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ÎÑÎÁËÈÂÎÑÒ² ÄÅÐÆÀÂÍÎÃÎ ÐÅÃÓËÞÂÀÍÍß ² ÊÎÍÒÐÎËÞ
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Ñòàòòÿ ïðèñâÿ÷åíà ðîçãëÿäó îñîáëèâîñòåé äåðæàâíîãî ðåãóëþâàííÿ ³ êîíòðîëþ
ó ñôåð³ âèðîáíèöòâà òà îá³ãó ë³êàðñüêèõ çàñîá³â â Óêðà¿í³. Çîêðåìà, ðîçãëÿäàºòüñÿ
ñèñòåìà äåðæàâíèõ îðãàí³â, ÿê³ çä³éñíþþòü äåðæàâíå ðåãóëþâàííÿ òà êîíòðîëü ñôåðè
âèðîáíèöòâà, ÿêîñò³ òà ðåàë³çàö³¿ ë³êàðñüêèõ çàñîá³â. Ó ñòàòò³ îá´ðóíòîâóºòüñÿ
âèñíîâîê ùîäî äîö³ëüíîñò³ îá’ºäíàííÿ âñ³õ ôóíêö³é ç äåðæàâíîãî ðåãóëþâàííÿ ³ êîíòðîëþ
ñôåðè âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ çàñîá³â â ºäèíîìó äåðæàâíîìó ðåãóëÿòîðíîìó
îðãàí³  – Äåðæàâí³é ñëóæá³ Óêðà¿íè ç ë³êàðñüêèõ çàñîá³â òà êîíòðîëþ çà íàðêîòèêàìè.

Êëþ÷îâ³ ñëîâà: ë³êàðñüê³ çàñîáè, äåðæàâíå ðåãóëþâàííÿ ³ êîíòðîëü, ³ìïîðò, îï-
òîâà òà ðîçäð³áíà òîðã³âëÿ ë³êàðñüêèìè çàñîáàìè, ôàðìàöåâòè÷íèé ðèíîê, ðåãóëÿòîðíà
ä³ÿëüí³ñòü, Äåðæàâíèé ðåºñòð ë³êàðñüêèõ çàñîá³â, àêòèâí³ ôàðìàöåâòè÷í³ ³íãðåä³ºíòè,
ôàðìàêîíàãëÿä, âèðîáè ìåäè÷íîãî ïðèçíà÷åííÿ.

Ñòàòüÿ ïîñâÿùåíà ðàññìîòðåíèþ îñîáåííîñòåé ãîñóäàðñòâåííîãî ðåãóëèðîâàíèÿ
è êîíòðîëÿ â ñôåðå ïðîèçâîäñòâà è îáîðîòà ëåêàðñòâåííûõ ñðåäñòâ â Óêðàèíå. Â
÷àñòíîñòè, ðàññìàòðèâàåòñÿ ñèñòåìà ãîñóäàðñòâåííûõ îðãàíîâ, îñóùåñòâëÿþùèõ
ãîñóäàðñòâåííîå ðåãóëèðîâàíèå è êîíòðîëü ñôåðû ïðîèçâîäñòâà, êà÷åñòâà è ðåàëèçàöèè
ëåêàðñòâåííûõ ñðåäñòâ. Â ñòàòüå îáîñíîâûâàåòñÿ âûâîä î öåëåñîîáðàçíîñòè îáúåäèíå-
íèÿ âñåõ ôóíêöèé ïî ãîñóäàðñòâåííîìó ðåãóëèðîâàíèþ è êîíòðîëþ ñôåðû ïðîèçâîäñòâà
è îáðàùåíèÿ ëåêàðñòâåííûõ ñðåäñòâ â åäèíîì ãîñóäàðñòâåííîì ðåãóëÿòîðíîì îðãà-
íå – Ãîñóäàðñòâåííîé ñëóæáå Óêðàèíû ïî ëåêàðñòâåííûì ñðåäñòâàì è êîíòðîëþ çà
íàðêîòèêàìè.

Êëþ÷åâûå ñëîâà: ëåêàðñòâåííûå ñðåäñòâà, ãîñóäàðñòâåííîå ðåãóëèðîâàíèå è
êîíòðîëü, èìïîðò, îïòîâàÿ è ðîçíè÷íàÿ òîðãîâëÿ ëåêàðñòâåííûìè ñðåäñòâàìè, ôàð-
ìàöåâòè÷åñêèé ðûíîê, ðåãóëÿòîðíàÿ äåÿòåëüíîñòü, Ãîñóäàðñòâåííûé ðååñòð ëåêàðñò-
âåííûõ ñðåäñòâ, àêòèâíûå ôàðìàöåâòè÷åñêèå èíãðåäèåíòû, ôàðìàêîíàäçîð, èçäåëèÿ
ìåäèöèíñêîãî íàçíà÷åíèÿ.

Ãîëîâíèì çàâäàííÿì äåðæàâè ó ñôåð³ îõîðîíè çäîðîâ’ÿ º äåðæàâíå ðåãóëþâàííÿ
³ êîíòðîëü çà ä³ÿëüí³ñòþ ñóá’ºêò³â ãîñïîäàðþâàííÿ, ÿê³ âèãîòîâëÿþòü òà ðîçïîâñþä-
æóþòü ë³êàðñüê³ çàñîáè â Óêðà¿í³, à ñàìå çà âèãîòîâëåííÿì, ³ìïîðòîì, îïòîâîþ òà
ðîçäð³áíîþ òîðã³âëåþ ë³êàðñüêèìè çàñîáàìè. Òàê, â³äïîâ³äíî äî ñò. 42 Êîíñòèòóö³¿
Óêðà¿íè äåðæàâà çàõèùàº ïðàâà ñïîæèâà÷³â, çä³éñíþº êîíòðîëü çà ÿê³ñòþ ³ áåçïå÷-
í³ñòþ ïðîäóêö³¿, ó òîìó ÷èñë³ ë³êàðñüêèõ çàñîá³â.

