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Âñòàíîâëåííÿ êðèì³íàëüíî¿ â³äïîâ³äàëüíîñò³ çà ä³¿, ïîâ’ÿçàí³ ç ï³äðîáëåííÿì ë³êàð-
ñüêèõ çàñîá³â, çóìîâëþº ïîòðåáó ó ´ðóíòîâíîìó äîñë³äæåíí³ íîâîãî ñêëàäó çëî÷èíó, ïå-
ðåäáà÷åíîãî ñò. 3211 Êðèì³íàëüíîãî êîäåêñó Óêðà¿íè. Çîêðåìà àêòóàë³çóºòüñÿ ïèòàííÿ
ùîäî äåòàëüíîãî âèâ÷åííÿ ïðåäìåòà öüîãî çëî÷èíó. Ó ñòàòò³ äîñë³äæóºòüñÿ íîðìàòèâ-
íî-ïðàâîâå âèçíà÷åííÿ ôàëüñèô³êîâàíèõ ë³êàðñüêèõ çàñîá³â òà âçàºìîïîâ’ÿçàíèõ ïî-
íÿòü ôàðìàöåâòè÷íî¿ ãàëóç³. Òàêîæ àâòîð àíàë³çóº íîðìè â³ò÷èçíÿíîãî çàêîíîäàâñòâà
òà Êîíâåíö³¿ Ðàäè ªâðîïè ùîäî êðèì³íàë³çàö³¿ ï³äðîáëåííÿ ìåäè÷íî¿ ïðîäóêö³¿ òà ïîä³á-
í³ çëî÷èíè, ùî çàãðîæóþòü îõîðîí³ çäîðîâ’ÿ, ç ìåòîþ ïîð³âíÿííÿ áàçîâèõ òåðì³í³â òà
îêðåñëåííÿ ìåæ ðåàë³çàö³¿ ïîëîæåíü ì³æíàðîäíîãî àêòà íà íàö³îíàëüíîìó ð³âí³.
Êëþ÷îâ³ ñëîâà: îõîðîíà çäîðîâ’ÿ, ë³êàðñüê³ çàñîáè, ôàëüñèô³êîâàí³ ë³êàðñüê³ çàñîáè, ï³ä-
ðîáëåíà ìåäè÷íà ïðîäóêö³ÿ, íåÿê³ñí³ ë³êàðñüê³ çàñîáè, íåçàðåºñòðîâàí³ ë³êàðñüê³ çàñîáè,
êîíòðàôàêòí³ ë³êàðñüê³ çàñîáè, ë³êàðñüêèé ïðåïàðàò.

Îñíîâíèì çàâäàííÿì ëåãàëüíîãî ðèí-
êó ë³ê³â º çàáåçïå÷åííÿ ñïîæèâà÷à åôåê-
òèâíèìè òà äîñòóïíèìè çà ö³íîþ
ë³êàðñüêèìè çàñîáàìè. Ñàìå öåé ðèíîê
ñëóãóº íàéá³ëüø òî÷íèì êðèòåð³ºì ÿêîñ-
ò³ ñîö³àëüíî¿ ïîë³òèêè äåðæàâè ùîäî çà-
áåçïå÷åííÿ ïðàâ ãðîìàäÿí íà æèòòÿ ³
çäîðîâ’ÿ. Ó ñâîþ ÷åðãó, çäîðîâ’ÿ íàö³¿ ÿê
ãîëîâíà ñîö³àëüíà ö³íí³ñòü ³ íàéâàæëè-
â³øèé åêîíîì³÷íèé ðåñóðñ ñóñï³ëüñòâà º
³íäèêàòîðîì ïðîãðåñó ñîö³àëüíî-åêîíî-
ì³÷íîãî ðîçâèòêó, â ÿêîìó ñèíòåçóþòüñÿ
äîñÿãíóòèé ð³âåíü ÿêîñò³ æèòòÿ ëþäåé ³
åêîíîì³÷íîãî áëàãîïîëó÷÷ÿ êðà¿íè. Áåç-
ïåêà çäîðîâ’ÿ íàö³¿ çíà÷íîþ ì³ðîþ çó-
ìîâëþº ð³âåíü íàö³îíàëüíî¿ áåçïåêè â
ö³ëîìó.

Çàêîíîäàâåöü ï³ä òåðì³íîì «íàö³î-
íàëüíà áåçïåêà» ðîçóì³º «çàõèùåí³ñòü
æèòòºâî âàæëèâèõ ³íòåðåñ³â ëþäèíè ³
ãðîìàäÿíèíà, ñóñï³ëüñòâà ³ äåðæàâè, çà
ÿêî¿ çàáåçïå÷óþòüñÿ ñòàëèé ðîçâèòîê ñó-
ñï³ëüñòâà, ñâîº÷àñíå âèÿâëåííÿ, çàïî-
á³ãàííÿ ³ íåéòðàë³çàö³ÿ ðåàëüíèõ òà ïî-
òåíö³éíèõ çàãðîç íàö³îíàëüíèì ³íòåðå-
ñàì ó ñôåðàõ ïðàâîîõîðîííî¿ ä³ÿëüíîñò³,
áîðîòüáè ç êîðóïö³ºþ, ïðèêîðäîííî¿
ä³ÿëüíîñò³ òà îáîðîíè, ì³ãðàö³éíî¿ ïî-
ë³òèêè, îõîðîíè çäîðîâ’ÿ … òà ³íøèõ
ñôåðàõ äåðæàâíîãî óïðàâë³ííÿ …». Òà-
êèì ÷èíîì, íàö³îíàëüíà áåçïåêà, ó òîìó
÷èñë³ áåçïåêà ó ñôåð³ îõîðîíè çäîðîâ’ÿ,
çàëåæèòü íå ò³ëüêè â³ä ñòàíó åêîíîì³êè,
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ÿêîñò³ ¿¿ ïðàâîâî¿ îñíîâè, à é â³ä ïðà-
âèëüíî¿ îö³íêè íàÿâíèõ òà ïîòåíö³éíî
ìîæëèâèõ çàãðîç.

Ðåàëüíó çàãðîçó äëÿ íàö³îíàëüíèõ ³í-
òåðåñ³â áóäü-ÿêî¿ äåðæàâè ñòàíîâèòü çëî-
÷èííà ä³ÿëüí³ñòü, ÿêà â êîíòåêñò³ ôàðìà-
öåâòè÷íî¿ áåçïåêè ïåðåäóñ³ì ïîâ’ÿçàíà ç
ôåíîìåíîì ôàëüñèô³êàö³¿ (ï³äðîáêè)
ë³êàðñüêèõ çàñîá³â. Çà ïðèáóòêîâ³ñòþ
ñâ³òîâèé ò³íüîâèé ôàðìàöåâòè÷íèé ðè-
íîê îïèíèâñÿ íà òðåòüîìó ì³ñö³ ï³ñëÿ
ðèíêó çáðî¿ òà íàðêîòèê³â [1, ñ. 5].

Çàêîíîäàâåöü, âñòàíîâèâøè êðèì³-
íàëüíó â³äïîâ³äàëüí³ñòü çà ôàëüñèô³êà-
ö³þ ë³êàðñüêèõ çàñîá³â (ËÇ) àáî îá³ã
ôàëüñèô³êîâàíèõ ë³êàðñüêèõ çàñîá³â
(ÔËÇ), òèì ñàìèì âèçíàâ íàÿâí³ñòü ðå-
àëüíî¿ ñóñï³ëüíî¿ çàãðîçè, ÿêà ñïðè÷èíå-
íà íàÿâí³ñòþ ï³äðîáëåíèõ ë³ê³â íà ôàð-
ìàöåâòè÷íîìó ðèíêó Óêðà¿íè.

Êðèì³íàë³çàö³ÿ ä³é, ïîâ’ÿçàíèõ ç ï³ä-
ðîáëåííÿì ë³êàðñüêèõ çàñîá³â, çóìîâèëà
ïîòðåáó ó äåòàëüíîìó êðèì³íàëüíî-ïðà-
âîâîìó äîñë³äæåíí³ öüîãî íîâîãî ñêëàäó
çëî÷èíó. Çàêîíîäàâ÷³ çì³íè, ðåàë³çîâàí³
øëÿõîì âêëþ÷åííÿ äî Êðèì³íàëüíîãî
êîäåêñó Óêðà¿íè (ÊÊ Óêðà¿íè) ñò. 3211,
çàêð³ïèëè íîâ³ íîðìàòèâíî-ïðàâîâ³ ïî-
ëîæåííÿ, àíàë³ç ÿêèõ äîçâîëèòü çðî-
çóì³òè ñóòí³ñòü òà ìåòó òàêèõ íîâîââå-
äåíü, à òàêîæ ñïðèÿòèìå îïòèì³çàö³¿ ¿õ
ïðàêòè÷íîãî çàñòîñóâàííÿ.

