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Moayas 1

Ilopaook npoeedenna eunpobosyeanv Jikapcobkux 3acodie. OCHOBHI acneKkmu
Kepienuymea no nanesxcnii kniniyninu ma navopamopnin npakmuyi (GCP, GLP).
Tema 1: HopmaTuBHO-IpaBOBe peryJiOBaHHS TMPOBeleHHsI OloMeIUYHUX
BUIIPOOYBaHb B YKpaiHi

. Koncrurymis Ykpaiau 1996 p.;

° Cimeitnuii Konexe Ykpaiau, 2002;

. 3akoH Ykpainu «OCHOBU 3aKOHOJABCTBA YKpaiHM IPO OXOPOHY
3m0poB’si» Bix 19.11.1992 Ne 2801-XII,

J 3akoH Ykpainu «lIpo mikapcebki 3acodu»,1996 p.;

. 3akoH Ykpainu «[Ipo 3axuct nepconansuux ganuxy» Big 01.06.2010 Ne

2297-V1; «Hacranoa. Jlikapcbki 3acoou. Hanexxna kniniyna npaktuka. CT-H
MO3Y 42-7.0:2008», 3atBepmxenHa Hakazom MO3 VYkpainm Ne 95 Bifg
16.02.2009, 31 3minamu, BHeceHUMH HakazoM MO3 VYkpaiau Big 26.09.2017
Nel169

. [Topsnox mpoBeAeHHS KIIHIYHUX BUIPOOYBaHb JIiKapChbKUX 3ac00iB Ta
eKCIIepPTU3U MaTepiaiiB KIIHIYHUX BHUMPOOyBaHb 1 TUMOBE MOJOXKEHHS MPO
KOMICil 3 NMUTaHb €TWKH, 3aTBep/keHi HakazoM MO3 VYkpainum Ne 690 Bix
23.09.2009 31 3MiHaMH;

) «HacranoBa Jlikapcbki 3acobm. JlocmimkeHHs Oi0CKBiBaJICHTHOCTI»
CT-H MO3VY 42-7.1:2016, mo 3atBepmxeHa HakazoM MO3 Vkpainu Ne 22
Bix 12.01.2017p.;

J «HacranoBa. Jlikapceki 3aco0u. IlonmiOHi OGiojoriuni JIiKapchKi
IpermapaTH, Mo MICTSITh MOHOKJIOHAJIbHI aHTHUTINIa — HEKJIIHIYHI Ta KJIHIYHI
nutanss» CT-H MO3Y 42-7.4:2015, 3arBepaxena HakazoM MO3 Ykpainu
Big 21.05.2015 Ne 295.

3namu 0CHOGHI NOJIOMCEHHA:

Koncruryuis Ykpainu 1996 p.;

Cimeiinuit Kogexc Ykpainu, 2002;

3akoH Ykpainu «OCHOBM 3aKOHOJABCTBA YKpaiHM MPO OXOPOHY 3/I0POB’S»
Big 19.11.1992 Ne 2801-XIl;

3akoH Ykpainu «lIpo mikapcebki 3acodn»,1996 p.;

3akoH Ykpainu «lIpo 3axuct nepcoHanbHux JaHux» Big 01.06.2010 Ne 2297-
VI; «HacranoBa. Jlikapceki 3aco6u. Hanexxna xminiyHa npaktuka. CT-H
MO3Y 42-7.0:2008», 3arBepmxeHa Hakazom MO3 Vkpainu Ne 95 Big
16.02.2009, 31 3minamu, BHeceHUMH HakazoM MO3 Vkpainu Big 26.09.2017
Nell69

[Topsimox mpoBeAeHHS KIIHIYHUX BUIPOOYBaHb JIKapChKUX 3aco0iB Ta
eKCIepTH3U MaTepiaiiB KIIHIYHUX BHUIIPOOYBaHb 1 THUIIOBE MONOXKEHHS PO
KOMICIi 3 NMUTaHb €TUKH, 3aTBep/keHl HakazoM MO3 Vkpainu Ne 690 Bin
23.09.2009 31 3miHamu;

«HactanoBa Jlikapceki 3acobm. Jlocmimkenas OloekBiBasieHTHOCTI» CT-H
MO3YVY 42-7.1:2016, mo 3atBepmxeHa HakazoM MO3 Vkpainu Ne 22 Bin
12.01.2017p.;

«Hacranoga. Jlikapceki 3aco6u. I1oai6H1 61010T14HI JTIKapChKI MpenapaTH, 110
MICTSTh MOHOKJIOHQJIbHI aHTUTLJIa — HEKJIIHIYHI Ta KiiHi4HI nutanasy CT-H
MO3YVY 42-7.4:2015, 3arBepkena HakazoM MO3 Ykpainu Big 21.05.2015 Ne
295.



Bmimu:
1. 3actocoByBaru npunanunu [CH GCP, GLP.
2. OiHATH OYIKYBaH1 PU3HKHU Ta KOPHUCTH I MAIIEHTIB BiJl y4acTi B 610MeIUYHOMY
nocmikenni; 3. HamaBatu iHpopMmamiio npo BUIPOOYBaHHS JIIKAPCHKUX 3aco0iB
MpeTeHACHTaM Ta Y4aCHUKaM JTOCTiKeHHsI 3riaHo etnyHux Bumor GCP, GLP.
4. KopekTHO peecTpyBatu, 00poOmaTu, 30epiraTd Ta 3BiTyBaTH iH(popmariio,
OTPUMAaHY TiJ 4ac 010MEIUYHOTO JOCIIHKCHHS; OI[IHIOBATH KPUTEPii BKIIOUCHHS Ta
BUKIIIOUCHHS;  IHTEPIPETYBAaTH  pe3yiabTaTH  JIADOPATOPHUX, KIIHIYHUX  Ta
IHCTPYMEHTAJIbHUX METOJIIB JIOCJIIJDKEHHS, IHTePIPETYBaTH Ta 3BITYBAaTH IOOIYHI
cepiio3Hi 1 Hecepiio3Hi MOOIYHI SBHINA Ta peakiii; OIIHIOBAaTH pPe3yJIbTaTH
JTOCITIJKEHB JIIKapChKUX 3aC001B.

PexoMenoBana jiTeparypa

ba3osa:

1. 3akon VYkpainu «OCHOBM 3aKOHOJABCTBAa YKpaiHHM IMPO OXOPOHY 3J0POB’S»
(Bimomocti Bepxosnoi Pagu Ykpainu (BBP), 1993, N4, cr. 19).

2. 3akon Yxkpaiau «IIpo mikapceki 3acobu (Bimomocti BepxoBnoi Pamu Ykpainn
(BBP), 1996, N22, cr. 86).

3. Kosryn JI, SukoBa JI, Pacmyrusk C, Ta iH. 3arajpHi NPUHIMIIN OpraHizamii
JiSUTBHOCTI KOMICIH 3 MUTaHb €THUKU MPH JIKYBATbHO-MPO(ITAKTUYHUX 3aKJIaaX, B
SKHUX TPOBOASTHCS KIIHIYHI BHIIPOOYBaHHS JiKapchkux 3aco0iB. [locionmk; Kuis:
JIT «Jlep>xaBHu# excriepTHUH 1eHTp MiHIiCTepCTBa OXOPOHHU 3JI0POB’S YKpaiHuy;
2017. 44 c.

4. Koncrutyuia Ykpainu (Bizomocti BepxoBuoi Pagu Ykpainu (BBP), 1996, N30,
cr. 141).

5. Kpuminanbamii kogexc Ykpainu (Bimomocti BepxoBuoi Pamu Vkpainu (BBP),
2001, N25-26, ct. 131).

6. Haka3 MinictepctBa oxopoHu 310poB’st Ykpainu 23.09.2009 Ne690 (y penakuii
Hakasy MO3 Vkpainn 12.07.2012 Ne523) «Ilopsimok mnpoBeneHHs KIIIHIYHUX
BUNIPOOYBaHb JIIKAPCBKUX 3ac0o0iB  Ta EKCHepTH3M MarepiajliB  KIIHIYHUX
BUNIPOOYBaHb.

7. «HacranoBa. Jlikapcbki 3acoou. Hanexna ximiniyHa npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepakeHa Hakaz3oM MiHICTEpCTBa OXOPOHU 370pOB’sl YKpaiHU BiJ
16.02.2009.p. Ne 95, 31 3minamu (Haka3 MO3 Ykpainu Bix 26.09.2017 Nel169).

8. LuBinsHuit koaekc Ykpaiau (Bimomocti BepxosHoi Pagu Ykpainu (BBP), 2003,
NN40-44, ct. 356.

9. 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).

Jonomixna:
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. United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

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

4. Jlo6posa BE, 3ynaneus IA , Mopo3oB AM T1a iH. MeTo10/I0T14HI TPUHIUITH
oprasizarii CUCTEMU YIPaBIIIHHS JTAaHUMU y KIIHIYHUX
BurnpoOyBanHsx (136.12/13.13) : meton. pekomenmamii. Kuis; 2012. 32 c.

5. Mansnes B, JlasnynoB M, byxtiaposa T, Ta in. Hactanoa CT-H MO3VY 42—
7.0:2008. Jlikapceki 3acoou. Hanexxna kininiuyHa npaktuka. Kuis, 2009. 48 c.

6. Mampnies B, JlanmynoB M, Dbyxtiapoa T, Ta 1. Cranmaprusamis
dapmaneBruunoi  nponykuii. CT-H MO3Y  42-7.0:2008. Hacranosa.
Jlikapcbki 3acobu. Hanmexxna kmiHiyHa mnpaktuka. KuiB: MO3 VYkpainwu;
2012;659-704.

7. Mansne BI, €dimneBa TK, Mana JIT ta iH. MetoauuyHi pekoMmeHaaii
3 YIOPSAAKYBAaHHSA 1 3aTBEPKCHHS 1HCTPYKUIN JUIi MEAMYHOTO 3aCTOCYBAaHHS
nikapcpkux 3aco0iB Kuis : JIHEL] MO3 Vkpainu;1999. 96 c.

