
DOI (Issue): https: //doi.org/10.36486/np.2023.1(59) Issue 1(59) 2023

ISSN 2072–8670 (Print) ÍÀÓÊÀ ² ÏÐÀÂÎÎÕÎÐÎÍÀ
NAUKA I PRAVOOKHORONA

Issue 1(59) 2023    http://naukaipravoohorona.com/
DOI (Article): https: //doi.org/10.36486/np.2023.1(59)

51

ÓÄÊ 342.95:615:355

Áàë³íà Ñâ³òëàíà Íèêèôîð³âíà,
êàíäèäàò åêîíîì³÷íèõ íàóê, ñòàðøèé íàóêîâèé ñï³âðîá³òíèê,

ïðîâ³äíèé íàóêîâèé ñï³âðîá³òíèê ÄÍÄ² ÌÂÑ Óêðà¿íè, ì. Êè¿â, Óêðà¿íà,
 ORCID ID 0000-0002-4046-1173
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ÏÐÀÂÎÂÎÃÎ ÐÅÆÈÌÓ ÂÎªÍÍÎÃÎ ÑÒÀÍÓ

Ó ñòàòò³ ïðîàíàë³çîâàíî çì³íè ó ïðàâîâîìó ðåãóëþâàíí³ ñôåðè äåðæàâíî¿
ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â òà ¿õ îá³ãó ï³ä ÷àñ ïðàâîâîãî ðåæèìó âîºííîãî ñòà-
íó,  îñîáëèâîñò³ ïðîöåäóðè ðåºñòðàö³¿/ïåðåðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â, ïèòàííÿ
åêñòðåíî¿ äåðæàâíî¿ ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â, â³äìîâè ³ ñêàñóâàííÿ äåðæàâíî¿
ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â, âèðîáíèöòâî ÿêèõ ðîçòàøîâàíî íà òåðèòîð³¿ äåð-
æàâè-àãðåñîðà, çì³íè ùîäî ââåçåííÿ ë³ê³â, ë³öåíç³éíèõ óìîâ ïðîâàäæåííÿ ãîñïî-
äàðñüêî¿ ä³ÿëüíîñò³ ç âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â, îïòîâî¿ òà ðîçäð³áíî¿ òîðã³âë³
ë³êàðñüêèìè çàñîáàìè, ³ìïîðòó ë³êàðñüêèõ çàñîá³â òîùî.

Êëþ÷îâ³ ñëîâà: ïðàâî íà îõîðîíó çäîðîâ’ÿ, ë³êàðñüê³ çàñîáè, ðåºñòðàö³ÿ ë³-
êàðñüêèõ çàñîá³â, îñîáëèâîñò³ îá³ãó ë³êàðñüêèõ çàñîá³â, îáìåæåííÿ îá³ãó ë³êàðñüêèõ
çàñîá³â, ïðàâîâèé ðåæèì âîºííîãî ñòàíó,  íåäîë³êè çàêîíîäàâ÷îãî âðåãóëþâàííÿ.

Êîæíà ëþäèíà ìàº ïðèðîäíå íåâ³ä’ºìíå ³ íåïîðóøíå ïðàâî íà îõîðîíó
çäîðîâ’ÿ. Ñóñï³ëüñòâî ³ äåðæàâà â³äïîâ³äàëüí³ ïåðåä ñó÷àñíèì ³ ìàéáóòí³ìè ïî-
êîë³ííÿìè çà ð³âåíü çäîðîâ’ÿ ³ çáåðåæåííÿ ãåíîôîíäó íàðîäó Óêðà¿íè, çàáåçïå÷óþòü
ïð³îðèòåòí³ñòü îõîðîíè çäîðîâ’ÿ â ä³ÿëüíîñò³ äåðæàâè, ïîë³ïøåííÿ óìîâ ïðàö³,
íàâ÷àííÿ, ïîáóòó ³ â³äïî÷èíêó íàñåëåííÿ, ðîçâ’ÿçàííÿ åêîëîã³÷íèõ ïðîáëåì, âäî-
ñêîíàëåííÿ ìåäè÷íî¿ äîïîìîãè ³ çàïðîâàäæåííÿ çäîðîâîãî ñïîñîáó æèòòÿ [1].
Îäíèì ç³ øëÿõ³â çàáåçïå÷åííÿ îõîðîíè çäîðîâ’ÿ íàñåëåííÿ Óêðà¿íè º ãàðàíòóâàííÿ
äîñòóïó äî åôåêòèâíèõ, ÿê³ñíèõ, ñó÷àñíèõ ³ áåçïå÷íèõ ë³êàðñüêèõ çàñîá³â.

Äîñë³äæåííÿì ïðîáëåì äåðæàâíî¿ ïîë³òèêè ó ñôåð³ îõîðîíè çäîðîâ’ÿ çàéìà-
ëèñÿ áàãàòî ïðàâîçíàâö³â, òàê³ ÿê: À. Ãàðêóøà, Î. Ãîðîõ, Í. Ãóòîðîâà, Î. Çàçóëÿ,
². Ìèòðîôàíîâ, À. Ìóçèêà, Ï. Íîãà, À. Îëåô³ð, Â. Ïàøêîâ, À. Ïðèòóëà, ª. Ïóøêî-
Öèáóëÿê, Ñ. Ñàðàíà, ª. Ñòðåëüöîâ, Î. Õìåëüíèöüêà òà ³íø³. Ð³çí³ àêòóàëüí³ íå-
âèð³øåí³ ïðîáëåìè äåðæàâíî¿ ïîë³òèêè ó ñôåð³ îõîðîíè çäîðîâ’ÿ  ðîçãëÿäàëèñü
íèìè ïåðåâàæíî â óìîâàõ ìèðíîãî ÷àñó. Ïðîòå, ó çâ’ÿçêó ç ðîñ³éñüêîþ â³éñüêîâîþ
àãðåñ³ºþ ç 24 ëþòîãî 2022 ðîêó Óêàçîì Ïðåçèäåíòà Óêðà¿íè â³ä 24 ëþòîãî 2022 ðî-
êó ¹ 64/2022 “Ïðî ââåäåííÿ âîºííîãî ñòàíó â Óêðà¿í³”, çàòâåðäæåíîãî Çàêîíîì
Óêðà¿íè “Ïðî çàòâåðäæåííÿ Óêàçó Ïðåçèäåíòà Óêðà¿íè “Ïðî ââåäåííÿ âîºííîãî
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ñòàíó â Óêðà¿í³” â³ä 24 ëþòîãî 2022 ðîêó ¹ 2102-IX, íà âñ³é òåðèòîð³¿ Óêðà¿íè
áóëî çàïðîâàäæåíî ïðàâîâèé ðåæèì âîºííîãî ñòàíó. Íà ñüîãîäí³ îäèí ³ç àêòóàëüíèõ
íàïðÿì³â íàóêîâèõ äîñë³äæåíü ñòîñóºòüñÿ ñàìå îñîáëèâîñòåé äåðæàâíî¿ ïîë³òèêè
ó ñôåð³ îõîðîíè çäîðîâ’ÿ  ï³ä ÷àñ ä³¿ ïðàâîâîãî ðåæèìó âîºííîãî ñòàíó, çîêðåìà
ó ñôåð³ äåðæàâíî¿ ðåºñòðàö³¿ òà ïåðåðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â òà ¿õ îá³ãó.

