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INPABOBI 3ACAZIU CTBOPEHHA TA ®YHKIIOHYBAHHS
BIOJIOI'TYHUX BAHKIB (BIOPEIIO3UTAPIIB) B YKPAIHI

Y emammi docnioacyemvca numanta cmeopenus ma QyHKYIoHY8aHHs 0ION02IUHUX OAHKIE
(biopenosumapiis) 6 Vkpaini. Aemopom npogedeno Kiacugikayiro c8imosux 6iono2iyHux OAHKIS.
3anpononosano susHauenHs Oionociunoz2o 6auky (biopenozumapir). IIpoananizoeano Has6Hy
6 Ykpaini HopmamusHo-npagogy 6asy, wo pe2ynoe 8iOHOCUHU Y cdhepi CMBOpeHHs 6aHKI8 KAimuH
ma mxanun 10ounu. IIpooemMoHcmposano HenogHomy pecyio8ants 6KA3AHUX GULe GIOHOCUH HA
DIBHI HAYIOHAILHO20 3AKOHOOABCBA Y NOPIBHAHHI 13 c8imogoro npakmukor. Chopmynbosano npo-
no3uyii w000 800CKOHANLEHHS OTI0H020 3AKOHOOABCHEA.

Knrwuoei cnosa: dionoziunuii bank, biopenosumapiii, npagoge pe2yo8anHs.

IMocranoBka npodsemu. [IpuHIunm nepcoHanizoBaHoi, HPOrHOCTUYHOI Ta podiak-
tuaHoi Menuuuan (PPPM) € GazoBumMu Juist pO3BUTKY MEIUYHOI HAyKH B YChOMY CBITI,
OCKIUJIBKM HEOOXiHICTh 3HIKECHHS BUTPAT HA MEAUKAMEHTO3HE 3a0€e3MeUeHHs, PO3BUTOK
PE3UCTEHTHUX (OPM 3aXBOPIOBAHb, 3HAYHA KIIBKICTB JIIKAPCHKHUX YCKIIATHEHD € TOJIOBHOO
MepeyMOBOIO MIOUIYKiB aJIFTEPHATUBHUX Ta €(EKTUBHUX METO/IB JiKyBaHHs [1].

LBuKKUH TEXHOJIOTTYHUI PO3BUTOK CHHTETUYHOI 010JI0Ti, erireHeTHKH, (hapMaKore-
HETHUYHUX METOIB OOCTEKEHHSI I03BOJISIE PO3POOIIATH 1HIUBIAYaIbHI IS KOKHOTO Talli-
€HTa JIIarHOCTUYHI Ta TEPaNeBTUYHI CUCTEMH. YPaXOBYIOUH BHKIIAJIeHE, 010JI0TT4HI OaHKH
CTalOTh BaYKIIMBOIO CKJIAI0BOIO [TPU MPOBEACHHI MUKIUCHUILTIHAPHUX Ta IHIINX HAYKOBUX
JOCITIKEHB, €()eKTUBHA B3aEMOIISI, MDKHAPOIHA KOOTIePaITis, €MUHA CUCTEMa OTepaIlifHuX
nponenyp Mixk 0io0aHKaMu y Pi3HHX KpaiHaX CTa€ TOJOBHUM (PAaKTOPOM CTUMYIIIOBAHHS
IHHOBAITIHHUX TPOTICCiB, KOHKYPEHIIIT Ta 301IBIICHHSI ITyOJIIIHOT TOBIPH IO CHCTEMH T'PO-
MaJICBKOTO 310pOB’s [2].

