHUM N3 CaMbIX CEPbE3HbIX (PAaKTOPOB OrpaHNYeHNs 4OCTYNMHOCTM NeKapcTB
NpU3HaeTCs YPOBEHDb X LEeH. Ha LueHbl NekapCcTB TakKe MOXET BIUATb CYLLECTBOBaHUE U
NpUMeHeHne NaTeHTHbIX NpPaB BHYTPU KOHKPETHbIX CTPaH. ABTOPbI PEKOMEHOYIOT CTpaHam
paspabaTbiBaTb HA OCHOBE 0000LLEHMSA pe3dynbTaToB 06CcnegoBaHUn, yke NpoBeaEeHHbIX C
npuMmeHeHnem metoankn BO3/HAI, HaumoHanbHble NPUHLMNbI U CTpaTernm yCTaHOBEHUS LieH
Ha nekapcTBa M 3aKyrnKku fekapcTB B UHTEpPeCcax NOBbILLEHNS UX LLIEHOBOW AOCTYMHOCTMW.
IMocKonNbKy CNnpaBoOYHMKKU NO LeHaM Ha fiekapCcTBa He NoKa3bIBaOT LiEHbl, KOTOPbIE MNNaTaTCcA
nauneHTamMmm B rocygapCTBEHHOM WIM YaCTHOM CEKTOPE, MOCKOJTbKY HAa HUX He
pacnpoCTPaHATCA NPOrpaMmbl CHabXeHUs1 HaceneHns HOBbIMN OCHOBHbBIMW NeKapCcTBaMMU,
OXpaHseMbIMU NaTEHTaMK, pEKOMEHAYETCA NPOAoMKaTb MOHUTOPUHT LIEH N MPOBOAUTL
MEXCTpPaHOBble CPaBHEHNS C UCMOMb30BaHNEM METOAMK, NoaoOHbIX MeToamnke BO3/HAI.

32. B uccnepoBaHun hapmMaueBTUYECKOro cekTopa, BbiNorHEHHOM EBponerickon Kommccmnemn
(2009 r.), npoaHanu3MpoBaHbl NoTeHUuansHble 6apbepbl AN NOCTYNeHns B 060poT
reHepuyecKmx peLenTypHbIX NpenapaToB 1 YPOBEHb KOHKYPEHLMM MEXAY NPOM3BOANTENSMU
OpUrMHarnbHbIX PeLLENTYPHbIX NpenapaTtoB. ABTOPbI UCCrefoBaHns cobpanu nHpopmaumio o
nekapCTBEHHbIX Npenapartax, Bkrvatowmx 219 monekyn nekapcTBEHHbIX BELLECTB, a TakKe
AaHHble 43 KOMNaHUN-NPON3BOAUTENEN OPUrMHAaNbHLIX NpenapaToB N 27 KOMMNaHWUn-
npoussoanTenen reHepukoB. AHann3 oxeaTbiBaeT nepuog ¢ 2000 roga no 2007 rog.
WccnepoBaHme nokasano, YTo reHepuyeckne aHanorn npumMepHoO NosIOBUHbI BCEX
npoaHanuanpoBaHHbIX SIEKapPCTBEHHbIX CPEACTB NOCTynanu B 000pOT B TeUEeHMe roga nocne
NCTEYEHUs CpoKa AENCTBUS NAaTEHTa UK yTpaTbl UCKITOYUTENBbHBIX MPaB Ha AaHHbIE.
"eHepunyeckmne aHanorn nocTynanu B o60poT B CpegHEM Yepes CeMb MECSILIEB MOCHe yTpaThl
NCKITIOMUTENBHbIX NPaB, a LieHbl Ha HUX NPW NOCTYNMIEHMM B NPoLaxy Obinn B cpegHeMm
NPUMEpPHO Ha 25% HWXe LeH OpuUrnHanbHbIX NpenapaToB 40 yTpaThl UCKIIOYUTENbHbBIX NPaB.

B TeueHune aByx neT nocne yTpaTbl UCKNIOYMTENBbHbLIX NPaB LieHbl onyckanucb Ha 40% Huxe LeH
OopurMHarnbHbIX NpenapaToB. [Jons npon3soguTenen reHepuKkoB Ha pbiHKe JOCTUrana oKoso
30% B TeyeHune ogHoro roga un okono 45% — B TedyeHne AByXx neT. ccnegoBaHme nokasbiBaeT,
YTO NPOU3BOANTENN OPUTMHAITBLHBIX NPenapaToB NPUMEHSIKOT AN paclumpeHna obbema n cpoka
naTeHTHOM OXpaHbl CBOUX JIEKAPCTB HECKOSIbKO NaTeHTHbIX cTpaTermn. OHM YyacTo nogaroT
0onbLUOe YMCIo NaTEeHTHbIX 3a8BOK HA OA4MH M TOT Xe npenaparT, co3gaBas 4ng
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npou3BoanTenen reHepnyecknx npenapaToB HeonpeaeneHHOCTb B OTHOWEHUM o6bema n
YPOBHS CYLLECTBYHOLLEN NATEHTHOM OXpaHbl. HeonpeeneHHOCTb NOPOXKOAETCA TakkKe
HamMepeHHOM nofayen oTaenNbHbIX NAaTEHTHbLIX 3adBOK, KOTOPbIE MO3BOMSAIOT NPoAeBaTbh CPOK
3KCMnepTU3bl M306peTeHns, NPOBOAUMON NaTEHTHbIM Be4OMCTBOM. [1ponssogutenmu
OpUrMHanbHbIX NpenapaToB Takke YacTo Bo3byxaatoT cyaebHble cnopbl O NaTEeHTHbIX NpaBax,
0COBEHHO Ans Toro, YTobbl OTNYrHYThL 6onee Menknx NPoM3BOANTENEN FrEHEPUYECKNX
npenapaToB, U OHM YacTO 3aKaH4YMBAKOTCH MUPOBLIMU COrfaLleHNAMU, OrpaHNYNBaOLLIMW UK
3agepXuBaroLwMmMm NocTynneHne B Npoaaxy reHepuyeckux npenapatos. B xoge nccnegosanuns
TakKe BbIICHUIOCh, YTO NPOU3BOAUTENIM OPUTrMHATbHBIX NpenapaToB B OCHOBHOM MOAAT UCKK
0 3alMTe BTOPUYHBIX NATEHTOB. YTO KacaeTcs KOHKYpPEeHLUMM Mexay NpousBoanTensamu
OpUrMHanbHbIX NpenapaTos, UCCNeaoBaHNe NoKasblBaeT, YTO OHU NPUMEHSIOT TaK Ha3biBaeMyLo
3alUMTHYIO NaTeHTHYIO CTpaTernto, cosgasas NpensaTcTBUS K paspaboTke npenapaToB-aHanoros
APYrMMn NpOn3BOANTENSAMUN OPUTMHASBbHBIX NpenapaToB. B Lenom pesynbTaThl UCCnegoBaHUsA
MoKasbIBaloT, YTO NPOM3BOANTENN OPUTMHATBbHbIX MPenapaToB NPUMEHSIOT Uenbi psag Mep
NaTeHTHOW NONMUTUKM ANS NpegoTBpaLleHnst BbIXo4a Ha PbIHOK Kak ApYrMx Npon3BoAnTENu
OpUrMHanbHbIX NpenapaToB, Tak U NPOM3BOAUTENEN reHepUYECcKUX npenapaTos.

33. Bartan un [au (Watal and Dai, 2019 r.) ncnons3oBanun B CBOEM UCCIEA0BaHUN OaHHbLIE

0 npogaxax 556 HOBbIX MONEKYNAPHbLIX COEANHEHUI, pa3peLLEHHbIX K BbIMYCKY YnpaBneHnem
Mo KOHTPOIO KayecTBa NULLIEBbLIX MPOAYKTOB U nekapcTBeHHbIx cpeacts (FDA) CLUA B 1987-
2011 rogax n npegcTaBnsoWmx cobon Kak MHHOBALMOHHLIE, TaK N HE MHHOBAaUMOHHbIE
nekapcTBeHHble cpeactea, B 70 cTpaHax un pernoHax B 1980-2017 rogax ona onpegeneHus
TOro, BAUSIET NN BBEAEHME NPAKTUKM NAaTEHTOBaHUA NekapcTs, NpeayCMOTPEHHON
nonoxeHusamn CornaweHnsa TPUIMC, Ha BEpOATHOCTb NOSIBIEHUS HA PbIHKE HOBbIX
neKkapCcTBEHHbIX NpenapaTtoB. B nccrneaoBaHmm Takke MCNOMb3YyTCA LEHOBbIE AaHHbIE

3a 2007-2017 rogbl onst onpeaeneHns Toro, y4MTbiBaeTCs NN B YPOBHE LIEH HA Takue HoBble
nekapcTea 6oniee HM3KUN ypoBEHb A0XO40B HAacerneHnsa pasBmMBaloLLnXCs CTpaH. MNMonyyeHHble
pe3ynbTaTbl CBUAETENLCTBYIOT O TOM, YTO CyLLECTBOBAHME NAaTEHTOB Ha flekapcTBa NoBblwaeT
BEPOSATHOCTb CO34aHUS HOBbIX MHHOBALMOHHLIX MPENapaToB, HO NOMNOXUTENbHbIE NOCNEACTBUA
3TOro Ans CTpaH C HU3KMM YPOBHEM A0XOL0B HAceneHnsa o4eHb HEBEMNUKN. ABTOPLI Takxke
YKasblBaloT, UTO pe3ynbTaThl pasfnnyHbl 415 Pa3HbIX TUMOB 3ab0neBaHni 1 rpynn HaceneHus

C pa3HbIM YPOBHEM AOXOAO0B. VIMelTCA Takke AaHHbIe O TOM, YTO Kak NpovM3BoauTenmn
OpUrMHanbHbIX Npenaparos, Tak U NPON3BOANTENN FEHEPUKOB MPUMEHSAIOT pa3Hbi€ LIEHbI,
yCTaHaBnuBas B cTpaHax ¢ 6onee HU3KNM ypoOBHEM JOXOL40B HaceneHnsa 6onee HU3KNE LeHbI.
Paanuuusa B ueHax Hanbornee BENWKX B Crlydae nekapcTB Afis IeYeHns MHPEKUMOHHbBIX
3aboneBaHun, B YactHoctn, BUY/CIIAda. iccnegoBaHue Takke NOKa3biBAET, YTO K CHUXKEHUIO
LieHbl MPUBOANT KOHKYPEHLNS NpenapaToB ¢ OAHMMN MOSEKynamMmn fieKapCTBEHHbIX BELLECTB,

a Takke BHYTPU OOHUX U TEX Xe TepaneBTUYECKMX KNaccoB. NaBHbIN BbIBOA COCTOUT

B HanMuuMm CBA3N MeXAy CyLeCTBOBaHWEM NATEHTOB Ha NpenapaTtbl U BEPOATHOCTbIO
NosIBMEHNs Ha PbiHKE MHHOBALIMOHHOIO HOBOMO Npenapara, XoTa NoNnoXuTernbHble NOCNeACTBUS
9TOro Ansi CTpaH C HU3KMM YPOBHEM JOXOL0B HaceneHnsi oMeHb HeBenukn. LieHbl Ha nekapcTea
B OnpeaenieHHon CTeNeHn oTpaxatoT ypoOBEHb JOXOO0B.

34. B pabote Pogxepa Kamndpa (R. Kampf, 2015 r.) paccmatpuBatoTcs Mepbl, NPUMEHSEMble
yneHamu BTO Ha HauuoHanbHOM YpPOBHE ANS peanu3auun «cuctemsl nyHkTa 6» MNpoTokona
0 BHeceHuu nameHeHunn B Cornawenne TPUMNC. AsTop yaenseT OCHOBHOE BHMMaHue Mepam,
co34arLmM BO3MOXHOCTU A5 akcnopTa. NpumeHeHne aTon 4ONONHUTENBHOWN FTMBKOM HOPMbI
He saBnseTcsa oba3aTenbHbIM. B €BSI3U € 9TMM He06X0ANMO NPUHATUE COOTBETCTBYHOLLNX
HaLMOHarbHbIX HOPMaTUBHbBIX NOSTOXKEHNA. XOTA NMYHKT 6 KacaeTcst KOHKPETHOW HOBOW Mepbil,
npegHasHa4YeHHON UMEHHO AN 3KCrnopTa — MPUHYAUTENbHOMO NULEH3NPOBaHNS, CTPaHbI,
KOTOpble HaMepeHb! UCMOoNb30BaTh ee AN MMnopTa NekapcTs, 06bIYHO ropasao pexe
NPUHUMAIOT Heob6XoauMbIE AN1S 9TOr0 KOHKPETHblE 3aKoHoA4aTeNbHble HOPMbI. B JokyMeHTe
NCMOMb3YITCA CBEAEHNS U3 LIenoro psga UCTOYHUKOB: YBEOMITEHNS], Hanpasnsemble
ctpaHamu B agpec Coseta TPUIC, npoTtokonbl 3acegaHumin Coseta TPUMNC, gaHHble WIPO
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Lex n nidopmaums c Beb-calToB rocygapCTBEHHbIX OPraHoB, 1 aBToOp NOAPOOHO NOKa3bIBaeT,
KaK 1 B KaKo/ Mepe KrntoveBble NapameTpbl «CMCTEMbI MyHKTa 6» HAXoOAT OTpaXeHune

B 3akoHoaaTtenbcTBe cTpaH-yneHoB BTO. CornacHo BbiBOgaM aBTopa, N0 COCTOSIHUIO Ha UIOMb
2015 roga KOHKpEeTHbIE MepPbl Pa3NIMYHOrO YPOBHS AeTanusauumn U CloXHOCTM No
UMNIeMeHTauumn aTnx Hopm npuHsan 51 unen BTO (nntoc Cepbusn), nnu novtn TpeTb BCEX
YNeHoB opraHmsaumun. B nx umcno Bxoamt nogasnstowee 60NbLUNHCTBO CYLLECTBYHOLLNX
9KCMOPTEPOB hapmaLeBTUYECKOM NpoayKumnn. «Cuctemy nyHkta 6» pekomeHayeTcs
MCNONb30BaTb Kak BO3MOXHOCTb arperMpoBaHuns cnpoca Ha TOT Uin MHOW NPOAYKT nyTemM
pernoHarnbHbIX 3aKyrnoK, YTO NO3BOMNSET JOCTUraTb AKOHOMUYECKMN LienecoobpasHoro macwtaba
npomn3BOACTBa 1 3KcropTa hapMaueBTUYeckux npenapaTos. YUneHam BTO Takke
pekoMeHayeTcs npogoskaTe yrinybneHHoe ob6cyxaeHne pasnmyHbiX BONPOCOB, BKOYas
cneayroLme: NCnonb3oBaHNEe «CUCTEMbI MyHKTa 6» Kak MHCTPYMEHTAa 3aKyrokK; BapuaHTbl 6onee
aKTUBHOro B3aMMOOeNCTBMS MUHUCTEPCTB 34paBOOXPaHEHUS B Xo4e NPUMEHEHUS] CUCTEMBI;
Cnocobbl NOBLILLEHNSA 3KOHOMUYECKOW 3aUHTEPECOBAHHOCTN, MEPCNEKTUBHOCTN N YCTONYMBOCTH
y4acTus B CUCTEME; MYTU YNPOLLEHMS HALMOHamNbHbIX Mep Mo BHEAPEHUIO CUCTEMbI.
MexayHapoaHOMy coobLLEeCTBY Takke pekoMeHOyeTCst NoAAePKMBaTb «CUCTEMY MyHKTa 6» 1
COAENCTBOBATH LLUMPOKOMY MUCNONb30BaHMIO 3ToM rnbkon Hopmbl Cornawwenns TPUMC.

35. PykoBOACTBO MO NPUMEHEHMIO M BblAaye obsi3aTenbHbIX JIMUEH3NA 1 pa3peLleHnin Ha
MCNonNb30oBaHWE rocyaAapCTBEHHbIMM OpraHammn bapMaLeBTUYECKUX NpenapaToB, OXpaHAEMbIX
nateHTamu, BbinywweHHbln K. Koppea (C. Correa) B 2009 rogy — 370 Bkag aBTopa B BblpaboTKy
€OMHOro noaxona K ucronb3oBaHuio rmbknx Hopm Cornawenus TPUMNC gns obecneveHmns
3aKynoK NekapcTB, BaKUMH M QMarHOCTUYECKnX KomnnekToB. Llenb pykoBoacTea —
cchopMynunpoBaTb NpakTU4YecKkne TEXHNYECKME COBEThI FOCY4apCTBEHHbIM BEAOMCTBaM,

a Takke 3aKyrno4HbIM 1 HErocyaapCTBEHHbIM OpraHn3aumnsmM, B OTHOLLEHNN cnocoboB
NPUMEHEHUS NPUHYANTENbHbLIX NULEH3UN N HOPM 00 MCMONb30BaHUN NATEHTOB rOCYAAPCTBOM.
OCHOBHOE BHUMaHWE yaenseTcsa NCNoMb30BaHUI0 3TUX MEXaHM3MOB A1 3aKyNOK 1 MMnopTa
dhapmaueBTUYECKOM NPOaYKUNN, OXpaHAeMOoln naTeHTaMu. PykoBOACTBO COCTOUT U3 ABYX
pasgenos. [epBbi pasgen NoCcBsLWEH NOPSAKY nogayvn 3asaBoK Ha odhopmMmIieHne
NPVHYAUTENbHbIX NULEH3MI U UX Bbldayun. Bo BTOpom pasaene paccmaTpuBaeTcs npakTuka
MCNonNb30BaHWA NATEHTOB rocygapcTBoM. KOMMeHTUpys cogepaHme nocobus, aBTop
OTMeYaeT, YTO OH B COCTOSAHMM YKa3aTb TONbKO obLiee HanpasneHne AeNCTBUN, N YTO
KOHKPETHbIN NOpAAO0K BblAauy NPUHYANTENBHbIX JIMUEH3UA NN NPUHATUS peLleHns ob
MCNoNb30BaHMM NATEHTOB rOCy4apCTBOM OnpeaenseTcs COOTBETCTBYOLLMMU MPUMEHUMbIMU
HOPMaMM HaUMOHaNbHOro 3aKOHOA4ATENbCTBA KaXAoWm CTpaHbl. ABTOP pEKOMEHAYET CTpaHam,
NPYHMMaKOLLUM peLleHne O BbiIbope OAHOro 13 3TUX ABYX MEXaHW3MOB, UCNONb30BaTb
MEXaHN3M Bblgayn paspeLleHnin Ha UCMOob30BaHNE NAaTEHTOB rOCY4apCTBOM, MOCKOSbKY BO
MHOTMX Crly4asix 9TO CaMbli MPOCTOM M OnNepaTMBHbINA cnocob npnobpeTeHnsa nekapcTs,
OXpaHsAeMbIX NaTeHTamun. ATO CBA3AHO C onpeaeneHHbIMU KPUaNYECKMMU NpenmyLecTBamm
3TOW CMUCTEMbI: FOCYAApPCTBEHHbIE OpraHbl MOryT BblAaTh pa3peLleHne Ha NCnosib3oBaHne
naTeHTa rocygapctsom 6e3 3anpoca TpeTben CTOPOHbI, @ €CN OHO BblAaeTCs

B HEKOMMEPYECKMX Liensix B 0OLLECTBEHHbIX MHTEpecax — 6e3 NnpeaBapuUTENbHOro
cornacoBaHus ¢ nateHToobnagarenemM. ABTOp Takke OTMEYaeT, YTO HaMMeHee pas3BUTbIM
CTpaHam npegoctasneHbl 0cobble NpaBa, HaNOMMHAas 0 TOM, YTO, COrMacHO NYHKTY 7
[oxunHckon geknapauun, oHm He 065a3aHbl obecneunBaTb OXpaHy NaTEHTHbLIX NPaB Unu
NCKITIOUMUTENBHbBIX NPaB Ha CObIT hapmMaueBTUYECKON NPOaYKLMM A0 KOHLIA NEPEXOOHOro
nepvoga.
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Oo6obLaolwme ncecnegoBaHua No Nnpobriemam B3aMMOCBSA3M NATEHTHOM OXpaHbl M OXpaHbl
30,0pOBbS

36. B 2010 rogy BcemnpHas opraHmsaums 3gpaBooxpaHeHns onybnvkosana nogoopky
AOKNaZAoB U MHEHWI NO BONPOCaM B3aMMOCBSA3U OXpaHbl MHTENEKTyanbsHon CO6CTBEHHOCTU 1
AOCTynHoCTM nekapcTs. Nybnukauunsa ctana Bkrnagom BO3 B paboTy no HapawmBaHuio
noTeHuUnana no Bonpocam NPMMEHEHNs1 1 opraHM3aLmm CUCTEM OXpaHbl NpaB
NHTeNNeKTyanbHOM CO6CTBEHHOCTU B (hOpMaX, YYUTbIBAIOLLMX HYXObl U NPUOPUTETHI OXPaHbl
3[,0pOBbS HAcCeNeHNs B pa3BmBatoLmnxcsa cTpaHax. MNybnukauyma 6oeina nogrotosneHa

B COOTBETCTBUM C [MobanbHom cTpaternen n NnaHom aencTemin B 06nacT o6LLEeCTBEHHOMO
34paBOOXpAHEHNS, MHHOBALMIA U MHTENNEKTyanbHOM COOCTBEHHOCTU, NPUHATLIMKM BcemmpHom
accambneen 3gpasooxpaHeHus B 2008 rogy. Mogbopky coctaBmnu 17 goknagoe no
cnegyrowmm Temam: (1) ToproBble cornalleHus, MHTennekTyanbHass COOCTBEHHOCTb U
AOCTYMNHOCTb NIeKapCTB: BBOAHbIE MONOXEHUS; (2) NpaBO MHTENNEKTyanbHON COGCTBEHHOCTU U
obuiecTBeHHOE 34paBOOXpaHeHME: OBLLNA KOHTEKCT M OCHOBHbIE TMOKNE HOPMHbI,
npegycmoTpeHHble Cornawexnnem TPUMC; (3) ocHOBLI NATEHTHOrO 3aKOHOA4ATENBCTBRA;

(4) KpTEPUN NATEHTOCNOCOBHOCTU: KOoraa n3obpeTeHne SBNAeTCs NaTEHTOCNOCOOHbIM?

5) Bblaepxkn n3 «PykoBogcTea no Bonpocam 3KCNepTM3bl NaTEHTOB Ha hapmaLeBTU4eckme
npenapartbl»; 6) rmékne Hopmbl Cornawexns TPUMC: npumep NHamm; 7) BbINONHEHUe
pewenna BTO no nyHkTy 6 [JoxmHckon aeknapauummn o CornaweHun TPUMNC n obwectBeHHOM
34paBooxpaHeHun; 8) naTeHTbl, MPUHYAUTENbHbIE NULEH3UM 1 obecnevyeHne JOCTYNHOCTH
NeKkapcTB: OMbIT HEKOTOPbIX CTPaH B NocrneaHue rogbl; 9) ocnapvBaHne NaTeHToB Ha
nekapctsa: npumepbl 13 npaktukn Nugmm; 10) MoHononNusaumst 4aHHbIX KNMHUYECKMX
nccnegoBaHUW: NOCneacTBusa 1 TeHageHummn; 11) oxpaHa permcTpaumoHHbIX aHHbIX NIEKapCTB:
TpebosaHus Cornawenns TPUMNC n nonoxenna « TPUMNC-nntoc»; (12) nonoxeHus o npaBax
NC B cornalueHusix o cesoboae ToOprosnun: Ux NOCNEACTBUS C TOYKU 3peHns obecneveHns
AOCTYMHOCTW NnekapcTs; 13) psi4 BONPOCOB, KacaloLMXCa B3aMMOCBSA3N 30paBOOXPaHEHMNS U
npas 4yenoseka; 14) Bbiaepxkkn 13 goknaga CneunanbHOro Aoknagymka no BONpocy o npase
Ka)Xaoro 4yenoseka Ha HamBbICLUMA AOCTUXNMbIA YPOBEHb (hN3NYECKOrO U NCUXNYECKOTo
340poBbS; 15) oxpaHa TpaguuMoHHON MeaUUUHBIL: onbIT MHauK; 16) npuMeHeHne HopM
3aKoHOAaTenbCTBa O 3aluMTe KOHKYpeHUmMn ansa obecnevyeHnsa HagexXHbIX NOCTaBOK HEAOPOrmx
nekapcts; 17) Moaxoant nn 3akoH bas-[oyna ona pa3sMBaoLWMXCa CTPpaH — OnbIT NPUMEHEHUS
3akoHa B CLUA. Takum obpasom, goknagbl coaepaT BCECTOPOHHUI aHanmM3 OCHOBHbIX
BOMPOCOB OXPaHbl MHTENNEKTyarnbHON COBCTBEHHOCTUN B X CBSA3U C BONPOCaMN OXpaHbl
30,0POBbA.

37. TpexcTopoHHee uccnegosaHue, onybnukosaHHoe B 2012 rogy BcemmnpHon opraHusauuven
3gpaBooxpaHeHus (BO3), BcemmnpHon opraHM3aummn HTennekTyanbHom cO6CTBEHHOCTH
(BOUC) n BcemupHom Toproson opraHmsauunen (BTO), oTpaxaeT pacTywmmn 3anpoc Ha
NPUHATUE ANPEKTUBHLIMU OpraHaMym 060CHOBAHHbIX PELLEHUI B TOYKaX B3aMMOOENCTBMUSA
34paBooxpaHeHus, Toproenu n NC; aBTopbl 4OKYMeHTa yaenunm ocoboe BHMMaHue
npobnemam obecneyeHnss 4OCTYNHOCTM NEKAPCTB U MEANLMHCKMX TEXHOSOMNI, a Takke
WHHOBaLMAM B 3TOM obnacTtu. ViccnegosaHue cogepXut YyeThipe rmasbl: 1) MeamunHckue
TEXHOSOMMN: OCHOBHbIE MOHATUSA; 2) KOHTEKCT BbipaboTkM pelueHnn B obnactu obecnedeHus
WHHOBaUW 1 gocTtynHocTty; 3) MeamumHckue TexHonormm: obecnevyeHne MHHOBaLWA; 1

4) MeguumHCKne TexHonornn: obecneyeHne OCTYNHOCTU. HekoTopble 13 BbIBOAOB Y OCHOBHbIX
obobLuaroLwmx 3akniYeHNin nccnegoBaHnsa CBOAATCA K CrieaytowemMy: OOCTYMHOCTb OCHOBHbIX
nekapcTB — 3TO OAMH M3 aCNEKTOB NpaBa YerioBeKa Ha 340POBbE; OrpaHNYeHne AOCTYNHOCTU
nekapcTB peako obycrnoBneHo 0gHNM (hakTOPOM, a Yalle CBS3aHO C LenbiM psaom hakTopos;
BO MHOMMX CTpaHax ¢ HA3KUM M CPeOHMM YPOBHEM 4OX0O4a OaXe HEeA4Ooporne reHepnyeckme
npenapartbl YacTO CULLIKOM AOPOrn UNn HeLOCTYMHbI A4NS1 HACENEHWST; rOCy4apCTBEHHOE
perynupoBaHne BaXkHO, HO CNIULLKOM B0orbLLOE KONMMYEeCTBO HOPMaTUBHBLIX BapbepOB Takke
MOXET orpaHMymBaTh AOCTYNHOCTL JIEKAPCTB; NaTeHTHasd cuctema B LienoM cnocobeTByeT
WHHOBALMAM, HO Takasl pblHOYHAsA MHHOBALMOHHAA MoAesb He peluaeT npobnemsbl «3abbITbixX
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Oones3Hen»; NnaTeHTHas oxpaHa U AOCTYMHOCTb NIEKapCTB HAaXOAATCS B CITOXHOWM B3aUMOCBS3N,
HO Hagnexaliee NMUEeH3NpoBaHNE NCMNONb30BaHMS NaTEHTOBAHHLIX NIEKApPCTB, BKIIOYas
Bblgady OOPOBOMbHbLIX NULEH3MI, U ncnonb3oBaHme rmbkmx Hopm Cornawenua TPUTC, moryT
CNocobCTBOBATb AOCTMPKEHMIO LIENEN 30paBOOXPAHEHMS; BAXXHBIM KOPPEKTMPYIOLLINM
WHCTPYMEHTOM MOXET ObITb MONUTMKA 3aLUTbI KOHKYPEHUNN; BCe Bornbluee BAUsIHUE Ha
AOCTYMNHOCTb NIeKapCTB OKa3blBalOT cornalleHnsi o cBob6oaHom Toproene. B yacTHOCTH, aBTopbI
PEKOMEHAYIOT roCyAapCTBEHHbIM OpraHam nNpuHMMaTh Ha cebsi BeayLlyto ponb B 3Ton paboTe,
N 9Ta porib AOSMKHA BKoYaTh 06s3aTenbCcTBa rocygapcTea no obecneyeHmno JOCTaToOuHOMo U
yCTONYNBOro oMHaHCUpoBaHUs, 3(PEKTUBHBIX 3aKyMNOK, yCTpaHeHne Tapud)oB 1 Hanoros

N perynmpoBaHue TOProBbIX HaLEHOK.

38. CnpaBoyHuk BcemmnpHom opraHmsaumm sgpaBooxpaHeHnuns (BO3) «MexayHapogHas
ToproBns v 3goposbey (2009 r.) npeactaenseT cobon COOPHMK, BKMOYAOLWLMIA CEMb OTAENbHbIX
NMHopMaLMOHHLIX 3anrucok BO3, onybnukoBaHHbIX B nepuog ¢ 2001 roga no 2008 rog, a
Takke HekoTopble pewweHna BO3, nmetowmne oTHoLWEHME K BONpocam B3aMMOCBA3N
3[,paBOOXpaHEHUS, OXpaHbl UHTENNEKTYaNnbHOM COOCTBEHHOCTN U/MNN MEXAYHapPOL4HON
Toproenun. OH BKIOYaET peLleHns permoHansHoro otaenexdna BO3 no KOro-BoctouHom Asuum,
a Takke COOTBETCTBYIOLLME pe3ontounm psaga BcemmpHbix accambnen 3gpaBooxpaHeHust.
3agaya cnpaBo4HMKa, KOTOPbIM Takke BKNoYaeT crioBapb U3bpaHHbIX 6a30BbIX TEPMUHOB —
NOMOYb MEANLMHCKMM paboTHUKaM pa3obpaTbCs B CIIOXHbIX TEPMUHAX MEXOYHapPOOHOW
TOProBnv 1 34paBoOOXpaHEHNs 1 NOAPOBHO NpoaHanNU3npoBaTb HEKOTOPbIE BONPOCHI CBA3N
3[paBOOXpaHEHNs N TOProBnn, 06beanHNB B OAHOM NyBGnvkauun Hambonee nnnocTpaTuBHbIE
WMHOpMaLMOHHBIE 3annckn. B matepman Bowwnu cnegyoLwimne MHpopmMaLoHHbIE 3anNCKN:
«Mno6annsauusa, Cornawexne TPUMNC n goctynHOCTL hapmaueBTUYECKUX NpenapaToB»
(2001 r.); «Cornawenne TPUMNC: npaBa nHTennekTyanbsHOM coO6CTBEHHOCTU 1 obecneveHne
poctynHocTy nekapcte» (2006 r.); « AKCKN3MBHbIE NpaBa Ha KNUHUYECKNe AaHHbIe N Apyrue
mepbl "TPUMC-nntoc"» (2006 r.); «MHHOBaLMOHHbBIE MeTOAbI NledeHnsa 3abonesaHni,
3aTparvBaloLLmMX rnaBHbIM 06pa3oM pasBmBaloLLMECH CTpaHbl: npobnemel n ngen» (2007 r.);
«OnbIT CTpaH B MCNonb3oBaHun 3aWwmnTHblX HopMm Cornawenna TPUMCy» (2008 r.); «Bnuaxne
ABYCTOPOHHMX COrnalleHnin o cBoBOAHOM TOProBre Ha AOCTYNHOCTb nekapcTBy»; «FTATC n
mMeguumHckune yenyrm» (2006 r.). lokyMeHT pekoMeHayeTCa NCNonb30BaThb kak 6a30BblIv
CMpaBOYHbIV MaTepuan Ans MeavuMHCKUX paboTHUKOB, KOTOPbIE MHTEPECYTCA Npobnemamum
B3aMMOCBS3U MEXAYHapOL4HOW TOProBv U 34paBoOXpaHEHs], HO HEAOCTAaTOYHO 3HAKOMbI

C HUMW.

PeueH3uposaHHbIe Hay4Hble uccnedosaHus (3KOHOMU'-I€CK8FI numepamypa)

CtumynupoBaHune pa3paboTKku HOBbIX NEKAPCTB U MEOULIMHCKUX TEXHOIIOTNM

39. CwumoHa Namba (S. Gamba, 2017 r.) ucnonb3yeTt AaHHbIE MO 74 pas3BUTbIM U
pasBuBaloOLLMMCA CTpaHam 3a nepuog ¢ 1977 roga no 1998 rog aAnst OUEHKN BNUSHUS
NPOLIECCOB YCUNEHNSI OXPaHbl MHTENNEKTyanbHOM COBCTBEHHOCTN Ha BHYTPEHHME UHHOBAL MK
B hapmMaLeBTMYECKOM CekTope. B kauecTBe KpUtepms MHTEHCUBHOCTU BHYTPEHHUX NHHOBaLWI
NCNONb3YEeTCHA YMCIO 3as8BOK Ha permcTpaLmio NaTeHTOB Ha JIeKapCTBEHHbIE NpenapaThl,
B3BELLUEHHbIX MO YMCIy CCbINOK (cornacHo MexayHapoaHOW naTeHTHOW Knaccudukaumm),
noAaHHbIX n3obpeTtaTensamm KOHKPETHOM CTpaHbl B EBponenckoe naTeHTHOe BE4OMCTBO.

B uccnegoBaHmm paccmaTtpuyBaloTCs ABa BUAA UBMEHEHUIN B CUCTEME NHTENSEKTYaNbHOM
CcoBCTBEHHOCTU CTpaHbl: ycuneHme oxpaHbl npaB NC, obecneunBatowlee cobnogeHvne
TpeboaHu Cornawenuns TPUINC v BBeaeHne 6onee cnabbix gpopm oxpaHbl npas UC,
cyuwlecTBoBaBLUMX 0 NpuHATUMS Cornawenus TPUMC. PesynbTaTthl MCCrieaoBaHms
MOKa3bIBalOT 3HAYUTENbHbBIA POCT YNCMa NAaTEHTHbIX 3asBOK B pe3yrbTaTe YKpenseHnsa oxpaHbl
npaB UIC nocne npuHaTtua Cornawenuna TPUMMC, a Takke He MEHee CUNbHOE NOMNOXUTENbHOE
BNUsSHWE NpumeHeHns 6onee cnabbix dopmM oxpaHbl NpaB NC Ha uncno 3aaBok. Kpome Toro,
nocneacteunda Cornawenusa TPUMC ropasgo BoipaeHHee B pasBUTbIX, YEM B pa3BMBaIOLLMXCS
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CTpaHax, U UMetT OTHOCUTENbHO KPaTKOCPOYHbI xapakTep. B uenom pesynbTathl
nccrnefoBaHns rOBOPSIT O TOM, YTO HanMyne NaTeHTHON OXpaHbl BaKHO, HO ee YpOBEHb
OKa3blBaeTCsl MEHEE BaXXHbIM (haKTOPOM.