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. http://ohsr.od.nih.gov/guidelines/nuremberg.html
3. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
4. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-
%E2%FO0.
5. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
6. http://zakon3.rada.gov.ua/laws/show/z1010-09.
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.  http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.
11.  http://www.wma.net/e/policy/b3.htm.
12.  http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information
/Guidances/lUCM124731.
13.  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
14.  https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-
ukraine-clinical-trials

Tema 2. BunpoOyBanHs Jjikapcbkux 3aco6iB B Ykpaini. Ilpo6aemu Ta
NepCHeKTHBH.
. [TamieHTH OTPUMYIOTH IHHOBAIIMHI JIKM — IIAHC HAa TPOJIOBXKEHHS
AKUTTSL.


http://www.wma.net/
http://www.fda.gov/downloads/Drugs/Guidance
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

° Jliku HagarThECA OE3KOLITOBHO.

. Jlikapi OTpUMYIOTHh JOCBiJ 3aCTOCYBaHHS Hali CY4acCHHUX TEXHOJOTIH
TMKyBaHHS 3aXBOPIOBaHb.

o CrpusiHHSI pO3BUTKY HaYKH.

. OHOBJICHHST MaTepiaTbHO-TIKYBaJIbHOI 0a3H.

o HanxomkeHHs 10 OrO/KETY.

3Hamu: OCHOBHI MEIMKO-TIPABOBI JOKYMEHTH, IO PETJIAMEHTYIOTh MPOBEICHHS
BUMPOOYyBaHb JHiKapcbkux 3aco0iB. [Ipo mo3uTMBHUII BIIUB  OiOMEIUYHUX
JOCIIPKEeHb Ha PO3BUTOK HAYKH, Ha JJOCBiJ 3aCTOCYBaHHS HalCy4aCHHX TEXHOJIOTIH
JIKyBaHHS  3aXBOPIOBaHb, OHOBJICHHS  MaTepiaJibHO-JTIKyBaJbHOI  0asu  Ta
HAJIXO/DKCHHS KOIUTiB 110 OMOJUKETy; MHpOoOJIeMH Ta MEpCHEKTHBU BHIIPOOYBaHb
JKapChKHX 3ac00iB.

éMimu: CaMOCTIHO BUKJIaJaTH CBOM IOTJISIIM, OLIHIOBATH OYIKYBaHI PHU3UKHU Ta
KOPHCTb JUIA MAIlIEHTIB B y4acTi B 010MeIMYHOMY JOCIIPKEHHI; aHATi3yBaTH JaHi,
OTpHMaHi 3 iHpOpPMaLIHHUX JKEPE.

PexomenoBana jiteparypa:

ba3osa:

1. 3akon VYkpainu «OCHOBM 3aKOHOJABCTBAa YKpaiHU MPO OXOPOHY 30POB’SI»
(Bimomocti Bepxosnoi Pagu Ykpainu (BBP), 1993, N4, cr. 19).

2. 3axon Ykpainu «IIpo mikapcbki 3acobu (Bimomocti BepxoBhoi Panu Ykpainu
(BBP), 1996, N22, cr. 86).

3. Koncrurynis Ykpainu (Bimomocti BepxoBHoi Pagum Ykpainu (BBP), 1996,
N30, ct. 141).

4. Kpuminaneauii komekc Ykpainu (Bimomocti BepxoBHoi Pamm VYkpainm
(BBP), 2001, N25-26, ct. 131).

5. Mansnes BU, EdumueBa TK, bemoycoa BH, u ap. Kiunuueckue
WCIIBITaHNUs JIEKapCTBEHHBIX cpencTB. Kuis: «Mopuony»; 2002. 352c.

6. MikHapoAHI eTHUYHI pPEeKOMEHJAIil MIoI0 JOCTiKEeHb, IIOB’S3aHUX 13
3JI0pOB’sIM, 3a Y4acTIO JItoJiel po3pobieHi Pagoro MiKHApOIHUX opraHizalliif
Meanunux Hayk (CIOMS) y cniBmpaii 3 BcecBiTHBOIO OpraHizaii€ro OXOpoHU
3nopos’ss (BOO3). Il «JlepxaBHuil exkcrnepTHUH 1eHTp MiHicTepcTBa
OXOpOHHM 3710poB’s1 Ykpainu»; 2018. 121 c.

7. Haxa3z MinicTtepcTBa 0XOpoHH 3710poB’a YkpaiHu 23.09.2009 Ne690 (y
penakiii Hakazy MO3 Vkpainun 12.07.2012 Ne523) «Ilopsiiox npoBeneHHs
KJIIHIYHUX BHUIPOOYBaHb JIKAapChbKUX 3aco0iB Ta EKCHEepTH3M MarepiajiB
KJIIHIYHUX BUIIPOOYBAHb.

8. «HacranoBa. Jlikapceki 3acobu. Hanexxna xminiyHa npaktuka. CT-H MO3Y
42— 7.0:2008», 3arBepakeHa Haka3oM MIiHICTEpCTBA OXOPOHU 37I0pPOB’s
Vkpainu Bix 16.02.2009.p. Ne 95, 31 3minamu (Haka3 MO3 VYkpainu Bix
26.09.2017 Ne1169).

9. Tlopsmox mpoBeNeHHS KIIHIYHUX BHIPOOYBaHb JIKapChKUX 3aco0iB Ta
eKCIepTH3U MaTepialliB KJIiHIYHUX BUNPOOYBaHb Ta THIIOBE MOJIOKEHHS PO
KOMICIIO 3 MHUTaHb ETHKH, 3aTBEP/KEHI Haka3oM MiHiCTepCcTBa OXOpPOHHU
3n0poB’st Ykpainu Bix 23.09.2009 p. Ne 690.

10. HwusineHuii konexc Ykpainu (Bimomocti BepxoBHoi Pagm Ykpaiau (BBP),
2003, NN40-44, ct. 356.



Jlonmomixkna:

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. United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

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

4. Manbues B, Jlsnynos M, byxriaposa T, Ta in. HactanoBa CT-H MO3VY 42—
7.0:2008. Jlikapceki 3acoou. Hanexxna kiniHiuHa npaktuka. Kuis, 2009. 48 c.

5. Mambues B, JlanynoB M, byxrtiapoa T, Tta in. Cranmaprusauis
dapmaniernunoi  mpoaykuii. CT-H  MO3Y  42-7.0:2008. HacraHosga.
Jlikapceki 3aco0u. Hamexna kimiHiuna mnpaktuka. KuiB: MO3 Vkpainu;
2012;659-704.

6. Mansie BI, €dimueBa TK, Mana JIT Ta in. MerogudHi pekoMeHmaril
3 YHOPSAKYBAHHS 1 3aTBEPXKEHHS 1HCTPYKIIHM Ui MEIUYHOTO 3aCTOCYBaHHS
nikapcrkux 3aco0iB Kuis : JIHELL MO3 Vkpaian;1999. 96 c.

Indopmaniiini pecypeu:
1. 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.
3. http://lwww.moz.gov.ua/ua/main/ docs/?docID=12796.
4. http://zakon3.rada.gov.ua/laws/show/z1010-009.
5. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.
6. http://www.moz.gov.ua/ua/main/ docs/?doclD=12796.
7
8
9.
1

N

. 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.
0. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information /Guidances/lUCM124731.
11.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
12 .https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-
ukraine-clinical-trials

Tema 3. OcHOBHI 10KyMeHTH 0ioMeIUYHOTr0 BUNIPOOYBaAHHS
Bpomurtopa gocnigHuka.
ITpoTokon 6ioMeANYHOro BUNIPOOYBAHHS.
InnuBinyansHa peectpaniiina popma.
Indopmarris s nanieHTa Ta popma iHPOPMOBaHOT 3r01H.
3Hamu: HOPMATUBHO-3aKOHOJAaBUy ©0a3y IO TPOBEIEHHIO OlOMEINYHHUX
BUNIPOOYBaHb B YKpaiHi TEPMIHOJOTII0O Ta OCHOBHI JIOKYMEHTH BHUIIPOOYBAaHb
JIKapChKHX 3ac001B.

éMimu: BHWKOPUCOBYBAaTH MOPAJIbHO-€TUYHI Ta JACOHTOJOTIYHI MPUHIUIHN
CHUIKYBaHHS 3 MAlllEHTOM, HaJlaBaTu 1HQOpMAIlI0 MPO BUIPOOYBAHHS JIIKAPCHKUX
3ac00iB MpETeHJEHTaM Ta y4YaCHHKaM JOCIHiIKeHHs 3rigHo eTuuHux Bumor GCP,


http://www.fda.gov/downloads/Drugs/Guidance
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

GLP; kopekTHO peecTpyBaTtu, 00poOisiTH, 30epiraTé Ta 3BiTyBaTH iH(OpMAaLilo,
OTPUMAaHY 17 4ac 010MEIUYHOTO JOCIIHKEHHS; OI[iHIOBATH KPUTEPil BKIIIOUYCHHS Ta
BHUKIIFOUCHHS; OIIIHIOBAaTH PE3yJIbTaTH MJOCTIKEHb JIKAPCHKUX 3aco0iB; MaTh
MOHATTSA: TpPO Opomypy AOCTITHUKA, MPOTOKOJA OIOMEIUYHOTO JOCTiHKCHHS,
iHAMBITyanbHO-peecTpaniiny ¢opmy, iHdopMmarito Ui mnamieHTa Ta  hopmy
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Tema 4. KepiBHuurso 3 HajexHoi kjiiniunoi npakruku (ICH GCP E6 (R2)),
GLP.

[TincraBu mist ctBopennst GCP, GLP
["apmonizaris GCP, GLP

3miau GCP, GLP [punmunu ICH GCP
[Mpuniunu ICH GCP E6 (R2).