Îáñÿã íàóêîâèõ ïðàöü ³ç çàçíà÷åíî¿
ïðîáëåìàòèêè äîñèòü íåçíà÷íèé, ïðîòå
ñâ³é âêëàä â îá´ðóíòóâàííÿ íåîáõ³äíîñò³
êðèì³íàë³çàö³¿ ä³é, ïîâ’ÿçàíèõ ç âèãî-
òîâëåííÿì òà îá³ãîì ÔËÇ, çðîáèëè òàê³
íàóêîâö³ ÿê ². À. Êîâàëåíêî, Ã. Â. Ïî÷-
êóí, Þ. Â. Ðàêîâñüêà. Äîñë³äæåííÿì
ôàëüñèô³êàö³¿ ËÇ ç òî÷êè çîðó ïîðóøåí-
íÿ ïðàâ ³íòåëåêòóàëüíî¿ âëàñíîñò³ çàé-
ìàëèñÿ Í. Á. Ìîñêàëþê, ². Ì. Êîðîñòà-
øîâà. Îêðåì³ ïèòàííÿ ôàëüñèô³êàö³¿ àáî
îá³ãó ÔËÇ ðîçãëÿäàëèñÿ ôàõ³âöÿìè â ãà-
ëóç³ ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³ Î. Î. Ðè-
ùåíêî, Â. Î. Øàïîâàëîâîþ, ². Ð. Â³òèê,
Â. ª. Òêàë³÷.

Îá’ºêòîì àíàë³çó ó ïðàöÿõ çàçíà÷åíèõ
àâòîð³â, ÿê ïðàâèëî, âèñòóïàëà îáóìîâ-
ëåí³ñòü âñòàíîâëåííÿ êðèì³íàëüíî¿ â³ä-

ïîâ³äàëüíîñò³ çà ôàëüñèô³êàö³þ ËÇ àáî
îá³ã ÔËÇ òà êðèì³íàëüíî-ïðàâîâà õàðàê-
òåðèñòèêà öüîãî çëî÷èíó, ùî ïåâíèì ÷è-
íîì ðîçêðèâàëî çì³ñò ïîíÿòòÿ «ôàëüñè-
ô³êîâàí³ ë³êàðñüê³ çàñîáè», ïðîòå äî-
êëàäíî öå ïèòàííÿ íå âèñâ³òëþâàëîñÿ
æîäíèì íàóêîâöåì.

Çàâäàííÿì íàøî¿ ñòàòò³ º á³ëüø ãëè-
áîêå äîñë³äæåííÿ ÔËÇ, çîêðåìà ïðåäìå-
òà öüîãî çëî÷èíó, ïåðåäáà÷åíîãî ñò. 3211

ÊÊ Óêðà¿íè, ³ ÿê ïðåäìåòà çëî÷èííèõ
ä³é, ïîâ’ÿçàíèõ ç ï³äðîáëåííÿì ìåäè÷íî¿
ïðîäóêö³¿, ÿê³ âèçíà÷åí³ ÿê òàê³ Êîí-
âåíö³ºþ Ðàäè ªâðîïè ïðî ï³äðîáëåííÿ
ìåäè÷íî¿ ïðîäóêö³¿ òà ïîä³áí³ çëî÷èíè,
ùî çàãðîæóþòü îõîðîí³ çäîðîâ’ÿ (Êîí-
âåíö³ÿ MEDICRIME) [2]. Äîñÿãíåííÿ
ïîñòàâëåíî¿ ìåòè ïåðåäáà÷àº îïðàöþâàí-
íÿ â³ò÷èçíÿíî¿ íîðìàòèâíî-ïðàâîâî¿ áà-
çè, ÿêà ðåãóëþº âèðîáíèöòâî òà îá³ã ë³-
êàðñüêèõ çàñîá³â, àíàë³ç Êîíâåíö³¿
MEDICRIME, à òàêîæ ñï³âñòàâëåííÿ
íîðì ÷èííîãî çàêîíîäàâñòâà Óêðà¿íè ç
ïîëîæåííÿìè çàçíà÷åíîãî ì³æíàðîä-
íî-ïðàâîâîãî àêòà, ùî íàäàñòü çìîãó âè-
ÿâèòè ³ñíóþ÷³ íåäîë³êè òà ðîçá³æíîñò³ ³
ç’ÿñóâàòè øëÿõè ¿õ ïîäîëàííÿ.

Ïðåäìåò çëî÷èíó (ïðåäìåò çëî÷èííîãî
ïîñÿãàííÿ) ó êðèì³íàëüíîìó ïðàâ³ — öå
áóäü-ÿê³ ðå÷³ ìàòåð³àëüíîãî ñâ³òó, ç ïåâ-
íèìè âëàñòèâîñòÿìè ÿêèõ çàêîí ïðî
êðèì³íàëüíó â³äïîâ³äàëüí³ñòü ïîâ’ÿçóº
íàÿâí³ñòü ó ä³ÿíí³ îñîáè êîíêðåòíîãî
ñêëàäó çëî÷èíó. Òàêîæ ïðåäìåò çëî÷èíó
âèçíà÷àþòü ÿê ðå÷³ ìàòåð³àëüíîãî ñâ³òó,
íà ÿê³ ñïðÿìîâàí³ çëî÷èíí³ ä³ÿííÿ âèí-
íîãî, ïðè÷îìó íà âèðîáíèöòâî öèõ ðå÷åé
ìàº áóòè çàòðà÷åíà ëþäñüêà ïðàöÿ, à ñà-
ì³ âîíè ïîâèíí³ ìàòè åêîíîì³÷íó âàð-
ò³ñòü ³ áóòè ñïðîìîæíèìè çàäîâîëüíèòè
ìàòåð³àëüí³ òà êóëüòóðí³ ïîòðåáè ëþäåé
[3, c. 83].

Ôàëüñèô³êàö³ÿ ËÇ àáî îá³ã ÔËÇ ïîðó-
øóº âñòàíîâëåíèé ïîðÿäîê âèðîáíèöòâà
òà ðåàë³çàö³¿ ñïåöèô³÷íîãî âèäó ïðîäóê-
ö³¿ — ë³êàðñüêèõ çàñîá³â. Ñòàòòÿ 3211 ÊÊ
Óêðà¿íè ïåðåäáà÷àº êðèì³íàëüíó â³äïî-
â³äàëüí³ñòü çà: âèãîòîâëåííÿ, ïðèäáàííÿ,
ïåðåâåçåííÿ, ïåðåñèëàííÿ, çáåð³ãàííÿ ç
ìåòîþ çáóòó àáî çáóò çàâ³äîìî ôàëüñèô³êî-

65

7–8/2016

ÊÐÈÌ²ÍÀËÜÍÅ ÏÐÀÂÎ



âàíèõ ë³êàðñüêèõ çàñîá³â (÷. 1), à òàêîæ
âèðîáíèöòâî ÔËÇ (÷. 2). Ç íåáåçïå÷íèìè
âëàñòèâîñòÿìè îñòàíí³õ ÿêðàç ³ ïîâ’ÿçàíà
êðèì³íàë³çàö³ÿ çàçíà÷åíèõ ä³é.

Ïåðø çà âñå, ââàæàºìî çà íåîáõ³äíå
ç’ÿñóâàòè â³äì³íí³ñòü ì³æ ïîíÿòòÿìè
«ôàëüñèô³êîâàí³ ë³êàðñüê³ çàñîáè» òà
«íåÿê³ñí³ ë³êàðñüê³ çàñîáè» ³ «íåçàðåº-
ñòðîâàí³ ë³êàðñüê³ çàñîáè», îñê³ëüêè
çì³ñòîâíî ö³ ïîíÿòòÿ âçàºìîïîâ’ÿçàí³,
ïðîòå àæ í³ÿê íå òîòîæí³.