40. Tanacco u lWaHkepmaH (Galasso and Schankerman, 2015 r.) n3y4unu nocnencTems
aHHynMpoBaHuAa nateHToB AnennsumoHHeiM cygom ®epepansHoro okpyra CLUA (CAFC)

B 1982-2008 rogax. iccnegoBaHmne NnocBsiLLEHO HE TOMbKO NaTeHTamM Ha papMaueBTMYeckme
npenapartbl 1 MEOULMHCKYO TEXHUKY, XOTS NAaTEHTbI Ha hapmaueBTUYECKME npenapaThbl 1
MeANLNHCKME U3aennst COCTaBnsanm okono 25% Bcen BbIOOPKM NaTEHTOB, CNOPbl B OTHOLLEHUN
KoTopblx paccmaTpuBanuce CAFC. PesynbTaTthl He NOATBEPXKAAKOT CYLLECTBEHHOMO BIIMSIHUA
aHHYNMPOBaHWA NaTEHTOB Ha NlekapCcTBa Ha nocreayowmne dapmMaueBTMYeCcKne nccneqoBaHus
(konun4yecTBO NOCNeayLNX UCCNegOBaHUIN OLEHNMBAETCS NO KOSNIMYECTBY CChIFIOK Ha
a@HHYNMPOBAaHHbIE NATEHTbl U KONMMYECTBY HOBbIX KIMMHUYECKUX UCMIbITaHUI). OTOT pe3dynbTaT
PEe3KO KOHTpPaCTUpPYyeT C pe3ynbTaTtaMu, Noy4YeHHbIMU B OTHOLLIEHMM APYrMx obnacTen TeXHMKM,
0COBEHHO KOMMNBIOTEPHOM M KOMMYHMKALMOHHOW TEXHMKN U NPON3BOACTBA MEANLMNHCKNX
WHCTPYMEHTOB, rae uccnegoBaHue nokasbliBaeT 3HAYMTENbHOE BIIMSIHWE aHHYNMPOBAHUS
naTeHTa CyaoM Ha nocreayroLme cCeobinikn. B oTHOLWEHN NpomM3BOACTBA MEOULIMHCKUX
WHCTPYMEHTOB aBTOpPLI UCCINEeLOBaHUS UCMOSb30BaNn B KAYeCTBE anbTePHATUBHOIO
rnokasaTtens 4YMcno 3asdBok Ha yTBepkaeHne FDA HOBbIX MEANLMHCKUX MHCTPYMEHTOB; OHU
YCTaHOBWIU, YTO MOCIE aHHYNMPOBaHMS! COOTBETCTBYIOLLLErO NaTeHTa YMCMO TaknX 3a8BOK
Bo3pacTaeT. OCHOBHOW BbIBOA aBTOPOB MCCIIEA0BaHMS 3aKJIK04YaeTCs B TOM, YTO, XOTH
naTeHTHasi OxpaHa, No-BuguMoMy, coepXKmMBaeT obLwun o6bemMm MHHOBaUMK B page obnacren
TEXHWUKM, B TOM YMCne B MPOMU3BOACTBE MEULMHCKUX MHCTPYMEHTOB, 3TO He noaTBepXaaeTca
NPUMEHUTENBHO K (hapmaLeBTU4ECKON OTpacrv, TO eCTb CYLLLECTBOBAHMNE NAaTEHTOB Ha
nekapcTBa He NpensTcTBYET pa3paboTke HOBbIX JIEKAPCTB.

41. Kawnn n MakraaH (Kyle and McGahan, 2012 r.) paccmatpusaloT BONPOC O TOM, UMENN NN
N3MEHEHMS B YPOBHE NaTeHTHOW oxpaHbl nocne npuHatus Cornawenns TPUMNC kakoe-To
BNuUsiHne Ha nHTeHcmBHOCTb HNOKP (n3amepsaemyto KonmyecTBOM HOBbIX KIMHUYECKNX
ncnbiTaHnn | pasbl) 1 BbINO N OHO PasNUYHBLIM B OTHOLLIEHUKN «rnobanbHbIX» 6onesHen u
«3abbITbix» 6onesHen (pacnpocTpaHeHHbIX B OCHOBHOM B pa3BMBaloLLMXCH cTpaHax). Beibopka
oxBaTbiBana 192 ctpaHbl, 84 rpynnbl 3a6onesanui n nepmnog 1990-2006 rogos. NccnegoBaHue
nokasarno, 4YTO yCurneHue naTeHTHON oxpaHbl B pesynbTaTe npuHatus Cornawenua TPUMC
npueeno kK ysenuyeHno o6bemo HAOKP no cosgaHuio npenapatos Ans neveHus rnobanbHbIX
3aboneBaHni, HO HE OKa3ario HMKaKoro BNnaHmns Ha oobembl HAOKP no co3gaHuio npenapaTtoB
ANsA neyeHns 3abonesaHWi, pacnpPoOCTPaHEHHbIX B pa3BMBaKOLLNXCA cTpaHax («3abbITbiX
b6onesHen»). Takum obpas3om, yKpenneHne NnaTeHTHOW OXpaHbl B Pa3BMBAtOLLMXCS CTpaHax He
BbI3Basfio pocta MHBECTULMI B HAay4YHblE NCCIef0oBaHWs, Kacatowwmecs nedeHms 6onesHen,
KOTOpPbl€ OTHOCUMTENBHO BOorbLLE pacnpPOCTPaHEHbl B 3TUX CTpaHax. [NaBHbIN BbIBOA
3aknto4vaeTcsa B TOM, YTO, HECMOTPS Ha CTaTU4YecKoe HeraTMBHOE BMUsIHWE poCTa LiEH,
BbI3BAHHOMO YCUIIEHNEM NATEHTHOWN OXpaHbl, HA YPOBEHb XMN3HN HACENEeHNs1 pa3BMBatoLLIMXCA
CTPaH, HET HMUKAKMX AaHHbIX O KaKUM-TO ANHAMUYECKOM BbIUMPbILLE AN YPOBHS XU3HW B hopme
ycunenus ctumynoB ansa nisectuumun B HUOKP no cosgaHmio npenapaTtoB Ans feveHns
3aboneBaHui, pacnpoCTpPaHEHHbIX B pa3BmBaloLLMXcsa cTpaHax. [pyrumu crioBamu, B TO BpeMS
Kak cTaTuyeckue notepu ¢ TOUKN 3peHns 61arococToaHMSA BNOMTHE O4YEBUOHbI, OHU He
KOMMNEHCUPYIOTCA HUKAKUM OUHAMUYECKUM BbIUTPbILLEM.

42. [ManatToHu (Panattoni, 2011 r.) aHanu3upyeT BNUSHWE peLleHns psaaa OKPYXXHbIX CyA0B
CLUA, onpoTecToBaBLUMX NATEHTbl Ha 39 OpUrMHanbHbIX NEeKapCTBEHHbIX NpenapaTos Mo
«npoueaype nyHkTta [V», Ha GupXXeByIo JOXOAHOCTb MPON3BOAUTENEN OPUTMHANBHBIX
npenapaToB. KOHKPETHO B JOKYMEHTE aHanuampyeTcs COBOKYNHasi aHoMarbHasa bupxesas
AOXOOHOCTb NPON3BoOAUTENEN OpUrMHanNbHLIX NpenapaToB Nocre BblHeceHus no 37 genam,
paccmMaTpuBaBLLUMMCS B OKPYXXHbIX CyAax pelleHns o6 «ocnapuBaHuy NaTeHTOB HAa OCHOBaHUA
nyHkTa IV». MNponssoanTenn opuriHanbHbIX npenapaTos Boirpanu 17 u3 atux 37 gen u
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Nony4Yunu B pesysbTaTe 3TOro aHoMaribHO BbICOKMI MPUPOCT BupkeBon oxogHocTu.
HaobopoT, No Npenapartam, B OTHOLUEHUM KOTOPbIX cyAebHble aena 6binv npourpaHsl, UMeno
MECTO CTOSb XXe 3HAYUTENbHOE CHXeHMe BUpXXeBon OXOAHOCTU. ABTOPbI MCCNeaOBaHNS
WNHTEPNPETUPYIOT 3TW BbIBOAbLI TakuM 06pa3om, 4To cyaebHble crnopbl «No npoueaype nyHKTa
IV» co3pgaloT Ans nponssoguTenen opurmHanbHbIX NpenapaToB 3HAaYUTENbHbIE PUCKK, TaK Kak
npourpbIw cyaebHbIX Aen NpMBOANT K 3HAYUTENBHOMY CHVXKEHMIO BMPXKEBOW AOXOAHOCTW.

B uccnenosaHum yTBEPXKAAETCS, YTO PUCK yTpaThl MATEHTHOW OXpaHbl NOpoXAaeT Ans
KOMMaHUn HeonpeaeneHHOCTb, KOTopas MOXeT HeraTUBHO CKa3blBaTbCs HA MX TOTOBHOCTH
nHeectmpoatb B HVOKP no paspaboTke HOBbIX NleKkapCTB.

43. Mankn PanaH (M. Ryan, 2010 r.) npoBen cutyauMoHHOE UccreaoBaHme, B KOTOPOM OH
npoaHanuanpoBan NocrneacTBus yCUeHns naTteHTHoM oxpaHbl B bpasunum B 1996 rogy ans
npousBoacTBa bnoMeanumMHCKon npoaykumm B 6pasmnbckom wrate CaH-Mayny. Pesynbtathbl
NPOBEOEHHOro B CTaTbe aHanmnsa NATM KOHKPETHbIX BMOMEeANLIMHCKMX MPOEKTOB NOKa3bIBatoT,
YTO yCUNEeHNe NaTeHTHOM OXpaHbl MPUBENO K POCTY MHHOBALMOHHOW aKTUBHOCTU KaK U3BECTHbIX
hapmaueBTUHECKMX KOMMaHWUIA (Takke NPON3BOAALLMNX FrEHepMYeckme npenapaTbl), Tak U HOBbIX
KOMMNaHWI, a Takke K NOCTYNNEHUIO Ha pbIHOK Bpasunun, a noteHumnansHo Takke CLLUA n
EBponbl, HOBbIX MAaTEHTOBaHHbIX BUOMEANLMHCKMX NpenapaToB. AHaNn3 OoTAerNbHbIX MPOEKTOB
TaKKe roBOpUT O TOM, YTO B pe3ynbTaTe YCUEeHUs NaTEHTHOW OXpaHbl MPONCXOANT
aKTMBM3aunsa coTpyaHmnyecTsa B pa3paboTke HOBbIX BUOMEONLNHCKNX TEXHOMNOMMIA MeXay
YaCTHbIMW NPOU3BOAUTENSAMU FrEHEPUYECKNX NPEenapaToB U YHUBEPCUTETCKUMN YHEHBIMMU.

44. Cyma Atpeun n gpyrue aBsTtopsbl (S. Athreye et al., 2009 r.) npoBenu psia nccnegosaHuin
KOHKPETHbIX KOMMaHui, 4Tobbl AoKka3aTb, 4To Ao noanucaHus Cornawenuns TPUMNC rnaBHbIMK
yepTamMu MHANNCKON hapmaLeBTUYECKON oTpacrnm Obinn oveHb H13kast aktTueHocTb HUOKP,
KOHLIEHTpaLns yCUnnin Ha cokpaLleHun satpaTt no NPoM3BOACTBY FEHEePUYECKMX NpenapaTos U
npamas Kommepumanusauusa pesynbtaToB pa3paboTok B cTpaHax, rae He npegycMoTpeHo
naTeHToBaHMe NeKapcTB, a TakkKe Ha 3aKMYEHUN NIMLEH3NOHHBIX U MPOM3BOACTBEHHbIX
cornaweHun ¢ MHOCTPaHHbIMW MPOU3BOANTENSAMM OPUTMHaNbHbIX NpenapaTtos. CornawleHve
TPUNC (Hapsigy ¢ 3akoHoMm XaT4a-Bakcmana B CLLUA) okasarno BnusiHMe Ha NHAUACKYIO
hapmaueBTUYECKYIO MPOMBILLSIEHHOCTb B pSAe acnekToB: MHAMMCKME KOMMaHUM oTMevani,
41O KX ycunusa B obnactm HUOKP cocpenoTodeHbl Ha Tex nekapcraax, BakuuHax u
ANarHOCTMYECKUX CpeacTBax, CPOKN MAaTEHTOB KOTOPbIX YXKE 3aKOHUYUIUCE UIN CKOPO
3akoH4aTca. MiHannckue KomnaHum Takke 3aHMManmMcb KOHTPaKTHbIMW UCCNeS0BaHNAMU U
oKasblBanu Npon3BOACTBEHHbIE U BMONMH(OPMALIMOHHbBIE YCIYTK, a TakkKe NpoBOAUINMU
KNUHUYECKNE NCNbITAHNSA ANS UHOCTPaHHbIX NPOU3BOAUTENEN OPUTMHANbHbIX NpenapaTos.
MHgunckue chapmMaueBTUYECKME KOMMNAHUKM TaKkkKe Havanm, HO B ropasfo MeHbLUEN CTEMEHMN,
BKNaAblBaTb cpeacTsa B pa3paboTKy HOBbIX nekapcTB. Takum 06pa3om, C O4HON CTOPOHDI
Cornawenne TPUIMC noBbICUNO ypoBEHb NATEHTHOM OXPaHbl M OrPaHNYMITO BO3MOXHOCTHU
WHONACKUX NMPOU3BOANTENEN rEHEPUYECKNX NEKapPCTB OCYLLECTBNSATbL OOPaTHLIN MHXUHUPWHT
3anagHblX NpenapaTtos; C APYron CTOPOHbI, Nubepannsaums MHOUNCKOW 3KOHOMMUKN Y
n3MeHeHus B 3akoHogatenbcTee CLUA OTKpbINM ANA MHAUNCKUX KOMMaHWIA HOBbIE
BO3MOXHOCTW. CoyeTaHne 3TMX pasnuyHbix hakTopoB NPUBENO K TOMY, YTO UHOUNCKME
NpoOun3BOANTENN rEHEPUYECKNX NpenapaToB COCPeSOoTOUUIIM CBOM yCuUnus Ha pa3paboTtke
AelleBblX U Ka4eCTBEHHbIX FTEHEPUKOB U MHTErpupoBanuck B Npon3BOACTBEHHbIE CUCTEMbI
WMHOCTPaHHbIX NPOM3BOAUTENEN OPUIMHanNbHbIX NpenapaToB, a nocnegHMe Nonyvmnm
BO3MOXHOCTb NpUBNeKaTb UX 4S5 ayTCOPCUMHra onpegeneHHbIX 3a4ay U CoKpalleHums 3aTpar.
Tem He MeHee, aBTOPbI CCNEAOBaHNSA He HaxoaAT yoeanTenbHbIX 4OKa3aTeNbCTB TOro, YTO
Cornawenne TPUMNC ctumynuposano pa3paboTKy HOBbIX Nnekapcts B NHauu.

45. v Usnb (Yi Qian, 2007 r.) aHanuanpyeT BAMSIHUE N3MEHEHWIA B YPOBHE MaTeHTHO
oxpaHbl dhapmaLeBTUYECKNX NpenapaToB B 26 cTpaHax B 1978-2002 rogax Ha pasnnyHble
nokasatenv MHHOBaLUMOHHOW AeSATENbHOCTUN B 3TUX CTpaHax (YMCrno naTeHTOB Ha NnekapcTsa,
BblaaHHbIX BIMT3 CLUA, B3BeLleHHOE MO YMCHY CCbINOK, N BHYTpUOTpacneBble 3atpaTthbl Ha
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HNOKP B chapmaueBTMYeCKOM CeKTope). ABTOP aHanNU3npyeT BrIMSIHUE U3MEHEHWI B YPOBHE
NaTeHTHOW OXpaHbl NekapcTB, cpaBHMBagA 26 CTpaH, B KOTOPbIX MPOU3OLLITN U3MEHEHNS,

C pPsiAOM COMOCTaBUMBbIX CTPaH, B KOTOPbIX U3MEHEHWI He 3abMKCMPOBaHO — NGO NOTOMY, YTO
OHW Y>)Xe BBENV NaTeHTHYI0 OXpaHy dapmaueBTUYecKor NpoayKunm, nnbo noTomy, Y4TO OHU Tak
N He BBENW ee B TeYeHne COOTBETCTBYIOLLEro nepmoga (B pamkax JaHHOro nogxona

26 NpoaHanu3npoBaHHbIX CTpaH ObINN pa3HeceHbl MO NATU Nepuogam B 3aBUCUMOCTM OT
MOMEHTa N3MEHEHUsa UX NaTEHTHOro 3akoHoAdaTenbCcTBa). [NonyyeHHble pesynbTaTbl FOBOPAT O
TOM, YTO B CpeHEM U3MEHEHNS B YPOBHE BHYTPEHHEN NATEHTHOW OXpaHbl hapmaLeBTUYECKON
NpoayKuM1 He BbI3Bano 3MeHeHUn B UHTEHCUBHOCTU MHHOBALMOHHON OeATENbHOCTU. TeM He
MeHee, cTpaHbl ¢ 6onee Bbicokum BBl Ha gywy HaceneHus n 6onee BbICOKMM YPOBHEM
obpas3oBaHMsA NOKa3bIBaOT 3aBUCUMOCTb MeXAY YCUNEeHUEM NaTeHTHON OXpaHbl
dapmaueBTUYECKMX NpenapaToB U akTMBM3aUNE MHHOBALMOHHOW aeatenbHocTn. OCHOBHON
BbIBOZ aBTOPOB UCCMe0BaHUA 3aKniovaeTCcsd B TOM, YTO OHM HE HaXOASAT NOATBEMKAEHUI
pocTa MHHOBALMOHHOWN akTUBHOCTY B (hapMaLeBTUYECKON NPOMbILLNEHHOCTU KOHKPETHbIX
CTpaH Npw NoBbILWEHNW YPOBHS NaTEHTHON OXpaHbl TeKapCTBEHHbIX NpenapaTos.

46. B pabote [Japa n Nonakymapa (Dhar and Gopakumar, 2006 r.) oLeHnBaeTcst BNMUAHME
nognucanus Cornawexunsa TPUMNC Ha dbapmaueBTUYECKY0 NPOMbILLNIEHHOCTL MHann.
MccnepoBaHme nokasbiBaeT, YTO B OTpaciv Habnoganack KOHCONMAaunsa U pocT pacxo4oB Ha
HWNOKP, B OCHOBHOM 3a CYET KPYMNHbIX y4aCTHUKOB MHOMNCKOTO pblHKa — KOMNaHui Ranbaxy n
Dr. Reddy's. Nocne noanucanns Cornawenus TPUMNC nHauiickne npomsBoguTenm
reHepuyecKMx npenapaToB TaKkke co3gaBanv HOBble NpenapaTbl U HOBble MeToAbl NPpUEMa
nekapcts. Bbipocno 1 4ncno BbligaBaeMbiX MM HOBbIX paspeLleHniA Ha NPoAaxy NeKkapcTs

B CLLA n Benukobputanun. Hannckue npon3BoanTEN reHepUYECKUX npenapaToB Takke
cTanu akTMBHbIMU y4aCTHUKaMN MUPOBOIO PbIHKA KOHTPAKTHbLIX UCCea0BaHUn 1 MUPOBOTO
Npoun3BOACTBEHHOrO cektopa. OHKM TakKe BCe akTMBHEE CO34al0T NapTHEPCTBA U CXEMbI
B3aMMOAENCTBUSA C MUHOCTPaHHbIMW NPOM3BOANTENSIMM OPUTMHANbHbIX NpenapaToB. TeM He
MeHee, HECMOTPS Ha yBeNnYeHne NHANMCKMMU NPON3BOAMTENAMUN reHEepPMYECKMX NpenapaTos
pacxogoe Ha HAOKP v Gonee akTMBHOE NaTEHTOBaAHME MMM CBOUX pa3paboToK, OHWU MOKa He
A06UNNCb 3HAYMTENbHBLIX YCNEXOB B CO34aHUN AEACTBUTENBHO HOBbIX NEKAPCTB.

B nccnepoBaHun Takke NogYepKMBaETCH, YTO BaXKHbIM ONpeaensowmnm hakTopom ycnexa
NMHOWNCKOM hapmMaLeBTUHECKON NPOMBILLIIEHHOCTM B Nepuog nocne nognucanusa CornaweHuns
TPUIMC okasanacbk ee cnocoBbHOCTb pa3BMBaTLCSA U pacTu Npu crnabom pexxmme naTteHTHOM
OXpaHbl, cylecTBoBaBLLEM A0 nognucaHms Cornawenna TPUTC, koTopbIn XxapakTepusoBancs
NWLWb OrpaHNYEHHbIM YPOBHEM NATEHTHOW OXPaHbl NPON3BOACTBEHHbIX NPOLIECCOB.

47. [Oxek n JTaHgxoy (Jack and Lanjouw, 2005 r.) npoBenu CTUNMCTUYECKM CcBOeOOpasHbIi
TeopeTUYeCcKUin aHanns, HarnpasrieHHbIV Ha BbISIBIEHWE ONTUMarbHbIX YCIIOBUIW YCTaHOBMNEHUS
LieH Ha nekapcTBa B MMPOBOM MacLutabe. VIx mogens npegnonaraet, YTo BBUAY
3HAYMTENBLHOrO PacxoXaeHus B Aoxodax Mexay pasButbiMy U pa3BMBaloLLMMUCA CTpaHaMu
LieHbl B pa3BMBaIOLLMXCA CTpaHax He 06A3aTenbHO AOMKHbI NOKPbIBaTh NpefenbHble U3OEePXKN
npou3sBoACcTBa U cHbiTa NekapcTB. TN CTPaHbl TakKe He JOIMKHbI y4acTBOBaTb

B CcOOTBeTCTBYOLLMX pacxogax Ha HNOKP. [naBHbIN apryMeHT aBTOPOB 3akrno4aeTcs B TOM,
YTO NoKynaTenbHas CNOCOBHOCTb HAceNeHns: pa3BMBatoLLIMXCA CTPaH HU3Ka, U No3ToMy nboe
yBernu4yeHve [OX0A0B Npou3BOANTENEN OPUTMHANbHbIX NpenapaTos BCNeaCcTBUE YCUIEHNUS
NaTeHTHOM OXpaHbl UX NPOAYKLMM B pa3BUBaOLLUXCH CTpaHax byaeT, ckopee BCero,
He3HaunTenbHbIM. VCKtoYeHe cocTaBnsaoT «3abbiThle 3aboneBaHnsy; ycurneHne nateHTHoOm
oXpaHbl NpenapaToB ANns neyeHus 3abonesaHuii, Hambonee pacnPOCTPaAHEHHbIX B
pa3BMBaoLLUXCA CTpaHax, Mormno 6bl cTaTb JOMNOMHUTENbHLIM CTUMYINOM AN UX pa3paboTku.

48. Cawmnat (Sampath, 2005 r.) paccmatpmBaeT B cBoen nybnunkaumm gaHHble onpoca

103 MHAMICKMUX KOMMNAaHWK, YKa3biBaloLLMe Ha TO, YTO NaTeHTHasi OXpaHa nNpenapaTtoB MOXET
okasaTb bonbluoe BnusiHME Ha BM3HeC-CTpaTernto MHOUNCKUX NPOU3BOAMTENEN rEHEPUYECKNX
npenapaToB 1 06BbEM NPOBOAUMbIX MU Hay4HbIX UccnegosaHmin. Onpoc nokasbiBaeT,
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YTO UHOMIACKME MPOM3BOOMTENN FEHEPMKOB OTpearnpoBani Ha BBe4eHE NaTEHTOB Ha
dapmMaueBTUYECKYIO NPOAYKLNIO NPUMEHEHMNEM KaK KOHKYPEHTHbIX, Tak U MapTHEPCKMX
ctpaTternin. KOHKypeHTHble cTpaTernm Bkntoyanu paboTy Ha perynmpyemMbix pbiHKax,
ONTMMM3aLMI0 NPOAYKTOBbLIX NOpTdenen ¢ y4eToM yCroBmi rnobanbHON KOHKYPEHLMM,
yBennyeHme nHsectnumin B HUOKP no co3gaHmio MMEHHO MHHOBALUMOHHBLIX FEHEPUYECKMX
npenapaToB C NPUMEHEHNEM HOBbIX NPOAYKTOB U NPOLECCOB N HehaCoBaHHbIX NeKapCTBEHHbIX
dopM, NOCTaBKM reHepUYECKUX aHarnoroB yXXe He oxXpaHseMblX NaTeHTaMu npenapaTos Ha
YaCTMYHO perynmpyemble U Heperynmpyemble pbiHKK, CO34aHne Npou3BOLCTBEHHbIX
NPeanpuaATUA U MHPPACTPYKTYpPbI CObITa 3a npegenamu Hamm unu ykpennexHve napTHEPCKUX
OTHOLLEHWUI C NocTaBLUUKaMK, a Takke okasaHue cneLmanmnanpoBaHHbIX YCryr Ha pbIHKE
KOHTPAKTHbIX UCCcriegoBaHni. lapTHepckue cTpaTterum BknovaoT npnobpeteHne npas Ha
WMHOCTpPaHHble TexHonormm, coemectHoe npoeegeHne HMOKP, koHTpakTHble nccnegoBaHns u
co3aaHue cobIToBbIX NapTHepcTB. ONpoc Takke NokasbIBaeT, YTO Nocne NoAnMcaHus
Cornawenna TPUMNC nHgnnckum npomsBoaMTENSIM FrEHEPUKOB CTarno TpyaHee nonyvatb HOBble
TEXHONOIMM 13-3a CyLLLECTBOBAHUS B HEKOTOPLIX Cly4YasiX MHOXXECTBEHHbIX MAaTEHTOB Ha
AaHHble, HeobxoaMmble ANt NPOBEAEHNS UCCreaoBaHNn, UNK 3HAYNTENBHOW CTOUMOCTHU
NUUEH3NPYEMbIX TEXHOMOrMN. HakoHew, UMeoTCA JaHHbIE O TOM, YTO UHONNCKNE
Npoun3BOANTENN FrEHEPUKOB BCE Yalle OCYLLECTBNAIOT 3alLUTHOE NAaTEHTOBAHNE CBOMX
pa3paboTok, CTpeMsiCb orpaanTb cebst 0T MOMeX CO CTOPOHbLI TPETbUX NuL. B uenom
nccrnegoBaHue nokasbiBaeT, YTo CornaweHne TPUTMNC okasano 3Ha4ymnTenbHoe BNusHue

Ha GM3Hec-cTpaTermio MHOUACKNX NPON3BOANTENEN rEHEPUKOB, KOTOPbLIM YacTO yAAeTCs He
TONbKO pellaTbh BO3HUKAOLLNE B CBSI3W C 3TMM NPOoOnemMbl, HO U UCMONb30BaTh HOBbIE
BO3MOXXHOCTW.

49. Bwunbsamc (Williams, 2013 r.) paccmatpmBaeT BONpoc 0 TOM, 6rokupyeT nn
cywecteoBaHue npas NC nocneaytowmne HAOKP no cosgaHuto cpeacTs neveHms
reHeTnyeckux 3abonesaHui 1 pa3paboTke reHeTU4EeCKMX AMarHoCTU4ECKNX TECTOB.

B nccnepoBaHun cpaBHMBAOTCS pe3ynbTaTbhl JONOMHUTENbHbBIX UCCIef0BaHWUMI 1
nocnegyroLlen paspaboTkM reHeTUYECKUX OUarHOCTUYECKNX TECTOB HA OCHOBE reHoMma
YyeroBeka, CEKBEHMPOBAHHOIO B pamMKax OTKPbITOro npoekta «'eHoMm Yyenoseka» 1 paspaboTok
yacTHou komnaHum Celera. 3To cpaBHEeHUe BeCbMa UNMKCTpaTUBHO. Ecnn aaHHbIe
CEKBEHMPOBaHWS reHoMa, OCYLLLECTBMSBLLErocs B paMkax npoekTta «I'eHoM yenosekay,
NMOCTOSIHHO OCTaBasiMCb OTKPbITEIMU 1 UMK MOT BecnnaTtHO Nonb3oBaThCH NOO6ON YEeNoBeK,
TO AaHHble nccnegosaHuii Celera OXpaHanNUCh Kak MHTennekTyanbsHag CObCTBEHHOCTb Npu
MOMOLLM HOPM JOrOBOPHOrO Npasa, M KOMNaHWs B3Mana ¢ KOMMepYeCcKux nonb3oBaTtenem
nnaTy 3a AOCTYN K AaHHbIM U NTMLEH3NOHHbIE cbopbl. B KOHEYHOM cuyeTe BCe reHbl, cHavana
cekBeHVpoBaHHble koMnaHuen Celera, 6biny nonyyeHbl Takke B pamkax npoekta « eHom
yenosekay, 1 COOTBETCTBYIOLLME JaHHbIE CTanu obLWeCTBEHHbIM JOCTOAHMEM. Pe3ynbTaThl
nccneaoBaHNS NOKa3blBaKOT, YTO OXpaHa KoMmnaHuen Celera CBOMX MHTENNEKTyarnbHbIX Npas
nmena 3HauuTenbHbIN caepxunsatrownin apdekT (20-30%) Ans nocrneayLwmx HayyYHbIX
nccneaoBaHnin 1 pa3paboTkn reHeTUYECKUX ANAarHOCTUYECKUX TECTOB, XOTH reHHas
nHopmMaums, oxpaHsBwasca npasamu MIC Celera, nepeluna B o6LieCTBEHHOE AOCTOsIHUE
Yyepes ABa roga nocrie Havana ee npogaxu komnaHnen. OCHOBHOWM BbIBOA MCCNesoBaHUA
3aknto4vaeTcsa B TOM, 4TO oxpaHa npas VIC, faxe KpaTkocpovHas, MOXeT Oka3blBaTb
ANUTENbHOE HeraTMBHOE BNUSAHME HA MEOULMHCKME uccnenoBaHus u paspaboTky
ANarHOCTUYECKUX TECTOB.

LieHoBag AOCTYNMHOCTb M Hanu4yne nekapcTs, rmokue Hopmbl Cornawenua TPUMMC (Bknto4as
NOMNOXEHUA 0 NPUHYAUTENbHbIX NULLEH3UAX), 40OPOBOJSIbHbIE NINLIEH3UU N NaTEeHTHbIE NYIbl

50. Kok6épH u gpyrmne aBtopbl (Cockburn u gpyrne astopsl et al., 2016 r.) BbINOMAHWUAN OLEHKY
CKOpPOCTU pacnpocTpaHeHns 642 HOBbIX fiekapcTB B 76 cTpaHax ¢ 1983 roga no 2002 roa.

B nccnegosaHun ctaBuTCA BONPOC O TOM, B KAKOM CTENEHU peLleHne hapmareBTUYeCKnx
1pM O BbIBOAE HOBbIX NIEKAPCTB HA PbIHOK KOHKPETHOW CTPaHbl 3aBUCUT OT CYLLECTBYIOLLEro
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B CTpaHe NaTeHTHOro 1 LEHOBOro pexuma. ViccnegoBaHne nokasbiBaeT, YTo Gonee XXecTkui
NMaTeHTHbIA PEXNM YCKOPSIET BbIMYCK HOBOIO NeKapCcTBa B COOTBETCTBYIOLLIEN CTPaHe, B TO
BpeMS KaK perynupoBaHue LieH 3aepXMBaeT ero BbifMyck. YpoBeHb NaTeHTHOM OXpaHbl
OLIEHMBAETCS MO YeTbIPEM NapamMeTpaM: CPOKy OXpaHbl, CTEMEHN OXBaTa dapMaLeBTUYECKON
npoayKumm, cTeneHn oxearta hapmaueBTUYECKMX MPON3BOACTBEHHbLIX MPOLIECCOB M NOKa3aTenio
«cunbl NnateHTa». B nccnegyemom nepuoge 3Tu nokasartenu Bee ele obHapyxmsanu
3Ha4MTEnNbHbIN pa3bpoc, MOCKONbKY Ha TOT MOMEHT eLle He BCe CTpaHbl UMMNIEMEHTUPOBANN
Hopmbl Cornawennsa TPUTC. VccnegoBaHme nokasbiBaeT, YTO U NATEHTbI HA NPOAYKUMIO, 1
naTeHTbl Ha NPOM3BOACTBEHHbIE NPOLIECChl OKa3bIBAKOT BNGHME Ha BbIMYCK HOBbLIX JIEKApCTB,
XOT4 B Cfy4ae NaTeHTOB Ha MPOAYKLNIO 9TO BIIMSHUE CUMNbHEE; NaTeHTbl Ha NPoLecchl He
nMetoT adpekTa B cTpaHax C ANTENbHBIMU CPOKaMU OEACTBUS MATEHTOB, B TO BPEMS KakK
naTeHTbl Ha NPOAYKLMIO BCE eLLe OKa3bIBalOT 3HaUMTENbHOE BriMsHue. K uncny gpyrmx BaxHbIxX
¢haKkTOpOB, YCKOPSIOLUX BbIMNYCK FIEKAPCTB, OTHOCATCS €MKOCTb pblHKa, u3mepsemas
YMCNEHHOCTLIO HaceneHnsa n BBIT Ha gylwy HaceneHus, a Takke Hanndne HaumoHasnbHOM
NMONUTUKN 30pPaBOOXPaAHEHUS], CMOCOOCTBYHOLEN pacnpocTpaHeHuto nekapcTs. OCHOBHON
BbIBOJ, MCCreaoBaHMs 3aKknNi4YaeTcs B TOM, YTO NaTEHTHbIe NpaBa BNUSIOT Ha
pacnpocTpaHeHne HOBbLIX JIEKAaPCTBEHHbLIX CPEACTB, U ero cnegyet YeTKo oTnu4aTth OT BIUSHUSA
Ha pa3paboTKy HOBbIX JIEKAPCTB.

