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ñìåæíûõ ïðèëîæåíèé, òàêèõ êàê ñèñòåìû àð-
õèâèðîâàíèÿ è ïåðåäà÷è èçîáðàæåíèé è ýëåêò-
ðîííîé çàïèñè ìåäèöèíñêèõ íàçíà÷åíèé, ëàáî-
ðàòîðíî-äèàãíîñòè÷åñêèõ èññëåäîâàíèé, ýëåê-
òðîííîé ïîäïèñè, à òàêæå îáåñïå÷åíèå èõ ñî-
âìåñòèìîñòè ñîõðàíÿþò ïðèîðèòåòíîå çíà÷åíèå.
Îñîáîå âíèìàíèå áóäåò óäåëÿòüñÿ ñèñòåìàì äè-
ñòàíöèîííîãî óïðàâëåíèÿ ëå÷åáíûìè, ïðîôèëàê-
òè÷åñêèìè, äèàãíîñòè÷åñêèìè è ðåàáèëèòàöèîí-
íûìè ïðîöåññàìè â ðàìêàõ òåëåìåäèöèíû. Â
õîäå èíôîðìàòèçàöèè çäðàâîîõðàíåíèÿ íåîáõî-
äèìî òàêæå ðåøàòü âîïðîñû ñòàíäàðòèçàöèè è
óíèôèêàöèè.

 INFORMATIZATION OF PUBLIC HEALTH
OF MINSK CITY

D.L. Pinevich, V.D. Shilo, V.A. Lapitsky

Major tasks, accomplished within the framework
of the public health corporative telecommunication
system of the city of Minsk were defined. A detailed
description of the distributed telecommunication
system on digital fluorography, the unique one in the
CIS countries, was given. Main directions on the
public health informatization in the city of Minsk at
the level of the Health Care Board of the Minsk
Executive Committee were defined for 2011-2015.
Problem issues on the introduction of medical
information systems were reflected.
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Ðåñïóáëèêàíñêîå óíèòàðíîå ïðåäïðèÿòèå
"Öåíòð ýêñïåðòèç è èñïûòàíèé â çäðàâîîõðàíåíèè", ã. Ìèíñê

Îòìå÷åíî, ÷òî âçàèìîîòíîøåíèÿ ïàöèåíòà, èññëåäîâàòåëÿ è ëå÷àùåãî âðà÷à ïðè ïðîâåäåíèè
èññëåäîâàíèé íà ëþäÿõ ðåãëàìåíòèðîâàíû Õåëüñèíêñêîé äåêëàðàöèåé, è âñå ðàçðàáàòûâàåìûå ðåêî-
ìåíäàöèè è ñòàíäàðòû êëèíè÷åñêîé ïóáëèêàöèîííîé ïðàêòèêè äîëæíû ñòðîãî ñîîòâåòñòâîâàòü
ïðèíöèïàì ýòîé äåêëàðàöèè. Ïîä÷åðêíóòî, ÷òî â ïîñëåäíåå âðåìÿ íàáëþäàåòñÿ òåíäåíöèÿ ê ïåðå-
ìåùåíèþ îñíîâíûõ èññëåäîâàòåëüñêèõ áàç çà ïðåäåëû Çàïàäíîé Åâðîïû – â ñòðàíû ÑÍÃ, Èíäèþ,
Êèòàé. Â êà÷åñòâå ïðèìåðà ãîñóäàðñòâåííîé ïîëèòèêè âûäåëåíû íåêîòîðûå ìåðû, ïðåäïðèíÿòûå
ïðàâèòåëüñòâîì Ïîëüøè, êîòîðûå îïðåäåëèëè ëèäåðñòâî ýòîé ñòðàíû â Âîñòî÷íîé Åâðîïå â îáëà-
ñòè êëèíè÷åñêèõ èñïûòàíèé.

Êëèíè÷åñêèå èññëåäîâàíèÿ (ÊÈ), êëèíè÷åñêèå
èñïûòàíèÿ èëè èññëåäîâàòåëüñêèå ïðîòîêîëû – ýòî
âðà÷åáíûå èññëåäîâàíèÿ, ïðîâîäèìûå ñ öåëüþ
óñòàíîâèòü, ÿâëÿåòñÿ ëè íîâàÿ ïðîôèëàêòè÷åñêàÿ
ñòðàòåãèÿ, ìåäèöèíñêàÿ òåõíèêà, èçäåëèå ìåäèöèí-
ñêîãî íàçíà÷åíèÿ, íîâîå ëåêàðñòâåííîå ñðåäñòâî
èëè íîâûé ñêðèíèíãîâûé òåñò áåçîïàñíûì è ýô-
ôåêòèâíûì ïðè ïðèìåíåíèè íà ëþäÿõ. Õîðîøî
îðãàíèçîâàííûå, îñòîðîæíûå èñïûòàíèÿ – àáñî-
ëþòíàÿ íåîáõîäèìîñòü.