Þðèäè÷íîþ ï³äñòàâîþ äëÿ ðîçìåæó-
âàííÿ ïîíÿòü «íåçàðåºñòðîâàí³» ËÇ, «íå-
ÿê³ñí³» ËÇ òà «ôàëüñèô³êîâàí³» ËÇ ìîæ-
íà ââàæàòè îêðåì³ çàêîíîäàâ÷³ ïîëî-
æåííÿ, ÿê³ ïîºäíóþòü çàçíà÷åí³ ËÇ, â³ä-
íîñÿ÷è ¿õ äî îäí³º¿ îêðåìî¿ êàòåãîð³¿.
Òàê, Ðîçä³ë ²² Ïîðÿäêó âñòàíîâëåííÿ çà-
áîðîíè (òèì÷àñîâî¿ çàáîðîíè) òà ïîíîâ-
ëåííÿ îá³ãó ë³êàðñüêèõ çàñîá³â íà òåðè-
òîð³¿ Óêðà¿íè [4] ïåðåäáà÷àº çàõîäè, ÿê³
âæèâàþòüñÿ ó ðàç³ âèÿâëåííÿ íåÿê³ñíèõ,
ôàëüñèô³êîâàíèõ, íåçàðåºñòðîâàíèõ ËÇ,
çîêðåìà Äåðæàâíà ñëóæáà Óêðà¿íè ç
ë³êàðñüêèõ çàñîá³â âñòàíîâëþº çàáîðîíó
(òèì÷àñîâó çàáîðîíó) îá³ãó òàêîãî ë³êàð-
ñüêîãî çàñîáó; Ì³í³ñòåðñòâîì îõîðîíè
çäîðîâ’ÿ Óêðà¿íè (äàë³ — ÌÎÇ) ðîçðîá-
ëÿþòüñÿ Ïðàâèëà ïîâîäæåííÿ ç ë³êàð-
ñüêèìè çàñîáàìè, ùî íå ï³äëÿãàþòü ïî-
äàëüøîìó âèêîðèñòàííþ, ïîêëèêàí³ âè-
çíà÷èòè çàãàëüí³ âèìîãè äî ïîðÿäêó
âñòàíîâëåííÿ ôàêòó íàÿâíîñò³ â îá³ãó
ËÇ, ùî íå ï³äëÿãàþòü ïîäàëüøîìó âèêî-
ðèñòàííþ, âèëó÷åííÿ ¿õ ç îá³ãó òà ïåðå-
äàííÿ äëÿ çíåøêîäæåííÿ. Â³äïîâ³äíî,
îá’ºêòàìè öüîãî Ïîðÿäêó º íåçàðåºñòðî-
âàí³, íåÿê³ñí³ ³ ôàëüñèô³êîâàí³ ËÇ [5].
Îñíîâíèìè êðèòåð³ÿìè îá’ºäíàííÿ çà-
çíà÷åíèõ ËÇ º çàêîíîäàâ÷à çàáîðîíà ¿õ
ðåàë³çàö³¿ òà íåîáõ³äí³ñòü âèëó÷åííÿ ¿õ ç
ôàðìàöåâòè÷íîãî ðèíêó. Äëÿ á³ëüø òî÷-
íîãî âèçíà÷åííÿ ìåæ ñïîð³äíåíîñò³ íåçà-
ðåºñòðîâàíèõ òà íåÿê³ñíèõ ËÇ ç ÔËÇ
ïðîàíàë³çóºìî â³äïîâ³äí³ çàêîíîäàâ÷³
íîðìè, ÿê³ áåçïîñåðåäíüî ïîâ’ÿçàí³ ç ðå-
ãóëþâàííÿì îá³ãó ë³êàðñüêèõ çàñîá³â.

Íà çàêîíîäàâ÷îìó ð³âí³ çàêð³ïëåíå íà-
ñòóïíå âèçíà÷åííÿ ïîíÿòòÿ «ë³êàðñüêèé
çàñ³á» — áóäü-ÿêà ðå÷îâèíà àáî êîìá³íà-

ö³ÿ ðå÷îâèí (îäíîãî àáî äåê³ëüêîõ
àêòèâíèõ ôàðìàöåâòè÷íèõ ³íãðåä³ºíò³â
(äàë³ — ÀÔ²) òà äîïîì³æíèõ ðå÷îâèí),
ùî ìàº âëàñòèâîñò³ òà ïðèçíà÷åíà äëÿ
ë³êóâàííÿ àáî ïðîô³ëàêòèêè çàõâîðþ-
âàíü ó ëþäåé, ÷è áóäü-ÿêà ðå÷îâèíà àáî
êîìá³íàö³ÿ ðå÷îâèí (îäíîãî àáî äåê³ëü-
êîõ ÀÔ² òà äîïîì³æíèõ ðå÷îâèí), ÿêà
ìîæå áóòè ïðèçíà÷åíà äëÿ çàïîá³ãàííÿ
âàã³òíîñò³, â³äíîâëåííÿ, êîðåêö³¿ ÷è
çì³íè ô³ç³îëîã³÷íèõ ôóíêö³é ó ëþäèíè
øëÿõîì çä³éñíåííÿ ôàðìàêîëîã³÷íî¿,
³ìóíîëîã³÷íî¿ àáî ìåòàáîë³÷íî¿ ä³¿ àáî
äëÿ âñòàíîâëåííÿ ìåäè÷íîãî ä³àãíîçó.

Ôàëüñèô³êîâàíèì ë³êàðñüêèì çàñîáîì
ìàº ââàæàòèñÿ áóäü-ÿêèé ìåäè÷íèé ïðå-
ïàðàò, ÿêèé ìàº îçíàêè ï³äðîáëåííÿ,
çîêðåìà íå â³äïîâ³äàº õî÷à á îäí³é ³ç
â³äîìîñòåé ïðî ë³êàðñüêèé çàñ³á ç â³äïî-
â³äíîþ íàçâîþ, ùî âíåñåí³ äî Äåðæàâíî-
ãî ðåºñòðó ë³êàðñüêèõ çàñîá³â Óêðà¿íè.
Òàêå óçàãàëüíåíå ðîçóì³ííÿ ÔËÇ âèïëè-
âàº ç ïîëîæåíü Çàêîíó Óêðà¿íè (äàë³ —
ÇÓ) «Ïðî ë³êàðñüê³ çàñîáè». Âàðòî çàçíà-
÷èòè, ùî òàêå çàêð³ïëåííÿ º íåîáõ³äíîþ
óìîâîþ äëÿ íàëåæíî¿ ðåàë³çàö³¿ ïîëî-
æåíü ñò. 3211 ÊÊ Óêðà¿íè, îñê³ëüêè òà-
êèì ÷èíîì âñòàíîâëþþòüñÿ ÷³òê³ êðèòå-
ð³¿ òà îçíàêè ïðåäìåòà çëî÷èíó. Óí³-
ô³êîâàíèé âàð³àíò çàêîíîäàâ÷îãî ðîçó-
ì³ííÿ ï³äðîáëåíèõ ë³ê³â ïåðåäáà÷àº, ùî
ÔËÇ — öå ë³êàðñüêèé çàñ³á, ÿêèé óìèñ-
íî ïðîìàðêîâàíèé íå³äåíòè÷íî (íåâ³äïî-
â³äíî) â³äîìîñòÿì (îäí³é àáî äåê³ëüêîì ç
íèõ) ïðî ë³êàðñüêèé çàñ³á ç â³äïîâ³äíîþ
íàçâîþ, ùî âíåñåí³ äî Äåðæàâíîãî ðåº-
ñòðó ë³êàðñüêèõ çàñîá³â Óêðà¿íè, à òàê
ñàìî ë³êàðñüêèé çàñ³á, óìèñíî ï³äðîáëå-
íèé ó ³íøèé ñïîñ³á, ³ íå â³äïîâ³äàº â³äî-
ìîñòÿì (îäí³é àáî äåê³ëüêîì ç íèõ), ó òî-
ìó ÷èñë³ ñêëàäó, ïðî ë³êàðñüêèé çàñ³á ç
â³äïîâ³äíîþ íàçâîþ, ùî âíåñåí³ äî Äåð-
æàâíîãî ðåºñòðó ë³êàðñüêèõ çàñîá³â
Óêðà¿íè [6]. Çàóâàæèìî, ùî ëèøå íåùî-
äàâíî çàêîíîäàâöåì áóëà óñóíóòà íîðìà-
òèâíî-ïðàâîâà íåâ³äïîâ³äí³ñòü ó âèçíà-
÷åíí³ ïîíÿòòÿ «ÔËÇ». Òàêà íåóçãîäæå-
í³ñòü äîâãèé ÷àñ ñïîñòåð³ãàëàñü ó ï³äçà-
êîííèõ àêòàõ, çîêðåìà ÿêùî Ë³öåíç³éí³
óìîâè ïðîâàäæåííÿ ãîñïîäàðñüêî¿ ä³ÿëü-
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íîñò³ ç âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â,
îïòîâî¿, ðîçäð³áíî¿ òîðã³âë³ ë³êàðñüêèìè
çàñîáàìè (äàë³ — Ë³öåíç³éí³ óìîâè) [7]
çàêð³ïëþâàëè àíàëîã³÷íå ðîç’ÿñíåííÿ
ÔËÇ ìàéæå îäíî÷àñíî ³ç ÇÓ «Ïðî ë³êàð-
ñüê³ çàñîáè» (ê³íåöü 2011 ð.), òî äëÿ ïðè-
âåäåííÿ ïîëîæåíü ³íøèõ íîðìàòèâíî-
ïðàâîâèõ àêò³â ó â³äïîâ³äí³ñòü äî âèùå-
çàçíà÷åíîãî ïîíÿòòÿ ÌÎÇó çíàäîáèëîñü
ìàéæå ÷îòèðè ðîêè. Òàê, äî 2015 ð. ïî-
ðÿäîê çíèùåííÿ íåÿê³ñíèõ, ó òîìó ÷èñë³
³ ôàëüñèô³êîâàíèõ, ËÇ ðåãóëþâàâñÿ
Ïðàâèëàìè (íàêàç ÌÎÇ ¹ 349 â³ä
08.07.2004 ð.), ÿê³ âèçíà÷àëè ÔËÇ ëèøå
çà îçíàêîþ íàâìèñíî íåïðàâèëüíîãî
ìàðêóâàííÿ ùîäî ³äåíòè÷íîñò³ òà/àáî
íàçâè âèðîáíèêà. Òàêå çâóæåíå òðàêòó-
âàííÿ ÔËÇ ñóòòºâî îáìåæóâàëî ìîæëè-
âîñò³ â³äíåñåííÿ ë³êàðñüêîãî çàñîáó äî
êàòåãîð³¿ ôàëüñèô³êàòó, ÿêèé ï³äëÿãàº
âèëó÷åííþ ç îá³ãó òà óòèë³çàö³¿, îñê³ëü-
êè êðèòåð³¿ ï³äðîáëåííÿ, âèçíà÷åí³ Çà-
êîíîì, áóëè â³äîáðàæåí³ ó âêàçàíîìó
ï³äçàêîííîìó àêò³ ÷àñòêîâî. Ëèøå íåùî-
äàâíî çàçíà÷åíèé íåäîë³ê áóëî óñóíóòî
øëÿõîì ïðèéíÿòòÿ íîâèõ Ïðàâèë óòè-
ë³çàö³¿ òà çíèùåííÿ ë³êàðñüêèõ çàñîá³â,
ÿê³ ì³ñòÿòü íàëåæíå âèçíà÷åííÿ ÔËÇ
[8].