51. [HarraH u gpyrmne aBtopsl (Duggan et al., 2016 r.) npoBenu OLUeHKY BANSHUS
naTeHToBaHMsA NPOAYKTOB, BBEAEHHOro B MHAUK B pe3ynbTate nognucanus CornawieHuns
TPUMMC, Ha ueHbl 0 AHOMOIEKYNSAPHbIX hapmaueBTUYECKMX NpenapaTtoB. [1na 3Toro aBTopbl
nccneaoBaHNS OLLEHUNN KBaA3UCTTyYalHble PacXOXAeHMs B CPOKaX BblAayn NaTeHToB
WHOAWACKMM NaTeHTHbIM BEAOMCTBOM. Mony4eHHble pedynbTaTbl CBUOETENBCTBYHOT, YTO POCT
LeH B pe3ynbTaTte BblAayv NaTeHToB Ha hapmaueBTnyeckue npenapatbl Obin HE3HAYNTENBbHBIM
(B cpenHeM Tonbko 3-6% nocne Bblgadu naTeHTa). Takas cnabocTb BNUSHUSA, CyAsi NO BCEMY,

B 3HAQUMTENBbHOWN CTENeHn obycroBneHa cCoxpaHeHneM B 000pOTE NPOAYKTOB-aHaNoroB gaxe
nocne Bblga4n NaTEHTOB Ha NpoayKuuio. B oTCyTCTBME aHaNoroB LieHbl Ha nekapcTea pocnu
cunbHee, XoTa cpeaHui pocT Ha 20% Bce eLle ABNSeTcs OTHOCUTENbHO YMEPEHHbIM.
PesynbTaTbl ccnegoBaHnsi He NOKa3bIBaKOT CKOMbKO-HUOYAb 3HAYMTENBHOIO BAUSHUSA
BBEAEHNA NaTEHTHOM OXpaHbl HA 06bEMbI NPOAAX N COCTaB NPUCYTCTBYHOLLUX HA PbIHKE
koMnaHun. OCHOBHOW BbIBOA, JA@HHOIO MCCNegoBaHMs COCTOMT B TOM, YTO BBEAEHME NATEHTOB
Ha cbapmMaLeBTUYECKME NpenapaTbl Oka3ano NULLb He3HAYUTENbHOE BNUSHNE Ha LeHbl. ABTOpbI
WHTEPNPETUPYIOT 3TW pe3ynbTaTthbl CeayoLwmM o0pa3oM: KOHKpeTHbIe nonoxexHns CornaweHns
TPUNC, Takue kak yrpo3a Bblaaun NpUHYAUTENbHbIX NULEH3WIA, LLEHOBOE perynmpoBaHme, ToT
aKT, 4TO NPOU3BOAMTENN FEHEPUYECKMX NpenapaTos, NPoM3BOAMBLLUME NekapcTBa B Hamm oo
2005 roga, cmornn 1 ganee Npou3BoAUTb UX, AaXe eCnu No3gHee Ha fekapcTea Obinv BblgaHbI
naTeHTbl (XOTA B 3TOM Clnydae OHU JOIDKHbI Obiny NaTUTb NIMUEH3NOHHbIE COOopbI), a Takke
NoTEeHUManbHble CITIOXKHOCTU 3aLLMTbl MATEHTHbLIX NPAB MOrMM OrPaHNYnTb NPaKTUYecKne
BO3MOXXHOCTW naTeHToobnagaTenen noBbillaTh LIEHbI.

52. bpaHwTeTTep 1 apyrmue aBTopsbl (Branstetter et al., 2016 r.) aHanu3mpyoT NpoLeccsl
NPOHMKHOBEHWNS NPON3BOAMTENEN FEHEPMKOB HA aMEPUKAHCKUIA PbIHOK NpenapaToB Ans
NeYeHNs rMnepTeH3nn B pesynbTaTe YCNeLwHoro ocnapuBaHmsa 4encTBUTENbHOCTN NAaTEHTOB
No Tak HasblBaeMow «npoueaype nyHkTa IVy». B pamkax 3Toro mexaHumama npousBoamTenb
reHepuyeckoro npenaparta HauMHaeT NpoaaBaTh ero HapsiAy C NaTeHTOBaHHbIM NpenapaTom
nocne NpUHATUSE CyaOM NOCTAHOBINEHNSA 00 OTCYTCTBMU HApPYLLUEHUS NaTEeHTHbLIX NpaB Unu
HeaenCcTBUTENbHOCTM COOTBETCTBYIOLLEro NnateHTa (nateHToB). Vicnonb3ysa gaHHble 06
ycneLHbIX criydasix ocnapmBaHug naTteHToB no «npouenype nyHkta 1V» B 2000-2008 rogax,
aBTOpPbl UCCNeaoBaHUA AenaroT BbIBO4 O TOM, YTO AONONHUTENbHbIA 93KOHOMUYECKUIA BbIUMPbILL
Ansa notpebutenen B pesynbtaTte NocTynneHns B 060poT reHepnyecknx npenapaTos

[0 NCTEYEHNs1 CpoKa AENCTBUSI COOTBETCTBYIOLMX NAaTEHTOB BO3pocna Ha 42 mnpa. Jons.
CLUA, B TO Bpems Kak BbIMrpbill npounssoantens cokpatuncs Ha 32,5 mnpg. gonn. CLWA. 3T1o
0O3Ha4aerT, YTo nocTynneHne B 060poT reHeprKoB A0 MOMEHTA NpeanonaraBLUerocs UcTe4eHns
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CpoKa OeNCcTBUSt COOTBETCTBYHOLLMX NAaTEHTOB 00ecneyYnBaeT YNCThbIN SKOHOMUYECKU BbINMPbILL
ana notpebutenen B pasmepe 9,5 mnpg. gonn. CLUA. DKOHOMUYECKNI BbIMIPbIL A4S
notpebutenen obycnoBneH He CTONBKO POCTOM NOTpebneHns nekapcTB B TEX Criyyasx, Korga
MMeeT MecTO NocCTynreHne B 060pOT reHepMKOB, CKOSbKO pacLUMpeHNEM acCopTUMEHTa
npeanaraeMbix Ha pblHKE NeKapcTB, MOCKOMbKY NPOM3BOANTENM FrEHEPUKOB, Kak NpaBuro,
npeanaratoT HOBble pa3HOBMAHOCTU NpenapaToB. MiccnegoBaHue Takke nokasbiBaeT, YTo
NOCTYNJSIEHNE HA PbIHOK FEHEPUKOB TakKe NPUBOAMT K CYLLECTBEHHOMY MEXMONEKYNAPHOMY
3aMeLleHnto, T. €. NoTpebuTenn NepeknioYanTcs C OPUrMHaNbLHOro Npenaparta, 3awWmLeHHOro
NaTeHTOM, K reHepu4eCckon Bepcum Apyroro opurMHanbHOro npenapara. 3To roBOpuT O TOM,
YTO NOSIBIIEHME Ha PbIHKE OAHOrO reHepMYEeCcKoro npenapaTa BrvsieT Ha LeHbl ApYrnx
npenapaTtoB U, crieqoBaTesibHO, yBENNYMBAET SKOHOMUYECKMI BbIMIPbILW A51s noTpeduTtenen ot
NosIBNEHNs1 B NPOAaxe reHepuka (XoTsl, Kak Nog4YepkMBatoT aBTopbI, onpeaeneHne Toro, kakas
YyacTb 3TOro BbIUFPbILLA JOCTAETCs caMUM NOTPedbUTENsIM, a Kakasi — anTekam, CTPaxoBbiM
KOMMaHusaM U T. 4., NpeacTaBnseTcs CnoXxHbiM). BbiBog aBTOPOB COCTOUT B TOM, YTO, XOTS
NOCTYNJIEHMNE Ha PbIHOK FEeHepUYeCcKnX NpenapaToB OKasblBaeT 3HAYUTENbHOE BNUSIHME Ha
LieHbI, YACTbI 3KOHOMMUYECKWUIA BbIMIPhILL A4St NOTPebuTenen okasbiBaeTCs OTHOCUTENbHO
He6onbLwmm. B OCHOBHOM OHO NMPMBOAUT K TOMY, YTO BbIUIPbILL AOCTAETCS YXKE He
NPOM3BOANTENSIM OPUIrMHAnNbHbIX NpenapaToB, a NnoTpedbuTensam. ABTOpbI UCCre40oBaHUS He
paccmaTpuBaloT BOMPOC O TOM, B KakO Mepe 3TOT NPOoLEecC MOr BfUSITb Ha
3aMHTEepPeCcoBaHHOCTb NPOU3BOAUTENEN OPUrMHANbHbLIX NpenapaToB B pa3paboTke HOBbIX
nekapcTB.

53. [aH3oH u gpyrune astopbl (Danzon et al., 2015 r.) aHanuanpyoT hakTopsbl,
onpeaensoLine pasnuuns B LieHax Ha nekapcTea Mexay ctpaHamu. B uccnegoesaHum
MCNONb3YKTCH AaHHble O LieHax Ha nekapctea ot BUY/CINa, TyGepkynesa n manspuu

B 6ONbLLUOK rpynne NpoMbILLIEHHO Pa3BUTLIX U passmBatomxcsa ctpaH B 2004-2008 rogax.
PeaynbTaThbl UCCnegoBaHUSA NOKasbiBalOT BOMbLUME LIEHOBbIE Pasnnyns Mexay OpurmHanbHbIMU
npenapaTtamm, KOTOpbl€ NATEHTYITCS UX NPON3BOANTENAMU, N FEHEPUYECKMMM NpenapaTamu.
XOTS UeHbl B pasHbIX CTpaHax oTpaxatoT pa3nuyns Mexay cTpaHamu B YpOBHE AoXo4a Ha
AyLly HaceneHus, OHM ganeko He B MOSHOW Mepe oTpaxatoT Bonee HU3KUI YpoBEHb 4OXOO0B
HaceneHusi B passuaroLmnxcsa ctpaHax. OT4acTi 310 06 BbACHSAETCS HEPaBHOMEPHbBIM
pacnpeaeneHveM 4OX0A0B B pa3BuBaoLMXcs ctpaHax. Kpome Toro, LeHoBasi KOHKYpeHLms

B pa3BMBaloOLLMXCA CTpaHax, cyas no BcemMy, AencTByeT cnabee 13-3a HeyBepeHHOCTU
notpebutenen B Ka4ecTBe reHepudecknx aHanoros. lNonyyeHHble pesynbTaThl
CBMAETENbCTBYIOT O TOM, YTO Mepbl MO BbIBOAY Ha PbIHOK FTEHEPUKOB M KOHKYPEHUUS C UX
CTOPOHbI MOMIN UMETb OrPaHUYEHHbIN APEKT C TOUKN 3PEHNS MOBbLILLEHUS YPOBHS
AOCTYMHOCTW NEeKapCTB B CTPaHaxX C HA3KMM YPOBHEM LOX0Aa.

54. BbepHaT n KokbepH (Berndt and Cockburn, 2014 r.) aHanuanpoBanu BpeMeHHON nar

B NOSABNEHMN Ha pbiHKe 184 MonekynsapHbIX CTPYKTYp, yTBepxaeHHbix FDA CLUA B nepuog

¢ 2000 no 2009 rog B CLUA, lepmanuun n Mugmun. iccnegosaHne nokasano, 4to k 2010 rogy
160 un3 atux 184 nekapcTtB nmenuce B npogaxe B epmaHuu, HO Tonbko 111 — B UHaunn.
Mpenapatbl GuiCTpee Bcero nossunuck B npogaxe B CLUA, 3aTem B lepMmaHun: B TedeHue Tpex
neT C MOMEHTa NONyYeHUs paspeLLeHmst Ha npogaxy Ha pbiHok CLUA noctynuno 93%
npenapaToB, Ha pbIHOK [epMaHuK 3a TOT e nepuog nocTynuno 77% npenapartos. [Ons
CpaBHeHus1, B MIHOUKW Yepes Tpu roga Ha pbiHke uMmennch Tonbko 30% npenapaToB v gaxe B
TeyeHue NATK neT BbInn JoCTyNHbI Tonbko 43% npenapatoB. PaccmaTtpusas noarpynmny
nekapcTB, NOCTYNMBLLMX B NPOAAXY, aBTOPbI BbIACHWUIN, YTO CPEOHSS 3aaepKKa MX
nocTynneHns Ha pbiHOK CoeanHeHHbIX LUTaToB cocTaBnsana meHee AByx Mecsaues, fepMmaHum —
okono roga, IHgmm — okono natu net. BaxkHbIM hakTopom, onpeaenstowmm BpeMeHHOW nar

B MOCTYNMEHUN NpenapaToB Ha PbIHOK ABNAETCH PbIHOYHbIA NOTEHUMan KOHKPETHOro
npenapara: «nekapcrea-6nokbacrtepbl» NOABNANUCH 3HAYUTENLHO ObICTpee aaxe Ha
WHONACKOM pblHKe. [pyrMM 06bsACHEHNEM CIYXXUT OTHOCUTENBbHO crnabas nateHTHas oxpaHa
npenapaTtoB B NHOMKW: AaHHbIE NOKa3bIiBaloOT, YTO B IHOUKM Nocne NosiBNeHns nekapcTB Ha
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pbIHKE B NMpoAaxe ObICTPO NOSIBNAIOTCA UX reHepuyeckne aHanoru; AaHHbIe O TakoM e
ObICTPOM NOSIBNEHNN FreHEPUKOB Ha pbiHkax CoeanHeHHbIX LLTaToB 1 MlepmaHum oTCyTCTBYHIOT.
OCHOBHbIM BbIBOAOM AaHHOIO MCCrneaoBaHus SIBMSIETCSA TO, YTO OTHOCUTENbHO Gonee cnabas
naTeHTHas oxpaHa 1 3aliuTa NaTeHTHbIX NpaB MOXET NPUBOANUTbL K TOMY, YTO HOBbIE
npenapaTbl He NOSBMSAOTCS Ha PbIHKE BOOOLLE UNW NOSIBNSIIOTCS C 3a4€PXKKOM, O4HAKO Npw
NOSIBNEHUN NpenapaTta Ha pbiHKe B NPoAaXxe Takke ropasno GbicTpee nosiBnsioTcs
reHepuYecKkme aHarnoru, YTo NPeAnoroXKUTENbHO NPUBOAMUT K CHDKEHMIO LIEH.

55. Banpgopoc (Vandoros, 2014 r.) uccnegyet BOnpoc 0 TOM, UMeEeT N MeCTO 3aMeLLieHne
MOJIEKYI, YTPaATUBLUMX NATEHTHYIO OXpaHy, APYrMMU MOSIEKYNaMun TOro e TepaneBTUYECKOro
Knacca, KOTopble BCe ellle OXpaHATCa naTeHToM. B nccnegosaHmnm ncnonb3oBanucb AaHHbIE
no npogaxam 14 MHrMBUTOPOB aHMMOTEH3NH-NPEeBpaLLaloLLEero epmMeHTa 1 NATU MHIMBUTOPOB
NMPOTOHHOro Hacoca B WecTn eBponencknx ctpaHax B 1991-2006 rogax. PesynbTaThl
nccnegoBaHNs NOKasblBaOT, YTO Korga Mosfekyna nekapcTBEHHOro BewecTsa TepseT
NaTEeHTHYIO OXPaHy N Ha PbIHKE NOSBMAITCA reHepu4eckme npenapaTbl, KOMNAHUM 3aMEHSAOT
MOJIEKYIbI, Y)KE HE OXpaHsieMble NaTeHTamn, ApYrmmmn Mosiekynamm Toro e TepaneBTU4eCcKoro
Knacca, BCe eLle UMEeILLMMN NaTEeHTHY0 OXpaHy. 3TN pe3ynbTaTbl FOBOPST O TOM, YTO yTpaTa
NaTEeHTHOW OXpaHbl TaKKe BNUSIET Ha CNPOC Ha MOMEKYbl NTeKapCTBEHHbIX BELLECTB, KOTOpble
BCE eLle OXpaHaTCs nateHTamMu. [pu HanMunm NogoOHbLIX CXEM 3aMeLLEeHNs NOosIBIEHME Ha
PbIHKE FEHEPUKOB OKa3blBa€T MEHEE BblpaKEHHOE BNINSAHWE Ha LiEHbI.

56. bBbagypwu n bpenHep (Bhaduri and Brenner, 2013 r.) paccmoTtpenu Beloopky n3 596 HOBbIX
npenapaToB, NOCTYNMBLUUX Ha HEMeLUKNA pbiHOK B nepuog ¢ 1990 roga no 2004 roa, n
nccnegoBanuy Bonpoc O TOM, Kakue U3 HUX, U C KaKUM BPEMEHHbIM SlaroM, NOCTYMNUAN Takke Ha
WHONNCKUIA PbIHOK. VX aMNuMprnYecKnin aHanna oxeaTbiBaeT onpeaeneHHbie rogbl 4o
nognucanmsa Cornawenns TPUTMC, a Takke nepuog nocne 1995 roga (roga nognucaHms
Cornawenuna TPUMNC UHanen). Xotsa CornaweHune 6bino nognucaHo B 1995 rogy, ero
MOMOXEHMSA HaYanu NPUMEHSITLCA TONMbKO Nocne oKoHYyaHnsa 10-neTHero NbroTHOro neproaa, To
ecTb nocne 2005 roga. Taknum obpasom, aHanm3 KacaeTcs NOCTYNIIEHNSA Ha PbIHOK HOBbIX
npenapaToB 40 Ha4yana npumeHeHna nonoxenunn TPUMNC. PesynbTaThl NOKa3biBakOT, YTO HA
NHANNCKOM pPbIHKE NOSABASANOCH OKOMO TPeTH NekapcTs, NOCTyNaBLUMX B Npoaaxy B MepMmaHuu.
OcHOBHbIMU (hakTopamMmu, onNpeaensaBLUMMN 3a4ePXKKY UX NOABMEHUS Ha PbIHKE, Obin
noTeHuUManbHbIN KOMMEPYECKUI CrpOoCc Ha npenapaT. 42 n3 51 npenaparoB-6nokbacTepos,
NOCTYNMBLUMX B Npofaxy B FepMaHum, Takke noctynunu B npogaxy B Haun. AHanuns takke
nokasbiBaeT, 4YTo nocne 1995 roga npenapaTtbl MOCTyNanu Ha pbIHOK 3HAYMTENBLHO ObICTpeE.
ABTOpLI NonaratoT, YTO 30eCb MMENO MECTO OnpeaeneHHoe NpeaBoCXmLLEHNE BIIUSHUSA
Cornawenns TPUMNC. OaHHble Takke NokasbiBaloT, YTO B Cly4ae npenapaToB And neyvyeHns
NH(PEKUNOHHBIX 3aboneBaHnn 3agepKka okasanacbh JONbLUE, YTO MOXET 0O bACHATLCA
HeBonbLIOW EMKOCTbIO pbIHKa (MO NOKynaTenbHOM CnocobHOCTU) U 6onee HU3KUMK LieHamn

B CBSA3U C KOHKYPEHLIMEN CO CTOPOHbI FEHEPUYECKUX aHaroroB.

57. Jlakgasanna n dununcoH (Lakdawalla and Philipson, 2012 r.) npoaHanuaupoBanu
CUTyauuIo C LLleHaMu 1 CpoCcCOM Ha oxpaHsieMble nateHTamu npenapaTtbl B CLUA nocne
NCTEeYEeHUs Cpoka UX NaTeHTHoW oxpaHbl. Beibopka Bkioyana 101 monekyny nekapCTBeHHbIX
BeLLEeCTB, MAaTeHTHas oxpaHa KoTopbIx uctekna B nepuopg ¢ 1992 no 2002 roa. PesynbTaThl
MoKasbIBaloT, YTO MOCMEe NCTEYEHNS CPOKa OeNCTBUS NaTeHTa obbeMbl Npodax npenapaTos
CoKpallalTcs B cpegHeM Ha 5% B TedeHne 5 mecsueB C MOMEHTa OKOHYaHUSA Cpoka OeNCTBUs
naTeHTa, a He pacTyT, Kak MOXHO 6bIno 6bl oXuaaTh, ecny npeanonaraTb, YTO B Nepuog,
AENCTBUA NaTeHTa Npon3BOACTBO CAEPKNBAETCS BbICOKMMU LeHaMu, 06yCroBneHHbIMM
HanMyneM NaTeHTHON oxpaHbl. [10 MHEeHMIo0 aBTOPOB, 3Ta TeHAEHLMA OOBbACHAETCHA TeM, YTO
MOHOMOSbHbIE LeHbl, 0OYCrNoBeHHbIE HanNnU4Mem NaTeHToB, AaeT NPON3BOAUTENAM
BO3MOXHOCTb BKIlagblBaTb CPeACTBa B pekramy, Npuyem aBTopbl UICXOAUIN U3 TOro, YTO BCe
Takve pacxofbl 6Ny pacxogammn Ha nNpsiMble CObITOBLIE akLMKW, OPUEHTMPOBAHHbLIE Ha BpaYven.
Mo ncteveHnn cpoka OeNCTBUA NATEHTHOM OXpPaHbl Y NPOM3BOAUTENEN OPUTMHANbHbIX
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npenapaTtoB MeHbLUEe CTMMYJIOB BKNaabiBaTb CPEACTBA B peknamy. B kpaTKkocpodHom
NnepcneKkTnBe CHMKEHNE cripoca B pesynbraTe CoKpalleHs 00 beMOB pekriaMbl MOXET
nepekpbiBaTb yBENUYEeHWe Cnpoca, Bbl3aBaHHOE CHXKeHneM LeH. OgHako B 4ONTOCPOYHOWN
nepcnekTnee oakTop HU3KMX LieH okasbiBaeTcsl 6onee BECOMbIM, YeM (DaKTOP COKpaLLeHUs
obbemoB peknamsbl. M Bce xXe pesynbTaTbl MOKa3bIBaOT, YTO U3-3a COKpaLLeHns 06bemoB
peKnamMbl 3KOHOMUYECKMI BbIMIPbILL A58 NoTpebuTenen B pedynbTaTte UCTEYEHNS CpoKa
OEenCTBUSA NaTeHTOB OKa3sbliBaeTcsa npuMepHo Ha 30% Hmke. OCHOBHOW BbIBOA UCCe40BaHUS
3aKro4yaeTcsi B TOM, YTO MOHOMOJIbHbIE LieHbl, 0OYCMOBMEHHbIE MAaTEHTHON OXPaHOMW, CO34al0T Y
YaCTHbIX KOMMNaHWA 3HAYUTENbHbIE CTUMYIbI K BNIOXXEHUIO CPEACTB B COLITOBbIE MEPONPUATUS;
€Cnn Takne MeponpuaTUs 4arT SKOHOMUYECKUIA BbIMFPbILW NOTpebuTenam, Takme CTumynbl
MOryT Aake nepekpbiBaTb NoTepu notTpedbutenen, o6ycnoBneHHbIE MOHOMOSbHBIMU LleHaMW,
CBSI3aHHbIMW C HANNYNEM NMaTEeHTOB.

58. AmuH n Keccenbxanm (Amin and Kesselheim, 2012 r.) nokasbiBatoT, Kak KOMMNaHWs-
NPOU3BOANUTENb OPUTMHASNBbHBIX MPenapaToB NCMONb30Bana MexaHn3M NaTeHTHON OXpaHbl Kak
cTpaTernyeckuin UHCTPYMEHT NPOANEHUS peanbHOro cpoka AencTBma nateHTa n 6narogaps
3TOMYy 3ajep)kana MOMEHT MOSBMIEHMS HA PbIHKE reHEePUYECKNX aHaNoroB ABYX
aHTMpeTpoBupycHbix Npenapartos (Norvir n Kaletra). ABTopbl uccnegoBaHus BbisiBUNW B 00LLEN
cnoxHoctn 108 nateHToB (BKMOYasi NEPBUYHbBIE U BTOPUYHBLIE MATEHTbI), OXPaHSBLUMX 3TN ABa
npenapara, 1 nokasanu, Kak UICNonb30BaHNE BTOPUYHbLIX MATEHTOB (T. €. NATEHTOB,
OXPaHSAILLMX HE aKTUBHbIE UHIPEOMNEHTDI, @ APYrMe SNEMEHThI NIEKapCTBa — Hanpumvep,
peLenTypbl) NO3BONNIIO KOMMaHNKM o6ecneuntb cebe ONOMHUTENBbHYI0 MAaTEHTHYI0 OXpaHy
CPOKOM [0 12 neT ¢ MOMeHTa UCTEYEHNSI CpOKa AENCTBUSI NEPBUYHBIX NATEHTOB Ha 3TN
npenapatbl. ABTOPbI AenaloT BbIBOA O TOM, YTO HEKOTOPbIE NaTEHTHbIE CTpaTernm NO3BONSOT
NPOU3BOAUTENSAM OPUrMHANbHBLIX NPenapaToB NPOAIEBaTb CPOKN NAaTEHTHON OXpaHbl U,
COOTBETCTBEHHO, 3aePXXMBaTb NOSIBIIEHNE Ha PbIHKE rEHEPUYECKNX aHaNoroB CBOMX fIEKapCTB.

59. BnnucoH n dnnucoH (Ellison and Ellison, 2011 r.) npoaHanuanposanu TakTUKy
npoussoaunTenen 63 npenapaTos, yTpaTMBLUMX NaTeHTHYyto oxpaHy B CLUA B 1986-1992 rogax.
ABTOpPbI CTPEMUITUCH BbIACHUTb, NMPEANPUHNMAIOT N KOMMaHUW Kakne-To AenCcTBua ons
OrpaHNYeHNs NOSIBMEHMS HA PbIHKE rEHEePUYECKUX aHaNoroB eLle A0 UCTEYEHNS] CPOKOB
AENCTBUSA NaTEHTHOW OXpaHbl. Pe3ynbTaThl CCregoBaHna AatoT Nuub cnabble
noaTBEpPXAEHUS TOro, YTO KOMMaHUM AENCTBYIOT CTpaTermyeckun, CTpeEMACh 3agepKaTb
nosiBreHNe Ha pblHKE reHEPUYECKNX aHasoroB B CBA3M C OXXMOAEMbIM OKOHYaHMEM CpokKa
naTteHTHoM oxpaHbl. OCHOBHOM BbIBOA, UCCIEA0BaHNA 3aKnio4aeTcs B TOM, 4To obnagaHue
NCKITIOMUTENBbHBIMUY NPaBaMKn, OCHOBAHHbIMUM Ha NaTeHTax, MoXeT NobyxaaTe KOMMNaHUm
AencTBoBaTb CTpaTernyecku, 4Tobbl OTCPOUNTE MOMEHT NOSABIEHUS HA PbIHKE FEHEPUYECKNX
npenapaToB faxe Nocfe NCTEYEHUS CpOoKa AENCTBUS NATEHTHOM OXpaHbl, U B AAHHOM crny4ae
MEXaHU3MOM, CryXallmMM Ans 3a4epXKN BbIXOA4a Ha PbIHOK FrEHEPUYECKUX aHANoroB, ABMNSETCS
peknama, XoTs aMnMpuyeckue gaHHble B NOAOEPXKKY 3TOW MMNoTe3bl OTHOCUTENBHO cnabsbl.

60. Mauuonexu (Mazzoleni, 2011 r.) aHanM3npyeT 3Ha4YeHe NaTeHTOB M Bblgayn
NCKMIOYNTENBHbIX JIMLEH3UN Ha UX UCMONb30BaHME ANS 3aKNi0YeHns cornalleHumn

O COTpyAHMYECTBE NO KOMMEPYECKON pa3paboTke NiekapcTB MeX4y YY4EeHbIMM, NOMYyYMBLUNMM
rpaHT HaumoHanbHbIX MHCTUTYTOB 340p0Bbs (NIH), 1 YacTHbIMK hapmMaLeBTUHECKUMN
KomnaHuamu B nepunog ¢ 1945 roga no 1965 roa. PesynbTaTbl nccnegoBaHns nokasbiBatoT, YTO
0o 1962 roga naTeHTbl U Bblga4ya UCKNIYUTENbHbIX NULIEH3UIA HA UX UCTMONb30BaHNEe
hapmMaueBTUYECKMM KOMMAHUAM He Urpanu CyLecTBEHHOM Ponn B pa3sBuTUM COTPYAHMYECTBA
MeXAy HayKon 1 YaCTHbIMW KOMMaHUAMWU 1N B KOMMEPYECKON pa3paboTke HOBbIX
neKapCTBEHHbIX CPEeACTB Ha OCHOBE Takoro cotpyaHudectsa. C 04HOW CTOPOHbI,
dapmaueBTUYECKME KOMMAHMM BPSAS N MOMN JOOUTLCS UCKIIOYUTENBbHBLIX MPaB Ha
pe3ynbTaTbl Ntobbix nccnegoBaHui nonydarenen rpaHToB NIH; ¢ Apyro CTOpOHbI, OHU He
00s13aHbI ObINIM OTKa3bIBaTLCS OT KakMX-Nnbo npaB Ha n300peTeHnst, KOTOPbIE MOTNK ObiTb
CO3[aHbl B npoLecce gasnbHenLwero passutns aTmx uccrnegosaHmin. Cutyaumst UsMeHunach
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nocne 3akoHodaTenobHon pecdopmbl 1962 roga u, B YaCTHOCTU, NPUHATUSI MONPAaBOK K 3aKOHY
CLWA «O npogoBonbCTBUK, NEKAPCTBEHHLIX CPeACTBaX U KOCMETUKe». lNocne aton pedopmbl
3Ha4YeHMe NaTEHTHOM OXpaHbl N Bbl4a4n UCKITUUTENBHbBIX NIMLEH3MIA HA UCNONb30BaHWE
naTeHToB ANs papMaueBTUYECKMX KOMMaHW NOBbICUIOCh, MOCKONbKY pedopma npveena K
POCTY pacxofoB Ha AoBeAeHUe HOBbIX NlekapcTs 4O cTaguun cobiTa. BmecTe ¢ Tem, rocygapctso
3HAYMTENbHO YBENMYNNO (PMHAHCMPOBaHME BUOMEONLNHCKNX NCCNeLOoBaHNIA, YTO NPUBENO

K yBEenm4eHnto ob6bema GMoMeanuUmnMHCKMX 3HaHUIM B OTKPbITOM JOCTYyne. OTO NOBLICUIIO PUCK
KOHKypeHLMW, co34aB BO3MOXHOCTU ANS NOABAEHUS Ha PbIHKE NPOSYKUUN APYTrMX KOMMaHUN,
0cobeHHO HebonbLnX hmpM, He umerowmx pecypcos ana nHeectuunn B HUOKP. Pearnpys Ha
POCT CTOMMOCTU BblBOAA SIEKAPCTB Ha PbIHOK M PaCTYLLYIO Yrpo3y KOHKYPEHLUN, CBS3AHHOM

C (bMHaHCUPOBaHNEM Hay4HbIX UCCeoBaHMIN rocygapcTBOM, hapMaueBTUYecKkue KoMnaHum
Hayanu npeanaratb y4eHbIM 3KCKIHO3UBHbIE NNLEH3MOHHbIE COrnaLleHunsi, YTO NPUBENOo

K pacLUMPEHMIO NPaKTMKN NaTEHTOBAHUA pe3ynbTaToB hyHOAMEHTanNbHbIX NCCNea0BaHUN.

61. LWeanuep n KomaHop (Schweitzer and Comanor, 2011 r.) NpoBOAST MEXCTPAHOBOE
cpaBHeHue LeH Ha 30 npenapaToB ¢ pekopaHbiMU nNpodaxamum Ha pbiHke CLUA B 2000-2007
rogax rno Tpem KaTeropusiM: niekapcTea, BCe eLle OXpaHsieMble NaTeHTamu, NeKapcTBa, yxe
NMetoLLIMe reHepnyeckne aHanorun, n OCHoBHble nekapctea BO3. ABTopbl paccuntany MHOAEKCHI
LleH Ha NekapcTBa KaXaowm KaTeropmm u BbIMOSTHUN UX CPABHEHME MEXAY MPOMbILLSIEHHO
pa3BUTbLIMW CTpaHaMu, CTpaHamMn CO CPe4HUM YPOBHEM 40X04a U pa3BMBAKOLLMMUCS CTPaHaMMU.
Pes3ynbTaTbl nccrnegoBaHusi Nokasanu, YTO CTpaHbl CO CPeHNM YPOBHEM AoxoAda NnaTtaT 3a
naTeHTOBaHHble fekapcTBa B cpegHeM 52%, a passuBatowimecs ctpaHbl — 27% LeHbl,
ynnaynBaemMon B NPOMbILLSIEHHO Pa3BUTbIX CTpaHax. 3a NnekapcTea, UMeLLMe reHepnyeckmne
aHanoru, CTpaHbl CO cpefHUM YPOBHEM aoxona nnataT 71%, a passuBatoLmecs cTpaHbl - 41%
LieH, KOTopble NNaTAT NPOMBbILLIIEHHO pa3BUTble CTPaHbl. YTO KacaeTcs OCHOBHbIX
nekapcTBeHHbIx cpeacTte BO3, cTpaHbl co cpegHUM ypoBHEM Aoxoaa nnaTtaT 3a HUxX 28%,

a pasBuBatoLmecst CTpaHbl — 6% LieH, KOTOpble NNaTAT NOTPeOMTENN B NPOMbILLIIEHHO
pa3BUTbIX CTpaHax. AT pe3yrnbTaTbl TaKKe NOKa3blBaloT, YTO LieHbl HA MAaTEHTOBAHHbIE
rnekapcTBa MeHee YyBCTBUTESbHbI K pasnMyinam B 4OX04ax Ha AyLy HaceneHus B pasHbIX
CTpaHax, YeM LieHbl NIEKapCTB, Y>KE€ HEe OXPaHSIEMbIX NAaTEHTAMM, U LieHbl HA OCHOBHbIE
nekapcTBeHHble cpeactea BOS.

62. bepHaT n gpyrne asTopsbl (Berndt et al., 2011 r.) npoaHanuavpoBanu AOCTYNHOCTb

156 HOBbIX MONEKYNAPHBLIX CTPYKTYP, NnocTynueLimnx B npogaxy B CLUA B 2000-2009 rogax,

B BOCbMW Apyrux ctpaHax B 2004-2009 rogax. PesynbtaTthl UccregoBaHWs NokasbiBakoT, YTO
BEPOATHOCTb NOCTYNSEHNSI HOBbIX NEKAPCTB Ha PbIHKE 3HAYUTENBHO HWXe B bpasunun, NHouu
n Kutae, 4yem B cTpaHax, obecneumsatoLLmx 6onee BbICOKUIA YPOBEHb NAaTEHTHON OXPaHbl
drapmaueBTUYECKMX NpenapaTtos, B TOM yucre B epmaHun n Vicnadmn. Kpome Toro,
nccnegoBaHve NnokasblBaeT, YTO B Criydae NosiBNEHUs TakuMx ekapcTB Ha pbiHkax Kutas u
MHamv ropasao Bbilwe BEPOATHOCTb TOr0, YTO OHM ByayT NpoAaBaTbCs HECKONbKUMM
KoMnaHuaMKn. 3TO noaTBepXAaeT, YTo ocnabneHne NaTeHTHON OXpaHbl NPUBOAUT K NOSABMEHUIO
Ha pblHKE reHepunyecknx aHanoros. Taknum obpaszom, aBToOpbl NOKa3bIBalOT, YTO Gonee crnabas
naTeHTHas oxpaHa ocrnabnseT 3aMHTepecoBaHHOCTb NPOU3BOAMUTENEN OPUrMHANbHBIX
npenapaToB B NPOAaXe HOBbIX JIeKapCTB Ha COOTBETCTBYHOLLEM pbiHKE. BmecTe ¢ Tem,
pesynbTaTbl UCCNEAOBaHNA Takke yKasblBaloT Ha TO, YTO B CNyvae NOoSBAEHUS Takux
npenapaToB Ha pbliHKe 6onee cnabas nateHTHasa oxpaHa NPMBOAMUT K NOSBNEHUIO BOrbLUero
KOnMYyecTBa reHepn4ecknx aHanoros U, crieqoBaTenbHO, Bbi3biBaeT 6oree pe3koe CHKeHue
LieH.

