3ATBEP/I’KEHO

Haka3  MiHicTepcTBa  OXOpPOHH
310pOB’sl YKpaiHH

24 cepmns 2022 poky Ne 1525

ITopsaok 3aTBEpPA:KEHHS TA POBEJICHHS IPOrPaMHU PO3IIMPEHOT0 JOCTYILY
MAIIEHTIB 10 HE3apPeE€CTPOBAHUX JIKAPCHKHUX 3aC00IB Ta IPOrpaMu J0CTYILY
cy0’€KTIB H0CaiIKeHHS (MALUIEHTIB) 10 JOCIIIKYBAHOI0 JIKAPCHKOI0 32C00y

MicJIA 3aBepPUICHHS KJIIHIYHOT0 BUIIPOOYBAHHS

I. 3araabHi mosioxeHHs

1. Lle#t Iopsanok po3pobaeno BianosigHo xo crarti 8! 3akony Ykpainu «IIpo
JiKapchki 3aco0my», 3akoHy YKpainu « OCHOBH 3aKOHOJIAaBCTBA Y KPaiHU MPO OXOPOHY
310pOB’s», 3akoHy YKpainu «IIpo 3axuct nepcoHanbHux gaHux», Pernmamenty (€C)
Ne 726/2004 €poneiicrkoro [lapmamenty 1 Paau Bin 31 6epes3ns 2004 poky «IIpo
BCTaHOBIIEHHsT TpouieAyp CHiIIPHOTH Ui OTPUMAaHHSA [O3BOJIy Ha MeEIU4He
3aCTOCYBaHHS JIIKaQpChbKOTO 3aco0y Ta Harsiy 3a 00IroM JIIKapChKUX 3aco0iB,
NpU3HAYEHUX [JIs JIFOJIEM 1 3aCTOCYBaHHS y BETEpHHApii, a TAaKOX CTBOPCHHS
€BpOMNENHCHKOr0 areHTCTBA 3 JIIKAPChKUX 3aCO01BY.

2. lleit Ilopsimok BCTAHOBIIOE OCHOBHI BHMOTH JI0 3aTBEP/KCHHS Ta
IPOBEJICHHS. MPOrpaMu PO3LIMPEHOr0 JOCTYIY MAIlEHTIB 10 HE3apeecTPOBAHUX
JKapChKUX 3ac001B Ta MPOTpaMu JIOCTYIY CyO’ €KTIB JOCHIKEHHS (MALI€HTIB) 10
JOCIIIKYBAHOTO JIIKAPCHKOTO 3ac00y MICIsl 3aBEPUICHHS KJIIHIYHOTO BUNIPOOYBaHHS
(mami — [Tporpamu).

3. Le#i [Topsimok mOmMpIOETHCA HA HE3apeeCTPOBaH1 JIIKAPChKI 3acO0H, IO
JTI03BOJICHI JI0 BUKOPUCTAHHS 3a BIJMOBIIHUMH MOKAa3aHHIMHU a00 100 SIKUX Oyio
posnoyato noHaMene Il ¢a3y xkimiHIYHUX gocuipkeHb (BunpoOyBanb) y CIIIA,
KpaiHax €Bpormneiicbkoi ekoHoMiuHOi 30HM, ABcrpanii, Kanami, Snoxii,
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https://zakon.rada.gov.ua/laws/show/2297-17
https://zakon.rada.gov.ua/laws/show/2297-17

2

Benuko6putanii, [3paim abo [1IBeiinapcekiii koHdeaepallii Ta CTOCOBHO SKHUX HasiBHA
1H(opMarris o0 O6e3neku Ta ePEeKTUBHOCTI, TOCTATHS JIJIs OI[IHKH CI1BB1IHOIICHHS
CKOPHUCTBH/PU3UK», a TAKOX JOCTIHKYBaHI JIKApChKI 3acOOM TICIA 3aBEpIICHHS
KJIIHIYHUX BUMIPOOYBaHb.

4.Y nupomy Ilopsiaky TepMiHM BXKUBAIOTHCS Y TAKUX 3HAUYCHHSX:

3aKOHHI MPEJICTaBHUKM — OaThKu (YCHHOBJIIOBAdYi), OIMIKYH, MiKJIyBaJIbHUK,
1HIII 3aKOHHI NMPEICTAaBHUKH,

3asiBHUK Iporpamu (aii - 3asBHUK) — IIANPUEMCTBO, YCTAaHOBA, OpraHi3allis
ab0 rpoMaJIsHUH Y KpaiHH, sIKi MOJAI0Th 3asBYy B MaIepoBii ab0 eneKTpoHHIN dhopmi
1o MO3 Ta nepenik matepiaiiB Bu3HaueHUX UM [lopsakom, uisi oxepaHHs
pIllICHHS TIPO TPOBEACHHS MPOTrpaMH PO3IMIMPEHOTO JOCTYNy TMarfieHTa 0
HE3apeeCTPOBAHOr0 JIIKAPChKOro 3acol0y abo mporpamMu JOCTyly CyO’€KTIB
JOCIIKEHHsT  (MAlli€eHTiB) JO JOCTIPKYBAHOTO JIIKAPCBKOTO 3aco0y  Micis
3aBEpPIICHHS KIIIHIYHOTO BHUIPOOYBaHHA, a TaKOoX € BIJAMOBIJAIBHUM 32
JIOCTOBIPHICTh Ta MOBHOTY 1H(OpMaIlii, [0 MICTUTHCS Y HaJaHUX HUMHU 3asBl Ta
MaTepianax 70 3asBu;

iH(opMoOBaHa 3roja Mali€eHTa Ha y4acTh y mporpami (mami - iHpopmoBaHa
3rojia) - MUChbMOBA 3r0JIa Malll€HTAa B3ATH Y4acTh Y MPOTrpaMi pO3UIUPEHOrO TOCTYITY
MAalI€HTIB /0 HE3apeecTpOBaHUX JIIKAPCHKUX 3aco0iB abo mporpami JOCTyIy
cy0’€KTIB JOCTIKEHHS (MaIll€HTIB) 10 JOCTIHKYBAHOTO JIKAPCHKOTO 3acO0y Micis
3aBEPIICHHS KIIHIYHOTO BUMPOOYBaHHS, 3aJ0OKYMEHTOBAaHA BIJIMOBITHO JO I[HOTO
[Topsaky;

KOMICIsl 3 TTUTaHb €THKW TPH 3aKJaJl OXOPOHH 370pOB’S (Iaial — KoMicis 3
MUTaHb €TUKW) — HE3aJEKHUI OpraH, 10 J1€ MPHU 3aKJIaJl OXOPOHH 30POB’s, KU
BKJIIOYAE MEJAUYHUX/HAYKOBUX CHEIIANICTIB, O0CI0 1HIIUMX CHEelialbHOCTEH,
MPEJCTAaBHUKIB TPOMAJICBKOCTI, $IKi 3/IMCHIOIOTh HArjsiJ 3a JOTPUMAaHHSM IIpaB,
0e3neKoro, OJaromojyqyusiM TMaIli€HTIB, BIAMOBIIHOCTI €THYHUM Ta MOpPAJIbHO-
MIPaBOBUM TMIPUHITUIIAM TIPOBEICHHSI BIAMIOBIIHUX MTPOTPaMm;

HajJaBa4d JiKapchkoro 3acol0y — ¢dizuyHa abo ropuguyHa ocoba (abo ii
MIPEICTaBHUK, KWW Ji€ 3a TOPYYCHHSIM), sika 3a0e3leuye MPOBEJEHHS MPOTrpamMu
PO3IIMPEHOT0 JOCTYIy MAIlEHTIB A0 HE3apeECTPOBAHUX JIKAPCHKUX 3ac001B abo
nporpaMu JIOCTyny CcyO’€KTiB JOCHipDKEHHs (IMAIi€eHTIB) 10 JOCJIIKYBaHOTO
JKapChKOro 3acoOy Miciisl 3aBEPIICHHS KJIIHIYHOIO BUNPOOYBAaHHS Ta 3abe3rneuye
HaJlaHHS JIIKApChKOTO 3aco0y i mpoBeneHHs [Iporpamu BiAMOBIIHO 10 yMOB
BCTAHOBJIEHUX 3akoHOM YKkpainu «lIpo mikapceki 3aco0my;

naienT — ¢pizuyHa ocoba, sika 6epe yuacTb a00 MOKe B3ATH y4acTh Y Iporpami
PO3IIMPEHOTO JOCTYITYy MAIIEHTIB JO HE3apEECTPOBAHUX JIIKAPCHKUX 3aC001B a0 y
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nporpaMi JOCTymy CyO’€KTIB JOCHIKeHHS (MAIieHTiB) 10 JOCHIKYBaHOTO
JIKapChKOT0 3ac00Y IMIC/IS 3aBEPIICHHS KJIIIHIYHOTO BUIIPOOYBaHHS,

pO3rJIsi TOAAHUX MaTepialiiB — TMepeBipka KOMIUIEKTHOCTI TOJaHHUX
JOKYMEHTIB Ha BIAMOBIAHICTH BUMoOram Iporo Ilopsiiky, aHami3 iX MOBHOTH 1
BIIMMOBITHOCTI HamaHoi iH(oOpMaIlii, sKa MICTUThCA y 3asiBi, Marepiajax Ta
B1JIOMOCTSIX, HaJJaHUX 3aSBHUKOM, 0€3 TIPOBEICHHS €KCTICPTU3H JTOKYMCHTIB,

porpama po3HIMPEeHOro AOCTYITY NaI[lEHTIB 10 HE3aPEECTPOBAHUX JIKAPCHKHUX
3aco0iB — mporpama, 1o rnepeadadae HagaHHsA 0€30IUIaTHOTO IOCTYIY MaIllEHTaM JI0
HE3apeECTPOBAHOIO JIIKAPCHKOTO 3aco0y, IO JI03BOJIECHUN 10 BUKOPHUCTAHHS 32
BIJIMOBIAHUMH TTOKa3aHHAMH a00 110710 IKOTO Oyi10 po3mnouaro moHamene II gazy
KJIIHIYHUX JOCHIKeHb (BUnpoOyBans) y CIIIA, kpainax €Bponeiicbkoi EKOHOMIYHOT
30HU, ABctpanii, Kanani, Anonii, Benukoi bputanii, [3paini ad6o IlIBelinapcekiii
KOH(enepanii Ta CTOCOBHO fKOro HasiBHa iH(opmaiis moao Oe3me4yHoCTI Ta
€(eKTUBHOCTI, IOCTATHS JJI OI[IHKU CITIBBITHOIICHHS «KOPUCTh/PUUKY;

nmporpama JocTyny cy0’€KTiB JOCHIJKEHHs (MMali€HTIB) A0 JOCITIIKYBaHOTO
JKApChKOTo 3aco0y MICHs 3aBEPIICHHS KIIHIYHOTO BUMIPOOYBAaHHS — Mporpama, 1o
nependayae MoAabIle HajgaHHSA O€30IUIATHOTO JOCTYIY CYO’€KTYy JOCITIHKEHHS
(marieHTy) 10 MOCTIHKYBAHOTO JIIKAPCHKOTO 3ac00y MICIIsl 3aBEPIICHHS HUM y4acTi
y KJIIHIYHOMY BUIPOOYBaHHI;

CYMyTHI MaTepiain — MaTepiaiu (MeAuyHi BUpoOu, MeTuuHe 00J1aTHaHHS ), SIK1
MIpU3HAYEHI 11 BAKOPUCTAHHS B MeXax mpoBeaeHHs [Iporpam.