Ñë³ä íàãîëîñèòè, ùî çà ðîêè íåçàëåæíîñò³ Óêðà¿íà âèïðîáóâàëà ð³çí³ ìîäåë³
äåðæàâíîãî ðåãóëþâàííÿ ñôåðè âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ çàñîá³â. Äî 1998 ð.
ºäèíèì äåðæàâíèì ðåãóëÿòîðîì íà ôàðìàöåâòè÷íîìó ðèíêó áóëî ëèøå Ì³í³ñòåðñòâî
îõîðîíè çäîðîâ’ÿ Óêðà¿íè ç Äåðæàâíèì ôàðìàêîëîã³÷íèì êîì³òåòîì (íèí³ –
Äåðæàâíèé åêñïåðòíèé öåíòð ÌÎÇ (ÄÅÖ)) òà Äåðæàâíîþ ³íñïåêö³ºþ ç êîíòðîëþ
ÿêîñò³ ë³êàðñüêèõ çàñîá³â (íèí³ – Äåðæàâíà ñëóæáà Óêðà¿íè ç ë³êàðñüêèõ çàñîá³â òà
êîíòðîëþ çà íàðêîòèêàìè (Äåðæë³êñëóæáà)), ÿê³ ôóíêö³îíóâàëè â ÷³òê³é âåðòèêàëüí³é
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çàëåæíîñò³ â³ä ÌÎÇ [9, ñ. 74]. Ó 1999 ð. áóëî óòâîðåíî Íàö³îíàëüíå àãåíòñòâî ç
êîíòðîëþ çà ÿê³ñòþ òà áåçïåêîþ ïðîäóêò³â õàð÷óâàííÿ, ë³êàðñüêèõ çàñîá³â òà âèðîá³â
ìåäè÷íîãî ïðèçíà÷åííÿ ç ìåòîþ îá’ºäíàííÿ ôóíêö³é äåðæàâè ó âñ³õ ñôåðàõ îá³ãó
ë³êàðñüêèõ çàñîá³â ³ ñïåö³àëüíèõ ïðîäóêò³â õàð÷óâàííÿ, àëå âæå ó 2000 ð. éîãî ä³ÿëüí³ñòü
áóëà ïðèïèíåíà Óêàçîì Ïðåçèäåíòà Óêðà¿íè.

Çãîäîì, ó 2004 ð., óòâîðåíà Äåðæàâíà ñëóæáà ë³êàðñüêèõ çàñîá³â ³ âèðîá³â ìå-
äè÷íîãî ïðèçíà÷åííÿ, ôóíêö³ÿìè ÿêî¿ áóëî, çîêðåìà, ë³öåíçóâàííÿ ó ñôåð³ âèðîáíèö-
òâà òà îá³ãó ë³êàðñüêèõ çàñîá³â, ïîò³ì, ó 2008 ð. – Äåðæë³ê³íñïåêö³ÿ, ùî îá’ºäíàëà â
ñîá³ ôóíêö³¿ Äåðæàâíî¿ ³íñïåêö³¿ ç êîíòðîëþ ÿêîñò³ ë³êàðñüêèõ çàñîá³â ÌÎÇ Óêðà¿íè
òà Äåðæàâíî¿ ñëóæáè ë³êàðñüêèõ çàñîá³â ³ âèðîá³â ìåäè÷íîãî ïðèçíà÷åííÿ [9, ñ. 75].
Áóëè íàìàãàííÿ â³ä³áðàòè ó ÌÎÇ ôóíêö³þ ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â, òîáòî ñêîí-
öåíòðóâàòè ðåãóëÿòîðí³ òà äîçâ³ëüí³ ôóíêö³¿ â îäíîìó äåðæàâíîìó îðãàí³, ùî, çðåø-
òîþ, òàê é íå áóëî ðåàë³çîâàíî íà ïðàêòèö³.

Ó ðåçóëüòàò³ àäì³í³ñòðàòèâíî¿ ðåôîðìè 2011 ð. Äåðæë³ê³íñïåêö³ÿ ðåîðãà-
í³çîâàíà ó Äåðæàâíó ñëóæáó Óêðà¿íè ç ë³êàðñüêèõ çàñîá³â (Äåðæë³êñëóæáó), ÿêà
ñòâîðåíà Óêàçîì Ïðåçèäåíòà Óêðà¿íè â³ä 08.04.2011 ð. [5]. Çãîäîì Ïîñòàíîâîþ
Êàá³íåòó Ì³í³ñòð³â Óêðà¿íè â³ä 10.09.2014 ð. ¹ 442 “Ïðî îïòèì³çàö³þ ñèñòåìè
öåíòðàëüíèõ îðãàí³â âèêîíàâ÷î¿ âëàäè” óòâîðåíî Äåðæàâíó ñëóæáó Óêðà¿íè ç
ë³êàðñüêèõ çàñîá³â òà êîíòðîëþ çà íàðêîòèêàìè, ðåîðãàí³çóâàâøè øëÿõîì çëèòòÿ
Äåðæàâíó ñëóæáó ç ë³êàðñüêèõ çàñîá³â òà Äåðæàâíó ñëóæáó ç êîíòðîëþ çà íàðêî-
òèêàìè.

Òàê³ ïîñò³éí³ ïåðåòâîðåííÿ äåðæàâíîãî ðåãóëþþ÷îãî îðãàíó ó ñôåð³ âèðîáíèöòâà
òà îá³ãó ë³êàðñüêèõ çàñîá³â íåãàòèâíî ïîçíà÷èëèñÿ íà ðåãóëÿòîðíîìó ñåðåäîâèù³,
àäæå êîæíå çëèòòÿ/îá’ºäíàííÿ/ðîç’ºäíàííÿ äåðæîðãàíó íà 6-9 ì³ñÿö³â äåñòàá³ë³çóâàëî
ä³ÿëüí³ñòü äåðæàâíèõ ðåãóëÿòîð³â, çàì³ñòü âèêîíàííÿ ñâî¿õ ôóíêö³é âîíè âèòðà÷àëè
÷àñ íà ïåðåîôîðìëåííÿ äîêóìåíò³â (ïîëîæåíü, áëàíê³â, ïå÷àòîê), ïåðåãëÿä ôóíêö³é,
ñêîðî÷åííÿ/ïåðåâåäåííÿ ïåðñîíàëó, ïåðåïðèçíà÷åííÿ ïîñàäîâèõ îñ³á òîùî [9, ñ. 75].
Îòæå, äîö³ëüíî ðîçãëÿíóòè îñîáëèâîñò³ äåðæàâíîãî ðåãóëþâàííÿ ³ êîíòðîëþ ó ñôåð³
âèðîáíèöòâà òà îá³ãó ë³êàðñüêèõ çàñîá³â â Óêðà¿í³, ÿê³ ñôîðìóâàëèñü íà ñüîãîäí³
ï³ñëÿ ÷èñëåííèõ ðåôîðìóâàíü äåðæàâíèõ îðãàí³â, ÿê³ ðåãóëþþòü òà êîíòðîëþþòü
ä³ÿëüí³ñòü ñóá’ºêò³â ãîñïîäàðþâàííÿ, ùî âèãîòîâëÿþòü òà ðîçïîâñþäæóþòü ë³êàðñüê³
çàñîáè â Óêðà¿í³, ç ìåòîþ ðîçðîáëåííÿ â³äïîâ³äíèõ ïðîïîçèö³é ç óäîñêîíàëåííÿ
ðîáîòè öèõ äåðæàâíèõ îðãàí³â.

