Indopmanis A/ NaljieHTIB PO K/TiHIYHI BUTIPO0OyBaHHSA JTIKAPCHKHUX 3ac00iB
IIo Take KjiHiuHe JOC/TiPKeHHA?

KniniuHe fociipkeHHs - HAyKOBe A0C/Ii/I)KeHHS 3a y4acTrO JIF0/ieH, 1110 TIPOBOAUThCS
J7s1 OIiHKM edeKTUBHOCTI Ta Oe3rmeuHoCTi Jiikapcbkoro riperapary. KiiHiune
JOCJTiHDKeHHST 116 €IUHUN criocib zoBecTw edeKTUBHICTb i 0Oe3rneky Oyab-sSKOro
HOBOI'O TIiperapary. YcCi KJ/IIHIYHI JOC/HI)KeHHs TIPOBOJATHCSA 3 [JOTPUMAaHHAM
crieLjia/ibHUX MiKHapOAHMX TMpaBu/a HanexxHoi KjiHiuHoi rpakTuku (Good Clinical
Practice - GCP). JJoTpumaHHS 1[UX TpPaBWI € rapaHTi€l0 [/l CYCIiJIbCTBA TOTO, L0
mpaBa i Oe3meka TmMalfieHTiB, 10 6epyTb yuacThb B [JOC/i/PKeHHi, 3axuileHi, a
pe3yJibTaTy JOC/i)KeHHS - JOCTOBIPHI.

3 AKO0I0 MeTOI0 NMPOBOJATHCA K/AIHIYHI JOC/Ti/HKeHHA?

KniHiuHi [JOoC/Ti)keHHS € HeBiJ'eMHOI0 YaCTMHOIO TIPOliecy PO3pO0OKH HOBUX
riperniapaTiB. [loc/iifykeHHs [al0Thb MOXKIMBICTH OTpHUMAaTH iHdbOpMallilo Mpo Te,
HacCKiJibki HOBUM Tipenapar e(eKTUBHUM [Jig JIiKyBaHHS KOHKDETHOT'O
3aXBOPIOBAHHS, SIKi B HBOTO IM00iUHi edeKTH Ta HACKIIBKA BOHHM HeOe3IeuHi s
3[I0POB'A 1 XKUTTS JFOAUHUA. TiIbKY MIC/IA TOTO, K K/IIHIYHI JOC/iIpKeHHS 3aBepileHi
Ta TMpOaHaai30BaHO IX pe3y/abTaTH, (PapMalleBTMUHA KOMIIaHis, 1[0 MPOBOAU/IA
JOC/IPKeHHsI, MOJKe T[I0/aTu 3asBKy /[0 [ep)XKaBHOrO OpraHy Ha peecTpaLiito
ripernapaTty (3ampoCUTH 03B Ha MOro 3acToCyBaHHA). Ko/leH iKapChbKyM npenapar
He MoXe OyTW BUBe/[eHHWM Ha DHWHOK, SIKII[O BiH He TPOMIIOB eTarl KIiHIYHUX
JOC/IipKeHb. 3a/le)kKHO BiJl pe3y/ibTaTiB [OC/I[)KeHb 3asBKa Ha peecTpaLito Moxke
OyTu BimxuneHa abo cxBaseHa. [IpernapaTy Oy/e BiZiMOB/IeHO B peecTpaliii, SKIIO BiH
BUSIBUBCS HEOCTaTHHO e(peKTHBHUM uu Oe3meuHuM. OJ[HAaK, HaBiTh y ILIbOMY
BUMAJKY Pe3y/bTaTy NOCIi/PKEeHb MalOTh BeJIMKe 3HAaYeHHs /i JIIoZeun. 3aBAsSKU iM
BUEHI 3MOXXYTb Kpallle 3p03yMiTH NPUPOAY 3aXBOPIHOBAHHS 1 pyXaTUCH AaJji B TOLIYKY
edeKTUBHUX 1 Oe3meuHHx MeTOZiB JiKyBaHHS. SIKI[O >K pe3y/bTaTH AOCTiIKeHb
i ATBEP/PKYIOTh eheKTUBHICTL i Oe3meKy Iperapary, BiH Oy/e 3apeecTpoBaHHH, i
JIiKapi 3MO)KyThb MOT0 TIPU3HAYaTH CBOIM MaL[i€eHTaM y BiZIMIOBIAHOCTI /10 TTOKa3aHb.

IIlo Take iHpopMmoBaHa 3roga?

