MIHICTEPCTBO OXOPOHMU 3/I0POB’Sl YKPAITHU

(MO3)
Byn. M.I'pymeBcekoro, 7, M. Kuis, 01601, texn. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web: http://www.moz.gov.ua, kox €IPIIOY 00012925

Jlep:xaBHA peryJsiTOpHa CJIy:k0a
Ykpainu

MiHiCTepCTBO OXOPOHU 30pPOB’S YKpaiHU pO3rJsHylo Juct JlepkaBHOI
perynsitopHoi cinyk6u Ykpainu (mami — JPC) Big 13.01.2021 Ne97/0/20-21 mono
HaJaHHS PO3’SICHEHb N0 MPOEKTY 3aKkoHy YkKpainu «lIpo BHECEHHS 3MiH A0 JESIKUX
3akoHIB YKpaiHu, CHOpsSMOBaHUX Ha 3a0€3MEUEHHS] MOXJIMBOCTI 3aKyIIBEb
JKapChKHUX 3aCO0IB 3a IOTOBOPAMH KEPOBAHOTO JOCTYITY» (Haii — MPOEKT 3aKOHY) 3
ypaxyBaHHsM BuMor crtarti 1 3akoHy VYkpainum «llpo 3acagm nep:kaBHOi
PEryJISATOPHOI MOMITHKKM y cdepl Tocnogapchbkoi AISIBHOCTD) Ta IOB1IOMIISE
HACTYIIHE.

JIuctom MO3 Big 16.12.2020 Ne25-04/38327/2-20 (nam — Jluct) no APC Oyno
HaIpaBJICHO JUIsl PO3MIISAY MIATOTOBICHHUM MPOEKT 3akoHy Ykpainu «IIpo BHeceHHs
3MIH JI0 JCSKUX 3aKOHIB YKpaiHH, CHPSIMOBAHMX Ha 3a0€3MEUYECHHS MOKIJIUBOCTI
3aKyMiBeIb JIKAPCHKUX 3ac00iB 3a JOTOBOpaMHM KEpPOBAHOTO JOCTymy» (mam —
MIPOEKT 3aKOHY).

[IpoexT 3akoHy pO3pOOJIEHO 3 METOI0 YJOCKOHAJICHHS JOCTYIy TAIlI€HTIB 10
OpUTIHATBHUX (IHHOBAIIMHMX) JIKAPCHKUX 3aC00IB 32 PaXyHOK OIOJIKETHUX KOIITIB
13 3aCTOCYBaHHSAM MPOLEAYpP JOTOBOPIB KepoBaHOTO aoctymy (nam - JAKJI), a Takox
JUIsL peaimizallii nmoyiokeHb 3akoHy Ykpainu Bin 18 Oepesns 2020 poky Ne531-1X
«IIpo BHECEHHs 3MiH A0 JEAKUX 3aKOHIB YKpaiHW, CIPSIMOBAHUX Ha IMiABUIIECHHS
JIOCTYITHOCT1 JIIKapChKUX 3ac001B, MEIUYHUX BUPOOIB Ta JOMOMIKHHUX 3ac001B 10
HUX, AKl 3aKYy[OBYIOTbCS OCO0OI0, YIIOBHOB&)KEHOIO Ha 3JIIMCHEHHS 3aKyliBENb Y
cdepil oxoponu 370poB’s» (mam — 3akoH Ne531-IX), BpaxoByrouu CBITOBHM J0OCBIiJ
Ta ocobimBocTi 3actocyBaHHs mnpouenyp K/, a Takox ajis yCyHEeHHsSI KOHQIIKTY
Mmix HopMmamu 3akoHy Ne531-IX Tta 3akony VYkpainu «[Ipo myOmiuHi 3aKkymiBii» B
yacTuHi 3actocyBanHs 10 JIK/] nponenyp myOaiuHUX 3aKyiBEb.

Honatkom no Jlucta Oyno HamicIaHO aHaMI3 PEryasSTOPHOTO BIUIMBY JI0
MPOEKTY 3aKOHY, OKPIM TOTO MPOEKT 3aKOHY OyJIO ONMPUIIOJHEHO JJIS TIPOBEICHHS
myOJYHUX KOHCYJIbTaIll 3 TPOMAJICHKICTIO Ha odiliiiHOMYy BeOcaiTi MiHicTepcTBa
OXOpPOHHU 310pOB’S VYkpainu (https://moz.gov.ua) 3a MTOCHUJIAHHSIM:
https://bit.ly/34zGX83

3 ornaay Ha HaBeleHy 1HdopMmalii Ta, BiANOBIIHO 10 § 38 PermameHty
Kabinety MinictpiB Ykpainu, 3aTBep/KeHoOro mnocraHoBor KaGinery MiHicTpiB
Vkpainu Big 18 nmumas 2007 poky Ne 950 mpocMMoO mOroauTd OpoekT 3akoHY B
OJIHOJICHHMM TEPMiH, y 3B’SI3Ky 13 HarajlbHOIO MOTPeOOI 3a0e3IeueHHs] JOCTYITy
NAIl€HTIB, 10 CTPAXKIAIOTh Ha BaXKl 3aXBOPIOBAHHSA, [0 OPUTIHAIBHUX
(IHHOBAIIMHUX ) JIIKAPCHKUX 3aCO01B.
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JlonaTtku:

1. IIpoekTt 3akoHy Ha 2 apk.

2. ITosicHIOBaJIbHA 3amUCKa Ha 6 apK.

3. lopiBHsIbHA TAOAHIIS HA 5 apK.

4. AHami3 peryIaTopHOTO BIUIMBY J0 MPOEKTY 3aKOHY Ha 28 apK.

5. Komist onpuimtoIHEHOT0 MOBITOMIICHHS TIPO OMPHIIIOJHEHHS MPOEKTY 3aKOHY
Ha | apk.

6. Jluct APC mono HananHs po3’sicHeHHs Ha | apk.

3actynauk MiHicTpa Ceitiana IIIATAJIOBA

ITanamapuyk 253-69-67
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JIEPKABHA PETYJISITOPHA CJIYXKBA YKPAITHU

ByJ1. Apcenansna, 9/11, m. Kuis, 01011, Ten./daxc (044) 239-76-40
E-mail: inform(udrs.gov.ua, Caiit: www.drs.gov.ua, xox 3rigao 3 €/IPIIOY 39582357

A M—.
Bl Ne Ha No 25-04/38327/2-20 i 16.12.2020

MinicTepcTBO OXOpPOHY 310POB’s YKpaiHH

Ilooo nadanns po3’ssCHeHHA

JlepxaBHa peryisTopHa ciyx0a YKpaiHu po3riisiHyla IPOEKT 3aKOHY YKpaiHH
«IIpo BHECEHHs 3MIH IO JESKUX 3aKOHIB YKpaiHW, CIPAMOBAHHX Ha 3a0e3leueHHs
MOJJIMBOCT] 3aKyITIBEIb JIIKAPChKUX 3ac001B 3a JOrOBOpPAMH KEPOBAHOTO IOCTYIY»,
HagaHdil ucTom  MiHicTepeTBa OXOpoHW 3/0poB’s YipaiHu Big 16.12.2020
Ne 25-04/38327/2-20, Ta 11OBIAOMIISIE.

3 ypaxysanusm sumor ctatTi 1 3axony Yxpainm «IIpo sacagm [aepikaBHOI
PETYIATOPHOT TONiTHKY Yy cdepl TOCMoAapchKol [IAIBHOCT) 3a3HAYEHUH BUIIE
poeKT 3akoHy VYKpaihy MICTHTE HOPMH PEryisTOpPHOIO XapakTepy, a HOro
HpUAHSTTS ToTpedye peanizanii mepeIdaveHux UM 3aKOHOM MPOLETYP.

T.s.0.ToioBU Ouer MIPOLIHIYEHKO

Anna KYUEP 2397612

Hepwann parvmyopss onvrls Vipaiug

BIAX NeB7/0/20-21 8if 13.01.2021
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AHAJII3 PeryISTOPHOIO BILIHBY

10 npoekTy 3akony Ykpaiuu «[Ipo BHeceHHs 3Min 10 gesikux 3aKoHiB
Ykpainu, cnpaMoBanux Ha 3afe3nedeHHs MOAKIHBOCTI 3aKyniBeb
JiKapesKHX 3aco0iB 33 JOrOBOPAMH KEPOBAHOIO AOCTYITY»

I. Busnadenns npodaemu

I8 Bepesus 2020 poxy Habpas uuuHOCTI 3akon Ykpainu «Ilpo BHeceHHs
3MIH JI0 JesKHX 3aKOHIB YKpalHH, ClpsIMOBaHWX Ha OiABMINEHHS JIOCTYIIHOCTI
MKapcbkux 3acoBiB, MeTHUHMX BHpOOIB Ta OOMOMIKHMX 3aco0iB 0 HHUX, S§Ki
3aKYNOBYIOThCA 0CO0010, YMOBHOBa)KCHOK Ha 3/IHCHEHHS 3aKynieab y cdepi
OXOpOHH 370poB’sa» Ne 531-1X (mami — 3akon Ne 531-1X),

Brazauum 3akomom Ne 531-1X, cepeit inworo, 6yn10 3anpoBaIkeHo B
Yxpaini npoueaypy 10roBopis KepoBaHOIo JOCTYITY.

Tak, 3akon Vkpainm «OcHoBM 3aKoHOZABCTBA YKpaiHM Npo OXOpOLY
300poB’si» (Jani - OcHOBH 3aKoHOJaBCcTBa Y KpaiHH Tpo OXOPOHY 310poB’s) Gyio
JIOIIOBHEHO cTaTTey 79 «Jorosopn kepoBaHoro goctymy». Bianosinno 1o
vacTHHM Tiepwioi ctarti 79" OCHOB 3aKOHOJABCTBA YKpalHH Mpo OXOpPOHY
3M0POB’sl UEHTPAILHUH Opral BUKOHABYO! BiajM, 10 3abe3neuye GpOpMyBaHHS Ta
peanizye IepiaBHY MOMITHKY Y cdepi OXOPOHH 3IOpOB’S, 3a BIACHOKO
IHiNiaTMBOO aBo 3a HOro JOpydeHHAM ocofa, YIOBHOBAKEHA HA 3iicHEHIS
3aKymiBenb y chepi OXOpoHM 310poB’A, Ta/aBo 3a IHILIATUBOK 3asBHHKA
(BracHHKA peccTpalliiHOroO MOCBIAYEHHS HA OPWTiHAILHWI (IHHOBALiHHMIA)
mikapcekuit  3acib  (opurinanpHuii  GiosoriuHuii  TiKapchKmii 3acid)/abo
YMOBHOB&)KEHOTO HUM MPEACTABHMKA) Mac MIPABO YKIAAATH JOTOBOPH KEPOBAHOTO
AOCTYIy i3 3aABHMKOM, B fAKHX I(1epeabadaroThesi yMOBH — [OCTA4aHHS
OpHUriHambHOro  (iHHOBaLiHHOTO)  JiiKapchkoro  3acofy  (OPHIIHATBHOTO
Gionori4Horo Jlikapcskoro 3acody) Ha TEPUTOPIIO YKpaiHH 3a KOWITH JepKaBHOTO
Oromkery Ta/abo micueBux GHOIKETIB 3 MeTO 3afesneyeHHs TOCTYITHOCTI TaKHX
JKapCchKMX 3acoDiB /1 NallicHTIB.

Binnosigso o yactuuu nepmoi crarti 791 OcHoOB 3akoHonaBcTBa YKpaiHH
PO OXOpPOHY 3/10POB’s UEHTPATbHHH OpraH BHKOHABYO! BIAJH, 11O 3abesnedye
GOpMyBaHHS Ta pealizye AepiaBHy MOMITHKY y cepi OXOPOHH 3/0poB’s, 3a
B/IACHOIO iHlLlIaTHBOK abo 3a foro JopyuenHsM oco0a, YIOBHOBA)XKEHA Ha
3MIACHEHHs 3aKyTiBeab y cdepi OXOpoHH 3I0poB’s, Ta/abo 3a IHILIATHEOK
3a5BHHKA  (BIAaCHWKa  peccTpauiifHOro  MOCBIMYEHHs 1A  OPHTiHANBHHIT
(igroBauiifHAI) nikapcekuii  3aci®  (opurinanbuuit  Giomoriunuii JIKAPCBKHI
3aci0)/abo ymoBHOBa/KEHOTO HUM NPEICTABHHKA) Mae NIpaBO YKIAJATH JOTOBOPH
KCPOBaHOro JOCTYNY 13 3as/BHMKOM, B SKHX NepenbauarThcsi yMOBH MOCTAYAHHS



OPHIIHAILHOTO  (iHHOBamMifiioro) JIKapchKoro  3acofy  (OPHIIHANLHOTO
OionoriyHoro siikapeskoro 3acody) Ha TEPUTOPil0 YEpaiHK 3a KOWITH AepKaBHOrO
OomxeTy Ta/abo MicLEBUX GIOKETIB 3 MeTON0 3abe3meyens JOCTYIIHOCTI TAKHX
JNIKapChKHUX 3ac001B JUIsl IAIi€HTIB.

Mexanism 3akynisenb i3 3acTocyBaHHSM 10roBOpiB KEPOBaHOTO JIOCTYINY
BHKOPUCTOBYEThCS y Darathox KpaiHax cBity: B Irtanii, ®panuii, Hinepaanmax,
Benerii, lseuii, danii, Ginngaaii, Asctpanii, JIuToBeEKii pecmyOumini Ta iHmLuX.

[pouenypu JIK]| BUKOPHCTOBYIOTECS NepeBakHO juisl 3a0e3Mmedenis OLIbL
IIBHAKOrO JOCTYNY /10 HOBHX [IOTEHLIHHO BHMIITHWX TEXHOMOTIH OXOpouu
310POB’s, AMA OTPUMAHHS HAMKPAIlOro MOKA3HMKA «BHTPATH-C(HEKTHBHICTEY T4
3abe3mevents JOCTYMHOCTI JIOPOrOBApTICHUX TmiKapcbKHX 3aco0is ansa Oinmsmiol
KiJILKOCTI IALi€HTIR,

Tak, ctatta 49 Koncrurynii Yipaiuu BCTAHOBJIIOC, IO JIEPHaBa CTBOPIOE
YMOBH JJIS e(DEKTHBHOI'O 1 JOCTYITHOIO MeIHYHOIO 00CITYTOBYBAHHA, 4 YACTHHOIO
HeTBeproro crarTi 8 OcHoB 3akoHOmAaBcTBa YKpaiHu mpo OXOPOHY 30pOB’4
BH3HAYCHO, INO JICp#aBa rapaHTye HajaHHd HeoOXiJlHMX MeIHYHHX NOCayr Ta
JIIKapChKUX 3aco0iB 3a paxyHOK KOWITIB JlepkaBHOro OrojuKeTy YKpaiHu.

Ans 1oTpUMaHHs NPUHIMIY NPaBOBOT BU3HAYEHOCT] 111010 npoueiyp JK/
BiZINOBiAHO 10 3akoHy Ne 531-TX, nopsnok mposeneHHs neperosopie monxo JK/I,
BHIHW TakWX [OTOBOPIB Ta MOPSAOK IX VKNaJeHHA, BUKOHaHHS, 3MiHH Ta
MPUIIMHEHHA, a TaKoX THMOBA ()opMa TaKOI0 [OTOBOPY 3aTBEPIKYIOTECH
Kabinerom Minictpis Vipainu.

Buxongun 3 nomoxkens 3akomy Ne 531-IX rta csitosoi IIPAKTHKH
3actocyBanus  JIKM, npomemypa JIKJ € okpemoro mpouejiypolo 3aKkymisimi
JMIKAPCHKMX 3ac00iB 38 PaxyHOK GHO/UKCTHMX KOWITIB MOpAn i3 ICHYIOUMMH Ha
ChOTO/HI B VKpaiui TipoleypaMi myGuiuHuX 3aKyniBedh Ta 3aKyTiBeab depes
MIKHapoIHi crneuianizosani opranizauii., OcobmusicTio 3aCTOCYBAHHA NPOLEIYP
AK e:

MpeJIMeT  3aKymiBli: opuriHaneHi (iHHOBawiiHi) nikapceki 3acoOu
(opurinanbHi 6ionoriuni nikapepki 3acobm);

HasIBHICTh 3@ Pe3YNIbTaTAMH OLIHKM MeIHYHHWX TEXHOJOTIH HeBH3HAYEHOCTI
IOJ0 KNiHI4HOT Ta/abo ekoHOMiuHOT eeKTHBHOCTI MpeMeTy 3aKyIiBi, BILJTHBY
Ha OIOIKET, BiCYTHOCTI KOHKYPeHUiT Ta/abo ambTepHATHBH WIOAO BiAMOBiIHOTO
TIpeIMETY 3aKyIiBIIi;

AKIT yknamatoteea Bignosizso 1o 3akony Ne 531-1X 3a pesyisraramu
[IEPETOBOPIB ¥y NOpAIKy, 3aTBepmkeHomy Kabimerom Miwictpis Vkpainu, 6e3



'IPOBCACHHS IPOLETYD 3aKyNiBENb/CNPOIEHUX 3aKYTIBEb, BHIHAYECHHX 3aKOHOM
Ykpainu «IlIpo ny6aiuni saxynismin;

AK minnsirae loctpokoBoMy posipeanHzo BianosiaHo 10 3akony Ne 531-1X
Y pasy peectpauil B YKpaini TeHEpPMYHOTO 1iKApChKOTO 3aco0y (nmojibHoro
0iomoriyHoro NiKapcHKOro 3acody).

