IIo Take K/aiHiYHI JOCTiHKeHHS JIiIKapCbKUX 3ac00iB Ta Yi NMOTPiOHI
BOHH YKPAiHI|SIM CbOTOJHi?

KiiHiuHUM ~ ZIOCTTi/DKeHHsT  BiBOAMTBCS  BaXKMMBE  Miclle TIpU  po3poOili
iHHOBAL[iMHKUX JiKapCchKUX 3aco6iB. ToMy 110 pillleHHS II0ZI0 MOK/IMBOCTI MeAHUYHOTO
3aCTOCYBaHHS JIiKapCcbKoro 3aco0y (J/I3) moxke OyTv MpuUiHSATE TiIbKKM Ha ITi/[CTaBi
noBefieHol iX edeKTHBHOCTI Ta 0e3MeuyHOCTi OTPMMAaHUX ITC/IA CHCTEMATHUHOTO
BUBYEHHS MOT0 3a YYaCTHO JIFOJUHU.

Y BCcbOMYy CBITI MpOBefeHHS1 K/IiHIYHUX AocaimkeHb (mami — K/I) BBakaeTbCs
HAaWKOPOTIIMM LLJIAXOM [0 MOJK/IMBOCTI OTPHMMAaHHS Mal[iEHTOM iHHOBALIMHUX
Tiperaparis.

B YkpaiHi X TIPO/IOBXKY€ KUTH Mi(, 1[0 KIiHIUHI JOCTiIKeHHST — 1ie JOCTiAu Haj
JIIOIBMU, Y HIYOTO XOPOILIOr0 Hi MAaLi€HTY, Hi KpaiHi BOHU 1aTH HEe MOXXYThb.

3a odiuiiHuMu faHuMu canty ( www.clinicaltrials.gov) po3paxyHOK KinbkocTi K/
Ha 100 Ttuc. HaceneHHsi 3a 2018 pik B YKpaiHi ck/1ajae ycboro 3,52.

B Toli )Xe yac, B pO3BHMHYTHX €BpoOIelcbKrx KpaiHax Ta CIIIA ug nudpa 3Ha4HO
6ismbiia. To6To, B LIMX KpaiHaxX akTUBHO MPoBOAAThbCS K/] 3 iHHOBALitHUX Mpernaparis,
1[0 [Ja€ 3MOry HajaBaTU MeJUuYHy [JOIIOMOrYy TMalLieHTaM 3 PpI3HUMHU BaKKUMU
3aXBOPIOBAHHSMM CIIOYATKY Ha eTariax K/IiHIYHUX JOCTiAKeHb, a MOTIM ITiC/sA peecTparii
niKapcbKoro 3aco0y mpu IMIMPOKOMY MeJUYHOMY 3aCTOCYBaHHi.

KinbkicTh KiaiHiuHuX Aocaikedb Ha 100.000 HacesieHHs y pPi3HUX KpaiHaX CTaHOM
Ha TpaseHb 2018 p.
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Y CIIIA crorosHi 3apeecTpoBaHO MNpPUOMM3HO 14 THCSY KIHIYHMX OC/iHKEeHb,
6/mm3bko 1200 — y ITosbii, ToAi SIK B YKpaiHi 3aTBeppKyIoThCs /15 TIpoBegeHHs 0its 200

K/l 1jopiyHo.


http://www.clinicaltrials.gov/

Taka ripipBa B KisibkocTi K/I MK HaMHi Ta BUCOKO PO3BMHEHUMHU KpaiHaMU He
MOJKe He BUKJ/IMKATH 3alliTaHb.

1106 pa3 i Ha3aBxxau po3BisiTH MidH, JaBaiiTe po3bepeMoch, y UOMYy HacrpaBZi
T0JIATaE CyTh KMIHIYHUX AOC/i/PKeHb, XTO, e i K X MpOBOAUThL Ta YOMYy BOHU HeoOXiHi
sIK TIallieHTaM, TakK i ZiepkaBi. Maibke »Ko/leH JiKapCcbKuii 3acib sik B YKpaiHi, Tak 1 B
iHIIif KpaiHi He Moke OyTH 3apeeCcTpoBaHHi 0e3 pe3y/nbTaTiB KIiHIUHUX AOCTiIKeHb,
a/i>ke BOHU JJOBOJSTh Moro e)eKTUBHICTb Ta be3rmeKy.