63. B pa6ote NeHenonu MNongbepr (P. Goldberg, 2010 r.) yTtBepxgaeTcsi, B OCHOBHOM Ha
OCHOBE 3MMMPUYECKUX AaHHbIX, NpuBoAnMbIX Yayaypu n gpyrumm astopamum (Chaudhuri et al.,
2006 r.), 4TO NOBbLILLIEHWNIO LieH Ha hapmaLeBTMYECKME NpenapaThl B pa3BUBAOLLMXCS CTpaHax
nocre BBegeHMs NaTEHTHOM OXpaHbl ManoOBEPOSTHO U3-3a 6onee HU3KOM NOKyNaTenbHOM
CMOcOBHOCTM HacerneHuns, LLeHOBOro KOHTPOMS U NMPUMEHEHUS APYTnX Mep perynnpoBaHus.
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BmecTe ¢ TeM, Manasi eMKOCTb PbIHKOB 3TUX CTPaH TakkKe CHUXaeT BEPOATHOCTb TOro, YTO
WHOCTPaHHbIe MPOU3BOAMTENN OPUrMHArbHbBIX NpenapaTtosB 6yayT B 4OCTAaTOMHOW Mepe
3anHTEpPECOBaHbl B UHBECTMPOBAHMM B pa3paboTKy HOBbIX NNEKAPCTB A8 NieYeHns «3abbiTbIX
H6onesHen». Hanbonee BaxkHble CneacTBUS BBEAEHUSA NAaTEHTHOM OXpaHbl (hapMaLeBTUYecknx
npenapaToB B pa3BMBalOLLMXCA CTpaHax KacalTCs UX AOCTYNMHOCTU. OTO CBA3aHO npexae
BCEro C TeM, 4YTO u3-3a 6onee HU3KOro AoxXoAa Ha AyLly HaceneHus u, cnegosaTtensHo, 6onee
HU3KMX LEeH NPOU3BOAUTENN OPUrMHAIIbHBIX NPenapaToB BbIBOAAT HOBbIE NpenapaTthl Ha PbIHKK
pa3BUBAIOLLMXCS CTPaH C 3a4epXXKOW MUIM OTKa3bIBalOTCA OT X MPOAAXM B 3TUX CTpaHax.

Ho gaxe korga npenapartbl UMEITCA B HAnM4mm, ux cobIT U pacnpocTpaHeHne MoryT ObiTb
OrpaHNYeHHbI, YTO CHKaET UX peanbHy AOCTYNHOCTb, 0COBEHHO Ans xuTenen 6onee
OTAaneHHbIX reorpaduyeckmx panoHoB. ABTOp yTBepX4aeT, YTo ansd obecnedeHns
AOCTYNHOCTW NeKkapcTB NpaBuiibHee NpoBOAUTb NONNTUKY obecnedeHns nx JOCTYNHOCTU

B KPaTKOCPOYHOMN U CPEeAHECPOUHON NepCnekTnBe, HanpumMep, NPUMEHSATb NPUHYANTENBHOE
NLEH3MPOBaHMe.

64. OHgpto YnHb (A. Ching, 2010 r.) aHanuaupyeT OUHAMUKY PblHKa MO UCTEYEHUN CpOoKa
AENCTBUA NaTeHTa Ha opurMHanbHbIM Npenapat. B yacTHocTu, B ero paboTte paccmaTpuBaeTcs
BOMPOC O TOM, Kak CPOKM Bblgauun paspeweHunn FDA CLUA BnvsiOT Ha NPOrHO3UPYyEMYIO
NpubbINb 1, COOTBETCTBEHHO, HA NOCTYMNfIEHNE Ha PbIHOK rEHepPUYecKnxX npenapartos. AHanun3
OCHOBaH Ha [laHHbIX Mo 4 npenapaTam Ansa nevyeHns runepToHuu, npogasasLumxcs B CLUA, n
oxBaTbiBaeT nepuog ¢ 1984 roga no 1990 rog. Pe3ynbTaTthl aHanMsa NokasblBaoT, YTO Korga
NpOoM3BOANTENN FEHEPUKOB MOTYT BbINTU HA PbIHOK PaHbLUe, UM CIIOXXHEE MOKpbIBaTb
HEeBO3BpaTHbIE U3AEPXKN, HeOOXOAMMbIE ANst NOArOTOBKM NPOAAX; Takum obpasom,
paBHOBECWE BOCCTaHaBNMBAETCS U YMCNO MPON3BOAUTENEN FTEHEPUKOB Ha PbIHKE
ymeHbluaetcs. OgHako B cpefHeM reHepuyeckue npenaparbl NOSBAATCA Ha PbIHKE paHbLUE,
a pasnu4ymsa nx CBOMCTB OKa3blBaOTCH MEHbLLE, YTO BbI3blBAET CHWKEHUE LIEHbI.

65. Anka Yagxa (A. Chadha, 2009 r.) npoaHanuampoBana 3KCnopTHbIE onepaumm rpynnbl
MHOWNCKMX hapmaueBTU4eCcKnx KomnaHun. Beibopka Bkiovana 131 koMnaHuio, akumMm KOTOpbIX
KoTnpoBanucb Ha bombenckon goHgoson oupxe B 1989-2004 rogax. 3ToT nepuog Obin
NeprvoaoM 3HAYUTENBbHOIO YKpenseHnsi CUCTEMbl NAaTEHTHOW OXpaHbl fiekapcTs B HauM B
CBS13M1 C BbINOJTHEHMEM CTpaHon TpeboBaHun Cornawexns TPUMMC. Pe3ynbtatel aHanmsa
MoKasblBalOT POCT 3KCMNopTa y TeX MHAUNCKNX chapMaLleBTUYECKMX KOMMAaHWI, KOTOpbIe
nonyyunu nateHTsl B BIMT3 CLUA nnn EMNB. ABTOp MHTEpNpeTUpyeT 3TK pesyrnbTaThl Kak
A0Ka3aTenbCTBO TOro, YTO NATEHTbl MOMOralT MHOUNCKMM KOMMNaHuam gobuBaTtbcs ycnexa

B aKcnopTe.

66. CtoaHb Jln (Xuan Li, 2008 r.) cpaBHMBaeT naTeHTHblEe pexumbl Kutaa n Ungum; Kutan
BBEMN pexuM naTeHTHON oxpaHbl hapMaleBTuyecknx npoaykros B 1993 rogy, a WHamsa —
nosxe, ¢ nognucaHnem Cornawenna TPUMC, npuyem nateHTbl Ha hapmaLeBTUdecKue
NpoayKTbl Ha4Yanu BbladaBaTbCsa B CTpaHe Tornbko B 2005 roagy. ABTOp MCNOMb3yeT BTOPUYHBbIE
MCTOYHUKM AaHHbIX U MPUXOANT K BbIBOAY O TOM, YTO B Kntae ueHbl Ha HebonbLuyto BbIGOPKY
nekapcTB, N0 KOTOPbIM UMENUCH AaHHbIE, ObinK BbIlWe, Y4eM B HOMK, XOTS B TOT XXe Nepuos
YPOBEHb HanNU4us nekapcTB Ha pbiHke Kntas daktuyeckn 6bin HU3KUM. ViccnegoBaHune Takke
cBuaeTenbcTByeT 0 ToM, 4YTo B Kutae nisectuumm B HUOKP, cBsizaHHbIe ¢ co3gaHmem
nekapcTB, HWxe, Yem B Hann. MaBHbIA BbIBOA UCCNELOBaHUA 3akntovaeTcsd B TOM, 4YTO Bonee
paHHee BBeaeHne Kntaem pexvnma naTteHTOBaHMSA NIEKAPCTB NO CpaBHEHUIO ¢ NHamen,
NPVHABLLEN 3TOT pPEXMM No3gHee, Cyas No BCEMyY, He Aan eMy 0CobbIX NPeMMyLLECTB.

67. Tpencu PeraH (T. Regan, 2008 r.) ncnonb3yeT gaHHble No 18 TBepAbIM peLenTypHbIM
npenapartam gnsi nepoparnbHOro npuema, reHepruyeckne aHanorn KOTopbixX NOSBMANCH Ha
pbiHke CLUA B 1998-2002 rogax (nosiBneHve B Npofaxe reHeprKkoB Oblfio CBA3aHO C
OKOHYaHMEM CpOKa AEWUCTBUSI MATEHTOB USM NPUMEHEHMEM «npouenypbl NyHKTa 1V»).
PeaynbTaTbl UccneqoBaHUs NokasbiBatoT, YTO LIEHOBAs KOHKYPEHLNS MMEET MECTO TOSbKO
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Mexay reHepuyeckummn npenapatamu. LieHbl Ha opurMHanbeHble npenapaTbl MOryT Aaxe
BO3pacTaTb, XOTS U OYEeHb YMEPEHHO (B cpegHeM Ha 2%). MNpounssogmTenu opurmHanbHbIX
npenapaTtoB MOryT Ha3HayaTb TakMe BbICOKME LieHbl, MOCKOSIbKY OHW MMEIOT AEeN0 C CErMEHTOM
pblHKa, 06nagatoLmMM HU3KOWM LLEHOBOWM 3NTAaCTUYHOCTBLIO: NOTPEOUTENsIMU, pacxoabl KOTOPbIX
Ha NOKYNKy peuenTypHbIX NeKapCTB MOKPbLIBAKTCA TPETLEWN CTOPOHON. B Lienom gons pbiHka,
NPUXOAALLAACA Ha OpUrMHarnbHble Npenaparhbl, NOcne Bbixo4a Ha PbIHOK reHEePUKOB MO-
NpexXHeMy pe3Ko COoKpallaeTcs, a 4OX04bl X NPOU3BOAMTENEN TakKe CHUXaTCA U3-3a
o6LLIEero CHMXEHNs1 cnpoca Ha opuriHanbHble Npenapartbl. [MaBHbIV BbIBOA UCCEA0BaHUS
3aKnto4aeTcsa B TOM, YTO NaTEHTHasa oxpaHa No3BONSET NPOU3BOAUTENSAM OpPUrMHANbHbIX
npenapaToB NOBbILWATL MNONYNAPHOCTb GpeHaa 1 NOANbHOCTb KITMEHTOB U UCNONb30BaTh 3TU
npeumyLLecTBa Mo NCTEYEHUN CPOKa AENCTBUS NaTeHTa. Mimetowmecs gaHHbIe NoKasbiBatoT,
YTO C OKOHYaHUEM CpOKa AENCTBUSA NAaTEHTOB M NOSIBIIEHWEM Ha PbIHKE FT€HEPUKOB
NPOM3BOANTENN OPUTMHANbHbIX NPenapaToB MOryT HE TONbKO yAepPXMBaTb LieHbl HA NPEeXHEM
YPOBHE, HO 1 HECKOJIbKO MOBLILWATL UX.

68. Cyaun Yayaypwm (S. Chaudhuri, 2006 r.) aHanuaupyet BnusHue Cornawexns TPUMC, n
KOHKPETHO BBEAEHWS NaTeHTHOW OXpaHbl hapMauleBTUYECKOM NPOAYKLUNN, HA LieHbl NeKapcTB
B MHaun. B nccnegosaHum ncnonb3ytoTcs, B YaCTHOCTU, AaHHbIE MO KOHKPETHLIM NPOAYKTaM:
NOMecCsYHbIe JaHHbIe O LeHax u obbeMax Npofax B noacermMeHTe « PTOPOXMHONMOHbI»
CerMeHTa «cucTeMHble aHTubakTepuanbHble npenapaTtbl» hapmaueBTUYecKoro pbiHka MHaun
B 1999-2000 rogax. B gokymeHTe aHann3npyeTcs runoTeTUYECKUIN CLUEHAPUIA, B KOTOPOM
npeanonaranock, 4To lHams yxxe BblgaBana nateHTbl Ha Yka3aHHble aHTUOMOTUKM, YTOObI
OL€HUTb, KakoBbl MOrnun Obl 6bITb 06bEM NPeaOXKEHUS U LiEHbI B 3TOM YCNOBHOW CUTYaLIMW.
OTOT cueHapuin npegnonaraeT, YTo Hanu4Me NaTeHToOB OrpaHM4MBano Gkl NpeanoxeHne
KOHKPETHbIX 3anaTeHTOBaHHbIX (3apybexHbiMu hapMaueBTU4ECKUMM KOMAaHUSMM)
aHTUONOTMKOB Ha BHYTPEHHEM pbIHKE. VIHBIMM CrOBamMK, BMECTO MHOMMX OTEYECTBEHHbIX
reHepuKoB, haKTUYECKM MOEHTUYHbIX 3apybeXXHbIM NpenapatamM U KOHKYPUPYHOLLMX C HUMMU,
Ha pblHKE MMeNMCb Obl TOMBKO NAaTEHTOBAHHbIE MHOCTPAHHbIE NpenapaTthbl. 3aTemM aBTop
OLEHUBAET, KaK 9TO cka3anock Obl Ha LieHax, 1 paccyMTbiBaeT COOTBETCTBYOLLME NOTEPU
OTeYeCTBEHHbIX NMpon3BoauTenen n notpedbuTtenemn ot noTeHunansHoO 6onee BbICOKUX LiEH.
Mony4yeHHble pe3ynbTaTbl NO3BOMAIOT NPEANONOXUTE, YTO BBEAEHME NAaTEHTHOW OXpaHbl
nekapcTs nNpmBeno 6bl K X 3HAYNTENBHOMY YAOPOXAHUIO N BbITECHEHUIO OTEYECTBEHHOW
nNpoayKumm ¢ pbiHka. PacyeT nokasbiBaeT pocT ueH B pasmepe oT 100% no 400% (B oTcyTcTBME
KaKoro-To perynmpoBaHus LeH). BHyTpeHHne npon3BoanTeny noHecnu 6bl 3Ha4YnTENbHbIE
notepu, 6yayymn BbITECHEHbI C PblHKA, HO OCHOBHAas 4acTb NoTepb 6narococtosiHua nerna Obl
Ha noTpebutenen B pesynbTate Takux 6onee BbICOKMX LieH. Kpome Toro, AaHHble
CBUAOETENbLCTBYIOT O TOM, YTO, HE3aBUCUMO OT pPOCTa LieH, NoTpebutenmu Takke noHecnu Obl
noTepu B pesynbTaTe COKpaLLEeHMs NOCTaBOK OTEYECTBEHHOW NPOAYKLMM, TaK Kak
OTEYEeCTBEHHbIE N UMMNOPTHbIE NpenapaTthl HE paccMaTpMBaOTCA NOTPEBUTENAMM KaK NOMHbIE
aHarnoru, 4To NpPeanonoXUTENbHO CBSA3AHO C PasnMynsiMu B OpraHm3aumm cobita. 3tu
pe3ynbTaTbl TAaKKe NOKa3blBalOT 3HAYUTENBbHOE BIIMSHWE POCTa LeH Ha OAWH BUA aHTUOMOTUKOB
Ha LeHbl ApYrMx aHTMOMOTMKOB B TOM XXe NMOACErMeHTe. OTO 03HAYaeT, YTO C Yy4eTOM 3TOro
B3aNMOBIUSAHMS PbIHKOB COBOKYMHBIN POCT LEH U COOTBETCTBYHOLLME NOTEPU ANS
notpebuTtenen He CBOAATCA K NPOCTON CyMMe NnoTepb Ang noTpebutenen, Kotopblie nmenu 6ol
MeCTO, ecrnim Obl PbIHKM NeKapCTB pacCMaTpUBanmCh Kak He3aBucUMble pbiHKU. OCHOBHOM
BbIBOJ, aBTOPA UCCMNEeL0BaHUA 3aKyaeTcs B TOM, YTO BBEAEHNE NaTeHTHON OXpaHbl

B Pa3BUBAIOLLMXCS CTPaAHaX MOXET NPUBOANUTL K 3HAYUTENbHLIM NOTEPSIM ANa NoTpebuTtenen
n3-3a pocTa LIEH M COKpaLLEHNA acCOPTUMEHTA AOCTYMHON NS HUX NPOAYKUNN.

69. PandeH n Yopg (Reiffen and Ward, 2006 r.) npoaHan13oBanu NnpoLecchl BolBe4EHMS

Ha PbIHKM reHepruyeckux npenapaToB N COOTBETCTBYIOLIMNE LieHbI NekapcTB. B uccnegosaHum
aHanua3npyeTcsa KOHKYPEHLIMSI CO CTOPOHbI reHepuyeckux aHanoros 31 npenapara,
npogasasLuerocst B CLUA n nuwmnsLuerocs nateHTHon oxpaHbl B KoHue 1980-x-Havane

1990-x rogos. Pe3ynbTaTthl NOKa3bIBalOT, YTO NEPBbLIN NPOU3BOAUTENb FEHEPUKOB, Ha4YMHaKOLW M
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KOHKypUpOBaTb Ha pbIHKE KOHKPETHOro npenaparta, cnocobeH OOUTLCSA 3HAUYUTENbHbIX
LeHoBbIx Hagbaeok (20-30%). OTa ueHoBas pasHuLUa COXpaHseTCsl Aaxe Npu NOSIBIIEHWMM Ha
3TOM PbIHKE HECKOMNBKMX KOMMAHUA 1N TEPAETCS TOMNbKO TOrAa, KOraa YMCHOo Takux KOMMnaHum
pocturaet 10 1 6onee. PbiHkM ¢ 6051ee BbICOKOW 0XXKMOAEMOWN PEHTHOW COCTaBIAIOLWEN LEHbI
npuBnekatT 00nbLUe HOBbIX Y4aCTHUKOB, KOTOPbIE BbIXOAAT HA PbIHOK ObICTpee, CHMKas
LeHOBble HagbaBKM 1 NUKBUANPYS PEHTHYIO COCTaBNAOLLYIO LIEHbI AN1S NpOM3BOAUTENEN
reHepuyeckmx npenapartoB. ATO O3HAYaeT, YTo Bonee KpynHble PbIHKK, Kak NMpaBuIio, UMeT
Bonee KOHKYPEHTHbIN LLleHOBOW PeXnM, B TO BPEMSI Kak bonee y3kne pbiHKM MOTyT COXPaHSTb
NOMNOXUTENbHYIO MapPXy MEXAy LeHOW 1 3aTpaTtamMu, NOCKOSbKY OHU He NMpuBneKkatoT
AOCTaTOYHOroO KonnyecTBa KOHKypeHTOB. OCHOBHOW BbIBOA, MCCNEAOBaHUSA 3aKIO4aeTcsl B TOM,
4YTO OTCYTCTBME NATEHTOB camo Mo cebe He rapaHTMpyeT HU3KON MapXu MEXAy LiEeHOM U
3aTpataMmn. IMeHHO NosiBNeHne Ha pbiHKE KOHKYPEHTOB W Bbi3BaHHAS 3TUM KOHKYPEHLINS
MeXAy y4acTHMKaMM pbiHKa COKpaLLaloT pa3Mep MapXXu Mexay LLeHON 1 3aTpaTamu, a CTeneHb
NpuBneKaTenbHOCTU pbiHKA AN HOBbIX Y4aCTHMKOB 3aBUCUT OT €ro EMKOCTM U, CneaoBaTenbHo,
OXngaemoun peHTabenbHOCTH.

70. Crasponyny n BannetTtu (Stavropoulou and Valletti, 2015 r.) npoBoaaT TeopeTnyeckun
aHanu3 BNUSHUA NPUHYAUTESbHOrO NMLEH3NPOBaHNA Ha AOCTYMHOCTb fIeKapCcTB B
pa3BMBAIOLLMXCSA CTPaHaxX U akTMBHOCTb MHHOBALMIA MPOU3BOAUTENEN OPUTMHATNBHBIX
npenapaTtoB, 6a3npyoLLMXCA B NPOMbILLIIEHHO pa3BUTbIX cTpaHax. CornacHo aTon Moaenu,
NPUHYAUTENbHOE NULIEH3MPOBaHNe NO3BONSET pa3BMBaloLLENCS CTpaHe NpoM3BOANTb
OpUrnHarbHble NpenapaTbl U yCTaHaBnMBaTh LEeHY Ha HUX Ha YPOBHE npeaeribHbIX U34epXek.
OpaHako passuMBaloLmnecs CTpaHbl, NPUMEHSIOLLME NPUHYAUTENBHOE NULEH3NPOBaHNE, UMEIOT
NOCTOSIHHbIE 3aTpaThl. AHanNM3 NOKa3blBaeT, YTO peLlatoLLee 3Ha4YeHme ang onpeaeneHus
nocneacTBU NPUMEHEHNst NPUHYANTENBHBIX JIMLEH3UA C TOYKN 3PEHNA IKOHOMMUYECKOTO
BbIMrpbILa Ans notpebuTtenen nmeeT cnocOBHOCTb pa3BMBalOLLENCS CTpaHbl NPOM3BOAUTL
reHepu4eckne aHanory oxpaHsemMblX NnaTeHTaMmn OpUrnMHanbHbIX NekapcTs 1 obecneynBaTtb MX
cbbIT. Ecnin cebectoMmocTb NPON3BOACTBA FrEHEPUKOB B pa3BmMBatOLLENCHA CTpaHe 4OCTaTOYHO
HWU3Ka, NPUHYANTENbHOE NULIEH3MPOBaHNE CTAHOBUTCS peanbHON Yyrpo30m, KoTopas 3acTaBnsieT
Npoun3BOANTENEN OPUTMHASbHBIX NPenapaToB CHWXaTb LieHbl U, COOTBETCTBEHHO, MOBbLILLAET
AOCTYNHOCTb fiekapcTB. [Mpy 4OCTaTOYHO HM3KOM Ce6eCTOMMOCTU NPUHYAUTENBbHOE
nuueH3MpoBaHme obecneymBaeT MakCMMarbHY 4OCTYMHOCTb OpUrMHanbHbIX NpenapaTos.
OpfHako BbI3biBaeMOe 3TUM CHUXKEHME LieH HEraTUBHO CKa3blBaeTCs Ha MHHOBALMOHHON
AeATeNbHOCTU NPON3BOANTENEN OPUTrMHasbHbIX NpenapaToB. B uenom rnobansHoe
BGrnarococTosiHMe OKa3blBaeTCH BbIlLe, €Cr NPUHYANTENBbHOE NNLEH3MPOBAHME NPUMEHSIETCS
Kak peanbHbIl apryMeHT Ha neperoBopax, No3BONSAIOLWNN CHMKATb LeHbl U NoBbIaTb
AOCTYMHOCTb fIEKapCTB ANS HaceneHnsi pa3BnBaloLLMXCS CTpaH, HECMOTPS Ha ero HeraTUBHOE
BNUAHWE Ha MHHOBAaLUN.

71. bong n Carrn (Bond and Saggi, 2014 r.) paccmaTpuatoT BOMPOC O TOM, KaK LIEHOBOM
KOHTPOIb M Yyrpo3a NpuMHYAUTENbHOro NULEH3NPOBAaHNA B pa3BuBatoLLenca ctpaHe HOra BnuatoT
Ha OOCTYMHOCTb 3anaTeHTOBaHHOrO npenapara Ana notpeburenen Takon ctpaHbl. B gaHHon
MOZErM rocyAapCTBeHHble opraHbl cTpaHbl KOra yctaHaBnmBaeT YpOBEHb LieH Ha NpoayKT
nateHToobnagatens u3 ctpaHol CeBepa, KOTOPLIA BbIBUpaeT Mexay BbIXOAOM Ha PbIHOK U
Bblgaden 40OpOBONbHOM NULEH3UN. XOTSA BbIXO4 Ha pbIHOK TpebyeT 6onee BbICOKMX
PUKCUPOBaHHbIX 3aTpaT, NPOAYKT, NPOM3BEAEHHbIN MO NUUEH3UN, nmeeT Bonee HU3Koe
kayecTBO. Ecnn nateHToObnagartens He UCNOMb3yeT CBOW NaTeHT B CTPaHe, COOTBETCTBYOLLANA
cTpaHa KOra BnpaBe NpMMEHUTb NPUHYAUTENbHOE NULEH3NPOBaHNE. AHaNN3 NokasbliBaeT, YTO
BapuaHT NPUMEHEHUSA NPUHYANTENbHbIX NMULEH3UA MOXET ObiTb BbIMIPbILHBLIM AN cTpaHbl KOra
B TpeXx OTHoLeHnsAx. Bo-nepBbix, ecrnv nateHToobnagaTens cYMTaeT HEBbIFOAHbIM
MCNONb30BaTb NATEHT HA MECTHOM PbIHKE CAMOCTOSATENbHO, MPUHYAUTENbHbIE NULEH3UN
obecneunBatoT JOCTYNHOCTb OXPaHAEMOro NnaTeHTOM NpoaykTa (B ero MeHee Ka4yeCTBEHHON
BEpPCUM) AN MeCTHbIX noTpebutenen. Bo-BTOpbIX, yrpo3a NpUHYAUTENbHOIO NMLEH3NPOBaHNA
nossonseTt 4obutbcsa 6onee BbIrOAHbLIX YCNOBUIA 4OOPOBOMBHOIO NUUEH3MPOBaHUS. B-TpeTbux,
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OHa MOXET 3aCTaBUTb NaTeHToo6naaaTens oTka3aTbCs OT NULEH3MPOBaHNS U
CaMOCTOSITENTbHO BbINTM HA MECTHbIV PbIHOK, YTO MO3BOSISIET NOBLICUTL KAYECTBO NPOAYKLUMM
ANS MECTHbIX NOTpebutenen. 3T npemMmyLLLecTBa B HEKOTOPOW CTeneHn obecLeHnBaoTCs
BEPOSITHOCTbIO TOrO, YTO NPUHYAMTENbHAS NTMUEH3US 3a4ePXXUT NOCTYNNeHne NPoAYyKUUn Ha
PbIHOK, ECNN OHa BblAaHa BMeCTO J0OOPOBOLHOM, UMW 3a0ePXKUT CaMOCTOSTENbHbIN BbIXOA,
NPOM3BOAUTENS HA PbIHOK, ECIM OH NMPUMET TaKoe peLleHne (M NPUBEAET K CHUKEHUIO
KayecTBa, ecniv Npou3BoaANTENb NpeanoYMTaeT NPUHYAUTENbHYIO NULEH3NI0
CaMOCTOSITENbHOMY BbIX0O4Y Ha PbIHOK). ViccnenoBaHve Takke NokasbiBaeT, YTO LIEHOBOM
KOHTPOSb U NPUHYAUTENBHOE NULEH3MPOBaHNE — 3TO B3aNMOAOMOSNHSAOLWMNE UHCTPYMEHTDI.

72. B pabote ®nunHHa n gpyrux astopos (Flynn et al., 2009 r.) npumeHsieTcst TeopeTudeckas
SKOHOMMYECKas Moaerb, 060CHOBbIBAOLLASA AEH NPUMEHEHUS NMULEH3MI OTKPLITOro AOCTyna
B CUTyauun NaTEHTOBaHWNSI OCHOBHbIE NIEKApCTB B pa3BMBaOLWMXCs cTpaHax. anoxme
OCHOBHOW 3KOHOMWYECKMI NMPUHLMN NAaTEHTHOrO Npaea, aBTop Aariee UCXoauT U3 Hero, YTobbl
nokasaTb pasnuyne Mexay CnpoCcoM B CTpaHe C A0CTaTOYHO PaBHOMEPHBLIM pacrnpeneneHnem
[AOXOL0B 1 B pa3BMBaloLLENCs cTpaHe, rae obbl4HO HabnaaeTcs BbICOKOE HePaBEHCTBO
A0X040B Mexay 6oratbiMu U 6egHbIMK, YTO OTPaXKaeTCa KPMBbIMM Cnpoca pasrinyHom
KPYTU3HbI. OIIMHH 1 €ro coaBTOpPbI MCNoNb3yT Npumepbl Hopeerun n KOAP, 4To6bl NokasaTb,
noyemy papmaueBTUYECKME KOMNAHUM HE UMEIOT AKOHOMMUYECKUX CTUMYSIOB K MPOAaXe CBOUX
OXpaHsAeMbIX NaTeHTamn n3odpeTeHnn 6ONbLUNHCTBY HaceneHus cTpaHbl C 60MbLLIMM
HepaBEeHCTBOM [0X040B, Takon kak KOAP, koraa oHM MOryT NpocToO yABOUTbL CBOM JOXOAb,
npoAasas NPoAYKLUMIO NO LieHe, KOTOPY MoryT onnaTtute Tonbko 10% HaceneHus,
cocTaBnsaoLme ero camyto 6oratyto 4acTb. C Apyrov CTOPOHbI, B TAKOM aranuTapHOM
obuwecTBe, kak HopBerus, Hebonbluas KpyTU3Ha KpMBOWM Cnpoca nokasbiBaeT, YTO MaKCUMyM
NpubbINM 4OCTUraeTCs He NPU HaMBbICLIEN LiEHE, @ MPU MakCMMyMe npoAax. Takum obpasom,
pe3ynbTaTbl NOKa3bIBaOT, YTO CNPOC, XapakTepm3yeMblin KPUBOWM C BbICOKOW KPYTU3HOWN,
03Ha4aeT OrpaHMYEHHbIN OOCTYN K OXpaHAEMbIM NaTeHTaMN OCHOBHbIM JIEKapCTBEHHbIM
cpencTeaMm Ansi BCEX, KPOMe caMbix BoraTbIX XXUTenewn cTpaHbl. [Ans pelieHns aTon npobnemsi
A0CTyna, BO3HMKAKLLEN NPV BBEAEHUM PEXMMA NAaTEHTHON OXpPaHbl, Pa3BUBAIOLLMMCS CTpaHam
pPEKOMEHAYETCs1 UCMOSb30BaTh Takne KOMMNEHCUPYOLLME CPeACTBa, Kak NPUHYANTENbHOE
NLEH3NPOBaHNE, N paccMaTpMBaTb BapyaHThbl Bbi4aun OTKPbITbIX TIMLEH3MI, NO3BOMAOLLMX
nboMy NPOM3BOAMTENID, OTBEYAIOLLEMY YCTAHOBMNEHHBbIM TPEOOBAHMAM, KOHKYPUPOBaTL Ha
PbIHKE OXpaHSAEeMbIX NaTEHTaMM OCHOBHbIX NIEKapCTB. XOTS aBTOPbl AOKYMEHTA He
npeanonaratT, YTO NPUHYAUTENbHbIE NTMLEH3UM MOTYT NOBNUSATbL HA CTUMYIbl K MHHOBALMSIM
B Pa3BUBAMOLLMXCSI CTPaHax (MOCKOMbKY B HACTOsILLEE BPEMS TaKMe CTUMYIbl B Nl0OOM cryyae
He3HaunUTEeNbHbI), OHWN NPU3HAIOT, TEM HE MEHEE, YTO CUCTEMATUYECKOE NCMNOSb30BaHMe
NPVHYANTENbHbBIX NULEH3UI BPSA N OyaeT CTuMynupoBaTb 1 6€3 Toro HeaHaunuTenbHbIe
WHHOBaLWUN B pa3BMBatOLLMXCA CTpaHax. B cBA3nM ¢ aTMM OHM pekomeHayoT obecneyvnBaTb
Takne CTUMYIbl K MHHOBaUMSM NPU NOMOLLM rOCYAapCTBEHHbIX Y MEXIOCy4apCTBEHHbIX
MEeXaHN3MOB.

[My6nmkaumMm No CMEXHbIM TEMaM: HOPMaTUBHO-NPaBoBas 6a3a, NOCTYM/IEHNE HA PbIHOK HOBbLIX
nnn redHepunyeckmnx J1eKkapcrB

73. [paboscku n apyrue aBtopbl (Grabowski et al., 2017 r.) aHanu3npyoT nosegeHne
npou3BoAnTENeEN OPUrMHarnbHbIX NpenapaToB U FrEHEPUKOB NOCIE BaXXHbIX M3MEHEHUI,
BHECEHHbIX B 3akoHogaTtenbcTeo CLUA B 1998 rogy n 2003 rogy. B 1998 roay peweHunem cyna
6b1N0 N3MEeHeHO onpeaeneHne npoueaypbl, UMEHYEMOW «OCNapuBaHUEM NaTeHTa B
COOTBETCTBMM C NYHKTOM |V»; cornmacHo HOBOMY ONpeaeneHunto, UCKIKYNTENbHbIE NpaBa Ha
180-4HEBHbIN CPOK NPUCYXOAKTCS HE TONbKO NEPBOMY YYACTHUKY PbIHKA, KOTOPbIN HAYMHaeT
NPOAaxXy reHepu4eckoro npenapara Ha OCHOBaHUW peLLeHns cyaa o NpusHaHUM naTeHTa
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HeaenCTBUTENbHbBIM UM NOCTAHOBIIEHUS cyfa 06 OTCYTCTBUM HapYLLEHUSA naTeHTa, HO U

B pe3ynbTaTe 3aKNio4YeHns MMPOBOro cornalleHnsa ¢ nateHToobnagarenem. B

2003 rogy 3akoHOM 0 MoaepHu3auun nporpammbl Medicare Obina BBegeHa npakTuka
NpeaoCTaBreHns NCKMYNTENbHbIX NpaB Ha 180-OHEBHbLIN CPOK UCXOASA U3 NPOAYKTa, a He
nateHTa. Oba 3T N3MeHeHMs NOBLICUIN 3aNUHTEPECOBAHHOCTb MPOU3BOANTENEN FrEHEPUKOB

B BO3OY>KAeHMN NpoLeaypbl «OCnapnBaHUSA NAaTEHTOB B COOTBETCTBUM C MyHKTOM IV» n genatb
3TO paHbLUe OpYrnX NPON3BOANTENEN reHEPUKOB — CBOUX KOHKYPEHTOB. B nccnegosaHunm
NCNONb3YTCH AaHHble Mo 214 HOBbIM MONEKYNAPHbLIM CTPYKTYpaM, paspeLlleHHbIM K BblMyCKy
FDA CLUA, v nocTtynneHuun B npoaxy ux reHepuyecknx aHanoros B 1994-2006 rogax; aBTopbl
MoKasblBaloT, YTO MOCNe U3MEHEHUS 3aKoHo4aTeNbLCTBA NPON3BOANTENN FrEHEPUKOB YalLle
ocnapvBanu NaTeHTbl U genanu 3To Yepes Goree KOPOTKUI CpoK nocre Boigaun FDA
paspeLleHnsl B OTHOLLEHUN HOBOW MOJIEKYIbl, YTODObI BbINTU Ha PbIHOK NepBbiMy. B pesynbTaTte
CcpegHun nepuop, CyLecTBOBaHNSA UCKNIOYUTENBHBIX PbIHOYHbIX NpaB 4S5 NpoussoauTenen
cokpaTtuncs ¢ 14,5 net B 1994-1998 rogax oo 12,2 net B 1999-2006 rogax. AHanu3 Takke
NnokasblBaeT, YTO 3HauYuTenNbHasa YacTb NaTEHTHLIX CNOPOB yperynupyeTcs nyTem 3akniodeHns
MMWPOBbLIX COrMNaLLeHnin, YTO B MPUHLMMNE OTpaxaeT CTpeMreHne Npon3BoamTenemn
OpUrnHanbHbIX NpenapaToB usberatb pUCKOB. B Lienom aTn pesynbTaTtbl NOKasbiBaloT, YTO
HOpMaTMBHO-NpaBoBas 6a3a MOXET CUITbHO BNMATb HA 4ENCTBEHHOCTb OXPaHbl NATEHTHbIX
npas NPoM3BOAMTENEN OPUrMHANbHbIX NMPEnapaToB C TOYKM 3pEHUS COXPaAHEHUS UX
NCKITIOMUTESBbHBIX PLIHOYHBIX MPaB U, COOTBETCTBEHHO, OXXMAAEMON UMM OTAAYM OT BIIOXKEHUIN
B HNOKP.