[HUI TepMmiHU, 10 BUKOPUCTOBYIOTHCS Yy IIboMY [lOpsiiKy, BXKUBAIOTHCS Y
3HAYCHHSX, HaBeneHux y CimeitHoMy Koniekcl Ykpainu, 3akoHax Ykpainu «OCHOBU
3aKOHOJIaBCTBA Y KpaiHH PO OXOPOHY 310pOB’s1», «IIpo mikapchki 3aco0m» Ta 1HIIMX
HOPMAaTHBHO-TIPABOBUX aKTax y c(hpepi OXOPOHH 310pOB’sl YKpaiHu.

I1. 3aranbHi npuHuMnu nposeaeHHs [porpam

1. IIporpamu pOBOAATHCS BIAMOBIAHO 10 MIKHAPOIHUX €TUYHUX MPUHITUIIIB
13 3a0e3nevYeHHsIM 3aXUCTy TpaB, Oe3meku Ta Onaromosydus mariedTa. [Iporpamu
MOXYTh TPOBOAUTHCH TIIBKM B TOMY BHIIQJIKy, SKIIO OYIKyBaHa KOPHUCTH
BUIIPABIOBY€E PU3HK.

Jlikapceki 3acobu B pamkax [Iporpam HajgaroThCs 0€30IIaTHO ISl TIALIEHTA,
BUKJIFOYHO 3 €TUYHUX Ta TyMaHHUX MipKyBaHb.

2. Yci Ilporpamu posnounHatoThest micis npuidHatts MO3 pimeHHs 1po
3aTBepakeHHs [Iporpam Ta pimeHHs mpo moro/keHHs Takux I[Iporpam komiciero 3
MUTaHb €TUKH, BIAMOBIAHO A0 1boro [lopsaky.



3. 3abe3neueHHs BUKOHAHHS BUMOT MO0 3aXMCTY MEPCOHAIBHUX JTAHUX Ta
JOTPUMAaHHS BUMOT II[OJI0 3aXUCTY JIKapChKOT TAEMHUIII € HEOOX1THOI YMOBOIO IS
3aXMCTY MPaB IMAITIEHTA.

4. TlpoBenenus Ilporpam mouYWHAETHCS JWIIE TICTSA YKIAIACHHS HaJIaBadyeM
Jikapchbkoro 3aco0y (abo HOro yHmoBHOBa)XEHUM MPEJICTABHUKOM) JOTOBOPY IPO
HpOBeICHHS BiAMOBinHOI [Iporpamu i3 3akiagoM oxopoH# 310poB’s (nami —303) abo
3 (i3UYHOI0 0C000I0 — MIAMPUEMIIEM, KU B YCTAaHOBJICHOMY 3aKOHOM IOPSIKY,
OJIep’KaB JIIICH31I0 Ha TPOBAPKCHHS TOCTOJAPCHKOi MisUTBHOCTI 3 MEIUYHOI
npakTuku (nani — gikap-DOOIT).

5. HapgaBau mikapchkoro 3aco0y B Mexkax BignoBigHoi [Iporpamu mae
3a0e3neunTy JTOTPUMAaHHS BHUMOI IIOAO SKOCTI JIKApChbKUX 3aco0iB, 30Kpema
JIOTPUMaHHS HaJIe)kHOT BHUpoOHHMYOi mpaktuku (GMP), HanexHOI NpPaKTUKH
muctpuOymii (GDP), momo nikapcbkoro 3aco0y.

6. Hakaz MO3 mpo 3arBepmxenss I[Iporpam 3 iHpopmaliero mpo HUX
nyosmiKyeThes Ha odimiiHoMy BeOcaiti MO3 y cTpok He Oiibliie 2 KaleHAapHUX JHIB
3 1aTU WOTO NPUNHSTTSL.

7. Kowmicii 3 mutanb eTuku 30epiratoTh JOKYMEHTH, 10 CTOCyI0Thes [Iporpam,
IPOTATOM HE MEHIIEe 3 POKIB IMICIIA 1X 3aBEPIICHHS, a MOTIM MepeaaroTh B apxiB 303
a60 nikapro-DOI1, ne MaroTh 30epiraTucst He MeHIe Hixk 10 poKiB MiCiIs IPUITMHEHHS
BiAnoBiAHOI [Iporpamu.

8. OcHOBHI BHMOTM 10 MAapKyBaHHS JIIKapChKUX 3aco0iB, sKi
BUKOPHUCTOBYIOTHCS B Mekax IIporpam HaBeaeHi y po3aun V uporo Iopsaxy.

II1. OcHoBHI BUMOru moao y4acri namieHris B IIlporpamax

1. IMamieHTH MOXYTh HOOPOBUIBHO B34TH y4yacTh y IIporpami posmmpeHoro
JOCTYITy TAIIEHTIB 10 HE3apEECTPOBAHUX JIIKAPCHKUX 3aCO0IB 32 YMOB BCTAHOBJICHHUX
4acTUHOKO 11’100 cTatTi 8! 3akony Ykpainm «IIpo mikapchki 3aco6m», a TaKOX 3a
HassBHOCTI 1H(GOPMOBAHOI 3roJId MAI[lEHTa Ha y4acTh y MpOTrpami PO3IIUPEHOTO
JIOCTYITy MAIIEHTIB 0 HE3apEECTPOBAHUX JIIKAPCHKUX 3aCO0IB.
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2. ITlamieHTH MOXYTh JOOpPOBUIBHO B3STH yuacTh y Ilporpami mocrtymy
cy0’€KTIB JOCTIKeHHs (MAIll€HTIB) 10 JOCIIHKYBAHOTO JIIKAPCHKOTO 3acO0y MiCis
3aBEpIIECHHS KJIIHIYHOTO BUIIPOOYBaHHS 3ac001B 32 YMOB BCTAHOBJICHUX YaCTHHOIO
mwoctoro crarti 8! 3akony Vkpainu «IIpo Jikapceki 3ac00u», a TAKOXK 33 HAABHOCTI
iHhOpMOBaHOi 3roju TMalli€eHTa Ha Yy4YacTb Y TMporpami JOCTyIy CyO €KTIB
AOCHKeHHST (MAI€HTIB) A0 JOCHIIPKYBAHOTO JIIKApChbKOro 3acol0y  mics
3aBEpIIECHHS KITHIYHOTO BUIIPOOYBaHHS.

3. Tlamientu, ta/abo Horo/ii 3aKOHHMM MPEJCTaBHUK, MAIOTh OTPUMAaTH Bij
JiKaps, IKUH 3aiydeHui 10 nmpoBeieHHs [Iporpam nocratHpo iHGOpMaIii mpo: mifi,
METOAM, NOOIYHI €(EeKTH, MOXJIMBUUA PHU3UK Ta OYIKyBaHI pe3yJbTaTH Bij
3aCTOCYBaHHA IUX JIKAPChKUX 3aC001B, HASIBHICTh UM BiJICYTHICTh aJIbTEPHATUBHHUX
BapIaHTIB JIKYyBaHHS, J0 MOYaTKy MNPUUHATTA HUMHU pPIIIEHHS I[IOAO HaJaHHS
1H(popMOBaHoOi 3roau Ha yyacTh y IIporpamax.

4. InpopmoBaHa 3roja mnaiieHTa Ha y4dacTh B [Iporpami mae OyTu HajaHa i3
3a3HAYEHHSM JaTy MIANUCAaHHS 10 MOYaTKy ydacTti namieHta B IIporpami. ®@opma
iHpopmoBaHOi 3roau, HaBeaeHa B joxarky 1 nmo uporo Ilopsaky. Jlikap,
BIIMOBIJAIbHUN 3a OTpUMaHHS 1H(QOPMOBAHOI 3roJM MAII€HTA, TAKOXK IMIJIMNUCYE
iH(popMoBaHy 3roay nauieHTa. InpopmoBaHna 3rojia HoBMHHA OyTH MiANMKMCAHA Y IBOX
NPUMIPHUKAX, OJIMH 13 SKHX 3aJMIIAETHCA y JIKaps, a IHIMUH - THepelaeTbes
NaIl€HTy/3aKOHHOMY TPEJICTABHUKY.

5. Pimenns npo HaaHHs iHPOPMOBAHO1 3r0/IM MAIIEHT MPUUMae J00POBIILHO
micas OTpUMaHHS MOBHOI 1H(Mopmanii no cyti IIporpamu, ouikyBaHy KOpPUCTH Ta
PHU3HKH, TOB’s3aH1 3 y4acTio y Hiil. [HpopmMoBaHa 3roia miANUCYeETHCS 1 AATYETHCA
naiieHToM (a00 MOro 3aKOHHUM MPEICTABHUKOM). Y BUHSTKOBUX BHUMAJKaX, SKIIO
oco0a, sika Mae Hamip B3SITH y4yacTh y [Iporpami, HecnmpoMoxHa UcaTH, BOHA MOXE
JIaTH YCHY 3TOJy B MPHUCYTHOCTI IIOHAWMEHINIE OJHOTO CBIJKA, KW 3acBIIUyeE il
3roAy B MUCHMOBIH 1H(OPMOBaHI 3ro/i.

6. [Iporpamu 3a y4yacTro MajoJiiTHiX oci0 (10 14 pokiB) NpOBOASATHCS JHILIE 3a
YMOBH OTpUMaHHS 1IHPOPMOBAHO1 3T0OJI1 BiJl OJTHOTO 3 0aThKIB 200 1HIIOTO 3aKOHHOTO
pelcTaBHUKA TaKkol 0coOU, a HEMOBHOMITHIX 0ci0 (Bia 14 no 18 pokiB) - 3a yMOBH
OTpUMaHHS 1HPOPMOBAHOT 301 HETIOBHOJIITHROT 0COOH Ta 1H(HOPMOBAHOI 3TOAH B1JT
OJTHOTO 3 0aThKIB 200 1HIIOTO 3aKOHHOTO MIPEICTaBHIUKA OCOOH.
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7. Ilporpamu 3a y4acTiOo HEII€3JaTHUX OCIO MPOBOASATHCS Y pa3i OTPUMaHHS
1H(OopMOBaHOT 3ro/I1 Bijl 3aKOHHOTO MIPEJACTaBHUKA TaKOi 0COOH.

VY Bumanakax, Koju 0 BIANOBIAHOI [IporpamMu 3aimy4aroThCsl Marli€HTH, SIKI 3
OTJISIy Ha CBIM KITIHIYHHWI CTaH HECTIPOMOXKHI 0COOMCTO MaTv iHGOpPMOBaHY 3TOAYy,
HEOOXITHO OTpUMAaTH 1H(HOPMOBaHY 3Tr0Iy 3aKOHHOTO MPEACTaBHUKA MMAIlIEHTA.

8. Jlikapi, sxi 3amydeHi a0 mpoBefeHHs I[Iporpam, marwTh iHQOpMyBatH
Nall€HTIB PO ICHYBaHHS BIAMOBIIHOI [Iporpamu Ta 1i yMOBH, SIKIIIO, HA IEPEKOHAHHS
JiKaps, MaIle€HT BiAMOBIae€ yMmoBaM BifanoBiaHo1 [Iporpamu.

9. Pimenns marmieHTa (MOro 3aKOHHOTO IPEICTaBHUKA) MO0 ydacTi abo
MPOJIOBXKEHHSI ydYacTl NalieHTa y BianosiaHikd IIporpami mMae Oytu mnpuiiHsTe
CaMOCTIITHO, BUIBHO 1 0€3 Oyb-IKOr0 TUCKY Ha 0C00Y, sKa MpUiiMae Take pilIeHHS.
[TamienT Mae npaBo y OyAb-sIKHH MOMEHT MPUIIMHUTH CBOIO yuyacThb B [Iporpami 3a
BJIACHUM Oa)kKaHHSM.