3namu: migcraBu Ui ctBopeHHss GCP, GLP, ocHoBn KepiBaunrsa HaexHoi

KJIiHIYHOT Ta aboparopHoi npaktuku (GCP, GLP).

eémimu: BuxopuctoByBatu npuHiunu GCP, GLP npu cnijkyBaHHi C MaiieHTOM,

HaJaBaTu 1HGOPMAIII0 MPO BUIMPOOYBAHHS JIKAPCHKUX 3acO0IB TMpETEHACHTaM Ta
y4aCHMKaM JTOCIIKEHHs 3T11HO eTuuHuX BUMOT GCP; ouliHNTH O4iKyBaHI pU3UKHU Ta


http://www.fda.gov/downloads/Drugs/Guidance

KOPUCTh Ul TAIl€HTIB BiA ydacTi B OIOMEIUYHOMY JOCHIJKEHHI, KOPEKTHO
peecTpyBatu, oOpoOIsATH, 30epiratu Ta 3BiTYBaTH iH(OpPMAIIiIO, OTPUMAHY IIiJl 4ac
JOCIIJKEHHS JIIKAPChKHUX 3ac00iB; OLIIHIOBATH KPUTEPIii BKIIOYEHHS Ta BHUKJIIOUCHHS;
IHTEPIPETYBATH Ta OI[IHIOBATH PE3YNIbTATH OIOMEIMYHHUX JTOCIIPKEHb; MAaTH TTOHATTS
npo npunimnu ICH GCP ta ICH GCP E6 (R2).
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Noogohkown

Tema 5. ETnuni acnexkTtH BHNpoOyBaHb JiKapchbKkuX 3aco0iB. 3arajbHi
NPUHLIMIM opraHizamii AisyibHOCTI KOMICili 3 MUTaHb €THKH NMPH JiIKYBAJbHO-
NpodinakTHYHUX 3aK/I1a4aX, B IKHX IPOBOAATHLCS 0ioMeIHYHI BUIIPOOYBAHHS.


http://www.fda.gov/downloads/Drugs/Guidance

e FEranmu po3BITKY €THYHUX NPUHIMIIB MPOBEACHHS  OloMeaMYHHMX

IOCIIIKEHD,
® TIOHATTS MPO HE3AJISHKHUN CTUIHHN KOMITET.
e Cxiag JIEK;

e Oo0oB’sa3ku JIEK;
o [IpoOnemu MisTBHOCTI ETHYHUX KOMICIiA.

3namu: ocuoBu KepiBuunrea HanexHoi kiiHI4HOT Ta 1a00paTOPHOI MPAKTUKU

(GCP, GLP); 3aranpHi NpUHLIKIK OpraHi3aiii JisUIbHOCTI KOMICi 3 MHUTaHb €TUKU
IpH JIIKYBATLHO-IPODUIAKTUYHUX 3aKJa/laX, B SIKUX IMPOBOAATHCS BHIIPOOYBaHHS
JKapChKHX 3aCc00iB.

éMimu: BUKOPHUCTOBYBaTH MOPAJbHO-€TUYHI NPUHIUNM CIUIKYBaHHA 3

XBOPUMH; MaTH MOHSTTS TMPO €Tald PO3BITKY ETUYHHUX IMPUHIUIIB MPOBEIACHHS
O0lomenuunaux pociimkens, ckiaax JIEK, o6or’s3km JIEK, mpoGmemu misimbHOCTI
€THUYHUX KOMICIH.
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Tema 6. InpopmoBana 3roaa.
e Bumorn no odopmiieHHS Ta 3MicTy iH(opmalii a1 mamieHTa Ta
dhopmu 3roau.
e VYMOBHU OTpUMaHHS Ta MiAMUCAHHA 1HPOPMOBAHOT 3TOIH.
e 3ayBakeHHS J10 iH)OPMOBAHOT 3rO/IH.

3Hamu: PO €TUYHI Ta MOPAJILHO-TIPABOBI aCIIEKTH O10MEIUYHUX AOCIIHKCHb;
OCHOBHI JJOKYMEHTH BUIIPOOYBaHHS JTIKApChKUX 3aCO01B.

éMimu: OIIHUTU OYiKyBaHI PU3MKHU Ta KOPUCTH IS MALI€HTIB BiJl y4acTi y
BUNPOOYBaHHI JIIKAPCBKUX 3aco0iB; HajaBaTd iHGOpMaIi0 Mpo OloMeauYHE
BUNPOOYBAHHS TPETEHACHTAM Ta YYaCHUKAM JIOCHIDKEHHS 3TiJHO €TUYHHX BUMOT
GCP; omiHroBaTH KpUTepii BKIIOUEHHS Ta BUKIIOYCHHS; MaTU MOHATTSA: BUMOTO [0
odopmiteHHs Ta 3MicTy iHpOpMaIIii s namienTa Ta GopMu 3roJ 1, YMOBH OTPUMAHHS
Ta miAnucaHHs iHGOPMOBAHOI 3ro[u, 3ayBaXXEHHS 10 OpopMieHHS iH(OPMOBAHOI
3roJIu.

PexoMenoBana jiTeparypa:

ba3osa:

1. Arnec Caiint Pefimonn, Mopo3zoB AM, Artunkus IO, [Hpopmariitaa Gporrypa
1010 TIPOBENICHHS KIIHIYHUX BUIIPOOYBaHb JTiKapChbKuX 3ac00iB B menaiatpii. Kuis:
JIT «/lepxaBHuii ekcriepTHUH LeHTp MiHICTEpCTBA OXOPOHH 3/I0pOB’sT YKpaiHW;
2013. 64 c.

2. 3akon Yxkpainu «IIpo mikapceki 3acobu (Bimomocti BepxoBHoi Pamm Ykpainu
(BBP), 1996, N22, cr. 86).

3. MiXHapoIHI €THYHI PEKOMEHAIT 00 AOCTIKEHB, OB’ I3aHUX 13 3JI0POB’ M,
3a y4dacTIo Jrofei po3pobieHi Pasoro MikHApOAHUX OpraHizaiiil MEIUYHUX HayK
(CIOMS) y cniBnpani 3 BeecBiTHRO opraHizaiiero oxoponu 310pos’st (BOO3).
JIT «JlepxaBHU eKcIepTHUN LIeHTp MiHIiCTepCTBa OXOPOHHU 370pOB’sl YKpaiHn»;
2018. 121 c.

4. Haka3 MinictepcTBa 0XopoHH 310poB’st Ykpainu 23.09.2009 Ne690 (y pemakuii
Hakasy MO3 Vkpainn 12.07.2012 Ne523) «Ilopsimoxk mnpoBeneHHS KIIIHIYHUX
BUNPOOYBaHb JIIKAPCHKUX 3ac00iB  Ta EKCHEpTU3W MaTepiayliB  KIIHIYHUX
BUINIPOOYBaHb.

5. «Hacranosa. Jlikapcbki 3acobu. Hanexxna kiiniuna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepaKeHa Haka3oM MiHICTEpCTBa OXOPOHU 370pOB’sl YKpaiHH BiJ
16.02.2009.p. Ne 95, 31 3minamu (Haka3 MO3 Ykpainu Bix 26.09.2017 Nel1169).

Jonmomixkna:

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

3. Hobpora BE, 3ynanens 1A, Mopo3oB AM Ta iH. MeT00JOTiYHI NPUHLIUITH
oprasizarii CUCTEMH yIpaBIiHHSA JTAHUMH y KJIIHIYHUX
BunpoOyBanusx (136.12/13.13) : metoa. pekomenaanii. Kuis; 2012. 32 c.

4. Jlobposa BE€, 3ynanens IA, Mopo3zoB AM, ta in. HaykoBe oOrpyHTyBaHHS
METOAOJOT] CTAaTUCTHUYHOI OLIHKM MEPEeHOCHUMOCTI JIKapChbKUX 3aco0iB MpH



MPOBEJICHH] KJIIHIYHUX BUMPOOYyBaHb (125.12/262.12) : MeTon. peKOMeHaIllii.
Kwuis, 2012. 32 c.

5. 3ymaneus IA, Mopo3zoB AM, HikonaeBa BB Tta in. HaykoBe oOrpyHTyBaHHS
MOJICJII  OpraHi3allii Ta MPOBEAEHHSA KIIHIYHUX BHUIPOOyBaHb 3a y4acTi
310poBUX 100poBobIiB (59.11/256.11) K., 2011. 31 c.

6. Manbsnes B, JlsnynoB M, byxtiaposa T, Ta in. HacranoBa CT-H MO3Y 42—
7.0:2008. Jlikapceki 3acoou. Hanexxna kiminiuyHa npaktuka. Kuis, 2009. 48 c.

Indopmaniiini pecypeu:

1. 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%EA%2F96-

%E2%FO0.

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

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

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

12. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory

Information /Guidances/UCM124731.
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Tema 7. ETanu po3po0Ku JiKapCbKUX Pe4OBHH.
Po3pobka qoKIiHIYHUX JTOCITIIKEHb.
Hocnimpkenns I ¢paszu.

Hocnimpkenns 11 pasu.
Hocnimpkenns I ¢azn.
Hocnimpkenns 1V ¢asu.