74. B pa6ote xunkpucra (Gilchrist, 2016 r.) 3agaeTtcsi BOnpoc 0 TOM, BNUAOT Nn
NCKNoYMTENbHBbIE PbIHOYHBLIE NPaBa Ha npenapar, NOsIBUBLUMNCA NepBbIM B KOHKPETHOM
hapMaKkonorM4eckom Kracce, Ha YMCcno Apyrux HOBbIX NpenapaToB TOro Xe Knacc (He
reHepuKoB), MOABNAOLWMXCH Ha pblHKe no3aHee. B pabote npuBoasaTca gaHHbIE No

293 Hebuornornyeckum npenapartam 156 knaccos, BKNOYas HOBblE MONEKYNSAPHbIE CTPYKTYpbI,
BrnepBble paspeleHHble K Bbinycky B CLUA B 1987-2011 rogax, a Takke npenaparhl,
OTHECEHHbIE K TeM Xe hapMaKkornormyeckum krnaccam nosgHee. NonyveHHble pesynbTaThl
CBMAETENbLCTBYIOT O TOM, YTO BPEMEHHOW pa3pbiB MeXAY MosyYeHNeM paspeLleHns Ha BbiMyCcK
npenapaTa, CTaBLIero nepBbiM B KOHKPETHOM hapMaKkonorM4eckom Kriacce, 1 BbIXOAOM Ha
PbIHOK €ro reHepU4eCcKnx aHarnoros, T. €. Mepnos CyLLeCTBOBAHUSA UCKITOYNTENBHbBIX PbIHOYHbLIX
npa., OKa3bIBaeT 3HaYUTENbHOE NOMNOXUTENbHOE BIIMSIHNE Ha YMCNO APYrMX HOBLIX NpenapaToB
(He reHepuKoB), KOTOpPLIE MO3HEE BbINyCKaTCA B NPOAAXy B TOM xe knacce. OanH
AONOMNHUTENbBHbIV rof, COXpPaHEHUS UCKIMIYUTENbHBIX PbIHOYHBIX NPaB BeAET K yBENTMYEHUIO
yucria HOBbIX fIeKapCTB TOro Xe Kracca, nocTynarwmx B npogaxy, Ha 25-30%. dpyrumn
CnoBaMu, Kak TOSIbKO Ha pbIHKE MOSABASAOTCH reHEPUKU, YUCIO HOBbIX NpenapaToB 3HAYUTENBHO
cokpaljaeTcs — NpeanonoXUTErnbHO BCNEACTBME COKPALLEHNST SKOHOMUYECKUX CTUMYIIOB K
BbIXOAY Ha AaHHbIN pbIHOK. Pe3ynbTaTbl NOKa3biBaloT, YTO, MOCKOMbKY NocreaytoLlme HoBble
npenaparbl He ABMAITCA TOYHBIMW aHanoramMmm nepBbIX, NOSIBNEHNE reHepuyecknx Bepcum
nepBOro npenaparta Bce Xe BNUsieT Ha BCe npenapatbl TOro Xe Knacca. Tem He MeHee,

B OCHOBE 3TOr0 ABMEHNSI B OCHOBHOM IEXUT, CyAsi N0 BCEMY, onpeaeneHHas uMmTaums BHyTpU
KnaccoB, a He pa3paboTka NOANMHHO HOBLIX NpenapaToB. OCHOBHOW BbIBOA UCCIeL0BaHWUS
3aknto4YaeTcs B TOM, YTO NaTEHThI 3alLMLLA0T PEHTHYIO COCTaBNALLYIO LieHbI, MPUBEKaoLWyo
Ha 3TOT PbIHOK HOBbIX Y4aCTHMKOB, HO 06LLIEeCTBEHHAs LEHHOCTb NOSIBNIEHUSA TakMX HOBbIX
YYaCTHUKOB HesiCHa (MOCKOIbKY, KaK NpeaAcTaBnseTcs, CTUMYIIOM K HEW CRY>XUT npocTast
NMUTaLNS, XOTSA NOSIBNIEHNE HOBbIX Yy4aCTHMKOB MOXET BCE e Bbl3blBaTb KOHKYPEHLUMIO BHYTPU
KIaccoB W, CnefoBaTenbHO, BbI3blBaTb CHUXKEHME LiEH elle 0 NOSBNEHUSA reHepUKOB; Kpome
TOro, NpeanoXeHve pasHblX BEPCUN NEYEHU MOXeT npeacTaBnATb LeHHOCTb A1
notpebutenen).

75.  Xemcunn n Camnat (Hemphill and Sampat, 2011 r.) aHanu3mpytoT naTeHTHble nopTdenu
npoussoauTenen opurinHanbHbix npenapaTtos B CLUA B yacTu HOBbIX NekapcTs, paspeLUeHHbIX
K Bbinycky FDA B 1985-2008 rogax, 1 n3y4atoT MOTUBGI, fieXXaBLuMe B OCHOBE npouenyp
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ocrnapuBaHus NaTeHTOB Ha 3TW HOBbIE flekapCcTBa Ha OcHoBaHwuM nyHkTa IV. ViccnegosaHve
nNoATBepXaaeT POCT YMCra NaTEeHTHbIX 3asBOK, NOgaBaeMblX Ha KOHKpPETHbIN npenapaT

C TEeYEHNEM BpPEMEHU; NMPU 3TOM Takowm pocT 06YCNOBIeH rnasHbIM 06pa3om nogaven
BTOPUYHbIX NaTeHTOB. POCT Yncna naTeHTHbIX 3asiBOK NPUBOAWI K POCTY HOMUHANBHOIO Cpoka
OEeNCTBNA NaTeHTOoB, T. €. Nepuofa Mexay AaTon paspeLleHns npenaparta K BblMyCKy 1 aTON
OKOHYaHWNA cpoka AeNCcTBUA NocreaHero OTHOCALLerocd K Hemy nateHTa. Bmecrte ¢ TeM, 4ncno
naTeHToB, ocnapmBaeMblx MO NyHKTY IV, Takke BO3pOCIO, NpUyYeM Npon3BoanTeNn reHepuKkos
0COBEeHHO 4acTo ocnapmBaloT BTOPMYHbIE NATEHTLI Ha flekapcTBa, npoanesatome
HOMMWHarnbHbIE CPOKN OXpaHbl COOTBETCTBYIOLLMX NpenapaTos. MiMetowmeca AaHHble
CBMAOETENbCTBYHOT O TOM, YTO Npoueaypbl OcnapnBaHus NaTEHTOB ypaBHOBELLMBAKOT
CcTpeMreHve NpomnsBoguTenen opurMHanbHbIX NpenapaToB NPoafieBaTb CPOKM NAaTEHTOB NyTeEM
CTpaTernyeckoro NCnonb3o0BaHNA BO3MOXHOCTEN NAaTEHTHOW CUCTEMBI.

76. B cBoen cnegytowwen pabote (2012 r.) Xemdbumnn n CamnaT aHanmM3upytoT NpoLEeCcChl
BbIXO4a Npou3BoanTenen reHepukoB Ha pbiHOK CLLUA nyTem npuMeHeHus1 Tak Ha3biBaeMomn
«npoueaypbl NnyHkTa 1V» B pesynbTaTte Nnnbo aHHYNMPOBaHMA CyLLECTBYIOLMX NaTEHTOB, NMnbo
NPUHATUS CyaamMm NOCTAHOBEHUI 06 OTCYTCTBMM HapYyLUEHWS NATEHTHbIX NPaB Npu BbiMycke
reHepunyecknx npenapaToB. AHanNn3 OCHoBaH Ha AaHHbIX 0 119 HOBLIX MOMEKYISAPHbBIX
CTPYKTYypax, pa3paboTaHHbIX NPOM3BOANTENSIMU OPUTMHANbBHbIX NPenapaToB, reHepuyeckne
aHanorun KoTopbiX Bnepsble BbIWM Ha pbiHOK CLUA B pesynbTaTe ocnapuBaHnsa NaTeHTOB Ha
ocHoBaHum nyHkTa IV B 2001-2010 rogax. [JaHHbIe NOKa3sbIBaOT, YTO KOMMNAHUU-MPON3BOAUTENN
reHepuKOB CO34al0T aHarnory nekapcTs C BbICOKMMMN o6beMamMu npogax, paspadoTymku
KOTOPbIX, KaK NpaBuno, Takke UCMOMb3YT BTOPUYHbIE NAaTEHTbI 415 NPOANEHNS peanbHbIX
CPOKOB MaTEHTHOWN OXpaHbl. ATO 03HAYaeT, YTO NpoLeaypbl ocnapMBaHUA NATEHTOB MO NYHKTY
IV B OCHOBHOM HanpaBneHbl Ha OrpaHnYyeHne NonbITOK NPOM3BOANTENEN OPUTMHAMBHbBIX
npenapaToB NPOLMNTb CPOKM NAaTEHTHON OXpPaHbl NEKapCTB NpPU NOMOLLM BTOPUYHBIX MATEHTOB.
Mpouenypbl ocnapmBaHMsa NaTEHTOB MO NYHKTY |V He cokpallatoT peanbHOro cpoka naTeHTHOM
OXxpaHbl, obecneunBaeMoro NepBUYHbLIM NATEHTOM, OXPAHSAIOLLMM HOBYIO MOJSIEKYIISIPHYHO
cTpykTypy. OCHOBHOW BbIBOA MCCELOBaHNS 3aKnoyaeTcs B TOM, YTO MPON3BOAUTENM
OpUrMHanbHbIX NPenapaToB UCNOSb3YHT BTOPUYHBIE NATEHTbI Kak cTpaTermiyeckoe CpeacTso
NPOANEeHNs Cpoka NaTeHTHOM oxpaHbl, HO B CLUA cyliecTtBoBaHuWe npouenypbl ocnapvBaHns
NMaTeHTOB «Ha OCHOBaHUM NyHKTa IV» No3BoNAeT NPON3BOANTENAM rEHEPMKOB OrpaHnYnBaTh NX
NPUMEHEHNEe NYTEM YCMELIHOMo OcrnapuBaHns TakMx BTOPUYHbBIX NATEHTOB.

PeueH3uposaHHble Hay4Hble uccredo8aHus (Mpasosas u obwas numepamypa)

CtumynunpoBaHue pa3paboTkM HOBbLIX JIEKAPCTBEHHbLIX CPEACTB M MEANLIMHCKNX TEXHOJTOINI

77. Kau v gpyrue astopsbl (Katz et al., 2006 r.) nwyT B cBoel cTaTbe 06bACHEHNE (hEHOMEHY
ynagka Hay4HbIX UCCINeAoBaHU 1 NAaTEHTHOM AeATENbHOCTU B 00NnacTu co3gaHus
aHTUOBNOTMKOB M NpeanaratoT HEKOTOPbIE PELLEHNS], HANPaBIIEHHbIE HA CHATUE OCTPOTbI ATOW
npobnemsbl. icnonb3ysi CTaTUCTUYECKME OaHHbIE U3 OPYrMX MCCNEeOBaHUN, NOCBSALLEHHbIX
onpeaeneHnio TEKYLLLEro COCTOSIHMUS Hay4YHOW paboTbl MO CO34aHMI0 aHTMOMOTUKOB U
COOTBETCTBYIOLLEro NaTeHTHOro naHawadTa, aBTopbl CTaTb pacCMaTpUBaKOT YeTbIpe
(haKkTopa, KOTOpble MOrYT Bbi3blBaTb CHUXKEHNE aKTUBHOCTM B pa3paboTke aHTMbnoTnkos. K HUM
OTHOCATCH CMELLIEHME Hay4HbIX NPUOPUTETOB, YXKECTOYEHNE TpeboBaHW B OTHOLLEHU
3(p(peKTMBHOCTM NEKAPCTB, 3akoHoAaTENbHblEe Bapbepbl U CHXKEHNE peHTabenbHocTU. OgHON
13 npuydmH cokpatleHms HAOKP no co3gaHnto aHTMOMOTUKOB MOTYT ObITb JOCTUXKEHUS B OPYrnX
obnactax MeanumHbl, NO3BONIMBLLME CHU3UTL YacTOTY aNMAEMUIA, TPEBYIOLWNX NPUMEHEHNS
HOBbIX aHTUBNOTUKOB. B pesynbtaTte atoro B cdhepe HAOKP npounsoLno nepekntoyeHne
pecypcoB 13 paspaboTkm aHTUONOTUKOB Ha pa3paboTKy Apyrmx, 6onee BocTpeboBaHHbIX
npenapatoB. [Jpyras 3aouKCnMpoBaHHasi NpU4MHa COKpaLleHNsa Yncna nogaBaeMbiX NaTEHTHbIX
3as8BOK 1 BblJaBaeMblX NAaTEHTOB CBA3aHa C HOBbIMU pekoMeHaaTenbHbIMY HopMamuy BINT3
CLA, BbinyweHHbiMn B 2001 rogy. HoBble MeHee nubeparnbHbl, YeM NpeXxHue, ycTaHaBnmBakoT
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Oonee XecTkne cTaHgapThl NATEHTOCNOCOOHOCTUN N, COOTBETCTBEHHO, MOTYT ObiTb OQHOM M3
NMPUYMH COKpaLLEHMSI YMCIa BblgaBaeMblX MATEHTOB HA aHTUOMOTUKK. B uncne gakTopos,
CHMXXatoLNX KOMMEPUYECKYH0 3aUHTEPECOBAHHOCTb B pa3paboTke HOBbIX aHTMOMOTUKOB, aBTOPbI
TakKe HasblBalOT ApYrue BbiSIBNEHHbIE MU NPOBEMbI, Takue Kak NoBbILLEHNE
3aKkoHogaTenbHbIX 6apbepoB 1 TPyAHOCTN obecneyeHnst NaTEHTHbIX NPaB Ha HOBbIE BUAbI
NCNOMb30BaHNA yXKe CYLLLECTBYHOLLMX NeKkapcTB. B kayecTBe OAHOro 13 BO3MOXHbBIX peLLeHuH,
KOTOpO€E MOrno 6bl NOMOYb B CMSAMYEHUN OCTPOTbI 3TON NpobnemMbl, peKOMeHAYeTCS NpoaieHne
CpOKa UCKNIYNTENDBHBIX PbIHOYHbIX NPaB Ha BTOPMYHbIE BapmMaHThbl NPUMEHEHMS NpenapaTos.
Apyrve pekoMeHaauumn BKAOYAKOT: ynpoLlleHre npumMmeHsemblx FDA npouenyp paspelleHus
aHTUBNOTMKOB K BbIMYCKY, YCKOPEHUe npoueayp 3KcnepTuabl aHTubunotnkos B FDA, ycunenune
drHaHcoBbIX cTumynos ans nposegeHns HAOKP no cosgaHnio aHTMOMOTUKOB 1 NpoafieHne
CPOKOB MaTEHTHOM OXpaHbl, KOMNEHcHpyoLee 60NbLUYI0 ANUTENBHOCTb U 3aTPaTHOCTb
npouecca pa3paboTkn aHTUONOTUKOB.

78. B pabote KynHHa (Quinn, 2010 r.) npoBOANTCSA CPaBHEHNE MEXAY HbIHELLHUMW YCUNNSIMMN
Mo aKTMBM3aLUN y4acTUsi KOMMEPUYECKMX NapTHEPOB B pa3paboTke HOBbIX aHTUOMOTMKOB U
06beanHEHEM YCUNUIA pa3HbIX OpraHM3aLmin, KOToOpoe NO3BONMIO Co3aaTbh NEHULMAMNH

B rogbl Bropon mnupoBoi BorHbl. PaccmaTpuBas UCTOpUYECKME NCTOKM OTpacnn Npon3BoaCTBa
aHTUONOTMKOB, aBTOP YKa3biBaeT Ha NPUHLUMNMANbHbIE Pa3NUYmMa Mexay TorgallHuM m
HbIHEeLHMM nepuoaom. VIcTopryecknii aHanua 3actaBnseT Npu3HaTh, YTO 3acrnyra OTKpbITUA
NeHVUMNIINHA NPUHAANEXNT Koanuunmn, co3gaHHom B rogbl BTopoin MmpoBon BOWHbI NMpu
nopaepxke npasutensctea CLUA anga npoBeaeHns Hay4HbIX MCCnegoBaHUM no paspaboTke
aHTnbmnoTmkoB. OcTpoTa 3agay BOEHHOro BpemeHu TpeboBana KoopanHaumMm 4eNCTBUN 1
COTpyaHMYECTBA MeXay rocyfapCTBEHHbIMU YYPEXOEHUAMM U HAYKOW, KOTOPOE B KOHEYHOM
nTore NPMBENO K CO30aHNI0 aHTUOMOTMKa 63 HEOOBXOANMOCTM OPOPMITEHUS FOPUONHECKMX
npas kopnopauuin. Xots cutyaums 1940-x roqoB He Noxoxa Ha cutyauumto Havana XXI Beka,
MHOIMEe aBTOPbI HAXOOAT MeXay 3TUMU ABYMSA CUTyaunsiMn onpegenieHHoe CXoaCTBO.

B yacTtHOCTM, Takoe CX0ACTBO yCMaTpmMBaETCs B BO3POCLLEM 3anpoce Ha HOBbIe
aHTMbakTepuanbHble Npenaparhl, HEeXenaHUM YacTHbIX KoMNaHu 6paTtb Ha cebs
COOTBETCTBYIOLLME 3a4a4n, a TaKkKe onaceHnsax no noBoay cMepTenbHbIX MHpekuni, 6opbda
C KOTOPbIMY CTAHOBUTCHA BOMPOCOM HauMoHanbHou 6e3onacHocTn. Tem He MeHee, B OTnn4yme
OT NpoeKTa co3gaHus NeHnUunnuHa B roabl Bropo MMpoBOn BOWHLI, KOrga rnaBHbIM
NpMopmUTETOM ObINT NPOrPecC HaykKn, KOTopbIi o6ecnevmBancsa Ha OCHOBE LLUMPOKOro
coTpyaHMyecTBa U o6MeHa Hay4HbIMW pecypcamu, CErogHA OCHOBHOE BHMMaHME yaenseTca
BONpOCaM NaTeHTHON OXpaHbl 1 AKOHOMUYECKOMY CTUMYITMPOBAHMIO HAYYHbIX UCCNes0BaHWM
Mo CO34aHMI0 HOBbIX aHTMOMOTMKOB, HECMOTPS Ha AaHHbIE O TOM, YTO B CO34aHUn
NEHNUUINNMHA NaTEHTbl HE Urpanu 3Ha4YNTENBHOW PO — HANPOTUB, UMEHHO OTCYTCTBME
caepxmBatoLLero acbdeKktTa NnaTeHTOB M AOCTYNHOCTb Buonornyecknx obpasLoB NO3BONMIM
rocyapcTBy, y4eHbIM U KpyrnHenwunmM dapmaueBTUYEeCKMM KOMNaHNaM B roasl BTopon
MUPOBOM BOWMHbI 06bEeANHUTL CBOU PeCcypCbl, YTO YCKOPUITO CO3[aHne neHmumnnmHa. XoTa
aBTOp NPU3HAET, YTO CErofHsa B HEKOTOPbIX KPYNMHOMAaCLUTabHbIX COBMECTHbIX HaYYHbIX
NpoeKTax UCMONb3YKTCS TaKMe e CXEMbl COTPYAHMYECTBA, KakK 1 B MPOEKTEe CO34aHus
neHnuyunnmHa, ana nposegeHns HNOKP no cosgaHuio aHTMOMOTMKOB Takasi Moesb He
npegnaranacb. ABTOpP CYMTaET, YTO UCNONb30OBAHNE TEX XXE NOAXOO0B MNpu paspaboTke
aHTMbMoTMKoB ByaeT NPOAYKTUBHBLIM, M YTO Takoe COTPYAHMYECTBO MOrfo Obl NokasaTb,

KaK OTCYTCTBME MaTEHTOB MOXET B AENCTBUTENbHOCTM NOBbILWATL 3P(PEKTUBHOCTL HAYYHON
AEeATENbHOCTU U OQHOBPEMEHHO CTUMYMMPOBATL NPOMbILLNIEHHbIN POCT.

79. B poknage CtuBeHca n apyrnx aBTtopoB (Stevens et al., 2017 r.) uccnegytortca
WHHOBaUWW, HanpasneHHble Ha pa3paboTKy BakUMH, 1 pacCMaTpMBaloTCH BO3HUKaOLWME

B CBSI3M C 9TMM NpobnemMbl. ABTOPbI JOKIada cuMTann CBoen nepBom 3agadven NpaBuiibHO
onpeaenuTb NapameTpbl BCEN ANCKYCCUMM O pa3paboTKke HOBbIX BaKUWH U MX AOCTYMHOCTH

B pa3BMBalOLLMNXCS CTpaHax, 0OCOBEHHO B KOHTEKCTE MHTEeNNeKTyanbHOM COBCTBEHHOCTH.
[loknaz nocBsLLEeH UMEHHO BaKLMHaM, MOCKOSbKY OHM UrpatoT B 34paBoOXpaHeHnn ocobyto
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pOfb M ABMASOTCS OOHUM U3 CaMbIX 9KOHOMUYHBLIX UHCTPYMEHTOB peLleHus ero 3agau,
noBblIwasn aPdeKkTMBHOCTbL paboTbl OPraHOB 34PaBOOXPAHEHUS U COKpaLLas rocygapCTBEHHbIE
pacxogbl. TeM He MeHee, aBTopbl UKCUPYIOT B 3TON CBA3M TPU OCHOBHbIE rnobanbHble
npobnemsbl: 3HauMTenNbHbIE NPpobenbl B OXBaTe HAceneHns BakuMHaLumen, otTcyTcTene

3P (PEKTMBHBIX BaKLWH 4118 NpeaynpexaeHns MHpEKUMOHHbIX 3aboneBaHnii, SBRASIOLLMXCS
cepbe3HbiM BpeMeHeM Ansi COOTBETCTBYHOLMX CTPAH, U OTCYTCTBME YAOBMETBOPUTENbHbIX
BaKUWH A1 XPOHUYECKNX HEMHAEKLMOHHbIX 3aboneBaHnin. AHanM3mMpys xog uccnenoBaHum
MO CO3[4aHMI0 HOBbIX BaKUMH, aBTOPbl pacCMaTpuUBalT MEXaHU3Mbl CTUMYMPOBaHNS
nocpeaHnKoB (push-mexaHn3mbl) 1 MeXaHN3Mbl NPUBMEYEHNSA KOHEYHbIX NoTpebutenewn (pull-
mMexaHu3mbl). Mpobnema ¢ pa3paboTKon BakUMH 3aKnto4aeTcs B TOM, YTO BEPOSATHOCTb
AOBEOEHUNS «BaKUMHbI-kaHaAn4aTa» ¢ AOKMMHUYECKOW CTaaun 4O PbIHOYHOM COCTaBNSET B
cpegHeM Tosbko 6%. CyLLeCcTBYHOT Takke OOMOSHUTENbHbIE TPYAHOCTU, CBA3AHHbIE C
NPOM3BOACTBOM BaKLMH: Tak Kak 3To 6onee CrnoXHbli NPoayKT, YeM MarloMONeKynspHble
nekapcTBeHHbIE NpenapaTbl, UX NPOU3BOACTBO TpebyeT NpUMeHeHnst 6onee AnUTENbHbIX U
3aTpaTHbIX Npoueayp KOHTpons kadecTtBa. B goknage paccMoTpeH psa hakTopos, MeluatoLmnx
AOCTaBKe BakUWH A0 NOoTpebutens, kK KOTOpbIM, B YaCTHOCTU, OTHOCATCSA BONPOCHI OpraHn3aumm
ceTen cHabXxeHns, HeTOYHOEe NPOrHO3npoBaHMe cnpoca, cnabas KoopAnHaLmMsa NPoLLEeCcCcoB
3aKynku U JocTaBku, cnabas uHpacTpykTypa, HeAOCTaTOMHOCTb MOLHOCTEN XPaHEHUS U
AOCTaBKWU, HEAOCTAaTOYHO NOArOTOBIEHHbIV NEPCOoHan, a Takke obLas H13kasa apPekTMBHOCTb
HaUWOHaIbHbIX CUCTEM 3[4 paBOOXpaHeHUs. XOTS MHOMOYPOBHEBLIE CUCTEMbI LIEH U
napannenbHbIi UMNOPT MOrNKn 6bl CNOCOBCTBOBATL MOBLILLEHUIO 4OCTYNHOCTU BaKLWH,
NPUMEHEHNEe 3TUX MEXaHM3MOB TaKKe CBA3aHO C onpeeneHHbIMM npobnemamu. YTo kacaetcs
npaB UHTENNEKTyanbHOM COGCTBEHHOCTUN, NATEHTbI MOrYT BblAABaTbCA Kak Ha peLenTypy
BaKUWH, TaK U Ha yCTPOMUCTBAa X BBeAeHMs. IMockonbKy BakLuHbI BonnowaT B cebe
pasnnyHble TEXHOOMMK, MPMUYEM HacTO TOSIbKO HEKOTOPbIE U3 HUX OXPaHAKTCS NaTeHTaMu,
WMHOrga BO3MOXHO npoformkaTb pas3paboTkm Ha 6ase n300peTeHns, OXPaHSEMOro OCHOBHbLIM
nateHTom. NoBbilLleHNe NPO3paYHOCTM NATEHTOB N YPOBHA opraHusauum npas NC
NpoM3BOANTENSIMU MOXET CNOCOBCTBOBATbL NPEOAoNeHMI0 GapbepoB, co3aaBaeMbIX NpaBaMm
MC, HO OOCTYNHOCTb BaKLMH CAepKMBaeTCa pakTtopamm, KOTopble MOTyT A4eNCTBOBaTb Ha
pasHbIX aTanax npotecca, 1 npaesa VIC — aTo nuLb OANH U3 TaKNX CAEPXKMBAOLLMX (PaKTOPOB.

80. YxaHb n ero coaBTopsbl (Zhang et al., 2016 r.) NICNONb3YOT NATEHTHbIE CCbINIKM AN
NOCTPOEHUN NaTeHTHOro naHawadTa, NO3BONAOLWEro HarNsAHO NPeACTaBUTb U
npoaHanuanpoBaTb TEXHOOrMYEeCcKMe nNpoLecchl pa3paboTkm aHTMONOTMKOB. BbiGop naTeHTHbIX
CCbISIOK B Ka4eCTBE UCTOYHMKA CBA3aH C TeM, YTO OHU cHUTAOTCA 3PP EKTUBHBIM
WHCTPYMEHTOM OMMcaHMsa TEXHONOrMYeckoro naHawacdpta. ABTopbl ucnonb3osanun 6asy gaHHbIX
IMS R&D Focus u cobpanu B eauHyto BbIGOPKY AN LieNen aHanmaa Bce naTeHTbl, MOfyyYeHHble
B paMKax NpOeKToB pa3paboTkm aHTUOMOTMKOB BO BCEM MUPE, OTHOCALLMECS KaK K YCMELUHbIM,
Tak 1 K HeydadHbIM npoektam. B ntore aBTopbl Hawnm, cobpanu, npoaHanuaMposanu un
crpynnupoBaHbl B cemb nogrpynn 707 nateHtos CLUA, ceazaHHbix ¢ HUOKP no cosgaHuto
aHTUBMOTMKOB. [NoNyyYeHHble AaHHbIE NOKa3bIBAKOT, YTO 0bLLas hasa akTMBHOIO NaTeHTOBaAHUA
n3obpeTteHnn B 06ractm aHTMOGMOTMKOB YyKe npoLuna. [lons naTeHTOB, OXPAHSOLWNX MEXaHU3M
neyebHOro AenCTBMA aHTMOMOTUKOB, TaKKe COKpaTMNach, U HOBblE MEXaHU3Mbl He
NaTeHTOBanuChb Yy)Xe A0BOMbHO AaBHO. [104TM BCE XMMUYECKME KNnacchl U MeToabl
aHTubaKTepnanbHOro 4eNCTBUS, 3anaTeHToBaHHbIe B JaHHOW 06nacTu, OTKpbIBanNuchL u
paspabaTbiBanncb B TeYEHUE SeCATUNETUN, 1 ¢ KoHua 1980-X roqoB OTKPbITO MNLLL HECKOSTBKO
HOBbIX aHTUOMOTMKOB XMMMNYECKOTO Kracca. Pe3ynbTaTbl MCCrnegoBaHus NokasbliBakoT, YTO
BONbLUMHCTBO HOBbIX aHTUOMOTUKOB, HAXOASALLMXCS B NpoLecce pa3paboTky, ABNATCS
NPOM3BOAHBIMU OT CYLLLECTBYHOLLUNX CTPYKTYP, AaHHbIE O KOTOPbIX Obinn onybnvkoBaHbl 6onee
30 net Hasaa. OHK Takke NOKa3bIBaloOT, YTO Ha NpenapaTbl NPOTUB YCTONYMBLIX
rpamnonoxuTernbHbix 6akTepuii BbigaHo 6onblue NaTeHTOB, YeM Ha npenapaTtbl NPOTUB
rpamoTpuuaTenibHbiX U MyNbTUPE3NCTEHTHbLIX GakTepun. [1na ypaBHOBELUMBAHNS 3TOM
TEeHOEHUUN CHUXEHNST 3(PdEKTUBHOCTN aHTMBaKTepuanbHbIX NpenapaToB aBTopbl CYNTAIOT
Heobxoanmon pas3paboTKy HOBbIX COeQMHEHWU HOBbIX KIacCoB UM coeAnHeHnn, obnagaroLmx
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HOBbIM aHTUGakTepmanbHbiM genctenem. OHM NpeanaratoT pa3paboTky HOBOW BU3HeC-Mo4enu
Cco34aHus aHTUOMOTUKOB ANs yCcTaHOBMEHUs1 6onee npaBuibHOro 6banaHca mexay
NHBECTULMAMM, 3aBUCALLMX OT PbIHOYHBLIX CTUMYSIOB, U HY>XAaMu 30paBOOXPaHEHUS.

B nokymeHTe Takke Npu3HaeTCs, YTO KpynHble hapmaueBTUYeCcKNEe KOMNaHUM No-NpexXHeMy
SABMAKOTCS rMaBHbIMM y4aCTHUKaMK obLLero npouecca co3fgaHus eKapcTB: CornacHo
naTeHTHbIM ccbinkaMm, 81% rnaBHbIX pas3paboTYMKOB aHTUOMOTMKOB, NMPOBOASALLINX
COOTBETCTBYIOLLME UCCIEA0BAHUA — 3TO KPYMNHbIE dapMaLeBTUYECKNE KOMNAHUN.

OTO NpUBOAUT aBTOPOB K BbIBOAY O TOM, YTO MATEHTOBAHME HOBbIX pa3paboTok B o6nactu
aHTUBNOTMKOB MM COOTBETCTBYIOLLMX TEXHOSOMIN OCTaeTCs Anst pa3paboTynMKOB KrntoveBoOm
KOMMep4YeCcKon cTpaTernen.

LleHoBas 4OCTYNHOCTb M HAaNnu4ne nsgenuin MeauuUnMHCKOro HasHayeHus, rmokrue HopMmbl
CornaweHnug TPUMMC (Bkntovas npuHyauUTENbHbIE NTNLEH3UN), JOOPOBONbHbIE NULIEH3UU U
naTeHTHbIe Nynbl

81. B pabGote A6b6aca n Punaca (Abbas and Riaz, 2013 r.) nccnegytoTtcsi npaktuydeckme
npaBoBble NocneacTsns NnpumeHeHnst rMbknx Hopm Cornawenuna TPUMC gns HanmeHee
pa3BUTbIX 1 pa3BMBaKOLLMXCA CTpaH. Llenb aBTOpoB — NOHATb, NoYeMy MacluTabbl peanbHOro
NCNonb3oBaHNA NPUHYOUTENBHOMO NULEH3MPOBAHNSA OCTaKOTCS OrpaHUYeHHbIMU, HECMOTPS Ha
AOCTYNHOCTb 3ToM rmbkor Hopmbl Cornawenua TPUTMC B Teopun. PaccmaTtpuBasi npumeHeHne
TEOPUYECKMX NPaBOBbLIX MOMOXEHWIN Ha NPaKTUKe, aBTOPbl AOKYMEHTa aHanNU3npyT Kak
NpensTCTBUS, KOTOPblE MeLlalT UCNorib3oBaHmo rMoknx Hopm Cornawenuna TPUMC, tak n
nyTWn UX NnpeogoneHus. [MaBHble U3 3TUX NPENATCTBUA ONpeaensaTca cneayowmnm obpasom:
CoKpaLleHue NpsiMbIX MHOCTPaHHbIX MHBecTULMn (MAN), npyumeHeHne 0gHOCTOPOHHMX
TOProBbIX CAHKLUMN, BKITIOYEHWE B COrnalleHust o ceoboaHom Toprosrie nonoxeHumn « TPATMNC-
NAKC», MePbl MOrPaHMYHOIO KOHTPOMS, TakMe Kak KOHUCKaUmMst UMNOPTUPYEMbIX IEKAPCTB,
PUCK OTBETHbLIX AENCTBMIA, HEUCMONb30BaHNE NonoxxeHun ctatbk 66 Cornawenus TPUMC un
nyHkTa 7 JJOXMHCKOW Aeknapauun, Kacalowmnxes nepegaydm TeXHONOMMN, HexBaTka TEXHNYECKNX
CMeumanmcToB 1 3HaHUN Ansa oTpaxeHus rmbkux Hopm Cornawenns TPUMNC Bo BHYyTpeHHeM
3aKkoHo4aTenbCTBE, BbICOKME 3aTpaTthl Ha cyaebHble npoueaypbl, HeobxoamMmble AN Bblaavn
NPVHYAUTENbHbBIX NULEH3MIN, HEAOCTUXKEHME OCHOBOMOMNaraLwux Lenen nepexogHoro nepnoaa
Cornawenunsa TPUMC, puck dpanbcudukauum nekapcTe U CHMMKEHNE CTUMYSIOB K MHHOBaLMSIM.
ABTOpPbI PEKOMEHAYIOT pa3BMBAOLLMMCS CTpaHaM, UCMNbITbIBAKOWUM NOA06HbIE Npobnembl Npu
NCNonb30BaHNN NPUHYOUTENBHBIX MULEH3UN, OCYLLECTBASATL COBMECTHbIE KOMNMNEKTUBHbLIE
3akynku. [ins co3gaHua ycrnosui ang 6ecnpenaTtCTBEHHON peanv3aumnmn npasa Ha NpuMeHeHne
rmbkunx Hopm CornawweHus TPUIMC 6e3 onaceHuin OAHOCTOPOHHUX UM PENPECCUBHbBIX
OENCTBUIN pekoMeHOYyeTCsa Takke UCNOoNb3oBaTh B COOTBETCTBYHOLMX criydasx opraH BTO no
yperynmpoBaHuio CnopoB. Takoe NCnonb3oBaHMe BKNYaeT NpUMeHeHne MexaHnama MMpOoBbIX
cornaweHnn BTO ans obecneveHus nepegadmn TEXHONOMMM B COOTBETCTBUM CO

ctatben 66.2 Cornawenus TPUMNC. PekomenayeTca Takke npueBnekaTb K paspaboTke
HaLUMOHarbHbIX 3aKOHOB TEXHUYECKUX CMeLmanmcToB 1 BeCTM 00yyYeHne Kagpos.
OcTtaHaBnmnBasiCb Ha BONpocax NPUHYAUTENbHOrO NULEH3NpoBaHNA 6onee KOHKPETHO, aBTopbI
yKasblBatoT, UTO npexage Yem npuberatb K 3TON Mepe, CTpaHa SOSMKHa NONMHOCTLIO ucyepnaTb
BCE BO3MOXHOCTU OPYIrMX MEXaHM3MOB, CMOCOOCTBYIOLLMX NOBbILLEHWIO 4OCTYNHOCTM NIEKAPCTB.
OTO CBA3aHO, B YaCTHOCTU, C TEM, YTO BblAaya NPUHYANTENbHbBIX NIMLEH3MI MOXET BbI3blBaTb
cokpatleHne obbemoB HVOKP m MNMNU, nockonbky dhapmaueBTuyeckme KoMmnaHmm MoryT
NPUHNMATbL PeLLEHMsT O NPeKpaLLEHNN NPOAAXN CBOUX FIEKAPCTB Ha pbiHKaX COOTBETCTBYIOLLNX
CTpaH unu npekpaLlaTtb UCCreaoBaHus, CBA3aHHbIe C neveHnem 3aboneBaHun, cneumnguyHbix
OS5 COOTBETCTBYIOLLMX CTPaH.

