PE3OJIIOLLIA

M’AaTol HAYKOBO-MPaKTUYHOI KOH(EepeHLil 3 Mi>XXHapo4HO y4acTio «be3neka Ta
HOPMaTMBHO-NPaBOBMI CYNpoOBiA JiKapCbKMX 3acobiB: Big po3pobku Ao
MeANYHOro 3aCTOCyBaHHA», NPUCBAYEHOT NaM’aTi npodecopa, A.Men.H.
BikTopoBa Onekcisa MaBnosunya

M'aTa HayKOBO-NpaKTUYHa KOHMepeHUia 3 Mi>XXKHaAapo4HO y4YacTio «be3neka Ta
HOPMaTUBHO-MPaBOBUN CyNpoBiA NikapCbKnx 3acobis: Big po3pobkun o
MeOMNYHOro 3aCTOCyBaHHSA», NpUCBAYeHa nam’aTi npod., A.Mena.H. BikTopoBa
Onekcisa Nasnosunya (gani — KoHdepeHuin), sBinbynacs 22-23 »xoBTHA 2019 p.
y M. Knesi i byna opraHizosaHa MiHICTepCTBOM OXOPOHU 340p0B’A YKpaiHu,
HauioHanbHOW akageMielo MegnyHnx Hayk YKpaiHu, [lep>XaBHUM
nNignpMeEMCTBOM «Jlep>XaBHUN eKCNepTHUN LeHTp MiHicTepcTBa OXOPOHMU
300poB’a YKpaiHu» (gani - ep>XaBHUN eKcnepTHUW LueHTp MO3).

MNpoBeneHHs KoHdepeHuii Biabynocsa BianosigHoO Ao PeecTpy 3'i34iB,
KOHIrpeciB, CMMIMO3iyMiB Ta HayKOBO-MPaKTUYHNX KOH(epeHUin, Lo
3ansiaHoBaHi ana nposeneHHs y 2019 poui.

Nig 4ac KoHdepeHuii 6ynn nposeneHi NnneHapHe 3acigaHHs, 16 cekuin Ta 2
KPYrAnMx CTOMN, Ha AKNX 0O6roBOpPOBaINCA aKTyaslbHi MUTAHHSA 34iINCHEHHS
dhapmakoHarnsaay B YKpaiHi Ta CHL, 6e3nekun iMmyHONpoginakTuKn,
bioeKBiBaNeHTHOCTI Ta JIKapCbKOro MOHITOPUHTY, KPUTUYHI perynsaTopHi
MNTaHHSA Ta KOMYHiKaLil 3 rpoMagCbKUMN Ta NaLLiEHTCbKMMKM OpraHi3auiamu.
TakoxX 6ynn po3rnaHyTi nMTaHHA 6e3nekn Ha eTani po3pobKn NiKapCbKMX
3acobiB, cncrteMu yrnpasiiHHA pU3MKaMu Ta CUrHaaMun Npu NpoBeLeHHi
KNiHIYHNX BMNpoBbyBaHb NlikapCbKMX 3acobiB Ta y NicngpeecTpauinHuin nepioa,
ynpaB/iHHA iHPOPMaLIED Ta KNIHIYHUMW OAaHUMUN, B TOMY YUCAi 3aCTOCYBaHHSA
eNeKTPOHHUX pecypciB. Benunky yeary 6ysio npunaineHo nuTaHHAM
PEECTPALLINHOINO OOCLE K BiA0OOparKeHHIO XXUTTEBOI0 LUKy NiKapCbKOro
3acoby. Takoxx 6ynun po3rnsaHyTi NMMTaHHA POPMYIAPHOI CUCTEMMU
3abe3neyeHHs nikapcbKMMn 3acobamum Ta HaUiOHaNIbHOr O rnepesiiky 0CHOBHUX
NiKapcbkux 3acobiB, OLUiHKN MeaANYHUX TEXHOOTIN.