Â Óêðà¿í³ ðåãóëÿòîðíà ä³ÿëüí³ñòü ó ñôåð³ âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ
çàñîá³â ðåãëàìåíòóºòüñÿ íàñòàíîâîþ ÑÒ-Í ÌÎÇÓ 42-1.1:2013 “Ë³êàðñüê³ çàñîáè.
Íàëåæíà ðåãóëÿòîðíà ïðàêòèêà”, ÿêà ãàðìîí³çîâàíà ç ðåêîìåíäàö³ÿìè Âñåñâ³òíüî¿
îðãàí³çàö³¿ îõîðîíè çäîðîâ’ÿ (ÂÎÎÇ), çã³äíî ç ÿêîþ äåðæàâíå ðåãóëþâàííÿ îá³ãó ë³-
êàðñüêèõ çàñîá³â – öå ñóêóïí³ñòü çàêîíîäàâ÷èõ, àäì³í³ñòðàòèâíèõ, òåõí³÷íèõ åëåìåíò³â,
ÿê³ çàïðîâàäæóº äåðæàâà äëÿ çàáåçïå÷åííÿ åôåêòèâíîñò³, áåçïåêè òà ÿêîñò³ ë³êàðñüêèõ
çàñîá³â, à òàêîæ äëÿ íàäàííÿ òî÷íî¿ òà äîñòîâ³ðíî¿ ³íôîðìàö³¿ ë³êàðÿì òà ïàö³ºíòàì
ùîäî ë³êàðñüêîãî çàñîáó [6; 7].

Â³äïîâ³äíî äî ö³º¿ íàñòàíîâè äåðæàâíå ðåãóëþâàííÿ îá³ãó ë³êàðñüêèõ çàñîá³â
ñïðÿìîâàíå íàñàìïåðåä íà çàáåçïå÷åííÿ ïðàâà ãðîìàäÿí íà îõîðîíó çäîðîâ’ÿ òà
ñïðèÿííÿ ðîçâèòêó ôàðìàöåâòè÷íîãî ñåêòîðó ÿê íåâ³ä’ºìíî¿ ñêëàäîâî¿ åêîíîì³êè
êðà¿íè [7].

Öÿ íàñòàíîâà ïðèçíà÷åíà äëÿ çàáåçïå÷åííÿ íàëåæíèõ, ãàðìîí³çîâàíèõ ³ç çàêî-
íîäàâñòâîì ªÑ, ï³äõîä³â äî íîðìàòèâíî-ïðàâîâîãî ðåãóëþâàííÿ ó ñôåð³ îá³ãó ë³-
êàðñüêèõ çàñîá³â òà âèêîðèñòàííÿ ó ïðèéíÿòò³ åôåêòèâíèõ ìåõàí³çì³â äåðæàâíîãî
ðåãóëþâàííÿ ñôåðè âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ çàñîá³â [7].

Çîêðåìà, ì³ñ³ÿ äåðæàâíîãî ðåãóëþâàííÿ îá³ãó ë³êàðñüêèõ çàñîá³â ïîëÿãàº ó
ñòâîðåíí³ ³ çàïðîâàäæåíí³ ñèñòåìè íîðìàòèâíî-ïðàâîâèõ, àäì³í³ñòðàòèâíèõ, òåõ-
í³÷íèõ çàõîä³â, ÿê³ ñòîñóþòüñÿ ðîçðîáêè, äîñë³äæåíü, âèðîáíèöòâà, êîíòðîëþ ÿêîñò³,
çáåð³ãàííÿ, îïòîâî¿, ðîçäð³áíî¿ ðåàë³çàö³¿ òà çàñòîñóâàííÿ ë³êàðñüêèõ çàñîá³â, ùî
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ñïðÿìîâàí³ íà çàáåçïå÷åííÿ íàñåëåííÿ äîñòóïíèìè, ÿê³ñíèìè, áåçïå÷íèìè òà
åôåêòèâíèìè ë³êàðñüêèìè çàñîáàìè [7].

Â³äïîâ³äíî äî íàñòàíîâè ÑÒ-Í ÌÎÇÓ 42-1.1:2013 “Ë³êàðñüê³ çàñîáè. Íàëåæíà
ðåãóëÿòîðíà ïðàêòèêà” [7] äåðæàâíà ïîë³òèêà ó ñôåð³ ðåãóëþâàííÿ îá³ãó ë³êàðñüêèõ
çàñîá³â ôîðìóºòüñÿ òà êîîðäèíóºòüñÿ Ì³í³ñòåðñòâîì îõîðîíè çäîðîâ’ÿ Óêðà¿íè, ÿêå
âèçíà÷àº àäì³í³ñòðàòèâí³ åëåìåíòè ùîäî çàêîíîäàâñòâà, ô³íàíñóâàííÿ, ³íôðàñòðóê-
òóðè, ðîçðîáêè òåõí³÷íèõ ïðîöåäóð, êåð³âíèöòâ, ñòàíäàðò³â òà îðãàí³çóº ³ çàïðîâàäæóº
íà â³äïîâ³äíèõ ð³âíÿõ îñíîâí³ ðåãóëÿòîðí³ ôóíêö³¿.

Ó ñâîþ ÷åðãó, Êàá³íåò Ì³í³ñòð³â Óêðà¿íè ÷åðåç ñèñòåìó îðãàí³â âèêîíàâ÷î¿
âëàäè ïðîâîäèòü â æèòòÿ äåðæàâíó ïîë³òèêó â ñôåð³ ñòâîðåííÿ, âèðîáíèöòâà, êîíò-
ðîëþ ÿêîñò³ òà ðåàë³çàö³¿ ë³êàðñüêèõ çàñîá³â, îðãàí³çóº ðîçðîáêó òà çä³éñíåííÿ â³äïî-
â³äíèõ çàãàëüíîäåðæàâíèõ òà ³íøèõ ïðîãðàì ó ìåæàõ ñâî¿õ ïîâíîâàæåíü, çàáåçïå÷óº
êîíòðîëü çà âèêîíàííÿì çàêîíîäàâñòâà ïðî ë³êàðñüê³ çàñîáè [6].

ßê íàãîëîøåíî ó ñò. 13 Çàêîíó Óêðà¿íè â³ä 04.04.1996 ð. ¹ 123/96-ÂÐ “Ïðî
ë³êàðñüê³ çàñîáè” [1], äåðæàâíèé êîíòðîëü ÿêîñò³ ë³êàðñüêèõ çàñîá³â – öå ñóêóïí³ñòü
îðãàí³çàö³éíèõ òà ïðàâîâèõ çàõîä³â, ñïðÿìîâàíèõ íà äîäåðæàííÿ ñóá’ºêòàìè
ãîñïîäàðñüêî¿ ä³ÿëüíîñò³ íåçàëåæíî â³ä ôîðì âëàñíîñò³ òà ï³äïîðÿäêóâàííÿ âèìîã
çàêîíîäàâñòâà ùîäî çàáåçïå÷åííÿ ÿêîñò³ ë³êàðñüêèõ çàñîá³â. Â³äïîâ³äíî äî ñò. 14
öüîãî çàêîíó êîíòðîëü çà ÿê³ñòþ ë³êàðñüêèõ çàñîá³â òà óìîâàìè ¿õ âèðîáíèöòâà
çä³éñíþºòüñÿ Äåðæàâíîþ ñëóæáîþ Óêðà¿íè ç ë³êàðñüêèõ çàñîá³â òà êîíòðîëþ çà
íàðêîòèêàìè, ùî ðåàë³çóº äåðæàâíó ïîë³òèêó ó ñôåð³ êîíòðîëþ ÿêîñò³ òà áåçïåêè
ë³êàðñüêèõ çàñîá³â, ó òîìó ÷èñë³ ìåäè÷íèõ ³ìóíîá³îëîã³÷íèõ ïðåïàðàò³â.

