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BIOETUKA B YKPAIHI: BIJI TEOPIi 1O ITPAKTUKH.
HOPMATHUBHO-ITPABOBI TA HABYAJIbHO-HAYKOBI ACITEKTU

We provide the insight into the background of bioethics and its differentiation at the present stage. Moreover, we
consider the approaches to legal regulation in the field of bioethics at the international level and relevant domestic
legislation. We also justify that bioethics should be introduced as an academic discipline for training specialists in bi-

ology, biotechnology and pharmacy.

Betyn

TpaHcdopmMallist i TepeoCMUCIeHHST MPUHINA-
MB TyMaHi3My IIpu3BelMd HanpukiHoi 60-x pp.
XX CT. 10 MOSIBU HOBOI Tewil y inocodchko-
€TUYHIl AyMIli, HOBOTO MiXKIUCUMILJIIHAPHOTO Ha-
yKOBOro Hampsimy — 6ioetuku. HaykoBa peBoJtto-
misgs XX CT. ICTOTHO 3MiHWJIA YSIBJIEHHS MpPO IpHU-
pony JIOOAWHM I OCOOJMBOCTI ii icCHyBaHHS. basuc-
Hi 3aKOHOMIPHOCTi XMUTTEIISIZIBHOCTI JIOAUHU, Ha-
caMmmepen ii XXUTTs, CMepPTh i PEMpPOAYKIIisl, CTaJIU
MPiIOPUTETHUMU TMPAKTUYHUMU TMpodieMaMu B
po3BUTKY Oiosiorii Ta MeauuuHu [1, 2]. B Toii ke
yac TpagulliiiHi HAyKOBi igeaJu i WIHHOCTI, SKi
OyaM po3po0bjeHi 3 ypaxXyBaHHSIM OCOOJIMBOCTEM
notpedbu Hayku XIX—nouatky XX cT. (3 mpiopu-
TETOM TPUPOIHUYMX i TEXHIYHUX 3HAHb), MOYATU
BTpayaTH CBOI KJIFOYOBI ITO3MIILi.

CyyacHa OioeTMKa Ma€ Ha MeETi pO3B’SI3aHHS
€TUYHUX TMUTaHb MEIUWLMHU Ta OioJorii, a Takox
MOB’SI3aHUX 3 HUMU TEXHOJIOTi 3 ypaxyBaHHSM CO-
LiaJTbHMX, MPaBOBUX Ta €KOJIOTIYHUX acrekTiB. Cy-
YacHi BaKLIMHM i POOIOYi COPTH POCIUH, e(PEeKTUBHI
depMeHT Ta aHTUOIOTMKHM, XapyoBi [TOOABKM i
napgymMmepHa IpPOAYKIlisi — BCe 1I€ Ha ChOTOAHI He
MOXJIMBE 0e3 HOBIiTHiX 0iOTeXHOJIOriH, sIKi BMMara-
FOTh HAJIEXKHOI YBaru 3 TOYKU 30py OIOETHMKHU, amxKe,
sk KazaB I'. CkoBopoga, “110 Moxe OyTW IIKimJIM-
Billle JTIONWHM, SIKa BOJIOJIE€ 3HAHHSIM HalCKIIamgHi-
1IMX HayK, ajie He Ma€ go0poro cepiisa?”

A TIepCcreKTUBHU, 110 BiAKPUBAIOTHCS TMOAATb-
1IUM PO3BUTKOM OioeTuku? CTBOpEHHS IITYYHMX
opraHiB, po3pobKa JiKiB, iHIMBidyaJbHUX i CIie-
HMGIYHUX HE TUIBKU IJIsI KOXXHOTO 3aXBOPIOBAaHHS,
aje W JJIs1 KOXHOTO Talli€eHTa, BUBEACHHS IOpia
TBapUMH 1 COPTIiB POCIMH, CTiHKMX O OiIBIIOCTI
XBOpOO, — Bce 1Ie cTae peanbHicTio. OCTaHHIM 4Ya-
COM BMHMKIJIO 1lIe YMMaJO HOBUX MpoOJieM, BUPi-
LIEHHST SIKKMX TiCHO TOB’s13aHe 3 OioeTukoro. Haili-
OBl aKTyaJIbHUMU 3 HUX € HAHOTEXHOJIOTi1, 0io-
3axucT i biobe3neka [3, 4].

Bioetuka craBUTH nemalli CyBOPpIllli BUMOTH
JI0 YMOB HAyKOBHMX i HAyKOBO-TEXHIYHMX PO3pPO-
0OK, 1II0 B CBOIO YePIy CITOHYKA€ HAyKOBIIB i ITPO-
MUCJIOBIIIB pO3pO0JIATA HOBi, OUIBII Oe3IeuHi Ta
MporpecuBHi TexHosorii. HacaigkoMm cTpiMKoOro
PO3BUTKY MEIULIMHU, OiOTEXHOJIOTIT Ta (hapmallii €
OYEeBUIHA HEOOXiTHICTh HE TUIBKM MEHEIKMCHTY,
ajie i iX MpaBOBOro peryjawoBaHHS. OCTaHHE X He
MOXJIMBE 0€3 CEepHMO3HOr0 PO3poOJIeHHST OioeTHY-
HOI mpobyiemMaTuku [3].

ITocTanoBka 3axaui

Merta nmociimkXeHHsI TMOJsArae y BU3HAYEHHI
CYTHOCTI OioeTMKM Ta ii cy4yacHoOi audepeHLiialii,
cucTteMarusallil IIIXOoIiB IO HOpPMaTHUBHO-IIPABO-
BOTO peTyJIIOBaHHS 0i0eTMKM B YKpaiHi, a TAKOX B
OOIpyHTYBaHHi 3MiCTy 0i0€TMKM $SIK HaBYaJbHOI
JUCHUIUIIHA IS CTYIOEHTIB-0i0JIOTiB, 0i0TEXHOJ0-
riB i (papMaleBTiB.

IlepenymoBu BUHMKHEHHS 0ioeTHKH Ta ii OCHO-
BOMOJIOXKHI MPUHIAIH

IcTopruHO mepiiioo i HAOUIBII CYTTEBOIO Tie-
peayMoBoio (opMyBaHHSI OIOSTMKM CTajia imeoJIoris
€KOJIOTIYHOTO PYyXy, SIKUM BUHUK $K BIiAMOBiAb Ha
3arpo3y (izuaHOMY OJIATOTIONIYYYIO JTIIOAMHU. Brims
€KOJIOTIYHOTO MUCJEHHSI Ha cdepy OioMeauLIMHU
0COOJIMBO MOCWJIMBCS TIC/SI TajdigaMigoBOi KaracT-
podu 1966 p. Lla Tparemis crpusuia pagvKaabHil
3MiHi CTPYKTYpM B3a€EMOBIIHOCHMH MiX HayKow i
MPaKTUYHOIO MEAUIMHOI. MeToo OioMeanyHOl
HayKu CTajo He TiJIbKU pO3pOO0JIEeHHSI HOBUX Tepa-
MEeBTUYHO e(EeKTUBHUX JIiIKApChbKMX 3aCO0iB ab0 Me-
JUYHMX TEXHOJIOTil, ajie 1 3aro0iraHHs iX MoOIiYHUM
HEraTMBHUM BIUIMBAM, JOCSATHEHHIO YOro TPUIiNIs-
€ThCS YMMAaJI0 4Yacy i KOINTiB. Y pe3yibTaTi pi3Ko
301IbIIMBCS Yac MixK CMHTE30M HOBOI TepareBTUYHO
aKTUBHOI CyOCTaHIIii i ITOYaTKOM 1i KJIiHIYHOTO BH-
KopucTaHHs. Skino Ha rmoyatky 1960-x pp. BiH cra-
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HOBUB KillbKa THXKHIB, TO Ha mouatky 1980-x pp. —
g0 10 pokiB. OmHOYAacHO IIiHA PO3POOKM 30iIBIIN-
Jlacsl B OECITKM i COTHI pasiB. besreka, To0TO 3a-
nobiraHHs HeTaTUBHUM edeKTaM [ii JIKiB, Iiepe-
TBOpWjIacsd Ha OAMH i3 HAWMOLIbLI IMHAMIYHUX Ha-
MpsSMIiB MeIMYHOI Hayku [6].

bioeTnyHa Hayka € 3aKOHOMIpHUM IIPOJOB-
JKEHHSIM €KOJIOTIYHOI €TUKU, MPeaMETOM SIKO1 BU-
CTyNaloTh HalOiIbII QyHIaMEHTAIbHI MPUHIUAMY i
npobjieMyu MOpPaJIbHUX B3aEMOBINIHOCUH Yy Tpiadi
JTronuna—IIpupona—CyCHilbCTBO.