[lepen TUM SIK TaLli€eHT MpUiiMe pillleHHs1 TIPO y4yacTh y [OC/i[KeHHi, Womy Oyge
HajlaHa TIOBHA iH(opMallis mpo Ije JOC/iKeHHs. 3roja, siKa JaHa JA00pOBUIBHO i
yCBiJIOM/IEHO, 3 YypaxXyBaHHsIM Bci€l oTpumaHOi iH(opMallii, Ha3UBaAETHCS
indopmoBanoto. Ilicia morepeHLOr0 OOTrOBOPEHHS, J/iKap HaJa€ TIalliEHTOBI
NMMCbMOBY iH(OpMaLlit0 TMpO JOC/Ti[)KeHHs, B SKil PpO3MOBIJa€TbCd PO  Liii
JOC/II[PKeHHs, TPUBAJIICTh, MPOLIeAYPU, MOXK/IMBI PU3UKU 1 KOPUCTh. IlalfieHT Moxke



B3ATH Liel JOKYMEeHT ZIoZioMy, 1100 1ije pa3 yBa)KHO MPOUMTATU MOT0 i OpPauTUCS 3
pigHuMu abo mikapem. ITigmicyroun iHdopMoBaHy 3rofly, TIAI[iEHT TiATBEPPKYE, III0
TIPOYMTAB i 3p03yMiB BCIO iH(OpMaLIit0, 1110 CTOCYETHCS AOC/IPKEHHS, 1110 HOTr0 3roja
Ha yuacTb € [J00OpoBinbHOIO i ycBimomseHoro. KpiM Toro, maijieHT Ma€e TipaBO
Bi[MOBUTHCS BiZi yuacTi i BUHTH 3 [AOCTIKeHHS B Oy[Ib-IKMid MOMEHT i 0e3
TIOSICHEHHSI TIPUYMH TaKOr0 PillleHHS.

Hagimo 06paT yu4acTh y KJIiHIYHUX JOC/TI/PKEHHAX ?

Y KOKHOTO yYaCHHKA K/TiHIUHUX JJOC/Ti/PKeHb MOXKYTh OyTH Ha 1je CBOi NMpuunHU. /151
KOrOCh apryMeHTOM «3a» CTaHe MOXXJ/IMBICThb JOBrO CIIOCTepiraTUCs M JKyBaTUCS Y
BHCOKOKBaTihikoBaHOTO (haxiBIis i 6€3KOIIITOBHO OTPUMYBATU HaliCyyacHillri, asie 1ie
He 3apeeCcTpOBaHi mperapatv. Y KOrocb CTUMYJ [0 y4dacTi y JOC/iKeHHI MoxKe
BUSIBUTHUCS a/IbTPYICTUUHUM - MOYK/TUBICTb IPUHECTU KOPUCTH 1HILWM JIFOJIM, BHECTH
CBili BHECOK Yy HayKOBHUU MOIIyK. XTOCh, HaBMaKW, HIKOMM He OpaTMMe yuacTi B
JNOC/TiPKEHHSIX, HanpuKJ/az, 10600 UUCH nob6iuHKX e(eKTiB.
Y 6yabp-sIKOMY BUTAAKY TAL[iEHTY Ba’K/IMBO PO3YMITH, III0 3 y4acTi0 y KJIiHIYHOMY
JOCJTi/DKeHH] TIOB'sI3aHi He TiIbKU KOPUCTh (K yis Bac 0cobucTo, Tak i zyis
CyCHinbCTBa), ane ¥ pu3uMKU. EKcrepuMeHTa/lbHI JIiKH MOXYTh BHUSIBUTHCS
Hee(eKTUBHUMM, OifibIlle TOTO, B XO/i IX 3aCTOCyBaHHS (sIK, BTiM, i Mpu JIiKyBaHHI
OyAb-KMM [I03BOJIEHUM [0 3aCTOCYBaHHSI TIperapaToM) MOKYTb DPO3BUHYTHCS
cepiio3Hi abo HaBiTH 3arpoyKyrodi JKUTTIO MOOiUHI edeKTU. YuacTh y AOCTiIKeHH]
MO>Ke 3aiHATH Oifbllle yacy i CusI, HiXK CcTaHZAPTHI Criocobu JiiKyBaHHs (HaIlpUK/Ia,
GisibIlla uyacTOTa TOI3[0OK B KIIiHiKy, TpUMOM O6inbinoi Ki/JIbKOCTi TiperapaTiB y
BiIMOBIZAHOCTI 3i CKaiHUM rpadikom Ta iH.)

XT0 MOXKe OpaTH y4acTh y KIiHIYHHUX JOCTiHKeHHAX?

IIponeaypa T1ipoBefjieHHS K/IIHIYHOTO [AOC/TIKEeHHS OIMUCYETbCA B CreLiiabHOMY
JIOKYMEHTI - TIPOTOKOJII JOC/TipKeHHA. Y TMPOTOKOJIaX KIIHIUHUX JOC/III)KEHb 3aBXAU
Tpe/iCTaBJ/leHi, TaK 3BaHi, KpUTePii BK/IIOUEeHHS i BUK/IFOUeHHS. XapakKTepUCTHUKH, SKi
JTIO3BOJISIIOTH MALiEHTy MPUMMATHU y4yaCThb y KJIIHIYHOMY [JOC/Ii/I)KeHHi, Ha3uBaKThCS
KpUTepisAIMU BK/IFOUeHHS. T1 XapakKTepuCTHKY, TIPpY BIANOBIAHOCTI SKUM TALiEHT He
MOXKe OyTd TIpUHHATANM B KJIiHIUHE [JOCJIi/KEHHS, Ha3WBalOThCS KpUTEPisiMU
BUK/TIOUEHHS. Y UWC/I TaKWX XapaKTePUCTUK MOXYTb OyTW cTaTh, BiK, TIeBHe
3aXBOPIOBaHHS, CTafisi i WOro TpHBasiCTh, 0COBIMBOCTI IMOTEpPeHBOTO JIiKYBaHHS,
Toirjo. KpuTepieM BUK/IIOUEHHS B OaraThbOX AOCTiPKEHHSIX € BariTHICTb i rofyBaHHS
IPYy/Ai0, TOMY III0 HEBi/IOMO, SIK MpeTiapaT Mo)kKe BIUTMHYTH Ha TUliJ abo Ha 3/I0pOoB's
JMWTHWHU, TIOTPAIVISIFOUX B MOT0 OPraHi3M uepe3 MUIalleHTy Ud rpyAHe MOJIOKO. JKiHKU

