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Êë³í³÷í³ âèïðîáóâàííÿ ë³êàðñüêèõ
çàñîá³â ó â³ò÷èçíÿíîìó çàêîíîäàâñòâ³
ïîñòàëè îñòîðîíü â³ä ìåäèêî-á³îëîã³÷-
íèõ äîñë³äæåíü íà ëþäÿõ ³ îòðèìàëè
ïðàâîâå ðåãóëþâàííÿ â Çàêîí³ Óêðà¿-
íè «Ïðî ë³êàðñüê³ çàñîáè» [1]. Íàòî-
ì³ñòü, àâòîð äîòðèìóºòüñÿ ïîçèö³¿, ùî
òàêà â³äîêðåìëåí³ñòü º íàñë³äêîì
çíà÷íî¿ ïðîãàëèíè ó â³ò÷èçíÿíîìó çà-
êîíîäàâñòâ³ — â³äñóòíîñò³ îêðåìîãî
çàêîíîäàâ÷îãî àêòà, êîòðèé áè ðåãó-
ëþâàâ â³äíîñèíè ó ñôåð³ ìåäèêî-á³îëî-
ã³÷íèõ åêñïåðèìåíò³â íà ëþäèí³. 

Êë³í³÷í³ âèïðîáóâàííÿ ë³êàðñüêèõ
çàñîá³â íåìîæëèâî çàì³íèòè äîñë³ä-
æåííÿìè íà òêàíèíàõ in vitro ÷è íà
ëàáîðàòîðíèõ òâàðèíàõ. Îðãàí³çì ëà-
áîðàòîðíèõ òâàðèí â³äð³çíÿºòüñÿ â³ä
ëþäñüêîãî çà ôàðìàêîê³íåòè÷íèìè õà-
ðàêòåðèñòèêàìè (âñìîêòóâàííÿ, ðîç-
ïîä³ë, ìåòàáîë³çì ³ âèâåäåííÿ ë³êàðñü-
êîãî ïðåïàðàòó), à òàêîæ ðåàêö³ºþ îð-

ãàí³â ³ ñèñòåì íà ë³êè. Êð³ì öüîãî,
äåÿê³ çàõâîðþâàííÿ âëàñòèâ³ ò³ëüêè
ëþäèí³, ¿õ íåìîæëèâî ìîäåëþâàòè
â ëàáîðàòîðíî¿ òâàðèíè. Íàâ³òü ó äî-
ñë³äæåííÿõ íà çäîðîâèõ äîáðîâîëüöÿõ
âàæêî äîñòîâ³ðíî â³äòâîðèòè ò³ åôåê-
òè, ùî ¿õ âèêëèêàòèìå ë³êàðñüêèé
ïðåïàðàò ó õâîðèõ. «Êîëè âàæëèâ³
äëÿ ñóñï³ëüñòâà çíàííÿ íåìîæëèâî îò-
ðèìàòè åêñïåðèìåíòóþ÷è íà ³íøèõ
òâàðèíàõ, äîâîäèòüñÿ ïðîâîäèòè åêñ-
ïåðèìåíòè íà ëþäèí³» [2].  Ñàìå ÷åðåç
òàê³ âàãîì³ îá’ºêòèâí³ îáñòàâèíè, ùî
çóìîâëþþòü ðåàë³¿ ìåäèêî-á³îëîã³íèõ
äîñë³äæåíü, ó ïðàâîâó íàóêó óâ³éøëà
êàòåãîð³ÿ «animal of necessity» [3].

Êë³í³÷í³ äîñë³äæåííÿ º âèäîì íàó-
êîâî¿ ä³ÿëüíîñò³, áåç ÿêîãî íåìîæëèâ³
îòðèìàííÿ òà äîá³ð íîâèõ åôåêòèâí³-
øèõ ³ áåçïå÷í³øèõ ë³ê³â. Îñòàíí³ì
÷àñîì ðîëü êë³í³÷íèõ äîñë³äæåíü
çðîñëà ó çâ’ÿçêó ç âïðîâàäæåííÿì ó
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ïðàêòèêó îõîðîíè çäîðîâ’ÿ ïðèíöèï³â
äîêàçîâî¿ ìåäèöèíè. Ãîëîâíèì ñåðåä
íèõ º óõâàëåííÿ â³äïîâ³äíèõ êë³í³÷-
íèõ ð³øåíü (ðîçðîáêà é óõâàëåííÿ â³ä-
ïîâ³äíèõ êë³í³÷íèõ ïðîòîêîë³â) äëÿ
ë³êóâàííÿ ïàö³ºíòà íå òàê íà îñíîâ³
îñîáèñòîãî äîñâ³äó ÷è äóìêè åêñïåð-
ò³â, ÿê ´ðóíòóþ÷èñü íà íàóêîâî äîâå-
äåíèõ äàíèõ, ÿê³ ìîæóòü áóòè îòðèìà-
í³ â ðåçóëüòàò³ â³äïîâ³äíî ñïëàíîâà-
íèõ, êîíòðîëüîâàíèõ êë³í³÷íèõ
äîñë³äæåíü. Âèâ÷åííÿ íîâèõ ë³ê³â âè-
ìàãàº äîòðèìàííÿ ïîñë³äîâíîñò³ ïðî-
âåäåííÿ äîñë³äæåíü: â³ä ð³âíÿ êë³òèí ³
òêàíèí âèñîêîîðãàí³çîâàíèõ îðãàí³ç-
ì³â — òâàðèí, òà â³ä òâàðèí — äî çäî-
ðîâèõ äîáðîâîëüö³â, â³ä çäîðîâèõ äîá-
ðîâîëüö³â — äî õâîðèõ ³ç â³äïîâ³äíîþ
íîçîëîã³ºþ.

Êë³í³÷íå âèïðîáóâàííÿ (äîñë³äæåí-
íÿ) ë³êàðñüêîãî çàñîáó — íàóêîâî-äî-
ñë³äíèöüêà ðîáîòà, ìåòîþ ÿêî¿ º äî-
ñë³äæåííÿ çà ó÷àñòþ ëþäèíè ÿê
ñóá’ºêòà äîñë³äæåííÿ, ïðèçíà÷åíå äëÿ
âèÿâëåííÿ ÷è ï³äòâåðäæåííÿ êë³í³÷-
íèõ, ôàðìàêîëîã³÷íèõ ³ (àáî) ³íøèõ
ôàðìàêîäèíàì³÷íèõ åôåêò³â îäíîãî ÷è
äåê³ëüêîõ äîñë³äæóâàíèõ ë³êàðñüêèõ
çàñîá³â òà (÷è) âèÿâëåííÿ ïîá³÷íèõ ðå-
àêö³é íà îäèí àáî äåê³ëüêà äîñë³äæó-
âàíèõ ë³êàðñüêèõ çàñîá³â, ³ (÷è) äëÿ
âèâ÷åííÿ âñìîêòóâàííÿ, ðîçïîä³ëó,
ìåòàáîë³çìó, òà âèâåäåííÿ îäíîãî àáî
ê³ëüêîõ ë³êàðñüêèõ çàñîá³â ç ìåòîþ
ï³äòâåðäæåííÿ éîãî (¿õ) áåçïå÷íîñò³
é (àáî) åôåêòèâíîñò³ [4]. 

Ïðàêòèêà ïðîâåäåííÿ êë³í³÷íèõ
âèïðîáóâàíü º çíà÷íîþ â Óêðà¿í³.
Ç 1996 ð. äîòåïåð â Óêðà¿í³ çàÿâíèêà-
ìè êë³í³÷íèõ âèïðîáóâàíü áóëî îòðè-
ìàíî 4019 ïîçèòèâíèõ âèñíîâê³â ùîäî
ìîæëèâîñò³ ïðîâåäåííÿ êë³í³÷íèõ âè-
ïðîáóâàíü ë³êàðñüêèõ çàñîá³â ÿê â³ò-
÷èçíÿíèõ âèðîáíèê³â, òàê ³íîçåìíèõ
âèðîáíèê³â ïðè ïðîâåäåíí³ ì³æíàðîä-
íèõ áàãàòîöåíòðîâèõ êë³í³÷íèõ âè-
ïðîáóâàíü [5].

