HAYKOBO-IIPABOBUM BUCHOBOK

mo0 npoekty 3axkony Ykpainu «IIpo BHecenHst 3MiH /10 1esIKHX 3aKOHIB
Ykpainu oo JikBigauii OropokpaTuyHux 6ap’epiB Ta KOpynuioreHHuX
YHHHHUKIB y cepi 0XopoHH 310pOB’si»,
3apeecTpoBanoro y Bepxosuiii Paai Ykpainn 13 siucronana 2019 poky
3a Ne 2 429, ta pu3HKiB y pa3i HOro npuiiHsITTSI

I. BCTYIIHA YACTUHA
3aaenuk:

TOBAPUCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «JIEJIYM» (Hapani —
TOB WJIEJAYM» abo 3asBuuk 1), iaentudikauiitnuii koa opuanuHoi ocodu: 21869802,
MICILIE3HAXO/DKEHHsl I0pUANYHOI ‘ocodbu: 49069, JlninponerpoBchka obaacth, M. JlHINpo,
npocnekT borpana XmenpHuipkoro, 17.

3aeoanms:

ExcneprHe A0CHIPKEHHS 110,10 NpoeKTy 3akoHy Ykpainu «[Ipo BHeceHHs 3MiH J10
NESIKUX 3aKOHIB YKpaiHU W00 JiKBijauii OropokpatnuHux Oap’epiB Ta KOPYMIIOI€HHHX
YHHHUKIB Yy cepi OXOpOHHU 3/10pOB’si», 3apeecTpoBanoro y Bepxoswuiit Paxi Ykpainu 13
muctonaga 2019 poky 3a Ne2 429, ta pusukiB y pasi HOro npuiitHATTS 1 HaJaHHS
BIMOBITHOTO BUCHOBKY.

Jlokymenmu, Haoani 01 eKCnepmuozo 00CHiONCeHHA:

1. ITpoekT 3akony Ykpainu «[Ipo BHECEHHS 3MIH 10 JEAKUX 3aKOHIB YKpaiHU 1100
NiKBLIAWIl WTYyYHUX OOpOoKpaTHYHUX Oap’epiB Ta KOPYILIOreHHUX YMHHUKIB Yy chepi
OXOpOHH 3/I0pOB’s1», 3apeecTpoBanoro B Bepxosniii Paai Ykpainu 13 nucronaaa 2019 poky
3a Ne 2 429 (xomis 13 caiity Bepxosnoi Pagu Ykpaiun).

2. [lopiBusuibHa Tabuuug 10 npoekty 3akony Ykpainu «l[Ipo BHeceHHS 3MiH 10
JeSKUX 3aKOHIB YKpaiHM 100 JiKBijauii wmITyyHUX OropokpatuyHux Oap’epiB Ta
KOPYNIIIOTeHHUX YMHHMKIB y cdepi OXOPOHH 3I0pOB’s», 3apeecTpoBaHOro B BepxoBHiii
Pani Ykpainu 13 nmcronama 2019 poky 3a Ne2 429 (komis i3 caiity Bepxosnoi Pamu
Ykpaiun).

3. [losicHioBasibHA 3amMcKa A0 MpOeKTy 3akoHy Ykpaiuu «IIpo BHeceHHs 3MiH J10
NEAKUX 3aKOHIB YKpaiHM 1100 JiKBijauii wmTyyHuX Omopokparuunux Oap’epiB Ta
KOPYIUIOTEHHUX YMHHUKIB y chepi OXOpOHHM 310pOB’s», 3apeecTpoBaHOro B BepxomHiii
Pani Ykpainu 13 nmcronaga 2019 poky 3a Ne 2 429 (konis i3 caiity Bepxosnoi Pamu
Ykpaium).

4. BucHoBOK ['0JI0BHOrO HayKOBO-€KCIEpTHOro ympasiaiHHg Bepxosnoi Paan
Ykpainu Ha npoekT 3akoHy Ykpainu «[Ipo BHeceHHSI 3MiH JIO JESKMX 3aKOHIB YKpaiHH
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OO JMiKBIAALIT WTYYHUX OOpoKpaTHUHKUX Oap’epiB Ta KOPYNIIIOTeHHUX YNHHUKIB y chepi
OXOPOHH 3/I0pOB s1», 3apeecTpoBanoro B Bepxosniii Paxi Ykpainu 13 nucronaaa 2019 poky
3a Ne 2 429, mo onpumoaneno 22.11.2019 poky (xomis i3 caiity Bepxosnoi Pajin Ykpaium).

5. BucnoBok Kowmitery BepxoBroi Pamum VYkpainu 3 mnuTaHb 3/0poB’sl  Hallii,
MEIMYHOI JOMOMOIM Ta MEIWYHOro CTpaxyBaHHs Ha npoekT 3akoHy Ykpainu «lIpo
BHECEHHS 3MiH 10 AEAKHMX 3aKOHIB YKpaiHM IIOZ0 NiKBiAauii mTy4HHX OHOPOKpAaTHUHUX
0ap’epiB Ta KOPYMILIOreHHUX YUHHHKIB y chepi OXOpOHH 3/10pOB’s», 3apeeCcTPOBAHOIO B
Bepxosniit Paxi Ykpainm 13 nucromaga 2019 poky 3a Ne2 429, mo ONpuIOaHEHO
27.11.2019 poky (xomis i3 caiity BepxoBHoi Pagu Ykpaium).

6. Bucnook Kowmitery BepxoBHoi Paau VYkpainu 3 nutaHb aHTHKOPYMIIHHOL
MOJNITHKKA Ha MpoekT 3akoHy Ykpainu «[lpo BHeceHHs 3MiH 10 AESKUX 3aKOHIB Y KpaiHH
1I0/10 JIKBiAaLil IITyyHUX OropoKpaTHuHuX O6ap’e€piB Ta KOPYILIOreHHUX YMHHUKIB Y cdepi
OXOPOHH 3JI0pOB’s1», 3apeecTpoBanoro B BepxosHiit Paxi Ykpaiuu 13 nucronana 2019 poky
3a Ne 2 429, mo onpumoaneno 18.12.2019 poky (komis i3 caiity BepxosHoi Paau Ykpainu).

7. Jlucr TOB «JIEAYM» Big 19.12.2019 p. Ne 6/H 111010 BUCHOBKIB JI0 TPOEKTY
3akoHy Ykpainu «IIpo BHECeHHs 3MiH 10 J€IKMX 3aKOHIB YKpaiHH LIOA0 JIKBijamii
WTYYHUX OKOPOKpaTUYHHUX Oap’epiB Ta KOPYMUIOr€HHUX YUHHHMKIB y cdepi OXOpOHH
3710pOB’s1» (KCEpOKOITis).

Hopmamueno-npaeosi akmu, AKi 3acmocogyiomscs 6 eKCRepIHOMY 00CIONCeHHI:

1. 3akon Ykpainu «IIpo nikapceki 3aco6u» Bin 04.04.1996 p. Ne 123/96-BP' (y
penakiii cranom Ha 04.11.2018 p.)°

2. 3akon VYkpainu «IIpo noHopcTBO KpoBi Ta ii KoMmoHeHTiB» Bija 23.06.1995 p.
Ne 239/95-BP’ (y penakuii crasom na 28.06.2015 p.)’

3. 3axon Ykpainu «IIpo oxopoHy mpaB Ha BHHAXOAM 1 KOPHMCHI MOJIET» Bij
15.12.1993 p. Ne 3 687-XII’ (y penakiii cranom Ha 05.12.2012 p.)°

4. 3akon Ykpainu «IIpo HapkOTHUHI 3aCO0M, ICUXOTPOIIHI PEYOBUHHU i TIPEKYPCOPH»
B penakiii 3akony Bin 22.12.2006 p. Ne 530-V’ (y penakuii cranom a 18.12.2019 p.)*

S. 3akon VYkpainm «lIpo 3acamm aepxaBHOI peryjsiTopHoOi MOMTHKH y chepi
rocnoiapebkoi  AismpHocTi» Bim 11.09.2003 p. Ne 1160-1V° (y peaakiii cTaHoM Ha
20.10.2019 p.)"

' Binomocrti BepxosHoi Pamn Vipainu. — 1996, — Ne 22. — Cr.86.

’ [EnekTponnmii pecypc]. — Pexum nocryny: https://zakon2.rada.gov.ua/laws/show/123/96-sp
* Binomocti Bepxosroi Pann Vipaiun. — 1995. — Ne 23. — Cr.183.

* [Enextponnmii pecypc]. — Pexcum noctyny: https://zakon2.rada.gov.ua/laws/show/239/95-sp
* Binomocti Bepxosroi Panu Vipainn. — 1994, — Ne 7. — Cr.32.

® [Enekrponnmuii pecypc]. — Pexnm noctyny: https://zakon2.rada.cov.ua/laws/show/3687-12

” Binomocri BepxosHoi Paan Ykpainn. —2007. — Ne 10. — CT.89.

§ [EnexTponnwuii pecypc]. — Pesxum nocryny: https://zakon2.rada.gov.ua/laws/show/60/95-sp

° Binomocri BepxosHoi Pamn Vkpainu. —2004. — Ne 9. — C1.79.
' [Enextponnmii pecypc). — Pexcim nocrymy: https://zakon2.rada.gov.ua/laws/show/1160-15
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6. 3akon VYkpainu «lIpo JsineH3yBaHHS BB TOCINOAAPCLKOT JSIBHOCTI» Bij
02.03.2015 p. Ne 222-VIII"' (y penakuii cranom na 25.12.2019 p.)"

7. 3akoH Ykpainu «IIpo ninleH3yBaHHs MEBHUX BUJIIB rOCNOAAPCHKOT AisIBHOCTI Bil
01.06.2000 p. Ne 1775-111" (BTpaTMB YMHHICTh Ha TMiAcTaBi 3akoHy YKpaiHu Bij
02.03.2015 p. Ne 222-vIID)'

8. 3akon Ykpainu «OCHOBM 3aKOHOJAaBCTBA YKpaiHM MPO OXOPOHY 3/0POB’S» Bij
19.11.1992 p. Ne XII"® (y penaxuii cranom na 01.01.2019 p.)"

9. 3akon Ykpainu «lIpo partudikanito Yromu mpo acowianito mix Ykpainoio, 3
onHiei cTroponu, Ta €BponeiickkuM Cor030M, €BPONEHCHKUM CMiBTOBAPHCTBOM 3 aTOMHOT
eHEprii i IXHIMM JlepiKaBaMU-4JIeHaMH, 3 IHIIOT cTopoHu» Bia 16.09.2014 p. Ne 1 678-VII"

10. 3akon  Vkpainm «IIpo 3abe3meyeHHss caHiTapHOrO Ta  eMiAEMIYHOrO
Graronomyyust HacesneHHs» Bix 24.02.1994 p. Ne 4 004-XII'* (y penakuii craHoM Ha
04.10.2018 p.)".

11. 3akon VYkpainu «IIpo 3axueT HacenenHs BiA indexuiiinux XBopoO» Bij
06.04.2000 p. Ne 1 645-1I1*° (y penakuii cranom na 04.10.2018 p.)?".

12. 3akon Ykpaiun «IIpo mpoTHIiIO NMOMMPEHHIO XBOPOO, 3YMOBIEHHX BipycoM
imyHOzediumuTy momuan (BLT), Ta npaBoBmii i couianbHuil 3axXucT mosei, AKi KHUBYTH 3
BLJI» Bin 12.12.1991 p. Ne 1 972-XII** (y penakuii crasom na 19.04.2012 p.)*.