Kinbkicts K/, siki 0ys1m 3aTBeppKkeHi Haka3zamMu M O3 mic/isi mo3uTHBHHX
BUCHOBKIB HajlaHux [{eHTpom
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Bcboro B MixHapogaHi 6aratoueHTpoBi KB

B KB nepegpeecTtpaliiiHi

Ha TernepiliHiit uac B ycbOMy CBiTi HOBI JIiKapchKi 3ac00u He3a/eXxHO Bif| TOTO, y
SKiii KpaiHi BoHU Oysu po3pobJieHi, MOBWHHI OL[iHFOBAaTUCS Ha TMifICTaBi aJjeKBaTHUX
Jl@HUX [OCIiKeHb, TIPOBeJeHHX 3 JOTPUMAaHHSAM MIKHapOJHUX BHUMOTL, a CaMm IIpaBUJI
HanexxHoi KniHiyHoi npaktuky (GCP). Li npaBuia B YkpaiHi 3aTBeppykeHi Hakazom MO3
Yxpainu Bif 16.02.2009 Ne 95 «HacTtaHoBa 3 K/TiHIUHHX A0CTimKeHb. JIikapcbki 3aco6um.
HanexxHa kiiHiuHa mipakTuka. HacrtanoBa 42-7.0:2008. [lama HacraHoBa 6yna
po3pobsieHa Ha mifctaBi KepiBauirea 3 HanexxHol KiiHiuHOT nmpakTvky (KepiBHULITBO
CPCP/ICH/135/95 (E6) «Note for Guidance on Good Clinical Practice», 1997).

Bumoram HanexxHoi KiaiHiuHOI NpakTMKA HeOoOXiZHO JOTPUMYBATHUCA TIpU
TPOBeJleHHl KJIIHIYHUX [JOC/i[)KeHb, pe3yJ/bTaTh SKUX IUIAHYE€TbCSA HaAaTh [0
pery/ssTOpHUX YIIOBHOBa)K€HUX OpraHiB.

OxpimM HOBUX TIperapaTiB, AOC/iPKyBaTH MOXKYTh i BiZloMi JlikapCbKi 3acobu aist
MiATBeppKeHHs iX e()eKTUBHOCTI Ta 6e3MeKH 3a HOBUMU TTOKa3aHHSMU.

3a gonomoror K/ MOXKyTb TaKOK [IepeBipATH, YA 3MIHIOETLCA [Jiid ITperaparTy B pasi
OJJHOYACHOTO TPUMOMY TIALliEHTOM iHIIKX JTIKapCHKUX 3acO0iB.



KniHiuHi gocnifmkeHHs iHHOBaLiIHUX MperapaTiB TPOBO/SATL Yy YOTHUPHU (pa3u.
[TpoBeneHui aHasi3 MaTepianiB K/ cBiunTh, 1110 B YKpaiHi uacTilie 3a BCe TPOBOASATHCS
KB II-I1I ¢a3u, 3 3amyueHHSIM Malli€HTIB i3 3aXBOPIOBAHHAMHU, [I/Is1 TKOTO PO3POO/ISIETHCS
naauii J13. Came 11i ha3u KB 1oTpeOyroTh BKIFOUEHHS 3HAUHOI Ki/TbKOCTI TMAL[i€HTIB /IS
noBefleHHsT e(eKTUBHOCTI Ta Oe3MevHOCTi JOC/TiKYBaHOTO JTiKapChKOT0 3ac00y.

Haiibinbi1 wacritme mnpoBoasaTtbes K]/ sikapcbkux 3acobiB st JTiKyBaHHS
3aXBOPIOBaHb B OHKOJIOI1], IICUXiaTpil, HeBPOJIOrii, MyJIbMOHOJIOr1I, peBMAaTOJIOr], TOLLO.
[le moB’A3aHO 3 TWUM, LIO L{i 3aXBOPIOBAHHS YAaCTillle 3a BCe CTAalOThb MPUUYMUHOIO
IHBasTiAM3aLil JIFOAUHU Ta TOTIPIIEHHS AKOCTI 11 )KUTTS.