Ó ÷èííîìó çàêîíîäàâñòâ³ Óêðà¿íè íå-

ÿê³ñí³ ë³êàðñüê³ çàñîáè âèçíà÷àþòüñÿ ÿê
ë³êàðñüê³ çàñîáè, ÿê³ñòü ÿêèõ íå â³äïî-
â³äàº âèìîãàì íîðìàòèâíèõ äîêóìåíò³â
(Ë³öåíç³éí³ óìîâè). Äî íåÿê³ñíèõ ËÇ òà-
êîæ íàëåæàòü ë³êàðñüê³ çàñîáè ç³ ñòðî-
êîì ïðèäàòíîñò³, ùî ìèíóâ; ÿê³ çàçíàëè
ìåõàí³÷íîãî, õ³ì³÷íîãî, ô³çè÷íîãî, á³î-
ëîã³÷íîãî àáî ³íøîãî âïëèâó, ùî óíå-
ìîæëèâëþº ¿õ ïîäàëüøå âèêîðèñòàííÿ.
Çàêîí Óêðà¿íè «Ïðî ë³êàðñüê³ çàñîáè»
õî÷ ³ íå ðîç’ÿñíþº òåðì³í «íåÿê³ñí³
ë³êàðñüê³ çàñîáè», ïðîòå ì³ñòèòü âèçíà-
÷åííÿ ÿêîñò³ ËÇ, âèõîäÿ÷è ç ÿêîãî ìîæ-
íà çðîáèòè âèñíîâîê, ùî íåÿê³ñíèé
ËÇ — ËÇ, êîëè éîãî ñóêóïí³ âëàñòèâîñò³
íå çàáåçïå÷óþòü éîãî çäàòí³ñòþ çàäî-
âîëüíÿòè ñïîæèâà÷³â â³äïîâ³äíî äî ñâîãî
ïðèçíà÷åííÿ ³ íå â³äïîâ³äàþòü âèìîãàì,
âñòàíîâëåíèì çàêîíîäàâñòâîì.

Ïîð³âíþþ÷è âêàçàí³ íîðìàòèâíî-ïðà-

âîâ³ ïîëîæåííÿ, çíîâó æ òàêè âàðòî
â³äì³òèòè íåóçãîäæåí³ñòü çì³ñòó ³ îçíàê
ïðàâîâèõ íîðì, ùî º ï³äñòàâîþ äëÿ ¿õ íå-
îäíîçíà÷íîãî òëóìà÷åííÿ ³ çàñòîñóâàí-
íÿ. Òàê, ó Ë³öåíç³éíèõ óìîâàõ çàçíà-
÷àºòüñÿ, ùî äî íåÿê³ñíèõ ËÇ íàëåæàòü
ïðîñòðî÷åí³ ËÇ òà ËÇ, ÿê³ ñòàëè íåïðè-
äàòíèìè äî âèêîðèñòàííÿ ï³ä âïëèâîì
ð³çíîãî ðîäó ôàêòîð³â. ÇÓ «Ïðî ë³êàð-
ñüê³ çàñîáè», ÿêèé, î÷åâèäíî, º îñíîâî-
ïîëîæíèì äîêóìåíòîì ç ðåãóëþâàííÿ
ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³, âèçíà÷àëü-
íîþ îçíàêîþ ÿêîñò³ ìåäèêàìåíò³â íàçè-
âàº ¿õ çäàòí³ñòü íàëåæíèì ÷èíîì âïëè-
âàòè íà îðãàí³çì ëþäèíè. Àíàë³çóþ÷è
ïîëîæåííÿ öüîãî Çàêîíó, íà íàø ïî-
ãëÿä, ìîæíà ñòâåðäæóâàòè, ùî ãàðàíò³¿
ÿêîñò³ ë³êàðñüêîãî çàñîáó º íåâ³ä’ºìíîþ
ñêëàäîâîþ äåðæàâíîãî çàáåçïå÷åííÿ îõî-
ðîíè çäîðîâ’ÿ íàñåëåííÿ. ² ö³ ãàðàíò³¿
í³âåëþþòüñÿ ïðè ïîòðàïëÿíí³ íà ôàðìà-
öåâòè÷íèé ðèíîê ôàëüñèô³êîâàíèõ
ë³êàðñüêèõ çàñîá³â, ÿê³ çà ñâîºþ ïðèðî-
äîþ ñòàíîâëÿòü ïîòåíö³éíó çàãðîçó äëÿ
ëþäèíè, îñê³ëüêè áåçïå÷í³ñòü ¿õ âïëèâó
í³ÿêèì ÷èíîì íå âñòàíîâëåíà, íå ïåðå-
â³ðåíà ³ íå ï³äòâåðäæåíà. Â³äîìîñò³, ÿê³
âíåñåí³ äî Äåðæàâíîãî ðåºñòðó ë³êàð-
ñüêèõ çàñîá³â (äàë³ — ÄÐËÇ), äàþòü çìî-
ãó ³äåíòèô³êóâàòè ïðåïàðàò, çîêðåìà
ùîäî ïîêàçàíü òà ïðîòèïîêàçàíü ³ç çà-
ñòîñóâàííÿ, ç’ÿñóâàòè ôàðìàêîëîã³÷íó
ä³þ, ñêëàä òà äîçóâàííÿ — öå ñàìå òà ³í-
ôîðìàö³ÿ, ÿêà îáóìîâëþº ÿê³ñòü ë³ê³â.
Íåâ³äïîâ³äí³ñòü ÿê³ñíèõ ïîêàçíèê³â ËÇ
³íôîðìàö³¿, ùî ì³ñòèòüñÿ ó ÄÐËÇ ïðî ö³
ïîêàçíèêè, ñâ³ä÷èòü îäíî÷àñíî ïðî éîãî
ôàëüñèô³êàö³þ ³ ïðî ïîðóøåííÿ âñòàíîâ-
ëåíèõ çàêîíîäàâñòâîì âèìîã ùîäî
ÿêîñò³. Òàêèì ÷èíîì, äîñèòü ÷àñòî ÔËÇ
âèÿâëÿºòüñÿ íåÿê³ñíèì, àëå äëÿ òîãî,
ùîá íåÿê³ñíèé ËÇ áóâ ôàëüñèô³êîâàíèì,
íåîáõ³äíå óìèñíå ñïðÿìóâàííÿ ä³é
ñóá’ºêòà çëî÷èíó íà ï³äðîáëåííÿ ë³êàð-
ñüêîãî ïðåïàðàòó øëÿõîì çì³íè éîãî
ÿê³ñíèõ âëàñòèâîñòåé. Òîáòî, ÿêùî íå-
â³äïîâ³äí³ñòü ËÇ âèìîãàì íîðìàòèâíèõ
äîêóìåíò³â ñïðè÷èíåíà îá’ºêòèâíèìè
ôàêòîðàìè (íàïðèêëàä, ïîøêîäæåííÿ
ïðè òðàíñïîðòóâàíí³) ÷è ñóá’ºêòèâíèìè
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ôàêòîðàìè íåóìèñíîãî õàðàêòåðó (íåäî-
òðèìàííÿ âèìîã ùîäî ïàêóâàííÿ, çáå-
ð³ãàííÿ òîùî ÷åðåç íåäáàë³ñòü ÷è íå-
óâàæí³ñòü), òî â³äïîâ³äíèé ËÇ âèëó-
÷àºòüñÿ ç îá³ãó ³ ï³äëÿãàº óòèë³çàö³¿ àáî
çíèùåííþ â ïîðÿäêó, ïåðåäáà÷åíîìó
÷èííèì çàêîíîäàâñòâîì. ßêùî ïîðóøåí-
íÿ âèìîã ÿêîñò³ ËÇ ñòàëè íàñë³äêîì íàâ-
ìèñíèõ óñâ³äîìëåíèõ ä³é îñîáè, ñïðÿìî-
âàíèõ íà ï³äðîáëåííÿ ËÇ ³ çì³íó éîãî
ÿê³ñíèõ ïîêàçíèê³â, òî òàê³ íåÿê³ñí³ ËÇ
áóäóòü ïðåäìåòîì çëî÷èíó, ïåðåäáà÷åíî-
ãî ñò. 3211 ÊÊ Óêðà¿íè.