CtaHn po3po0seHocTi mpodaemMu. J[esiki acTeKTH J0CIiHKyBaHOI TeMU OYyJI0 BHCBIT-
JICHO HE TiNbKH (axiBLSMH y Tally3i IOpUCIPYACHLI1, ale 1 HAyKOBISIMH Ta eKCIIepTaMu
y TaJTy3i OXOPOHH 3A0POB’ s (MEIUIHUH 1 (papMarieBTUIHUHN HAIPSIMH ), EKOHOMIKH, (ijto-
coii. Po3poOKoro 1 BIpOBayKeHHSAM MPUHIIMIIIB TIEPCOHATI30BaHOI, TPOTHOCTUYHOI Ta
PO ITaKTHIHOT METUITIHY Ta MUTAHHAMH O10€TUKH y c(epi OXOPOHH 3M0pOB’ s (30KpeMa,
[pH TpaHCIUIAaHTaWil KJIITHH Ta TKAaHWH JIIOAWHW) B YKpaiHi 3aiimanucs . A. binenepka,
I. B. Benenukrona, P. FO. I'peBnoBa, B. 1. I'pumienko, JI. M. [lemiko, O. FO. KamuHiiena,
L. 1. Centota, C. I. CTeneHko, a Tako iHIII BITYM3HsIHI 1 3apyOixkHi HaykoBLi. [Ipu npomy
CIIiJT 3ayBa)KUTH, IO CUCTEMHI MPABOBI JOCIIHPKEHHS Ta 3MICTOBHHH aHATI3 TMpoOIeMu
I0JI0 TOCTIOAPCHKO-TTPABOBHX 3aCajl CTBOPEHHS Ta PYHKIIIOHYBaHHS 0i10J0TTYHIX OaHKIB
(6iopemno3uTapiiB) B YkpaiHi He MPOBOAMINCH, MyOITiKaIlii BiICYTHI.

MeTo10 gocaizkeHHsI € aHai3 00paHUX aBTOPOM IOPHINYHUX ACTICKTIB TAKOTO BUIY
TOCIOJIAPCHKOI MisTBHOCTI, sIK 0100aHKIHT, a caMe: MpaBoBi (HOPMU MTPOBAKEHHS [TisTb-
HOCTI Ta MeXaHi3Mu (piHaHCYyBaHHs O10IOTIYHMX OaHKIB (Y TOMY YMCIIi HA yMOBAaX JepiKaB-
HO-TIPUBATHOTO MTAPTHEPCTBA), 0COOIMBOCTI BiTOOPY 3pa3kiB 0 Oi00aHKIB, MUTaHHS TIepe-
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MIlIeHHs 010JIOTIYHUX 3pa3KiB (KIITHH, TKAHUH) MK CTBOPEHMMH 0100aHKaMU y MeKax
VYKpaiHu Ta TpaHCKOPJOHHE MepeMillleHHs, JOTPHUMaHHS MpaB MallieHTIB Ta oci0, 1110 OepyTh
Y4acTh y JOCTiKEHH] (KOHIIETIIIIST «0COOMCTHX TIPaBy ad0 KOHIICTIIIS «ITPaBa BIACHUKA).

BukianeHHss 0cHOBHOTO MaTepiany. [1Jis mporiecy CTBOpEHHS IHHOBAIIHHUX JIiKap-
CbKHX 3aC00iB Ta 3 METOIO0 BIIPOBA/KEHHS B HAL[IOHAJbHY CHCTEMY OXOPOHH 3J0POB’s
MPUHIIMITIB [IEPCOHAII30BaHOT MEANIIMHY BaYKJIMBUM €JIEMEHTOM € CTBOPEHHS 010JI0TTYHUX
peno3urapiiB (6io6ankiB). Ctanom Ha 2014 p. OGiobaHKH 3’BHIHUCS y OaraThox KpaiHax
CBITY 1 11e 00yMOBHJIO TIOSIBY BiJIIIOBITHOT HOPMaTHBHO-NIPABOBOT 0a3M SIK Ha MI>KHAPOHO-
My piBHI, TakK i Ha PiBHI HAI[IOHAILHOTO 3aKOHOJABCTBA. Pa3oMm i3 TUM BiJCYTHS €1nHA
yHi(iKOBaHa TepMiHOJIOTIYHA 0a3a, 0 BUKOPHCTOBYEThCS Y Tay3i Oio0aHKiHry. Bu3Ha-
YeHHs 010peno3uTapito Ta 6i00aHKy BiJIPI3HSAIOTHCS 3a CTYIICHEM JIeTai3allil BiJIOBiTHO
710 IPUAHSTHAX HACTAHOB, aJie, POaHalli3yBaBIIM HASBHI BapiaHTH, MOXKHA 3aIIPOIIOHYBATH
HACTYIHI TEPMiHH JUII BUKOPUCTAHHS Y BITYM3HSHOMY 3aKOHOAABCTBI [3].