Y poboTi KoHhbepeHLii B3saun y4acTb npeactaBHnkmn MO3 YKpaiHu,
Hep>xaBHOro ekcneptHoro ueHTpy MO3, LleHTpy rpoMancbkoro 3gopos’ss MO3
YKpaiHun, [lep>XaBHoi cy>Xbu YKpaiHn 3 NnikapCbKMX 3acobiB Ta KOHTPOJIIO 3a
HapKOTUKaMu, NpeaCcTaBHUKW perynaTopHUX opraHis YKpaiHu Ta 6 kKpaiH CHJ,
(binopyci, Mongosun, AsepbangxxaHy, BipmeHil, Y36ekuctaHy, KuprmscrtaHy),
npeacTaBHUK EBPONENCbKOro perioHansHoro 6topo BOO3, HaykoBLUi Ta
npeacTaBHUKKM 3 NUTaHb hapMakoHarnany BenmkobpuTtanii, LUsenuapii, a
TakoX axisui 3 HigepnaHais, Himevy4ynHn Tta CLUA, wo npeactasnsanm
30KpeMa Taki opraHisauil ak: Mi>xHapoaHe TOBapuUCTBO (hapMakoHarnany
(ISOP), Papa MixkHapoaHUX opraHizauin meandHux Hayk (CIOMS), PerynsaTopHe
areHTCTBO NiKapCbKux 3acobiB Ta Mmean4Hoi npoaykuii (MHRA).

Cepep yyacHuKiB KoHepeHLUil 6yin npefCcTaBHUKN NPaKTUYHOT CUCTEMN
OXOPOHM 340POB’S, NPOBI30PU, KEPIBHMKN OPraHiB yrnpaBsiHHA OXOPOHN
3[10pOB’SA Ta NMPOBiAHI BYEHI HAYKO-AOCNIAHUX IHCTUTYTIB; BUKNagda4vyi MeamnyHnx
i bapMauUeBTMYHUX BULLNX HaBYa/IbHUX 3aKadiB; cNniBpobITHUKMY,
ynoBHOBa><eHi ocobu, BianoBiganbHi 3a hapMakoHarnag, Ta 3asaBHUKN
NiKapcbknx 3acobiB, a TaKoX iHLWWI crieuianicTn, ki 6epyTb y4acTb y po3pobui,
Bi4NYCKY, NPU3HAY€HHI Ta BUKOPUCTAHHI NikapCbKnX 3acobiB; npeacTaBHUKN



acouiauin BupobHUKIB Nikapcbknx 3acobiB; opraHizauin, Wo NpencTaBnsAoTh i
3axuLatoTb NpaBa Ta 6e3neKy nauieHTiB: «baTbKK 3a BaKUMHaLUitO»,
«MnaTtdopma 300poB’'sa», «OpdaHHi 3axBoptoBaHHA YKpaiHn», MixkHapoaHui
doHa «Biopoa)xeHHsa», bnarodinHa opraHisauisa «lMNauieHTn YKpaiHn».

3arajsbHa KiNbKiCTb Y4aCHUKIB KOH(epeHLil cknana 458 ocib.

M'aTa HayKOBO-NpaKTUYHa KOHMepeHUia 3 Mi>XXKHaAapo4HO y4YacTio «be3neka Ta
HOPMaTUBHO-MPaBOBUN CyNpoBiA NikapCbKnx 3acobis: Big po3pobkun o
MeANYHOro 3aCTOCyBaHHA», NpuUcBsa4YeHa nam’aTi npod., A.Men.H. BikTopoBa
Onekcisa NaBnoBMYa, KOHCTATYE Te, WO [ep>XaBHUM eKCNePTHUM LeHTPOM
MO3 BMKOHaHI 3aBAaHHSA, 3a4eKnapoBaHi B Pe3sontouil YeTBepToi HayKOBO-
NMPaKTUYHOI KOH(hepeHLUii 3 MiXKHapOA4HO y4acTio «be3neka Ta HOPMaTUBHO-
MpaBOBUI CynpoBia NikapCbKnX 3acobiB: Big po3pobkn 0o MeanyHoro
3aCTOCYyBaHHSA», NpucBsaYeHa nam’aTi npod., o.men.H. Biktoposa Onekcis
MaBnoBuya, wo sinbynacs 11-12 »xoBTHA 2016 p., 30KpeMa:

= Po3pobneHo Ta NoAaHO NPOEeKT CTaTTi «PapMakoHaras4» 00 NPOeKTy
3akoHy YKpaiHu «lpo nikapcbki 3acobu», SKMn 3apeecTpoBaHuin y
BepxoBHin Pagi YkpaiHuy;

= Po3pobneHo Ta nogaHo Ao MO3 YkpaiHn npoekT Mopsaaky 3abopoHu
Ta/abo NpuNMHEHHS Ail peecTpaLinHOro NOCBiAYEHHS;