Â³äïîâ³äíî äî ñò. 9 ÇÓ «Ïðî ë³êàðñüê³
çàñîáè» Äåðæàâíà ðåºñòðàö³ÿ ËÇ º óìî-
âîþ äîïóñêó ËÇ äî çàñòîñóâàííÿ, îêð³ì
âèïàäê³â, ïåðåäáà÷åíèõ öèì Çàêîíîì.
Äåðæàâíà ðåºñòðàö³ÿ ËÇ ïðîâîäèòüñÿ íà
ï³äñòàâ³ çàÿâè, ïîäàíî¿ äî öåíòðàëüíîãî
îðãàíó âèêîíàâ÷î¿ âëàäè, ùî ðåàë³çóº
äåðæàâíó ïîë³òèêó ó ñôåð³ îõîðîíè çäî-
ðîâ’ÿ. Ñóá’ºêòîì ïîäàííÿ òàêî¿ çàÿâè º
þðèäè÷íà àáî ô³çè÷íà îñîáà, ùî íåñå â³ä-
ïîâ³äàëüí³ñòü çà ÿê³ñòü, áåçïå÷í³ñòü òà
åôåêòèâí³ñòü ë³êàðñüêîãî çàñîáó [9]. Çà-
çíà÷åí³ íîðìè äàþòü ï³äñòàâè äëÿ âèîê-
ðåìëåííÿ ïåðøîãî ð³çíîâèäó íåçàðåº-
ñòðîâàíèõ ËÇ — öå ËÇ, ùîäî ÿêèõ âçàãà-
ë³ íå ïðîâîäèëîñü æîäíèõ ðåºñòðàö³éíèõ
ä³é.

Ï³ñëÿ ïîäàííÿ óñ³õ íåîáõ³äíèõ äîêó-
ìåíò³â äëÿ ðåºñòðàö³¿ ËÇ, Äåðæàâíèé åêñ-
ïåðòíèé öåíòð ÌÎÇ ïðîâîäèòü åêñïåðòèçó
ðåºñòðàö³éíèõ ìàòåð³àë³â òà êîíòðîëü
ÿêîñò³ ËÇ, ïðî ùî íàäàº â³äïîâ³äí³ âè-
ñíîâêè ÌÎÇ, íà ï³äñòàâ³ ÿêèõ ïðèéìàºòü-
ñÿ ð³øåííÿ ïðî ðåºñòðàö³þ àáî â³äìîâó â
ðåºñòðàö³¿ ËÇ. Îòæå, äðóãèì ð³çíîâèäîì
íåçàðåºñòðîâàíèõ ËÇ º ËÇ, â ðåºñòðàö³¿
ÿêèõ â³äìîâëåíî (ï³äñòàâè äëÿ â³äìîâè ïå-
ðåäáà÷åí³ ó àáç. 19 ñò. 9 ÇÓ «Ïðî ë³êàðñüê³
çàñîáè»).

Ë³êàðñüê³ çàñîáè, ÿê³ âèãîòîâëÿþòüñÿ
â àïòåêàõ çà ðåöåïòàìè ë³êàð³â òà íà çà-
ìîâëåííÿ ë³êóâàëüíî-ïðîô³ëàêòè÷íèõ
çàêëàä³â ³ç äîçâîëåíèõ äî çàñòîñóâàííÿ
ä³þ÷èõ òà äîïîì³æíèõ ðå÷îâèí, íå ï³ä-
ëÿãàþòü äåðæàâí³é ðåºñòðàö³¿. Ç îãëÿäó
íà òàêå ôîðìóëþâàííÿ âîíè ñòàíîâëÿòü
îêðåìó êàòåãîð³þ ËÇ (àáç. 23 ñò. 9 ÇÓ
«Ïðî ë³êàðñüê³ çàñîáè»).

Çã³äíî ç âèìîãàìè çàêîíîäàâñòâà ï³-
ñëÿ çàê³í÷åííÿ ñòðîêó, ïðîòÿãîì ÿêîãî
áóëî äîçâîëåíî çàñòîñóâàííÿ ë³êàðñüêîãî
çàñîáó â Óêðà¿í³, éîãî ïîäàëüøå çàñòîñó-
âàííÿ ìîæëèâå çà óìîâè ïåðåðåºñòðàö³¿.
Òàêèì ÷èíîì, òðåò³ì ð³çíîâèäîì íåçàðå-
ºñòðîâàíèõ ËÇ ìîæíà ââàæàòè ò³ ËÇ,
ñòðîê ïåðåðåºñòðàö³¿ ÿêèõ íàñòàâ, ïðîòå
âîíà íå áóëà çä³éñíåíà.

Îòæå, íåçàðåºñòðîâàí³ ËÇ ìîæíà
óìîâíî ïîä³ëèòè íà òðè ð³çíîâèäè çà-
ëåæíî â³ä ¿õ «ó÷àñò³» ó ïðîöåñ³ äåðæàâ-
íî¿ ðåºñòðàö³¿.

Â îêðåìó ãðóïó ñë³ä âèä³ëèòè íåçàðå-
ºñòðîâàí³ ËÇ, ÿê³ ââåçåí³ íà òåðèòîð³þ
Óêðà¿íè ç äîäåðæàííÿì â³äïîâ³äíèõ
ïðàâèë ââåçåííÿ. Âèçíà÷åííÿ òàêèõ íå-
çàðåºñòðîâàíèõ ËÇ ì³ñòèòüñÿ ó Ïîðÿäêó
ââåçåííÿ íà òåðèòîð³þ Óêðà¿íè íåçàðå-
ºñòðîâàíèõ ë³êàðñüêèõ çàñîá³â, ñòàíäàðò-
íèõ çðàçê³â, ðåàãåíò³â, çàòâåðäæåíîãî
íàêàçîì ÌÎÇ Óêðà¿íè â³ä 26.04.2011
¹ 237, â³äïîâ³äíî äî ÿêîãî íåçàðåºñòðî-

âàí³ ËÇ — ë³êàðñüê³ çàñîáè (ñóáñòàíö³¿ ó
ôîðì³ ïåëåò, ïðåì³êñó, ãðàíóëÿòó òîùî,
ðåôåðåíòí³ ïðåïàðàòè, çðàçêè ïëàöåáî
(ïðåïàðàòè ïîð³âíÿííÿ)), ùî íå ïðîéøëè
ïðîöåäóðó äåðæàâíî¿ ðåºñòðàö³¿ â Óêðà¿-
í³ â³äïîâ³äíî äî ÷èííîãî çàêîíîäàâñòâà
[10]. Çàçíà÷åíèé Ïîðÿäîê ì³ñòèòü âè÷åðï-
íèé ïåðåë³ê âèïàäê³â, êîëè äîïóñêà-
ºòüñÿ ââåçåííÿ íà ìèòíó òåðèòîð³þ
Óêðà¿íè áåç ïðàâà ðåàë³çàö³¿ íåçàðå-
ºñòðîâàíèõ ËÇ, âñòàíîâëþº, ÿêèé ñàìå
íåçàðåºñòðîâàíèé ËÇ äîçâîëÿºòüñÿ ââî-
çèòè çàëåæíî â³ä ìåòè ââåçåííÿ, ³ çà öèì
æå êðèòåð³ºì âèçíà÷àº ïðîöåäóðí³ îñîá-
ëèâîñò³ â³äïîâ³äíîãî ââåçåííÿ.

