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Bormpocsl, cBsizaHHBIE ¢ CO3JaHMEM M HCIIOJIB30BAaHUEM HOBBIX JIEKap-
CTBEHHBIX CPEJCTB, 0€3yCIOBHO, OTHOCSTCS K IPUOPUTETHBHIM HaIIPABICHUSM
poccuiickoil Hayku. 3HAYMMOCTD JICKapCTBEHHBIX MPENaparoB AJis YeI0OBeKa,
oOmiecTBa ¥ TOCyIapcTBa B IEJIOM CJIOKHO HEIOOLIEHUTh. B cooTBeTcTBUU
¢ Koncrutyuueit PO, rocynapctBo sBIsieTCsl TapaHTOM OXpaHbl 30POBBS
U o0ecredeHus: 3ApaBOOXPAHEHUS, pPealn3yeT MPOrpamMMmbl U MPUHUMAET
MEpbI M0 Pa3BUTHIO CUCTEMBI 3/I[paBOOXPAHEHHMsI, B TOM YHCIIE CTUMYIHPY-
€T Hay4YHOE W WHHOBAIIMOHHOE pa3BUTHE (PapMaleBTHKU U (HapMaKOIOTHH.
bnaronapst 5ToMy BO3MOXXHO MPOJICHUE KU3HU, & TAK)KEe KOHTPOJIUPOBAHUE
pPa3BUTHSI MHOXECTBA 3a00ICBaHU.

PerynupoBanue BOpoCOB, CBA3aHHBIX C MTATEHTOBAHUEM JIEKAPCTBEHHBIX
CPEICTB, ABISETCS OJAHUM U3 BaXKHEWIINX HANpaBICHHUH TOCYIapCTBEHHON
MOJUTHKYU B COLIMANBHON cdepe. YUuThIBas TO, UTO paHee oTpacib (apma-
LEBTUKU Obljla MOJHOCTHIO MOHOIOJM3UPOBAHA TOCYJApCTBOM, ceiiuac ee
pa3BUTHE CTPATETUYECKHU BaXKHO, B TOM YHCJIE U T10 BOIIPOCAM MAaTEHTOBAHMS.
He meHee BakeH U TOT acMeKT, YTO MpolieMa NaTeHTOBAHUS JIeKapCTBEHHBIX
CPEICTB Majl0 OCBEIIEHAa B POCCHICKON HUMBHIUCTHKE. Kpyr HepemeHHbIX
BOMPOCOB B MPAaBONMPUMEHUTEIHHON MpPAKTHKE BEChMa IIUPOK, TeM Oolee,
YTO MHOXKECTBO IMOJIOKEHHUH 3aKOHO/IATEIbHBIX aKTOB 3a4acTyl0 MPOTUBOPE-
yar Apyr Opyry. DT0 yCyryOnsieTcsl MPaKTUYECKHU MOJHBIM OTCYTCTBUEM CY-
NeOHOM MPaKTUKH 10 MAaTEHTOBAHUIO JIEKAPCTBEHHBIX CPEJICTB.

Monorpadusi COCTOUT U3 TpeX IVIaB, BBEACHUS MU 3aKJIIOUCHUS, TaKKe
uMeIoTCs npuiokeHus. CTpyKTypa U U3JI0KEHHE TEKCTa MOCIIe0BATENbHbI U
JIOTHYHBI, YTO TO3BOJISET SICHO MPEJICTABIATH MOAHATYIO B TEKCTE MPOOIIEMY.
BriBonbl o uToraMm paboThl 4eTKO 0OOCHOBAHBI, a CIIETaHHbIE IO pe3yJbTa-
TaM MPOBEACHHOTO UCCIEIOBaHUS MPEATIOKESHHUS! SABISIOTCSA CYIIECTBEHHBIM
BKJIaJIOM B Pa3BUTHE COBPEMEHHOIO TPaXkIaHCKOTO TPaBa.