PernpoAyKTUBHOIO  BiKy, BK/IOUEHI B  KI/IIHIYHe  [JOCJi/[)KeHHs, TIOBHUHHI
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BUKODUCTOBYBaTH HaJiMHI MeTOAW KOHTpauernuii. Sk mpaBuio, B AOC/iIKEeHHSX
MO>KyTh OpaTH yuacCTh Ti/IbKM TIAI[iEHTH, SIKi CTpaXk/lal0Th IMEBHUM 3aXBOPOBaHHSIM,
/s JIIKyBaHHSI SKOTO TIPU3HAUEHUM [JOC/IiIKyBaHuUM mpenapaT. Tilbku B
nocaimkenHs: I gasu, Koy mpernapaT Briepiie 3aCTOCOBYEThCSA Y JIFOAUHU, MOXYThb
HaOupaTH 310pPOBUX J0OPOBOJIBITIB.
BaxnuBo po3yMiTH, 110 KpUTepil BUK/IIOUEHH HiI B SIKOMY pas3i He HOCATH
JUCKPUMIiHALIIIHOTO XapaKTepy i He CIIpsIMOBaHi Ha Te, 11100 He JOMYyCTUTU SKOTOCh
KOHKPEeTHOTO MaljieHTa B A0C/i/pkeHHs. Bonu HeoOxifHi 3 ABOX mpuuuH. [To-miepite,
1100 3abe3meunTy 6e3MeKy y4acHHKIB, a MO-Apyre, 00 AaTH JTiKapsaiM MOXX/IUBiCTh
BIiJITIOBICTU Ha TOCTaBJIeHI B AOC/IIJKeHHI NMUTaHHA. B X0zl uMc/ieHHUX [JOC/TiIKeHb,
1[0 TepeAyrTh KJIHIYHUM, B 3arajbHUX pHCAX CTAa€ 3PO3yMisi0, UM [JOCTAaTHHO
Oe3meuHuii Mperapar, a TAKOX CK/IAJA€TbCs Tepesiik WMOBIDHUX IIPOTHIOKa3aHb.
Hampukiag, sSKIO TAI[ieHT NpUMMae iKW, SKi MOXKYTh BCTYITUTH Yy Hebe3meuHy
B3a€EMO/I0 3 OC/IiI)KyBaHUM TpernapaToMm, TO TaKWH TMaLlieHT He 3MOyKe TIPUEAHATHUCS
no pocmimkenas. Komu moBa #ifie ipo 3abe3reueHHsT JOCTOBIPHUX pe3y/bTaTiB, TO
O/IVH 3 HaAWIOUIMPEHIIINX KPUTEPIiB BUK/IHOUEHHS - TIPUMOM TperapariB, CX0XUX 3
JoC/ipKyBaHUM. Harpukiaj, rpuiioM aHTHOIOTUKIB He3aJJ0Bro /0 IOC/i/I)KeHHs
aHTubOioTHKa. SIKI0 fABa TperapaTy HaJalOTh CXOXYy Jit0, TO JI OLIiHKH
eheKTUBHOCTi 0JHOT0 Tpeba BUK/IFOUMUTH BIUIMB iHIIIOTO.

®a3u KIIHIYHUX A0CTiHKeHb

KutiHiuHMM [OC/TiKeHHSIM 3aBX/IW Tlepe/lye BUBUEHHs TperapaTty B jlabopaTopisix -
in vitro (y mpobipkax) Ta in vivo (Ha maboparopHux TBaprHax). TifbKH, SIKII[O B XOZi
JOK/TiHIUHUX JOCTiPKeHb OTpHMMaHi TO3WTHBHI pe3y/JbTaTH IO Horo Oe3rmerii Ta
e(heKTHUBHOCTI, Mpenapar [JOMyCKAeThCS HA CTaZit0 K/IIHIUHUX JOC/TiIKeHb. KiiHiuHi
JOC/TiPKeHHsI TPOXOAATh y JeKisibka etamiB (¢a3). Ha kokHy HacTynHy a3y
rperiapaTt MepexoAuTb TiIBKU B TOMY BMIIQ[Ky, SIKIIO BiH T[IOKa3aB XOpOILi
pe3yJibTaTu Ha riorepe/Hiu.
Y 1 ¢a3i ekcrepuMeHTa/IbHUM TperapaT TeCTYEThCS 3a YyaCTHO HeBeIMKOi Tpymu
mogein - 20-80 oci6. Ile mepiie 3acTocyBaHHS Tipemapary y JroguHu. JIikapi
OLIHIOIOTh MOT0 TOKCHYHICTh, BH3HAUalOTh Oe3reuHe A03yBaHHS, ieHTH(DIKYIOTh
nobiuHi edekTH.

