IHOPIBHAJVIBHA TABJIMIA

10 mpoekTy 3akoHy Ykpainu «IIpo BHeceHHsI 3MiH /10 IeIKMX 3aKOHOABYHUX AKTIB YKPaiHH 11010 BPEeryJIOBAHHS NUTAHHS HAJaHHS Nali€cHTaM
JiKapcbKUX 3aC00iB 3i ciBUYTTS»

UnHHA penaKilis

Hoga penaxitis, 1o IpONOHYEThCS

3akon Ykpainu «IIpo Jikapcbki 3aco0

w» Ne123/96-BP Bin 4 xkBiTHst 1996 poky

Cratts 2. BusHaueHHs TepMiHIB

Cratts 2. BusHaueHHs TepMiHiB

VY 3aKOHOAABCTBI MO JIIKAPCHKI 3aCO0M TEPMIHU BXXHUBAIOTHCS Y TaKOMY
3HAYEHHI:

<...>

Biocymmuiii

VY 3aKOHONABCTBI MPO JIIKAPChKi 3acO0M TEPMIHM BXKHUBAIOTHCS Yy TAaKOMY
3HA4YeHHI:

<...>

IIporpama po3mIMPEHOr0 AOCTYNY MAIIEHTIB 10 He3apeeCTPOBAHUX
JiKapchbKHUX 3ac00iB — mporpama 0e30IUIaTHOrO JAOCTYIYy NALIEHTIB /10
HE3aPEECTPOBAHOIO JIIKAPCHKOro 3aco0y, SIKHI JT03BOJIEHO [0
BUKOPHUCTAHHS 32 BilOBIIHUMM MOKA3aHHSAMHU 200 1100 SIKOro OyJja
3aBeplIeHa OHaliMeH e nepma ¢ga3a kiaiHiYyHuX Bunpoodysansp y CIIA,
KpaiHax €BponeiicbKoi eKOHOMIYHOI 30HU, ABcTpadii, Kanaxai, fAnonii,
BeaukoOpuranii ado IBeiimapcbkiili koH(enepauii, Ta moa0 SAKOro
HasiBHA iHdopmanis moao Oe3nexku i edexkTMBHOCTI, AOCTATHA A
OLIHKH CHiBBiIHOIIEHHs pU3uKy Ta kopucti. [Iporpama npoBoauThCs
BiAMOBIAHO 10 YMOB, BU3BHAYEHUX IIUM 3aKOHOM.

IIporpama goctymy cy0’ekTiB  J0CHiI:KeHHs  (mAUI€HTIB) 110
AOCJIKYBAHOI0 JIIKAPCHKOIr0 3ac00y Mic/Jsl 3aBepHIeHHsl KJIHIYHOTIO
BHIIPOOYBaHHS nporpamMa mnojajbLIOr0 0e30IJIaTHOr0 0CTYIy
cy0’ekTa KJIIHIYHMX JOCHIIKeHb (MaumieHTa) [0 J0CJIiIKYBAaHOTIO
Jikapcbkoro(ux) 3aco0y(iB) micas 3aBepumieHHA HHM y4yacTi y
KJIIHIYHOMY BHIPOOYBaHHI, fiIka NMPOBOJAUTHLCH BiJANOBIIHO /10 YMOB,

BHU3HAYCHHUX IITUM 3akoHoM.




Biocymniii

Crarra 8-1. Ilporpamm po3MIMpPeHOro AOCTYIy NALIEHTIB [0
He3apeecTPOBAHMX JIKAPCHKHUX 32c00iB Ta MporpamMu A0CTyny cy0’€KTiB
AOCTIIKeHHs (MANIEHTIB) 10 J0CIIIKYBAHOIO0 JiKAPCHKOro0 3aco0y micJist
3aBeplIeHHs KJIiHIYHOro BUNIPOOYBaHHS

Jlikapcbki 3aco0u B paMKax IporpaM po3LIHPEHOro J0CTyNy Nali€HTiB
A0 He3apeecTPOBAHMX JIIKAPCBKUX 3ac00iB Ta mporpaM JI0CTymy
cy0’eKkTiB  gocaimkeHHsi  (Mai€HTIB) A0  JAOCJIAXKYBaHOro(mx)
Jikapcbkoro(mx)  3aco0y(iB)  micasi  3aBeplIeHHS KJIHIYHOT 0
BUNIPOOYBaHHSI HaJalOThcs 0€30IUIATHO, BHMKJIYHO 3 eTHYHHX Ta
TYMAHHUX MipKYBaHb.