Äåðæàâíà ðåºñòðàö³ÿ òà îá³ã ë³êàðñüêîãî çàñîáó çà ðåçóëüòàòàìè êîìïëåêñíî¿
îö³íêè éîãî ÿêîñò³, åôåêòèâíîñò³ òà áåçïåêè, ñï³ââ³äíîøåííÿ “êîðèñòü/ðèçèê”
íàëåæàòü äî áàçîâèõ ïðèíöèï³â äåðæàâíî¿ ïîë³òèêè ó ñôåð³ ë³êàðñüêèõ çàñîá³â,
îõîðîíè çäîðîâ’ÿ. Îá³ã òà çàñòîñóâàííÿ ë³êàðñüêèõ çàñîá³â äîçâîëÿþòüñÿ â Óêðà¿í³
ñàìå ï³ñëÿ ¿õ äåðæàâíî¿ ðåºñòðàö³¿ (êð³ì âèïàäê³â, ïîâ’ÿçàíèõ ç íàÿâí³ñòþ
îñîáëèâèõ ïîòðåá àáî åï³äåì³é òà ïàíäåì³é òîùî). Ðåàë³çàö³ÿ ë³êàðñüêèõ çàñîá³â
çä³éñíþºòüñÿ ëèøå çà íàÿâíîñò³ ñåðòèô³êàòà ÿêîñò³, ùî âèäàºòüñÿ âèðîáíèêîì
(äëÿ ³ìïîðòîâàíèõ ë³êàðñüêèõ çàñîá³â – ³ìïîðòåðîì (âèðîáíèêîì àáî îñîáîþ, ùî
ïðåäñòàâëÿº âèðîáíèêà ë³êàðñüêèõ çàñîá³â íà òåðèòîð³¿ Óêðà¿íè). Äåðæàâíà ðåºñò-
ðàö³ÿ ë³êàðñüêîãî çàñîáó çä³éñíþºòüñÿ Ì³í³ñòåðñòâîì îõîðîíè çäîðîâ’ÿ Óêðà¿íè
íà ï³äñòàâ³ çàÿâè òà ðåçóëüòàò³â åêñïåðòèçè ðåºñòðàö³éíèõ ìàòåð³àë³â íà òàêèé çà-
ñ³á, ïðîâåäåíî¿ Äåðæàâíèì åêñïåðòíèì öåíòðîì ÌÎÇ (äàë³ – Öåíòð) ó âèçíà÷åíîìó
ÌÎÇ ïîðÿäêó.

Ç ìåòîþ áåçïåðåðâíîãî çàáåçïå÷åííÿ çàêëàä³â îõîðîíè çäîðîâ’ÿ òà íàñåëåííÿ
æèòòºâî âàæëèâèìè ë³êàðñüêèìè çàñîáàìè, ñòèìóëþâàííÿ âèðîáíèöòâà â³ò÷èçíÿíèõ
ë³êàðñüêèõ çàñîá³â  ó íåîáõ³äíîìó îáñÿç³ ï³ñëÿ îãîëîøåííÿ âîºííîãî ñòàíó áóëî
ñïðîùåíî ïðîöåäóðè äåðæàâíî¿ ðåºñòðàö³¿ òà ïåðåðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â
òà ¿õ îá³ãó, ë³öåíçóâàííÿ.

Â³äïîâ³äíî äî çì³í äî ïîñòàíîâè Êàá³íåòó Ì³í³ñòð³â Óêðà¿íè â³ä 26.05.2005
¹ 376 íà ïåð³îä ä³¿ âîºííîãî ñòàíó â Óêðà¿í³ òà ïðîòÿãîì 6 ì³ñ. ç äíÿ ïðèïèíåííÿ
àáî ñêàñóâàííÿ âîºííîãî ñòàíó ó Ïîðÿäêó äåðæàâíî¿ ðåºñòðàö³¿ (ïåðåðåºñòðàö³¿)
ë³êàðñüêèõ çàñîá³â ³ ðîçì³ð³â çáîðó çà ¿õ äåðæàâíó ðåºñòðàö³þ (ïåðåðåºñòðàö³þ)
ïåðåäáà÷åíî [2]:

çóïèíåííÿ ïåðåá³ãó ñòðîêó äëÿ ïîäàííÿ çàÿâè ïðî ïåðåðåºñòðàö³þ ë³êàðñüêèõ
çàñîá³â;

ïîäàííÿ çàÿâè ïðî äåðæàâíó ðåºñòðàö³þ (ïåðåðåºñòðàö³þ) ë³êàðñüêèõ çàñîá³â
àáî ïðî âíåñåííÿ çì³í äî ðåºñòðàö³éíèõ ìàòåð³àë³â íà ë³êàðñüê³ çàñîáè  äî ÌÎÇ
ó ïàïåðîâ³é ôîðì³ àáî çà áàæàííÿì çàÿâíèêà â åëåêòðîíí³é ôîðì³ ó âèãëÿä³ ñêà-
íîâàíî¿ êîï³¿ äîêóìåíò³â ÿê ³ç çàñòîñóâàííÿì êâàë³ô³êàö³éíîãî åëåêòðîííîãî
ï³äïèñó çàÿâíèêà (óïîâíîâàæåíîãî íèì ïðåäñòàâíèêà), òàê ³ áåç íüîãî;

ïîäàííÿ çàÿâíèêîì  äî Öåíòðó ÌÎÇ ðåºñòðàö³éíî¿ ôîðìè, ðåºñòðàö³éíèõ
ìàòåð³àë³â òà ³íøèõ äîêóìåíò³â äëÿ äåðæàâíî¿ ðåºñòðàö³¿ (ïåðåðåºñòðàö³¿) ë³êàðñü-
êèõ çàñîá³â òà âíåñåííÿ çì³í äî ðåºñòðàö³éíèõ ìàòåð³àë³â íà ë³êàðñüê³ çàñîáè â
ïàïåðîâ³é ôîðì³ â óñòàíîâëåíîìó ÌÎÇ ïîðÿäêó àáî çà áàæàííÿì çàÿâíèêà â
åëåêòðîíí³é ôîðì³ íà âèçíà÷åíó Öåíòðîì åëåêòðîííó àäðåñó ó âèãëÿä³ ñêàíîâàíî¿
êîï³¿ äîêóìåíò³â áåç çàñòîñóâàííÿ êâàë³ô³êîâàíîãî åëåêòðîííîãî ï³äïèñó àáî ó
âèãëÿä³ åëåêòðîííèõ äîêóìåíò³â ³ç çàñòîñóâàííÿì êâàë³ô³êîâàíîãî åëåêòðîííîãî
ï³äïèñó çàÿâíèêà (óïîâíîâàæåíîãî íèì ïðåäñòàâíèêà), àáî êâàë³ô³êîâàíîãî
åëåêòðîííîãî ï³äïèñó çàÿâíèêà ³ç âèêîðèñòàííÿì â³äïîâ³äíèõ ïðîãðàì, ùî çàáåç-
ïå÷óþòü ïî³íôîðìîâàíèé àâòîðèçîâàíèé åëåêòðîííèé ï³äïèñ ÷è éîãî åêâ³âàëåíò
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(íàïðèêëàä, Docusign, Adobe Sign òîùî), çà óìîâè ïîäàííÿ ãàðàíò³éíîãî ëèñòà çà
â³äïîâ³äíîþ ôîðìîþ, â åëåêòðîíí³é ôîðì³ ³ç çàñòîñóâàííÿì êâàë³ô³êîâàíîãî
åëåêòðîííîãî ï³äïèñó. Ïîäà÷à äî Öåíòðó ðåºñòðàö³éíèõ ìàòåð³àë³â íà ë³êàðñüêèé
çàñ³á ç ìåòîþ ïðîâåäåííÿ â³äïîâ³äíî¿ åêñïåðòèçè òàêîæ ìîæå â³äáóâàòèñÿ øëÿõîì
íàäàííÿ Öåíòðó äîñòóïó (Read) äî åëåêòðîííèõ ðåñóðñ³â (ñõîâèù) çàÿâíèêà.