Y 1II a3i mnpemapar TecTyeTbcsi 3a ydacTio mnopsgky 100-300 marieHTiB.
[TepeBipsieTbCsl 1OT0 e(eKTUBHICTh TIPM T€BHOMY 3aXBOPIOBaHHI i JieTalbHO
OL|IHIOIOTHCH PU3UKU 3aCTOCYBAHHS.

Y III ¢as3i npemnapar AOC/IHPKYETHCSA 3@ YUaCTHO Ki/IbLKOX THUCSY Talli€eHTiB (Bif ofHi€l
[0 TphOX i OisbIrie), 11100 Ha BeMKIM TMOMYJSALil MiATBepAUTH HOro edheKTHUBHICTb



NpU TIeBHOMY 3axXBOPIOBaHHi, BHUSBUTHA pifKO BWHMKaroui T0OiuHi edekTH i
TIOPiBHATH 3i CTaHAAPTHUMHM CITOCO0aMH JTiKyBaHHS.

IV (a3za - 11e Tak 3BaHi MOCTMAapKeTHUHIOBI JOCTi/PKeHHS, sIKi IPOBO/IATHCS BXKe TTiC/Is
peectpanii mpemapary (iHogi iX HasMBalOThL MicaApeecTpaniiHi). Ix Meror €
OTPUMaHHS [AOZAaTKOBOi iH¢opmariii mpo 6e3rneky, edeKTUBHICTb i oONTUMasbHEe
3aCTOCYBaHHS Ipenapary.

SIKi OyBaloTh BH/H K/IIHIYHUX AOC/Ti/PKEHb?

ITopiBHANBHI AOCTIIKeHHA. Y [UX J0C/i)KeHHSIX HOBUM, eKCrepuMeHTaJTbHUN
TiperiapaTr TOPiBHIOETLCS 3 YK€ iCHYIOUMMH, CTaHJApPTHUMM CITocob6aMM JTiKyBaHHS.
Ilnst 1iboro BCi marjieHTH, HabpaHi B AOC/i/PKeHHS, AinSThCs Ha ABi rpynm. [larjieHnTn
B MepuIid TpyIi OTPUMYIOTb Teparil0 HOBUM MperapaTroM, MallieHTH B JpYTik -
CTaHJapTHUM (L rpyra Ha3UBA€TbC KOHTPOJIBHOKO).

Cninmi pocmimpkeHHsA. BBa)kaeTbCs, 1[0 HAMOLIBINT AOCTOBipHI pe3y/nbTaTh MO’KHA
OTPUMATH B AOC/IKEHHI, B IKOMY Hi JliKap, Hi Mal[i€HT He 3HAlOThb, IKUW Mpernapar -
HOBUII ab0 CTaHAAPTHUM - TIpUiiMae TaljieHT. Take AOC/iHKeHHS Ha3WUBAETHCS
«MOJBIMHUM CJIMUM». Y pasi, KoMYW TiJIbKA TIAL[iEHT He 3Ha€ SIKMM Tperapar
TIPUUMAETHCS, TO AOCTIIPKEHHS] Ha3UBAETHCS «ITPOCTUM CJIIITUM».

BigkpuTti gociijpkeHHsi. Y LbOMYy BUIAJKy i JiiKap, i MAalL[ieHT 3HaKTh, SKWU
riperapar NpuMMae Marji€HT.

Ilnare00-KOHTPO/ILOBaHI AOC/TiHKeHHA. SIK BiZloMO, B ZIeIKUX CUTYallifIX yBa)KHE
CTaB/ieHHS JiiKapsgd i camM (akT TIpoOBeJleHHs JIiKyBaJlbHUX TMPOLelypP MOXKYTb
MO3UTUBHO TM03HAYATUCS Ha cTaHi maijiedTa. [[[o6 BUKIHOUMTU BIUTUB Cy0'€KTHBHUX
(dakTopiB Ha pe3yJbTaT JiKyBaHHsSI MPU [JOC/i/pKeHHI HOBOTO TperapaTy, Horo Aito
MO>KYTh OI[iHIOBAaTH y TIOpPiBHSHHI 3 ruiarie6o. Ilmarjebo - 1je HeakTHMBHA peYOBHHA
(mpenapar - «IyCTyIIKa»), 3a 30BHIIIHIM BUIJISAOM, CMaKOM Ta iHIIMMHU O3HaKamMH
He BIJ|pI3HAETHCA BiJ AOC/IIKYBaHOIO Iperapary. 3 eTUYHUX IIPUYUH 3aCTOCYBaHHS
maiebo B KIHIYHUX JOCTiIKeHHSX oOMe)keHa. BiAmoBigHO g0 NPUHIMIIB
l'enbciHcbkOl  fAeknapauil BcecBiTHBOI MeAuuHOI acoLjiaifii, KOPUCTb, PU3MKH,
HEe3pPYUYHOCTi i e(eKTUBHICTHL HOBOTO CrocoO0y JiKyBaHHSI TIOBUHHI OL[iHIOBaTUCS Y
TIOPiBHSIHHI 3 Kpall[UMHU 3 HasiBHUX CIIOCOOIB /iKyBaHHS, 3a BUHATKOM HACTYITHUX
BUmaKiB. Ilo-mepiie, KoM BUKOPWUCTAHHA B [IOCHiKeHHAX Tulariebo abo
BiZICYTHICTb JIIKYBaHHS MIPe/CTaBJISIETbCS BUNIPABAAHUM, OCKIJIbKM BCe OHO He iCHYE
edheKTUBHOrO Crioco0y iKyBaHHS JaHOTO 3aXBOpIOBaHHSA. [lo-Apyre, KO iCHYIOTh
TepeKOH/IMBI HAYKOBO OOIPYHTOBaHi MPUYMHMA BUKOPUCTAHHS T1alebo /s OL[iHKA
edeKTUBHOCTI abo Oe3meKu AOC/i/PKYBAaHOTO CIOCO0y TiKyBaHHSA, i TAI[i€HTH, SKi
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OTPUMYIOTH I/1a1[eb60 abo He OTPUMYIOTh HISIKOTO JTiKyBaHHS, He OyyTh Ii/ijaBaTHUCS
PU3MKY 3aTlo/lisIHHS CepPH03HOro abo He3BOPOTHOTO 30MTKY 3[0POB'I0. Y AeKmaparfil
TTiZIKPEeC/TIOETLCS, 10 BiJTOBiAHI 3aX0AW TIOBMHHI B)XUBATHCS MJII TOrO, I1[00
YHUKHYTH HEBUIIPAB/IaHOTO 3aCTOCYyBaHHS Tu1aie0o.