Biopeno3uTapiii — 11e Miclie, ae 010JI0TiUHI MaTepian 30UparoTh, 0OPOOIISIOTH, 30epi-
rafoTh 1 PO3MOBCIOMKYIOTH 3 METOIO MIATPUMKH MYJIBTUAMCHUILTIHAPHUX, MYJIBTULEHTPO-
BHX Ta HIIMX HAYKOBUX OCIIKEHB 1 JOCTITHUIILKUX MPOCKTIB. Y 010pEImo3uTapisax Mo-
KYTb 30epiraTucs 3pa3ku TBApHH, 3pa3Ku O10JIOTYHUX MaTepiaiiB JIIOJUHH, a TAKOXK 1HIINX
JKUBHUX OPTaHI3MIB.

BiobaHK € pi3HOBUIOM O10pENO3UTapito, Y SKOMY 30epiratoThCsi OpraHi3oBaHi KOJIeKIil
OloJoTiYHUX 3pa3KiB, OTPUMAHUX BiJI JIFOMWHH, a TAKOXK 30epiracThCs acolliioBana iHpop-
Mals I JOCTIIHALBKUX I1JIEH.

Opramnizartist 3 eKOHOMITHOTO CIIBPOOITHHIITBA Ta po3BUTKY (Organisation for Economic
Co-operation and Development (OECD)) Bu3nauae 6100aHKH sIK «CTPYKTYPOBaHi pecypcH,
10 MOXKYTh OyTH BUKOPUCTAaHI JUIs [iJIed TEHETHYHHUX JOCII/HKEHB 1 [0 BKIIOYAIOTh!
(i) GlomnoriuHi Marepiayiv JIFOAUHU Ta/a00 iH(QOpPMAIlit0, OTPUMAaHY K PEe3yJIbTaT aHaIi3y
OloMoriyHUX MaTepiajiB JIOMUHMY, (i1) po3IMHUpeny, OB A3aHy i3 BKa3aHOO BHIIE, iH(Op-
Mario [4].

Yacrimre TepMiH «0i00aHK» 3aCTOCOBYETHCS [Tl HAHMEHYBaHHS 010pETO3UTapito, SKUH
TUTAHYETHCS JUIS Y9acTi y IPOBEACHHI JOCHIPKEHHS, HiX JJIsl y4acTi y Tporpamax 3 Jia-
THOCTHUKH [3].

BukopucranHs HeyHi(iKoBaHOT TEPMIHOIOTIT AJIsl PI3HUX TUIIIB PEMO3UTAPIB J03BOJISIE
CTBOPIOBATU Pi3HI PEryasSTOPHI PEXUMHU Ta KOPUCTYBATHCS PI3HUMHU 103BUIBHUMH IIPO-
ey pamMH.

30ip Ta 30epiraHHs Oprasis, TKaHUH, KJIITHH Ta Oiojoriyaux npoxaykris (AHK, mpo-
TETHIB, TOMOHIB) 3 METOO Tepartii, IIaTHOCTUKU Ta JIIKyBaHHs MPOTATOM 0araTboxX pOKiB
Oynu y komrieTeHLii 1abopaTopiii Ta 3aki1aziB 0XopoHH 310poB’st. [1oTpiOHi st mocHiHKeHb
010J10T19HI 3pa3KH JIOIUHI OTPUMYIOTH 3 PI3HUX PECYPCIB, alie epeBakHa KUTbKICTh HaJl-
XOJHTBH BiJl MPOBEICHHA MaHI My IPU HalaHHI MEMYHOI JOMIOMOTH: XipypriuHi Mare-
piamm, MEIMYHI BiTXOMIH, IO YTBOPIJIMCS TP TIPOBEICHHI MIarHOCTHYHUX TECTiB (KPOB,
1HIII PIMHYA, TUTOJIOTTYHI 3pa3ku, O10TICiiHI 3pa3KH), 3aIUIIKU (QiTOMIaleHTapHUX MaTe-
piamniB (TuTamieHTa Ta KOpAOBa KPOB), aDOPTHBHI MaTepialid, MaTepiaj, OTPAUMAHHH ITiT Jac
MPOLEAYP 13 3aCTOCYBaHHSM JOMOMDKHUX PENpOAYKTUBHHX TEXHOJIOTIH Ta iH. Kpim Toro,
OyJa 3aCHOBaHa 3HAYHA KiJTBKICTh MOMYIAIIHHAX 0100aHKIB ¥ NeIKUX KpaiHaX, HAIPUKIIAT]
B EcTonii. Yci 3a3Haueni Buile MaTepianyd MOXyTh Oyau HaJaHi Juis IpoBeneHHs 010J10T14-
HUX TOCIDKEHB 0€310CcepeIHRO i Yac MporieIypu ab0 BOHH MOXKYTh OyTH OTpHUMaHi Ha
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MiJICTaBi MONepeaHbO1 iIHPOPMOBAHOT 3TOAM /T BUKOPUCTAHHSA Y KOHKPETHOMY 010JI0Ti4-
HOMY JTOCIIKeHHI [5].