Íà ï³äñòàâ³ àíàë³çó çì³ñòó âèùåíàâå-
äåíèõ çàêîíîäàâ÷èõ íîðì ìîæíà çàçíà-
÷èòè íàñòóïíå:

1) íåçàðåºñòðîâàíèé ë³êàðñüêèé çàñ³á
â³ò÷èçíÿíîãî âèãîòîâëåííÿ íå º ïðåä-
ìåòîì çëî÷èííèõ ä³é, ïåðåäáà÷åíèõ
ñò. 3211 ÊÊ Óêðà¿íè, ÿêùî íå ì³ñòèòü
íàñòóïíèõ îçíàê:

2) îñîáà, ÿêà éîãî âèãîòîâèëà, íå ìàëà
íà ìåò³ çàêîííó ðåàë³çàö³þ ñâîº¿ ïðîäóê-
ö³¿, îñê³ëüêè ËÇ óìèñíî ñòâîðåíî äëÿ íå-
çàêîííîãî ââåäåííÿ â îá³ã, â³í º çàâ³äîìî
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ï³äðîáëåíèì ËÇ ³ íå ìîæå â³äïîâ³äàòè
â³äîìîñòÿì ïðî ËÇ ç â³äïîâ³äíîþ íà-
çâîþ, ÿê³ ì³ñòÿòüñÿ â ÄÐËÇÓ;

3) ïðè ðåºñòðàö³¿ ËÇ áóëî âèÿâëåíî
éîãî íååôåêòèâí³ñòü, íåáåçïå÷í³ñòü, àáî
æ ðåºñòðàö³ÿ òàêîãî ËÇ áóëà á ïîðóøåí-
íÿì ìàéíîâèõ ïðàâ ³íòåëåêòóàëüíî¿
âëàñíîñò³, çàõèùåíèõ ïàòåíòîì, ïðîòå
ËÇ ââåäåíèé â îá³ã âèðîáíèêàìè áåç ðå-
ºñòðàö³¿ ï³ä íàçâîþ âæå çàðåºñòðîâàíîãî
ËÇ øëÿõîì ï³äðîáëåííÿ â³äîìîñòåé ïðî
ËÇ ç â³äïîâ³äíîþ íàçâîþ;

4) ËÇ íå ïåðåðåºñòðîâàíî ç ïðè÷èí
ñâ³äîìî¿ (äëÿ âèðîáíèêà) íåâ³äïîâ³äíîñò³
ïðåïàðàòó, ÿêèé âèãîòîâëÿºòüñÿ, â³äîìî-
ñòÿì, ÿê³ ì³ñòÿòüñÿ â ÄÐËÇÓ, àëå éîãî
ïîäàëüøèé îá³ã çàáåçïå÷óºòüñÿ íåçàêîí-
íèìè ñïîñîáàìè.

2) ÔËÇ íå ìîæå áóòè çàðåºñòðîâàíèì
ïî ñâî¿é ñóò³, àäæå ðåçóëüòàòîì ðåºñòðà-
ö³¿ º âíåñåííÿ êîíêðåòíî âèçíà÷åíèõ
â³äîìîñòåé ïðî ËÇ äî ÄÐËÇ. ßêùî ËÇ,
ÿêèé âèðîáëÿºòüñÿ ÷è ðåàë³çóºòüñÿ, íå
â³äïîâ³äàº õî÷à á îäí³é ç â³äîìîñòåé ïðî
òàêèé ËÇ, ùî ì³ñòÿòüñÿ ó ÄÐËÇÓ, â³í
âæå ï³äïàäàº ï³ä îçíàêè ôàëüñèô³êàö³¿,
òîìó ùî íå ³äåíòèô³êóºòüñÿ ç çàðåºñòðî-
âàíèì.

Îêðåìî¿ óâàãè çàñëóãîâóº ñï³ââ³äíî-
øåííÿ ïîíÿòü «ôàëüñèô³êîâàí³», «ï³ä-
ðîáëåí³» òà «êîíòðàôàêòí³» ë³êàðñüê³
çàñîáè. Ôàëüñèô³êàö³ÿ ³ ï³äðîáëåííÿ º
òîòîæíèìè ïîíÿòòÿìè, âèõîäÿ÷è ç ¿õ
çì³ñòîâíîãî âèçíà÷åííÿ: ôàëüñèô³êà-
ö³ÿ — â÷èíåíå ç êîðèñëèâèõ ìîòèâ³â ï³ä-
ðîáëåííÿ ÷îãîñü, çì³íà âèãëÿäó àáî æ
âëàñòèâîñòåé ïðåäìåòà ³ íàäàííÿ éîìó
òàêîãî çîâí³øíüîãî âèãëÿäó, ùî íå
â³äïîâ³äàº éîãî ñïðàâæí³é ñóò³ [11,
ñ. 695]. Âèçíà÷åííÿ ïîíÿòòÿ «êîíòðà-
ôàêòíà ïðîäóêö³ÿ» íà çàêîíîäàâ÷îìó
ð³âí³ ì³ñòèòüñÿ ó Íàö³îíàëüíîìó ñòàí-
äàðò³ ¹ 4 «Îö³íêà ìàéíîâèõ ïðàâ ³íòå-
ëåêòóàëüíî¿ âëàñíîñò³» [12], çã³äíî ç
ÿêèì ï³ä êîíòðàôàêòíîþ ïðîäóêö³ºþ
ñë³ä ðîçóì³òè ïðîäóêö³þ àáî ïðèì³ðíèê,
ÿê³ âèïóñêàþòüñÿ, â³äòâîðþþòüñÿ, ïóá-
ë³êóþòüñÿ, ðîçïîâñþäæóþòüñÿ, ðåàë³çó-
þòüñÿ òîùî ç ïîðóøåííÿì ìàéíîâèõ
ïðàâ ³íòåëåêòóàëüíî¿ âëàñíîñò³. Òîáòî,

ÿêùî éäåòüñÿ ïðî êîíòðàôàêòí³ ë³êàð-
ñüê³ çàñîáè, òî ìàºòüñÿ íà óâàç³
âèãîòîâëåííÿ/âèðîáíèöòâî, ðåàë³çàö³ÿ
ë³ê³â ï³ä ÷óæèì çàñîáîì ³íäèâ³äóàë³çà-
ö³¿. Á³ëüø çì³ñòîâíå âèçíà÷åííÿ êîíòðà-
ôàêòíèõ ë³êàðñüêèõ çàñîá³â äàº Âñåñâ³ò-
íÿ îðãàí³çàö³ÿ îõîðîíè çäîðîâ’ÿ [13],
ÿêà ï³ä öèì ïîíÿòòÿì ðîçóì³º ë³êàðñüê³
çàñîáè, óìèñíå íåïðàâäèâå ìàðêóâàííÿ
ÿêèõ õèáíî âêàçóº íàéìåíóâàííÿ ³/÷è
âèðîáíèêà ë³êàðñüêîãî çàñîáó. Êîíòðà-
ôàêò ìîæå ñïðÿìîâóâàòèñÿ ÿê íà áðåíäî-
âó ïðîäóêö³þ, òàê ³ íà ãåíåðèêè, à êîí-
òðàôàêòí³ âèðîáè ìîæóòü îõîïëþâàòè
ÿê ïðîäóêö³þ ïðàâèëüíîãî õ³ì³÷íîãî
ñêëàäó, òàê ³ ôàëüñèô³êîâàíó: áåç àêòèâ-
íèõ ðå÷îâèí, ç íåäîñòàòíüîþ ê³ëüê³ñòþ
àêòèâíèõ ðå÷îâèí àáî ç ï³äðîáëåíèì ïà-
êóâàííÿì.