3Hamu: TPUHIUIM JOKa30BOI MEAMLUHM;, €Talmu pPO3POOKH JIKAPChKUX
pPEUOBHH; TIpaBWja IUIAHYBaHHS, TIPOBEICHHS, 3BITYBaHHS, AayAWTyBaHHA Ta
3aBepILEHHs BUIIPOOYBaHb JIIKAPCHKUX 3aC001B;

émimu: KOPEKTHO peecTpyBaTH, o00poOmsaTu, 30epiraTu Ta 3BITYBaTu
iH(dopmarliito, oTpuMaHy Mija 4yac 010MEIUYHOTO JOCTIHKCHHS; OIlIHIOBATH KpUTEPIil
BKJIFOYEHHS Ta BUKJIIOUEHHS; IHTEPIPETYBATH PE3yJIbTaTH Ja00paTOPHUX, KIIHIYHUX
Ta IHCTPYMEHTAJbHUX METOJIB JIOCIIKEHHS, IHTEPIPEeTyBaTH Ta 3BITYBaTHU MOOIYHI
cepio3Hl 1 HecephHo3Hl NOOIYHI SIBUINA Ta peaklii; OI[IHIOBaTH pe3yibTaTu
JIOCHIJIKeHb JIIKApChKUX 3ac00iB; MAaTH TMOHATTS: MPO €Tanmu po3poOKH JIKApChKUX
peuoBun I, II, I, IV ¢a3u, moaudikamito Ta CTaTUCTHUHY OOPOOKY MHaHUX
pe3yabTariB  OlOMEIMYHUX  JIOCHIKEHb, (IHAHCOBI NHUTAHHSA  BUIPOOYBaHb
JKapChKUX 3aco0iB; 0ocoOnMBOCTI poboTH JlepKaBHOrO €KCIEPTHOrO ILEHTPY Ta
KOMICIi 3 MUTaHb €TUKHU MPH JIKYBAIbHO-NPOPIIAKTUYHNX 3aKIaax.

PexoMennoBana jiteparypa:
ba3oBa:


http://www.fda.gov/downloads/Drugs/Guidance

1. Arnec Caiint Peiimonn, Mopo3os AM, Antunkut fOI'. [ndopmariitna 6pomrypa
1010 IPOBEJICHHSI KJIIHIYHUX BUIIPOOYBaHb JIIKAPCHKHUX 3ac00iB B meniatpii. Kuis:
JIT «/lepxaBHuii ekcriepTHUH LeHTp MiHICTEpCTBA OXOPOHH 3/I0pOB’sl YKpaiHW»;
2013. 64 c.

2. 3akon Ykpainu «IIpo mikapceki 3acobu (Bimomocti BepxoBnoi Pamu Ykpainu
(BBP), 1996, N22, cT. 86).

3. Kosryn JI, SukoBa JI, Pacmyrusak C, Ta iH. 3arajbHi NPUHIMIN OpraHizamii
JUSTTBHOCTI KOMICIH 3 MUTaHb €THKH MPH JIKYBaIbHO-TIPO(UIAKTHYHHX 3aKjIagax, B
SKHX TMPOBOAATHCS KITIHIYHI BUITPOOYBaHHS JiKapchkux 3aco0iB. [locionuk; Kuis:
JIT «Jlep>xaBHui excriepTHUH 1eHTp MiHICTepCTBa OXOPOHH 3JI0POB’S YKpaiHm»;
2017. 44 c.

4. MixHapoaHI €THYHI PEKOMEHaIlii MO0 JOCIIKEHb, OB’ I3aHUX 13 370POB’ M,
3a y4acTio Jrojiel po3pobieni Pagoro MikHApoAHUX OpraHizaliidl MEIUYHUX HayK
(CIOMS) y cmiBmparii 3 BececBiTHROIO opraHizaiiiero oxoponu 3a0poB’s (BOO3).
JIT «/lepxaBHUI eKCTIEPTHUN LIEHTP MiHICTEpCTBa OXOPOHHU 370POB’sT YKpaiHmny,
2018. 121 c.

5. Haxka3 MinictepcTBa oxoponu 310poB’st Ykpainu 23.09.2009 Ne690 (y pemaxiiii
Hakazy MO3 Vkpaian 12.07.2012 Ne523) «Ilopsimox mnpoBeneHHs KIIHIYHUX
BUNIPOOYBaHb JIIKAPCHKUX 3ac00iB Ta EKCHEPTU3W MaTepiayliB  KIIHIYHUX
BUNIPOOYBaHbB.

6. «Hacranosa. Jlikapceki 3aco0u. Hanexna kiiniuna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepmKeHa Hakaz3oM MiHiCTepCcTBa OXOPOHU 370pOB’sl YKpaiHHU Bin
16.02.2009.p. Ne 95, 3i 3minamu (Haka3 MO3 Vkpaiau Bix 26.09.2017 Nel169).

7. Tlopsigok mMpoOBEeAECHHA KIIHIYHUX BUIPOOYBaHb JIKApChKUX 3aco0iB  Ta
eKCIepTH3U MaTepiaiiB KIiHIYHUX BUIPOOyBaHb Ta THIIOBE IOJIOKEHHS IPO
KOMICIiIO 3 IUTaHb €THKH, 3aTBEPPKCHI Haka3oM MIiHICTEpCTBa OXOPOHU 37I0POB’ s
VYxpainu Big 23.09.2009 p. Ne 690.

Jonomixna:
1. Ho6posa BE, 3ynanens IA , Mopo3oB AM T1a iH. MeTo00T14HI TPUHIUIH
oprasizarii CUCTEMH yIpaBIiHHS JAHUMH y KJIIHIYHUX

BunpoOyBanHsx (136.12/13.13) : metoa. pekomennanii. Kuis; 2012. 32 c.

2. Job6pora BE, 3ynanens 1A, Mopo3oB AM, Ta in. HaykoBe oOrpyHTYBaHHS
METOAOJOT1] CTAaTUCTUYHOI OLIHKM MEPEHOCHUMOCTI JIKapChbKUX 3aco0iB IMpH
MIPOBEJICHH] KJIIHIYHUX BUIPOOyBaHb (125.12/262.12) : MeTon. peKoMeHallli.
Kuis, 2012. 32 c.

3. 3ymanenp IA, Mopo3zoB AM, Hikonaesa BB Tta in. HaykoBe oOrpyHTyBaHHS
MOJIeNIl  OpraHi3aiii Ta MPOBEAEHHSA KIIHIYHUX BHUIPOOYBaHb 3a ydyacTi
3mopoBux npoopososkilis (59.11/256.11) K., 2011. 31 c.

4. Manbues B, JlanyHnoB M, Byxrtiaposa T, ta in. Hacranosa CT-H MO3V 42—
7.0:2008. Jlikapceki 3acoou. Hanexxna kimiHigyHa npaktuka. Kuis, 2009. 48 c.

5. Mambues B, JlanynoB M, byxtiapoa T, Ta iH. CrangapTusamis
dapmaniesTnunoi - mpoaykiii. CT-H ~ MO3Y  42-7.0:2008. Hacranosa.
Jlikapceki 3acobu. Hanmexna wiinigyHa mnpakTtuka. Kuis: MO3  Vkpainu;
2012;659-704.

6. Mansues BI, €dimueBa TK, Mama JIT ta in. MeTtoauyni pexkomeHaamii
3 YIOPSIIKYBaHHS 1 3aTBEPKCHHS 1HCTPYKINN T MEIUYHOTO 3aCTOCYBaHHS
nikapcekux 3aco0iB Kuis : JIHEL] MO3 Vkpainn;1999. 96 c.

Indopmaniiini pecypeu:



=

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://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).
http://www.wma.net/e/policy/b3.htm.
http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information /Guidances/lUCM124731.
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Tema 8. IlpyHUIMIIN J0KA30B0I MeAMUNHHA

J [ToHATTS PO JOKA30BY MEAULIUHY.
. [IpuHIMNM 10Ka30BO1 MEIULIMHH.
J BripoBamkeHHs1 pe3ynbTaTiB OlOMEAMYHHMX JOCHTIHKEHb B HACTAaHOBU

JUIS1 JTiKapiB CBITY.

3Hamu: 3aBJAHHS Ta METY JI0OKa30BOI MEAMIIMHY; Tpajalii Ta piBHI JOKa3iB, piBHI
JIOCTOBIPHOCTI, TUITU JAOCTIKCHb.

émimu: 3aCBOITH OCHOBHI IIPUHIIUIIY 1 TEXHOJIOTIIO MOIIYKY HayKoBOi iH(opmarii
y ¢daxoBux JKypHajlaxX, il OLIHKM, y3araJlbHEHHS 1 NPHUHATTS PIMICHb IIOJO
MOXJIUBOCTI BHKOPUCTAHHs iX Ha MPAKTHI; OBOJIOJMITH TEXHIKOI KOMII IOTEPHOTO
nomyky iHdopMmarii B eneKkTpoHHHX 0a3ax cBity, KokpeliHiBCchbkuX 0i0iioTekax, Ha
BIZIMOBIIHUX 3araJibHUX Ta (PaxoOBUX CalTax; OBOJIOJMITH HaBHYKAMU BHUKOPHUCTAHHS
CBITOBOTO JIOCBIY IIOAO JTIarHOCTHKH, MPOQUIAKTHKY 1 JIIKYBAaHHS XBOPHUX, a TAKOX
ajanranii Moro BiAMOBIAHO JO COIIAJIbHO-EKOHOMIYHOT'O CTaTycy, IO CKJaBCS B
VYkpaiHi; MaTu MOHATTS MPO KIIHIYHY €MifeMioJorito, ii MeTy Ta CyTb; 3aXO/H, fKi
Tpeba BXKUTH JUIsl BIIPOBAPKEHHS I0Ka30BOi METUIIMHU B YKpaiHi.

PexomennoBana Jiiteparypa:

basosa:

1. Haka3 MinictepcTBa oxopoHU 3710poB’s Ykpainu 23.09.2009 Ne690 (y penakuii
Hakasy MO3 Vkpainn 12.07.2012 Ne523) «Ilopsimoxk mnpoBeneHHS KIIIHIYHUX
BUNIPOOYBaHb JIIKAPCHKUX 3ac00iB  Ta EKCHepTU3W MaTepiayliB  KIIHIYHUX
BUINIPOOYBaHb.

2. «HacranoBa. Jlikapcbki 3acoou. Hanexna xniniyHa npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepakeHa Haka3oM MiHICTEpCTBa OXOPOHU 370pOB’sl YKpaiHH BiJ
16.02.2009.p. Ne 95, 31 3minamu (Haka3 MO3 Ykpainu Big 26.09.2017 Nel169).