B nepBoii riaBe aBTOp AaeT oOIIYI0 XapaKTEPUCTUKY COCTOSHUS MPaBO-
BOH OXpaHbI JIEKaPCTBEHHBIX cpencTB B Poccuiickoit denepanuu u 3a pyoe-
YKOM, aHaJU3UPYET MOCIeIHNUE U3MEHEHHsI POCCHIICKOTO 3aKOHOATEIbCTBA.
B yactHocTH, B MOHOTpaduM yuTEHBI OCIEAHIE HOBEILIbI, KOTOPHIMU Mpe/-
YCMOTPEHO IMOJIO’KEHUE O IOMOTHUTEIFHOM ITaTEHTE Ha JIEKApCTBEHHOE Cpel-
CTBO. ABTOPOM IPOBEACH CPABHUTEIbHBIN aHATN3 C AHAJIOTUYHBIM UHCTUTY-
TOM CBHJIETEJIbCTB IONOJHUTENBHOM OXpaHbl, AeiicTByomM B EBpornelickom
Coro3e. ITo pe3ynbratam ObLTH OMpPENEICHBI YCIOBUS ONTUMAILHOTO (DYHK-
[IUOHUPOBAHUS CUCTEMBI IIPABOBOTO PETYIUPOBAHUS MATEHTOCIIOCOOHBIX Jie-
KapCTBEHHBIX cpencTB B Poccuiickoit denepanuu.

* Hunuuesa A. B. JlekapcTBeHHBIE CpeACTBa Kak 0OBEKTHI MATEHTHBIX TpaB. M.: UH-
dhorponuk Menua, 2016. 184 c.
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B MoHoTpadun paccmarpuBaeTcs orpeesieHIe MOHATHS «JIEKapCTBEHHOE
CPEACTBO» B POCCUICKOM U 3apyOeKHOM IpaBe, a TAK)Ke HEKOTOPBIX APYTHX
TEPMHUHOB: «JIEKAPCTBEHHBIN Mpemnapar», «hapMmareBTudecKkas CyOCTaHIIUs»
U «JIEKapCTBEHHOE CPEJCTBOY, «ONOIOTHYECKast TEXHONOTHs». B mepBoii ria-
BE paccMOTpeHa crienupurka oOMUX YCIOBUN MAaTEHTOCIIOCOOHOCTH JIeKap-
CTBEHHBIX CPEJICTB KaK N300PETEHHIA.

B xo7e 03HaKOMIIEHHSI ¢ TEKCTOM BBI3Bajla MHTEPEC KATETOPHs BOCIIPOM3-
BEJICHHBIX JICKAPCTBEHHBIX MTPETIAPATOB, UMEHYEMBIX «TCHEPUICCKUMI, WU
«DKCHEPUKOBBIMIY TIperaparaMu. DaKTUYECKU JHKCHEPHK SIBIISIETCS KOTIH-
€l OpUTHHAIEHOTO JIEKAPCTBEHHOTO CPEJCTBA, TAK KaK COAEPIKUT TaKyIO K
(apMareBTHYEeCKyI0 CyOCTaHIIUIO, B TaKOH K€ JIEKapcTBEHHOU (hopme, 4TO
Y OpUTHHAIBHOE JIEKAPCTBEHHOE cpeicTBO. [1o 3Tl mprunHe nomydeHue na-
TEHTa B OTHOILIEHUH JKEHEPUKA HEBO3MOXKHO, 1 UMEHHO MTO3TOMY JKEHEPHUK
MoCTyTaeT B 00palieHne TOIbKO MOCie HCTEUEHHs CpOKa JIEHCTBHS MaTeHTa
Ha OPUTHHAIIFHOE JIEKAPCTBEHHOE CPEACTBO.

Tem He MeHee Ha TPAaKTHKE BO3HUKAET MHOXKECTBO CIIOPHBIX BOIIPOCOB,
CBSI3aHHBIX C MTPABOBBIM PEKMMOM HCIIOJIb30BaHHS MaTepHUajoB MCCIeI0Ba-
HUI OpUTHHAJIBHBIX IPENapaToB, a TAKXKE C ONpeIeIeHHeM MOMEHTA, HaulHas
C KOTOPOTO MPOU3BOJUTENH JPKEHEPUKA B TEUEHUE CPOKa JACHCTBUS MaTeHTa
Ha OPUTHHAIBHOE JIEKAPCTBEHHOE CPEACTBO MOXKET HAuyaTh OCYIIECTBIIATH
MOJITOTOBKY K BBEACHHIO HDKEHEpUKA B 00OPOT. ABTOPOM Mpejjiaraercs 3a-
MMCTBOBaHHE Tak Ha3biBaeMoro «llomoxenust bomapy, mupoko npumeHse-
MOTO B 3apy0exHOM 3aKkoHomaTenseTe. [Ipennoxkenne A. B. [Tummuesoii 3a-
CITy’)KUBAeT MOAIEP>KKU BBUIY €T0 IeJIeCO00Pa3HOCTH.

