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HlanoBuuii Bagepiw OsexkcanapoBuuy!

I'pomajnceka opranizamis «Acotaiis ¢apmareBTiB Ykpainn» (mani — ADY, Acomiaris),
npencrasieHa y Paai rpomaacbkoro koHTposito npu HamionanbHil cioyx61 310poB’st YKpaiHu,
I'pomancekiit pani npu JepkaBHiil ciyx01 YkpaiHu 3 JIIKapChbKUX 3ac001B Ta KOHTPOJIIO 3a
HapKkoTHKaMu Ta ExcrneprHo-amensmiiHii paal 3 NHUTaHb JileH3yBaHHA npu JlepxaBHiil
perynaropHiid cinyx01 Ykpainu, 3acBiguye Bam cBoro moBary Ta 3BepTa€ThCS 3 MPOMO3UIIEIO
1010 3aKOHOJABYOI0 3alPOBA/KEHHS B YKpaiHi IHCTUTYTY (hapMalleBTUYHOTO peLenTa.

Cratrero 49 Koncturyuii Ykpainu rapaHTOBaHO NMPaBO KOXKHOTO Ha OXOPOHY 3/10pOB’S Ta
MEJMYHY JOTIOMOTY, a Ha Jiep»aBy MOKJIaIeHO 000B 30K CTBOPIOBATH YMOBH IS € PEKTUBHOTO 1
JOCTYITHOTO Il BCIX TPOMAASH MEIUYHOTO OOCIyroByBaHHs. 3aOesreueHHs (Qi3UYHOT Ta
OpraHi3aIiifHOT TOCTYITHOCT1 HEOOXITHUX JIIKAPCHKUX 3aC001B, HEOMYIIICHHS! HEOOTPYHTOBAHOTO
MepeprBaHHsA  JIIKYBaHHS Ta  HaJEKHE  BHKOPUCTaHHSA  MpoQeciifHOro  MoTeHIaly
(dapmMaleBTHUHUX TMPAIIBHUKIB € CKJIAJIOBUMH TPAKTHYHOI peamizailii Ii€i KOHCTUTYHIHHOT
rapaHTii.

VY cydacHiil cucTeMi OXOPOHH 3J0POB’Sl anTEYHHWM 3aKJIaJl HE TOBUHEH PO3TJISAIATUCS
BHKJIIOYHO SK Micie po3apiOHoi peanizarii Jikapchkux 3aco0iB. dapManieBTUYHHN MPaIiBHUK
nenai OubIe 3aaydaeThes 10 (papMameBTUYHOI OIMKH, OI[IHKK MPAaBWJIBHOCTI 3aCTOCYBaHHS
JIKApChKUX 3ac00iB, IONEPEHKCHHS HEOEe3NMeUHuX B3aEMOJIN, MIATPUMKH HPUXUIBLHOCTI
nmamieHTa A0 JIKyBaHHA Ta 3a0e3MEYeHHs BIAMOBIIAIBLHOIO CaMOJIKyBaHHS. €BpPOINEHCHKUI
PO3BUTOK (hapMaleBTHYHOI MPAKTHKH JIEMOHCTPYE TOCTYMOBHH IEpexia Bix CyTO TOBapHOI
MOJIEJI alTeKH JI0 MOJIEII TOBHOIIHHOTO HAJIaHHS JOTIOMOTH IAIli€HTY.

Crarts 3 OcHOB 3aKOHOJABCTBa YKpaiHM TMpO OXOPOHY 3J0pPOB’S BHU3HAYae
(dhapmaleBTUUHOTO MpalliBHUKA K 0coly, ska Mae (apMmaneBTHUHY Mpodeciiiny kBanidikaiiito,
MPOBAIUTh MpodeciiHy AiSUIbHICTD 13 HaJaHHS (apMaleBTUYHOI JOTIOMOTH Ta 3[IMCHIOE 1HII1
IOB’SI3aHI 3 TaKOK IIJIBHICTIO 3aXOOd BIAIOBIZHO 0 3aKOHOJaBcTBA. Lli€ro k crarTero
(hapmareBTHYHI MPaI[iBHUKHU IIPSAMO BIIHECEHI JI0 MPAIiBHUKIB c(hepr OXOPOHH 370POB .

[TynkToM «a» yacTuHM mepiioi ctatti 77 OCHOB 3aKOHOJABCTBA YKpaiHU IPO OXOPOHY
3JI0pOB’sl 3aKPIMJIEHO MPaBO MEAWYHMX 1 (papMalleBTUYHMX MPAIIBHUKIB MPOBAJUTH NMpodeciiny
TSUTBHICTD 13 HaJaHHS MEIUYHOT 200 (hapMalleBTUYHOT TOTIOMOTH Ta 31iCHIOBATH 1HIII OB’ A3aHi
3 HEI0 3aX0/Y BIANOBIIHO JIO cHewianbHOCTI M mpodeciitHoi kBamidikamii. [TyHkTom «r» wiel
CTaTTI TaKoX IepeadayeHo MpaBO BIPOBAIKYBAaTH y BCTAHOBJIEHOMY TOpPSAKY Cy4acHi
JOCATHEHHS MEIMYHOI Ta (papMalleBTUYHOT HAyKH 1 IPAKTUKH.

Cratta 78 OcHOB NokJ1aiae Ha (papMalleBTUYHHUX MPalliBHUKIB 000B’A30K CIIPUSATH OXOPOHI
Ta 3MILHEHHIO 3/I0pOB sl JItO/IeH, 3aN00IraHHIO 1 JIIKYBaHHIO 3aXBOPIOBAaHb T CBOEYACHO HAaBATH
KBaJiikoBany fgornomory. OTxe, YUHHE 3aKOHOJIABCTBO B)XK€ BU3HAE (papMalleBTa CaMOCTIHHUM
npodecioHaiom chepr OXOpOHH 3I0pOB’s, SKUU Mae BIAMOBIIHY KBamidikaiiio, mpasa,
000B’s13KH Ta MpodeciiiHy BIAMOBIAAIBHICTS Tepe MAI[IEHTOM.