Taxkum umHOM, 3 METOIO YIOCKOHATEHHS AOCTYIY MAIi€HTIB 10 NiKAPChKHX
3ac00iR Ta peanizalil MOJONKEHD 3axony Ne 531-1X, BpaxoByroum cBiTOBHMIl jl0CBId
Ta 0codnuBOCTi 3acTocyBanHs npouenyp JAKII, a Takosk juis YCYHEHHA KOHQIIIKTY
Mi) HOopmamu 3akony No 531-TX Tta 3akouy Ykpaiun «[Tpo ny6niuni sakyniemi» B
HacTHHI  3acTocyBaHHs g0 JIKJ| npoleayp nyOaYHMX  3aKyhiBesns LM
3aKOHOMPOEKTOM NPONOHYETLCS BHECTH BiNOBLIHI 3Milu o0 3axkoHy Ykpailu
«lIpo nydniuni 3akynismi».

3asHadeHi 3MiHM nepenGavaoTs, WO miA 3aKoHy Vkpainn «ITpo nyGmiuni
3aKyMIBII» HE [OWHPIOETHCS Ha BHTIA/IKH, SKUIO MPeIMETOM 3aKyliBal €
OpHIiHaNbHi (iHHOBawiliHi) nikapceki 3acobM, IO MJISraloTh 3aKyIOiBmai 34
AOTOBOPAMH KEPOBAHOI'O AOCTYINY, Ki yKJIa1alOThCs BIANOBIHO 10 3aKOHY.

3 MeTOW BH3HAYEHHSA JOULNBLHOCTI 3aCTOCYBAHHS TAKOrO MeXaHi3My
3aKyMiBellb Mae TPOBOAMTHCA AePKaBHA OLHKA MeIHUHMX TeXHONOrii 00
BIAIOBIIHHX JiKapchKUX 3acobiB. 3akymisi 3a JKJ1 i3 3acTocyBaHusM gepaaBHOT
OLIHKM MEIMYHMX TEXHOJOriH HanpaBieHi Ha e()eKTHBHE BHKOPHCTAHHS
OFO/KETHHX KOWITiB (3HWKEHHA IiHM Ha TMKAapehbKl 3aco0M) Ta TOKPALLEHHS
AOCTYmY TAUICHTIB A0 opWrinanbHWX (iHHOBaIiiiHuX) MKApCbKUX 3acoliB, 110
Oyne cmpustd peanizamii rapaHTii  rpoMagsiH y cdepi 0XOpoHH 3/10pOB’4,
Bu3HaucHUX Konctutyuicto Ta 3akonamu Vkpainm.

3 orAmy Ha 3a3Havene, UMM 3aKOHOTIPOEKTOM TIPOIOHYETHCST BHECTH 3MIiHH
Ao OcCHOB 3aKOHOABCTBA YKpaiHH mpo OXOPOHY 3/I0POB’Sl Ta BH3HAYHTH
HEOOXITHICTh y TNpOBeZeHHi NepkaBHOT OLiHKM MeIHYHMX TEXHONOMH 5K
0DOB’A3KOBOT NepeyMOBH TSl 3aCTOCYBaHHsA MEXaHi3My 3aKymnisess 3a JK]T.

3 meToi0 3abe3neveHHs MaKCHMAJbHOT BIJIKDMTOCTI TAaKMX 3aKyIliBe/b B
MEkKax, Lo € TOMyCTHMI, BpaXOBYIOUYH XapakTep caMoro MexaHisMy 3aKyIiBenb 3a
HK, Takox NpONOHYeThCS BCTAHOBHTH, IO iHopMaIlis 1po  MiKHAPOAHY
HEMATEHTOBAHY HA3BY, TOProBelbHY HasBy, (OpPMY BHMOYCKY Ta 103yBaHHS
NKapChKOro 3aco0y, MO0 SKOTO yknageno JK/, sassuuka, iH(popMauio mpo
YNOBHOBAKCHOTO MpEACTABHUKA 3asBHHKA (3a HasBHocTl), crpok aii JKJI
PO3MIIIYIOTBCH He TinekM Ha odpiuiiiHomy Be6-caiii MinicrepeTBa oXopond
3M0pPOB’st YKpaiHH, a W ONpHIIOUIOETECA B CNEKTPOHHIH CHCTEMI 3aKyliBCib,
BU3HAYCHHS AKOT HaBeleHo B 3akoHi Ykpaiun «ITpo my6miuni 3akymisii».




KpiM rtoro, cnig 3asmauutH, mo 3abesneuycHHS HaceleHHS N1KAPCBKHMH
3ac00aMH, MNIABHINEHHS piBHA iX OOCTYIIHOCTI Ta 3MEHIUeHHA Bij[IOBLIHOTO
(iHaHCOBOTO HABaHTAEHHA HA HACEIEHHS € HEBiI €MHOIO CKIIa/I0BOID AepaBHOT
MONITHKH ¥ chepi OXOPOHH 3T0POB’ 4.

Bignosiano npo JlepkasHoi crpaterii peanisauii mepxkasHoi momiTHKM
3abesnieyeHHs HaceneHHs JiKapchbKMMM 3acobamu na nepiog mo 2025 POKY,
3aTBEp/LKCHOI NMocTanoBo Kabinety MinictpiB Yxpainu Bia 5 rpyans 2018 p.
Ne 1022, B Ykpaini 3uaqsnil o6csr BHTpatT na JIKapCehKi 3acobu 3mifiCHIOETHCS
OesnocepeiHko 3a paxyHoK HaceldeHHs. SIK CBiTUaTh CTATHCTHYHI jiani, LIOPOKY B
Ykpaini npubmusuo 600 Thc, 10MOTOCHOZAPCTB 3a3HAIOTH KaTtacTpopiuiux
(pinaHCOBHMX BUTPAT 11a OXOPOHY 310POB’A.

B Takux yMoBax 3mauna wactuna mOmeil MosKe B3arami  Bi/MOBHTLCS
3BEPTATHCA 32 ME/IHYHOIO JI0IIOMOTOI0, OCKiIbKH He 3MOKYTh OIUTATHTH BapTiCTh
HeoOX1IHHX NIKIB.

[Ipu 1pOMYy, CHTYALLis LIe YCKIAHIOETBCS, KOJH € notpeda v iHHOBalllHHHX
I, SIK NpaBMIIO, AOPOroBapTicHMX nikax. B Vkpaihi e rpynH nrojeH, sKi
CTPaKAal0Th Ha 3aXBOPIOBAHHS, 1110 MAKOTh BAKKHH, XPOHIUHMIi, NpOrpecyrounii
nepebir, Ta noTpeGyIOTh MIKYBaHHS TAKHMH TIpenapaTamM.

Bpaxosyroun 3a3HaveHe, poJib JepikaBH y BIIPOBAaIKeHI MeXaHi3mis, ki 6
3a0e3nevnny MOKpAleHHA OOCTYNY /10 HeoOXiZHMX Ta AKICHHX TKapChKHX
3ac0O0IB B YMOBaX 0OMEKEHOT0 IePKAaBHOrO DIOIKETY, € KPUTHYHOIO.

Ha choroani 3abesnedenHs Hace eHHS TikapehbKUMU 3ac00aMH 3a G10HKETHI
KOWTH B VYKpaiHi JOCATAaeTBCA rOJOBHHM UYWHOM ILISXOM  3iicHeHHS
UEeHTPai30BaHHX 3aKyMiBeNb i3 3alydeHHsIM Creliamti3oBaHWx oprasizamiii, ki
3MIACHIOIOTL 3aKyMiBii, Ta HepkaBHOro MiAmpuemcTBa «MemHuni 3dKyMIBAl
Ykpaitu» (K o/iepxyBada GH0/UKeTHHX KOLITIB Ta HeHTPali30BaHol 3aKyMiBeTsHOI
OpraHizaui), — jeueHTpami3oBauux  3aKylniBelhb ~Ha  MiclGBOMY  piBHI,
BIALIKO/1yBAaHHAM BAapTOCTi JiKAPCHKMX 3acOGiB juisi aMOyIaTOPHOrO NiKYBaHHA
0cib, IO CTPakAalOTh Ha BH3HAYEHi KaTeropil saxpopioBadb. OJHAK, B yMOBax
He/loiHaHCYBaHHA c)epH OXOPOHH 3/0pOB’S TAKHX MEXaHI3MIB HEIOCTATHLO,
Mpo IO BXKe 3a3HAYATOCE BHIIE,

MexaHi3M 3aKyniBe/b 3a JOTOBOPAMH KEPOBAHOI'O JOCTYIY € BIAMIHHHM Bij
IHIIHX MPONE/IYp 3aKyMiBIIi, 110 HApa3i 3aCTOCOBYIOTBCS BIAMOBIAHO 10 YHHHONO
3aKOHO/IABCTBa, nepenbatae iHIIME piBeHb JIOTPUMAHHS KoH(iacHUiiiHOCT Ta
3aXMCTy iHQOpMaLT 111 yac opraHisaiii, NiAroTOBKH Ta NPOBEIeHHS TIEPErOBOpiB,
YKNaneHHs Ta BHKOHAHHA JIOI0BOPIB KEPOBAHOIO JOCTYMY. 3aBAAKH LLOMY,



MOWYTE OYTH JIOCSTHYTI JOMOBJICHOCTI 11000 OCOBIHBHX YMOB TIOCTABKH TAKHX
MiKapchKUX 3ac001B, 110 3abe3MmeuuTD 3HAYHY EKOHOMII JIEPIKaBHOTO BIOIKETY.

Takuii iHCTpYMEHT 3aKymiBenb € 3BMuaiiHONO npaktHkow B €C Ta
Cnomyvennx Hltatax AMEpUMKH, IHPOKO 3aCTOCOBYETRC B KpaiHax CxiaHol Ta
Lientpansioi €Bponu, i BUKOPUCTOBYIOTHCS nepeBaxHo 01 3abesnedeHHs Oinbi
IIBHAKOTO  JIOCTYIY [0 HOBHX HEOOXiJIHMX Tpenapatis, Afs OTpUMAaHHS
HAHKPALIOro NOKa3HHKA «BHTPATH-e(eKTHBHICTL» Ta 3abes3ncueHHs JOCTYITHOCTI
JOPOTOBAPTICHMX  MKAapChbKUX 3acobiB  ams  Gimblmoi  KigbkocTi  malfenTis.
Coupaiounchk Ha HaHi ODMCOBMX JOCTiMKeHb, cTaHOM na 2019 pik  JIKJI
BUKOpHCTOBYBanuch, vy 28 13 41 kpaiuu-unena Opradizanil ckoHOMIYHOTO
CriBpoGITHHUTBA Ta po3BuTKY.' 33 maHHMM €BpOMEHChKMX peecTpis, v 2017 poui
BHKOpuCTaHHs JIKJ[ 103BOMMIIO cHCTEMaM OXOpPOHM  3/I0POB’Sl  3A0IU&ANTH
2734 mau eBpo y Bensrii L 531,8 man eBpo B ltamiita 1,365 mmpa EBPO ¥
'ff[‘-l'paﬂuii',3 Haiibdinpie HasanTaxenHs MPOCIIIKOBYETBCA 3a TAKMMM KIIHIMHHMH
TPYNaMH siKk OHKOJNOTiA Ta OphaHHi 3aXBOPIOBAHHS. "

Takum 4uHOM, 3aKOHONPOEKT PO3POGIIEHO 3 METOK BHPILICHHS 3a3HAYEHHX
mpoduieM MI0/I0 MOKpallleHH s JOCTYITY NALi€HTIB /10 OPUIiHATBHAX (iHHOBALIHHIX)
AIKapChKMX 3aC00IB 38  KOWITH epiKaBHOTO OloukeTy Ta 3ale3nedeHHs
e(heKTHBHOTO BUKOPHUCTAHHA AepPIKABHMX KOIITIB,

Bxazani npobnemu He MOXKyTh OyTH pO3B's3aHi 3a TOMOMOIOK PHHKOBUX
MeXaHi3MiB.

OcHoBHi rpynu (migrpynu), Ha aki npo6ieMa CrpaBnsie BIJIUB:

I'pynu (nigrpymu) Tax Hi |
I pomajsiny ic B
epxasa k. .
Cy0’exTH rocogapiopanss, + -
Y TOMY YHCHi ¢yD’ €KTH Majioro . i
MANPHEMHHIITBA

* performance-based managed entry agreements for new medicines in OECD countries and EU member states: How they work

and possible improvements going forward. OECD Health Working Papers No. 115, 16 December 2019, octyn 3a nocynaHHAM:
5.//ec.europa.eu/health/sites/health/files/policies/docs/2019 entryagreements newmedicines oecdeu_en.pdf

|nata IsepHeHHn: 21.09.2020).

? zampirolll Dias, Carolina et al, “Integrative Review of Managed Entry Agreements: Chances and Limitations.”

PharmacoEconomics, 10.1007/540273-020-00943-1. 31 Jul. 2020, ocTyn 33 NOCKAEHHAM: https://sci-hub.tw/ 10, 1007 /540273 -

020-00943-1 (nata 3sepHenns: 21.09,2020).

* Pharmaceutical Managed Entry Agreements. Lassons Learned from Europe, the United States, Canada and Australia. Neil

Grubert and MORSE Consulting. December 2018, floctyn 33 NocuaaHHAM: hitps:/{morseconsulting. ca/wp-

cuntent.-"upluads.-"zﬂllﬁflEf!nterﬂatinr_'la_l-F’harmaceutica_l_—l"-'lanaged-Entr\r-A_.ﬂ,rE{Ernents-zﬂlﬂ.ndt [0aTa 3aepHerHA; 21.09.2020).

* Ferrario, Alessandra et al. "The Implementation of Managed Entry Agreements in Central and Eastern Eurape: Findings and

Implications.” PharmacoEconomics val. 35,12 (2017): 1271-1285. focTyn 3a nocuAaHHAM:

https://www.nchi.nlm. nih.gov/pmc/articles/PMCS 6842 75/ [naTta apepHeqHA: 21.09.2020).




3aranom, ouikyerbcs, 1o 3aCTOCYBaHHA MeXaHi3My 3axkymiBmi  3a
AOTOBOPaMH KEPOBAHOTO JI0CTYITY IPHHECE TIO3MTHBHI Pe3yIlbTaTH:

/UL TPOMAZSIH — OTPHMAHHS JOCTYIY JI0 iHHOBAUiHHHX 1iKapchKuX 3aco6ip
Ta  3abe3neyeHHs  HeoOXiTHOro  JIKYBAaHHS,  3MEHILEHHS (piHaHcoBOTO

HABaHTAKEHHS
A1 IePHKABH — MOMKJIHBICTH e(eKTHBHOTO BHKOPHCTAHHS GIOKeTHHX
KOWITIB, IOKpAlleHHsi 3a0esnedeHHs mamientis i KapPCBKUMM  3acobamu,

NiIBHILUEHHS PiBHSI OXOPOHH 3T0POR’5;

- anms cy0’eKTiB rOCNoapIoBaHis — 1e OTPHMAaHHS IIEBHWX rapaHTid 3
DoKy JiepxkaBu o0 mocTayauHs i KapchKHX 3ac00iB y neBHUX odcArax.

11. ini nep:xaBuOro peryaoBanus
Llinamu qepxkaBHOro peryinoBadHs €

1)  BHKOHAaHHS BMMOT, BH3HAYEHHX NIOTyHKTOM 3 nyHKTY 4
lpukinneBux Ta nepexigHux nomoKeHs 3axony Ne 531-1X;

2)  3abesrieyeHHs MOMIMBOCTI peasizalii MEXAHI3MY 3aKymiBenb 3a
/IOTOBOPAMH KE€POBAHOIO JOCTYIY;

3) MOKpP4IIeHHS JIOCTYITY MAaLi€HTIB OO0 OpHMriHAIBHHX (IHHOBAIiHiHMX)
JIKApChKUX 3aco0iB 3a KOWITH AEePiKABHOIO OlO/IKeTY 3aBISKH 3aCTOCYBaHHIO
MeXaHi3My 3aKymniBellb 3a JOrOBOPaMH KEPOBAHOTO I0CTYIIY;

4)  3MenwenHs (iHAHCOBOro HaBAHTakeHHs HA rpPOMaasH (MallieHTiB),
IMOB'A3aHOTO 3 BUCOKOK BAPTICTHO TIKAPCHKUX 3aCOBiB;

5) 3a0e3nCcyYeHHs CKOHOMIT OIOMKETHUX KOWTIR LITAXOM TOCSTHEHHS
0CODJIMBHX yMOB [OCTaBKM IIiKApchKUX 3acobiB 3a pPe3yabTaTaMu  TIPSIMHX
NEPETOBOPIB i3 BUPOOHMKAMHM i3 NOTpUMaHHSM KOH(ixeHuiliHOCTI Ta 3AXHUCTY
BI/IMOBiAHOI iH(popManil;

6) MOKPALICHHA YMOB (HasIBHICTh HEOOXITHHX NiKiB) 171 epeKTUBHOTO i
AOCTYITHOTO JUlA BCIX rPOMaIsii MEIHTHOIO 06Ty rOByBaHHS,

I11. Busuavenns Ta ouinKa a/bTePHATHBHHX CIIOCOBIB OCH I HEHHS LiJieii
l. BU3HaueHHs anbTepHATUBHHX CrocoGiB

Ilin wac migrotoBkw npockTy nocraHOBY Oymo onpauboBaHo jiBa
AIbTEPHATUBHI CIIOCOOH [0CATHEHHS BUIIE3a3HAYEHAX LIL1e:

Bun anbTepHatusn Onuc anbTepHaTHBY

AnbTepHaTHRA | He npuiiMaTi 3aKoHONPOEKT.