Ïðîòå ãîëîâíèì îðãàíîì ó ñèñòåì³ öåíòðàëüíèõ îðãàí³â âèêîíàâ÷î¿ âëàäè ³ç
çàáåçïå÷åííÿ ôîðìóâàííÿ òà ðåàë³çàö³¿ äåðæàâíî¿ ïîë³òèêè ó ñôåð³ ñòâîðåííÿ,
âèðîáíèöòâà, êîíòðîëþ ÿêîñò³ òà ðåàë³çàö³¿ ë³êàðñüêèõ çàñîá³â ³ âèðîá³â ìåäè÷íîãî
ïðèçíà÷åííÿ º ÌÎÇ [8].

Çã³äíî ç ÷èííèì çàêîíîäàâñòâîì [8] ÌÎÇ â³äïîâ³äíî äî ïîêëàäåíèõ íà íüîãî
çàâäàíü ó ñôåð³ ñòâîðåííÿ, âèðîáíèöòâà, êîíòðîëþ ÿêîñò³ òà ðåàë³çàö³¿ ë³êàðñüêèõ
ïðåïàðàò³â:

• âèçíà÷àº ïåðñïåêòèâè òà ïð³îðèòåòí³ íàïðÿìè ðîçâèòêó çàçíà÷åíî¿ ñôåðè
ä³ÿëüíîñò³;

• çä³éñíþº íîðìàòèâíî-ïðàâîâå ðåãóëþâàííÿ ó ö³é ñôåð³;
• çàòâåðäæóº äåðæàâí³ òà ãàëóçåâ³ ñòàíäàðòè ÿêîñò³ ë³êàðñüêèõ çàñîá³â, çàãàëüí³

âèìîãè (íàïðèêëàä, äî çä³éñíåííÿ âèðîáíè÷îãî êîíòðîëþ ÿêîñò³ ë³êàðñüêèõ çàñîá³â),
³íñòðóêö³¿, ìåòîäè çä³éñíåííÿ êîíòðîëþ ÿêîñò³ ë³êàðñüêîãî çàñîáó, ôîðìè, áëàíêè,
ïåðåë³êè ë³êàðñüêèõ çàñîá³â (ó òîìó ÷èñë³ çàáîðîíåíèõ äî ðåêëàìóâàííÿ), îáîâ’ÿç-
êîâèé ì³í³ìàëüíèé àñîðòèìåíò ë³êàðñüêèõ çàñîá³â â àïòåêàõ, çì³íè îïòîâî-â³äïóñêíèõ
ö³í íà ë³êàðñüê³ çàñîáè, ïðàâèëà (íàïðèêëàä, óòèë³çàö³¿ òà çíèùåííÿ ë³êàðñüêèõ çà-
ñîá³â), ïîðÿäêè (âåäåííÿ ì³æâ³äîì÷î¿ áàçè äàíèõ çàðåºñòðîâàíèõ â Óêðà¿í³ ë³êàðñüêèõ
çàñîá³â, çä³éñíåííÿ êîíòðîëþ ë³öåíç³éíèõ óìîâ, ³íñïåêòóâàííÿ ñóá’ºêò³â ãîñïîäà-
ðþâàííÿ òà çä³éñíåííÿ êîíòðîëþ ÿêîñò³ ë³êàðñüêèõ çàñîá³â, âèäà÷³ ðåºñòðàö³éíèõ
ïîñâ³ä÷åíü, çàáîðîíè ³ âèëó÷åííÿ ç îá³ãó ë³ê³â, çä³éñíåííÿ êîíòðîëþ ÿêîñò³ ë³êàðñüêèõ
çàñîá³â ï³ä ÷àñ îïòîâî¿ òà ðîçäð³áíî¿ òîðã³âë³, çä³éñíåííÿ êîíòðîëþ çà äîäåðæàííÿì
ë³öåíç³éíèõ óìîâ ïðîâàäæåííÿ ãîñïîäàðñüêî¿ ä³ÿëüíîñò³ ç âèðîáíèöòâà ë³êàðñüêèõ
çàñîá³â, îïòîâî¿ òà ðîçäð³áíî¿ òîðã³âë³ ë³êàðñüêèìè çàñîáàìè, ââåçåííÿ íà ìèòíó
òåðèòîð³þ Óêðà¿íè íåçàðåºñòðîâàíèõ ë³êàðñüêèõ çàñîá³â, ïðèçíà÷åíèõ äëÿ ïðîâåäåííÿ
äîêë³í³÷íèõ, êë³í³÷íèõ âèïðîáóâàíü, ïðîâåäåííÿ ð³çíîìàí³òíèõ åêñïåðòèç, ïðîâåäåííÿ
ñåðòèô³êàö³¿ âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â, ë³êàðñüêèõ çàñîá³â äëÿ ì³æíàðîäíî¿
òîðã³âë³, à òàêîæ ñåðòèô³êàö³¿ ï³äïðèºìñòâ, ÿê³ çä³éñíþþòü îïòîâó ðåàë³çàö³þ (äèñòðè-
áóö³þ) ë³êàðñüêèõ çàñîá³â);

• çä³éñíþº äåðæàâíó ðåºñòðàö³þ (ïåðåðåºñòðàö³þ) ë³êàðñüêèõ çàñîá³â â Óêðà¿í³;
âèäàº ðåºñòðàö³éíå ïîñâ³ä÷åííÿ íà ë³êàðñüêèé çàñ³á; âåäå Äåðæàâíèé ðåºñòð
ë³êàðñüêèõ çàñîá³â;
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• äîçâîëÿº ââåçåííÿ íåçàðåºñòðîâàíèõ â Óêðà¿í³ ë³êàðñüêèõ çàñîá³â â óñòàíîâ-
ëåíîìó çàêîíîäàâñòâîì ïîðÿäêó;

• ïðèéìàº â óñòàíîâëåíîìó ïîðÿäêó ð³øåííÿ ïðî ïðîâåäåííÿ êë³í³÷íèõ âèïðî-
áóâàíü ë³êàðñüêèõ çàñîá³â òà ¿õ ïðèïèíåííÿ;

• çä³éñíþº ôóíêö³¿ òåõí³÷íîãî ðåãóëþâàííÿ ó ñôåð³ ñòâîðåííÿ, âèðîáíèöòâà,
êîíòðîëþ ÿêîñò³ òà ðåàë³çàö³¿ ë³êàðñüêèõ çàñîá³â â³äïîâ³äíî äî çàêîíó.

ßê ï³äêðåñëåíî âèùå, ÌÎÇ âåäå â åëåêòðîííîìó âèãëÿä³ Äåðæàâíèé ðåºñòð ë³-
êàðñüêèõ çàñîá³â, ÿêèé ì³ñòèòü â³äîìîñò³ ïðî ë³êàðñüê³ çàñîáè, äîçâîëåí³ äëÿ âèðîá-
íèöòâà ³ çàñòîñóâàííÿ â Óêðà¿í³ [4]. ÌÎÇ òàêîæ âèçíà÷àº ïîðÿäîê âåäåííÿ Äåðæàâ-
íîãî ðåºñòðó ë³êàðñüêèõ çàñîá³â.