Jl1si 1mpoBeieHHs TNPOrpaM PO3LIHPEHOr0 AOCTYNYy NALIEHTIB 10
He3apeeCcTPOBAHMX JIIKAPCHKHUX 3aCc00iB Ta mporpaM A0cTyny cy0’€KTiB
AOCJHizKeHHs (Mali€HTiB) 10 A0CAIIKYBAHOIO0 JiKapChbKOro 3aco0y micas
3aBeplIeHHs] KJIHIYHOr0 BHINPOOYBAHHSI MiJANPUHEMCTBA, YCTAHOBH,
opranizauii a0o rpoMagsiHM NOJAOTh BIANOBiAHY 3asBY [0
LHEHTPAJbHOr0 OPraHy BHKOHABYOi BJaIH, 10 peasi3ye [ep:KaBHY
NnoJIiTHKY y cdepi 0XOpOHHU 310pOB’sl.

1o 3as1BM 101210THCS MAaTePiaJIn, AKI MiCTATH 3arajbHy iH(popMailio npo
Jikapcbkuii  3aci0 (HasBa (y pa3i  HasBHOCTI), AaKTHUBHMH
¢papmaneBTHYHMI iHrpeNi€cHT, OAMHMLI BHUMIpPIOBaHHS, [103yBaHHS,
BHPOOHHUK, TEPMiH NMPUAATHOCTI, 10CTYNHA 3asiBHUKY iH(opMaNis 1moao
Oe3nmekHn Ta e(EeKTHUBHOCTI JIKAPCHKOro 3aco0y), OOIPYHTYBaHHS
AOUUILHOCTI NMpPOBeJeHHs]I MPOrpaMu Ta JaHi mpo nmamieHTa ado 1oa0
rpynu NAMi€HTIB, IKi OpaTUMYTh y4acThb y Nporpami.

PimeHHs npo npoBe/ieHHs MPOrpaM pPoO3LIMPEHOro J0CTYNy Mali€HTIB 10
HE3aPEeECTPOBAHMX JIIKAPCbKUX 3aC00iB NMPUHMAETHCH HEHTPAJIbHUM
OpPraHoM BHKOHABYOI BJIA/M, II0 Peali3y€ JepkaBHY NOJITHKY Yy cepi
OXOPOHHU 310POB’Sl 32 HACTYITHUX YMOB:

namieHT(n) Mae(10Th) 3arpo3y KUTTIO 200 TSUKKHII MeIMYHUI CTaH, 110
BMMArae JiKyBaHHSI HE3apPeeCTPOBAHUM JIIKAPCHKHUM 3aC000M;




Ha TepurTopili YKpaiHum mnamieHT(M) He Mae(l0Thb) [I0CTYNy [0
aJIbTePHATUBHUX e()eKTHBHUX METO/IB JIiKyBaHHS Ta/a00 He MOKe(yTh)
OyTH BKJIIOYEHUI(MH) 10 KJIIHIYHOr0 BUNIPOOYBAHHA

HasIBHi JaHi mpo Te, M0 pu3uK NModiuHoI Aii Jikapcbkoro 3acody Oyne
HUKYHUM 32 O4iKyBAHM NO3UTHUBHUI edeKT;

II0/I0 JIKApChKOro 3aco0y 3aBeplieHa NIOHaliMeHINe nepma ¢a3a
KJIiHIYHUX BUIPOOYBaHb Ta € MiATBEpPAKeHHs1 HOro egeKTUBHOCTI 200
HasIBHi 1aHi 11010 0e3MeKHu A0CTiKyBAHOTI0 JiKapchbKOro 3aco0y mix yac
NpoBeeHHs nepumoi a3y KJIiHIYHOr0 BUNIPOOYBAHHS;

HAsIBHA 3arajbHa XapaKTepUMCTHKAa NOTeHUiHHMUX NALIEHTIB 11010
BiAMOBiZHOCTI yMOBaM BKJKWYEHH Yy MNporpaMmy Ta OIiHKA
NPOrHO30BAaHOI KiJIbKOCTI NALI€HTIB, IKi O0ya1yTh OTPUMYBATH JIKAPCHKi
3ac00M MPOTSIrOM TEPMiHYy il mporpamu.