3akoH Ykpaiau Big 28.07.2022 Ne 2469-IX «IIpo mikapcbki 3aco0m», SKUi BBOJIUTHCS B IO
3 1 ciuns 2027 poky, 3aKpillIIO€ MOAATIBINNAN PO3BUTOK (hapMaIleBTUYHOT PAKTUKU. BinnosinHo
no crarti 82 mporo 3akoHy (papmaneBTHYHA TpaKTHKa BKIOYA€ HAJaHHSA (apMalleBTUYHHX
nocnyr Ta (¢apManeBTHYHOI JOMOMOTH (hapMaleBTUYHUM TPAI[IBHUKOM anTeku abo ii
CTPYKTYPHOTO MiZpO3/lTy. 3aKOH TaKOX Mependadae aJanTaiiio 3aKOHOJABCTBa YKpaiHU IMpo
JKapCchKi 3ac00M 710 3aKOHOJaBCTBA €Bporelickkoro Coro3y.

Opnak npaBo (papManeBTUYHOTO IMpamiBHUKA 0(GOPMITIOBATH PELENT Ha JIKapChKuil 3acid
YUHHUM 3aKOHOJIaBCTBOM YKpaiHH HE Mepe0adueHo.

[Tynkrom 1 pozminy I I[IpaBun BUnmcyBaHHs pelienTiB HA JIKapChKi 3ac00U, 3aTBEPHKEHUX
Haka3oM MiHicTepcTBa 0XopoHH 3/10poB’s Ykpainu Bix 19.07.2005 Ne 360, ycraHoBieHoO, 10
[IpaBuna perymniorTh BUIMCYBAaHHS PELENTIB MEAUUYHUMU MpariBHUKamMu. [Iynktom 3 pozainy [
nepeadayeHo, 1Mo PEeHenTH BUMUCYIOTHCS JIIKAPSIMHU BIIMOBITHO A0 JIKAPCHKUX CHEIIaTbHOCTEH 1
nocaja. BuHATOK ycTaHOBJIEHO AJs (elbAlIepiB OKPEMUX CTPYKTYPHHUX HIAPO3/UTIB MEPBUHHOT
MEJMYHOI JOMOMOTH, SKI MOXYThb O(QOPMIIIOBaTH ManepoBl peuenTd 3 BHU3HAUYEHUMU
oOMexeHHsIMHU. PapMalleBTHUHI MPAIBHUKA O KOJa YIOBHOBAKEHUX OCIO HE BKIIIOYEHI.
EnexTtpoHnHi peuentu BIigHOBIIHO 10 NMyHKTY 9 posauty | mux IlpaBun takox ¢GopMyroTbCs
JKapsSIMH [MUITXOM BHECEHHSI BIMOBITHOTO 3anmucy 10 Peectpy MeIuYHUX 3aMuciB, 3aMUCIB TIPO
HaIpaBJIEHHS Ta PELENTIB B €JIEKTPOHHINA CUCTEM1 OXOPOHHU 3/10pOB’Sl.

TakuMm unHOM, ICHY€E HOPMATUBHUIA PO3PUB MK BU3HAHHAM (hapMalleBTUYHOTO IPalliBHUKA
MOBHOIIIHHUM TIPALlIBHUKOM CQepu OXOPOHU 3A0pOB’S, HAIUIEHHM NPaBOM 1 OOOB’SI3KOM
HaJaBaTu (papMareBTUYHY JOTIOMOTY, Ta BIACYTHICTIO ITPAaBOBOTO MEXaHI3MY, KU T03BOJISB O1
CHeliabHO TMIATOTOBJICHOMY Marictpy dapmaiii 3a0e3meunTH MmamieHTa peluenTypHUM
JIKapChKUM 3aCO00M y BHUHSTKOBIH CHTYyallii ab0 MPOJOBXKUTH paHillle TMpHU3HAYCHE JIKapeM
JIIKYBaHHS.

AD®Y npornoHye BU3HAYUTH (apMarleBTUYHUN PEIENT SK EICKTPOHHHHA JTOKYMEHT, IO
dbopMyeTbCS B EIEKTPOHHIA CHCTEMI OXOPOHH 3J0POB’Sl CIEHIATbHO YIIOBHOBAXEHUM
(hapmaIeBTHYHHUM TMPAIIBHUKOM, SIKH Ma€ OCBITHIO KBaJTi(ikaIliro maricrpa (apmariii, mpouIios
J0JIaTKOBY Ipo(eciiiny MiAr0TOBKY Ta OTPUMAB MPaBo Ha 0(OPMIICHHS TAKOTO pelenTa, y IpsMo
BHU3HAUYEHHUX 3aKOHOJJABCTBOM BHIIAJIKaX 13 YCTAHOBJICHUMHU OOMEKECHHIMH.

dapmanleBTUYHAN pelenT Mae BHKOPHCTOBYBATHCS Hacammepen s 3a0e3nedeHHs
Oe3IepepBHOCTI paHille MPU3HAYCHOI JIIKapeM Teparlii, a TAKOXK Y BUHATKOBUX CHUTYaIlisIX, KOJIH
3aTpUMKa y IpuiiMaHHI HeOOX1THOTO JIIKAPCHKOTO 3aC00Y CTBOPIOE pealTbHUI PU3HK JJIS 3I0POB’ ST
MaIfieHTa, a CBO€4acHe 3BEPHEHHS JI0 JIKaps € 00’ €KTUBHO YCKIIAJHCHUM.