IV. Bumoru 10 JjikapiB Ta 3akjaiB 0XOpPOHU 3/10POB’sl, sIKi 0epyTh y4acThb B
IIporpamax

1. Jlikapi, sIK1 3aJTy4ar0ThCsl A0 POBEACHHS BIANOBIAHOI [Iporpamu, moBuHHI:

1)  matum goctaTHIO mpodeciiHy MiArOTOBKY, MOCBI/ JIIKYBaHHS TAIli€HTIB
BIJIMMOB1AHOTO TIPOP1TIO;

2) mpamoBatd B 303, sKi 3ady4arOTbCs 10 TPOBEACHHS BiAMOBIIHOT
[Iporpamu;

3) IIOTOJKYBAaTHUCh 3 YMOBaMHM MpoBeaeHHs [Iporpamu Ta 10TpuMyBaTUCh
TaKUX YMOB.

2. 303 3asry4aeTbest 10 MPOBEICHHS BiAMoOBiiHO1 [Iporpamu y pasi, SKIIo:

1)  npu 303 cTBOpeHA Ta i€ KOMICIS 3 MUTaHb €TUKU (OKPIM BHIIQJIKIB,
BU3HA4YCHUX Yy IboMy [lopsnky);

2) 303 wmae [docTaTHE MaTepialbHO-TEXHIYHE 3a0e3leUYeHHS IS
npoBeaeHHs BiAnoBigHOi [Iporpamm, 30kpema yMoBHU Ajisi 30epiraHHs JIIKApChKUX
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3aco01B (B1AMOBIAHO 0 YMOB 30epiraHHs, 3a3HAYCHUX HAa MapKyBaHHI JIKapChKUX
3aco0iB);

3) 303 moromKyerscsi MOTPUMYBATHCS YMOB IPOBEICHHS BiAIOBIIHOT
IIporpamu;

4) 303 yknaB 3 HajJaBaueM JIIKAPChKUX 3ac00IB B MEXKax BIAMOBIIHOT
[Tporpamu (abo 1OTro yMOBHOBa)KCHHM TIPEJICTABHUKOM), TIOTOBIp MPO MPOBEICHHS
BianmoBigHO1 [Iporpamu.

3. Jlikap-@OII 3any4aeThcs 10 npoBeAeHHS BIANOBIAHOI [Iporpamu y pasi,
SIKIIIO BiH (BOHA):

1)  mae gocraTHiO mpodeciiiHy MiArOTOBKY, JOCBIJ JIIKYBaHHS Ialli€HTIB
BIJIMOBIAHOTO TIPOP1IIO;

2) Ma€ MUChMOBE IMOTO/KEHHS BiJT KOMICIT 3 MUTaHb €TUKH MO0 PO3IIIAY,
MOT'OJIPKEHHSI Ta HarJIsIAy 3a npoBeaeHHsM [Iporpamu;

3) Ma€ JOCTaTHE MaTepiayibHO-TEXHIUHE 3a0€3IMeUeHHs JJIsi MPOBEACHHS
BiAMOBIAHOT IIporpamm, 30kpema yMOBH [Uisi 30€piraHHs JIIKapChbKUX 3aco0iB
(BIAMOBIAHO 10 YMOB 30€piraHHs, 3a3HAYCHUX HAa MAapKyBaHHI JIIKAPCHKHUX 3aCO01B);

4)  ykJaB 3 HaJaBayeM JIIKapChKOTO 3ac00y B Mexkax BiamoBiaHoi [Iporpamu
(a00 yNOBHOBaKEHUM IMPEIACTABHUKOM ), OTOBIp Npo npoBeaeHHs [Iporpamu.

4, Menuuna nomomora B Mexax IIporpam ydacHukam mnporpamu (3a
notpebu) Moke HajgaBatucs sk Ha 0a3i 303, skuil 3anydeHud A0 MPOBEACHHS
[Iporpam, Tak 1 3a MiciieM TpOXKWBaHHs / mepeOyBaHHs ydacHukiB [Iporpamu B
MOPSJIKY, BCTAHOBJICHOMY 3aKOHOJJaBCTBOM.

V. OCHOBHI BUMOI'H /10 MAPKYBAHHA JiKAPCHKHUX 32c00iB, sIKi
BUKOPHCTOBYIOTHCH B Mexkax IIporpam

1. Jlikapchbki 3aco0u JIJ1s1 BAKOPUCTAHHS B Mexkax [[porpaM Mo>KyTh BBO3UTHUCS
B OpWTIHAJIBHIA YMAKOBIl 3 I1HCTPYKIIEI JJII MEIUYHOTO 3acTOCyBaHHS (3a
HasiBHOCTI ).
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2. MapkyBaHHsI JIIKAPCHKOTO 3ac00y Mae OyTH TakuM, 1100 11eHTU(IKYyBaTH
JikapchKuit 3aci6 Ta [Iporpamu, a Takoxk CIIPUATH MPaBUIBHOMY HOTO 3aCTOCYBaHHIO.

3. MapkyBaHHs JIiIKapChbKUX 3aco0iB, M0 BHKOPHCTOBYIOTBCS B MeXKax
IIporpam, Ma€e MiCTUTH:

1) moznaueHHs «He s nmpogaxy»;

2) no3HaueHHst « TUTBKH 711 IporpaM pO3MIMPEHOTO JOCTYIY MAIi€HTIB 10
HE3apEeECTPOBAHUX JIKAPCHKUX 3aco0iB» abo Mo3HadyeHHs «TUIbKu sl mporpam
JOCTYIy CYO'€KTIB JOCHIDKEHHS 10 JTOCHIKYBAHOTO JIIKAPCHKOTO 3aco0y Micis
3aBEPILICHHS KIIHIYHOTO BUIPOOYBaHHS» BIANOBIIHO;

3) nomep (kon) BignmoBigHOI [IporpaMu, BU3HAUEHHH 3aIBHHUKOM.

Take MapKyBaHHS JIKapChKUX 3ac001B, II0 BUKOPUCTOBYIOTHCS B MeEXax
IIporpam, Moxe OyTu 3aiMiCHEHE IUISIXOM HAaHECEHHsS BIAIMOBIAHOI iH(opMarlii Ha
BTOPUHHY a00 Ha TMEpPBUHHY YMAKOBKY JIIKAPChKOro 3acol0y 3a JOIMOMOTOI0
CaMOKJICIOUO1 €TUKETKH (CTiKepa, HAaKJIEUKH TOII0) TAKUM YMHOM, 1100 HE 3aKpUBATH
BIJIMTOBITHE MAapKyBaHHs, NepeadaueHe MyHKTOM 3 1bOTO PO3LIY.

4. MapkyBaHHs JIIKapChbKUX 3ac00iB, 10 BUKOPUCTOBYIOTHCS B MeXKax
IIporpam, moxke OyTu 3AIMCHEHO 10 BBE3CHHS a0O0 TICIs BBE3CHHS BIAMOBIIHUX
JKApChKUX 3aco0IB Ha TEpUTOPII0 YKpaiHM Ha OyAb-SKOMY e€Tarl MpPOBEACHHS
[Iporpam, ane y Oyap-SKOMY BHUIAJKy 10 TOTO, SIK JIKapChKHM 3aci0 Oyne HajgaHO
NaIIeHTY JIJIs1 BAKOPUCTAHHS y BiAnoBiAHIM [Iporpami.

5. MapkyBaHHS JiKapCchKoro 3aco0y sl iioro BukopucTtaHHs B [Iporpamax
3MIMCHIOETBCSL JEP)KaBHOIO MOBOIO, a00 aHTJINCHKOI MOBOK Ta/ab0 1HIIUMHU
odiniitHuMu MmoBamu €Bporeiicbkoro Coro3y. Y pas3i MapKyBaHHs JIKapChbKOT0 3aC00y
MOBOIO, THIIIOKO aHIX JIep>KaBHA, aHTJIiHchbKa a00 1HII 0diliitHI MOBU €BpONEHCHKOTr0
Coto3y, Taki JiKapchKi 3acO0M MarOTh CYITPOBOIKYBATHUCS MEPEKIIAIOM Ha JEpKaBHY
MOBY. MapkyBaHHs, mepen0aueHe IMYHKTOM 3 LbOTO PO3IULY, 3A1HMCHIOETHCS
YKPalHCBKOIO MOBOIO.

6. ocnixyBaHi JiKapchKi 3ac00M, 1110 Oy BBE3€HI Ha TEPUTOPIIO Y KpaiHu
3 METOK BHUKOPHUCTAHHS B MEXKaX KJIIHIYHUX BHUIIPOOYBaHb Ta 3aJMIIMIUCS
HEBUKOPUCTAHUMHM ITCJIsI 3aKIHYEHHS BIJAMOBIAHUX BHUIPOOYBaHb, MOXYTh OYyTH
BUKOpHCTaHI B Mexax [Iporpam moctymy cy0’€KTiB AOCHipKeHHS (TMAIi€EHTIB) IO
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JOCITPKYBAHOTO JIIKAPCHKOTO 3aco0y MICis 3aBEPIICHHs] BIAMOBITHUX KITHIYHUX
BUNMPOOYBaHb. Taki AOCIIKYBaHI JIIKAPChKI 3aCO0M MarOTh MICTHUTH MapKyBaHHS
BIJIMOBIHO /10 BUMOT, BCTAHOBJICHUX Y MYHKTI 3 IIbOTO PO3ILIY.

VY pasi Ko A J0CIiHKYBAHOTO JIKAPChKOTO 3ac00y HEOOXITHO 3MIHUTH
JaTy TEPMiHY MPUAATHOCTI (200 1aTy «BUKOPUCTATH J10»), HA YIAKOBKY JIIKAPCHKOTO
3ac00y HEOOXiTHO MIPUKPIMTUTH JTOIATKOBY CAMOKJICIOUY €TUKETKY (CTiKep, HaKIIeHKy
TOII0) 13 3a3HAYECHHSAM HOBOT'O TEPMIHY IMPUAATHOCTI (200 JaTH «BUKOPHUCTATH J0»).
Taky momaTkoBy €THUKETKY / CTiKep MOXKHA HAKJIACTH HA IO3HAYCHHS TEPMIHY
npuaaTHOCTI (a00 TaTH «BUKOPHUCTATH JI0»), K1 BXKE MICTATHCS Ha YIIaKOBIIl, aje HE
Ha HOMEp cepii.

V1. 3arBepaxenns [Iporpam

1. Jlna 3arBepkenns [Iporpam 3assauk noaae 1o MO3, a came 10 HIEHTPY
aJAMIHICTPaTUBHUX MOCIyr MiHICTEpCTBa OXOPOHU 3/I0pOB'st YKpaiHu «CIMHE BIKHO»
(mam — HAITl «€aune BikHO») 3asBY 3a (OpMOIO, 3riHO 3 JOJATKOM 2 JI0 IIHOTO
[Topsiaky Ta Marepianu, BU3HAYEHI y MYyHKTI 3 I[OTO O3y, y MamnepoBid abo 3a
OakaHHSM 3asiBHUKA B €JIEKTPOHHINM (hOopMI HA BU3HAYEHY €JIEKTPOHHY aapecy. MO3
MPOTIATOM 2 KaJCHIAPHUX [HIB Iepeaac/Iepecuiac 3asaBy Ta MaTepiaid pa3oM 3
JUCTOM-HAMPABJICHHAM MpO pO3MJIAJ TNOJAaHUX MaTepiaiB y mnanepoBiii abo
€JIEKTPOHHIN (hopMi 10 IepKaBHOTO MIANPUEMCTBA «JlepaBHUI €KCIEPTHUN LEHTP
MinicTepcTBa 0XOpOHU 3710pOB’ st YKpainu» (aaui - LleHTp) Ha BU3SHAUEHY €IEKTPOHHY
azpecy.