TTpoTe manwii croci He Mpw3Bene D0 MTOCATHEHHS MCTH,

MexaHi3M 3aKyTiBeils 3a IOr0OBOPAMH KePOBAHOI'0 AOCTYTIY,




s | v
BH3HAYCHHH B cT. 79" OcHOB 3akoHOmaBcTBa YKpainu mpo
OXOPOHY 3,10p0OB’s, He Oy/le peanizoBauuii B Ykpaiui.

He Oyne ycyHenum KoHuaikt Mik Hopmamu  3akoHy
Ne 531-1X Ta 3axony Ykpainu «[Tpo ny6aiuni 3akynisni» B
4acTHHI 3acTocyBaHus jgo JIK/I NpoLEAyp DyOIIYHHX
3aKYIIBETh

AnbTepHaTHBa 2

[lpuiinaT 3aKOHOMPOEKT, SIKUM TIPOMOHYETBCA BHECCHHS
3MIH J10:

1) 3akony VYkpaiwu «llpo myGmiuni saxymimi» - s
YCYHEHHA KOHQIKTY MUK Hopmamu 3akoHy No 531-1X ta
3akony VYkpainu «llpo nyGuiuni 3akymisii» B 4acTHHI
3acTocyBaHna qo JKJI npouenyp myGuiuHux 3axyTiiBeb;

2) mo OcuoB 3akonomaBcTBa YKpalHH TIpO  OXOpOHY
3I0POB’A — IJIsi BU3HAYEHHsI HEOOXITHOCTI y NpoBeIeHH
JACPIKABHOT OLIHKH MeJHYHHX TEXHOIOr i AK 060B’ I3K0BO]
MepeIyMOBH [UIA 3aCTOCYBAHHA MeXaHi3My 3aKVIliBellb 3a
JTICIT:

3) no OcHoB 3aKkoHONABCTBA YKpaiHH NPO OXOPOHY
3/10pOB’d - 3 MeTow  3a0e3nedeHHA MaKCHMAJbHOI)
BIAKPUTOCTI TAKUX 3aKyliBedb B MeXkaX, 110 € JOMyCTHMI,
BPaxOByIOHH XapaKTep caMOro MeXaHi3My 3aKvIliBelb 34
JKJl, Takox MponoHyeTbesl BCTAHOBUTH, IO iH(opmMailia
MpO Mi*HAPOIHY HeNaTcHTOBaHY Ha3By, TOPLOBENBHY
Ha3By, OpMy BMNYCKY Ta JO3yBallisA JIKapchKOTO 3acoly,
wofo sakoro ykaageno JIK/l, zasaBruka, indopmaiiio mpo
VIIOBHOBAKEHOTO NPEICTABHHKA 3aABHHKA (32 HAABHOCTI),
crpok aii JKJ[ posmimyrorscs He TinbkH Ha odiuifiHoMy
BeO-caifTi MinicTepeTBa OxopoHM 3m0poB’st Ykpalnu, a i
ONPHIO/HIOCTECS B €IEKTPOHHIH CHCTEMI 3aKVIIiBellb,
BH3HA4YEHHS sIKOI HaBeleHo B 3akoHi Ykpainu «llpo
nyOmidHi 3aKymiBIi».

[IpuAiHATTS 3aKOHOTMPOEKTY HO3BOJNMTH peali3yBaTH B
YKpaiHi MexaHi3M 3aKymiBelb 3a JOrOBOPaMH KepOBaHOIO
MOCTYIy BilNOBIJIHO IO KpaliMX CBITOBUX IIPAKTHK.

2. Ouinka BHOpaHUX allbTEPHATHBHHX CTNIOCODIB TOCATHEHHS 11

Ouinka BIIHMBY Ha cepy iHTepeciB nepiKaBH

Bun Buroou Butpatu
AJIbTEePHATHBH
AnbTepHatuBa 1 |Buroow Bijncytui. Burparu BincyTHi.
Bumorn  3akony Ne  531-IX




BHKOHAHI He Oy IyTh,

Curvanis JATHIINTLCA
ICHYI04OMY piBHI.

He OyayTe crBOpeHi ymoBM s

NOKpalleHHs 3abe3neuennn
MAallcHTIB 1HHOBAL i HUMH
IKapChKMMHA 3acobamu,
IABHIICHHS piBHS OXOPOHH

3/I0pOB’S Ta eKOHOMII OIIKeTHHX
KOIITIB  3aB/IAKH 38CTOCYBAHHIO
MCXaHi3mMy 3aKyMiBeNh 3a

J0TOBOPAMH KEPOBAHOTO JIOCTYITY,

Ha

ANbBTepHATHBA 2

[TpuiinsaTTa 3aKOHOMPOEKTY
CTBOPHTHL MOMKIIMBICTE peaizalii
MeXaHI3My 3aKyIliBelb 3d
JIOrOBOPAMHM KEpPOBAHOTO JOCTYMY,
IO B CBOK UYepry CHPHATHME
eKOHOMIT OMOKeTHHX KOIUTIB Ta
peanizauii rapaHTiii rpomajsin y
cepl OXOPOHH 310pOB 1.

[IpuiiuaTTS

3aKOHOIPOCKTY He
norpedye J10IaTKOBUX
BHTpaT i3 JlepikasHoro

OromxeTy YKpaiHu.

3acTocyBaHHIO MeXaHi3My
3aKyIMiBellb 338 JOTOBOpaMM

KEpOBaHOTO TOCTYIY
TTOBUHHA nepe/1yBATH
fepsKaBHA OLlIHKa
METHYHHX TCXHOIOTI i
I0/10 BIIIOBLAHHAX

MKapCLKUX 3ac00iB.

B ocroBHOMY, sIK CBLIYHUTH

Mi’KHApoaHa NPaKTHKA,
BHTpaTH,  [OB A3aHI 3
OLIHKOO MeTHYHHX
TEXHONOTIH, SK NpaBHIo,
MOKIaTAr0ThC Ha
cyb’ekTiB
rOCIOJAPHBAHHS.
30KpeMa, HaNpHKIaM,

TaKUH MIOXI0 NepeRdi#HO
3aCTOCOBYECTBCS
HauionaneHum




Excellence, NICE)®,

OFOJKEeTHMX KOLUTIB.

B Ykpaini Taxi Butpartu
(IpOBEIEHHS CKCIEPTH3H
3asR) Takok  OyiyTh
OIIa4yBaTHCh 338 PaXYHOK

KOLITIB BIANOBI AHHX
cyb’exTiB
rocro/iapHoBaHHs
(3afBHHKIB)  3rigHO 3
[peryI10BaHHA 1010
MPOBE/JICHHA OLIHKH
MeTUYHWUX TeXHOJIOIH.
Bianosinuo, ne He

notpedyBaTHMe BUTPAT|

IHCTHTYTOM  310pOB’s )
TOCKOHAJ/IOCTI  AOINOMOrH
(aurm.  National Institute
for Health and Care

Ouinka BIITHRY Ha ciepy iHTepeciB rpoMasi

Bun
a/1bTePHATUBH

Buroam

Butpatu

AnbTepHaTHBa |

Buroau BigcyTHi.

ICHYIOUOMY piBHI.

['poMajsiHd  MOXKYTh He  MarTu
OOCTYITY ao 1HHOBALITHUX
JIOpOroBapTiCHUX MIKIB T4 He
[OTpHMaTH HeoOXiTHE JIiKyBaHHS.

Curyauis 3AIHUIHTRCSA Hal

ButpaTH BiJCYTHI.

AnbTepHaTuBa 2

I IpuiiHATTS 3aKOHONPOCKTY
3abe3neynTh MOKITHBICTh

Butpatu Bincyrhi.

: https://www.nice.org.uk/about/what-we-do/ou r-programmes/nice-guidance/nice-technology-appraisal-

guidance/charging



Ee

MiKapChKHX 3ac0o0iB OLnBIm

NMIKyBaHHS (10  OpPHTiHANbLHHX

]pea.niaauii' NpaBOBHX MeXaHi3MiB
3AKYITIB/I JIKapCbKHX 3acobiB Ui
rpoMajisiu BLAMOBI1HO 10
MIZKHAPOAHOT NPaKTHKH,
MPOBEJCHHA MPSIMUX TePeroBopiB
i3 BHpOOHMKAMH Ha  yMoOBax
AOTPHMaHHA KOH(IAeHIIAHOCTI Ta
3aXMCTY  1HdopManii  min  uac

OpraHizarii, i ITOTOBKH T4
MpOBeASHHSA NeperoBopis,
YK1aIeHHS Ta BHKOHAHHA

TOTOBOPIB KePOBaHOTo JlocTymy. Ie
3poOUTL Mpolec 3aKymieil TaKHX

epeKTHBHMM, 110  BiANOBiIHO
NOKPAIIHTE JIOCTYN [1alI€HTIB J10

(IHHOBaUIHHUX) NiKapCEKHUX 3aco0iB
3a OMOKETHI KOLUTH), CIIPHSTHME
BIJTHOBIEHHIO 3I0pOB’S MHAlli€HTIB
Ta  3MEHIIeHHK  BiANOBLIHOTO
(IHaHCOBOrO HaBaHTa)KeHHs Ha

HHX.

Ouinka BILIMBY Ha cdepy iHTepeciB cy6 exTiB TOCTIO)[@PIOBAHHS

[ lokaszHuk Beauxki| Cepeani | Mani Mikpo Pazom
Kinbkicte  cy6’ekTip|
FOCIONAPIOBAHHS, IIO| 53 35 108
NiANajaiTe nig g
peryIrOBaHH,
OJHHHULLb
[luroma Bara rpymu y| 21,3% | 78,7% 100%
3aralbHId  KilbKOCTI,
BIZICOTKIB

3acarom, 6 Vipaini npedcmaeneno  npubauzno 870 cyo ‘exmie

20CROOAPIOSANNs, AKI € BUPOBHUKAMU TIKAPCLKUX 3ac0Bie Ma/abo eiacHUKaMU

peccmpayiiunux noceiouens/namenmis 1na 1ikapeeki 3acobu.

Hepoicasna  cmamucmurxa e pospizi eeruxoeo, CePeoHbo20 MAN020 Ma

MIKpobizHecy wodo ¢y’ ckmie zocnodapiosanna, sxi 6o1o0ime peccmpayitinum




ROCBIOUEHHAMUNAMEHMAMU Ha Aikapceki 3acobu e eedembes. Ate BPAXOBVIOU
BUCOKY MEXHOAOZIHHICHb  (hapmayeemuynol  npovuciosocmi  ma HAVKORY T
CK1A008Y, BUPOBHUKY Aikapcbkux 3acobis - ye NEPEBANCHO NOMYHCHI 8UPOHHUYI
RIONPUENCINBA, AKI HATEHCAMb 00 CEPEIHBOZO MA BEAUKOZ0 biznecy.

3a namuMu kommaHii «Proxima Research» B 2019 poui HOBi niKapchki
3aC00H Ha pUHOK VYKpalHW [iepeBa’kHO BMBOOMITH 23 KoMMaHii', sIKi MOMKHA
BIIHECTH 10  BeJIHMKHX nianpueMcTB:  Sandoz  (Ilseiiyapin),  AbbVie
Biopharmaceuticals GmbH (H:'ﬁeﬁmpiﬂ)‘ Sanofi (@panyis), Takeda (HAnowis)
Pfizer (CLIA), MSD (Cllid), GSK (Benuxobpumanis), Roche (lllsetiyapis),
Kedrion (Imanin), Astellas Pharma (BeauxoBpumanis), 10pia-@apm (Vrpaina),
I'pyna rxomnaniti «30opoe’s» (Ykpaina), Kopnopayis «Apmepivan (Vipaina),
Qapmax  (Vipaina),  Hdaprwuys  (Vepaina), Mistral  Capital Management
(Beauxobpumanis), bopwaziecoxuii  X®3  (Vipaina), Lioghapya  Haazva
(Vkpaina), Baxter AG (Lliseuyapis), Merck Serono International (Illseiiyapin),
IBSA (Llsetmyapis), Ferring International Center (Illseiyapis), Amaxa Pharma
(Benuxobpumania).

Bionosiono do ingopmayii, nasedenoi y cmammi P.A. Matidanuxa «{ocmyn
0o nikapevkux 3acobie 8 Vipaini: npunyun cnigpotimuuymea i OPUALNHA MOOETH
dapmayesmunno2o punKy», wacmxa iHHOSAYIUHI MKapeexux zacobie € Vipaini
ckradae npubausio 10%. 3a cmamucmuxoro, nasedenoio y Hepocasnomy peccmpi
AKapeeKux 3acobie Yxpainu, cmanom wa 03 zpyous 2020 poxy sazarom 6 Vrpaiwi
sapeecmposano 10796 2omosux aikapeskiux zacobie. Takum yunom imoeayiiinux
TiKapeekux zacobie Gausexo 1 mucaui. 3 nux npubnusno 10 aikapesxux 3acoéie
DI3HUX (hopm 8URYCKY MA OO3V8ANIISE MONCE HANEICAMU OOHOMY JAAGHUKY.

Takum wunom, 3a owixyeanuam MO3, nputinamu ywacmv v 3akynignax 3a
dozos0pamu Keposanozo docmyny moxcyms Gymu sayikaeneni opicumosno 108
cyb ‘exmis  2ocnodapiosanta, €iOnoeioni npenapamu AKX 3APeECmposani 6
Vpaini, i3 nux npubnusno 23 — ye eeauxi nionpuemcmsa.

Bun Buroau Butpatu
a/1bTepPHATUBH

AnbTepHaruBa | [Buroau piacyTHi. BuTtparu BiACYTHI.

AnbTeprarusa 2 [[TpuitHarTs 3akoHompoekTyMexauizm 3AKYIIRII 34
3a0e3me nTh MOKITHBICTB|{IOOBOPaMH KEpPOBAHOTO




VKJIadaHHs JOroBOPIBJIOCTYITY nependayae
KePOBAHOTO JIOCTYIIY. 3AlHCHEHHA nomnepegHeoil
JIEP/KABHOI OUIHKH MeIHYHHX

Jlis cy0’exTiB rocnojaproBaHHs
e  O03HA4YaTHME  MOMJIMBICTD
OTPHMAHHS IPUOYTKY Ta NeBHUX| 3/1iiiCHEHHS JiepiKaBHOT OLIHKH

TEXHOJIOH.

rapaHTii 3 oKy JepiKaBH IO/10MeIHIHUX TEXHOJIO i
nocTadyaHHs TOBapiB ¥|(TPOBEIEHHA eKCIIEePTH3H 3adB)
BU3HAYeHUX obcATax, Oyze onnauyBaTHCh 3@ PaXyHOK
KOIITIB 3asgBHHUKIB - cy0 cKTiB
rOCIogaprOBaHHs, K

BH3HAYEHO ¥  BIANOBI/IHOMY
PETY/IIOBAHHI W00  OLIHKH
MCIHYHHAX TeXHOJI0TIH.

IV. Bubip Haibinibm onruMaabHOro ATBTEPHATHBHOIO CNIOCOOY
AOCATHEHHH UijeH

3a pesy/nbTaTaMH ONpalOBaHHS aNbTEPHATHBHUX CIIOCOOIB NOCATHEeHHS
UieH  1epKaBHOTO  perylloBaHHs  3AIHCHEHO  BHGIp  ONTHMATBLHOIO
AMbTEPHATUBHOIO CHOCO0Y 3 ypaxyBaHHSM CHCTEMH OalbHOI OLIHKM CTYNeHs
JOCATHEHHSA BH3HAYEHHX LIiJIeH,

Bapricte 6aniB BH3HAYACTbCA 3@ YOTHPHOATBHOK CHUCTEMOKO OI[HKH
CTyNeHsS JOCATHEHHS BU3HAYEHWX LiiieH, ne:

4 - uini MPUHHATTA PeryJsTOPHONO aKTa, AKi MOKYTh OYTH AOCSITHYTI
MOBHOO Mipoto (mpobiema Gimbine icuysath He Oyae);

3 - ulm TPUAHATTS PerysisSTOPHOTO aKTa, AKi MOWKYTh OYTH HOCSTHYTI
MaHKe MOBHOK MIPOIO (yCi BaXIMBI acneKTH NPoblieMn iCHYBaTH He By 1y Th);

2 - uim NpUEHATTS PEryNATOPHOrO aKTa, siKi MOXKYTh GYTH JOCATHYTI

HaCTKOBO (1podnemMa 3HA4YHO 3MEHILWTRCS, JesKi BakIHBI Ta KPUTHYHI acTiekTH
npo0JIcMH 3alIHLIATHCS HEBUPIIIEHHMH );

| - uini NpuHHATTA PeryIsTOPHOIO aKkTa, AKi He MOXKYTb OYTH JOCATHYTI
(npobaema npomoBkye icHyBaTH).

PefiTunr ban pesynpratHBHOCTI KomenTapi moao npucBocHus
PE3YNBTATUBHOCTI | (33 YOTHPHOATLHOK BiAnosiAHoro Hama
(ZOCATHEHHSA LiNleli|  CHCTEMOIO OLIHKH)
i Yac BHpilueHHS

npobiaemu)

AneTepHaTuBa | 1 LLii MPUAHSTTSA PeryNsTOPHOro aKTa He|




MOXKYTb OyTH HocarHyti (mpoOaema
IPOIOBYKYBATHME ICHYBATH).