Take npaBo He MOBUHHO HAJIABATHCS OyJlb-SKOMY NpAIliBHUKY alTEYHOTO 3akiany. Hum
MO)Ke OyTH HaJIeHuH BUKIIOYHO Marictp dapmarlii, sSkuili Mae HajJexHy mpodeciiiny
KkBasi(ikalliro, TIPYHTOBHI 3HaHHS 3 (QapMakojorii, TOKCHKOJOrii, KIiHIYHOI QapMailii,
(hapmaleBTUUHOI OTIIKHU, B3a€EMOII JTIKaPChKUX 3aCO0IB Ta OLIHKY PU3UKIB 1X 3aCTOCYBaHHS.

dapmaneBTUUYHUN pelenT He TOBUHEH MIIMIHATH JOiJIBHICTH JIIKaps, HaJaaBaTH
¢dapmanieBTy HeoOMEXeHe IpaBO BCTAaHOBJIIOBATH MEPBUHHUN JiarHo3 abo caMoCTIHHO
MPU3HAYATH CKJIAJHY CHCTEMHY TEpaIlito. Wnersest po CIeliaIbHAN, YiTKO periaMeHTOBAHMM 1
KOHTPOJBOBAHUI MEXaHI3M, KM 3aCTOCOBYETHCS B Mexkax MpodeciiiHoi KOMIETEeHTHOCTI, Ha
MiZCTaBi 3aTBEPKEHUX MPOTOKOIIB Ta 3 MEPCOHATHHOIO BiAMOBIIATBHICTIO (hapMalleBTHUYHOTO
MpaliBHUKA.

Ilepen odopmiieHHsIM (apMaleBTHYHOIO penenrta (apmaneBT IOBUHEH MPOBECTH
CTpYKTypoBaHy (apmaneBTuuHy Oeciny, iAeHTHU(IKYBaTH TMallieHTa, 3 SCyBaTH MNPUUYHHY
3BEpHEHHS, OTPUMATH iH(POPMAaLLit0 PO paHillle BCTAHOBIEH] AiarHO3H, NONEPEAH] MPU3HAYECHHS,
JKapCchKi 3ac00H, K1 IpUMAaE NallieHT, HAsBHICTh AJIEPTiYHUX PEaKIlii, CYyTHIX 3aXBOPIOBaHb,
BariTHOCTi, MOXJIMBHX IpPOTHIOKa3aHb 1 HeOe3meuHuX B3aemomid. Ilpuumna odopmiieHHs
perenTa moBUHHA OyTH 000B’SI3KOBO 3aiKCOBaHA.



[lamienT mNOBMHEH HajaBaTW HEOOXiAHI iAeHTHdIKAIiiHI JaHi Ta MiATBEPHKYBATH
JOCTOBIpHICTh iH(OpMAIl mpo CcTaH 370pOB’S 1 JIKApChKi 3aco0M, SKi BiH 3aCTOCOBYE. 3a
HAsBHOCTI CYMHIBIB, HEIOCTAaTHOCTI iH(opmMmarlii, 03HaK HEOE3NEeYHOro CTaHy, IMiJO3pu Ha
3JIOBKUBaHHS a00 BHKOPUCTAHHS Mperapary 3 HEMEIUYHOI METOK (hapMareBT 3000B’s3aHMIA
BIIMOBHUTH B 0()OPMIICHHI pelieriTa Ta HalpaBUTH NAallieHTa 70 JiKapsl.

OdopmiieHHsT (papManeBTUYHOTO pelenTa MOBUHHO OyTH MpaBoM, a HE Oe3yMOBHHM
000B’s13k0M (hapmarieBTa. OcTaTo4YHE PIlICHHS Ma€ MpUtMaTucs (papMaleBTUIHNM MPAIIBHUKOM
Ha miactaBi mpodeciiiHoi omiHKM, a cam (apManeBT NOBHHEH HECTH MEPCOHAIBHY
BIJMOBIANBHICTG 32 OOIPYHTOBAHICTH CBOTO DILICHHS, MPABUJIBHICTH BHU3HAYEHO! KUTBKOCTI
JKapCchKOTO 3aco0y Ta Oe3MeKy MaIieHTa.

[loBHOMacmiTabHa BiliHAa CHpPUYMHWIA MacliTaOHE NEPEeMILICHHS HaceJleHHs, BTpaTy
MalEHTaMU 3B’SA3KY 3 JIIKapsMH, sIKI paHillle MpU3HAYaid JIKyBaHHS, MOLIKO/DKEHHS 3aKJa/liB
OXOPOHH 3/10pOB’sl, AeDIUUT MEAUYHUX MPAlIBHUKIB Ta YCKJIAJHEHHS JOCTYIY JI0 MEPBUHHOI
MEJMYHO1 JOMIOMOTH y NPU(POHTOBUX, IPUKOPJOHHUX, TEOKYIIOBAHUX, CUILCHKUX 1 BIIAIEHUX
rpoMajax.

Oco0nnBo HeOE3MeUYHUM € MepepuBaHHs JIIKYBAHHS Ui MAalEHTIB 3 apTepialbHOIO
rinepTeH3iero, OpPOHXIATbHOIO ACTMOIO, I[YKPOBUM J1a0€TOM, 3aXBOPIOBAHHAMH IIUTONOAIOHOT
3aJ103H, CEpPLEBO-CYIMHHUMHU, HEBPOJIOTTYHUMHU Ta IHIIUMHU XPOHIYHUMH 3aXBOPIOBAHHSIMHU.

VY Takux BUIMaaKax MAI[IEHT MOXKE€ MaTH MIATBEPPKEHY ICTOPIIO JIIKYBaHHS, MOTEPEIHI
MPU3HAYECHHS Ta CTaOUIbHY cXxeMmy Teparmii, aie OyTH M030aBI€HUM MOXIMBOCTI CBO€YACHO
OTpUMAaTH HOBUM PELENT BUKIIOYHO Yepe3 BIACYTHICTh JOCTYITY JI0 JIKaps.

ATITeKa 4acTO 3IMINAETHCS HAHOUTBII TOCTYITHUM €JIEMEHTOM CUCTEMHU OXOPOHH 370POB 1.
Hanmanus creniaabHO MiATOTOBJICHUM Marictpam ¢apmailii 00MexxXeHoro mnpasa 0hOpPMITIOBATH
pelenT M03BOJUTh 3a0e3neunT O0e3NepepBHICTh JIKYBAaHHS, 3MEHITUTH KUTBKICTh 3BEPHEHB 0
JIKapiB BUKJIIOYHO I (GOPMaTBHOTO TTIOHOBIICHHS paHillle TPU3HAYEHOTO pellerTa Ta BUBUILHUTH
yac MEIWYHUX TPAIIBHUKIB JJIs MAIIEHTIB, SKi MOTPEOYIOTh MIarHOCTHKH, 3MIHU JIIKYBaHHS a00
HEBIIKJIAIHOI MEAUYHOT JOIIOMOTH.

