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Ó ñòàòò³ ðîçêðèòî çì³ñò àäì³í³ñòðàòèâíî-ïðàâîâèõ íîðì, ùî ðåãóëþþòü
ôàðìàöåâòè÷í³ â³äíîñèíè â Óêðà¿í³. Âñòàíîâëåíî, ùî íàö³îíàëüíå çàêîíîäàâñòâî
ó ñôåð³ ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³ â Óêðà¿í³ ñêëàäàºòüñÿ ç Êîíñòèòóö³¿ Óêðà¿íè,
êîäèô³êîâàíèõ íîðìàòèâíî-ïðàâîâèõ àêò³â, íîðìàòèâíî-ïðàâîâèõ àêò³â, ùî
ðåãóëþþòü ôàðìàö³þ. Ðîçãëÿíóòî âèäè àäì³í³ñòðàòèâíèõ ïðàâîïîðóøåíü çà
ïîðóøåííÿ ñòàíäàðò³â ôàðìàöåâòè÷íî¿ ãàëóç³ òà âèñâ³òëåíî ¿õ êëàñèô³êàö³þ.
Çàçíà÷åíî, ùî ñèñòåìà ïðàâîâèõ íîðì ôàðìàöåâòè÷íî¿ ãàëóç³ äèôåðåíö³þºòüñÿ
çà ãàëóçåâîþ íàëåæí³ñòþ: íîðìè êîíñòèòóö³éíîãî, àäì³í³ñòðàòèâíîãî, ãîñïîäàðñü-
êîãî òà ³íôîðìàö³éíîãî ïðàâà.

Êëþ÷îâ³ ñëîâà: àäì³í³ñòðàòèâíî-ïðàâîâ³ íîðìè, ôàðìàöåâòè÷íà ä³ÿëüí³ñòü
â Óêðà¿í³, çàêîíîäàâñòâî.

Ïðàâîâå ðåãóëþâàííÿ ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³ â Óêðà¿í³ º ñêëàäíèì
ñîö³àëüíèì ÿâèùåì, çóìîâëåíèì ³ñíóâàííÿì ïåâíî¿ ê³ëüêîñò³ ïðîì³æíèõ ñèñòåì.
Îñê³ëüêè æîäíà ³ç ñèñòåì, ïîâ’ÿçàíèõ ³ç ïðîöåñàìè ðåãóëþâàííÿ ôàðìàöåâòè÷íî¿
ãàëóç³, íå â çìîç³ âèêîðèñòîâóâàòèñÿ áåç ìåõàí³çìó ïðàâîâîãî ðåãóëþâàííÿ,
íîðìàòèâíî-ïðàâîâ³ àêòè, ùî ðåãóëþþòü ïðàâîâ³ â³äíîñèíè ó ñôåð³ ôàðìàöåâòè÷íî¿
ä³ÿëüíîñò³, òåæ ñòàíîâëÿòü ïåâíó ñèñòåìó. Òîáòî ïðàâîâå ðåãóëþâàííÿ çëàãîäæåíî
ôóíêö³îíóº ëèøå çà íàÿâíîñò³ îçíàê ñèñòåìè. Çâàæàþ÷è íà çàçíà÷åíå, àêòóàë³-
çóºòüñÿ äîñë³äæåííÿ îñíîâíèõ îðãàí³çàö³éíî-ïðàâîâèõ çàñàä ôóíêö³îíóâàííÿ
ôàðìàöåâòè÷íî¿ ãàëóç³ íà åòàï³ ñòâîðåííÿ ìåõàí³çìó ðåàë³çàö³¿ ÷èííèõ àäì³í³ñòðà-
òèâíî-ïðàâîâèõ íîðì. Ó þðèäè÷í³é íàóö³ ëèøå îñòàíí³ìè ðîêàìè çâåðíóëè óâàãó
íà ¿õ ñïåöèô³êó.

Íîðìè ïðàâà, ÿê³ âèçíà÷àþòü çàãàëüíå îáîâ’ÿçêîâå ïðàâèëî ïîâåä³íêè,
âñòàíîâëþº äëÿ ñóá’ºêòà ÿê ìîæëèâèé âàð³àíò ïîâåä³íêè – ñóá’ºêòèâí³ þðèäè÷í³
ïðàâà, òàê ³ íåîáõ³äíèé âàð³àíò ïîâåä³íêè – ñóá’ºêòèâí³ þðèäè÷í³ îáîâ’ÿçêè [1,
c. 500]. Çîâí³øíº âèðàæåííÿ íîðì ïðàâà íàáóâàþòü ó íîðìàòèâíî-ïðàâîâîìó
àêò³.

Ç ìåòîþ ÷³òêîãî ôóíêö³îíóâàííÿ ôàðìàöåâòè÷íîãî ðèíêà â Óêðà¿í³ äåðæàâà
çàêð³ïëþº â íîðìàõ àäì³í³ñòðàòèâíîãî ïðàâà ñâî¿ âèìîãè äî ä³ÿëüíîñò³ äåðæàâíèõ
îðãàí³â âëàäè ³ ¿õ âçàºìîâ³äíîøåííÿ ç âèðîáíèêàìè. Áåçïåðå÷íî, óñ³ ïðàö³âíèêè
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öèõ îðãàí³â ïðè âèêîíàíí³ ñâî¿õ ôóíêö³îíàëüíèõ îáîâ’ÿçê³â ïîâèíí³ ä³ÿòè ò³ëüêè
â ìåæàõ ñâîº¿ êîìïåòåíö³¿ ³ â³äïîâ³äíî äî ïåâíîãî ïîðÿäêó. ̄ ì çàáîðîíåíî âñå, ùî
íå äîçâîëåíî íîðìàòèâíî-ïðàâîâèìè àêòàìè, ÿê³ âèçíà÷àþòü ¿õ êîìïåòåíö³þ.
Ïåðâèííèìè åëåìåíòàìè àäì³í³ñòðàòèâíîãî ïðàâà, íà áàç³ ÿêèõ ôîðìóºòüñÿ ñèñòåìà
ãàëóç³, ³ º àäì³í³ñòðàòèâíî-ïðàâîâ³ íîðìè.