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

4. Kuhze H, Singer P, Bioethics. An Anthology. Oxford: Blackwell Publ. Ltd; 1999.
600 p.

Jonomixna:

1. T'opuakoBa HA, UYexman WC, Hanmmpuyk WB, u gap. [doxnuHuyeckue
UCCIICIOBAHMs  JICKAPCTBEHHBIX  CPEJCTB : METOJ. pekoMmeHgauuu. Kues:
«ABunernay; 2002. 568 c.

2. 3ynanens IA, Mopo3zoB AM, Hikomnaesa BB Ttain. HaykoBe oOrpyHTyBaHHS
MOJIeJl Oprasizaiii Ta MPOBEAECHHS KIIHIYHUX BUMIPOOYBaHb 3a y4acTi 310pOBUX
no6posoubiB (59.11/256.11) K., 2011. 31 c.


http://www.fda.gov/downloads/Drugs/Guidance

3. Mansuies B, JlsmynoB M, ByxrtiapoBa T, Ta in. HactanoBa CT-H MO3Y 42—
7.0:2008. Jlikapchki 3acoou. Hanexxna kininiyHa npaktuka. Kuis, 2009. 48 c.

4. Mansues B, JlsmynoB M, Byxriaposa T, Ta in. Cranmapru3zanis papmaneBTHIHOL
npoaykuii. CT-H MO3VY 42-7.0:2008. Hacranosa. Jlikapceki 3acobu. Hanexxna
kiiHigyHa npaktuka. Kuis: MO3 Vkpaian; 2012;659-704.

5. Mansuies BI, €d¢immea TK, Mana JIT Tta in. Meroauuni pekoMeHarii
3 YIOPAAKYBAaHHS 1 3aTBEPKCHHA I1HCTPYKUINA JUIi MEIMYHOTO 3aCTOCYBaHHS
nikapcbkux 3aco6iB Kuis : JIHEIL MO3 Ykpainn;1999. 96 c.

Indopmaniiini pecypeu:
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.
http://www.moz.gov.ua/ua/main/ docs/?doclD=12796.
http://zakon3.rada.gov.ua/laws/show/z1010-09.
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/
ethical_considerations.pdf.
http://www.moz.gov.ua/ua/main/docs/?docID=12796.
http://www.wma.net/e/policy/b3.htm.
9. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information
/Guidances/UCM124731.
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Tema 9. IloHATTA Npo NoOiuHi ABMINA Ta peakuil

HenepenbauyBana no6iuna peaxifisi.

[ToGiuynHa peakiisi.

[1oOiyHe gBuIIE.

CepiiozHa nobiyHa peakiist abo cepilo3He MoOiYHe SBUILE.

[
3Hamu: TEPMIHOJIOTII0O OIOMEIMYHUX JIOCHIKEHb, OCHOBHI MEIMKO-TIPaBOBI
JOKYMEHTH, 110 PErIaMEeHTYIOTh MTPOBEEHHS BUIMPOOYBaHb JIIKAPCHKUX 3aCO0IB.

émimu: OLIHUTU OYIKyBaHI PU3MKM Ta KOPUCTh JJIs MAIIEHTIB Bl ydacTi B
010MeMYHOMY JOCIIIPKEHHI; KOPEKTHO peecTpyBaTu, 00pobiaTH, 30epiraT Ta
3BITYBaTH 1H(OpMaIilo, OTpUMaHy IIiJ] 4ac BUIIPOOYBaHHs JIKAPCHKUX 3ac00iB;
IHTEPIPETYBATU PE3yJbTaTU JIA0OPATOPHUX, KIIHIYHUX Ta IHCTPYMEHTAIBHHUX
METOAIB JOCIIKEHHS; IHTepIpeTyBaTH Ta 3BITYBaTH MOOIYHI cepiio3Hi 1 Hecepio3Hi
MOO1YHI SBHUIIA Ta PEAKITi.

PexomennoBana Jiiteparypa:

ba3osa:

1. Bakon VYkpainu «lIpo mikapceki 3acobu (Bimomocti BepxoBhoi Pagu Yxkpainu
(BBP), 1996, N22, cT. 86).

2. MixHapoaHI €TUYHI PeKOMEHMAIIl OO0 JOCIIKEeHb, OB’ I3aHUX 13 3J0POB’SIM,
3a y4dacTIO Jrofiel po3pobieHi Pajoro MiXHApOAHUX OpraHizaliil MEJUYHUX HayK
(CIOMS) y cninpartii 3 BeecBiTHROI opranizaifiero oxopoHu 310poB’st (BOO3).
AIT «Jlep>xaBHui excriepTHU# 1eHTp MiHICTepCTBa OXOPOHH 3/I0POB’S YKpaiHm»;
2018. 121 c.


http://www.fda.gov/downloads/Drugs/Guidance

. Hakxa3 MinictepcTBa 0XopoHHu 370poB’st Ykpainu 23.09.2009 Ne690 (y pemakmii

Hakazy MO3 VYkpaian 12.07.2012 Ne523) «Ilopsimox mpoBeaeHHS KIIHIYHUX
BUNIPOOYBaHb JIIKAPCHKUX 3ac00IB  Ta EKCHEPTU3M MaTepiayliB  KIIHIYHUX
BHUIPOOYBaHbY.

. «HacranoBa. Jlikapcbki 3aco0u. Hanexxna xniniuyna npaktuka. CT-H MO3Y 42—

7.0:2008», 3aTtBepKeHa Haka3oM MiHICTEpCTBa OXOPOHHU 3/I0POB’s YKpaiHU Bif
16.02.2009.p. Ne 95, 3i 3minamu (Haka3 MO3 Vkpaiau Bix 26.09.2017 Nel169).

. [opsaok mpoBeneHHsI KIiHIYHUX BUITPOOYBaHb JIIKAPCHKUX 3aC001B Ta €KCIEPTH3U

MaTtepialiB KIIHIYHUX BUMPOOyBaHb Ta THUIIOBE MOJIOKEHHS PO KOMICiIO 3 TUTaHb
€TUKH, 3aTBEp/UKEHI Haka3oM MIiHICTEPCTBA OXOpPOHHM 3J0POB’sl YKpaiHM Bif
23.09.2009 p. Ne 690.

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

. Kuhze H, Singer P, Bioethics. An Anthology. Oxford: Blackwell Publ. Ltd; 1999.

600 p.

Jonomixua:

1.

2.

Manbues B, JlsnynoB M, Bbyxrtiapoa T, Ta in. Hactanosa CT-H MO3Y 42—
7.0:2008. Jlikapchki 3acoou. Hanesxna kitinigyHa npaktuka. Kuis, 2009. 48 c.
Mamnbues B, JIsnynoB M, Byxtiaposa T, ta in. Ctangaptusauis ¢papmaneBTHIHOT
npoxaykuii. CT-H MO3Y 42-7.0:2008. HacrtanoBa. Jlikapceki 3aco6u. Hamexna
kiiHiyHa npaktuka. Kuis: MO3 Vkpainu; 2012;659-704.

. Mameies BI, €dimmeBa TK, Mama JIT Tta iH. MeTomu4ni peKoMeHIaIlii

3 YIOPSIIKYBAHHS 1 3aTBEPUKEHHS 1HCTPYKIH JUIi MEIUYHOTO 3aCTOCYBaHHS
nikapcpkux 3aco0iB Kuis : JIHELL MO3 Vkpaian;1999. 96 c.

Indopmaniiini pecypeu:

1.

ok w

co oo

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.
http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://zakon3.rada.gov.ua/laws/show/z1010-009.
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/
ethical_considerations.pdf..

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

http Iiwww.wma.net/e/policy/b3.htm.

. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information

/Guidances/lUCM124731.

Tema 10. ITopsinok peecTpaiii Ta MOBiTOMJIEHHS PO MOOIYHI IBMINA TA peaKilii.

. Opranizauis 300py, mepeBipkH Ta HAJaHHS MOB1IOMJIEHb PO MOOIUH1
SIBUIIIA/peaKilii.


http://www.wma.net/
http://www.fda.gov/downloads/Drugs/Guidance

J [ToHATTS MPO MOB1OMIICHHS NP0 NOOIYHI SBUIIIA/PeaKIlii Ta 3BiTH
0€3MeYHOCTI TOCIIIKYBaHOTO JIKAapChKOTO 3ac00y, K1 CIOHCOP HaJa€ 110
HEHTPY Ta 0 KOMICii 3 MNTaHb €TUKU

J [ToHATTS PO NMOBIIOMIICHHS PO MOOIYHI SIBUILA/PEaKUH, SKi
CIIOHCOP HAJA€ 70 BiMOBIAATBLHOTO TOCIITHIUKA/OCITITHAKA.

3Hamu: TIOPSJIOK PeecTpallii Ta MOBILAOMIICHHS MPO MOOIYHI SBHINA Ta PEaKIii,
OCHOBHI MEJMKO-TIPABOBI JJOKYMEHTH, 110 PETIIAMEHTYIOTh IPOBEICHHS 010METUIHUX
JOCIILKEHb.

émimu: THTEPNPETYBaTH Ta 3BITyBaTH IMOOIYHI CEpHO3HI 1 HECEPHO3HI MOOIYHI
SBHINA Ta pEaKlii; KOPEKTHO peecTpyBaTH, oOpoOisaTH, 30epirath Ta 3BITYBaTH
iH(dopMmarIito, OTpUMaHy I1iJ1 Yac BUIPOOYBaHHS JIIKAPCHKUX 3aC001B; IHTEPIPETYBATH
pe3yNbTaTu JT1a00paTOPHUX, KIIHIYHUX Ta IHCTPYMEHTAILHUX METOMIB JOCIHIIKCHHS;
MaTH TOHSTTS: MPO OpraHu3aiis 300py, MEepPEeBipKH Ta HAJAHHS IMOBIJIOMIICHb IPO
noOivHI SBUINA/PEaKlny, IPO MOBIIOMICHHS NPO MOOIYHI SBUINA/PEAKIUU Ta 3BITH
0€3MEeYHOCT] AOCITIIKYBAHOTO JIIKAPCKOTo 3aco0y, sIKi CIIOHCOP HAJa€ 0 LEHTPY Ta
70 KOMICii 3 NMUTaHb €TUKH, MPO TOBIJOMJICHHS MpPO TOOIYHI sSBHINA/pEaKINH, SKi
CIIOHCOp HAJa€ JI0 BIAMOBITAIBHOTO JTOCIAHIKA/ TOCITITHAKA.