Îñíîâîé âñåõ ÊÈ ÿâëÿåòñÿ ïðîòîêîë. Ïðîòî-
êîë – ýòî ïëàí ïðîâåäåíèÿ èññëåäîâàíèÿ, êîòîðûé
òùàòåëüíî ðàçðàáàòûâàåòñÿ, ÷òîáû îõðàíÿòü çäî-
ðîâüå ó÷àñòíèêîâ è îòâåòèòü íà îïðåäåëåííûå âîï-
ðîñû èññëåäîâàíèÿ. Ïðîòîêîë îïèñûâàåò êðèòå-

ðèè îòáîðà äëÿ ïàöèåíòîâ, ðåæèì è ïðîäîëæèòåëü-
íîñòü èññëåäîâàíèÿ. Ñîãëàñíî ïðîòîêîëó, â ïðî-
öåññå ÊÈ ó÷àñòíèêè íàáëþäàþòñÿ èññëåäîâàòåëÿ-
ìè, êîòîðûå êîíòðîëèðóþò ñîñòîÿíèå èõ çäîðî-
âüÿ è îïðåäåëÿþò êðèòåðèè áåçîïàñíîñòè è ýôôåê-
òèâíîñòè ëå÷åíèÿ.

Êëèíè÷åñêèå èññëåäîâàíèÿ ìîãóò ôèíàíñèðî-
âàòüñÿ íàó÷íûìè îðãàíèçàöèÿìè è ÷àñòíûìè ôèð-
ìàìè. Â çàïàäíîé òåðìèíîëîãèè – ýòî "ñïîíñîð
èññëåäîâàíèÿ".

Â áîëüøèíñòâå ñòðàí ìèðà ìèíèñòåðñòâà çäðà-
âîîõðàíåíèÿ èìåþò ñïåöèàëüíûå îòäåëû, îòâå÷à-
þùèå çà ïðîâåðêó ðåçóëüòàòîâ êëèíè÷åñêèõ èñ-
ñëåäîâàíèé, ïðîâîäèìûõ ïî ìåäèöèíñêèì ïðî-
äóêòàì, è âûäà÷ó ðàçðåøåíèé íà ïðîèçâîäñòâî,
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ðåàëèçàöèþ è ìåäèöèíñêîå ïðèìåíåíèå. Íàïðè-
ìåð, â Ñîåäèíåííûõ Øòàòàõ òàêèì îòäåëîì ÿâëÿ-
åòñÿ Food and Drug Administration (FDA). Â ñòðà-
íàõ ÑÍÃ ýòî ïîäðàçäåëåíèÿ Ìèíèñòåðñòâà çäðà-
âîîõðàíåíèÿ.

Âçàèìîîòíîøåíèÿ ïàöèåíòà, èññëåäîâàòåëÿ è
ëå÷àùåãî âðà÷à ïðè ïðîâåäåíèè èññëåäîâàíèé íà
ëþäÿõ êðàòêî, îäíîçíà÷íî è ÷åòêî ðåãëàìåíòèðóåò
Õåëüñèíêñêàÿ äåêëàðàöèÿ (http://www.wma.net/e/
policy/b3.htm). Ïî îòíîøåíèþ ê ÊÈ Õåëüñèíêñêóþ
äåêëàðàöèþ ìîæíî ðàññìàòðèâàòü êàê îñíîâíîé
çàêîí (êîíñòèòóöèþ), òî åñòü âñå ðàçðàáàòûâàå-
ìûå ðåêîìåíäàöèè è ñòàíäàðòû êëèíè÷åñêîé ïóá-
ëèêàöèîííîé ïðàêòèêè äîëæíû ñòðîãî ñîîòâåò-
ñòâîâàòü ïðèíöèïàì ýòîé äåêëàðàöèè. Ïÿòûé ïóíêò
îñíîâíûõ ïðèíöèïîâ Äåêëàðàöèè ïðÿìî óêàçû-
âàåò íà òî, ÷òî "ñòàòüè îá èññëåäîâàíèÿõ, ïðîâå-
äåííûõ íå â ñîîòâåòñòâèè ñ ïðèíöèïàìè, èçëîæåí-
íûìè â íàñòîÿùåé Äåêëàðàöèè, íå äîëæíû ïðè-
íèìàòüñÿ äëÿ îïóáëèêîâàíèÿ".

