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HaykxoBe nociijkeHHS NPHUCBSYCHO INPABOBOMY PETYITIOBAHHIO 1HHOBA-
iHHOT AisUTBHOCTI YYAaCHUKIB HAIIOHAIBHOI IHHOBAIIIHOI CHCTEMH Ha eTarri
(byHIaMEHTANBHAX JOCIIHKEHD Ta EKCIIEPUMEHTATBHIX PO3POOOK JTIKAPCHKUX
3aco6iB. JlocmiKeHi HOpMHU 3aKOHOABYMX aKTiB, sIKi BCTAHOBIIOIOTH IPaBO-
Bi 3aca/ii CTBOPEHHS HOBUX JIIKapChKUX 3ac00iB. BuBueHi mpaili HayKoOBIIB y
cdepi npaBa Ta EKOHOMIKH, SIKi JOCIIJDKYBAIN 1HHOBALIWHY AISUIBHICTB (dap-
MaleBTUYHUX MiJIPUEMCTB. J[OCSATHYTO BHCHOBKY IIO/0 HEOOXiTHOCTI MO-
JIANIBIINX HayKOBHX JIOCIIIKEHb 3 TIPOOJIEM IIPaBOBOTO PETYIIIOBAHHS PO3PO0-
KM JTIKapChKUX 3aC00iB.

KurouoBi cioBa: nmikapcbki 3aco0u, iHHOBaIliffHA JisSUTEHICTH, TIPAaBOBE pe-
TYIIOBAHHS.
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Scientific research is devoted to the legal regulation of innovation activities
ofthe national innovation system participants at the stage of fundamental research
and experimental development of medicines. The norms of legislative acts that
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3nilicHeHHsT HayKOBHX JOCII/DKEHb JUIsl CTBOPEHHS HOBHX JIiKap-
CHKHX 32C001B 3a0€31euy€e KOHKYPEHTO3IaTHICTh (hapMalleBTHIHOI rairy-
31 eKoHOMIKH YKpainu. HamexHe mpaBoBe peryroBaHHs (yHIaMEHTATb-
HUX JIOCII/KCHb Ta EKCIICPUMEHTAILHIX PO3POOOK JIIKApChKUX 3ac00iB
MMOBUHHO CIIPUSATH HAYKOBO-IOCIIIHIN AisuIbHOCTI B YKpaiHi. Came ToMy
o0OpaHa TeMa HayKOBOTO JIOCII/IKCHHSI XapaKTEPH3YEThCSI CBOEIO aAKTY-
AIBHICTIO.

IHHOBaMiitHA TisTBHICTE ¥ cdepi 00ITY JIKapChKUX 3ac00iB HEOITHO-
pasoBo Oyia MpeaMeTOM HayKOBHX TOCIIIKEHB MTPaBHUKIB, EKOHOMICTIB
ta (papmanestiB. 30kpema, O. C. XOBIyH CTBEpIKYBaB, L0 Yy4aCHH-
KaMH iHHOBaliHHUX BIHOCHH y (apMmaueBTHuHIA cdepi € cnenndivni
Cy0’€KTH, MPAaBOBIIHOCHHH MK SIKMMH PETYIIIOIOTHCS TaTy3eBUM (apma-
LIEBTUYHUM 3aKkoHOnaBcTBOM [11, c. 138]. Jlane TBepIKEeHHS, OHAK, HE
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Jla€ 3MOTY 3pO3YMITH KOJIO YYaCHHKIB iIHHOBAIIMHOT AisLIBHOCTI Yy cdepi
00Iry JTKapChKUX 3acO0iB.