Ha 3asBy ta marepianu (y BUIJISAI CKAaHOBAHMX KOIINA JOKYMEHTIB) abo y
(dopMi €EKTPOHHHUX JOKYMEHTIB, 10 MOAAIOTHCS B €JIEKTPOHHINA ()OpMIi HAKIIaJa€ThCS
€JIEKTPOHHUMN MIJNKC, 10 0a3yeThCs Ha KBaIi(hiKOBaHOMY cepTU(]IKATI €IEKTPOHHOTO
MIANUCY 3asBHUKA (YIIOBHOBAKEHOI'O HUM MPEICTABHUKA).

Posrnsn nomanux matepiaiiB 31HCHIOEThCS [{eHTpoM Ha 6€3011aTHI OCHOBI.

2. Y pasi nojaHHs 3asiBHUKOM MaTepiaiiB, BU3HAUCHUX Yy MYHKTI 3 LbOTO
pO3aily B TIOBHOMY 00Cs31, OyJb-siKl 1HIINI JOKYMEHTH, MaTepiaiad Bij 3asBHUKA,
[lenTpoM He BHMararoThCs. Marepianu A0 3asBH BHKIAJAIOTHCA YKPaiHCHKOIO a0o
aHTJIIMCHKOI0 MOBOIO Ha BUOIp 3adBHUKA. Y pa3l KOJIM MaTepiald MOJAIOTHCS 1HILIOIO
MOBOIO, 3asSBHHK IOBMHEH HAaJaTH iX MepeKkiaa yKpaiHChKOW abo aHTIiHCHKOIO
MOBOIO.

3. OmHOYAaCHO pPa3oM 13 3asgBOIO 3asBHUK HaJa€ B JOBUIbHIM (opMmi Taki
Martepiau:
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1) 3arampHa iHdoOpMalliss PO  JIKapchKuii  3acib, sAkuid  Oyzde
BUKOPHCTOBYBATHCS B Mexax [Iporpamm, BKIO4Yarouw iH(pOpMaIlifo mpo: Ha3By (3a
HasgBHOCTI) abo iaeHTU(IKATOp (32 HASABHOCTI), AKTUBHHM (papMalleBTUIHUN
IHTpeAleHT, Cuia [ii, OJWHHUII BUMIPIOBaHHA, (OpPMY BHUIYCKY, BHUPOOHHUKA
JIKapChbKOTO 3aco0y, SKICHUNA CKJIaja AOMOMDKHHMX PEYOBHMH, TEPMIH HPUIATHOCTI,
YMOBH 30€piraHHs);

2) [OCTyIHA 3asBHUKY 1H(poOpMaIls I0a0 Oe3meku Ta e(EeKTHUBHOCTI
JIIKapChKOT0 3ac00y;

3) IHCTPYKIIiSA JJIT MEIUIHOTO 3aCTOCYBaHHS JIIKAPCHKOTo 3aco0y. SIKimo Ha
JaTy MOJIaHHA 3asBH Ipo mnpoBeaeHHs [Iporpam, BIAMOBIAHMI JIKapChKU 3aci0 HE
3apeecTpoBaHMil, 1H(popMals Moxe OyTH BHUKIAJEHA, HalpUKiIad, B Opomrypi
JOCITKYBAHOTO JIIKapChKOTO 3aC00Y;

4) ormuc [Iporpamu 3 OOTpYHTYBaHHSIM JOIUIBHOCTI ii MPOBEACHHS Ta
3arajbHa XapakTepUCTUKA/Mpodiiab Malli€HTIB, Kl OpatuMyTh y4dacTh y Ilporpami
(marHo3 a0o HO30JOrIS, CTaH Ta TSOKKICTh 3aXBOPIOBAHHA TOLIO), KpHUTEpIi
BKJIFOYEHHS/BIZIMOBH y BKJIIOYEHHI mnaiieHTiB a0 ydacti B IIporpami abo ix
BUKIIOUeHHS 3 [[porpamu, Buuepnny iHdopmarliro npo npasa Ta 000B'sI3KM CTOPIH IPH
MpoBeeHHI BiANnoBiAHOI [Iporpamu;

5) nepenik 303, nikapiB Ta (a60) mikapiB-DOII, o OyayTs 3amydeHi 10
nposeneHHs [Iporpamu;

6) iH(opMallito 1OA0 1HIIiaTiB MOTEHIIMHUX TMAalli€HTIB Ta HOMEpIB
(KoaiB), MPUCBOEHUX iM MiJ YaC y4acTi y BIANOBIAHOMY KIIIHIYHOMY BUIIPOOYBaHHI
(SIKIIIO0 3aCTOCOBHO) — HAMA€ThCS JUIA MPOTPaMM JIOCTYIY CYO'€KTIB JOCIIIKCHHS
(marriedTiB) A0 MOCIHIKYBAHOTO JIIKAPCHKOTO 3acO0y MICHS 3aBEpIIECHHS KITHIYHOTO
BUTIPOOYBaHHS;

7) JIUCT, CKJIQJIEHUM, 3T1THO 3 JoaaTkoM 3 110 mkoro [opsiaky Big 303 Ta
JiKaps, SKUW 3adydyeHH 10 mpoBeAceHHs BianoBinHoi [Iporpamu, abo Bim mikaps-
OOII, mo 3amydenuit g0 IIporpammu, i3 3a3HAUYEHHSM 3arajibHOI XapaKTEPUCTUKU
NOTEHILITHUX TMalll€HTIB ([1arHO3y MAalll€HTIB), KUIHKOCTI MAIi€EHTIB, PO3PaXxOBAaHOI
OY1KYBaHOI KUJIBKOCTI JIIKAPCHKOT0 3ac00y, HEOOX1HOT 115l 3a0e3MeueHHs JIIKyBaHHs
3aIJITaHOBAHOI KUIBKOCTI MAIllEHTIB 3 BHU3HAYEHHMM JIarHO30M, a TakKoX 13
MIATBEPHKSHHSIM JIKapsl, KU 3adydeHuil 7o mpoBeAeHHs BianoBiaHoi [Iporpamu,
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Ipo Te, M0 Ha TepuTOopii YKpaiHu MaIlieHTH HE MaloTh JAOCTYIY 0 albTePHATUBHUX
e(heKTUBHUX METO/IB JiKyBaHH: Ta/abo ajlbTepHATUBHI METOM JTIKyBaHHS HE MOXYTh
edeKTUBHO BIUIMHYTH Ha IepeOir 3axXxBOPIOBAHHS YW TIOKPAIIUTH CTaH TAaIli€HTa,
Ta/abo MalieHTH HE MOXYTh OYTH BKIIOYCHHMH JIO0 KJIIHIYHOTO JOCIIJKCHHS Ta 3a
pIIIICHHSIM  JIIKapsi 3aCTOCYBAaHHS HE3apEECTPOBAHOTO JIKAPCHKOTO 3acoly €
HaWKpaiuM BUOOPOM JIJIs MAIlI€HTA;

8) KOIII0 BUTATY 3 Hakazy MO3, sKuit MiICTUTb PILLIEHHS PO MTPOBEICHHS
BIJIMOBIAHOTO KJIIHIYHOTO BHUMIPOOYBaHHS JIIKAPCHKOTO 3aco0y - HAAa€ThCA JUIS
mporpaMud JOCTYIly CYO'€KTIB JOCHIDKEHHS (TMaIll€eHTIB) J0 JOCIIKYBAHOTO
JKapChKOTro 3ac00y MICIIs 3aBEPIICHHS KIIIHIYHOTO BUMIPOOYBAHHS);

9) Komito ceptudikaTta cepii JiKapchkoro 3aco0y, 1m0 Oyne
Bukopuctanuit y Ilporpami. Ceptudikar cepii (ceprudikar anamizy, ceprudikar
SKOCTI) JIIKAPCHKOTO 3aco0y (200 1HIIMI E€KBIBAJIEHTHUN JTIOKYMEHT), 110 BUIAETHCS
BUPOOHUKOM 1 CYIPOBOJIKYE KOXHY CEpII0 JIKapChKOro 3aco0y 3 METOIo
H1TBEPPKEHHS HOTO SIKOCTI (32 HAsIBHOCTI). Y pasi BiICYTHOCTI TaKOTO JOKyMEHTa Ha
naty noaaHHs 3asBu 10 MO3 mono 3arBepkeHHs [Iporpam, 3assBHUK HaJa€e JIUCT,
AKUM OOIPYHTOBYE BIJCYTHICTb TaKOIO JOKYMEHTa 13 3a3HAY€HHSM NpPHYMH, 1
rapaHTye, 110 JIKapChbKUM 3aci0 Mae HaJIEXHY SIKICTh 1 HOTO BUTOTOBJICHO BIMIOBITHO
0 BUMOT HajexHoi BUpoOHHMYOI npakThku (GMP). 3asBHUK micis OTpUMAHHS
ceptudikaTa cepii JTKapCchKOro 3aco0y (ab0 IHIIOr0 €KBIBaJCHTHOTO ITOKYMEHTY),
Pa3oM 13 CyIpoBITHUM JIMCTOM Hajicuiiae oro 10 MO3 a6o LenTpy;

10) NepeiK CynyTHIX MaTepialliB, sIKI TUIAHYIOThCS O BUKOPUCTAHHS B
mexax [Iporpamu (3a HasBHOCTI);

11) iHdopmaliro Ipo MOYATOK MPOBeACHHS moHameHIne 11 gpa3u kiIiHIYHIX
JoCiKeHb (BUMIPOOyBaHb) Jikapchkoro 3acoly, y CIIA, kpainax €Bpormneiichbkoi
ekoHoMiuHOi 30HH, ABcrpanii, Kanami, Snonii, BemmkoOpwuranii, I3paimi a6o
[IBeitapepkiit  koHbeneparii (i3 3a3HAYCHHSIM KOJy Ta Ha3BU KIIHIYHOTO
JOCIIDKEHHSI) Ta OTpUMaHl JaHi KIIHIYHUX JOCHIKeHb (BUNPOOYyBaHb) 3
HiATBEPIKEHHSIM €(EeKTUBHOCTI HOro 3acTOCYBaHHSA, HAJAEThCA JUIsl IPOrpaMH
PO3UIMPEHOT0 JOCTYITY MaIliEHTIB JO HE3apEECTPOBAHOTO JIIKAPCHKOTO 3aC00Y;

12) nucT, MOAO HAABHOCTI JOCTIKYBAaHHX JIIKAPCHKUX 3aco0iB 13
3a3HAYEHHSM IX KIUIBKOCTI, $IKI OyJaM BBE3€HH1 [JIs1 MPOBEIEHHS KIIHIYHUX
BUINIPOOYBaHb HAa TEPUTOPIIO YKpaiHH, ae He Oyl BHKOPUCTaHI B MEXKax TaKuX
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BUMPOOYBaHb, Ta OyJyTh BUKOPHUCTaHI BiAMOBIAHO y IIporpami moctymy cy0'ekTiB
JTOCTIKEHHS (MAIll€HTIB) 10 TOCT1HKYBAHOTO JIIKAPCHKOTO 3aCO0Y MICs 3aBEPIICHHS
KJIIHIYHOT'O BUIIPOOYBaHHS, 13 3aCTOCYBaHHSAM BUMOT 11bOT0 TTopsiaky;

13) meknapariist (JiCT) BiJ HaJgaBaya JIiKapCchbKoro 3aco0y B TOBUIBHIN (opmi
mpo 3roay Ha myOmikamnio Ha odimiitHoMy BeOcaiiti MO3 iHndopmariii mpo OCHOBHI
0COOJIMBOCTI MPOTPaMu, IIPO Ky HACThCS y 3asBl Ta MaTepiajiax J0 Hei.