AnbTepHaThBa 2 4

[puiiHATTS 3aKOHOTIPOEKTY NO3BONHTE:

1) BHKOHATH BHMOTM, BH3HA4YeHi
miamyHKToM 3 nyHkTy 4 [IpukiHuesux
Td MEepexijIHMX IoNoKeHb 3akoHy No
531-IX;

2) 3a0e3MeUuTH  MOMXKIMBOCTI IS
peamizallii MexaHi3aMy 3akyIiBenb 3a
JOTIOBOPAMH KEPOBAHOTO TOCTYIY;

3) NMOKPALIHTH JIOCTYN Mali€HTIB 10
lOpHIriHATBEHUX (1HHOBaL1iHUX)
NIKapcBKMX  3acoBis 33 KOLWITH
Iep#aBHOTO DromKeTY 3ABIAKH
38CTOCYBAHHKO MeXaHI3MY 3aKYMIBelh
33 JOrOBOPaMH KepoBAHOTO JOCTYIY;

4) 3MEHIIHTH (PiHAHCOBE HABAHTAKEHHS
Ha rpoMajisii (Nalic€HTIB);

5)  zabesneuwTH EKOHOMIIO
DHOIAKETHHX KOLUTIB LLUTAXOM
JIOCATHEHHS OCOOIMBHX YMOB NMOCTABKH
MIKapCcEKMX 3acobiB 3a pesyabTaTaMu
NPSIMUX [NEPETOBOPIE 13 BUPOOHHKAMH 13
JIOTPDUMAHHAM  KOHQiODeHUifiHOCT] T4
3aXHCTY BijINOBLIHOT iH(OpMALIT;

6) DOKpalwMTH YMOBH (HAABHICTB
HeoOXi/IHUX JIKIB) a8 edeKTHBHOTO i
JOCTYIIHOTO U1 BCIX  TpOMajisi
MEIHYHOTO 00CIYTOBYBaHHS.

PeiiTunr

.| Buroam (nigcymMok
PEe3VIBLTATUBHOCTI A (mijey )

ObrpyHTYBaHHA
B1/IMOBIAHOTO MicCIIs
anbTepPHATHBH ¥
PEATHHTY

Butparu
(miaCyMOK)

AnsreprHatuBa 2 |[IpHiHsTTS
3aKOHOMPOEKTY

JO3IBONHTE:

Hacosi  putpaTh,/[Ins BUpIIIIEHHS
MOR’ s3aHl 3npodremMu HalOLILIL
aaMIHICTPY BAHHAM [BHIIPABIaHOKO Ta
npolecy IOULTBHOK C

1) BHKOHATH BHMOTIH,

peryntoBaHHs (4yac/AnbTepHaTHBa 2,




BH3HAYEHI MIAMYHKTOM 3
nyHKTY 4 llpHkiHueBux

Ta nepexijHux
nonoxens 3akony No
531-1X;

2) zabe3neunTu
MOKIHBOCTI I8t
peaizanil MEXaHiIMy
3aKyMiBeNb

TOTOBOPaMH KEPOBAHOTO
JAOCTY Y,

3)
NOCTYII
[OpUTiHAIBHHX
(IHHOBaLi HHKX )
MiKapcbKHX  3acobiB  3a

DOKPAILKMTH

NalieHTIB 110

KOILITH Je€pIKaBHOIO
DromxeTy 3dBIAKH
3aCTOCYBAHHIO

MeXaHI3MY 3aKyTIiBeb 3a
JOrOBOPaMH KePOBAaHOTO
TOCTYIIY;

4)
thinaHCcOBMI
rpomMaisH (NauicHTiB) y
3B’ S3KY 3 TIKYBAHHAM;

5)

CKOHOMIIO

BMEHIIHMTH

3abe3neynTH

O KETHHX
KOLLITIB LJIAXOM
NOCATHEHHS OCOOIHBHX
VMOB TIOCTABKH
Nikapcbkux 3acobiB  3a
pe3yabTATAMHU
neperosopis
BHPOOHHKAM M
JOTPHMAHHAM

koH i neHLiHOCT

13

|

TArap Hal

MIPSAMHUX
13

2

Ta 3apodiTHa Mniara
cneuianicris

BIAMOBI 1HOT

KaTeropii, BMTpaTH
HA  KaHLeIspChKi
TOBapH).
['pouiosi
cy0’exTiB
rOCTIOIaPIOBAHHA 3

BUTpaTH

3a/OTTISlY Ha Te, IO

BOHH IOBHHHI

Oy Iy T

OIJIa4YBaTH
NpOBe)ICHHA
Jep;KaBHOI OLIHKH
MEIHIHHX
TEXHOJIOrIH
BIINOBIIHOO
peleBaHTHOTO
peryJiloBaHHs,

A0

a)KC BOHA NPH3BE/IC
1o BUPILIIEHHS
NpodbleMH  [MOBHO
MIpOFO.




3AXMCTY BI/IMOBI THOI

iH(popMaLii;

0) TOKpaIluTH YMOBH
(HasBHICTE  HEOOXiHMX
MIKiB) 118 eheKTHBHOTO
i JocTynHOro as BCix
IPOMAJIiH ~ MCIHYHOIO
00CTyTOBY BaHHS.

AnbpTepHaTHBa

1 [Buroawm siacyTri [1pobaema

ICHYBaTH.

MPOJIOBKYBATH

OynelAnbrepHatusa |1 He

CHPUATHME
BUPILICHHIO
npoteMH, TOMY
BUOIp JaHO]
ANbTEPHATHBH HE €
JOLIJILHHM.

Peiitunr

ApryMeHTH 11010 1epeBary obpaHoi
ANbTEPHATHBH/TIPUIMHH Bi/IMOBH Bij1
allLTepHATHBH

OLiHKA PU3HKY 30BHILIHIX
YHHHHKIB Ha 1i10
3aMpONOHOBAHOTO
PeTYJIS TOPHOTO aKTa

ANbTepHATHBA
1

[IpyyuHord  BigaMoOBM  Big  mamoi
A/lbTEPHATHBH € Te, M0 BOHA HE
CIIPHATHME BUPILIEHHIO OpobiemMu.

Puzuku
HEPaIlOHATEHOMY
BUKOPHCTAHHI OHO/KCTHHX
KOILTIB, i
MOKPAlUeHHS YMOB JOCTYIlY
MAall€HTIB 10 1HHOBALIHHUX
NiKapchKUX 3acobiB,

NONATawTh ¥

BIIMOBH BII

AnbTepHaTHBA
2

[leperara JaHol albTePHATHBH
[ONATaE B TOMY, 0 TIPHHHATTS
3aKoHONPOEKTY [TOBHOK MIPOH)

BUpIIIYe podiemy,

Pu3ukH BigCyTHI.

V. MexanizMu Ta 3aX01H, fIKi 3a0e3neyaTs po3B’A2aHHA BH3IHAYeHOl

npodieMHu
Ipuitastra 3aKOHOIPOCKTY  JO3BOJIMTE  3/IiCHIOBATH 3aKYIIBAL 34
AOTOBOpaMK  KEPOBAaHOI'0 JOCTYNY BIAMOBiAuO J10 [lopsinky  yknasenus,



BHKOHAHHSA, 3MIHM Ta MpPHNIMHCHHS [OTOBOPIB KEPOBAHOIO AOCTYIY, L0
3aTBEPIKYEThCA BiIIIOBITHOIO TOCTAHOBOK Kabinery MinicrpiB Vkpaiuu.

Ilponieaypa saxynisni 3a norosopamu KCPOBAHOIO  JOCTYNY  IHOJ0
BIATOBLIHOTO 1iKapchbKOTO 3ac06y BKIIOYAe HACTYITHI OCHOBHI €TaIu:

1) OTpHMaHHS BUCHOBKY 3 JepaBHOI OLIHKM MeIHUHUX TEXHOJIOIi LIOI0
AOLLTBHOCTI  33CTOCYBaHHA TIPOLEAYPH JOTOBOPIB  KEPOBAHOTO JOCTYNY 10
BIANOBITHOIO TiKapChKOTO 33C06Y;

2) minrotoBka PoGouoio rpynoio MO3 3 nutann CYIIPOBOjIY NPOLEIYPH
JOTOBOPIB KCPOBAHOrO NOCTYIY BiflOBLIHMX NPOMO3KILH 00 34CTOCYBaHHS
TaKoi Npoue/lypy Ta naganHs ix MO3;

3) sBepHeHHs MO3 gm0 BijnoBigHOrO cyD’exTa roOCTOJIEpIOBAHHA 3
NPOMO3HLIEI0 MPOBECTH MEPEIrOBOPH 3 METOK YK/ eHHS JIOrOBOPY KepOBaHOTO
JOCTYIY;

4) otpuMaHHA 3roau Cy6'€KTa TOCHOZAPIOBAHHS MO0 MPOBEEHHS
MeperoBopis;

5) npuitiarta MO3 pimenns npo moyatok MEPErOBOPIB MO0 BiANOBIIHOrO
TKapceKOro 3acody;

6) wagamHs MO3 jopydeHHs Ileperosopuiif rpymi mnpo 1o4artox
€PEroBOpPIB 100 BilMOBIIHOIO JiKAPCHKOTO 3acofy. [leperosopu mpoBoaaTLCS
¥ TIOPAIKY, 10 3aTBEPIKYETRCH LICIO NOCTAHOBO,

7) nposenerns IleperoBopHoO TPYNOW  MEperoBopie 13 cyb’ekra
'OCTIONIAPIOBAHHS 100 YMOB JOTOBOPY KEPOBAHOIO JOCTYITY;

8) yKnameHHs JOTOBOPY KEpPOBaHOTO JIOCTYIY y pa3l JOCATHCHHS 3TOIM
0110 HOI'O YMOB 3a pe3yJibTaTaMy 11pPeroBopiB. Horosip yknagaeTscs BiAMOBIIHO
A0 THMOBOI (OPMM TOTOBOPY KEPOBAHOTO JOCTYILY, IO 3aTBEPIIKYETLCH LIICHO
[IOCTAHOBOK);

10) BHKOHaHHS 10TOBOPY KEPOBAHOIO JOCTYMY,
1'1) MOHITOPHHT BUKOHAHHSI 1OTOBOPY KE€POBaHOI'O OCTYITY.

Takum umHOM, HaHHM 3aKOHOTIPOEKTOM Ta BiJIMOBLIHOW [0CTAaHOBOIO
Kabinery Miuictpis VkpaiHH pu3HauaeThes  9iTKH NOpAN0K  peanizamii
MeXaHI3My 3aKyTiBe/b 3a JOrOBOPaMH KePOBaHOI'O JOOCTYTTY. 3aBIAKH TOMY, 1110
TAKMH MEXaHi3M 3aKynigens mepeabadae npsami NeperoBopu 13 BUPOOHHKAMM
(BIACHHKAMK peeCTPaUifHOIO MOCBINYCHHS Ha OpUTiHabuMi (IHHOBaLiHHMI)
IiKapchbkwmii 3aci6 abo opuriHaTkiUuMii HiomoriuHmit TMiKapceKwii 3acib), gorpumanna
KoH(igennifocTi Ta 3axucry iHgopmauii nig wac OpraHizaiii, MniaroToBKH Ta



NMPOBEIEHHA [ICPETOROPIB, VKIANEHHS Ta BUKOHAHHS TOTOBOPIB  KEPOBAHOTO
AOCTYIlY, BiH [103BO/IA€ CTOPOHAM: JIOCATTH JOMOBIEHOCTEH 010 OCOBIHBUX
YMOB [OCTABKH BIANOBIJIHMX IKAPCBKHX 34COBIB 13 3HAYHOI EKOHOMIIO
DIOIKETHUX KOIWITIB,

OuikyeTbes, wmwo peadisaiis Takoro MEXaHI3MY 3aKVIIBelb 103BOJIHTb
BUPILINTH BUILIE3a3HAYeHi NPOOIeMH WIOZ0 TOKPALLEHHS JOCTYIlY NalieHTiB 10
OpPHriHANBHMX (iHHOBaUiliHKX) mikapchKuX 3acobiB 3a  KOWITH AepKaBHOTO
OromKeTy, 3MeHIINTH (hiHAHCOBHII TArap Ha NAUICHTIE Ta 3abe3meunTy etheKTHBHE
BUKOPHCTAaHHA JepKaBHUX KOIITIR,

VL. Ouinka BHKOHANHS BHMOI peryJsiTOPHOTO AKTA 3AJCKHO Bija
pecypciB, IKHMH PO3NOPSATAAIOTLCA OPraHH BHKOHABYOT BJAIH YH OpraHHu
MiCleBOro camoBpsiyBaHHSN, Gi3H4HI Ta OpPHIAMYHI 0COBH, WKi MOBHHHI
NPOBaJKYBATH 200 BHKOHYBATH Wi BHMOTH

BHT‘pHTH Hd BUKOHaHHS BHMOT PErYNATOPHOID aKTa BH3HAYSHO HHKYE.

VII. O6rpynTyBaHHS 3anpONOHOBAHOIO CTPOKY Iii peryisiTopHoro aKkTa
Tepmin Habpauna YHHHOCTI PeryIATOPHUM aKTOM — 3 [HS, HaCTYIIHOTO 3a JHEM
Horo onyOuikyBaHHS.

VIIIL. BusHa4yeHHA noKa3sHAKIB pe3yibTaTHBHOCTI i peryJIaTOPHOIO aKTa
IIporHosuuMH 3HayeHHAMH NOKa3HHUKIB Pe3yIAbTaTHBHOCT] PETrYJIATOPHOTO
aKTa €:
I. PoaMip HagXomkenb 10 AepKaBHOIO Ta MiCIICBUX GIOMKETIE i Oep:KaBHHX
1IIBOBUX (DOHIIB, MOB'A3aHMX 3 AICIO aKTa, - He nependavaeTbCA.
2. KinpkicTb ¢y6’ekTiB, Ha AKMX TOWMPIOCTLCA Tis akra, — pasom: 108,

3. Posmip KowrTis i uac, neoBXigHuil y 38°43KY i3 BUKOHAHHAM BUMOT aKTa, —
HE BU3HAYEHO.

4. PiBeHp noiHQOPMOBAHOCTI i3 OCHOBHHMH  [10J10KeHHIMU MPOEKTY
PErYIATOPHOrO aKTa — BHCOKHH, OCKIIBKH 3a3HA4YEHHH MMPOEKT akTa pPO3MillieHHI
Ha oiuiitHoMy Bebealiti MO3.

5. Kinbkicte cy6'ekTiB rocnosapioBaHHs, 110 OPHAMYTh yyacTb y
NEperoBopax MioJI0 YMOB 3a JI0IOBOPaMH KepPOBAHOTO TOCTYITY.

6. Kinbkicts cy6’ckTiB TOCIOAaPIOBAHHS, 1O BIIMOBISTLCA Bil YKIadaHHS
JOTOBOPIB KEPOBAHOTO JIOCTYITY 3a PE3yIbTaTaMM NeperoBopis.

7. KimekicTh mikapebkux 3aco6is, mo 6yjiyTh 3aKymieHi i3 3aCTOCYBAHHAM
MEXaHi3My 3aKyniBelk 3a 10roBOpaMy KepOBAHOLO 10CTYTTY.



Tlicns npwiinsiTTs perynstopHoro axra Bim Oyme onybaikosauuii y 3acobax
MacoBOI 1H(OpMaLii Ta po3MiIIeHnii Ha caiiTi Bepxoshoi Pajin Ykpaiuu.

IX. BusHayenns 3axoaie, 32 10N0MOT0I0 SKHX 31iHCHIOBATHMEThCS
BIICTeKEHHSI Pe3V.1LTATHBHOCTI i PErYASITOPHOIO AKTa

Binctexkenns pesyabraruBHOCT] PErYJIATOPHOTO aKTa 3/1HCHIOBATHMEThCS
ULIXOM  TIpOBEIeHHA 0a30BOro, MOBTOPHOTO T4 MEpPiOJMYHOTO BiICTEXKeHb
CTATUCTHYHMX 110KA3HWKIB Pe3yIbTATUBHOCTI aKTA, BM3HAUEHMX T  4ac
TPOBE/ICHHA aHalli3y BITHRY PEryIsTOPHOIO aKkTa.

bazose BigcTewceHHS pe3ymBTaTHBHOCTI peryisTopHoro akta ©Ovaoe
30IACHEHO nicns uabpaHia YHHHOCTI MM Pery/IATOPHHM aKTOM, ane He MizHile
AHA, 3 SKOTO  MOYHHACTBCA  IIPOBEJCHHA  MOBTOPHOIO  BiICTEXKEHHS
Pe3yNbTATHBHOCTI BOI'0 AKTa IJIAXOM AHAMI3Y CTATHCTHYHEX JAHUX.

IMoBrophe BincTeskeHus 6yje mPoBOAUTHCH Yyepes pik 3 OHA HabpaHHs
YHHHOCTI LBOI'O PEryIsSTOPHOrO aKkTa LIUTSXOM AHa/II3y CTATHMCTHYHHX JAHHX
IOPiBHSHO 3 0a30BHM BijICTEKEHHAM.

[lepioguune BincTexxeHHs pe3ynsTaTHBHOCTI PeryidaTopHOro akta Oyje
3AIACHIOBATHCh Pa3 Ha KOKHI TPH POKM, OYHHAIOYH 3 [HS 3aKiHYCHHS 3aX0/1IB 3
MOBTOPHOI'O BiJICTEIKEHHsA Pe3yIbTaTHBHOCTI LBOI'O AKTA.

Merto1 nposeienns BigcTexeHs Pe3yLTATHBHOCTI — CTATHCTHYH M.