Â³äçíà÷èìî, ùî îñîáëèâ³ñòü àäì³í³ñòðàòèâíîãî çàêîíîäàâñòâà ïîëÿãàº â òîìó,
ùî â í³ì º ìàòåð³àëüí³, ïðîöåñóàëüí³ ³ ïðîöåäóðí³ íîðìè. Òàê, ìàòåð³àëüí³ àäì³-
í³ñòðàòèâíî-ïðàâîâ³ íîðìè çàêð³ïëþþòü îáºì ïðàâ ³ îáîâ’ÿçê³â, â³äïîâ³äàëüí³ñòü
ñóá’ºêò³â àäì³í³ñòðàòèâíèõ ïðàâîâ³äíîñèí. Ïðîöåñóàëüí³ âèçíà÷àþòü ïîðÿäîê
ðåàë³çàö³¿ þðèäè÷íèõ îáîâ’ÿçê³â ³ ïðàâ, óñòàíîâëåíèõ íîðìàìè ìàòåð³àëüíîãî
àäì³í³ñòðàòèâíîãî ïðàâà. Ïðîöåäóðí³ àäì³í³ñòðàòèâíî-ïðàâîâ³ íîðìè âñòàíîâëþþòü
ïîðÿäîê ð³çíèõ ä³é. Â³äïîâ³äíî äî ôóíêö³é ïðàâà âèä³ëÿþòü ðåãóëÿòèâí³ òà
ïðàâîîõîðîíí³ àäì³í³ñòðàòèâíî-ïðàâîâ³ íîðìè. Ðåãóëÿòèâí³ àäì³í³ñòðàòèâíî-
ïðàâîâ³ íîðìè âèçíà÷àþòü ñóá’ºêòèâí³ ïðàâà ³ þðèäè÷í³ îáîâ’ÿçêè ñóá’ºêò³â ìèòíèõ
ïðàâîâ³äíîñèí, óìîâè ¿õ âèíèêíåííÿ ³ ä³¿. Ïðàâîîõîðîíí³ àäì³í³ñòðàòèâíî-ïðàâîâ³
íîðìè – óìîâè çàñòîñóâàííÿ äî ñóá’ºêòà çàõîä³â äåðæàâíî-ïðèìóñîâî¿ ä³¿, õàðàêòåð
³ çì³ñò öèõ çàõîä³â.

Äåÿê³ ïèòàííÿ àäì³í³ñòðàòèâíî-ïðàâîâîãî ðåãóëþâàííÿ ôàðìàöåâòè÷íî¿ ãàëóç³
âèâ÷àëè òàê³ â³ò÷èçíÿí³ â÷åí³, çîêðåìà: Ë.Â. Áàðäàêîâà, Ë.Â. Áîãà÷îâà, Ñ.Â. Âà-
ñèëüºâ, Í.Î. Âåòþòíåâà, Í.Â. Âîëê, Ç.Ñ. Ãëàäóí, ².Â. Äóò÷àê, Í.Ñ. Êëóíêî, Â.Ì. Ïàø-
êîâà, Ë.Á. Ïèëèï÷óê, Í.Ñ. Ìîðùàã³íà, Ä.Â. Ï³í÷óê, Î.Ð. Ð³çíèê, Î.Ï. Ñâ³òëè÷íèé,
Î.Ã. Ñðåëü÷åíêî, Ñ.Ã. Óáîãîâ, Â.Ì. Øèðøîâà, Í.Ï. ßðîø òîùî. Îäíàê, íåçâà-
æàþ÷è íà òàêèé øèðîêèé ñïåêòð äîñë³äæåííÿ ïðàâîçíàâöÿìè ñôåðè äåðæàâíîãî
ðåãóëþâàííÿ îá³ãó ë³êàðñüêèõ çàñîá³â òà ìåäè÷íèõ âèðîá³â, ïèòàííÿ àäì³í³ñòðà-
òèâíî-ïðàâîâîãî çàáåçïå÷åííÿ ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³ â Óêðà¿í³ íå çíàéø-
ëî äîñòàòíüîãî âèñâ³òëåííÿ ó ïðàâîâ³é íàóö³, ùî äåòåðì³íóº ïîäàëüøå ¿¿ âèâ÷åí-
íÿ.

Ìåòîþ ñòàòò³ º äîñë³äæåííÿ àäì³í³ñòðàòèâíî-ïðàâîâèõ íîðì, ùî ðåãóëþþòü
ôàðìàöåâòè÷íó ãàëóçü â Óêðà¿í³.

Óêðà¿íñüêå çàêîíîäàâñòâî ó ñôåð³ ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³ ñêëàäàºòüñÿ ç
Êîíñòèòóö³¿ Óêðà¿íè, êîäèô³êîâàíèõ íîðìàòèâíî-ïðàâîâèõ àêò³â, íîðìàòèâíî-
ïðàâîâèõ àêò³â, ùî ðåãóëþþòü ôàðìàöåâòè÷íèé ñåêòîð.