3anpoBa/KeHHS (apMalleBTUYHOTO pELEeNTa HEe Ma€ pO3rIsAaTucs SK CIPOIICHHS
peuentypHoro Bimmycky. HaBmaku, odopmiieHHs KOKHOTO Takoro perenrta udepes ECO3
3a0€31e4YNTh MPOCTEKYBAHICTh, (PIKCAIII0 MPUYUHHM, KOHTPOJIb KUIBKOCTI JIIKAPCHKOTO 3aco0y,
MOXJIMBICTh BUSIBJICHHS TIOBTOPHUX 3BEPHEHD JIO PI3HHUX aITEK Ta JOCTYII JIKaps 10 iHpopmarlii
PO MPOJOBKEHHS TEpaItii.

VYkpaina Bxke Mae 0a3oBy 1HUGPOBY 1HGPACTPYKTYpY A BOPOBAPKEHHS BIANOBIAHOTO
MexaHi3my. [lopsanok GpyHKIIOHYBaHHS €JIEKTPOHHOT CUCTEMH OXOPOHU 3/I0POB s, 3aTBEPIXKEHUI
noctanoBoto Kabinery MinictpiB Ykpainu Big 25.04.2018 Ne 411, nepenbayae MOKIHUBICTD
CTBOPEHHSI, BHECEHHSI, Teperiisaay Ta oOMiHy perentaMu i MeIMYHUMU 3alucaMy BiAMIOBIIHO JI0
BCTAHOBJICHUX MpaB JOCTyny KopucryBauiB. [lopsmok BenaenHs PeecTpy MeauuHHMX 3amuciB,
3amMciB Ipo HAIMpaBJICHHS Ta PELENTIiB 3aTBeppkeHo HakazoM MO3 Vkpainu Bin 28.02.2020 Ne
587. [Hna 3amnpoBa/pkeHHS (DapMaleBTUUHOTO pelenta HeoOXiTHO PpO3MIMPUTH  KOJO
KOPDHUCTYBauiB, yIMOBHOB&XEHHX (OpMyBaTH pelent, 1 BHU3HAYUTH O0OCAT  JOCTYIy
(bapMareBTMYHOTO IpalliBHUKA J10 iH(pOopMaIlii po NonepeHi MpU3HAYeHH Malli€eHTa.

€Bponeichki  JIepKaBH  3aCTOCOBYIOTh pi3HI MOJEIl PO3LIMPEHHS IOBHOBAXECHb
¢dapmarneBTa. BoHu BiIpi3HAIOTBCA 32 00CATOM IIpaB, ajie 0a3yroThCs Ha CHUIBHUX NMPUHIMIIAX:
HaJIeXKHINA OCBITI, CHEliajbHIM MIArOTOBLI, BU3HAYEHUX MeXax MpodeciiiHoi KOMIIETEeHTHOCTI,
JOKYMEHTYBaHHI DIlIeHHS, €JNEeKTPOHHIM (ikcamii, oOMEeKXeHHIX IOA0 JIKApChbKUX 3ac00iB
MIZIBUIIIEHOT0 PU3KKY Ta MEPCOHANbHIN BiAMOBIIAIBHOCTI (hapmalieBTa.

Haiibinpm O6nmu3bkuM 10 3anpornoHoBaHoi ADY Mojeni € MOJbCbKHHA 1HCTHTYT recepta
farmaceutyczna.



BinmoBigHO 10 MOJILCHKOTO (hapMaleBTUIHOTO 3aKOHOIaBCTBA (PapMaIieBT, IKUI Ma€ MPaBo
Ha 3JIMCHEHHS TpOoQeciifHOl TisUTbHOCTI, MOxe odopmutu (apmaleBTHUHUN pelent y pasi
3arpo3u 370poB’10 NaiieHTa. Perent opopMIIoeThCs IepeBaskHO B €IEKTPOHHIN (OopMi, TOBHHEH
MICTUTH JaHi MaiieHTa, Gapmarenra, anTeuyHOro 3aKiay, JIKapchKOTO 3aco0y Ta 000B’SI3KOBE
oOrpyHTYBaHHS TpUYHHH OpopmIeHH. Jlikapchkuii 3aci0 BiIYCKA€THCS 3a MOBHY BapTICTh.

3a elleKTpoHHUM (apMalEBTUYHUM PEIENTOM MOXKe OyTH BH3HAYCHAa KUIBKICTh
JKapChKOTO 3ac00y, HEOOXiHA [UIS JIIKYBaHHS MPOTATOM CTpoky 1m0 180 aHIB, a 3a marmepoBUM
— 10 120 nuis. [Tomschka MoAETHh HE JOMyCKae 0(hOPMIICHHS TAKOTO PELenTa Ha MpernaparH, 1o
MICTSITh HAPKOTHYHI 3aCO00M 200 MCUXOTPOITHI PEUOBUHH.

Odopmitenns penenra nepeadavae mpoBeaeHHs dapMaleBTHUHOI Oecian, 30ip iHopmarii
PO CTaH 310pOB’s, MONEPEIHE JIIKYBAaHHS Ta 1HII1 Mpenaparty, ki npuiiMae nauieHT. @apmaineBT
MO>K€ BIIMOBUTHU B O(POPMIICHHI PELIETITa, SKIIO BIIMYCK IpenapaTy CTBOPIOE 3arpo3y KUTTIO Un
3I0pOB’I0 a00 ICHYE TiJ03pa MOr0 BUKOPHUCTAHHS 3 HEMEIWYHOI MeToro. [Hdopmaris mpo
€JIEKTPOHHUM perent 30epiraeTbCsi B CUCTEMI Ta € JOCTYIHOO MAaLIEHTY # JIiKapro.

Y Benukiit bputanii ai€ 3HauyHO IIMpIIa MOJEIb HE3AIEKHOTo (hapMaleBTHUYHOTO
npu3HaueHHs. DapmaneBTH, K1 OTpUMai KBamiikallilo He3aJIeKHOTO MPU3HaYyBadya, MOXKYTh
IICJISE KJIIHIYHOT OIIHKY TMalli€eHTa MPU3HaYaTH JIKapCchbKi 3acO0M B MeXax BJIACHOI MITBEPIKEHOT
KOMITETEHTHOCTI.