Äëÿ íåäîïóùåííÿ íà âíóòð³øí³é ðèíîê Óêðà¿íè íåçàðåºñòðîâàíèõ ë³êàðñüêèõ
çàñîá³â òà çä³éñíåííÿ îïåðàòèâíîãî îáì³íó ³íôîðìàö³ºþ ïðî íàÿâí³ñòü ë³êàðñüêèõ
çàñîá³â ó Äåðæàâíîìó ðåºñòð³ ë³êàðñüêèõ çàñîá³â ï³ä ÷àñ ïåðåòèíó êîðäîíó Óêðà¿íè
ñòâîðåíà Ì³æâ³äîì÷à áàçà äàíèõ çàðåºñòðîâàíèõ â Óêðà¿í³ ë³êàðñüêèõ çàñîá³â [2,
ñ. 14].

Ïðîòå, ñë³ä çàçíà÷èòè, ùî Ïîðÿäîê âåäåííÿ òà âèêîðèñòàííÿ ì³æâ³äîì÷î¿ áàçè
äàíèõ çàðåºñòðîâàíèõ â Óêðà¿í³ ë³êàðñüêèõ çàñîá³â, çàòâåðäæåíèé íàêàçîì ÌÎÇ,
Ì³íô³íó Óêðà¿íè â³ä 19.12.2011 ¹ 925/1661, ì³ñòèòü ïîñèëàííÿ íà öåíòðàëüíèé
îðãàí âèêîíàâ÷î¿ âëàäè, ùî ïðèïèíèâ ñâîþ ä³ÿëüí³ñòü âíàñë³äîê àäì³í³ñòðàòèâíî¿
ðåôîðìè, à ñàìå íà Äåðæàâíó ìèòíó ñëóæáó Óêðà¿íè, ùî ïîòðåáóº â³äïîâ³äíîãî
ïðàâîâîãî âðåãóëþâàííÿ [2, ñ. 14].

Êð³ì òîãî, íàêàç ÌÎÇ â³ä 26.04.2011 ¹ 237 “Ïðî çàòâåðäæåííÿ Ïîðÿäêó ââå-
çåííÿ íà òåðèòîð³þ Óêðà¿íè íåçàðåºñòðîâàíèõ ë³êàðñüêèõ çàñîá³â, ñòàíäàðòíèõ çðàçê³â,
ðåàãåíò³â” òàêîæ ì³ñòèòü ïîñèëàííÿ íà Äåðæàâíó ìèòíó ñëóæáó Óêðà¿íè, ÿêà ïðè-
ïèíèëà ñâîþ ä³ÿëüí³ñòü, ùî ïîòðåáóº âíåñåííÿ â³äïîâ³äíèõ çì³í.

Ó ñâîþ ÷åðãó, Äåðæë³êñëóæáà º öåíòðàëüíèì îðãàíîì âèêîíàâ÷î¿ âëàäè, ä³ÿëü-
í³ñòü ÿêîãî ñïðÿìîâóºòüñÿ ³ êîîðäèíóºòüñÿ Êàá³íåòîì Ì³í³ñòð³â Óêðà¿íè ÷åðåç Ì³-
í³ñòðà îõîðîíè çäîðîâ’ÿ.

Â³äïîâ³äíî äî ï. 3 Ïîëîæåííÿ ïðî Äåðæàâíó ñëóæáó Óêðà¿íè ç ë³êàðñüêèõ
çàñîá³â òà êîíòðîëþ çà íàðêîòèêàìè [3] îñíîâíèìè çàâäàííÿìè Äåðæë³êñëóæáè º:

• ðåàë³çàö³ÿ äåðæàâíî¿ ïîë³òèêè ó ñôåð³ êîíòðîëþ ÿêîñò³ òà áåçïåêè ë³êàðñüêèõ
çàñîá³â, à òàêîæ âíåñåííÿ Ì³í³ñòðîâ³ îõîðîíè çäîðîâ’ÿ ïðîïîçèö³é ùîäî ôîðìóâàííÿ
äåðæàâíî¿ ïîë³òèêè ó çàçíà÷åí³é ñôåð³;

• ë³öåíçóâàííÿ ãîñïîäàðñüêî¿ ä³ÿëüíîñò³ ç âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â,
³ìïîðòó ë³êàðñüêèõ çàñîá³â (êð³ì àêòèâíèõ ôàðìàöåâòè÷íèõ ³íãðåä³ºíò³â (ÀÔ²)),
îïòîâî¿ òà ðîçäð³áíî¿ òîðã³âë³ ë³êàðñüêèìè çàñîáàìè;

• òåõí³÷íå ðåãóëþâàííÿ ó âèçíà÷åí³é ñôåð³ ä³ÿëüíîñò³.
Çîêðåìà, â³äïîâ³äíî äî ï. 4 Ïîëîæåííÿ ïðî Äåðæàâíó ñëóæáó Óêðà¿íè ç ë³êàðñü-