Îñíîâíèì íîðìàòèâíî-ïðàâîâèì àêòîì, ùî ðåãóëþº ñóñï³ëüí³ â³äíîñèíè ó
ôàðìàöåâòè÷í³é ãàëóç³, º Îñíîâíèé Çàêîí Óêðà¿íè – Êîíñòèòóö³ÿ Óêðà¿íè, ÿêà
âèçíà÷àº îñíîâí³ ïðàâà é îáîâ’ÿçêè äåðæàâè, ñóñï³ëüñòâà ³ ãðîìàäÿí ùîäî
çàáåçïå÷åííÿ ¿õ ìåäè÷íîþ ³ ôàðìàöåâòè÷íîþ äîïîìîãîþ. Â³äïîâ³äíî äî ¿¿ ñò. 49
äåðæàâà ãàðàíòóº êîæí³é ëþäèí³ ïðàâî íà îõîðîíó çäîðîâ’ÿ, ìåäè÷íó äîïîìîãó òà
ìåäè÷íå ñòðàõóâàííÿ [2]. Òîæ äîñòóïí³ñòü ìåäè÷íî¿ äîïîìîãè, ÿêà âêëþ÷àº ³
äîñòóïí³ñòü äî îñíîâíèõ (æèòòºâî íåîáõ³äíèõ) ë³êàðñüêèõ çàñîá³â, º îäí³ºþ ç
ãîëîâíèõ ïåðåäóìîâ äëÿ ðåàë³çàö³¿ öüîãî ïðàâà.

Îñíîâíèé êîäèô³êîâàíèé àêò àäì³í³ñòðàòèâíîãî çàêîíîäàâñòâà – Êîäåêñ
Óêðà¿íè ïðî àäì³í³ñòðàòèâí³ ïðàâîïîðóøåííÿ, óõâàëåíèé ó 1984 ð. [3]. Öåé Êîäåêñ
âñòàíîâëþº àäì³í³ñòðàòèâíó â³äïîâ³äàëüí³ñòü çà ïîðóøåííÿ ñòàíäàðò³â ôàðìàöåâ-
òè÷íî¿ ãàëóç³. Ñêëàäè àäì³í³ñòðàòèâíèõ äåë³êò³â çà ïîðóøåííÿ ôàðìàöåâòè÷íèõ
â³äíîñèí îõîïëþþòüñÿ:
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ãëàâîþ 5 – “Àäì³í³ñòðàòèâí³ ïðàâîïîðóøåííÿ â ãàëóç³ îõîðîíè ïðàö³ ³
çäîðîâ’ÿ íàñåëåííÿ” çà “Ïðîäàæ ë³êàðñüêèõ çàñîá³â áåç ðåöåïòà ó çàáîðîíåíèõ
çàêîíîäàâñòâîì âèïàäêàõ” (ñò. 424);

ãëàâîþ 12 – “Àäì³í³ñòðàòèâí³ ïðàâîïîðóøåííÿ â ãàëóç³ òîðã³âë³, ãðîìàäñüêîãî
õàð÷óâàííÿ, ñôåð³ ïîñëóã, â ãàëóç³ ô³íàíñ³â ³ ï³äïðèºìíèöüêî¿ ä³ÿëüíîñò³” çà
“Ïîðóøåííÿ ïîðÿäêó ïðîâàäæåííÿ ãîñïîäàðñüêî¿ ä³ÿëüíîñò³” (ñò. 164);

ãëàâîþ 13 – “Àäì³í³ñòðàòèâí³ ïðàâîïîðóøåííÿ â ãàëóç³ ñòàíäàðòèçàö³¿, ÿêîñò³
ïðîäóêö³¿, ìåòðîëîã³¿ òà ñåðòèô³êàö³¿” çà “Ââåäåííÿ â îá³ã àáî ðåàë³çàö³ÿ ïðîäóêö³¿,
ÿêà íå â³äïîâ³äàº âèìîãàì ñòàíäàðò³â” (ñò. 167) òà “Íåäîäåðæàííÿ ñòàíäàðò³â ïðè
òðàíñïîðòóâàíí³, çáåð³ãàíí³ ³ âèêîðèñòàíí³ ïðîäóêö³¿ (êð³ì õàð÷îâèõ ïðîäóêò³â)
(ñò. 170);

ãëàâîþ 15 – “Àäì³í³ñòðàòèâí³ ïðàâîïîðóøåííÿ, ùî ïîñÿãàþòü íà âñòàíîâëåíèé
ïîðÿäîê óïðàâë³ííÿ” çà “Íåâèêîíàííÿ çàêîííèõ âèìîã ïîñàäîâèõ îñ³á öåíòðàëüíîãî
îðãàíó âèêîíàâ÷î¿ âëàäè, ùî ðåàë³çóº äåðæàâíó ïîë³òèêó ó ñôåð³ ñòàíäàðòèçàö³¿,
ìåòðîëîã³¿ òà ìåòðîëîã³÷íî¿ ä³ÿëüíîñò³ ³ òåõí³÷íîãî ðåãóëþâàííÿ” (ñò. 1889), “Íå-
âèêîíàííÿ çàêîííèõ âèìîã ïîñàäîâèõ îñ³á öåíòðàëüíîãî îðãàíó âèêîíàâ÷î¿ âëàäè,
ùî ðåàë³çóº äåðæàâíó ïîë³òèêó ó ñôåð³ êîíòðîëþ ÿêîñò³ òà áåçïåêè ë³êàðñüêèõ
çàñîá³â” (ñò. 18810) òà “Íåâèêîíàííÿ ïîñòàíîâ, ðîçïîðÿäæåíü, ïðèïèñ³â, âèñíîâê³â,
à òàê ñàìî ³íøèõ çàêîííèõ âèìîã ïîñàäîâèõ îñ³á îðãàí³â äåðæàâíî¿ ñàí³òàðíî-
åï³äåì³îëîã³÷íî¿ ñëóæáè” (ñò. 18811) [3].