Ïðîòÿãîì ² ï³âð³÷÷ÿ 2014 ð. â
Óêðà¿í³ ñïîñòåð³ãàºòüñÿ ïîçèòèâíà äè-
íàì³êà ê³ëüêîñò³ âèñíîâê³â Äåðæàâíî-
ãî åêñïåðòíîãî öåíòðó Ì³í³ñòåðñòâà

îõîðîíè çäîðîâ’ÿ Óêðà¿íè (íàäàë³ —
Öåíòð) ùîäî ïðîâåäåííÿ êë³í³÷íèõ
âèïðîáóâàíü: 155 âèñíîâê³â, çîêðåìà
é, ì³æíàðîäíèõ áàãàòîöåíòðîâèõ êë³-
í³÷íèõ âèïðîáóâàíü — 108 âèñíîâê³â
(ó ² ï³âð³÷÷³ 2013 ð.: 123 çîêðåìà ì³æ-
íàðîäíèõ áàãàòîöåíòðîâèõ êë³í³÷íèõ
âèïðîáóâàíü — 93 âèñíîâê³â) [5].

Ó òîé æå ÷àñ, çà îö³íêàì åêñïåðò³â
ðèíêó êë³í³÷íèõ âèïðîáóâàíü, ïîòåí-
ö³àë Óêðà¿íè ùîäî ìîæëèâîñò³ ïðîâå-
äåííÿ êë³í³÷íèõ âèïðîáóâàíü âèêîðè-
ñòîâóºòüñÿ ëèøå íà 10–15%. Äî âàæ-
ëèâèõ ïåðåâàã äëÿ ðîçì³ùåííÿ
â Óêðà¿í³ ïðîåêò³â êë³í³÷íèõ âèïðîáó-
âàíü íàëåæàòü ÿê çáåðåæåííÿ öåíòðà-
ë³çîâàíî¿ ñèñòåìè îõîðîíè çäîðîâ’ÿ,
òàê ³ ìîæëèâ³ñòü çàëó÷àòè ïàö³ºíò³â ç
ð³äê³ñíèìè çàõâîðþâàííÿìè [5].

Â³äïîâ³äíî äî íàâåäåíî¿ âèùå ñòàòè-
ñòèêè, íàé÷àñò³øå êë³í³÷í³ âèïðîáó-
âàííÿ ë³êàðñüêèõ çàñîá³â ïðîâîäÿòüñÿ
ó ñôåð³ ïñèõ³àòð³¿, íåâðîëîã³¿, îíêîëî-
ã³¿, ïóëüìîíîëîã³¿ òà ðåâìàòîëîã³¿. Öå
ïîâ’ÿçàíî ç òèì, ùî ö³ çàõâîðþâàííÿ
÷àñò³øå çà âñå ñòàþòü ïðè÷èíîþ ³íâà-
ë³äèçàö³¿ ëþäèíè òà ïîã³ðøåííÿ ÿêî-
ñò³ ¿¿ æèòòÿ, ùî âèçíà÷àº îñîáëèâîñò³
åòèêî-ïðàâîâîãî ðåãóëþâàííÿ ïðîâå-
äåííÿ â³äïîâ³äíèõ äîñë³äæåíü.

Â³äïîâ³äíî äî çàêîíîäàâñòâà çàõèñò
äîñë³äæóâàíèõ çàáåçïå÷óºòüñÿ øëÿõîì
îö³íêè ñï³ââ³äíîøåííÿ ðèçèê/êîðèñòü
ÿê ïåðåä ïðîâåäåííÿì êîæíîãî êë³í³÷-
íîãî âèïðîáóâàííÿ, â òîìó ÷èñë³ íà
ï³äñòàâ³ ïîïåðåäí³õ ïðîâåäåíèõ äîñë³ä-
æåíü, òàê ³ ï³ä ÷àñ éîãî ïðîâåäåííÿ
øëÿõîì íàãëÿäó ç áîêó Öåíòðó òà êî-
ì³ñ³é ç ïèòàíü åòèêè ïðè â³äïîâ³äíîìó
çàêëàä³ îõîðîíè çäîðîâ’ÿ. 

Êîæíå êë³í³÷íå âèïðîáóâàííÿ ïëà-
íóºòüñÿ â³äïîâ³äíî äî çàãàëüíîãî
ïëàíó ðîçðîáêè ë³êàðñüêèõ çàñîá³â
³ ôàçè ïðîâåäåíèõ âèïðîáóâàíü, à
îòæå, ïåðåäáà÷àº ñâî¿ îñîáëèâ³ óìîâè
ïðàâîâîãî ðåãóëþâàííÿ ó ôîðì³ òà
çì³ñò³ ³íôîðìîâàíî¿ çãîäè. Ðîçãëÿíåìî
çì³ñò äîñë³äæåííÿ:

I ôàçà êë³í³÷íèõ âèïðîáóâàíü —
âèçíà÷åííÿ áåçïå÷íîñò³ òà òîëåðàíòíî-
ñò³ äî â³äïîâ³äíèõ äîçóâàíü ë³êàðñü-
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êèõ çàñîá³â, íà ö³é ôàç³ çàëó÷àþòü, çà-
çâè÷àé, çäîðîâ³ äîáðîâîëüö³; 

II ôàçà êë³í³÷íèõ âèïðîáóâàíü —
ïåðøå âèâ÷åííÿ åôåêòèâíîñò³ â ïàö³-
ºíò³â ³ç çàõâîðþâàííÿì, äëÿ ë³êóâàí-
íÿ ÿêîãî ðîçðîáëÿºòüñÿ ë³êàðñüêèé
çàñ³á, âèçíà÷åííÿ ïîá³÷íèõ åôåêò³â; 

III ôàçà êë³í³÷íèõ âèïðîáóâàíü —
ïîð³âíÿííÿ åôåêòèâíîñò³, ìîí³òîðèíã
âèêîðèñòàííÿ ë³êàðñüêîãî çàñîáó â
óìîâàõ, ó ÿêèõ â³í áóäå âèêîðèñòîâó-
âàòèñÿ ï³ñëÿ äîçâîëó äî ìåäè÷íîãî çà-
ñòîñóâàííÿ; 

IV ôàçà — ï³ñëÿðåºñòðàö³éíà ñòðàòå-
ã³ÿ çàñòîñóâàííÿ ïðåïàðàòó òà îö³íêà
áåçïå÷íîñò³ ë³êàðñüêîãî çàñîáó â ìåæàõ
çàðåºñòðîâàíèõ ïîêàçàíü.

Ùîäî ôàçè ², òî âîíà º ïåðøèì äî-
ñâ³äîì çàñòîñóâàííÿ íîâî¿ àêòèâíî¿
ðå÷îâèíè ó ëþäèíè. Íàé÷àñò³øå äî-
ñë³äæåííÿ ïî÷èíàþòüñÿ â äîáðîâîëüö³â
(äîðîñë³ çäîðîâ³ ÷îëîâ³êè). Ãîëîâíà
ìåòà äîñë³äæåíü — ñòðàòåã³÷íå ð³øåí-
íÿ ùîäî ïåðñïåêòèâè ðîáîòè íàä íîâèì
ïðåïàðàòîì ³, ÿêùî âäàºòüñÿ âñòàíîâè-
òè òåðàïåâòè÷íå äîçóâàííÿ, ð³øåííÿ
ùîäî ¿õ çàñòîñóâàííÿ ó äðóã³é ôàç³ êë³-
í³÷íèõ äîñë³äæåíü. 

Ó ôàç³ ² òàêîæ âñòàíîâëþþòüñÿ ïî-
ïåðåäí³ äàí³ ùîäî áåçïå÷íîñò³ íîâîãî
ë³êàðñüêîãî çàñîáó é óïåðøå îïèñó-
ºòüñÿ éîãî ôàðìàêîê³íåòèêà òà ôàðìà-
êîäèíàì³êà â ëþäèíè.