B. M. IlamkoB Haromomnrye, IO OJHAM 3 HAMPSMiB IHHOBAI[IHHOT -
SUTBHOCTI Y (hapMarieBTHYHIA TTPOMHUCIIOBOCTI € CTBOPSHHS 1IHHOBAIIIMHAX
JIIKapChKUX 3aC001B, TPOBEICHHS 1X KIIHITHHUX JTOCIIKEHD Ta MoajIbIna
peecTparis 1 mpoMHuciIoBe BUpOOHHUITBO [6, ¢. 208]. OKpiM TOKTpHUHAIIH-
HUX pO3pOOOK, MPIOPUTETHI HANPSMU HAYKOBHX JIOCTIDKeHb Yy cdepi
(hapmarrii 3akpimieHi Ha 3aKOHOAABYOMY piBHi. BifamosigHo 1o m. 5 4. 1
cT. 4 3akony Ykpainu «lIpo mpiopuTeTHi HapsMU IHHOBAIIHOT JTisiTh-
HOCTI B YKpaiHi» BIPOBaKEHHSI HOBUX TEXHOJIOTIH A (hapManeBTHKH
€ OJHMM 31 CTpaTeriYHUX MPIOPUTETHUX HANPSMIB IHHOBALIHHOI IislIb-
Hocti Ha 2011-2021 poxku [7]. 3rigno i3 m. 5 4. 1 ct. 3 3akony Ykpa-
ian «IIpo mpiopuTeTHi HANPSAMU PO3BUTKY HAyKH 1 TEXHIKW» OIHHUM i3
MPIOPUTETHUX HAMPSMiB PO3BUTKY HAayKH 1 TexHiku Ha mepiog a0 2020
POKY € HOBi TEXHOJIOTII MPOQIIAKTUKK Ta JiKyBaHHS HAHTIOMINPEHIINX
3axBOproBaHb [8]. OTke, 3aKOHOAABIII Ta HAYKOBLI BiIOKPEMITIOIOTH Ta-
KU HampsiM iHHOBaLIWHOI JisUTbHOCTI y Tamy3i (hapMariii, SK CTBOpEHHS
IHHOBAIIMHUX JIIKapChKUX 3ac00iB. BripoBa/keHHS HOBHX TEXHOJOTiH
JUisl (papMalneBTHKHA BU3HAHO TPIOPUTETHUM HAIlPSIMOM iHHOBAIIHHOT JTi-
SUTBHOCTI B YKpaiHi.

3HAYHOT yBaru 3aciiyrOBY€ BU3HAYCHHS CYyTHOCTI IHHOBAIIHHOTO JIi-
kapchkoro 3aco0y. Ha mymky 1. C. BopoHiHO1T iHHOBAITIHUM JIIKApCHKUM
3aco000M € JTKapChKui 3acid, mo OyB yIepiie y CBiTI 3apeecTpoBaHUM
Ha OCHOBI ITOBHOTO PEECTPAIIMHOTO JOCHE (TIOBHOTO KOMIUIEKTY IOKY-
MEHTIB IOMI0 HOTO €(heKTHBHOCTI, OE3IEKH Ta SIKOCTi) Ta Ma€ MaTeHTHUH
3aXUCT aKTUBHUX KOMITOHEHTIB Ha MeBHUH niepion gacy [1, c. 54]. Bogno-
gac, H. C. KiryHKo BHOKpeMITIOE JIeKiIbKa PiBHIB iHHOBAIIHOCTI JIiKap-
CHKHUX 3ac00iB: HOBH3HA MOJICKYJIM, HOBU3HA JIIKAPCHKOTO Ipenapary Ha
OCHOBI BiZJOMOT MOJIEKYJIH, HOBH3HA B1JIOMOTO JIiKapChKOTO mpenapary [3,
c. 66]. BpaxoBytoun HasiBHICTb AEKITBKOX TOYOK 30py HAyKOBIIIB 3 LIbOTO
MIPUBOLY, HEOOX1THUM BUIVISIIAE 3aKPIIUICHHS OHSATTS IHHOBALIMHOTO JIi-
Kapcbkoro 3aco0y B 3akoHi Ykpainu «IIpo mikapceki 3aco0m».