Âðàõîâóþ÷è, ùî ôàðìàöåâòè÷íà ãàëóçü îõîïëþº øèðîêèé ñïåêòð ä³ÿëüíîñò³
ãîñïîäàðþþ÷èõ ñóá’ºêò³â (þðèäè÷íèõ îñ³á, ô³çè÷íèõ îñ³á – ï³äïðèºìö³â òà óïîâíî-
âàæåíèõ íèìè îñ³á), Í.Â. Âîëê òà Î.Ï. Ñâ³òëè÷íèé ââàæàþòü, ùî àäì³í³ñòðàòèâí³
ïðàâîïîðóøåííÿ â ö³é ñôåð³ ñë³ä  êëàñèô³êóâàòè çà îá’ºêòàìè ïîñÿãàííÿ, çîêðåìà:
ïðàâîïîðóøåííÿ ó ãàëóç³ ñòàíäàðòèçàö³¿; ïðàâîïîðóøåííÿ ó ãàëóç³ ñåðòèô³êàö³¿;
ïðàâîïîðóøåííÿ ó ãàëóç³ ë³öåíçóâàííÿ; ïðàâîïîðóøåííÿ ó ãàëóç³ äåðæàâíîãî
êîíòðîëþ çà äîäåðæàííÿì ñàí³òàðíî-åï³äåì³îëîã³÷íîãî çàêîíîäàâñòâà; ïðàâîïîðó-
øåííÿ ó ãàëóç³ äåðæàâíîãî êîíòðîëþ ÿêîñò³ ë³êàðñüêèõ çàñîá³â [4, c. 134].

Çàêîíîäàâåöü çà òàê³ àäì³í³ñòðàòèâí³ ïðàâîïîðóøåííÿ âñòàíîâëþº àäì³í³ñòðà-
òèâíå ñòÿãíåííÿ ó âèãëÿä³ øòðàôó. Ñë³ä â³äçíà÷èòè, ùî ïîä³áí³ àäì³í³ñòðàòèâí³
ïðàâîïîðóøåííÿ íå ïðèâîäÿòü äî àâòîìàòè÷íîãî íàñòàííÿ â³äïîâ³äàëüíîñò³, à
ñëóãóþòü ëèøå ï³äñòàâîþ äëÿ ïðèòÿãíåííÿ äî íå¿. Ì³ðà àäì³í³ñòðàòèâíî¿ â³äïî-
â³äàëüíîñò³ – àäì³í³ñòðàòèâí³ ñòÿãíåííÿ, ÿê³ âñòàíîâëþþòü ì³ðó þðèäè÷íî¿ â³äïîâ³-
äàëüíîñò³ îñîáè çà ñêîºííÿ çàçíà÷åíîãî ïðàâîïîðóøåííÿ [3, cò. 23]. Âîíè òàêîæ
º çàõîäàìè àäì³í³ñòðàòèâíîãî ïðèìóñó äåðæàâè, ÿê³ çàñòîñîâóþòüñÿ äî îñîáè, ùî
â÷èíèëà àäì³í³ñòðàòèâíå ïðàâîïîðóøåííÿ.

Îñíîâîïîëîæíèì íîðìàòèâíî-ïðàâîâèì äîêóìåíòîì äëÿ ôàðìàö³¿ º Çàêîí
Óêðà¿íè “Ïðî ë³êàðñüê³ çàñîáè”, ÿêèé ðåãóëþº ïðàâîâ³äíîñèíè, ïîâ’ÿçàí³ ç³ ñòâî-
ðåííÿì, ðåºñòðàö³ºþ, âèðîáíèöòâîì, êîíòðîëåì ÿêîñò³ òà ðåàë³çàö³ºþ ë³êàðñüêèõ
çàñîá³â, âèçíà÷àº ïðàâà òà îáîâ’ÿçêè ï³äïðèºìñòâ, óñòàíîâ, îðãàí³çàö³é ³ ãðîìàäÿí,
à òàêîæ ïîâíîâàæåííÿ ó ö³é ñôåð³ îðãàí³â âèêîíàâ÷î¿ âëàäè ³ ïîñàäîâèõ îñ³á [5].

Ó çàçíà÷åíîìó Çàêîí³ âèñâ³òëåíî ïðàâîâ³ çàñàäè ñòâîðåííÿ ë³êàðñüêèõ çàñîá³â
òà âèçíà÷åíî ñóá’ºêòè ¿õ ðîçðîáëåííÿ òà çì³ñò ïðîöåäóðè ¿õ âèãîòîâëåííÿ òà
äåðæàâíî¿ ðåºñòðàö³¿ (ðîçä. II); ðîçêðèòî óìîâè âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â
òà ¿õ ìàðêóâàííÿ (ðîçä. ²²²); â³äîáðàæåíî ïîëîæåííÿ äåðæàâíîãî êîíòðîëþ ÿêîñò³
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ë³êàðñüêèõ çàñîá³â, îðãàí éîãî çä³éñíåííÿ òà ïîâíîâàæåííÿ ïîñàäîâö³â (ðîçä.
²V); ðîçêðèòî ïîðÿäîê ââåçåííÿ òà âèâåçåííÿ ç Óêðà¿íè ë³êàðñüêèõ çàñîá³â
(ðîçä. V); çàçíà÷åíî íîðìè ðåàë³çàö³¿ ë³êàðñüêèõ çàñîá³â (ðîçä. VI). Êð³ì òîãî, ó
ñò. 2 öüîãî Çàêîíó âèñâ³òëåí³ ïîíÿò³éíèé àïàðàò ôàðìàöåâòè÷íî¿ ãàëóç³, çîêðåìà:
“ë³êàðñüê³ çàñîáè”, “ãîòîâ³ ë³êàðñüê³ çàñîáè”, “àêòèâíèé ôàðìàöåâòè÷íèé ³íãðåä³ºíò”,
“äîïîì³æíà ðå÷îâèíà”, “ÿê³ñòü ë³êàðñüêîãî çàñîáó”, “Äåðæàâíà Ôàðìàêîïåÿ Óê-
ðà¿íè”, “Äåðæàâíèé ðåºñòð ë³êàðñüêèõ çàñîá³â Óêðà¿íè” òîùî. Òàê, ï³ä ë³êàðñüêèìè
çàñîáàìè çàêîíîäàâåöü ðîçóì³º áóäü-ÿêó ðå÷îâèíó àáî êîìá³íàö³þ ðå÷îâèí (îäíîãî
àáî äåê³ëüêîõ ÀÔ² òà äîïîì³æíèõ ðå÷îâèí), ùî ìàº âëàñòèâîñò³ òà ïðèçíà÷åíà
äëÿ ë³êóâàííÿ àáî ïðîô³ëàêòèêè çàõâîðþâàíü ó ëþäåé, ÷è áóäü-ÿêó ðå÷îâèíó àáî
êîìá³íàö³þ ðå÷îâèí (îäíîãî àáî äåê³ëüêîõ 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¿, ³ìóíîëî-
ã³÷íî¿ àáî ìåòàáîë³÷íî¿ ä³¿ àáî äëÿ âñòàíîâëåííÿ ìåäè÷íîãî ä³àãíîçó [5, ñò. 2].