= po NoctaHoBu KabiHeTy MiHicTpiB YkpaiHu Big 5 rpygHa 2018 p. Ne
1022«[Mpo 3aTBepa>XeHHA [lep>XaBHOI CTpaTerii peani3auil Aep>XaBHOI
NoNiTUKN 3abe3nevyeHHs HacesneHHs NikapCcbKMMK 3acobamum Ha nepiopg,
00 2025 poky» BHECEHO PO3A4in Wono PO3BUTKY, YAOCKOHANIEHHS Ta
3abe3neyeHHsa PYyHKLIOHYBaHHSA CUCTEMM (hapMaKOoHarnsaay;

= BHeceHO 3MiHM Ta gonoBHeHHA A0 Nopaaky 34iINCHEHHSA
dapMakoHarnagy, saTeepa)xeHoro HakazoMm MO3 YkpaiHu Bif
27.12.2006 Ne 898, w0 3apeecTpoBaHnit B MiHICTEPCTBI IOCTULIT
YkpaiHn 19.12.2016 3a Ne1649/29779 (y penakuil Hakasy MO3 YkpaiHu
Bif 26.09.2016 Ne 996);

=  3aTBepO)XeHun HakazoMm MO3 YkpaiHum Big 05.04.2018 Ne 620 CtaHgapT
«HacTaHoBa. JlikapcbKi 3acobun. Hane)xHi npakTnkn hapMmakoHarnagy»
(GVP)

Ha paHwuin 4ac B YKpaiHi BNpoBaa>xeHo ABTOMaTM30BaHY iHpopMaLinHy
cuctemy 3 cbapmakoHarnaay (AICO) ona yoockoHaneHHs 36opy, aHanisy Ta
OLiHKK NOBiAOMAEeHb Npo NobiyHi peakuii Ta/abo BIACYTHICTb ePeKTUBHOCTI
Nnikapcbkux 3acobis, BakUWH, TybepKyiHy, WO HagXoAaTb Big MeaU4YHNX
NMpauiBHUKIB, MaLIEHTIB, Ta 3asBHMUKIB NlikapCbKMX 3acobiB. Hanaroax>xeHe
HaZlaHHA MeTOAWYHOI Ta opraHi3dauinHol gonoMoru YnpasiiHHAM
hapMakoHarnagy Ta npeacTaBHUKaMKM 3 NUTaHb (hapMakoHarnagy
[ep>xaBHOro ekcrnepTHoro ueHTpy MO3 B agMiHICTpaTUBHO-TEPUTOPiIasibHUX
oonHUUAX YKpalHM 3aKflagaM OXOPOHU 3[10POB 4.

MponoBXyeTbCa po3bynoBa cMcTemMun papMakoHarnsany 3asBHUKa Y
BiAMOBIAHOCTI A0 MI>XXHapOLHUX CTaHOaPTIB.

dep>XaBHNM eKcrnepTHUM ueHTpoM MO3 npoBefeHO HU3KY HaBYasIbHUX
CeMiHapiB Ta TPEHIHriB 3 NUTaHb papMakoHarnaay ons 3asBHUKIB. [poBeneHo
HaBYaJIbHi CEMiHapW, TPEHIHIK, CENEKTOPHI Ta CKann Hapaawn ans



npencTtaBHUKIB LLeHTpy 3 NUTaHb (hapMakoHarnaay B agMiHicTpaTUBHO-
TepuTopiasbHUX OAMHNLAX YKpaATHU, 30KpeMa 25 ckann-Hapag o115 YneHiB
perioHasbHUX rpyrn onepaTMBHOro pearyBaHHsA Ha HECNPUATAUBI NoAil Nicns
iMYHi3auUii wono seaeHHS NMpPoToKoNiB po3CniAyBaHHA Ha HECNPUATAUBI Noail
nicng iMmyHisauil.

Ha BnkoHaHHA yMmoB BOO3 B YKpalHi NpoBOANTLCS aKTUBHUI (hapMaKoHarnag
3@ HOBMMMW NiKapCbKMMK 3acobamm, L0 BriepLue 3aCTOCOBYOTbLCS B YKpaiHi 3
MeTO0 JIiKyBaHHSA couiasibHO-Hebe3neYyHMX 3aXBOPOBaHb.

TakoX, 3a gopyd4eHHa MO3 YkpaiHu LLleHTpoM 30iNCHIOETBCA MOCUIEHNIN
hapMakoHarnsag 3a nikapcbkmmm 3acobamu, wo noTpebytoTb 4OAATKOBOIoO
Harnsay 3a 6e3neko 3aCTOCYyBaHHA.

