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Tema 1. Ilopadok nposedennsn eunpotosysans JiKapcbKux 3acoois.
° HuinpHMI KOmeKe Ykpainu, 2003,

J 3akoH Ykpainu «OCHOBHM 3aKOHOJABCTBA YKpaiHHW MPO OXOPOHY 3II0POB’S» BiA
19.11.1992 Ne 2801-XII;

. [opsimok mpoBeneHHs KIHIYHUX BUIMPOOYBaHb JTIKAPCHKUX 3aC00IB Ta €KCHEPTH3U
MaTepialliB KJIIHIYHUX BHUNPOOyBaHb 1 THWIIOBE MOJOXKEHHS MPO KOMICii 3 MHUTaHb ETHUKH,
3arBep pkeHi HakazoM MO3 Ykpainu Ne 690 Bix 23.09.2009 3i 3minamu;

. Hakaz MO3 Vxkpaiam Big 20.03.2024 Ne 480 "IIpo 3aTBep/pKEHHS CTaHAAPTY
"Hacranosa. Jlikapcbki 3acoou. Kimacudikaris nikapchbKux 3aco0iB iepeoBoi Tepartii’.

. Hakaz MO3 Vkpainu Bim 12.11.2024 Ne 1895 "IIpo 3arBep/KeHHS CTaHAAPTY
«HacranoBa. Jlikapcbki 3acobu. Bumorn 1o A0cke NOCIIPKYBAaHUX JIIKapCHKUX 3aco0iB
Nepe1oBoi Teparii y Mekax KJIIHIYHUX BUIPOOyBaHb»"

3namu 0CHOGHI NOIOIHCEHHA:
° [uBinpHMIT KOoeke Ykpainu, 2003,

. 3akoH Ykpainu «OCHOBHM 3aKOHOJIABCTBA YKpaiHW INPO OXOPOHY 3I0POB’SH» Bl
19.11.1992 Ne 2801-XI;

. 3akoH Ykpainu Big 28 naunss 2022 poky Ne 2469-IX «IIpo nikapcbki 3aco0my»;

. Hakaz MO3 Vkpaiam Big 20.03.2024 No 480 "IIpo 3aTBeppKeHHS CTaHIAPTY
"HacranoBa. Jlikapceki 3aco6u. Knacudikariist Jikapchkux 3aco0iB repeaoBoi Teparii’.

Bmimu:
1. 3acrocoyBaru npunmmnu ICH GCP, GLP.

2. OiHUTY OYIKyBaH1 PU3MKHU Ta KOPUCTH JJIS MAIIEHTIB BiJl y4acTi B O10MEIMUYHOMY JOCTIHKCHHI;
3. HapaBatu iHdopmMmariro mpo BUNMPOOYBaHHS JIIKAPCHKUX 3ac00IB MPETCHICHTAM Ta ydaCHHUKaM
IocipKeHHs 3ringo ernyaux sumor GCP, GLP.

4. KopekTHO peecTpyBaTH, 00poOsiTH, 30epiraTd Ta 3BITYBaTH iHGOpPMAIlil0, OTPUMaHy IMij Yac
BUNPOOYBaHHS JIKApPChKUX 3aco0iB; OIIHIOBATH KpUTEpli BKIIOUCHHS Ta BHKIIOYCHHS;
IHTEpPNpEeTYBaTH  pe3ylbTaTH J1abOpaTOpHUX, KIIHIYHMX Ta IHCTPYMEHTAJIBHHX METOIB
JOCTIDKEHHS; IHTepPIpeTyBaTH Ta 3BITYBAaTH MOOIYHI Cepio3Hi 1 Hecepilo3Hi MOOIUHI ABUINA Ta
peaxilii; OI[iHIOBaTH Pe3y/lbTaTh OI0OMEIUYHUX JIOCITIHKEHb.

PexomenoBana JiTeparypa
ba3zosa:

1. 3akon VYkpainu «OCHOBM 3aKOHOJABCTBa YKpaiHW MpPO OXOpOHY 310poB’s» (BimomocTi
Bepxosnoi Pagu Ykpainu (BBP), 1993, N4, ct. 19).

2. BepxoBHa Pana Ykpainu. 3akon Ykpainu «IIpo nikapcbki 3aco0u», 123/96-BP. Bunyueno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (mata 3BepHenHs: 29.09.2023)

3. BepxoBna Paga Ykpainu. ['enbcinchka neknapaitist BececBiTHboi Meanuno1 acorianii «ETuuni
NPUHLIUIN MEAUYHUX JOCTIDKEHb 3a Y4YacTIO JIIOJMHHU Y SKOCTI 00'€KTa JOCIIIKEHHS.
URL: https://zakon.rada.gov.ua/laws/show/990_005#Text (nara 3Beprenns: 29.09.2023).

4. 3akon Ykpainu Big 28 aunnsa 2022 poxy Ne 2469-IX «IIpo mikapchKi 3aco0m»

Haxka3 MinictepctBa oxopoHu 310poB’s Ykpainu 23.09.2009 Ne690 (y penakuii Hakazy MO3

Vkpainn 12.07.2012 Ne523) «Ilopsimox mNpoBeAeHHS KIIHIYHMX BHUIIPOOYBaHb JIIKAPChKUX

3ac00IB Ta €KCIIEPTU3U MaTepiajiB KIIHIYHUX BUIPOOYBaHbY.
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6. Hacranoa CT-H MO3YV 42-7.0:2008. — Jlikapcbki 3acobu. Hanexna xiiHiuHa mpaktuka / B.
Mansues, M. JIsnynos, T. Byxriaposa Ta in. — Kuis, MO3 Ykpainu, 2023

7. Hakaz MO3 VYkpaiau Big 20.03.2024 Ne 480 "IIpo 3arBepmxenHs crannapty "Hacranosa.
Jlikapebki 3acobu. Knacudikariis TikapchKux 3aco0iB mepeaoBoi Tepartii'”.

8. Hakaz MO3 Vkpaiau Bim 12.11.2024 Ne 1895 "Ilpo 3arBepmxkeHHs cranmapty «HacraHnosa.
JlikapchKi 3aco0u. Bumorn 10 nocke MOCTHiKyBaHUX JIIKAPCHKUX 3ac00iB MepeoBoi Teparii y
MeXax KJIHIYHUX BUMTPOOYBaHBY"

9. HuBinpHuii xonekc Yxpainu (Bimomocti BepxoBuoi Pamum Vkpainu (BBP), 2003, NN40-44,
ct. 356.

10. 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).

Jonomixkua:

1. 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.
2. HacranoBa CT-H MO3Y 42-7.10:2022 - Jlikapceki 3acobu. JlocmimkeHHS
OioekBiBaseHTHOCTI / M. babenko, €. Tkadenko, M. T'onoBenko Ta H. — Kwmi, MO3

VYkpainu, 2022..

3. Hacranosa 'Jlikapceki 3acobu. Hamexxna kminiuna npaktuka (GCP) ICH E6 (R3). CT-H
MO3YVY 42-7.18:2025', 3atBepxenHo Hakazom MinicTtepcTBa oxopoHu 310poB's Nel1686 Bix
05.11.2025.

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€Bpomneiicbka papmaxores
(Ph. Eur.) 11-¢ BuganHs. €BpONCHCHKHI AUPEKTOPAT 3 SIKOCTI JIIKIB i OXOPOHHU 37I0POB’ST —
Pana €Bpomn, Strasbourg Cedex, @panmis 2024).

Indopmaniiini pecypeu:

1. World Medical Association Declaration of Helsinki. Ethical Principles for Medical
http://ohsr.od.nih.gov/guidelines/nuremberg.html

2 http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.

3. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%E A%2F96-%E2%FO0.

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

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

6 http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/ ethical_considerations.pdf.
7 http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.

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

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

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

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

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

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

14, http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216 en.pdf



http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.hhs.gov/ohrp/humansubjects%20/guidance/belmont.html
https://history.nih.gov/research/downloads/nuremberg.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216_en.pdf

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

yakosti-2023
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials

Tema 2. biomeouuni eunpodysanus 3a yuacmio HeOIE30AMHUX OO0CTIONHCYBAHUX, AKI
HECHPOMONCHI CAMOCMIIIH 00amu iHPopMoeany 3200y

e SIkmio mamieHT HE 3MATHUN JaTH iHOPMOBaHY 3rOy, TO 3Oy IMOBUHEH IMIANMUCATH HOTO
3aKOHHUU IIPEICTaBHUK;

e 3aKOHHUH MMPEJICTABHUK 3aJy4a€THCS IO MIAMUCAHHS iH(HOPMOBAHOT 3TOIH:
-HeIle€3/1aTHI IaI[I€EHTH;
-0c00H , SIK1 3HAXOAThCS y HEBIJKIAIHOMY CTaHi;
-HETIOBHOJIITHI1

e 3roja 3aKOHHOTO MpEACTaBHMKA, sIka Mae OyTM B IUCHMOBIM (opMi, BpaxoBye paHille
BUpaX€HE MNOTEHUINHUM JIOCIPKYBaHUM OaxaHHs abo 3amepeueHHs II0JI0 Yy4YacTl B
BUNPOOYBaHHI,

e barpku, YCHMHOBIIOBAYM, WIKIYBAJIGHUKH, TIPEICTABHUKHN 3aKIajiB, SKi BUKOHYIOThH
000BS3KH OMIKYHIB Ta MIKJIYBaJIbHHUKIB;

e OOOB’SI3KM 3aKOHHOTO MpEACTaBHHMKA IOJIATAIOTh B TOMY, 100 MPEACTaBISATH IHTEpecH
BIIMOB1THOT 0CcOOM, ajie 3aKOHHUH MIPEJICTaBHUK HE € OCOOMCTUM aJJBOKATOM ITiET 0COOH.

3namu 0CHOGHI NOOIHCEHHA:
° HuBinbauit koaexc Ykpainu, 2003;

. 3akoH Ykpainum «OCHOBHM 3aKOHOJIABCTBAa YKpaiHM TPO OXOPOHY 3J0pPOB’S» Bil
19.11.1992 Ne 2801-XI;

. Haka3z MinictepcTtBa oxopoHHu 370poB’st Ykpainu 23.09.2009 Ne690 (y pemaxiii
Hakazy MO3 Vkpaiau 12.07.2012 Ne523) «Ilopsimok nmpoBeAeHHS KIIHIYHUX BUIIPOOYBaHb
JIIKapChKUX 3aC001B Ta €KCIEPTU3H MaTepialiB KJIIHIYHUX BUIIPOOYBAHbY.

. 3akon Ykpainu Big 28 munHs 2022 poky Ne 2469-1X «IIpo mikapceki 3aco0m»;

. Hakaz MO3 Vkpaiam Big 20.03.2024 Ne 480 "IIpo 3aTBep/KEHHSI CTaHAAPTY
"HacranoBa. Jlikapceki 3aco6u. Knacudikariist Tikapchkux 3aco0iB repeaoBoi Teparmii’.

® BHUMOTH I[0JI0 MPOBEACHHS KIIIHIYH1 BUTIPOOYBaHHS 32 y4acTIO He/li€3JaTHUX MaIIEHTIB;

e posymiru kimo4oBi nutaHHs, ski JIEK moBuHHA pO3TIsSHYTH NpH TPOBEACHHI CTUYHOI
€KCIIEPTU3H JOCIIPKEHHS 32 Y4acTIO 0Ci0, K1 HECIIPOMOXKHI1 JaTH CBOIO 3TOY;

® T[MTaHHS, CTOCOBHO 3aKOHHUX ImpeacTaBHUKIB, ki JIEK mnoBHHHA pO3rIsSHYTH 0OpuU
MIPOBEJICHH1 €ETUYHOT eKCIIEPTU3U

Bmimu:
1. 3acrocoByBatu npunuunu ICH GCP, GLP.
2. OUiHUTH OYIKYyBaH1 pU3UKHU Ta KOPUCTH JUIs MALIEHTIB BiJ y4acTi B 01I0MEIUYHOMY JTOCIIKEHH];

3. HapmaBatu iH(opMalito mpo BUNPOOYBaHHS JIIKaPCbKUX 3ac001B MPETEHACHTaM Ta yYaCHHKaM
nociimkenHs 3rigao etnyanx sumor GCP, GLP.

4. KopekTHO peecTpyBatu, 00poOmaTu, 30epiraTu Ta 3BiTyBaTH iH(poOpMaIliio, OTpUMaHy i 4ac
JOCITI/DKEHHST  JIIKApChKUX  3ac00iB; OIIHIOBATH KpUTepii BKIIOYEHHS Ta BUKIIOYECHHS;
IHTEepIpeTyBaTH  pe3ylbTaTH JabOpaTOPHMUX, KIIHIYHMX Ta IHCTPYMEHTAJIbHUX METO[IB
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https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials

JOCII/DKEHHS; IHTepIpeTyBaTH Ta 3BIiTyBaTH MOOIYHI cepilo3Hi 1 Hecepiio3Hi MoOIYHi sBUINA Ta
peaxilii; OI[IHIOBATH PE3yJIbTATH AOCITIKEHb.

PexomengoBana jiteparypa
BasoBa:

1. 3akon VYkpainm «OCHOBM 3aKOHOJABCTBa YKpaiHH PO OXOpOoHY 370poB’s» (Bimomocti
BepxoBHoi Pagu Ykpainu (BBP), 1993, N4, cr. 19).

2. Bepxosna Pama Ykpainu. 3akon Ykpainu «IIpo mikapceki 3aco0m», 123/96-BP. Buydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (nata 3BepuenHs: 29.09.2023)

3. Bepxosua Pama Ykpaiau. ['enbcinceka nexmapaiis BeecBiTHbOT MennuHOT acoriamii « ETrani

MPUHIMIINA MEAUYHUX JOCIIKEHb 32 YYacTIO JIIOJAMHU y SKOCTI 00'€KTa JOCHIIKEHHS.