4. MO3 npuiimae pileHHs po 3aTBEPIKEHHS IPOrpaMH PO3LIMPEHOTO
JOCTYITy TAIi€HTIB 10 HE3aPEECTPOBAHUX JTIKAPCHKUX 3aC00iB, 32 YMOB BCTAaHOBJICHUX
4aCcTHHOIO IT’ATOK0 cTarTi 8! 3akony Ykpainu «I1po miKapceki 3acobm», a came:

1) Mali€HTH MaroTh 3aXBOPIOBaHHSA ab0 TSKKUN MEIUYHHUM CTaH, 110
3arpoKyIOTh KUTTIO, JIOBI'O TPUBAIOTH a00 TSHKKO 1HBATIIU3YIOTh,

2) Ha TepuTopli VYKpaiHM MAaIleHTH HE MawTh JOCTYIy [0
aTbTEPHATUBHUX €(EKTUBHUX METOIB JIIKyBaHHS Ta/a00 albTepHATUBHI METOIU
JIKYBaHHS HE MOXYThb €(QEKTHUBHO BIUIMHYTM Ha Iepedir 3aXBOPIOBaHHS 4H
MOKPAIIUTA CTaH Malll€eHTa, Ta/ad0 TalllEHTH HE MOXYTb OYTH BKJIIOYEHUMH JI0
KJIIHIYHOTO JOCJIJIPKCHHS Ta 3a PIIICHHSIM JIiKapsl 3aCTOCYBaHHS HE3apeeECTPOBAHOTO
JKapChKOro 3ac00y € HallKpauM BUOOPOM JJIsl MTAI[IEHTA;

3) 1010 O€3MEeKU JOCTIIKYBAaHOTO JIKApChKOT0 3ac00y OTpUMaHi J1aHi
KIIHIYHUX BUIPOOyBaHb JOCTaTHI JUIsl OIIIHKK CIHIBBIAHOIICHHS PHU3HMKIB Ta
OUYIKYBAHOTO MIO3UTHUBHOTO €(EKTY;

4) 010 JIKapChbKOro 3aco0y posmouaro nmjoHaiimenme II  ¢azy
KJIIHIYHUX JOCTIIKeHb (BUIPOOYBaHb) Ta OTPHMMAHI JlaHl KIIHIYHUX JTOCIHIJIKEHb
(BumrpoOyBaHb) 3 MIATBEPIKEHHIM €()EeKTUBHOCTI MOTO 3aCTOCYBaHHS;

5) HasBHA 3arajibHa XapaKTePUCTUKA TOTEHIINHUX TMAIEHTIB I0JI0
BIJIMTOBITHOCTI YMOBAM BKJIFOUEHHS JI0 IPOTPAMHU Ta OLIHKA IPOrHO30BaHOT KIJIBKOCTI
NAII€HTIB, K1 OTPUMYBATUMYTh JIIKAPCHKI 3aCO0M POTATOM CTpoKy il IIporpamu.

S. MO3 npuiimae pilieHHS MOpPO 3aTBEPIKEHHS MPOrpaMu JOCTYIy
cyO'eKTIB JOCTIIKEeHHs (MAII€HTIB) A0 JOCTIHKYBAHOTO JIKAPCHKOTO 3acO0y MicCIis
3aBEpUICHHS KJIIHIYHOTO BUIPOOYBAHHS 32 YMOB BCTAaHOBJIEHUX YAaCTHHOIO IIOCTOIO
crarri 8! 3akony Ykpainu «IIpo sikapceki 3aco0m», a came:
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1) ICHy€ 3arpo3a >KUTTIO TaIllEHTIB a00 TsHKKUM MEIUYHUN CTaH, 10
BHMara€e IPOJIOBKCHHS JIIKyBaHHS JIIKAPCHKUM 3aCO00M, SIKHH JOCIIIKYBaBCS Y
BIJIMOBITHOMY KJIIHIYHOMY JOCTIKeHHI (BUIPOOYBaHHI);

2) HasBHI JlaH1 MPO Te, 10 PU3UKHA 3aCTOCYBaHHS JIIKAPCHKOTO 3acO0y
OylyTh HI)KYMMH 32 OUIKYBaHUH TTO3UTUBHUN €(PEKT;

3) namieHT (mamieHTH) OpaB (Opanu) abo 3aBepinye (3aBepIIyIOTh)
y4acTh y KITHIYHOMY BUIIPOOYBaHHI BIAMOBITHOTO JIIKAPCHKOTO 3aC00Y;

4) HasBHA 3arajbHa XapaKTEPUCTUKA NOTEHLIMHUX MAIll€EHTIB MO0
BIJINOBIJTHOCT] YMOBaM BKJIFOUEHHSI 10 TPOrpamMu Ta OLIIHKA MPOTHO30BaHO1 KIIBKOCTI
MAII€HTIB, K1 OTPUMYBATUMYTh JIIKAPCHKI 3aCO0U MPOTATOM CTPOKY Aii [Iporpamu;

5) HasiBHA 1H(oOpMaIis 111010 HoMepiB (KOJiB) Ta 1HIIIATIB TOTSHIIIHHUX
NaIl€HTIB, HAJAHUX 1M IT1J1 Yac y4acTl y KIIHIYHOMY BUIIPOOYBaHHI.

6. LleHTp y CTPOK, 10 HE MEPEBUINYE S KAICHIAPHUX AHIB 3 THS OTPUMAHHS
Bil MO3 nucra-HanpaBieHHs, 3asBU Ta MaTepialliB, BA3BHAYEHUX y MYHKTI 3 LbOTO
pO3IUTy, 3IIMCHIOE PO3IJISA MarepialiiB Ta TMepeBips€ iX KOMIUICKTHICTh Ha
BIIMOBIAHICT, BUMoOraM Ib0T0 Ilopsinky, aHami3 iX MOBHOTH 1 BIAMOBIIHOCTI
iH(opMariii, sKa MICTUTBCS Y 3asB1 Ta TIOJAaHUX MaTepiajiax, Ta CKJIaJla€ BUCHOBOK 3a
pe3ynbTaTaMu TEPEeBIPKUA MartepiajiB, MOJAAHUX JJIS 3aTBEPIKEHHS Ta MPOBEIACHHS
[Iporpam BumMoram 1poro Ilopsmaky, 3a ¢bopmoro 3TimHO 3 mOoAaTKOM 4 10 IHOTO
[Topsnxky.

/. Hakaz MO3 npo 3arBepxeHHs [Iporpamu npuiimaerbest MO3 Ha micTaBi
3asiBM Ta BUCHOBKY LIeHTpy 1110710 BIAMOBITHOCTI HaJJaHUX JOKYMEHTIB Ta MaTrepialiB
BuMoraM 1poro Ilopsaky, y ctpok mo 10 kaneHmapHuX IHIB 3 [JIHS [OJaHHS
BIJIMOBITHOT 3asBU. Y pa3l NPUHHATTA PINICHHS MPO BIAMOBY Yy 3aTBEPKCHHI
[Iporpamu MO3 iHpopMye 3assBHUKA PO MPUYUHU BIIMOBH.

8. IlincraBamu ais BigmoBu MO3 y 3atBepmxkenH1 [Iporpam €:

1) meBiamoBianicTe [IporpamMu ymoBaM, BCTAHOBJICHHM 3aKOHOM YKpaiHH
«IIpo mikapceki 3acobm» Ta uuMm [opsaakowm;
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2) HEemoJaHHs BiJMOBIIHMX MaTEpialiB Ha JIKAPChKUH 3aci0, BUBHAYCHUX Y
MYHKT1 3 IIbOTO PO3ALTY;

3) HemoCTOBIpHICTH iH(OpPMAIIi, TKa MICTUTBCSA Yy 3asBi Ta JOJAaHUX JIO HEl
MaTepiaiiax, Ta MOJaHHs X HE B OBHOMY 00Cs31.

9. Hakaz MO3 mpo 3arBepmxeHHs [Iporpamu € A03BOJIOM Jii BBE3EHHS
HEe3apeECTPOBAHUX JIIKAPCHKUX 3aCO0IB Ta CYNMyTHIX MaTepialliB HA MUTHY TEPUTOPIIO
VYkpainu 3 METOI0 X BUKOPUCTAHHS B MeXax BiJINOBIIHOT [Iporpamu.

10. Hakaz MO3 mpo 3arBepmkenHs I[Iporpam 0OOB'SI3KOBO Ma€ MiCTUTH
1H(pOopMaIIito Mpo:

1) 3assBHHMKA (HalilMEHYBaHHS ITiIIPUEMCTBA/yCTaHOBH/OpraHi3aiii abo
npi3BUILE, 1M’sI, IO OATHKOBI (32 HASIBHOCTI) IPOMaJIHUHA YKpaiHU Ta WOTo Micie
MPOXKUBAHHS (MICIIC3HAXOIKCHH));

2) Bun Ilporpamu (mporpama poO3LMIMPEHOTO JIOCTYIY MAlI€HTIB 0
HE3apeeCTPOBaHUX JIIKAPCBKUX 3aco0iB  abo mporpama JOCTYyIy CYO'€KTiB
JTOCTIIKEHHS (MaIll€HTIB) 10 TOCTIKYBAHOTO JIIKAPCHKOTO 3aCO0Y MICs 3aBEPIICHHS
KJIIHIYHOTO BUNIPOOYBaHH! );

3) kox [Iporpamu;

4) Ha3By [Iporpamu (3a HassBHOCTI);

5) CTpOK npoBeicHHs [Iporpamu;

6) nepemik 303, mikapsi(iB) Ta/ab6o mikaps (iB)-POII, ski 3adydeHi 10

nposeneHHs Iporpamu;

7) JIaHl 110JI0 3arajbHOl XapaKTEPUCTUKHU MOTCHIIIWHUX MAIll€HTIB, SKI
OpatumyTh yuacth y [Iporpami, BKiIro9arouu J1aHi o0 3aXBOPIOBAHHS TMAIIEHTIB,

8) MPOTHO30BaHy KUIbKICTh TAIlIEHTIB, BKJIIOYEHUX JO YYacTi Yy
[Tporpawmi,
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9) OUIKyBaHY  PO3PaxyHKOBY  KUIBKICTh  JIKapChbKOro  3aco0y,
JI03BOJICHOTO JIsl BUKOpUCTaHHs y [Iporpami;

10) Ha3BY (3a HasSBHOCTI) abo ieHTudIKaTop (3a HAABHOCTI), JIKAPCHKY
dbopmMy, cuiny Mii/aKTHBHICTBH JIIKApChKOTO 3aco0y, IO HAaIaBaTHMEThCS B MeXKax
BianoBiaHoi [Iporpamu;

11) BUPOOHUK(a)/-1B JTIKapCHKOT0 3aC00Y;
12) HepesIiK CyMmyTHIX MaTepialiiB (3a HasBHOCTI);

11. KoMicis 3 NUTaHb €THKU OLIHIOE €THYHI Ta MOPaJIbHO-IPABOBI1 aCIEKTH
npoBeneHHs [IporpamMu Ta mpuiiMae pimieHHS IpO NOrOJKEHHsS ad0 OOrpyHTOBaHE
pIIIIEHHS PO BIIMOBY Y MOT0/I>KEeHHI TTpoBeieHHs [Iporpamu y konkpetHomy 303 abo
KOHKpeTHUM JikapeM-DOIl.