13. Hakaz MinicTepcTBa OXOpoHH 310poB’st  Ykpainum «[Ipo 3arBepuKeHHs
[HCTpYKIT 3 BUTOTOBJIEHHS, BUKOPHUCTAHHS Ta 3a0€3MeYeHHs SIKOCTI KOMIOHEHTIB KPOBi»
Bix 17.12.2013 p. Ne1093, 3apeectpoBaHoro B MinictepeTsi roctunii  Ykpainu
13.01.2014 p. Ne30/24807** (y penaxuii cranom Ha 17.12.2013 p.)>>

Haykogi npaui ma dosiokoea nimepamypa,
H{O BUKOPUCHIOBYIOMbCA 6 EKCNEPMHOMY QO0CTIONCCHHI:

1. Vitaliy M. Pashkov, Iryna A. Golovanova, Andrii A. Olefir. The impact of the

legal regime of intellectual property protection in the pharmaceutical market. Wiadomosci
Lekarskie 2016, tom LXIX, nr 3 (cz. IT). 582-586.

"' Binomocri BepxosHoi Panu Vipainn. —2015. — Ne 23. — Cr.158.

' [Enextponnmii pecypc]. — Pexum noctyny: https://zakon2 rada.gov.ua/laws/show/222-19
" Binomocti Bepxoroi Pamn Ykpaitn. —2000. — Ne 36. — Cr.299.

" BinomocTi BepxosHoi Paau Vkpaian. —2015. — Ne 23. — Cr.158.

** Binomocti BepxosHoi Paau Vkpainu. — 1993. — Ne 4. — Cr.19.

1 [Enextponnuit pecypc]. — Pexum moctyny: https://zakon.rada.gov.ua/laws/show/2801-12
Y Binomocri BepxosHoi Pagn Vkpaiuu. —2014. — Ne 40. — CT1.2021.

** Binomocri BepxosHoi Paan Vkpaiuu. — 1994, — Ne 27. — Ct.218.

© [Enextponnuii pecypc]. — Pexxum nocryny: https://zakon.rada.gov.ua/laws/show/4004-12
* Binomocri Bepxosroi Paau Vkpaiuu. —2000. — Ne 29, — C1.228.

. [Enextponnnii pecypc]. — Pesxkum noctyny: https://zakon.rada.gov.ua/laws/show/1645-14
# BinomocTi BepxoHoi Paxu Ykpainu. — 1992. — Ne 11. — CT1.152.

= [Enextponnnii pecypc]. — Pexxum noctyny: https://zakon.rada.gov.ua/laws/show/ru/1972-12/ed20121016
* Ocpiuittnnii icunk Vipainu. —2014. — Ne 4. — Cr.133.

= [Enextponnuii pecypc]. — Pexxum noctyny: https://zakon.rada.gov.ua/laws/show/z0030-14
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2. Vitaliy M. Pashkov, Iryna A. Golovanova, Petro P. Noha. Principle of
serviceability and gratuitousness in transplantation. Wiadomosci Lekarskie 2016, tom
LXIX, nr 3 (cz. IT). 565-568.

3. Vitaliy M. Pashkov, Iryna A. Golovanova, Petro P. Noha. Principle of
serviceability and gratuitousness in transplantation. Wiadomosci Lekarskie 2016, tom
LXIX, nr 3 (cz. II). 565-568.

4. Vitalii Pashkov, Yevhen Hrekov, Maryna Hrekova. EUROPEAN EXPERIENCE
OF REGULATING DISTANCE SELLING OF MEDICINES FOR UKRAINE.
Wiadomosci Lekarskie 2017, tom LXX, nr 1. 96-100.

5. MMamkos B.M. TIPOBJIEMU 3ACTOCYBAHHS OKPEMMX T1OJIOXKEHD
VIO TRIPS HA ®APMALIEBTUYHOMY PHUHKY. Bicuuk HauionaabHOro
yHiBepcuTery «fOpuauuna akaaemis Ykpainu imeni Slpocnasa Myaporo» Ne 4 (15) 2013.
C. 184-195.

6. Vitalii Pashkov, Aleksey Soloviov, Andrii Olefir. LEGAL ASPECTS OF
COUNTERACTING THE TRAFFICKING OF FALSIFIED MEDICINES IN THE
EUROPEAN UNION. Wiadomosci Lekarskie 2017, tom LXX, nr 4. 843-849.

7. Vitalii Pashkov, Alla Kotvitska, Petro Noha. PROTECTING THE RIGHTS OF
PRODUCERS ORIGINAL MEDICINES. Wiadomosci Lekarskie 2017, tom LXX, nr 4.
834-837.

8. Vitaliy M. Pashkov. Immunoprophylaxis in Healthcare: Human Rights Context.
Socrates. 2018, Nr.2 (11). 9-18.

9. [MamkoB B.M. Ilpo 06ir jikapchkux 3aco0iB Ta MOMKIMBY JICIMILIEMEHTALIIO
sakoHozmaBcTBa Ykpainu. IllormwkneBuk ATITEKA. 2019. Ne 43 (1214). C. 8-9.

10. [Mamkos B.M., I'yroposa H.O. TIPOBJIEMH ITPABOBOI'O PEI'YJIIOBAHHSI
JIOHOPCTBA KPOBI TA 1T KOMITOHEHTIB. Meauune npaso. 2019: 1(23). C. 45-56.

11. [MTammkoB B.M. IlpobGnemu aoHOpcTBa KpoOBi Ta ii  KOMIOHEHTIB, ado
[HpeTepMinisM HawioHanbHOI cinyk6u kpoi. IllotwkneBnk ATTTEKA. 2018. Ne 50 (1 171).
C.10-11.

II. JOCJIJJHUIIbKA YACTHUHA
Daxkmuyni oocmasunu:

13 mucromama 2019 poky B Bepxosuiii Paxi Vkpaium 3apeectpoBano 3a Ne 2 429
npoekT 3akony Ykpainu «[Ipo BHECEHHs 3MiH 0 ACSKHMX 3aKOHIB YKpaiHU 11010 JiKBiAALIT
IITYYHAX OIOPOKpaTMYHUX Oap’€piB Ta KOPYMI[IOTEHHMX YMHHMKIB y cdepi OXOpOHH
370poB’A» (Cy6’eKTH 3aKOHOAABYOI iHiliaTMBM — Hapoani jemyratn Ykpainu XIX
CKJIMKaHHS: Panyuskuit M.b., Knouko A.A., ["'ermannes /[.0O., bynax JI.B.,
[Tepebmitnic M.B.,  Jly6uos A.B..  Jlmurpiea O.0., 3y6 B.O., Tpersskosa ' M.,
I'pusko C.JI.,  Babak C.B., Baruep B.O., Credanuyk M.O.,  Kopssuenko [0.B.,




Barpac B.A., Kanayp I.P., 3acnascekmii FO.1., JIwobora JI.B., ['epman JI.B..
Makapenko M.B., Mensnuk B.A.) (Hagani — 3akononpoext Ne 2 429).

3akononpoekT Ne 2 429 nanpaBneHuii Ha BperyI0BaHHs OKPEMHUX MUTAHb 10/10:

1) 0biry nikapchKuX 3aco0iB, HIISIXOM BHeCeHHs 3MiH 10 3akoHiB Ykpainu «[Ipo
nmiKkapceKi 3aco0m», «IIpo HapkOTHYHI 3acOOM. MCHUXOTPONHI PEYOBMHH i MPEKYPCOPH»,
«IIpo 0XOpOHY IpaB Ha BUHAXO/IU 1 KOPUCHI MOJIEII»;

2) 1OHOPCTBA KPOBI Ta i KOMIIOHEHTIB, IIISIXOM BHECEHHs 3MiH 10 3aKoHy YKpainu
«IIpo noHOpPCTBO KPOBI Ta 1i KOMITIOHEHTIBY.

3afiBHMK HAroJIONIy€, IO B TMOJOKEHHAX MyHKTY 3 3akonompoexty Ne 2 429
KPHETbCA 3arpos3a /Uil Oe3neku KpaiHH, TOMY 3alpOBa/UKEHHS HOBHUX MIAXOMIB JI0
JIOHOPCTBA KpOBI Ta il KOMIIOHEHTIB MOTpeOy€e BHUBAKCHMX pillleHb, a/UKe MUTAHHS
HAaLIOHAJIBHOT Oe3reku YKpaiHu € CTpaTeridyHuM JUlsl IepiKaBy.

Tak, uis KOXHOI JIOJAMHM $K IOTEHLIHHOrO mailieHTa cBO€YacHa TpaHcdysiiina
JIOTIOMOTa, HAsIBHICTH KPOBI, i1 KOMIIOHEHTIB MOe OyTH LiHOK XUTTA. besneka nauieHTis
BHU3HAETHCS HEOOXITHOK OCHOBOIO SIKICHOT CHCTEMH OXOPOHM 3J0POB’s, NP0 IO YiTKO
3a3HayeHo B Pexomennaniax Komitery MinictpiB Pagn €Bponu aepkas-uieHaM CTOCOBHO
yIpaBliHHs O€3MeKOI0 MalieHTiB Ta 3anobiranHs HeOakaHUM sBUIAM y cdepi OXOpOHH
310poB 1 (2006). JlocsrHeHHst MeTH 3akoHONpoekTy No 2 429 3iliCHIOETECS LUIIXOM
BHECEHHs 3MiH /10 3aKoHiB YKpaiuu «IIpo nikapceki 3acobuy», «I1po 10HOPCTBO KpoBi Ta ii
KOMIIOHEHTIBY», «IIpo 0XOpoHy npaB Ha BMHAXOAM i KOpHUCHI Mozeni», «IIpo HapkoTHYHI
3ac00M, NCHUXOTPOITHI PEYOBUHH i MPEKYPCOPH», IKUMH Tepe10adacThCs: CKOPOUSHHs Yacy
BUBE/IEHHS Ha PMHOK YKpaiHM T€HEPUYHHUX JIKapChKUX 3acO0iB LILISXOM 3arpoBauKEHHs
«nonokeHb bomap»; CTBOpPeHHsA TNPaBOBMX YMOB /Ul BBE3GHHS Ha MHTHY TEPHTOPIiIO
YKpaiHM  He3apeecTpOBaHMX JIIKAPCHKUX  3ac00iB, HEOOXigHMX JUIS  MEIAUYHOrO
3a0e3neyeHHs BiiChKOBOCTYKOOBIIIB - YUaCHUKIB MIDKHAPOJAHUX OMNeEpaLiiii 3 miarpuMaHHs
MHDY i Oe3MeKH; YA0CKOHAIEHHS MOPSIKY BBE3EHHS HAPKOTHYHMX 3aCO0IB, MCHXOTPOITHUX
PEYOBMH 1 MPEKypcopiB y BUIUAL  (apmaneBTHUHUX CyOCTaHIiil Juls  BJIACHOTO
BUPOOHMITBA JIIKIB; yYCYyHEHHsi Oap’epiB y PpO3BHTKY CHCTEMH CIykO0M KpoBi Ta
BCTAHOBJIEHHS 3a00pPOHM BMBE3€HHs JIOHOPCHKOI KOpPOBI B yMoBax JjeiluTy [bOro
HaJIBAKJIMBOrO pecypcy B YkpaiHi. PazoMm 3 umm, nosoxeHuHs: 3akosornpoekty Ne 2 429
MarOTh HEraTUBHI PU3UKH, a came:

1) past pisibHoceTi  ¢y®’ekTiB  y  cdepi  jgonoperBa  KpoBi  HPONOHYETHCSI
OTPHMAHHS BIANOBIAHOT JineHsii, NMpoTe He 3a3HAYACTBLCS KOO BOHA Mae OyTH,
30KpeMa: Ha MEIMYHY MPAKTHKY, Y4 Ha BUPOOHHUIITBO JiKapChbKUX 3ac00iB, Y HA ONTOBY Ta
po3/IpiOHY TOPriBMIO JTKApPCHKMMH 3aco0aMH, 4M IMIOPT JHKapChbKux 3acobiB (Kpim
aKTMBHUX (hapMaleBTHYHHX IHIPENI€HTIB), UM HA MisUIbHICTH OAHKIB MYNOBMHHOI KPOBI,
HIDMX TKaHWH i KIITHH JIOAMHM 3TiIHO 3 MNEpelikoM, 3aTBep/uKeHuM MiHicTepcTBOM
OXOPOHHM 3/10pOB’sl YKpaiHH Ta He BPaXOBYETBLCSI, 110 Yy BianosigHocti g0 m.10 4.1 cr.7
3akony VYkpainu «lIpo mileH3yBaHHS BHIIB TOCHOAAPCHKOI JSUIBHOCTI» OTPUMaHHS
mueHsii nepeadayeHo JMINE IOAO JISUTBHOCTI i3 HepepoOKH Ta BHKOPHCTAHHS
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JIOHOPCHKOI KpOBi Ta ii KOMIIOHEHTIB JUISi BHUPOOHMIITBA MpenapariB KpoBi (IiKapchKHX
3ac006iB), iX BUPOOHHITBA Ta 00iry, a TakoXkK He GepeTnest 10 YBATH, 10 JOHOP € TAKOK
MAIliEHTOM, $KOMY HAJa€ThCsd MeEAWYHA JIOMOMOra, HacamIlepe] JiarHOCTHYHA, 3a
HEOOXIZHOCTI JIIKyBaHHs, TOMY KOJH HIETBCS NPO B3SITTS JIOHOPCHKOI KPOBi, TO
Cy0’€KTH TOCNOAAPIOBAHHSI MOBHHHI OTPHMYBATH JINEH3II0 HA MEAMYHY NPAKTHKY,
NonpH M iHmi Jinensii;

2) BHJIyYeHHS] HOPMATHBHHX N0JI0KeHb 3i crarri 22 3akony Ykpainu «IIpo
JOHOPCTBO KPOBi Ta il KOMIOOHEHTH», 30KpeMa: «...KOMIIOHEHTH Ta [pernapaTy
JIOHOPCHKOi KPOBi JI03BOJISETBCS pealizoBYBaTH 3a MeXamMu YKpaiHM JMIIE 32 YMOBH
TMOBHOTO 3a0€3MeYeHHss HUMH 10Tped OXOPOHM 3/I0POB’sl HACEJIEHHs Y KpaiHu Ta HasBHOCTI
cremianbHoro  no3poiay KaGinery MinictpiB Ykpainu...» € He 4YHM iHIIEM K
Jerajizami€io peajizauii KOMNOHEHTIB i mpenapartiB J0HOPCHKOT KPOBi 32 MeKaMu
Ykpainu, 10 sxoi Oysie nparayTi ¢y’ eKT rocrnoapioBaHHs IPUBATHOI (JOPMH BIACHOCTI 3
METOI0 OTPHMaHHs MpHUOYTKY, NPOTE€ PHU3UKH HEraTUBHMX HACHIAKIB uis YKpaiHm He
BPaxXOBYHOThHCS;

3) wepiBHicTe YMOB (YyHKUIOHYBAHHSI JePKABHUX | KOMYHAJILHHX YCTAHOB 3
NPHBATHHMH, He KOHKYPEHTOCHPOMOKHICTL IX B 3ajiy4eHi JOHOPIB, NOpPyUIeHHS
pinocodii ponoperBa — GesomaaTHICTL TA HEAONYCTHMICTHL mNepeaadi cy6’ekram
rocnoAapoBaHHsI NPHBATHOI (POPMH BJIACHOCTI B3SITTSI JIOHOPCLKOI KPOBi Bil 10HOpPA
VISt OTPHMAHHS IUIa3MH ISt ppakuionyBannsi, i 0COOJIMBOCTI HE BPaXOBYIOTHCS B
3akoHompoektTi  Ne2429, a  uyepe3  BIACYTHICTH  3aKOHOJABYO-BPErYIbOBAHUX
B32EMOBIJIHOCHH MiXK CIyK0010 KpoBi B YKpaiHi Ta BUPOOHHMKAMH KOMIOHEHTIB KpOBI,
nopoauth: 1) crBopenHs Gap’epiB B opranizauii po6otu ciyxOu kposi B Ykpaini 1om0
BiOOpY A0HOPiB, 2) mpobnemMu B KiIiHIYHiil TpaHC(y31010TiT CTOCOBHO MPOBIAHMUX METOIB
MKYyBaHHS TSOKKMX XBOPHMX, B fKili TpaHC]y3is KOMIIOHEHTIB AOHOPCHKOI KpPOBi €
HEBIl' EMHOIO YaCTHHOKO HAJAHHS MEIMYHOI JOMOMOTIH, Ta HABINAKK 3a0e3MeuuTh B MEpIILy
4epry 3aroTiBIII0O KOMIIOHEHTIB KpOBi, SK CHPOBHHM JUIs 3aBOjay (pakilionatopa 3
KOMEPIIHHOI METOK i Juls mpoaaxy ii 3a MexxaMu YKpaiHu, a Juis HaceneHHs YKpaiHu
KOMIIOHEHTH KpOBI CTaHyTh NA€(IIMTOM, OCKIJIBKM i Ha CHOrOJAHI € TOCTpHMii AedinuT y
3a0e3nedyeHi KpoB'10 HaceleHHs YKpaiHu 3 IPHYUHK BiICYTHOCTI YIpaBIiHCHKOT BEpTHKAUT,
HArJIsly Ta KOHTPOJIIO.

Ilorpeda B 3minax 10 3akoHy Ykpainu «IIpo J0HOPCTBO KpOBi Ta ii KOMIIOHEHTIBY
iCHY€, O/IHAaK He B (parmMeHTapHHX, 2 NUTICHUX i CHCTEMHHX, W0 OyyTh COPSIMOBaHi HA
3a0e3nevenHs BHKOHAHHSI YToau npo acomiauniio Ykpainn — €sponeiicbkoro Coro3y.
Tak, 3okpema, norpebye mnpuituarrs 3akony Ykpaiun «[Ipo monopcrso Kposi Ta ii
KOMITOHEHTIB» y HOBIH pejakiii, B skoMy Mae OyTH 3aKpiliIeHo cnpaBeIMBHI GaJIaHc
ny0iYHOro i NpUBaTHOrO iHTEpecy, BpaxoByoun crarTio 3 Koneturyuii Ykpainu, 3 Tum,
mo Jlroquua Ta 1i Gnara, 3-MOMiDK SIKHX JKHTTS 1 3/0pOB’S € HaMBUIIOI0 COLHalbHOIO
IHHICTIO, a MpaBa i cBOOOAM MOAMHH Ta X rapaHTii BU3HAYAIOTH 3MiCT i CIPIMOBAHICTE
MSBHOCTI JiepkaBy. Takumii 3aKOHONMPOEKT MOBMHEH 30epiraTé KIIOUOBI MPaBOMIOAMHHI

MO3ULI, 1le, Hacammepe/, 30epesKeHnsl camMe 3a JAep/KaBOI0 3aroTiBJi KPOBi, a BiATaK,
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cTpaTeriuHuii pecypc jaepkaBu Oyzne 30epexeHO /sl yKpaiHCBbKOro Hapojay. Taki
JIep)KaBOYTBEP/UKYIOUI aKCiOMHM MiCTUTh 1 umHHA crtarts 15 3akony VYikpainun «lIpo
JOHOPCTBO KPOBI Ta 11 KOMITOHEHTIB.

Kpim Toro, crnpaBemiuBuii 6ananc myOiiuHOrO i MPHUBATHOTIO iHTEpPECY B YyMOBax
CbOTOZIEHHS, NMPUIHATHUM BHMJIAETHCS B PO3IIMPEHHI CHEKTPY JisIBHOCTI Ui cy0’exTiB
rOCIOAAapIOBaHHA MPHUBATHOI (JOPMU BIACHOCTI, 30KpeMa, 4epe3 MOMKIMBICTH MyOIi9HO-
MPUBATHOTO MAapTHEPCTBA B Wil cepi. PopmMyBaHHS HAILIOHAIBLHOT CHCTEMH KPOBi 3 OIJIsILY
Ha €BPOIHTErpaLiifHui Kypc YKpaiHu, 3akpiruienuit B Yro/i npo acouiamiro Mizk Y KpaiHolo,
3 OZIHI€T CTOPOHH, Ta €BponeiicbkumM Coro30M, €BpONEHCHKIM CIIBTOBAPUCTBOM 3 aTOMHOI
eHeprii Ta IXHIMHU Jiep)KaBaMH-YIEHAMM, 3 1HIIOI cTOpOoHH. ["ocTpiii HeoOXiaHOCTI noTpedye
hopmyBanHs HanioHaibHOro TpaHcy3ionoriyHOro HEHTPY SK CAMOCTIHHOT FOPHIMYHOL
ocobu myOiiyHOro npasa Ta peopMyBaHHS CIy:KOM KpOBI Ha 3aKOHOJIAaBYOMY MiATPYHTI
KOrO OPIEHTHPOM € JIIOJMHA — MALE€HT 1 IOHOP, a/UKE caMe KPOB Y co0i Hece JKUTTS.

Oorpynmyeannsa 6UCHOBKIG

Anajiz J0KyMeHTIB Ta iHdopmanii, Hajganux 3asiBHHKAMH, CBIIYHTH Ta
JIOBOAHTH HACTYNHI 00CTABHHHU:

ITuranns, mo MawTh OyTH BperymoBaHHi 3akoHornpoekTom Ne 2 429, BiaHOCATHCS
J0 BEJIBMH AaKTyaJlbHUX I1Ipo0ieM. sKi JOCHI/DKYIOTBCS B paMKax HayKOBOI IIKOJIH
«Mennune npaso». Cepell HayKOBUX Ipallb, siKi OnyOJiKoBaHi 3a OCTaHHi 5 pOKiB, 3
XapakTEepHUX IMUTaHb, BpPaXOBYIOTHCS B LILOMY BUCHOBKY.

Jdas pocaizkenHust nepmoro 6Joky 3axkononpoexkty Ne2 429 mopo obiry
JNIKApCHLKHUX 32c00iB mUIsIXOM BHeceHHs1 3MiH 10 3akonis Ykpainu «IIpo nikapebki
3aco0m», «lIpo HapkoTHYHi 3aco0H, mcUXOTponHi pedoBHHH i npexkypcopu», «IIpo
0XOpPOHY NpaB HA BHHAXOAM i KOPHCHI MoJesi» HeoOXiIHO /I0IaTKOBO BPaXOBYBATH
HACTYNHI AKTH MI’KHAPO/IHOT0 nMpaBa:

o JlupextuBy Ne 2001/83/€C €pponeiicbkoro Ilapnamenty Ta Pamm «Kojekc
CniBTOBapUCTBA BiIHOCHO JIIKAPCHKHUX 3ac00iB (/U151 3aCTOCYBAHHSI JIKOIMHOKO )»;

o JlupextuBy  Ne 2004/23/€C  €pponeiicbkoro  Ilapnamenty Tta  Paam
«IIpo BCcTaHOBIEHHS CTAHAAPTIB AKOCTI Ta OE3MEeKM /ISl IOHOPCTBA, OTPUMAaHHS, NEPEBIPKH,
00poOKH, KOHCEpBaLlii, 30epiraHHs Ta pO3MOBCIOUKEHHS TKAHUH 1 KIIITHH JIIOIMHM»;

o JlupextuBy  Ne2003/94/€C  €spomneiicbkoro  [lapmamenty Ta  Paam
«IIpo BCTAaHOBJIEHHSI TPHHLMIIB 1 HACTAHOB HAJIEKHOI BHPOOHMYOT MPAKTHUKH I0JI0

MKapChKMX 3acO0iB JUI 3aCTOCYBAHHS JIFOJMHOIO Ta JOCII/UKYBaHMUX JIKApCHKUX 3ac00iB
JUIS 3aCTOCYBAHHSI JTIOIMHOIO

» IlocranoBy (€C) Ne1394/2007 €pponeiicbkoro [lapmamenty i Pamm «IIpo
niKapchKi 3aco0M MpOrpecuBHOI Tepamii Ta BHeceHHs 3MiH 0 Jupexrusu 2001/83/€C i
[ToctanoBu (€C) Ne 726/2004»;