²íîä³ íåìîæëèâî ïðîâåñòè äîñë³ä-
æåííÿ I ôàçè ó çäîðîâèõ äîáðîâîëüö³â
÷åðåç âèñîêó òîêñè÷í³ñòü ïðåïàðàòó
(ë³êóâàííÿ îíêîëîã³÷íèõ çàõâîðþ-
âàíü, ÑÍ²Äó). Ó òàêîìó ðàç³ ïðîâî-
äÿòüñÿ íåòåðàïåâòè÷í³ äîñë³äæåííÿ çà
ó÷àñòþ ïàö³ºíò³â ç ö³ºþ ïàòîëîã³ºþ
â ñïåö³àë³çîâàíèõ óñòàíîâàõ.

Ùîäî ôàçè ²² êë³í³÷íèõ âèïðîáó-
âàíü ë³êàðñüêèõ çàñîá³â, òî öå º ïåð-
øèé äîñâ³ä ¿õ êë³í³÷íîãî çàñòîñóâàííÿ
ó ïàö³ºíò³â ç â³äïîâ³äíèìè íîçîëîã³ÿ-
ìè, äëÿ ë³êóâàííÿ ÿêèõ ïåðåäáà÷àºòü-
ñÿ âèêîðèñòîâóâàòè ïðåïàðàò. Ïðî
òàê³ óìîâè äðóãî¿ ôàçè ï³ääîñë³äíèé
ìàº áóòè îáîâ’ÿçêîâî ïî³íôîðìîâà-
íèì. Ôàçà ²² ä³ëèòüñÿ íà IIa òà IIb.
Ôàçà IIà — öå òåðàïåâòè÷í³ ï³ëîòí³

äîñë³äæåííÿ (pilot studies), îñê³ëüêè
îòðèìàí³ â íèõ ðåçóëüòàòè çàáåçïå-
÷óþòü îïòèìàëüíå ïëàíóâàííÿ ïî-
äàëüøèõ äîñë³äæåíü. Ôàçà IIb — öå
äîñë³äæåííÿ â ïàö³ºíò³â ³ç çàõâîðþ-
âàííÿì, ÿêå º îñíîâíèì äëÿ ïðèçíà-
÷åííÿ íîâîãî ë³êàðñüêîãî çàñîáó. Ìåòà
ôàçè ²² — äîâåñòè åôåêòèâí³ñòü ³ áåç-
ïå÷í³ñòü ïðåïàðàòó. Ðåçóëüòàòè öèõ
äîñë³äæåíü (pivotal trial) ñëóãóþòü îñ-
íîâîþ äëÿ ïëàíóâàííÿ äîñë³äæåíü
ôàçè ²²².

Ùîäî ôàçè ²²², òî âîíà ñêëàäàºòüñÿ
ç áàãàòîöåíòðîâèõ âèïðîáóâàíü çà ó÷à-
ñòþ âåëèêèõ (³ çà ìîæëèâîñòþ ð³çíî-
ìàí³òíèõ) ãðóï ïàö³ºíò³â (ó ñåðåäíüî-
ìó, 1000–3000 ÷îëîâ³ê). Ìåòà ö³º¿
ôàçè — îòðèìàííÿ äîäàòêîâèõ äàíèõ
ïðî áåçïåêó ³ åôåêòèâí³ñòü ð³çíèõ
ôîðì ïðåïàðàòó, ïðî õàðàêòåð íàé÷à-
ñò³øèõ íåáàæàíèõ ðåàêö³é òîùî. Íàé-
÷àñò³øå êë³í³÷í³ äîñë³äæåííÿ ö³º¿
ôàçè — ïîäâ³éí³ ñë³ï³ êîíòðîëüîâàí³,
ðàíäîì³çîâàí³, à óìîâè äîñë³äæåíü
ìàêñèìàëüíî íàáëèæåí³ äî çâè÷àéíî¿
ðåàëüíî¿ ðóòèííî¿ ìåäè÷íî¿ ïðàêòèêè.
Äàí³, îòðèìàí³ â êë³í³÷íèõ äîñë³ä-
æåííÿõ ôàçè ²²², º îñíîâîþ äëÿ ñòâî-
ðåííÿ ³íñòðóêö³é ³ç çàñòîñóâàííÿ
ïðåïàðàòó òà äëÿ ïðèéíÿòòÿ ð³øåííÿ
ïðî éîãî ðåºñòðàö³þ.

Ôàçà IV ïðîâîäèòüñÿ ï³ñëÿ ïî÷àòêó
ïðîäàæó ïðåïàðàòó ç ìåòîþ îòðèìàòè
äåòàëüí³øó ³íôîðìàö³þ ïðî òðèâàëå
çàñòîñóâàííÿ â ð³çíèõ ãðóïàõ ïàö³ºí-
ò³â ³ ïðè ð³çíèõ ÷èííèêàõ ðèçèêó
òà, òàêèì ÷èíîì, á³ëüø ïîâíî îö³íèòè
ñòðàòåã³þ çàñòîñóâàííÿ ë³êàðñüêîãî
çàñîáó. Ó äîñë³äæåíí³ áåðå ó÷àñòü âå-
ëèêà ê³ëüê³ñòü ïàö³ºíò³â, ùî äîçâîëÿº
âèÿâèòè ðàí³øå íåâ³äîì³ é òàê³, ùî
òðàïëÿþòüñÿ ð³äêî íåáàæàí³ ÿâèùà,
ÿêùî ë³êàðñüêèé çàñ³á çáèðàþòüñÿ çà-
ñòîñîâóâàòè ïî-íîâîìó.

Äëÿ óçãîäæåííÿ íàö³îíàëüíèõ çà-
êîíîäàâ÷èõ ïîëîæåíü ³ ì³æíàðîäíèõ
ïðàâèë êîíòðîëþ çà ë³êàðñüêèìè çà-
ñîáàìè ç 1991 ð. ïî÷àëà ä³ÿòè Ì³æíà-
ðîäíà êîíôåðåíö³ÿ ç ãàðìîí³çàö³¿ òåõ-
í³÷íèõ âèìîã äî ðåºñòðàö³¿ ë³êàðñüêèõ
ïðåïàðàò³â äëÿ ëþäèíè (International
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Conference on Harmonization, ICH).
ICH ïîºäíóº åêñïåðò³â êîìïåòåíòíèõ
îðãàí³â êðà¿í ªâðîïè, ßïîí³¿, ÑØÀ, à
òàêîæ ïðåäñòàâíèê³â àñîö³àö³é ôàðìà-
öåâòè÷íî¿ ïðîìèñëîâîñò³ öèõ êðà¿í [6]. 

Îäíèì ç³ çäîáóòê³â ä³ÿëüíîñò³ ö³º¿
îðãàí³çàö³¿ ó ãàëóç³ êë³í³÷íèõ âèïðî-
áóâàíü áóëî ñòâîðåííÿ çàãàëüíèõ ïðà-
âèë ïðîâåäåííÿ êë³í³÷íèõ âèïðîáó-
âàíü ë³êàðñüêèõ çàñîá³â — Good Clini-
cal Practice (GCP) — Íàëåæíà
êë³í³÷íà ïðàêòèêà. Öåé äîêóìåíò º
ñòàíäàðòîì ïëàíóâàííÿ, ïðîâåäåííÿ,
âèêîíàííÿ, ìîí³òîðèíãó, àóäèòó òà
äîêóìåíòàëüíîãî îôîðìëåííÿ êë³í³÷-
íèõ âèïðîáóâàíü, à òàêîæ îáðîáêè é
ïîäàííÿ ¿õí³õ ðåçóëüòàò³â. Â³í º ãà-
ðàíò³ºþ äîñòîâ³ðíîñò³ é òî÷íîñò³ îò-
ðèìàíèõ äàíèõ ³ íàâåäåíèõ ðåçóëüòà-
ò³â, çàõèùåíîñò³ ïðàâ òà çäîðîâ’ÿ
ñóá’ºêò³â äîñë³äæåííÿ, à òàêîæ äî-
òðèìàííÿ êîíô³äåíö³éíîñò³ ³íôîðìà-
ö³¿ ùîäî íèõ. 