Hinkosi rpynu, siki 6ymyTh 3amyuartuck 10 NPOBE/ICHHA JTOC/IIIKEeHHS, -
MO3, AIT «Meawuni 3axynismi Yxpaiuu», JII1 “depkapuuii excoepTHwii UEHTp
MO3 Vxpaiuu™.

MiuicTp oxopoun 310pos’s Ykp Maxkcum CTEITAHOB

oooo»




Jlonatok 1

A0 AHANI3Y PEryisTOPHOTO BILIHBY

BHTPATH

Ha 0/IHOrO YD’ €KTa rocnoJaproBaHus BeJIHKOIO i CePeAHBLOTO
NiINPHEMHHUTEA, IKi BHHHKAIOTh BHACILIOK /i PeryJsiToOpHoro aKTa
Po3paxyHok BUTpaT Ha ofHOIO cy0 eKTa rocnogaproBaHHA

Bun Burpar 'y nepumi pik | Ilepiognuni | ButpatH 3a
(3a piK) I"STE POKIB
ButpaTn Ha mpuabaHHS OCHOBHHX He - -
thoumie, obnajuaHus Ta OpUNaiiB.(rompedyemben
CepBicHe obcayroryBaHHs,
HABYAHHS Yu NijIBUILeHHs|  Bumpamu
KBaTi(iKalii nepcoxany tomo gidcymii,
OCKLIbKU
HPOEK HE
nepedbauae
NOHECeHHA
eumpam 3a
nepeTiieHuMU
suoamu
Butparu Ha craaty mojaTkis Broarisa
Bung Burpar Ta 300piB (3MiHEeHHX abo st :
: ' AThH POKIB
HOBOBBEJIEHHX ) (33 pIK)
[Topatku Ta 360pu (3Mina posmipy He nompedyemubca .
No/1aTKIB/300piB, BUHWKHeHHA| [lpoexm ne ecmanoetioc
HeoOXi/iHoCTi y CIIATI| HeobXIOHIicms CHAAMU HOBUX
moJaTKiB/300piB) nodamxie/360pie ma/abo
IMIHU IX poImipy
Burparu na Burparu
BEICHHS 00IIKY, |Ha ommaTy | Buipatiesa
Bun Butpar MITOTOBKY Ta m’rpa(hr_l Hx Pazowm 3a pik i Do
MNOJAHHS 3BITHOCTI | CAHKIIIH
(3a pik) (3a pik)

BEIEHHAM
MITOTOBKOK
MOJAHHAM
JepKaBHHM
(BUTpaTH

00Ky,
T4

qacy

Ipoexm ne

3BITHOCTI|8CMAaNoEI0E HOBUX
opranam|dodamxosux opm

38immocmi

Butpati, nos’s3ani i3 He nompebyemncs -




NepcoHamy) (obrixy)ma/abo
IMIH ICHVIOYUX
popat seimuocmi
(66aiKky)
? Butpatu na
Burparu na _
ST orIaTy
AAMIHICTPYBaHHA
: IITpaHUX
3aX01iB 3%
caHkili ta [Pazom saBurparn 3a
Bun Burpar JeP#aBHOTO : : :
YCYHEHHs |pik M’8Th POKIB
HarJsy
. BUABIEHHX
(KOHTpoO) (3a
i) HOpYIlIEHE
P (3a pik)
Butpats, nos’szauni 3 He - - 5
a7IMIHICTPYBaHHAM nompedycmocn
3aXO/lIB JlepKaBHOTO
Harmamy  (kouTpomo) Bumpamu
(nepesipok, wrpaduux| sidcymmi,
CaHKLii, BHKOHAHHS| OCKitbKU Mpoexm
[pilueHs/ NPHITHCIB| He  nepedbauae
TOLLO ) BBEO0CHHA — HOBUX
ma/abo IMIHU
iCHYIOUUX HOPM )]
cehepi
0epICABHO0
HA2AADY
(konmpoo) } |
| Butpa |
TH
Burparu na R
be3nocepenuno
NPOX01KEeHHS
; : Ha JI03BOIH,
BLANOBLIHHX ] . | BurpaTu 3a
MLeHsi, Pazom 3a pik | | i
Bux sutpar npouesyp i .. | 'STh pOKiB
; cepTH(iKaTH, | (crapToBmii)
(BHTpaTH 4acy, .
CTPaxoBi
BUTpaTH Ha : .
IOJIICH (33 pIK -
EKCIIEPTH3HM, TOIIIO) 5
CTAPTORMIA )
Burparu Halllpoeedennn - 109 652,4 s ecix
OTPHMAaHHA Wepycasnof 2pH. (19 BUNAOKIE
anMiHicTpaTHBHEX|OMT sk 0dHoz0 622,4 cpu. + | nposedenns
DOCIYT (JO3BOMIB,jiz emanie 90 030,00 | depacasnoi
liLeH3ii, Mexanizmy ZPH.) OMT
cepTH(MKATIB, 3aKynieai ia cyh ckm
4TCCTATIB, 002060pamu HOBUHEH
MOrOIKeHb, Keposanozo BUKOH)6aMU




BHCHOBKIB, bacm_pny (He 3a BUMOSH
MPOBEOEHHS CKOPOYEHOI0 PEVAIOBAHNA
HE3aTeKHHX Hpouedypot) OOHOPA3IOE0,
000B’ I3K0BHX Bumpamu  uacy KpiM
EKCNEepPTH3, Ha  NID20MOBKY BUNAOKIE
cepTHikariii, OOHIE] zaseu ma npoeedeHHs
aTecTanii  TOWO)docse 014 deprcasrol
Ta IHIHX TIOCTyTposedenis OMT oan
(mpoBexeHHs deporcasnol OMT iinets
HAYKOBHX, IHUIHX|(He 3d VKIQdeH st
EKCTEPTH3, CKOPOHEHOK /ApoIoHeayil
CTPAXyB4HHSA npoyeovRoIn) docoeopy
roLIo) O0HO20 Kepoeano2o
TIKAPCBRO2O docmyny,
sacoby CIIPOK AKOZ0
CRAAOAMUMY Wb CHIAHOBLHM b
opienmosro 672 odun piK 3
200. (19 6224 npagom
2pH.)* ma npoaoneayii
BRTIOYAMUMY B 00 Mpbox
OHAUOMICHHA 3 pokig. *
BUIHAYEHUMU
sUMOcaMu 0o *Bionoeioxo
aA6eu ma Jdocwe MAKCUMATBIO
(3 200), nouyk, MONCIUBT
aHaniz ma BUMPAmMY HA
Clrmes  JaHux depoicasiy
s nidzomoexu OMT das
3aA6uU mMa docwe yitet
(575 yieraoenHs;’
200), nepesipky HPOIOH2AYIT
inopmayii (36 0020800y
20d), KEepoeanozo
3ANOBHEHHA docmyny
zadeu (16 200), MONCY b
pedazyveanns OPIEHMOBHO
3a461U (36 CMAHOBUIM
200),0pyk  ma 309 304,
popmyearHs &llzpn,
KOMAACKITY (109 6524
doxymenmie (5 pH. +
200), nodawy 30 000,00
KOMHAEKIY ePH. +
OOKYMeHm I8 30 000,00
(1200). 2ph. +




*Pospaxyrox
FOTHCHIOEMbCA
Hel nidcmasi
MIHIMATBHOT
2apobimuol
naamiu ¥
HO2OOUHHOMY
pozmipt 29,2 2pi
chanom  na (0]
sepecua 20120 p.

[ powioei
EBUPAMY Hel
oniamy
nposederis
depocaenoi OMT
OO0HO20
LLKAPCLROZ0
zacoby  He  3a
CKOPOUYEHOW)
Hpoyeaypolo
CIMAHOBUMIMY b
opienmosno — 90
030,00 zpn. Taxi
GUMPAMU
MONCYITE

20 Lsuyeamucst
oo 10%, are He
Hacmimie ooHO20
pazy Ha pix, **

Bumpamu  uacy
Ha  RideomoeKy
D00amroaLx
amepiatie 0
X  OYIHRKU k7
lMemoio
NPOIOH2aYLl
dozoeopy
KEPOBAHOZO
docmyny
CKAAOamuMyme
opienmoearo 221

1096524

cPH. T
30 000,00

ZpH.)




200. fﬁ 453. 7,

epn. ) * ma
BRAOUAMUMY L
OZHAUOMIACHHS 3
BUIHAYEHUMU
BHMOZAMIU do
RPOAoH2ayii
dozosopy
KepPoBaHO20
docmyny &
20d), ROWVK,
angaiiz ma
CUHmME?
dodamroesux
danux( 176

200}, nepesipky
inghopmanyii (36
200), ,0pyk ma
popryearns
KOMNIeKmy
dokymenmie (3
200), nodauy
KOMIAEKmy
QOKYMEHmIg
(1200).

*Pozpaxynok
FOMHCHIOCHMbEH
Ha nidemaei
MINIMAIBHOT
sapobimnol
naamu %
NO20OUHHOMY
posmipi 29,2 zpn
cmanom  na (]
sepecusn 2020 p.

[ powosi
euUmMpamu Ha
onIamy
HpOGEOeHHA
dodamrosix
EKCHEPIMHUX
pobim 3a
FAMOBTEHHAM




BAACHUK ]
peecmpayiinozo
noceidwenna  na
TiKapCHKUL
2acio, 1o
BAKYROBVENIbCA
3 dozosopom
KePOBaHO0
docmyny, aéo
VROBHOBAICENOIO
HUM  Ocobolo @
Medcax
oepxcaenoi OMT
30 CKOPOUEHOO
npoyedypoo 3
nidcmae
npoioneayil
d02080pY
KePOBAHO20
dochiyny
CRAHOBUMUMY b
opienmoero — 30
000,00 epn. Taxi
GUMpamu
MOJNCYING
3OLIbUVEamUca
do [10%, are ue
HACTIWE OOHO20
pazy Ha pix. **

** Mepoicasre nionpuememeo «depocasnuii excnepmuuu yenmp Minicmepemea
OXOpOoHU 300po6’a Vipaiwuy (dani — JIEL]), na axui HPONOHYEMbCA MUMYACOBO
noKacmu hykyii 3 nposedennsn depoicasnoi OMT. eusnauae Bapmicme HOCTVE,
wio nadaromsca JEI], eionoeiono do Hooamrkoeozo koodexcy Yipainu, 3axounis
Vkpainu «llpo yinu i yinoymeopennar, «llpo  Gyxearmepcokuii obaik ma
hinarncosy seimmicme & Ykpainiy  eracnumu naxazamu, 3 axumu soxcha
OIHAUOMUMUCH 3a NOCIIANHIM https:/iwww.dec.gov.ua/materials/vitrati-na-re-
stracziyu/,

Ilio eumpamawu eionosiono do 3axony Vxpainu «llpo 6yxearmepcwruii
obaix  ma pinancosy  seimuicms & Yipainin  pozvmiemvea  swenenns
EKOHOMIUHUX BU200 Y 6UASOT IMENIHEHHA aKMUBIs abo 36i1bwents 30606 Azdi,
WO HPU3EOOUMb 00 3MEHUEHHA BIACHOZ0 KAnImainy (3d GUHAMKOM 3IMeHWEHHA
Kanimany 3a PaxyHox Hoeo suwiyienus abo posnoditenia sracnurami).

Bionosiono do nosoxcenns (cmandapmy) 6Gyxzarmepcvkozo obaiky 16
«Bumpamuy», sameepoxcenozo naxazom Minicmepcmea  ¢pirancie  Vipainu




31.12.1999 N 318 ma nosoocenns (cmandapmy) Gyxeaimepcovkozo obaixy 9

« 3anacuy,

FAMBEPONCEHO0
20.10.1999 N 246, oo BUPOOHUYOT cobig

HOKAI0NM

Minicmepemea  ¢hinaricie
apmocmi npodvkyii (pobim, nocayz)

Yrpainu

BKUOUAIOMbCA: RpAMI Mamepiateni eumpamu, npami GUMPAMuU Ha OnIaAmy
npayi; iHwi npavi eumpamu (siopaxyeanns Ha COYIATBLHI 3axX00U Moo), nui

3A2ATBHOBUPOOHUY]

SUMPANU  (6UMPamMu  HA  YAPAGAINNA  8UPOOHUYMEOM,

AMOPIMU3AYIA, SUMPAMU HA YMPUMGHIS, eKCRTVamayio ma PEMOHM OCHOGHUX
3ac00i8, eUMPAM na yOOCKOHAIEHHS MEXHOI02iT ma opeanizayil eupobHuymea,
EUMPANU 1A OXOPOHY APANi Moujo).

Bpaxoeyiouu

npami  mamepiareni  eumpamu JEI] —

SUHIECHABECOCHE

cobieapmocmi nocayeu JEL] - 4% :

npami eumpamu JJEI] na onnamy npayi — opieHmosHa numoma easd

cobisapmocmi nocaveu JIEL] - 47%:

gi0paxyeanns Ha coyiarbHi 3axodu - opienmosHa  MuUmoMma eaza

cobieapmocmi nocayeu JEL] - 12% ;

6%:;

ma  OUHAMIKY OCHOGHHX NOKA3HUKIG
hinancoso-zocnodapcoxoi disvnocmi AEL 3a ocmanui poxu opienmosna
sapmicmo nociaye JEIT 3 nposedennn oepxcaenoi OMT (90 030,00 zpi. (das
oepacastioil OMT we 3a cKopovenor npoyedyporo), 30 000,00 zpu. (das oyinxu
dodamkosux danux s depacasnoi OMT 3 nidcmas npoaonzayii dozoeopy
Keposanozo docmyny) obrpyamosyemeca HACMYRHUMU EUMPAmMaMu;

OPIEHMOGHA

numoma eaza |y

ot
-

.1‘-,

AMOpMIU3Ayis - OpiEHMOosHa numoma eaza y cobisapmocmi nocaveu JEI] -

nwii npsi eumpamu JIEL], & momy wucai 3A2ATbHOBUPODHUYT - OPIEHMO6HA
numoma eaza y cobisapmocmi nocayveu JELT - 31 % .

3AA6U Ma 0OChE
gidnogiono do
BUIHAYEHUX
BUMO2, A MAKONC
noodayi
dodamroeix
Mamepiaiie dast
yireu npoIonzayii
dozosopy
KEePOBAHO20

docnyny.

Bun sutpar 3a pik ) | nEprHH‘IfIi {3&1 Burparu 3a waTh |
(cTapToBwit) HAaCTYTIHHiA piK) POKiB
Burparu Hallepedbauaiomees|  [na ecix eunadxie Ana ecix sunadkie
000pOTHI akTuBH|  eumpamu, HPOBEOEHHA DePHCABHO]] npo&edeHH
(MaTepiamnm, RO6 A3aHI 3 OMT cy6 ‘exm nosunen | odepxcaenoi OMT
KaHLIENIpChKI popmyeannam ma| euKoHVEAMU SUMOSU vt ‘exm noeuHen
TOBApH TOLIO) CRAAOAHHAM PeVAeaHHA BUKOHYEAMYU GUMOH

OOHOPA3060, KPIM
BUNAJKIE HPOBEDEHHA
oepacasroi OMT oas

Wineu yriadenna
/mpononeayii dozoeopy
KepOeano2o docmyny,

CMPOK AKO20
CMAaHO8UmMb 00un pix 3
nPAGOM NPOIOH2AYIT Do

mpuox poxie. *

PeVMOBAHHS
OOHOPAZ080, KPIM
6UNAOKIR
nposedeHHA
depacasnol OMT
014 yired yriradenis
/nporonzayii
002060pY
KERD&droz0
docmyny, cmpok
AKO20 CMAHOEUMD




Bumpamu 6yoyms
duchepenyitiosani
6 3areHCHOCmI 8id

apxyuiie — 150,
150 % 0,2 zpn.
(opienmoena

BAPMICHb HAYKY
nanepy A4, ¢ akii

200 apxyuiis, -

sapmicms = 3()
Kauyeiapenki ma

BUMPAMU, Pazom

3A2ATOHOT yirel nposonzayii

Kiabxocmi d02060pY KEPORAHO2O

APKVULS. AOCMYRY MONCYIMB
Opienmoena OPICHMOBHO
MIHIMATBHA cmanosumu 30 epi.

KLauKicms

100 2pn.)
ZPH. +

CYVRVIIHE

30 zpH.

*Bionoeiono moxciueai
UMPAMU Ha 00OpomMI
axmueu no OMT oaa

00U PiK 3 npasom
npoioHzayii 0o
Mpoox pokie. *

*Bionoeiono
MAKCUMATBHO
MONCAUBE 8LHIMPAMU
Ha 0Gopommi
axmuei no OMT oag
Winei ywaaoenna’
RPOTOHSAYTT
dozosopy
KEPOBAH020 dochiyny

MOMHCYVHTD
OPIEHMOBHO
cmarnosumu 250 2pu.
(30 cpu. * 3 poxia)

Burparu Ha onnary npaui

Bun surpar J0/1aTKOBO HAlMaHOoro Butpary 3a n’a1e pokis
IepcoHANy (3a pik)
Burpaty, nos’s3aki 3B uinomy, wue norpedye]  Bumoru perymosanns
HaliMOM J0JaTKOBOTOHAHMY /LOAATKOBOIOf BHKOHYIOTECS 0/IHOPA30BO.
nepcoHany [epcoHaNy.
OjHak, B JeIKHX BHNamKax
MOKYTh 3Hag00HTHCH

[IOCTYTM Tepeknagavya i
4ac MpOBE/ICHHA NeperoBopiB,
L0 YMOB IOTOBOPY
KEPOBAHOTO JIOCTYITY.
(OpienTOBHO B MeHax
MEPEeroBopiB M0N0 OTHOIO
TOTOBOPY KepOoBaHOTo
JOCTYIYy Taki BMTpaTH 4acy
MOMKYTh ckinagard 10 rogud
(292 rpu.)*

30IHCHIOETBCS
MIHIMAIBHOI]

*PospaxyHok
Ha  111CTaBi




apodIiTHOT

I1aTH y

MOrOIHHHOMY po3Mipi 29,2
rpH ctaHom Ha (1 Bepecus

2020 p.