Íîðìè Çàêîíó Óêðà¿íè “Ïðî ë³êàðñüê³ çàñîáè” (ñò. 4) âèçíà÷àþòü, ùî  ñòâî-
ðåííÿ, âèðîáíèöòâî, êîíòðîëü ÿêîñò³ òà ðåàë³çàö³¿ ë³êàðñüêèõ çàñîá³â ðåãóëþºòüñÿ
äåðæàâíèìè îðãàíàìè. Ñóá’ºêòàìè äåðæàâíîãî óïðàâë³ííÿ çàçíà÷åíî¿ ñôåðè ïîñòàº:
Âåðõîâíà Ðàäà Óêðà¿íè, ÿêà âèçíà÷àº äåðæàâíó ïîë³òèêó ³ çä³éñíþº çàêîíîäàâ÷å
ðåãóëþâàííÿ â³äíîñèí ó ñôåð³ ñòâîðåííÿ, âèðîáíèöòâà, êîíòðîëþ ÿêîñò³ òà ðåàë³-
çàö³¿ ë³êàðñüêèõ çàñîá³â; Êàá³íåò Ì³í³ñòð³â Óêðà¿íè, ÿêèé ÷åðåç ñèñòåìó îðãàí³â
âèêîíàâ÷î¿ âëàäè ïðîâîäèòü ó æèòòÿ äåðæàâíó ïîë³òèêó ó ñôåð³ ñòâîðåííÿ, âèðîá-
íèöòâà, êîíòðîëþ ÿêîñò³ òà ðåàë³çàö³¿ ë³êàðñüêèõ çàñîá³â, îðãàí³çóº ðîçðîáêó òà
çä³éñíåííÿ â³äïîâ³äíèõ çàãàëüíîäåðæàâíèõ òà ³íøèõ ïðîãðàì ó ìåæàõ ñâî¿õ
ïîâíîâàæåíü, çàáåçïå÷óº êîíòðîëü çà âèêîíàííÿì çàêîíîäàâñòâà ïðî ë³êàðñüê³
çàñîáè; Óïðàâë³ííÿ ó ñôåð³ ñòâîðåííÿ, âèðîáíèöòâà, êîíòðîëþ ÿêîñò³ òà ðåàë³çàö³¿
ë³êàðñüêèõ çàñîá³â ó ìåæàõ ñâîº¿ êîìïåòåíö³¿ çä³éñíþþòü öåíòðàëüíèé îðãàí
âèêîíàâ÷î¿ âëàäè, ùî çàáåçïå÷óº ôîðìóâàííÿ äåðæàâíî¿ ïîë³òèêè ó ñôåð³ îõîðîíè
çäîðîâ’ÿ, öåíòðàëüíèé îðãàí âèêîíàâ÷î¿ âëàäè, ùî ðåàë³çóº äåðæàâíó ïîë³òèêó ó
ñôåð³ êîíòðîëþ ÿêîñò³ òà áåçïåêè ë³êàðñüêèõ çàñîá³â.

Îðãàí³çàö³éíî-ïðàâîâ³ çàñàäè ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³ òà ïðàâîâèé ñòàòóñ
¿¿ ïðàö³âíèê³â ³ ¿õ ñîö³àëüí³ ãàðàíò³¿ âèçíà÷åí³ ó ðîçä³ë³ Õ “Ìåäè÷íà ³ ôàðìàöåâ-
òè÷íà ä³ÿëüí³ñòü” Çàêîíó Óêðà¿íè “Îñíîâè çàêîíîäàâñòâà Óêðà¿íè ïðî îõîðîíó
çäîðîâ’ÿ” [6]. Çã³äíî ç íîðìàìè ÿêîãî ïåðåäáà÷åíî, ùî ìåäè÷íîþ ³ ôàðìàöåâòè÷íîþ
ä³ÿëüí³ñòþ ìîæóòü çàéìàòèñÿ îñîáè, ÿê³ ìàþòü â³äïîâ³äíó ñïåö³àëüíó îñâ³òó ³
â³äïîâ³äàþòü ºäèíèì êâàë³ô³êàö³éíèì âèìîãàì. çàêîíîäàâåöü (ñò. 74), à ³íø³
îñîáè, ÿê³ íå ìàþòü ñïåö³àëüíî¿ ìåäè÷íî¿ îñâ³òè, çàðåºñòðîâàí³ ÿê ô³çè÷í³ îñîáè –
ï³äïðèºìö³ òà îòðèìàëè ñïåö³àëüíèé äîçâ³ë íà çàéíÿòòÿ ö³ëèòåëüñòâîì, ìàþòü
ïðàâî íà çàéíÿòòÿ íàðîäíîþ ìåäèöèíîþ (ñò. 741).