URL: https://zakon.rada.gov.ua/laws/show/990_005#Text (nara 3Bepuenns: 29.09.2023).

3akoH Ykpainu Bia 28 aunns 2022 poky Ne 2469-1X «IIpo nikapcbki 3aco0m»

Haka3 MinictepcTBa oxopoHu 3710poB’st Ykpainu 23.09.2009 Ne690 (y penakiii Hakazy MO3

Vkpainn 12.07.2012 Ne523) «Ilopsaok mpoBeneHHS KIIHIYHUX BUIPOOYBaHb JIKapCHhKHUX

3ac001B Ta €KCIEPTU3U MaTepialiB KIIHIUHUX BUIPOOYBaHbY.

6. Hacranosa CT-H MO3YVY 42-7.0:2008. — Jlikapceki 3acobu. Hanexxna kiiHiuHa npakTtuka / B.
Mansues, M. Jlanynos, T. Byxriaposa Ta iH. — KuiB, MO3 Vkpainu, 2023
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7. Hakaz MO3 Vkpainu Big 20.03.2024 Ne 480 "IIpo 3arBepmkeHHs cranmapTy "HacraHnosa.
Jlikapcrki 3aco6u. Knmacudikairis ikapchKux 3aco0iB mepeoBoi Teparii’.

8. Haxkaz MO3 Vkpaiam Bix 12.11.2024 Ne 1895 "Ilpo 3arBepmkenHs cranmapty «Hacrtanosa.
Jlikapcbki 3acobu. BuMoru 10 nocke TOCHIKYBaHUX JIIKApPChbKUX 3ac001B MepeaoBoi Teparii y
MEXKax KIHIYHUX BUIPOOYBaHb»"

9. [usineHuit koaekc Ykpainu (Bimomocti BepxoBuoi Pagun Ykpaiam (BBP), 2003, NN40—-44,
cT. 356.

10. 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).

JlonmomixkHa:

1. 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.

2. HacranoBa CT-H MO3YV 42-7.10:2022 — Jlikapcbki 3acoou. JlocmimkeHHs: 010€KBiBaICHTHOCTI /
M. babenko, €. Tkauenko, M. ['onoBenko Ta iH. — KuiB, MO3 Vkpainu, 2022..

3. Hacranoga 'Jlikapceki 3acoou. Hanexna kininiyaa npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3atBepmkeHo Hakazom MinicTepcTBa oxoponu 310poB's Nel1686 Bim 05.11.2025.

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€Bpomneiicbka (apmakornes (Ph.
Eur.) 11-e BunanHs. €BpOMeHChKHA TUPEKTOPAT 3 IKOCTI JTIKiB 1 0XOpoHH 310poB’st — Paga €Bpory,
Strasbourg Cedex, ®@pantiia 2024).

Inpopmaniiini pecypen:

1. World Medical Association Declaration of Helsinki. Ethical Principles for Medical
http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-%E2%FO0.
4. http://www.moz.gov.ua/ua/main/ docs/?doclD=12796.
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11.

12.
13.
14.
15.

16.

http://zakon3.rada.gov.ua/laws/show/z1010-09.
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/ ethical_considerations.pdf.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

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

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

https://www.hhs.gov/ohrp/humansubjects /guidance/belmont.html.
https://history.nih.gov/research/downloads/nuremberg.pdf.).
http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216 _en.pdf
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
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-
trials

Tema 3. Bumozcu 0o yuacmi dimeit y 6unpo0yeanHax JiKapcbKux 3acooie

BunpoOyBaHHs JIKapchKHX 3ac001B MOXYTh INPOBOJUTUCH Yy pa3i, SKIIO0 BiAMOBITATbHUN
JKapCchbKUi 3aci0 MpU3HAYEHUH A7 JIIKYBaHHS JUTSUMX 3aXBOPIOBAHb;

BunpoOyBaHHs 3a y4acTIO MaJoJIiTHbOI 0COOM MOXKYTh MPOBOJUTHCH 32 HASBHOCTI MHUCHMOBOT
310/ ii 0aTHKIB, a 3a yU4acTIO HEMTOBHOJIITHHOI 0COOM — y pa3i HasIBHOCTI ii MUCHhbMOBOT 3TOAM Ta
MMCHEMOBOI 3roau Ii 0aThKIB.

VY pa3i nmpoBeneHHsI 010METUYHUX BUIPOOYBAaHb 3a y4acCTIO MaJIOJITHIX Ta HEMOBHOJITHIX 0Ci0
BIJIMTOB1THA 1H(OPMAITiS HATIPABIISIETHCS IO OPTaHiB OIMKHU Ta MIKJIYBAaHHS 3a MICIIEM TMOCTIHHOTO
MPOKUBAHHS TAKUX 0CI0 Y TIOPSAKY, BCTAHOBJICHOMY IIEHTPAJIbHUM OPTaHOM BHKOHABYOT BIIAIIH
y Tary3i OXOpOHH 3I0POB'sL.

3a00pOHSAETHCS TPOBEICHHS BUMPOOYBaHb JIIKAPCHKUX 3ac00IB 3a y4acTH0 MaJOJITHROI abo
HETOBHOJITHROT 0COOM, siKa 1M030aBjieHa 0aThKIBCHKOTO MIKIIYBAaHHS, YCHHOBJICHOT TUTHHUA a00
JUTUHU-CUPOTH.

3namu OCHOBHI NOJIOIHCCHHA:
° HuBinbaui koaekc Ykpainu, 2003,

. 3akon Ykpainu «OCHOBHM 3aKOHOJABCTBA YKpaiHW MPO OXOPOHY 3I0POB’sD» BilI
19.11.1992 Ne 2801-XIl;

. Haka3 MinictepctBa oxoponu 370poB’s Ykpainu 23.09.2009 Ne690 (y pemaxiii
Hakazy MO3 Vkpainn 12.07.2012 Ne523) «[lopsaok mpoBeAeHHS KIIHIYHUX BUIPOOYBaHb
JKapChKUX 3ac001B Ta €KCIIEPTU3M MaTepialliB KJIIHIYHUX BUIPOOYBaHbY.

J 3akoH Ykpainu Bix 28 munas 2022 poky Ne 2469-IX «IIpo mikapchki 3aco0m»;

. Hakaz MO3 Vkpainn Big 20.03.2024 Ne 480 "IIpo 3aTBepaKeHHs CTaHAAPTY
"Hacranoga. Jlikapcbki 3aco0u. Knacudikaris igikapchbkux 3aco0iB nepeoBoi Tepamii'.

e 3HaTH 1iai i 3aBAaHHs 6i0MeIUYHUX BUMIPOOYBaHb B MEAIaTpil;
e ETuyHi mUTaHHS B EAIaTPUYHUX JOCITIIKHEHHSX;

Bmimu:


http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.hhs.gov/ohrp/humansubjects%20/guidance/belmont.html
https://history.nih.gov/research/downloads/nuremberg.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216_en.pdf
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials

1. 3acrocoByBaru npunnunu [CH GCP, GLP.

2. OuiHUTH OYiKYBaHI PU3UKU Ta KOPHUCTH JUIS MAI[IEHTIB BiJl y4acTi B KIIHIYHOMY JOCTIKEHHI; 3.
HagaBatu iHdopmamito mpo BUMPOOyBaHHS JIKAPCHKUX 3ac00iB MPETEHICHTaM Ta yYacCHHKaM
mociimkenus 3rinao etnuaux sumor GCP, GLP.

4. KopekTHO peecTpyBatu, oOpoOmsaTu, 30epiraTi Ta 3BiTYBaTH iH(OpMaIilo, OTpUMaHy I 4Yac
010MEeIMYHOTO JIOCIIKEHHS;, OI[IHIOBATH KPHUTEPil BKIIOYEHHS Ta BUKIIOYEHHS; IHTEPIPETYBATH
pe3ymbraTé  1a00paTOpPHUX, KIIHIYHUX Ta  IHCTPYMEHTAJbHUX  METOMIB  JOCIIIKCHHS;
IHTEepIpeTyBaTH Ta 3BiTyBaTW MOOIYHI cepio3HI 1 Hecepiio3Hi NMOOIYHI SBUINA Ta pPeaKIil;
OILIIHIOBATH PE3yJAbTATH AOCITIIKEHB JIIKAPCHKHUX 3aCO0IB.

PexomengoBana jireparypa
Bba3oBa:

1. 3akon VYkpainu «OCHOBU 3aKOHOJABCTBa YKpaiHM INPO OXOpPOHY 370poB’sh» (Bimomocrti
BepxoBHoi Pamu Ykpainu (BBP), 1993, N4, cr. 19).

2. BepxoBnHa Paga Ykpainu. 3akon Ykpainu «IIpo mikapceki 3acobm», 123/96-BP. Bumydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (mata 3BepueHHs: 29.09.2023)

3. Bepxorna Pana Ykpaiau. ['enmbciHchbka aexitapariis BeecBiTHROT MeTMIHOT acomiarii

«ETHYHI IPUHIIATIA METUYHUX JIOCHTIKEHb 3a yYacTIO JIIOJIMHU Y SIKOCTI 00'exTa

nocmimpkennsy». URL: https://zakon.rada.gov.ua/laws/show/990_005#Text (1ata 3BepHEHHS:

29.09.2023).

3akoH Ykpainu Bia 28 naunas 2022 poxy Ne 2469-IX «lIpo nikapcbki 3aco0m»

Haka3z MinictepcTtBa oxopoHu 370poB’st Ykpainu 23.09.2009 Ne690 (y pemaxiiii Hakazy

MO3 Vkpaiam 12.07.2012 Ne523) «llopsmox mnpoBeneHHS KIIHIYHUX BHUIPOOYBaHb

JIIKApChKUX 3aC001B Ta EKCMEPTU3U MaTepialiB KIIHIYHUX BUTIPOOYBAHDY.

6. Hacranosa CT-H MO3V 42-7.0:2008. — Jlikapcbki 3acobu. Hanexxna kiiHiuHa npakTtuka / B.

Mansies, M. Jlsnynos, T. byxriaposa ta iH. — Kuis, MO3 Ykpainu, 2023

ok~

7. Haka3z MO3 Vkpaiau Big 20.03.2024 Ne 480 "IIpo 3arBepmkeHHs ctanmapty "Hacranosa.
Jlikapcrki 3aco6u. Knacudikairis rikapchbKux 3aco0iB rmepeoBoi Tepartii’.

8. Haxka3z MO3 Vkpaiau Bixg 12.11.2024 Ne 1895 "IIpo 3arBepmkeHHs cranmapty «Hacranosa.
Jlikapchki 3aco0u. Bumoru 10 10Che AOCTKYBAHHUX JIIKAPCHKUX 3aC0O0IB MepeIoBoi Teparrii
y MEXaxX KIHIYHUX BUIIPOOYBaHbY"

9. wusineHuii konekc Ykpainu (Bimomocti BepxoBuoi Pagu Ykpainu (BBP), 2003, NN40—44,
ct. 356.

10. 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).

Jdonmomixkna:

1. 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.

2. HacranoBa CT-H MO3YVY 42-7.10:2022 — Jlikapcbki 3aco6u. JlocmipkeHHs: 610€KBIBaJI€HTHOCTI /
M. Ba6enko, €. Tkauenko, M. ['onoBenko Ta iH. — Kuis, MO3 Ykpainu, 2022..

3. Hacranoga 'Jlikapcbki 3acobu. Hanexxna kniniuna npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3aTtBepmxkeno Hakazom MinictepcrBa oxoponu 370poB's Nel686 Bix 05.11.2025.

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€Bpomeiicbka ¢papmakornes (Ph.
8



Eur.) 11-e BunanHs. €BpOIEHCHKUN TUPEKTOPAT 3 IKOCTI JIIKIB 1 0XOpOHU 370poB’si — Paga €Bpory,
Strasbourg Cedex, @panris 2024).

Indopmaniiini pecypeu:

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. Guideline on Requirements for First in Man Clinical Trials for Potential High Risk Medicinal
Products, EMEA/CHMP/ SWP28367/2007.

3. WHO Operational Guidelines for Ethics Committees that Review Biomedical Research.
TDR/PRD/ETHICS/2000.1.

4. http://ohsr.od.nih.gov/guidelines/nuremberg.html

5. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.

6. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-%E2%FO.

7. http://zakon3.rada.gov.ua/laws/show/z1010-009.

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

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

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

11. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.

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

13. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory Informati
on/Guidances/UCM124731.

14. https://www.fda.gov/about-fda/fda-basics/what-does-fda-regulate

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

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

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

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

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

20. http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216_en.pdf

21. 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

Tema 4. Bpaznuei cy6’ekmu ma moxcaugicms ix yuacmi y 0iomeOudHux eunpooy6anHsx.

Jlo Bpa3nmuBUX CYO’€KTIB HaJleXaTh 30KpeMa, NPEACTaBHUKU MIAJErNIOl JIAHKH iepapXi4HHX
oprasi3ariii:

® Vy4YHI BUIIUX 1 CepPelHIX MEOUYHUX (y TOMY UYHUCIl TUX, IO CHEUiali3ylOThCs B ramysi
cTomMaToJiorii) 1 (apMameBTHYHMX HABYAIBHUX 3aKJIaJiB, IEpPCOHANT KIIHIK 1
naboparopiif, cmiBpoOITHUKH (apMaleBTUYHUX KOMIIaHI, a TakKoX CIyXOoBIIi
30pOMHMX CUJI 1 yB I3HEHI.

MAIiEHTH 3 HEBIJIIKOBHIUMHU 3aXBOPIOBAHHSIMU,

0co0u, sIKi MPOKUBAIOTh Y OyJMHKAX NPUCTAPLINX;

0e3po0iTHI Ta Mano3abe3neyeHi,

MAIIEHTH, K1 epeOyBaloTh y CTaHi, [0 NOTpedye HEBIAKIAIHOT MEIUYHOT JOTTOMOTH;
MIpeICTAaBHUKH HAI[IOHATTbHUX MEHIINH, O€3/I0MHI, BOJIOIIOTH, OLKEHII];

HEMOBHOJITHI, a TAKOK 0COOH, HE 3aTH1 JaTH 1HPOPMOBaHY 3rO1y.

