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1) Ocnosna nimepamypa:

. Arnec Caitat Peiimona, Mopo3zoB AM, Antunkul FOI'. [ndopmarriiina 6pomrypa
1010 TTPOBEACHHS KIIIHIYHUX BHIIPOOYBaHb JIKapChKUX 3aco0iB B nemiatpii. Kuis:
JIT «Jlep>xaBHu# excriepTHUH 1eHTp MiHIiCTepCTBa OXOPOHHU 3JI0POB’S YKpaiHuy;
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. 3akoH VYkpainu «OCHOBM 3aKOHOJABCTBa YKpaiHM IIPO OXOPOHY 370pOB’S»
(Bimomocti BepxoBnoi Pagu Ykpaiau (BBP), 1993, N4, ct. 19).

. 3akon Ykpainu «lIpo mikapceki 3acobu (Bimomocti BepxoBuoi Pamum Ykpainu
(BBP), 1996, N22, crt. 86).

. KoBryn JI, SukoBa JI, Pacnythsk C, Ta iH. 3arajbHi NpUHLMIN OpraHizamii
JISUTBHOCTI KOMICIH 3 MUTaHb €THUKU IPH JIIKYBaIbHO-MPO(PITAKTUYHUX 3aKJIaaX, B
SKHUX TMPOBOAATHCS KITIHIYHI BUIIPOOYBaHHS JiKapchkux 3aco0iB. Ilocionuk; Kuis:
JIT «/lep>xaBHUi ekcriepTHUM LEeHTp MiHICTepCTBa OXOPOHHU 370pOB’S YKpaiHu»;
2017. 44 c.

. Koncrurynis Ykpaiau (Bimomocti Bepxosuoi Pamu Ykpaiau (BBP), 1996, N30,
cT. 141).

. Kopnaupkuit B. Etnuni nurtanHsa B MenuuHiii npaktuuni. CyudacHi mpoOiieMu
6ioetuku. KuiB: «Axagemnepioankay; 2009;175-179.

. Kpuminansuuii kogexc Ykpainu (Bimomocti BepxoBnoi Panu VYkpainu (BBP),
2001, N25-26, ct. 131).

. Kyniniuenko BJI, BexoBmunina CB. Etuuni komitetn. CTaHOBIIEHHS, CTPYKTYpa,
¢yukuii. Kuis: Bunasens Kapnenko BM; 2002. 160 c.

. MiKHapoIHI €TUYHI PEeKOMEHAITT III0/I0 TOCTIKEeHb, OB’ A3aHUX 13 3JI0POB’sIM,
3a y4acTio Jrojiel po3pobieni Pagoro MiKHApOAHUX OpraHi3alid MeIUYHUX HayK
(CIOMS) y cmiBmparii 3 BececBiTHROIO opraHizaiiieto oxoponu 3a0poB’s (BOO3).
JIT «/lepxaBHUi ekcIepTHUN LIEeHTp MiHiCTepCTBa OXOPOHHU 370POB’sl YKpaiHny;
2018. 121 c.

10. Haka3 MinictepcTBa 0X0poHH 310poB’st Ykpainu 23.09.2009 Ne690 (y penakuii

Hakazy MO3 Vkpainun 12.07.2012 Ne523) «Ilopsimoxk mnpoBeneHHs KIIHIYHUX



BUNIPOOYBaHb JIIKAPCHKUX 3ac00iB Ta EKCHEPTU3W MaTepiayliB  KIIHIYHUX
BHUIPOOYBaHbY.

11. «Hacranoga. Jlikapceki 3aco6u. Hanexna kniniuna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepKeHAa HaKa3oM MiHICTepCTBa OXOPOHHU 31I0POB’S YKpaiHHU Bijl
16.02.2009.p. Ne 95, 3i 3minamu (Haka3 MO3 Vkpaiau Bix 26.09.2017 Nel169).

12. Tlopsamoxk MpoBEACHHS KIIHIYHMX BHIPOOYBAaHb JIIKAPCHKUX 3acO0iB  Ta
eKCIepTH3U MaTrepiaiiB KIIHIYHUX BUIpPOOyBaHb Ta THUIOBE MOJOXKEHHS PO
KOMICIIO 3 NTUTaHb €THUKH, 3aTBEP/PKEHI Haka3oM MiHICTEPCTBA OXOPOHU 370POB’ S
VYxpainu Big 23.09.2009 p. Ne 690.