Âïðîâàäæåííÿ âèìîã GCP ó êðà¿-
íàõ ªÑ çàêð³ïëåíî Äèðåêòèâîþ
2001/20/ªÑ ªâðîïåéñüêîãî Ïàðëàìåí-
òó ³ Ðàäè «Ïðî çáëèæåííÿ çàêîí³â,
ïðàâèë ³ àäì³í³ñòðàòèâíèõ íîðì äåð-
æàâ-÷ëåí³â ùîäî âèêîíàííÿ íàëåæíî¿
êë³í³÷íî¿ ïðàêòèêè ïðè ïðîâåäåíí³
êë³í³÷íèõ âèïðîáóâàíü ë³êàðñüêèõ
ïðåïàðàò³â äëÿ çàñòîñóâàííÿ ó ëþäè-
íè» â³ä 04.04.2001 ð.

Â Óêðà¿í³ âïðîâàäæåííÿ ì³æíàðîä-
íèõ ïðèíöèï³â ïðîâåäåííÿ êë³í³÷íèõ
âèïðîáóâàíü ïî÷àëîñÿ ç ïðèéíÿòòÿì
Çàêîíó Óêðà¿íè «Ïðî ë³êàðñüê³ çàñî-
áè», ñò.ñò. 7 òà 8 ÿêîãî ïðèñâÿ÷åí³ åêñ-
ïåðòèç³ ìàòåð³àë³â êë³í³÷íèõ âèïðîáó-
âàíü, ¿õ ïðîâåäåííþ òà çàõèñòó ïàö³ºí-
ò³â (äîáðîâîëüö³â) é ó íàâåäåíîìó
âèùå Íàêàçó Ì³í³ñòåðñòâà îõîðîíè
çäîðîâ’ÿ Óêðà¿íè «Ïðî çàòâåðäæåííÿ
Ïîðÿäêó ïðîâåäåííÿ êë³í³÷íèõ âèïðî-
áóâàíü ë³êàðñüêèõ çàñîá³â òà åêñïåðòè-
çè ìàòåð³àë³â êë³í³÷íèõ âèïðîáóâàíü ³
Òèïîâîãî ïîëîæåííÿ ïðî êîì³ñ³¿ ç ïè-
òàíü åòèêè» ¹ 690. Òîæ, êë³í³÷í³ âè-
ïðîáóâàííÿ ë³êàðñüêèõ çàñîá³â âèä³-
ëÿþòüñÿ â Óêðà¿í³ â îêðåìèé âèä ìå-
äèêî-á³îëîã³÷íèõ äîñë³äæåíü.

Îêðåìî âàðòî çàçíà÷èòè, ùî ç áå-
ðåçíÿ 2015 ð., ÿêùî ë³êàðñüêèé çàñ³á
çàðåºñòðîâàíèé ªâðîïåéñüêèì àãåíò-
ñòâîì ç ë³êàðñüêèõ çàñîá³â, äåðæàâíà
ðåºñòðàö³ÿ îðèã³íàëüíîãî ë³êàðñüêîãî
çàñîáó çä³éñíþºòüñÿ áåç ïðîâåäåííÿ
çàçíà÷åíî¿ åêñïåðòèçè [7]. Öå ïîëî-
æåííÿ óñóâàº çíà÷íó êîðóïö³éíó
ñêëàäîâó ç ïðîöåäóðè ðåºñòðàö³¿ ë³-
êàðñüêèõ çàñîá³â ³ çäåøåâëþº ê³íöåâó
âàðò³ñòü ïðåïàðàòó íà íàö³îíàëüíîìó
ðèíêó.

Ó÷àñòü Óêðà¿íè ó ïðîâåäåíí³ áàãà-
òîöåíòðîâèõ êë³í³÷íèõ âèïðîáóâàí-
íÿõ, ÿê³ ïðîâîäÿòüñÿ âîäíî÷àñ ó áà-
ãàòüîõ êðà¿íàõ ñâ³òó, ìàº âàæëèâå
çíà÷åííÿ äëÿ ïàö³ºíò³â, ë³êàð³â ³ êðà¿-
íè çàãàëîì. Äëÿ ïàö³ºíò³â — öå äàº
ìîæëèâ³ñòü îòðèìàòè áåçêîøòîâíå ë³-
êóâàííÿ íîâèìè ë³êàðñüêèìè çàñîáà-
ìè, äëÿ ë³êàð³â — öå çíàéîìñòâî ç íî-
âèìè òåõíîëîã³ÿìè ë³êóâàííÿ çàõâî-
ðþâàíü, äëÿ êðà¿íè — ìîæëèâ³ñòü
ïîäàëüøî¿ ðåºñòðàö³¿ ë³êàðñüêèõ çàñî-
á³â ç äîâåäåíîþ åôåêòèâí³ñòþ òà áåç-
ïå÷í³ñòþ. 

Çàãàëüíîïðèéíÿòî â ðîçâèíåíèõ
êðà¿íàõ, ùî çà åêñïåðòèçó ìàòåð³àë³â
êë³í³÷íèõ âèïðîáóâàíü ë³êàðñüêèõ çà-
ñîá³â òà ¿õ êîíòðîëü â³äïîâ³äàº ºäèíà
óñòàíîâà. Òàê, ó ÑØÀ — öå FDA (Food
and Drug Administration), â ªÑ —
ÅÌÀ (European Medicine Agency),
ó ßïîí³¿ — PMDA (Pharmaceuticals
and Medical Devices Agency).

Çàñàäíè÷èì äîêóìåíòîì, ÿêèé âè-
çíà÷àº åòè÷í³ ïðèíöèïè ïðîâåäåííÿ
á³îìåäè÷íèõ äîñë³äæåíü çà ó÷àñòþ
ëþäåé, º Ãåëüñ³íñüêà äåêëàðàö³ÿ âñå-
ñâ³òíüî¿ ìåäè÷íî¿ àñîö³àö³¿ (ÂÌÀ)
«Åòè÷í³ ïðèíöèïè ìåäè÷íèõ äîñë³ä-
æåíü çà ó÷àñòþ ëþäèíè ó ÿêîñò³
îá’ºêòà ìåäè÷íîãî äîñë³äæåííÿ» [8].
Â³äïîâ³äíî äî ïîëîæåíü Äåêëàðàö³¿
ïðè ïðîâåäåíí³ áóäü-ÿêîãî äîñë³äæåí-
íÿ çà ó÷àñòþ ëþäåé ÿê ñóá’ºêò³â
êîæåí ïîòåíö³éíèé ñóá’ºêò äîñë³ä-
æåííÿ ìàº áóòè íàëåæíèì ÷èíîì ïî-
³íôîðìîâàíèé ïðî ö³ë³, ìåòîäè, î÷³êó-
âàíó êîðèñòü ³ ìîæëèâèé ðèçèê äî-
ñë³äæåííÿ, à òàêîæ ïðî íåçðó÷íîñò³,
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ÿê³ ìîæóòü áóòè âèêëèêàí³ åêñïåðè-
ìåíòîì. Ó÷àñíèêè äîñë³äæåííÿ ìàþòü
áóòè ïî³íôîðìîâàí³ ïðî òå, ùî âîíè
ìàþòü íåîáìåæåíå ïðàâî â³äìîâèòèñÿ
â³ä ó÷àñò³ â äîñë³äæåíí³ òà â áóäü-ÿêèé
÷àñ óçÿòè íàçàä çãîäó íà ó÷àñòü. Ë³êàð
ïîâèíåí îòðèìàòè òàêó çãîäó — â³ëüíó
é ³íôîðìîâàíó — â³ä ñóá’ºêòà äîñë³ä-
æåííÿ, áàæàíî â ïèñüìîâ³é ôîðì³.

Ïàö³ºíòè ìîæóòü âêëþ÷àòèñÿ
â íàóêîâå äîñë³äæåííÿ ò³ëüêè ï³ñëÿ
òîãî, ÿê âîíè îòðèìàëè ïîâíó ³íôîð-
ìàö³þ ïðî éîãî ñóòü òà ïåðñïåêòèâè,
òà íàäàëè óñâ³äîìëåíó  ³ äîáðîâ³ëüíó
³íôîðìîâàíó çãîäó.

