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lanoBua Okcano OuexcanapiBHo!

I'pomanceka opranizanis «Acorianis ¢apmaneBTiB Ykpainn» (gam — ADY, Acomianmis),
npencrasieHa y Paai rpomaacbkoro koHTpomo npu HamionaneHil ciyx01 370poB’ss YKpainu,
I'pomancekiit pani npu JepxaBHii ciayx01 YkpaiHu 3 JKapChbKHUX 3ac00IB Ta KOHTPOIIO 3a
HAapKOTHMKaMU Ta EKcrepTHo-anessmiiHiA paal 3 TOUTaHb JIleH3yBaHHsS npu JlepkaBHii
perynaropHii ciyx61 Ykpainu, 3acBiquye Bam cBo moBary Ta 3BepTaeThCsl 3 MPOIMO3ULIEI0 010
3aKOHOJIAaBUYOT O 3aMPOBAKEHHS B YKpaiHi IHCTUTYTY (apMaleBTUYHOTO PEIEnTa.

Cratrero 49 Koncturynii YkpaiHu rapaHTOBaHO MPaBO KOXKHOTO HA OXOPOHY 3[0POB’s Ta
MEIMYHY JOIOMOr'Y, a Ha JIepXaBy HOKJIaJeHO 000B’ 30K CTBOPIOBATH YMOBHU JAJsi €(pEeKTUBHOIO 1
JOCTYIIHOTO [l BCIX TPOMAASH MEIUYHOrO OOCIyroByBaHHs. 3a0e3meueHHS (i3uYHOI Ta
OpraHizaliifHoi JOCTYNMHOCTI HEOOXITHUX JIKapChKUX 3ac00iB, HEIOMYIIEHHS HEOOIPYHTOBAHOIO
MepepuBaHHs JIKyBaHHS Ta HaJle)KHE BUKOPHCTAaHHA MpoQeciiHOro noreHuiany (gapmaneBTHUHUX
MPaliBHUKIB € CKJIaJOBUMHM MTPAKTUYHOI peanizallii i€l KOHCTUTYI1MHOI rapaHTii.

VY cydacHii cucTeMl OXOpPOHM 3[0pOB’sl aNTEYHMM 3aKjaJ HE IOBUHEH pO3IJIiAaTHCS
BUKIIIOYHO SIK MicIle po3/IpiOHOI peaizalii Jikapcbkux 3aco0iB. DapManieBTUUHUN MPAIiBHUK Jeai
OinpIIe 3aMy4aeTbes 10 GapMalleBTUYHOI OMIKU, OIIHKM MPaBHJIBHOCTI 3aCTOCYBaHHS JIKapPChKUX
3ac00iB, mornepepKeHHsT HeOe3eYHUX B3a€MO/IIN, TIATPUMKHN MTPUXUILHOCTI MAIlIEHTa JI0 JIIKYBaHHS
Ta 3a0e3MeYeHHs BIJIOBIAAIBLHOIO CaMOJIIKyBaHHSA. €Bpomneicbkuil po3BUTOK (papMarieBTHUHOI
MIPaKTUKU JEMOHCTPYE IOCTYHNOBUH Iepexii BiJ CyTO TOBAapHOi MOZENl amnTeKu A0 MOJEl
ITOBHOLIHHOT'O HAJIaHHS JI0IIOMOT' Y NAIIEHTY.

Crarts 3 OcCHOB 3aKOHOAABCTBA YKpalHU TMPO OXOPOHY 3I0pPOB’S  BU3HAYAE
(apMalLleBTUYHOI'O MpalliBHUKA K 0CO0y, sKa Mae (apMaleBTUUHY NpodeciiiHy KBamidikaiiio,
MpoBaaUTh MpodeciiHy AISTBHICTh 13 HagaHHS (GapManeBTUYHOI OMOMOTH Ta 3IMCHIOE 1HIII
IOB’sI3aHI 3 TaKOK MISJIbHICTIO 3aXOAM BIAMOBIAHO 10 3aKOHOJAaBCTBA. lli€l0 X CTaTTEIO
(dhapmareBTHYHI PAIIBHUKY MPSIMO BIIHECEHI JI0 TIPAIIBHUKIB c(hepr OXOPOHHU 3/I0POB .

[Tynkrom «a» wactuau mepiioi ctatri 77 OCHOB 3aKOHOJABCTBa YKpaiHU MPO OXOPOHY
3JI0pOB’sl 3aKpIMJIEHO MPaBO MEIWYHUX 1 (apMaleBTUYHUX MPAIiBHUKIB MPOBaAUTH HpodeciiiHy
JUSTIBHICTD 13 HAJaHHS MEIMYHOI a00 hapMaIieBTUIHOT IOMOMOTHY Ta 3/1iHCHIOBATH 1HIII OB’ s3aHi 3
HEI0 3aXO0JH BIAMOBIMHO M0 CIieliadbHOCTI i mpodeciitHoi kBamidikarii. [TyHKkTOM «r» 1i€i cTaTTi
TaKOXK TMependadyeHo IMpaBO BIPOBAKYBATH Yy BCTAHOBICHOMY IMOPSAKY Cy4dacHi JTOCSTHEHHS
MeIMYHOT Ta (hapMaIeBTHYHOT HAYKH 1 TTPAKTHKH.
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Crartsa 78 OcHOB noKJaaae Ha GapMaleBTHYHUX MPaIliBHUKIB 000B’SI30K CIIPHUITH OXOPOHI
Ta 3MILHEHHIO 3/I0POB’S JIIOJIEH, 3aM00IraHHIO 1 JIKYBaHHIO 3aXBOPIOBAHb Ta CBOEYACHO HA/aBaTH
kBajidikoBany momomory. OTKe, YMHHE 3aKOHOJABCTBO B)KE€ BHU3HA€ (papmaieBTa CaMOCTIHHUM
npodecioHanoMm cepr OXOPOHHU 3I0POB’S, KU Ma€ BIAMOBIAHY KBaji(ikallito, mpaBa, 000B’sI3KH
Ta npoeciiiHy BiMOBIAJbHICTD MTEpPE/ MAIIIEHTOM.