13. uBinbHuii kogaekc Ykpainu (Bigzomocti BepxoHoi Pagu Ykpainu (BBP), 2003,
NN40-44, ct. 356.

14. 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).

15. Beauchamp T L, Childress JF. Principles of biomedical ethics. Oxford.: Oxford
university press; 1994. 546 p.

16. Kuhze H, Singer P, Bioethics. An Anthology. Oxford: Blackwell Publ. Ltd; 1999.
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Printing Office, 1949.
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Un.org/English/access.asp.

3. Good Clinical Practice: Question & Answer Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007. .

4. JlobpoBa BE€, 3ymanens [A, MopozoB AM Ta iH. MeTOn0M0TIYHI NPUHIUIHN
opraHizaunii CHCTeMH YHOPaBIiHHA JaHUMU Y KJIIHIYHUX BHUIPOOYBaHHSIX
(136.12/13.13) : meroa. pex. Kuis; 2012. 32 c.

5. Hobpoa BE€, 3ymanensr IA, Mopo3oB AM, Tta iH. HaykoBe oOrpyHTyBaHHS
METOJIOJIOT1i CTATUCTHUYHOI OLIHKM IEePEHOCHMOCTI JIKAPChKUX 3aco0iB Mpu
NPOBE/ICHH] KIiHIYHUX BUNpoOyBaHb (125.12/262.12) : meton. pek. Kuis, 2012.
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6. 3ynaneup IA, Mopo3oB AM, HikonaeBa BB Ta in. HaykoBe oOrpyHTyBaHHS
MOJIeNIl Oprasizanii Ta IpOBEACHHS KJIIHIYHUX BUIPOOYBaHb 3a Y4acTi 310POBUX
no6posoubiiB (59.11/256.11) K., 2011. 31 c.

7. Mansues B, JlsnynoB M, byxrtiapoBa T, ta in. Hacranoa CT-H MO3V 42—
7.0:2008. Jlikapcbki 3acobu. Hanexna kiniHiuHa npaktuka. Kuis, 2009. 48 c.

8. Maubues B, JlsmyHoB M, Byxriaposa T, ta in. CrangapTu3arisi papMarieBTHIHOI
npoaykmii. CT-H MO3VY 42-7.0:2008. HacranoBa. Jlikapceki 3aco0u. Hanexna
kiiHiyHa npakTika. Kuis: MO3 Ykpainn; 2012;659-704.

9. Mansues BI, €dimmeBa TK, Mana JIT Ta iH. MeroauuHi pexoMeHmaIii 3
YHOPSAKYBaHHS 1 3aTBEP/KEHHS IHCTPYKLIM JUIsI MEAMYHOTO 3acTOCYBaHHS
nikapcekux 3aco0iB Kuis: JJTHEL] MO3 Ykpainu;1999. 96 c.

3) Ingpopmauinni pecypcu:



1. World Medical Association Declaration of Helsinki. Ethical Principles for
Medical Research Involving Human Subjects. Adopted by the 18th WMA General
Assembly, Helsinki, Finland, 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

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%FO0.

8. http://www.moz.gov.ua/ua/main/ docs/?doclD=12796.

9. http://zakon3.rada.gov.ua/laws/show/z1010-09.

10. http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/
ethical_considerations.pdf.

11.  http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.

12.  http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

13.  http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

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 on/Guidances/UCM124731.

17.  https://www.fda.gov/about-fda/fda-basics/what-does-fda-requlate

18. https:// www.clinicalresearchresources.com/books/bookstore.h tml

19.  http://www.clinicalresearchresources.com/books/books tore.html

20. http://www.fda.gov/downloads/Drugs/GuidanceComplia
nceRegulatorylnformation/Guidances/lUCM187772.pdf

21. https://uacm.kharkov.ua/download/2014 11/22.pdf

22. https://cioms.ch/ethical-guidelines-2016/WEB-CIOMS- EthicalGuidelines.
pdf.);

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

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

25.  https://www.hhs.gov/ohrp/humansubjects /guidance/belmont.html.

26.  https://history.nih.gov/research/downloads/nuremberg.pdf.).

27.  http://ec.europa.eu/health/files/eudralex/vol-

10/12_ec_quideline 20060216 _en.pdf

28.  https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-
vyprobuvan-1z-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-
konferencziyi-iz-zabezpechennya-yakosti-2023

29. https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-
ukraine-clinical-trials
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