PimieHHss mpo mpoBeeHHs MporpaM AOCTYNy cy0’€KTiB J0C/IiAKeHHSA
(mamieHTiB) 10 AOCTIIKYBAHOT0 JIKAPCHLKOI0 3ac00y MicJIsA 3aBepUIeHHA
KJIIHIYHOT 0 BUNIPOOYBAHHS NPUIIMAETBCS 32 HACTYITHUX YMOB:
namieHT(n) Mae(10Th) 3arpo3y KUTTIO a00 THAKKUI MeIUYHUH CTAH, 10
BHMAra€ MNPOAOB:KEHHS JIIKyBaHHA JikapcbkuM(uMu) 3acobom(amu),
sikmi(i) AOCJIIIKYBaBCSI(JIUCSH) y BiAMOBiTHOMY KJIIHIYHOMY
BUNIPOOYBaHHi;

HasIBHIi 1aHi PO Te, 0 PU3UK MOOIYHOI 1ii JiKapcbKoro(um) 3acody(am)
Oy/je HUKYMM 32 O4iKyBaHUIl MO3UTUBHUN edeKT;

namieHT(n) OpaB(yin) ado 3aBepmIy€(l0Tb) Y4YacTb Yy KJIIHIYHOMY
BUNPOOYBaHHI IbOI0 JIKapChKOro 3aco0y;

HAasiBHA 3arajibHa XapaKTePUCTHKA TMOTEHUiHHUX NAUIEHTIB 100
BiAMOBiIHOCTI yMOBaM BKJIIYEHHs1 Yy IMporpaMy Ta ONIHKA
MPOrHO30BAHOI KUIBKOCTI NALI€EHTIB, sIKi 0yIyTh OTPUMYBATH JIKAPChKI
3aco0M MPOTAroM TepMiHy il mporpamu;

HasiBHa iHopManisa moxo HoMepiB (KoAiB) Ta iHiLiaJdiB MOTeHUIMHUX
NANI€HTIB, HAZAHMX MiJ Yac IX y4acTi B KIiHIYHOMY BUIIPOOYBaHHi.
Hananns Jikapcbkoro 3aco0y B Mexax NMpPOrpaMm J0CTymy cy0’€KTiB
AOCHiIKeHHs] (MAli€HTIB) A0 I0CJAIIKYBAHOrO(MX) JiKapchbKOro(mx)
3aco0y(iB) micjsi 3aBepuHIeHHs1 KJIHIYHOIO0 BHMNPOOYBAaHHS MOKJIHMBeE




TIJIBKU MicJs1 TOr0 K Nani€eHT(H) 3aBepINB(JIM) y4aCcTh Y KJIIHIYHOMY
BUNIPOOyBaHHi i3 3a0e3medyeHHsIM Oe3NepepBHOCTI JiKyBaHHSI JaHUM
JIKapCbKUM 32C000M.

MapkyBaHHsl JiKapcbKHX 3ac00iB, 110 BHKOPHCTOBYIOTBHCS B MeKax
NporpaM po3IMIMPEHOr0 A0CTYNy NAUIEHTIB [0 He3apeecTPOBAHUX
JiKapcbKHX 3ac00iB Ta mnporpaM I0CTyny Ccy0’€KTiB JOCJHiIKeHHS
(maui€eHTIB) 10 AOCTIAAKYBAHOI0 JIKAPCHKOI0 3ac00y Mic/isl 3aBepUICHHS
KJIIHIYHOT 0 BUNIPOOYBAHHS, MA€ MiCTUTH:

NMO3HAYEHHS «He I MPOJAKY»;

NMO3HAYEHHS] «TIILKM [Jsl TNPOrpamM po3LIMPEHOro JAOCTYIy [0
HE3aPEeECTPOBAHMX JIIKAPCHKHUX 3aC00iB» a00 MO3HAYEHHS «TUIbKHU JJIst
NPorpam NoAajabuIoro J0CTymy 10 A0CIiAKYBAHOI0 JiKAPChKOIo 3ac00y»
BiAmoOBiTHO;

HOMep (KOJ) BiANOBiIHOI NporpamMu, BU3HAYeHHUI 3asIBHUKOM.