Icaytoui y cBiTi Oi00aHKK MOXHA KIacu(piKyBaTH 32 TAKUMH KPUTEPISIMH:

1) 3a mpu3HaYEHHSAM — apXiBHI, My3€eliHi, KIiHI4HIi, CYlI0BO-MEINYHI, JIOCIiIHHIIbKI,
TpaHCIJIAHTAIlIHHI;

2) 3a kpHuTepieM Bigdopy Giojorignoro mMarepiany — 6100aHK 3aXBOpPIOBaHb (Kapioo-
TYHHUX, eHIOKPHHOJIOTTYHIX, OHKOJIOT1YHHUX ), TOMYJISIIHHUI 6100aHK, 6i00aHK CTOBOYpO-
BUX KJIITHH, 0100aHK ITyMOBHHHOI KPOBi, 0100aHK FreHeTHYHOI iH(popMartii;

3) 3a (hopMOIO BIACHOCTI — MIPHUBATHI 200 myOIIivyHi;

4) 3a KpUTEPIEM METH 3IHCHEHHS TOCTIOAAPCHKOI MIsITBHOCTI — KOMEPIIiifHI Ta HEKO-
MepIiiiHi;

5) 3a popmoto icHyBaHHS — BipTyaibHi 1 peayibHi Ta iH.

biobaHkM BUKOHYIOTH (DYHKIIIT TOCEpEIHUKA MK IOHOpaMU O10JI0TI9HOTO MaTepiary
3 OfIHi€1 CTOPOHM Ta (DapMaIeBTUIHUMH, J1arHOCTUYHUMH, 010TEXHOJIOTIYHUMH KOMITaHi-
SIMH, KOHTPAKTHUMH JIOCITITHUIIBKMMH OpTaHi3allisiMi, HAyKOBUMH YCTaHOBAMH, HaBYAJIb-
HUMH 3aKJIaJlaMH, JO0CIIITHUKAMH, HAyKOBISIMH 3 1HIIOI CTOPOHH.

Ha mixkHapomHOMY piBHI AisIbHICTE 6100aHKIB Ta Giopero3utapiiB koopaunye ISBER —
International society for biological and environmental repositories.

B VYkpaini Oiopenosurapii Ta 6i00aHKU MpEACTaBICHI TUIBKK OaHKAMH ITyHOBUHHOT
KpOBi / CTOBOYPOBHUX KJIITUH T4 OKPEMUMH KOJIEKIISIMUA O10JIOTTYHUX 3pa3KiB TKAaHWH Ha
PiBHI 3aKJ1aJiB OXOPOHH 370POB’s, BUIIMX MEIMYHHUX HaBYAJbHHUX 3aKJaJiB Ta HAYKOBHX
YCTaHOB.

HopmaruBHa 6a3a ckianaerbes 3 Hakasy MO3 VYkpainu «Ilpo 3arBepmxenns JlineH-
31HHUX YMOB IPOBAKEHHS TOCIOIAPCHKOI AISTBHOCTI OaHKIB MYMOBUHHOI KPOBI, 1HIINX
TKaHUH 1 KIiTHH moauan» Big 10.04.2012 p. Ne251 ta nakazy MO3 Vkpainu «IIpo 3a-
TBepmKeHHs [lepeniky TKaHWH 1 KITITHH JIFOMWHH, 3 SKHMH J03BOJICHA MisTbHICTH OAHKIB
ITyTIOBUHHOI KPOBI, IHIIMX TKaHWH 1 KIITHH Jroquam» Big 20.04.2012 p. Ne276 [6; 7].

Amnautiz HassBHOI HOpMaTHBHOI 0231 MPOJEMOHCTPYBAB i HEMOBHOTY, (hparMeHTapHICTh
Ta BiJICYTHICTh JOCTaTHHOI PO3POOKH.