« Ilocranosy (€C) Ne 141/2000 €Bponeiicbkoro ITapnamenty i Pamu «I1po opdanni
TKapchKi 3ac00m»;




o IlocranoBy (€C) Ne 1901/2006 €Bponeiicbkoro  [lapmamenty 1 Paam
(dTpo mikapceKi 3ac00M IS MEIaTPUYHOrO 3aCTOCYBAHHS Ta BHECEHHS 3MiH Y MOCTAHOBY
E€C) Ne 1768/92, Mupexrusy 2001/20/€C, lupextuBy 2001/83/€C Ta nocranosy (E€C)
\e 726/2004»:

» IlocranoBy (€C) Ne726/2004 €sponeiicbkoro [lapmamenty i Pamm  «lIpo
3cTaHOBJICHHs nipouenyp CHiIbHOTH Ul OTPUMaHHS TOProOBOI JIilEH3ii Ta Harasay 3a
p0iroM JKapchbKMX 3aco0iB, NMPU3HAYEHHX JUIS JIIOJeH i 3aCTOCYBaHHs Yy BETepUHApii, a
[AKOK CTBOPEHHsI €BPOIEHCHKOr0 areHTCTBA 3 JIIKapChKUX 3aC00iB»;

o Enqunyro KOHBEHLMIO O HapKOTMYECKMX cpejicTBax 1961 rojxa ¢ monpaBkammu,
BHECEHHBIMH B Hee B COOTBETCTBUM ¢ [Iporokomom 1972 roma o mompaBkax k Exmnoit
KOHBEHLIMM O HAPKOTHYECKUX cpeacTBax 1961 roja;

« Yrojay npo TOproBellbHI aCHEeKTH MpaB iHTeJdeKTyalbHOI BiacHocTi (Jlogarok 1C
J0 Yroau npo 3acHyBaHHs1 CBITOBOI opraHi3aiiii Toprisiii);

« Yroay mpo Acouiauio Mk YKpaiHOIO, 3 OHi€] CTOpOHH, Ta €BpONEHCHKHM
Coro3om, €BpoOmnEiChKMM CIIBTOBAPUCTBOM 3 aTOMHOI eHeprii i iXHiMM JepiKkaBaMu-
wieHaMH, 3 1HImOI cTopoHu (Yroay parudikoBaHo i3 3asBoro 3axkonom Nel678-VII Bix
16.09.2014);

» JlupextuBy 98/44/€C €Esponeiicekoro Ilapnamenty Tta Paam Bin 06.07.98 npo
MPaBOBY OXOPOHY O10TEXHOJIOITYHUX BUHAXO/IIB;

 Pernmament (€C) N 469/2009 €poneiicbkoro [lapnamenty ta Paau Bijx 06.05.2009
npo cepTUdIKaTh J0AATKOBOT OXOPOHHU JUISi MEIUYHUX [TPOAYKTIB.

Auani3  BMINE3a3HAUEHMX  JIOKYMEHTiB  CBi{YMTh, IO  3aKOHOJABCTBO
€sponeiicbkoro Coro3y mHe mnepeadadae NOB'sI3yBAHHS NPONEIYPH  peecTpanii
NATEHTHHX NPaB 3 TaK 3BaHHUM «BHKI04YenHss bomaap» (/lupextuBa Ne 2001/83/€C
€sponeiicekoro Ilapaamenty Ta Paan «Komexc CriBTOBapvcTBa BiJIHOCHO JiKAPCHKHMX
3ac001B (JUIs 3aCTOCYBaHHS JIIOAMHOI0)»). He BcTaHOBIIOE Takol 3ajekHoCTi Hi Yroja 1npo
TOProBeJjIbHI aCeKTH MpaB inTenekTyansHoi BracHocTi (TRIPS), Hi Yroaa npo acomiamiio 3
€C.

Kpim toro, cr. 27.3 (a) TRIPS nepeadauae Buxiouenns 3i chepn natenTyBanus
MArHOCTHYHHX, TEPANEBTHYHHX TAa XipYPriuHHX MeTOAIB JIKYBAHHS JIOAMHH, [IPOTE
YHHHE 3aKOHOABCTBO Y KpaiHU HE MICTUTh AHAJIOTTYHUX MOJ0KEHb.

binem  Toro, icHyBaHHs TaKk 3BaHOrO «BHKJIIOYenHsi bBoaap» 103Bossie
3MIHCHIOBATH MIATOTOBYI MPONEAYPH ISl peecTpanii JiKapchbKoro 3acody nmporsirom
CTPOKY il maTeHTy Ta 3AiliCHeHHs HOro peecrpauii oapasy nicjsi CIVIMBY YHHHOCTI
NaTeHTy, IO /I03BOJISIE BHBEJACHHSI NMPeENnapary Ha PHHOK 0JApa3y HicJsi 3aKiHYeHHs
NAaTEeHTHOT OXOPOHH.

«Bukimouenns bonap» (BioMe TaKOXK IMiJl HA3BOKO «IOCIHIAHHUIBKE BHKIKOUEHHS»)
npaktukyeTbes y CIIA, Kanani ta €C i nepenbauae, 1o HaBiTh 3a HasSBHOCTI AIIOYMX
MATEHTHUX IIPaB HA OPWUTiHAIBHI IPEnapaTd TPETIM CTOPOHAM J03BOJSETHCS MPOBOUTH
IOCHUKEHHSI 1 BHMIPOOYBaHHS 3 METOK [MiITOTOBKM JIO OTPUMAHHsA JO3BOJIB Bij
PEryJIATOPHUX OpraHiB (Hampukiaag, 3 OOKy YTNpaBiiHHS 3 KOHTPOJIO 3a XapuyoOBHMH
npoaykramu Ta jikapcbkumu 3acodamu CILA (Food and Drug Administration — FDA) s
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[eHEpMYHKX KOIIiif [bOrO MpernapaTy MPOTSIroM MEBHOIO Mepioay A0 3aKiHYEHHs CTPOKY /i
MATeHTy Ha OPUriHAJBHUMA npenapar. Jlupextua Ne 2001/83/€C  €pponeiicbkoro
[lapnamenty Ta Pamm «Koaekc CniBroBapucTBa BiJIHOCHO JIIKapChbKMX 3aco0iB (U1
3aCTOCYBAHHS JIIOJIMHOIO)», B cTarTi 10 Takoxk aomyckae moaioHi BHKJIOUECHHS .

TakuM 4YHHOM, 1€ BHKJIIOYEHHSI 320X04YYy€ IeHEePHYHHX BHPOOHHKIB OyTH
HANOTrOTOBI 3i CBOIMH TFeHePpHYHHMH @penaparamMu, abH MaTH MOKJIHBICTL 0e3
3ATPHMOK PO3MOYATH BHPOOHHIITBO 0pa3y K Mic/isi 3aKiHYEHHsI CTPOKY il maTeHTy.
Came TOMY JIOTIYHOIO € MPONO3HIIisl 3aNPOBAAUTH «BHKII04ennst bosap» i B Ykpaini.

[Ipore BHECEHHS 3MIH HIOAO0 MOKJAHBOCTI NMPOBEICHHSI MIATOTOBYHX NpouUexyp
IsE peecTpauii JiKapcbKoro 3acody npoTsiroM CTpoKy Ail narenTy 1norpedye BHECECHHS
3MiH He JMie 10 3akoHy Ykpainu «[Ipo mikapceki 3acobm», a i 3akoHy Ykpainu «lIpo
0XOPOHY TpaB Ha BUHAXOJAM i KOPHMCHI MojJeli», 3 4irkoio dikcauicio: 1) npas, wmo
BHIUIHBAIOTH 3 JIEP’KABHOI peecTpanii BHHAXO01Y, 2) BUKOPHCTAHHS BHHAXOAY Y
N0CTIIPKEHHSIX, [0 NMPOBOASTHCS 3 METOI0 MiITOTOBKH Ta nojganns indopmauii pis
peecTpauii JikapcbKoro 3acody, 3acody 3axHcTy TBapuH, 3ac00y 3aXHCTY POCJIHH Ta
3)BBe3eHHsI HAa TEPHTOPiII0 YKpaiHH 3aNaTEHTOBAHOIO NPOAYKTY B o0csArax
HeOOXIIHUX /ISl NPOBeJeHHsI TAKHX J0CIIKEeHb.

To6To, BHECEHHS IOMOBHEHb J0 3akoHy Ykpainu «[Ipo nikapceki 3aco0Ou», B
YaCTHHI IIICTHAAIATOI CTATTI 9 BiANOBIAA€ BHMOraM YHHHOIO 3aKOHOAABCTBA Y KpaiHH
Ta MUKHAPOJAHHM 3000B’SI3aHHSIM 32 YMOBH OJHOYACHOIO JIONOBHEHHSI YACTHHOIO
’sro0  crarrio 31 3akony Ykpainu «Ilpo oxopony npas Ha BHHAXOAH i KOpHCHI
moaeai» Takoro 3micry: «He BH3HAETBCA MOPYLIEHHSAM IIpaB, W10 BHIUIMBAIOTH 3
JlepXKaBHOI peecTpariii BHHaX0/1y (KOPUCHOI MOJIEII), iIMIIOPT (BBE3€HH:), 30€piraHHs Takoro
NPOAYKTY 3 METOIO MPOBEACHHS JOCII/DKEHb, 10 MPOBOAATHCS [JIS MIArOTOBKM HEOOXIIHOT
inopmariii Ta MOAAHHA AOKYMEHTIB Ha PEECTpaLilo JiKapchKoro 3acoly, 3aco0y 3axucTy
TBApHH, 3ac00y 3aXUCTy pociun». JomiibHO 3BepHYTH yBary, mo pelaKuisi YacTHHH
n’sroi crarri 31 3axkony Ykpainu «IIpo oxopony npas Ha BHHAXOAM i KOpPHCHI
Mojesi», M0 NPonoHyeTbesi B 3akononpoekti Ne2 429 mpe Bianosizae Bumoram

%y Cnonyuenux llltatax 1e BHHATOK TaKoX TeXHiuHO HasuBacThes § 271 (e) (1) 3BinbHeHHAM ab0 3BUILHEHHAM
Xerua-Bakcmana. V 2005 poui Bepxosuuii cyn CLLIA po3srisHys chepy Aii Bukmouents Xertuya-Bakcmana B cnpasi
Merck v. Integra (Merck KGaA v. Integra Lifesciences I, Ltd., 545 US 193 (2005), € cnpasoto BepxosHoro cyny CLLIA
3 HacJiZKaMHu Ui nateHTHoro npasa. Cynepeuka gatyeTbcs npuOauszHo 1996 pokom i crocyeThes (eaepanbHOro
3aKOHY, BiIOMOTro Ak «Oe3neuna raBanb FDA».

BepxoBHHIi Cy/ MOCTAHOBMB, IO 3aKOH 3BUILHSAE BiJl NOPYIIEHHA Oyb-fKe BUKOPUCTAHHSA 3'€HaHb, AKI B PO3YMHHX
Mexkax MoB's3aHi 3 HajaHHAM iHpopmauii ypsay BiANoOBiAHO 10 Oy/ab-3aKOHOM, 1O Perymioe BHPOOHHUTBO,
BHKOPHMCTaHHs ab0 MOIIMPEeHHS HAPKOTHKIB.

V Kanani e BHHATOK BiZIOMO sk mnosnoxkewHs bomap abo nonoxkenus Pow-Bonap, Ha3sane Ha yecTh crpaBu Roche
Products v. Bolar Pharmaceutical.

B €sponeiickkoMy Co0103i €KBIBAIEHTHI BUKJIIOYEHHS HOMYCKAIOTHCA BiANOBIAHO 10 nosnoxkeHs Aupektus €C 2001/82 /
EC (3i 3minamu, BHecenumn [upextusoro 2004/28 / EC) ta 2001/83 / EC

7 Article 10. 1. By way of derogation from Article 8(3) (i), and without prejudice to the law relating to the protection of
industrial and commercial property, the applicant shall not be required to provide the results of pre-clinical tests and of
clinical trials if he can demonstrate that the medicinal product is a generic of a reference medicinal product which is or
has been authorised under Article 6 for not less than eight years in a Member State or in the Community.