ITopsinok moroaKeHHs Ta MPOBEJAEHHS MPOrPaM PO3LIUPEHOT0 JT0CTYIY
NALiEHTIB 10 He3apeecTPOBAHMX JIKAapCbKMX 3ac00iB Ta mnporpam
A0CTYNy Ccy0’eKkTiB JocC/izKeHHsI (NMALIEHTIB) A0 JA0CJiIKYBAHOTO
JiKapchbKoro 3aco0y micisi 3aBeplIeHHS] KJIHIYHOr0 BHUIPOOYBaHHS
BCTAHOBJIKOETHCH HEHTPAJLHMM OPraHoM BHMKOHABYOI BJaaH, 11O
3a0e3neuye (GopMYyBaHHsSI [ep:KaBHOI MNOJITHKH Yy cdepi OXOpoHH
310POB'sl.

PimenHs npo 3aTBepAKeHHs MPOrpaM Po3MIMPEHOro J0CTYNy NAli€HTIB
0 He3apeecTPOBAHMX JIKAPCHLKHUX 3ac00iB Ta mporpaM JI0CTyILy
cy0’ekTiB HoCHiIKeHHsI (MALI€HTIB) A0 AOCHIIKYBAHOIO JIKapChKOIo
3aco0y micjs 3aBepHIeHHs] KJIIHIYHOI0O BHUINPOOYBAHHSI MNPHIMAETHCS
LHEeHTPAJIbHMM OPraHOM BHKOHABYOI BJIaJAW, L0 peasi3y€ Iep:KaBHY
MOJIITHKY Yy c(epi OXOPOHM 310POB’Sl Y CTPOK 10 II’ATH POOOYMX IHIB 3
JaTH MOJAaYi BiAmoBigHOI 3afBH Ta € J03BOJIOM /JISI BBe3CHHSA
HE3aPeECTPOBAHMX JIKAPCHLKUX 32C00iB HA MUTHY TEPUTOPi0 YKpaiHu.
IIpoBenennss mnporpaMm  po3IIMPEHOro  JOCTYNy MNAaLi€HTIB 10
He3apeECTPOBAHMX JIIKAPCHKHUX 3aCc00iB Ta mporpamM J0cTyny cyod’€KkTiB
AOCJHiIzKeHHs (Mali€HTiB) 10 A0CIIIKYBAHOIO0 JiKaAPChKOro 3aco0y micus
3aBepuIeHHs] KJIIHIYHOT0 BUIIPOOYBAHHSI PO3NOYMHAECTHCHA TIJILKM MiCJIsl




YKJIaJeHHsI cy0’€KTOM, KM Ha/JaBaTHMe JIIKApCbKi 3ac00M B Mexkax
BiAnoBiaHOI nporpamu (a60 Qi3NYHOI0 Y¥ HPUAUYHOIO 0c00010, AKA i€
3a JOPY4YeHHSIM TaKoro cy0’ekra), aoropopy(iB) 11010 MPOBeICHHS
BiAMOBiAHOI mporpamMm 3 3akJjajoM(aMH) OXOPOHH 310poB’si alo 3
Jikapem(samu), saxkui(i) ™Mae(l0Th) JIileH3II0 HAa NPOBAKEHHS
rocrnoAapchbKoi JifAJIbLHOCTI 3 MeIUNYHOI IPAKTUKH.

Cy0’exkT, AIKMH HaJaBaTHMe JIIKapCbKi 3ac00M B MeKax Hporpam
PO3IIMPEHOr0 J0CTYNYy MNANIEHTIB 10 He3apeeCcTPOBAHMX JIKAPCHKHX
3ac00iB 200 mporpam A0cTymy cy0’€KTiB J0CJHiI:KeHHs (MALI€HTIB) 10
AOCJHIIZKYBAHOT0 JIiIKAPChbKOro 3acoly, Mmicjisl 3aBeplIeHHs1 KJIHIYHOIO
BHIIPOOYBAHHSI MOKe YKJIACTH JOTOBIP CTPaxXyBaHHSI BIANOBIIAJBHOCTI
nepej TpeTiMu 0cob6aMM.