Òàêèì ÷èíîì, «ï³äðîáëåííÿ» ³ «ôàëü-
ñèô³êàö³ÿ» — ïîíÿòòÿ ñèíîí³ì³÷í³, à
«êîíòðàôàêòí³ñòü» ïðåïàðàò³â âêàçóº
ëèøå íà îñîáëèâèé ñïîñ³á ï³äðîáëåííÿ,
ïîâ’ÿçàíèé ç ïîðóøåííÿì ïðàâ ³íòåëåê-
òóàëüíî¿ âëàñíîñò³, ùî º ð³çíîâèäîì
ôàëüñèô³êàö³¿.

ßê íàìè âæå çàçíà÷àëîñü, ïåðåä ïðèé-
íÿòòÿì Çàêîíó Óêðà¿íè ¹ 5065-VI ùî-
äî ïîñèëåííÿ â³äïîâ³äàëüíîñò³ çà ôàëü-
ñèô³êàö³þ ËÇ, Âåðõîâíîþ Ðàäîþ
Óêðà¿íè áóëî ðàòèô³êîâàíî Êîíâåíö³þ
MEDICRIME, ïîëîæåííÿ ÿêî¿ ïåðåäáà÷à-
þòü îáîâ’ÿçîê äåðæàâè-ó÷àñíèö³ âñòàíî-
âèòè êðèì³íàëüíó â³äïîâ³äàëüí³ñòü çà
íèçêó ä³ÿíü, ïðåäìåòîì ÿêèõ º íå ëèøå
ÔËÇ, çîêðåìà:

ñòàòòåþ 5 Êîíâåíö³¿ ðåêîìåíäóºòüñÿ
âñòàíîâëåííÿ êðèì³íàëüíî¿ â³äïîâ³äàëü-
íîñò³ çà óìèñíå âèãîòîâëåííÿ ï³äðîáëå-
íî¿ ìåäè÷íî¿ ïðîäóêö³¿, àêòèâíèõ ðå÷î-
âèí, åêñöèï³ºíò³â, ÷àñòèí, ìàòåð³àë³â òà
àêñåñóàð³â;

ñòàòòåþ 6 ðåêîìåíäóºòüñÿ âñòàíîâëåí-
íÿ êðèì³íàëüíî¿ â³äïîâ³äàëüí³ñò³ çà ïî-
ñòà÷àííÿ, òîðã³âëþ, çáåð³ãàííÿ, ³ìïîðò
òà åêñïîðò çàçíà÷åíèõ âèùå ïðåäìåò³â;

ñòàòòåþ 7 ðåêîìåíäóºòüñÿ âñòàíîâëåí-
íÿ êðèì³íàëüíî¿ â³äïîâ³äàëüíîñò³ çà
ñòâîðåííÿ ï³äðîáëåíèõ äîêóìåíò³â àáî
ï³äðîáëåííÿ äîêóìåíò³â;
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ñòàòòåþ 11 ðåêîìåíäóºòüñÿ âñòàíîâ-
ëåííÿ â³äïîâ³äàëüíîñò³ þðèäè÷íèõ îñ³á
çà ä³ÿííÿ (çëî÷èíè), ïåðåäáà÷åí³ ñòàòòÿ-
ìè 5—8 Êîíâåíö³¿, ÿêùî òàê³ ä³ÿííÿ
â÷èíåí³ íà ¿õíþ êîðèñòü [14].

Òàêèì ÷èíîì, ïîð³âíÿííÿ çì³ñòó íîðì
Êîíâåíö³¿ MEDICRIME òà ïîëîæåíü Çà-
êîíó Óêðà¿íè ¹ 5065-VI ñâ³ä÷èòü, ùî
ïèòàííÿ ³ìïëåìåíòàö³¿ ïîëîæåíü Êîí-
âåíö³¿ â íàö³îíàëüíå çàêîíîäàâñòâî
Óêðà¿íè âèð³øåíî íåïîâí³ñòþ. Ïðî öå
çàçíà÷àëîñü ³ ó Âèñíîâêó Ãîëîâíîãî íà-
óêîâî-åêñïåðòíîãî óïðàâë³ííÿ ùîäî
Ïðîåêòó Çàêîíó ïðî âíåñåííÿ çì³í äî äå-
ÿêèõ çàêîíîäàâ÷èõ àêò³â Óêðà¿íè ùîäî
ïîñèëåííÿ â³äïîâ³äàëüíîñò³ çà ôàëüñè-
ô³êàö³þ àáî îá³ã ôàëüñèô³êîâàíèõ ë³êàð-
ñüêèõ çàñîá³â: «Ïîð³âíÿííÿ çì³ñòó çàçíà-
÷åíî¿ âèùå Êîíâåíö³¿ òà ïîëîæåíü
çàêîíîïðîåêòó ¹ 10561 ñâ³ä÷èòü, ùî ïè-
òàííÿ ³ìïëåìåíòàö³¿ ïîëîæåíü Êîíâåí-
ö³¿ ó íàö³îíàëüíå çàêîíîäàâñòâî Óêðà¿íè
âèð³øóþòüñÿ ó çàêîíîïðîåêò³ ëèøå íå-
çíà÷íîþ ì³ðîþ. Â³äòàê ó ðàç³ ðàòèô³êà-
ö³¿ Êîíâåíö³¿ ñòàº íåîáõ³äíîþ ï³äãîòîâêà
íîâîãî çàêîíîïðîåêòó äëÿ ³ìïëåìåíòàö³¿
¿¿ ïîëîæåíü ó çàêîíîäàâñòâî Óêðà¿íè,
ïðè÷îìó º î÷åâèäíèì, ùî ó öüîìó çàêî-
íîïðîåêò³ äîâåäåòüñÿ àáî ùå ðàç âèêëàñ-
òè ñò. 3211 ÊÊ ó íîâ³é (óæå òðåò³é ïðîòÿ-
ãîì îäíîãî ðîêó, ÿêèé ìèíóâ ç ÷àñó
ïðèéíÿòòÿ ö³º¿ ñòàòò³) ðåäàêö³¿, àáî äî-
ïîâíèòè ÊÊ îäí³ºþ àáî ê³ëüêîìà íîâèìè
ñòàòòÿìè, ÿê³ çà ñâî¿ì çì³ñòîì áóäóòü
áëèçüê³ äî ñò. 3211 ³ ïîâ’ÿçàí³ ç íåþ. Òà-
êèì ÷èíîì, ïîëîæåííÿ, ÿê³ ïðîïîíóþòü-
ñÿ ó äàíîìó çàêîíîïðîåêò³, óæå íàé-
áëèæ÷èì ÷àñîì áóäóòü ï³ääàí³ êîðèãó-
âàííþ».

Îòæå, âèçíà÷åííÿ ÔËÇ ÿê ïðåäìåòà

çëî÷èíó, ïåðåäáà÷åíîãî ñò. 3211 ÊÊ

Óêðà¿íè, ïåðåäáà÷àº çâåðíåííÿ äî ñïå-

ö³àëüíîãî çàêîíîäàâñòâà, ÿêå ðåãóëþº

ôàðìàöåâòè÷íó ä³ÿëüí³ñòü. Îïðàöþâàí-

íÿ êîìïëåêñó íîðìàòèâíî-ïðàâîâèõ àê-

ò³â, ÿê³ ïîâ’ÿçàí³ ç âèðîáíèöòâîì òà

îá³ãîì ËÇ, äàº ï³äñòàâè ãîâîðèòè ïðî íå-

äîñêîíàë³ñòü ³, ÿê íàñë³äîê, íåîáõ³ä-

í³ñòü óïîðÿäêóâàííÿ òà óí³ô³êàö³¿ ö³º¿

ãàëóç³ ïðàâà. Íàÿâí³ñòü ïðîáëåì ç ÷³ò-

êèì òà ïðàâèëüíèì âèçíà÷åííÿì êðè-

òåð³þ â³äíåñåííÿ ËÇ äî ôàëüñèô³êîâà-

íèõ ñóïðîâîäæóºòüñÿ ñêëàäíîùàìè äëÿ

ïðàêòè÷íîãî çàñòîñóâàííÿ íîðì çàêîíî-

äàâñòâà, ó òîìó ÷èñë³ ³ êîíêðåòíî¿

ñòàòò³ Çàêîíó ïðî êðèì³íàëüíó â³äïî-

â³äàëüí³ñòü.