Ha xanb, 3’IBIsSIIOTbCS BCE HOBI I HOBI 3a-
rpo3u (izuyHOMY 6J1aronoay4yyro JIOAUHU: OJIU3bKO
3/4 HalllUX CyYaCHMKIB XUBYThb y CTaHi XpOHIYHOTO
CTpecy; TeHAEHLIisl 10 3HMKEeHHSI HapOKyBAaHOCTI i
30UIbILIEHHS CMEPTHOCTI, 110 PO3LIHIOETbCS $K
MPOBICHUK TyMaHiTapHOI KaTacTpodu; CyCIiIbCTBO
i mepkaBa He TPHUITMHSIOTH MOPOMIXKYBaTH BCe HO-
BUX i HOBUX 0O€3I0MHMX, OiKEHIIiB, OE3MPUTYIHLHUX
JiTeii; HapKOMaHisl, TOKCUKOMAaHisI, aJKOTOJi3M i
JIyIOMaHisl 3aJIMILIA0ThCS BKPail aKTyaJJbHUMM TTPO-
OsemMaMu B YKpaiHi Ta CBiTi; 3pOCTa€ 3aXBOpPIOBa-
HicTb HacefieHHs. OCHOBHUMMU MPUYMHAMHU TaKOTO
CTaHy peuyeil € acaHOTeHHa IO3Mllisd CyCHiJIbCTBA Ta
BTpaTa AepKaBo0 BUXOBHOI PyHKIIii [7].

Tepmin “OioeTMka” OyB BBENEHWM HIMELb-
KuM GorociaoBoM PpeneM fxpoMm y crarti “bio-
€TUKa: OMISiJ €TUYHOrO CTaBJAEHHS JIOAWHU MO0
TBapuH Ta pociauH” 1mwe B 1927 p. [8]. ¥V 1971 p.
el TepMiH OyB BUKOpPMCTaHMIA aMepUKaHChKUM
Jikapem Ban Penccenepom IloTTepom y KHU3I
“bioeTnka: MIiCT y MalOyTHE” Ha MO3HAYEHHS
0CO0JIMBOrO BapiaHTy ekosioriyHoi etuku [9]. Oc-
HoBHa inesi IlorTepa 3Boauiacsd 10 HEOOXiMHOCTI
00’€lHAaHHS 3yCUJIb TyMaHIiTapHMX i O6iOJOTiYHUX
HayK JJIs1 BUPiLIEHHS Mpo0sieM 30€pexXeHHS KUTTS
Ha 3eMJli, 00JIiKy JOBrOCTPOKOBMX HACJiAKiB Hay-
KOBO-TE€XHIYHOro mporpecy (0cobiuBO B Tajysi
O6ioMeaguuHux TexHoJjoriil). Ilporte cramocs Tak,
110 TepMiH “OioeTMKa” B HAyKOBill i HaBYaJlIbHii
JliTepaTypi CTaB BUKOPUCTOBYBATUCSI MEPEBAXKHO B
3HAUEHHi, SIKe HaJaB WOMY MpPUOJIM3HO B TOU Xe
yac aMepUKaHCbKUM akylep i eMOpionor AHape
XeJjuierepc, KW BXMBaB MOro Ha MO3HAYEHHS
MDKAMCUUTUTIHAPHUX AOCTIIKEHb MOPaIbHUX TPO0-
JieM OioMeauIIMHU, TTOB’I3aHUX Teplll 3a BCE 3 He-
OOXiOHICTIO 3aXMCTy TiTHOCTI Ta MpaB MAalli€HTIB.
Take BU3HAUEHHS 3’SIBUJIOCSI HEBMIAAKOBO — BO-
HO 0OyMOBIJICHE BILIMBOM Ha (popMyBaHHS GioeTu-
KM i7€0JIOril MPaBO3aXCHOIO pPyXy, SIKU OTpHUMaB
3arajibHe BU3HAHHA y 1960-X pp.

[TpaBo3axucHuii pyx cTaB APYrolo, OyXe CYyT-
TEBOIO MEPEAyMOBOIO (opMyBaHHs OioeTMku. K-
110 €KOJIOTIYHMI pyX BUHMK Y BiAIIOBiAb Ha 3arpo-

3y (izmyHOMY 0JIarOITOJIYyY4IO JIOAWHU, TO 0i0eTH-
Ka TMoYyMHae OypXJIMBO PO3BUBATUCS B Pe3yjbTaTi
BMHUKHEHHSI 3arpo3u MOpaJbHili 1I€HTUYHOCTI
JIIOAVMHU 3 OOKY TEXHOJOTIYHOro Iporpecy B rajysi
oiomegunHu. JItonguHa B OioMeOWIIMHI BUCTYIIAE i
SIK TOJIOBHA MeETa, i, HEeMMHYYe, SIK “3aci0” HayKo-
Boro BuBUYeHHS. [lo mouatky 1960-x pp. MemuuHe
CMiBTOBApPUCTBO JOTPUMYBAJIOCS Ti€i TOUKU 30Dy,
110 3apaau Ojlara “JromcTBa” Maitke 3aBXKIU MOXK-
Ha MoXepTByBaTU OyiaroM okpemoi jroauHu. Ila-
IIEHTU JIETKO IIEPETBOPIOBAJIMCS Ha ‘“‘abopaTop-
HUX TBapuH” 0e€3 XXOAHOi 3roau i 0e3 Oymb-sIKOl
KOMIIEHCAllil 3a IIKOAy, 3aBHaHy iX 3I0pOB’I0.
JepxaBHi iHTepecm abo iHTepecHM JIIOACTBA B
OTpMMaHHI HAyKOBUX 3HaHb 3aBXIU IPEBATIOBAIN
HaJ iHTepeCcOM IIOoJI0 30epeXeHHS 3IMOPOB’ST OKpe-
Mux oci6. IHTepecu iHAMBIAA TPUHOCATHCS B XKepT-
By iHTepecaM Hayku i “moactBa”. Lleit mapamokc
HEMOXJIMBO BUpPIlIUTU MexaHiyHO. Hayka mae ko-
PUCTb JIIOACTBY, ajieé MpY LIbOMY BHUMAara€ mpuHec-
TH B XEPTBY OKpeMux moneit [6, 10, 11].

B pesynbrari OypxJauMBUX IpOMaACbKUX Heda-
TiB 1960-x pp., mwo oxonuiau CIIA i 3axinny €8-
pomy, BimOynmocs yCBiZOMJIEHHSI TOTO, IO JIOJICHKE
TUJIO HE TUTBKM “00’€KT” HAyKOBOTO JIOCIIiIKECHHS
abo TepaleBTUYHOI Mii, ajie TaKOX i “IUIOTh” KOH-
KpeTHOI JIOAWHM — 1i BJIACHMKA, TOMY HIXTO HeE
Ma€ TIpaBa 3IiCHIOBATM HAyKOBi OCIiIKEHHS
a0o 3miliCHIOBaTH TepaleBTUYHI il 0e3 I03BOJy
€caMOro BMITIPOOOBYBaHOTO abO caMOro Tailli€HTa.
Came B uux agebarax OyB c(OpMyIbOBaHUM LIEHT-
paJibHUM JU1s1 6I0€TUKU MPUHLMIT “aBTOHOMil 0CO-
OuCTOCTI” malli€eHTa, 1110 OOIPYHTOBYE MPaBO KOX-
HOI JIIOAMHU OpaTW YyyacTb $IK CaMOCTiHHUI
Cy0’€KT Y MPUUHSATTI XUTTEBO BAXJIUBUX MEIUY-
HUX pillleHb, 10 CTOCYIOThCS ii ocobucTto. OmHO-
YyacHO Oyyi0 BUPOOJIEHO HalBaXKJIMBIillIe OioeTUYHE
MnpaBWwjio “AoOpoOBiIbHOI iH(GOPMOBaHOI 3rommn”,
sIK€ Ha TpaKkTUlli MOKJIMKaHe 3abe3MeyuTu peali-
3allil0 MPUHIAIY aBTOHOMIil OCOOMCTOCTI MaIli€H-
Ta. BOHO riacuth: Hi HayKoOBe HOCIIIXEHHS, Hi
TepaIleBTUYHE BTPYYaHHS HE MOXYTh IPOBOIWTH-
cs1 6e3 10OpOBUIBHOI 3roau TallieHTa abo BUIIPO-
0OOBYBaHOTO, sSKa HUM JIa€ETbCSI Ha OCHOBi ajek-
BaTHOI iH(opmallii NMpo AiarHo3 i MPOrHO3 3aXBO-
pIOBaHHS, 1iJIi Ta METOAU TepeadauyBaHOIO BTPY-
YyaHHS ab0 MOCIiIXEHHS, MOXJIUBUX HEraTUBHUX
MOOGIYHMX HACIIAKIB TOILIO.