Bputanceka cucrema posrisgae ¢papMaleBTUUHE IPU3HAUYEHHS SIK CKJIAZOBY IHTEIPOBAaHOT
NepBUHHOI MeAnYHOT fonoMoru. 3 BepecHs 2026 poky Bci HOBI papmaneBTu y Benukiit bpuranii
MOBUHHI HaOyBaTH KBamidikaiii He3aJeXHOro MpU3HauyBaua I yac MepBUHHOI MpodeciiiHoi
MIJTOTOBKH, 1110 CBITYUTH MPO CUCTEMHE 3aKPIMUICHHS KITHIYHOT posi papmarieBTa.

bputancbka MoOJienb € 3HAYHO WKPHIOK 3a Ty, Ky ADY mnpomnoHye 3ampoBaguTd Ha
nepmomMy erari B YkpaiHi. [IpoTe BoHa JeMOHCTpYE, IO 32 HASBHOCTI HAJICKHOTO HaBYAHHS,
KIIHIYHUX TPOTOKOJIB, NPO(ECIiHHOTO KOHTPOIK Ta BHU3HAUYEHUX MEX KOMIICTCHTHOCTI
(dapmarieBT MoXke O€3MeYHO BHKOHYBATH YacCTUHY (YHKIIIHA, TMOB’S3aHUX 13 NPU3HAYCHHIM
JIIKapChKUX 3ac001B.

VY llIBefinapii BUKOPHCTOBYEThCS HE KIACHYHUN (DapMalleBTUYHHA pEIENnT, a IIPaBo
(dapmarieBTa 0COOMCTO BiAIYyCKaTH OKpeMi perenTypHi mpemapatu kareropii B 6e3 perenta
JIKapsi.

BiamoBinHno nmo crarti 24 ®enepanbHoro 3akony llIeeiinapcekoi Kondeneparii mpo
JIKapChKi 3aco0M Ta MenuuyHi BUpoOM Ta crtateit 45, 47 1 48 IloctanoBu denepanbHOi paau
[IBelinapii mpo sikapcbki 3acobu GapManeBT Moxe 31IHCHIOBATH TaKUM BIAMMYCK JIJIs JTIKyBaHHS
BH3HAYCHHUX IOIIMPECHUX CTaHIB 3a MepeiaikoM B+, mis mpomoBXKeHHS JTOBrOTPHUBAIOl Teparril
MPOTATOM OJIHOTO POKY IICJIsi IEPBUHHOTO JIIKAPCHKOTO MPU3HAYCHHS, & TAKOXK B OOIPYHTOBAHHUX
BHHSATKOBHX BHIIQJIKaX.

[lamieHT mMOBMHEH OCOOMCTO OYTHM TMPUCYTHIM B amTell, pPIIIEHHS MPUAMAETHCS
6e3nocepeHbo (hapMaleBTOM 1 mijyisirae 000B’I3KOBOMY JOKYMEHTYBAHHIO.

VY Hanii 3 2019 poky crnerniagbHO MiArOTOBIEHUH Ta aBTopuzoBaHuid behandlerfarmaceut,
TOOTO (papmaneBT i3 JOJATKOBOIO KIIHIYHOIO KBaJi(iKalli€ro, Mae IpaBo 3A1HCHIOBATH MIOBTOPHE
MPU3HAYCHHS BU3HAUEHUX PELENTYpHHUX JIIKApChbKUX 3aco0iB MallieHTaMm, sKi nmepedyBaroTh Ha
CTaOUIbHIN Tepartii.

[ToBTOpHE MpU3HAYEHHS JOIMYCKAEThCSA 3a BU3HAUEHUX YMOB, CTOCYETHCS JIMILE OKPEMHUX
KaTeropii JIikapcbKUX 3ac00iB, sIK MPAaBUIIO, OOMEKYETHCSI HAMMEHIIIOI0 IOCTYITHOIO YITAaKOBKOIO,
a JIiKap naifieHTa OTpuMye iHpOpMallito Ipo NpuiHATe hapMaIeBTOM pillIeHHS.

B Ipnanaii gapmaneBT mMoxe 3AIHCHUTH €KCTPEHUN BIIIMYCK PELENTYPHOIO JIKapChKOTO
3aco0y 0e3 HasgBHOTO peLeNnTa 3a 3BEpPHEHHSIM Ialli€HTa, SKIIO iICHye HeBIIKIaaHa MoTpeda y



npernapari, OTpUMAaTH pelent 06e3 3aTPUMKH HEMOXKITUBO, 1IeH penapaT paHimie OyB Ipu3HaYCHUN
MAIiEATY, a (papMareBT MOKe JOCTOBIPHO BCTAHOBUTH JI03YBaHHS.

VY 3araqbHOMY BHIAJKy KUIBKICTH JIIKAPCHKOTO 3aco0y OOMEXYeTbCS II'ITbMa JHAMU
JiKyBaHHS a00 HaWMEHIIOI0 BIAMOBIOHOIO YIAakoBKOK0. apmarieBT MOBHHEH MPOBECTU
OTIMTYBAHHS MAII€HTA, OIIHUTH PHU3WKH, 3a(piKCyBaTH MiJCTaBy BiIIMycKy Ta iH(OpMaIlio mpo
MoTIepeTHE IPU3HAYCHHS.

Ipnanaceka Monens ¢GopManabHO HE € penentoMm, OGOpMICHHM ¢dapMaieBTOM, ale
MIATBEP/DKYE MOXKJIMBICTh TOKIAJACHHS Ha (apMameBTa IpaBa CaMOCTIHHO OI[IHIOBATH
HEOOXIHICTh TIPOIOBKECHHS JIIKYBaHHS Y HEBIIKIIAJHUX BHUITaKaX.