MixxnapojHi 6araronenrpoBi K/ 3a o0/1acTaAMu MeJUIUHH, SIKi 3aTBep/KeHi
JJIS1 IPOBe/IeHHA B YKpaiHi

Mcuxiatpis Ta Hesponoris N2 260 29 11
Onkonoris [NN2SIN 80 33 22
MynsmoHonoris IS 14" 7 5
PemaTonoris dome 14 . 23 3
Enpokpuronoris [BG6. 10 3
Kapgaionoris @6Y 14 1

B #REF!' m#REF!' m#REF! 2015
rematonoris iS5 10 4
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B YkpaiHi Haiibinem mommpeni kiaiHiuHi gocmimpkenHs 11 dasu — macirabxi
JOCTiKeHHsI 3 3a/lyueHHsIM COTeHb ab0 HaBiThb THUCSY XBOPUX [/ TIiATBEpKeHHS
edexkTuBHOCTI ¥ Oe3meku JfikapchKoro 3acoby, HeobOxifHOro mo3yBaHHs, 360py
iHndopMmaLiii mpo mo0biyHi peakuii To11[0.



Mixuapojni 0araTonenTpoBi K/I 3a ¢a3zavu , aKi 3aTBep/pKeHi J/ist
NpoBejieHHs B YKpaiHi
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KniniuHi  gociipkeHHs TIpOBOASATBCA Y  BIiATIOBIIHOCTI 0 po3pobsIeHoro
3a3jiajieriib MPOTOKOJIY, 10 OIMMCY€E 3aBJAHHA Ta MeTy AOC/IiIKeHHS. Y IIPOTOKOJII
3a3HaueHO pe3y/IbTaTh [JOK/IIHIYHUX [OC/IiKeHb, BU3HAYEHO, 3@ SIKUMM KPUTEpIsiMU
o0MpaTUMyTh MallieHTiB Ayis yuacTi y K/, 5K 9acTo maifieHTa o6CTe)KyBaTUMYTh TTiJ] uac
JOCJTiIKeHHS Ta SIKMU Jac JiiKapi CyrpoBOpKYBaTUMYTh MOTO0 10 3aBepiieHH0 KB, ko
BiH NPUMNUWHUTH MPUKMMATH Npenapar.

ITpoTokos1 BUNIpOOYBaHHS Ta iHIII JOKYMEeHTH, Hallpukaj, popma iHbopMoBaHOI
3roAu JJjis  TallieHTa, peTeJibHO aHa/li3yeTbCs BiJITMOBIAHUMU [lellapTaMeHTaMu
Hep>xaBHOrO ekcriepTHOro LieHTpy (AELI).

Ekcriepty, 30KpeMa, po3rJ/isgfatoTb MeTy Ta BCi yMOBU KB, 3BaXKyrOTb KOPHUCTB i
PU3MK AJis TIAl[ieHTa, AUBIATHCSA, Y4 He Oy/0 BUSB/IEHO 3a pe3yJ/bTaTaMH JOKTiHIUHAX
JOC/TiIKeHb (Ha TBapUHAX ) TIperapaTy 4oroch, 1[0 MOKe HALKOJWTHU MaLli€HTy, U Jat0Th
CBi BUCHOBOK. Ha mificTaBi nmo3utuBHOro ekcneptHoro BUCHOBKY JELl mpotokonu K]
3aTBePPKYHOTbCAd Haka3amMud  MiHicTepcTBa 0OXOpOHU 3740poB’st (mani-MO3), ki
OTPU/IFOJHIOKOTBCS Ha MOr0 O(iLliMHOMY CaWTi Ta € JOCTYIMHUMHM /ISl yCiX 3aljiKaBJIeHnX
oci6. [Ipyruii [03BiIbHUM JOKYMEHT — BUCHOBOK JIOKa/IbHOI €THYHOI KOMiCil MeIMuHOT0
3aK/azy, Ae 1iaHyeTbes rnpoBeneHHsa K. Jlviie micig 0pOro K/iHIUHe AOCTIKeHHS
MO’KHA pO3IMIOYMHATH.

K/I ripoBofATh ¥ Oy/Ab-IKHX JTiKyBaJbHO-TIPOMIMAaKTHUHUX 3aK/aziaX, AKi MalOTh
HeoOXi/iHy K/TiHiuHy 6a3y Ta MeJUUHUI TIePCOHAJT i3 Bi/ATIOBiHOO KBasTidikaili€to.