Âîäíî÷àñ çì³íàìè, âíåñåíèìè äî ïîñòàíîâè ¹ 376, ïåðåäáà÷åíî, ùî:
ë³êàðñüêèé çàñ³á, çàðåºñòðîâàíèé â³äïîâ³äíî äî âèìîã Ïîðÿäêó, ó ðàç³ éîãî

çàêóï³âë³ çà ðåçóëüòàòàìè çàêóï³âåëüíî¿ ïðîöåäóðè, ïðîâåäåíî¿ ñïåö³àë³çîâàíîþ
îðãàí³çàö³ºþ, ÿêà çä³éñíþº çàêóï³âë³, íà âèêîíàííÿ óãîäè ùîäî çàêóï³âë³ ì³æ
Ì³í³ñòåðñòâîì îõîðîíè çäîðîâ’ÿ òà â³äïîâ³äíîþ ñïåö³àë³çîâàíîþ îðãàí³çàö³ºþ,
ÿêà çä³éñíþº çàêóï³âë³, ìîæå ââîçèòèñÿ òà çàñòîñîâóâàòèñÿ â ³íîçåìí³é óïàêîâö³,
ïðèçíà÷åí³é äëÿ ïîòðåá ðèíê³â ³íøèõ êðà¿í, ùî íå â³äïîâ³äàº çàòâåðäæåíèì ðåº-
ñòðàö³éíèì ìàòåð³àëàì íà ë³êàðñüêèé çàñ³á, ó ñóïðîâîä³ çàòâåðäæåíî¿ â Óêðà¿í³
³íñòðóêö³¿ äëÿ ìåäè÷íîãî çàñòîñóâàííÿ òà ãàðàíò³éíîãî ëèñòà âèðîáíèêà/çàÿâíèêà,
â ÿêîìó çàçíà÷àºòüñÿ, ùî ââåçåíèé ë³êàðñüêèé çàñ³á º ³äåíòè÷íèì äî çàðåºñòðî-
âàíîãî â Óêðà¿í³;

Öåíòð íå ïðîâîäèòü åêñïåðòèçè ðåºñòðàö³éíèõ ìàòåð³àë³â, ïîäàíèõ äî ïî÷àòêó
ââåäåííÿ âîºííîãî ñòàíó ç ìåòîþ ïåðåðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â;

çà áàæàííÿì çàÿâíèêà òà ó ðàç³ éîãî ñïðîìîæíîñò³ çàáåçïå÷èòè â³äïîâ³äíó
âçàºìîä³þ äîçâîëÿºòüñÿ ïðîäîâæèòè çä³éñíåííÿ åêñïåðòèçè ðåºñòðàö³éíèõ
ìàòåð³àë³â â³äïîâ³äíî äî çàãàëüíîãî ïîðÿäêó.

Â óìîâàõ âîºííîãî ñòàíó ââåäåíà òàêîæ åêñòðåíà äåðæàâíà ðåºñòðàö³ÿ ë³êàðñü-
êèõ çàñîá³â, ìåäè÷íèõ ³ìóíîá³îëîã³÷íèõ ïðåïàðàò³â, ïðåïàðàò³â êðîâ³, ùî âèðîá-
ëÿþòüñÿ àáî ïîñòà÷àþòüñÿ â Óêðà¿íó ï³ä çîáîâ’ÿçàííÿ. Ïîñòàíîâîþ ÊÌÓ â³ä
15.04.2022 ¹ 471 çàòâåðäæåíî Ïîðÿäîê åêñòðåíî¿ äåðæàâíî¿ ðåºñòðàö³¿ ë³êàðñüêèõ
çàñîá³â, ìåäè÷íèõ ³ìóíîá³îëîã³÷íèõ ïðåïàðàò³â, ïðåïàðàò³â êðîâ³, ùî âèðîáëÿþòüñÿ
àáî ïîñòà÷àþòüñÿ  â  Óêðà¿íó ïðîòÿãîì ïåð³îäó ä³¿ âîºííîãî ñòàíó (ï³ä çîáîâ’ÿçàííÿ),
ÿêèì ïåðåäáà÷àºòüñÿ [3]:

ìîæëèâ³ñòü òåðì³íîâî¿ ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â (êð³ì òèõ, ùî ïîõîäÿòü
ç êðà¿íè-àãðåñîðà òà  Ðåñïóáë³êè Á³ëîðóñü) äëÿ çàáåçïå÷åííÿ ïîòðåá ë³êóâàëüíèõ
çàêëàä³â;

ñïðîùåííÿ ïðîöåñ³â ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â, çîêðåìà äëÿ êîìïàí³é-
çàÿâíèê³â, ùî ïðàöþþòü çà ìåæàìè ñâî¿õ îô³ñ³â;

ïîäàííÿ çàÿâè íà âèäà÷ó âèñíîâêó ïðî ÿê³ñòü ââåçåíîãî ë³êàðñüêîãî çàñîáó
òà âèäà÷à âèñíîâêó ïðî ÿê³ñòü ââåçåíîãî ë³êàðñüêîãî çàñîáó â åëåêòðîííîìó
âèãëÿä³;

âèäà÷à âèñíîâêó ïðî ÿê³ñòü ââåçåíîãî ë³êàðñüêîãî çàñîáó, çîêðåìà çàðåºñò-
ðîâàíîãî ë³êàðñüêîãî çàñîáó â ³íîçåìí³é óïàêîâö³, âèãîòîâëåíîãî äëÿ ïîòðåá
ðèíê³â ³íøèõ êðà¿í, ùî íå â³äïîâ³äàº çàòâåðäæåíèì ðåºñòðàö³éíèì äîêóìåíòàì,
áåç ïðîâåäåííÿ ëàáîðàòîðíîãî êîíòðîëþ ÿêîñò³, ï³äñòàâè äëÿ ÿêîãî âèçíà÷åí³
öèì Ïîðÿäêîì, äî îêðåìîãî ð³øåííÿ Äåðæàâíî¿ ñëóæáè ç ë³êàðñüêèõ çàñîá³â òà
êîíòðîëþ çà íàðêîòèêàìè (Äåðæë³êñëóæáà), áåç îáîâ’ÿçêîâî¿ íàÿâíîñò³ äîêóìåíòà,
ùî ï³äòâåðäæóº â³äïîâ³äí³ñòü óìîâ âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â âèìîãàì äî
âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â â Óêðà¿í³, êð³ì àêòèâíèõ ôàðìàöåâòè÷íèõ
³íãðåä³ºíò³â  (ÀÔ²) (ñóáñòàíö³é). Ó òàêîìó ðàç³ â³äïîâ³äàëüí³ñòü çà çä³éñíåííÿ
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êîíòðîëþ ÿêîñò³ ñåð³é ë³êàðñüêèõ çàñîá³â íåñóòü óïîâíîâàæåí³ îñîáè ñóá’ºêò³â
ãîñïîäàðþâàííÿ, ÿê³ â³äïîâ³äíî äî Ë³öåíç³éíèõ óìîâ ïðîâàäæåííÿ ãîñïîäàðñüêî¿
ä³ÿëüíîñò³ ç âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â, îïòîâî¿ òà ðîçäð³áíî¿ òîðã³âë³ ë³êàðñü-
êèìè çàñîáàìè, ³ìïîðòó ë³êàðñüêèõ çàñîá³â (êð³ì àêòèâíèõ ôàðìàöåâòè÷íèõ ³íãðå-
ä³ºíò³â), çàòâåðäæåíèõ ïîñòàíîâîþ Êàá³íåòó Ì³í³ñòð³â Óêðà¿íè â³ä 30 ëèñòîïàäà
2016 ð. ¹ 929 [4], íåñóòü â³äïîâ³äàëüí³ñòü çà ÿê³ñòü òà áåçïå÷í³ñòü ââåçåíèõ íèìè
ë³êàðñüêèõ çàñîá³â;

ïðîäîâæåííÿ ä³¿ ðåºñòðàö³éíèõ ïîñâ³ä÷åíü íà ë³êàðñüê³ çàñîáè, çîêðåìà ò³,
ùî ï³äëÿãàþòü çàêóï³âë³ çà ðåçóëüòàòàìè çàêóï³âåëüíî¿ ïðîöåäóðè ÷åðåç ñïåö³àë³-
çîâàí³ îðãàí³çàö³¿ çà äåðæàâí³ êîøòè;