HesBakaroun Ha Te, 1m0 NpsMOi 3a00pOHU, BKIIOYATH KATETOPi0 BPA3IUBUX CYyO’€KTIB 10
KJIHIYHUX JOCHTIPKeHb, ctanaaptu Hanexxnoi Kiiniunoi ta madoparopHoi [paktuku (GCP, GLP)
HE MiCTATh. JIOCHTh 4YacTO CHOHCOK KPUTEPiiB BUKIIOYEHHS Yy MPOTOKOJaX OioMeanYHUX
BUINIPOOYBaHb MICTUTh IHepenik caMme nux KaTteropil. ToOTO NPOTOKOJIOM KOHKPETHOTO
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http://www.wma.net/
http://www.fda.gov/downloads/Drugs/Guidance
https://www.fda.gov/about-fda/fda-basics/what-does-fda-regulate
https://www.hhs.gov/ohrp/humansubjects%20/guidance/belmont.html
https://history.nih.gov/research/downloads/nuremberg.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216_en.pdf
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023

JOCII/DKEHHS Taki Kareropii 3a00pOHEHO BKJIIOYATH, OCKUIBKM aBTOPH IPOTOKOJY BOAyaroTh
OUTbIIC PUBMKIB /I HUX, aHDK KOPHUCTI, a TaKOX HE 3HAXOJATh aJCKBAaTHUX Ta JOCTaTHIX
MEXaHI3MIB 11X HAJIEKHOTO 3aXUCTy Yy SKOCTI CyO’€KTIB BHIIPOOYBaHb JIKapChKUX 3aco0iB
(mampukiaa, 6e370MHI 0COOM 3a3BUYall HE BKIIFOUAIOTHCS 710 OIOKITIHIYHUX JTOCITIHKCHB).

3namu:0CHOBHI MEIUKO-TIPABOBI JOKYMEHTH, L0 PErJIAMEHTYIOTH MPOBEACHHS OlOMEIMYHIX
JOCITI/DKEHb, MaTH TIOHATTS MPO BPA3JIMBUX NAIi€HTIB Ta iX y4acTh B BUIPOOYBAHHSX JIIKAPCHKHUX
3aco0iB.

emimu: 3acrocoByBatu mnpuHimnu ICH GCP, GLP camocTiiiHO BUKIaJaTH CBOi IOTJISAIH,
OIIIHIOBAaTH OYIKYBaHI PU3MKH Ta KOPHUCThH JUIA TMAIlIEHTIB BiJ y4acTi B BHUIIPOOYBaHHI JIIKapCHKHUX
3ac00iB; aHAJII3yBaTH JIaHi, OTpUMaHi 3 IHPOPMAIIHHUX HKEPEIT.

PexomennoBana jiteparypa:
Bba3oBa:

1. 3akon VYkpainm «OCHOBM 3aKOHOJABCTBa YKpailHM PO OXOpOoHY 310poB’s» (Bimomocrti
BepxoBHoi Pagu Ykpainu (BBP), 1993, N4, cr. 19).

2. Bepxosna Pama Ykpaian. 3akon Ykpainu «IIpo mikapceki 3aco0m», 123/96-BP. Burydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (mata 3BepuenHs: 29.09.2023)

3. Bepxosna Pama Ykpaiau. ['enbcinchka nexmapaitis BeecBiTHbOT MenuHOT acorriamii « ETidaHi

MPUHIIATIA METUIHUX JOCHTIDKEHb 3a YYacTIO JIIOJUHU y SKOCTI 00'€KTa JOCTIKEHHS.

URL: https://zakon.rada.gov.ua/laws/show/990_005#Text (nata 3Bepuenns: 29.09.2023).

3akoH Ykpainu Bia 28 munns 2022 poky Ne 2469-1X «IIpo nikapcbki 3aco0m»

Haka3 MinictepcTBa oxopoHu 3710poB’st Ykpainu 23.09.2009 Ne690 (y penakiii Hakasy MO3

Vkpaian 12.07.2012 No523) «Ilopsimox mpoBeACHHS KIIHIYHMX BHUIPOOYBaHb JIKAPCHKUX

3aco0iB Ta EKCIIEPTHU3U MaTepialiB KIIHIYHUX BUIPOOYBAHbY.

6. HacranoBa CT-H MO3Y 42-7.0:2008. — Jlikapceki 3acoou. Hanexxna kiiHiyHa npaktuka / B.
Mamnsies, M. Jlsnynos, T. byxriaposa ta iH. — Kuis, MO3 Ykpainu, 2023

ok~

7. Hakaz MO3 Vkpainu Big 20.03.2024 Ne 480 "IIpo 3atBepmkeHHs craHmapty "Hacranosa.
Jlikapcbki 3acobu. Kimacudikarrist JrikapchbKuX 3aco0iB mepeoBoi Teparrii'.

8. Haka3z MO3 Vkpaiau Big 12.11.2024 Ne 1895 "IIpo 3arBepmxkeHHs crangapty «Hacranosa.
Jlikapchki 3aco0u. BuMoru 10 10Che TOCIIKYBAHUX JIIKAPCHKUX 3ac00IB TIEpeIoBOi Tepamii y
MEXKax KIIHIYHUX BUIIPOOYBaHb»"

9. [usineHuit koaekc Ykpainu (Bigomocti BepxoBuoi Pagu Vkpainu (BBP), 2003, NN40-44,
ct. 356.

10. 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).

Jdonmomixkna:

1. 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.

2. Hacranoga 'Jlikapceki 3acoon. Hanexxna kminiuna npakruka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3aTtBepxkeno Hakazom MinictepcTBa oxoponu 370poB's Nel1686 Big 05.11.2025.

3. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€Bpomeiicbka ¢papmakornes (Ph.
Eur.) 11-e BunanHs. €BpONEHCHKUI TUPEKTOPAT 3 IKOCTI JIIKIB 1 0XOpoHH 370poB’ s — Paga €Bpory,
Strasbourg Cedex, @paniiis 2024).
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Indopmaniiini pecypeu:

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. Guideline on Requirements for First in Man Clinical Trials for Potential High Risk Medicinal
Products, EMEA/CHMP/ SWP28367/2007.

3. WHO Operational Guidelines for Ethics Committees that Review Biomedical Research.
TDR/PRD/ETHICS/2000.1.

4. https://www.hhs.gov/ohrp/humansubijects /quidance/belmont.html.
5. https://history.nih.gov/research/downloads/nuremberg.pdf.).
6. https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-

ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-
zabezpechennya-yakosti-2023

Tema 5: Ilonammsa npo COII komiciit 3 numans emuxku npu JiKyeaabHO-nPOPiNaKmuuHux
3axooax.

e [Ipollec BU3auEHHS CKJIaay KOMICii 3 MUTaHb €THKY;

e TMOpSJOK IJIaHYBaHHS 1 MpPOBEIEHHS 3acigaHb, 1HPopmyBaHHs wieHiB JIEK mpo
3acijaHHs, BAMOTO JI0 KBOPYMY;

® TOPSI0K MOHITOPUHTY 010MEINYHUX BUIIPOOYBaHb KOMICIEIO 3 MUTAaHb €THKHU LI0JI0
3a0e3reyeHHs] 3axWUCTy IpaB, Oe3meku, Ojaromojyyds TMalieHTIB  (340POBHUX
JTOOPOBOJIBIIIB), €THYHUX Ta MOPAJIbHO-TIPABOBHX AaCIEKTIB B IIPOIECI MPOBEICHHS
BUMNPOOYBaHHS JTIKapChKUX 3ac00iB B nanomy JII13;

e Tqpollec OOrOBOPEHHS, CXBAJICHHS Ta NPUAHATTS pimeHHs uieHamu JIEK 3a
MPUHIIUIIOM €IMHOT TyMKH.

snamu: ocHoBu Kepisuuirrea Hasnexxuol kiniHigHo1 Ta madoparopHoi npaktuku (GCP, GLP);
3arajqibHI TPUHIUIKA OpraHizamii JiSUTbHOCTI KOMICIH 3 THUTaHb €THKH TPH JTIKYyBaJIbHO-
NpoUIAKTUYHUX 3aKJIagaX, B SIKUX MPOBOATHCS BUIPOOYBAHHS JIIKAPCHKUX 3aCO0IB.

émimu: BUKOPHUCTOBYBATH MOPAJIbHO-CTHYHI NPHUHIMIIKA CIUIKYBaHHS 3 XBOPHMH, MaTH
nonsATTs npo cknan JIEK, 06os’s3ku JIEK, COII eTnaHrX KOMICIH.

PexomenmoBana Jjireparypa:
ba3zosa:

1. 3akon VYkpainm «OCHOBU 3aKOHOJABCTBAa YKpaiHM PO OXOpPOHY 310poB’s» (BimomocTi
Bepxosnoi Pagu Ykpainu (BBP), 1993, N4, ct. 19).

2. BepxoBHa Pana Ykpainu. 3akon Ykpainu «IIpo mikapcbki 3acobm», 123/96-BP. Bunydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (nata 3BepHenHs: 29.09.2023)

3. Bepxosua Pama Ykpainu. ['enbcinchka nexnapaitis BeecBiTHbOT MennuHOT acorrianii « ETruni

NPUHLIUIN MEAUYHUX JOCTIDKEHb 3a YYacTIO JIIOJMHU Y SKOCTI 00'€KTa JOCIIIKEHHS.

URL.: https://zakon.rada.gov.ua/laws/show/990_005#Text (nata 3Bepuenns: 29.09.2023).

3akon Ykpainu Bix 28 maumas 2022 poky Ne 2469-IX «lIpo mikapchki 3aco0m»

Haxka3 MinicrepcTBa oxopoHu 310poB’s Ykpainu 23.09.2009 Ne690 (y penakuii Hakazy MO3

Vkpainn 12.07.2012 Ne523) «Ilopsaok mpoBeneHHsS KIIHIYHUX BUIPOOYBaHb JIIKAPCHKUX

3ac00iB Ta €KCIEPTU3U MaTepiajiB KIIHIYHUX BUIPOOYBAaHbY.

6. HacranoBa CT-H MO3YVY 42-7.0:2008. — Jlikapceki 3acoOu. Hanexxna kiiHiuHa npakTtuka / B.
Mansnes, M. JIsnynos, T. Byxriaposa Ta iH. — Kuis, MO3 Vkpainu, 2023

ok
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http://www.wma.net/
https://www.hhs.gov/ohrp/humansubjects%20/guidance/belmont.html
https://history.nih.gov/research/downloads/nuremberg.pdf
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023

7. Hakaz MO3 VYkpainu Bin 20.03.2024 Ne 480 "IIpo 3arBepmkeHHs craHaapty "Hacrtanosa.
Jlikapceki 3aco0u. Kimacudikairis rikapchbKux 3aco0iB IepeaoBoi Tepartii’.

8. Hakaz MO3 Vkpainu Big 12.11.2024 Ne 1895 "IIpo 3arBepmkenHst crapaapry «Hacranosa.
JlikapchKki 3acobu. BuMoru 10 1ocke JOCTIpKyBaHUX JTIKapChKUX 3ac00iB mepenoBoi Teparmii y
MeXax KJIHIYHUX BUITPOOYBaHbY"

9. HwuBinbHuii xkonexc Ykpainu (Bimomocti BepxoBHoi Pamu Ykpainu (BBP), 2003, NN40—-44,
ct. 356.

10. 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).

Jonomixkua:

1. 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.

2. HacranoBa CT-H MO3YVY 42-7.10:2022 — Jlikapcbki 3aco6u. JlocmimkeHHs: 610€KBIBaJIeHTHOCTI /
M. babenko, €. Tkauenko, M. ['onoBenko Ta iH. — Kuis, MO3 Vkpaiau, 2022..

3. Hacranoga 'Jlikapceki 3acoou. Hanexxna xminiuna npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3atBepmxeHo Hakazom MinictepcTBa oxopoHu 370poB's Ne1686 Bim 05.11.2025.

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€spormeiicbka ¢apmakornes (Ph.
Eur.) 11-e Bumanus. €BponeichbKUil TUPEKTOPAT 3 IKOCTI JIIKIiB 1 0XOpOHHU 370poB’st — Paga €Bpory,
Strasbourg Cedex, @paniris 2024).

Indopmaniiini pecypeu:

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. Guideline on Requirements for First in Man Clinical Trials for Potential High Risk Medicinal
Products, EMEA/CHMP/ SWP28367/2007.

3. WHO Operational Guidelines for Ethics Committees that Review Biomedical Research.
TDR/PRD/ETHICS/2000.1.

4. http://ohsr.od.nih.gov/guidelines/nuremberg.html

5. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf..

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

7. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory Informati
on/Guidances/UCM124731.

8. https://www.fda.gov/about-fda/fda-basics/what-does-fda-regulate

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

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

11. https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-clinical-practice-
ebr2-4-step-2b_en.pdf

Tema 6. /Jianvnicme /eprcasnozo ekcnepmnozo yenmpy MO3.