Äîñë³äíèê íå ïîâèíåí çìóøóâàòè
ïàö³ºíò³â äî ó÷àñò³ â äîñë³äæåíí³ ÷è
âïëèâàòè íà ïðèéíÿòòÿ íèìè ð³øåí-
íÿ. Ïàö³ºíò ïîâèíåí ïðèéíÿòè ð³øåí-
íÿ ñàìîñò³éíî, íà ï³äñòàâ³ ³íôîðìàö³¿,
ùî ì³ñòèòüñÿ ó ôîðì³ ³íôîðìîâàíî¿
çãîäè, ³ â³äîìîñòåé, îòðèìàíèõ â³ä ë³-
êàðÿ. Ïàö³ºíò ïîâèíåí ìàòè äîñòàòíüî
÷àñó äëÿ óõâàëåííÿ ð³øåííÿ é îáäóìó-
âàííÿ â³äïîâ³äåé, îòðèìàíèõ â³ä ë³êà-
ðÿ íà ïîñòàâëåí³ çàïèòàííÿ, ó çâ’ÿçêó
ç ÷èì ³íôîðìàö³þ äëÿ ïàö³ºíòà é ôîðìó
³íôîðìîâàíî¿ çãîäè ïîòåíö³éíèé ó÷àñ-
íèê äîñë³äæåííÿ ìîæå çàáðàòè äîäîìó
äëÿ îáãîâîðåííÿ ç ðîäè÷àìè, ë³êàðåì,
þðèñòîì òà ³í.

²íôîðìîâàíà çãîäà º äîáðîâ³ëüíèì
ï³äòâåðäæåííÿì ïàö³ºíòà éîãî çãîäè
áðàòè ó÷àñòü ó òîìó ÷è òîìó äîñë³ä-
æåíí³ ï³ñëÿ òîãî, ÿê â³í áóâ îçíàéîì-
ëåíèé ç óñ³ìà àñïåêòàìè äîñë³äæåííÿ.
²íôîðìîâàíà çãîäà äîêóìåíòóºòüñÿ çà
äîïîìîãîþ ïèñüìîâî ï³äïèñàíî¿ òà äà-
òîâàíî¿ ôîðìè ³íôîðìîâàíî¿ çãîäè
(ICH Harmonized Tripartite Guideline
for GCP).

²íôîðìîâàíà çãîäà ïîâèííà áóòè
ðîçðîáëåíà â³äïîâ³äíî äî çàêîí³â êðà¿-
íè, äå ïðîâîäèòüñÿ êë³í³÷íå äîñë³ä-
æåííÿ, ïðàâèë GCP ³ ïðèíöèï³â Ãåëü-
ñèíñüêî¿ Äåêëàðàö³¿.

Îêðåìîþ åòèêî-ïðàâîâîþ ïðîá-
ëåìîþ â êë³í³÷íèõ âèïðîáóâàííÿõ ë³-
êàðñüêèõ çàñîá³â º çàñòîñóâàííÿ ïëàöå-
áî. Ïëàöåáî — öå ôàðìàöåâòè÷íèé ïðî-
äóêò, ÿêèé íå ì³ñòèòü àêòèâíîãî

íà÷àëà. Äëÿ ïîð³âíÿëüíèõ äîñë³äæåíü
ïëàöåáî çà ôîðìîþ, êîëüîðó, ñìàêó, çà-
ïàõó, ìåòîäèö³ ïðèçíà÷åííÿ òà ³í. ïî-
âí³ñòþ ³ì³òóº äîñë³äæóâàíèé ïðåïàðàò. 

Äàí³, îòðèìàí³ â ãðóï³ ïëàöåáî,
º «ôîíîì», ÿêèé çóìîâëåíèé ïðèðîä-
íîþ òå÷³ºþ ïîä³é ï³ä ÷àñ êë³í³÷íîãî
âèïðîáóâàííÿ, áåç çàñòîñóâàííÿ äî-
ñë³äæóâàíî¿ òåðàï³¿. Îö³íêà ðåçóëüòà-
ò³â, îòðèìàíèõ ó ãðóï³ àêòèâíîãî ë³-
êóâàííÿ, â³äáóâàºòüñÿ íà öüîìó ôîí³.
Äîñë³äæåííÿ, â ÿêèõ ïîð³âíþºòüñÿ ì³æ
ñîáîþ ä³ÿ àêòèâíî¿ òåðàï³¿ òà ïëàöåáî,
º ïëàöåáî-êîíòðîëüîâàíèì äîñë³äæåí-
íÿì. Éîãî ðîëü äëÿ äîñòîâ³ðíîñò³ îò-
ðèìàíî¿ ³íôîðìàö³¿ âàæêî ïåðåîö³íè-
òè, ÿê âîäíî÷àñ ³ ñêëàäíîù³ åòèêî-
ïðàâîâîãî ðåãóëþâàííÿ.

Êîíòðîëü ïñèõîëîã³÷íèõ àñïåêò³â
ó÷àñò³ â êë³í³÷íîìó âèïðîáóâàíí³ ìàº
ñâî¿ åòèêî-ïðàâîâ³ îñîáëèâîñò³. Íà-
ïðèêëàä, ïîðÿäîê îòðèìàííÿ ³íôîð-
ìîâàíî¿ çãîäè é óñâ³äîìëåííÿ ñâîº¿
ó÷àñò³ â íàóêîâîìó äîñë³äæåíí³ «íàé-
ñó÷àñí³øîãî ïðåïàðàòó», ï³äâèùåíà
óâàãà ìåäè÷íîãî ïåðñîíàëó, çíà÷íà
ê³ëüê³ñòü äîäàòêîâèõ îáñòåæåíü, íå-
îáõ³äí³ñòü ÷àñòî â³äâ³äóâàòè ë³êóâàëü-
íó óñòàíîâó òîùî, âïëèâàþòü íà â³ä-
ïîâ³äü îðãàí³çìó ïàö³ºíòà íà ë³êóâàí-
íÿ, ùî ïðîâîäèòüñÿ. 

Ó ïîäâ³éíèõ ñë³ïèõ äîñë³äæåííÿõ,
êîëè í³ ë³êàð, í³ ïàö³ºíò íå çíàþòü,
ÿêå ë³êóâàííÿ îòðèìóº êîíêðåòíèé
õâîðèé, åôåêò «ó÷àñò³» îäíàêîâèé ÿê
ó ãðóï³ àêòèâíî¿ òåðàï³¿, òàê ³ â ãðóï³
ïëàöåáî. Ïîð³âíþþ÷è åôåêòè òåðàï³¿ â
îáîõ ãðóïàõ, ìîæíà îòðèìàòè «î÷èùå-
íó» â³ä óïëèâó îñîáëèâèõ óìîâ êë³í³÷-
íîãî äîñë³äæåííÿ ³íôîðìàö³þ ïðî ä³þ
ë³êàðñüêîãî çàñîáó, ùî âèâ÷àºòüñÿ.

Âàæëèâîþ º ïðàâèëüíà îö³íêà ÷à-
ñòîòè âèíèêíåííÿ íåáàæàíèõ ÿâèù.
Îñê³ëüêè äî íåáàæàíèõ ÿâèù â³äíî-
ñÿòü áóäü-ÿêó íåñïðèÿòëèâó ç ìåäè÷-
íîãî ïîãëÿäó ïîä³þ, ùî ñòàºòüñÿ â ïå-
ð³îä êë³í³÷íîãî âèïðîáóâàííÿ, çðîçó-
ì³ëî, ùî ïåâíà ê³ëüê³ñòü òàêèõ ïîä³é
ñòàíåòüñÿ ñàìà ñîáîþ, áåç çâ’ÿçêó
ç ïðèéîìîì äîñë³äæóâàíîãî ïðåïàðà-
òó. Ïåðåäáà÷àºòüñÿ, ùî ö³ «ôîíîâ³»
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ïîä³¿ òðàïëÿþòüñÿ ç îäíàêîâîþ ÷àñòî-
òîþ â îáîõ ãðóïàõ, ùî äîçâîëÿº âèä³-
ëèòè íåáàæàí³ ë³êàðñüê³ ðåàêö³¿, ä³é-
ñíî ïîâ’ÿçàí³ ç äîñë³äæóâàíèì ïðå-
ïàðàòîì.