3axoH Ykpainu Big 28.07.2022 Ne 2469-1X «IIpo nikapcbki 3aco0mn», KU BBOJUTHCS B JIi0
3 1 ciunst 2027 poky, 3aKpiIlIioe MOAANIBIINI PO3BUTOK (hapMalleBTUUHOI MPAaKTUKH. BiamosigHo 10
cratTi 82 nporo 3akoHy (apMalieBTUYHA MTPAKTUKA BKIIOYAE HAaHHS (apMaleBTUYHUX MOCTYT Ta
(dapManeBTHYHOI JTOMOMOTH  (papMareBTHUHUM MPAIiBHUKOM anTeku abo ii CTPYKTYpHOTo
MIAPO3UTy. 3aKOH TaKOX Nependadae aganTaiio 3aKOHOAABCTBA YKpPaiHU PO JIIKapChKi 3aCO0M 10
3akoHoJaBCcTBa €Bpomneiicbkoro Coro3sy.

Opnak mpaBo (apMaleBTUYHOIO MpalliBHUKA 0(OPMIIOBATH pELENT Ha JIIKApChbKUM 3acid
YUHHHUM 3aKOHO/IaBCTBOM YKpaiHU He epeadaueHo.

[Tynkrom 1 poszminy I [IpaBui BUHMCYBaHHS pEIENTIB HA JIKApChKi 3aCO0M, 3aTBEPIKEHUX
Haka3oM MiHicTepcTBa OXOpoHHU 310poB’st Ykpainu Bin 19.07.2005 Ne 360, ycraHOBi€HO, 110
[IpaBuiia perysrol0Th BUIKUCYBaHHS PELENTIB MEAUYHUMH MpaiiBHuUKaMu. Ilynkrom 3 pozaimy 1
nepen0ayeHo, 1Mo PerenTd BUIMUCYIOTHCS JIIKAPSMU BIAMOBIAHO 10 JIKAPCHKUX CHEIiaTbHOCTEH 1
nocaJ. BUHATOK ycTaHOBIEHO [ (enbIuepiB OKPeMHUX CTPYKTYPHHUX HiApO3JUTIB IEPBUHHOI
MEIUYHOI JOMOMOTH, SIKi MOXKYTh O()OPMIIIOBATH MANIEPOBI PELENITU 3 BU3HAUEHUMH OOMEKEHHIMH.
dapMaleBTUYHI MPAIIBHUKK J0 KOJja YINOBHOBAKEHHMX OCIO HE BKJIIOUYEHI. EjnexkTpoHHI peuentu
BIIMOBIAHO 110 MyHKTY 9 po3ainy I mux [IpaBui takox (GOpMyrOThCS JIIKapsIMU HIISXOM BHECEHHS
BIJIIOBIIHOTO 3anucy 10 Peectpy MeOquuHMX 3aluCiB, 3alMCIB MPO HAIPABJIEHHS Ta PELENTIB B
€JIEKTPOHHIN CUCTEM1 OXOPOHU 3/J0POB’sl.

TakuM 4yMHOM, iICHY€ HOPMAaTUBHUN PO3PUB MK BU3HAHHSIM (apMalleBTUYHOTO MpalliBHUKA
MTOBHOLIHHUM IpaliBHUKOM c(hepr OXOPOHHU 370pPOB’s, HaUICHUM MPaBOM 1 000B’I3KOM Ha/laBaTh
(apMalneBTUYHY JIOIOMOTY, Ta BiJICYTHICTIO IPAaBOBOI'O MEXaHI3MYy, KM J103BOJISIB O creliaibHO
MiATOTOBIIEHOMY MaricTpy ¢apmarii 3a0e3MeunTH MalieHTa pelenTypPHUM JTIKapChKUM 3aC000M y
BUHATKOBIN CHTYyallii ab0o MpOIOBKUTH paHillle MpU3HaYeHe JiKapeM JIiKyBaHHS.

ADY mnponoHye BU3HAYUTH (apMalleBTUYHUI pPEUEnT SK eJIeKTPOHHHUHM TOKYMEHT, IO
(dbopMyeTbC B €IEKTPOHHIM CHUCTEMI OXOPOHHM 3JI0POB’S  CHEMIAJBHO  YIIOBHOBA)XEHUM
(apMalLleBTUYHUM IpaLliBHUKOM, SIKUM Ma€ OCBITHIO KBamiikaliio marictpa ¢apmalii, Ipoios
J0JaTKOBY Mpo¢eciiiHy NIArOTOBKY Ta OTPUMAaB MpPaBO Ha O(QOPMIIEHHS TaAKOIO pELenTa, y MpsmMo
BU3HAYEHUX 3aKOHOAABCTBOM BMIAJKaX 1 3 YCTAHOBJIEHUMH OOMEXEHHAMMU.

@dapMaleBTUYHUIM pPELENT Mae BHUKOPHUCTOBYBATHCS Hacamiepen M 3a0e3ledeHHs
Oe3rmepepBHOCTI paHillle NMPU3HAYEHOI JIIKapeM Tepallii, a TAKOX Yy BHUHATKOBHUX CHUTYyalisX, KOJU
3aTpUMKa y NMpHiiMaHHI HEOOX1AHOIO JIIKapChbKOro 3aC00y CTBOPIOE peallbHUM PU3MK JUISL 310pOB’ S
TMaIli€HTa, a CBOEYaCHE 3BEPHECHHS J10 JIKaps € 00’ €KTUBHO yCKJIaIHCHHUM.