Haituacriiie KaiHiuHI AOCTiKeHHSI TTPOBOASATHCS B 00/ACHUX Ta MiChKUX JIiKapHSX,
K/IiHIiKaX HayKOBO-ZIOCTiIHUX iHCTUTYTiB, Ha KiHIUHKUX 0a3ax Kadeap MeIdYHUX
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yHiBepcuTeTiB. [loc/ifpkeHHs1 B YKpaiHi MPOBOASTHLCS Ha HaleXKHOMY MNpodeciiHoMy
PiBHi, 10 HEOJHOPA30BO TiATBEPKYBaJOCA B XOJi IHCHEKLin YrmipaBiiHHS
nipoioBosibcTBa Ta MeuKaMmeHTiB CIIIA (Food and Drug Administration - FDA), a Takox
peryisaTOpHUX OpraHiB pi3HMX EBpOINenchbKUX KpaiH, 30KpeMa European Medicines
Agency - EMA.

IcHytoua Ha AaHWM yac B YKpaiHi HOpMaTWBHO-TIpaBOBa 0a3a 00 K/TiHiYHUX
BUTIpOOYBaHb JIiKapCbKUX 3aco0iB TIOBHICTIO BiATOBiZae KpaiuM Mi>KHapOJAHUM
nigxoaam Tta gupektuBaM €C, mpo 10 HeoAHOPa30BO 3acBiguyBanu ekcreptu BOO3,
nipegcraBHUkKUd EMA ta FDA.

Yyacte YKpaiHu y TipoBefieHHiI OaratoieHTpoBux KB, sKi NpoBOAsSTBHCS
OJfHOUaCHO y b6araThOX KpaiHax CBiTy, Ma€ Be/IMKe 3HAUeHHs IS TALli€HTIB, JliKapiB Ta
KpaiHu B Ifiiomy. [l TAallieHTiB - Iie [a€ MOK/MBICTh OTpPUMAaTHd Oe3KOIITOBHE
NMiKyBaHHS HOBUMH JTiIKapCbKUMH 3acobamu, [/1s JIiKapiB - Ije 3HAMOMCTBO 3 HOBUMU
TEeXHOJIOTISIMM JIIKyBaHHS 3aXBOPIOBaHb, [Ji1 KpaiHA - MOXJIMUBICTb MOAA/BIIOT
peecTpaliii JiKapchbKUX 3aco0iB 3 J0Be/IeHOI0 e(heKTHUBHICThb Ta Oe3MmeuHicTro.

oBak/MBOIO CKJIa/I0BOIO y 3abe3rneueHHi skocTi mpoBesieHHss KB € ripoBeieHHs
K/IiHIYHOTO ayINTY K/TiHIYHOTO OC/Ii/I)KeHHsI, IKA MPOBOASTH CTiBpobiTHUKY LleHTpy.
Kniniynauii ayautr KII - 1ie npouegypa ogiijiliHoi riepeBipky, siKy MpoBOAuThL LleHTp,
JNOKYMEHTIB, MpUMillleHb, YCTaTKyBaHHSI Ta 00Jia[HaHHSA, 3allMCiB, CUCTeMU TapaHTii
SAKOCTI Ta IHIIMX peCcypcCiB, fKi MatOTh BigHolieHHs 40 K/, SKi MOXYyTb MICTUTUCA Ha
K/TiHiYHKX 0a3ax, MpUMIIIeHHSX CITIOHCOpa Ta KOHTPAaKTHO-A0C/Ii IHUIbKIM opraHisailii, a
TaKOXX 1 IHIIMX MICIMX, fIKI TMPUKMMarTh yuacTb y mnpoBeseHHi KB. Bumoru no
ripoBesieHHs1 KA BusHaueHi y Poszini XIII ITopsay 690.