Panpowmizarjis. lle meros BUIAZKOBOTO BigOOpPYy, SIKMM 3aCTOCOBYETHCS [Jist
PO3MOAINY YYaCHUKIB [OCTI/PKEHHSI 3a TpynaMH JIiKyBaHHS (JOC/iKyBaHUU
Tiperapar, akTUBHUM TperiapaT MopiBHSHHS abo miate6o). PaHjomisallist HeobxizHa,
0 3BeCTH [0 MiHIMyMy CyO'€KTHUBHICTb TIpM pO3MOZiJi YYaCHUKIB TIO TpyTax.
3a3BUyail paHJOMi3allif0 TIPOBOJUTH KOMITIOTEp 3a CIiel{ia/lbHO pPO3p00/IeHO0
nporpamoro. Mo)KHa CKa3aTd, 10 paHZoMi3allisi - 1je >kepeOKyBaHHSl, TpHU
TIPOBe/IeHHI SIKOI BUK/TFOUE€HUM JIFOACHKUM (haKTop.

IIlo BifOyBa€eTHCA MijJ Yac KIIHIYHOTO AOC/Ti/PKEHHA?

[loKnafHui y1aH JOC/IiKeHHSI ONTMCAaHUM B JOKYMEHTI, IKUM Ha3WBa€TbCS MPOTOKOJI
JNOC/IPKeHHS. Y TIPOTOKOJIi BKa3aHO TPUBAIICTb JOC/iPKeHHS, KpUTePil BKIOUeHHS
i BUK/TIOUEHHSI yUaCHUKIB, PO3KJaj MPUMOMY TiperiapaTiB. ¥ MPOTOKOJIi 000B'SI3KOBO
BKa3y€eThCS TIepestiK i po3Kiiaj, o0CTe)KeHb Ta aHaJIi3iB, AKi MOBUHEH TIPOMTH i 3/aTH
narfieHT. [TpoTOKOM pO3pO0JISETHCS CMIOHCOPOM /IOC/Ii/PKEHHST - K TIPaBUJIO, Lie
(dapMalleBTUUHA KOMIIaHis, a BHUKOHYETbCS JiKapsAMHU-AOC/AiTHUKaMU B KIIiHiKaXx.
o6 mocsigKeHHsT MOIJIO TIOUaTUCS, TPOTOKOJ/ CIIOYaTKy MOBHWHEH TMPOWTH eTUUHY
eKCIepTU3y W OJlep)KaTh CXBaJIeHHSI KOMICii 3 MHUTaHb €THUKW MPU JIiKyBaJbHO-
npodinakTHUHOMY 3aKiaji, Ae Oyje TIPOBOJUTHCH KiiHiuHe BUIIPOOyBaHHS Ta
Hep>xaBHoro exkcrieptHoro LeHTpy MO3 Ykpainu. Kowmicil 3 nuiraHb eTUKU IIpU
MKyBa/JbHO-NIPOMIIAKTUUHNX ~ 3aK/IaJlax 3/ildCHIOIOTh KOHTPOJIb 3a 0e3meKkoro
TaLi€HTIB-yYaCHUKIB JOC/IIIPKEHHS MIPOTATOM BCbOT'O AOC/TIPKeHHs, CTeXaTh 3a THUM,
06 AoTpUMYyBasKCs iX mpaBa. Y XO/i AOCTiIKeHHS 3 KOMICisiMUA 3 MUTaHb eTUKH
TIpU JIIKYBa/IbHO-TIPO(Mi/IaKTUUHUX 3aK/IaJaX y3ro/pKYHThCS BCi 3MiHM B MPOTOKOJII,
a TakKOX Yy [OKyYMeHTax, sKi IpU3HaueHi [/ Tali€HTiB (Harpukiaag, y Qopmi
iH(opmarii ay1g natieHTa / iHpOpMOBaHil 3rofi).