I'enbcinchbka gekmapaitiss BececBiTHBOI Menmy-
Hoi acouianii (BMA) 1964 p. nana mepuivii Mix-
HapOIHUUN eTUYHUI CTaHAAapT MPOBEAEHHS HayKo-
BUX IOCJIIKEHb Ha JIIOAWHi, B OCHOBI SKOIO Jie-
JKaB MPUHIIAIT aBTOHOMil OCOOMCTOCTI MAIli€HTIB i
nocmimkyBanux. IlyOmikamiss I'ebCiHCBKOI aexiia-
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pallii cTUMmyJjoBaja iHTEHCHMBHE TEOpPETUYHE [0-
CITIIXKEHHSI €TUYHMX MpoOJeM eKCIeprUMeHTYBaH-
HS Ha JIOOWHI, IO € OJHWM i3 HaWBaXJIMBIIINX
HamnpsMiB cydyacHoi OioeTuku. PedynabTaTu 1i€i po-
o6otu akymymoe IenbciHchbka peknapamis BMA
2000 p., MO0 € cCy4yacHMM MiXHApOJTHO BU3HAHUM
CTaHAAPTOM MPOBEAEHHSI HayKOBUX JAOCTiI>)KeHb Ha
JonuHi. Barome 3HaYeHHS B 1IbOMY CTaHAAPTI Mae
BUMOTa He3aJeXHOI €TUYHOI E€KCIepTU3U HayKo-
BUX TIPOEKTIB CHeEliaJibHO CTBOPIOBAHUMM €THY-
HUMU KOMiTeTaMu, SIKi Mpaliol0Th Ha OCHOBI MiX-
JUCIHUTIIIHAPHOTO MiIXOmy.

PosyMiHHSI HEOOXiTHOCTI MiXAMCIUILTIHAPHOTO
MigXoay B OCMUCJIEHHI Ta MPakKTUYHOMY BUDillIEHHi
npobsieM, 10 TOPOIKYIOThCS HAYKOBO-TEXHIUHUM
MPOrpecoM, MOXKHA PO3MISIaTH SIK TPETIO ideosIo-
riyHy nepeaymMoBy (opMmyBaHHs GioeTuku [6].

Mudepenuianisa GioeTnkn

Po3BuTok 06ioeTuKM 3yMOBJIEHUI TUM, 110 B
CyJaCHOMY CBiTi OioMeoWyHa HayKa 3a3Haja i
NPOJOBXKYE 3a3HABaTU LMBUTI3ALIIMHUX TEpeTBO-
peHb. HaykoBo-TexHiUyHMIT TIporpec y Opyriii mo-
JoBuHi XX CT. 3aroCTpMB aKTyaJlbHICTh MUTaHHS
PO MOpPaAJIbHO-ETUYHI HOPMM i MpaBujia MpU BU-
KOPUCTaHHiI JOCSITHEHb HaykKu. JlocsrHeHHsI 0io-
JIorii, MegUIIMHM Ta (papmallii iCTOTHO BIUIMBAIOTh
Ha BCi eTanu i cpepu XUTTS JIOAUHU: TIJIaHYBaH-
HS ciM’i, HApOIXKEeHHSI TUTUHMU, i1 PiCT i pO3BUTOK,
npodinakTuka i JiKyBaHHSI 3aXBOPIOBaHb, BIUIVB
Ha SIKIiCTb XWTTS, cMepTh. Meauko-0ioJioriyHa ra-
JIy3b CTaja SIKICHO iHILIOK: HE TiJIbKM OiJblI Tex-
HOJIOTIYHO OCHAILEHOIO, aj€ i OUIbII YYTIMBOIO 10
MpaBOBUX i €TMYHMX aCIeKTiB CBOTO (PYHKIIIOHY-
BaHHs. ETWYHI OpUHUMIM IS HOBOI MEIULIMHU
X0ua i He CKacOBYIOTb ITOBHICTIO, ajie paguKaJbHO
3MiHIOIOTb OCHOBHI noJyiokeHHs1 “KunsitBu linmok-
para”, sika OyJia eTaJlOHOM JIiKapChKOI MOpajbHOI
CBIZOMOCTI IPOTSITOM CTOJiTh. TpaauuiiiHi 1iHHO-
CTi Mwmiocepas, OJaromiliHOCTI, He3aBHaHHS IIIKO-
U TALi€EHTOBI Ta iHIII OTPUMYIOTh 32 YMOB HOBOI
COLIIOKY/IBTYPHOI CUTYyallil HOBOTO 3HAYE€HHS i 3BY-
yanHg. Came 1ie i BU3Hayae 3MicT OioeTukm [7].

bioetnka sBisie co0010 TaNMy3b MIKIUCLIUILTI-
HapHUX JOCIIIXEHb €TUYHUX, (PiT0COPCHKUX i aH-
TPOIOJOTiYHUX MPOo0JeM, 110 BUHUKAIOTh Y 3B’SI3-
Ky 3 IporpecoM OioJiorii, MeauIIMHUA Ta apmalliii,
a TaKoX BIIPOBAIXKEHHSM HOBITHIX TEXHOJOTINA Yy
MPaKTUKY OXOPOHM 310POB’SI.

Crin 3a3Ha4nTH, IO NUTAHHS OIOCTUKM PO3-
INISIIAIOThCS BUCHUMMMU Pi3HUX Tajy3eil Hayk: ¢igo-
coamm i Teonoramu [12, 13], Mmennkamu i Gioyora-
mu [1, 11, 14], dpapmatieBTamMu i GiotexHomoramu [1,

7, 9]. dnst KOXHOI rayy3i porNoOHY€EThCSI CBOSI TIPpaK-
TUYHA peai3allisl 3arajJbHUX MPUHLMIIB OiOeTHUKU.
Taka ramy3eBa muBepcudikaliisl IIpu3Besia 10 po3ra-
JIyKEHH$I OIOETUKM 3a TAKMMHU HarpsMamu [6].

MennuHa eTuka (MeOUYHaA JEOHTOJIOTiST) —
po3nin 0ioeTWKM, 1110 BMBYA€E MpoOJieMy B3aEMO-
BiTHOCMH MEOWYHMUX MpPAILiBHUKIB 3 ITalliEHTaMU
Ta KoOJeramu.

biomenuyHa eTMka — €TUKO-TIPUKIIAAHA AUC-
LIMIIJTiHA, TIPEAMETOM SIKOI BUCTYIa€ MOpaJIbHE CTaB-
JICHHSI CYCIIIJIbCTBA B LJIoMY i TpodecioHaniB —
MeIMKiB, OioJioriB i (hapmalieBTiB 0COOJUBO — A0
JIIOOWHMU, 11 XUTTS, 300POB’SI, CMEPTI i IKa CTaBUTh
nepen co0O0 3aBAaHHSI 3pOOMTU iX OXOPOHY IIpio-
PUTETHUM TMPABOM KOXXHOI JIOAWUHM.

OKpeMUM HanpsIMOM € OioeTHKa MPOBEACHHS
eKCIepUMEHTAIbHUX JOCHiIXKeHb Ha TBapuHax (y
TOMY 4YMCJIi ¥ JOKIiHIYHI BUMPOOYBaHHS JIiKapCh-
KMX 3ac00iB) — 3000i0€THKa.

®dapmaneptnyHa OioeTnka  (6iodapmarieB-
TUYHA €TUKa) — 1Ie po3aisl 6i0eTUKHU, 110 BUBYAE
MOpaJIbHI, IPaBOBi, COIiaJbHi, €KOJIOTIYHI Ta IOpH-
JIUYHI TTpo0JieMU, 1110 BUHMKAIOTh MPU CTBOPEHHI,
KJIiHIYHUX BUIPOOYBaHHSIX, peeCTpallii, BUPOOHUII-
TBi, HOBEICHHI O CHOXMBAaYa i1 BUKOPUCTAHHI
¢ap-MaleBTUYHUX, MapadapMalleBTUUHUX Ta iH-
IIMX anTeYHMX TOBApiB, a TAKOX IIPY HagaHHI ¢ap-
MAalEeBTUYHUX HAYKOBO-KOHCYJIbTaTUBHUX ITOCTYT
3 METOIO0 3aXMCTYy 370POB’Sl HACEJEHHS Ta OKPEMUX
JIoel, SIKOCTi iX XUTTS, (Pi3UYHOI Ta MCUXIYHOI
HEIOTOPKAHHOCTI OCOOM, 3aXUCTy JIIOACHKOI Tif-
HOCTi Ta 3a0e3MneyeHHs JOCTYIMHOCTI (hapMalleBTHY -
HOI1 JOTOMOTH JJIs1 IIMPOKUX BEPCTB HACEJICHHSI.