Âàæëèâèì º òàêîæ êîðåêòíî ³íòåð-
ïðåòóâàòè îòðèìàí³ äàí³ òà çðîáèòè
ïðàâèëüí³ âèñíîâêè ïðî åôåêòèâí³ñòü
³ áåçïå÷í³ñòü ë³êàðñüêîãî çàñîáó.
ßêùî â äîñë³äæåíí³ àáî âçàãàë³ íåìàº
êîíòðîëüíî¿ ãðóïè, àáî ì³æ ñîáîþ ïî-
ð³âíþþòüñÿ äâ³ àêòèâí³ ðå÷îâèíè,
íå ³ñíóº ìåòîä³â, ÿê³ äîçâîëÿþòü îòðè-
ìàòè äîñòîâ³ðí³ âèñíîâêè ïðî âïëèâ
äîñë³äæóâàíîãî ïðåïàðàòó íà îðãà-
í³çì, àäæå òåîðåòè÷íî áóäü-ÿê³ çì³íè
â ñòàí³ ïàö³ºíòà ìîæóòü áóòè çóìîâëå-
í³ ïëàöåáî-åôåêòîì.

Ïëàöåáî-åôåêò — çì³íè â ñòàí³ îð-
ãàí³çìó, âèêëèêàí³ âëàñíå ôàêòîì
ïðèéîìó ë³êàðñüêîãî çàñîáó, íåçàëåæ-
íî â³ä éîãî ä³ºâîãî íà÷àëà. Ïðè ð³çíèõ
íîçîëîã³ÿõ ³ ó ð³çíèõ ëþäåé åôåêò â³ä
ïðèéîìó ïëàöåáî ³ñòîòíî ð³çíèòüñÿ.
Ïåðåäáà÷àºòüñÿ, ùî â äåÿêèõ êë³í³÷-
íèõ ñèòóàö³ÿõ äî ïàö³ºíò³â, ÿê³ ïðè-
éìàþòü ïëàöåáî, ñóá’ºêòèâíî â³äçíà-
÷àþòü ïîë³ïøåííÿ, õî÷à îá’ºêòèâí³
ïîêàçíèêè ïðî öå íå ñâ³ä÷àòü.

Îêðåìîãî ïðàâîâîãî ðåãóëþâàííÿ
âèìàãàþòü ìàñêîâàí³ äîñë³äæåííÿ.
Íàïðèêëàä, íåîáõ³äíî ïîð³âíÿòè ì³æ
ñîáîþ âíóòð³øíüîì’ÿçîâó òà âíóòð³-
øíüîâåííó ôîðìó àíòèá³îòèêà. Äëÿ
öüîãî ãîòóþòü ÷îòèðè âèäè äîñë³äæó-
âàíîãî ë³êóâàííÿ: âíóòð³øíüîâåííèé
çàñ³á À; ïëàöåáî, ùî ³ì³òóº âíóòð³-
øíüîâåííèé çàñ³á À; âíóòð³øíüîì’ÿçî-
âèé çàñ³á Á; ïëàöåáî, ùî ³ì³òóº âíóòð³-
øíüîì’ÿçîâèé çàñ³á Á. Óñ³ ïàö³ºíòè îò-
ðèìóþòü â îäèí ³ òîé æå ÷àñ ÿê
âíóòð³øíüîì’ÿçîâ³, òàê ³ âíóòð³øíüî-
âåíí³ ³í’ºêö³¿: îäíà ãðóïà îòðèìóº
âíóòð³øíüîâåííèé çàñ³á À ³ ïëàöåáî,
ùî ³ì³òóº âíóòð³øíüîì’ÿçîâèé çàñ³á Á,
äðóãà — âíóòð³øíüîì’ÿçîâèé çàñ³á Á
³ ïëàöåáî, ùî ³ì³òóº âíóòð³øíüîâåí-
íèé çàñ³á À.

Êîì³òåòè ç åòèêè ïðè ðîçãëÿä³ ïðî-
òîêîë³â (ïðîãðàì) äîñë³äæåíü ïëàöåáî,
ïîâèíí³ ç îñîáëèâîþ ðåòåëüí³ñòþ çâà-

æóâàòè îá´ðóíòîâàí³ñòü çàñòîñóâàííÿ
ïëàöåáî â êîíêðåòíîìó ïðîåêò³.
Ìîæíà ñêîðèñòàòèñÿ ðåêîìåíäàö³ÿìè
ïîòî÷íî¿ ðåäàêö³¿ Ãåëüñ³íñüêî¿ äåêëà-
ðàö³¿.

Òàê, ñò. 29 Ãåëüñ³íñüêî¿ Äåêëàðà-
ö³¿ âèçíà÷àº: «Êîðèñòü, ðèçèêè, íå-
çðó÷íîñò³ é åôåêòèâí³ñòü íîâîãî ìå-
òîäó ïîâèíí³ îö³íþâàòèñÿ ïîð³âíÿíî
ç êðàùèìè íà ïîòî÷íèé ìîìåíò ïðî-
ô³ëàêòè÷íèìè, ä³àãíîñòè÷íèìè ³ òå-
ðàïåâòè÷íèìè ìåòîäàìè. Ó òèõ âè-
ïàäêàõ, êîëè íå ³ñíóº àïðîáîâàíîãî
ïðîô³ëàêòè÷íîãî, ä³àãíîñòè÷íîãî àáî
òåðàïåâòè÷íîãî ìåòîäó, ìîæëèâå âè-
êîðèñòàííÿ â äîñë³äæåííÿõ ãðóï ïî-
ð³âíÿííÿ ç ïëàöåáî àáî ç â³äñóòí³ñòþ
ë³êóâàííÿ».

Ïðîòå òàê³ æîðñòê³ ôîðìóëþâàííÿ
âèêëèêàëè äèñêóñ³þ â ñåðåäîâèù³ ïðî-
ôåñ³îíàë³â êë³í³÷íèõ äîñë³äæåíü. Òîæ
Âñåñâ³òíÿ ìåäè÷íà àñîö³àö³ÿ (äàë³ —
ÂÌÀ) áóëà âèìóøåíà çðîáèòè ðîç’ÿñ-
íåííÿ äî ñò. 29:

Öèì ÂÌÀ ï³äòâåðäæóº ñâîþ ïîçè-
ö³þ â³äíîñíî òîãî, ùî ð³øåííÿ ïðî
ïðîâåäåííÿ ïëàöåáî-êîíòðîëüîâàíèõ
äîñë³äæåíü ïîâèííî ïðèéìàòèñÿ ç
êðàéíüîþ îáåðåæí³ñòþ, ³ ùî â ö³ëîìó
öÿ ìåòîäîëîã³ÿ ìîæå âèêîðèñòîâóâà-
òèñÿ ò³ëüêè çà â³äñóòíîñò³ àïðîáîâà-
íèõ ìåòîä³â òåðàï³¿. Ïðîòå ïðîâåäåííÿ
ïëàöåáî-êîíòðîëüîâàíèõ äîñë³äæåíü
ìîæå áóòè âèïðàâäàíå ç åòè÷íî¿ òî÷êè
çîðó íàâ³òü ïðè ³ñíóâàíí³ àïðîáîâàíèõ
ìåòîä³â ë³êóâàííÿ çà íàÿâíîñò³ âè-
çíà÷åíèõ îáñòàâèí:

•êîëè ³ñíóþòü ïåðåêîíëèâ³ íàóêîâî
îáãðóíòîâàí³ ìåòîäîëîã³÷í³ ïðè÷è-
íè íåîáõ³äíîñò³ âèêîðèñòàííÿ
ïëàöåáî äëÿ âèçíà÷åííÿ åôåêòèâ-
íîñò³ àáî áåçïåêè äîñë³äæóâàíîãî
ïðîô³ëàêòè÷íîãî, ä³àãíîñòè÷íîãî
àáî òåðàïåâòè÷íîãî ìåòîäó; ÷è 

•êîëè äîñë³äæóºòüñÿ ïðîô³ëàêòè÷-
íèé, ä³àãíîñòè÷íèé àáî òåðàïåâ-
òè÷íèé ìåòîä äëÿ íåâàæêèõ çàõâî-
ðþâàíü, ³ çàñòîñóâàííÿ ïëàöåáî íå
ïðèâåäå äî ï³äâèùåííþ ðèçèêó
ñïðè÷èíåííÿ ñåðéîçíîãî àáî áåçïî-
âîðîòíîãî çáèòêó çäîðîâ’þ.
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Ðåøòè ïîëîæåíü Ãåëüñ³íñüêî¿ Äåê-
ëàðàö³¿ íåîáõ³äíî ñóâîðî äîòðèìóâà-
òèñü, îñîáëèâî ùîäî íåîáõ³äíîñò³ ïðî-
âåäåííÿ â³äïîâ³äíî¿ åòè÷íî¿ òà íàóêî-
âî¿ åêñïåðòèçè.