PexomengoBana Jiiteparypa:

ba3osa:

1. 3akon VYkpainu «OCHOBH 3aKOHOJABCTBa YKpaiHH TMPO OXOPOHY 3I0POB’s»
(Bimomocti BepxoBnoi Pagu Ykpainu (BBP), 1993, N4, ct. 19).

2. 3akon Ykpainu «lIpo nikapceki 3acobu (Bimomocti BepxoBuoi Pamu Ykpainu
(BBP), 1996, N22, ct. 86).

3. Koncturynis Ykpainu (Bimomocti BepxosHoi Pagu Ykpainu (BBP), 1996, N30,
cr. 141).

4. Kopnaupkuit B. ETtnuni nutanHa B meauuHid npaktuui. CywacHi mpoOnemu
Oioetuku. KuiB: «Axanemnepioankay; 2009;175-179.

5. KpuminansHuit konexc Ykpainu (Bimomocti BepxoBhoi Pagu VYkpainu (BBP),
2001, N25-26, crt. 131).

6. MixkHapoaHI €TUYHI PeKOMEHMAIIl 00 JOCIHiIKEeHb, OB’ I3aHUX 13 3JOPOB’SIM,
3a y4dacTIo Jroiei po3pobiaeHi Panoro MiKHApOAHUX OpraHizaniid MEIUYHUX HayK
(CIOMS) y cmiBmparii 3 BeecBiTHROIO oprasizaiiieo oxoponu 310pos’s (BOO3).
JIT «/lep>xaBHUi ekcriepTHUM LEeHTp MiHICTepCTBa OXOPOHHU 370pOB’S YKpaiHu»;
2018. 121 c.

7. Haka3z MinictepctBa oxopoHH 370poB’st Ykpainu 23.09.2009 Ne690 (y pemaxiii
Hakazy MO3 Vkpainun 12.07.2012 Ne523) «llopsaok mnpoBeneHHs KIIHIYHUX
BUNIPOOYBaHb JIIKAPChKUX 3aco0IB  Ta €KCIEpPTU3M MaTepialiB  KIIHIYHUX
BUIIPOOYBaHb.

8. «HacranoBa. Jlikapcbki 3aco0n. Hanexna xminiuyHa npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBep/pKeHa Haka3oM MiHicTepcTBa OXOPOHH 370pOB’Sl YKpaiHM Bij
16.02.2009.p. Ne 95, 31 3minamu (Haka3 MO3 Ykpainu Bix 26.09.2017 Nel1169).

9. HwuBineHui kogaeke Ykpainu (Bimomocti BepxoBuoi Panu Ykpaiau (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).

11. Beauchamp T L, Childress JF. Principles of biomedical ethics . Oxford.: Oxford

university press; 1994. 546 p.

12. Kuhze H, Singer P, Bioethics. An Anthology. Oxford: Blackwell Publ. Ltd; 1999.

600 p.

JlonomixkHa:

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.

United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

. Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.

Mathieu. Barnett International. May 2007.

Manbues B, JlsnynoB M, Bbyxrtiapoa T, Ta in. Hactanosa CT-H MO3Y 42—
7.0:2008. Jlikapchki 3acoou. Hanesxna kiminigHa npaktuka. Kuis, 2009. 48 c.
Manbues B, JIsnynoB M, Byxtiaposa T, ta in. Crangaptuzanis ¢papmaneBTUYHOL
npoxaykuii. CT-H MO3Y 42-7.0:2008. HacrtanoBa. Jlikapceki 3acobu. Hamexna
kiiHiyHa npaktuka. Kuis: MO3 Vkpainu; 2012;659-704.

. Mamees BI, €dimmeBa TK, Mama JIT Tta iH. Meromu4di pexkoMeHmamii

3 YIOPSIIKYBAHHS 1 3aTBEP/UKEHHS 1HCTPYKIINA 11 MEIUYHOTO 3aCTOCYBaHHS
nikapcpkux 3aco0iB Kuis : JIHELL MO3 Vkpaian;1999. 96 c.

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).

Council for International Organizations of Medical Sciences International Ethical
Guidelines for Biomedical Research Involving Human Subjects, 2002
(www.cioms.ch).

. 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.

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

6. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
1.
8
9.
1

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

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

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

0. 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

Information


http://www.wma.net/
http://www.cioms.ch/
http://www.fda.gov/downloads/Drugs/Guidance

Guidances/lUCM124731.

Tema 11. Bumoru g0 xocaignukis ta JIII3/micusi npoBeaeHHst 6ioMeIM4HOTO

BUIIPOOYBaHHS.
° Bumoru 1o nociiiHUKIB.
° OO00B’A3KH IOCHITHHKA.
° ITonsarTd “igeanpHUI TOCHITHUAK .
° Bumoru no JITI3/micus mpoBeeHHsT O10MEIMYHOTO BUIIPOOYBAHHS.
. 3ayBaxennss 1m0 Iadopmanii mpo  JI[I3/micie  mpoBeneHHs

BUIIPOOYBaHHB JIKAPCHKUX 3aC00IB.
[
3Hamu: BAMOTH JIO JOCJIIIHMKIB, 000B’sI3KM AociigHuka, Bumoru go JIII3/micie
MIpOBEICHHS BUIIPOOYBaHHB JIKapChKUX 3ac00iB, PO 3ayBayKEHHS 110 iH(opMarlii mpo
JIIT3/micuie mpoBeaeHHs 010MEAMYHOTO BUIPOOYBAHHS.
éMimu: OIIIHUTH OYIKYBaHI PU3MKM Ta KOPHUCTh JIsi TAIIEHTIB Bil ydacTi B
010MeMYHOMY JOCIHIKEHH]; HaJaBaTH 1HQOpPMAIlI0 MPO BUIPOOYBAHHS JTIKAPHKUX
3ac00iB MPETCHICHTAM Ta y4YaCHHKaM JOCIHIHKCHHs 3riqHo eTudHuX BuMor GCP,
GLP; xopekTHO peecTpyBaTH, 0OpoOnsiTH, 30epiratu Ta 3BITYBaTH iHOpMaIliio,
OTpHMaHy MiJ yac GiOMEAMYHOTrO AOCIHIHKEHHS; OLIHIOBATH KpUTEpii BKIIOUYEHHS Ta
BUKITIOUCHHS;  IHTEPIPETYBAaTH  pe3yJbTaTH  JIADOPATOPHUX, KITIHIYHHX  Ta
IHCTpYMEHTAJIBbHUX METOJIB JOCITIJDKCHHS; IHTEPIPETyBaTh Ta 3BITYBaTH MOOIYHI
Cepio3Hi 1 HecephHo3HI NOOIYHI SIBUINA Ta peakilii; OI[IHIOBAaTH pe3ylbTaTu
JOCTIKEHB JTIKAPChKUX 3aC001B; MATH MOHSATTS PO «iACATbHUN JOCITITHUKY.

PexomenioBana jiteparypa

ba3osa:
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6. Kyniniuenko BJI, BexoBmmnina CB. Etuuni komiteTn. CTaHOBJCHHS, CTPYKTYpa,
¢yukuii. Kuis: Bunaseup Kapnenko BM; 2002. 160 c.

7. Mansues BU, Edumnesa TK, benoycoa BH, u np. Knuauueckue ucnbiTanus
nekapcTBeHHbIX cpenctB. Kuis: «Mopurony»; 2002. 352c.

8. MixHapoaHI €TUYHI PeKOMEHMAIl OO0 JOCIHiKEeHb, OB’ I3aHUX 13 3JOPOB’SIM,
3a y4dacTIo Jrofieil po3podieHi Pajoro MiXHApOAHUX OpraHizaliil MEJUYHUX HayK
(CIOMS) y cmiBmparii 3 BececBiTHROIO oprasizaiiiero oxoponu 3710poB’s (BOO3).



JIT «/lepxaBHUI eKCTIEPTHUN LIEHTp MiHICTEepCTBa OXOPOHHU 370POB’sl YKpaiHn»;
2018. 121 c.
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Hakazy MO3 VYkpaiam 12.07.2012 Ne523) «Ilopsimox mpoBeaeHHS KITHIYHUX
BUNIPOOYBaHb JIIKAPCHKUX 3ac00IB  Ta EKCHEPTU3UW MaTepiayliB  KIIHIYHUX
BHUIPOOYBaHbY.

10. «Hacranoga. Jlikapceki 3aco6u. Hanexna kniniuna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepKeHa Haka3oM MiHICTEpCTBa OXOPOHHU 3/I0POB’sS YKpaiHU Bif
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11. Ilopsimox MpoBEACHHS KIIHIYHMX BHIPOOYBAaHb JIIKAPCHKUX 3acO0IB  Ta
eKCIepTH3U MaTepiaiiB KIIHIYHUX BUIPOOyBaHb Ta THIIOBE MOJOXKEHHA MPO
KOMICIIO 3 MUTaHb €THKH, 3aTBEP/UKEHI Haka3oM MIiHICTEpPCTBAa OXOPOHHU 3JI0POB’S
VYxpainu Big 23.09.2009 p. Ne 690.

12. The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research, April 18,
1979 (ohsr.od.nih.gov).
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BurnpoOyBanHsx (136.12/13.13) : meton. pekomenaanii. Kuis; 2012. 32 c.