Take npaBo HEe MOBHHHO HAJaBAaTHUCS OYAb-1KOMY TPAIliBHUKY anTeUyHOro 3akiaay. Hum
MOXKe OyTH HaA1JICHUI BUKIIOYHO MaricTp ¢apMmaiiii, SKui Mae HaIeXHY npodeciitny kBaidikallito,
IPYHTOBHI 3HaHHS 3 (papmakosorii, Tokcukoiorii, kiiHidHOi (apmarii, (hapMaeBTUYHOI OIIIKH,
B3a€EMOIIT IIKAPCHKUX 3aCO0IB Ta OI[IHKKA PU3UKIB IX 3aCTOCYBaHHSI.

dapmareBTHYHMN pelenT He MOBUHEH MIAMIHATH MisJIbHICTG JliKaps, HaJaBaTH (GapMalieBTy
HeoOMeXeHe MpaBO BCTAHOBJIOBATH IMEPBUHHHUI JiarHO3 a00 CaMOCTIHHO MpPU3HAYATH CKIATHY
CUCTEMHY Tepamito. Vimerbcss mpo crenianbHUiM, YiTKO pPErJIAMEHTOBAaHWHM 1 KOHTPOJIbOBAHHUN



MEXaHi3M, SIKUI 3aCTOCOBYETHCS B MEXKaxX MPoQeciiHOT KOMIIETEHTHOCTI, Ha ITiICTaBi 3aTBEP K EHUX
IIPOTOKOJIIB Ta 3 IEPCOHAIBHOIO BIANOBIJAIBHICTIO (papMall€BTUYHOIO IIpalliBHUKA.

ITepen odopmieHHsm ¢dapmaneBTHuHOro perenrta (apManeBT IMOBHHEH IPOBECTH
CTPYKTypoBaHy (hapMaiieBTHuHy Oeciny, i1eHTH(IKYBaTH MAII€EHTa, 3’ ICYBaTH IPUYHHY 3BEPHCHHS,
oTpuMaTd 1HGOpPMAIIiI0 TPO paHilie BCTAHOBJICHI JIarHO3M, MOMEPEIH] MPU3HAYEHHS, JTIKApPChKi
3aco0u, K1 MpHiiMae MallieHT, HaSBHICTh aJlepriYHUX peakilii, CyMyTHIX 3aXBOPIOBAaHb, BariTHOCTI,
MOKJIMBUX MPOTUIOKa3aHb 1 HeOe3nmeyHuXx B3aemoiil. [IpuunHa ogopmiieHHs pelenTa NOBUHHA
OyTH 000B’S3K0BO 3aiKCOBaHA.

[TamieHT TOBMHEH HaJgaBaTH HEOOXigHI iAeHTU]IKAIiiiHI JaHl Ta MiATBEpAKYBaTH
JIOCTOBIpHICTh 1H(OPMAIIii PO CTaH 370pOB’s 1 JTIKapChKi 3ac00M, SIKi BiH 3aCTOCOBY€E. 32 HassBHOCTI
CYMHIBIB, HEIOCTATHOCTI iH(popMarii, 03HaK HEeOE3MEYHOro CTaHy, MiJO3PH Ha 3JIOBKUBAaHHS a00
BUKOPDHCTaHHSI Tpernapaty 3 HEMEIMYHOK MeTo QapmareBT 3000B’sS3aHUN BIIMOBHTH B
oopmIIeHH] pelenTa Ta HallpaBUTH NaL€HTa A0 JiKapsl.

OdopmiieHHsT (papMalleBTUYHOIO peLenTa MOBUHHO OyTH MHpaBoM, a He Oe3yMOBHUM
000B’A3K0M (apmarieBTa. OcTaTouHE pllIEHHS Ma€ npuiiMaTics GpapMaleBTHYHUM IPALIBHUKOM Ha
I1JCTaB1 NpoQeciiiHoi OLIHKY, a caM (papMaleBT IOBUHEH HECTH NEPCOHAIIBbHY B1ANOBIJAIbHICTD 3a
OOIDYHTOBAHICTh CBOI'O pILIEHHS, MPaBUJIbHICTD BH3HAYEHOI KIJIBKOCTI JIKapchbKoro 3aco0y Ta
Oe3mneKy nallieHTa.

[loBHOMacmiTabHa BiliHa COpPUYMHWIA MacuITaOHE TEepeMILIEeHHs HACEJICHHs, BTpaTy
MalleHTaMU 3B’A3KY 3 JIKapsAMM, Ki paHille NpU3HAYalld JIKYBaHHs, MOIIKOMKEHHS 3aKJajiB
OXOPOHHU 3J0pOB’S, AeHIUT MEIUYHUX NPAIIBHUKIB Ta YCKJIAIHEHHS JOCTYyNy JO IMEPBHHHOI
MEIUYHOI JOMOMOTH y NMPpU(DPOHTOBHX, MPUKOPIOHHUX, JCOKYIOBAHUX, CUILCBKUX 1 BIJIaJICHUX
rpoMajax.

Oco0mmBo HeOE3NMeYHHM € TepepUBaHHs IKyBaHHSA [JIsI TAI[iEHTIB 3 apTepiabHOI0
rinepreH3iero, OpOHXIaTbHOI AacCTMOIO, I[YKPOBUM MiabeToM, 3aXBOPIOBAHHSMHU HIMTONOIIOHOT
3aJI03H, CePIIEBO-CYIMHHUMU, HEBPOJIOTTYUHUMU Ta IHITMMH XPOHIYHIMH 3aXBOPIOBAHHSIMHU.

VY Takux BHUMNaAKaxX MAIlEHT MOXXE MaTd MiATBEp/KEHY 1CTOpiIO JIIKYBaHHS, MOMEPEaHi
MIPU3HAYEHHS Ta CTa0lIbHY CXeMy Teparii, ajie OyTH mo30aBIeHIM MOXKIIMBOCTI CBOEYACHO OTPUMATH
HOBMI1 pelienT BUKIIIOYHO YePe3 BIICYTHICTh TOCTYITY J10 JIIKAps.

AnTeka 4acTo 3aJMIIAE€THCS HAHOLIbII JOCTYITHUM €JIEMEHTOM CUCTEMU OXOPOHHM 3J10POB’sl.
Hananns cnoemiajbHO HIATOTOBJIEHMM MaricTpaM ¢apmanii oOMexeHoro mnpasa o(OpMIIIOBATH
peLentT 103BOJIUTH 3a0€3MeYUTH Oe3NepepBHICTh JIIKYBaHHS, 3MEHLIMTU KUIbKICTh 3BEPHEHb 10
JiKapiB BUKIIOYHO JJIs1 (POPMAIbHOIO MOHOBJICHHSI paHillle IPU3HAUYEHOr O pelenTa Ta BUBLIBHUTH
yac MEIWYHUX MPAIiBHUKIB I TAIlI€HTIB, SKi MOTPeOYIOTh AIarHOCTUKH, 3MiHM JIIKYBaHHS abo
HEBIAKIAIHOI MEAUYHOI JOIIOMOIH.