Hocnigauku y chepi eKOHOMIKH TaKoXK MPHUIUISIIN yBary iHHOBaIik-
Hill AisbHOCTI y cdepi o0iry mikapcbkux 3aco0iB. 3okpema, O. B. JliT-
BiHOBA BH3HAua€ TaKi HANPSMH IHHOBALIHHOI JiSTBHOCTI (hapMaiieBTHY-
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Hoi ramy3i YkpaiHu, sk peajizallisi KOMIDIEKCHUX JepKaBHUX MPOrpam
IIOJI0 PO3POOKH 1 BIPOBA/DKEHHS Y BUPOOHUIITBO IMITOPTO3AMIIIYIOUNX
JKapCchKUX 3ac00iB, aKTUBI3aIlisl y9acTi HAYKOBUX 1 HAyKOBO-TIEAArori-
HUX TIPAIiBHUKIB B OTPUMaHHI TPaHTIB MIKHAPOMHUX OpTaHi3allii Ha
pO3p0o0OKy HOBHUX JIIKAPCHKHUX 3ac00iB, hopMyBaHHs iH(DOpPMaIiitHOI 6a3n
100 PO3POOKH JIKAPCHKUX 3aCO0IB /IS MOJIETIICHHS TTONIYKY iHBECTO-
piB [4, c. 75]. 3nilicHeHHS JaHWUX HANPSIMiB IHHOBAIITHOTO PO3BUTKY TIO-
TpeOye BiJIMOBITHOT HOPMAaTUBHO-IPaBoBOi Oa3u. Hanmpukiaa, po3pooku
Jep>kaBHOI MpOrpaMu MIATPUMKHM HAYKOBHUX AOCHIDKEHb 31 CTBOPEHHS
IHHOBaIIHHUX JIIKAPCHKUX 3aco0iB. B skocti iHpopmariitHOl 6a3u mis
PO3pOoOKH JTiKapchKHX 3ac00iB, siKy npononye creoputu O. B. JliTBiHOBA,
L[IJIKOM MOYKJINBO BUKOPUCTOBYBATH PEECTP 1HHOBALIMHUX ITPOEKTIB, PO3-
MillleHu# Ha caiiTi MiHicTepcTBa OCBITH 1 HayKn YKpaiHH.

[IpaBoBi 3acaju 3/1iHCHEHHS HAYKOBUX JIOCIIPKEHb 31 CTBOPEHHS HO-
BHUX JIIKapChKUX 3ac00iB BCcTaHOBIeHI 3akoHoM Ykpainu «[Ipo sikapcbki
3aco0u» Ta OCHOBaMHU 3aKOHOJIABCTBA PO OXOPOHY 3A0POB’s YKpaiHH.
Bignosiguo 1o 4. 1 cr. 5 3akony Ykpainu «IIpo mikapceki 3aco0uy, Ji-
KapchKi 3ac00M MOXKYTh CTBOPIOBATHCH MiANPHEMCTBAMH, YCTaHOBAMH,
OpraHizaiisiMi Ta TpoMajasHaMu. Y CT. CT. 6—9 nporo 3akoHy YkpaiHu
BCTAHOBJICH] TIOPSAIOK 1 IMiICTaBH MPOBEACHHS KIIHIYHUX, TOKTIHITHHX
BHITPOOYBaHb JIKapChKUX 3ac00iB Ta iX Aep:kaBHOI peecTpaii [9]. 3ria-
HO 3i cT. 20 OCHOB 3aKOHOJAaBCTBA PO OXOPOHY 3M0POB’S YKpaiHW H0-
CITiDKEHHS Yy c(epi OXOPOHH 3T0POB’SI IPOBOMATHCS aKaACMITHUMH 1 Bi-
JOMYMMH HayKOBUMHU YCTaHOBAMH, HABYAJIbHUMH 3aKJIaJaMU Ta IHIIUMU
HayKOBHMH yCTaHOBAMH 1 MiAPO3/iJIaMi a00 OKpEeMUMHU HayKOBISIM. Bu-
LI0I0 HAYKOBOIO MEIMYHOIO YCTAaHOBOIO YKpaiHHU 31 CTaTycoM cCaMOBps-
HOI oprani3arii € Akajgemis MeIUYHUX HayK YKpaiau [5]. OTxe, 3aKOHO-
JIaBUi aKTH BU3HAYAIOTH JIMIIE KOJIO CYO’ €KTIB, IKi MOXKYTh 3/I1HCHIOBATH
JOCITI/PKEHHS JIJIsl CTBOPEHHS HOBUX JIIKAPCHKHUX 3aC00iB.