Crig 3a3Ha4YMTH, IO aHAJI3yIOYM Cy4YacHi po-
00OTH, TIPUCBSIYCHI pPI3HUM TNHUTAaHHSIM OiOCTHUKMU,
MM OiALJIM BUCHOBKY, IO TOJOBHI AMUCKYCii TO-
4yaTbCsl MPU OCMUCIIEHHI TOCSITHEHb Ta MOXJIMBOC-
Tell MeIMKO-0i0J0TiYHOI HayKu 3 ypaXyBaHHSIM
MEeBHUX peliriiHo-koH(eciitHuX mocTyaatiB [12,
13, 15, 16]. BaximBo Bim3HauWTH, IO MPAKTHAY-
HUM DPEe3yJbTaTOM BCiX AUCKYCilt i HayKOBUX PO3-
poboK y ranysi 6ioeTuku € (popMyBaHHS BiAIOBi/I-
HOI peryiasTopHoi 06a3u. [loCSrHeHHsI i€l MeTu
MOXJIMBE JIMILIE 32 YMOBHU CIiJIbHOI poOOTH crielia-
JIICTIB Pi3HUX rajyseil MpUpPOAHUYUX HAyK, MPOMM-
CJIOBLIB, IOPUCTIB i (pinocodiB — i3 000B’SIZBKOBUM
IIMPOKUM TPOMAJICHKUM OOTOBOPEHHSIM.

IIpaBoBe perymoBanHa B ramy3i 0ioeTmkH B
VKpaini

3 ypaxyBaHHSM TUX MpoOJieM, SIKi 3a OCTaHHI
JNEeCATWIITTS BUHUKIIA Y 3B’SI3KY 3 MPOrpecom 0io-
MEIULIMHM, CTajla OYEBUIHOIO HEOOXiMHICTh OCMMUC-
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JICHHSI Ha €BPOIEMChKOMY DPiBHi NMUTaHb Oi0OETUKU,
0COOJIMBO B yMOBaXx OypXJMBOro pO3LIMPEHHS
MixHapogHux pociimkens [17]. Tomy Oyio Tak
Ba>XKJIMBO 3aKJIACTW €IMHI CTaHIApTH B rajy3i 0io-
€TUKU, 110 JOMOoMOrjao O AepaBaM y MPUKHSTTI
ab0 PO3BUTKY 3aKOHOJABCTBA, SIKE OXOIUIIOE Pi3Hi
aCIeKTH MeIUYHOI Hayku [4—6].

Came 3 wmiero Mertoro Maitke 20 pokiB ToMy
Pama €Bponu mouana AUCKYCilo 3 MUTaHb 0i0eTH-
KM, 3aBOSKU SIKiM 3 iHiuiatuBu IlapiamMeHTCHKOI
AcambOiei y kBiTHI 1997 p. 6yna npuitnsata Kowneen-
yis npo npaea arwounu ma diomeduyurny (M. OB’€n0,
Icnanist). Ykpaina mignucana ii y 6epesni 2002 p.
KoHBeH1Iis cTajna mneplivM IOpUAUYHO 3000B’s-
3yIOUUM JOKYMEHTOM, 1[0 BCTAHOBJIIOE 11Ty HU3KY
NPUHIUIIB i HOpM IS 3a0e3neueHHsT TiIHOCTI,
HEJOTOPKAHHOCTI, IIpaB i CBOOOI JIIOACHKOI OCO-
OMCTOCTI 3 TUM, 1100 3aXUCTUTHU Ii Bill 310BXUBaHb
JOCSATHEHHSIMU OiOMEIUIIHMU.

KoHBeH11is1 cTaBUTh iHTepecH JIOOUHU BUILE
iHTepeciB HayKH i cyciibcTBa. Lleil mpuHIMO Mae
000B’SI3KOBY CWMJIy, 32 BUHSITKOM ME€BHUX oOOcCTa-
BUH, KOJIM 370pOB’S Ta Oe3mneka JroAeil OINUHSI-
I0ThCS MiJ 3arpo301o0 abo Moxke OyTU 3aBIAaHO cep-
103HO1 IKOAM OOPOTHOI 3i 3JIOUMHHICTIO, IIpaBaM i
cBobogaMm Jsoaeit. KoxHa aepxasa, 110 mianvcana
KoHBeH1i10, 3000B’s13aHa MPUBECTU CBOE 3aKOHO-
JIaBCTBO Yy BIAIOBiAHICTH Mo Hei. B ogHuMx Buman-
Kax lle He BMMara€ 3MiHM YMHHOIO 3aKOHOJABCT-
Ba, B IHIIMX Xe 3 SIBISIETbCS HEOOXiMHICTb BHE-
CEeHHS TIOMPaBOK 10 iCHYIOUMX 3aKOHIB abo Mpu-
WHSTTST HOBUX. €BpOMNeENChKU Cya 3 TpaB JIOAU-
HU MOXXe JAaBaTU KOHCYJIbTaTMBHi BUCHOBKM 3 IH-
TaHb TiyMaueHHs KoHBeH1lii.

Cotig 3a3HaunTH, IO ModoXeHHST KoHBeHIlii
CTaJIM BillIPaBHUM IYHKTOM JUISI PO3POOJICHHST Ha-
LIOHAJIBHUX MpaBWI 0araTboX KpaiH, TOMY OiIbII
JIETAIbHO 3YMUHUMOCS Ha i MOJ0XEHHSIX.

Tenemuka. KoHBeHl11is1 3a00pOHSIE TUCKPUMi-
Hallil0 32 O3HAKOI0 T'€HETUYHOIO KOAy JIIOOAUHU i
JIOITyCKa€ TPOBEACHHSI MPOTHOCTUYHOIO T€HETUY-
HOTO TECTYBaHHS JIMIIE B JKApChbKMX LiIAX. 3a-
CTOCYBaHHSI METOMIB TE€HHOI iHXEHepii JomycKa-
€ThCS JIMIIE JUIST BUPILLIEHHS 3aBAaHb MPpodiJakTh-
KM, OiarHOCTUKM abo Tepamii i TUIbKM B THUX BU-
Mmagkax, KOJM BOHA HE CIIpsIMOBaHa Ha 3MiHYy Te-
HETUYHOTo Koay mnotomctBa. KoHBeHIis 3a60po-
HSIE 3aIUTiAHEHHS in Vitro, sIKe Ha€ MOXJIMBICTb
BUOOpY CTaTi OUTUHU, KpiM SK IS 3alo0iraHHS
TSKKAM CTIIAJIKOBUM 3aXBOPIOBAHHSIM.

Meouuni docaioncenns. KOHBEHIIisI NETAIBHO
peryioe TIPOBENECHHS MEIWMYHUX HOCIIIKEeHb 3
KOHKPETHUM Pi3HOBMIIAM 3aXBOPIOBaHb, OCOOIUBO

CTOCOBHO THUX BMITIaJKiB, KOJMW TMAalli€HT He 31aT-
HUI maTy 3rofy Ha Ti 4M iHII MaHimynsuii. Bona
3a00pOHsIE OTpUMAaHHS eMOpioHa JIIOOWHU IS TO-
CHIAHUUBKUX L€l 1 MICTUTb BUMOTY MPO MOCTaT-
Hili 3axXMCT eMOpioOHa JIOAWHM B THUX KpaiHax, Oe
JI03BOJIEHO MPOBEACHHS JOCTIIXEHb in Vitro.

Mamepiaavna euzoda. KoHBeH1is 3a00pOHSsIE
OTpMMaHHSI MaTepiaJibHOiI BUTOAU 3 BUKOPUCTAHHS
JIFOJICBKUX OpraHiB.