3anpoBapkeHHsST (DapMAIeBTHYHOTO pelenTa He Mae pPO3MISIATHCS SK  CIPOIICHHS
penentypHoro Biamycky. HaBmaku, odopmiieHHS KOXHOro Ttakoro perenta uepe3 ECO3
3a0€3MeUYnTh MPOCTSIKYBAHICTh, (DiKCaIlif0 MPUYMHHU, KOHTPOJIb KiJIBKOCTI JIIKApChKOro 3aco0y,
MO>KJIMBICTh BUSIBJICHHS TTIOBTOPHUX 3BEPHEHb JI0 PI3HHUX allTeK Ta AOCTYII JiKaps 10 iHdopMallii mpo
MIPOIOBKEHHS Tepartii.

VYkpaina Bxe mae 0a3oBy mHu(ppoBy iH(PACTpyKTypy s BIPOBAKEHHS BiIIOBITHOTO
MexaHizmy. [lopsanok (yHKIIOHYBaHHS €IEKTPOHHOI CHCTEMH OXOpPOHHU 3J0pOB’S, 3aTBEPIKCHHH
noctanoBoro KabGinery MinictpiB VYkpainu Big 25.04.2018 Ne 411, mependauae MOXIMBICTh



CTBOPEHHSI, BHECCHHSI, TIEperyisiAy Ta oOMiHy pelentaMy W MEeIUYHUMHU 3aMUCaMH BiJIOBIIHO 10
BCTaHOBJICHUX TIpaB JIOCTYITy KopucTyBadiB. [lopsnok BegeHHs: PeecTpy MeaAMUHUX 3aMKCiB, 3a1IHCIB
PO HampaBJIEHHs Ta pelenTiB 3aTBepKeHo HakazoM MO3 Ykpainu Big 28.02.2020 Ne 587. [{ns
3alpoBaJUKEHHS (apMaleBTUYHOIO pelenTa HEOOXIJHO PO3MIMPUTH KOJIO KOPHUCTYBauiB,
YIOBHOBKEHHMX (DOPMYBATH PEIICIIT, 1 BASHAYUTH 00 CAT TOCTYITY (hapMareBTUYHOTO MpalliBHUKA 10
iH(dopMaIIii Tpo monepeIHi MPU3HAYCHHS MalliEHTa.

€BporelchKi epKaBy 3aCTOCOBYIOTh Pi3HI MO/IeN1 pO3IIMPEHHS TOBHOBAaXKEHb (papMarieBTa.
Bonu Bifpi3HAIOTHCS 32 00CSITOM TpaB, ajne 0a3yloThes Ha CHIUIBHUX MPUHIIUTIAX: HAJICKHIN OCBITI,
CrelianpHIi MiArOTOBI, BU3HAYEHHX MeEXax mNpodeciiHOl KOMIETEHTHOCTi, TOKYMEHTYBaHHI
pilIeHHS, eNeKTPOHHIN (ikcarlii, 0OMeXEeHHAX MO0 JIKapChbKUX 3aC00IB MiBUIIEHOTO PU3MKY Ta
MepPCOHANILHIN BiJIMOBIIAILHOCTI (hapmarieBTa.

HaiiGinbmr 67m3bkuM 10 3anpornoHoBanoi ADY moneni € MoOAbChKUM 1HCTUTYT recepta
farmaceutyczna.

BinmoBigHo 10 MOibCbKOro papMaleBTUYHOI O 3aKOHOAABCTBA (hapMalleBT, SIKUI Ma€ MpaBo
Ha 3J[1HCHEHHS NPOQeCiiHOT AiAIbHOCTI, MOXe 0QPOPMUTH (apMalleBTUUHUM peLienT y pas3i 3arpo3u
310poB’10 mailieHTa. Penent opopMIltoeThCs NEPEBaKHO B €JIEKTPOHHIN (OpMi, TOBUHEH MICTUTU
JaHl TamnieHTta, ¢apMameBTa, anTeYHOro 3akKjaay, JIKapcbKoro 3aco0y Ta 00OB’S3KOBE
OOTpYHTYBaHHS MPUYUHU opopMiieHHs. JIiIKapChKHii 3aci0 BiANMYCKAETHCS 32 TIOBHY BapTIiCTh.

3a eNeKTPOHHUM (papMalleBTUYHUM PELENITOM MOXKe OyTH BU3HA4YEHA KIJIbKICTh JIKapChKOr 0
3aco0y, HeoOXiiHa JJIs JIIKYBaHHS MPOTIroM cTpoky a0 180 nHiB, a 3a nanepoBuM — a0 120 nHiB.
[Tonbchka MoOJIEIB HE oMy cKae 0(OpMIICHHS TAKOTO PEIenTa Ha IperapaTH, 0 MiCTATh HAPKOTHYHI
3aco0u a00 ICUXOTPOITHI PEYOBUHHU.

Odopmienns perenta nepeadavae npopeaeHHs ¢apmaneBTHUHOI Oeciau, 30ip iH(opmarii
PO CTaH 3/I0pOB’si, TIONEPEIHE JIKYBaHHS Ta IHII Mpenapartu, sKi npuiimae namieHT. dapmaieBT
MO’K€ BIIMOBUTH B O(OPMIICHHI peIenTa, KO BIANyCK MpernapaTy CTBOPIOE 3arpo3y KHUTTIO UM
310poB’I0 ab0 ICHye Migo3pa MOro BHMKOPUCTaHHS 3 HEMEIW4YHO MeToro. [Hpopmaris mpo
SNEKTPOHHUH PEIenT 30epiracThCsi B CUCTEMI Ta € IOCTYITHOKO MAII€HTY i JIiKapro.