Òàêîæ ð³çí³ àñïåêòè ä³ÿëüíîñò³ ñóá’ºêò³â ãîñïîäàðþâàííÿ ó ôàðìàöåâòè÷í³é
ãàëóç³ ðåãóëþþòüñÿ çàêîíàìè “Ïðî ë³öåíçóâàííÿ ïåâíèõ âèä³â ãîñïîäàðñüêî¿
ä³ÿëüíîñò³”, “Ïðî ö³íè ³ ö³íîóòâîðåííÿ”, “Ïðî îá³ã â Óêðà¿í³ íàðêîòè÷íèõ çàñîá³â
ïñèõîòðîïíèõ ðå÷îâèí, ¿õ àíàëîã³â òà ïðåêóðñîð³â” òîùî.

Ìåõàí³çì ïðîâåäåííÿ äåðæàâíî¿ ðåºñòðàö³¿ (ïåðåðåºñòðàö³¿) ë³êàðñüêèõ
çàñîá³â, ó òîìó ÷èñë³ ìåäè÷íèõ ³ìóíîá³îëîã³÷íèõ ïðåïàðàò³â, âèçíà÷åíèõ ñò. 2 Çà-
êîíó Óêðà¿íè “Ïðî ë³êàðñüê³ çàñîáè”, çàñòîñóâàííÿ ÿêèõ â Óêðà¿í³ äîïóñêàºòüñÿ
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ò³ëüêè ï³ñëÿ òàêî¿ ðåºñòðàö³¿, âèçíà÷åíèé Ïîðÿäêîì äåðæàâíî¿ ðåºñòðàö³¿ (ïåðå-
ðåºñòðàö³¿) ë³êàðñüêèõ çàñîá³â, çàòâåðäæåíèì ïîñòàíîâîþ Êàá³íåòó Ì³í³ñòð³â
Óêðà¿íè â³ä 26 òðàâíÿ 2005 ð. ¹ 376 [7].

Ïîðÿäîê ïðîâåäåííÿ åêñïåðòèçè ðåºñòðàö³éíèõ ìàòåð³àë³â íà ë³êàðñüê³ çàñîáè,
ùî ïîäàþòüñÿ íà äåðæàâíó ðåºñòðàö³þ (ïåðåðåºñòðàö³þ), à òàêîæ åêñïåðòèçè
ìàòåð³àë³â ïðî âíåñåííÿ çì³í äî ðåºñòðàö³éíèõ ìàòåð³àë³â ïðîòÿãîì ä³¿ ðåºñòðàö³é-
íîãî ïîñâ³ä÷åííÿ çä³éñíþºòüñÿ çã³äíî ç íàêàçîì ÌÎÇ Óêðà¿íè 26 ñåðïíÿ 2005 ð.
¹ 426, çàðåºñòðîâàíîãî â Ì³í³ñòåðñòâ³ þñòèö³¿ Óêðà¿íè 19 âåðåñíÿ 2005 ð. çà
¹ 1069/11349 [8].

Ïðàâîâ³ òà îðãàí³çàö³éí³ îñíîâè çàáåçïå÷åííÿ ïðàâ îñ³á, ùî îòðèìàëè ìåäè÷íó
àáî ôàðìàöåâòè÷íó îñâ³òó â ³íîçåìíèõ êðà¿íàõ, íà çä³éñíåííÿ ïðîôåñ³éíî¿ ä³ÿëü-
íîñò³ â Óêðà¿í³ âèçíà÷åíî Ïîðÿäêîì íàäàííÿ ïðàâà íà ïðîôåñ³éíó ä³ÿëüí³ñòü â
Óêðà¿í³ îñîáàì, ÿê³ ïðîéøëè ìåäè÷íó àáî ôàðìàöåâòè÷íó ï³äãîòîâêó â íàâ÷àëüíèõ
çàêëàäàõ ³íîçåìíèõ êðà¿í, çàòâåðäæåíèì íàêàçîì ÌÎÇ Óêðà¿íè â³ä 19 ñåðïíÿ
1994 ð. ¹ 118-Ñ [9].

Îòæå, çàçíà÷èìî, ùî ðîçãëÿíóòó ñóêóïí³ñòü ïðàâîâèõ íîðì ôàðìàöåâòè÷íî¿
ãàëóç³ ñë³ä äèôåðåíö³þâàòè çà ãàëóçåâîþ íàëåæí³ñòþ: íîðìè êîíñòèòóö³éíîãî,
àäì³í³ñòðàòèâíîãî, ãîñïîäàðñüêîãî, ³íôîðìàö³éíîãî ïðàâà. Îäíàê, çíà÷íå ì³ñöå ó
ïðàâîâ³é ñèñòåì³ ñôåðè ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³ ïîñ³äàþòü íîðìè àäì³í³ñòðà-
òèâíîãî ïðàâà, çà äîïîìîãîþ ïóáë³÷íî-ïðàâîâèõ çàñîá³â äåðæàâíîãî âïëèâó íà
ôàðìàöåâòè÷íó ä³ÿëüí³ñòü çä³éñíþºòüñÿ ñåðòèô³êàö³ÿ, ñòàíäàðòèçàö³ÿ, ë³öåíçóâàí-
íÿ é äåðæàâíà ðåºñòðàö³ÿ ë³êàðñüêèõ çàñîá³â, òà íîðìè ãîñïîäàðñüêîãî ïðàâà, ùî
ðåãóëþþòü ä³ÿëüí³ñòü ñóá’ºêò³â ãîñïîäàðþâàííÿ, ÿê³ çàéìàþòüñÿ ôàðìàöåâòè÷íîþ
ä³ÿëüí³ñòþ.