JUis oTpuMaHHs pIIMIEHHS KOMICIi 3 MUTaHb €TUKA NP0 TOTOKEHHS
npoBenenns [Iporpamu y konkpernHomy 303 a6o konkpeTHuM nikapem-DOII, mikap,
AKUW 3amydyeHuid 10 mnpoBeneHHs [lporpamu abo mikap-@OIl, mo 3amydenuit 110
[Iporpamu, mogae A0 BIAMOBIAHOI KOMICIi 3 TUTaHb €TUKU JIUCT, 32 OPMOIO 3T1IHO 3
nonatkoMm 3 a0 mporo Ilopsiaky Ta marepianu, CKJIaJeHl y JOBUIbHIA (opmi, SKi
MOKYTbh OyTH HaJlaHl y HanepoBiii a00 eIeKTPOHH1M (pOpMI Ha BiAMOBIIHY €JIEKTPOHHY
aZpecy KOMicCii 3 MUTaHb €THKW TPO JIKAPChKUM 3aci0, skuil OyJe HanaBaTHCS B
pamkax I[Iporpamu, onuc [Iporpamu, npoext popmu iHHOpMOBaHOT 3roIu.

Kowmicis 3 muTanb €TUKY puitMae pillieHHs Mo MOToIKEHHS a00 MPo BIIMOBY
y norojikeHH1 nposeAeHHs [Iporpamu y konkpeTHoMy 303 a00 KOHKPETHUM JiKapeM-
®OII y cTpok 10 5 KaJIeHIApHUX JIHIB 3 JHS MOJAHHS JUCTa. Y pasl BIAMOBHU Yy
MOTOKeHH1 ITpoBeeHHs [Iporpamu KoMicisl 3 MUTaHb €TUKU 1HPOPMYE JTIKaps, IKUI
3astydeHuid 10 mpoBeaeHHs [Iporpamu, koHkpeTHud 303 a00 KOHKPETHOTO JIiKapsi-
®OII, MO3 Tta lleHTp PO TPUYUHU BiMOBH.

Sxmio no [porpamu 3amydyeno 303, B skoMy BiACYTHS (QyHKLIOHYIOUA KOMICIS
3 TUTaHb €TUKH, a0bo mikapsa-DPOII, o 3amyuenuii 1o [Iporpamu, Takuit 303, Ta/abo
nikap-POII, o 3amydenunii qo [Iporpamu, 3BepTatoThCs 7151 OTPUMAHHS PILLIEHHS PO
norokeHHsi nposeneHHsa IIporpamu 1o Toro 303 mpu siKOMy Al€ Taka KOMICIs 3
NUTaHb €TUKW Ta SIKUM HaJae MEIUYHl TOCIYTHM MallleHTaM 13 BiAMNOBIIHUM
3aXBOPIOBAHHSM (3a 3r0JI0I0 TaKO1 KOMICii).
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VIIl. Bumoru 1o npoBeaennsi [Iporpamu

1. IIpoBenenns IIporpamMu moYMHAETHCA JMIIE MiC YKIaJCHHS HaJaBaueM
Jmikapcbkoro 3acoby (abo WOro YIMOBHOBAKEHUM TMPEACTABHUKOM) B MEXKax
BianoBiaHoi [Iporpamu noroBopy mpo mposenaeHHs [Iporpamu i3 303 abo 3 mikapem-
@®OII, wo 3amyuenunii 1o npoBeaeHHs [Iporpamu.

2. HanaBau mikapchkoro 3aco0y (abo #oro yrnoBHOBa)X€HUM MPECTaBHUK) B
Mexax [IporpamMmm MoOXe  yKIAcTH JIOTOBIp  JOOPOBUTHHOTO  CTpaxyBaHHSI
BIIMTOBIIAILHOCTI  Mepel TPeTIMH ocobaMu Yy TIOPSIKY, BCTaHOBJICHOMY
3aKOHO/IaBCTBOM.

3. Y mexax npoBeaeHHs [lporpawm, 3atBepaxxenux MO3, 3a yMoOBU OTpUMaHHS
iHhopMoOBaHOi 3roAu BIAMOBIAHO 10 1boro I[lopsaxy, mdikap, sSKU 3aIydeHH 10
npoBefeHHs1 [Iporpamu, Mae mpaBo NpH3HA4YaTH Ta/abo 3aCTOCOBYBATH JIIKAPCHKI
3aco0u, M0 HE 3apeecTpoBaHi B YKpaiHi, a00 3apeecTpoBaHl 3a MOKA3aHHSIMH, HE
3a3HAYEHUMU B IHCTPYKILII JJII MEOUYHOTO 3aCTOCYBaHHS YW  KOPOTKIi{
XapaKTEPUCTHII JIIKAPCHKOTO 3aco0y, Ta/abo JiKapchKi 3aco0H, SKI HE BHECEHI JI0
rajy3eBUX CTaHJIapTIB Y chepi OXOpOHHU 3A0POB'S.

4. Tlpu HagaHHI MEIUYHOI JOTIOMOTH Ta CIIOCTEPEKEHHI MAIlIEHTIB y MeKax
[Iporpamu mnikap KepyeTbCsl JaHUMH MPO KIIHIYHY KapTUHY MaIli€eHTa, HAsSBHUM
MEIUYHUM JIOCBIJIOM Ta 1H(OpMAIli€l0 TPO 3aCTOCYBaHHS JIKapChbKOro 3aco0y,
3a3HayeHoo B onwuci Ilporpamm, Opomrypi gocmigHuka Ta (a0o0) IHCTPYKUI AJis
MEJIMYHOTO 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y .

Jlikap, sikuii 3amydeHuii 10 poBeneHHs [IporpamMu, MTOBUHEH BUSHAYMTH, 1110
NMOBIpHUH PU3HK JJIS TAIIEHTA B1J] 3aCTOCYBaHHS JIIKAPCHKOTO 3aCO0Y HE TIEPEBUIILYE
AMOBIpHUN pU3HUK, CHOPUYMHEHUN 3aXBOPIOBaHHSIM a00 CTaHOM TAlliEHTa 3a
BIJICYTHOCTI B)KMBAHHS BIJIMOBITHOTO JIIKAPCHKOTO 3aC00Y.

5. Ipotsirom ctpoky mpoBeaeHHs [Iporpamu, 3aTBepxenoi MO3, HagaBau
JKapChKOT0 3ac00y PeryJsspHO HaJa€ JIIKaplo BCI0O HOBY BaXKJIMBY 1H(opMaIlito, sKa
MO3Ke 3MIHUTH Ta (a00) JOTTOBHUTH HASIBHI JJaH1 PO JIIKAPChKUM 3aCi0, SIKUi HATa€ThCS
B Mexax [Iporpamu.

6. Ilix gac mpoBenenns [Iporpamu mikap, KU 3ay4eHUA 10 MPOBEICHHS
[Iporpamu, Hajacwiae HagaBady JIKapCchbKOro 3acoly (abo HOro ymoBHOBaKEHOMY
npeACTaBHUKY) iH(opMarito 1moa0 Oe3leKu JIKapChbKOro 3aco0y Ta 1HIIY
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iHpopmMmariiro, skmo 1e nependadyeHo omucoM IIporpamu (3a HasABHOCTI Takoi
iH(opmMmariii).

7. Jlikap, sikuii 3amy4enuii 1o nposeneHus [Iporpamu ta 303 abo mikap-DOI],
o 3anydeHuit 1o [Iporpamu, 3a6e3medye BeIeHHs aKTyaIbHOTO MEPETiKy Malli€HTIB
Ta/ab0 yHIKaIbHUX 11eHTU(IKATOPIB TaIli€HTiB, BKIOYeHUx B [Iporpamy, i3
3a3HadeHHsAM iH(opmarii mpo AaTh OTpUMaHHS TAIllEHTaMH TEPIIoi Ta OCTAHHBOI
7031 JIIKapChKOT0 3ac00y Ta 1HIINY 1H(pOopMaIlio BiANOBIIHO A0 onucy [Iporpamu.

8. Jlikap, sikuii 3amydeHuil 10 npoBeneHHs [Iporpamu, B noBUIBHIN dopMi
MOBIIOMJIIE ~ HaJlaBadya JIIKApChKOro 3acol0y (abo Horo  yroBHOBa)XXEHOTO
MPEACTaBHUKA) TPO JaTH OTPUMAaHHS TAaIllEHTaM{d TIEPIIOi Ta OCTAaHHBOI JIO3H
JKapChKOro 3aco0y, a TAKOXK 11010 Oyb-IKUX 3MIH CTaHy Malll€EHTa, 1110 MOXKYTh MaTH
3Ha4YeHHS JIJ1s Moro y4acTi B [Iporpami BianoBigHo 10 onucy IIporpamu.

9. 3 Meroro 3IIHCHEHHS KOHTPOJIIO UIJIbOBOIO BHUKOPUCTAHHS TaKUX
mikapcbkux 3aco0iB, 303, mikapi, sKi 3aiydeHi g0 npoBeaeHHs [Iporpamu, Ta/abo
nikapi-@OIl, mo 3amydeni no IIporpamu, mokBapranbHO HajacuiaaloTh 10 MO3
1H(OpMaII0 PO BUKOPUCTAHHS TAKUX JIIKAPCHKUX 3aCO01B 13 3a3HAYEHHSIM:

MpI3BUIA, 1M s, IO 0aTHKOBI (32 HASBHOCTI) MAII€HTA,

kony IIporpamu;

Ha3BH (32 HAsBHOCTI) a00 171eHTH(IKATOP JIKAPCHKOT0 3ac00y (32 HAsIBHOCTI);

HOMeEpa cepii JTIKapChKOro 3aco0y;

JaTH TIEPIIOT TI03H JIIKAPCHKOTO 3aco0y;

JI03H JIIKAPCHKOT0 3aC00Y, Ky OTPUMYE MaLlI€HT;

KUIBKOCT1 BAKOPUCTAHOTO JIIKAPCHKOr0 3ac00y MaIl€eHTOM — IaH1 Ha OCTaHHI!
poOOUnii IeHb KOKHOTO MICSIIIS;

JaTW OCTaHHbBOI JT03U JIIKAPChKOTO 3ac00y;

3arajgbHOI KITbKOCTI BUKOPHUCTAHOTO JIIKAPCHKOTO 3aCO0y MAI[iEHTOM.

10. 303 Ta/a6o nikapi-DOII, o 3amydeni go [Iporpamu, € BiAIOBI JAIBHIMH
3a 3a0e3MedYeHHs IIbOBOTO BUKOPHUCTAHHS JIIKAPChKUX 3aC001B BUKJIIOUHO B MEXax
[Iporpamu Ta HeONYILIEHHS BUKOPUCTAHHS TaKUX JIIKAPCHKUX 3acO0IB 1032 MEKaMu
[Iporpamu.

11. V Bunaaky 3aBepuieHHs [Iporpamu (TuranoBoro abo mepemyacHoro),
Jikap, sSKui 3amydeHuil 1o nposeaeHHsa [Iporpamu, iHpopmye B H0BUIBHINA (hopmi
KOMICII0O 3 NMHUTaHb €THKH, sIKa HaJaBajla DPIIIEHHS MPO MOTOKEHHS MPOBEACHHS
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ITporpamu, MO3 Ta lleHTp MO0 KIIBKOCTI MAaILIE€HTIB, K1 OTPUMAJIH JIIKYBaHHS B
mMexax [Iporpamu, Ta o0 KiTbKOCTI BUKOPUCTAHOTO JIIKAPChKOTO 3ac00y.