CyMapHi BuTpaTtH 3a
A1bTEPHATHBAMH

Cyma BuTpar, rpuBeHb

AnbsTepuaTHsa |

[Torouni BHTpaTH 3aITMIIAI0THCS
HE3IMIHHHMH

AnLTepHaTuBa 2

109 702,4 2pn. (109 652,4 zpu (sumpamu na
nposedenna  depacasnoi OMT ne za
CKOpouenolo  nApoyedypoio)  + 50 opn.
(eumpamu Ha obopomii axmuen);

30 050,00 2pu. (30 000,00 zpn. (v sunadxy
FAMOBIACHNA  BIACHUKOM peecmpaifilingzo
nocsiouenns Ha aikapeekuii  3acif, wo
BAKYROBYEMBCA 30 D02060POM KEPOBAHOZ0
docmyny,  abo  YNOBHOBANCEHOK — HUM
0COBOK QOOAMKOBUX EKCREPMHIUX pobim &
medicax depowcasroi OMT 3a cxopouenoio
npoyedypoio 3 nidcmae  nposoweayii
doz080py Kepoeanozo docmyn) + 50 zpmn.
(8umpamu na obopomnui axmueu);

292,00 zpn. (nocayeu nepexaadava nio wac
nposedeHts.  nepe208opis  Wodo  YMO8
dozosopy Keposarozo docmyny).

Vewoeo sa 5 poxie moocauea ymosna CyMel
8UMPAM ana OOHO2O cyir ‘ckma
COCROOAPIOBAHHA 077  yitell dozosopie
Keposanozo  docmyny 310 138,8 zpn.
(1097024 zpn. + 3005000 2pn. +
30 050,00 zpn. + 109 702.4 2pH.  +
30 050,00 cpu. + 292,00 2pu. + 292,00
CPH. ).




Hojarok 2

10 AHali3y peryisTOpPHOTO BILTHRY

BIOKETHI BUTPATH

Ha aIMIHICTDYBAHHA Pery TI0BAHHA LIS cy0’€KTIiB BeJIHKOIO i cepeluboro

niaANpHEMHHIITBA
Hepxapuuii opran, juis skoro 3MIHCHIETLCS PO3PAXYHOK AIMIHICTPYBAHHS PETyY IKBAHHA:

MimicTepeTBo OXOponH 310poE’ s

{1IATBE AEPRABIG U OPTAIY)
[ Mpouenypa  |TTiaxosi Bapricts Ouinka Ouinka | Brrpary Ha |
PeryilioBaHuA | BUTPATH yacy KilIbKOCTi  |KiTBKOCT] cy|ajMiHicTpyB
cy0’exTiB vacy Ha |cniBpoOiTHH [npoueyp 3a| 6’ ekTiB, 110 aHus
BEJIMKOTO 1 npoueay ' Ka opraHy NIATNA/a0Th | peryIioBaH i
CepeIHLOro py CpAABHOI MpUnmagaoTh  niggito | a* (3a pik),
NiANPHEMHHLITBA BIAJIH Ha OMHOrO | MpoLeIYpPH | TI'PUBEHD
(po3paxyHok Ha BILANOBIAHOT | cy6’exTa perymoBaHH
OJHOTO THIIOBOTO Kareropii sl
cyb’exTa (3apobitHa
TOCTIO/IapIOBAHHSA ) rnJjara)
1. Onpunionsenns |1 roonna| 504,76 43 2713 rpu
BHCHOEBKIB PO I'PH/TeHE (odIKyeThCA,
JICPHKABHY OLIIHKY 1o 5%
MEJIUYHHX cy0'exTiB
TeXHOJIOT1H BHKOPHCTAK
Thb
PeryIrBRaHH
. 5)
2. Onpamosanns | 8 rogun | 504.76 43 21 704 rpu
HaJIJAHWX TPH/1eHE (OUIKVEThCA,
BUCHOBKIB 11p0 mo 5%
AEPIKABHY OLlIHKY cyD’exrin
MeTHUYHHX BHKOPHUCTAK
TEXHOJIOIH 3 Th
METOM YKIaJieHHS perymoBaHH
JOTOBOPY o)
KepOBaHOTO
TMOCTYIY . _
PazoM 3a pik X X X 24 417 rpn
CyMapHo 3a n’a1s X X X 122 085 rpu
POKIB
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3AKOH YKPAIHHM
Ipo BHeceHHs 3MiH 10 AesiKMX 3aKOHiB YKpaiHH, CNIPSIMOBAHHX HA
3afe3neyeHHs MOKJIUBOCTI 3aKyNiBeJb
JAikapcbKHX 3ac06iB 32 10roBOPaMH KepoOBaHOIo A10CTYIy

Bepxosna Paja YKkpaiHHIOCTa HOB 14 €

1. BHecTH 3MiHHU 0 TAKUX 3aKOHIB Y KpaiHu:

1) wactuny n’arty crarri 3 3akony Ykpainm «IIpo myGsTiuHI 3aKyTiBIIi»
(Bimomocti BepxosHoi Pagu Ykpaium, 2016 p., Ne 19, cT. 89 i3 HacTymHHUMH
3MiHAMH) JOTIOBHHUTH MyHKTOM 22 TAKOro 3MiCTy:

«22) opwridaneHi (iHHOBaLiiHI) nikapceki  3acobu, WO MANAraloTh
3aKyIiBIIi 3a JOrOBOPaMH KEpPOBAHOTO NOCTYILY, fKi yKIaAaioThCA Bi/IMOBIZHO 110
3aKOHY LIEHTPaJIbHIUM OpPraHOM BUKOHABYOI BJIa/H, IO 3abe3neuye GopMyBaHHA Ta
peanizye JepaBHy MONITHKYy Yy cdepi OXOpoHH 300pOB’s 3@ BIJIACHOIO
iHiniaTHBO, a0 3a foro Jopy4eHHAM 0c000k0, YIIOBHOBAXKEHOIO HA 3AiHCHEHHS
sakymiBenb y cdepi OXOpOHM 310poB’s, Ta/abo 3a iHILIaTUBOIO 3asdBHHMKA
(BTacHMKA peecTpaLiifHOro TMOCBIfYEHHA Ha opuriHabHuii (iHHOBaUiHHMI)
nikapchkuii  3aci6/abo  yNMOBHOBaXEHOrO  HUM npejCTaBHUKA), B  SAKHX
nependavyalOTbCs ~ YMOBH  [OCTa4aHHs opurinansHoro  (iHHOBawiiiHOrO)
NiKapchKoro 3acofy Ha TEpUTOpi0 YKpaiHu 3a KOWTH JAEpHkKaBHOTO OromKeTy
Ta/abo MiclieBHX OIO[UKEeTIB 3 MeTol 3abe3neyeHHs JIOCTYMHOCTI  TaKuX
NiKapchKHX 3ac00iB /IS MALIEHTIB.»;

2) y craTTi 79" posniny XI OCHOB 3aKOHOAABCTBA VkpaiHu 1po OXOPOHY
3n0poB’s (Bimomocti BepxosHoi Panu Vkpainu, 1993 p., Ne 4, cr. 19 13
HACTYIMHUMH 3MiHAMH):

1) yacTHHY TepIly BUKJIACTH B TaKiil pelaKilii:

«lleHTpaibHHii OpraH BMKOHABYOI Blajy, IO 3abe3neuye GopmyBaHHsI Ta
peaisye JepaBHy IONTHKY Y C¢epi OXOpOHH 3710pOB’s, 3a BJIACHOIO
iHimiaTuBoio abo 3a iforo AOpy4YeHHsM oco0a, YNMOBHOBaXKEHA Ha 3iliCHEHHS
3aKyniBenb y cdepi OXOPOHHM 310pOB’S, ta/abo 3a IHILIATUBOK 3asiBHHUKA
(BnacHMKa peecTpaliifHoro TOCBIYeHHs Ha opuriHanbHui  (iHHOBaLiHHNMIA)
nikapchKuii 3aci6/abo ynoBHOBaXXEHOTO HUM mpeiCcTaBHUKA) (Jalli - 3aABHUK) Ma€



NpaBO YKJIagaTH JOTOBOPM KEpOBaHOro JOCTYMy i3 3afBHMKOM, B SAKHX
nepenbayalOThcsi  YMOBM  [OCTa4aHHs  OpPHUTiHANBHOrO  (iHHOBaWiiHOIO)
NiKapchKoro 3aco0y Ha TepuTOpird YKpaiHHM 3a KOWITH [epKaBHOrO OHOKETY
Ta/abo MicueBUX OMOJUKETIB 3 MeTow 3a0e3nevyeHHs JOCTYMHOCTI TaKuX
NiKapchbKUX 3aco0iB is MALiEHTIB (a1l - I0TOBip KEPOBAHOTO JOCTYILY).»;

2) micJis YaCTHHM MEPIIOT JOMOBHUTH HOBOKO YaCTHHOIO TAKOTO 3MICTY:

«Jlns BU3HAYEHHS JIOLUJIBHOCTI YKJIAAeHHsA J0roBOpPY KEPOBAHOrO AOCTYIY
MPOBOJMTHCS J€p)KaBHA OLIHKA MEIMYHUX TEXHONOTIH 00 JiKapchKoro 3acooy,
1[0 MOXe€ MOCTaYaTHCs Ha TEPUTOPit0 YKpaiHH BiANOBIIHO 10 TAKOro AOrOBOPY.)».

Y 3B'3Ky 3 UMM YacTHHHU JAPYry - CbOMY BB@KaTH BiJINOBIJHO 4aCTHHAMH
TPETHOIO - BOCBMOIO;

3) Apyre peyeHHs YaCTHHH I1'STOT BUKJIACTH B TaKiil peaaKuii:

«Y pasi nepxaBHOi peectpaii B YKpaiHi reHepHiHOro JiKapChbKoro 3acody
i3 TAKOK CaMOK MDKHAPOIHOK HEMaTeHTOBAHOK Ha3BOK, (JOPMOIO BHITYCKY,
JI03yBaHHAM Ta MOKAa3aHHAMH JUIs 3aCTOCYBaHHs Ta/abo mozaibHoro 6ionorivHoro
TiKapceKoro 3aco0y i3 Takow camol (GOpPMOIO BHMIIYCKY, HO3yBaHHAM Ta
NOKA3aHHAMM IS 3aCTOCYBaHHs, IO i JKapchKui 3acib, mO0A0 AKOro yKjIaJeHo
JIOTOBIp  KEpOBAaHOro JOCTYMy, JOTOBip KEepoOBaHOrO JOCTYIy Mijsrae
J0CTPOKOBOMY pO3ipBaHHIO 31 rpy/Hs MOTOYHOro OXOKETHOTO POKY, SKIIO CTPOK
Iii TAKOTO JOTOBOPY HE 3aKiHYYEThCs paHillie 3a3Ha4eHOl JaTh.»;

4) 4acTHHY BOCHMY BHKJIACTH B TaKiil peakuii:

«IHdopmanis npo MiXKHApPOJAHY HENMaTEHTOBaHY Ha3By, TOPrOBEJIbHY Ha3BY,
GopMy BHNYyCKy Ta AO3yBaHHsA JKapchKoro 3aco0y, MO0 fKOTO YKIaIeHO
JIOrOBIp KEpPOBAHOIO JAOCTYIy, 3asBHHKA, iH(oOpMalilo Npo YNOBHOBAXKEHOIO
npeaCcTaBHUKA 3asABHUKA (32 HAABHOCTI), CTPOK JIii IOrOBOpPY KepOBaHOTO A0CTYIy
po3MimyloThcss Ha odiuiliHoMy BeG-caliTi LEHTPANBHOIrO OpraHy BHKOHABYOI
BnagM, mo 3abesmedye (GopMyBaHHs Ta peaili3ye AepikaBHY MOJITHKY y cdepi
OXOPOHH 3/I0pOB’S, Ta ONMPWIKOAHIOETHCS B EIEKTPOHHIN cHCTeMi 3aKymiBelb,
BU3HAYEHHs AKOi HaBeaeHo B 3akoHi Ykpainu «[Ipo my6iuHi 3aKymiBIi».».

2. lleit 3akoH HabWpae YMHHOCTI 3 JHs, HACTyNHOro 3a JHEM #oro
ormyOTiKyBaHHS.

TI'onoBa BepxoBHoi Paau
Ykpainu
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MOSICHIOBAJIBHA 3AITUCKA
10 MPOEKTY 3aKkoHy Y Kpainu
«I1po BHeceHHsI 3MiH 10 AesikNX 3aKOHIB YKpaiHH, CIPIMOBAHHX HA
3a0e3nedYeHHs MOKJIMBOCTI 3aKyniBe/Ib
JiKapcbKHX 3ac00iB 32 10roBOPaMH KePOBAHOI0 10CTYIY»
1. Pesiome

3akoHoMm Bix 18 Gepesnsi 2020 poxy Ne 531-1X «IIpo BHeceHHs 3MiH 0 AEAKHX
3aKOHiB YKpaiHM, CHpPSAMOBAaHMX HAa MiJBUILIEHHS IOCTYITHOCTI JIIKapChKHX 3aco0iB,
MEJIMYHMX BHPOOIB Ta JONOMDKHHMX 3aco0iB 10 HHX, fIKi 3aKyNOBYIOTbCS OCOOOIO,
YIOBHOBa)KEHOIO Ha 31iiiCHEHHS 3aKyTiBelb y cdepi OXOPOHH 370poB’s» (aai — 3aKoH
Ne 531-IX) 6yno 3ampoBaipkeHo B YKpaiHi Mpoleaypy JAOroBOpiB KepOBAHOIO
JOCTYITY.

BignosinHo 10 wactuHu mepmoi ctarti 79' OcHOB 3aKOHOAABCTBA YKpaiHH MO
OXOpPOHY 3/I0pOB’sl IIEHTpaJbHMI OpraH BHKOHAaBYOi BJaaM, w10 3abesnevye
bopmyBaHHSs Ta peanisye aep)KaBHY MOJITHKY y chepi OXOPOHH 3/10pOB’sl, 3a BIACHOKO
iHimiaTHBoI0 abo 3a Horo JOpyYeHHsM 0co0a, YMOBHOBaKEHAa Ha 3/iHCHEHHS
3aKyniBenb y cdepi 0XopoHH 370poB’s, Ta/abo 3a iHIN[IaTHBOK 3asBHHKA (BIAaCHUKA
peecTpaliifHoro MOCBiMUeHHs Ha OpUriHANbHMI (IHHOBaUiiiHMIA) nikapchbkuil 3acid
(opurinanbHuii  Giomoriunmii  Jikapchkui  3aci6)/abo  yNOBHOB@XKEHOro  HHUM
Tpe/ICTABHUKA) Mae TMpaBo yKJIaJaTH J0rOBOPH KEPOBAHOIO JIOCTYINY i3 3asBHHUKOM, B
SKAX Tepen0ayaloThcss yMOBM  IIOCTAyaHHS  OpHIiHAIBHOro  (iHHOBALIHHOTO)
TKapchKOro 3aco0y (OpUriHambHOro 6i0MOriyHOro JiKapehKoro 3acody) Ha TEPUTOPIO
VkpaiHH 3a KOIITH JepkaBHOro Omomkery Tta/abo MicueBHX OHOJUKETIB 3 METO
3abe3neueHHs JOCTYMHOCTI TAKKX JIIKAPCHKUX 3acOBiB JUis MALli€HTIB.

MexaHi3M 3aKkymiBelb i3 3acTOCYBaHHSM JIOFOBOPIB KEPOBAHOIO JAOCTYIY
BUKOPUCTOBYEThCS y GaraThox Kpainax city: B Itaiii, ®panuii, Hinepnanaax, bensrii,
I1IBenii, Jlanii, ®innsaaii, ABcrpaii, JIuToBChKill pecmy6iili Ta iHIIHKX.

Tax, crarrs 49 Konctutyuii YkpaiHu BCTaHOBIIIOE, 110 JepKaBa CTBOPIOE yMOBH
st eeKTHBHOTO 1 JIOCTYITHOTO MEIUYHOro 00CIyroByBaHHs, a YaCTHHOIO YETBEPTOIO
crarti 8 OCHOB 3aKOHOJABCTBAa YKpaiHM NMPO OXOPOHY 3[0pOB’S BH3HAYEHO, IO
JiepkaBa TapaHTye HAJaHHS HeOOXiJHMX MEIMYHMX IOCTYyr Ta JiKapchKux 3acobiB 3a
paxyHok KowTiB [lepxaBHOro 010/KeTy YKpaiHH.

JUisi IOTpHMaHHS NPMHIMIY NPaBoBOi BM3HadeHocTi moao mpoueayp AKJL
BimnoBigHo 10 3akoHy Ne 531-IX, mopsimok nposexneHHs neperosopis mono KL,
BH/IM TAKMX JIOrOBOPIB Ta MOPAAOK X YK/IAJCHHS, BUKOHAHHS, 3MiHH Ta NPUITHHEHHS, a
TAakO)X THIOBa (opMa TAaKOro JOroBopy 3arBepmkyroThesi KaGimerom MinicTpis
VYkpaiHu.