ñïðîùåííÿ ïðîöåäóðè âèäà÷³ âèñíîâê³â ïðî ÿê³ñòü ë³êàðñüêèõ çàñîá³â;
ïîëåãøåííÿ äîñòóïó äî ë³êàðñüêèõ çàñîá³â øëÿõîì íàäàííÿ äîçâîëó íà ¿õ

ââåçåííÿ â ³íîçåìí³é óïàêîâö³.
Ñòîñîâíî òåðì  “çàðåºñòðîâàí³ ë³êàðñüê³ çàñîáè â ³íîçåìí³é óïàêîâö³”, òî

ôàõ³âö³-ïðàâíèêè, çîêðåìà Ä. Àëåøêî, çâåðòàþòü óâàãó íà òå, ùî òàêå ôîðìó-
ëþâàííÿ ïîòðåáóº óòî÷íåííÿ. Àäæå ï³ä ÷àñ ïîäàííÿ äîêóìåíò³â äëÿ ðåºñòðàö³¿
ë³êàðñüêîãî çàñîáó ïîäàþòüñÿ é â³äïîâ³äí³ ìàòåð³àëè, ïîâ’ÿçàí³ ç óïàêîâêîþ,
âèêëàäåíîþ óêðà¿íñüêîþ ìîâîþ. ² ÿêðàç ë³êàðñüêèé çàñ³á ââàæàºòüñÿ çàðåºñòðî-
âàíèì â Óêðà¿í³, êîëè â íüîãî º óêðà¿íñüêà óïàêîâêà. Òîìó ïðåïàðàòè â ³íîçåìí³é
óïàêîâö³ ââàæàþòüñÿ òàêèìè, ùî íå çàðåºñòðîâàí³ â Óêðà¿í³ [5].

Äëÿ ðåàë³çàö³¿ çàçíà÷åíèõ âèùå  ïîëîæåíü ïîñòàíîâîþ ¹ 471 çàòâåðäæåíî
Ïîðÿäîê åêñòðåíî¿ ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â, ìåäè÷íèõ ³ìóíîá³îëîã³÷íèõ
ïðåïàðàò³â, ïðåïàðàò³â êðîâ³, ùî ïîñòà÷àþòüñÿ â Óêðà¿íó ï³ä çîáîâ’ÿçàííÿ ïðîòÿãîì
ä³¿ âîºííîãî ñòàíó òà íà ïåâíèé ñòðîê ï³ñëÿ éîãî çàâåðøåííÿ. Öåé ïîðÿäîê ïîøè-
ðþºòüñÿ íà ë³êàðñüê³ çàñîáè, ÿê³ âèðîáëÿþòüñÿ â Óêðà¿í³, òà íà ïðåïàðàòè, ÿê³
ïîñòà÷àþòüñÿ â äåðæàâó.

Çàçíà÷åíîþ ïîñòàíîâîþ òàêîæ çàòâåðäæåíî ôîðìó çàÿâè íà ïðîâåäåííÿ
òàêî¿ ðåºñòðàö³¿ òà ïåðåë³ê äîêóìåíò³â, ÿê³ äî íå¿ äîäàþòüñÿ. Çîêðåìà, çàÿâíèê
îäíî÷àñíî ç ïîäàííÿì ó ÌÎÇ çàÿâè ïðî äåðæàâíó ðåºñòðàö³þ, ïîäàº äî ÄÅÖ:

äîêóìåíò, ùî ï³äòâåðäæóº ðåºñòðàö³þ ë³êàðñüêîãî çàñîáó ðåãóëÿòîðíèì îð-
ãàíîì êðà¿íè çàÿâíèêà/âèðîáíèêà;

³íñòðóêö³þ (â ðàç³ íàÿâíîñò³) ïðî çàñòîñóâàííÿ ë³êàðñüêîãî çàñîáó, ÿêà âè-
êëàäåíà ìîâîþ îðèã³íàëó (ìîâîþ, â³äì³ííîþ â³ä äåðæàâíî¿);

êîðîòêó õàðàêòåðèñòèêó ïðåïàðàòó, âèêëàäåíó ìîâîþ îðèã³íàëó (ìîâîþ,
â³äì³ííîþ â³ä äåðæàâíî¿);

ãðàô³÷íå çîáðàæåííÿ ìàêåòà (ìàêåò³â) óïàêîâêè òà òåêñò (òåêñòè) ìàðêóâàííÿ
ïåðâèííî¿ òà âòîðèííî¿ (çà íàÿâíîñò³) óïàêîâîê ë³êàðñüêîãî çàñîáó;

ïåðåêëàäè òåêñòó (òåêñò³â) ìàðêóâàííÿ ïåðâèííî¿ òà âòîðèííî¿ (çà íàÿâíîñò³)
óïàêîâêè ë³êàðñüêîãî çàñîáó, ³íñòðóêö³¿ äëÿ çàñòîñóâàííÿ, êîðîòêî¿ õàðàêòåðèñòèêè
äåðæàâíîþ ìîâîþ, çàñâ³ä÷åí³ ï³äïèñîì çàÿâíèêà àáî óïîâíîâàæåíîãî íèì ïðåä-
ñòàâíèêà;

ïèñüìîâå çîáîâ’ÿçàííÿ âèðîáíèêà âèðîáëÿòè â³äïîâ³äí³ ë³êàðñüê³ çàñîáè
äëÿ ïîñòà÷àííÿ â Óêðà¿íó íà òàêèõ ñàìèõ âèðîáíè÷èõ ïîòóæíîñòÿõ, ùî çàñòîñî-
âóþòüñÿ ó â³äïîâ³äí³é êðà¿í³ çàÿâíèêà/âèðîáíèêà;
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ìàòåð³àëè ðåºñòðàö³éíîãî äîñüº, ùî áóëî ïîäàíî äëÿ ðåºñòðàö³¿ â êðà¿í³
çàÿâíèêà/ âèðîáíèêà â ðàç³ ¿õ íàÿâíîñò³, òîáòî íàâ³òü çà â³äñóòíîñò³ ìàòåð³àë³â
ðåºñòðàö³éíîãî äîñüº â çàÿâíèêà º ïðàâî íà ðåºñòðàö³þ ë³êàðñüêîãî çàñîáó.

ßê ñëóøíî â³äì³òèâ Ä. Àëåøêà, ùî çà ö³ºþ ïðîöåäóðîþ ìîæóòü áóòè ïîäàí³
íà ðåºñòðàö³þ ë³êàðñüê³ çàñîáè ç áóäü-ÿêî¿ êðà¿íè, à íå ëèøå ç êðà¿í ç ñóâîðîþ
ðåãóëÿòîðíîþ ïîë³òèêîþ, àäæå í³ÿêèõ îáìåæåíü íå âñòàíîâëåíî. Ùî ñòîñóºòüñÿ
íàö³îíàëüíèõ âèðîáíèê³â, òî ¿ì äîñòàòíüî ïîäàòè çàÿâó òà ³íñòðóêö³þ ïðî çàñòîñó-
âàííÿ. Òàêèì ÷èíîì, ôàêòè÷íî çàïðîâàäæóºòüñÿ çàÿâíèöüêèé ïðèíöèï ðåºñòðàö³¿
ë³êàðñüêèõ çàñîá³â, ÿê³ çíàõîäèòèìóòüñÿ â îá³ãó äî ê³íöÿ ¿õ òåðì³íó ïðèäàòíîñò³,
à íå äî ìîìåíòó ñêàñóâàííÿ â³éñüêîâîãî ñòàíó [5].