12. Bmesenns mikapcbkoro 3aco0y Ta/abo CymyTHIX MarepiaiiB s
BUKOPHUCTaHHA B Mekax [IporpamMu Moske 3MIMCHIOBATHCS HaJlaBadeM JIKapChbKOTO
3aco0y (abo0 HOro yImoBHOBaKCHUM IIPEICTABHUKOM).

13. Ilicns 3akinyeHHs BiAMoOBiAHOI [IporpamMu HEBUKOPHCTaHHI 3aJIUILIKH
JIKapChKUX 3aco0iB, sIKI BUKOPHUCTOBYBAJIMCS B Mexax [Iporpamu, moBuHHI OyTH
3HUIIEH] a00 TMOBEPHEHI1 HajaBady JiKapchbkoro 3aco0y. HeBukopucraHi JTiKapchbKi
3ac00M TakoX MOXKYTb OyTH BUKOpUCTaH1 B Mexax [Iporpam, 3atBepxkennx MO3 (3a
noTpedn).

14. HapmaBay jikapchkoro 3aco0y (a0o HOoro yrnoBHOBaKCHHUH MPEICTAaBHUK) €
BIJIMOBITAJIBHUM 332 OTPUMAaHHS JIIKAPCHKOTO 3aco0y 1iyisi BUkopuctanus B [Iporpami
BUKJIFOYHO BIiJl CYO'€KTIB, sIKI 3AIMCHIOIOTH JISJIBHICTH 13 BUPOOHUIITBA Ta/abo
peaizaliii Takoro JIIKapChbKOTO 3ac00y Ta € BIJMOBITAJIbBHUMU 3a O0€3IeUHICTh, SKICTh
Ta €QEeKTUBHICTh (SKIIO 3aCTOCOBHO) JIKapChKOro 3acoOy BIAMOBIIHO 10
3aKOHOJIaBCTBA JEp’KaBH TNPOBAKEHHS TakKoi MAISUIbHOCTI, abo0 BlJ CHOHCOpa
BIJITOBITHOTO KJIIHIYHOTO BUIIPOOYBAaHHA Y BUIAJIKY OTPUMAaHHS JIIKAPCHKOT0 3aco0y,
AKUM BUKOPUCTOBYBAaBCSA SIK JOCHIKYBAaHUM JIIKApChbKUW 3aci0 y KIIHIYHOMY
BUTIPOOYBaHHI, JJIsl HOTO BUKOPUCTAHHS B MTpOrpami JOCTYIYy CyO’ €KTIB JTOCIIKEHHS
(marieHTiB) A0 MOCHIKYBAHOTO JIIKAPCHKOTO 3acO0y MICHs 3aBEpPIIECHHS KITHIYHOTO
BUTIPOOYBaHHS.

VIII. 3minm 1o IIporpam, mo BHOCATHCS i 4ac iX NpoOBeIeHHSA

1. ITpotarom nposenenHs [Iporpam A0 HUX MOXYTh OyTH BHECEH1 3MIHU Ta
JIOTIOBHEHHSI, SIK1 TOTPeOyIOTh a00 HE MOTpeOyI0Th 3aTBepikeHHs MO3.

2. 3minu ao [Iporpam notpedyroTs 3aTBepkeHHss MO3 y pasi:

1) 30imbIICHHS 3aIUTAHOBAHOI KUTBKOCTI marieHtiB y [Iporpami, ske Moxe
OyTH 31 3MIHOIO KIJIKOCTI JIIKAPCHKOTO 3ac00y abo 6e3 3MiHH,

2) 3mina 303, nikapiB, sKi 3aiTydeHi 10 mpoBeaeHHs [Iporpamu Ta/abo mikapis-
®OII, mo 3amydeni no [Iporpamu;
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3) 3MiHM HajgaBaya JKapchbKoro 3aco0y (abo #HOro ymoBHOBaKEHOI'O
peACTaBHUKA) Ta/a00 3asiBHUKA Ta/a00 BUPOOHUKA JIIKAPCHKOTO 3ac00y;

4) 3MiHa cTpoKy mpoBeneHHs [Iporpamu.

VY pa3i 301IbIIeHHS KITbKOCTI MAI[IEHTIB 3assBHUK 3a3HAYa€ y JUCTI B JOBUIbHIN
dbopmi oHOBJIEHY 1H(OpPMAIIO IIOJAO0 OHOBJEHOI PO3PAXyHKOBOI KIJIBKOCTI
JiKapchbKOTO 3aco0y, TO3BOJICHOTO A0 BHKOpUCTaHHsS y [Iporpami, 3 ypaxyBaHHIM
OHOBJIEHO] K1JIbKOCTI ITAI[l€HTIB.

3. Y pa3i HeoOX1THOCTI BHECEHHS 3MiH Ta JOMOBHEHB 10 [Iporpamu, 3asBHUK
nogae g0 llentpy iHdopmaiito npo BignmoBigHi1 3MiHU 10 I[lporpamm, nusixom
HaJICUJIaHHS JIMCTa B IOBUIbHIA (pOpMI 3 OOIPYHTYBAHHAM HEOOX1JHOCTI 1X BHECEHHSI
Ta MaTepialaMH, SIKI MIATBEP/KYIOTh TaKy HEOOXIAHICTh (3a HasBHOCTI). 3a
pe3ynbTaTaMu pO3IJISIAY JIMCTa Ta MaTepiamiB (3a HasBHOCTI) Llentp mpotsirom 3
KaJeHIapHUX JIHIB 3 JIaTW OTPUMAaHHs JIMCTA B1J 3asBHUKA Hajacuiae 10 MO3 nuct 3
iH(opmMmariero o0 3miH 10 [Iporpam. Po3risin matepiaiiB, 3 METOIO BHECEHHS 3MiH
3niiicHioeThesl LleHTpoMm Ha Oe3omutatHiii ocHoBl. MO3 Ha miacrasl iHdopmarii
oTpuMaHoi Bia LleHTpy npuiiMae pimeHHs I10J10 3aTBEpKEHHS 3MiH 10 IIporpamu
IpoTATOM 3 KaJIeHJApHUX JTHIB 3 IaTH oTpuMaHHA iHdopmarii Bix LleHTpy.

4. Tlin gac mposenenns Ilporpamu 3asBHuK iHGopmye lleHTp (IUIIXOM
HAJCWIAHHS JIUCTAa B JIOBUIbHIM (opmi) mpo iHIN 3MIiHH, SIKI BIIOYJIUCS T 4ac
npoBeneHHst I[lporpamu, 3arBepmxkenHoi MO3, ane ki He MNOTPeOYIOTh iX
3aTBEPKEHHS, 30KpeMa:

30UTBLIEHHSI O4IKYBAHOI PO3PaxyHKOBOI KUIBKOCTI JIIKAPCHKOro 3aco0y 0e3
3MIHH KIJIBKOCTI HAII€HTIB;

3MIHU TIOJI0 3aCTOCYBAaHHS JIIKAPCHKOTO 3acoly, 10 HAJAEThCS B MeXKax
[Iporpamu;

HOMEpH cepiii BBE3CHHUX JIIKAPCHKUX 3aC00iB;

KpUTEpil BKIIOYEHHS / BIIMOBU y BKiItoueHH1 A0 [IporpamMu abo BUKIIIOUEHHS
nanieHTiB 3 [Iporpamu;

pillleHHs HaJaBaya JKApCHKOTO 3aco0y TPO THMYACOBE MPHU3YMHHEHHS
IIporpawmu;

mosiBa HOBOI 1H(oOpMaIlii o0 6e3MeKu JTIKapchKoro 3acoly, sika BIUIMBAE HA
OI[IHKY CHIBBIIHOIIIEHHS KOPHUCTI Ta PU3HKIB;

nosiBa iH(opMarllii 1momo peectparii JiKapchbKoro 3aco0y B IHIMUX KpaiHax
TOIILIO.
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IX. TuM4acoBe NnpU3yNnMHEHHs Ta NOBHe NepeayacHe 3ynnHeHHs [Iporpamu

1. TlamienTtn, ski BkiIO4eHl g0 IIporpamu, OoTpUMYIOTH JIIKapChki 3acoOu
MPOTATOM CTPOKY MpoBeneHHs [Iporpamu 10 THX mip, TOKH 11€ HE MPUHECE OYIKyBaHY
TEpaneBTUYHY KOPUCTH Malll€HTy (Ha TMEpPEKOHAHHS JiKaps, SKUN 3alydeHud 10
npoBeneHHs [lporpamu), abo moku He OyAe MpUHATE PIIICHHS HaJaBayeM
Jikapcbkoro 3aco0y (abo #oro yrmoBHOBaKEHHM IIPEJACTABHUKOM) TIPO TOBHE
3yNMUHEHHS BiAnoBiaHOI [Iporpamu.

2. [Iporpamu MOKyTh OyTH TUMYACOBO MPU3YMUHEH1 a00 MOBHICTIO MepeI4acHO
3yNUHEHl  HaJaBadeM  JIIKapchKoro 3acol0y (abo #oro  ymoBHOBa)XXECHUM
MpeACTaBHUKOM) Ha mifctaBl iH@opMmauii Big 303, mikapiB, fAKI 3aly4eHi [0
nposeneHHs [Iporpamu Ta/abo nikapis-DPOII, o 3amydeni 1o [Iporpamu.

3. HagaBau mikapchkoro 3aco0y (abo HOTo YIOBHOBa)KCHHH IPEICTABHUK)
MOK€ TUMYACOBO MPU3YIMHUTH 200 MOBHICTIO IepeAdacHo 3ynuHuTH [Iporpamy, npo
110 BiH (200 HOTO YITOBHOBaKCHHH MpeIcTaBHUK) moBigomisie MO3, LleHTp, a Takox
303, nmikapiB, sKi 3amydeHi a0 nposeneHHs [Iporpamu Tta/abo mikapiB-®dOII, mo
3amyuyeHi jo IIporpammu, 13 3a3Hauy€HHSM OOIPYHTOBAHHMX NPUYUH TUMYACOBOTO
NpU3YyIUHEHHS a00 OBHOTO NepeayacHoro 3ynuHeHHs [Iporpamu.

VY Bunaaxky mosiBu HOBOI 1iH(OpMaIIii 010 OE3MeKH JTIKapChKOro 3aco0y, SKui
HaJaeThesl B Mexkax [Iporpamu (Ko Taka iHpopMallisi MOKe MOCTABUTH M1J] 3arpo3y
KUTTS Ta 30POB'S NALIEHTIB 32 YMOBH, 1110 MALIIEHTH TPOJOBXKATh JIKYBaHHS B MEXKaxX
[Iporpamu), y nMcTi HajgaBaya JIKapchbKoro 3acoly (abo HOro ymoBHOBa)XEHOTO
MpeJICTABHUKA) BUKJIAAAETHCA TIJIaH MIHIMI3AIlll pU3UKIB 110/10 O€3IMeKu MaIieHTiB (y
pasi HeOOX1HOCT1).

Y BuUMaaKy THUMYacoBOro mpusynuHeHHs IIporpamu y nucti HEOOX1IHO
3a3HAYUTH CTPOKU Ta YMOBH NOHOBJIEHHS [Iporpamu.

Jlikapi, siki 3amydeni 1o npoBeaeHHs [Iporpamu a6o nikapi-DOII, mro 3amyueni
1o Ilporpamu, iHQOpMYIOTH MUCEMOBO JJUCTOM y JIOBUIBbHIHN (hopMi BIAMOBIAHI KOMICIi
3 MUTaHb €TUKHU MPO TUMYACOBE NMPU3YNUHEHHS a00 MOBHE NepenyacHe 3YNMUHEHHS
[Iporpamu 13 3a3Ha4eHHSAM MPUYMH 3ynuHEeHHS [Iporpamu.