ÑÏÈÑÎÊ ÂÈÊÎÐÈÑÒÀÍÈÕ ÄÆÅÐÅË

1. Ñêàêóí Î.Ô. Òåîð³ÿ äåðæàâè ³ ïðàâà: ï³äðó÷. Ê.: Àëåðòà; ÊÍÒ; ÖÓË, 2009. Ñ. 620.
2. Êîíñòèòóö³ÿ Óêðà¿íè: Çàêîí Óêðà¿íè â³ä 28.06.1996 ¹ 254ê/96-Â. Â³äîìîñò³ Âåðõîâíî¿

Ðàäè Óêðà¿íè.1996. ¹ 30. Ñò. 141.
3. Êîäåêñ Óêðà¿íè ïðî àäì³í³ñòðàòèâí³ ïðàâîïîðóøåííÿ â³ä 7 ãðóäíÿ 1984 ð. ¹ 8073-X.

Â³äîì. Âåðõîâíî¿ Ðàäè ÓÐÑÐ. 1984. ¹ 51. Ñò. 1122.
4. Àäì³í³ñòðàòèâíî-ïðàâîâå ðåãóëþâàííÿ ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³ â Óêðà¿í³: øëÿõè

âäîñêîíàëåííÿ: ìîíîãðàô. / Í.Â. Âîëê, Î.Ï. Ñâ³òëè÷íèé. Ê.: ÍÓÁ³Ï Óêðà¿íè, 2018. 185 ñ.
5. Ïðî ë³êàðñüê³ çàñîáè: Çàêîí Óêðà¿íè â³ä 4 êâ³òíÿ 1996 ð. ¹ 123/96-ÂÐ. Â³äîìîñò³

Âåðõîâíî¿ Ðàäè Óêðà¿íè. 1996. ¹ 22. Ñò. 86.
6. Îñíîâè çàêîíîäàâñòâà Óêðà¿íè ïðî îõîðîíó çäîðîâ’ÿ: Çàêîí Óêðà¿íè â³ä 19 ëèñòîïàäà

1992 ¹ 2801-XII. Â³äîìîñò³ Âåðõîâíî¿ Ðàäè Óêðà¿íè. 1993. ¹ 4. Ñò. 19.
7. Ïðî çàòâåðäæåííÿ Ïîðÿäêó äåðæàâíî¿ ðåºñòðàö³¿ (ïåðåðåºñòðàö³¿) ë³êàðñüêèõ çàñîá³â ³

ðîçì³ð³â çáîðó çà ¿õ äåðæàâíó ðåºñòðàö³þ (ïåðåðåºñòðàö³þ): ïîñòàíîâà Êàá³íåòó Ì³í³ñòð³â Óêðà¿íè
â³ä 26 òðàâíÿ 2005 ð. ¹ 376. Îô³ö³éíèé â³ñíèê Óêðà¿íè. 2005. ¹ 22. Ñ. 25. Ñò. 1196.

8. Ïðî çàòâåðäæåííÿ Ïîðÿäêó ïðîâåäåííÿ åêñïåðòèçè ðåºñòðàö³éíèõ ìàòåð³àë³â íà ë³êàðñüê³
çàñîáè, ùî ïîäàþòüñÿ íà äåðæàâíó ðåºñòðàö³þ (ïåðåðåºñòðàö³þ), à òàêîæ åêñïåðòèçè ìàòåð³àë³â
ïðî âíåñåííÿ çì³í äî ðåºñòðàö³éíèõ ìàòåð³àë³â ïðîòÿãîì ä³¿ ðåºñòðàö³éíîãî ïîñâ³ä÷åííÿ: íàêàç
ÌÎÇ Óêðà¿íè â³ä 26 ñåðïíÿ 2005 ð. ¹ 426. Îô³ö³éíèé â³ñíèê Óêðà¿íè. 2005. ¹ 39. Ñ. 107.
Ñò. 2494.

9. Ïðî çàòâåðäæåííÿ Ïîðÿäêó äîïóñêó äî ìåäè÷íî¿ ³ ôàðìàöåâòè÷íî¿ ä³ÿëüíîñò³ â Óêðà¿í³
ãðîìàäÿí, ÿê³ ïðîéøëè ìåäè÷íó ÷è ôàðìàöåâòè÷íó ï³äãîòîâêó â íàâ÷àëüíèõ çàêëàäàõ ³íîçåìíèõ
êðà¿í: íàêàç ÌÎÇ Óêðà¿íè â³ä 19 ñåðïíÿ 1994 ð. ¹ 118-Ñ. URL: https://zakon.rada.gov.ua/laws/
show/z0218-94/conv (äàòà çâåðíåííÿ: 20.11.2019).

© Fyl Ruslan, 2020



ISSN 2072–8670 (Print)

DOI (Issue): https: //doi.org/10.36486/np.2020.2(48) Issue 2(48) 2020

ÍÀÓÊÀ ² ÏÐÀÂÎÎÕÎÐÎÍÀ
NAUKA I PRAVOOKHORONA

Issue 2(48) 2020    http://naukaipravoohorona.com/
DOI (Article): https: //doi.org/10.36486/np.2020.2(48)

156

REFERENCES

1. Skakun O.F. (2009). Teoriia derzhavy i prava. “Theory of state and law”: textbook. K.:
Alerta; KNT; TsUL. P. 620 [in Ukrainian].