Çàðåºñòðîâàí³ çà òàêîþ ïðîöåäóðîþ ë³êàðñüê³ çàñîáè ìîæóòü áóòè ïðèäáàí³
ñóá’ºêòàìè ãîñïîäàðñüêî¿ ä³ÿëüíîñò³, ÿê³ çä³éñíþþòü îïòîâó òîðã³âëþ ë³êàìè
â³äïîâ³äíî äî âèìîã Ë³öåíç³éíèõ óìîâ, òà â³äïóñêàòèñÿ/ïðîäàâàòèñÿ âèíÿòêîâî:
ë³êóâàëüíèì çàêëàäàì; â³éñüêîâèì àäì³í³ñòðàö³ÿì; ï³äðîçä³ëàì Çáðîéíèõ Ñèë
Óêðà¿íè; þðèäè÷íèì îñîáàì, çîêðåìà òèì, ùî çä³éñíþþòü âîëîíòåðñüêó ä³ÿëüí³ñòü
òà íàäàþòü ãóìàí³òàðíó òà/àáî áëàãîä³éíó äîïîìîãó. Îäíàê ïðè öüîìó ðîçäð³áíà
òîðã³âëÿ òàêèìè ë³êàðñüêèìè çàñîáàìè çàáîðîíÿºòüñÿ.

Ñë³ä çàçíà÷èòè, ùî ïîñòàíîâîþ ÊÌÓ â³ä 15.04.2022 ¹ 471 âíåñåí³ çì³íè äî
ïîñòàíîâè ÊÌÓ â³ä 15.01.1996 ¹ 73 “Ïðî çàòâåðäæåííÿ Ïîëîæåííÿ ïðî êîíò-
ðîëü çà â³äïîâ³äí³ñòþ ³ìóíîá³îëîã³÷íèõ ïðåïàðàò³â, ùî çàñòîñîâóþòüñÿ â ìåäè÷í³é
ïðàêòèö³, âèìîãàì äåðæàâíèõ òà ì³æíàðîäíèõ ñòàíäàðò³â”, ÿêèìè ïåðåäáà÷åíî,
ùî íà ïåð³îä âîºííîãî ñòàíó òà ç ìåòîþ áåçïåðåá³éíîãî çàáåçïå÷åííÿ ë³êóâàëüíèõ
çàêëàä³â òà íàñåëåííÿ ³ìóíîá³îëîã³÷íèìè ïðåïàðàòàìè äîçâîëÿºòüñÿ ïîäàííÿ çàÿâ
íà âèäà÷ó âèñíîâê³â ïðî â³äïîâ³äí³ñòü òà ¿õ âèäà÷à â åëåêòðîííîìó âèãëÿä³. Ïðè
öüîìó íà ïåð³îä ä³¿ âîºííîãî ñòàíó òàêèé âèñíîâîê âèäàâàòèìåòüñÿ áåç ïðîâåäåííÿ
ëàáîðàòîðíîãî êîíòðîëþ ÿêîñò³. Â³äïîâ³äàëüí³ñòü çà çä³éñíåííÿ êîíòðîëþ ÿêîñò³
ñåð³é ïîêëàäåíî íà óïîâíîâàæåíèõ îñ³á ñóá’ºêò³â ãîñïîäàðþâàííÿ.

Ïðîòå çàçíà÷åí³ îñîáëèâîñò³ åêñòðåíî¿ ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â â óìîâàõ
âîºííîãî ñòàíó ìîæóòü íà ïðàêòèö³ ³ íåãàòèâíî âïëèâàòè íà  çàáåçïå÷åííÿ ãðîìàäÿí
Óêðà¿íè ÿê³ñíèìè, áåçïå÷íèìè, åôåêòèâíèìè ë³êàðñüêèìè çàñîáàìè. Íàäçâè÷àéíî
ñïðîùåí³ âèìîãè äî ë³êàðñüêèõ çàñîá³â, ÿê³ ï³äëÿãàþòü äåðæàâí³é ðåºñòðàö³¿, íå-
çä³éñíåííÿ åêñïåðòíî¿ îö³íêè òàêèõ ë³êàðñüêèõ çàñîá³â ñòâîðþþòü ðèçèêè ïîòðàï-
ëÿííÿ íà ðèíîê Óêðà¿íè ë³êàðñüêèõ çàñîá³â ç íå äîâåäåíîþ ÿê³ñòþ, áåçïåêîþ òà
åôåêòèâí³ñòþ, à òàêîæ ôàëüñèô³êîâàíèõ ë³êàðñüêèõ çàñîá³â. Òîìó Ì³í³ñòåðñòâî
îõîðîíè çäîðîâ’ÿ ðîçðîáèëî ïðîºêò ïîñòàíîâè Êàá³íåòó Ì³í³ñòð³â Óêðà¿íè “Äåÿê³
ïèòàííÿ îïòèì³çàö³¿ äåðæàâíî¿ ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â” [6], ÿêèì ïåðåä-
áà÷àºòüñÿ âèçíàòè òàêèì, ùî âòðàòèâ ÷èíí³ñòü Ïîðÿäîê åêñòðåíî¿ äåðæàâíî¿ ðåº-
ñòðàö³¿ ë³êàðñüêèõ çàñîá³â, ìåäè÷íèõ ³ìóíîá³îëîã³÷íèõ ïðåïàðàò³â, ïðåïàðàò³â
êðîâ³, ùî âèðîáëÿþòüñÿ àáî ïîñòà÷àþòüñÿ â Óêðà¿íó ïðîòÿãîì ïåð³îäó ä³¿ âîºííîãî
ñòàíó, ï³ä çîáîâ’ÿçàííÿ, çàòâåðäæåíèé ïîñòàíîâîþ Êàá³íåòó Ì³í³ñòð³â Óêðà¿íè
â³ä 15 êâ³òíÿ 2022 ðîêó ¹ 471.

Ñóòòºâ³ çì³íè äî ñôåðè äåðæàâíî¿ ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â òà ¿õ îá³ãó
â óìîâàõ âîºííîãî ñòàíó âíîñèòü Çàêîí Óêðà¿íè â³ä 22 òðàâíÿ 2022 ðîêó ¹ 2271-I
“Ïðî âíåñåííÿ çì³í äî Çàêîíó Óêðà¿íè “Ïðî ë³êàðñüê³ çàñîáè” ùîäî îáìåæåííÿ
îá³ãó ë³êàðñüêèõ çàñîá³â, âèðîáíèöòâî ÿêèõ ðîçòàøîâàíî íà òåðèòîð³¿ Ðîñ³éñüêî¿
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Ôåäåðàö³¿ àáî Ðåñïóáë³êè Á³ëîðóñü, à òàêîæ ùîäî âèâåçåííÿ ë³êàðñüêèõ çàñîá³â
ç Óêðà¿íè” [7]. Íèì ïåðåäáà÷åíî, ùî ó äåðæàâí³é ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â
ìîæå áóòè â³äìîâëåíî àáî â ïîðÿäêó, âñòàíîâëåíîìó ÌÎÇ,  äåðæàâíó ðåºñòðàö³þ
ë³êàðñüêèõ çàñîá³â ìîæå áóòè ñêàñîâàíî øëÿõîì ïðèïèíåííÿ àáî ñêîðî÷åííÿ
òåðì³íó ä³¿ ðåºñòðàö³éíîãî ïîñâ³ä÷åííÿ ë³êàðñüêîãî çàñîáó ó ðàç³, ÿêùî çà ðåçóëü-
òàòàìè åêñïåðòèçè òà/àáî ðîçãëÿäó ðåºñòðàö³éíèõ ìàòåð³àë³â, äîäàíèõ äî çàÿâè
ïðî äåðæàâíó ðåºñòðàö³þ, ïåðåðåºñòðàö³þ ë³êàðñüêîãî çàñîáó àáî âíåñåííÿ çì³í
äî ðåºñòðàö³éíèõ ìàòåð³àë³â íà ë³êàðñüêèé çàñ³á, áóäå âèÿâëåíî, ùî îäèí, äåê³ëüêà
àáî âñ³ åòàïè âèðîáíèöòâà ë³êàðñüêîãî çàñîáó çä³éñíþþòüñÿ ï³äïðèºìñòâàìè, âè-
ðîáíè÷³ ïîòóæíîñò³ ÿêèõ ðîçòàøîâàí³ íà òåðèòîð³¿ äåðæàâè-àãðåñîðà (ðîñ³éñüêî¿
ôåäåðàö³¿) àáî ðåñïóáë³êè á³ëîðóñü.