4.V BUMAIKy TUMYacOBOIO Mpu3ynuHeHHs [Iporpamu Ha BU3HAYEHUN CTPOK
MPUNTUHAETHCS JIKYBaHHS BCIX MaIli€HTIB, BKIIOYEHUX 110 [Iporpamu.

HanaBau nikapcbkoro 3aco0y (a00 HOro yrmoBHOBa)KCHUN MPEACTABHUK) MOXKE
1HIIIFOBATH TUMYACOBE MpU3yNUHEHHS [IporpamMu y Takux BUTAIKAX:

nosiBa HOBOi 1H(opMarlii Mmoo Oe3neKku JIKApChKOro 3acoly, sfKa MOXKe
MOCTABUTHU ]I 3arpo3y KHUTTS Ta 370POB’S MALI€HTIB, SKIIO MAI[IEHTH MPOJOBXKAThH
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JIKyBaHHS 1 sKka moTpelye 3’sICyBaHHS Ta NMPUUHATTSA BIAMOBIAHUX PIIICHb MO0
nponos:xeHHs [Iporpamu;

nmosiBa HOBOi 1H(opMarii Mmoa0 e(PEeKTUBHOCTI JIKApChKOro 3acoly, ska
nmoTpedye 3’sSCyBaHHS Ta NPUUAHATTS BIAMOBITHUX PIIICHh MO0 IMPOJTOBKCHHS
[Iporpamu.

303, nikap, sikuii 3anydeHuit 10 nposeaeHHs [Iporpamu, ta (a6o) mikap-DOII,
mo 3amxydeHi g0 Ilporpamu, MaioTh THMYAacOBO MPU3YINUHUTH 3aCTOCYBaHHS
JKapChKOTo 3ac00y y pa3i MiIBUIIICHHS PU3UKY JJIS 370pOB'st 200 )KUTTA narieHTa(iB)
Ta O(imiifHO MOBIJOMHTH TPO 1€ HaJaBada JIKapchbkoro 3acoby (abo #oro
YIOBHOB)KEHOTO MPEJICTAaBHUKA), Ta BIJMOBIIHY KOMICIIO 3 TUTaHb €TUKH.

[Ipu TMMuYacoBOMY NMPU3YIMHEHHI 32 PIIIEHHSAM HaJaBaya JIKapChKOro 3aco0y
(abo #ioro ymoBHOBaxkeHOro mpexacraBHuka) 303, Jikap, SKUH 3alydeHHid 0
npoBeneHust [lporpamu, Ta (a6o) mnikap-®OIl, mo 3anmyyenuid no Ilporpamu,
3IIMCHIOIOTh KOHTPOJIb, CIIOCTEPEKEHHSI 32 CTAHOM TMAIllEHTIB Ta 3a HEOOXITHOCTI
3a0e3neuyroTh HaJaHHSA MEAUYHOI AOIMoMOTH. Ilicas mOBHOTO yCyHEHHS MPUYHH, 3
skux [Iporpamu Oyji0 THMYAacOBO MPHU3YNMHUHEHO, HajJaBay JIiKapchbkoro 3acody (ado
HOro yroBHOBa)XEHUH MPECTABHUK) MOKE IIOHOBUTH TIpoBeieHHs [Iporpam, mpo 1o
1H(OpMy€e KOMICIitO 3 UTaHb eTukH, Llentp Ta MO3.

5. YV BUMajKy MNOBHOrO InepeadacHoro 3ynuHeHHs IIporpamu ogHodacHo abo
MOCTYITOBO MIPUIUHSIETHCS JIKYBaHHSI BCIX MAIIEHTIB, K1 0epyTh y4acth y [Iporpami,
paHilIe 3aIIaHOBAHOIO CTPOKY npoBeaeHHs [Iporpamu. HagaBau nikapcbkoro 3aco0y
(abo #Oro ynoBHOBaXXCHUU TMPEICTABHUK) MOXE MOBHICTIO TEPEIYaCHO 3YIMHHUTH
[Iporpamu y Takux BUTIAIKaX:

nepeayacHe 3aBepIleHHs KIIHIYHUX BUIMPOOYBaHb 3 MPUYUH Oe3neku Ta/abo
MosiBa HOBOI 1H(OpMaIlii 111010 O€3MEKHU JIIKaPChKOT0 3ac00y, IKa MOXKE MOCTABUTHU Mij
3arpo3y JKHTTS Ta 3J0pPOB’S TAIIEHTIB, SKIIO TMAIIEHTH MPOJOBXKATh JIKYBaHHS B
Mmexax [Iporpamu;

NPUIUHEHHS pO3pOOKH TOCIIKYBAHOTO JIIKAPCHKOTO 3ac00y BUPOOHMKOM, 200
MmosiBa JaHUX, SIKI CBiYaTh MPO T€, MO JIKAPChKUN 3aci0 He € edeKTHUBHUM 3a
BIJIMTOBIHUMM ITOKa3aHHSIMU,

HEMOJKJIUBICTh TPOJIOBXKEHHS MOCTAYaHHS JIIKApPCHKOTO 3acO00y Ha TEPUTOPIIO
Ykpainu, y TOMy YUCIi, 3 TPUYUHN TIPUITUHEHHS BUPOOHUIITBA,;

3aKyIIBIS JIIKAPCHKOro 3aco0y B YKpaiHi 3a paXyHOK KOILITIB JI€P>KaBHOTO
O10IKETY;

OTPUMAaHHs MOBIJOMJICHHS BiJ YNOBHOBAXXEHOI'O OpraHy MO0 JEp>KaBHOT
peectpalii B YKpaiHi JIiKapchbKoro 3aco0y 3 TakuM (-u) caMuM (-U) aKTUBHUM (-H1)
(dapmaneBTUYHUM (-M) THTPEIIEHTOM (-TaMH), OPMOIO BUITYCKY, I03YBaHHSM Ta/a0bo
MOKa3aHHSM JI0 3aCTOCYBaHHS, 110 1 JTIKApChKUii 3aci0, sKkui BKitoueHuii 10 [Iporpawm,
a TaKOXK HasIBHICTh JIIKAPCHKOTO 3ac00y B 00ITy Ha TepuTOpii YKpaiHu.
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6. Y pasi HeoOX1IHOCTI MOBHOTO nepeauyacHoro 3ynuuenHs [Iporpawm, LlenTp Ha
nijacrai iHGoOpMaIlli, OoTpUMaHoOI Bijl 3asBHUKA a00 HaJlaBayva JikapchbKoro 3aco0y (abo
HOro YrmoBHOBa)KEHOTO NpeACcTaBHUKA), Hajacuiae 10 MO3 auct 3 oOrpyHTYBaHHSIM
10,10 HEOOX1AHOCTI MMOBHOTO TepeadacHoro 3ynuaenHs [Iporpam. MO3 y ctpok 70 5
KaJICHIApHUX JTHIB MPUKWMAE PIIICHHS PO MOBHE mepeadacHe 3ynuHeHHs [Iporpawm,
po 1110 iHGOPMYe 3asiBHUKA JTUCTOM Yy IOBUIBHIN opmi, a Takoxk 303, mikapis, Ta/abo
nikapiB-DOII, mo 3amyueni go [Iporpamu.

/.Y Bunaaky 3aBepuieHHs [ [porpamu oqHOoYacHO a00 MOCTYNOBO NIPUITUHSAETHCS
JIKYBaHHS BCIX IMAII€HTIB, sKI OepyTh ywacTb y Ilporpami, 3rigHo 3 yMOBaMmH
[Iporpamu, mo BHeceH1 B onuc [Iporpamu ta 3a3HayeH1 B IHPOPMOBaH1N 3roii.

X. IloBigomiieHHsI Mpo NMOOiYHi sIBHIIA Ta peakilii

1. V pasi BusiBieHHs NOBIAOMJIEHb MPO MOOIYHI peakiii JIKapChbKUX 3aco0i1B,
MEJIUYHI TpaIIBHUKA CBOE€YACHO MOJa0Th 10 LleHTpy KapTHU-MOBIAOMIICHHS MPO
mo0O14HI peakuli JIKapchKHUX 3ac001B, BIANOBIAHO 10 po3airy IV Iopsnaky 3a1iicHeHHS
(apmakoHarysAy, 3aTBEP/KEHOr0 Haka3oM MIHICTEPCTBA OXOPOHH 3JI0pOB S
VYkpainu Big 27 rpyans 2006 poky Ne 898, 3apeectpoBanoro B MiHiCTEpCTBI I0CTHIIIT
VYkpainu 29 ciuas 2007 poky 3a Ne 73/13340 (y penakuii Hakazy MiHicTepcTBa
OXOpOHH 3710poB’st Ykpainu Big 26 BepecHs 2016 poky Ne 996), miis 3apeecTpoBaHUX
JTKApChKUX 3ac001B Ta 3TiJTHO MYyHKTY 2 IOTO PO3AULY MO0 HE3aPEECTPOBAHUX
JKApChKUX 3aCO0IB.

2. Kapra-noBigomiieHHs ITpo NMOO1YHI peakili JIKapChKUX 3ac001B MOJAETHCS
y ManepoBiii Ta/abo eneKTpoHHIN (hopMi Ta y CTPOKH BCTAHOBJIEHI ITYHKTOM 9 pO3aiTy
IV Tlopsiaky 3aiiicHeHHs1 dapMaKOHArJsALy, 3aTBEPKEHOr0 HakazoM MiHicTepcTBa
0XOpoHU 370poB’st Ykpainu Big 27 rpyaas 2006 poky Ne 898, 3apeectpoBaHOro B
Minictepctsi toctuilii Ykpainu 29 ciunst 2007 poky 3a Ne 73/13340 (y penakiiii Hakazy
MinictepcTBa 0XOpOHU 370poB’st YKpainu Bix 26 BepecHs 2016 poky Ne 996).

Komist kapTU-moBiIOMJIEHHST MpO MOOIYHI peakiii JIKapChbKUX 3aco0iB
MOJAEThCS BIAMOBIIANIbHIN 0c001 3 nutanb (papmakoHarisay 303 mis CKIIaJaHHS
3BITYy MpO BUMAJKUA MOOIYHMX PEakIlii JIKapChbKUX 3aco0iB, BaKIWH, TyOCpKYyIiHY,
Ta/abo0 BIACYTHOCTI €PEKTUBHOCTI JIIKAPCHKUX 3aC001B, Ta/a00 HECTIPUATIMBUX TOIIN
MICIIs IMYHI3aI1i/TyOepKyIIHOAIarHOCTUKH, 32 (POPMOIO BU3HAYCHOIO y JAOJIATKY 5 110
[Topsinky 3miiicHeHHs (apMaKOHArmsiAy, 3aTBEPKEHOTO Haka3oM MiHicTepcTBa
oxopoHH 370poB’s Ykpainu Bix 27 rpyaus 2006 poky Ne 898, 3apeectpoBaHOro B
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MinictepcTsi toctuiiii Ykpainu 29 ciunst 2007 poky 3a Ne 73/13340 (y penaxiiii Hakazy
MiHicTepcTBa 0XOpOHH 310poB’st YKpainu Bij 26 BepecHs 2016 poky Ne 996).

B.o. renepajgbHoro nupexkropa Jupexropary
(papmaneBTHYHOIO 320€3MeYeHHS Isan 3A/IBOPHHUX