YV Benukiii bpuranii ai€ 3HauHO MIMpIIAa MOJEIb HE3AIEKHOro (hapMareBTUUHOTO
npusHaueHHs. PapmaleBTH, SKI OTPUMAJIM KBalIi(IKalil0 HE3aJeKHOrO MpU3HAYyBaya, MOXKYTb
Iicys KIIIHIYHOI OIIIHKY MallieHTa MpU3HAvYaTH JIKapChKl 3aCO0M B MEXax BIIACHOT MiATBEPIKEHOT
KOMIIETEHTHOCTI.

Bpuranceka cuctema posrisigae GpapManeBTHYHE MPU3HAYCHHS SIK CKJIAJIOBY 1HTErpOBaHOI
IIEPBUHHOI MenyHOi Joromoru. 3 BepecHst 2026 poky Bci HOBI (apmaneBTH y Benukiit bpuranii
NMOBUHHI HaOyBaTh KBajidikallii HE3aJIeKHOTrO INMPU3HAUyBaya IIiJi 4ac MEpPBUHHOI mpodeciitHol
MiJrOTOBKH, IO CBITYUTH PO CUCTEMHE 3aKPIIJICHHs KJIIHIYHOI poJjii ¢hapMalieBTa.

Bpurtanceka MO €Ih € 3HAYHO WU PUIOKO 32 TY, AKy ADY npornoHye 3apoBaUuTH Ha IEPLUIOM Y
erarmi B Ykpaini. [Ipore BoHa neMOHCTpye, 110 32 HASBHOCTI HAJIGKHOTO HAaBYAHHS, KIIHIYHUX
MPOTOKOJIB, MPO(ECIHHOr0 KOHTPOJIK Ta BHU3HAYCHHX MEX KOMIIETEHTHOCTI (hapMaleBT MOXE
0e3MmeuHo BUKOHYBATH YaCTUHY (PYHKIIIH, TIOB’I3aHUX 13 TPU3HAUCHHSM JIKapChKUX 3aCO0iB.

VY IlBeiinapii BUKOPUCTOBYETHCS HE KIACHYHHMI (apMaleBTUYHHMI perent, a MpaBo
(dapMarieBTa 0cOOMCTO BIAMMYCKAaTH OKPEMi PEIenTypHi IpemnapaTa kaTeropii B 6e3 perenTa nikaps.



BiamosinHo no cratri 24 ®enepanpHoro 3akony IIBelinapcrkoi Kondenepartii mpo ikapcbki
3aco0u Ta Menu4Hi BUpoOu Ta ctatei 45, 47 1 48 IloctanoBu ®enepanbHoi panu LBelinapii npo
JKapchbKi 3aco0u QapmareBT MOXE 3A1MCHIOBATH TaKW BIAMYCK MJIA JIKYBaHHS BHU3HAYEHHUX
MOLIMPEHUX CTaHIB 3a nepesiikoM B+, 11 mpomoBKeHHs JOBrOTPUBAJIOI Tepalii MpOTIroM OJHOT O
POKYy MiCiIsl MEPBUHHOTO JIKAPCHKOIO IMPH3HAYEHHS, a TaKOX B OOIPYHTOBAaHUX BHUHSATKOBHX
BHITAIKAX.

[TamieHT mTOBMHEH 0COOMCTO OyTH TMPUCYTHIM B anTelli, pIlMIeHHS HOpUHMaEeThCs
Oe3mocepeqHbO papMaIeBTOM i MiJIArae 000B’ I3KOBOMY JTOKYMEHTYBAHHIO.

VY Janii 3 2019 poky creriaabHO MiATOTOBIEHHUH Ta aBTopr3oBanuii behandlerfarmaceut,
TOOTO (hapMaleBT 13 J0AATKOBOIO KJIIHIUYHOIO KBajidikali€ro, Mae TIpaBo 3/1HCHIOBATH MOBTOPHE
IIpU3HAYEHHSI BHU3HAUEHUX DPELENTYpHUX JIKapPChbKUX 3aco0IB Mall€HTaM, SKI HepedyBaioTh Ha
cTallIbHIN Tepamii.

IloBTOpHE MpHU3HAUEHHS JOMYCKAETHCS 3a BU3HAYEHUX YMOB, CTOCYETbCS JIMILIE OKPEMHX
KaTeropiil nikapchbKux 3aco0iB, K MPaBUIIO, OOMEKYETHCS HAIMEHIIO TOCTYTHOK YIaKOBKOIO, a
JIKap MaiieHTa OTpUMYE 1HPOpMaIiIo PO NPUHHATE papMaleBTOM PiLICHHS.

B Ipnanaii dapmaneBT Moke 3MiHCHUTH €KCTPEHHH BIIIYCK PELENTYPHOr0 JIKapChKOro
3aco0y 0e3 HAasSBHOTO pelenTa 3a 3BEPHCHHSM Talli€HTa, SKIIO 1ICHYE€ HEBiAKJIaaHa morpeda y
npernapari, OTpUMaTH peLent 0e3 3aTpUMKU HEMOXJIMBO, LIeH Mpenapat paHimie OyB MpU3HAYCHUN
MaLIeHTY, a (hapMaleBT MOXeE JOCTOBIPHO BCTAHOBUTH JJ03YBaHHS.

VY 3araipHOMY BHITQJIKy KiJBKICTh JIIKAPCBKOI'O 3ac00y OOMEXY€ETbCS IT'STbMa JTHSIMH
JKyBaHHS a00 HAMMEHIIO B1JIMOBIHOK yrnakoBKor. dapManeBT NOBUHEH ITPOBECTH ONMUTYBaHHS
MalieHTa, OUIHUTH PHU3UKH, 3a(iKCyBaTH MiACTaBYy BIAMYyCKYy Ta iHGOpMAIi0 NpO MOMNEpeaHE
MpU3HAYEHHS.

Ipmannceka Monmens ¢GopMadbHO HE € penentoMm, O(GOpMIECHHM QapMaleBToM, aje
MiATBEPPKYE MOXKIIMBICTh MOKJIaeHHS Ha (papMalieBTa IpaBa CaMOCTIITHO OIIHIOBATH HEOOX1AHICTh
MIPOIOBKEHHS JIIKYBaHHS Y HEBIIKJIaJHUX BUIAIKAX.