I'010BHOI0 MeTOI0 JiSIJIBHOCTI CTPYKTYPHOI'O MiAPO3iJy €:
e Exkcneprusa martepianiB 0i0oMeIUYHUX BUIIPOOYBaHb (IIPOTOKOJIH, CYTTEBI MOMPABKH);
e Awnani3z noOiYHUX peakiiil MiJ yac NpoBeJeHHs BUMPOOYBaHb JTIKAPChKUX 3aC00iB;
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e KoHTposib mpoBeneHHs BUNPOOyBaHb JIKAPCHKUX 3ac00iB B YKpaiHi BiANOBIAHO [0
HOPMaTHUBHUX BUMOT;

e Excneprusa marepianiB JOKIIHIYHUX BUNPOOYBAHb;

e Po3poOka HOPMATHUBHO-TIPAaBOBUX JOKYMEHTIB y cdepi BUIpoOyBaHb JIKapChbKUX
3aco0iB, BOPOBA/KEHHS MDKHApPOJHHMX BHMOT JO TIPOBEJIEHHS OIOMEIMYHHMX
BUIIPOOYBaHb, NOKIIHIYHUX JOCIIKEHB JIIKAPCHKUX 3aC00iB;

OCHOBHHMH 3aBJaHHAMU I[enapTaMeHTy €:

e [lpuiiom maTepianiB Ol0MEAMYHUX BUNPOOYBaHb JJIs IPOBEACHHS €KCIEPTU3H 3 METOIO
MIITOTOBKHU y3arajbHEHUX BHCHOBKIB 10 10 MPOBEICHHS KIIHIYHUX
BUNPOOYBaHb/CYTTEBUX MOIPABOK;

e (Opranizaiis NIpoBeJCHHS EKCIIEPTU3U MaTepiaiaiB BUMPOOYBaHb JIKAPChKUX 3aCO0IB;

e [lpoBeaeHHs ekcnepTHU3M MaTepiaiB JOKJIIHIYHOTO BUBYEHHS Ta ayJAUTYy JOKIIHIYHOIO
BUBYCHHS JIIKAPChKUX 3aC001B BIAMOBIIHO O YUHHUX HOPMATHBHUX BUMOT;

e Opraunizamis podotu momao 300py, peecTpaiii Ta aHali3y MOBIAOMIEHBb MPO MOOIUHI
peakuii mij yac NpoBeJIeHHS BUIIPOOYBAaHb JIKAPChKUX 3aCO01B;

e HaykoBo-opranizaiiiina po0oTta 3 pPO3pOOKM HOPMATUBHHX JOKYMEHTIB, TEXHIYHHX
BUMOT, KEpIBHMIITB, IIOCTaHOB, 3 IMHTaHb OpraHi3aiii, NPOBEIEHHS Ta aHali3y
O0loMeMYHUX BUMPOOYBaHb, JOKIIHIUHUX AOCIIIKEHb JIIKAPCHKUX 3ac001B, KOHTPOJIIO
3a JOCIIKEHHIMU.

e VYyacTe y po3poOIll MPOEKTIiB HOPMATHBHHUX, 3aKOHOJABYMX aKTIB, IHCTPYKIIH Ta IX
neperisau;

3namu: 3arajibHl NPUHIMIMN OpraHizanii aismibHOCTI [lepkaBHOro ekcnepTHoro neHtpy MO3,
OCHOBHI 3aBJlaHHs [lemapTaMeHTy.

émimu: MaTy TIOHATTS TIPO TisUTBHOCTI JlepkaBHOTO ekcriepTHOro neHTpy MO3.

PexomennoBana Jireparypa:

basoBa:

1. 3akon VYkpainm «OCHOBHM 3aKOHOJABCTBa YKpaiHM Tpo OXOpOoHY 3a0poB’s» (BimomocTi
Bepxosnoi Pagu Ykpainu (BBP), 1993, N4, ct. 19).

2. BepxosHna Panma Ykpainu. 3akon Ykpaiau «IIpo mikapceki 3acoom», 123/96-BP. Buiydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (nata 3BepueHHs: 29.09.2023)

3. 3akxon Ykpainu Bix 28 munHs 2022 poky Ne 2469-1X «IIpo mikapceki 3acoOm»

4. Haka3 MinictepcTBa oxopoHHu 310poB’ss Ykpainu 23.09.2009 Ne690 (y penmakiii Hakazy MO3
VYxpainn 12.07.2012 No523) «llopsimok mpoBeneHHS KIIHIYHUX BUIPOOYBaHb JIKApCHKHUX
3ac00iB Ta eKCIIEePTH3U MaTepialiB KIIHIYHUX BUIPOOYBAHBY.

5. Hacranosa CT-H MO3YV 42-7.0:2008. — Jlikapcbki 3acobu. Hanexxna xiiHiyHa npaktuka / B.
Mansues, M. Jlanynos, T. bByxriaposa Ta in. — KuiB, MO3 Vkpainu, 2023

6. Hakaz MO3 VYkpainu Bin 20.03.2024 No 480 "IIpo 3atBepmxenHs ctanaapty "Hacranosa.
Jlikapcbki 3acobu. Knacudikaris gikapchkux 3aco6iB mepeoBoi Teparii”.

7. Hakaz MO3 Vkpaiau Bim 12.11.2024 Ne 1895 "IIpo 3atBepmkenHsi ctannapty «Hacrtanosa.

Jlikapcbki 3acobu. Bumoru 10 1ocbe 10CIiKyBaHUX JIKApChKUX 3ac00iB MepeoBoi Teparnii y
MeXax KJIHIYHUX BUITPOOYBaHb»"
Jdonmomixkna:

1. 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.

2. HacranoBa CT-H MO3YVY 42-7.10:2022 — Jlikapcbki 3aco6u. [lociikeHHs: 010€KBIBaJIEHTHOCTI /
M. ba6enko, €. Tkauenko, M. ['onoBenko Ta iH. — Kuis, MO3 Ykpainu, 2022..
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3. Hacranosa 'Jlikapcbki 3aco6u. Hanexxna kniniuna npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3aTtBepmkeno Hakazom Minictepcra oxoponu 3710poB's Nel686 Bix 05.11.2025.

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€sporneiicbka ¢papmakornes (Ph.
Eur.) 11-e BunanHs. €BpoOIEHCHKUN TUPEKTOPAT 3 IKOCTI JIIKIB 1 0XOpOHU 370poB’si — Paia €Bpory,
Strasbourg Cedex, @panris 2024).

14.
15.

Indopmaniiini pecypeu:

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).

Guideline on Requirements for First in Man Clinical Trials for Potential High Risk Medicinal
Products, EMEA/CHMP/ SWP28367/2007.

WHO Operational Guidelines for Ethics Committees that Review Biomedical Research.
TDR/PRD/ETHICS/2000.1.

http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%E A%2F96-%E 2%FO.
http://zakon3.rada.gov.ua/laws/show/z1010-009.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).
. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.
. http://www.wma.net/e/policy/b3.htm.

http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory Informati
on/Guidances/UCM124731.

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

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

Tema 7. 3axucm npae nayicumis

e 3axuCT AOCTIIPKYBaHUX 3a0€3MEUY€EThCS NUITXOM OIIHKH CITIBBITHOIICHHS PU3UK/KOPHUCTH;
e 3a0e3neuyeThCcsi OCOONMBUN 3aXUCT MAIIEHTIB, K1 HECIIPOMOJXKHI JIaTH 1HHOPMOBAHY 3TOy

Ha yyacTh y OloMenuuyHoMy BuUNpoOyBaHHI. Taki Mami€eHTH HE BKJIIOYAIOTHCA B
BUIPOOYBaHHS JIIKAPCHKUX 3aCO0IB JTOCIIKEHHS, SKIIIO MOYKHA - IIPOBECTH 3a y4acTo 0cCi0,
SIK1 CIIPOMO>KH1 0COOMCTO HaaTH 1H()OPMOBaHY 3roJy;

e besneka mamieHTa rapaHTyeThCcs HNPOTOKOJIOM AOCHiPKeHHA. XKoaHe HoCHiIKeHHS

HEe MOYHMHAEThCA 0e3 3aTBCPAKCHHA IIPOTOKOJIY.

e [IIporokon BunpoOyBaHHS peTENbHO aHANI3YIOTh BIAMOBIAHI JemapTaMeHTH

HepxaBuoro excneptHoro nentpy (JAEL). Excneptu ananizyooTh METY 1 BCi YMOBU
BUINPOOYBAHHS, 3BAXYIOTh KOPUCTh 1 pU3UK IS MAIi€HTA.

L4 EiOMeI[I/I‘-IHe ,Z[OC.]'IiI[)KCHHH TaKoXX HE IOYUHAEThCA Oe3 BUCHOBKY JIOKaJbHO1

€TM4YHOI KoMicii MeIM4YHOro 3akjany, € IUIaHYeThCS TPOBEIEHHS TaKoro
BUINIPOOYBaHHS.

e Jlume micas HasABHOCTI MUX JBOX OOOB’SI3KOBUX JOKYMEHTIB Ta YKIaJCeHHS

JOTOBOPY MPO CTPaxXyBaHHsS XUTTA 1 3I0pOB’°s MalieHTa 6ioMenTYHEe BUNIPOOYBaHHS
MOHa PO3MOYNHATH.
3namu:

OCHOBHI MCI[I/IKO-HpaBOBi AOKYMCHTH, MO0 PCriIaMCHTYIOTh TIPOBCACHHSI 6iOMe,Z[I/I‘-IHI/IX

JOCTIPKEHb, MATH TMOHATTS 3aXUCT MPaB MAaIIEHTIB MiJ 9ac 1X y4acTi B TAKUX JOCIIHKEHHIX
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emimu: 3actrocoByBatu mnpuHimnu ICH GCP, GLP camocTiiiHO BUKIaJaTH CBOi IOTJISIH,
OILIIHIOBAaTH OYiKYBaHI PU3MKH Ta KOPUCTH JJIsI MAIIEHTIB BiJ y4acTi B BUIPOOYBAaHHI JIKapChKUX
3ac00iB; aHAJI3yBaTH JAaHl, OTpUMaHi 3 iH(HOPMAIIIHIX JHKEpell.

PexomengoBana jiteparypa:
ba3oBa:

1. 3akon VYkpainm «OCHOBM 3aKOHOJABCTBa YKpaiHH PO OXOpOoHY 370poB’s» (Bimomocti
BepxoBHoi Pamu Ykpainu (BBP), 1993, N4, cr. 19).

2. Bepxosna Pama Ykpainu. 3akon Ykpainu «Ilpo mikapceki 3aco0m», 123/96-BP. Burydeno 3

https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (nata 3BepuenHs: 29.09.2023)

3axoH Ykpainu Bia 28 aunns 2022 poky Ne 2469-1X «IIpo nikapcbki 3aco0m»

4. Haka3 MinictepctBa oxopoHH 3710poB’ss Ykpainu 23.09.2009 Ne690 (y penakiii Hakazy MO3
Vxpainn 12.07.2012 Ne523) «Ilopsnok mnpoBeneHHS KIIHIYHUX BUIPOOYBaHb JIKapChKUX
3ac001B Ta €KCIIEPTU3U MaTepialiB KIIHIUHUX BUIPOOYBaHbY.

5. Hacranosa CT-H MO3YVY 42-7.0:2008. — Jlikapceki 3acobu. Hanexxna kiiniuHa npakTtuka / B.
Manbues, M. Jlanynos, T. Byxriaposa Ta iH. — KuiB, MO3 Vkpainu, 2023

w

6. Hakaz MO3 VYxkpaiau Big 20.03.2024 Ne 480 "IIpo 3artBep/ukeHHs ctanmapty "Hacranosa.
Jlikapcpki 3aco6u. Kimacudikarrist rikapchbKUX 3ac001B Iepe1oBoi Teparrii'.

7. Hakaz MO3 Vkpaiau Big 12.11.2024 Neo 1895 "IIpo 3arBepmxenHs crangapty «Hacranosa.
Jlikapcbki 3acobu. Bumoru 10 1ocke qocnipKyBaHUX JIIKAPChKUX 3ac001B MepeioBoi Tepanii y
Mexax KIHIYHUX BUIIPOOYBaHb»"

JlonomizkHa:

1. 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.

2. HacranoBa CT-H MO3YV 42-7.10:2022 — Jlikapcbki 3acoou. JlocmimpkeHHs: 010€KBiBaICHTHOCTI /
M. babenko, €. Tkauenko, M. ['onoBenko Ta iH. — Kuis, MO3 Vkpaiau, 2022..

3. Hacranoga 'Jlikapceki 3acobu. Hanexxna xminiuna npakrtuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3atBeppkeHo Hakazom MinicTepcTBa oxoponu 310poB's Nel1686 Bim 05.11.2025.

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€spormeiicbka ¢apmakornes (Ph.
Eur.) 11-e Bumanus. €BponeichbKuil TUPEKTOpAT 3 AKOCTI JIIKIB 1 0XOpOHH 3710poB’st — Paga €Bporwy,
Strasbourg Cedex, ®pamuitist 2024).

Indopmaniiini pecypeu:

1. 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. 2. Guideline on Requirements for First in Man Clinical Trials for Potential High Risk
Medicinal Products, EMEA/CHMP/ SWP28367/2007.

3. 3. WHO Operational Guidelines for Ethics Committees that Review Biomedical Research.
TDR/PRD/ETHICS/2000.1.

4. 4. http://ohsr.od.nih.gov/guidelines/nuremberg.html

5. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.

6. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-%E2%FO0.

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

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

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

10. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).
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11.
12.
13.

14.
15.

http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.
http://www.wma.net/e/policy/b3.htm.

http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory Informati
on/Guidances/UCM124731.