Y ®panmii ¢apmaneBT MoOKE 3a BHU3HAUEHUX 3aKOHOM YMOB IPOJOBXKHUTH BIAMMYCK
JIKapChbKUX 3aco0iB JUIsl JIIKYBaHHSI XPOHIYHOTO 3aXBOPIOBAHHS MICIS 3aKIHYEHHSI CTPOKY Jii
MIOBTOPIOBAHOTO perenta. Takuii BIAMYCK MOXKE 3IMCHIOBAaTHCS B MEXKax TPbOX MICALIB
OKpPEMHMH MICSTYHUMH 00CSIraMu JJ1s1 HEAOMYIIEHHS IepepUBaHHS Teparii.

@dapMaleBTH TaKOXK MOXYTh IPOJOBKYBATU BIAMYCK OpPaJbHUX KOHTPALENTHBIB Ha
JIOJTATKOBUHM CTPOK JI0 HIECTH MICSIIIB 32 HAsBHOCTI MOINEPEIHBOTO NMPU3HAYEHHS, a (papMaleBT,
BU3HAUYEHUN MAalIEHTOM SK BiAMOBIIANBHUN, MOXE 3a BCTAHOBJIEHHUX YMOB IIOHOBJIIOBAaTH
MIPU3HAYEHHS JUIsl JOBIOTPUBAJIOTO JIKYBaHHS Ta KOPUTYBaTH TO3yBAHHS.

B Icnanii 3akoHOaBCTBO /103BOJIsIE€ (papMaIleBTy y BUHATKOBUX BHMaaKax jaedirurty adbo
HEBIJKJIaIHOT MOTPeOr 3aMIHUTH MPU3HAYEHUH JIIKapChbKUM 3aci0 IHIIMM MpenapaToM i3 Takoko
CaMOI0 JIIFOYOI0 PEYOBHHOIO, JIIKAPCHKOK (OpMOIO, CrOCOOOM BBEACHHS Ta JI03YBaHHSIM.
®dapmarneBT 3000B’s13aHUN TMOIHGOPMYBATH TMAIliEHTa MPO 3aMiHy Ta TMEPEKOHATHUCS, IO BIH
pO3yMi€e IpU3HAYCHE JTIKyBaHHS.

VY Iloptyranii marieHT Mae IpaBo 0OpaTH HIIMI MperapaT i3 TIE caMOI0 MDKHAPOIHOIO
HETIaTCeHTOBAHOK Ha3BOI0, (POPMOIO BUITYCKY 1 JO3yBaHHSM, SKIIO JIKap HE OOIPyHTYBaB
HEMOXJIHMBICTh 3amiHu. ®dapmaneBT 3000B’s3aHMii  HamaTd 1HQOpPMAIIO TPO JOCTYIHI
€KBIBaJICHTHI IIPEMapaTy Ta iXHIO BapPTICTh.

Mexanizmu @pannii, Icnmanii Ta [TopTyranii He € MOBHUMH aHajgoraMu (papMareBTHYHOTO
peliernita, ajie BOHH ITATBEPKYIOTh 3arajibHy TEHICHIIIIO 0 PO3IIUPEHHS MPpodeciiHOT aBTOHOMIT
(dhapmarieBTa y mUTaHHAX O€3MEPEPBHOCTI TEPaITii, HTOBTOPHOTO BiAITYCKY 1 0€3MIEYHOTO 3aMilllCeHHS
JIIKapChKUX 3ac00iB.

ADY npornoHye 3apOBaIUTH MIOETANHY Ta 0OMEXeHY MOJielb (hapMalleBTUYHOTO PEelerTa.

Ha mnepmomy erami #oro odopmileHHS Mae JONMYCKaTHCS IS MPOJOBXKEHHS paHile
MPU3HAYCHOI JIIKapeM Tepamii CTaOUIBHOrO XPOHIYHOIO 3aXBOPIOBAHHS, SKIIO IOTIEPEIHE
MpU3HAYeHHs MiATBepKyeThesl nanuMu ECO3, Ta y BHHATKOBIM cUTyallil, KOJU BIACYTHICTb
CBOEYACHOTO JIOCTYITY JI0O HEOOXITHOTO Mpernapary CTBOPIOE PU3UK ICTOTHOTO TOTIPIICHHS CTaHy
3JI0OPOB’sl AIlIEHTA.

[TpaBo odopmitoBaTH TaKKUil peenT HOBUHHO HAaIaBaTUCS BUKITFOYHO MaricTpam ¢apmariii,
AKl MaloTh MpaBO Ha 3/AiHCHEHHsA Npo(eciifHOl AIIBHOCTI, HEOOXITHUN MPaKTHUYHHHA CTax,
MPOWIUIM ClelialbHe HaBYaHHA Ta MIATBEPAMIIM KOMIIETEHTHICTh 13 KIIHIYHOI (hapmariii,
(bapmakoJiorii, papMalleBTUYHOI OIIKH, OLIHKH B3a€EMO/Iil, BUSABJICHHS HEOE3MEUHUX CUMITOMIB,
3aXMCTy NePCOHATBHUX NaHuX 1 podotu B ECO3.

dapmaneBTUYHUN perenT MOBUHEH 0()OPMITIOBATUCS BUKIIIOYHO B €JIEKTPOHHINA dopmi. YV
HBOMY HEOOXIJHO 3a3HayaTH MiACTaBy O(QpOPMIICHHS, BIJOMOCTI PO MOMNEpeIHE MpU3HAUYEHHS,
MDKHapOHY HEMaTeHTOBAHY Ha3BY JIIKAPCHKOTO 3ac00y, (hopMy BUIYCKY, 103yBaHHS, KUIbKICTb,
CTPOK 3aCTOCYBaHHs Ta ieHTH(]iKauiiiH1 AaH1 papMareBTa.