êèõ çàñîá³â òà êîíòðîëþ çà íàðêîòèêàìè [3] Äåðæë³êñëóæáà çã³äíî ç ïîêëàäåíèìè
íà íå¿ çàâäàííÿìè çä³éñíþº òàê³ ïîâíîâàæåííÿ ç äåðæàâíîãî ðåãóëþâàííÿ òà êîíòðîëþ
ñôåðè âèðîáíèöòâà òà îá³ãó ë³êàðñüêèõ çàñîá³â: âèäàº ñóá’ºêòàì ãîñïîäàðþâàííÿ
ë³öåíç³¿ íà âèðîáíèöòâî ë³êàðñüêèõ çàñîá³â, ³ìïîðò òàêèõ çàñîá³â (êð³ì ÀÔ²), îïòîâó
òà ðîçäð³áíó òîðã³âëþ ë³êàðñüêèìè çàñîáàìè; ôîðìóº ³ âåäå ë³öåíç³éíèé ðåºñòð âèä³â
ãîñïîäàðñüêî¿ ä³ÿëüíîñò³ ç âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â, ³ìïîðòó ë³êàðñüêèõ çàñîá³â
(êð³ì ÀÔ²), îïòîâî¿ òà ðîçäð³áíî¿ òîðã³âë³ ë³êàðñüêèìè çàñîáàìè òà çàáåçïå÷óº ïå-
ðåäà÷ó â³äîìîñòåé äî ªäèíîãî ë³öåíç³éíîãî ðåºñòðó; äåðæàâíèé êîíòðîëü çà äîòðè-
ìàííÿì âèìîã çàêîíîäàâñòâà ùîäî çàáåçïå÷åííÿ ÿêîñò³ òà áåçïåêè ë³êàðñüêèõ çàñîá³â
íà âñ³õ åòàïàõ îá³ãó, ó òîìó ÷èñë³ ïðàâèë çä³éñíåííÿ íàëåæíèõ ïðàêòèê (âèðîáíè÷î¿,
äèñòðèá’þòîðñüêî¿, çáåð³ãàííÿ, àïòå÷íî¿); çä³éñíþº êîíòðîëü çà äîòðèìàííÿì ñóá’ºê-
òàìè ãîñïîäàðþâàííÿ ë³öåíç³éíèõ óìîâ ïðîâàäæåííÿ ãîñïîäàðñüêî¿ ä³ÿëüíîñò³ ç
âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â, ³ìïîðòó ë³êàðñüêèõ çàñîá³â (êð³ì ÀÔ²), îïòîâî¿ òà
ðîçäð³áíî¿ òîðã³âë³ ë³êàðñüêèìè çàñîáàìè; çä³éñíþº äåðæàâíèé ðèíêîâèé íàãëÿä ó
ìåæàõ ñôåðè ñâîº¿ â³äïîâ³äàëüíîñò³; çä³éñíþº äåðæàâíèé êîíòðîëü çà ââåçåííÿì íà
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ìèòíó òåðèòîð³þ Óêðà¿íè ë³êàðñüêèõ çàñîá³â; â³äáèðàº â óñòàíîâëåíîìó ïîðÿäêó
çðàçêè ë³êàðñüêèõ çàñîá³â äëÿ ïåðåâ³ðêè ¿õ ÿêîñò³; ñêëàäàº ïðîòîêîëè ïðî àäì³í³ñòðà-
òèâí³ ïðàâîïîðóøåííÿ òà ðîçãëÿäàº ñïðàâè ïðî àäì³í³ñòðàòèâí³ ïðàâîïîðóøåííÿ ó
ïåðåäáà÷åíèõ çàêîíîì âèïàäêàõ; ïðèéìàº â óñòàíîâëåíîìó ïîðÿäêó ð³øåííÿ ïðî
âèëó÷åííÿ ç îá³ãó òà çàáîðîíó (çóïèíåííÿ) âèðîáíèöòâà, ðåàë³çàö³¿ òà çàñòîñóâàííÿ
ë³êàðñüêèõ çàñîá³â, ùî íå â³äïîâ³äàþòü âèìîãàì, âèçíà÷åíèì íîðìàòèâíî-ïðàâîâèìè
àêòàìè, à òàêîæ òèõ, ùî ââîçÿòüñÿ íà òåðèòîð³þ Óêðà¿íè òà âèâîçÿòüñÿ ç ïîðóøåííÿì
óñòàíîâëåíîãî çàêîíîäàâñòâîì ïîðÿäêó.

Îòæå, îñíîâíèìè ôóíêö³ÿìè Äåðæë³êñëóæáè º çä³éñíåííÿ êîíòðîëþ ÿêîñò³
ë³êàðñüêèõ çàñîá³â, ë³öåíçóâàííÿ ë³êàðñüêèõ çàñîá³â òà ³íñïåêòóâàííÿ âèðîáíèöòâà
ë³êàðñüêèõ çàñîá³â. Ó ñâîþ ÷åðãó, ÌÎÇ çä³éñíþº ðåºñòðàö³þ ë³êàðñüêèõ çàñîá³â, çàé-
ìàºòüñÿ ö³íîóòâîðåííÿì, çàêóï³âëåþ ë³êàðñüêèõ çàñîá³â, ðîçðîáêîþ ñòðàòåã³é, ïîë³òèê
òà ñòàíäàðò³â ó ñôåð³ ë³êàðñüêèõ çàñîá³â, êîîðäèíàö³ºþ ðîçðîáêè â³äïîâ³äíèõ íàñòàíîâ,
êë³í³÷íèõ ïðîòîêîë³â, ôîðìóëÿð³â [6].

Êð³ì ÌÎÇ òà Äåðæë³êñëóæáè, ïåâí³ ïîâíîâàæåííÿ ç äåðæàâíîãî ðåãóëþâàííÿ
òà êîíòðîëþ ñôåðè âèðîáíèöòâà òà îá³ãó ë³êàðñüêèõ çàñîá³â òàêîæ çä³éñíþº Äåðæàâíå
ï³äïðèºìñòâî “Äåðæàâíèé åêñïåðòíèé öåíòð Ì³í³ñòåðñòâà îõîðîíè çäîðîâ’ÿ Óêðà¿-
íè” – óïîâíîâàæåíà Ì³í³ñòåðñòâîì îõîðîíè çäîðîâ’ÿ Óêðà¿íè ñïåö³àë³çîâàíà åêñ-
ïåðòíà óñòàíîâà ó ñôåð³ äîêë³í³÷íîãî âèâ÷åííÿ, êë³í³÷íèõ âèïðîáóâàíü òà äåðæàâíî¿
ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â (ó òîìó ÷èñë³ ìåäè÷íèõ ³ìóíîá³îëîã³÷íèõ ïðåïàðàò³â)
ó ìåæàõ, ùî âèçíà÷åí³ çàêîíàìè Óêðà¿íè “Ïðî ë³êàðñüê³ çàñîáè” òà “Ïðî çàõèñò
íàñåëåííÿ â³ä ³íôåêö³éíèõ õâîðîá”, ÿêà º ãîëîâíîþ îðãàí³çàö³ºþ ó ñôåð³ çä³éñíåííÿ
ôàðìàêîëîã³÷íîãî íàãëÿäó, ñòàíäàðòèçàö³¿ ìåäè÷íî¿ äîïîìîãè òà ìåäè÷íîãî, â òîìó
÷èñë³ ôàðìàöåâòè÷íîãî, îáñëóãîâóâàííÿ, âêëþ÷àþ÷è ðîçðîáêó â³äïîâ³äíèõ ìåäèêî-
òåõíîëîã³÷íèõ äîêóìåíò³â òà ïðîåêò³â íîðìàòèâíèõ àêò³â.

Çîêðåìà, ÄÅÖ çä³éñíþº êîíòðîëü êë³í³÷íèõ äîñë³äæåíü ë³êàðñüêèõ çàñîá³â,
ôàðìàêîíàãëÿä, çàéìàºòüñÿ åêñïåðòèçîþ ðåºñòðàö³éíèõ ìàòåð³àë³â, ìåòîäè÷íèì
ñóïðîâîäæåííÿì ðîçðîáîê íàñòàíîâ, êë³í³÷íèõ ïðîòîêîë³â, ôîðìóëÿð³â [6].

ÄÅÖ çàñíîâàíèé íà äåðæàâí³é âëàñíîñò³ òà íàëåæèòü äî ñôåðè óïðàâë³ííÿ
ÌÎÇ [9, ñ. 78]: ÄÅÖ º äî÷³ðí³ì ï³äïðèºìñòâîì ÌÎÇ.