3200a. KoHBeHIIiSI MiCTUTh BUMOTY TIOIIEPE-
HbOTO OTPUMMAaHHSI CBiIOMOi 3roAu TAalliEHTIB, 3a
BUHSTKOM Haa3BUYaliHMX cuTyauiil. Taka 3roma
MOXe OyTWM aHyJbOBaHa B OYAb-SIKMH MOMEHT.
KonBeH1IisT TakoX MiCTUTb BHUMOTY IIPO Te, II00
3aCTOCOBYBaHe JIiKyBaHHSI OyJ0 CIIpsSMOBaHE Ha
KOPHUCTb THX, XTO HE 3JAaTHMUI JaTh 3roay Ha IMpo-
BEIEHHSI MEIMYHMX MaHIMmyasiiit, Hampukiaag Ii-
Teil ab0 AYLIEeBHOXBOPUX.

Ilpaso na ocobucme x»cummsa ma ingpopmauiro.
KonBeH1isT BCTAaHOBITIOE MPaBo IallieHTa Ha iH(op-
Mallilo IIPO CTaH CBOTO 3JIOpPOB’S, Y TOMY UMCJIi 3a
pe3yjbTaTaMy MPOTHOCTUYHOTO T€HETUYHOTO Tec-
TyBaHHSI; BU3HAETHCSI TIPAaBO Ha BiAMOBY BiJl OTpHU-
MaHH$ iH(opmMallii.

Ilepecadra opeanie. KoHBeHIlisl HakJlagae 3a-
0OpOoHY Ha BUIAJIEHHSI OpraHiB Ta iHIIMX TKAHWH,
sIKi He MOXYTb OyTM pereHepoBaHi Ha GiomaTepia-
JIi MOOWHW, HE3JIAaTHOI JaTW Ha 1ie 3roay. €auHUM
BUHSITKOM € BUKOPUCTAHHSI TKAHWHU, 30KpeMa KiCT-
KOBO-MO3KOBOi, pereHepoBaHOl Ha OiomaTepiai
pinHuX OpaTiB i cecrep.

Ipomadcvke o6206opennsa. KoHBeHIIiSI MiCTUTh
3aKJIMK JIO TIPOBENECHHSI TPOMAJICbKUX OOrOBOPEHbD i
KOHCynbTawiii. IligroroBneHo KigbKa TOOATKOBUX
npoTokojiiB 10 KonBeHitii. IlepiumM Takum mpoTo-
KoJsioM, TipuitHaTuM Pagoro €Bponu, craB Ilpoto-
KOJI TIpo 3a00pOHY KJIOHYBaHHS JIOOWMHU. BiH maB
BiIMOBiAL Ha IMOOOIOBAHHSI TPOMAICHKOCTI 3 IPH-
BOIY MOXKJIMBOCTI KJIOHYBaHHS JIIOOWHU, 110 3’SIBU-
Jmcst micns kioHyBaHHS BiBui Jomm. Y Jopat-
KOBOMY MPOTOKOJIi MPO TPaHCIUIAHTALIiIO JIFOACHKUX
OpraHiB i TKAHWH MICTSIThCS 3arajibHi MPUHIMIIA Ta
MEBHI ITOJIOXKEHHSI, 110 CTOCYIOTBCSI iCHYIOYOI ITpaK-
TUKM TpaHCIUJIAHTALlil JIOACHKUX OpraHiB, sika K-
POKO BUKOPMCTOBYETLCS B CydacCHilt MeAULIMHI.

Kcenompancnaaumauia. B octaHHi I1ecSITUITIT-
TS 3AiACHEHO BpaXkalouWil mporpec B rajlysi mepe-
CaJKu OpraHiB, 3aBOSIKW YOMY BPSITOBAHO TUCSYi
KUTTIB. AJle Ma€ Micle TOCTIMHMI aediuuT 0-
HOPCBKHX OpPTraHiB, i 10 THUX Ilip, TIOKX HE CTBOpE-
Hi iX IITY4Hi 3aMiHHUKHU, ILIUPOKUM (POHTOM Be-
JIyThCsl AOCTIKEHHSI 3 TTPo0IeMU KCEHOTpaHCIUIaH-
Tawii. ¥ 3B’43Ky i3 3aCTOCYBaHHSIM 1Ii€1 TEXHOJOTii
BUHMKAE IIiJla HU3KA €TUYHUX, MEIUYHUX, HAyKO-



16 Haykosi Bicti HTYY "KnI"

2011173

BUX 1 OpraHi3alliliHUX TPoOJeM, IJISIXU BUPILIEH-
HsI SIKMX Hapasi IIHMPOKO 0OrOBOPIOIOTHCSI.

biomexnoaoeia. s po3risiny eTUIHUX, COILIi-
ATBbHUX 1 IOPUANIHUX ACIIeKTiB 3aCTOCYBaHHS 0io-
TEXHOJIOTiii, BUSBJICHHS MOXJIMBUX HAmpsIMiB 3a-
raJbHOEBPOIENCHKOI CIiBMpali Ta (GopMyBaHHS
OCHOBU [JIsS1 BUPOOJIEHHSI CHiJIbHUX MPUHLMUIIB Yy
i cdepi cTBopeHa cneuiajibHa rpyna Ilapna-
MEHTCBKOI acambiei Pagu €Bporm.

3aeanvra Oekaapauyis npo 2eHoOM AHOOUHU [ PO
npasa aA00uHu, TipuitHaTa ['eHepalbHOIO KOH(epeH-
uiero FOHECKO 11.07.1997 p. (Mae pekoMeHaailiii-
HUI XapakTep), BKa3y€ Ha Te, 10 TeHOM JIIOAWHU B
1l TIPUPOJHOMY CTaHi He Ma€ CIyTryBaTH IKEpesioM
OTpUMaHHSI JOXOMiB, Tepeadayae 3arajbHUil JOCTYI
JI0 JOCSTHEHb HAyKU, 110 CTOCYIOThCS T'€HOMa JIIO-
JWHU, Ta 32a00pOHSIE KJIOHYBaHHSI JIIONUHMU.

@Demanvha mepanis TOPOIKYE ETUYHI TIPO-
O71eMM, TIOB’SI3aHi 3 BMCOKOIO 1i BapTiCTIO i HEIO-
CTYMHICTIO JUISI LLIMPOKUX BEPCTB HACEJICHHS, a Ta-
KOX 3 00OOB’SI3KOBOI0 iH(POPMOBAHOIO 3rol0I0 M0-
Hopa. Crig 3a3HaunTu, 1o KoHBeHIIis mMpo Mpasa
JIIONUHU Ta O0iOMEAULIMHY TOBOPUTh, 1O TiJIO JIIO-
JUHM i MOro 4yacTUHMU He TIOBMHHI SIK TakKi OyTu
JKepesioM OTpUMaHHSI (piHAaHCOBOI BUIOIM, a Ta-
KOX HakJagae o0OB’SI3KOBY BUMOTY iH(DOpMOBaHO1
3roau JOHOpa.

®opMyBaHHST BITYM3HSIHOI HOPMATHUBHO-TIpa-
BOBOI 0a3M Ta BUPOOJICHHSI BIIMOBIIHOI PETyIsITOP-
HOi MOJIITMKU BigOyBajJoCsl Ha OCHOBI MPUHLMIIIB
TYMaHHOCTi, ¢(h)OPMOBAHUX y HaBEACHUX BUILEC MiX-
HapogHMX JoKymeHTax. ITpornoHyeMo orjsia cydac-
HOI cucTeMu OioeTMKM B YKpaiHi, po3mIsigaloun
OKpeMi ii cerMeHTH.

J1o OCHOBOMONOXHUX HAUIOHAALHUX OOKYMEH-
mie y eanysi bOioemuku clig BimHecTu: ETWuyHUM
KOJEKC BYEHOro YKpaiHM (MPUNUHSTUI TOCTaHO-
Boto Ne 2 3arampHux 360piB HamioHanbHOI akane-
mii HayKk Ykpainu 15.04.2009 p.); ETuuHuii xo-
Jekc Jikaps YkpaiHu (nmpuiiHaTuii Ha BceykpaiH-
cbKOMY 3’i31i JiKapchbKux opraHizamiii i X 3’i3mi
BceykpaiHChKOTO JTIKapChKOTO TOBApHUCTBA B M. €B-
natopii 27.09.2009 p.); EtuunHuii komekc ¢apma-
LIEBTUYHUX TIpalliBHUKIB YKpaiHu (IpUHSATUI
VII HamionansauMm 3’i3n0oM (papmanieBTiB YKpaiHnu
B M. Xapkosi 17.09.2010 p.).

bioemuuni acnexmu Odokainiunoeo ma KaiHiuHO-
20 BUBYEHHS NIKAPCbKUX 3ac00ie i MeOuyHoi npodyk-
yii 3HAWILIMA BimOOpaXKeHHs Y TaKUX CTaHIapTax.