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

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

Tema 8: llonammsa npo 0oKniHiuHe 6UGUEHHA De3neKu NIKapCcobKux 3acooie

® JIOKJIIHIYHOTO BHIIPOOYBAaHHS BKIIIOYAE JOCIIKCHHs IN Vitro (;1abopaTopHi MOCTIPKEHHS B
npo0Oipkax) Ta in VIVo (ociipkeHHs Ha T1abopaTOpHUX TBAPHUHAX), Y XO/I1 IKUX BUBYAIOTHCS
PI3H1 /103U TECTOBAHOI PEYOBMHH, II00 OTpHUMATH MONEPEIHI JaHi Mpo (apMakoIoriyHi
BJIACTHBOCTI, TOKCHUYHICTh, JapMaKOKIHETUKY 1 METa00JII3M Mpenapary, 110 BUBYAETHCS.

e JIOKJIIHIYHE JAOCIKEHHS JIIKapChKOTO Mpenapary Ha TBapuHaxX MpoBOaUTCs Bia 1 10 3 pokiB
1 BKIIOYa€ HACTylHE: — EKCIEepPUMEHTaJbHYy (apMakoJyioriio; —  BU3HAYCHHS
(hapMaKkOKIHETHKH, META0O0II3MY Ta TOKCUYHOCTI.

e (Oes3neka MaillOyTHBOTO JIIKAPCHKOTO 3acO0y TrapaHTYeThbCs BU3HAYEHHSM TOKCHMYHOCTI Ha
TBapUHAaX IMPU KOPOTKOTPUBAIUX Ta JOBrOTPUBAIUX JOCHIDKEHHSIX Ta aHalli3y BIUIUBY
(hapMaKoJIOTTYHOTO Tpenapary Ha penpoAyKTUBHY 3JaTHICTb TBapUH (penpoayKTHBHA
TOKCUYHICTB); BIUIMBY Ha T€HETUYHUN anapat (reHOTOKCUYHICTh, MyTareHHICTb )

® BaXJIMBOIO YMOBOIO BH3HAU€HHs Oe3neKku Mail0yTHbOro mpenapaTry € AOTPUMaHHS HOPM
GLP (Good Laboratory Practice — Hame:kHa KIiHIYHA MPaKTHKA), IO MPOMOHYIOTh
MDKHApOJH1 CTaHAAPTH IJIAHYBaHHS Ta MIPOBEIEHHS JOCIIPKEHb Ha TBapHHaXx.

3namu: 3aranpHi TPUHIKNK MPOBEACHHS MOKIHIYHMX mgociimkens, Hopmu GLP (Good
Laboratory Practice — HanexHa KiTliHIYHA PAKTHKA), 3HATH BUIU JOKIIHIYHUX IOCITIIKEHb.
Bmimu: matu ysBy mipo ¢apMakOKIHETHKY, MeTaboi3M Ta TOKCHYHOCTH JIIKAPCHKUX
3aco0iB, TEHOTOKCHUYHICTP Ta MYTareHHICTh, BHU3HA4YaTH (apMaKoJIOTiF0 Oe3MeKn
JOCITIKYBAaHOTO TIpenapara.

PexomenmoBana Jireparypa:

Ba3oBa:

1.binoycoa H, ConositoB C, Kabauna A. (2023) TeopeTuko-MeTOOWYHI 3acajd OIIHKH
MeIuYHUX TexHoJoriii [Enekrponnuit pecypc]: monorpadis. Kuis: TOB «lOpxka JlroOuenka»
[yxpaincbka]. Pexxum noctymy: https:/lib.iitta.gov.ua/736032/1/monografiya_blok.pdf
2.BepxoBHa Pana Ykpainu. 3akon Ykpainu «IIpo mikapcbki 3acobu», 123/96-BP. Bumnyueno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (nata 3BepuenHHs: 29.09.2023)

3. depxxaBue nmianpuemctBo «JlepxaBuuii Excieptauii Lientp MO3 Ykpainu». Brinus BiiiHu Ha
MPOBEICHHS KIiHIYHKX BUIPpoOyBans JI3 B Ykpaini. URL: https://www.dec.gov.ua (nata
3pepHeHHs: 29.09.2023).

4. lepxasHe nianpueMctBo «/lepxaBuuit Excneprauii Lilentp MO3 Vkpainu. [Hpopmariiina
JIOBiJIKa MPO CTaH KJIIHIYHUX BHUIPOOYBaHb B YKpaiHi y mepion 3 01.04.2023 no
30.06.2023. Bumydeno 3: https://www.dec.gov.ua/wp-
ontent/uploads/2023/07/infodovidka_shhodo_stanu_provedennya_kv_za_i_pivrichchya.pdf
(mata 3BepHeHHS: 29.09.2023).
5.3akoH VYkpaiHu «OCHOBM 3aKOHOJABCTBAa YKpaiHM Mpo OXOpoHY 370poB’s» (Bimomocrti
BepxoBnoi Pagu Ykpaiau (BBP), 1993, N4, ct. 19).
6.3axon Ykpainu Bix 28 munns 2022 poky Ne 2469-1X «IIpo mikapceki 3aco0m»
7.Haka3 MinicrepcTBa oxoponu 370poB’st Ykpainu 23.09.2009 Ne690 (y pemakuii Hakazy MO3
Vkpainn 12.07.2012 Ne523) «lIlopsimok mnpoBeleHHS KIIIHIYHUX BUMPOOYBAaHb JIIKAPCHKUX
3ac00IB Ta €KCIIEPTU3U MaTepiajiB KIIHIYHUX BUIPOOYBaHbY.
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https://www.fda.gov/about-fda/fda-basics/what-does-fda-regulate
https://www.dec.gov.ua/wp-
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8.

9.

8.Hacranosa CT-H MO3YVY 42-7.0:2008. — Jlikapceki 3acoOu. Hanexxna kiiHiuHa npakTtuka / B.
Mansues, M. JIsnynos, T. Byxriaposa Ta in. — Kuis, MO3 Ykpainu, 2023

9.Hakaz MO3 VYkpainu Big 20.03.2024 Ne 480 "Ilpo 3atBepmkeHHs ctanmapty "Hacranosa.
Jlikapebki 3acobu. Knacudikariis TikapchKux 3aco0iB mepeaoBoi Tepartii'”.

10. Haxkxa3z MO3 VYkpainu Bin 12.11.2024 Ne 1895 "IIpo 3arBepkenHs crangapty «HacraHosa.
JlikapchKi 3aco0u. Bumoru 1o 10cke MOCHIKYBaHUX JIKApChKUX 3ac00iB mepenoBoi Teparmii y
MeXax KJIHIYHUX BUMTPOOYBaHBY"

11. HacranoBa CT-H MO3V 42 — 9.0:2024. — Jlikapceki 3acobu. Knacudikamis mikapchkux
3aco0iB mepenoBoi Tepanii/M. babenko, M. JloGac, T. I'epacumuyk, JI. Komap — Kuis, MO3
VYkpainu, 2024.

JonomizkHa JiTeparypa:
1. HactanoBa CT-H MO3YV 42-7.10:2022 — Jlikapcbki 3acoou. JlocmipkeHHsT 010€KBIBATCHTHOCTI
/ M. babenko, €. Tkauenko, M. ['omoBernko Ta iH. — Kui, MO3 VYkpainu, 2022.
Hacranosa 'Jlikapceki 3aco6u. Hanexxna kniniuna npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3arBeppkeno Hakazom MiHicTepcTBa oxopoHu 3710poB'st Ne1686 Bin 05.11.2025

2. HacranoBa CT-H MO3YV 42-8.6:2025 «Jlikapchki 3aco0u. Bumoru 10 ToKyMeHTaIlii 3 SKOCTi
Ha 010JI0T1UH1 AOCTIIKYBaH1 JIIKAPCHK1 3aCO0M y MeXaxX KIIHIYHUX BUIIPOOYBAHbY

3. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€porneiicbka hapmakornes (Ph.
Eur.) 1l-¢ BumanHs. €BpONEUCHKHI TUPEKTOPAT 3 SIKOCTI JIKIB i OXOPOHHU 370poB’ss — Pana
€spornu, Strasbourg Cedex, @paniris 2024).

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

https:// www.clinicalresearchresources.com/books/bookstore.h tml
http://www.fda.gov/downloads/Drugs/GuidanceComplia
nceRequlatorylnformation/Guidances/UCM187772.pdf
https://uacm.kharkov.ua/download/2014 11/22.pdf
https://history.nih.gov/research/downloads/nuremberg.pdf.).
http://ec.europa.eu/health/files/eudralex/vol-10/12_ec guideline 20060216 en.pdf
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
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-
trials
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

10. http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
11. https://www.who.int/publications/i/item/9789240006218

Tema 9: Memooonocia 6Oiomeduynux eunpodysansv (noodginino ciine, ciine, naayedo-
KOHmMpONbosane, NOPIGHANIbHE 3 ZPYNOI0 AKMUEHO20 KOHMPOIO, 3 2PYRAMU AKMUGHO20 i
naayebo - KOHmponio).

MOJIBIMHO cITiNe KJIIHIYHE BUITPOOYBaHHS;

ciine KIIHIYHE JOCTIIHKCHHS,

1a1e060-KOHTPOIbOBaHE KIIIHIYHE BUMPOOYBaHHS;

MOPIBHSUIbHE KITIHIYHE JOCTIPKEHHS 3 TPYIOI0 aKTUBHOTO KOHTPOJIIO;
KJIIHIYHE BUMPOOYBaHHS 3 TPYNaMU aKTUBHOTO 1 IU1anebo — KOHTPOJIIO.
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https://www.fda.gov/about-fda/fda-basics/what-does-fda-regulate
http://www.fda.gov/downloads/Drugs/GuidanceComplia%20nceRegulatoryInformation/Guidances/UCM187772.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplia%20nceRegulatoryInformation/Guidances/UCM187772.pdf
https://uacm.kharkov.ua/download/2014_11/22.pdf
https://history.nih.gov/research/downloads/nuremberg.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216_en.pdf
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://www.who.int/publications/i/item/9789240006218

3Hamu: 3aBIaHHA Ta METY JIOKa30BOi MEIWIIMHM, JU3aliH JOCTIKCHHS, OCHOBHI THIIU
HArJIsI0BHX JOCIIIKEHb

émimu: 3aCBOITM OCHOBHI MPUHIIMIIN 1 TEXHOJIOTIIO MOIIYKY HayKoBOi iH(opMmarii y (haxoBux
KypHaiax, il OI[IHKH, y3araJdbHEHHS 1 MPUIHATTA PIllIeHb I0JI0 MOXKJIMBOCTI BUKOPHCTaHHS iX Ha
MPAKTHUIIl; OBOJIOJITH TEXHIKOIO KOMIT IOTEPHOIO MOIIYKY iH(pOopMalii B eNTeKTpOHHUX 0a3ax CBiTY,
KokpeliHiBchkuX 0i0JTi0TeKaX, Ha BIINOBIIHUX 3arajbHUX Ta (HaxOBUX CaTax; OBOJIOJITH
HAaBUYKAMH BHKOPHCTAaHHS CBITOBOTO JIOCBiAy IIOJO MIarHOCTUKH, MPOQUIAKTHKU 1 JIIKyBaHHS
XBOPHUX, & TAKOXK QJaITallii HOro BiIIOBIIHO JIO COLIAIBHO-EKOHOMIYHOTO CTATyCy, IO CKJIABCS B
VYkpaiHi; MaTH TOHATTS MPO KIHIYHY €MiJIeMIONOTi0, i METy Ta CyTh; 3aX0/H, sIKi Tpeda BKHUTH
JUTSL BIPOBAKEHHSI TOKa30BO1 MEJMIIMHU B YKpaiHi.

PexomennoBana jireparypa
Bba3oBa:

1. binoycoBa H, ComoitoB C, KabGauna A. (2023) TeopeTMko-MeTOAMYHI 3acaad OIIHKU
MenuuHux TexHosorii [Enexrponnuit pecypc]|: monorpadis. Kuis: TOB «Opxka Jlrobuenka»
[ykpainceka]. Pexxum noctymy: https://lib.iitta.gov.ua/736032/1/monografiya blok.pdf

2. Bepxosna Pama Ykpaian. 3akon Ykpainu «IIpo mikapceki 3aco0m», 123/96-BP. Buydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (mata 3BepuenHs: 29.09.2023)

3.  epxaue minnpueMctBo «/lepxapamii Excnieptanii Liearp MO3 Ykpainu». Brus BiliHu Ha
MPOBEJICHHS KITiHIYHKX BUNPpoOyBans JI3 B Ykpaini. URL: https://www.dec.gov.ua (nata
3BepHeHHs: 29.09.2023).

4. Jepxasue mianpueMctBo «JlepxkaBauit Excrieptauii Llentp MO3 Ykpainu. [Hpopmariiina
JIOB1JIKA MPO CTaH KJIIHIYHUX BUIPOOYBaHb B YKpaiHi y mepiof 3 01.04.2023 no
30.06.2023. Buryueno 3: https://www.dec.gov.ua/wp-
ontent/uploads/2023/07/infodovidka_shhodo_stanu_provedennya_kv_za_i_pivrichchya.pdf
(mara 3BepHeHHs: 29.09.2023).

5. 3akon VYkpainm «OCHOBHM 3aKOHOJABCTBAa YKpaiHM MPO OXOpPOHY 370poB’s» (BimomocTi

Bepxosnoi Pagu Ykpainu (BBP), 1993, N4, ct. 19).

3akoH Ykpainu Bia 28 munns 2022 poky Ne 2469-1X «IIpo mikapcbki 3aco0m»

7. Haka3 MinictepcTBa 0xopoHH 370poB’st Ykpainu 23.09.2009 Ne690 (y penakiii Hakasy MO3
VYkpaian 12.07.2012 No523) «Ilopsimoxk mpoBeAeHHS KIIHIYHUX BHUIIPOOYBaHb JIKAPCHKUX
3aco0iB Ta EKCIIEPTHU3U MaTepialliB KIIHIYHUX BUPOOYBAHbY.

8. HacranoBa CT-H MO3Y 42-7.0:2008. — Jlikapceki 3acoou. Hanexxna kiiHigyHa npakTuka / B.
Maunsies, M. Jlsnynos, T. byxriaposa ta iH. — Kuis, MO3 Ykpainu, 2023

o

9. Hakaz MO3 VYkpainu Bin 20.03.2024 Ne 480 "IIpo 3atBepmkenHs ctanmapty "Hacranosa.
Jlikapcbki 3acoou. Kimacudikarris JrikapchbKuX 3aco0iB mepeaoBoi Teparrii'.