2. Konstytutsiia Ukrainy. “Constitution of Ukraine”. Vidomosti of the Verkhovna Rada of
Ukraine. 1996. No. 30. Art. 141. [in Ukrainian].

3. Kodeks Ukrainy pro administratyvni pravoporushennia vid 7 hrudnia 1984 r. ¹ 8073-X.
“Code of Ukraine on Administrative Offenses of December 7, 1984 ¹ 8073-X”. Vidomosti of the
Verkhovna Rada of Ukraine. URSR. 1984. No. 51. Art. 1122 [in Ukrainian].

4. Administratyvno-pravove rehuliuvannia farmatsevtychnoi diialnosti v Ukraini: shliakhy
vdoskonalennia. “Administrative and legal regulation of pharmaceutical activity in Ukraine: ways to
improve”: monograph / N.V. Volk, O.P. Svitlychnyi. K.: National University of Life and Environmental
Sciences of Ukraine, 2018. 185 p. [in Ukrainian].

5. Pro likarski zasoby. “On Medicinal Products”: Law of Ukraine of April 4, 1996 ¹ 123/96-
VR.Vidomosti of the Verkhovna Rada of Ukraine. 1996. No. 22. Art. 86 [in Ukrainian].

6. Osnovy zakonodavstva Ukrainy pro okhoronu zdorovia. “Fundamentals of Ukrainian legislation
on health care”: Law of Ukraine of November 19, 1992 ¹ 2801-XII. Vidomosti of the Verkhovna
Rada of Ukraine. 1993. No. 4. Art. 19 [in Ukrainian].

7. Pro zatverdzhennia Poriadku derzhavnoi reiestratsii (perereiestratsii) likarskykh zasobiv i
rozmiriv zboru za yikh derzhavnu reiestratsiiu (perereiestratsiiu). “On approval of the Procedure for
state registration (re-registration) of medicinal products and the amount of the fee for their state
registration (re-registration)”: Resolution of the Cabinet of Ministers of Ukraine of May 26, 2005.
No. 376. Ofitsiinyi Visnyk of Ukraine. 2005. No. 22. P. 25. Art. 1196 [in Ukrainian].

8. Pro zatverdzhennia Poriadku provedennia ekspertyzy reiestratsiinykh materialiv na likarski
zasoby, shcho podaiutsia na derzhavnu reiestratsiiu (perereiestratsiiu), a takozh ekspertyzy materialiv
pro vnesennia zmin do reiestratsiinykh materialiv protiahom dii reiestratsiinoho posvidchennia. “On
approval of the Procedure for examination of registration materials for medicinal products submitted
for state registration (re-registration), as well as examination of materials on amendments to registration
materials during the validity of the registration certificate”: order of the Ministry of Health of
Ukraine dated August 26, 2005 ¹ 426. Ofitsiinyi Visnyk of Ukraine. 2005. No. 39. P. 107. Art. 2494
[in Ukrainian].

9. Pro zatverdzhennia Poriadku dopusku do medychnoi i farmatsevtychnoi diialnosti v Ukraini
hromadian, yaki proishly medychnu chy farmatsevtychnu pidhotovku v navchalnykh zakladakh
inozemnykh krain. “On approval of the Procedure for admission to medical and pharmaceutical
activities in Ukraine of citizens who have undergone medical or pharmaceutical training in educational
institutions of foreign countries“: order of the Ministry of Health of Ukraine of August 19, 1994
¹ 118-C. URL: https://zakon.rada.gov.ua/laws/show/z0218-94/conv (date of application: 20.11.2019)
[in Ukrainian].

UDC 342.9:615.15

Fyl Ruslan,
Candidate of Juridical Sciences,

Head of Department,
State Research Institute MIA Ukraine,

Kyiv, Ukraine,
ORCID ID 0000-0002-5680-875X

ADMINISTRATIVE AND LEGAL NORMS TO ENSURE
PHARMACEUTICAL ACTIVITY IN UKRAINE

The article reveals the content of administrative and legal norms governing
pharmaceutical relations in Ukraine. The purpose of the article was studying the
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administrative and legal norms regulating the circulation of medicines and medical
devices in Ukraine. National legislation in the area of pharmaceutical activity in
Ukraine has been established to consist of the Constitution of Ukraine, codified
regulatory legal acts and regulations governing pharmacy. Types of administrative
offenses for violation of pharmaceutical industry standards are considered. Administrative
violations in the mentioned sphere for the objects of encroachment are systematized,
in particular: violations in standardization; violations in certification; violations in
licensing; violations in state control over observance of sanitary and epidemiological
legislation; violations in state control over quality of medicines. The basic normative-
legal documents for pharmacy are characterized, in particular: Laws of Ukraine “On
medicines”, “Fundamentals of the legislation of Ukraine on health care”, “On licensing
of certain types of economic activity”, “On prices and pricing” and “On circulation in
Ukraine of narcotic drugs, psychotropic substances, their analogues and precursors”
and also the procedures and provisions approved by the government, which determine
the procedural principles of pharmaceutical relations. It is noted that the considered
set of legal norms of the pharmaceutical industry should be differentiated by industry
affiliation: norms of constitutional, administrative, economic and information law. It
was emphasized that administrative law norms occupy a significant place in the legal
system of pharmaceutical activity, certification, standardization, licensing and state
registration of medicinal products, and economic law norms regulating the activity of
economic entities involved in pharmaceutical activity are carried out by means of
public legal means of state influence on pharmaceutical activity.

Keywords: administrative and legal norms, pharmaceutical activity of Ukraine,
legislation.
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