Cratta 17. Ilopsaok BBe3eHHs B YKpaiHy JIKapChbKHUX 3ac00iB

Cratta 17. Ilopsaaok BBe3eHHs B YKpaiHy JIKapChbKHUX 3ac00iB

<...>

HesapeectpoBani Jikapchki 3aco0M MOXYTh BBO3HTHCh Ha MHUTHY
TEPUTOPi0 YKpaiHU JUIs:

<...>

Biocymniti

<...>

HesapeectpoBaHni rikapchki 3acO00M MOKYTh BBO3UTHCh HA MUTHY TEPUTOPIIO
VYkpainu qos:

<...>

NporpaM PpoO3IIHMPEHOr0 NOCTYNY HALIEHTIB [0 He3apeecTPOBAHUX
JiKapCcbKHUX 32¢00iB, 3aTBEPA’KEHUX HEHTPAJIbLHAM OPraHOM BUKOHABYOL
BJAaaM, 10 3a0e3nmeyye (POPMYBAHHSA [ep:KaBHOI NOJITHKH Yy c(epi
OXOPOHHM 3/10pPOB'H1;

nporpamMm  jocryny  cy0’ekTiB JOCJTiIKeHHS (mamieHTiB) 110
AOCTIKYBAHOI0 JIKApPCHKOro 3aco0y Mmic/jsi 3aBeplLICHHS] KJIHIYHOIO
BUNIPOOYBaHHS, 3aTBEPAKEHMX LEHTPAJbLHHM OPraHOM BHKOHABYOI
BJaaH, 10 3a0e3neuye (OpMYBaHHSI JepP:KaABHOI NOJITHKH Yy cdepi
OXOPOHHM 310POB'Hl;

Crarts 20. 3arayibHi BAMOTH JI0 peajizailii JJiKapchKUX 3ac001B

Crarts 20. 3arajibHi BAMOTH JI0 peajizaiii JJiKapchKUX 3ac001B

<...>
Biocymmuiii

<...>

He € peanizauiero (onToBo Ta po3apiOHOI TOpriBiiew) Oe3omiaTHe
HA/IaHHS Ta/a00 OTPUMAHHA JiKapCbKHUX 32c00iB Ta CynmyTHIX MaTepiaiiB
B MeEKaxX NpPOBeJeHHsl KJIHIYHUX BUNPOOYBaHb, B MeKaxX MNpPoOrpam




PO3LIMPEHOr0 [JOCTYNy MNANIEHTIB 10 He3apeeCTPOBAHMX JIKAPCHKHX
3aco0iB a00 mporpam gocTyny cy0’€KTiB H0C/iakeHHs1 (MALIEHTIB) 10
AOCTIIKYBAHOI0 JIKApPChKOro 3aco0y mic/jsi 3aBepUICHHS] KJIHIYHOIOo
BUNIPOOYBaHHS.

3akon Ykpainn «OCHOBH 3aKOHOJABCTBA Y KPaiHU PO 0Xx0poHy 310poB’s» Ne2801-XII Bix 19 smcronaga 1992 poxy

Biocymnii

Crarrsa 44-1. 3acTrocyBaHHsl JIKapcbKHX 3ac00iB B Mekax Nporpam
PO3LIMPEHOr0 AOCTYNY MAII€EHTIB 10 He3apeeCTPOBAHUX JIIKAPCbKHUX
3ac00iB Ta mNporpaMm A0CTyny cy0’€KTiB J0C/IiI:KeHHs (MAUi€HTIB) 10
AOCJIIKYBAHOI0 JIIKAPCHKOIr0 3ac00y Mic/Jsl 3aBepHIeHHs] KJIHIYHOTO
BUNIPOOYBaHHS