Äåðæàâíà ðåºñòðàö³ÿ âñ³õ àáî îêðåìî âèçíà÷åíèõ ÌÎÇ ë³êàðñüêèõ çàñîá³â
ó âñòàíîâëåíîìó íèì ïîðÿäêó ìîæå áóòè ñêàñîâàíà øëÿõîì ïðèïèíåííÿ ä³¿ ðåº-
ñòðàö³éíîãî ïîñâ³ä÷åííÿ àáî òèì÷àñîâî çóïèíåíà øëÿõîì çóïèíåííÿ ä³¿ ðåºñò-
ðàö³éíîãî ïîñâ³ä÷åííÿ äî ïðèéíÿòòÿ ð³øåííÿ ÌÎÇ ïðî ïîíîâëåííÿ àáî ñêàñóâàííÿ
äåðæàâíî¿ ðåºñòðàö³¿ ó ðàç³ âñòàíîâëåííÿ ôàêòó, ùî çàÿâíèê (âëàñíèê ðåºñò-
ðàö³éíîãî ïîñâ³ä÷åííÿ) öèõ ë³êàðñüêèõ çàñîá³â àáî óïîâíîâàæåíèé íèì ïðåäñòàâíèê
ïðÿìî àáî îïîñåðåäêîâàíî º ïîâ’ÿçàíèì ³ç ñóá’ºêòàìè ãîñïîäàðþâàííÿ, âêëþ÷àþ÷è
¿õ ïðåäñòàâíèê³â, ¿õ â³äîêðåìëåí³ ï³äðîçä³ëè (ô³ë³¿, ïðåäñòàâíèöòâà), ë³öåíç³àò³â,
çàÿâíèê³â, âèðîáíèê³â òà ïîñòà÷àëüíèê³â, ÿê³ çä³éñíþþòü ïðÿìó àáî îïîñåðåäêîâàíó
ä³ÿëüí³ñòü ç âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â íà òåðèòîð³¿ äåðæàâè-àãðåñîðà
(ðîñ³éñüêî¿ ôåäåðàö³¿) àáî ðåñïóáë³êè á³ëîðóñü, ÷è ï³ñëÿ 23 ëþòîãî 2022 ðîêó
â÷èíÿëè ïðàâî÷èíè ùîäî ó÷àñò³ õî÷à á â îäíîìó ç åòàï³â âèðîáíèöòâà áóäü-ÿêîãî
ë³êàðñüêîãî çàñîáó ÷è ÀÔ² ï³äïðèºìñòâîì, ðîçòàøîâàíèì íà òåðèòîð³¿ äåðæàâè-
àãðåñîðà (ðîñ³éñüêî¿ ôåäåðàö³¿) àáî ðåñïóáë³êè á³ëîðóñü, íàäàâàëè òàêîìó ï³ä-
ïðèºìñòâó â êîðèñòóâàííÿ ôàðìàöåâòè÷í³ ìàòåð³àëüí³ àáî íåìàòåð³àëüí³ àêòèâè
àáî ïîâ’ÿçàí³ ³ç íèìè ïàòåíòè, äîçâîëè, ë³öåíç³¿, ðåºñòðàö³éí³ ïîñâ³ä÷åííÿ, ïðàâà
òà ³íø³ äîêóìåíòè, íåîáõ³äí³ äëÿ âèðîáíèöòâà ôàðìàöåâòè÷íî¿ ïðîäóêö³¿, çîêðåìà
ë³êàðñüêèõ çàñîá³â, à òàêîæ âèðîáíèöòâà ÀÔ², çä³éñíþâàëè ïåðåäà÷ó ¿õ ó íàéì
(îðåíäó) àáî â³ä÷óæóâàëè ¿õ ïðÿìî ÷è îïîñåðåäêîâàíî ó âëàñí³ñòü ðåçèäåíò³â
äåðæàâè-àãðåñîðà (ðîñ³éñüêî¿ ôåäåðàö³¿) àáî ðåñïóáë³êè á³ëîðóñü äëÿ âèðîáíèöòâà
ôàðìàöåâòè÷íî¿ ïðîäóêö³¿ [7].

Âîäíî÷àñ çã³äíî ç Ïîðÿäêîì ïðèïèíåííÿ ä³¿ ðåºñòðàö³éíîãî ïîñâ³ä÷åííÿ íà
ë³êàðñüêèé çàñ³á, çàòâåðäæåíèì íàêàçîì ÌÎÇ Óêðà¿íè â³ä 05.08.2020 ¹ 1801 (ç³
çì³íàìè) [8] (äàë³ – Ïîðÿäîê), ó çàÿâíèêà (ôàðìàöåâòè÷íî¿ êîìïàí³¿, äèñòðè-
á’þòîðà) ó ðàç³ òèì÷àñîâî¿ çàáîðîíè çàñòîñóâàííÿ ë³êàðñüêîãî çàñîáó íà ðèíêó
Óêðà¿íè ÷åðåç â÷èíåííÿ ïðàâî÷èí³â ç ôàðìàöåâòè÷íèìè ñóá’ºêòàìè ãîñïîäàðþâàííÿ
ðîñ³éñüêî¿ ôåäåðàö³¿ ÷è ðåñïóáë³êè á³ëîðóñü º 6 ì³ñÿö³â äëÿ íàäàííÿ ï³äòâåðäæåíî¿
³íôîðìàö³¿ ùîäî óñóíåííÿ ï³äñòàâ òàêî¿ çàáîðîíè àáî ãàðàíò³éíèõ çîáîâ’ÿçàíü.
Äëÿ ïîíîâëåííÿ ðåºñòðàö³éíîãî ïîñâ³ä÷åííÿ çàÿâíèê ìàº íàäàòè ïëàí ïðèïèíåííÿ
âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â ó äåðæàâ³-àãðåñîð³ (ðîñ³éñüê³é ôåäåðàö³¿) ÷è
ðåñïóáë³ö³ á³ëîðóñü, ìàòè ï³äòâåðäæåííÿ ùîäî ïî÷àòêó éîãî ðåàë³çàö³¿, îô³ö³éíå
ï³äòâåðäæåííÿ êîìïàí³¿ ïðî ïðèïèíåííÿ ³íâåñòèö³é ó çàçíà÷åíèõ êðà¿íàõ, âèõîäó
ïðîòÿãîì ðîêó ç ¿õ ðèíê³â. Ïðîòå, ÿê ñëóøíî çàóâàæóºòüñÿ ó äîñë³äæåíí³ Íàö³î-
íàëüíîãî àãåíòñòâà ç ïèòàíü çàïîá³ãàííÿ êîðóïö³¿, ó Ïîðÿäêó â³äñóòí³é ÷³òêèé
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ìåõàí³çì òà àëãîðèòì ä³é óïîâíîâàæåíèõ îñ³á, ÿê³ áóäóòü ïðèéìàòè ð³øåííÿ ïðî
ïîíîâëåííÿ ðåºñòðàö³¿, à ñàìå:  â ÿê³é ôîðì³ êîìïàí³¿ ìàþòü íàäàòè ï³äòâåðäæåíó
³íôîðìàö³þ òà ãàðàíò³éí³ çîáîâ’ÿçàííÿ, ÿê³ äîêóìåíòè ââàæàþòüñÿ äîñòàòí³ìè;
ÿê³ êðèòåð³¿ îö³íêè äîêàçîâîñò³ ³íôîðìàö³¿ â³ä ôàðìàöåâòè÷íî¿ êîìïàí³¿ äëÿ ïî-
íîâëåííÿ ¿¿ ïîäàëüøî¿ ä³ÿëüíîñò³ [9]. Àñîö³àö³ÿ “Âèðîáíèêè ë³ê³â Óêðà¿íè” ó
ñâîºìó çâåðíåíí³ äî Ì³í³ñòåðñòâà îõîðîíè çäîðîâ’ÿ Óêðà¿íè òåæ çâåðòàº óâàãó íà
òå, ùî ïðîöåäóðà ïîíîâëåííÿ ä³¿ ðåºñòðàö³éíîãî ïîñâ³ä÷åííÿ ó Ïîðÿäêó âçàãàë³
íå âèêëàäåíà [10].