HesuznauennmMu € ctaryc 610JI0TTYHHAX 3pa3KiB, M0 MEPEMITYIOTHCS Yepe3 IepKaBHAN
KOpAOH YKpaiH{ 3 METOI0 Y4acTi y 3araJIbHOCBITOBHX HAYKOBUX MpPOEKTax (HampUKIIas,
crBopeHHst HaionansHoro atnacy renomy myxiuH (CILA), npoekt €C OECI-TuBaFrost
3 IPOTUAI1 OHKOJIOTIYHMM 3aXBOproBaHHAM, mporpaMu Erasmus MC tissue bank), a Takox
HEOOXiTHICTh 3BEPHEHHS BITYM3HIHUX HAYKOBIIIB /IO iIHO3EMHUX 0100aHKIB ITiJT 9aC BHKO-
HaHHS HAyKOBHX JIOCII/DKEHb 32 MDXXKHAPOJHUMH T'PAaHTOBHMH IPOTPaMaMH.

He 3Haifnuia HaJle)KHOTO 3aKpIIJICHHS y BITYUU3HIHOMY 3aKOHO/IABCTBI IpoOieMa CTBO-
PEHHSI HaBUAIBHUX 3pa3KiB, BUTOTOBJICHUX 13 010JI0r1YHOr0 Marepiaiy, Uisl BUIIMX Ha-
BUAJIbHUX 3aKJIAIIB, KOJIEIKIB, IIKIJI.

Sk 3a3magae JI. M. Jlemko, OMHUMHU 3 OCHOBHUX 3aC0O0IB PETryITIOI0Y0TO BIUIUBY JEP-
YKaBH Ha JiSUTbHICTH OaHKIB ITyTIOBMHHOI KPOBI, IHIIMX TKAHWH 1 KJIITHH JIIOMUHHA Ma€e OyTH
CTaHJapTHU3aLis, KA € CKIaJ0BOIO HAIlIOHAJIBFHOI CUCTEMHU TEXHIYHOTO PETyIIOBaHHS, Ta
ceprudikaris. Ciix moroguTrcs 3 AyMKOIO aBTOPa, 1110 3aKOHOJABCTBO IPO SKICTh TOBApIiB,
pOOIT 1 MOCHYT, IO € pe3yabTaTaMHt MisTIEHOCTI OAHKIB ITyITOBUHHOI KPOBI, IHITUX TKAHIH
1 KJIITHH JIFOUHH, MA€ CTAHOBUTU KOMIUIEKCHUH 1HCTUTYT [8].
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BucHoBOK. 3 METOI0 BAOCKOHAJIEHHS JIF0UOT0 3aKOHOJABCTBA MOYKHA 3alIPOTIOHYBAaTH
HACTyIIHE:

1. Po3poOuTti HOpMaTUBHO-IIPABOBY 0a3y, M0 PETIAMEHTYE 3aKOHHICTh OTPUMaHHS
3pa3kiB O10JOTIYHUX MaTepiajiB JIOAUMHH (SK HOPMAIbHHUX, TaK 1 MATOJOTTYHO 3MiHe-
HUX) ISl BHECEHHS /10 0i00aHKy Ha TepuTOopii YKpaiHu.

Binnogigno 1o Hakasy MO3 Ykpainu Bix 12.05.1992 p. Ne81 «I1po po3BuTok Ta yo-
CKOHAJICHHS MTaTOJIOT0aHATOMIYHOT CITyKOHU B YKpaiHi», MaT0JI0r0aHaTOMIYHIAM BiITUTCHHSIM
3aKJIa/IiB OXOPOHU 3JI0POB’sl I03BOJICHO HA/laBaTH MaTepialid MaTojioroaHaTOMIYHUX JI0-
CITIKESHB 7151 HABYAHHSI JIIKapiB Ta MOJIOAIIOTO MEJMYHOTO IEPCOHAITY Ta IPUHMATH y4acTh
y TIPOBEJICHH] HAyKOBHX JIOCII/PKEHb 3 TUTaHb JIarHOCTHKH Ta JIKYBaHHS 3aXBOPIOBAHb.
VY upomy x Hakasi (Jomarok 19) BusHaueHi ymoBH 30epiranHs JOKYMEHTIB Ta MarepiaiiB
MaTOJI0rOaHATOMIYHOTO JIOCIIJKEHHSI.

AJle HOPMAaTHBHOTO 3aKPIIJICHHS MOPSAAKY OTPUMaHHs O10JOTi1YHMX 3pa3KiB >KHUBOT
JIONWHMY (HE 3 METOIO TPAHCIUIAHTAIllT) HE ICHYE.