Taxke B TepBOM INIaBe aHAJIM3HPYETCS BAXKHBIA BHJI JIEKAPCTBEHHBIX
CPEICTB, UMEHYEeMbIii «Op(paHHBIMH TpernaparaMu», B TOM YHUCIE C IO3H-
UM 3aKOHOJIATENILCTBA 3apyOeKHBIX cTpaH. OpdaHHbIe Mpenaparsl (0T aHIIL
«orphany/«orphan drug»/«orphan medicinal products») — dapmareBTrye-
CKHE CpENICTBa, pa3paboTaHHbIE /ISl JICUEHHS PEAKUX 3a00JIeBaHUH, KOTOpbIE
YCJIOBHO Ha3bIBAIOTCS Op(aHHBIMU ((CHPOTCKUMM») OOJNE3HAMU. 3acy KrBa-
€T TOJIPIKKHY TIPEUIOKEHUE aBTOpa 00 YBETMUEHUN CPOKA JCHCTBHS 3aIIUTHI
JTAHHBIX WCCIIEOBAaHUK B OTHOIICHWU Op(aHHBIX MpPEnapaTtoB U O BHECEHHU
COOTBETCTBYIOIIMX M3MEHEHUH B (pereparbHOE 3aKOHONATEIHCTBO. JTa WHH-
[IMaTHBA CIIOCOOCTBYET CTUMYJIHPOBAHHIO PAa3paOOTKH TAKUX MPETApaToB.

Bo BTopoii 111aBe JI€KapCTBEHHOE CPEICTBO PACCMATPUBACTCS KaK OOBEKT
MAaTEHTHON OXPaHBI C TOUKH 3PEHUSI POCCUHCKOTO 3aKOHOIAaTEIbCTBA, a UMEH-
HO — ['paxxnanckoro konekca PO.

ABTOpOM NpoaHaNIM3UpOBaHA HOBEJUIA O BbIJaue AOMOIHUTEIBHOTO Ma-
TEHTa Ha JIEKapCTBEHHOE CPEJACTBO. B Xozme 3TOro aHammsa MpenioKeHbI
KOHKPETHBIE YCJIOBHUS BBIAAYH JOTIOJIHUTEIFHOTO MAaTeHTa, U3 KOTOPBIX Clie-
IyeT, 4To J000e JIpyroe BTOPUYHOE HCIIOIB30BAHWE AKTUBHOTO WHTPEIH-
€HTa, B TOM YHCIIE JUIS JISYEHUS JPyruX 3a00JIeBaHUH (TO €CTh MO0 BTOPOMY
MEIUIIMHCKOMY TPUMEHEHUIO), HE OXBaTHIBACTCS BBIAHHBIM pa3perieHHeM
Ha MPUMEHEHHUE M, COOTBETCTBEHHO, HE MOJICKUT JOTIOTHUTEILHOM 3a1UTe
MyTeM BBIJA4YH JOMOTHUTEIBHOTO MaTEeHTA.

Oco0yro IIEHHOCTh MPEJCTaBIsSET aHaIU3 CTPYKTYphl 3aKOHOAATEINb-
HOW 0a3bl, peryIupyIOLIel JIEKapCTBEHHbBIE CPEICTBA M MX 000POT, KOTOPBIN
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MO3BOJIMJI BBISIBUTh HEJOCTAaTKM HOPMATHUBHO-TIPABOBOIO PETYIUPOBAHMUS.
B Hacrosiiiee BpeMsi B 3aKOHOAATENCTBE CYIIECTBYET CMEILICHUE MaTepralib-
HBIX U TpolueccyaibHbIX HOpM. A. B. IlunmueBoii ObuH clienanbl KOHKPET-
HBIE MPEUIOKEHHS M0 KOHCOJMUIAIMU CYIIECTBYIOIIUX HOPM MarepuaibHO-
IPABOBOTO XapakTepa B COOTBETCTBYIOMIMX (emepanbHBIX 3aKOHAaX.
[IpomeccyanibHbIE HOPMBI TIpeaaraeTcs 00beIUHUTL B aIMUHUCTPATUBHOM
pernamente PocrareHTa mo paccMOTpPEHHIO, SKCIIEPTU3€ U BbIJa4ye B yCTa-
HOBJIEHHOM TIOpsi/IKe TaTeHToB Poccuiickoit Denepanyu Ha U300pETEHISI, HC-
KJIFOYUB TIPU 3TOM U3 BEAOMCTBEHHBIX HOPMATHBHBIX aKTOB OTJEJIbHBIC T1O-
JIOXKEHUS1, KaCaIOIINeCs TaTeHTOBAHUS JIEKAPCTBEHHBIX CPEJICTB.