B Mexax nmporpaMm  po3IIMPEHOro  JOCTYNy  MNAWIEHTIB 10
He3apeecTPOBAHMX JIKaApChLKHUX 3ac00iB a00 mporpam aoctyny cyd’€KTiB
AOCJIioKeHHs (MAMIEHTIB) 10 A0CIIIXKYBAHOT0 JIIKAPCHKOI0 3ac00y micJst
3aBepLIeHHs] KJIIHIYHOr0 BUNPOOYBAaHHSA, 3aTBEPAKEHUX LEHTPAJIbLHUM
OpPraHoM BHUKOHABYOI BJIaJM, 110 3a0e3neuyye (GopMyBaHHSA [JePKABHOI
NOJITHKH Yy cdepi OXOpPOHHM 3/10pPOB's, JIKap Ma€ NPaBo NPHU3HAYATH
Ta/a00 3aCTOCOBYBATH Y MeJAUYHIA NMPaKTULI JIKapCbKi 3ac00H, 110 He
3apeecTpoBaHi B YKpaiHi a0o 3apeecTpoBaHi Jikapcbki 3aco0um 3a
NMOKA3AHHSIMM, He 3a3HA4YeHMMHM B IHCTPYKUil ISl MeIUuYHOro
3aCTOCYBaHHs Ta/a00 AKi He BKJIIOYEHI 10 rajy3eBUX CTaHAAPTIB y cdepi
OXOPOHH 3710POB'1.

HesapeecTpoBaHni JikapcbKi 3aco0u a00 3apeecTpoBaHi JiKapchbKi 3aco0un
32 NOKa3aHHSMHM, He 3a3HAYEHUMHM B IHCTPYKUIl JJIA MeIU4YHOro
3aCTOCYBAHHS B Me)KaxX MPOrpaM poO3LIMPEHOro AOCTYNY MALI€HTIB 10
He3apPeECTPOBAHMX JIKAPChKUX 3ac00iB 200 mporpam goctymny cy0’e€kTiB
AOCJHiIKeHHs (Mali€HTiB) 10 A0CIIIKYBAHOIO0 JiKAPChKOro 3aco0y micas
3aBeplIeHHA KJIiHIYHOr0 BUNIPOOYBAHHS MOKYTh BUKOPMCTOBYBATHCS B
iHTepecax JikyBaHHS 0cO0HM JIMIIIe Mic/Isl OTPUMAaHHS i MMCHMOBOI 3r0/1H.
oxo ocodom Bikom 1m0 14 pokiB (MaJ0JiTHBOI 0CO0M) 3a3Ha4YeHi
JIKapChKi 32C00M MOKYTh BUKOPHCTOBYBATHCSH 32 HAABHOCTI MUCHMOBOI
3ro/M ii 0aTbKiB (0HOTO0 3 0aTHKIB) 200 iIHIIMX 3AKOHHUX NPEACTABHUKIB




(mpeacraBHuKa), a moa0 ocodu Bikom Bin 14 mo 18 pokiB — 3a T
NMHCbMOBOIO 3701010 Ta MUCbMOBOIO 3r0/1010 ii 0aTHKIB (0IHOT0 3 6aTHKIB)
a00 iHIMX 3aKOHHMX MNPEACTABHHUKIB (NMpeICcTABHUKA); WIOAO0 0CO0M,
HHMBLIbHA Ii€31aTHICTH SIKOI 00MEXKY€EThCS, - 3a il MMCbMOBOIO 3T0/I010 TA
NMCbMOBOIO 3r0/I0K0 ii MiKJIyBAJIBbHHUKIB (MIK/JIYBAJIbHUKA); 1010 0CO0H,
BH3HAHOI Y BCTAHOBJIEHOMY 3aKOHOM TNOPSIAKY Hedi€31aTHOW, - 3a
NMUCHMOBOIO 3T0/I010 ii 3aKOHHOT0 npeacTaBHuka. [Ipu orpumanHi 3roau
HA 3aCTOCYBAHHS TAKMX JIiKapChKUX 32c00iB 0c00i Ta (a00) ii 3aKOHHOMY
NPeJICTABHUKY NMOBHHHA OyTHM HajaHa iHdopmaunia npo uiai, Meroau,
no6ivHi edpekTH, MOKIUBUI PU3UK Ta 0UIKYBaHi pe3yJIbTaTH.

Hapoani nenyratu Ykpainu
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