82. B pokymenTe NMoky Agycas (P. Adusei, 2011 r.) paccmatpuBatotcs 12 pasnuudHbiX rbKnx
HOPM, CBSI3@HHbIX C NAaTEHTHbIM 3aKOHOAATENbCTBOM, KOTOPbIE MOTYT NPUMEHATLCA CEroaHA
pa3BMBaOLLMMNCA U HauMeHee pa3BuTbiMu cTpaHammn (HPC) Adpukn K tory ot Caxapbl.
PaccmatpuBas a1 Bonpockl B cBA3W ¢ naHgemuen Clr[a, aBTop cTaBut BONPOC O NaTeHTax,
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OrpaHMYnBaoLLMX OOCTYNHOCTb aHTUBUPYCHLIX NMpenapaToB, NOCIE Yero aeT CPaBHUTENbHbIN
0030p pasnnyHbIX NPaBOBbIX MEXAHN3MOB, KOTOPbLIE MOIYT CNOCO6CTBOBATL NPEOSOSNEHMIO 3TUX
naTeHTHbIX 6apbepoB. MNpeanaraembie 12 MEXaHN3MOB BKNOYAKOT: UCNOMNb30BaHME
neperoBopoB (Mo Bbigaye JOOPOBOSbHbBIX NIMLEH3MI), UCMONb30BaHNE NPUHYOUTENbHbIX
NUUEH3UN 4151 BHYTPEHHErO NPOM3BOACTBA, NapannenbHblA UMOOPT, MAapTHEPCTBO
rocyJapCTBEHHOM0 M YaCTHOrO CEKTOPOB M MHMUMaTKBbLI No passutuio HNOKP, HanpaBneHHbIX
Ha co3faHue OO0CTYMHbIX OCHOBHbIX NeKapCTB, NaTeHTHbIE Nyrbl, Takue Kak [NaTeHTHbIN hoHA
NneKapCTBEHHbIX CPEACTB M APYrme KOSNEKTUBHbIE MHULMATUBLI, KCEPbE3HOE OTHOLLEHME

k [loxvHckon geknapauum», HenpumeHeHme obsasatenscte « TPUMNC-nntoc», koTopble YacTo
BKITHOHAOTCS B COrnalleHns o cBo604HOM TOProene, NCnonb3oBaHWe MEXaHM3MOB 3aLuUTbl
KOHKYPEHLNN, NPUHATME Mep O51F NpedoTBpaLleHNa NPakTUKU KOMOSOXEHNA» NCTEKLUX UK
CTapbiX NATEHTOB, CO34aHne JOMNOSTHUTENbHbIX BO3MOXHOCTEN OS5 NPUMEHEHMUS foCyae0HbIX
npouenyp ocnapuBaHns Bblgayun NaTeHTOB, YCTPAHEHWNE Yrpo3bl MPUMEHEHUSA
nateHToobnagatensiMm NCKOB O HAPYLLEHUN MNATEHTHbLIX NPaB U ganbHeNLWee pa3BuUTme
ocoboro pexuma ans HPC B pamkax Cornawennst TPUMNC. B kauecTBe mepbl, CNOCOGHON
NOBbICUTb 3(PEKTMBHOCTb NPUMEHEHUS 3TUX MEXAHM3MOB obecneveHns gocTyna,
pekoMeHOyeTCa Takke co3fqaHme permoHarnbHbIX 9KOHOMUYECKUX rpynn. ABTOp AernaeT BbiBOA
O TOM, YTO noaxon, Hambonee onTuMarnbHbIA Ansa ctpaH Adpukn K ory oT Caxapbl, OCHOBaH Ha
NPMMEHEHUN BCEro pasHoobpasHoro apceHana Mep perynmpoBaHms: B oTHowweHun HPC
pekoMeHayeTCa UCNOoNb30oBaTh NeperoBopbl, MPUHYANUTENBHOE NULEH3MPOBAHNE,
rocyaapCTBEHHO-4YACTHOE NMAapPTHEPCTBO, PErMOHAIbHOE MEXIMPaBUTENbCTBEHHOE
COTPYOHMYECTBO U MEpPbI 3aLUTbl KOHKYPEHLIMN N OTKA3aTbCs OT NPUMEHEHUS 06A3aTENbCTB
«TPUMC-nntoc» n naTeHTHOM oXpaHbl. B 3akntioveHne aBTop NULLET, YTO B HAcTosiLLee BpeMS
CYLLIECTBYET YK€ LieNnbli psia XOpoLLo NpopaboTaHHbIX HOPMATUBHbBIX NMOMOXEHWI U
MeXaHW3MOB, CNOCOBHbIX NpeoaoneBaTh NaTeHTHblE 6Gapbepbl, NPENSTCTBYOWMNE AOCTYNHOCTU
HeopPOrMx OCHOBHbIX JIEKAPCTB, OXPaHAEeMbIX NaTEHTaMM, U YTO KIo4eBOW Npobnemon ans
cTpaH Adpuku K tory oT Caxapbl SBMSETCA HEAOCTAaTOHHOE 3HaHME U NMPUMEHEHME TaKnX yXKe
CYyLLIECTBYHOLLNX TMBKNX HOPM.

83. B uccneposaHum bunna n KyHa (Beall and Kuhn, 2012 r.) uccnegytoTtcs TeHAEHLMN

B 06nacTv NpUHyaUTENBHOIO NNUEH3MPOBAaHNS, UMEBLLME MECTO CO BPEMEHU NPUHSATUSA
HoxuHckon geknapauun. C MoMeHTa npuHaTusa [JoXMHCKOM aeknapaumm, NnoagTeepamBLIEN
npaso cTpaH-ynieHoB BTO Ha npumeHeHne Takon rmbKon HOpMbI, Kak NPUHYANTENBHOE
nuueH3npoBaHue, npoLuno bonee gecaTn nNeT, 1 aBToOpbl COYNY HEOOXOAMMbBIM NOATBEPANUTL
NN ONPOBEPrHYTb HEKOTOPbIE TEOPETMYECKME NPeaCcTaBNeHMs No NOBOAY pe3ynbTaTos,
KOTopble AomkHa Bbina npuHecTy aTa [eknapauus B obnactu NpuHyANTENbHOMO
nnueHsmpoBaHms. OQHU CTOPOHBI OXUOANU paclmMpeHns NpakTUku NPUHYANTENbHOMO
NUUEH3NpoBaHNg; Apyrve nonaranu, YTo BBUAY OrpaHUYEHHbIX MPOU3BOLACTBEHHbIX
Bo3MoxHocTen HPC 1 noTteHumanbHOM yrpo3bl OTBETHLIX Mep [JoxvHCKasa geknapaums oyaet
UMeTb NULWb He3HaYUTENbHbIE NOCNEeACcTBUS. B cBA3M € 3TMM nccnegoBaHne 3agymMmaHo Kak
nepsas oLeHka NocneacTBuUn NpUHATUA [leknapauumn ¢ TOYKN 3peHN YacTOThbl NPUMEHEHMS
NPVHYANTENbHbBIX NULEH3MI. ABTOPbI UCCneaoBaHns cobpanu nHdopmaumio 060 Bcex cnyyasax
n3yyeHuns uenecoobpasHoCTM NPUMEHEHUS NPUHYANTENbHbIX NIMLEH3UIA roCyAapCTBEHHbIMN
opraHamu cTpaH-4neHoB BTO unu dpaktnyecknx criyd4aeB UX NpuMeHeHns HadmnHasa ¢ 1995
roga. bbin BeInonHeH o6LWMPHBIA Nouck ¢ ncnons3osaHmem CMWU n pasnunuHbix 6a3 Hay4Hown
1 NpaBoBOM UH(pOpMaLMK, B pesynbTaTe Yero 6bin cocTaBneH cnucok n3 34 noteHumarnbHbIX
Cny4aes Bblgayu NpUHyAMTENbHbIX NULEH3N B 26 cTpaHax. o pe3dynbtatam noucka rno
KOHKPETHbIM CTpaHaMm 1 NpoayKTaM AN BbISCHEHUS CTENEHN y4acTUsA rocyaapCTBEHHbIX
OpraHoB aBTOPbI CHOPMMPOBANIN OKOHYaTENbHY 6a3y AaHHbIX, B KOTOPYIO BOLLIN

24 noATBepXOeHHbIX Cny4vas BblAayun NpUHYAUTENbHbIX NUUEH3un B 17 cTpaHax, KacaBLunxcs
40 naTeHTOB Ha hapmaLeBTUYECKME NPOAYKTbI U 22 YHUKamNbHbIX (hapMaLeBTUYeCKNX
npenapartos. Pe3ynbTathl uccrnefoBaHUs CBUOETENLCTBYIOT O TOM, YTO B MOMIOBUHE BCEX
cny4aes, B KOTOPbIX cOOBLLanock O Bblgavye NpUHyauTENbHON NIMLEH3UNU, UIMENO MECTO TO UMK
NHOE CHWXeHWe LeHbl (B pesyrnbTaTte BblAayun NpUHYANTENbHOW NULEH3MKN, JOBPOBOMbHOM
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NNLEH3UN UIK LIEHOBOW CKMAKM). ABTOPbI Takke nokasbiBatoT, 4To B 2003-2005 rogax
OOMbLUNMHCTBO NPUHYANTENBHBLIX NINLEH3UIN Kacanucb NAaTEHTOB Ha NekapcTBa AS1a NleYeHus
BWY/CIMNOa, BblgaHHbLIX B CTpaHax ¢ YpoBHEM JOXOAOB Bhile cpeaHero. lloMMmo npenapaTtoB
ansa nedvenuna BUY/CINOa, HeGonbLluoe Yncno NnUeH3nin Kacanock npenapaToB 4S1s fleYeHus
NHMEKUMOHHBIX 3ab0oneBaHnin, NPUYEM H1N OgHA U3 HUX HE BblgaBanacb B HAMMEHee pa3BUTOMN
CTpaHe nnu cTpaHe C ypoBHEM JOXOA0B HWXe cpedHero. HecmoTpsa Ha ckenTuLm3amM MHOMmMX
aBTOPOB MO MNOBOAY BO3MOXHbIX NOCNeacTBMr NpUHATUA JJoxmHckon aeknapauuu, ¢ 2006 roga
Habn4aeTcsa CHMKEHME Yncna BbldaBaeMblX NPUHYOUTENBHbIX NULEH3UA. ABTOPbI
pPEKOMEHAYIOT NPOBECTM B ByayLLeM HOBbIE UCCNeaOBaHUA AN OLEHKN NOCNeaCcTBUA MPUHATUSA
[loxnHckon aeknapauumn ans nateHTHON NpakTUkn doapmaueBTUYECKUX KOMNaHWM

B nocnegywoLmmn nepuoa.

84. B wnccneposarum A. ®. Kpuctn n gpyrux astopos (Christie AF. et al., 2013 r.) 6bina
caenaHa nonbiTka cpopMmpoBaTh akTonorndyeckyto 6asy, kotopas nossonuna 6ol nyywe
NOHATb MacwTab 3noynoTpebreHnii NaTEHTHON CUCTEMOM CO CTOPOHbI hapMaueBTUYECKUMMN
KOMMaHuaMu B oopme HenpaBoMEPHOro NPOANEHNST UX MOHOMOSLHOIO NOMOXEHUS NyTeM
«OMOOXEHMA» NaTEHTOB Ha nekapcTea-6nokbacTtepbl. B nccnegosanunm 6uinm
nNpoaHanu3npoBaHbl BCe NaTeHTbI, CBSA3aHHbIe ¢ 15 caMbiMy JOPOrMMU NiekapcTBamu,
npoaasasLumucs B ABcTpanuum B nocnegHue 20 net. B yacTtHocTn, aBTOpLI NpuBeEnu
pe3ynbTaTbl MOMCcKa No NAaTEHTHOMY PEecTpy BCeX NAaTEHTOB, BblgaHHbLIX HA aKTUBHbIE
hapmaueBTUYECKME MHTPEANEHTbI JOPOrMX NekapcTBEHHbIX CpeacTB. [lanee nateHTbl 6binu
KnaccudmumpoBaHbl No TUNam € ykasaHnem nx obnagarenen. B nccnegosannm 6uino
noKasaHo, YTO K KaxaoMy npenapaTy oTHocunock B cpegHem 49 nateHtos. Obnagatenamu
Tpex yeTBepTen NaTeHToB Obinn KOMNaHWKM, KOTOpblE HE ABMANNCH NPOM3BOAUTENSIMU
OpUrMHanbHbIX NpenapaTtoB. BoNbLWWMHCTBO NAaTEHTOB NpMHaAIeXanu KOMnaHusaM, Ha3BaHus
KOTOPbIX He courypupoBanv cpeamy Ha3BaHun pa3paboTynKoB caMbiX NOMYNAPHBIX FIEKapCTB.
PesynbTaThl nccrnenoBaHvs NOATBEMKAAIOT, YTO MMeeTcsa 6onbLIoe YMCHO KOMNAaHWN,
CTPEMSALLUXCA NONYYUTb MOHOMOMBHbBIM KOHTPOMb Ha4 NHHOBAUMSAMW, HEOOX0AMMbIMU AN
co3gaHusa nekapcte-6nokbactepos. Ha aToM OCHOBaHMM aBTOPbI MPUXOASAT K BbIBOAY O TOM,
YTO MOMbITKN KOHTPONMPOBAaTbL LiEHbI NEKapCcTB NyTEM MPUHATUS MEP NPOTUB HEMPaBOMEPHOIO
MCNONb30BaHWSA NAaTEHTHOW CUCTEMBbI, CKOpee BCEro, HUYero He AaayT, ecniv oHn 6yayT
COCpeaoTOYEHbI TONBKO HA NAaTEHTHOW AeATENbHOCTM NPON3BOAMTENEN OPUTMHANbHbIX
npenapaTos.

85. B crtatbe T'X0aH n gpyrux astopos (T'Hoen et al., 2011 r.) paccmatpuBaeTcs
AecATUNeTHU onbIT paspaboTkn metoaos neverHna BUY/CININLa n obecneveHns mx
AocTynHocTW. [laB uctopnyeckun o63op aBOMOLMM NATEHTHOTO MpaBa B pasHbIX CTpaHax,
KOTOpasa Npoucxoawna napannesnbHO C anoxanbHbIMU NOTPSCEHNAMUN, CBA3AHHBIMU C KPU3UCOM
BWY/CIMNNOa, aBTOpbI CMOIMM NpUBAEYb BHUMAHWE YntaTtenemn K Tomy, Kak USMeHeHus B
naTeHTHOM npase MOBIIMANN Ha YPOBEHb AOCTYNHOCTU nekapcTs Anga nevenns BUY/CrNOa.
ABTOpbI 0OTMevatoT 60 cnyyaes ncnonb3oBaHms rmbkmx Hopm Cornawenna TPUIMC nocne
NpuHATUSA [JJOXMHCKON Aeknapaumm ans obecnevyeHms MacCcoBon AOCTYNHOCTU HEAOPOrnxX
reHepu4eCcKNx aHarnoroB fiekapcTB B CTPaHax C HU3KUM 1 CpeaHMM ypoBHeM goxona. OHun
npusHatoT, 4to Kpuauc Clra ctan katannsaTopom 3TOro cAsura, a Takke CTUMynupoBan
Apyrue nonoxuTenbHble N3MeHeHNs B 06nacTy oxpaHbl 340poBbs ntogen. OgHMM U3 Takux
«Opyrnx» yrnydweHun, BoldaBaHHbIX kpusmcom BUY/CIN[Oa, Ho He cBs3aHHbIX C BONpocamu
oxpaHbl npae VIC, ssnsieTcs nsmeHeHne noaxoaos k opraHndauun HAOKP. Mpu TpagnumoHHom
mMogenu, koraa Mmotusom Ans opraHmsauun HAOKP sBnseTca nonyyeHne goxoaa 3a cyer
NCKITIOMUTESbHBIX NAaTEeHTHbIX NpaB, OpraHM3aLms uccregoBaHuim No co3gaHnio npenapaTos
ANS Taknx HenpubbINbHBIX HanpaBrieHn, kak nedeHne BUY/CIAOa, TpebyeT Kakmx-To NHbIX
MeTod0B CTUMYyNUpoBaHus. MNpuMepamm Takmx anbTePHATUBHbBIX MEXAHU3MOB MOTYT CYXWUTb
Takue HOBble MHULMATMBbI, KaK co3gaHne napTHepcTBa «3a nekapcTBa A1 neveHns 3abbiTbiX
BonesHen» unu NaTeHTHOro nyna nekapcTBeHHbIX CPeAcTB. TeMm He MeHee, JonycKkas, YTo

B nocrnegHee gecsatuneTve yaanocb paclumpuTb MacluTabbl TPUMEHEHNsT aHTUPETPOBUPYCHBIX
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npenapaToB, aBTOPbI BbIpaxatkT 03ab04eHHOCTb N0 NOBOAY «4acoBOW BOMObI», BO3HUKLLEN

B obnactn pa3paboTkM HOBbIX NpenapaToB (B NnaHe JOCTYMHOCTU HOBbIX 1 Bonee

3P (PeKTMBHBIX aHTUPETPOBUPYCHLIX NpenapaTtos Ans neyeHus BUY/CIrAOa). AsTopbl
yKasblBalOT Ha NATb rMaBHbIX (PaKTOPOB, CMOCOBHBLIX OrpaHNYnTb AOCTYMHOCTb NIeKapCTB:
NOBbILLEHNE CTOMMOCTIN HOBbIX aHTUPETPOBMPYCHBIX NpenapaToB B pesynbTate Hann4ms
NaTeHTOoB, YBENMYEHME YMCna NnL, HY>XOaoLWNXCA B aHTUPETPOBUPYCHbIX Npenapartax HOBOro
MOKOJIEHUA, OTCYTCTBME Nporpecca B CO34aHUN HOBbIX 1 KOMOMHMPOBAHHbLIX NpenapaToB

B MUpE B LiEeNOM, Cy)XeHne BO3MOXHOCTEN ANs NPUMEHEHUS rOCYAapCTBEHHbIX Mep, CBA3aHHbIX
C MMMNOPTOM FreHEPUYECKNX aHaroroB N BO3HMKHOBEHME CEPLE3HOr0 MMPOBOro hMHAHCOBOTO
Kpnauca. ABTOpbI NPUXOAAT K BbIBOAY, YTO, XOTA AECATUNETME KaMMNaHWI B 3aLLMTy npaB
Yyenoseka Ha 340pPOBbE NMO3BOSUIIO NOBbLICUTL AOCTYMHOCTb AHTUPETPOBMPYCHBIX NpenapaToB
nepBoro nokoneHus, ons npeogonenuns kpmsmca BUY/CINOa npeactont pewmThb ewe MHOro
npobnem.

86. B crartbe bpyk belikep (B. Baker, 2018 r.) aHannanpyeTcs NnpUMEHEHNE CUCTEMDBI
AobpoBonbHOro nuueHsnposaHus (1) n pasnuyHble topuanyeckne acnekTol npumeHexns OJ1
pasfMyHbIX TUMOB KakK cCpeAcTBa NOBbILWEHUS A0OCTYNHOCTU nekapcTe. Llenu ctatbu: (1)
yrnybute NoOHMMaHe nctopum 1 apontounm cuctemol [J1, Bkntovas ee OCHOBHbIE YCNOBUS U UX
nocriegyroLiee BAusIHWE Ha JOCTYMNHOCTb NeKapcCTB; (2) BbISIBUTb N OLEHUTb NepefoBble
MeToAbl NnueH3npoBaHus; 1 (3) chopmynmnpoBaTtb pekomeHgaunm ans rocyaapcTBEeHHbIX
OpraHoB, Kacarolunecs: paclumpeHnsa BO3MOXHOCTEN A9 UCNOoNb3oBaHUs cnuctemol OJ1.
YkasblBas, 4TO NpaBO YenoBeka Ha 340POBbe COCTaBNsAeT PyHAAaMEHT BCEro 34aHus npas
YyerioBeka, aBTop AaeT KpaTkoe onucaHue aBontounn cuctemsl [J1, nocne yero paccmatpuBaeT
POSb M BNUSIHWE KOHKPETHbIX YCNOBMI, 00bIYHO coaepKalumxcsa B cornaweHmnsx o [J1, Takmx kak
naTeHTHbIE NpaBa 1 pacKkpbiTUe NHPOPMaLUK, NMNLEH3NOHHbIE TPEBOBaHMSA N OrpaHNYeHus,
TeppuTOpUanbHbIA U OTPaceBOM OXBAT N OrpaHUYEHUs1, CTaBKM NMULEH3NOHHbIX NaTexen,
npasa Bo3BpaTa, 06493aHHOCTU NMLeH3naTa, kacatloLwmecs permctpauum n nocTaBok,
ny6nukaums nuueH3nin, Npo3pavyHOCTb NATEHTHbIX TaHALWadTOB 1 BO3MOXHOCTU ANs
YyNy4dleHNs Unn n3MeHeHns CyLLLecTByrOLWKMX cornaweHnin o [iJ1. PesynbTaThbl uccnegoBaHus
nokasblBatoT, YTo ponb [J1 B nnaHe obecnedeHns Hann4umst NekapcTB Mo AOCTYMNHbIM LleHaMm
O4YeHb pasnunyHa OT CTpaHbl K cTpaHe. Kpome Toro, aBTop yNoOMUHAET LWeCTb OTpuuaTenbHbIX
nocneacTasui npumeHeHnst cuctemol AJ1: (1) onacHOCTb OpMUPOBaHUA B pesyrnbTaTte
ncnone3osaHna [J1 noxHoro ybexgeHms B TOM, 4TO Kpmusuc B obnactu obecneveHms
AOCTYMHOCTW NeKapcTB NpeodosieH; (2) CAULWKOM BbICOKYIO 3aTpPaTHOCTb MHULMATUB OpraHoB
34paBooxpaHeHuns nNo npumeHexuto J1 no cpaBHEHUIO C ApYrMMuy CTpaTernsMm, CBA3aHHbIMU
¢ NC; (3) TpyaHocTn Bbibopa «nNpaBuIibHOro» MOMeHTa Ans npuMmeHeHunsa J1 (4o npuHaTua
peLLeHns O Bblgade naTteHTa unmn 4o pernctpaumm opurmHaneHoro npenapara?); (4) sonpochbl
paBHOMPaBUs, BO3HWUKAIOLLME B CBA3M C UCKIMIOYEHNEM OnpeaerieHHbIX CTpaH; (5) BO3MOXHOCTb
HeraTMBHbIX NOCNEACTBMIN C TOYKM 3PEHMS NPUMEHEHUSA CTpaTerMm n npoueayp ocnapuBaHus
naTeHToB; 1 (6) NpUMeHeHne cTpaTerum NPUHYANTENbHOMO NULEH3MPOBaHMSA. XOTS aBTop
AenaeT BbIBOA, O TOM, YTO HECOBEPLUEHCTBO UMM HEMOMHOTA 3TON cTpaTerMn obecneveHns
AocTyna He obecLeHnBaOT MHOrMe NpeMMyLLecTBa, Kotopble MoryT obecnednsaTb [J1, oHa
npusHaeT HeO6XO4MMOCTb JOMNOSTHEHUS OQHMX METOO0B obecneyeHns JOCTYMHOCTU NiekapcTB
apyrumn. ABTOp pekoMeHAyeT NPoOBOAUTb HOBLIE UCCnenoBaHusa anst 6onee TO4HOro
BbIAICHEHWSI NONOXUTENBHbBIX N OTPULATESbHbBIX aCNeKTOB NpUMeEHeHMs cuctembl [J1.

87. B pabote KoaH-Konepa n gpyrnx astopos (Cohen-Kohler et al., 2008 r.) nccnegytortcs
OCHOBHbIE NPAaBOBbIE U NONIUTUYECKNE OrPaHNYEHUS, NPENATCTBYOWNE NPUHATUIO
CKOOPAVHNPOBAHHbIX rNobanbHbIX Mep perynmpoBaHusi, CNOCOOHbIX NOBbICUTL A4OCTYMHOCTb
OCHOBHbIX flekapCTB AN HaceneHus passuBatowmnxcsa ctpaH. OTmeTnB Mmacwtabbl rnobansHoro
pa3pbiBa B obecrneveHun nekapcTsamm U pacCMOTPEB €ro NpUYMHbI, Takme kak 6egHoCTb,
cnabocTb MHPPACTPYKTYPbl N HEYAOBNETBOpUTENbHAA paboTa rocy4apCTBEHHbIX OPraHoB,
aBToOpbI NepexogsaT K bonee nogpobHomy aHanmnsy 6apbepoB Ans 4OCTYNHOCTU NEKapCTB,
CBsI3@aHHbIX C MATEHTHOW OXpaHOW, B KOHTeKkcTe HopMm CornaweHnus TPUMC. OHun Takke
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obpawaT ocoboe BHMMaHWE Ha pasnnyHble NPUMepbl U3 NPaKTUKK, Koraa rmbkme HopMbl
Cornawenunsa TPUTMNC He ncnonb3oBanucb UM NPUMEHSNNCL B OrpaHMYeHHbIX MacluTabax us-
3a HanNU4Msa OBYCTOPOHHErO COrfalleHns Unn cornatleHnsa o cBo604HON TOProBne unun B cuny
YCIOBUIN YCKOPEHHOIO npucoeanHenuns ctpad kK BTO. B gokymeHTe oTmedaeTcs, 4YTo B TEX
cnyvasx, korga rubokue Hopmbl Cornawenunsa TPUMNC ncnonb3oBanncb passmBaoLLMMnNCS
CTpaHamu, HEKOTOpbIE pa3BUTbIE CTPaHbl BO3paXanu NpoTUB NCNOSb30BaHUS MU 3TUX CBOUX
npa.. B pe3ynbtaTte aToro npumeHeHune rmbkmx Hopm Cornawenns TPUMNC orpaHnymeanoch
nnn cyxanocb. VI3 fokyMmeHTa Takke crnefgyeT, YTO OCHOBHbIMU 6eHedunumapamm oxpaHbl UC
aBnaTes dapmauesTnyeckme komnaHum ctpad O3CP, npuyem cylecTsyeT Mano
nogTeepxaeHun Tomy, 4to npuHaTue CornawerHna TPUMNC akTMBu3anpoBano npoueccsl
nepegayn TeXHONOrMm Ans COA4enNCTBUSA POCTY COLMANbHOMO 1 3KOHOMUYECKOTro
6rnarococTosiHUS pa3BMBatoLLMXCA CTpaH. [ns npeoaoneHns NpaBoBbIX OrpaHNYeHUNn,
BNUAIOLLNX HA SOCTYNHOCTb JIeKapCTB, aBTOPbl PEKOMEHAYIOT UCMOMb30BaThb Crieayolmne Mepbl:
npumeHeHue nonpaeku k Cornawennto TPUMNC (npegycmartpuBatoLLeli NpaBo Ha NPoOn3BOACTBO
nieKkapcTB 4S8 9KCnopTa Ha OCHOBaHUWN NPUHYAUTENbHbBIX NNLEH3MI B COOTBETCTBUM C MYHKTOM
6 [lJoxmHckon aeknapaumm) 6e3 6ropokpaTUYeCcKnX NPenaTCTBMIN U ONTUMU3ALMIO
NCNonb30BaHNA MPUHYOUTENbHbIX TIULEH3UIA NMYTEM UX MPUMEHEHNS HA pPerMoHanbHOKW, a He
CTPaHOBOW OCHOBE; UCMOMb30BaHNEe pas3BUBAOLWUMUCSA CTPaHAMU, UMEOLLMMU COBCTBEHHbIE
NPOM3BOACTBEHHbIE MOLLHOCTM, COrnaLleHnin o 4O6POBONbHOM NNLEH3MPOBAHWM; NPUMEHEHNE
Mep, NOBbILAKOLLMX AOCTYMHOCTb IeKapCTB, Kak CPeACTB 3alMThl O4HOrO U3 OCHOBHbLIX NpaBa
yernoBeka; NpoBeaeHNE UCCIeA0BaHUI N KaMNaHWi MO 3alUuTe npas, MMEKLLNX CBOEN LLENbIo
BblpaboTky nonpaeok k Cornawenuto TPUMC n/vnn ocnapnBaHne 060CHOBAHHOCTU
NnpUMeHeHns cTaHAapToB, ycTaHoBNeHHbIX CornaweHnem TPUMC, B pasBmBatoLLmMxcs cTpaHax
n HPC.

88. TyaHHud n Wericn (Guennif and Chaisse, 2007 r.) nccnenyoTt B CBOEW CTaTbe BONPOCHI
B3anmocBsan Hopm CornaweHuns TPUMNC ¢ naTeHTHbIM PEXMMOM U PasBUTUEM HaLMOHANbHOM
dapmaueBTnyeckorn otpacnu MIHaum, a Takke cteneHb NpeodpasoBaHus NOCNeaHNX nog
BNUsiHnem 3Tux HopM. OCHOBbIBasi CBOW MPaBOBON N A3KOHOMWYECKUI aHanm3 Ha UCTOPUYECKOM
noaxo4e, aBTopbl BbIAENAOT B pasBUTUM MHAUNCKOIO peXnmMa MHTENMNEKTyanbHoOm
COBCTBEHHOCTU 3a nocneaHue OecAaTUneTns Tpu OCHOBHbIX 3Tana. Mictopuyeckne aaHHble
MoKa3bIBaloOT, YTO NepPBbIM 3Tan CyLeCcTBOBaHUSA MHCTUTYTa NaTEHTHON OXpaHbl B UHAUACKOM
3akoHogaTtenbCcTBe (B KONOHManbHbIN nepuog, 4o 1970-x rogos), BKNOYABLUNA NATEHTHYIO
OXpaHy NPoayKLMK 1 MPOM3BOLCTBEHHLIX MPOLIECCoB, MeLan opMnpoBaHno 3EKTUBHOM
OTEeYeCTBEHHON hapMaLEeBTUYECKON NpomblILLrieHHOCTH. Mocne 1970-x rogoB 1 ¢ ocriabneHnem
naTeHTHOro 3akoHo4aTenbCTBa, 0COOEHHO B OTHOLLEHUN (hapmaLeBTUYECKON NpoayKLmu,
NMHOWNCcKas hapMaLieBTMyeckas oTpacib pa3sBuBanack. [lanee, Ha TpeTbeM 3Tane, ¢
BctynnerHnem B BTO, NHaomsa npuHana Ha ceba obsasaTenbcTBa no NoBbILWEHWIO AEACTBEHHOCTHU
HaLMOHarnbHbIX 3aKOHOB 06 OXpaHe npaB MHTENNEeKTyanbHON COBCTBEHHOCTU U BbINOSTHEHWIO
TpebosBaHun Cornawenns TPUMNC. Pestomnpysi cBou BbIBOAbI OTHOCUTENBHO OCHOBHbIX
NpaBoOBbIX CABUIOB 1 NpobniemM, BO3HMKLLIMX B VIHAUM C NPUHATUEM HaLMOHANbHOIro
3aKkoHoAaTenbCcTBa, oTpaxatowero TpebosaHna Cornawenuna TPUNMC, aBTopbl nepexogat

K BOMPOCY O NyTsX BblpaboTkn Haanexatero 6anaHca. B yacTHOCTU, OHU CTPEMSATCS BbISICHUTD,
AENCTBUTENBHO NN YKPENIIEHNE PeXMMa OXPaHbl MHTENNEKTYanbHOM COBCTBEHHOCTMH,
npeaycmoTpeHHoe CornawweHnem TPUMC, cooTBeTCTBOBANO MHTEpECamM pa3BMBatoOLLMXCA
ctpaH. CpaBHuBagd onbIT TaunaHga n MHgmm, aBTopbl NPUXOLAT K BbIBOAY, YTO MHAMACKAS
cuctema ¢ ee bonee MArkMM pexxmumMoM NaTeHTHOM OXpaHbl Aana 6onblie NpenmMyLLecTs C
TOYKM 3peHnst obecneveHnsa JOCTYNHOCTN HEAOPOrnX NeKkapcTB, Yem Bonee XeCTKUIN pexum,
NPUHATBIM B Tannange. ABTOpbI CYMTAIOT BaXXHENLLMMW NPeanochbiiikaMy NPUHATUS BaXKHbIX
Mep B 0611acTu oOxpaHbl 340p0Bbs HaceneHns yeunusa Hamm no orpaHnYyeHnto Kputepmes
NaTeHTOCNOCOBHOCTH, a Takke MONMUTUYECKYIO BOSIO NPaBUTENbLCTB VIHAUM CONPOTUBNATLCA
AaBNeHunio pasBUTbIX CTpaH B cdrepe MexayHapoaHoW Toproenu. TeM He MeHee, aBTopbl
NMPUXOASAT K BbIBOAY O TOM, YTO pasBmBaroLmecs cTpaHbl MOrnun 6bl genatb 6onbLue ans
obecneyveHnst 4OCTYNHOCTM hapMaLeBTUYECKMX NpenapaToB. TakK, OHWM CYMTAKOT NOSIE3HOM



SCP/31/5
Mpunoxenwue I, ctp. 41

MEpOW LLEHOBOIO PerynMpoBaHnst MHCTUTYLMOHANbHBIN KOHTPOSb LiEH, Y4UTbIBAs, YTO
Cornawenne TPUMC He 3anpeluaeT ctpaHam-yneHam BTO mcnonb3oBaTh Takme Mepbl.