Crangapt GLP (Good Laboratory Practice,
HanexHa nabGopaTopHa MpakTuWKa) — cCHCTeMa
HOpM, TIpaBUJI i peKOMeHallili, CIpsSIMOBaHUX Ha
3a0e3MleYeHHs] Y3rOIKEHOCTI Ta JOCTOBIPHOCTI pe-

3yJbTaTiB  J1abopaTOpHUX (IOKJiHIYHUX) IOCHTi-
JkeHb. [TpMHUMIIM T'YMaHHOTO TTOBOXKEHHS 3 Jia-
0opaTOpHUMU TBapMHAMU PO3MISAAIOTHCS B €B-
pOIeNChKili KOHBEHILil Mpo 3axUCT XpeOeTHUX
TBapuvH, 1110 BUKOPUCTOBYIOThCS ISl JOCTINHUX Ta
iHmmx HaykoBux wineit (CrpacOypr, 1986 p.).

Crangapt GCP (Good Clinical Practice, Ha-
JIeXXHa KJIiHiYHA MpaKTUKa) — MiXKHApOIHUI CTaH-
JapT €TUYHUX HOPM 1 SKOCTi HayKOBUX JOCIHi-
JIKeHb, 1110 OMMUCYE TMpaBujia po3poOJeHHS, Mpo-
BeICHHS, BEASHHS NOKYMEHTAIlii Ta 3BITHOCTI PO
JIOCTiIKEeHHs, SIKi mepenbdayarTb y4acTb JIOAWHU
SIK JOCJiI>KyBaHOTO 00’ekTa. BiamoBinHicTh mociti-
mxeHHs: ctaHmapty GCP rosopurtbh mpo myOJriuHe
JIOTPMMaHHI TIpaB y4YaCHUKIB JOCIiIKEHHS, Tpa-
BUJI 1IOJI0 TapaHTyBaHHsS ix Oe3reKu, MparHeHHs
JI0 HeHaHECEeHHS IIKOIM, a TaKOX BMMOI 10 J0-
cToBipHOCTI gociimkenb. Lli mpaBuia Oyau iHiLi-
oBaHi B I'enbCiHCHKIM Aexiapailii MixkHapoaHO1
KoH(epeHl1lii 3 rapMoHizanii (International Confe-
rence on Harmonisation, ICH).

Cepel OCHOBHUX HOPMATUBHO-TIPABOBUX aK-
TiB i HOPMATUBHUX AOKYMEHTIB, IO perjJaMeHTYy-
I0Tb TMPOBENECHHS BiAIMOBIIHUX BUIIPOOYBaHb, CJIif
HasBaTu Taki: [TopsiaoK MpoBeaeHHS JOKJIiHIYHOTO
BUBUEHHSI JIiIKapChbKMX 3aCO0iB Ta €KCIIepTU3U Ma-
TepiajiB HOKIIHIYHOTO BUBYEHHS JIKApCHKMUX 3a-
Cco0iB (3aTBepmXeHMIT Haka3oM MiHicTepcTBa 0OXO-
poHU 310poB’sa Ykpainu Big 14.12.2009 p. Ne 944);
TMopsimok mpoBeaeHHST KJIiHIYHUX BUITPOOYBaHb Jli-
KapChbKHMX 3ac00iB Ta €KCMEepTU3U MaTepialiB KJIiHiu-
HUX BUIPOOYBaHb i TUMOBE MOJOXEHHS MPO KOMi-
Cil0 3 MUTaHb €TUKMU (3aTBepaXkeHi HakazomM MO3
Ykpainu Bim 23.09.2009 p. Ne 690); IIpaBuia mpo-
BEJEHHSI KIIiHIYHMX BUMpPOOYyBaHb MEIUYHOI TeX-
HiKM Ta BUPOOIiB MEAUYHOro Mpu3HayeHHs i Tu-
MOBEe TIOJIOXKEHHSI TMPO KOMICil0 3 NUTaHb E€TUKU
(3arBepmxkeHi HakazoM JlepxkaBHOi iHCHeKLil 3
KOHTPOJIIO SIKOCTi Jlikapcbkux 3aco0iB MO3 Vkpa-
inm Bim 14.05.2010 p. Ne 56); HacranoBa MO3
Vkpainu. Jlikapcbki 3acobu. Hanexna mabopa-
topHa npaktuka (KwuiB, 2009); HacranoBa MO3
Ykpainu 42—7.0:2005. Jikapceki 3acoou. Hanex-
Ha KJiHiyHa npakTtuka (Kuis, 2005).

bioemuuni npunyunu npu eupobHuymei ma
npomouyii aikapcokux 3acobie ma meou4Hoi npoodyK-
yii, HaXxajb, JOBOJIi HEYITKO BiZoOpaXeHi Y KepiB-
HUX HaLliOHaJbHUX AOKyMeHTax. I'0JIOBHUM Yy 1Iiit
oobnacti € crangapr GMP (Good Manufacturing
Practice (HanexHa BUpoOHMYA MPAKTUKA)) — CHUC-
TeMa HOpPM, MpaBWJI i BKa3iBOK IIOA0 BUPOOHMIIT-
Ba JIIKapChKUX 3ac00iB, MEAUYHUX IIPUCTPOIB, BU-
po0iB JiarHOCTMYHOIO MpU3HAYEHHS, IPOAYKTIiB
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XapuyBaHHSI, XapyoOBUX JOMIIIIOK i aKTMBHUX iHT-
peIieHTIB.

o eTnyHuUX 1pobieM BUPOOHUIITBA JiKapCh-
KMX 3aco0iB CJIJI BiZHECTHM BUTOTOBJICHHS ajib-
cudikoBaHUX (KOHTpadaKTHUX) JIiKapCbKUii 3aCO-
0iB, a TaKOX HAasSIBHICTb CyOCTaHAAPTHOI MPOIYK-
11ii, YacTKa SIKOi Ha PUHKY (hbapMaleBTUYHUX TTpe-
napaTiB B YKpaiHi craHoButh Bim 1,0—1,3 (odi-
wiiiHi mani) [18] mo 15—25 % (oliHOYHI eKCIIepTHi
nani) [19].

Ho eTnyHux mnpobyieM MPOMOLii JiKapChbKUX
3ac00iB i MEAWYHOI MPOAYKIIil CJiJ BiAHECTU He-
€TUYHY Ta HE3aKOHHY peKyiaMy (TOJIOBHUMM peEry-
JISTOPHUMHU JTOKYMEHTAMHU 3 IIUX MUTaHb € 3aKOHU
VYkpainu “Ilpo pexiamy” ta “IIpo 3axucT Big He-
JIOOPOCOBICHOI KOHKYPEHIIii”’); po0OTy MEIUYHUX
MIpeACTaBHUKIB, sKa Iepeadadyae mpsMy abo He-
npsiMy (iHaHCOBY MOTHMBALlilO JikKapiB (y T.4. OMi-
HiOH-JIiAepiB) i mpoBi3opiB [7].

Cepen OCHOBHMX HOPMaTHBHO-IIPABOBUX aKTiB
i HOpPMAaTMBHMX JOKYMEHTIB, IO pPErJaMeHTYIOTh
BUMPOOHUIITBO, IMPOMOILII0 Ta peaji3allilo JiKapch-
KMX 3aco0iB HeoOXimHO Big3HauuTu: HacTtaHoBa
MO3 Vkpainu CT-H 42—4.0:2008. Jlikapcbki 3a-
coobu. HanexHna BupobHmua mpakTuka (Kuis,
2008); Hacranoa MO3 VYkpainu CT-H 42—
5.0:2008. Jlikapceki 3acobu. Hanmexna mpakTuka
auctpubyuii (Kuis, 2008); JlineHsiiini ymoBu mpo-
BaK€HHSI TOCIIOJAPCHKOI TiSITBHOCTI 3 BUPOOHMIIT-
Ba JKapchbKMX 3aco0iB, OITOBOI, PO3IPiOHOI TOp-
riBm JikapcbKuMM 3acobamu (3aTBepKeHi Haka-
30M [lepkaBHOi iHCHEKIii 3 KOHTPOJIO SKOCTi JIi-
Kapcbkux 3aco0iB MO3 VYkpainm Big 21.09.2010 p.
Ne 340).