Inpopmanis npo odopmieHuil pernent NOBUHHA AaBTOMATUYHO BimoOpaxkaTucs B
€JIEKTPOHHIM MeIMYHIi KapTi nmarieHTa Ta OyTH JOCTYITHOIO JIKaplo, KU 31iCHUB MOIEpEIHE
MPU3HAYCHHS, 1 JTIKapIo, SIKWH Ha/la€ MAIiEHTy IePBUHHY MEIUYHY JIOTIOMOTY.

dapManeBTUYHUN pEIenT JOUUIbHO O0(OpPMITIOBATH 1 BUKOHYBAaTH B OJJHOMY alTEYHOMY
3akiazi. Le 103BOMTh YHUKHYTH BUKOPHCTAHHS OJHOTO MPO(ECciitHOTO pillieHHs 15 TPUI0aHHS
JKapChKOTO 3aco0y B JAEKUTPKOX anTekax Ta 3a0e3MednTh IMEepPCOHAIBHY BiAMOBIIANBHICTH
anTeYHOro 3aKiany i papmarieBTa.

Ha mowarkoBoMy erami JIiKapchKi 3aco0M 3a (apManeBTUYHUM PELENTOM JOIUTLHO
BIJIITYCKaTH 3a TIOBHY BapTICTh 0€3 3aCTOCYBaHHs MeXaHi3MiB peiMOypcarii. @apmareBTHYHHIMA
MpaLiBHUK HE BCTAHOBIIOBATUME MIEPBUHHUH J[iarHO3 1 HE MPUIMaTUMe PIIICHHS PO BKIIOYECHHS
MalieHTa 0 NporpaMmu Jep>KaBHOTO BIIIIKOAYBaHHS.

Jlig excTpeHoro 3a0e3leyeHHsl MalleHTa JOIUIbHO BCTAHOBUTH TPaHUYHY KUIBKICTh
npenapaTty, HEOOXIIHY /Ui JIIKYBaHHS HpoTsIromM cTpoky a0 30 kameHmgapHux aHIB. Jlis
MIPOJIOBKEHHS CTaOUIbHOI XpOHIYHOI Tepamii Micisl 3aBepIlIEeHHS MUIOTHOIO €Taly Moe OyTu
PO3IJIIHYyTa MOJKJIMBICTh BU3HAUEHHS OUIBIIOTO CTPOKY, 30KpEMa 3 ypaxyBaHHSIM MOJBCHKOTO
JOCBIAY 0(hOPMIICHHS €IEKTPOHHOTO perienTa Ha JikyBaHHs 10 180 aHiB.

Heo0xinHo mpsMo 3a0opoHuTH OpopMIIeHHS (papMalleBTUYHOTO pelenTa Ha HapKOTHYHI
3aco0M, TICUXOTPOIHI PEYOBHHH, MPEKYypCOpH, Mpenapard, M0 HiAIAraloTh MPEAMETHO-
KUTbKICHOMY OOJTIKY, Ta 1HIII JIIKapChKi 3acO0U MiBUIIEHOTO PU3UKY, BU3HaUeH1 MiHICTepCTBOM
OXOpoHM 370poB’st Ykpainu. Ha mepmiomy ertami TakoXX JOIUIBHO BUKIIOUUTH TICPBUHHE
MpPU3HAUYCHHS aHTUOaKTepiladbHUX MpenapariB, MEepBUHHE MPU3HAUYEHHS TOPMOHAJIbHOT
KOHTpAIIETIIIii, CKJIaJHOT CHCTEMHOI Tepalrii Ta JIKapChbKUX 3ac001B, 3aCTOCYBAHHS SIKUX MMOTPEOye
000B’3KOBOT0 JJTAOOPATOPHOTO a00 IHCTPYMEHTAIHLHOTO KOHTPOJIIO.

3a HaAABHOCTI O3HAK TOCTPOTO ab0 HEBIAKIAJAHOTO CTaHy, HEe()EKTUBHOCTI paHiIIe
MPU3HAYCHOTO JIIKYBaHHS, MOTIPIICHHS Mepe0iry 3aXBOPIOBAaHHS, MO3PH Ha MOOIYHY PEaAKIIiIo
Y1 HEOOX1THOCTI 3MIHU CXEMH Tepartii ¢papMarieBT MOBUHEH BiIMOBUTH B 0()OPMIICHHI pelIenTa Ta
HaIlPaBUTH MAIIIEHTA 70 JIIKAps.

3anpoBa/KeHHs (hapMalleBTUYHOTO pelenTa MoTpedye KOMILIEKCHOTO 3aKOHOJIaBYOTrO
BpETYJIIOBaHHS Ta HE MO>Ke OyTH peali3oBaHe JIMIIE IIISTXOM BHECEHH S 3MiH /IO OJTHOTO BiZIOMYOTO
Hakazy.

BpaxoByrwouu Bukiaaaene, IPOCUMO BAC:

1. Iligtpumaru iximiatuBy Acomiamii  ¢apmaneBTiB  YKpaiHM 100 3aKOHOJABUYOTO
3alpOBaPKEHHS IHCTUTYTY (papMalleBTUYHOTO peIenTa SK 0OMEKEHOro, KOHTPOJLOBAHOTO Ta
JOKYMEHTOBAHOTO MEXaH13My 3a0e3rneueHHs: 6e3nepepBHOCTI JIKyBaHHSI.

2. InimiroBaTy po3riisi 3a3HaueHOro nuTaHHs Ha 3acinanHi Komitety BepxoBuoi Panu Ykpainu 3
MUTaHb 3/I0POB’S Hallii, MEJMYHOT JOTIOMOTH Ta MEIUYHOTO CTPaxXyBaHHSI.

3. Copusiti yrBopenHto npu Komireri po6ouoi rpymnu 3a ydacTio mpeacTaBHUKIB MiHicTepcTBa
OXOpPOHHM 3/10poB’s Ykpainu, HarioHanbHOT ciy:xOu 310poB’ss Ykpainu, [lepxitikcmyxou,
npogeciiHux ¢papMaleBTUYHUX 1 JIKapChKUX 00 €AHaHb, 3aKJIajiB BHUILOI (apMaleBTUYHOT
OCBITH, MAaLlIEHTCHKUX OpraHizaiiil Ta ekcrepTiB 3 ¢pyHkuioHyBaHHs ECO3.