Cnip Bif3HauMTH, 1170 3a 11epiof 3 2012 poky no TpaBeHb 2018 poky criBpoOiTHUKN
LleHTpy NpuMHAIM y4dacTb (Ha TepuTopili YKpaiHM): y 6 IHCIEKLiMHMX MepeBipKax
KJTiHIYHUX BUTIPOOYBaHb JTiKapChKHUX 3aCc00iB, 1110 TIPOBOAMINCE TIpeicTaBHUKaMu FDA,
y 4 iHCHeKI[iiHMX TepeBipKax KIiHIYHMX BUIPOOyBaHb JiKapChKOro 3acoly, I
MPOBOAWINUCS TipeAcTaBHUKaMM EMA Ta y 1 iHCHeKI[idHiM TiepeBiplli K/iHIUHOTO
BUIPOOYBaHHS JIiKapChbKOTo 3aco0y, 1[0 MPOBO/U/IACh MPeCTaBHUKAMU PETy/SITOPHOTO
oprany fnonii — Pharmaceuticals and Medical Devices Agency (PMDA).

Incnektopu EMA, FDA Tta PMDA Bu3Hamu (yHKI[iOHyBaHHSI CUCTeMU K/IiHIUHUX
[OC/IiKeHb B YKpaiHi K JOCTaTHBO PO3BUHYTe. TakoxK, BUCIOBU/IM MOJSKY 3a yU4acThb Y
TIpOBe/IeH] TepeBipKU MpeCcTaBHUKIB Jlep)KaBHOTO eKcriepTHOro LeHTpy MO3 Ykpainu
Ta CrofiBaHHS Ha MaWOyTHIO criBmpaiffo. Taki cymicHi 3axoau mokasany, 1o K/ B
YKpaiHi TpPOBOASTHCS Ha BiATIOBiIHOMY piBHi 11]0/10 BUMOT HOPMaTUBHOI 0a3u YKpainu
Ta MDKHapOJHUX CTaHAAPTIB rpoBegeHHs K/I.

3a octaHHi poku criBpob6iTHUKY L|eHTpy NpuitHSIN yuacThb y 3-x pobourx Hapazax
(ceminapax) GCP-IncriektopiB EMA. Takox, B 2015 - 2017p. criBpobiTHUKY Biaginy
K/IIHIYHOTO ayJuTy OTpPUMald CepTUdiKaTh micas ycmimHoro npoxomxeHHs «GCP
Inspector’s basic training course», EMA.

3 MeTO P03’ sICHEHHSI OCHOBHUX M0JI0KeHb Hakazy MO3 Ykpainu Big 23.09.2009
p. 3a Ne 690 3i 3MiHamu, Ta Mi>kHapoJHUX BUMOT 1110710 ipoBefieHHs1 KB (GCP) LlenTpom
B 2015 portii 6ysi0 opradizoBaHo Ta rmpoBezieHo 10 HaBUanbHUX ceMiHapiB A/1s1 815 mikapiB
— pocnigHukiB, B 2016 poui - 16 ceMiHapiB, B SKUX MPUUHSIO ydacTb 977 ciiyxauiB; B
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2017 O6yno mpoBeseHo 10 cemiHapiB , B IKMX IPUMHAMIO yuacThb 1158 ciyxauis, 3a 5

micsiiB 2018 — 6ysio mpoBezieHO 9 cemiHapiB, B AKMX ITPUMHSIN yuacTh — 460 ciyxauiB.
Ha TenepimHiii yac B YKpaiHi cTBopeHa HOpMarvBHa 0a3a, sika J03BOJISIE

MIPOBOJUTHU KJTiHIUHI BUTIPOOYBaHHS y BiZINIOBiAHOCTI 0 MXKHaPOJAHUX CTaHJAPTiB. B Toit

JKe Jac, crpaTerig iHTerpauii YkpaiHu B €Bporelicbke CHiBTOBapUCTBO BHMarae

IpOBeJieHHs TI0JanbIIMX 3axOZiB L1040 TrapMOHi3aljii CHUCTeMH perjamMeHTaliii y

Bi/THOIIIEHHI JlikapChbKUX 3aCc00iB B YKpaiHi Bi/IMOBiIHO /10 CTaHZAAPTIB Ta JupeKTuB €C.
ITo pae yuacts y K/ nanientam?

Lle mepiir 3a Bce 0e3KOIITOBHE /1/Is1 TIAI[iEHTA JTIKyBaHHS.

[Tpu uomy Pomy 3abe3reuyroTbCs He JMIlle AOCIIPKyBaHi iKapchKi 3acobu, ane i
TnperapaTy CynyTHBOI Ta 6a30Boi Tepartii.