XoyeTcsi moJIepKaTh YTBEPKEHNE aBTOpa O TOM, UTO MPHU MPEIOCTaAB-
JICHUU TIPABOBOM OXpaHbl OT/IEJIBHO B3 TOMY XUMUYECKOMY BEIIECTBY, KOTO-
poe ABIISIETCS JIEKAPCTBEHHBIM CPEACTBOM, JIOTHYHO PACIIPOCTPAHSATH 3aIIUTY
¥ Ha TIPOU3BOIHBIE (DOPMBI TAHHOTO BeIIecTBa (CoH, 3PUphI, N30MEPHI, CME-
CH U30MEPOB U JIp.) B CUITY TOTO, YTO TI0O CBOMCTBAM OHU MOTYT CYIIIE€CTBEHHO
OTJIMYATHCS OT MEePBOHAYAIBLHOTO BemiecTBa. OOBbEKTUBHAS HEOOXOAUMOCTD
TaKOW TIPABOBOM OXpaHBI 0OYCIIOBJICHA 3aIIUTON MHTEPECOB Pa3padOTIMKOB
HOBBIX JIEKAPCTBEHHBIX CPEACTB U MPENapaToB.

BrI3bIBaeT MHTEpEC YTBEPKICHUE aBTOPA O TOM, YTO HOBasi KOMOWHAIIHS
(KOMITO3UIIMS) U3BECTHBIX PAHEE BEIIECTB MOXKET OBITh MPU3HAHA MATEHTO-
crocoOHo, ecnr 3 eKT OT JTaHHON KOMOWHAIMH BEIIECTB Oy/IeT HACTOILKO
HEOXXUIAHHBIM U TIOJIE3HBIM, YTO JIJIS CTICIIMAINCTa B JAHHOK 00sacTu, 00ma-
JAIONIET0 OOBIYHBIMH 3HAHUSIMU, OH OyleT HeoueBUIHbIM. He coBceM sicHO,
KaK MOYXHO BBISIBUTB, UTO HOBAsi KOMITIO3HUIIKS, COCTOAIIAS U3 YK€ U3BECTHBIX
BEIIECTB, ObLIA MOYyYCHA B PE3YJIETATE IIEJICHAPABICHHOTO UCCIICIOBAHNUS,
a HE KaK UTOT OOBIYHOTO MEPEUUCIICHUS TI0JIE3HBIX CBOHCTB COCTABIISIOIINX
JTAHHOW KOMITO3ULUH.

B otHomenue panee 3aperucTpupoOBaHHBIX JIEKAPCTBEHHBIX MTPENaparos,
BITOCJICJICTBUU MTPOU3BEICHHBIX B IPYTUX JIEKAPCTBEHHBIX (hopMaxX, B HOBOU
TO3UPOBKE (TIPU JTOKA3ATEIHCTBE €€ KIMHMYECKOW 3HAaYUMOCTH U d(Hh(HEeKTHUB-
HOCTH), C IPyTUM COCTaBOM BCIIOMOTaTEIbHBIX BEIIECTB BOZMOXXHO IMOJTyYe-
HUE TIaTeHTa Ha M300pEeTeHHEe MPH YCIOBHH COOTBETCTBUS TAaKHX OOBEKTOB
BCEM YCIIOBHSM TaTEHTOCIIOCOOHOCTH.