Jlikap 3HaMOMUTB Malji€eHTa 3 ycCiMa acreKTaMy K/HIYHOTO AOC/ipKeHHS i, SKI0
naljieHT Ja€e CcBOr 3rofy (miamucye gopmy iHdopmMoBaHOi 3ro/iu), BK/IIOYAE MOr0 B
JocaipkeHHs. IIpoTAroM BCBOTO JOC/TIPKeHHS Mali€eHTU TOBHWHHI peryJsispHO
TIPUXOJIUTH B KMiHIKY /11 00CcTexKeHHs i 3/1aui aHami3iB. Takox Tmif yac Bi3uUTiB BOHU
3a3BMYad BIJIOBIJAalOTh HAa MWUTaHHA JiiKapiB mpo camonouyTTs. Lli mpoueaypu
HeoOXxifgHi, 1100 oiiHUTU edeKTUBHICTL i Oe3reKy HOBOro mpernapaty. /s
TIPaBUILHOTO TIPOBE/I€HHS [JOC/TiKeHHsI Heo0Xi[HO, 11100 BCi yUaCHHUKM NPUXOIUIN B
ctporo oOymoBneHuid dac. ['padik BigBiyBaHb OIMUCYETHCA B IIPOTOKOJII



nociimkeHHs, i B dopmi iHdbopmoBaHoi 3rogu. YacToTa BifiBiZlyBaHb pi3Ha 3aieXHO
BiJi TIPOTOKO/MY MAOCTi[KeHHS - B OJHOMY /OCHTi[KeHHi Bi3UTH MOXYTb OyTH
LIOTW)KHEBUMM, B IHIIIOMY - 3allJlaHOBAaHWM OJIUH Bi3WUT B KijibKa MmicswiB. YactoTa
Bi3WTIB i BCi mpoBezieHi TIpoljeAlypH i 0OCTe)KeHHsT orvcaHi B iHGopMoBaHii 3rofi.
[Tigmucyroun iH(OpPMOBaHY 3rofy, TNaLi€eHT IOTOJPKYETbCS i3 3alpONOHOBAaHUM
rpaikom Bi3WTIB.

barato gocnimkeHb IPOBOAATLCA aMOy/1aTOPHO, TIPY 1[bOMY BCi TIperiapaTH Ialji€eHT
TIpUiiMa€e BIOMa, a B KITiHIKY TIPUXOJUTh TiJIbKA /i1 MPOBE/IEHHST 00CTeXKeHb. AJie
iHozi OyBa€ BayK/IMBO, 11100 yUaCHUK JOC/Ii/PKeHHST 3HAXOAUBCS ITiJ HaTJIsZIOM JIiKapiB
y craijioHapi. SIKIII0 TPOTOKO/JIOM TMepeJ0aueHO CTallioHapHe JIiKyBaHHS, JIiKap
rioriepe/yKae marji€Hra 1po Le.

ITTo cTaHeThCs, AKIO CTaH 3/J0POB'fA NMaLji€HTa NOTiPIIUTHCA?

CrtaH 370pOB'sl MaljieHTa KOHTPOJIFOETLCS JliKapeM, SIKMM TMPOBOJAUTH [OC/Ii)KeHHS.
Akuwio ikap BBa)ka€, 110 MPOJOBXKEHHS YyyaCTi B K/IIHIYHOMY [JOC/iKeHH]
Hebe3meuHe [1s Malli€eHTa, MAllieHT Oy/le BUBeJeHUM 3 A0C/ipKeHHs. [CHyI0Th 1 iHIIi
NIPUUMHHU, TI0O SKWUX TAIliEHT Mo)Xe OyTH BHBEJEHWM 3 [OC/IiPKeHHs, BOHHU
BifjoOpakeHi B MPOTOKOJIi A0C/iKeHHs i B iHdopMoBaHiii 3rozi. CriocTepe)keHHsI 3a
CTaHOM 3/I0pPOB'Sl MAL[iEHTIB YacTO TpPUBAE W TICAS 3aBepLIeHHS JIIKyBaHHS
JOC/TiHKyBaHUM TIperiapatoM. IHOAI B AOCTi/pkeHHI mMepefbaueHi crielfia/ibHi
rmporpaMu  3a0e3reueHHs TIALiEHTIB  TIperapaTtoM, 110 TATBEPAWB  CBOIO
eheKTUBHICTb, 10 THUX ITip TTOKU BiH He Oy/ie 3apeeCTPOBaHMM Yy HaIlllili KpaiHi.

Y xopi [pdochipkeHHs TIALiEHT 3HAXOJUTLCS TMif TIOCTIMHUM HarjsoM, HOMY
HaZlaeThCst HeoOxiziHa KBastipikoBaHa MeJuuHa oromMora. TakoXK KO>KeH TallieHT Ma€e
MpaBO Ha BiAIIKOAYBaHHA IUKOAW 3J0POB't0, 3aBJaHOI yuyacTIO B KJIIHIUHOMY
pociaimkeHHi. CTpaxOBKy JJisi BCiX TIal[i€HTIB, 1[0 TMPUUMAKOTh Yy4acTb y
JOCJTiIKeHHI, oruiauye KOMITaHis, 1110 OpraHi3ye e J0CIiIKeHHs (CITIOHCOoP).