[To-mpyre, TMallieHT MPOXOUThL Pery/sipHi 00CTEXXeHHsT Ha CydyacHOMY piBHi Ta
KOHTPOJIb CBOTO CTaHy 3/I0pPOB’s, 1[0 He KOXKeH i3 Hac 37aTeH cobi 3abe3reunTH 3a
3BMYAMHUX YMOB JIiIKyBaHHSI.

[To-TpeTe, 1le AOCTYN A0 iHHOBAI[IMHMX JiKapChKuX 3acobiB. CaMe Taki JIiKU —
€[VHA HaJlis Ha BW)KUBAHHS, HallpUK/aj, [AJid TMAaL[i€eHTIB i3 OHKO3aXBOPIOBaHHIMU Ha
CTaZisiX, KOJIM BXKe KOJleH MeTO/ JIIKyBaHHS He [I0ToMarae.

[To-ueTBepTe, 16 BUCOKHMM piBeHb 3axuilleHOCTi. [larfieHT OGepe ydYacTh y
MOC/Ti/DKeHHI /MIne 3i B/IACHOIO YCBiJOMIEHOro Oa)kaHHS ITiC/Ig  ITiANMCaHHS
iHopMoBaHOi 3ro/i, OTPUMY€E CTPAXOBUM 3aXMCT Ha YaC y4yacTi B JJOCTi/pKeHHI 1 Mae
TIPaBO BUITH 3 HHOTO B Oy/1b-IKUii MOMEHT HOTO MPOBE/IeHHSI.

binbiie Toro, /lep>kaBHUM €KCIEPTHUM LI€HTDP peryJyspHO TepeBipse, 4u
BiAnosigae xizg npoBeseHHs K/ 3agB1eHUM MpU OTPUMaHHI 03BOJY JOKYMEHTaM.

Skio Hi, TO AOCTIPKeHHS TIPU3YMUHSIOTH [0 YCYHEHHS HeJOJKiB abo K
TIOBHICTIO TIPUITUHSOTH KOT0 NPOBE/IeHHS.

IIlo pae yuacrs y K/l pyis kpaiau?
[Onsi KpaiHM Lie Tepll 3a BCe 3MEHIIEeHHS BUTPAaT Ha JIiKyBaHHSl MAaLli€HTIB

iHHOBAL[IMHUMM NperniapaTaMH.

L1e TaKO>K MOK/TUBiCTb Y Mali0yTHBOMY 3apeecTpyBaTH e(eKTHBHMM Ta Oe3reuHuia
niKapchKuit 3acib. A/pke SIKIIIO KOMITaHisi IPOBOAWTE Y KpaiHi KTiHIUHI OC/Ti/PKeHHS,
3HAUWTh, BOHA 3aIliKaB/IeHa ITi3Hillle 3apeeCcTpyBaTH Ta BUITyCKATH CBil JikapChbKUi 3aci0
Ha 11 pUHOK.

Takox Lie HaBYaHHA JIiKapiB JOCHIIJHUKIB IepefoBUM TeXHOJIOrisIM B JIIKyBaHHI
pi3HMX 3aXBOpPIOBaHb Ta 30epeXkeHHs HalKpalyx (axiBiliB Ta poOOUKX MicCllb B KpaiHi.

Crif, TakoK pO3yMmiTH, 1[0 npoBeseHHs: K/ — 1ie BAMBaHHS KOIUTIB Y PO3BUTOK
iH(hpacTpyKTypH THX JlikapeHb, Ha 0a3i SKMX BOHU IMPOBOJSATHCS.



OHOB/MIOETBCST ~ yCTAaTKyBaHHA  MeJWYHMUX  3aK/IaZiB, BCTAHOB/IOETBCSI  BUCOKO
TeXHOJIOTiyHe 00/iaflHaHHS, L]0 [03BOJIsIE 00CTe)XyBaTH Ta JIiKyBaTH iHHOBaL[itHUMU
MeTO/laMH 3a HAUBUIMMU CBITOBUMU CTaHJapTaMH.

SIk pi3HaTHCA, SIK Ta e MPOBOJAThHCA K/IIHIYHI JOC/Ti/HKeHHSA?

