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. JlepxaBHe mimnpuemctso «Jlepxasnuit Excniepranit Lentp MO3 Ykpainu. lnpopmaniiina
JIOBiJKa PO CTaH KIiHIYHMX BUMpoOyBaHb B YKpaiHi y mepiox 3 01.04.2023 no
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6. 3akon Vkpainu «OCHOBH 3aKOHOJABCTBA YKpaiHH IPO OXOPOHY 3nopoB’s»  (BimomocTi
Bepxosnoi Panu Ykpainu (BBP), 1993, N4, crt. 19).

7. 3akon Ykpaiuu Bix 28 nmunns 2022 pOKy Ne 2469-IX «ITpo sikapchbKi 3aco0m»

8. Haxa3z MinictepcrBa 0xopoHH 3710poB’st Ykpainu 23.09.2009 Ne690 (y pemakuii Haxasy MO3
Vikpaiau 12.07.2012 Ne523) «Hop;mox NpOBeJEHHs KIHIYHUX BHIPOOYBaHb JIKapChKHUX
3aco0iB Ta eKCIIEPTH3H MaTepialliB KIiHIYHAX BUIIPOOYBaHbY.

9. Hacranosa CT-H MO3Y 42-7.0:2008. — Jlikapceki 3aco6u. HanexHa kiminiuna mpaktuka / B.
Maustes, M. JIsnysos, T. ByxTtiaposa ta iH. — Kuis, MO3 Vkpainu, 2023

10.Hakaz MO3 Vkpaiau Bin 20.03.2024 Ne 480 "IIpo 3aTBepmxenHs cranzapTy “HacraHosa.
Jlikapcski 3aco6u. Kiacudikauis 1ikapchkix 3aco6iB nepeoBoi Tepartii'.

11. Hakaz MO3 Vkpaiau Big 12.11.2024 Ne 1895 "IlIpo 3aTBep/UKCHHS CTaHIApTy «Hacrtanosa.
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3aco6iB mepenosoi Tepamii/M. Ba6enko, M. Jlo6ac, T. I'epacumuyk, JI. Komap — Kuis, MO3
. Ykpainu, 2024.
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KIIHIYHUX BUMPOOYyBaHb Ta THIIOBE IMOJOXKEHHS mpo KOMICiI0 3 NMUTaHb ETHKH, 3aTBEPKEHI
HaxasoM MiHicTepcTBa oXoponwu 310poB’s Ykpainu Bix 23.09.2009 p. Ne 690.

14. uBinsHuil kogeke Ykpainu (Binomocti Bepxosroi Pamu Vipainu (BBP), 2003, NN40-44, cr.
356.

15. The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of
Research, Report of the National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research, Department of Health, Education and Welfare, The
National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research, April 18, 1979 (ohsr.od.nih.gov).
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3. Hacranosa CT-H MO3Y 42-8.6:2025 «Jlikapchki 3aco6u. Bumoru 10 10KyMeHTallii 3 SKOCTI
Ha 6ioJToriuHi JOCIiKyBaHi TiKapchKi 3ac00H y MexXaX KIIiHIYHMX BUTPOOYBaHb)

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€pponetficbka papmaxomnes (Ph.
Eur.) 11-e Bumanms. €Bponeiichbkuil QMpeKTOpaT 3 SKOCTi JiKiB i 0XOpOHH 310poB’st — Pana
€apomnu, Strasbourg Cedex, @panmis 2024).

5. Trials of War Criminals before the Nuremberg Military Tribunals under Control Council Law
No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government Printing Office, 1949.

3) Ingpopmauiiini pecypcu:
L. World Medical Association Declaration of Helsinki. Ethical Principles for Medical Research
Involving Human Subjects. Adopted by the 18th WMA General Assembly, Helsinki, F inland, June
1964, and amended 1975, 1983, 1989, 1996, 2000 (www.wma.net).
2 Council for International Organizations of Medical Sciences International Ethical Guidelines
for Biomedical Research Involving Human Subjects, 2002 (www.cioms.ch).
3. Guideline on Requirements for First in Man Clinical Trials for Potential High Risk
Medicinal Products, EMEA/CHMP/ SWP28367/2007.
4. WHO Operational Guidelines for Ethics Committees that Review Biomedical Research.
TDR/PRD/ETHICS/2000.1.
5. http://ohsr.od.nih.gov/guidelines/nuremberg.html
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6. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.

7. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-%E2%F0.
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14. http://zakon.rada.gov.ua/ cgi-bin/ laws/main.cgi?nreg=2341 -14.

15.  http://www wma.net/e/policy/b3.htm.

16.  http://www fda.gov/ downloads/Drugs/Guidance Compliance Regulatory Informati
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18.  http://www fda.gov/ downloads/Drugs/ GuidanceComplia

nceRegulatogyInformation/ Guidances/UCM1 87772.pdf

19.  https/ Juacm.kharkov.ua/ download/2014_11/22 pdf

20. - https://cioms.ch/ethical-guidelines—20l 6/WEB-CIOMS- EthicalGuidelines. pdf.);

21.  https://www .ema.europa.eu/en/documents/ scientiﬁc-guideline/ich—guideline-e6-good-
clinical-practice-draft-ich-e6-principles_en.pdf

22.  https://www .ema.europa.eu/en/ documents/ scientific-guideline/ guideline-good-clinical-
practice-e6r2-4-step-2b_en.pdf :
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