Ð³øåííÿ ïðî ïîíîâëåííÿ ä³¿ ðåºñòðàö³éíîãî ïîñâ³ä÷åííÿ ìîæå áóòè ïðèéíÿòå
ÌÎÇ Óêðà¿íè íà ï³äñòàâ³ ï³äòâåðäæåíîãî â÷èíåííÿ ä³é, ùî ïðèçâåëè äî óñóíåííÿ
ï³äñòàâ éîãî ïðèçóïèíåííÿ. ßê çàçíà÷àëîñü âèùå, îäí³ºþ ³ç ï³äñòàâ äëÿ çóïèíåííÿ
îá³ãó ë³êàðñüêîãî çàñîáó º òîé ôàêò, ùî çàÿâíèê àáî óïîâíîâàæåíèé íèì ïðåäñòàâ-
íèê ï³ñëÿ 23 ëþòîãî 2022 ðîêó â÷èíÿëè ïðàâî÷èíè ùîäî ó÷àñò³ õî÷à á â îäíîìó
ç åòàï³â âèðîáíèöòâà áóäü-ÿêîãî ë³êàðñüêîãî çàñîáó ÷è ÀÔ² ï³äïðèºìñòâîì,
ðîçòàøîâàíèì íà òåðèòîð³¿ äåðæàâè-àãðåñîðà (ðîñ³éñüêî¿ ôåäåðàö³¿) àáî ðåñïóáë³êè
á³ëîðóñü. Òîáòî ïîñâ³ä÷åííÿ ìîæå áóòè ïðèçóïèíåíå çà ïðàâî÷èí ó ìèíóëîìó
÷àñ³, ùî íå ìàº çâîðîòíî¿ ä³¿, ÿêà á äàëà çìîãó óñóíóòè ï³äñòàâó ïðèçóïèíåííÿ ë³-
êàðñüêîãî çàñîáó. Îäíî÷àñíî Ïîðÿäêîì íå âèçíà÷åíî ä³é, ÿê³ ìàº â÷èíèòè çàÿâíèê
(ôàðìàöåâòè÷íà êîìïàí³ÿ) äëÿ óñóíåííÿ ï³äñòàâ, êðèòåð³¿â ¿õ äîêàçîâîñò³ òà ïî-
ðÿäîê ïåðåâ³ðêè. Âíàñë³äîê íåíàëåæíîãî âðåãóëþâàííÿ áóäü-ÿê³ ä³¿ çàÿâíèê³â
ìîæóòü áóòè ïðåäìåòîì çëîâæèâàíü ÷è êîðóïö³éíèõ ìàí³ïóëÿö³é ÌÎÇ Óêðà¿íè,
àäæå äëÿ êîìïàí³é ìîæóòü áóòè âñòàíîâëåí³ ð³çí³ óìîâè äëÿ ïîíîâëåííÿ îá³ãó [9].

Òàêîæ âêàçàíèì âèùå Çàêîíîì Êàá³íåò Ì³í³ñòð³â Óêðà¿íè óïîâíîâàæóºòüñÿ
ïðèéìàòè çà ïîäàííÿì ÌÎÇ ð³øåííÿ ïðî òèì÷àñîâó çóïèíêó åêñïîðòó ë³êàðñüêèõ
çàñîá³â ó ðàç³ íåçàáåçïå÷åííÿ ïîòðåá ñèñòåìè îõîðîíè çäîðîâ’ÿ Óêðà¿íè â òàêèõ
ïðåïàðàòàõ ó ïîâíîìó îáñÿç³.

Ïîñòàíîâîþ ÊÌÓ â³ä 15.04.2022 ¹ 471 âíåñåíî çì³íè é äî Ë³öåíç³éíèõ
óìîâ ïðîâàäæåííÿ ãîñïîäàðñüêî¿ ä³ÿëüíîñò³ ç âèðîáíèöòâà ë³êàðñüêèõ çàñîá³â,
îïòîâî¿ òà ðîçäð³áíî¿ òîðã³âë³ ë³êàðñüêèìè çàñîáàìè, ³ìïîðòó ë³êàðñüêèõ çàñîá³â
(êð³ì àêòèâíèõ ôàðìàöåâòè÷íèõ ³íãðåä³ºíò³â), çàòâåðäæåíèõ ïîñòàíîâîþ ÊÌÓ
â³ä 30.11.2016 ¹ 929, çã³äíî ç ÿêèìè íà ïåð³îä ä³¿ âîºííîãî ñòàíó  çàáåçïå÷åííÿ
äîòðèìàííÿ âèìîã çàêîíîäàâñòâà ïðî ë³öåíçóâàííÿ  âèä³â ãîñïîäàðñüêî¿ ä³ÿëüíîñò³
ï³ä ÷àñ ââåçåííÿ íà òåðèòîð³þ Óêðà¿íè, çáåð³ãàííÿ, êîíòðîëþ ÿêîñò³, âèäà÷³ äî-
çâîëó íà âèïóñê (ðåàë³çàö³þ) ñåð³¿ ë³êàðñüêèõ çàñîá³â, ÿê³ çàêóïîâóþòüñÿ îñîáîþ,
óïîâíîâàæåíîþ íà çä³éñíåííÿ çàêóï³âåëü ó ñôåð³ îõîðîíè çäîðîâ’ÿ, çä³éñíþºòüñÿ
øëÿõîì çàëó÷åííÿ ñóá’ºêò³â ãîñïîäàðþâàííÿ, ÿê³ ìàþòü ë³öåíç³þ íà ïðîâàäæåííÿ
ãîñïîäàðñüêî¿ ä³ÿëüíîñò³ ç ³ìïîðòó ë³êàðñüêèõ çàñîá³â;