3. lobposa BE, 3ymanens [A, MopozoB AM, tain. HaykoBe oOrpyHTYyBaHHS
METOAOJOri CTaTUCTUYHOI OIHKM MEPEeHOCUMOCTI JIKapChbKUX 3aco0iB Mpu
MPOBEJEHH] KJIIHIYHUX BUMNpoOyBaHb (125.12/262.12) : mMeron. peKoMeHJIAIl.
Kuis, 2012. 32 c.

4. MansuieB B, JlsnynoB M, BbyxrtiapoBa T, Ta in. Hacranosa CT-H MO3VY 42—
7.0:2008. Jlikapcbki 3acobu. Hanexna kiniHiuHa npakTtuka. Kuis, 2009. 48 c.

5. Manbues B, JlsnynoB M, BbyxTtiaposa T, Ta in. CtanaapTu3anis GpapManeBTUYHOI
npoaykiii. CT-H MO3Y 42-7.0:2008. Hacranosa. Jlikapcbki 3acobu. Hamexna
kiiHigHa npaktuka. Kuis: MO3 Vkpaiam; 2012;659-704.

6. MansueB BI, €dimueBa TK, Mana JIT Ta in. MeroauuyHi pexkomeHnarii
3 YHOPSAKYBaHHS 1 3aTBEPIKEHHS 1HCTPYKIN JUIsi MEAMYHOTO 3aCTOCYBaHHS
mikapcpkux 3aco0iB Kuis : JIHEL] MO3 Vkpainn;1999. 96 c.
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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).


http://www.wma.net/

2. Council for International Organizations of Medical Sciences International Ethical
Guidelines for Biomedical Research Involving Human Subjects, 2002
(www.cioms.ch).

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

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

5. http://ohsr.od.nih.gov/guidelines/nuremberg.html
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8. http://www.moz.gov.ua/ua/main/ docs/?dociD=12796.
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16. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information
/Guidances/lUCM124731.

Tema 12. KoHTpoJb siKOCTi BUIIPOOYBaHHS JiKapChKUX 3aC00iB.
e [loHsATTS Npo ynpaBieHHs SKICTIO 010MEIUYHOTO BUNIPOOYBaHHS.
e Mounitopunr. O6cr i xapakTep MOHITOPHUHTY.
e (OOOB’s3KM MOHITOpA JOCTIKCHHS.
e Aynur. Mera. BuGip aynuTopiB Ta ix kBasidikaris.
[ ]

3Hamu: eTanu po3poOKH JTIKapChKUX pedoBHH, ocHOBM KepiBHunra Hanexnoi
KJIiHIYHOI Ta taboparoproi npaktuku (GCP, GLP), Tunu MOHITOPIiHTY OiOMeIHYHHX
BUTIPOOYBaHb, TpaBWIA IUIAHYBaHHS, INPOBEICHHS, 3BITYBaHHS, ayJAWTyBaHHS Ta
3aBepIleHHs BUMPOOYBaHb JIKAapChKUX 3aco0iB; €THYHI Ta MOpalIbHO-TPABOBI
acrmeKkTd OlOMEeIWYHUX JIOCHIKEHb, MaTH MOHATTS MpO YIPaBJICHHS SKICTIO
BUINIPOOYBaHHs, 00CAT 1 XapakTep MOHITOPUHTY, 00OB’S3KM MOHITOpa JOCIIIKEHHS,
ayJInT Ta MOTO METY.

émimu: OUIHUTH OYIKYyBaHI PU3UMKHU Ta KOPUCTH JUIsl NAIIEHTIB BIJ y4acTi B
BUNIPOOYBaHHI JIIKApChKUX 3aco0iB; HaAaBaTH iHpoOpMaLil0 Mpo OloMeauyuHe
BUINIPOOYBaHHS NMPETEHICHTAM Ta YYaCHUKAM JOCHIPKEHHS 3TiIHO €TUYHUX BHMOT
GCP, GLP; kopekTHO peecTpyBatu, 00po0siTH, 30epiratu Ta 3BiTyBaTH iHpOpMAILito,
OTpUMaHy MiJl Yac JOCIiPKEHHS; OLIIHIOBATU KPUTEpil BKIIIOYEHHS Ta BUKIIIOUCHHS;
IHTEPIPETYBATU Pe3yJabTaTH JIA0OPATOPHUX, KIIHIYHUX Ta IHCTPYMEHTAIBHUX
METOMIB JOCIIKEHHS; IHTepIpeTyBaTH Ta 3BITYBAaTH MOOIUHI cepiio3Hi 1 Hecepio3Hi
MOO1YHI SIBUIIA Ta PEaKIIii; OI[IHIOBATH Pe3yIbTaTH O10MEIUYHUX JTOCTIHKCHb;

PexomenaoBaHa jgireparypa
basoBa:


http://www.cioms.ch/
http://www.fda.gov/downloads/Drugs/Guidance

. 3akon Ykpainu «IIpo mikapcbki 3acobu (Bimomocti BepxoBnoi Pamu Ykpainu

(BBP), 1996, N22, ct. 86).

. MikHapOIHI €TUYHI PEeKOMEHMAIIl MO0 JOCIIKCHb, OB’ I3aHUX 13 3J0POB’sIM,

3a y4acTio JIoJiel po3pobiieHi Pamoro Mi>KHapOJHHMX OpraHizalriii MEAUYHUX HAyK
(CIOMS) y cmiBnpartii 3 BeecBiTHROIO oprasizaiiiero oxoporu 310poB’st (BOO3).
JIT «Jlep>xaBHui excriepTHU# 1eHTp MiHICTepCTBa OXOPOHHU 3JI0POB’S YKpaiHmy;
2018. 121 c.

. Haka3z MinictepctBa oxoponu 310poB’st Ykpainu 23.09.2009 Ne690 (y pemaxiii

Hakazsy MO3 Vkpaiaum 12.07.2012 Ne523) «Ilopsiaok TpOBEACHHS KIIHIYHUX
BUNPOOYBaHb JIKAPCHKUX 3acO0IB  Ta EKCHEPTH3W MaTepialiB  KIIHIYHHX
BUINIPOOYBaHb.

«Hactanosa. Jlikapceki 3acoou. Hanexxna kiiniuna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepKeHa Haka3oM MiHicTepcTBa OXOPOHH 370pOB’S YKpaiHH Bij
16.02.2009.p. Ne 95, 31 3minamu (Haka3 MO3 Ykpaiau Big 26.09.2017 Nel1169).

. Iopsinok npoBeneHHs KIiHIYHUX BUIPOOYBaHb JIKapChKUX 3aC00IB Ta €KCIIEPTU3U

MaTepialiB KJIiHIYHUX BUIPOOYBaHb Ta TUNOBE MOJIO0XKEHHS PO KOMICIIO 3 TUTaHb
eTHKH, 3aTBEp/KEHI Haka3oM MiHicTepcTBa OXOpOHH 370pOB’S YKpaiHu Bif
23.09.2009 p. Ne 690.

. 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.

2.

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

Hobpoa BE€, 3ymanens IA, MopozoB AM tain. MeTonONOTIYHI TPUHIUITN
oprasizarii CHCTEMHU yIIpaBIIiHHSA JaHUMU y KJITIHIYHUX
BunpoOyBanHsx (136.12/13.13) : metox. pexomenaauii. Kuis; 2012. 32 c.

. Mansnes B, JlanynoB M, ByxrtiapoBa T, Ta in. HactanoBa CT-H MO3Y 42—

7.0:2008. Jlikapceki 3acoou. Hanesxna kimiHigHa npaktuka. Kuis, 2009. 48 c.
Mansues B, JIsnynos M, Bbyxtiaposa T, Ta iH. Ctannapru3zanis papmaneBTHUHOT
npoaykuii. CT-H MO3VY 42-7.0:2008. Hacranosa. Jlikapcbki 3acobou. Hanexna
kiiHiuyHa npaktuka. Kuis: MO3 Vkpainn; 2012;659-704.

. Mansuies BI, €d¢immea TK, Mana JIT Tta in. Meroauuni pekoMeHarii

3 YIIOPSKYBAHHS 1 3aTBEPIKCHHS I1HCTPYKIIA JUIi MEIUYHOTO 3acTOCYBaHHS
nikapcrkux 3aco0iB Kuis : JIHEL] MO3 Vkpaian;1999. 96 c.

Indopmaniiini pecypeu:

1.

ocoakrwn

Guideline on Requirements for First in Man Clinical Trials for Potential High Risk
Medicinal Products, EMEA/CHMP/ SWP28367/2007.
http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon3.rada.gov.ua/laws/show/z1010-009.
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/
ethical_considerations.pdf.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).



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

9. http://mww.wma.net/e/policy/b3.htm.

10. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information
Guidances/UCM124731.

Tema 13. Ayaut (iHcnekuisi) GioMeIMYHOr0 BUNIPOOYBAHHS.

J [TonsaTrTs mpo ayaut (1HCTIEK1i10) 610METUYHOTO BUIIPOOYBAaHHS.
o Binu aynuty.

o Etanu npoBeneHHs ayauTy.

J Tumnu 3ayBakeHb, BUSBICHUX IIiJ] Yac ayIuTy.