89. B pabote Kyana (Kuan, 2009 r.) aHan13umpyoTcs onaceHust pasfimyHbiX aBTOPOB

No NoBoAy TOro, YTo NaTEHTHasi OXpaHa MOXET OrpaHNYMBaTh LLEHOBYHO AOCTYMHOCTb YCNyr
3gpaBooxpaHeHunst. OCHOBbLIBAsiCb HA MMEIOLLENCS uTepaType, BKNoYas CTaTUCTUKY
3[,paBOOXpaHEHUS, aBTOP HAYMHAET C onpeaeneHnst NoHATUA rnobanbHOro Kpmuauca B obnacTm
30paBOOXPAHEHWs1, MOCEe Yero npeanaraeT NaTe HanpaBneHu obecneyeHms GonbLuen
LleHOBOW OOCTYNHOCTU OXpaHAEeMbIX NaTeHTaMu1 fiekapcTs. AHanM3npys npaBoBble Npobnemel,
CBsI3aHHblE C CYyLLLeCTBOBaHNEM NaTEHTHbIX GapbepoB M BbICOKMMM LieHaMWN Ha NekapcTsa,
aBTOp AenaeT ABe OroBopku. Bo-nepBbix, AormkeH cobnoaatbca Hagnexawun 6anaHc mexay
cobnogeHneM NaTeHTHbIX NPaB U NPUMEHEHMEM OrPaHNYMBAIOLLMX 3TU NpaBa rMbKMX HOPM,

c TeM, 4Tobbl NocrnegHee He NPensaTCTBOBANo AarlbHENLWMM MHHOBALMAM B pa3paboTke
nekapcTB 1 06ecneyeHmno nx AOCTYMHOCTU Ha 3TOM OCHOBE. BO-BTOPbIX, aBTOP NPU3HAET, YTO
npobnema goctyna co3gaeTcs ropasfao 6onee CnoXxHbIM KOMMIIEKCOM NPENsiTCTBUNA, MHOTME
N3 KOTOPbIX HE CBA3aHbl C NATEHTHbIM NPABOM, U YTO aHanNn3 BCEX 3TUX NPENATCTBUIA BbIXOANUT
3a pamku ero paboTbl. MiccnegoBaHmne nokasbliBaeT, YTO, XOTS BONbLUMHCTBO OCHOBHbIX
nekapcte ans nedvenuns BUY/CINOa, TyGepkynesa 1 Mansapumn He OXpaHAKTCs NaTeHTaMMu,
nocne BCMbILWEK TakMx 3aboneBaHni, Kak aTUNMyHast NHEBMOHMWS, BO3MOXHOCTb MOSy4YeHus
OXpaHsAEeMbIX NaTeHTamKn NekapcTB No NpMemMreMbiM LieHam ocTaeTcsa npobnemon. 3atem
aBTOP paccmaTpuBaeT crneayLwme naTb cnocoboB obecneyeHns AOCTYMHOCTN OXPaHSEMbIX
NnaTeHTaMM NEKAPCTB: KOHKYPEHLMSI CO CTOPOHbI FEHEPUYECKUX aHaIOoroB, NapasnenbHbii
MMMNOPT, NPUHYAUTENBHOE NULEH3NPOBaHNe, 4OOPOBONbHOE NULEH3NPOBAHNE U OrpaHNYeHne
KpUTEepMeB NaTEHTOCNOCOBHOCTN. ABTOP pEKOMEHAYET NpoaHann3MpoBaTb «CUCTEMY KBOTY,
paccynTbiBaeMbIX B NPOLIEHTAX K MMPOBOMY 06beMy Npofax, Ans obecneyeHns Hagnexallero
B6anaHca mexay nHtepecamm obLlecTsa B LLeSIOM U 3aKOHHbIMW YaCTHbIMW MHTEpecamm
nateHToobnagaTenen npu onpeaeneHun agekBaTHOro YpoBHS NMULIEH3NOHHBLIX COOPOB Npu
Bbl4aye NPUHYAUTENbHbIX NMULEH3NA. B yncne npounx pekoMeHayembix Mep aBTop npegnaraet
TakKe pacCMOTPETb Lienecoobpas3HOCTb pa3paboTkM OTpacneBoro Kogekca nepesoBom
NpakTUkK. BbiBOAbI UCCNeaoBaHUsA Takke CBUAETENbCTBYOT O HEA4OCTAaTOMHOM o0beme
HWOKP, HanpaBneHHbIX Ha pa3paboTky nNpenapaToB AJis JieHeHUs «3abbITbix 6onesHen».
OcHoBHOW BbIBOA aBTOpa JOKYMEHTA 3aktoyaeTcsl B HEOOXOAMMOCTU NPUMUPSITL
NPOTMBOMONOXHbIE NHTEPECHI N 3P EKTUBHBIM 0O6pPa3oM KOOPANHMPOBATL UX AN NOBbILLIEHUSA
YPOBHSI AOCTYMNHOCTM NIEKapCTB B onpeaeneHHbix obctoaTenscTeax. 1o MHEHMIO aBTOpa, 3TO
TpebyeT nogaepxaHnsi paBHOBECUS MEXAY MHTepecammn obLecTBa U 3aKOHHBbIMW MHTEpPECaMM
nateHToobnaparenen.

90. B cratbe Makkuta (McKeith, 2014 r.) paccmaTpuBaeTcsa NOe3HOCTb NapannenbHOro
MMMNopTa 1 ero ponb B pelleHnr npobnem oxpaHbl 340POBbS HACENEHNUS U CHABXeHUS
HaceneHnsl pasBMBatOLLNXCS CTPaH OXpaHSAeMbIMM NAaTEHTaMM nekapcTeamm No SOCTYMNHbIM
LueHam. ABTOp npexae BCero uccrneayet napameTpbl MCYepnaHmMsa NaTeHToB, YCTAHOBIIEHHbIE
nonoxeHuamm ctatbn 6 Cornawennsa TPUMNC, nocne Yero oH ykasbiBaeT Ha pasnuyHble
NnpaBOBbIE BO3MOXHOCTU U TMOKME HOPMbI, KOTOPbIE MOTYT MPUMEHATBHCA Ha HaUMOHaNbHOM
ypoBHe. [lanee paccmaTtpuBaloTCs NpakTu4eckne TpyaHOCTU, C KOTOPbIMU CTanknearTcs
opraHbl, NPUMEHSOLWNE NapannenbHbii UMMIOPT Kak CpeacTBO peLleHns 3agay
34paBooxpaHeHns. CornacHo BbIBO4AM aBTOpa, KOHKYPEHLMS, co3gaBaemas napansienbHbim
UMMOPTOM, OKa3blBaeT NOHMXKATENbHOE BO3AENCTBUE HA LiEHbI, MOBbLILWAst 61arococTosiHe
noTpebuTenen 3a cyeT CHUWXKEHUs LeH. MimetoTcs Takke hakTuyeckne aaHHble B NOMb3y TOro,
YTO UcYepnaHme NaTeHTOB NOBbILLAET YPOBEHb JOCTYMHOCTN HEJOPOrMX aHTUPETPOBUPYCHBIX
npenapaToB B pa3BMBalOLLNXCA CTpaHax. TeM He MeHee, AaHHble TaKkKe CBUAETEeNbCTBYHOT 06
ocnabnexHnn ctumynos ans HAOKP no paspaboTtke npenapatoB ans 6opbobl ¢ 6one3Hamu,
TUNUYHBIMUW 15 CTPaH, MPUMEHSIOLLMX NPaKTUKY MCYEPNaHMsa NaTeHToB. OTO Takke NpMBOANUT
K YCUNEHNI0 MeXxayHapoaHOro AaBneHuns, yrpo3e NpyMMeHeHNs TOProBblX CaHKLUIN U CXeM
AnddepeHUnpoBaHHbIX LieH, KOTopble 0ObIYHO YCTaHaBNUBaKTCS hapmaueBTU4eCKUMU
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KOMMNaHWSIMU Ha pbiHKax Pas3BMBAtOLLMXCSA CTpaH. [ns pelleHunst 3TMx BONpPOCOB pervoHarnbHbIM
opraHM3aumsiM pekoMeHayeTCst B3aMHO COrnacoBbiBaTb HOPMbl CBOEro NaTeHTHOro
3aKoHO4ATenNbCTBa, Co3aaBasi PErMoHarnbHbIN PEXUM UcHeprnaHns Npae 1 OOMOSHSAS ero
APYrMMK 3aKkoHoAaTeNbHbIMU U adMUHUCTPATUBHBIMU Mepamn. OQHON U3 Takux
[OMNONMHUTENbHBIX aAMUHUCTPATUMBHbIX Mep ABMSETCS NpeaoTBpaLleHne peakcnopTa ToBapoB
napannenbHoro MMMNopTa 3a Npeaesnbl PerMoHansHON rpynmbl B CTpaHbl ¢ 60nee BbICOKUM
YPOBHEM LieH. B 3akntoueHre aBTop cTaTby NPU3HAET HanmMyme psaa TeOPETUYECKUX U
NpakTUYeCcKNX TPyaHOCTEN, KOTOpPble MOrYT BO3HMKaTb Npu BbipaboTke permoHarnbHbIX
noaxodos. B gononHuTensHOM pasaerne craTbyi npeanaraTcs onTUMarnbHble crocobbl
peLLeHns aTUX Npobnem.

91. B pa6orte lNyacnpun (Puasiri, 2013 r.) Ha npumepe Tannanga aHanmMsmpyeTcs
3a(p(peKkTMBHOCTL Npoueayp Nogavm BO3paKeHM NPOTUB Bbldaym NaTEHTOB A0 U Nocre ux
Bblgaun. [Ing npoBeAeHMs Takoro aHanvsa aBTop JOKYyMeHTa paccMaTpuBaeT npaBoBble
OCHOBaHWs1, UICNONb30BaBLUNECH CyAaMu (KaK B BbIUFPaHHbIX, Tak U B NPOUrPaHHbIX Aenax)

B Criy4asix NnpMMeHeHNsa MeCcTHOM NpoLeaypbl ocnapusaHus nateHTos. Npouenypbl
ocrnapuBaHusa NaTeHTOB NPU3HAaOTCs BakHOM rmbkon Hopmou Cornawwenns TPUNMC, kotopas
MoxeT obecneynBaTb aHHYNMpPOBaHWE NaTEHTOB HU3KOrO KayecTBa, obecneymsas bnarogaps
3TOMy 60NbLUYH 4OCTYNHOCTb TAKON NPOAYKLMM, KaK NTEKapCTBa, U CHUXKEHME LIEH Ha
nekapctsa. [IokyMeHT NOCTPOEH cnegyowmnm obpasom: cHavyana aBTop paccmatpuBaeT
BOMNPOCHI NAaTEHTHOro NpaBa U KayecTBa NaTEHTOB B LIENOM, aHanm3npys niocbl U MUHYCbI
CUCTEMbl OCMapuBaHMs NaTeHTOB Kak MexaHu3Ma peLleHus aTUX BonpocoB. 3aTteM aBTop
3afaeT KOHTEKCT ANnd aHanu3a KOHKPeTHOM CTPaHOBOKW CUTyaL MK, pacCcMaTpmBasi UCTOpUYeckoe
pas3BuUTME HOPM NATEHTHOro 3aKkoHo4aTenbCcTBa TannaHaa, kacarLwwmxcs nopsgka ocnapusaHng
nateHToB. Ocoboe BHUMaHWE yaensaeTcs UCMnonb30BaHUIO TaunaHACKOM CUCTEMbI OCnapuBaHus
naTeHToB A0 UX BblAauv NPUMEHUTENBHO K hapMaLeBTUYECKON NPOaYKLMM, NOCKOMbKY
Hanbornee BaXXHbIM BMAOM OCMapuBaeMblX NAaTEHTOB ABMAOTCSA NaTeHTbl HAa fekapcTaa.
PesynbTaTbl nccrneqoBaHusi NOKa3biBalOT, YTO, XOTA TaunaHAckasa npoueaypa ocnapusaHus
NaTeHTOB A0 MX BblAayu B LIeNIOM JoKa3arna CBOK AEeNCTBEHHOCTb, OHa OKa3anacb MeHee
3(p(peKTMBHON KaK CPeaCTBO 3aLUTbl OT HU3KOKAYeCTBEHHbLIX MATEHTOB Ha fiekapcTea. BmecTe
C TEM, MMEIOTCSH AaHHble O HEKOTOPbIX CUTyauusax, Koraa npoueaypa ocnapvBaHns naTeHTa go
ero Bblgauyv no3sonsna 4obuTbCsa OTkasa B BblAaye NaTeHTOB HA MEeOULMHCKYIO MPOAYKUMIO.
OCHOBHbBIMW MPUYMHAMN OTKIOHEHNS BO3PaXKEHWI, NO4ABaBLUMXCA A0 BblAayn NaTeHToB, Obinn
cnaboe nnaHnpoBaHue AeNcTBM N cnabocTb AoKa3aTenbHON 6a3sbl, HEOMBLITHOCTbL MNATEHTHbLIX
areHTOoB UNN IOPUCTOB, HEMPEACKa3yeMOCTb peLleHNn COTPYAHUKOB NaTEHTHbIX BE4OMCTB,
AaHHbIE O TOM, YTO NaTeHT ObIN BblOaH 3a rpaHuLEn, a Takke AaBneHne KpYnHbIX KomnaHun. B
YaCTHOCTW, aBTOP NPUXOAUT K BbIBOAY, YTO Tamnang mor Obl NpeanpuHATL AONONHUTESbHbIE
Mepbl MO NOBLILLEHNIO KBAaNUMUKaLMN NAaTEHTHBIX 3KCNEPTOB N COTPYAHUKOB NaTEHTHbIX
BEAOMCTB M Hanmy BonbLUero Yucna cneumnanncToB. B uenom genaetcsa BoblBO4 O TOM, YTO
cucTteMa ocnapuBaHusi NaTEHTOB 40 Bblaayvn apPeKTMBHEE CUCTEMbI OCNapuBaHNA NaTeHToB
nocne nx Bbl4ayn, NOCKOSIbKY OHA NO3BONISAET NAaTEHTHOMY BE4OMCTBY KOHTPONMPOBaTh
KayeCTBO NaTEHTOB eLle 40 1X Bblaayn. Kpome Toro, npoueaypa ocnapvBaHusi NaTEHTOB A0 UX
Bbldayn CUUTAETCH BaXKHOW MepOon 3alumnTbl OOLLECTBEHHbBIX MHTEPECOB.

Hanuyme n ueHoBas A0CTYNHOCTb NPeEnapaToB, YKe HE OXPaHAEMbIX NaTeHTaMu; Apyrme
dakTopbl, BNUAKOLLME HA OOCTYMHOCTbL JIEKAPCTB

92. KamepoH n apyrue aBtopbl (Cameron et al., 2008 r.) ncnonb3ytoT B cBoen paboTa
BTOPUYHbIE AaHHbIE A8 aHann3a LeH, Hannimsa 1 LeHOBOW AOCTYMNHOCTU flekapCcTB B

36 pasBMBaloLLMXCSA CTpaHax M CTpaHax Co cpeaHMM ypoBHeM goxoga. Pesontouuna BO3

2001 roga npegycmatpuBana paspaboTKy CTaH4apTM3MPOBAHHOMO METOAA N3MEPEHUS LiEH Ha
nekapcTBa, B pesyrnbTaTe Yero 6bin Ha4aT coBMeCTHbIV npoekT BO3 u opraHnsauumn Health
Action International (HAI) «LleHbl n gocTynHOCTb nekapcTBy». Micnonb3ysa MeTogonornto 4aHHOro
npoekTa, aBTopbl UCCNeAOBaHUSA pacCMaTpMUBalOT LEHOBbIE AaHHbIe, MOMyYeHHble
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B pe3ynbTaTe npoBeaeHnst 45 HaumoHanbHbIX U pernoHanbHbix obcnegosaHmin BO3/HAI,
COMOCTaBNASA NX C MeXAYHapOAHbIMU CPABOYHBIMW LleHaMW Ha reHepuyeckue npenaparbi.
JlekapcTBa, cTaBwme npeameTom obcrenoBaHus, Kak NpaBuno, He 6binyv NnaTeHTOBaHHbLIMM,

N NOSTOMY B Ka4ecTBe CrpaBoOYHOM LieHbl 1 6a3bl CpaBHEHMWS Kak OJ151 OPUrMHarbHbIX, Tak U s
reHepu4ecKknx npenapaTtoB MOXeT UCMONb30BaTbCs reHepuyeckm npenapar. [Janee
paccyYnTbIBalOT HA OCHOBE 3apaboTHOM NnaThl CAMOro HM3KOOMNIa4MBaEeMoro
HekBanuduumpoBaHHOro paboTHMKa rocyaapCTBEHHOIO CEKTOPA LEHOBYHO A4OCTYMHOCTb
nekapcts. [1nsa ny4wen conoctaBMMOCTM pe3ynbTaToB NPUBOAATCSA CBOAHbIE pe3ynbTaTbl N0
15 nekapcTtBam, ourypmpoBasLLnm He MeHee YyeM B 80% onpocoB, HE3aBUCUMO OT UX
(PaKTMYECKOro HaNN4Msa B KOHKPETHbIX yYpexaeHusaX. PesynbTtatbl NOKasbiBaloT, YTO B
rocygapcTBEHHOM CEKTOope AOCTYNHOCTb 15 reHepuyeckmx nekapcts 6bina HU3Kom: ot 9,7%

B Memene 10 79,2% B MoHronuu. [IoCTyNMHOCTb FrEHepUYECKNX NeKapCTBEHHbIX CPeaCcTB
oKasanacb HU3KOWM axe B YaCTHOM CekTope, ¢ 6onbLumm pa3dpocom no pernoHam. Takas
HM3Kasl 4OCTYNMHOCTb Morfa 6biTb 00yCnoBeHa: pasnMYmMaMn HauMOHanbHbIX NepeYvHen
OCHOBHbIX NIeKapCTB, HECOOMIOAEHNEM MX PEKOMEHAALMIA, HEOOCTAaTOYHbIM (OMHAHCUPOBAHMEM,
OTCYTCTBMEM CTMMYSOB ANS NOAAEPKaHUS 3anacoB, OTCYTCTBMEM BO3MOXHOCTEN TOYHOIo
NPOrHO3NpoBaHNs, He3(MEKTUBHOCTLIO COLITOBbLIX CUCTEM UMM YTEYKOW NEKapCTBEHHbIX
CpeacTB And YacTHOM nepenpodaxin. PeaynbTaTbl Takke NOKa3bIBAOT, YTO B CTPaHax C HU3KNM
YPOBHEM [0OXO4a M YPOBHEM A0X04a HUXKE CPeAHEro reHepuyeckne npenapatbl 4OCTYNHee B
YaCTHOM CEKTOope, YeM OpuUrMHarnbHble Npenaparbl, B TO BPEMS Kak B CTpaHax C YPOBHEM
A0Xo[a Bhbille cpegHero A0CTYNHOCTb OPUTMHAIIbHbBIX NPenapaToB U rEHEPUKOB OOUHAKOBA.
ABTOpbI pekoMeHAYT NogdbupaTtb Mepbl, Hanbornee Noaxoaswne Anst KaKOoW CTpaHbl, B
3aBMCUMOCTU OT pe3yrbTaToB 06CNeA0BaHNSA KOHKPETHOM CTpaHbl N MECTHbIX 0COBEHHOCTEN.
Tem He MeHee, OHM AatoT HeKOTopble obLMe pekoMeHaaumMm No peLleHnto npobnem
AOCTYMNHOCTW NEKapCTB, KOTOPbIE BKOYAT NOBbIWEHNE 3(PPEKTUBHOCTI 3aKYNOYHbIX
MeponpuaTUin n obecneyeHne agekBaTHOro, paBHOro M yCToMYmnBoro pmHaHcmpoBaHms. OHK
TaKkke PeKOMeHAYT OTMEHATL MOLUSMHbI, COOPbI U HaNorM Ha nekapcTea u Wwupe
MCNonb3oBaTb reHepuyeckMe npenapaTsbl B cuny nx 6onbLuen LeHOBOW AOCTYMNHOCTMW.

93. B crtatbe Xo u llencungxepa (Ho and Leisinger, 2013 r.) gaetca obwmn aHanuns
B3aMMOCBSA3MN MeXAyY BbICOKMMM LieHaMM 1 JOCTYNHOCTbIO OCHOBHbIX NIeKapCcTB. ABTOPbI Takke
paccMaTpuBaloT BIIUAHWE OXPaHbl MHTENNEKTyanbHOM COBCTBEHHOCTWN Ha YNOMSHYTbIE BbILLE
ABa acnekrta. /icnonb3ys YucnoBble AaHHbIE APYTUX YYEHbIX, aBTOPbI MOKa3bIBaloT, YTO TE3UC
O LIeHTpanbHOW ponn NaTeHTHOM OXpaHbl B OrpaHn4YeHnn AOCTYMHOCTN OCHOBHbIX NIeKapCTB
ABNAETCH HeJoOCTaTOYHO 060CHOBaHHbIM. Pe3ynbTaThl MX aHanm3a cBUOETENbCTBYOT O TOM,
YTO OCHOBHbIE NEKaApCTBA, BKITOYEHHbIE B TUNOBOW NepeYyeHb OCHOBHbIX JIEKAPCTBEHHbIX
cpencte BO3, peako oxpaHsTCa naTteHTaMm, 1 YTO NaTeHTOBAHHbIE NpenapaTbl COCTaBnST
Bcero 1,4% Bcex npenapatoB. Onupaschb Ha 3T AaHHble, aBTOPbl HACTAUBAKOT HA TOM, YTO
OCHOBHO€E BHUMaHWe npu o6CyxaeHnm BONpoCcoB AOCTYNHOCTU NEKAPCTB AOSMKHO yAenAaTbCS
npobrieme HenaTeHTHbIX 6apbepoB, NPENSATCTBYOLWNX UX AOCTYMHOCTU. ABTOPbI CUMTaloT
Taknmun HenaTeHTHbIMK Bapbepamn 6e4HOCTb, OTCYTCTBME (PUHAHCOBOM NOMOLLM, NPOGemMbl
C NONyYeHnemM rocy4apCTBEHHbIX pa3peLLeHnin, He06X0AMMOCTb onnaTthbl IEKapCTB HANMYHbIMMU,
CcNaboCcTb MEANLMHCKMX YUPEXOEHUN U CUCTEM CHabXeHUsa 1 cobiTa. BoisBneHne aTmx
HenaTeHTHbIX GapbepoB NOKA3bIBAET BCKO CIOXHOCTb NPOGeMbl 4OCTYMHOCTU NEKapCTB;
npobnema ganeko He ncHepnbIBaeTCA BONPOCaMUN BbICOKUX LEH U Hannynsa naTeHToBs.

B cBA3K ¢ 3TUM aBTOpPbI NEPExXoaaT K NocrnegHemMy BONpocy: BOMPOCY O MOparnbHOM U
KOprnopaTMBHOW OTBETCTBEHHOCTU hapMaLeBTUYECKON OTPACM 3a MOBbILLEHWNE YPOBHS
AOCTYyNHOCTM nekapcTB. OHM NPUXO4AT K BbIBOAY, YTO, y4MTbIBAs OTCYTCTBUE APYrUX
06LecTBEHHbIX CTPYKTYP, obecneynBaronx co3gaHne HOBbIX NieKapcTB, hapmaueBTMyeckas
oTpacrb HeceT onpefeneHHble 06a3aTenbCTBa 3a NOBbILLEHNE YPOBHSA OCTYNHOCTN NeKapcTB..
BmecTe ¢ TeM, aBTOpbI NPU3HAtOT, YTO ANA cCoaencTBUS pa3paboTke OCHOBHbLIX NEKapCTB U
obecnevyeHnsa nx 4OCTYNHOCTU TpebytoTca AONONHUTENbHBIE Mepbl B hopMe 06beanHeHNs
pecypcoB 1 co3gaHus rpynn, 06 beguHALLMX MHOMMX 3aUHTEPEeCOBaHHbIX Y4aCTHUKOB
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(NpegcTtaBuTenemn HaumMoHanbHbIX rOCy4apcTB, MexagyHapogHoro coobuwectsa, HIMO,
dapMaueBTUYECKUX KOMMAHUA N HayKNn).

94. B uccnegosaHum, npoeegeHHoM Makkeem u JlaHrom (Mackey and Liang, 2012 r.),
paccMaTpuBaeTCsl CTaTyC OCHOBHbIX NIeKapCTBEHHbIX CPeACTB, BXOAAWNX B TUNOBON nepeveHb
OCHOBHbIX nekapcTBeHHbIX cpeacts BO3 (MLEM), ucnonssyembix Ansa nevyeHns
HenHeKUMOoHHbIX 3abonesaHun (HN3), ¢ TOYKM 3peHnst X NaTEeHTHON OXpaHbl U HaNMYns
9KCKITO3MBHbIX NpaB Ha KNUHWYeckne aaHHble. Llenb nccnegoBaHns — BbISICHUTD,
NPenaTCTBYIOT N NpaBa MHTENNEKTyanbHON COGCTBEHHOCTM NPON3BOACTBY rEHEPUKOB, a Takke
dM3M4YEeCKon 1 LEHOBOW JOCTYMHOCTU OCHOBHbLIX flekapcTB Ang neveHms HUA3. AsTopbl
AOKa3blBalOT HEOBXOANMMOCTb aHanu3a noTeHunanbHbIX 6apbepoB Ang AocTyna, NpUBoAs
cTaTUcTUYeCKne gaHHble, nokasbiatowwme, yto B 2008 rogy 6onee aByx Tpeten cMepTen oT
6onesHewn 6binn obycnosneHbl HA3, npuuem noutn 80% M3 HUX NPUXOAUNUCH Ha CTPaHbl C
HU3KMM U cpegHnm ypoBHeM goxoga (CHCU). NpoBoas aHanua B ABa aTana, aBTopbl CHavana
onpegensloT nekapcTea Ang neyeHuns guabeTta, paka, cepaevyHo-CcoCcyancTbiX u
pecnupaTopHbIX 3aboneBaHnii, BXogsLMe B NepeyeHb OCHOBHLIX flekapcTB. ABTopamm
BblGpaHbl MMEHHO yKka3aHHble H3, NocKomnbKy OHM NPU3HAOTCA OCHOBHBIMM COCTaBMSHOLLMMMN
rnobanbHoro 6pemeHn 6onesHen n cmepTHOCTU. Ha BTOpom aTane nccrnegoBaHust aBTopbl
paccMaTpuBaloT CUTyaumto ¢ npenapatamu gns nedexnms HA3 BbiGpaHHbIX rpynn ¢ TOYKK
3pEHUS UX NAaTEHTHOW OXpPaHbl U OXpaHbl AKCKMIO3UBHbIX NPaB Ha KMMHUYECKue AaHHble,
ncnonb3ysi Matepunanbsl «OparxeBow kHurny CLUA n 6a3bl gaHHbix BMT3 CLUA. ABTOph!
noKasbIBaloT, YTO NnekapcTea Ansa neveHna HN3, BbibpaHHble AN uccnegoBaHus, COCTaBNAT
22% (79 n3 395) Bcex nekapcTs, durypupyrowmnx 8 MLEM. PesynbTaTtsl BTOpOro arana
nccneaoBaHUSA roBOPSIT O TOM, YTO TONbKo 8 13 aTnx 79 nekapcTts notpebosanu 6onee
AeTanbHOW OLIEHKN CUTyauun C TOYKN 3PEHUSA NATEHTHOW OXPaHbl Y OXPaHbl AKCKIMO3MBHbIX
npaB Ha KNYHUYECKMEe AaHHble. [lanbHenwmnn aHanma nokasbiBaeT, YTO HU 0AHa U3 NaTEHTHbIX
dopMy”n 3TUX BOCbMM FIEKAPCTB HE npenaTcTBoBana 6bl NPOM3BOACTBY aKTUBHOIO MHrpeaueHTa
npenaparta B Ka4eCTBe reHepm4eckoro aHanora v He npoTnsopeyuna 6bl ykazaHHomy B MLEM
cnocoby BBeAEHUsI UK yKa3aHHOW B HEM A03MpPOBKe. KpomMe Toro, reHepuyeckue aHanorm Bcex
BOCbMW NpenapaToB MMEKTCS Ha pblHKe. [MOCKONbKY AaHHbIE UCCReaoBaHWsS TOBOPAT O TOM,
4YTO HM NO OAHOMY U3 PaCCMOTPEHHbIX NekapcTB Ang neyeHna HU3 He gencTBoBanu HMKakne
NPYMEHMMbIE€ HOPMbI B OTHOLLEHUW MNATEHTHON OXPaHbl UM 3KCKMO3MBHbBIX NpaB Ha
KNUHUYECKNE OaHHble, KOTOpble MOrnn Bbl NPenaTCcTBOBaTb NPOM3BOACTBY FrEHEPUYECKMX
npenapaToB UM NCMNOSb30BaHMIO A03UPOBOK, YKadbliBaeMbix B MLEM, aBTOpbl NpuxogaT

K BbIBOZY, YTO Ha Hanu4ve, LLeHOBY AOCTYNHOCTb U OCTaBKY OCHOBHbIX NIEKapcTB A1
neverns HN3, ocobeHHo B CHC[, moryT BnuaTh Apyrne draktopbl. XOTS BbIBOALI HACTOALLErO
AOKYMEHTa OrpaHmymnBaloTCs y3knum padoymm onpeaeneHnem aktopos, OnpeaensoLmx
PU3NYECKYHO N LEHOBYIO AOCTYNHOCTb NIEKApPCTB, AENCTBYIOLLMX HA CTOPOHE NpeanoXeHus, Ha
KOTOpble BNMSET NPOU3BOLACTBO rEHEpPMUYECKMX NpenapaToB, U3 HUX cnegyeT, YTo AOCTYMHOCTb
nekapcte ansa nedvenuna HAB, nx nponssoacteo 1 noTpebneHmne MoryT ObiTb NOABEPKEHDI
BNUSIHUIO paaa Apyrnx paktopoB. K HUM OTHOCATCS (haKTOpbl, BIMAIOLWME HA JOCTYNHOCTb
NeKkapcTB Ha CTOPOHE crnpoca: pearnbHasi NpakTuka peuenTypHOro Ha3HavYeHUs nekapcTs,
OTCYTCTBME reHepuyeCKNX aHanoros/3akynok Taknux aHanoros, NpUeEMNemMocTb fekapcTs Ang
Ha3Ha4vaLmx Bpayen n notpebutenen, ypoBeHb rocyaapCTBEHHOIO N YaCTHOro
(PUHAHCUPOBaHNSA 34paBOOXpaHeHUs, 3P EKTUBHOCTb NCMONBb30BaHME OPYIMX OCTYMHbIX
nekapctB u T. 4.

95. B crtatbe Mekypwuo (Mecurio, 2007 r.) paccmaTpmBaloTca hakTopbl, OrpaHuyYnBatoLmne
OOCTYMHOCTb OCHOBHbIX NIEKapCTB B pa3BuBatoLLnxXcs cTpaHax. NpumMeHasa Kputuyeckun
IopUaMYECKUI NOOX04, NO3BOMSAOLWMIA OXBATUTL BOMee LWMPOKUIN KPYr BONPOCOB, aBTOP
CTPEMUTCS B3MMSAHYTb Ha Npobremy wupe, Yem 3To 00bIYHO AernaeTcs ApyruMm asTopamu,
4acToO CYMTAKLMMKN NAaTEeHTHbIe Gapbepbl rMaBHbIM acnekTomM Npobnembl AOCTYNHOCTU
nekapcTs. ABTOp yTBEPXOAET, YTO MPUMEHNTENBHO K Npobrieme JOCTYNHOCTU NIEKapCcTB aTa
«3aUUKINEHHOCTbY» Ha NaTeHTHbIX 6apbepax ABAsETCS N OLWMOOYHON, U Ype3mepHon. BoiBoab!
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aBTOpa NOKa3sbIBalOT, YTO Aaxe ecnv Obl NaTeHTHOro 3akoHo4aTeNbCTBa He CyLLecTBOBaso
BOBCe, JOCTYMHOCTb OCHOBHbIX NIEKapCTB OS5 HAceNeHns: pa3BMBaloOLLIMXCSA CTPaH BCe paBHO
Gbina 6bl orpaHnyeHHon. Kpome Toro, 6onee 95% chapmaueBTnyecknx npenapartos,
BKITHOYEHHbIX B [epeveHb OCHOBHbIX NekapcTBeHHbIX cpeacTB BOS3, He oxpaHstoTca
naTteHTamu, a B CBA3W C NPOANEHMEM peXxnumMa HeENPUMEHEHUSA NaTeHTHOW OXpaHbl

K dpapmaueTmnyecknm npenapatam B HPC 6onbwmHcTBo HPC B HacTosiLee BpeMs He
obecne4vnBaloT Takon oxpaHbl. ABTOP HauMHaeT ¢ obLien xapakrepmctmkn CornaweHums
TPUMC n JoxuHCcKoM geknapaunm n ux BIMSHUS Ha 30paBOOXpPaHEHne, U NPUBOAUT AaHHbIE
npegbigyLLmMx nccnegoBaHnin, nogTeepXaaroLLme ero Teauc 0 ToM, YTo, XOTS NaTeHTHas oxpaHa
4YacTo NpM3HaBanacb NPUYNHOWM BO3HUKHOBEHMS MM 06OCTPEHMSA KPU3MCOB 30PaBOOXPaAHEHNSI
B pa3BMBalOLMXCA CTpaHax, naTeHTbl n Cornawenne TPUNMC daktuyeckn nrpatoTt 34ecb 0O4YeHb
HebonbLUyt0 pornb. 3aTeM aBTop NepexoauT K pacCMOTPEHMIO Pa3NUYHbIX PaKTOPOB, peasibHO
OKa3blBaOLLMX CYLLLECTBEHHOE BRNsIHWE Ha AOCTYNHOCTL SIEKapcTB, nocrne Yyero hopmMynupyet
PS4 peanuCTUYHbIX pekoMeHaaunin, KoTopble MOrnm 6bl 6bITb MONE3HBIMKU ANS Pa3BUBAOLLNXCS
CTpaH. ABTOp CYMTAET, YTO K 9TUM paKTOpamM OTHOCATCH, B HaCTHOCTU, NSIOXNE YCITOBUSA XKN3HM,
HexBaTKa MeOUUMHCKNX YYpEXOAEeHNA N Hagnexalwen nHpacTpyKTypbl, HEXBaTka CpeacTB
pacnpocTpaHeHusi, AOCTaBKM U MPUMEHEHNS NEKapCTB, a Takke Koppynums. ABTOP CUMTaET,
YTO ANdA NPeofosieHns ATUX NPEenATCTBMI pa3BUTbIM CTpaHaM crieqyeT 6paTb Ha cebsa 6onbLue
(PUHAHCOBbIX 06A3aTEeNbLCTB, a NPaBUTENLCTBAM Pa3BUBAOLLNXCS CTPaH — NPOSBNATbL 6ONbLUYIO
nocnegoBaTenbHOCTU B peannsaumm NosIMTUKK; OH Npu3HaeT HeobxoammbiMu Bonee YeTkyto
YBSA3KY Nporpamm (OUHAHCUPOBAHWNS U MHULMATMB NO OKa3aHWIo NOMOLLK, co3aaHne bonee
KayeCTBEHHOWN MHMPPaCTPYKTYpbl B pa3BMBatOLLMXCHA CTpaHax, NpogyMaHHoOe NpMMeHeHue
anddepeHUnpoBaHHbIX LiEeH, CTUMYMPYIOLLMX UCMONb30BaHWe NekapcTB A5 NpeooneHns
KpM3ncoB B 0611acTy 34paBOOXpaHEHUs], a He 4Nsi Pe3KCnopTa, U HaKOHeL,, UICNoNb30BaHne
anbTepHaTMBHbIX cucTem ctumynmpoBaHms HAOKP ans cosgaHuna nekapcTs AN fieYeHus
«3abbITbIX BonesHen» — HanpuMmep NyTeM UCMNOMb30BaHUA FOCYAapPCTBEHHO-YaCTHbIX
napTHepCTB.