Â³äïîâ³äíî äî ñòàòóòó äî îñíîâíèõ çàâäàíü ÄÅÖ íàëåæàòü [9, ñ. 79–80]: çàáåçïå-
÷åííÿ åôåêòèâíîñò³, áåçïå÷íîñò³ òà ÿêîñò³ ë³êàðñüêèõ çàñîá³â øëÿõîì ïðîâåäåííÿ
åêñïåðòèçè ðåºñòðàö³éíèõ ìàòåð³àë³â; çä³éñíåííÿ åêñïåðòèçè ìàòåð³àë³â ùîäî ñòâîðåí-
íÿ (ðîçðîáêè), âèãîòîâëåííÿ (âèðîáíèöòâà), äîêë³í³÷íîãî âèâ÷åííÿ òà êë³í³÷íèõ
âèïðîáóâàíü ë³êàðñüêèõ çàñîá³â, à òàêîæ êîíòðîëþ ¿õ ÿêîñò³; åêñïåðòèçè ìàòåð³àë³â
íà ä³þ÷³, äîïîì³æí³ ðå÷îâèíè äëÿ âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â ³ íàäàííÿ
ðåêîìåíäàö³é ÌÎÇ ùîäî ìîæëèâîñò³ ¿õ âèêîðèñòàííÿ; àóäèòó äîêë³í³÷íîãî âèâ÷åííÿ
òà êë³í³÷íîãî àóäèòó êë³í³÷íèõ âèïðîáóâàíü ë³êàðñüêèõ çàñîá³â; ï³ñëÿðåºñòðàö³éíîãî
íàãëÿäó çà çàðåºñòðîâàíèìè â Óêðà¿í³ ë³êàðñüêèìè çàñîáàìè; ôàðìàêîëîã³÷íîãî
íàãëÿäó; ó÷àñò³ ó âåäåíí³ òà àäì³í³ñòðóâàíí³ Äåðæàâíîãî ðåºñòðó ë³êàðñüêèõ çàñîá³â
Óêðà¿íè òîùî.

Òàêèì ÷èíîì, â Óêðà¿í³ ðåàë³çîâàíà ìíîæèííà (áàãàòîð³âíåâà) ìîäåëü äåðæàâ-
íîãî ðåãóëþâàííÿ ñôåðè âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ çàñîá³â, ùî âêëþ÷àº òðè
åëåìåíòè – ÌÎÇ, Äåðæë³êñëóæáó òà Äåðæàâíèé åêñïåðòíèé öåíòð ÌÎÇ Óêðà¿íè.
Çà ìíîæèííî¿ ìîäåë³ á³ëüø ñêëàäíèì º ïðîöåñ óïðàâë³ííÿ òà êîîðäèíàö³¿ ðîáîòè
äåðæàâíèõ ðåãóëþþ÷èõ îðãàí³â ó ñôåð³ âèðîáíèöòâà òà îá³ãó ë³êàðñüêèõ çàñîá³â, âè-
íèêàþòü äóáëþâàííÿ ôóíêö³é öèõ îðãàí³â, êîíôë³êòè ³íòåðåñ³â, ùî, ó ñâîþ ÷åðãó,
ï³äâèùóº ïîòåíö³àë äëÿ êîðóïö³¿.

Çîêðåìà, ³ñíóº äóáëþâàííÿ ôóíêö³é äåðæàâíèõ ðåãóëÿòîðíèõ îðãàí³â ó ñôåð³
âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ çàñîá³â. Ïðèì³ðîì, ÄÅÖ ïðîâîäèòü åêñïåðòèçó òà
ãîòóº âèñíîâîê ùîäî ðåºñòðàö³éíîãî äîñüº íà ë³êàðñüê³ çàñîáè, îäíàê ê³íöåâå ð³øåííÿ
ïðèéìàº ÌÎÇ, ÿêå ôîðìàëüíî çàòâåðäæóº âèñíîâîê ÄÅÖ [9, ñ. 81]. Òîáòî îäíà é òà
æ ðåãóëÿòîðíà ôóíêö³ÿ (àíàë³ç òà çàòâåðäæåííÿ ð³øåííÿ, ÿêå áàçóºòüñÿ íà ðåçóëüòàòàõ
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àíàë³çó) øòó÷íî ïîä³ëåíà ì³æ äâîìà äåðæàâíèìè îðãàíàìè: ÌÎÇ òà ÄÅÖ [9, ñ. 81].
Âîäíî÷àñ îáèäâ³ ôóíêö³¿ (àíàë³ç ðåºñòðàö³éíèõ äîñüº òà ïðèéíÿòòÿ ð³øåíü ùîäî
ðåºñòðàö³¿/ïåðåðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â) ìàþòü³ âèêîíóâàòèñÿ îäíèì äåðæàâ-
íèì ðåãóëÿòîðíèì îðãàíîì, ÿêèé íåñå â³äïîâ³äàëüí³ñòü çà ô³íàëüí³ ð³øåííÿ ó ñôåð³
âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ çàñîá³â [9, ñ. 81].

Òàêîæ º çàâèñîêèìè êîðóïö³éí³ ðèçèêè â ä³ÿëüíîñò³ Äåðæë³êñëóæáè, ïîâ’ÿçàí³
ç ìîæëèâ³ñòþ âòðó÷àííÿ ÌÎÇ ó ïîâñÿêäåííó ðîáîòó Äåðæë³êñëóæáè, íàâ³òü ó ïîòî÷-
íèõ ïèòàííÿõ (ïîãîäæåííÿ êàäðîâèõ ïðèçíà÷åíü ÷è ñòðóêòóðè Äåðæë³êñëóæáè),
ïðè öüîìó Ì³í³ñòð îõîðîíè çäîðîâ’ÿ íå íåñå â³äïîâ³äàëüíîñò³ çà ðåçóëüòàòè ðîáîòè
Äåðæë³êñëóæáè.

Êð³ì òîãî, â³äñóòí³é åôåêòèâíèé ìåõàí³çì â³äïîâ³äàëüíîñò³ äåðæàâíèõ ðåãóëÿ-
òîðíèõ îðãàí³â çà çàòðèìêè â ïðèéíÿòò³ ðåãóëÿòîðíèõ ð³øåíü òà ïðîâåäåíí³ ñòàíäàðò-
íèõ ðåãóëÿòîðíèõ ïðîöåäóð ó ñôåð³ âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ çàñîá³â. Äî
öüîãî ñë³ä äîäàòè â³äñóòí³ñòü åëåêòðîííîãî äîêóìåíòîîá³ãó ì³æ ÄÅÖ, ÌÎÇ òà Äåðæ-
ë³êñëóæáîþ.

Îòæå, íåçâàæàþ÷è íà çíà÷íó ê³ëüê³ñòü äåðæàâíèõ îðãàí³â, çàä³ÿíèõ ó äåðæàâíîìó
ðåãóëþâàíí³ òà êîíòðîë³ ñôåðè âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ çàñîá³â, òà íàä³ëåííÿ
¿õ çíà÷íèìè ïîâíîâàæåííÿìè òà óïðàâë³íñüêî-ðåãóëÿòîðíèìè ôóíêö³ÿìè ó çàçíà÷åí³é
ñôåð³, ÿê³ñòü òàêîãî ðåãóëþâàííÿ òà êîíòðîëþ çàëèøàºòüñÿ íåâèñîêîþ.