Îñîáëèâó óâàãó õîò³ëîñÿ á çâåðíóòè
íà îòðèìàííÿ ³íôîðìîâàíî¿ çãîäè â
ïàö³ºíò³â, ùî íàëåæàòü äî îñîáëèâî
óðàçëèâîãî êîíòèíãåíòó. Äîñë³äæåííÿ
ë³êàðñüêèõ çàñîá³â, ïðèçíà÷åíèõ äëÿ
çàñòîñóâàííÿ â ðåàí³ìàö³éí³é ïðàêòè-
ö³, ïåä³àòð³¿, äëÿ ë³êóâàííÿ ïñèõ³÷íèõ
çàõâîðþâàíü, ñòàðå÷î¿ äåìåíö³¿, ó âà-
ã³òíèõ, â³éñüêîâî-ñëóæáîâö³â íåìîæ-
ëèâî áåç ó÷àñò³ ïàö³ºíò³â, ÿê³ ñàì³
íå ìîæóòü äàòè ³íôîðìîâàíó çãîäó
àáî ìîæóòü ò³ëüêè ï³ä òèñêîì.

Ó òàêèõ âèïàäêàõ ³íôîðìîâàíó
çãîäó çà ïàö³ºíòà ìîæå äàòè éîãî çà-
êîííèé ïðåäñòàâíèê (áëèçüêèé ðîäè÷,
áàòüêè, ä³òè) ÷è îô³ö³éíî ïðèçíà÷åíèé
îï³êóí. Çàêîííèé ïðåäñòàâíèê ïîâí³-
ñòþ áåðå ó÷àñòü ó ïðîöåñ³ îòðèìàííÿ ³í-
ôîðìîâàíî¿ çãîäè, ï³äïèñóº òà äàòóº
â³äïîâ³äíó ôîðìó. Îñîáëèâîñò³ ñêëàäàí-
íÿ ³ îòðèìàííÿ ³íôîðìîâàíî¿ çãîäè â
ïåä³àòðè÷í³é ïðàêòèö³, ó âàã³òíèõ, â³é-
ñüêîâî-ñëóæáîâö³â òà ³íøèõ ãðóïàõ ïî-
òðåáóþòü îêðåìîãî ðîçãëÿäó.

Ìàº ñâî¿ îñîáëèâîñò³ é îòðèìàííÿ
³íôîðìîâàíî¿ çãîäè â íåâèë³êîâíèõ
õâîðèõ. Òàê³ ïàö³ºíòè á³ëüøå ñõèëüí³
äî ïðèìóñó ÷è íåâèïðàâäàíîãî ñòèìó-
ëþâàííÿ, à ðèçèê ïðè äîñë³äæåííÿõ
íà íèõ á³ëüø, í³æ ì³í³ìàëüíèé. Â ³í-
ôîðìîâàí³é çãîä³ äëÿ òàêèõ ïàö³ºíò³â
ìàº áóòè òî÷íà ³íôîðìàö³ÿ ïðî ïðè-
éíÿòí³ñòü ó÷àñò³ ïàö³ºíòà â äîñë³ä-
æåíí³ (ä³àãíîç, ïðîãíîç), àëüòåðíàòèâ-
í³ âàð³àíòè ë³êóâàííÿ, ñï³ââ³äíîøåí-
íÿ ðèçèêó òà êîðèñò³ ïðè ó÷àñò³ â
äîñë³äæåíí³.

Íåîáõ³äíà ³íôîðìàö³ÿ ïîâèííà íà-
äàâàòèñÿ ïàö³ºíòîâ³ çàçäàëåã³äü, áàæà-
í³ êîíñóëüòàö³¿ ç ÷ëåíàìè ñ³ì’¿ òà ìå-
äè÷íèìè ôàõ³âöÿìè.

Îñòàíí³ì ÷àñîì ó÷àñíèêàìè êë³í³÷-
íèõ äîñë³äæåíü ÷àñòî ñòàþòü ë³òí³
ëþäè (äîñë³äæåííÿ â êàðä³îëîã³¿, íåâ-
ðîëîã³¿ òîùî). Ö³ ïàö³ºíòè ñõèëüí³
óíèêàòè ó÷àñò³ â äîñë³äæåííÿõ, íåîá-

õ³äíî á³ëüøå ÷àñó äëÿ ïîÿñíåííÿ ¿ì
çàâäàííÿ äîñë³äæåííÿ, äëÿ îáãîâîðåí-
íÿ ³íôîðìîâàíî¿ çãîäè. Âîíè ÷àñò³øå
ïåðåðèâàþòü ó÷àñòü ó äîñë³äæåíí³, ó
íèõ íèæ÷à êîìïëàºíòí³ñòü (ïðèõèëü-
í³ñòü äî ë³êóâàííÿ), à éìîâ³ðí³ñòü
ïðèìóñó òà íåâèïðàâäàíîãî ñòèìóëþ-
âàííÿ âèùà, îñîáëèâî â îñ³á, ïîì³ùå-
íèõ ó ñïåö³àë³çîâàí³ ë³êóâàëüí³ óñòà-
íîâè [9].

Ó äåÿêèõ âèïàäêàõ ìîæíà âêëþ÷àòè
ïàö³ºíòà â äîñë³äæåííÿ é áåç ³íôîðìî-
âàíî¿ çãîäè (íàïðèêëàä, ó ðåàí³ìàö³é-
í³é ïðàêòèö³ ó õâîðèõ, ÿê³ ïåðåáóâàþòü
ó íåñâ³äîìîìó ñòàí³, äîñòàâëåíèõ â êë³-
í³êó áåç ñóïðîâîäó ðîäè÷³â). Öå ìîæëè-
âî â òèõ âèïàäêàõ, êîëè â Ïðîòîêîë³
äîñë³äæåííÿ îïèñàíà ìîæëèâ³ñòü âêëþ-
÷åííÿ òàêèõ ïàö³ºíò³â áåç ³íôîðìîâàíî¿
çãîäè çà óìîâè â³äïîâ³äíèõ âèñíîâê³â
ëîêàëüíèõ åòè÷íèõ êîì³òåò³â.

Çãîäîì, ïðè ïîë³ïøåíí³ ñòàíó, ïà-
ö³ºíò ìàº áóòè ïî³íôîðìîâàíèé ïðî
òå, ùî â³í º ó÷àñíèêîì äîñë³äæåííÿ
òà (÷è) ï³äïèñàòè ³íôîðìîâàíó çãîäó,
àáî â³äìîâèòèñÿ â³ä ïîäàëüøî¿ ó÷àñò³
â äîñë³äæåíí³.

Ìîæëèâ³ âèïàäêè, êîëè ïàö³ºíò àáî
çàêîíí³ ïðåäñòàâíèêè íå ìîæóòü ñàì³
ïðî÷èòàòè òåêñò ³íôîðìîâàíî¿ çãîäè.
Òîä³ ï³ä ÷àñ îòðèìàííÿ ³íôîðìîâàíî¿
çãîäè ìàº áóòè ïðèñóòí³ì ñâ³äîê, ÿêèé
ìàº áóòè íåçàëåæíèì, òîáòî íå
ïîâ’ÿçàíèé ï³äïîðÿäêîâàíèìè ñòîñóí-
êàìè ç äîñë³äíèêîì. Ñâ³äîê ìàº áóòè
ïðèñóòí³ì ïðè îòðèìàíí³ ³íôîðìîâà-
íî¿ çãîäè, ÿêùî ïàö³ºíò íå ìîæå ñàì
ïðî÷èòàòè òåêñò ³íôîðìîâàíî¿ çãîäè
àáî ïàö³ºíò íàëåæèòü äî óðàçëèâîãî
êîíòèíãåíòó (ë³òí³, âàæêî õâîð³ ëþäè
òà ³í.). Ñâ³äîê ï³äïèñóº ³ äàòóº ôîðìó
³íôîðìîâàíî¿ çãîäè ðàçîì ç ïàö³ºíòîì
³ ë³êàðåì-äîñë³äíèêîì.