Buxonsuu 3 nonoxedb 3akoHy Ne 531-IX Ta cBITOBOI IPaKTHKH 3aCTOCYBaHHs
JIKJT, mpouenypa JKJ{ € okpeMoio MpoOLEIypoOl0 3aKymiBIi JiKapchKux 3acoliB 3a
paxyHOK OIO[UKETHMX KOIITiB TOpsA i3 ICHYIOYMMH Ha ChOTOJHI B YKpaiHi
npoueaypaMy IyGIiUHUX 3aKyMiBesib Ta 3aKyliBesb Yyepe3 MKHAPO/IHi crenianizoBaHi
opranisarii. OcobnuBicTio 3actrocyBanns npoueayp JAK/I e:
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IpeaMeT 3aKyMiBili: OpuriHaibHi (IHHOBALiWHI) JiKapchKi 3aco0M (OpHUriHAJBHI
Gionoriuni JiKapchki 3aco0m);

HasBHICTh 3a pe3yJbTaTaMH OLIHKH MEJIMYHUX TEXHOJIOTIH HEeBU3HAYEHOCTI
IOA0 KJiHIYHOI Ta/abo eKOHOMIYHO! e()eKTHBHOCTI MpeaMeTy 3aKyMiBii, BIUIUBY Ha
Oro[KeT, BICYTHOCTI KOHKypeHLil Ta/abo ajibTepHATHBM I10J0 BIAMOBIAHOIO
[IpeAMETY 3aKyIiBili;

JAKJl yxnapawotbest BianoBigHo a0 3akoHy Ne 531-IX 3a pesynbraramu
MIEPEroBopiB y mMoOpsaAKy, 3arBepmkeHomy KabGinetrom MinicTpiB VYkpainu, 06e3
[IPOBEIEHHS MPOLEAYP 3aKyIMiBeJb/CIPOIIEHUX 3aKyMiBejlb, BU3HAUYEHHX 3aKOHOM
Ykpainu «IIpo myOGnivni 3aKymniBii»;

JKJI niandrae 1ocTpokoBOMY po3ipBaHHIO BiAnoBiaHO 10 3akoHy Ne 531-IX y
pa3y peecTpaiii B YKpaiHi reHepu4HOro Jjikapchkoro 3acofy (noaibHoro 6iosnoriyHoro
JIIKapchKOro 3acody).

Takum YuHOM, 3 METOK YJIOCKOHAIEHHS AOCTYIy MAaLi€HTIB 10 JiKapChbKHX
3aco0iB Ta pearizauii mojoxkens 3akony Ne 531-IX, BpaxoByrouu cBiTOBHIl JOCBin Ta
ocobnuBocTi 3actocyBanns npouenyp JAKJl, a takok misi yCyHEHHsI KOHQIIKTY MiXK
Hopmamu 3akoHy Ne 531-IX Tta 3akony Ykpaiau «IIpo myGuiuni 3aKymniBiai» B 4aCTHHI
sacrocyBanHs a0 JKJI npouemyp mnyOmidHMX 3akymiBeab LUM 3aKOHOIPOEKTOM
MPONOHYEThCS BHECTH BiANMOBigHI 3MiHu 10 3akoHy VYkpainu «[Ipo myOaiuni
3aKyTiBIIIY.

3azHaueHi 3MiHM mnepenbadaroTh, mo aisi 3akoHy YkpaiHu «IIpo myGmiuni
3aKyIiB/Ii» He MOIIUPIOETECS HA BHUIAIKH, AKIIO MPEIMETOM 3aKyIiBIi € OpHUTiHAlbHI
(iHHOBaLiHH1) NiKapChKi 3aC00H, 10 NiUIAraloTh 3aKyTiBIli 3a JOrOBOPAMU KEPOBAHOI'O
JOCTYITY, SIKi YKJIaAaloThCsl BiIMOBIIHO JI0 3aKOHY.

3 METOI BU3HAYEHHS JOLLIBHOCTI 3aCTOCYBaHHS TaKOro MeXaHi3My 3aKyIliBesb
Ma€ TPOBOJMTHCS J[ep)KaBHA OIL[iHKA MEIWYHHX TEeXHOJOriH 00 BiAMOBIAHUX
mikapchkux 3aco6iB. 3akymismi 3a JIKJ[ i3 3acTtocyBaHHSM Iep)KaBHOI OLIHKH
MEIMYHMX TEXHOJIOTIH HamnpaBjieHi Ha e(eKTHBHE BHKOPHCTAHHS OIOMKETHUX KOIITIB
(3HWKEHHS IiHM Ha JIKApChKi 3aco0M) Ta TOKpAIleHHs JOCTYIy MAalieHTiB [0
OpHriHAIbHUX (iHHOBALIMHMX) JIiKApCBKMX 3aco0iB, 10 Oyae CHpUSATH peaiisallii
rapaHTii rpomajisH y cdepi OXOpoHH 370poB’s, BH3HaueHHX KoHcTHTyLi€ Ta
3akoHaMHu YKpaiHu.

3 orsiay Ha 3a3HayeHe, UM 3aKOHOMPOEKTOM MPOMOHYETHCS BHECTH 3MiHH 110
OCHOB 3aKOHO/IaBCTBA YKpaiHH NP0 OXOPOHY 30POB’S Ta BU3HAUYUTU HEOOXIJHICTH y
NpOBeIeHHI Jep)KaBHOI OLIHKH MEIMYHHX TEXHOJIOTiH siKk 000B’SI3KOBOI MepeayMOBH
IS 3aCTOCYBaHHS MexaHi3my 3akymiBens 3a JIK /1.

3 MeTor 3abe3neueHHs MaKCHMAIbHOI BiIKPUTOCTI TaKMX 3aKyIliBelb B MEKaXx,
[0 € JOMYyCTHMi, BpaxOBYIOYH XapakTep caMoro Mexadismy 3akynisenb 3a JIK/I,
TaKOXX MPOMOHYETHCS BCTAHOBHTH, 1O iH(OpMAIllis Mpo MIKHApOAHY HENaTeHTOBAHY
Ha3BYy, TOProBeJIbHY Ha3By, (OpMY BHITYCKY Ta JO3yBaHHS JiKapchbKOro 3acody, 11010
skoro yknagaeHo JKJI, 3asBHuka, iHpopMalilo MNpo YNOBHOBAKEHOIO IMpeACTaBHUKA
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3asBHUKa (3a HasBHOCTi), cTpok Ail JIKJ] po3miulyroTbcs He TilbKM Ha odiuifiHOMY
BeO-caiiti MiHicTepcTBa OXOPOHM 370pOB’s VYKpaiHM, a ¥ ONpPUIIOJHIOETECA B
eJIeKTPOHHIH cHCcTeMi 3aKymiBesib, BU3Ha4YeHHs Kol HaBeJeHOo B 3akoHi Ykpainu «Ilpo
myOnivHi 3aKymiBIi».

2. lIpob.aiema, sika noTpedy€e po3B’sA3aHHS

3aKymiBii 3a JOroBOpaMHM KEpPOBAHOTrO AOCTYIy HampaBlieHi Ha e(eKTHBHE
BUKODHCTAHHS OIO/DKETHMX KOWITiB (3HW)KEHHA LiHM Ha JiKapchki 3acobu) Ta
MOKpAIIeHHs JOCTYNy MAllieHTiB A0 OpuUriHanbHHX (iHHOBALiWHMX) IJiKapChKHX
3aco6iB, O Oyae CnpusTH peanizauii npaB rpoMansH y cdepi OXOpOHH 310pOB s,
Bu3HaYeHUX KOHCTUTYLI€IO Ta 3aKOHaMH Y KpalHH.

[IpuifHATTS 3aKOHOMPOEKTY JO3BOJIUTH YAOCKOHAJIMUTH AOCTYIN TPOMAsiH [0
iHHOBALIIMHMX JTIKapChKHUX 3ac00iB 3a paxyHOK OFO/DKETHHX KOIUITIB i3 3aCTOCYBaHHAM
mpoledyp HOTOBOPIB  KEpPOBAaHOTO  JOCTyMy Ta 3a0e3NMEeuuTH  pealisalliio
KOHCTHUTYILIHHMX TIpaB rpOMaIsiH y cepi OXOPOHHU 3710POB’s.

3. CyTh NpPOEKTY aKTA

MeToro 3aKOHOIPOEKTY € YAOCKOHATIEHHS A0CTYITy MallieHTiB 10 OPUTiHATBHHX
(iHHOBawiliHUX) JiKapChKHX 3aco0iB 3a paxyHOK OMODKETHMX KOWTIiB i3
3aCTOCYBAHHSAM MPOLELYD 0TOBOPiB KEPOBAHOTO NOCTYITY.

3aBnaHHSM LBOTO 3aKOHOMPOEKTY € peanisalis rapaHTiii rpomaisH y cdepi
OXOpOHHM 310poB’si, BH3HaueHMX KoHCTUTyli€w Ta 3aKoHaMH Ykpainu, 30Kpema,
010 «e(heKTHBHOTIO i JOCTYIHOrO [UIs BCIX FPOMa/IsiH MEMYHOro 00CITyroByBaHHS»
(ct. 49 Kouctutynii Vkpainu), «HajaHHs HEOOXiAHMX MEIMYHMX MOCIyr Ta
nikapchKHX 3acobiB 3a paxyHOK KowTiB JlepikaBHOTO OlokeTy YKpaiHu» (ct. 8
OCHOB 3aKOHO/IaBCTBA YKpaiHU PO OXOPOHY 3/10POB’sl) TOILIO.

4. BniiuB Ha Or0IKeT

Peajizamisi 3aKOHONMpOEKTy He mnoTpebye (iHAHCYBaHHS 3 JEpKaBHOrO Ta/abo
MicLieBOro OroKeTiB.
5. Io3uuist 3aiHTEpecOBAHUX CTOPIH

3aKOHONPOEKT HE CTOCYETbCS NHUTaHb  (QYHKIIOHYBaHHS — MiCLEBOIO
CaMOBpSIyBaHHS, TpaB Ta IHTEpeCiB TEPHTOpiaNbHHX IpOMaj, MICLEBOro Ta
PeriOHANBHOTO PO3BHTKY, COLIalbHO-TPYA0BOI chepu, mpas ocib 3 iHBaJIIHICTIO,
ToMy He moTpebye MOro/[KeHHs i3: YHNOBHOBKEHUMM  MpEACTaBHUKAMH
BCEYKpPAIHCHKMX acolliaiiif OpraHiB MiCLEBOro CamOBpsIyBaHHs 4W BiANOBiIHHUMH
OpraHaMM  MICLIEBOr0  CaMOBPSyBaHHs, YNOBHOBOKEHHMM  IPEACTaABHUKAMH
BCEyKpAlHCHKMX TPOQCHioK, ix 00’€fHaHh Ta BCEYKPAiHCBKHX 00 €lHaHb
oprani3auiii po6oronasuis, YrnosHosaxkenuM Ilpesnnenta Ykpainu 3 npas To1eH 3
inBamizHicTiIO, VYpAIOBHM YNOBHOBaKEHMM 3 MpaB oci0 3 iHBamiAHICTIO Ta
BCeyKpaiHCHKMMH FPOMAJIChKMMHU OpraHizauisiMu oci6 3 iHBasIiAHICTIO.
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3aKOHOIIPOEKT HE CTOCYETbCS CQepH HAyKOBOI Ta HAayKOBO-TEXHIYHOL
AisTBHOCTI.

3aKOHOIPOEKT NOTpedy€e MPOBEASHHS MPOLELYPH IPOMAJCHKOr0 0OroBOPEHHs!.

[Iporuo3s BnnuBy AogaeThes.

6. IlIporuos BnMBY

3aKOHONPOEKT HE € PEryJISTOPHUM aKTOM.

3a mpeaMeToM MpPaBOBOTO PEryJIOBaHHS 3aKOHOMPOEKT HE MaTUMeE IpSAMOro
BIUTHBY Ha PUHKOBE CepeoBHILE, 3a0e3NeyeHHs 3aXUCTy MpaB Ta iHTepeciB cy0 eKTiB
rocroJaploBaHHs, TPOMajsiH 1 JepKaBHU; PO3BUTOK pETiOHIB, MiABHIIEHHS YH
3HWKEHHS CIIPOMOXKHOCTI TEPUTOPIaJIbHUX I'POMal; PUHOK Ipalli, piBEeHb 3aiHATOCTI
HacCelleHHsI; IPOMAJICbKe 3[0pPOB’S, MOKpAIleHHsS 4YM MOriplieHHs CTaHy 3J0pOB’s
HacejleHHss abo HOro OKpeMUX TIpyN; €KOJOril0 Ta HaBKOJHMIUHE TMPUPONHE
cepeloBHILE, OOCIT NPUPOJHHUX pecypciB, piBeHb 3abpyJHEHHS AaTMOC(HEPHOro
MOBITPS, BOMM, 3eMellb, 30KpeMa 3a0pyIdHEHHs YTBOPEHHWMM BiAXOJaMH, IHIII
CYCIiJIbHI BIZTHOCHHH.

7. [lo3unisi 3aiHTepecOBAaHHX OPraHiB

3aKOHONMPOEKT MOTPedy€e MOromKeHHs 3 MiHiCTepCTBOM PO3BUTKY €KOHOMIKH,
TOPTiBJIi Ta CLIBCHKOrO rocrnozapcTBa Ykpainu, MinictepcTBoM (iHaHCIiB YKpaiHy,
AHTHMOHOMNOJBHUM KOMiTeTOM YKpainu, YnosHoBakeHMM BepxoBHoi Panu Ykpainu
3 [IpaB JIOAMHU Ta JlepikaBHOIO PeryasTOPHOIO city k0010 YKpaiHH.

3aKOHOMPOEKT MMOTpedy€e MpPOBEIEHHsS MPaBOBOi eKcrepTH3d MiHicTepCTBOM
IOCTHLIT YKpaiHH.

8. Pu3uku Ta o6MexeHHS

3aKOHOMPOEKT HE MICTHTH MOJIOXKEHb, fAKi MAOTh O3HAKH IHCKPUMIiHALi.
['poMajichKa aHTHOUCKpUMIHAIliifHA eKCIepTH3a He IPOBOAMIIACS.

Y  3aKOHOMPOEKTI BIACYTHI [OJOXKEHHA, SKi NOPYLIYIOTH  MPHHIUI
3abe3neyeHHs piBHUX MPaB Ta MOYJIMBOCTEH JKIHOK 1 4OJIOBIKIB.

3aKOHONPOEKT HE Mae MpaBHi i MpoUenyp, SKi MOXKYTb MICTUTH DPHU3UKH
BUMHEHHS KOPYILIMHMX IMpaBONOPYIIeHb Ta [PaBONOpPYIIEHb, [OB’SI3aHAX 3
Kopynuier. ['pomaacbka aHTHKOPYTIIifHA eKCriepTH3a He MPOBOAMIAC.

9. [TincraBa po3pob.ieHHS NMPOEKTY aAKTA
3aKOHOIPOEKT PO3pOOAEHO 3a BIACHOK IHILIATHBOIO 3 METOK IMOKpalCHHS
NOCTYIly MALi€HTIB 0 OpHUriHAJIbHUX (IHHOBALMHKX) JiKapChKUX 3ac00iB 3a KOIITH
JepKaBHOIO OIOKETY.