Hanarog)xeHi Mi>kHapoaHi 3B'93Ku1, B TOMY 4uncii 3 LLeHTPOM MOHITOPUHTY
nobivyHmnx peakuin BOO3; cyTTEBO 3pocCaa posib hapMakKoHarnagy y
npoueanypHMX Npouecax, Wo perynaotoTb 06ir nikapcbkmnx 3acobiB B YKpaiHi.

Pa3oM 3 TumM, Bepyydmn 00 yBaru iCHyt4i 4OCArHEHHSA B rany3i opraHisauii Ta
30iINCHEHHS hapMaKoHarnagy B YKpaiHi, 3a/IMWAETbCA HU3Ka NUTaHb, WO
noTpebyloTb BUPILLEHHS.

Y 3B'A13KY i3 4MM yYaCHUKK KOoHpepeHLii MOCTaHOBWIIN:

1. BBa)kaTu 3a gouinbHe npoBeaeHHs LLocTol HayKoBO-MPaKTUYHOI
KOH(pepeHUil 3 Mi>XXHapoaHOO y4acTio «be3neka Ta HOpMaTUBHO-
NpaBoOBMI CynpoBig Nikapcbknx 3acobiB: Big po3pobkn 0O MeanyHOro
3aCTOCYyBaHHSA», NPUCBAYEHiIN NaM’'aTi npod., A.mea.H. BikTopoBa
Onekcida MNasnoBunya y 2022 p., Ta BHECTU NMPOMO3uULLit0 MPO 1 BKJIIOYEHHS
no PeecTpy 3'i34iB, KOHIrpeciB, CMMMNO3iyMiB Ta HAYKOBO-MPaAKTUYHUX
KOHgepeHUin MiHicTepcTBa OXOPOHM 340P0B’'A YKpaiHM Ta HauioHanbHOI
AkapeMmil MeandHuUX HayK YKpaiHu, 3aniaHoBaHnX Ha 2022 pik.

2. MpopoBxuTn po3bynosy cucteMmun hapmakoHarnsany B YkpaiHi y
BiAMNOBIAHOCTI A0 BUMMOI Mi>KHapoAHOI paan 3 rapMoHi3auil TEXHIYHUX
BMMOI A0 NiKapCbKnx 3acobiB ansa 3actocyBaHHa noabmum (ICH), nigxonis
€sponencbkoro Cotosy Ta MiXKHaAapOOHUX peKoOMeHOalin 3a TEXHIYHOI,
opraHizauinHoi Ta meTogunyHoi NiaTpumkm BOO3, EMA Ta iHWKNX
NapTHEPIB LLUISIXOM:

= MpoBefeHHS HaBYaHHSA 3 NMUTaHb 6e3neKn NikapCbKnx
3acobiB i hapMakoHarnany cepen axiBLuiB 3 MUTaHb
dhapMakoHarnsaay, NnpeacTaBHUKIB rpOMaaCbKMX Ta
MaLiEHTCbKMX OpraHisauin, Mean4yHux npauiBHUKIB Ta
3a581BHUKIB;

= TapMOHiI3auii niaxoA4is A0 NpoueciB 34iNCHEHHSA
dhapMakoHarnany Ta peryatoBaHHA 0biry nikapcbkux 3acobis
3 BignoBigHUMMK nigxonamun y €C;

= OnNTUMI3auil iHpopMauinHOro obMiHy 3 NUTaHb 6e3neku
nikapcbkmnx 3acobiB 3 kpaiHamn €C, CH/[], a Takoxx BOO3,
EMA;

3. 3 MeTOoI0 BMPOBaAXXEHHS MiXKHapOAHOIro NO3UTMBHOIO OOCBIAY
30iNCHEHHS pauioHanbHOI hapMakoTepanii Ta papMakoHarnsay,



po3pobuTKn BiANOBIAHI NPOEKTN 3aKOHO4ABYMX aKTiB Ta HagaTu 4o
MiHiCTepCTBa OXOPOHN 300pOB’'A YKpalHX 00 3aTBEPLAXKEHHS, a CaMe:

= po3pobuTtu Ta nogatn o MO3 YkpalHu npoekT Mopsaaky
npoBefeHHSA HeIHTePBEHLUINHMUX OOCIAXKEHb JIIKapCbKUX
3acobis;