Îêð³ì òîãî, Êîíâåíö³ÿ MEDICRIME,

ðàòèô³êàö³ÿ ÿêî¿ îçíà÷àº âçÿòòÿ Óêðà¿-

íîþ ïåâíèõ çîáîâ’ÿçàíü, ïîâ’ÿçàíèõ ç³

çì³íàìè ó Êðèì³íàëüíîìó êîäåêñ³, ïåðåä-

áà÷àº êðèì³íàë³çàö³þ ä³é, ïîâ’ÿçàíèõ íå

ëèøå ç ÔËÇ, à é ç ï³äðîáëåíèìè àêòèâ-

íèìè ðå÷îâèíàìè, åêñöèï³ºíòàìè, âåòå-

ðèíàðíèìè ë³êàðñüêèìè çàñîáàìè, ìå-

äè÷íèìè âèðîáàìè òà äîêóìåíòàìè, ÿê³

ñòîñóþòüñÿ ìåäè÷íî¿ ïðîäóêö³¿. Äëÿ ðå-

àë³çàö³¿ ïîëîæåíü Êîíâåíö³¿ íà ð³âí³ íà-

ö³îíàëüíîãî çàêîíîäàâñòâà íåîáõ³äíå

´ðóíòîâíå äîñë³äæåííÿ ñó÷àñíîãî ñòàíó

â³ò÷èçíÿíîãî ðèíêó ìåäè÷íî¿ ïðîäóêö³¿,

ùî íàäàñòü ìîæëèâ³ñòü ç’ÿñóâàòè íàÿâ-

í³ñòü ï³äñòàâ òà îïòèìàëüí³ ìåõàí³ç-

ìè äëÿ ïîäàëüøîãî äîïîâíåííÿ ÷è âíå-

ñåííÿ çì³í äî çàêîíó ïðî êðèì³íàëüíó

â³äïîâ³äàëüí³ñòü.
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Ñòàíêåâè÷ Åëåíà. Ôàëüñèôèöèðîâàííûå ëåêàðñòâåííûå ñðåäñòâà êàê ïðåäìåò ïðå-
ñòóïëåíèé, ñâÿçàííûõ ñ ïîääåëêîé ìåäèöèíñêîé ïðîäóêöèè.
Óñòàíîâëåíèå óãîëîâíîé îòâåòñòâåííîñòè çà äåéñòâèÿ, ñâÿçàííûå ñ ïîääåëêîé ëåêàð-
ñòâåííûõ ñðåäñòâ, îáóñëîâëèâàåò íåîáõîäèìîñòü â îñíîâàòåëüíîì èçó÷åíèè íîâîãî ñî-
ñòàâà ïðåñòóïëåíèÿ, ïðåäóñìîòðåííîãî ñò. 3211 Óãîëîâíîãî êîäåêñà Óêðàèíû.
Â ÷àñòíîñòè, àêòóàëèçèðóåòñÿ âîïðîñ äåòàëüíîãî èçó÷åíèÿ ïðåäìåòà ýòîãî ïðåñòóï-
ëåíèÿ. Â ñòàòüå èññëåäóåòñÿ íîðìàòèâíî-ïðàâîâîå îïðåäåëåíèå ôàëüñèôèöèðîâàííûõ
ëåêàðñòâåííûõ ñðåäñòâ è âçàèìîñâÿçàííûõ ïîíÿòèé ôàðìàöåâòè÷åñêîé îòðàñëè. Òàê-
æå àâòîð àíàëèçèðóåò íîðìû îòå÷åñòâåííîãî çàêîíîäàòåëüñòâà è Êîíâåíöèè Ñîâåòà
Åâðîïû î ïîääåëêå ìåäèöèíñêîé ïðîäóêöèè è ïîäîáíûõ ïðåñòóïëåíèÿõ, êîòîðûå óãðî-
æàþò çäðàâîîõðàíåíèþ, ñ öåëüþ ñðàâíåíèÿ áàçîâûõ ïîíÿòèé è îïðåäåëåíèÿ ãðàíèö ðåà-
ëèçàöèè ìåæäóíàðîäíîãî àêòà íà íàöèîíàëüíîì óðîâíå.
Êëþ÷åâûå ñëîâà: çäðàâîîõðàíåíèå, ëåêàðñòâåííûå ñðåäñòâà, ôàëüñèôèöèðîâàííûå ëå-
êàðñòâåííûå ñðåäñòâà, ïîääåëàííàÿ ìåäèöèíñêàÿ ïðîäóêöèÿ, íåêà÷åñòâåííûå ëåêàð-
ñòâåííûå ñðåäñòâà, íåçàðåãèñòðèðîâàííûå ëåêàðñòâåííûå ñðåäñòâà, êîíòðàôàêòíûå
ëåêàðñòâåííûå ñðåäñòâà, ëåêàðñòâåííûå ïðåïàðàòû.

Stankevych Olena. Counterfeit drugs as the subject of criminal acts related to
falsification of medical products.
The legislator, having established criminal responsibility for falsification of medicines or
circulation of counterfeit drugs, thus acknowledged a real public threat, which is caused by
the presence of counterfeit drugs in the pharmaceutical market of Ukraine.
The criminalization of activities related to falsified medicines production has led to need for
a detailed study of criminal law concerning this new crime. Legislative changes, which were
implemented by the inclusion of art. 3211 to the Criminal Code of Ukraine (CC of Ukraine) of
art. 3211, formalized the new legislative and regulatory acts. Their analysis is going to help
understand the nature and purpose of such innovations, and also optimize and promote their
practical application.
The volume of scientific papers on the said issues is rather small, but such scholars as
I. A. Kovalenko, G. V. Pochkun, Yu. V. Rakovskaya contributed to implementation of criminal
responsibility for acts related to falsified medicines production and trafficking. The target of
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research in these works was mainly manufacturing or distribution of falsified medicines as
criminal offence, as well as specific legal description of this crime. Although the concept of
falsified medicines is disclosed in a definite way in the papers, no scientist provides
comprehensive scope of this issue.
The objective of the paper is a deeper study of counterfeit drugs as a crime under the Criminal
Code of Ukraine art. 3211, and as the subject of criminal acts related to falsification of
medical products, as defined by the MEDICRIME — Council of Europe Convention on the
counterfeiting of medical products and similar crimes threatening health. To achieve this
goal the author refers to the domestic regulatory framework governing the production and
trafficking of drugs, and analyzes the MEDICRIME Convention. Manufacturing or
distribution of falsified medicines violates the established order of production and sales of a
specific type of product — medicines. Article 3211 of the Criminal Code of Ukraine stipulates
criminal responsibility for: production, purchase, transportation, forwarding, storage or sale
of scienter falsified medicines (p. 1), and manufacturing falsified medicines (p. 2). The
hazardous properties of the latter are actually connected to criminalizing these actions. The
author clarifies the distinction between the concepts of «counterfeit medicines»,
«substandard medicines» and «unregistered medicines» because the contents of these
concepts are interrelated, but not quite identical. The legal basis for the distinction between
«unregistered» drugs, «substandard» drugs and «counterfeit» drugs are legislative
provisions that combine these drugs, attributing them to one separate category. Special
attention was given to the correlation of such concepts as «falsified», «fake» and
«counterfeit», pointing out that «falsified» and «fake» — are synonymous notions, while
«counterfeit» only applies to the particular way of medicines falsification, which includes
infringement of intellectual property rights, and is therefore a specific type of falsification.
By comparing the current legislation of Ukraine to the provisions of international legal act
the author reveals the existing legislative gaps and differences and offers possible solutions.
Having confronted the provisions of the MEDICRIME Convention and the Law of Ukraine
¹ 5065-VI on strengthening responsibility for the falsification of drugs, author concludes
that the approach of the Convention provisions has not been sufficiently adopted into the
domestic law of Ukraine.
In the end, the author focuses on the existing problem in lack of clear and correct definition
and criteria of counterfeit drugs, accompanied by difficulties in the practical application of
the statutory provisions, including the specific article of the Law on criminal responsibility.
Ratification of the MEDICRIME Convention by Ukraine meant incurring certain obligations
regarding changes in the Criminal Code for criminalization of activities related not only to
falsified medicines, but also counterfeit active substances, excipients, veterinary drugs,
medical products and documents relative to medical products. Implementation of the
Convention in national legislation of Ukraine requires a thorough study of the current state
of the domestic market of medical products, which will enable to identify the probable cause
and the appropriate mechanisms for following additions or amendments to the law on
criminal responsibility.
Keywords: medicines, counterfeit medicines, counterfeit medical products, substandard
medicines, unregistered medicines, medications, MEDICRIME Convention.
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