10. Hakaz MO3 VYkpainu Big 12.11.2024 Ne 1895 "Ilpo 3atBepmxeHHs ctangapty «Hacranosa.
Jlikapcebki 3aco0u. BuMoru 10 10che TOCHIIKYBAHUX JIIKAPChKUX 3ac00iB MepeoBOi Teparii y
Mexax KIHIYHUX BUIIPOOYBaHb»"

11. Hacranoa CT-H MO3VY 42 — 9.0:2024. — Jlikapcbki 3acobu. Kmacudikaiiis mgikapcbKux
3aco0iB nepenoBoi Tepanii/M. babenko, M. Jlobac, T. I'epacumuyk, JI. Komap — Kuis, MO3
Vkpainuy, 2024.

Jonomixna Jiteparypa:
1. Hacranosa CT-H MO3VY 42-7.10:2022 — Jlikapcbki 3aco6u. JlocmimpkeHHs! 610€KBIBaJ€HTHOCTI /
M. babenko, €. Tkauenko, M. ['onosenko Ta iH. — Kuis, MO3 Ykpainu, 2022.
2. Hacranosa 'Jlikapcbki 3aco6u. Hanexxna xininiuna npaktuka (GCP) ICH E6 (R3). CT-H MO3VY
42-7.18:2025', 3aTtBepmxkeno Hakazom MinictepctBa oxoponu 370poB's Nel686 Bix 05.11.2025
3. HacranoBa CT-H MO3YV 42-8.6:2025 «Jlikapchki 3acoOu. Bumoru a0 mokymeHTallii 3 SKOCTI Ha
610JI0TTYH1 JOCTIKYBaH1 JIIKapChKi 3acO0M y MeXKax KIIIHIYHUX BUIPOOYBaHb)»
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https://www.dec.gov.ua/wp-
https://www.dec.gov.ua/wp-

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€spormeiicbka ¢apmakornes (Ph.
Eur.) 11-e BunanHs. €BpOIEHCHKUN TUPEKTOPAT 3 IKOCTI JIIKIB 1 0XOpOHU 370poB’st — Paja €Bpory,
Strasbourg Cedex, @paniiis 2024).

LN

No ok

8.

9.

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

https:// www.clinicalresearchresources.com/books/bookstore.h tml
http://www.fda.gov/downloads/Drugs/GuidanceComplia
nceRegulatorylnformation/Guidances/UCM187772.pdf
https://uacm.kharkov.ua/download/2014 11/22.pdf
https://history.nih.gov/research/downloads/nuremberg.pdf.).
http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216 _en.pdf
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
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-
trials
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

10. http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
11. https://www.who.int/publications/i/item/9789240006218

Tema 10: Ilonammsa npo cymmegy mepanesmuity Kopucmos UnpoOyeants J1iKapcobKux
3aco0ie

e Oe3omaTHE JIIKYBaHHS;

® XBOpPHUH MPOXOJUTH PEryisipHi OOCTEKEHHS Ta KOHTPOJb CBOTO CTaHy 3J0POB’f,
110 HE KOEH 13 Hac 3/1aTeH co01 3a0e3meynTH 32 3BUYailHUX YMOB JIIKYBaHHS,

® TAIi€eHT Ma€ JIOCTYN 10 IHHOBAI[IHHUX JIIKaPChKHUX 3aC001B;

e BHCOKHH piBeHb 3axumeHocTi. [lamieHT Oepe ydacTh y AOCHIIKEHHI JHIIE 3a
BJIaCHUM OaXKaHHAM - IICJA MiANUCAHHSI IHPOPMOBAHOT 3T0/IU, OTPUMYE CTPAXOBKY
Ha Yac yd4acTi B JOCJIJDKEHHI ¥ Mae mpaBO BUUTH 3 HbOTO B OyJb-SKHH MOMEHT
AOro MpoOBEICHHA.

3Hamu: TIPO CYTTEBY TEPANEBTUYHY KOPCTh OI0MEIUYHOTO BHIIPOOYBAHHS

émimu: 3aCBOITH OCHOBHI NPHHIIMIHN 1 TEXHOJIOTIIO TIOMIYKY HAyKOBOi iH(opmamii y
(daxoBuX XKypHanax, i OLIHKW, y3arajJbHEHHS 1 MPUNHATTS PIlIEeHb IIOJAO0 MOKIUBOCTI
BUKOPHUCTAHHS 1X Ha MPAKTHUII1; OBOJIOIITH TEXHIKOK KOMII FOTEPHOTO MOUIYKY iH(popmalii B
eleKTpoHHUX 0a3zax cBity, KokpeliHiBchbkux 0i0yi0TeKax, Ha BIAMOBIOHUX 3arajlibHUX Ta
(daxoBuxX caiiTax; OBOJIOJITM HABUYKAMU BUKOPUCTAHHS CBITOBOTO JOCBIAY IIOJIO
JIarHOCTUKH, MPOQITAKTUKH 1 JTIKYBaHHS XBOPHX.

PexomennoBaHna Jiteparypa

basoBa:

1. binmoycoBa H, ComosiioB C, Kabauna A. (2023) TeopeTMKO-METOAWYHI 3acaad OIIHKH
MeanyHuX TexHojorid [Enexkrponnuii pecypc]: monorpadis. Kuis: TOB «tOpka JlroGuenka»
[ykpaiHcbka]. Pexxum noctymy: https://lib.iitta.gov.ua/736032/1/monografiya blok.pdf

2. BepxoBna Pana Ykpainu. 3akon Ykpainu «IIpo mikapcbki 3acobu», 123/96-BP. Bumyueno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (nata 3BepueHHs: 29.09.2023)

3. Bepxosna Paga Vkpainu. 'enbcincbka nexnapairisi BeecBiTHp01 MennuHoi acorianii «ETuyHi

MPUHIMIKA MEAUYHUX JOCTIDKEHb 3a y4acTIO JIOAMHHU Yy SIKOCTI OO0'€KTa JOCHIIKEHHS.
URL.: https://zakon.rada.gov.ua/laws/show/990_005#Text (nara 3Beprenns: 29.09.2023). .
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https://www.fda.gov/about-fda/fda-basics/what-does-fda-regulate
http://www.fda.gov/downloads/Drugs/GuidanceComplia%20nceRegulatoryInformation/Guidances/UCM187772.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplia%20nceRegulatoryInformation/Guidances/UCM187772.pdf
https://uacm.kharkov.ua/download/2014_11/22.pdf
https://history.nih.gov/research/downloads/nuremberg.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216_en.pdf
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://www.who.int/publications/i/item/9789240006218

4. Haxka3 MinictepctBa oxopoHu 310poB’s Ykpaiau 23.09.2009 Ne690 (y penmakmii mHakazy MO3
Vkpainn 12.07.2012 Ne523) «Ilopsgok mpoBeneHHS KIIHIYHMX BUIPOOYBAaHb JIKAPCHKUX
3ac00iB Ta €KCIEPTU3U MaTepiajliB KIIHIYHIX

5. Topsanok npoBeneHHs KIIHIYHUX BUIIPOOYBaHb JIKapChKUX 3aC00IB Ta €KCIEPTH3U MaTepiajiB
KJIIHIYHUX BUNpPoOyBaHb Ta THIIOBE MOJOXKEHHS MPO KOMICIIO 3 MUTaHb €TUKH, 3aTBEPKEHI
Haka3oM MiHicTepcTBa 0XOpOHH 310poB’st Ykpainu Bix 23.09.2009 p. Ne 690.

JlomomizkHa jiteparypa:

1. Hacranosa 'Jlikapceki 3acoou. Hanexna kminigaa npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42—7.18:2025', 3arBeppkeno Hakazom MinictepcerBa oxoponu 30poB'st Ne1686 Bin 05.11.2025

2. Hacranoa CT-H MO3YVY 42-8.6:2025 «Jlikapcbki 3acoOu. Bumorn 10 qoKyMeHTAIlil 3 SIKOCT1 Ha
010J10T14H1 JOCTIIKYBaHI1 JIIKapChKi 3aCO0M y MeXaxX KJIIHIYHUX BUIIPOOYBAHb)»

3. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€spormeiicbka ¢apmakornes (Ph.
Eur.) 11-e BunanHs. €BpOINEHCHKUN TUPEKTOPAT 3 IKOCTI JIIKIB 1 0XOpOHH 3710poB’s — Pana €Bpory,
Strasbourg Cedex, @paniris 2024).

4. 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.

Indopmaniiini pecypeu:

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

5. http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216_en.pdf

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

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

8. https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

9. http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html

10. https://www.who.int/publications/i/item/9789240006218

11. https://www.frontiersin.org/articles/10.3389/fmed.2022.966220/full

12. https://www.dec.gov.ua//wp-content/uploads/2019/08/posibnykn.pdf

Tema 11: Ilogioomnenna npo nodiuni aguwia i peakyii, AKi Haoae 6iONOGIOAILHUIN OOCTIOHUK
/00CNIOHUK 00 cnoHcopa

° HernependavyBaHa MoOiYHa peaKilis;

° MoOiYHa peaxiris;

° MMOOIYHE SBUIIIE;

J cepiio3Ha no0iuHa peakxiis abo cepiio3He ModiuHe SBHUIIIE;
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http://www.wma.net/
http://www.cioms.ch/
https://history.nih.gov/research/downloads/nuremberg.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/12_ec_guideline_20060216_en.pdf
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://www.who.int/publications/i/item/9789240006218
https://www.frontiersin.org/articles/10.3389/fmed.2022.966220/full)

o opraHizamiss 300py, TEpeBIpKM Ta HaJaHHI TOBIIOMJICHb TMpO MOOIYHI
SIBUILA/PEaKLIii;

) [ToHsATTS PO MOBIMOMIICHHS MPO MOOIYHI SBUIIA/PEAKIIil, sIKI Ha/Ia€ BiAMOBIIaTbHUI
JOCIITHUK/IOCTITHUK IO CIIOHCOPA.

3Hamu: TIOPSIOK PEECTpAIllii Ta TIOBIIOMIJICHHS PO MOOIYHI SIBUIIIA Ta PEAKIIil, OCHOBHI MEIUKO-
MPaBOBI IOKYyMEHTH, [0 PErJIaMeHTYIOTh IPOBEACHHS OI0OMEIMYHUX JTOCIIIKEHb.

émimu: HTEpUpPETYyBaTH Ta 3BITYBAaTH MOOIYHI cephO3HI 1 Hecepio3HI MOOIYHI sBHINA Ta
peaxiiii; KOpeKTHO peecTpyBatu, oOpoOIsaTH, 30epiraTu Ta 3BiTyBaTH iH(OpPMAIliFO, OTPUMaHY ITiJ
yac BUMPOOyBaHHS JIIKAPCHKUX 3aC00IB; IHTEPIPETYBATH PE3YyIbTAaTH Ja00pATOPHUX, KIIHIYHUX Ta
IHCTPYMEHTAJIBLHUX METOJIIB JTOCIIPKCHHS, MaTH MOHSITTS: TIPO OpraHu3allis 300py, MepeBipku Ta
HaJaHHS TOBIJOMJIEHb Npo TNOOIYH1 SBUIIA/peakiuy, Mpo TMOBIIOMIIEHHS Mpo MNOOIYHI
SIBUIIA/PEaKIUd Ta 3BITH OE3MEYHOCTI JOCIIIPKBAHOTO JIKAPCKOTO 3aco0y, SIKi CIOHCOpP HAJae
BIJIMOBIIAJIbHUN TOCTITHUK/ TOCTITHUK IO CTIOHCOPA.

PexomennoBana jiteparypa:
Bba3oBa:

1. binoycoa H, ComositoB C, KaGauna A. (2023) TeopeTmko-MeTOOWYHI 3acaad OIIHKH
MenuuHuX TexHosorii [Enexrponnuit pecypc]: monorpadis. Kuis: TOB «lOpka JlroOuenka»
[ykpainceka]. Pesxxum moctymy: https://lib.iitta.gov.ua/736032/1/monografiya blok.pdf

2. Bepxosna Pama Ykpaian. 3akon Ykpainu «[Ipo mikapceki 3aco0m», 123/96-BP. Burydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (mnata 3BepuenHs: 29.09.2023)

3. Bepxosna Paga Ykpainu. I'enbcincbka aexnapairisi BcecBiTHO1 MeauuHOi acotrianii « ETrnani
MPUHIIATIA METUIHUX JOCHTIDKEHb 33 YYacTIO JIIOJUHHM Y SIKOCTI 00'€KTa JOCIIHKCHHS.
URL.: https://zakon.rada.gov.ua/laws/show/990 005#Text (mara 3Bepuenns: 29.09.2023).

4. Jlepxasue mianpueMctBo «JlepxkaBauii Excrieptauii Llentp MO3 Ykpainu». Brums BiitHu Ha
poBeIeHHs KTiHIYHUX BUMpoOyBans JI3 B Ykpaini. URL.: https://www.dec.gov.ua (nara
3BepHeHHS: 29.09.2023).

5. Jlepxane nianpuemctBo «JlepxkaBuuii Excnepranii Lieatp MO3 Ykpainu. [ndopmarriitna
JOBIIKA TIPO CTaH KJIIHIYHUX BHUMIPOOYBaHh B YKpaiHi y mepion 3 01.04.2023 no
30.06.2023. Buryueno 3: https://www.dec.gov.ua/wp-
ontent/uploads/2023/07/infodovidka_shhodo_stanu_provedennya kv _za i_pivrichchya.pdf
(mara 3BepHeHHs: 29.09.2023).

6. 3akon VYkpainm «OCHOBHM 3aKOHOJABCTBAa YKpaiHM MPO OXOpPOHY 310poB’s» (Bimomocri

BepxoBnoi Pagu Ykpainu (BBP), 1993, N4, ct. 19).