VY ®pannii GpapmaieBT MoXke 32 BU3HAYCHNUX 3aKOHOM YMOB ITPOIOBKHTH BiJIITYCK JIKapChKUX
3ac00iB JJIs JIIKYBaHHSI XPOHIYHOTO 3aXBOPIOBAHHS ITCJIA 3aKIHUSHHS CTPOKY JIii TOBTOPIOBAHOTO
pernenTa. Takuii BiANyCK MOXE 3iHCHIOBATUCS B MEKAaxX TPhOX MICAIIB OKPEMUMH MiCTIYHUMU
o0csiramMu Uil HEIOMYILEHHS IepeprUBaHHs Teparii.

QdapmaneBTd TaKOX MOXYTh MPOJOBXKYBAaTH BIIMYCK OpaJbHUX KOHTPAILENTHBIB Ha
JOJATKOBUI CTPOK O IIECTH MICSIIB 32 HasABHOCTI MOMEPEAHHOr0 MPU3HAUEHHS, a (hapMarleBT,
BU3HAUEHUI TMAalliEHTOM $K BIAMOBIJANbHHUI, MOXXE 3a BCTAHOBJICHHX YMOB ITOHOBIIIOBATU
MIPU3HAYEHHS A5 JOBFOTPUBAJIOTO JIKYBaHHS Ta KOPUTYBATH J103YBaHHS.

B Icmanii 3akOHOAABCTBO J103BOJIsIE (hapMalleBTy y BHHATKOBUX BHIAJKax acedinuTy ado
HEBIJIKJIAJTHOT TOTPeOU 3aMIHUTH TMPH3HAYEHUH JTIKAPChKHK 3aci0 1HIIMM IpenapaToM i3 TaKOm
CaMOI0 JIIF0YO0I0 PEYOBUHOIO, JTIKapChKOK (POPMOI0, CIOCOOOM BBEICHHS Ta 103yBaHHAM. DapmareBT
3000B’ 13aHU OIH(GOPMYBATH NAIIEHTA MTPO 3aMiHY Ta MEPEKOHATUCS, III0 BiH PO3yMi€ MpU3HAYEHE
JKyBaHHS.

VY Ilopryranii namieHT Mae mMpaBo OOpaTH IHIIUHN TpemapaT i3 Ti€l0 CaMO MIKHAPOIHOKO
HEMaTeHTOBAHOK Ha3BOW, (OPMOI0 BHITYCKY 1 JO3yBaHHSM, SKIIO JIKap HE OOIPYHTYBaB



HEMOXKJIUBICTh 3aMinu. DapMalieBT 3000B’ I3aHUI HaAaTH 1H(OPMAIIIIO PO JOCTYITHI €KBIBaJCHTHI
IpenapaTy Ta IXHIO BapTiCTh.

Mexanizmu @panii, Icnanii Ta [TopTyranii He € MOBHUMHU aHaOramu (hapMareBTHUYHOT O
perenTa, ajie BOHU MiATBEPKYIOTh 3arajbHy TEHACHIIII0 10 PO3MUPEHHS NMpodeciitHoi aBTOHOMIT
(dapmarieBTa y muTaHHSIX O€3MepepBHOCTI Tepariii, TOBTOPHOTO BIAMYCKY 1 0€3MEYHOro 3aMilieHHs
JIKapChbKUX 3acO01B.

A®Y mporoHye 3apoBaIUuTH MOCTATHY Ta 0OMEKEHY MO/Ielb (hapMalleBTUUHOTO PEIlenTa.

Ha mnepmomy erami Horo odopMieHHS Mae AOMYyCKaTHCS MAJisi MPOJOBXKEHHS paHille
IIpU3HAYEHOI JIIKapeM Tepamii CTaOUIbHOIO XPOHIYHOI'O 3aXBOPIOBaHHS, SKILNO IONEPEIHE
IpU3HAuYeHHs MATBEepIKyeThess naHumMu ECO3, Ta y BUHATKOBINM cUTyallli, KOJU BIICYTHICTb
CBO€YACHOI'O JIOCTYIy J0 HEOOXIIHOrO NpenapaTy CTBOPIOE€ PU3HMK ICTOTHOIO IMOTIPLIEHHS CTaHy
3JI0pOB’S MallI€HTA.

[IpaBo oopmitoBaTH TakHil pelienT MOBUHHO HaJaBaTHCs BUKJIIOYHO MarictpaM (apmarii,
SIK1 MAIOTh IIPaBO Ha 371 CHEHHs TpodeciiHOi AiIbHOCTI, HEOOXIAHUM MPAaKTUYHUHN CTaXK, IPOUIIIIN
crieriaJbHe HAaBYAHHS Ta MIATBEPAMIIM KOMIETEHTHICTh 13 KiIiHIYHOI ¢apmarii, ¢apmakosorii,
(dapmareBTUYHOI OITiKK, OIIIHKA B3a€MOJiH, BHUSBJICHHS HEOE3NMEYHUX CHUMIITOMIB, 3aXHCTy
nepcoHaabHUX Nanux i poootn B ECO3.

dapmaneBTUYHHN pelenT MOBHHEH O(QOPMITIOBATHCA BUKIIOYHO B €JIEKTPOHHINA dopmi. Y
HbOMY HEOOXIJIHO 3a3HayaTd IiJcTaBy O(OPMJICHHS, BIOMOCTI NMPO TMOMEPEAHE MPHU3HAYCHHS,
MDKHApOJHY HEMAaTEHTOBAaHY Ha3BY JIIKAPCHKOI'o 3aco0y, (OpMy BHITYCKY, JO3YBaHHS, KUIbKICTb,
CTPOK 3aCTOCYBaHHs Ta i7jeHTUdIKal1iHI AaH1 papmaneBTa.

[adopmarrist mpo oopmMiieHu perenT MOBUHHA aBTOMAaTHYHO BiToOOpakaTHCs B €EKTPOHHIH
MEIMYHIN KapTi maiieHTa Ta OyTH JTOCTYITHOK JIKApIO, SIKUH 3/11iICHUB TIOTIEPEIHE MPU3HAYCHHS, 1
TKapro, SKUH Ha/la€ MAIi€HTy TEePBUHHY MEIUYHY TOTIOMOTY.