OKpeMHUM Mi/I3aKOHHUM aKTOM, SIKHH OU peryiroBaB mpoOIeMH po3-
POOKM 1HHOBaLIHHUX JIIKAPCHKUX 3ac00iB MoIIa O cTaTu Aep:kaBHa Mpo-
rpama miATPUMKH 1HHOBaLiiHOI AisUTBHOCTI y cepi 00iry JikapchKux
3aco0iB. JlepkaBHa iIbOBa HAyKOBO-TEXHIYHA MpOrpaMa po3poOsieHHS
HOBITHIX TEXHOJIOT1 CTBOPEHHS BITYM3HSHHUX JIIKAPCHKUX 3ac00iB JUIs
3a0e3IeueHHs] OXOPOHU 3/10poB’ st aronuHu Ha 2011-2015 poku Oyna 3a-
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TBep/KeHa nocraHoBoto Kabinety MiHicTpiB Ykpainu Bij 22 4epBHS
2011 poxy Ne 725. lana Ilporpama nependadana CTBOPEHHS TOCITITHAX
3pa3KiB JIKapChKHUX 3ac00iB, PO3pOOJIECHHS CyJaCHUX TIarHOCTHUYHUX Ta
JKapChKUX TMPEerapariB, MiATOTOBKY TeXHOJOTIYHOT mokymeHTartii [10].
Bonnouac, nana [Iporpama Oyna npunuHeHa JOCTPOKOBO BiJIIOBIAHO 110
nocraHoBu Kabinery MinictpiB Ykpainu «leski nuTanHs onTumizanii
Jep KaBHUX LUTBOBUX MPOrpaM i HAliOHAJILHUX MPOEKTIB, €KOHOMIi Oro-
JUKETHUX KOIUTIB Ta BU3HAHHS TaKMMHU, IO BTPATWIM YAHHICTh, ACSKUX
aktiB Kabinety Minictpi Ykpainm» Big 05 6epe3us 2014 poky Ne 71 [2].
OTxe, Ha TeNepilHii Yac BiJICYyTHs JepiKaBHA IiJIbOBa Mporpama po3-
poOKHM HOBHX (IHHOBAIIHUX) JIIKAPCHKUX 3aCO0IB.

Takum 9rHOM, 3aKOHOJABUI aKTH YKpaiHW BCTAHOBIIOIOTH MPIOPH-
TETHI HAMPSMU HAyKOBHX TOCITIKEHB ¥ cepi 00iry JKapchbKuX 3aco0iB,
a TaKo)X BH3HAYAIOTh KOJIO MIAMPUEMCTB Ta 0OCi0, SKi MOXKYTh 37iCHIO-
BaTH (DyHIAMEHTANbHI JIOCHI/DKEHHSI Ta €KCIepUMEHTAIbHI PO3POOKHU
nikapcbkux 3aco0iB. [IpobGnemu cTBOpeHHST HOBUX (IHHOBAIIHHX) JIi-
KapchbKHX 3ac0o0iB MPHUBEPTAIOTh yBary HayKOBLIB Yy raiy3i mpasa, eKo-
HOMikU Ta ¢apmanii. BogHoyac, HeoOXiAHICTH PO3POOKH Ta MPUHHATTS
Kab6inerom MinicTpiB YkpaiHu okpemMoi JepKaBHOI LIIbOBOI MPOrpamMu
MiATPUMKH CTBOPEHHS IHHOBAIIIHUX JIIKAPChKUX 3aC00iB BUKIIMKAE T10-
TpeOy y MOJANIBIINX HAYKOBHUX JOCIIPKEHHSIX JAHOT TPOOIeMaTHKy.
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