Taxxe cieayer yCTaHOBUTH, YTO TMOCJE MPEKpaIleHUs JEHCTBUS MTEPBO-
HAYaJIbHOTO (OCHOBHOTO) MATEHTA Ha BEUIECTBO WJIM KOMOWHAIIMIO BEIECTB
HUKTO HE MOXET MPETEeHI0BaTh Ha MOJTyYeHUE aTeHTa B OTHOIIICHUH TEX Ke
CaMbIX BEIIECTB WJIM KOMOMHAIIMU BEIIECTB, B3SATHIX B JPYroM JIeKapCTBEH-
HOI opme, B HOBOW TO3UPOBKE, C IPYTUM COCTABOM BCIIOMOTATEIIbHBIX Be-
IIECTB.

OTnenbHOTO pacCMOTPEHUS 3aCIyKUBAET TPEThA TJIaBa MOHOTpaduH, 1o-
CBAILIEHHAs TaK HA3bIBAEMOMY «IIOJIOKEHHIO bonapy, HanpaBieHHOMY Ha 3a-
IIUTY JIaHHBIX B OTHOIICHHHM HOBBIX XMMHUYECKUX BemecTB. CyTh JaHHOTO
MOJIOKEHUSI 3aKJIIOYAETCS] B OTPAHUYCHUH UCKIIIOYUTEIHHOTO TpaBa MaTeH-
TOOOJAIaTeNsl HA OPUTHHAJIBHOE JIEKAPCTBEHHOE CPEJICTBO, YTO TMO3BOJISIET
OMpeesaTh MEXaHU3M MoJoXkeHus1 boiap Kak OCHOBHOTO PEryJsTopa OTHO-
HICHUN MEXAY MPOU3BOAUTENISIMU OPUTHHAIBHBIX U JPKEHEPUKOBBIX JIEKap-
CTBEHHBIX CPEJICTB.
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[Tonoxxennem bonap ompenenseTcs TOT MOMEHT, HauyuMHas C KOTOPOTO
IIPOU3BOJUTENb BOCIIPOU3BEJCHHOIO JIEKAPCTBEHHOIO Mperapara MOXKET
710 UCTEUYEHHUs CpOKa JEUCTBUS MaTeHTa Ha OPUTHMHAJIbHBIN IIpenapaT HadaThb
IIpeIPUHUMATE ONIPEEIICHHbIE JEHCTBUS C LEJIbIO TOTOTOBKH CKOPEHIIIETO
IIPaBOMEPHOI0 BBIBOJIa BOCIIPOU3BEAECHHOTO IIPEnapara Ha PhIHOKIIOCIIE HC-
TEUEHUsl CpoKa JEHUCTBUS MAaTEHTa HAa OPUTMHAIBHOE JIEKAPCTBEHHOE Cpe-
CTBO.

BBuay ycnemHoro npuMeHeH s B 3apy0exHOM 3aKOHOJATENbCTBE, a TaK-
K€ YUUThIBas HAJIWYUE IOPUAMYECKHUX KOJUIM3UN O BO3MOXKHBIX JEHCTBUSX
B OTHOLIEHUM 3aIaTE€HTOBAHHOI'O JIEKAPCTBEHHOTO CPE/ICTBA, OYEBUIHA IiE-
J1€cO000pa3HOCTh BHEAPEHHS «HON0XKeHus bomapy B HallMOHAIBHOE 3aKOHO-
JaTeNbCTBO.

BrrsiBieHHBIE TPOOIEMBI U CACTaHHbIE TI0 UTOTaM UCCIIEIOBAHMUS TIPEJI0-
KEHHUsS B 00IaCTH MPABOBOTO PETYIMPOBAHUS JICKAPCTBEHHBIX CPEJICTB CIIO-
COOCTBYIOT JaJIbHEHIIIEMY Pa3BUTHIO TOKTPUHBI M 3aKOHOAATeNbCTBa Poccwii-
ckoit @enepaniuyl B 0071aCTH MATEHTOBAHUS JIEKAPCTBEHHBIX CPEICTB, a TAKKE
MOTYT OBITh HCIOJIB30BAaHBI B MPABONPUMEHUTEIBHOW U 3aKOHOTBOPYECKOM
NEeSTENIbHOCTH. PacCMOTpPEH szt IPaBOBBIX BOIIPOCOB, paHEE HE OTPAKEHHBIX
B POCCUICKOM 3aKOHOTBOPUYECKON IIPAKTHUKE.

Bce BblIIEU310)KEHHOE MTOAYEPKUBAET LIEHHOCTh JaHHOM paOOThI IS CO-
BPEMEHHOTO POCCHICKOTO TPasKIAHCKOTO IIpaBa.
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