3namu: ocHoBu KepiBHunrBa HanexHoi KiiHIYHOI Ta 1a00paToOpHOI MPaKTHKU
(GCP, GLP), mpaBuia miaHyBaHHs, NPOBEACHHS, 3BITYBaHHsS, ayJAUTyBaHHsS Ta
3aBEepUICHHs] BUMPOOYBaHb JIIKAPCHKUX 3ac00iB; €TUYHI Ta MOpPAIbHO-IIPABOBI
acreKTd OlOMEIMYHMX JOCHIKeHb, BUIAH AyIUTY, THUIH 3ayBa)KCHb, BUSBJICHUX Il
Yyac ayAuTy, MaTd TOHSTTS: PO YIPAaBICHHS SKICTIO BHUIPOOYBaHHS, oOCsT i1
XapakTep MOHITOPHHTY, ayJAUT Ta HOTO 33a]ja4u, €Taly MPOBEICHHS ayIHTY.

eémimu: HanaBaTH iH(poOpMalio npo OioMenuuHe BUPOOYBaHHS MTPETEHACHTAM Ta
y4acHUKaM JIOCIHiKeHHs 3rigHo eTnyHux Bumor GCP, GLP; kopekTHO peecTpyBaTH,
00pobmsTH, 30epiraté Ta 3BiTYBaTH iH(GOpMAIi0, OTPUMaHY IIiJl Yac JOCIIKCHHS;
OIIHIOBATH KPUTEpii BKIIOYCHHS Ta BUKIIOUCHHS; IHTEPIPETYBATH pPE3YJIbTATH
nabopaTopHUX, KIIHIYHUX Ta  IHCTPYMEHTaJbHUX  METOMIB  JIOCIHIJIKCHHS;
iHTepIpeTyBaTH Ta 3BITYBaTH MOOIYHI cepiio3Hi 1 Hecepilo3Hi MOOIYHI SBHUIIA Ta
peaxiiii; OoI[iHIOBaTH pe3yIbTaTH JOCIiIKEHb JTIKapChbKUX 3aC001B;
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KoHTpoJbHi 3ax011 Ta NUTaHHS 10 3AJIKY:

1. Ha3BiTh OCHOBHI JOKYMEHTH, SIKI CKJIaJal0Th HOPMaTUBHO-TIPABOBY 0a3y ais
MpOBeJICHHS O10MEANYHUX BUIPOOYBaHb B YKpaiHi.

2. Jlawite Busznauenns ICH GCP, GLP. Ha3Bite miacraBu mns ctBopenus ICH
GCP, GLP. ITepepaxyiite ocnoBni npuanunu ICH GCP, GLP.
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Yomy GioMeandHi TOCTiKeHHS] KOpUCHI Jutst mamieHTiB. ChopMyIToiiTe CBOIO
IYMKY B IIPUBOAY LIbOTO.

Yomy BuUnpoOyBaHHS JIKapChKUX 3ac00iB KOPHUCHI JuId JiKapiB. Bukmaaute
CBIH OTJIS/1 C MUBOAY LIBOTO.

JloBenuTh, 110 OiOMEIUYHI JOCTIKEHHS IO3UTUBHO BIUIMBAIOTH HA PO3BUTOK
HayKH.

Ha Bamy nymky, siki MOXKyTh OyTH MpOOJIeMH IIPU MPOBEACHHI O10MeTNYHUX
JOCITIJKEHDb B YKpaiHi.

[lepeniuTe NEepCHeKTHBH NPOBENEHHS BHUIPOOYBaHb JIKApChKUX 3ac00iB B
VYkpaiHi.

bpomrypa nocmimnuka. Jlaiite Bu3HaueHHsa. CdopmynoiTe Iim JaHOTO
JOKYMEHTA.

[Ipotokon nochimxenns. Busnadenns. Crpykrypa Ta (yHKIIi AaHOTO
JOKYMEHTA.

IanuBinyanbHa peectpariiina gopma. Buznauenns. [IpaBuiia 3anoBHIOBaHHS.
Indopmariiss qis nmamienta ta dopma iHGopmoBaHOiI 3roau. BuzHaueHHS.
CtpykTypa JaHoro 1okKymeHnTa. Bumoru 1o opopmiieHHs.

[Tepeniure npuunnu ctBopenns GCP, GLP.

Coopmymroiite ocHoHi npuniunu ICH GCP, ICH GCP E6 (R2), GLP.
[lepeniuyTe OCHOBHI €TamM pO3BITKY €TUYHUX MPHUHIUIIB IPOBEICHHS
O10MEIMYHUX JTOCITiIKCHb.

[TonsATTS mMpo He3ale)KHUK eTuuHui KowmiTeT. Jlaiite Bu3HaueHHs. [lepeniurte
00O0B’SI3KH JTaHOI CTPYKTYpPH.

Cxuan JIEK. Ski ¢ynkuii JIEK Bu 3naere.

[TpoGiemMu AisUTBHOCTI €TUYHHMX KOMiCii. BHKIamuTh CBiM MOTJSA C MHBOIY
L[BOTO.

IadopmoBana 3roma mamieHta. IlepemiuyTe OCHOBHI BHMOTH JO 3MICTy
iHdopmartii mis nmarieHTa Ta GopMu 3roau.

Sxi Bumoru 10 odopmieHHS Ta 3MicTy iH(opmanii A nauieHTa ta GopMu
3rOJI BY 3HAETE.

OcHOBHI IpaBuJIa OTPUMaHHS Ta MiANKUCAaHHS 1HPOPMOBAHOI 3TOJIH.
[epemniuTe, siKi 3ayBaXkeHHs 10 0pOpMIIEHHs 1HPOPMOBAHOI 3rOJM BU 3HAETE.
BuknaauTs cBi# OTIIsAT 3 MUBOY LIBOTO.

SIki eTanu po3poOKH JTIKApChKUX PEUOBHH BU 3HAETE.

Po3kaxiTh PO OCHOBHI €Tanu po3poOKH JIIKapChbKUX peuoBHH | a3zu.

SIki OCHOBHI eTanu po3poOku Jikapcbkux pedoBuH Il pas3u Bu 3HaeTe.
Po3kaxiTh Ipo OCHOBHI eTanu po3poOku Jikapcbkux peyosuH III dazu.
Ilepeniute OCHOBHI eTamu pPO3pOOKH JiKapcbkux pedoBuH |V (asm.
BuknaauTs cBi# MOTIIsA 3 MUBOY LIBOTO.

Po3kaxuTh npo 3aBIaHHs Ta METY JOKa30BOT METUIMHH.

Ski rpaganii (ki1acu) Ta piBHI J0Ka31B BU 3HAETE.

SIK1 piBHI JOCTOBIPHOCTI BU 3HA€ETE.

Po3kaxiTe Ipo THUTIN JOCIITKEHb.

HoBu3na noka30B01 MequIMHU. BukiiaauTe CBiil mOrisi 3 TUBOY bOTO.
HenepenbauyBana moOiuna peakuis. Jlaiite BusHaueHHs. [IpuBeniTh
MIPUKIIAIN

[To6iuna peakuis. [aiite BusnaueHHs. [IpuBenite mpuxiamu.

[To6iune siBute. JlaliTe BU3HAYEHHS 1IbOMY MOHATTIO. [IpuBeaiTh mpukiaam.
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Opranuzanus 300py MOBIIOMIICHb PO MOOIYHI sIBUINA/peakiuu. Buknaauts
CBI{ TOTJISIA 3 MUBOAY I[HOTO.

[Ilo Bu 3HaeTe Mpo OpPraHM3alil0 TEPEeBIPKH MOBIJOMJIEHb MPO MOOIYHI
SIBUIIIA/PEAKITUH.

Opranu3zaiiis HaJlaHHS TTOBIZJOMJICHB PO MOOIYHI SBUINA/peakunu. BuknaauTs
CB1{ TOTJISIA 3 MUBOAY I[HOTO.

Poskaxkute Tpo opradizaii0 HaJaHHS TOBIIOMJICHHS TMpO TMOOIYHI
SIBUIIA/PEAKIIMA Ta 3BITH OE3MEYHOCTI JOCIIIKYBAHOTO JIKAPCKOTO 3aco0y,
SK1 CIIOHCOP HAJA€ 10 LEHTPY Ta 0 KOMICii 3 MUTaHb €THKH.

Po3kaxxute mpo opraHizamilo HaJaHHS ~TOBIJOMJICHH TIPO  MOOIYHI
SIBUIIA/pEaKIuy, K1 CIIOHCOD Hajae 110 Bi/ITIOBiJAJILHOTO
JIOCJIITHUKA/ MOCIII THUKA.

[lepeniuTe BUMOTH 10 TOCTIAHUKIB. BUCIOBUTH CBOIO TYMKY.

SIki 000B’SI3KM NOCIIITHUKA BU 3HAETE.

SIKi BUMOTH JI0 «iJ1eaTbHOTO JOCTiTHUKA) BU 3HAETE.

[Tepeniute Bumoru no JII13/micue mpoBeneHHs: 610MeAMYHOTO BUIIPOOYBAHHS.
[Tepeniute Ta MOSICHITH 3arajibHi 3ayBakeHHs 10 iH(opmaiii mpo JII13/micie
MpOBEICHHS O10MEMYHOT0 BUIIPOOYBaHHS.

YrpaBlieHHST SKICTIO BHUIPOOYBaHb JiKapchKuX 3aco0iB. JlaliTe BU3HAYCHHS
OMY HOHSATTIO. SIKi METOJM YIPaBJICHHS SKICTIO BUIIPOOYBAHHS BU 3HAETE.
Mouwitopiar. OOcsr i XapakTep MOHITOPUHTY. SIKi THUIy MOHITOPHHTY BH
3Ha€Te.

SIxi 000B’SI3KM MOHITOpA JTOCTI/PKEHHSI BU 3HAETE.

Aynut Ta Horo merta. fki BUAM aynuTy BU 3HaeTe. B Womy mossirae mera
ayIuTy.

SIki eTanu poBeIeHHS ayJUTy BU 3HAETE.

HecytreBi 3ayBakeHHs. JlaliTe BH3HAuUeHHS IbOMY MOHITTIO. HaBenutsb
MIPUKIIA]IN.

CyrreBl 3ayBakeHHs. JlaiiTe BU3HAUCHHs IbOMY TOHATTIO. HaBeauts
TIPUKIIA]IH.

Kputnuni 3ayBakeHHs. JlaiiTe BH3HaueHHs LbOMYy MOHATTIO. HaBenuts
TIPUKIIA]IH.