3akoH Ykpainu Bix 28 nmumnasa 2022 poky Ne 2469-1X «IIpo mikapchbKi 3aco0m»

8. Haka3 MinictepctBa oxoponu 3710poB’s Ykpaiau 23.09.2009 Ne690 (y penakuii nHakazy MO3
VYxpainn 12.07.2012 No523) «Ilopsimok mpoBeneHHS KIIHIYHUX BUIPOOYBaHb JIKapChKUX
3ac00iB Ta eKCIIEePTH3U MaTepialiB KIIHIYUHUX BUIPOOYBAHBY.

9. HacranoBa CT-H MO3YV 42-7.0:2008. — Jlikapcbki 3acobu. Hanexxna xiiHiuyHa npaktuka / B.
Mansues, M. JIsnyHos, T. Byxriaposa Ta iH. — Kuis, MO3 Vkpainu, 2023

~

10. Hakaz MO3 Vkpaiau Bix 20.03.2024 Ne 480 "IIpo 3aTtBepmkeHHs cranaapTy "HacrtaHosa.
Jlikapebki 3acobu. Knacudikariis gikapchbkux 3aco0iB mepeaoBoi Teparii”.

11. Hakaz MO3 Vkpainu Big 12.11.2024 Ne 1895 "Ilpo 3atBepmxeHHs ctaHaapty «HacraHosa.
JlikapcbKki 3acobu. BuMoru 1o 1oche JOCTIPKYBaHUX JIIKAPCHKUX 3ac001B MepeioBoi Tepartii y
MeXax KJIHIYHUX BUITPOOYBaHb»"

12. HacranoBa CT-H MO3YVY 42 — 9.0:2024. — Jlikapceki 3acoOu. Knacugikariis JiKapCchKUX
3aco0iB mepenoBoi tepamii/M. babenko, M. Jlobac, T. I'epacumuyk, JI. Komap — Kuis, MO3
VYxpainu, 2024.
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https://www.dec.gov.ua/wp-
https://www.dec.gov.ua/wp-

13. Tlopsnok nmpoBeaeHHS KIIHIYHUX BUMPOOYBaHb JIKAPCHKUX 3aCO0IB Ta €KCIEPTU3M MaTepialliB
KJIIHIYHUX BUNPoOyBaHb Ta THIIOBE MOJOXKEHHS MPO KOMICIIO 3 MUTaHb €TUKH, 3aTBEPKEHI
Haka3oM MiHicTepcTBa 0XOpOHH 310poB st Ykpainu Bin 23.09.2009 p. Ne 690.

14. MusuteHuil konexc Ykpainu (Bimomocti Bepxosnoi Pagu Ykpainu (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).

JonomizkHa JiTeparypa:
1. HacranoBa CT-H MO3Y 42-7.10:2022 — Jlikapcbki 3aco6u. JlocmimpkeHHs: 610€KBiBaJeHTHOCTI /
M. bab6enko, €. Tkauenko, M. I'omoBenko Ta iH. — KuiB, MO3 Ykpainu, 2022.
2. Hacranosa 'Jlikapcbki 3acobu. Hanexxna xininiuna npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3atBepxkeHo Hakazom MinictepcTBa oXopoHH 3710poB's Ne1686 Bim 05.11.2025
3. HacranoBa CT-H MO3YVY 42-8.6:2025 «Jlikapceki 3acobu. Bumorn 1o goxymeHTatii 3 sKOCTi Ha
010J10T14H1 JOCTIAKYBaHI1 JIIKApChKi 3aCO0M y MeXaxX KITHIYHUX BUIIPOOYBaHbY
4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€spomeiicbka dapmakomnes (Ph.
Eur.) 11-e BunanHs. €BpoOINeHCchKU TUPEKTOPAT 3 IKOCTI JIIKiB 1 0XOpOHU 3710poB’st — Pana €Bpory,
Strasbourg Cedex, @paniris 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.

Indopmaniiini pecypeu:

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

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

trials

https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html

9. https://www.who.int/publications/i/item/9789240006218

~

©

Tema 12: Ilogioomnenns npo nodiuni asuwia i peaxyii, AKi HAOA€ 6I0NOGIOANbLHUIL
00CNIOHUK /00CTIOHUK 00 KOMICIT 3 NUMAHb eMmUKu

J opranizaiiss 300py, TIe€peBIpKM Ta HaJaHHA MOBLIOMJIEHb Mpo MOOIYHI
SIBUIIIA/PEaKIIil;
° MOHATTS PO MOBIIOMJICHHS TIPO MOOIYHI SBUINA/peaKilii, Kl HaJa€ BiAMOBITATbHUN

JOCIITHUK/OCIIHUK HAJA€ 0 LEHTPY Ta A0 KOMICIi 3 TUTaHb €TUKH.
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http://www.wma.net/
http://www.cioms.ch/
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://www.who.int/publications/i/item/9789240006218

3Hamu: TIOPSIIOK PEECTpallii Ta MOBITOMIICHHS PO MOOIYHI SBHUIIA Ta PEAKIii, OCHOBHI MEIUKO-
MIPABOBI IOKyMEHTH, IO PErJIaMeHTYIOTh IPOBEACHHS OI0MEIMYHHUX JTOCIIIKEHb.

émimu: HTEpIpPETYBaTH Ta 3BITYBAaTH MOOIYHI CepioO3HI 1 Hecepilo3HI MOOIYHI sABUIIA Ta
peaxiiii; KOpeKTHO peecTpyBatu, oOpoOsaTH, 30epiraTu Ta 3BITYBaTH iH()OPMALi0, OTPUMAHY i
yac BUNPOOyBaHHS JIIKAPCHKUX 3aC001B; IHTEPIPETYBATH PE3yIbTaTH Ja00pATOPHUX, KIIHIYHUX Ta
IHCTPYMEHTAJIBHUX METOJIIB JIOCII/DKCHHS, MaTH TIOHATTS: PO OpraHu3ailis 300py, mepeBipka Ta
Ha/JIaHHS TOBIOMJIGHP TIpO TMOOIYHI SBUIIA/pEaKkiyH, NpPO MOBITOMIIEHHS TMpo TOOIYHI
SIBUIIIA/PEAKIIMN Ta 3BITH OE3MEYHOCTI JTOCIIPKBAHOTO JIIKAPCKOTO 3ac0o0y, sKi CIIOHCOP HAJIa€ J0
HEHTPY Ta JI0 KOMICii 3 NMHTaHb €TUKH, PO MOBITOMIICHHS MPO MOOIYHI SIBHUINA/pPEaKInH, SKi
CTIIOHCOD HAJa€ 70 BiNOBINATBLHOTO TOCTITHIKA/TOCITITHAKA.

PexomennoBana jiteparypa:
Bba3oBa:

1. binoycoBa H, ComoitoB C, KabGauna A. (2023) TeopeTMko-MeTOAMYHI 3acaad OIIHKU
MenuuHux TexHosorii [Enexrponnuit pecypc]|: monorpadis. Kuis: TOB «Opxka Jlrobuenka»
[ykpainceka]. Pexxum noctymy: https://lib.iitta.gov.ua/736032/1/monografiya blok.pdf

2. Bepxosna Pama Ykpaian. 3akon Ykpainu «IIpo mikapceki 3aco0m», 123/96-BP. Buydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (mata 3BepuenHs: 29.09.2023)

3. Bepxosna Pama Ykpaiau. ['enbcinchka nexmapaitis BeecBiTHbOT MenuHOT acorriamii « ETidaHi
MPUHIIATIA METUIHUX JOCHIDKEHb 33 YYacTIO JIIOJUHH Y SIKOCTI 00'€KTa JOCTIHKEHHS.
URL.: https://zakon.rada.gov.ua/laws/show/990_005#Text (nata 3Bepuenns: 29.09.2023).

4. JlepxaBHe mignpueMctBo «/lepxaBuuii Excneptuuit Llentp MO3 VYkpainu». Bruus BiiiHu Ha
MPOBEICHHS KITiHIYHKX BUNPpoOyBans JI3 B Ykpaini. URL: https://www.dec.gov.ua (nata
3pepHeHHS: 29.09.2023).

5. Jepxane mianpuemctBo «JlepxkaBunii Excnepranii Lieatp MO3 Vkpainu. [ndopmarriitna
JOBIIKA TIPO CTaH KJIIHIYHUX BHUMIPOOYBaHh B YKpaiHi y mepion 3 01.04.2023 no
30.06.2023. Buryueno 3: https://www.dec.gov.ua/wp-
ontent/uploads/2023/07/infodovidka_shhodo_stanu_provedennya_kv_za_i_pivrichchya.pdf
(marta 3BepHeHHs: 29.09.2023).

6. 3akon VYkpainm «OCHOBHM 3aKOHOJABCTBAa YKpaiHM MPO OXOpPOoHY 310poB’s» (Bimomocri

BepxoBnoi Pagu Ykpaiau (BBP), 1993, N4, cr. 19).

3akoH Ykpainu Big 28 nmumnHs 2022 poky Ne 2469-1X «IIpo mikapchki 3aco0m»

8. Haka3 MinictepcTBa oxopoHu 310poB’st Ykpainu 23.09.2009 Ne690 (y penakuii Hakasy MO3
VYkpaian 12.07.2012 No523) «Ilopsimoxk TpoOBEACHHsS KIIHIYHMX BHUIPOOYBaHb JIIKAPCHKUX
3aco0iB Ta EKCIIEPTHU3U MaTepialliB KIIHIYHUX BUIIPOOYBAHbY.

9. HacranoBa CT-H MO3YV 42-7.0:2008. — Jlikapcbki 3acobu. Hanexxna xiiHiuyHa npaktuka / B.
Mansues, M. Jlanynos, T. bByxriaposa Ta in. — Kuis, MO3 Vkpainu, 2023

~

10. Hakaz MO3 Vkpaiau Big 20.03.2024 No 480 "IIpo 3aTtBep/keHHs ctanmapty "Hacranosa.
Jlikapceki 3acoou. Kiacudikairis rikapchbKux 3aco0iB repeoBoi Tepartii’.

11. Haka3z MO3 VYkpainu Big 12.11.2024 Ne 1895 "IIpo 3arBepmkeHHs1 cTtanaapty «HacraHnosa.
JlikapcbKki 3acobu. BuMoru 1o 1ocbe JOCTIPKYBaHUX JIIKAPCHKUX 3ac001B MepeioBoi Tepartii y
MeXax KJIHIYHUX BUITPOOYBaHb»"

12. HacranoBa CT-H MO3VY 42 — 9.0:2024. — Jlikapceki 3acoOu. Knacugikariis JiKapchKux
3aco0iB nepenoBoi Tepanii/M. babenko, M. Jlobac, T. I'epacumuyk, JI. Komap — Kuis, MO3
VYkpainu, 2024.

13. Tlopsnok nmpoBeaeHHs KIIHIYHUX BUIIPOOYBaHb JIKApPChKUX 3aCO0IB Ta €KCIEPTU3U MaTepialliB
KJIIHIYHUX BUNpPoOyBaHb Ta THUIOBE MOJOXKEHHS MPO KOMICIIO 3 MUTaHb €TUKHU, 3aTBEPKEHI
Haka3oM MiHicTepcTBa 0XOpoHH 30poB’st Ykpainu Big 23.09.2009 p. Ne 690.

14. IMusineHuit konexc Ykpainu (Binomocti BepxoBHoi Pagu Ykpainu (BBP), 2003, NN40—44, cr.
356.
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https://www.dec.gov.ua/wp-
https://www.dec.gov.ua/wp-

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).

JonomizkHa JriTeparypa:
1. HacranoBa CT-H MO3Y 42-7.10:2022 — Jlikapcbki 3aco6u. JlocmimpkeHHs 610€KBiBaJeHTHOCTI /
M. bab6enko, €. Tkauenko, M. ['onosenko Ta iH. — Kuis, MO3 Ykpainu, 2022.
2. HacranoBa 'Jlikapchki 3aco0u. Hanesxna kminiuna npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3arBeppkeno Hakazom MinictepcTBa oxoporu 310poB'st Nel1686 Bim 05.11.2025
3. HacranoBa CT-H MO3YV 42-8.6:2025 «Jlikapchki 3aco6u. Bumoru 10 JoKyMeHTallii 3 SKOCTi Ha
010J10T14H1 JOCTIAKYBaHI1 JIIKApChKi 3aCO0M y MeXaxX KITHIYHUX BUIIPOOYBaHbY
4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€spomneiicbka dapmakores (Ph.
Eur.) 11-e BunanHs. €BpOINEHCHKUN TUPEKTOPAT 3 IKOCTI JIIKiB 1 0XOpOHU 370poB’si — Pana €Bpory,
Strasbourg Cedex, @paniris 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.

Indopmaniiini pecypeu:

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

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

trials

https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html

9. https://www.who.int/publications/i/item/9789240006218

~

oo

Tema 13: Bumozcu 00 cKknadanHus nogioOMaAeHHA PO NIOO3PI0GAHY Henepeodauyeany cepiuo3ny
nooiuny peakuyiro

J HenepenbauyBana noGiuHa peaxiiis.

. [To6iuHa peaxitis.

o [ToOiune sBUILIE.

. Cepiio3na nmo6iuHa peakilisg abo cepiio3He MoOiIYHE SBUIIIE.

3H@mu: TEPMIHOJOTIIO KIIHIYHUX JOCHTII)KeHb, OCHOBHI MEIUKO-TIPABOBI JOKYMEHTH, IO
pEraMeHTYIOTh MPOBEACHHS 0I0MEINYHHUX JOCTIIKEeHb; BUMOTH JI0 CKJIaJaHHs TOBIIOMJICHHS PO
MiI03pI0BaHy HernepenoadyBaHy cepiio3Hy NOOIUHY peaKiiito
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http://www.wma.net/
http://www.cioms.ch/
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://www.who.int/publications/i/item/9789240006218

émMimu: OIIIHUTH OYIKyBaHI PU3MKH Ta KOPUCTh Uil TAIIEHTIB BiJ y4acTi B BUIPOOYBaHHI
JKapChKUX 3ac00iB; KOPEKTHO pEeCTpyBaTH, 00poOmaTH, 30epiratm Ta 3BiTyBaTH iH(OpMALIIO,
OTpUMaHy MiJ 4Yac OIOMEAWYHOTO JOCHI/DKEHHS; IHTEPIPETYBAaTH pe3yJabTaTH JabopaTOpPHHX,
KIIHIYHUX Ta IHCTPYMEHTAJIbHUX METOJIB JOCTI/DKCHHS; IHTEpIpEeTyBaTH Ta 3BITYBaTHU MOOIYHI
cepiio3Hi 1 Hecepiio3Hi MOOIUHI SIBUINA Ta PEAKIIii.