@dapManeBTUYHUN pELEeNnT JIOLIIIHO O(OPMIIIOBATH 1 BUKOHYBAaTH B OJHOMY amlTEYHOMY
3aknani. 1le 703BONNUTh YHUKHYTH BUKOPHCTAHHS OAHOTO MpodeciitHoro pimeHHs A Npua0aHHs
JKapchKOro 3aco0y B JIEKIIBKOX AanTeKax Ta 3a0e3NeYuTh IEepCOHANbHY BiJIIOBiNAIbHICTh
anTEYHOr o 3aKjany i papmarieBTa.

Ha mnowatkoBoMy erami JiKapchbki 3aco0M 3a (hapMalleBTHUHUM pPELENTOM JOLUIBHO
BIJIITYCKaTH 3a IMOBHY BapTICThb 0€3 3aCTOCYBAaHHsSI MEXaHI3MIB peimOypcaiii. dapManeBTHUHUM
HpaliBHUK HE BCTAHOBJIIOBATUME MEPBUHHUMN /1arHO3 1 He MpUiMaTUMe PilIeHHS NPO BKIIOYEHHS
Halie€HTa A0 MpOrpaMu JepKaBHOIO BiJIIKOAYBaHHS.

s exkcTpeHoro 3a0e3neueHHs IMall€HTa AOLIIBHO BCTAHOBUTH TIPAaHUYHY KUIBKICTh
npenapary, HEOOXiIHY [JIsl JIIKyBaHHS MNpoTaroM crTpoky no 30 xkaneHgapHux JHiB. Jlns
MIPOJIOBXKEHHS CTAa0lJIbHOI XPOHIUHOI Tepamii Mmicis 3aBepIICHHS IIJIOTHOTO €Taly MOXe OyTH
PO3IIIIHYTa MOXKJIMBICTh BH3HAUEHHsS OLIBIIOIO CTPOKY, 30KpeMa 3 YpaxyBaHHSM I10JIbCBKOTO
J0CBiMYy 0(OpPMIICHHS €IEKTPOHHOI'O perernTa Ha jTikyBaHHs 10 180 nHiB.

HeoOximHo mpsiMo 3a00poHUTH OQOpMIICHHS (apMaleBTUYHOTO perenTa Ha HapKOTHYHI
3ac0o0H, TICUXOTPOITHI PEUOBUHH, IPEKYPCOPH, TIPETapaTH, IO MiJJISATal0Th MPEIMETHO-KiTbKICHOMY
00Ky, Ta IHIIN JIIKapchki 3acO0M MiJBUIIEHOTO PHU3UKY, BH3HAueHI MIiHICTEpPCTBOM OXOpPOHHU
310pOB’sl YKpaiHHu.



Ha nmepmomy erami TakoXX  JOLUIJILHO  BHUKJIIOYHTA  [EPBUHHE  IpU3HAYCHHS
aHTHOAKTepilaJIbHUX IpenapaTiB, NEPBUHHE MPU3HAYEHHSI TOPMOHAJIBHOI KOHTpALENIlii, CKIaJHO1
CHUCTEMHOI Tepamii Ta JiKapChbKUX 3aco0iB, 3aCTOCYBaHHS SIKUX TMOTpeOye OOOB’SI3KOBOTO
mabopaTOPHOTO a00 IHCTPYMEHTATBHOT'O KOHTPOJIO.

3a HaABHOCTI O3HaK TrocTporo abo HEBIAKIAJHOTO CTaHy, Hee(EeKTHUBHOCTI paHille
MIPU3HAYEHOT O JIIKYBaHHS, MOTIpLICHHS Mepediry 3aXBOPIOBaHHS, Mi03pU Ha MOOIUHY PEAKIiI0 M
HEOOXITHOCTI 3MIHM CXeMM Tepamii (papmaieBT MOBHHEH BiJIMOBUTH B O(OpPMIICHHI pelenTa Ta
HaIpaBHUTH TAIIE€HTA JI0 JiKapsl.

3anpoBakeHHsT (apMalleBTUYHOTO pelenTa MoTpedye KOMIIJIEKCHOIO 3aKOHOJaBYOIO
BpETYJIIOBaHHS Ta HE MOXKe OYTH pealli3oBaHe JIMIIIE IIJISTXOM BHECEHHsI 3MiH JI0 OJTHOTO BiJIOMYOTO
Hakasy.

BpaxoBytoun Bukiagene, IPOCUMO BAC:
1. ITinTpumaTu iHimiaTuBY Acouianii (apmaneBTiB YKpaiHM LIOA0 3aKOHOAABYOIO

3aMpOBA/KCHHS 1HCTUTYTY (apMaIleBTUIHOIO peIenTa sSK OOMEXKEHOro, KOHTPOJLOBAHOI'O Ta
JIOKYMEHTOBAHOI'O MEXaHi3My 3a0e3reueHHs 0e3epepBHOCTI JTIKyBaHHS.

2. [HimiroBaTH pO3rJIsia 3a3HaYeHOro MUTaHHA Ha 3aciganHi Komitety BepxoBHoi Paau
VYkpainu 3 nmuTaHp 370pOB’ s HAIlli, MEIUYHOI JOTIOMOT'H Ta MEIUIHOTO CTpa XyBaHHSI.
3. Copusitu  ytBopeHHto npu KomiteTi poOouoi rpynu 3a ydacTiO IpeICcTaBHUKIB

MinicTepctBa OXOpOHHM 370poB’sa  Ykpainu, HarionanbHoi ciyx0Ou 370poB’s VYKpainu,
Hepxmikcnyx0u, mpodeciiHux (apManeBTHUHUX 1 JIKAPChKUX 00’ €HaHb, 3aKIaAiB BHIIOI
(hapMaleBTUYHOI OCBITH, NMALIEHTCHKUX OpraHizamiii Ta ekcnepriB 3 GpynkuionyBanuas ECO3.