= CninbHO 3 [lep>xaBHOMO Ciy>K60t0 YKpaiHK 3 NiKapCbKMX
3aco6iB Ta KOHTPOJIIO 3@ HAPKOTMKaMM pPo3pobuTn NpoekT
3MiH 00 Haka3ly MO3 YkpaiHu Big 22.11.2011 Ne 809 «[Mpo
3aTBepAXXeHHSA NopsaakKy BCTaHOBAEHHSA 3a60poHM
(TmyacoBoi 3a60poHN) Ta NOHOBAEHHSA 06iry nikapCbKunx
3acobiB Ha TepuTopii YKpaiHM» B YaCTUHIi MUTaHb LWOAO0
nigcTae AN BCTaHOBNEHHS 3ab0opoHU (TUMYacoBoOi
3abopoHu) obiry nikapcbkunx 3acobis Ha TepuTopii YKpaiHu;

=  YOOCKOHAJIMTWN YUNHHI 3aKOHOLABYi aKTW, LLLO PEryaoTb
npouecn obiry nikapcbknx 3acobiB Ta 34iNCHEHHSA
hapMakoHarnsny 3 ypaxyBaHHSAM 3MiH €EBPOMNENCHKOIro
3aKOHOOaBCTBa Ta MiXKHaApPOAHOIr0 perjaMeHTy.

4. CnpmnaTn KOMYHiKaLil BCiX 3aLiKaBNeHNX CTOPIH 3 NMUTaHb 6e3neku
Nikapcbkux 3acobiB LWASXOM:

= CTBOPEHHS MJiaHy KOMYHiKauin wono 6esnekn BakumH npu
BUHUKHEHHI NPOo6/1eMHNX NNTaHb;

= po3pobsieHHA anropnTMy B3aeMogil Ta 0bMiHy iHopMaLi€o
MpPO HeCnpUATAUBI NoAil nicnsa iMyHizauil Mi>x [lep>xaBHUM
ekcnepTHUM ueHTpom MO3 Ta LleHTpoM rpoMaacbKoro
300poB’'a MO3 YkpaiHu;

= ethekTMBHOI B3aemMoaii 3i 3MI Ta popMyBaHHA 06'EKTUBHOIO
H6aveHHA 3MI 3 nuTaHb 6e3nekn nikapcbknx 3acobis i
BUKOPUCTaHHSA noTeHuiany 3MIl ona HaB4YaHHS Megn4Hol
rpPoOMaACbKOCTi Ta HacesieHHA 3 NUTaHb 6e3nekn NikapCbKnx
3acobiB Ta BakKUMH;

= B3a€EMOAil 3 Aep>XaBHNUMUN, TPOMaACbLKUMU Ta MiXKHapPOAHNMU
OpraHisauiamMmm OOTUYHMMK OO0 NUTaHb 06iry Ta 6e3nekn
Nnikapcbkux 3acobis;

= aKTWBHOIO 3aJly4eHHS NauieHTIB A0 npouecy iHpopMyBaHHS
npo NobivHi peakuii Ta BiACYTHICTb e(PeKTUBHOCTI
NiKapcbkux 3acobis;

= MpoBefeHHs 3acigaHb pobo4ymx rpyn, cemiHapiB, TPEHIHriB
TOowo AN obroBopeHHSA NUTaHb hapMakKoHarnaay Ta
yOOCKOHa/IeHHS 3aKOHO4aBY0i 6a3u.

5. PekomeHayBaTn MiHICTEPCTBY OXOPOHM 340pOB’'s YKpalHW CNifIbHO 3
[ep>XaBHNUM eKCNepTHUM LeHTpoM MO3 cnpmaTn yOOCKOHANIEHHIO MeTOLIB
NOCNIEHOr0/aKTUBHOIO hapMaKoHarna4y Ta opMyBaHHIO CUTHANIB.

6. OnybnikyeBaTn pesonouito KoHdepeHuil y BungaHHax: «®apmakosorisa Ta
NiKapCbKa TOKCUMKOOria», «YKpalHCbKNA MeaAnYHUN Yaconuc», «PalioHanbHa
hapmakoTepania», «WotmxHeBuk AMTEKA», «<HOBUHU MegunuuHu i hapMaLii»,
«300poB’A YKpaiHM» Ta iHWKX Creuiani3oBaHnX MeandYHUX BULAHHAX, @ TaKOXX



PO3MICTUTM 1i Ha OQiLiNnHNX canTax MiHiCTepcTBa OXOPOHW 300P0B’A YKpaiHU
Ta [lep>XxaBHOro ekKCcrnepTHOro ueHTpy MO3.