Îòæå, âèá³ð ó÷àñò³ ÷è íåó÷àñò³ â äî-
ñë³äæåííÿõ º ïåðñîíàëüíèì ð³øåííÿì
ïàö³ºíòà, ïðèéíÿòèì áåç ïðèìóñó, à
çàâäàííÿ â³äïîâ³äíîãî á³îòè÷íîãî êî-
ì³òåòó — öå êâàë³ô³êîâàíà åêñïåðòèçà
³íôîðìîâàíî¿ çãîäè, ùî º îäíèì ç íàé-
âàæëèâ³øèõ åëåìåíò³â ñèñòåìè, êîòðà
ãàðàíòóº åòè÷í³ñòü á³îìåäè÷íèõ äî-
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ñë³äæåíü çà ó÷àñòþ ëþäåé ³ äîòðèìàí-
íÿ ¿õí³õ ïðàâ.

Ï³äñóìîâóþ÷è âèêëàäåíå âèùå,
àâòîð äîòðèìóºòüñÿ ïîçèö³¿ íåîáõ³äíî-
ñò³ ðîçðîáêè Çàêîíó Óêðà¿íè «Ïðî
á³îìåäè÷í³ äîñë³äæåííÿ çà ó÷àñòþ ëþ-
äèíè», ÿêèé áè ðåãóëþâàâ òàêîæ ïî-
ðÿäîê êë³í³÷íèõ âèïðîáóâàíü ë³êàðñü-
êèõ çàñîá³â ç óðàõóâàííÿì ñòàä³¿, íî-
çîëîã³¿ ïàö³ºíòà, ð³øåííÿ åòè÷íîãî

êîì³òåòó, ôîðìè òà çì³ñòó ³íôîðìîâà-
íî¿ çãîäè â êîíòåêñò³ çàãàëüíèõ ïðèí-
öèï³â ïðîâåäåííÿ ìåäèêî-á³îëîã³÷íèõ
åêñïåðèìåíò³â çà ó÷àñòþ ëþäèíè. 
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Êàøêàíîâà Í. Ïðàâîâîå ðåãóëèðîâàíèå êëèíè÷åñêèõ èññëåäîâàíèé ëåêàð-
ñòâåííûõ ñðåäñòâ è èõ ìåñòî â ìåäèêî-áèîëîãè÷åñêîì èññëåäîâàíèè ïðè ó÷àñòèè
÷åëîâåêà. Ñòàòüÿ ïîñâÿùåíà âîïðîñàì ýòè÷íûõ ïðèíöèïîâ è ïðàâîâîãî ðåãóëèðîâà-
íèÿ îðãàíèçàöèè è ïðîâåäåíèÿ êëèíè÷åñêèõ èñïûòàíèé ëåêàðñòâåííûõ ñðåäñòâ.
Â ÷àñòíîñòè àâòîðîì ðàññìàòðèâàþòñÿ ýòèêî-ïðàâîâûå àñïåêòû ðàçðàáîòêè è ïîëó-
÷åíèÿ èíôîðìèðîâàííîãî ñîãëàñèÿ. Îòäåëüíî àâòîðîì àíàëèçèðóþòñÿ ïîëîæåíèÿ
îòíîñèòåëüíî ïðèìåíåíèÿ ïëàöåáî ïðè êëèíè÷åñêèõ èññëåäîâàíèÿõ ëåêàðñòâåííûõ
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Í. Êàøêàíîâà

ñðåäñòâ. Àâòîð äåëàåò âûâîä, ÷òî êëèíè÷åñêèå èñïûòàíèÿ ëåêàðñòâåííûõ ñðåäñòâ
ÿâëÿþòñÿ âèäîì ìåäèêî-áèîëîãè÷åñêîãî ýêñïåðèìåíòà ïðè ó÷àñòèè ÷åëîâåêà è òðå-
áóåò îòäåëüíîãî ðåãóëèðîâàíèÿ Çàêîíîì Óêðàèíû «Î ìåäèêî-áèîëîãè÷åñêèõ ýêñïå-
ðèìåíòàõ ïðè ó÷àñòèè ÷åëîâåêà», íàä ïðîåêòîì êîòîðîãî ðàáîòàåò àâòîð.

Êëþ÷åâûå ñëîâà: ïðàâà ÷åëîâåêà, áèîìåäèöèíñêèå èññëåäîâàíèÿ, êëèíè÷åñêèå
èññëåäîâàíèÿ, ëåêàðñòâåííûå ñðåäñòâà, ïëàöåáî, èíôîðìèðîâàííîå ñîãëàñèå  

Kashkanova N. Legal regulation of clinical trials of medicines and their role in
biomedical research of individuals. The concerns the ethical and legal aspects of clini-
cal trials as a kind of biomedical researches, which are essential for obtaining and se-
lection of new safer and more effective drugs. Recently, the role of clinical trials has
increased in connection with the introduction of practical public health principles of
evidence-based medicine.

Under the Ukrainian legislation a clinical trial of medicines — is the research scien-
tific work, which aims to research involving human subjects research intended to dis-
cover or verify the clinical, pharmacological and / or other pharmacodynamic effects of
one or more investigational medicinal products and / or identify any adverse reactions
to one or more investigational medicinal products and / or to study absorption, distribu-
tion, metabolism and excretion of one or more drugs to confirm its (their) safety and /
or efficacy.

The practice of conducting clinical trials in Ukraine is significant. From 1996 to the
present time in Ukraine applicants clinical trials received 4019 positive conclusion on
the possibility of clinical trials as domestic manufacturers, foreign manufacturers in
international multicenter clinical trials.

During the 1st half of 2014 in Ukraine there is a positive dynamics of the number
of the findings of the Centre for clinical trials: 155 conclusions, including internation-
al multicenter clinical trials — 108 findings (in the first half of 2013: 123 including
international multicenter clinical trials — 93 conclusions).

Under the legislation studied the protection provided by assessing the risk / benefit
ratio as prior to each clinical trial, including on the basis of previous studies, and dur-
ing its implementation through oversight by the State Expert Center of Ministry of
Health of Ukraine (hereinafter — Center) and ethics Committees with appropriate
health institution.

In Ukraine, the implementation of international principles of clinical trials began
with the adoption of the Law of Ukraine «On Medicines», Art. 7 and Art. 8 is devoted to
the examination of the clinical trials, their conduct and protect the patients (volunteers)
and above Ministry of Health of Ukraine Order ¹ 690 On approval of clinical trials and
expertise of clinical trials and Model Regulations of the Ethics Committee. Therefore,
clinical trials are allocated in Ukraine as a separate type of biomedical research.

Ukraine’s participation in the conduct of multi-center clinical trials carried out si-
multaneously in many countries, is important for patients and doctors in general. For
patients - is an opportunity to get free treatment with new drugs to physicians — a fa-
miliarity with new technologies treatment for the country — the possibility of further
registration of drugs with proven efficacy and safety.

The other ethical and legal problems in clinical trials of medicines are placebos.
Placebo - a pharmaceutical product containing no active principle. For comparative
studies with placebo in shape, color, taste, smell, method of appointment and so on
completely mimics the study drug.

Data obtained in the placebo group, a «background», which is due to the natural
flow of events during a clinical trial, without the use of study therapy. Assessment of
the results obtained in the active treatment group is against this background. The
study, which compared the effect of each other active treatment and placebo is a
«placebo-controlled study.» His role in the accuracy of information overestimated, and
the difficulties at the same time as the ethical and legal regulation.

Summarizing the above, the author holds positions need to develop the Law of
Ukraine «On biomedical research involving human subjects» which would also regulate
the procedure for clinical trials of medicines.

Key words: human rights, biomedical researches, clinical trials, medicines, placebo,
informed consent