PexomengoBana jireparypa:
Bba3oBa:

1. binmoycoBa H, ComosiioB C, KabGauna A. (2023) TeopeTHKO-METOAMYHI 3acaayd OI[IHKH
MeanYHUX TexHoJoriid [Enexkrponnuii pecypc]: monorpadis. Kuis: TOB «tOpka JlroGueHka»
[yxpainceka]. Pexxum moctymy: https://lib.iitta.gov.ua/736032/1/monografiya blok.pdf

2. Bepxosna Pama Ykpainu. 3akon Ykpainu «IIpo mikapceki 3aco0m», 123/96-BP. Burydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (nata 3BepueHHs: 29.09.2023)

3. Bepxosnua Pama Ykpaiau. ['enbcinchka nexmapaiis BeecBiTHbOT MennuHOT acorriamii « ETianHi
MPUHIIUANNA METUYHUX JOCHIDKEHb 33 YYacTIO JIIOJUHHM Y SIKOCTI O0'€KTa JOCIIHKEHHS.
URL: https://zakon.rada.gov.ua/laws/show/990_005#Text (nata 3Bepuenns: 29.09.2023).

4. JlepxasHe mignpueMctBo «/lepxaBuuii Excneptuuit Llentp MO3 Ykpainu». Bruius BiiiHu Ha
MPOBEICHHS KITiHIYHKX BUNpoOyBans JI3 B Ykpaini. URL: https://www.dec.gov.ua (nata
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3aco0iB mepenoBoi tepanii/M. babenko, M. Jlobac, T. I'epacumuyk, JI. Komap — Kuis, MO3
VYkpainu, 2024.

13. Tlopsnok nmpoBeaeHHS KIIHIYHUX BUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta €KCIEPTU3U MaTepialliB
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Eur.) 11-e BunanHs. €BpOIEHCHKUN TUPEKTOPAT 3 IKOCTI JIIKIB 1 0XOpOHU 370poB’si — Pana €Bpory,
Strasbourg Cedex, @panriis 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.
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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
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4. WHO Operational Guidelines for Ethics Committees that Review Biomedical Research.
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5. 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

6. https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-
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https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
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Tema 14. O608’a3xu cnoncopa
e 3a0ecmedYeHHA AKOCTI 010MEeIUYHOTO BUNIPOOYBAHHS;
® KOHTPOJIb SKOCTI BUIIPOOYBaHHS;
®  yIOpaBIiHHSA SKICTIO BUIPOOYBaHHS;
e 000B’s3KM CIIOHCOpa [0 MMOYaTKy BUIPOOyBaHHb JIKAPCHKUX 3aco0iB, MiA 4ac
MIPOBEJICHHS BUITPOOYBAHHS, MICIIsl 3aBEPIICHHS T0CTIKEHHS.

3namu: KiliHIYHI eTanmu po3poOKH JIIKApChKUX pedoBHUH, ocHOBM KepiBHunTBa HanexHoi
KIiHIYHOT Ta naboparopuoi npaktuku (GCP, GLP), tunu moniropinry KiiHiuHux BUIpPOOYyBaHb,
MpaBWia IUTAHYBaHHS, MPOBEACHHS, 3BITYBaHHS, ayAWTYBaHHS Ta 3aBEpIICHHS BHIPOOYBaHb
JMiKapchbKUX 3aco0iB; €TWYHI Ta MOPAIbHO-TIPABOBI aCMEKTH OIOMETUYHHMX AOCTIIKEHb, MaTH
MOHATTS NP0 YHPABICHHS SKICTIO BUIPOOYBaHHS, 0OCAT 1 XapakTep MOHITOPHHTY, OO0OB’SI3KH
MOHITOpA IOCIIPKEHHS, ayTUT Ta HOTO METY.

émimu: MaTy TIOHATTS IIPO METO/IH 1 3aX0/1M YIPABJICHHS AKICTIO 010MEIMYHOTO BUIIPOOYBaHHS,
00OB’SI3KM CHOHCOpa A0 IOYaTKy BUIPOOYBAaHHA, MiJ Yac NPOBEAEHHS BUIIPOOYBaHHS, MICHA
3aBEpILEHHS JOCIIKEHHS; OLIHUTH OYIKYBaHI PU3UKH Ta KOPHUCTh JUIS MAIlIEHTIB Bl y4yacTi B
6ioMeIMYHOMY JOCHI/DKeHHI; HajxaBaTH 1H(OpMalilo Npo BUMPOOYBaHHS JIKAPCHKUX 3ac00iB
IpeTeHIeHTaM Ta YyYacHUKaM JOCHiDKeHHs 3rinHo ernyHux Bumor GCP, GLP; kopekTHO
peecTpyBatu, 00po0OIATH, 30epiraTi Ta 3BITYBaTH iH(OPMAaIlil0, OTPUMaHy i 4ac 6Gi0OMeAUYHOTO
JOCII/DKEHHS; OLIHIOBATH KpUTEpii BKIIOUEHHS Ta BUKJIIOUEHHS; IHTEPIpPETYBaTH pPE3yJIbTaTH
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na00OpaTOPHHUX, KIIHIYHUX Ta IHCTPYMEHTAJIBHUX METOJIB JOCHIKCHHS;, IHTEpHpeTyBaTH Ta
3BiTyBaTu MOOIYHI cepio3HI 1 Hecepiio3Hi MOOIYHI SBMINA Ta PEaKIii; OIIHIOBATH PE3yIbTaTH
JOCTIKEHb BUMIPOOYBAHHS JTIKApPChKUX 3aCO0iIB.
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3axoH Ykpainu Bia 28 munns 2022 poky Ne 2469-1X «IIpo mikapcbki 3aco0m»

Haka3 MinictepcTBa oxopoHu 3710poB’st Ykpainu 23.09.2009 Ne690 (y penakmii Hakazy MO3
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~No
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Jlikapceki 3aco6u. Kimacudikarrist rikapchbKUX 3aco0iB mepeaoBoi Teparrii'.

10. Haka3z MO3 VYkpaiau Big 12.11.2024 Ne 1895 "IIpo 3arBepmkeHHst ctanaapty «HacraHnosa.
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MEXKax KIIHIYHUX BUIIPOOYBaHb»"

11. HacranoBa CT-H MO3Y 42 — 9.0:2024. — Jlikapceki 3aco6u. Knacudikariis imikapchbKux
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VYxpainu, 2024.
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4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€Bpomeiicbka ¢papmakornes (Ph.
Eur.) 11-e BunanHs. €BpoONEHCHKUI TUPEKTOPAT 3 IKOCTI JIIKIB 1 0XOpOHU 370poB’st — Paga €Bpory,
Strasbourg Cedex, @paniiis 2024).
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16. https://www.who.int/publications/i/item/9789240006218

N

N O~ W

Tema 15. 3aysarxcennsn, aAKi moxcymv Oymu 6uaeneHi nio uac ayoumy 0ioMeoUUHO20
GUNPODYBAHHAL.

® TIOHATTS MPO ayauT (IHCTIEKII0) 610METUIHOTO BUIPOOYBAHHS;
® HECYTTEBI 3ayBaKCHHS;

® CYTTEBI 3ayBa)KCHHS;

® KPHUTHYHI 3ayBa)KCHHSI.

snamu: ocHoBu KepiBuunrsa Hanexxnol kiiHiuHO1 Ta nmaboparopuoi mpaktuku (GCP, GLP),
NpaBHUja IUIAHYBAaHHS, TNPOBEJCHHS, 3BITYBaHHS, ayJUTYBaHHS Ta 3aBEPIICHHS BHIIPOOYBaHb
JIKapChKUX 3ac00iB; €TMYHI Ta MOPAJbHO-TIPABOBI aCHEKTH OIOMEIWYHUX JOCTIKCHb, BUIU
ayJMTy, TUIIU 3ayBa)KCHb, BUSBJICHUX IIiJl Yac ayAUTy, MaTH TOHSATTS: MPO YIPABJICHHS SKICTIO
BUNPOOYBAHHS JIIKAPCHKUX 3ac001B, 0OCST 1 XapaKTep MOHITOPUHTY, ayAUT Ta MOro 3ajayu, eTanu
MIPOBE/ICHHS ay/IUTY.

éMimu: MaTu TIOHATTSA NPO ayauT (IHCIEKI0) 0IOMEIUYHOrO BUIIPOOYBAHHS, MATH MOHSTTS
PO 3ayBaKEHHA, SKI MOXYTh OyTH BHSIBIIGHI IiJ 4Yac ayAuTy BHUIPOOYBaHHs; HaJIaBaTH
iHbopMallito Tpo BUMPOOYBaHHS JIKAPCHKUX 3aCO0IB MPETEHICHTAM Ta YYaCHUKaM JIOCHIKEHHS
3rizHo etnyHux BuUMor GCP, GLP; xopekTHO peectpyBaTH, 0OpoOisTH, 30epiraTu Ta 3BITYBaTH
iHbopMallito, OTpUMaHy MiJ Yyac 0IOMEIUYHOTO NOCTIKEHHS; OLIIHIOBATH KPUTEPil BKIIOUEHHS Ta
BUKIIIOYEHHS; IHTEpIPETYBATH pe3yJbTaTH JIaOOPATOPHUX, KIIHIYHUX Ta IHCTPYMEHTAJIbHHUX
METOJIB JOCHI/DKEHHS; IHTepHpeTyBaTH Ta 3BITYBAaTH MOOIYHI Cepio3HI 1 HecepHo3HI MOOIUHI
SIBUIIA TA PEAKL]; OLIHIOBATH Pe3yIbTaTH JIOCIKEHb BUITPOOYBaHb JIKApChKUX 3aCO01B.

PexomengoBana Jiteparypa

BasoBa:
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Vkpainn 12.07.2012 Ne523) «Ilopsaok mpoBeneHHS KIIHIYHUX BUIPOOYBaHb JIKapChKUX

3ac00iB Ta €KCIIEePTU3U MaTepialiB KIIHIUHUX BUIPOOYBaHBY.

8. Hacranosa CT-H MO3YVY 42-7.0:2008. — Jlikapceki 3acobu. Hanexxna kiiniuHa npakTtuka / B.

Mamnsies, M. Jlsnynos, T. byxtiaposa ta iH. — Kuis, MO3 Ykpainu, 2023

~No

9. Hakaz MO3 VYkpaiau Big 20.03.2024 Ne 480 "IIpo 3atBepmkeHHs ctaHmapTy "HacraHosa.
Jlikapcbki 3aco0u. Knacudikaris nikapcbkux 3aco01B nepeaoBoi Tepartii”.

10. Haka3z MO3 VYxkpaiau Big 12.11.2024 Ne 1895 "IIpo 3aTBepmxenHs cranmapTy «Hacranosa.
Jlikapchki 3aco0u. BumMoru 10 10Cke MOCTIKYBAaHUX JIIKAPChKUX 3ac00iB TIEpeIoBOi Teparii y
MEXKax KIHIYHUX BUIPOOYBaHb»"

11. HacranoBa CT-H MO3Y 42 — 9.0:2024. — Jlikapceki 3aco6u. Knacudikartis mikapchbKkux
3aco0iB mepenoBoi tepanii/M. babenko, M. Jlobac, T. I'epacumuyk, JI. Komap — Kuie, MO3
VYkpainu, 2024.

12. Tlopsiiok MpOBEACHHS KIIHIYHUX BUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta €KCIIEPTU3H MaTepialiB
KJIIHIYHUX BUINPOOyBaHb Ta THIOBE IMOJOXEHHS MPO KOMICIIO 3 MHUTaHbh €TUKH, 3aTBEPKEHI
Haka3oM MiHicTepcTBa 0XOpoHH 370poB’ s Ykpainu Big 23.09.2009 p. Ne 690.

Jonmomizkna jtireparypa:
1. HacranoBa CT-H MO3YV 42-7.10:2022 — Jlikapceki 3acoou. JlocmimkeHHs: 010€KBIBaJIEHTHOCTI /
M. bab6enko, €. Tkauenko, M. I'onoBenko Ta iH. — KuiB, MO3 Ykpainu, 2022.
2. HacranoBa 'Jlikapceki 3aco6u. Hamexxna kninigna npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3atBepmxeHo Hakazom MiHicTtepcTBa oxoponu 310poB's Nel1686 Bim 05.11.2025
3. HacranoBa CT-H MO3YV 42-8.6:2025 «Jlikapchki 3acoOu. Bumorn 10 JOKyMEHTAIIil 3 SKOCTI Ha
010JI0T1UH1 JOCIIKYBaH1 JIIKAPChKi 3aCO0M Y MekKaX KIIIHIYHUX BUIPOOYBAHbY
4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€spomneiicbka (papmakornes (Ph.
Eur.) 11-¢ BunanHs. €BpOMeHChKHA TUPEKTOPAT 3 IKOCTI JTIKiB 1 0XOpoHH 310poB’st — Paga €Bpory,
Strasbourg Cedex, ®panttist 2024).

Inpopmaniiini pecypen:

1. Guideline on Requirements for First in Man Clinical Trials for Potential High Risk Medicinal
Products, EMEA/CHMP/ SWP28367/2007.

2. WHO Operational Guidelines for Ethics Committees that Review Biomedical Research.
TDR/PRD/ETHICS/2000.1.

3. http://ohsr.od.nih.gov/guidelines/nuremberg.html

4. http://'www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
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