SIka TpuBaIiCcTBb AOC/TIIHKeHHA?

Heski pociipkeHHs TPUBAIOTh KUIbKA THJKHIB, JesKi - pokaMu. lle 3aiexuts Bif
1iJled Ta CKAaHOCTI [AOC/aifpkeHb. TepmiHM TIpOBeJieHHS JOC/i/P)KEeHHS 3aBXIU
00yMOBJTIOIOTBCS B TPOTOKOJIi. JIOKa/ibHi KOMiCii 3 MATaHb €TUKU MpH JiKyBaJabHO-
NMpo(QiNaKTUYHUX 3aK/IaJax CIOCTepiraloTh 3a XOJOM [JOCTI[KEeHHS aX [0 KOro
3aKkiHueHHS. [locmikeHHsI B Oyab-sIKM MOMEHT MO)Ke OyTH TPUITMHEHO, SIKIIIO0
KOMICisl 3 THTaHb €TUKU BBa)KaTHIMe, 1110 BOHO He0e3IMeuHo /1JIs1 yYaCHUKIB.

UM m1aTATh NaljieHTaM 3a y4acThb Y A0C/Ti/pKeHHA?



Hi, nauieHTam 3a y4yacTb y AOC/I)KeHHI 3a3BUYall He T/1aTATb. BUHATOK CTaHOB/ISITh
pocaimkeHHss [ a3y, Komu TipernapaT BIeplle 3aCTOCOBYETbCSI Y 3[0POBUX
N0OpOBOBLIB, i AoCTiKeHHS 0i0eKBiBaIeHTHOCTI, sIKi MPOBOJSATHCS /ST peecTpariii
reHepyKiB (HermaTeHTOBAaHMX KOMiM OpUIiHaJIBHUX TIpernapariB). Y  JesKux
JOCTiKeHHIX MoxXke OyTv mepefibaueHa oruiaTa y4aCHHUKaM TPaHCTIOPTHUX BUTpaT.
Y nuceMoBiM iHpoOpMaLii s MaljieHTa, Ky BiH OTPUMY€ Ha DYKH, 3aBXIH
BKa3yeTbCsl, UM TMepefbaueHa oriaTa TPAaHCIIOPTHUX BUTPAT y paMKaxX LIbOTO
JIOCJI IPKEHHS.

SIki npaBa MaKTh NALji€EHTU-YUYaCHUKH JJOC/Ti/HKeHb?

HixTto He mae mpaBa NpuUMyIlyBaTU Malji€HTa [0 y4yacTi B JOC/ILpKeHHi. Y4acTb y
JOCTi/KeHHi - 1je BijibHUM BUOip KoykHOrO. [lallieHT Mae mpaBo B Oy/ib-SIKUi MOMEHT
i 6e3 MosiCHeHHSI TIPUUMH BUUTH 3 JOC/IHKeHHS. Y [esIKUX BUIaJKaX He MOXKHA
BUWTU 3 JOC/TiIPKeHHs HeraiiHO (HarnpuK/IaJ, KOMu Hebe3rmeuHo Bijpa3y BigMiHUTU
Tpernapar, a IMoTpibHO CKOpoUyBaTH HMOTO /103y MOCTYIIOBO). Y Oy/Ab-IKOMY BUIIAJKY
3a00poHa Ha HeTaWHMM BUXif TAl[i€eHTa i3 AOC/iKeHHS OyJe MpOAWMKTOBAaHUM
TypOOTOI0 PO Horo 6e3neKy, a He AKUMHUCH iHIITUMH MipKyBaHHSIMH.

[TarjieHT Mae 1paBO Ha OTPHUMaHHS BCi€l OTPibHOI Hiomy iHbOpMaLiii, 1110 CTOCYEThCS
JOCJIiIKeHHs, AOC/IIIP)KYBAaHOTO TperiapaTy i CTaHy B/IaCHOTO 3[0POB'S, Y MTOBHOMY
00csi3i Ta B goctynHikd (opwmi. KoHrakTtHa iHbopMallis sikapsi, sSIKHii TPOBOJAWTH
JOC/TiIKeHHs, MiCTUThCSI B iHDOPMOBaHIM 3ro/i.