çàáåçïå÷åííÿ äîòðèìàííÿ âèìîã çàêîíîäàâñòâà ïðî ë³öåíçóâàííÿ âèä³â ãîñ-
ïîäàðñüêî¿ ä³ÿëüíîñò³ ï³ä ÷àñ çáåð³ãàííÿ, òðàíñïîðòóâàííÿ ë³êàðñüêèõ çàñîá³â,
ùî çàêóïîâóþòüñÿ îñîáîþ, óïîâíîâàæåíîþ íà çä³éñíåííÿ çàêóï³âåëü ó ñôåð³ îõî-
ðîíè çäîðîâ’ÿ, çàêîíîäàâñòâà ïðî êîíòðîëü ÿêîñò³ ë³êàðñüêèõ çàñîá³â ï³ä ÷àñ îï-
òîâî¿ òîðã³âë³ çä³éñíþºòüñÿ øëÿõîì çàëó÷åííÿ ñóá’ºêò³â ãîñïîäàðþâàííÿ, ÿê³
ìàþòü ë³öåíç³þ íà ïðîâàäæåííÿ ãîñïîäàðñüêî¿ ä³ÿëüíîñò³ ç îïòîâî¿ òîðã³âë³
ë³êàðñüêèìè çàñîáàìè [3].
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Êð³ì òîãî, ïðîòÿãîì ïåð³îäó ä³¿ âîºííîãî ñòàíó òà/àáî ïðîòÿãîì øåñòè
ì³ñÿö³â ç äíÿ ïðèïèíåííÿ àáî ñêàñóâàííÿ âîºííîãî ñòàíó ñóá’ºêòè ãîñïîäàðþâàííÿ,
ÿê³ ìàþòü ë³öåíç³þ íà âèðîáíèöòâî ë³êàðñüêèõ çàñîá³â, âèäàíó â³äïîâ³äíî äî
çàêîíîäàâñòâà, ìîæóòü çä³éñíþâàòè ðåàë³çàö³þ (â³äïóñê) ë³êàðñüêèõ çàñîá³â, âè-
ðîáëåíèõ ç ìåòîþ åêñïîðòó â ³íø³ êðà¿íè, òà ï³ä ÷àñ âèðîáíèöòâà ãîòîâèõ ë³êàðñüêèõ
çàñîá³â âèêîðèñòîâóâàòè ñóáñòàíö³¿ (ÀÔ²) àëüòåðíàòèâíèõ âèðîáíèê³â, çîêðåìà
íåçàðåºñòðîâàí³ â Óêðà¿í³ (êð³ì ñóáñòàíö³é (ÀÔ²), ÿê³ âèðîáëåí³ â äåðæàâ³, ùî
îô³ö³éíî âèçíàíà Óêðà¿íîþ äåðæàâîþ-àãðåñîðîì), òà äîïîì³æí³ ðå÷îâèíè ³ ïà-
êóâàëüíèé ìàòåð³àë, ÿê³ íå âíåñåí³ äî ðåºñòðàö³éíîãî äîñüº íà â³äïîâ³äíèé ë³êàðñü-
êèé çàñ³á, çà óìîâè ¿õ â³äïîâ³äíîñò³ ñïåöèô³êàö³ÿì âõ³äíîãî êîíòðîëþ ÿêîñò³ òà
â³äïîâ³äíîñò³ ãîòîâîãî ë³êàðñüêîãî çàñîáó, ùî âèðîáëåíèé ç ¿õ çàñòîñóâàííÿì,
âèìîãàì ìåòîä³â êîíòðîëþ ÿêîñò³, çàòâåðäæåíèì äî ðåºñòðàö³éíîãî ïîñâ³ä÷åííÿ
íà öåé ë³êàðñüêèé çàñ³á.

Òàêîæ ïðîòÿãîì öüîãî ïåð³îäó ìîæå çä³éñíþâàòèñÿ ââåçåííÿ íà òåðèòîð³þ
Óêðà¿íè ë³êàðñüêèõ çàñîá³â, çîêðåìà ìåäè÷íèõ ³ìóíîá³îëîã³÷íèõ ïðåïàðàò³â, òåðì³í
ïðèäàòíîñò³ ÿêèõ íå çàê³í÷èâñÿ, ïðîòå íå â³äïîâ³äàº âèìîãàì ùîäî îáìåæåííÿ
òåðì³íó ïðèäàòíîñò³ ë³êàðñüêèõ çàñîá³â, ùî ââîçÿòüñÿ, ó ðàç³ íàäàííÿ îá´ðóíòóâàííÿ
ìîæëèâîñò³ ùîäî âèêîðèñòàííÿ òàêèõ ë³êàðñüêèõ çàñîá³â äî çàê³í÷åííÿ òåðì³íó
ïðèäàòíîñò³.

Òàêèì ÷èíîì, ââåäåííÿ ïðàâîâîãî ðåæèìó âîºííîãî ñòàíó âèìàãàëî êàðäè-
íàëüíî íîâèõ ï³äõîä³â ó ä³ÿëüíîñò³ äåðæàâè ó ñôåð³ ðåºñòðàö³¿ ë³êàðñüêèõ çàñîá³â
òà ¿õ îá³ãó. Ðåçóëüòàòîì ñòàëî óõâàëåííÿ áàãàòüîõ çàêîíîäàâ÷èõ çì³í äëÿ åôåê-
òèâíîãî çàáåçïå÷åííÿ ïðèðîäíîãî ïðàâà ëþäèíè íà îõîðîíó çäîðîâ’ÿ. Áóëî
íàïðàöüîâàíî ìåõàí³çìè äåðæàâíî¿ ðåºñòðàö³¿ òà êîíòðîëþ ÿêîñò³ ë³êàðñüêèõ
çàñîá³â, ¿õ îá³ãó íà òåðèòîð³¿ Óêðà¿íè ï³ä ÷àñ âîºííîãî ñòàíó.  Ïðîòå ïðèéíÿòòÿ
çàêîíîäàâ÷èõ çì³í âèçíà÷èëî íèçêó ïðîöåäóðíèõ ïðîãàëèí òà êîðóïö³îãåííèõ
ôàêòîð³â ó ñôåð³ ðåºñòðàö³¿ òà îá³ãó ë³êàðñüêèõ çàñîá³â ³ ïîòðåáóº ïîäàëüøîãî
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PECULIARITIES OF STATE REGISTRATION AND CIRCULATION
OF MEDICINES UNDER THE LEGAL REGIME OF MARTIAL LAW

This article analyzes the peculiarities of the legal regulation of health care,
particularly its important component – state registration and circulation of medicines
in wartime circumstances. Pharmaceuticals are specific products, the quality of which
directly affects the life and health of the population, so guaranteeing access to
effective, quality, modern and safe medicines provides one of the ways to ensure the
health of the population of Ukraine.

Various topical problems of public policy in the field of health care, mainly in
peacetime, have been dealt with many legal scholars. However, due to the large-scale
Russian military aggression from February 24, 2022 the legal regime of martial law
was introduced throughout the territory of Ukraine. In these circumstances,
implementing the state registration and circulation of medicines has its own peculiarities.
With the goal of continuously providing healthcare institutions and the population
with life-saving medicines and stimulating the production of domestic medicines in
the required volume after the declaration of martial law, the Ministry of Health
(MoH), the State Service on Drugs and Drug Control and the State Expert Center
of the Ministry of Health have simplified the registration, licensing, quality control
and import of medicines and their circulation. In particular, the Cabinet of Ministers
of Ukraine adopted some changes to the procedures of state registration and re-
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registration of medicines and their circulation during martial law. Among the changes
are the following:

approved the Procedure for urgent state registration of medicines, medical
immunobiological preparations, blood products supplied to Ukraine in the period of
martial law, under obligations. In this case, drugs (except for those originating from
the aggressor country) need urgent registration to provide medical institutions in
Ukraine without the right to sell them;

there were modifications to the Procedure for state registration (“re-registration”)
of pharmaceuticals: applications for registration procedures, registration dossier materials
and other documents can be submitted electronically. Thus, it makes the registration
process easier, as some applicant companies work outside their offices;

extended the validity of registration certificates for medicines, including those
subject to procurement through specialized organizations for public funds, which
expired during martial law and within six months from the date of termination or
cancellation of martial law. Following the end of martial law, their re-registration will
be carried out in the regular regime;

amendments to the Procedure for carrying out state quality control over medicines
imported to Ukraine, which will simplify the procedure for issuing conclusions on the
quality of medicines. Moreover, registered medicines can be imported in foreign
packages for their subsequent sale. Enacted amendments will alleviate the regulatory
burden on the pharmaceutical market entities and allows the use of all available
opportunities for the supply and production of medicines, as well as facilitate the
rapid filling of the pharmaceutical market and providing the entire population of
Ukraine and medical institutions with the necessary drugs while maintaining their
quality, efficacy and safety. The article also focuses on a number of procedural gaps
and corruption factors in the registration and circulation of medicines, which requires
further legal regulation.

Keywords: right to health care, medicinal products, registration of medicinal
products, peculiarities of medicinal products circulation, restrictions on medicinal
products circulation, legal regime of martial law, shortcomings of legislative regulation.
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