Article 10. 6. Conducting the necessary studies and trials with a view to the application of paragraphs 1, 2, 3 and 4 and
the consequential practical requirements shall not be regarded as contrary to patent rights or to supplementary
protection certificates for medicinal products.




wukawodennst boaxap».

Kpim Toro, y Bunajky irHopyBaHHsi B 3akoHonpoekTi Ne 2 429 nonoxenb MUTHOrO
konexkcy Ykpainu (I'maBa 57. 3axoam opraHiB A0X0/iB 1 300piB IIOAO CHPHSIHHS 3aXUCTY
npaB IHTEJIEKTYaJlbHOI BJIACHOCTI IiJl 4Yac MEPEMIIEeHHs TOBapiB 4Yepe3 MUTHHUH KOPIOH
Vkpainu), 3okpema crarti 397 «[lopsaok MUTHOrO KOHTPOJIKO i MUTHOTO O(GOpMIIEHHS
TOBapiB», MO MICTATH O0’€KTH IpaBa IHTEIEKTYalbHOI BIIACHOCTI», MOXYTh BHHUKHYTH
npobaeMH INpH MUTHOMY OGOpPMIIEHHI BHMHAXOMIB (KOpUCHOI Mojeni), sIKi OyayTh
BBO3HTHCS 3 METOIO NIPOBEIeHHSI JOCIIZKeHb.

Tobto, B eratri 357 MurHoro Koaexkcy Ykpainu B 4acTHHI TpeTii IONOBHUTH
BHKJIIOYEHHSI /10 SIKHX He 32CTOCOBYIOTHCSI BHMOIH YACTHHH NEPIIOI0 i€l cTaTTi.

Inmi npomo3muii moao BHeceHHs 3MiH g0 crarri 17 3axony Ykpainu «lIpo
nikapcpKi 3acobm» Ta abzal mATOro 4acTUHHM TpeThol crarTi 24 3akony Ykpainu «llpo
HAPKOTHYHI 3aCO0M, MCUXOTPOIIHI PEYOBUHHU 1 MPEKYPCOPHU» HOCHATH CYTO YTOYHIOIOYHI
xapaKkrTep.

Orxe, nepmuii 6,10k 3akononpoexkty Ne 2 429 moao o6iry JikapesKHX 3ac00iB,
mIIXoM BHeceHHsi 3MiH 10 3akoniB Ykpainm «IIpo aikapcbki 3acobm», «lIpo
HAPKOTHYHI 32ac00H, NCHXOTPONHI Pe4YOBHHH i nmpeKypcopu», «IIpo oxopony npas Ha
BHHAXO/H i KOPHCHI Mo/Ie/I» noTpedy€e J00NpPANIOBAHHS 3 YPAXyBaHHSIM 3a3HAYEHOT 0
BHILLE.

Jast jocizKeHHst APYroro 610Ky 3aKOHONMPOEKTY 11010 JOHOPCTBA KPoBi Ta Ti
KOMIIOHEHTIB, HLJISIXOM BHeceHHsI 3MiH 10 3akony Ykpainu «lIpo gonoperso kposi Ta
il KOMIIOHEHTIBY» He0OXi/IHO /IOAATKOBO BPAaXOBYBATH HACTYNHI AKTH MIKHAPOAHOIO
npasa:

- JlupextuBy Ne 2002/98/€C €sponeiicbkoro Ilapiamenty Ta Paau Bia 27 ciuns
2003 p., 0 BCTAHOBIIOE CTAaHAAPTH AKOCTI Ta Oe3neku 3abopy, TecTyBaHHS, 00poOKwH,
30epiraHHs Ta PO3MOBCIO/UKEHHS KPOBI JIOAMHHU Ta 11 KOMITOHEHTIB, @ TAKOK BHOCHTEL 3MIHU
10 upextuBu Ne 2001/83/€C;

- JlupextuBy Komicii Ne 2004/33/€C Big 22 Gepesus 2004 p. npo BHKOHAHHS
Jlupextuu Ne 2002/98/(€C) €sponeiicbkoro Ilapimamenty Ta Paam CTOCOBHO NMEBHHX
TEXHIYHMX BUMOT JI0 KPOBI Ta 11 KOMIIOHEHTIB;

- JlupextuBy Kowmicii Ne 2005/62/€C Big 30 Bepecuss 2005 p., 1m0 BOpoOBauKye
JlupextuBy Ne 2002/98/€C €Bponeiicekoro Ilapnamenty Ta Paau ctocoBHO cTaHaapTiB Ta
cner@ikaniii CriiBTOBapuUcTBa IIOJI0 CHCTEMM SIKOCTI JUISl YCTaHOB, IO NPALIOIOTH 3
KpOB’10;

- JupextuBy Kowmicii Ne 2005/61/€C Bin 30 Bepecuss 2005 p., 1m0 BIPOBAIIKYE
JupextuBy Ne 2002/98/€C €pponeiicbkoro Ilapnamenty Ta Paau cTocoBHO BHMOr
BIICTEIKEHHS Ta IMOBIIOMIIEHHS IIPO cepilo3Hi MOOIYHI peakuii Ta moii.

Bignocunu y cdepi 10HOpPCTBa KpOBi Ta il KOMIIOHEHTIB B YKpaiHi peryJolThes
3akoHom Ykpainu «IIpo 1O0HOPCTBO KpOBi Ta 11 KOMIIOHEHTIBY», @ TAKOK IHIITUMH 3aKOHAMHM
Vkpainmu, a came: 1) OcHOBM 3aKOoHOZaBCTBAa YKpaiHU IPO OXOpOHY 370poB s 2) «llpo
patndikauio Yroam npo acomianiro Mixk YKpaiHO, 3 OJHI€T CTOPOHH, Ta €BponeicbKUM
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Coro3om, €BpOMEHCHKMM CIIIBTOBAPUCTBOM 3 aTOMHOI €Heprii i IXHiMH JepiKaBaMH-
uIeHaMH, 3 1HIOi CcTOpoHM»; 3) «Ilpo 3abe3nedyeHHs CaHITAPHOTO Ta EMiJeMiYHOrO
Onaroronyyusi HaceaeHHsn»; 4) «IIpo 3axucT HaceneHHs BiJl iHpeKiiHuX XBopoO»; 5) «IIpo
NPOTHIIKO MOLIMPEHHIO XBOPOO, 3yMOBICHHX Bipycom imyHoxaedinuty moanun (BIJT), Ta
NPaBOBMIA 1 COLIIABHUI 3aXUCT JMOEH, AKi KUBYTH 3 BIJI».

Pazom i3 Tum 3rigHo 3i cr. 428 Yroam npo acomianiio Mik YKpainowo, 3 oxHiel
CcTOpoHH, Ta €Bponencrkum Coro30M, €BpPONEHCHKIM CIIIBTOBAPUCTBOM 3 ATOMHOT €HEprii i
iXHIMH JIepKaBaMU-4I€HaMM, 3 iHINOI CTOPOHH, HAroJOUIye, IO YKpaiHa MOCTYIOBO
HAOMIKY€E CBOE 3aKOHOJABCTBO Ta NMPAaKTHKY 10 mpuHImiB acquis €C, 30kpema y cdepi
inexuifinux XBopoO, cirykO KpOBi, TpaHCIUIAHTALIT TKAHWH | KIITHH, a TAKOXK TIOTIOHY. Y
cgoo uepry, y [lomarky XLI no raasm 22 «I'pomajacbke 310poB’si» posaiay V
«Exonomivne i rajysese cniBpoSiTHHITBO» IMIOA0 ciy:KOH KpoBi, YKpaina B3suia Ha
cebe 3000B’sI3aHHSI NPOTAromM 3 pokiB 3 gaTH HAOpaHHs YMHHOCTI Hicl0 Yroaoio
BIPOBA/ITHTH MOJIO’KeHHSI BHIIe3asHavyenux Aupexkrus €C.

Bapro 3a3HauyMTH, 10 HE3BaXKAIOUM Ha Te, MO 3akoH Ykpainm «[Ipo parudikauiro
Yroaqu mpo acomiauiio Mk YKpaiHOwo, 3 oaHi€i croponu, Ta €Bponeiicbkum Cor030M,
€BponefchKUM CIIBTOBAPHCTBOM 3 aTOMHOI €Heprii i iXHIMU JepKaBaMH-uleHaMH, 3 iHIIOT
cropoHH» HaOyB umHHOCTI 27.09.2014 p., mpore YkpaiHa He BHUKOHYE CBOI MiKHApOHi
3000B’43aHHs 1I0J0 AOHOPCTBA KPOBi Ta il KOMIIOHEHTIB y 4YacTMHI HaOJMKEHHS CBOTO
32KOHO/IaBCTBO Ta NPAKTUKH 10 NpUHIMIIB acquis €C, 3oxpema y chepi indexuiinnx
XBOpOO, CIyk0 KpOBi, TpaHCIUIAHTalii TKAHWH | KITHH, a TAKOX TIOTIOHY, a IIAM
(bakTHYHO MOpYIIy€e MpaBa MALI€HTIB Ha AKICHY Ta epEKTUBHY MEIHUHY J0MOMOTY.

Kpim Toro, ananiz 3axkony Ykpaiuu «IIpo JOHOPCTBO KpoBi Ta ii KOMIIOHEHTiB»
CBIIYMTH MPO HOro NepeBakHO JEKIAPATUBHUI XapakTep, IO 3a3Hayanocs B HAaYKOBHMX
nyOmiKarisax.

Tak, yactuna 5 cr. 18 3akony nepenbauae, mo Benenus HauionansHoro peectpy
JIOHOpiB KpOBi Ta ii KOMIIOHEHTIB 3a0e3NedyeThCs LEHTPAILHUM OPraHoM BHKOHABUOI
BIAIH, [0 peaiidye Aep:KaBHY ModiTHKy y cdepi nporuaii BUUI-inpexuii/CHI/ly Ta inmmx
comialbHO HeGe3MeYHNX 3aXBOPIOBaHb. Y CBOIO uepry, 1. 1.4. [Mopsaky KoHTpomo 3a
JOTPUMAHHAM IIOKa3HHWKIB O€3MeKH Ta SKOCTI JOHOPCHKOI KPOBI Ta 1i KOMIIOHEHTIB,
3aTBep/UKeHOro HakazoM MO3 Vkpaium Binx 09.03.2010 p. Ne 211, permamenrye, mo
Creliani3oBadi yCTAHOBH Ta 3aKJIa[M MNEPeNHBaHHs KPOBI, BIIMOBIAHI Miapo3ainM 3aKIais
OXOPOHH 3/10POB’Sl IOBMHHI CAMOCTIHHO 3a0€3MeYNTH BEICHHS PEECTPIB JIOHOPIB., IPH YOMY
0e3 Oyb-AKOro LIEHTPali30BaHOTO PEECTPY JIOHOPIB.

TobTo BHecennst 3min Ta jgonmoBHeHb 0 3axkony Ykpainu «IIpo xonoperso
KpoBi Ta il KOMIOHEHTIB» 3 MeTol0 peanizauii Bumenaseaenux lupextus €C ¢
CBOCYACHHUM.

Paszom 3 mum, y 3akoHonpoekTi Ne 2 429 npornoHyeTsest 4aCTHHHM JPYry Ta TPETIO
crarTi 15 3akoHy Ykpaiuu «IIpo JOHOPCTBO KpOBi Ta il KOMIOHEHTIB» BUKIACTH B TAKiii
peaKIii:

«B3sTTs m1asmu Ui GppakiiionyBaHHs, 32 YMOBH 11 1epepoOKH Ta BUKOPUCTAHHS JUIS
BUPOOHMIITBA MpemnapaTiB KpoBi Ha TepuTopil VYkpainu, nepepoOky i 30epiraHus
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JIOHOPCHKOT KPOBI Ta il KOMIIOHEHTIB, peasi3allilo BATOTOB/IEHUX 3 HUX [PENaparis, MOKYTh
TaKoYXK 3AIHCHIOBATH Cy0’ €KTH IMiANPHEMHULIBKOT AisJIbHOCTI.