96. B pabote 3anHona n apyrmux asTopos (Zainol et al., 2011 r.) paccmaTpvBaeTcsa BONpoc
0 TOM, SABMSIETCA NN rNaBHbIM haKTOPOM OrpaHMYEeHUst LOCTYMHOCTM OCHOBHbIX JIEKapCTB

B cTpaHax Adpukm K tory ot Caxapbl naTeHTHasi oxpaHa, npegycmoTpeHHasa CornaweHmem
TPUMMC, nnn oHa orpaHnymMBaeTcs HenaTeHTHbIMKU pakTopamu. [1nst oTBeTa Ha 3TOT BOMNPOC
aBTOPbI BbINOSHUN MOMCK NO KMOYEBLIM CIOBaM B 3NEKTPOHHbIX 6adax AaHHbIX, a Takke
npoBenu 0630p COOTBETCTBYIOLLMX NeYvaTHbIX Nybnukauni. [JokyMeHT COCTOUT U3 Tpex
OCHOBHbIX pa3gernos. B nepBom pasgene npencrasneH 0630p npaB MHTENNEKTyansHON
cobcTBeHHoCTH K aBontoumn CornaweHna TPUTMC. Bo BTopom pasagene aBTopbl AatoT 063op
cofepxXaHusa naylen B nutepatype AUCKyccumn no npobrneme naTeHTOBaHWS fekapCTB.
HakoHeL, B TpeTbeM pasgene aBTopbl aHaNM3npyT apryMeHTbl Pa3fnyHbIX CTOPOH,
paccMmaTtpuBasi MX Ha hoHe cuTyaumm B cTpaHax K tory oT Caxapbl. CTOPOHbI NPUBOASAT ABa
OCHOBHbIX MONSAPHbIX apryMeHTa no BOMpocy O BMMSHWM NAaTEHTOB Ha JOCTYMHOCTb OCHOBHbIX
nekapctB. O6e CTOPOHbI, 0QHAKO, COrfacHbl B TOM, 4TO npobniema 4OCTYNHOCTU NieKapCTB
ycyrybnsieTcsa uenbim psiaoM HenaTeHTHbIX hakTopoB. B kayecTBe Takux HenaTeHTHbIX
(haKTOpOB Ha3bIBaTCA HEAM(PEKTUBHOCTL rOCYJapPCTBEHHOW NOMUTUKKN, HU3KasA
nokynaTtenbHasi CoCcoBHOCTb HaceneHust ctpad Adpukn K tory ot Caxapbl, HepassuTas
NH(PACTPYKTypa, BbICOKOE Bpemsi 3a40IMKEHHOCTN, OTCYTCTBME KBanNMULUMPOBaHHOMO
nepcoHana n «yTevyka Mo3roB», a Takke yaaneHHOCTb MeQULUUHCKUX YyYpexXaeHun oT
HaceneHHbIX NyHKTOB. C ApYron CTOPOHbI, MPU3HAETCH, YTO (PakTop NaTEHTHOW OXpaHbl Takke
oKkasblBaeT onpeaeneHHoe BnusaHne, ocobeHHo B KOxHom Adpuke, rae naTeHTHas akTUBHOCTb
AOCTaTOYHO BbICOKA. OTO NPOSBMASETCH, B YACTHOCTU, B OFPaHNYEHUM MMNopTa reHepuyecknx
npenapaToB U3 Apyrnx cTpaH-nponssoguTenen, Kotopble 0683aHbl B HACTosILLLEEe BPeEMS
obecne4ynBaTb cobnogeHne NaTeHTHbIX NpaB U MOTyT onacaTbCsa CaHKUMIA B Criyqae aKkcrnopTta
nekapcTtB ¢ npumeHeHnem [oxvHckon npoueaypsbl. Npobnema 3aknovaeTcsa B TOM, YTO CTPaHbI
Adbpukn K tory oT Caxapbl He pacrnonaratoT HYU TEXHUYECKMM MOTeHUnanom, Hn (oMHaHCoOBbIMU
pecypcamu Ans co3gaHns cobCTBEHHbIX MOLLHOCTEN MO NPOM3BOACTBY TaKMX NpenapaTos.
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Takum obpasoM, pesynbTaThbl UCCeoBaHUS NOKa3bIBalOT, YTO NPOo6eMbl AOCTYNHOCTH
nekapcTB 00yCrnOBMeHbl Kak NaTEHTHLIMU, TakK U HEMATEHTHbIMK hakTopamu. CTpaHam Adpuku
K tory oT Caxapbl peKkOMeHAyeTCs nepecMaTpmBaTb UX TAPUHYHO 1 HAMOroBYO NMONUTUKY,
COBEepLUEHCTBOBATb UHAPACTPYKTYPY U YKPENNSATb MX CUCTEMbI 30paBOOXpPaHEHUsI. ABTOpbI
TaKKe CYMTalOT HEOOXOAMMbIM paclLUMpPeHne MeXayHapoaHOro oHaHCUpoBaHMS,
COTPYAHUYECTBA MeXAY YaCTHbIM U FOCYAaPCTBEHHLIM CEKTOPOM M MPOrpamm KONSeKTUBHOMO
MCMNONb30BaHUS CYLLLECTBYHOLLMX NbroT.

[Nepenaya TexHoONoOrMM Nponu3BoacTBa N3aennm MegmUMHCKOro HasHavyeHns N MeauLMHCKUX
TEXHOMNOrNn

97. B uccnegosaHum 9660Ta (Abbott, 2011 r.) cpaBHMBaOTCA MEPbI CTUMYITMPOBaHUS
nepegayn TEXHONOrMM 1 NOBbILLEHNSA KOHKYPEHTOCNOCOBHOCTN (hapMaLeBTUYECKOrO CEKTOPa,
npuHnmaswmnecs bpasunuen, CuHranypom n Mekcukon, ¢ ogHon cTopoHsl, u Konymbunen —

¢ apyrown. Llenb nccnegosanns — coopMynupoBaTh anbTepHaTUBHbIE NOAXOAbI, MO3BONSOLMNE
YKPENuUTb TEXHOMNOMMYECKUA NOTEHUMaN N NOBbICUTb MEXAYHAPOOHYH KOHKYPEHTOCNOCOOHOCTb
HauMoHanbHoM hapmMaueBTMYECKOM NpombIneHHocTn Konymbuun. B xoge nccnegosaHms
aBToOp coBepLuan noesaku B bpasvnuio anga cbopa n oLeHKM 4OCTOBEPHOCTU MHADOPMaLNK,
aHanusnpoBan NMCbMEHHbIE MaTepuarnsl, Noslyd4eHHble 3 CuHranypa, n NnpoBoaun
cobecenoBaHus ¢ npeacrtaBuTenamMmn hapmaueBTUYECKUX KomnaHmm Mekcnkun. ABTOp Takke
MCNonb30Basn CpaBHUTENbHbIE AaHHbIE O Pa3BUTUM MUPOBOW (hapMaLeBTUYECKOW OTpacnu Ans
onpegeneHns mecta Konymbun B cTpykType oTpacnu. [JaHHble, NonydYeHHble B pesynbTaTte
COMoCTaBNeHUn ¢ MMPOBOW (hapMaLeBTUYECKOM OTPaCNbio, MO3BOMSIOT BbIABUTL TPU BaXKHbIX
MOMeHTa. Bo-nepBblIX, CyLecTBYyEeT ABHOE pasnuyme B MeTodax nepegayn TeXHONormm mexay
NPOM3BOANTENSIMUN OPUTMHANbBHBIX U FEHEPUYECKMX NpenapaTos: 60MNbLUNMHCTBO
npounsBoANTENEN OPUrMHaIbHbIX NpenapaToB 00bIYHO HE NepenarnT TEXHOMNOMMN NPOU3BOACTBA
BbICOKOAOXOAHbIX MpenapaTos, OXpaHsaeMbiM NaTeHTaMn. 3TO OrpaHnNynIIo 3agadvnm MecTHOM
hapmaueBTUYECKOM NPOMbILLIIEHHOCTN Konymbum n 6onbLUMHCTBA pa3BMBaOLLMXCSA CTpPaH
NPOM3BOACTBOM MpPenapaTtoB, Y>Ke He OXpaHseMblx nateHTamu. BTopas oco6eHHOCTb — 3TO
pasnuune Mexay NPou3BoanTeNsaMU akTUBHbLIX hapMaLeBTUYECKUX MHrpeameHToB (APU) n
NpoM3BOANTENSIMU FOTOBbIX NekapCTBEHHbIX hopM. [na Konymbuum, koTopas nmnoptupyeT Bce
A®W, 310 03HaA4aeT orpaHMyeHne obbema TOproenv oapMaueBTUHECKON NPOAYKUMEN.

B bpasunuu nocne BBeAeHNA NaTEHTHOM OXpaHbl MecTHoe npou3soactTeo APU cokpaTmnach

¢ 55% po meHee 5% BHYTpeHHMX NOTPeBHOCTEN CTpaHbl, Tak Kak npondsogutenu AOU He
Bbl4AOT NIMLEH3MIA HA UCNONb30BaHNE CBOMX TEXHONOMMIN. B-TpeTbunx, CTaH4apTbl KOHTPOMS
kayectBa cTpaH OBCP orpaHnyMBaloT BO3MOXHOCTU Pa3BMBaKOLLUXCH CTPaH SKCNopTMpOBaTh
cobCcTBEHHbIE (hapmaueBTUYECKME npenapaTbl U TEM CaMbiM PACLLUMPATbL CBOW PbIHOK.
PaccmoTpeB pasnuyHblie BapyaHTbl MONUTUKM ANA pacCcMaTpuBaeMblX CTpaH, aBTop
BblCKa3blBaeT psg pekomeHgaumn. B yacTHOCTH, OH cunTaeT HeobxoaMMON MOAEPHM3aLNI0 NX
NpPOM3BOACTBEHHbIX MOLLHOCTEN Ansa obecnedeHns nx cooteetctausa ctaHgaptam CLA mn EC,
WHBEeCTUpoBaHue B npoussoacTeso AOU yepes cosgaHve COBMECTHbIX NMpeanpusaTum

C MHOCTPaHHbIMW KOMNaHnsaMn anga obecneyeHns nepegaymn TeXHONorMm, npopaboTKy HOBbIX
BapuMaHTOB (OMHAHCMPOBAHUSA U CO34aHMNE rOCYy4apCTBEHHbBIX MPOrpamMmm, NO3BONSIOLLNX
NpoBOANTb MOMWCK LIEHHOW B NPOU3BOACTBEHHOM OTHOLUEHUN NAaTEHTHOW MHGOpMaLUK, KoTopas
MOXeET MCMNonb30oBaTbCa 6€3 HapyLLeHNss NaTEHTHbIX Npas.

98. B pabote XopHepa (Horner, 2014 r.) BNnsiHue naTeHTHON OXpaHbl HA MHHOBALMOHHbIE
npoueccol, nepegayvy TEXHOMOMMN 1 34paBOOXPaHEHME OLEHNBAETCA NyTEM NpoOBeaeHNS
CpaBHUTENBHOMO aHanm3a CoCTOosAHMS hapMaLleBTUYECKON NPOMbILLNEHHOCTU NHAMK 00 1
nocne 3akno4yeHus Cornawenns TPUMC. Ncnonb3ys noaxon, NpMMEHsIEMbIV B
reorpadnyeckux uccnegoBaHusaxX, aBTop NpuBreKaeT pasnuyHblie BTOPUYHbIE NCTOYHUKM,

a Takke AaHHble NpoBoAMBLUMXCA B HOUKM NONEBbLIX NCCNeAoBaHWMA, KOTOpble BKMoYanu 6onee
85 cobecenoBaHui ¢ pasnuYHbiMK NpeacTtaBuTenamMmm dapmaueBTUYEeCKON OTpacnun (KoMNaHuim,
NPOMbILUNEHHbIX 06 beANHEHNIN, aAMUHUCTPATUBHbBIX OPraHoB U rpaXkgaHcKoro obLecTtsa)
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ANS NoBblWweHNss 060CHOBAHHOCTM CBOMX BbIBOAOB. Llenb aBTopa cocTosina B TOM, YTOObI
paccMOTpeTb NPOTUBOMOSIOXKHbBIE apryMeHTbl U paccesiTb HeonpeaeneHHOCTb B
NpeAcTaBneHnsax o0 BAUSHUN NAaTEHTOB Ha pa3BuTne B MHaun. [laHHble 0 BO3oeNnCTBUM
NaTeHTHOW OXpaHbl Ha NpoLuecchbl Nepegayn TeXHoNorMm 4o u nocne nognucaxdusa CornaweHus
TPUIMC nokasblBatoT, YTO OTCYTCTBME NATEHTOB Ha NPOAYKLMIO A0 NPUHATUS NHOMENR HOpMm
Cornawennsa TPUMNC obneryano atu npoueccol. [Nepegava 3HaHWUA OCyLLECTBANACh Npu
NOMOLLM MeToA0B 06paTHOro NPOEKTUPOBAHWS, Yepes XypHarbl U PyKOBOACTBA Mo
NCNONb30BaHWIO NPOAYKUNN, 3apyBexXHble KOHTPAKTbI U AaXe pa3BuTUE OPYXECKUX CBA3EN.

B ycnoBusx oTcyTCTBUSA NAaTEHTHOM OXpaHbl MHONSA Hay4unacb ocBavBaTb U pa3BMBaTb
dapmaueBTUYECKME TEXHOMNOMN U CTana HacTosLLeN «anTeKkon pa3BmnBatoLLLeroca Mmupa.
[laHHble Takke roBopsaT 0 ToM, 4To ¢ 2005 roga, korga MHgns BHOBL BBEMAa NATEHTLI Ha
TEXHOorm4eckme NpoLecchl, 3TO U3MEHeHMe NaTeHTHOro 3aKoHOA4aTeNbCTBA, BOMPEKN
NporHo3am, He NoBNUSANO Ha GOMbLUMHCTBO KOMNaHWA. HanpoTue, cyLlecTByeT nHopmauus

0 TOM, 4YTO Hanbonee KpynHble MHAMNCKUE KOMMaHUN BCE Yallle OCYLLEeCTBSIT COOCTBEHHbIE
HNOKP. Kpome TOro, pecnoHgeHTbl coobwmnm, 4to nocne nognucanusa Cornawexns TPUMC
MMen MecTo POCT YMcna ouumanbHbIX CAENoK nepegadm TEXHONOMMKU, B TOM Y1ce NyTem
nuueHanposBaHnda. TeM He MeHee, HECMOTPS Ha POCT YMcna ouumnanbHbIX CAENOK nepeaaymn
TEXHONOIMN, 3aKnyaemblX B paMkax OpraHM3yemMoro CoTpyaHuyecTBa, MHOUNCKNME KOMMaHUn
BPSAL4 Y BbIMrpanu oT 3Toro npouecca 6onbLue, YeM OHM paHbLUe, KOrga OHW MPUMEHSANN
obpaTHOe npoekTMpoBaHue. Pe3ynbTaThl UCCNeAoBaHNA Takke NokasbiBatoT, YTO B Nepuos
nocne noanucanunsa Cornawenus TPUMC nmen Mecto pocT NpAMbIX MHOCTPaHHbLIX MHBECTULINIA
B hapmaueBTMyecknin cektop MHauun. B cBA3K ¢ 3TMM aBTOp 3aBepLUaeT CBOW aHanua BbIBOLOM
O TOM, YTO M CTOPOHHUKM, 1 NPoTUBHUKM Cornawenus TPUMC nepeoueHunmn BrnvsHue
naTeHTHOM OXpaHbl Ha MHHOBaLUMW, Nepegayvy TEXHOMOMMM U, ONOCPEeAOBaHHO,

Ha 34paBoOXpaHeHMe.

99. B crtatbe AHogua u gpyrmnx astopos (Janodia et al., 2008 r.) nccnegytotca npoLecchl
nepegayn TexHonoruum, onpeaenstowme obnuk dpapmaneBTUHECKOM OTPaCcn U XapakTep
OTpacrneBow Hay4YHO-UCCNeaoBaTeNbCKOW AeATENbHOCTU, AOCTUIYThle 34EeChb YCNEXn, a Takke
BO3HMKaloLMe B CBA3N C 3TMM npobnembl. MNepegava TexHonornm onpegensercs B ooLem
BMAE KaK Lenbln psa npoueccoB, Npy NOMOLLU KOTOPbIX pa3paboTymK TEXHONOMMn
npeaocTaBnseT B NONb30BaHWE KOMMEPYECKOMY NapTHEPY CBOK TEXHOMOIMIO U/Unn Hoy-xay,
onbIT 1 06opyaoBaHNE, TEM CaMbiM PacnpoCTpPaHAsA NpenMyLLLecTBa, KOTOpble CO34atnTcs

B cektope HMOKP, Ha obLiecTBO B LieNnoM, 0COBGEHHO B pa3BMBatOLLIMXCA cTpaHax. ABTOpPbI
NPUXOASAT K BbIBOAY, YTO ycrex nepegavm TEXHONOMMN OYeHb CUIMbHO 3aBUCUT OT Hanmuns
KOHTPaKTOB Ha Npogaxy TEXHONOMN N NMULLEH3MOHHbIX COrMaLleHnn o nepeaaye npas Ha
MCNonb3oBaHWeE 3anaTeHToOBaHHbIX N306peTeHnin. B ctatbe onpegerneHbl NATb OCHOBHBLIX (DOPM
nepegayn texHonormun: 1) rocyaapCTBeHHbIMU NabopaTopuaMmn — YaCTHbIM KOMMaHUAM;

2) OOHWMW YaCTHLIMW KOMNAHUAMU — OPYTMM YaCTHbIM KOMMaHWUAM TOW e CTpaHsbl;

3) YaCTHbIMWN KOMMaHUSAMW OAHOM CTPaHbl — YAaCTHBLIM KOMNAaHWSAM ApYron; 4) Hay4YHbIMU
yYpEeXOEHNAMN — YAaCTHBIM KOMMAaHUAM; 1 5) NapTHEPCKNE CXEMbI MEXAY HaYyYHbIMU
yyYpexngeHnamm, rocyaapCTBEHHbIMU CTPYKTYPaMM 1 MPOMBILLSIEHHOCTbIO, BKIOYas
rocy4apCTBEHHO-4YacTHOE NapTHEPCTBO. ABTOPbI YKa3biBalOT, YTO OQHUM U3 NPEUMYyLLECTB
nepegayn TEXHONOrMM MeXxay rocyaapCTBEHHbIM W YaCTHbIM CEKTOPaMW, a Takke mMexay
He6onbLUOM YaCcTHOW (OMPMON N KPYMHOW YaCTHON KOMNaHMEeNn, ABnseTcs TO, YTO nepBas
CTOpPOHa Co34aeT pecypchbl, a BTOpasi — NPOMbILLUAEHHOCTb — Nofy4aeT AOCTYN K TEXHOMormu,
oxpaHsiemon nateHTamu. MNMpumMeHuTenbHO K HOMM AaHHbIe nccneaoBaHUs CBUAETENbLCTBYOT
006 aKkTMBHbIX NpoLeccax, naywmx B obnactmn nepegaym texHonornn. Npun aTom o6bembl
nepegayn TeXHoNorum Guinn HUXe, Koraa B IHQuM cywectBoBan OTHOCUTENBHO Criabbin pexnm
naTeHTHOM OxpaHbl, T.e. 4o nognucaHusa Cornawexns TPUMC, korga obecnevmBanach oxpaHa
TOMbKO NPOLECCOB, HO HEe NPOAYKTOB. ABTOPLI AenatoT BbIBOA O TOM, YTO B (hapMaLeBTU4EeCKON
NPOMbILLNEHHOCTH, Bnarogaps KOMMepLUManm3aLmm HOBbIX MOMEKYN NEeKapCTBEHHbIX BELLECTB,
nepegaya TEXHONOrMm MOXeT BbITb BbIrOOHOW Kak AN oTpacneBbiX NPeanpuaTui, Tak u ang
Hayku/rocygapcTaa.
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100. B uccnegoBaHuun, nposegeHHom NagmaHabaHom u gpyrnmm astopamm (Padmanabhan et
al., 2010 r.) oueHnBaeTCcAa CTENEHb, B KOTOPOW NaTeHTHAsA OXpaHa npensaTcTBoBana
NpoOun3BOACTBY HELOPOrMX BakLuMH aAns 6opbobl ¢ BUpycoM nanuinomel Yenoseka (BIMNY)

B MIHOMn n cTpaHax ee pernoHa. [1ns nonyyeHns: Takom 3aMNUPUYECKOnN OLEHKM aBTOpPbI
nccneayoT CyLEeCTBYOLWMI NAaTEHTHbIM NaHAawadT pa3paboTkm TakMx BaKUMH, BKIOYas
COOTBETCTBYIOLLME NIMLEH3NOHHbIE CornalleHns. B kayecTBe JONOMHUTENBHOIO BaXKHOro
anemMeHTa paccmaTpmBaeTCs Takke nepegadya TeXHONOorMm n Hoy-xay. Belbop NHaum B
KayecTBe npumepa obyCcroBneH Tem, YTO B CTpaHe cyliecTByeT 6onbliasi 3anHTEPEeCOBaHHOCTb
B MECTHOM NPOM3BOACTBE COOTBETCTBYHOLMX NPENapaToB, Tak kKak Ha Hee npuxoantca 25%
obLwemmnpoBoro 6pemeHn paka LWenkM MaTtki. AHann3 NnaTteHTHOro naHawadTa nokasblBaeT ero
CINOXHOCTb: B 9TOM 0bnacTtu TexHuku cywecteyeT 81 nateHT CLUA, npm aTom
nateHToobnagatenamu sinsatoTca 18 opraHnsaumn, B Tom yncrne 10 HEKOMMEpPYECKNX
yypexgeHun (HaunoHanbHble MHCTUTYTbI 340POBbs, YHUBEPCUTETHI U T.4.). ABTOPbI NpOBOAAT
npeaBapuTEnbHbIA aHann3 Kaxaon M3 nateHTHbIX PopMyn, Ncxoas Kak u3 cobCTBEHHbIX
NPeACTaBEHUN O TEXHOMOIMAX, ABMASIOLNXCA NPeAMETOM NaTEHTOB, Tak U 06CyXaeHns
BONPOCOB C pa3paboTymkamun. AHanNn3 nokasbiBaeT, YTO, HECMOTPS Ha 3HAYUTENbHOE YMCO
NaTeHToB, BO3MOXHOCTb NPOM3BOACTBA BaKkLUMH NepBOro nokoneHusa ansa 6opbbel ¢ BIMY Ha
OCHOBE BMpYyconofo6HbIX YacTmy L1 He ucknovaeTcs, ecrvm OHM HE MOEHTUYHbI MO COCTaBy UIK
Habopy LUTaMMOB COEQUHEHNSIM, 3aSIBIEHHbIM B YK€ BblAAaHHbIX MHAMACKUX NaTeHTax. ABTOpbI
NPU3HaT, OAHAKO YTO LEHHOCTb UX aHanu3a CHWXaeTcs BCreACcTBue Toro, 4To MHopmaums

O NaTeHTHbIX hopMynax, UMerLLAasCcsa B UHONNCKMX NaTeHTHbIX Ba3sax, He aBnseTcs
o6wenocTtynHon. B cBs3n ¢ 3TMM OHM PEKOMEHAYIOT co3aaBaTb PeCypChbl, NO3BOMSOLMNE
nony4vatb 60nee TOYHY0 N akTyanbHY KapTUHY CyLLEeCTBYIOLLEro NaTEHTHOro NanAawadTa
pa3paboTkn HOBbIX BakumH npoTns BIMNY. Kpome TOro, aBTopbl OTMEYaloT BeAyLLy0 pOrb
YHUBEPCUTETCKOM HayKn B pa3BUTMU NPOM3BOACTBA B CTpaHaxX pernoHa u npmBogaT npumep
JlosaHHCKOro napTHepCTBa N0 MMMYHONOTMYECKUM UCCNEAOBaHUAM Kak MpUMep YCreLHON
WNHMLUMaTMBbI, NO3BOMSAIOLLEN NCMONb30BaTbh BO3MOXHOCTU NPOM3BOANTENS BaKLMH

13 pa3BMBaOLLENCH CTPaHbl A8 JOBEAEHMS BaKUUHbI-KaHAMAaTa 4O PbIHOYHOW CTaauu,
HEeCMOTPS Ha OrpaHMYeHHbIE KOMMEPYECKNE BbIroabl 3Toro npoekta ansa ctpad O3CP. AsTopbl
TaKkKe NPU3HalT KPaNHIOK BaXKHOCTb Nepefayvv TEXHONOrMN Ans nNonyyYyeHns goctyna

K COOTBETCTBYIOLLMM TEXHUYECKMM 3HaHUAM. B nHTepecax nosbileHWst JOCTYNHOCTU NeKapCTB
YHMBEPCUTETAM U APYrMM HEKOMMEPYECKNM YYPEXAEHMAM PEKOMEHAYETCA cOo3AaBaTb
COBMECTHbIE NapTHEPCTBa No nepefade TexHonormn no obpasuy nporpammel «lepepaya
TEXHOMOrMn s nevYeHns poTaBUpyCHbIX NHeKuniny HaunmoHansHOro MHCTUTYTa 300POBbSA
(NIH).

[My6nmkaumMm Ha CMEXHbIE TEMbI: HanM4Me OCHOBHbIX MY HEOCHOBHLIX NIEKAPCTB

101. B uccnepoBaHun, npoBegeHHoM basapraHu, OBeHoM 1 Apyrumu aBTopamu (Bazargani,
Ewen et al., 2014 r.) meTogonorus BO3/opranmsaunn Health Action International (HAI)
npUMeHseTCa Ana onpeaeneHnsa CpaBHUTENbHOM JOCTYMHOCTM OCHOBHbLIX M HEOCHOBHbIX
nekapcTs B 23 cTpaHax C HU3KMM U CpeHUM YpOBHeEM oxoaa. MiccnenoBaHne oxBaTbiBaeT
AaHHble Bcex 06cnegoBaHNn OCHOBHbIX JIEKApCTB, Bowweawmnx B 6a3y gaHHbix BO3/HAI

no cocTtosiHuio Ha 15 anpenga 2012 roga. B obLyen cnoxHOCT aBToOpbl U3y4nnu AaHHble

28 obcnepnoBaHui, kotopble oxeaTbiBanu 1130 nekapcts (886 OCHOBHbLIX NekapcTB) U

2290 yypexageHnin. PesynbTaTbl aHanuaa nokasbiBatoT, YTO obLast MeguaHHasa JOCTYMHOCTb
OCHOBHbIX fnlekapcTs nobon rpynnel coctaensna 61,5%, B To BpeMs kak A4OCTYNHOCTb
HEOCHOBHbIX NleKkapCTB — TONbKo 27,3%. Takoe pasnuyve B 4OCTYNHOCTU NpenapaToB
00yCNoBNeHo Hann4yneMm reHepnyeckux npenapaTos, NPU4EM MeanaHHas JOCTYNHOCTb
reHepuyecKMx aHanoros OCHOBHbIX nekapcTs coctaBnana 3,3%, a reHepuyecKnx aHanoros
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HEOCHOBHbIX fekapcTB — 19,2%. B yacTHOM cekTope MegnaHHas OCTYMHOCTb KaK OCHOBHBbIX,
Tak U HEOCHOBHbIX fniekapcTs 6bina Bbilwe, YeM B rocygapcTBeHHOM. CpeaHsast 4OCTYMHOCTb
OCHOBHbIX flekapcTs Ntobow rpynnbl B rocyaapcTBeHHOM cektope coctasnsana 40%, 4yto
ABNSAETCS KpavHe Hey4oBneTBOpuTeNbHbIM nokasatenem. OgHako 66nblas 4OCTYMHOCTb
OCHOBHbIX f1eKapCTB MO CPaBHEHWIO C HEOCHOBHbLIMU B FOCY4apCTBEHHOM CEKTOPE MOXET
CBUAETENbCTBOBATbL O TOM, YTO rOCy4apCTBEHHbIE OpraHbl yaensatoT 6onblie BHUMaHUS
obecnevyeHmnto HaceneHnss OCHOBHbIMY nekapcTBamu. NonyyYeHHble pe3ynbTaThl
CBMAETENbCTBYIOT O TOM, YTO NONUTUKa obecnevyeHnsa HaceneHms OCHOBHbLIMU fleKapCTBamMm
Gbina, BepoATHO, Gonee ycnewHon B rocy4apCTBEHHOM CEKTOPE CTPaH C HU3KMM YPOBHEM
Aoxoda v ypoBHEM LOXOAa HMKE CpefHero, YeM B CTpaHax C ypOBHEM A0X0OAA BbIlLE CPeaHero.
Kpome TOro, npobnema orpaHM4eHHON JOCTYMHOCTU OCHOBHbIX JIeKapCTB, 0COBEHHO

B rocyaapCTBEHHOM ceKkTope, TpebyeT 6onbLlero BHUMaHNSA MeCTHbIX BriacTen.
"ocynapcTBEHHbIM OpraHaM pekoMeHayeTCs MPUMEHSATb KOSNEKTUBHbIE 3aKyrMKW, NOBbILATb
YCTONUNBOCTb OMHAHCUPOBaHUS N 9PDEKTUBHOCTb YNPaBNEHNA CUCTEMaMM CHABXEHMWS U
rmbkmne Hopmbl Cornawennss TPUMNC, a Takke paclumpsiTb MECTHOE MPOU3BOLCTBO
reHepuyecKnx aHanoroB OCHOBHbIX nekapcTB. CornacHo BbiIBO4AM aBTOPOB, XOTS COCTaBeHne
nepeyYHer OCHOBHbIX IEKAPCTB OKa3asno BfMSHWE Ha YPOBEHb CHAabXeHNsA HaceneHus
nekapctsamu n obecneunno 66nbLIY0 JOCTYNHOCTb OCHOBHbIX NIEKAPCTB MO CPaBHEHWUIO

C HEOCHOBHbIMW, YPOBEHb LOCTYMHOCTM OCHOBHbIX JIEKAPCTB NOKa Aanek oT ONTMMarnbHOro,
0COOEHHO B rocyaapCTBEHHOM CEKTOpE.

102. B uccnepoBaHun, npoBegeHHom HryeHom n gpyrumu astopamu (Nguyen et al., 2009 r.),
NPOBOAUTCSA AMMNUPUYECKUI aHanNn3 HanMuns U LEeHOBOW OOCTYMHOCTM NiekapcTB BO BbeTHame.
Wcnonbaya metogonoruto BO3 n opraHnsauum Health Action International, aBTopbl
nccnegoBaHnsa cobpanu 1 npoaHanMaMpoBanu AaHHble O AOCTYNHOCTU 42 nekapcTts (35 u3
KOTOPbIX SABMAKTCA OCHOBHbIMU NIeKapCTBaMmM) B HaCTHOM U roCy4apCTBEHHOM CEKTOpe
BbeTHama B naTu permoHax. LieHoBas AOCTYNHOCTL onpeaensieTcs YMCcnom gHen paboThbl
CaMOro HM3KOOMNIa4MBaeMoro HekBanmuUMpoBaHHOro paboTHUKa rocyAapCTBEHHOMO CeKkTopa,
HeobxoanmbIM Ans NpuobpeTeHnss O4HOro Kypca neyveHns. PesynbTaThl NOKa3bIBaOT, YTO
camble [eLleBble reHepuyeckme nekapcrea JOCTYNHEE OpUrMHasnbHbIX NekapcTB B 060mMx
CeKTopax, MpMyem B rocyapCTBEHHOM CEKTOpPE YPOBEHb AOCTYNHOCTM cocTaBnseT 34,8%,

a B YacTHOM — 56%; Takum 06pa3om, No ypPOBHIO cpeaHen JOCTYNHOCTU FreHePUYEeCKMX
nekapcTB cuTyauuns Bo BbeTHame cxogHa ¢ cutyaumen B opyrmx CtpaHax ¢ HU3KMM ypOBHEM
poxoaa. OgHako rocyaapCTBEHHbIE 3aKyMOYHbIE LieHbl Kak OpUIrMHanbHbIX, Tak U reHEepUYEeCcKnx
npenapaToB Bbille MeXAyHapOAHbIX CNPaBoOYHbIX LeH. Ecnv B gpyrnx ctpaHax ¢ HU3KUM
YPOBHEM [0X04a CPeAHNASA 3aKynoyvHas LeHa Bbllle MeXxayHapoa4HON CNpaBOYHOM LieHbl Ha
17%, T0 BO BbeTHame oHa 6bina B cpegHeM Ha 44-45% Bbile MexayHapo4HOM CrpaBOYHON
ueHbl. [ony4yeHHble AaHHbIE Takke CBUAETENbCTBYIOT O APYron TEHAEHUMN, OTNNYaloLLEN
BbeTHam OT gpyrux cTpaH C HU3KUM YPOBHEM [0X0A4A: B rOCy4apCTBEHHOM cekTope BbeTHama
LieHbl KaK Ha OpuUrMHanbHble, Tak U Ha reHepuyeckme npenapaTbl Obinv Bbille, YeM B YACTHOM
cekTope. HakoHel, 6b1110 yCTaHOBMNEHO, YTO 06CNeAoBaHHbIE fiekapcTBa HEQOCTYMHbI MO LeHe
ANS 3HaYUTENbHOW YacTu HaceneHus, onnata Tpyaa KOTOPOro HaXogUTCA Ha YPOBHE UMK HUXKe
YpOBHS 3apaboTHOM nnaTthl CamMoro HU3KOOMIa4YMBaeMoro HekBanuduuMpoBaHHOro paboTHUKa
rocyapcTBEHHOro cektopa. B aToi cBs3n BbeTHaMy pekOMEeHOYETCHA CHMKATb LiEHb,
OPUEHTMPYSACb Ha CONOCTaBUTENbHbIE LLEHOBbIE AaHHbIE UMW AAHHbIE CUCTEMbI CNPABOYHbIX
LeH. [Ina cHMXeHMs LeH B rocyaapCTBEHHOM cekTope BbeTHamy Takke pekomeHayeTcs
noBbILWaTh 3¢pPEKTUBHOCTb 3aKyMNOK U PErynmpoBaTb TOProBble HALEHKMN.

[Mpunoxenwue Il cneayet]
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