Bukopucmanns eenemuyHo mooupikoeaHux op-
eanizmie (I'MQO) mopomXye psiii €TUUYHUX MUTaHb,
MOB’sI3aHMX i3 caMuM (akToM BukopuctanHs ['M-
MNPOAYKTIiB XapuyBaHHS, a TaKOX iX MapKyBaHHS
[20—22]. To0710BHUM AOKYMEHTOM, IO PETYJII0E
nuTaHHs y cdepi Oiobe3omneku, € 3aKoH YKpaiHu
“IIpo nepxaBHY cucTeMy 0ioOe3leKM MpU CTBO-
pEHHi, BUIIPOOYBaHHI, TPAHCIOPTYBAaHHI Ta BUKO-
pUCTaHHI TeHETUYHO MOoAU(PiKOBaHMX OpraHi3MiB”
(mpuitastuin 31.05.2007 p.). Lleit 3akoH peryimoe
BiTHOCMHU MiX OpraHaMy BUKOHABUOl BJIaau, BUPOO-
HUKaMM, TPOAaBISIMU (TIOCTAYaIbHUKAMU), PO3-
pOOHUKAMM, AOCTiIHMKAMU, HAyKOBLSIMU Ta CITO-
xkuBayamMu I'MO Tta mnponykiii, BHpoOJeHOI 3a
TEXHOJIOTISIMM, 11O Ilepen0avaloTh ii po3po0JeHHS,
CTBOPEHHSI, BUIMPOOYBaHHSI, OOCiIXEHHSI, TpaHC-
MOPTYBaHHS, IMIIOPT, €KCMOPT, PO3MIillleHHSI Ha
PUHKY, BUBIIIbHEHHSI Y HABKOJIUIIHE CepeioBUILIEC
Ta BUKOPMCTaHHS B VYKpaiHi i3 3a0e3neyeHHSIM
GiosoriuHoi i reHeTHyHOi Oe3reku. IIpore 3akoH

HE 3aCTOCOBYETBCS 0 JIIOAMHU, TKAHWUH Ta OKpe-
MUX KJITHUH Y CKJIaJi JIOJChKOIO OpraHi3My.

Emukemyeanna xapuosux npodykmie, axi mic-
mamb I'MO abo eupobaeni 3 iX GUKOPUCMAHHAM.
Bumoru p0 eTukeTyBaHHSI XapyoBUX TPOAYKTIB
BCTaHOBJIIEHO 3akoHoM YKpainu “IIpo ©Oesmeu-
HIiCTh Ta $SKICTb XapuyoBuUX TpoaykTiB” (cT. 38).
IMopsinok eTuKeTyBaHHSI Xap4yOBUX TPOAYKTIB, SIKi
MicTsiTb TMO abo BupoOJieHi 3 1X BUKOPUCTaHHSIM
Ta BBOIATLCS B 00ir, 3arBepmkeHOo IlocTtaHOBOIO
Kabinery MinictpiB Ykpainu Bim 13.05.2009 p.
Ne 468. Po3pobiieHO Ta BBEAEHO B [il0 HU3KY IIifI-
3aKOHHUX HOPMAaTUBHO-MPABOBUX aKTiB, 110 pery-
10Tk 00ir 'MO Ta npoaykiiii, BUpoOJeHOi 3 BU-
kopuctaHHsiM MO, 3okpema: Ilopsimok Bupaui
IIO3BOJIy Ha IIPOBEIACHHSI ACpKaBHOI arpoOairii
(BUNpOOYBaHHSI) TEHETMYHO MOAM(IKOBAHUX Op-
radiamiB y Binkputiit cuctemi (IToctanoBa KMY
Bim 2.04.2009 p. Ne 308); Ilopsimok Bumadi I03BO-
JIy Ha BBE3€HHS Ha MUTHY TepUTOpil0 YKpaiHu
HE3apeECTPOBAHNX T€HETUYHO MOIM(piKOBAaHUX
OpraHi3MiB ISl HayKOBO-IOCHiAHUX liijieit abo
Jep>KaBHUX ampobaliiit (BunpooyBanb) (ITocraHo-
Ba KMY Big 20.08.2008 p. Ne 734 ); Ilopsmok
BUJayi JO3BOJY Ha TpaH3WTHE MEpeMillleHHs He
3apeECTPOBAHUX B YKpaiHi TeHETUYHO MOIMui-
koBaHux opraHi3amiB (IToctanoBa KMY Bin
28.04.2009 p. Ne 423).

AHai3yl0our HaBeACHi BUIIEC TOKYMEHTH, MOX-
Ha AiATU BUCHOBKY, 1110 HOPMAaTUBHO-TIpaBoBa 0a-
3a, sIKa peryiaioe OioMeauyHi JOCIiIKEeHHSI, TOJIOB-
HUMM YUHOM KJIHIYHI Ta OOKJIIHIYHE BUBUYEHHS
¢dapMaleBTUYHUX TpernapaTiB Ta MEIUYHUX BUPO-
0iB, mpeacTaBieHa HU3KOIO I'PYHTOBHUX JOKYMEH-
TiB, SIKi HAlOThb KOHKPETHI BIAIIOBiAiI Ha aKTyaJbHi
OioeTyHi muTaHHs. PazoM i3 TMM 3anuiuaeTbes
JIOBOJIi ILIMPOKE MOJIe MisVIbHOCTI 1100 PpO3pob-
JIEHHsI CIelliaJIbHUX MpaBU A0 MPOCYBaHHS Me-
JUYHUX TOCTYT i TPOAYKTIiB OioTeXHOJOTIi Ta (ap-
Mallii, sIKi 0 IpyHTyBaJuCsl Ha MPUHLMIIAX OioeTH-
Ky. BaxiauBuM 3aBOaHHSIM 3aJIMIIAETLCA W YAO-
CKOHaJIEHHSI CUCTeMU JIepKaBHOTO Ta TPOMAaIChKO-
ro KOHTPOJIIO 32 JOTPUMAHHSIM 0iOETUYHUX HOPM.

bioeTnka sk HaByaJbHA JUCHUILIiHA

Peanizanis BuMOr 0i0eTMKU 3HiHACHIOETHCS
creniajgicTaMu, SKi MPOBOISITh HAYKOBiI Ta HAyKO-
BO-TE€XHiYHi pO3pOOKM — CTBOPIOIOTH HOBi TEXHO-
JIOTii HA MOJIEKYJSIPHOMY Ta KIIITMHHOMY PiBHSX,
pO3pOOJISIIOTh TEXHOJIOTIT MPOMUCIOBOTO BUITYCKY
bioTexHOJIOTiYHOI Ta (pbapMalleBTUYHOI MPOAYKIIi,
3MiMCHIOTh 11 peanizauilo. Came TOMY HeBia eM-
HUM CKJIQIHUKOM OCBITIHCBHKOI ITIATOTOBKU Maii-
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OyTHiX OioJjioriB, OioTeXHONOTIB i (PpapMaleBTIiB €
BUBYEHHS Ta OOCIIIKEHHS HU3KU MUTAHb 0I0ETU-
Ku [23, 24].

Cnin 3as”Hauutu, 1o Pesomownia IV Hario-
HaJbHOTO KOHrpecy 3 Oioetuku (M. Kuis, 20—
23 BepecHs 2010 p.) MictTuThb nobaxaHHs A0 MiHi-
CTepCTBa OXOPOHM 3IOpOB’S YKpaiHm Tta MiHic-
TepCTBa OCBITM i HaykKM YKpaiHM IIOJO PO3po0-
JIEHHsI Ta BIIPOBAJKEHHSI Cy4acCHOi Mporpamu Ha-
BYaJIbHOIO Kypcy “OcHoBM 0OioeTnku Ta 0io0e3me-
KUA” IJIs1 CTYACHTIB BUILIMX MEIMYHUX HaBYATBHUX
3aKJIamiB i 0iodakiB YHiBEpCUTETIB.

V HauioHaqlbHOMY TEXHIYHOMY YHiBEpPCHUTETi
Vkpainn “KuiBcbKuii MOJITEXHIYHUNA iHCTUTYT”
Ha ¢akyapTeTi 0ioTeXHOJOrii i 0iOTeXHiKM Hako-
MUYEHO YMMAaJIWi JOOCBiA BUKJIAAAHHS TPEAMETY
“biobe3rieka Ta OioeTMka” IS CTYIEHTIB-0i0-
TEXHOJIOTIiB — LISl AUCLMIUIIHA 3aMpOBaJXeHa B Ha-
BYajbHUi ToiaH e y 2001 p.