Â³äñóòíº ÷³òêå, îäíîçíà÷íå ³ ëîã³÷íå ðîçìåæóâàííÿ ñôåð â³äïîâ³äàëüíîñò³ çàçíà-
÷åíèõ âèùå äåðæàâíèõ ðåãóëÿòîð³â ó ñôåð³ âèðîáíèöòâà òà îá³ãó ë³êàðñüêèõ çàñîá³â:
ó÷àñòü ó ôîðìóâàíí³ äåðæàâíî¿ ïîë³òèêè ó ðîçãëÿäóâàí³é ñôåð³ ä³ÿëüíîñò³ áåðóòü
óñ³ òðè äåðæàâíèõ ðåãóëÿòîðè – ÌÎÇ, Äåðæë³êñëóæáà ³ ÄÅÖ, êîíòðîëüíî-íàãëÿäîâ³
ôóíêö³¿ çä³éñíþþòü îäíî÷àñíî äâ³ äåðæàâí³ ³íñòèòóö³¿ (Äåðæë³êñëóæáà ³ ÄÅÖ),
ðåºñòðàö³ÿ ë³êàðñüêèõ çàñîá³â ³ ðåºñòðàö³ÿ âèðîá³â ìåäè÷íîãî ïðèçíà÷åííÿ ðîçâåäåíà
ì³æ äâîìà äåðæàâíèìè ðåãóëþþ÷èìè îðãàíàìè (ÌÎÇ ³ Äåðæë³êñëóæáà). Îêð³ì òîãî,
ïðîòÿãîì áàãàòüîõ ðîê³â â³äáóâàâñÿ ïåðìàíåíòíèé ðóõ ôóíêö³é, êîëè ÌÎÇ òî
ïåðåäàâàëî ÷àñòèíó ñâî¿õ ïîâíîâàæåíü Äåðæë³êñëóæá³, òî çàáèðàëî ¿õ ñîá³ íàçàä [9,
ñ. 81].

Âîäíî÷àñ, çà çàãàëüíîºâðîïåéñüêîþ ìîäåëëþ, äåðæàâíå ðåãóëþâàííÿ çàçíà÷åíî¿
ñôåðè ä³ÿëüíîñò³ ïåðåâàæíî çä³éñíþºòüñÿ îäíèì äåðæàâíèì óïîâíîâàæåíèì îðãàíîì
ç ë³êàðñüêèõ çàñîá³â, ùî ìàº ïåðåâàãè äëÿ âåäåííÿ â³äïîâ³äíî¿ ä³ÿëüíîñò³ ñóá’ºêòàìè
ãîñïîäàðþâàííÿ òà çàáåçïå÷åííÿ íàëåæíîãî ð³âíÿ êîíòðîëþ ç áîêó äåðæàâè. Íà
íàø ïîãëÿä, äëÿ çàáåçïå÷åííÿ ãàðìîí³çîâàíèõ ³ ñêîîðäèíîâàíèõ ï³äõîä³â äî âñ³õ ë³-
êàðñüêèõ çàñîá³â çà âñ³ìà ôóíêö³ÿìè äåðæàâíîãî ðåãóëþâàííÿ ëèøå ºäèíèé äåðæàâ-
íèé ðåãóëÿòîðíèé îðãàí – Äåðæë³êñëóæáà – ìàºâèêîíóâàòè âñ³ ôóíêö³¿ ç äåðæàâíîãî
ðåãóëþâàííÿ ñôåðè âèãîòîâëåííÿ òà îá³ãó ë³êàðñüêèõ çàñîá³â. Ñë³ä óñóíóòè øòó÷íèé
ïîä³ë äîçâ³ëüíî¿ ôóíêö³¿ ùîäî ðåºñòðàö³¿ (ïåðåðåºñòðàö³¿) ë³êàðñüêèõ çàñîá³â òà
âèðîá³â ìåäè÷íîãî ïðèçíà÷åííÿ ì³æ äâîìà äåðæàâíèìè îðãàíàìè, à ñàìå ïåðåäàòè
ïîâíîâàæåííÿ ùîäî ïðèéíÿòòÿ îñòàòî÷íèõ ð³øåíü ùîäî ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â
ó Äåðæë³êñëóæáó, ÿêà âæå çä³éñíþº ðåºñòðàö³þ âèðîá³â ìåäè÷íîãî ïðèçíà÷åííÿ.
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FEATURES OF THE STATE REGULATION AND CONTROL IN
MANUFACTURING AND TURNOVER OF REMEDIES IN UKRAINE

Paper is devoted to the consideration of features of state regulation and control in
the field of production and circulation of medicines in Ukraine. It has been determined
that in Ukraine in the years of independence, various models of state regulation of the
sphere of manufacturing and circulation of medicines have been tested on the basis of
numerous reforms of state bodies that regulate and control the activities of business
entities that manufacture and distribute medicinal products in Ukraine. In this connection,
it has been proved that the constant transformation of the state regulatory body in the
sphere of production and circulation of medicines has negatively affected the regulatory
environment, which necessitates the development of appropriate proposals for improving
the work of these state bodies.

As a result, paper deals with the system of state bodies that carry out state regulation
and control of the sphere of production, quality control and sale of medicinal products,
with the statement of tasks, functions and powers of these state bodies. This allowed to
characterize the model of state regulation of the sphere of manufacture and circulation of
medicinal products as a multiple (multilevel) state, implemented in Ukraine, because it
includes three institutions: the Ministry of Health (MoH), the State Service of Ukraine
for Drugs and Drug Control (State Committee for Drugs and Medical Services) and the
State Expert Center of the Ministry of Health of Ukraine. As a result, paper substantiates
the conclusion that the process of managing and coordinating the work of state regulatory
bodies in the field of production and circulation of medicinal products is more complex in
the multiple model, there are duplication of functions of these bodies, conflicts of interests,
which, in turn, increases the potential for corruption. Possible corruption risks in the
activity of the State Service of Civil Service are represented. The necessity of solving the
problem of the lack of a clear, unambiguous and logical delineation of the areas of
responsibility of state regulators in the field of production and circulation of medicines is
stressed.

Due to the generalization and systematization of all shortcomings of the state
regulation and control of the sphere of production and circulation of medicinal products,
it was emphasized that the presence of a significant number of state bodies involved in
state regulation and control of the sphere of manufacture and circulation of medicinal
products as well as the allocation of their significant powers and normative and regulatory
functions in the activities has not led to the high quality of such regulation and control.

Finally, the paper substantiates the conclusion on the appropriateness of combining
all functions of state regulation and control of the sphere of manufacture and circulation
of medicinal products in a single state regulatory body – the State Service of Ukraine for
Drugs and Drug Control. In addition, the paper proposes to eliminate the artificial division
of the licensing function for the registration (re-registration) of medicines and medical
products between two state bodies, namely the transfer of authority to make final decisions
on the registration of medicinal products in the State Medical Service, which already
carries out the registration of medical products.

Keywords: drugs, government regulation and control, import, wholesale and retail
trade in drugs, pharmaceutical market, regulatory activity, State Register of Medicinal
Products, active pharmaceutical ingredients, pharmacovigilance, medical products.
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