2. Buznauntu npouenypy OTpUMaHHS Oi0JOTIYHUX 3pa3KiB JIOAUHM 3 YpaxyBaHHSIM
MDKHAPOIHOTO TOCBIAY Ta 0a30BUX MPUHIIUIIIB O10MeANIHOT €TUKH (OTpUMaHHS 1HGOPMO-
BaHO{ 3roiM MOTEHIIMHOTO JOHOPA, CXBAaJIEHHS KOMICI€I0 3 TUTaHb €THKH MPH 3aKIaiai
OXOPOHM 370POB’ST IPOTOKOJIIB BimOOpy Ta Gpopmu iHHOPMOBAHOI 3rOIN, MOKITHUBICTh
BKITIOUCHHS 710 6100aHKy 3pa3KiB, OTPUMaHMX Micysl MPOBEAEHHS MaTOMOP(HOIOTIYHIX Ta
IHITMX TOCITIKEHB, TOOTO poO0Ta 3 MEAUIHUMH BiIXOJaMH, 32 YMOBH JTOTPUMAHHS aHO-
HIMHOCTI).

BigmoBinHO 10 cTaHgapTHUX OlepamifHux mpomeayp 6iodankiB €C nepexdadeHo
KOJIyBaHHs BiJIIpallbOBAaHUX MaTepialiiB (010JIOTIYHUX BIJAXOIB JIFOJMHMN) Iicis BiIOOpY
000B’sI3KOBHX TIPOO.

3. VYperynoBaTy Ha 3aKOHOJABYOMY PiBHI BUMOTH I[OJIO OpraHi3aliiHO-IIpaBoOBO1
(opmu cTBOpeHHs 0i00aHKY, IPaBOBi 3acaan Horo QyHKIIOHYBaHHS, (POpPMY BIACHOCTI,
(inaHcyBaHHS.

4. BiampamroBaty mpaBoBU ME€XaHi3M HaITOBHEHHS 0100aHKY, IOCTa4aHHs HOBUX 0i0-
JIOTIYHUX 3pa3KiB (BUTOTOBJICHHS IATOJIOTOAHATOMIYHUMHU BiJIIUICHHSIMHU a00 3aKjiaaMu
OXOPOHHU 3/I0pOB’si, 0OMiH 3 iHO3eMHUMHU 0100aHKaAMH, TAMYACOBE KOPUCTYBAHHS).

5. HopMaTruBHO BperyioBaTH MUTAaHHS BIACHOCTI Ha O10JIOTIYHI 3pa3ku, 10 3HAXO-
JAThCS y 0100aHKY (3aKpiIuIeHHS MpaB JTOHOPIB).

6. Po3pobuTH cucteMy cTaHIapTiB i NpaBul GYHKI[IOHYBaHHs 0100aHKIB.

TakuM 94MHOM, CTBOPEHHS B YKpaiHi Ai€Boi cucTeMu 0100aHKIB 13 CHCTEMaTH30BaHUMH
KOJICKIIIsIMU O10JIOTTYHUX 3pa3KiB, OTPUMAHUX BiJI JIIONIEH 13 PI3HUMU 3aXBOPIOBAHHSMU,
30epiraHss iX y HaJIe)KHUX yMOBaX, pO3po0Ka BHYTPILIHBOI TOKyMEHTalii Ta CTaHJapTHUX
OTepaIiitHuX MpoIenyp 3 ypaxyBaHHSAM K €TUYHOI, TaK 1 MPABOBOI CKJIAA0BOI Ma€ KITIO-
YOBE 3HAYCHHS [l CTAHOBJICHHS Ta PO3BUTKY BITUM3HSHOT HAYKH, PO3POOKH IHHOBALIIHHUX
JIKapChKUX 3aC001B, METOIB AIarHOCTUKH Ta MOHITOPHHTY 3aXBOPIOBAHb.
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n. C. BOPOHMHA

IMPABOBBIE OCHOBBI CO3JJAHUA U ®YHKIIMOHUPOBAHUSA
BUOJIOI'MYECKHUX BAHKOB (BUOPEITIO3UTAPUEB) B YKPAUHE

B ecmamuve uccnedyemes sonpoc cozoanusi u yHKyuoHUposanus buorocuieckux 6ankos (ouo-

penosumapues) ¢ Ykpaure. AGmopom nposedena KAacCupQurayLis MUposblx GUOLOSUYECKUX OAHKOB.
Ipeonooceno onpedenenue duonocuueckozo banka (buopenozumapus). Illpoanarusuposana cyuje-
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BOPOHIHA 1. C. IlpaBosi 3acaau cTBopeHHsI Ta pyHKLiOHYBaHHS 0io/10riYHUX OaHKIB...