4. IHiliroBaTH MiATOTOBKY NPOEKTY 3aKOHY YKpaiHU PO BHECEHHS 3MiH 10 OCHOB 3aKOHO/JABCTBA
VYkpainu mpo 0XopoHy 370poB’s Ta 3akoHy Ykpainu «IIpo mikapchbki 3aco0M» 1110710 BU3HAUYEHHS
MOHATTS (papMaleBTUYHOTO peLenTa, MiJCTaB 1 MOpAAKY HOTO oQOopMIICHHS, KBali(iKariitHuX
BHUMOT, 0OMeXeHb Ta NMpodeciiiHoi BiAMOBIIATBHOCTI (papMaleBTHYHUX MPALIBHUKIB.

5. 3BepHyTHUCA 10 MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu 00 HaJaHHA OQiliiHOT MOo3HIil
CTOCOBHO MeAW4YHOI Ta (apMaleBTUYHOI JOIUIHPHOCTI 3ampoBa/PKEHHS (apMareBTUIHOTO



perenTa, BU3HAYCHHS TEPETKY JOMYCTUMHUX IMpEenapariB i MiATOTOBKH BiAMOBITHUX 3MiH JI0
Hakazy MO3 Vkpainu Bix 19.07.2005 Ne 360.

6. 3BepHyTHcs 10 HarioHabHOT City)0u 310poB’ st YKpaiHH 010 OI[IHKH TEXHIYHOT MOYKIIUBOCT1
HAQJaHHS CIICLIAJIbHO YIIOBHOB@KEHHM (papMaleBTUUHUM TMpaliBHUKaM mpaBa (opMyBaTH
enekrpoHHi perenty B ECO3, meperisaatu HeoOXiqHUI 00CAT MonepeIHIX MPU3HAYCHb Malli€HTa
Ta JJOKyMEHTYBATH Pe3yIbTaTH (papMaIleBTUYHOI OLlIHKH.

7. PO3risiHyTH MOKJIHMBICTH TPOBEICHHS KPYIJIOTO CTONy abo po0Oouoi Hapaau 3a ydacTio
MPEJCTaBHUKIB JIep)KaBHUX OpraHiB, (hapManeBTUUHOI Ta JIIKaPChKO1 CIIUTBHOTH, 3aKIa/IiB OCBITH
1 MaIi€EHTCHKUX OPraHizalii Jyiss 00rOBOPEHHS €BPONICHCHKOTO JIOCBITY, 3aIPOTIOHOBAHOT MOIETI,
npoeciiHuX BUMOT 1 MEXaHI3MIB Oe3MeKH.

8. Chopustd po3poOJICHHIO Ta pealizaiii MUIOTHOTO TPOEKTY 13 3alPOBAKCHHS
(bapmareBTHUHOTO perenTa y rpoMajax, e J0CTYI J0 JKapiB € 00 €KTUBHO YCKIATHEHUM.

9. TloinpopmyBaTn Acomianito ¢apmaneBTiB YKpaiHH Npo pe3yabTaTH pPO3IJsAY ILbOTO
3BEPHEHHS Ta MOXJIMBI OJAJIBIII 3aX0/11 Y BCTAHOBJIEHOMY 3aKOHOJIaBCTBOM TOPSIZIKY.

A®Y roroBa HagaTH PpO3MIMPEH] aHAJITHYHI MaTepiajd IIOJI0 JIOCBIAY €BPOINEHCHKUX
Jiep’aB, KOHIIETIII0 3aKOHOJAaBUOTO BPETYNIIOBaHHS (apMalleBTUYHOTO pEeLeNTa, MOPIBHUIbHY
TaOJIMLIO 3MIH /10 3aKOHOJABCTBA, MPOEKTU MNpoGeciiHUX MPOTOKOJIB, KpUTEpii AOMYCKYy
(apmalleBTIB Ta HaBYAJIbHI IPOTPAMH.

Acoriaiisi TakoX ToTOBa 3aJly4UTH MPOBITHUX (axiBUiB (apMalleBTUUHOI OCBITH Ta
MPaKTUKU J0 PO3pOOJIeHHS METOJAWYHUX PEKOMEHJallii, mpodeciiHuX MOBIAHMKIB, MpOTrpam
Oe3rmepepBHOTO MPOQECITHOTO PO3BUTKY Ta iHGOPMAIIHHUX MaTepialiB s ¢apmareBTiB 1
MaI€HTIB, Y TOMY YHCII 3a0e3neunTr GaxoBe BUCBITICHHS Iporecy y npodeciiHoMy BUAaHHI
«DapwmarneBt [IpakTuK».

[TepexkoHaHi, 10 HaJEKHO BPETYJILOBAHHMHN IHCTUTYT (apMarleBTUYHOTO peIenTa He
MocIabuTh KOHTPOJIb 32 PEIENTYPHUM BIIITYCKOM JIIKAPCHKUX 3ac001B, a, HABMAKH, 3a0€3MeUUTh
HOTr0 TMOBHY €JEKTPOHHY TMPOCTEKYBAHICTh, NEPCOHAIBbHY MpPOQECiiiHy BIAMOBITAIBHICTD
dapManieBTa Ta 3aXHCT MAIliEHTa Yy CHUTYAIliiX, KOJIM OTPHMAaHHS JIKapChbKOTO perenrta B
3arajlkHOMY MOPSJIKY € 00’ €KTHBHO YCKIIAJHEHUM.

3anpoBa/PKEHHS TAKOTO MEXaHI3MY CIPHUITHME 3a0€3MeUeHHI0 Oe3MepePBHOCTI JIIKYBaHHS,
MIJIBUIIEHHIO JIOCTYITHOCTI  ()apManeBTHYHOI JOMOMOTH, 3MEHIICHHIO HEOOIPYHTOBAHOTO
HaBaHT)KCHHS Ha JIIKapiB, pallioHAIBHOMY BUKOPHUCTAHHIO TTPO(ECiHHOr0 MOTEHIIIay MaricTpis
(dapmariii Ta moJaIbIIOMY HAOJIMKEHHIO YKPATHCHKOI CHCTEMH OXOPOHH 3JI0POB’S IO Cy4acHUX
€BPOTICHCHKUX MOJICIICH.

3 nmomBaroio,
I'osoBa Oprani3amii,

I'onosa Ilpasainna Opranizamii Ousena OMEJIBYYK