4, [HimiroBaTH MiATOTOBKY MPOEKTY 3akoHY YKpaiHH mpo BHeceHHS 3MiH 10 OcHOB
3aKOHOJIAaBCTBA YKpaiHU MPO OXOPOHY 310poB’s Ta 3akoHy Ykpainu «lIpo mikapceki 3aco0m» 1010
BU3HAUEHHS MOHATTA (PapMaleBTUUHOIO pelernTa, MiACTaB 1 MOpSIKYy HOro o¢opMIIeHHS,
kBali(iKkalifHUX BUMOr, OOMEKEeHb Ta MpodeciiiHOoi BIANOBIAATBHOCTI (hapMalleBTUYHUX
MPaIliBHUKIB.

5. 3BepHyTHCS 10 MiHICTEpCTBa OXOPOHU 310POB’° sl YKpaiHu 1070 HagaHHs OQiliiHOT
MO3HIIii CTOCOBHO MEIUYHOI Ta (hapMareBTUIHOI AOIIIBHOCTI 3alpOBa/PKEHHs (papMarieBTUYHOTO
pelienrta, BUBHAYCHHs MEPEeiKy JOMyCTUMHUX MpenapaTiB 1 MATOTOBKH BIAMOBITHUX 3MiH 10 HaKa3y
MO3 Vkpainu Bix 19.07.2005 Ne 360.

6. 3BepHyTHCa 10 HamioHanbHOI ciy:x0u 310poB’s YKpaiHU 10O OLIHKK TEXHIYHOI
MOJIMBOCTI HaJaHHs CHELIaJIbHO YIOBHOBAXEHUM (papMalleBTUUHUM MpalliBHUKaM IIpaBa
dbopmyBatu enextponHi perientd B ECO3, neperisinatt HeoOXiqHUN 00CT MONEPeIHIX MpU3HaAYeHb
Hali€HTa Ta JJOKYMEHTYBAaTH pe3yJbTaTH (apMalleBTUYHOI OL[IHKH.

7. Po3ristHyTH MOXXIIMBICTB IPOBEACHHS KPYTJIOro CTOIYy a00 po60o4oi Hapaau 3a y4acTio
NPECTABHUKIB JIEP’)KaBHUX OpraHiB, (papMaieBTUYHOI Ta JIIKAPChKOI CHIJBLHOTH, 3aKJaJiB OCBITH 1
MALIEHTChKUX OpraHizaliil Ay 0OroBOpEHHS €BPOINENHCHKOro JOCBIAY, 3alpOIOHOBAHOI MOJeEN,
npodeciiHuX BUMOT 1 MEXaHi13MiB O€3MeKH.

8. Crpusiti  po3poOJieHHI0O Ta peami3alii MNUIOTHOTO MPOEKTY 13 3ampoBaKEHHS
(hapMaIeBTHYHOro pelenTa y rpoMaaax, e J0CTYI JI0 JKapiB € 00’ €KTUBHO YCKJIATHCHUM.
9. [ToindopmyBaTi Acormiariito ¢papmareBTiB YKpaiHu PO pe3yJIbTaTH PO3TIISAY 1IbOTO

3BCPHCHHSA Ta MOKJIMBI HOILaJIBH_Ii 3aX0au Yy BCTAHOBJICHOMY 3aKOHOJAaBCTBOM IOPAAKY.

A®Y roroBa HaJaTH PO3MUPEHI AHANITUYHI MaTepiald IOAO0 OCBIAY €BPOMEHCHKUX
Jiep’kaB, KOHIIEMINI0 3aKOHOJABYOTO BPETyJIOBAHHS (apMalleBTUYHOIO peLeNTa, MOPIBHSIBHY
TaOJMII0 3MiH J0 3aKOHOAABCTBA, IPOEKTH MPOQEciiiHUX NPOTOKOIIB, KpUTepii JOMycKy
(apMalieBTIB Ta HaBYaJIbHI IPOr'PaMHU.



Acorianis TakoX TOTOBa 3aJyYUTH MPOBITHUX (QaxiBIiB (apMaleBTUYHOI OCBITH Ta
IPAKTUKU J10 pO3pOOJIEHHS METOAWYHUX pEKOMEHJaliil, nmpodeciiHuX OOBIIHUKIB, MpOrpam
6e3nepepBHOro Mpo¢eciiHOro po3BUTKY Ta IHQPOpPMAIIMHMX MaTepianiB g (apMmaneBTiB 1
MALIEHTIB, Y TOMY 4HCI]i 3a0e3neuuTH (axoBe BUCBITICHHS Ipolecy y HpodeciiiHoMy BUAAHHI
«@apmaneBT [IpakTUK».

[lepexoHaHi, II0 HaJEKXHO BPEryIbOBAaHUN IHCTUTYT (apMalleBTUYHOTO peLenTa He
MOCJIA0UTh KOHTPOJIb 32 PEIENnTypHUM BIJIITYCKOM JIIKAPChKUX 3ac00iB, a, HaBMaKH, 3a0€3MEUNTh
HOro TMOBHY €IEKTPOHHY MPOCTEXKYBaHICTh, NEpPCOHANbHY TpodeciiHy BIAMOBITAIbHICTD
(dapMarieBTa Ta 3aXMCT MAIIEHTa y CUTYAIlisIX, KOJIM OTPUMaHHS JIIKAPCHKOTO PelernTa B 3arajlbHOMY
MOPSAKY € 00’ €KTUBHO YCKJIQAHEHUM.

3anpoBaKEHHsI TAKOT'O0 MEXaHI3MYy CIpUATUME 3a0€3MeUEeHHI0 0€3MepepBHOCTI JIKyBaHH!,
MIBUIIEHHIO JOCTYIMHOCTI  (papMaleBTUYHOI JIOMOMOTH, 3MEHIICHHIO HEOOIPYHTOBAHOTO
HABAaHTAXXEHHS Ha JIIKapiB, pallioHaJbHOMY BUKOPUCTAaHHIO MPOQECIHOro MOTEHLIaly MaricTpiB
dapmanii Ta noxanbIIOMy HaOJIMKEHHIO YKPaiHCBKOI CHCTEMH OXOPOHM 3J0pOB’S JI0 Cy4acHHUX
€BPOIENCHKNX MOJIEJIEH.

3 noBaroio,
I'osoBa Oprauizauii,

TosnoBa Ipasainus Oprauizauii Oxaena OMEJIBYYK