cmeyrouas 6 Ykpaune HopMamusHo-npagosast 6aza, pe2yiupyroudas OmHouenus 6 cghepe co30anust
banKkos Kiemok u mxanel yenosexa. [pooemMoHcmpuposana HenoIHoOma pe2yiuposaniisl YKa3aHHblx
8bllle OMHOULCHULL HA YPOGHE HAYUOHAILHO20 3AKOHOOAMENbCMEA NO CPAGHEHUIO C MENCOYHAPOOHOU
npaxmuxoul. Chopmyruposanvl npedioiceHus no yCo8epuLeHCME08AHUI0 0eUCMEYIOU e20 3aKOHO-
oamenbcmaa.

Knrouesvie cnosa: buonozuveckuil 6ank, Ouopeno3umaputl, npasogoe pe2yiuposanue.

I. S. VORONINA

LEGAL FRAMEWORK OF CREATION AND FUNCTIONING OF BIOBANKS
(BIOREPOSITORIES) IN UKRAINE

Problem setting. The article studies the question of creation and functioning of biobanks
(biorepositories) in Ukraine. The author classified the world biological banks. The definition of
biological bank (biorepository) is suggested. The author analyzed the available in Ukraine legal
framework, which governs the relations in creation of banks of human cells and tissues. The article
shows imperfection of government of the abovementioned relations on the level of national legislation
in comparison with the global practice. The article defines suggestions for improvement of the
legislation in-force.

Analysis of recent researches and publications. The following Ukrainian and foreign scientists
developed and implemented the principles of personalized, predictive and preventive medicine and
bioethics issues in healthcare (in particular in transplantation of human cells and tissues) in Ukraine:
G. A. Biletska, 1. V. Venedyktova, R. Y. Hrevtsova, V. I. Hryschenko, L. M. Deshko, O. Y. Kashyntseva,
L Y. Seniuta, S. G. Stetsenko and others. In addition, it should be noted, that the system legal
researches and substantial analysis of the legal and economic background for creation and functioning
of biobanks (biorepositories) in Ukraine were not conducted, and there are no available publications.

Target of research. The purpose of the research is analysis of the legal aspects of such selected
by the author of economic activities, as biobanking, namely: the legal forms of performance of
activities and funding mechanisms for biological banks (subject to conditions of public-private
partnership), peculiarities of selection of samples for biobanks, the problem of transfer of biological
samples (cells and tissues) between the created biobanks in Ukraine and transborder transfer, and
observance of patient’s (donor’s) rights.

Article’s main body. Biorepository is the place, where biological materials are collected,
processed, stored and distributed in order to support multidisciplinary, multicenter and other scientific
studies and research projects. In biorepositories the samples of animals, human biological materials,
and other living organisms may be stored. The biobank is the form of biorepository, where the
organized collections of human samples and the related information for research purposes are stored.

In Ukraine biorepositories and biobanks are represented only by banks with cord blood / stem
cells and individual collections of biological tissue samples in healthcare institutions, higher medical
educational institutions and research institutions.

Conclusions and prospects for the development.

For the purpose of improvement of the current legislation, the author suggests the following:

1. To develop the legal framework, regulating the legal order of sampling of human biological
materials (both normal and pathologically changed) for depositing them in biobank in Ukraine.

2. To determine the procedure for collection of human biological samples, taking into account
the international experience and core principles of biomedical ethics (obtaining of the informed
consent of the potential donor, approval of the protocols of collection and informed consent form by
the ethics committee under the healthcare institution, possibility of deposition in biobank of the
samples, collected after carrying out of pathomorphological and other studies, i.e. work with hospital
wastes with protection of anonymity).

3. To regulate on legislative level the requirements for legal form of biobank creation, legal
frameworks for its functioning, form of ownership, funding.
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4. To practice the legal mechanism of completing the biobank, supply of the new biological
samples (preparation by anatomic pathology departments or healthcare institutions, exchange with
foreign biobanks, temporary use).

5. To regulate problems of ownership for biological samples stored in biobank (preservation of
donors’rights).

6. To develop the system of standards and rules for biobanks functioning.

Key words: biological bank, biorepository, legal framework.
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