Hucuurutina “biobe3neka Ta 0OioeTuka” €
CIELiaJIbHOIO Yy CUCTEMI ITiATOTOBKM OiOTEXHOJIOTIB
1 CKJIama€eThcsl 3 ABOX OJIOKiB — OCHOB 0io0e3meKku
Ta OCHOB 0OioeTMKM. B paMkax mnepiuoro OJOKy
PO3KpHUBAIOThCSl TIpoOsieMu Oiobe3neku B OioTex-
HOJIOTiT TIpU CTBOPEHHI T€HETUYHO MoaudiKoBa-
HUX OpraHi3MiB; pO3IJSJAIOThCI Pi3HI acleKTu
6io6e3neky Mpu poOOTi HA TEHETUYHOMY, KJIITUH-
HOMY, TKAHMHHOMY piBHSIX Ta piBHi LIJIOTO opra-
Hi3My; aKIIEHTYEThCS yBara Ha MOXJIMBMX Hera-
TUBHUX Hachigkax iHtepkassuii B JIHK peuurmieHT-
HO1 KJIITMUHU TOHOPCBKOTO YYXXOPiIHOro reHa; Be-
JIUKa yBara NpuAiISIETbCA KPUTEPisIM, MOKa3HUKAM
i Metomam ouiHku 0iob6e3nekn I'MO Ta SKOCTI
ONepKyBaHMX 3 HHUX TIPOMYKTIB; PO3MISAAIOTHCS
0OCOOJIMBOCTi JI€p>KaBHOTO IMPaBOBOTO PETYJIIOBaH-
HsI TEHHO-1HXEHEPHO1 AisJIbHOCTI MPU CTBOPEHHI i
BukopuctanHi I'MO B Vkpaini, CIIIA Ta €Bpo-
neiicbkomy Corosi [6].

Jpyruii 610K — OCHOBM OiOCTMKM — SIBJISIE
00010 BAXJIMBY TOUYKY (iIocODCHKOro 3HaHHS.
®opmyBaHHS i PO3BUTOK OiOCTUKU IIOB’SI3YETHCS
i3 mpouecoM TpaHcdopMallii TpagULiiHOI eTUKU
B3araji, Meau4Hoi i OioJOTIYHOI €TMKM 30KpeMa.
Po3BuTOK 0i0eTHKM OOYMOBIIIOETHCS HacaMIIepen
pi3KO TIOCWJIEHOIO YBarol A0 MpaB JIOAWHU i
CTBOPEHHSIM HOBHUX MEIMYHHUX i OiOJOTiYHMX TeX-
HOJIOTil, $Ki MOPOMXYIOThb 0e3iiu IpobiieM, IO
BUMAaraloThb BUpIlIEHHS 3 MOIISAY K IpaBa, Tak i
Mopai.

Ockinbku “biobe3rneka ta GioeTnka” € BKpait
IUBepCU(]PiKOBAaHUM KYypCOM, TO TEOpPETUYHi Ii OC-
HOBU TIiCHO TIOB’SI3aHi i3 HM3KOI MEAUKO-0i0Jo-
TYHMX Ta CYCIIUIBHO-IIOJITUYHUX HayK, a caMe: Te-
OpPETUYHUX OCHOB OIiOTEXHOJIOIil, MOJIEKYJISIPHOI

OioJsiorii Ta TeHETUKHU, MiKpoOioJiorii, BipycOJIOrii,
dinocodii, couionorii Ta OCHOB ITpaBa TOILIO.

ITpu BUBYEHHI KypCY CTYI€HTHU MaloTh Olep-
>XaTW 3HAHHS 3 TaKWUX MUTaHb: HEOOXiAHICTh MO-
SIBU Ta PO3BUTKY 0io0e3reku Ta O0i0eTUKHU SK
HayKOBUX HAMpPsIMiB i HaBYaJIbHUX AWUCLIUILIIH;
CIPUUAHATTS (B TOMY 4YHUCIi U cycIiJibHe) 0io-
TeXHOJIorii, 0io0e3mekn Ta OiOETUKM SK HEpO3-
PUBHOI Tpiaau; MOTeHIliliHa HeOe3reka OioTex-
HOJIOTi/A Ha pi3HUX eTalax — Big pPO3pOOJIEHHS
TEXHOJIOTii [0 MPOMMCIOBOTO BIIPOBAIXKEHHS;
¢opMyBaHHS i PO3BUTOK MeAUYHOI Ta Oiojoriu-
HOi €TUKW; HOPMaTHBHO-IIpaBOBe 3abe3reuyeHHs
y cdepi 6io0e3rmekn Ta 0i0OETUKMH.

ITicna BUBYEHHSI KypCy CTYOEHTU TIOBUHHI
BMITH: OIIHIOBATY IIOTEHIIMHI PU3WKMU [IJIsI 310-
POB’d JIIOAWHU Ta TPUPOIHOTO HABKOJUIITHBOTO
cepeloBMIlA, 1O TOB’SI3aHi 3i CTBOPEHHSM, BU-
MpoOyBaHHSIM, TPAHCIIOPTYBAHHSIM i BUKOPHCTaH-
HSIM TeHETUYHO MOoAM(iKOBAaHUX OPraHi3aMiB; BU-
KOPHCTOBYBAaTU CydyacHY HOPMAaTUBHO-TIpaBOBY Oa-
3y YKpaiHu om0 JIepXKaBHOI CUCTeMHM 0io0e3mnexku
IJIST BEIEHHSI po3po0oK y cdepi OioTexHOOTII, a
TaKOX JJIsI BUKOPUCTAHHS T€HETMYHO MOAM(iKO-
BaHUX OPTraHi3MiB y MPOMUCIOBOCTi, CiJIbCbKOMY
roCIiofapcTBi TOIO; BUKOPUCTOBYBATU CY4YacHY
HOpPMaTUBHO-TMPABOBY 0a3y sl MpoBeaeHHs 0io-
MEIUYHUX TOCTiIKEHb.

Bucnosku

DyHKITIOHYBaHHSA OiOCTMKM HEMUHYyUYE TIpH-
3BOIUTh 10 TyMaHi3allii Ta MPOrpecBHOIO PO3BUT-
Ky 0aratbox cep XUTTSI CyCHiIbCTBa, 30KpeMa Ha-
YKOBO-TEXHIYHOI Ta COLIaIbHO-TIONITHYHOI. BioeTn-
Ka CTaBUThH AeNalli CyBOpillli BUMOTM IO YMOB Hay-
KOBHMX i HAyKOBO-TEeXHIYHMX po3po0OoK. Hacmimkom
CTPIMKOTO PO3BUTKY OIOJIOTIYHMX Ta MEIUYHUX TEX-
HOJIOTiiA € OdYeBMOHA HEOOXIMHICTh HE TIIBKU Me-
HeIKMEHTY, ajie i X MpaBoOBOro peryatoBaHHs. Oc-
TaHHE y CBOIO Yepry He MOXJIMBe 0e3 cepiio3HOro
PpO3po0JIeHHST 0I0ETUYHOI TPOOJIEMATHUKM.

HopmatuBHO-TIpaBOBe 3a0e3mneyeHHsT 0ioeTH-
KM B YKpaiHi agpecyeTbCcs OO0 IIMTaHb OXOPOHU
3I0pPOB’S JIOAUHU, 3aXUCTy TpaB MAaLi€HTIB, yJyac-
HUKIB MeINKO-0i0J0TiYHMX MOCHIIKEeHb 1 CIOXHU-
BauiB (papMaleBTUYHOI IOIOMOTHM, a TaKOX Ty-
MaHHOTO TOBOJXEHHS i3 JabopaTOPHUMU TBApU-
Hamu. HopMaTuBHO-mpaBoOBi akTW YKpaiHi IPyH-
TYIOTbCSI HA OCHOBOIIOJIOKHUX MiXHApOAHUX JO-
KyMeHTax. IcHye mocrifiHa HEOOXimHICTb B yIO-
CKOHAaJIEHHi peryJsiTOpHOI MOJIITUKU y cdepi 6io-
e€TUKHU 4Yepe3 Bce HOBi 1 HOBI JOCSTHEHHSI HayKoO-
BO-TE€XHIYHOTO MpOTpecy Ta HENMPUUHSTTS 4YacTu-
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HOIO CYCIMIBCTBA 010ETUYHUX HOPM SK CKJIaJHUKA
(inocodii, GioTexHONOrIUHOI, MEeAUYHOI Ta ap-
MalEeBTUYHOI JisUIbHOCTI.
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