B3stTs, nepepo6ka, 30epiraHHs JOHOPCHKOI KPOBi Ta il KOMIOHEHTIB, peaiisallis iX
Ta BUFOTOBJIEHMX 3 HHUX IpenapariB 3aKiaZiaMM OXOPOHM 3J0pOB’s Ta iX MiJpO3/LIaMu,
323HAYEHUMH Y YAaCTHHI MEpIiil i€l CTaTTi, a TAKOXK B3STTA IJIA3MM /UIs (paKiioHyBaHHS
32 yMOBH i MepepoOKM Ta BAKOPUCTAHHS JUIi BUPOOHMIITBA NPENapaTis KpoBi Ha TepUTOpii
Vkpainu, mnepepobka i 30epiraHHs JIOHOPCBHKOI KpOBi Ta ii KOMIIOHEHTIB, peajisarlis
BHTOTOBJICHMX 3 HHMX NpenapatiB cy0’ eKTamu, 3a3Ha4€HUMM Y YaCTHHI ApYTid wiel cTaTTi,
N03BOJISIETHCS JIMIIE 3a HASABHOCTI BIAMOBIHOI JILEH3il, OJEpP)KaHOI B YCTAHOBIECHOMY
3aKOHOM TTOPSIAKY».

Ilo-nepme, yactuHa apyra crarti 15 3akony Ykpainn «IIpo 10HOpPCTBO KpoBi Ta ii
KOMIIOHEHTIB» CyIE€pPEeYHTh BUMOTaMm MyHKTY 19 3aranpHux mnonoxkenb Jlupekrusu
Ne2001/83/€C E€pponeiicskoro [Mapmamenty ta Paan «Koaeke CniBToBapucTBa BIJIHOCHO
NiKapChKKX 3aC00iB (V1S 3aCTOCYBaHHS JIIOJIMHOIO)», B IKIl HArOJIOLIEHO:

DIRECTIVE 2001/83/EC OF THE
EUROPEAN PARLIAMENT AND OF

Ilepexnan M0JI0ZKEeHb
Jupextusn  2001/83/€C

(nopm)

«IIpo  Koaeke

THE COUNCIL of 6 November 2001 on
the Community code relating to medicinal
products for human use

CniBroBapucTsa moa0 JiKapcbKHX 3aco0is,
NPH3HAYEHNX /ISl CIIOKHUBAHHS JIIO/IHHOI0»

(19) The Community entirely supports the
efforts of the Council of Europe to promote
voluntary unpaid blood and plasma donation
to attain self-sufficiency throughout the
Community in the supply of blood products,
and to ensure respect for ethical principles in
trade in therapeutic substances of human
origin.

(19) €C mnoBHICTIO MIATPHMYE 3YCHJIIS
Paqu €Bponn B CHpHUSHHI  J00pOBLIBHOI
0e3KOIITOBHOT 3/1aui KpoBi ado mia3sMu Ui TOro,
mo6 nocarru B €C camoszabesnedyeHHs 11010
oCTa4aHHs

npernapatamMu  KpoOBi JUs

rapaHTyBaHHsI JOTPUMAaHHS €THYHHX HPHHIAIIB

Ta

NpH TOPriBji TepaneBTHYHHMH CyOCTaHUIAMHU
JIFOZICBKOT0 MOXO/PKEHHSI.

OCKiJIBKH, 3alpoIlOHOBaHA peJaKiis

YyacTUHU Apyroi crarri 15 3akoHy Ykpainu

{[Ipo OHOPCTBO KPOBi Ta i KOMIIOHEHTIB» mependauae, 1O cy0 €KTH MiANPHEMHALIBKOT
IiSIBHOCTI, SKi OyyTh 3aiiMaTHCS B3ATTAM «... IUIA3MH Ul (PpakilioHyBaHHs, 3a YMOBH il
nepepoOKM Ta BHKOPMCTAaHHs JUIs BHUPOOHMIITBA MpenapaTiB KpoBi Ha TepUTOPIi
VKpaiHu...» MOKYTb i, HaBiTh OyyTh JifTH JHIIE 3 METOIO OTPUMAHHS MPUOYTKY.

Pamkosa nporpama jiit BOO3 moz10 3abe3neueHHs 3arajibHOro A0CTyIy 0 AKiCHOT i
0esneuHoi KpOBI Ta KOMIIOHEHTIB KpOBI JUISl TEPENMBAHHS 1 OTPUMAHUX 3 IUIa3MU
TKapChKUX npenapa"rinzs, TaKO)K 3BepTac ymary
fe30MIaTHICTh JIOHOPCHKOI KPOBI.

[To-apyre, BiANOBIIHO A0 IyHKTIB 2.1.
BUKOPMCTaHHS Ta 3a0e3Me4eHHs SKOCTI KOMIIOHEHTIB KpOBI, 3aTBEP/UKCHOIO HaKa3oM
MinictepcTBa 0XOpOHH 310poB’st Ykpainu Big 17.12.2013 p. Ne 1 093, 3apeectpoBaHoro B

Npo  3arajbHOJAOCTYIMHICTh  Ta

Tta 2.2. IHCTpyKLii 3 BHMIOTOBJIEHHS,

% WHO Action Framework to Advance Universal Access to Quality and Safe Blood and Blood Components for
Transfusion and Plasma Derived Medicinal Products. JRL:
https://www.who.int/medicines/news/2019/action _framework to_advance_universal_access_to_blood_blood_comp/en/




MinictepeTsi octuuii Ykpainu 13.01.2014 p. Ne 30/24807, BHroToBJI€eHHIO KOMIIOHEHTIB
KpoBi mepeaye€ 3aroTiBJIsI JA0OHOPCHKOI KPoOBi. TOOTO BMJIYYEHHs UJIBHOT KpOBI 13
CYIMHHOTO pycJia JUlsl 11 1OJAabLUIOr0 KOHCEPBYBAHHs a00 PO3/IIEHHS HAa KOMIIOHEHTH. Y
Takuii  crnoci® MOJKHAa OTPHMATH JOHOPCHLKI MJIAa3My, E€PUTPOLIUTH, TPOMOOUMTH Ta
NeHKOMTH. 3aroTiBIIs JOHOPCHKOT KPOBI 3/1IHCHIOETBCS IUISIXOM «B3STTS» 11 BiJl IOHOPA.

Biarak, TepMiH «B3SITTS IJIA3MH» € HEKOPEKTHHM TAa TAKHM, 110 3HAXOJAUTHCSH B
NpOTHPIY4YI 3 MNOHSTTAMH Ta TePMIHAMH YHHHOIO 3aKOHOAABCTBOM YKpaiuu,
OCKIbKH BHKOPHCTAHHSI TEPMiHY «B3SITTsD» B 3akoni Ykpainu «Ilpo qonoperso Kposi
Ta Il KOMIIOHEHTIB» € JOPeYHHM SIK CIOCO0Yy 3aroTiBJjii IOHOPCLKOT KPOBI.

Jani, B 3akoHonpoekti Ne 2 429 (yactuna tpers cratti 15 3akony Ykpainu «lIpo
JIOHOPCTBO KPOBI Ta ii KOMIIOHEHTIB»), 0 pedi K i B JAIOYOMY 3aKOHI, MOBa iijie mpo
000B’SI3KOBICTh JIilIEH3yBaHHs, 30kpeMa: «B3sarrs, nepepoOka, 30epiraHHs JTOHOPCHKOT
KpoBi Ta il KOMIIOHEHTIB, peaji3allis iX Ta BUTOTOBJICHUX 3 HHMX MpernapariB 3akjiagaMu
OXOPOHHM 3JI0pOB’sl Ta iX MiAPO3/iJaMU, 3a3HAYEHUMM Yy YaCTHHI mepuuid 1iei crarTi, a
TAKOXK B3STTS TUIA3MU JUIsl PpaKIiOHYBaHHS 32 YMOBH 11 1epepoOKU Ta BUKOPUCTAHHS JUIs
BHPOOHMIITBA MpernapaTiB KpoBi Ha TepuTopii YKpaiHu, nepepodka i 30epiraHHs J0HOPCHKOT
KpOBi Ta 11 KOMITOHEHTIB, peasli3allis BUTOTOBICHHX 3 HUX IIPENaparis ....».

A mix THM, 3akoH YKpainu «lIpo miieH3yBaHHs BU/IB rOCIOAAPCHKOT AisIBHOCTI Y
nepestiKy BHIB rocrnoAapchKoi AissIbHOCTI (CT. 7) He nepeadayae TaKoro BUAY isIBHOCTI,
AK «B3ATTA, nepepoOKa JOHOPCBKOI KpOBI Ta 1i KOMITOHEHTIB, BHUIOTOBJICHHS 3 HHUX
npenapatiB». Y 3akoHi Ykpainu «lIpo nineH3yBaHHSI MEBHUX BH/IB T'OCIOAAPCHKOL
pismpHOCTI» BiAg 01.06.2000 p., mo Ha CHOroOAHI BTPATUB YMHHICTH, EH BUA AiSJIbHOCTI
MiUIATaB JIilleH3yBaHHIO.

To6Tro BUHUKAIOTH 3amnUTaHHs, Xoua, Hanpukiaag, cr. S5 «lIpusHauenns,
YIOBHOBAKEHHSI, aKpeauTallisi abo JIEeH3yBaHHs YCTAHOB NepesIMBaHHs KpoBi» JlupekTuBu
Ne 2002/98/€C €poneiicbkoro Ilapmamenty Ta Pagm «[Ipo BcTaHOBiIGHHS CTaHaapTiB
akocTi Ta 6e3neku 300py, TecTyBaHHs, 00poOKH, 30epiraHHs Ta po3IMOALTY JIHOACEKOT KPOBI
Ta il CKJIaJ0BHMX, a TaKOXK BHeceHHs 3MiH 10 J(upekrusu 2001/83/€C» Bia 27.01.2003 p.
Haroourye, mo: «/lepmxaBu-4jenn 3a0e3nedyorh, 00 AisUIbHICTH, NOB’si3aHa 3i
300poM Ta TeCTYBaHHSIM JIIOJACHKOI KPOBI Ta 1i CKJIAIOBHX, HE3aJIe’KHO Bijl IX KiHIEBOro
NpH3HAYEHHS, Ta 3 IX MIATOTOBKOIO0, 30epiranusM, po3noAiJIecHHsIM IPH NPH3HAYEHHI
ISl TIepeJIHBAHHSI, NPOBOJHJIACH TIILKH THMH YCTAaHOBAMH, siKi OyJm npusHaveni,
YIOBHOBA’KeHi, aKpeAHTOBaHI 200 JiNEeH30BaHI KOMIETEHTHHM OpPranom /st wiel
METH. ...»

DIRECTIVE 2002/98/EC OF THE JlupexTuBa Ne 2002/98/€C
EUROPEAN PARLIAMENT AND OF THE | €sponeiicsxoro Iapaamenty ta Paxu «Ilpo
COUNCIL of 27 January 2003 setting | BCTAHOBJICHHSI  CTAHJAPTIB  SIKOCTI  TA
standards of quality and safety for the | 6e3mexkn 300py, TecryBanus, o00podKm,

collection, testing, processing, storage and | 30epiraHusi Ta po3moaiTy JIIOJACHLKOT KPOBi Ta
distribution of human blood and blood | i ckaagoBUX, a TAK0K BHECEHHS 3MIH 10
componentsand amending Directive | /lupexTnsu 2001/83/€C» Bin 27.01.2003 p

2001/83/EC




activities relating to the collection and testing of
human blood and blood components, whatever
their intended purpose, and to their preparation,
storage, and distribution when intended for
transfusion, are undertaken only by the blood
establishments which have been designated,
authorised, accredited or licensed by the
competent authority for that purpose.

2. For the purpose of paragraph 1, the
blood establishment shall submit the information
listed in Annex I to the competent authority.

3. The competent authority, having
verified whether the blood establishment
complies with the requirements set out in this
Directive,  shall the blood
establishment which activities it may undertake
and which conditions apply.