(Ayod amarr1g) | (Axod or)
gUIrlg UUEo aUIrTg HAFON
yodroogurradas | odioodrodox

(idinma

AWOHODIE OQB AWO0E0IrdUh K)
(Aauirug 0IOHRIANTHO : RETeENRLY eHodoLd

orr dwrdgendu eLye KIeelread SWed AWOh) BHHIHOIKO] | aDIHERNOL HUEOhOIIN)] eHeg0dddaLHIRE
XUHEOHJO0 HIWE UMTWRHHI
1oHREARRQIradoll WEHHOhBHERE
€1 00doLHI HHEOhOII
BH gUIrlg (HHHEWLRIOH
Wh UMHEULUEON ) UMHBEANTR()

:HidoLd xuHes0dddaLHIRE HOIAILHI 190KOIIN BH AgHirng conlodly '

‘omoul (¥ godore AHodoxo odu uHIRdY £ €ALOgRIIOHONEBE §OHO() § L) «HHIRdN £ ALXI01Q 0JoHgRMXdR]] 1LmOoN
doHAxed ee g1gooee xugodeNIlr BL JAIrD0L XMHhUIOW XHUHIIXQOSH KHHEWBH» ‘(MHIBMM L IMALULOHO) 6 "LO) «BHHREAHOIAIDQ0
OJOHRHMIOW HETBWOdI X108 KUY OJOHUALOOY 1 OJOHEMLINO(» orom ‘ewadioe ‘MHIBAMK HWWBHOMBE BL ODRIALMLOHOM
xuHOheHens ‘K godore uHodoxo 1doo £ Hewewod: wuiiHeder smeenread 3 AxdoduoHONRE 01091 WEHHEIERE

‘Auk1oor osonedgodax gidogolor dAronodu WEHHBEAD0LIRE €1 GILITION XMHLMKII0IQ YoHAXed ee
g1000BE XITodeNIlr (XMHUITESOHHT) XUHIIRHLINAO O €1LHAIEN AUALOOY EHHAIBHOMJOTA 3 A1LM20dIIOHONBE OIOLJJA °]

Hidord xuHea03ddaLHIRE HOIdILHI I90hOIIN BH «AUALIOY oloHegodax Hwedogoior ee d19odes xuxgddedr
AIEINANBE LLIOSHINKOW BHHOhILEI0RE BH XHHedOWBdID ‘HHIRdY £ SIHOMEBE XHMBIY OX HIWE BHHIIIHE od

uHiedy £ Anoxeg Avidodu pmesiread
AdUI'IE €OHI0d1

MOUIIRE JOHIIBEOIHOKO] | O
Moreroly




"XBIKOQ0 XUHOhEHEUE K MHIBM £ aidesgol
oitdorudar en gidegoL sHHEhBLOOU OXom HaRMdAr AMOQ KHHBhBLOOII
€ MiLHedel xuHaaU el AMLAQUdI BHHEWHALO 9LO1EUINKOW 4118990 guHegoiderrouoo.l
OWHUIBhBHEO 2N EHHeg0IdRIIO1100.] mmrﬁuﬁwo@%nu BI[/ orrorm uiLHedel E,H.v_un@%o
‘AuALo0Y oloHegoday €1dog010Y BHHRIRINA el Axrkgudu
JLOIEUINKON 9dLURJLIEdQRE AHOMBE A1ddodu BLLEHUUA]] sHHEWHALQ
41000BE
"ALX701g oJ0oHgRM Y MLITION BE 4100dBE XUngodexIlr xuxaodexir —
(XMHUITREOHH]) XWHAUBHIIMdO OF d1iHAMen AuUALdOY XUHITXQOJH :

oiHHamedyou awuisuduo AHodes Aixsodu ELLEHUMA]]

or uArooy7




HOBIIOMJVIEHHA

PO ONPHIIOIHEHHA NPOEKTY 3aKkoHy YKpainu «IIpo BHeceHHs 3MiH 10
AesIKUX 3aKOHIB YKpaiHH, CIPSIMOBAaHMX HA 3a0e3me4eHHs MOXKIMBOCTI
3aKyniBeJb JiKapChKHUX 3aC00IB 32 10r0BOPaAMH KEPOBAHOI0 JOCTYILY>

[Ipoext 3akony Ykpainu «IIpo BHecCeHHS 3MiH 10 JEIKUX 3aKOHIB YKpaiHw,
CIPSIMOBaHMX Ha 3a0€3MEUEHHs] MOXJIMBOCTI 3aKyIiBelb JIIKAPCHKUX 3ac00iB 3a
JOTOBOPAMU KEPOBAHOTO JOCTYMY» (Jaii — MPOEKT 3aKOHY) pO3pOOIEHO 3 METOIO
yIOCKOHAJICHHS JOCTYITYy MAIlIEHTIB J0 OpUTTHAIBHUX (1HHOBALIMHUX) JIKAPChKUX
3aco0iB Ta peainizalii nonoxxkeHb 3akoHy Ykpainu Bia 18 Oepesns 2020 poky Ne
531-1X «IIpo BHeceHHs 3MIH JO JEAKMX 3aKOHIB YKpaiHH, CIPSIMOBAaHUX Ha
MIBUILICHHS ~ JOCTYMHOCTI JIIKAPCHKUX  3aco0iB, MEIUYHUX BUPOOIB Ta
JOTIOMIXKHUX 3aC001B JI0 HUX, SIKi 3aKyMOBYIOTHCS 0CO00I0, YIIOBHOBKEHOKO Ha
3IifiCHEeHHs 3aKymiBedb y chepi oxoponu 3m0poB’s» (mami — 3akon Ne 531-1X),
BpPaxoBYIOUHM CBITOBHUI JOCBIJ Ta OCOOJIMBOCTI 3aCTOCYBAHHSI MPOLIEYp JOTOBOPIB
kepoBaHoro pgoctymny (mami — JKJI), a Takox s YCyHEHHS KOH(DIIKTY MIX
HopMamu 3akony Ne 531-1X Ta 3akony VYkpainu «IIpo myOsiyHi 3aKymiBii» B
gacTuHi 3actocyBanHs 10 JK/I nporeayp myOaidHUX 3aKyIiBEIIb.

[IpoexT 3akoHY Ta MOBIZOMIICHHS MPO HOTO ONPUIIOAHCHHS PO3MIIICHO Ha
caitti MiHiCTEepCTBa OXOPOHH 370pOB's YKpainu (WWW.MOoz.qov.ua).

3ayBakeHHs Ta Tmpomo3ullii mpocumo Hajgcwiatu ao 30.12.2020 poky g0
MiHicTepcTBa OXOpOHH 370pOB's YKpainu 3a aapecoro: M. Kwuis, 01601, Bym.
I'pymescbkoro 7, Jlupekropar MeaU4IHOTO 3a0e3MeUueHHs, IePKaBHOMY E€KCIIepTY
€KCTIEPTHOI TPYIH 3 MUTaHb PO3BUTKY CIICINIaII30BaHOI Ta BUCOKOCIICI[iaTi30BaHOT
MEIAYHOT JIOTIOMOTH [MTanmamapuyk Tuni abo Ha e-mail:
medicalservice.moh@gmail.com



http://www.moz.gov.ua/
mailto:medicalservice.moh@gmail.com

MIHICTEPCTBO OXOPOHMU 3/I0POB’Sl YKPAITHU

(MO3)
Byn. M.I'pymeBcekoro, 7, M. Kuis, 01601, texn. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web: http://www.moz.gov.ua, kox €IPIIOY 00012925

Jlep:xaBHA peryJsiTOpHa CJIy:k0a
Ykpainu

MiHiCTepCTBO OXOPOHU 30pPOB’S YKpaiHU pO3rJsHylo Juct JlepkaBHOI
perynsitopHoi cinyk6u Ykpainu (mami — JPC) Big 13.01.2021 Ne97/0/20-21 mono
HaJaHHS PO3’SICHEHb N0 MPOEKTY 3aKkoHy YkKpainu «lIpo BHECEHHS 3MiH A0 JESIKUX
3akoHIB YKpaiHu, CHOpsSMOBaHUX Ha 3a0€3MEUEHHS] MOXJIMBOCTI 3aKyIIBEb
JKapChKHUX 3aCO0IB 3a IOTOBOPAMH KEPOBAHOTO JOCTYITY» (Haii — MPOEKT 3aKOHY) 3
ypaxyBaHHsM BuMor crtarti 1 3akoHy VYkpainum «llpo 3acagm nep:kaBHOi
PEryJISATOPHOI MOMITHKKM y cdepl Tocnogapchbkoi AISIBHOCTD) Ta IOB1IOMIISE
HACTYIIHE.

JIuctom MO3 Big 16.12.2020 Ne25-04/38327/2-20 (nam — Jluct) no APC Oyno
HaIpaBJICHO JUIsl PO3MIISAY MIATOTOBICHHUM MPOEKT 3akoHy Ykpainu «IIpo BHeceHHs
3MIH JI0 JCSKUX 3aKOHIB YKpaiHH, CHPSIMOBAHMX Ha 3a0€3MEUYECHHS MOKIJIUBOCTI
3aKyMiBeIb JIKAPCHKUX 3ac00iB 3a JOTOBOpaMHM KEpPOBAHOTO JOCTymy» (mam —
MIPOEKT 3aKOHY).

[IpoexT 3akoHy pO3pOOJIEHO 3 METOI0 YJOCKOHAJICHHS JOCTYIy TAIlI€HTIB 10
OpUTIHATBHUX (IHHOBAIIMHMX) JIKAPCHKUX 3aC00IB 32 PaXyHOK OIOJIKETHUX KOIITIB
13 3aCTOCYBaHHSAM MPOLEAYpP JOTOBOPIB KepoBaHOTO aoctymy (nam - JAKJI), a Takox
JUIsL peaimizallii nmoyiokeHb 3akoHy Ykpainu Bin 18 Oepesns 2020 poky Ne531-1X
«IIpo BHECEHHs 3MiH A0 JEAKUX 3aKOHIB YKpaiHW, CIPSIMOBAHUX Ha IMiABUIIECHHS
JIOCTYITHOCT1 JIIKapChKUX 3ac001B, MEIUYHUX BUPOOIB Ta JOMOMIKHHUX 3ac001B 10
HUX, AKl 3aKYy[OBYIOTbCS OCO0OI0, YIIOBHOB&)KEHOIO Ha 3JIIMCHEHHS 3aKyliBENb Y
cthepi oxoponu 3710poB’s» (gam — 3akoH Ne531-1X), BpaxoByrOUH CBITOBUI JOCBIA
Ta ocobimBocTi 3actocyBaHHs mnpouenyp K/, a Takox ajis yCyHEeHHsSI KOHQIIKTY
Mmix HopMmamu 3akoHy Ne531-IX Tta 3akony VYkpainu «[Ipo myOmiuHi 3aKkymiBii» B
yacTuHi 3actocyBanHs 10 JIK/] nponenyp myOaiuHUX 3aKyiBEb.

Honatkom no Jlucta Oyno HamicIaHO aHaMI3 PEryasSTOPHOTO BIUIMBY JI0
MPOEKTY 3aKOHY, OKPIM TOTO MPOEKT 3aKOHY OyJIO ONMPUIIOJHEHO JJIS TIPOBEICHHS
myOJYHUX KOHCYJIbTaIll 3 TPOMAJICHKICTIO Ha odiliiiHOMYy BeOcaiTi MiHicTepcTBa
OXOpPOHHU 310pOB’S VYkpainu (https://moz.gov.ua) 3a MTOCHUJIAHHSIM:
https://bit.ly/34zGX83

3 ornaay Ha HaBeleHy 1HdopMmalii Ta, BiANOBIIHO 10 § 38 PermameHty
Kabinety MinictpiB Ykpainu, 3aTBep/KeHoOro mnocraHoBor KaGinery MiHicTpiB
Vkpainu Big 18 nmumas 2007 poky Ne 950 mpocMMoO mOroauTd OpoekT 3akoHY B
OJIHOJICHHMM TEPMiH, y 3B’SI3Ky 13 HarajlbHOIO MOTPeOOI 3a0e3IeueHHs] JOCTYITy
NAIl€HTIB, 10 CTPAXKIAIOTh Ha BaXKl 3aXBOPIOBAHHSA, [0 OPUTIHAIBHUX
(IHHOBALIMHKX ) JIIKAPCEKUX RACONIR

HICTEQCTED COD0HIA 300008 R Yipaike

AOYRHOK P06 25-04/1044/2-21 gig 15.01.2021

T MiHicTepcTBO OXOpPOHU 340pOB's YKpaiHu m
B Ne25-04/1044/2-21 Big 15.01.2021
tr  KEM LWaranosa Csitnata MukonaisHa

i 58E2D9E7F900307B0400000009092F0009598300
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JlonaTtku:

1. IIpoekTt 3akoHy Ha 2 apk.

2. ITosicHIOBaJIbHA 3amUCKa Ha 6 apK.

3. lopiBHsIbHA TAOAHIIS HA 5 apK.

4. AHami3 peryIaTopHOTO BIUIMBY J0 MPOEKTY 3aKOHY Ha 28 apK.

5. Komist onpuimtoIHEHOT0 MOBITOMIICHHS TIPO OMPHIIIOJHEHHS MPOEKTY 3aKOHY
Ha | apk.

6. Jluct APC mono HananHs po3’sicHeHHs Ha | apk.

3actynauk MiHicTpa Ceitiana IIIATAJIOBA

ITanamapuyk 253-69-67




MIHICTEPCTBO OXOPOHMU 3/I0POB’Sl YKPAITHU

(MO3)

Byn. M.I'pymeBcekoro, 7, M. Kuis, 01601, texn. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web: http://www.moz.gov.ua, kox €IPIIOY 00012925

Jlep:xaBHA peryJsiTOpHa CJIy:k0a
Ykpainu

MiHicTepcTBO OXOpPOHU 3A0pOB’S YKpaiHM HampaBige IS PO3MIALY
HiATOTOBIEHUI NMPOoeKT 3akoHy YKpaiHu «IIpo BHECeHHs 3MiH 10 JIeIKMX 3aKOHIB
VYkpaiHu, cHpsMOBaHMX Ha 3a0€3MEYEHHS MOXJIMBOCTI 3aKYIIBENb JIKAPChKHUX
3ac001B 32 JOTOBOPAMH KEPOBAHOTO JIOCTYMY» (71ajli — MPOEKT 3aKOHY).

[TpoexT 3akoHy po3p00OJICHO 3 METOIO YJIOCKOHAJIICHHS JIOCTYNY MAlI€HTIB /10
OpUTIHANBHUX (IHHOBALIIMHMUX) JIKAPCHKUX 3ac00IB 32 paXyHOK OIOJI)KETHUX KOIITIB
13 3aCTOCYBaHHSAM MPOLEAYpP JOTOBOPIB KepoBaHOTO aoctymny (nami - JAKJI), a Takox
JUIsL peaimizalii moyiokeHb 3akoHy Ykpainu Bin 18 Oepesns 2020 poky Ne531-1X
«IIpo BHECEHHS 3MIH J0 JESKHX 3aKOHIB YKpaiHW, CIPSIMOBAHMX Ha M1JBUIIEHHS
JOCTYIHOCT1 JIIKapChKUX 3ac001B, MEIUYHUX BUPOOIB Ta JOMOMIKHHX 3aCOOIB [0
o= HUX, SIKI 3aKYMOBYIOTHCSI O0COOOI0, YIOBHOBA)KEHOIO Ha 3IHCHEHHS 3aKyIiBENb Y
= cdepi oxoponu 370poB’s» (mam — 3akon Ne531-1X), BpaxoByrouu CBITOBHI JOCBi
Ta ocobymBocTi 3actocyBanHs mpouenyp K/, a Takox myis yCyHEeHHsSI KOHQIIKTY
MK HopMamu 3akoHy Ne531-IX ta 3akony Ykpainu «[Ipo myOmiuHi 3aKkymiBii» B
yacTuHi 3actocyBanHs g0 K] nporeayp myOaidyHUX 3aKyTIiBEb.

[IpocuMoO y HaWKOPOTIIMI CTPOK PO3TJSSHYTH MOXJIMBICTh HAaJaHHS BUCHOBKY
II0JI0 BIJICYTHOCTI Yy MPOEKTI 3aKOHY O3HAK PEryJsTOPHOIO akKTa, y 3B’SI3Ky 13
HaraJibHOIO MOTPeOOoI0 3a0e3MeYeHHs JOCTYNY Mall€HTIB, 0 CTPAXAAIOTh Ha BaXKI
3aXBOPIOBAHHS, 10 OPUTTHATBHUX (1IHHOBALIMHUX ) JIIKAPCHKUX 3aCO01B.

JloJ1laTKOBO TOBIAOMIISIEMO, IIO MPOEKT 3aKOHY ONPHIIIOJAHEHO Ha O(pILIHHOMY
BeOcaiiTi MiHictepcTtBa oxopoHu 310poB’st Ykpainu (https://moz.gov.ua) 3a
nocuiianusaM: https://bit.1ly/34zGX83
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JlonaTku:

1. IIpoekT 3akoHy Ha 2 apk.

2. TlosicHiOBanbHA 3anucKa Ha 6 apk.

3. [lopiBHsANBHA TAOIUIIA HA 5 apK.

4. AHani3 peryyisiTOpHOTro BIUIUBY JI0 MPOEKTY 3aKOHY Ha 28 apk.

5. Komist onpuiitoAHEHOTo MOB1IOMJIEHHS! TIPO OMPUITIOJHEHHS MIPOEKTY 3aKOHY
Ha | apk.

3actynauk MinicTpa CeiTiana ITATAJIOBA

IManamapuyk 253-69-67
MFICTECTED CHOP0H 3000E'R YDk

AOYRHOK P06 25-04/38327/2-20 Big 16.12.2020

: M MinictepcTBo OXOpOHN 300pOB'A YKpaiHu m
s+ No25-04/38327/2-20 Bip 16.12.2020

+2  KEM Watanosa Ceitnaxa MukoraisHa

i 58E2D9E7F900307B0400000009092F0009598300
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JIEPKABHA PETYJISITOPHA CJIYXKBA YKPAITHU

ByJ1. Apcenansna, 9/11, m. Kuis, 01011, Ten./daxc (044) 239-76-40
E-mail: inform(udrs.gov.ua, Caiit: www.drs.gov.ua, xox 3rigao 3 €/IPIIOY 39582357

A M—.
Bl Ne Ha No 25-04/38327/2-20 i 16.12.2020

MinicTepcTBO OXOpPOHY 310POB’s YKpaiHH

Ilooo nadanns po3’ssCHeHHA

JlepxaBHa peryisTopHa ciyx0a YKpaiHu po3riisiHyla IPOEKT 3aKOHY YKpaiHH
«IIpo BHECEHHs 3MIH IO JESKUX 3aKOHIB YKpaiHW, CIPAMOBAHHX Ha 3a0e3leueHHs
MOJJIMBOCT] 3aKyITIBEIb JIIKAPChKUX 3ac001B 3a JOrOBOpPAMH KEPOBAHOTO IOCTYIY»,
HagaHdil ucTom  MiHicTepeTBa OXOpoHW 3/0poB’s YipaiHu Big 16.12.2020
Ne 25-04/38327/2-20, Ta 11OBIAOMIISIE.

3 ypaxysanusm sumor ctatTi 1 3axony Yxpainm «IIpo sacagm [aepikaBHOI
PETYIATOPHOT TONiTHKY Yy cdepl TOCMoAapchKol [IAIBHOCT) 3a3HAYEHUH BUIIE
poeKT 3akoHy VYKpaihy MICTHTE HOPMH PEryisTOpPHOIO XapakTepy, a HOro
HpUAHSTTS ToTpedye peanizanii mepeIdaveHux UM 3aKOHOM MPOLETYP.

T.s.0.ToioBU Ouer MIPOLIHIYEHKO

Anna KYUEP 2397612

Hepwann parvmyopss onvrls Vipaiug

BIAX NeB7/0/20-21 8if 13.01.2021
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