1. Ha cauti MO3 ta [ELI (micas 3aTBepaxeHHs npotokony KII BianoBignui Hakas
po3MilyeTbcs Ha catax MO3 i IELL - www:dec.gov.ud). TaMm MOyKHa Ji3HaTHUCh
Ha3By [JOC/i/PKeHHs, MiClle MOro MpoOBeJleHHs, Ha3By Ta KpaiHy OpraHi3atopa,
nepesik ZOC/iA)KyBaHMX JiKapCbKuMX 3aco0iB Ta ixHIO JikapcbkKy ¢dopMmy Ta
[l03yBaHHSI.

2. Toparu mo JEL] 3aruT Ha HagaHHsS MyOstiuHOi iHpopMariii.

Ha choropHimHiii JjeHb po3pobsieHa TecToBa Bepcis efleKTpOoHHOro PeecTpy
KJ/IiHIYHMX 0C/Ti/PKeHb, /10 SIKOTO BHOCUTLCS BCs iHbopMaltis ripo K1, siki 6ymm
3aTBep/yKeHi HakazamMu MO3.

[Ticnst 3aBepitieHHs JOC/TiKeHHST IOTO pe3yabTaTh OyAyTb BHOCUTUCH [IO PEECTPY
Ta CTaHYyTh JJOCTYITHUMH [I/Is1 YCiX 3aljikaB/ieHuX ocib: maljieHTiB, BUpOOHUKIB, JliKapiB.

PeecTpy kiiHiUHUX JOoC/I/pKeHb B YKpaiHi (mecmosa eepcis)

HepxaBHun ekcneptHun ueHTp MiHicTepcTBa oxopoHn 3a0poB's YkpaiHu

IHcpopmaLia Wwoao KNiHiYHNX BUNpobyBaHb B YKpaiHi

TlaTomoTi9HIIT cTAH (He Menme 3 miTep)
MicIIs mpoBeIeHHs 10 CILIKeHH (He MeHmIe 3 diTep)
IIpenapatn (He menmre 3 mditep)
IIpodine BIIPOOYBaHH: | AKYLLEPCTEO, MHEKONOriz v | | Bueectw aaHi

AKyLLIEDCTBO, MNHEKONOorns
Anepronoria, iMmyHonoria
lacTpoeHTeponorna
racTpOeHTEPOMOoria, NPOKToNoria
lematonoria

lemaTtonoria, Hedponoria
lNHekonoria

FocTpuid IHhapKT Miokapaa
[NepmaToeeHeponoria
Nepmatonaria

EHOoKpWHONOria
EnpokpwHonona/Hedponoria
EHgokprHonoria; Kapgionoria
3noposi gobpoBonsLy|
IMyHonoria

IHhekUIAKHI xBoOpODOU

IHdbekuilHi xBopobu/negiaTpia
IHWe

Kapgionoria

Kapgionoria / Negiatpia -

CTopiHKka ODOIIYKY - WWww:dec.qov.ua

Tyr moxna 3HauTH KB 3a: [lamosnoeiuHum cmaHom; Micyem nposeodeHHs;
JJ13/npenapam; Ilpocpinem KB.



http://moz.gov.ua/ua/portal/?CID=25&_sort=docName&_order=-1
http://www.dec.gov.ua/index.php/ua/ekspertiza-materialiv-doklinichnikh-ta-klinichnikh-viprobuvan/nakazi-moz-ukrajini-pro-provedennya-kv

Mu Bci MaeMo ycBimomMuTH, 1m0 0e3 TIpoBe/eHHS KTiHIUHUX OCTiKeHb
HEeMO)K/TMBE BiIKDUTTS JIIKiB [/ TIOZ|0JIaHHSI TaKUX CEepPHMO3HUX 3aXBOPIOBaHb, SIK PakK,
CHI/, niaGeT Ta cOTeHb iHIITHX.

Po3ymiHHSI posi K/IIHIYHUX [AOC/IIPKeHb [OMOMOJKe Halllii KpaiHi MOCUIUTH
iHpacTpyKTypy JiKyBaJbHUX 3aK/a/iB Ta rpodecioHani3M /iKapiB, a TaKO)K pSITyBaTH
JKUTTSI COTeHb THUCSY Malli€eHTIB 3a JOMOMOI00 iHHOBAL[iIMHUX JIIKiB.



	Що таке клінічні дослідження лікарських засобів та чи потрібні вони українцям сьогодні?