4. No substantial change in activities shall
be undertaken by the blood establishment
without prior written approval by the corhpetem
authority.

5. The competent authority may suspend
or revoke the designation, authorisation,
accreditation or licence of a blood establishment
if inspection or control measures demonstrate
that the blood establishment does not comply
with the requirements of this Directive.

indicate to
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Article 5 Designation, authorisation, Crarrs 5 «Ipn3navenns,

accreditation  or  licensing of  blood | ynoBHOBaXKeHHS, aKpeauTaLis abo

establishments JIieH3yBaHHs YCTAHOB nepe;iuBaHHsA
1. Member States shall ensure that | KpoBi».

1. JlepkaBu-wieHH 3a0e3ne4yroTh, 06

misulbHiCTH, TOB’s3aHa 31 300poM  Ta

TECTYBAHHSIM JTIO/ICHKOI KPOBI Ta 1T CKIIaJI0BHX,
HEe3aJIeKHO BiJl 1X KIHIIEBOrO MPH3HA4YEHHd, Ta

3 X IiIFOTOBKOIO, 30epiraHHsM,
pO3MOJIEHHsAM  IIPH npu3HA4YeHHl UL
epejMBaHHsA, [POBOAMIACA TUIBKH THMH
yCTaHOBAMH, SIK1 Oymm MpU3HAYEHI,
YIIOBHOBaXKEHI, aKpeInTOBaHI abo
nminen3oBaH(i KOMIIETEHTHHM OpraHoM JUlsd
i€l METH.

2. 3 wmero0 nOyHKTy 1, ycTaHosa
nepejMBaHHs  KPOBI Mae  HaaaBaTH
indopmanito, 3azHaueny B Jlojarky 1,
KOMIIETEHTHOMY OpraHy.

3. KowmmereHTHuii ~ opraH  MicIis

rmepeBipKM BiIMOBIIHOCTI YCTAaHOBH BMMOTaM,
BUKJIQJEHUM B il JIUpeKTHBi, MOBIIOMIISE
YCTAHOBY IEPEIMBAHHA KPOBI, IKUMH BHIaMHU
JUSUTBHOCTI BOHA MOJKE 3aiiMaThCs Ta Ha AKHX
yMOBaXx.

4. YcraHoBa TepeiMBaHHS KpOBI HE
MOJKeE 3/IHCHIOBATH HIAKUX CYTTEBHX 3MiH Y
cBOIH  misuibHOCTI  0Oe3  MOMepeaHboOro
MUCBMOBOTO TIOTO/DKEHHS 3 KOMIIETEHTHUM
OpraHoMm.

o lS KoMmrereHTHHH oprai MoOKe
Npu3ynuHATH ab0 aHyJloBaTH NpH3HAYCHHS,
YIOBHOBAKEHHsI, aKkpeauTauio abo JLeH3110
nepeTHBaHHs SIKITIO

abo 3aX0/IH

BUSBJISIOTH, 110 YCTAaHOBA IEPEIMBAHHA KpOBi

yCTaHOBH KPOBI,

IHCIIeKIIiHHI KOHTPOJIbHI

He BiAMoBigae BUMoram wiei J(MpexTuBH.

3 oSy Ha 3a3HaucHe BHUIIE € MMIJCTaBH 3pOOMTH BUCHOBOK, 110 TBEP/UKEHHS IPO
Te, MO TIPOTO3HUILIS [IOJO JILIECH3YBAaHHS Yy chepi MOHOPCTBA KpOBi 03 BU3HAYCHHS BUIY
NiSIBHOCTI, HA AKUI BIAMOBIAHO 10 3aKOHONPOEKTY No 2 429 mae OyTH OTpUMaHa JIiLEH3,

¢ 06’cKTHBHHM Ta 00IPYHTOBAHHM, TOMY Ma€ OyTH BpaxoBane 3aKOHOIABLEM y pasi

NpHIHHSTTS 3aNPONOHOBAHHX 3akononpoexkTom Ne2 429 3miH 10 4JacTHHH TPeThOl
crarTi 15 3akony Ykpainu «IIpo 10HOPCTBO KPOBI Ta i KOMIIOHEHTIBY.

Jlani B 3axonompoekti N2 429 nponoHyeThes CTaTTio 15 JIOMOBHUTH HOBOKO
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[aCTHHOIO TAKOTO 3MicTy: «JlisIbHICTD i3 MepepoOKN Ta BUKOPUCTAHHS JIOHOPCBHKOT KPOBi
@ ii KOMIOHEHTiB Ul BHPOOHMITBA [NpenapaTiB Kposi (JIKapChKHX 3aco0iB),
WpOGHMIITBO Ta OOIr 3iMCHIOETHCS CYO’ €KTaMH TOCTIONAPIOBAHHA BIJUTOBIHO /10 3aKOHY
yxpainm «I1po JrikapchKi 3aco0M», NPOTE HE MPONOHYETHCS BHECTH BiJUMOBI/HI JIONTOBHEHHS
10 3akoHy Ykpainu «IIpo mikapchki 3aco0m». B 3B’SI3Ky 3 THM, L10 3aKOHOZABCTBO MPO
likapchKi 3aCO0HM BCTAHOBIIOE 1 MOBHOBAKEHHS OpraHiB J€pKaBHOI0 KOHTPOIIO AKOCTI
likapchKHX 3ac00iB, SIK L€ i BUMarae 3akoH Vkpainu «IIpo 3acaju AepKkaBHOIo Harjsay
KOHTPOJIIO) Yy cdepi rocrnoaapebKol MisutbHOCTI». Be3 BHeceHHsI TAKHX JIONOBHEHL B
meniaibHUI  3aKOH, Yy OprafiB Jep:KaBHOI0  KOHTPO.IIO OyayTs  BiacyTHI
I0BHOBAKEHHS.

JlonoBHEHHs i 3MiHM 0 cT. 22 3akoHy YKpainu «I1po JIOHOPCTBO KpOBI Ta ii
KOMITOHEHTIBY I110/10 BUBE3EHHS A0HOPCHKOI KPOBi Ta il KOMIIOHEHTIB 32 MeXKi YKpaiHu y
pa3i HAJAHHS TYMaHiTapHOI J0TIOMOTH Yy BHITaZKaX Ha/3BUUAHUX CHUTYaliil 3a plIICHHIM
Kabinery MiHicTpiB YKpaiHu 3a yMOBH IOBHOI'O 3a0e3neyeHHss HUMH MOTped OXOpPOHM
310pOB’s HACENICHHs Y KpaiHu MICTATE B c06i 0cOBIUBOCTI, IO 3aCIyXOBYIOTh TAKOK yBaru.

Ha BizMiHy Bia umHHOI penakiii miei cTarTi, 1o nependayana He «BHBE3CHHSD, 2
@epeaqy» K ryMaHiTapHOi J0MOMOIH y BHUIIa/Kax Ha/A3BUYAiHOT CUTYyallil 3a PILICHHIM
Kabinery MinicTpis YKpainu, He JiHIIe «10HOPCHKOT KpoBi Ta i KOMIOHENTIB, ale i
«ipenapaTiB» J0HOPchKoi Kposi. To0TO, B zaszHaueHiil crarTi 3akononpoexkrtom Ne 2 429
3ificHIOETHCS 3aMiHA TEPMiHy «OOMiH» Ha TEPMiH «BUBE3CHH, SIKi CYTTEBO MAIOTh Pi3Hi
[OHSTTS AK Aii, AKUMH CTBOPIOIOTHCS FOPHUIMYHI HACIIKH, @ TaKOK TEPMIH «IIpernapaTi»
prcoyaeThes. OToxK, Bianosiano a0 cr. 22 3akony Ykpainu «IIpo jonopcrso KpOBI Ta
ii kommomenTiB» B peaakuii 3axononmpoekty No2429 cKkacoByOTLCS oyab SIKi
ofMesKeHHSI B MACTHII BHBE3eHHsl NpenapaTiB KPoBi 3a Mexi YKpainu. 3p03yMmijio, 1o
ne ayxe no0pe wis pO3BUTKY MiZANPUEMHHULIBKOI  JiSUIBHOCTI, ane He 30BCIM  JUIS
3a0e3meyeH s TpOMaIsiH YKpaiHu Ha JOCTYTHY JOHOPCBKY KPOB Ta 1 KOMIOHEHTH. Xoua B
[0SCHIOBAJTbHIH 3aMKCIi MOBA iiJ1e PO IHIIE.

3a pe3yJbTaTOM IIPOBE/ICHOI EKCrepTaMu €C B 2015 p. oliHKM CTaHy CHCTEMH
aknaiB  CiyKOM KpOBi YKpa'l'Huzg Gy70 BCTAHOBIEHO, IO B YKpaini BiICyTHS
31ar0/UKeHa CHCTeMAa peasiizamii BakJIHBOI JepiKaBHOY ¢yukuii B chepi oxoponu
310poB’sl HaceJlen st — 3a0e3nedyeHns BCiX noT ped manicuTis y 10HOPCHKIiH KpoBi T2 T
KOMIIOHEHTAX BiIMOBIHO /10 BHMOI SIKOCTI Ta 6ioJIorivnoi de3nexH. CriocTepira€rbes
BIACYTHICTh HAJI©KHOTO KOHTPOJIIO Ha KJIHOYOBHX eTarax BiIOOPY /1IOHOPIB Ta TECTYBaHHS
3arOTOBJIEHOT KPOBi, Bifl AKMX 3aiexuTh OionoriyHa Oesreka KpOBi Ta Il KOMIIOHEHTIB:
baxiBli peecTpylOTh 4YacTe OTPUMAHHA HEJAOCTaTHLO JIOCTOBIPHMX ~ pe3yJbTaTiB
1a60paTOpHUX JOCHi/DKeHb, a CEepel [MAIi€HTIB CIMOCTEPIraloThCSl BUCOKI TMOKA3HUKH
nepenavi BIJI i rematury npu remorpancdy3isx. Taki oGCTaBUHI € KPUTHYHO BAKIMBUMHU B
KOHTEKCTI (DyHKI[IOHYBAaHHs CHCTEMH, sIKa BUKOPHCTOBYE ILIATHHX JIOHOpIB 32 HAsBHOCTI
3JHAYHOT KUIBKOCTI iH(iKOBaHHX 0CIO cepe/l HaCeIEeHHA.

» Ay , . : ; : .
moz.gov.ud/article/news/ v-ukraini-rozpochalas-ocinka-zakladiv-perelivannja-krovi
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3 orysAay Ha 3a3HA4Y€HE BUIE € MiJACTaBH 3pOOMTH BUCHOBOK, IO TBEPUKEHHS IPO
Te, M0 NMpono3uuicio B 3akoHonpoekTy Ne 2 429 mo0 BHIy4eHHS i3 N0JI0OKEeHb CTATTI
22 3akony Ykpainu «IIpo nronopcTBo KpoBi Ta il KOMIOHEHTIB» TepMiHYy «IpenapaTH
JOHOPCHKOT  KPOBI»  JIeraJi3ye€rbesi 3a  BIACYTHICTIO /IepsKaBHOr0  KOHTPOJIIO
MOAKJHBICTH peaJiizaulisi npenapariB JOHOPCHLKOI KPOBi 3a MexkaMu YKpaiHH, /10 SKOT
Oyre mparHyTM cy0’€KT TOCHOJAapIOBaHHS MPHUBATHOI (GOPMH BIACHOCTI 3 METOIO
oTpUMaHHs MpUOYTKY, NpPOTe PH3HKH HEraTHBHHUX HACHIAKIB /Ui YKpainu He
BPaXOBYIOTHCSI, € O0’€KTHBHHM Ta OOIPYHTOBAHMM, TOMY Mac OyTH BpaxoBaHe
3AKOHOJABIEM Y pa3i NpHHHATTS 3anponoHoBanux 3akononpoexkrom Ne 2 429 3min no
cratTi 22 3akony Ykpainn «IIpo 1oHopcTBO KpPOBI Ta il KOMIIOHEHTIBY.