[TarjieHT Mae rpaBo Ha KOH}iAeHIifiHICTb CBOIX 0cobHCTHX AaHuX. Best iHdbopmariis
TIPO HBOT'O 30epiraeTbCsi B 3aKOJ[OBAHOMY BHIJIAZI, 0 Hili He MOKHa BCTAaHOBUTHU
fioro ocobucTictb. MeiuHy AOKyMeHTAIlif0, KPiM JliKapsi, MO)Ke TIeperJisifjaTh Jy’>Ke
obmMexxeHe Komo oci6. Lle criBpobiTHUKM KOMTIaHii-ClIOHCOpa, KOHTPOJIOMOUi
MPOBEeJIeHHA [JOC/Ti[pKeHHd (MOHITOpH), $IKi TPOBOAATH ayAuT (ayguTopH), i
IHCTIEKTOPU YMOBHOBa)KEHUX [lep>KaBHUX OpraHiB (B YKpaiHi — KJIiHIUHUM ay[uT).
BoHu [qUBASTBCS [JOKYMEHTAllif0 TilbKW B Tikd Mipi, B sKili 1je HeobximHO A5
JOCTi[KeHHs, i 3000B's13aHi CTPOTO JOTPUMYBATH MPUHLIUTT KOHDiIeHIIiHOCTI.

SIki o000B'SI3KM TMOK/I3/ieHi HAa Y4YaCHMKA KJHHIYHOTO JOC/TiHKeHHA?
IocipKeHHsT TTPOBOAUTLCS I TOro, I[00 OTpMMAaTH BiANOBiAI Ha KOHKpEeTHi
HAyKOBi TMTaHHA. SIKII0 MeTa He OyZie JOCATHYTa, TO [OC/i[)KeHHS HIKOMY He
nprHece Kopucti. ToMy BKpail Ba)k/IMBO, 11100 Mal[ieHT YiTKO JOTPUMYBAaBCS BCiX
IHCTpPYKLiM sikaps. SKIo BiH 3 SKMXOCh TPUYMH MOPYyLIye TIpadik NpuioMmy
npernapary, 3abyBa€ Moro npuiiMaTH, TO TTIOBUHEH HeraiHO MpoiH(opMyBaTy Mpo Le
nikapsi, 11100 ToM Mir BXXUATH TiepeJ0aueHi MPOTOKOIOM 3aX0/IH.



[TarjieHT TakOXX MOBHMHEH MOBIJOMJIATH JIiKaps PO BCi CUMIITOMM, SKi 3'IBUIUCS Y
HBOTO TIiJl Yac JIiKyBaHHS, HaBiTh SIKIL[0 BOHW 3[AKOTHbCSI UOMY Ay’>Ke He3HAUHUMH i
HecxokuMu Ha T100iuHi edektu. Lls iHdopmaliisi HeoOXifHa [Jig  OL[iHKK
eeKTUBHOCTI Ta 6e31eYHOCTi JOC/TiI)KyBaHOTO TIperapary.

SIk 3a0e3meuyeThcs 0e3neKka YUaCHUKIB JOCTipKeHHA?

SIK BXXe TOBOPHJ/IOCSA BHIIle, TIePII HiK Iperapar Oy/e JOMylleHud A0 KTiHIYHMX
JIOC/Ti/[)KeHb, BiH IMTOBMHEH TIPOMTH €Tarl peTe/IbHOIr0 AOKJ/IiHIYHOTO BUBUYEHHS. TibKU
TIpernapary, sKi IpoIeMOHCTPYBa/IA Ha 1IbOMY eTalli BUCOKY e(eKTHUBHICTh i Oe3reKy,
TOYMHAIOTh 3aCTOCOBYBATH Y JIFOJIEN.

[Tepm HiXK KOMMaHisi 3M0XKe MPUCTYNUTUA A0 JOC/IIIKeHHS, TPOTOKOJ AOC/IIKeHHSs
TOBUHEH TMPOWTH eTUYHY eKCIepTU3y i OTpUMATU CXBajleHHS KOMICikd 3 MUTaHb
eTUKWA TIpU JIiKyBaJbHO-TIPO(iNAaKTUUHUX 3aK/iazax. Kowmicigs 3 nUTaHb eTUKHU
riepeBipsie, Y BiATIOBiZja€ MPOTOKOJI AOC/TIP)KEHHS eTUYHAM HOpMaM, Y [JOCTaTHbO
3aXUIlleHi yuYaCHUKM  [IOC/Ii/I)KeHHs, OIL[iHIO€ KBasjiikaliito  JikapiB, sKi
TPOBOJUTUMYTh KJ/IiHiUHe AocCiaijKeHHs. KOoMicCisi 3 NMUTaHb eTUKU IIKIYETbCH TIPO
Oe3reKky yuaCHHUKIB JOC/i/PKeHHS TIPOTSATOM BChOTO AocmigkeHHS. CTaH 370pOB'S
YUYaCHUKIB peTe/IbHO KOHTPOJIFOETLCS JiikapeM. SIKIIO CTaH 370pOB'A MallieHTa
TIOTipIIUTHCS, BiH Oy/le BUBeZIeHUM 3 J0C/IipKeHHSs, i loMy Oy/le HajjlaHa HeoOxizHa
MeJU4YHa J0roMora.

BignosigHo [0 MDKHApOJHUX CTaHAAPTIB IIPIOPUTETOM IIpU IPOBeJeHHI K/IIHIYHUX
JocmipkeHb € Ge3reka narjieHTiB. Tomy, yoro 6 He BUMarasiu iHTepecu HayKH, JTiKap-
JOCTIIHVK B TIeplly uepry 3aBXAu n6ae mpo Oe3neky Malli€HTIB, SIKi MPUAMAarOTh
y4acThb Yy KIIHIYHUX JOC/IIPKeHHSX.