B nboMy KOHTEKCTI He0OXiIHO 3ayBAKHUTH, 110 JONOBHEHHS 10 3aKoHy YKpainu
«llpo noHopeTBO KpoBi Ta 1l KOMIOHEHTIB», NO-Nepiie, He BiANOBIIAIOTH
3000B’sI3aHHAM Y KpaiHH BHKJIaJAeHHM B cT. 428 Yroau npo acouiauio mik YKpaiHnoio
a €C, a mno-apyre, HaBiTb, SIK 3BHYaHHI JIOKAJbHI /IONOBHEHHSI NiUISIIAI0TH
J00NPANIOBAHHIO.

CrnyryioTs yBard i TBEp/UKEHHS 11010 (OpPMYBaHHS HAIIOHAJIIBHOI CUCTEMH KpOBI 3
OrI/ly Ha €BpPOIHTErpaiiHuii Kypc Y KpaiHu, 0 3aKpirieHuit B Yol npo acouiamio Mix
YkpaiHoto, 3 oJHi€l cTOpoHH, Ta €Bponeiicbkum Coro30M, 3 APyroi CTOPOHH, HACTYITHUM
yiHOM: mo-nepie, gopmysanusi HamionanbHoro rpancys3ioiorivHoro ueHrpy siK
CaMOCTIHHOT IOPHAHYHOT 0co0H nyOJiYHOro npasa 3 peopMyBaHHSIM CayKO0H KPOBI
HA 3AKOHOJAABYOMY HIATPYHTI SIKOI0 OPICHTHPOM € JIIOJMHA — NAIIENT i JIOHOP, a/IKe
KpoB y co0i Hece IKHUTTSI; NO-ApPyre, BCTAHOBJICHHSI CIHPABEIHBOIO ODajiancy
nyOsiivHOr0 i NPHBATHOIO iHTepecy 3 POZMIHPEHHSM CHEKTPY AiSLIBHOCTI LISt
cy0’eKkTiB rocnogapioBaHHsi NpHBaTHOI (GopMH BiacHOCTI HUISIXOM 3a0e3neveHHst
B3AEMOBHTIIIHOTO MYy0JIYHO-NIPHBATHOIO NaApTHEPCTBA B Uil cepi.

III. BHUCHOBKHA

Ananiz  (pakTHyHuX 00CTABHH, HOPMATHBHO-IPABOBMX AKTIB Ta IHIIHX
N0KYMEHTIB /103BOJIHB 3pOOMTH HACTYIIHI BUCHOBKH:

1. IlpoexT 3akony Ykpainu «IIpo BHeceHHsI 3MiH 10 AeSIKHX 3aKOHIB YKpainu
moao JikBigauii OropokpaTHuHHX Oap’epiB Ta KOpynumioreHHHX YHHHHKIB y cdepi
0XOPOHH 3/10pOB’si», 3apeecTpoBanuii 13 smcronaaa 2019 poky 3a Ne 2 429 mozxke OyTH
BHHECEHHH VISl JIPYroro YHTAHHSI JIMIE MIiCJsi JI00NPANIOBAHHS 3 YpaxyBaHHSM
TAKOI0:

1.1. Pepakuis 3min a0 4yactuHu aApyroi crarrti 15 3axony Ykpainm «lIpo
J0HOPCTBO KPOBI Ta il KOMIOHEHTIB» He MOBHHHA CYNepeuYuTH BHMOram myHkry 19
Jaranbanx nousiokens JlupextuBu Ne 2001/83/€C «IIpo Kopexke CuiroBapucrTna
moao JiKapchbKHX 3aco0iB, NpPH3HAYEHHX /UIS CIOKHBAHHSI JIIOAHHOIO» II0/I0
OeskomToBHOI 34a4i KpoBi aGo mnaasmu aast toro, mod jgocsirtk B €EC

camo3ale3nmedeHHsl B MOCTAYaHHI [penaparaMu KpoBi Ta JUisi rapanTyBaHHS
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JOTPHMAHHS eTHYHHX HNPHHUHNIB NPH TOPriBji TepaneBTHYHHUMH CyOCTAHUISAMH
JI0ICbKOT0 MOXO0/IZKeHHSI.

1.2. Pepaxuisi 3Min a0 wactuHH m’aroi crarti 31 3akomy Ykpainu «lIpo
0XOPOHY NPAaB HA BHHAXO/H | KOPHCHI MO/IeJID» He BIANOBI/Ia€ BAMOIraM «BHKJIIOUEHHS
borap», mnponoHyerbcsi BHKJacTH 11 Hactynuum 4uHom: «He Bu3naerncs
NOpPyIIeHHSIM MPaB, 0 BHIUIHBAIOTHL 3 JAepPKaBHOI peecTpauii BHHAXO0AY (KOpHCHOT
Mojesi), iMmopT (BBe3eHHs1), 30epiraHHsi TAKOIro NPOAYKTY 3 METOI0 INpPOBeIeHHsI
JOCTIIZKeHb, 0 MPOBOASATHLCS /IS MIATOTOBKH HeoOXiAHOT indopmauii Ta nogaHHs
JIOKYMEHTIB Ha peecTpauiln JKapcbKoro 3acody, 3acol0y 3axHCTy TBapHH, 3aco0y
3AXHCTY POCJIHH.

1.3. JlonmoBHeHHSI peJaKUi€l0 3MiH 10 YacTHHH TPeThoi cratTti 357 MutHOrO
KojAeKey YKpaiHH m0/10 BHKJ/IIOYEHHS /10 SIKHX He 3aCTOCOBYIOTHLCSI BHMOI'HM YAaCTHHH
nepuioi HA3BAHOI CTATTI 3 THM, 00 He BHHHKJIH NPO0JIeMH NIPH MHTHOMY OopMmJIeHi
BHHAXOAIB (KOpHCHOI Mojaedi), sIKi OyayTs BBO3HTHCS 3 METOI0 INPOBEICHHS
JOCTIKEeHb.

1.4. Ilpono3unisi moao JineHsyBaHHsi y c¢epi JoHOpPCTBA KpPOBi, SIKOIO
nepeAdavaOThesl 3MIHH 10 4YacTHHH TpeThoi cratTi 15 3akonmy VYkpainu «llpo
JIOHOPCTBO KPOBi Ta il KOMIOHEHTIB», MAa€ OKPECJIOBATH BHI AiISILHOCTI, HA SKHH
NOBHHHA CcY0’€KTOM rocnojapioBaHHss OyTH oTpumMaHa JiueHsisi, Ta SIKHM B
nojajbmomMy mae Oyru jgonosHeno 3axkon Ykpainm «lIpo JinensyBanus BHIIB
rocnoAapchbKoi AistJIbHOCTI». |

1.5. Ilpono3umii moa0 HagaHHS MOKJIHBOCTI cyd’eKTam NiINPHEMHHILKOL
JMSIBHOCTI  HA  «B3SITTS  JOHOPCHKOI KPOBI /UIsl  OTPHMaHHSI IUIA3MH  JLIsI
(bpaknionyBanHs», sIKOI0 mnepeadavyaOTbLCs 3MIHH JI0 YacTHHH Japyroi crarri 15
3akony Ykpainu «IIpo nonoperso KpoBi Ta il KOMIOHEHTIB», Ta, BOJAHOYAC, 3HATTS
o0Me/KeHb 32 BHBE3CHHSIM «NpenapartiB JOHOPCHLKOI KPOBi 3a Meki YKpaiHH», SIKOI0
nependayaoThbest 3mMiHu 10 cratTi 22 3akony Ykpainu «Ilpo aomopcrso kposi Ta ii
KOMIIOHEHTIB», MOKYTh MATH HEraTHBHI pPH3HKH /JJsi YKpainu, nos’sizanui i3
CBOCYACHHM 3a0e3medeHHsIM rpoMajisii YKpaiHu HAa J0CTYNHY JA0OHOPCHLKY KpPoB Ta il
KOMIIOHEHTH.

1.6. BuxopuCTAHHS TePMIiHY «B3STTS IUIA3MH» B NPONMO3MIIT 11010 BHECEHHSI
3MiH /10 YacTHH JAPYyroi ta tperboi 3akony Ykpainu «IIpo pomopcrso kposi Ta ii
KOMIIOHEHTIB» € HEKOPEKTHHM Ta TAKHM, 10 3HAXOAUTLCSI B IPOTHPIYYI 3 NOHATTAMH
T4 TePMIHAMH YHHHOIO 3aKOHOJABCTBOM YKpainu (3oxkpema, nynktu 2.1. ta 2.2.
IicTpykuii 3 BHIrOTOBJ/IEHHSI, BHAKOPHCTAHHS Ta 3a0e3NevYeHHsi sIKOCTI KOMIIOHEHTIB
KpoBi, 3aTBep/KeHOro Hakazom MinicTepcTBa oxoponu 3a0poB’st YKpainu Bij
17.12.2013 p. Ne 1093, 3apeecrpoBanoro B MinicreperBi  1ocTuuii  Ykpainu

13.01.2014 p. Ne 30/24807), ockiibKH BHKOPHCTAHHSI TEPMiHY «B3SITTS» B 3aKOHI
Ykpainun «IIpo aoHOpcTBO KpOBi Ta 1i KOMIIOHEHTIB» € JOpPEYHHM SIK CIOCOo0y
3aroTiBJIi IOHOPCHKOT KPOBI.
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2. HaykoBi JOC/IiI7KeHHsI CBiT4aTh NPO NoTpedy B WiTiCHHX i CHCTeMHHX 3MIiHAX
n0 3akonmy Ykpainu «IIpo noHOpcTBO KpoBi Ta il KOMIOHEHTAX», IO OyayTh
cupsiMoBaHi Ha 3a0e3nedYeHHsi BHKOHAHHSL YTroaM 1po acouniaunito Ykpainu 3
€sponeiicbkum Co0I030M, 2 TAKOK NepeldAIATHMYThH ¢popmyBanns HamionanbHoro
TpaHcy3ioJIOriYHOro HEHTPY AK camocTiiiHol Iopuan4yHoi ocodu nydJivnoro npasa 3
pehopMyBaHHSIM CJyKOH KPOBi, HA 3aKOHOIABYOMY NiJATPYHTI SIKOTO OPIEHTHPOM €
JIOAHHA — MAMIEHT i OHOP, IO I03BOJHTH 30€epesKeH sl 3a IePKaBoI0 3aroTisJi KpOBi
K CTPATEriuHOro pecypcy Aep:kaBH i 30epeennsi Horo juisi rpomMaisia Yxpaiumu,
BCTAHOBJIIOIOYMH NpPH LbOMY CHPAaBELIHBHIl Oajsanc mybaidnoro i NpHBATHOIO
inTepecy 3 PO3MIHPEHHSIM CHEKTPY MSJIBHOCTI Ui cy0’€KTIB rocrnoaapoBaHHs
npuBaTHOT (OPMH BJIACHOCTI HLISIXOM 3a0e3neHeHHs! B32€MOBHIIIHOTO MNyOIi4YHO-
NpHBATHOIO MAPTHEPCTBA B Wi cdepi.

IV. JIAHI ITPO EKCHEPTIB

|. Mamkos Biraniii MuxaiiioBu4, I0KTOp [OPHAMYHUX HayK, Tpodecop,
npodecop Kadeapy LHMBLILHOrO, TOCMOAAPCHKOrO Ta (iHAHCOBOTO Mpasa [TonTaBcbKOro
JOpUIMYHOr0 iHCTHTYTY HauioHanpHOrO IOPHAMYHOIO yHiBepcuTeTy imeHi fpocrnaBa

Mynaporo
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//( B. M. Ilamkos

2. Baruprapeesa Buaamcnasa CramicaaBiBHa, JIOKTOp IOpPHAMYHHX — HayK,
crapmmii HayKOBHH CHiBpoGITHHK, mupekTop HaykoBo-Z0CiiaHOro iHCTUTYTY BHMBUEHHS
npobieM 370YMHHOCTI iMeHi akajnemika B.B. Craummca,HanionanbHol akajieMii TpaBOBUX
HayK Y KpaitHH |

B.C. batuprapeesa
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