Îñíîâíûì êðèòåðèåì îöåíêè ýôôåêòèâíîñòè
ÊÈ ÿâëÿåòñÿ ïóáëèêàöèÿ ðåçóëüòàòîâ èññëåäîâà-
íèÿ, îôîðìëåííàÿ â âèäå æóðíàëüíîé ïóáëèêàöèè
(ÆÏ). Äëÿ ýôôåêòèâíîé ðàáîòû ñ âîçðàñòàþùè-
ìè èíôîðìàöèîííûìè ïîòîêàìè ìåòîäîëîãèÿ ÊÈ
òðåáóåò òèïè÷íîãî îôîðìëåíèÿ ÆÏ ïî ìàòåðèà-
ëàì ÊÈ íà îñíîâå íîâûõ íàó÷íûõ ïîäõîäîâ. Òåõ-
íîëîãèÿ ïîäãîòîâêè ñîâðåìåííîé ÆÏ ïî ìàòåðè-
àëàì ÊÈ ðåãëàìåíòèðîâàíà ðÿäîì ìåæäóíàðîäíûõ
äîêóìåíòîâ: äåêëàðàöèé, èíèöèàòèâ è ðåêîìåíäà-
öèé, êîòîðûå â ñîâîêóïíîñòè îïðåäåëÿþò ñòàíäàðò-
íûé ôîðìàò ÆÏ. Ðåãëàìåíòèðîâàíû äèçàéí (ïëàí)
ÊÈ, òðåáîâàíèÿ ê êà÷åñòâó ñòàòèñòè÷åñêîãî àíà-
ëèçà êëèíè÷åñêîé èíôîðìàöèè, êðèòåðèè àâòîð-
ñòâà íàó÷íîé ïóáëèêàöèè, öåëûé ðÿä âîïðîñîâ
ýòè÷åñêîãî õàðàêòåðà, êîòîðûå äîëæíû áûòü, áåç-
óñëîâíî, ðàñêðûòû. Ýòè äîêóìåíòû ìàëî èçâåñò-
íû îòå÷åñòâåííîìó èññëåäîâàòåëþ, òàê êàê îòå-
÷åñòâåííàÿ ïóáëèêàöèîííàÿ ïðàêòèêà ëåãêî îáõî-
äèòñÿ áîëåå ïðîñòûìè óñòàðåâøèìè ïðèíöèïàìè,
êîòîðûå ê òîìó æå íå ñîáëþäàþòñÿ.

Äëÿ óñïåøíîãî ðàçâèòèÿ êëèíè÷åñêîé íàóêè
íåîáõîäèìî âëàäåòü ñîâðåìåííîé òåõíîëîãèåé
ïðåäñòàâëåíèÿ ðåçóëüòàòîâ ÊÈ â ðåéòèíãîâîì ìåæ-
äóíàðîäíîì æóðíàëå, íî íåêîòîðûå êîëëåãè íå
îñîçíàþò ãëóáèíó ïðîïàñòè ìåæäó êà÷åñòâîì íà-
øèõ òèïîâûõ êëèíè÷åñêèõ ïóáëèêàöèé è ïîäîá-
íûìè ïóáëèêàöèÿìè â ðåéòèíãîâûõ ìåæäóíàðîä-
íûõ æóðíàëàõ. Äëÿ òîãî ÷òîáû ïðèøëî ýòî ïîíè-
ìàíèå, íåîáõîäèìî çíàòü ñóùíîñòü ïðîáëåìû, à
ýòî, â ñâîþ î÷åðåäü, òðåáóåò ñïåöèàëüíûõ íîâûõ
çíàíèé, êîòîðûå íà÷èíàþò êóëüòèâèðîâàòüñÿ â áå-
ëîðóññêîì êëèíè÷åñêîì ñîîáùåñòâå. Îäíèì èç
ïðîñòûõ ïóòåé ïîíèìàíèÿ ñèñòåìíûõ ïðîáëåì îòå-

÷åñòâåííîé êëèíè÷åñêîé íàóêè ÿâëÿåòñÿ èçó÷åíèå
è àíàëèç ìåæäóíàðîäíûõ äîêóìåíòîâ, êîòîðûå
ïîñâÿùåíû ñòàíäàðòèçàöèè êëèíè÷åñêîé ïóáëèêà-
öèîííîé ïðàêòèêè.

Çíà÷èìîñòü êëèíè÷åñêèõ èññëåäîâàíèé ïåðå-
îöåíèòü íåâîçìîæíî, âåäü òîëüêî ïîñëå ýòîé ïðî-
öåäóðû ïðèíèìàåòñÿ ðåøåíèå î ðåãèñòðàöèè ïðî-
äóêòà è âûõîäå åãî íà ðûíîê. Ñ îäíîé ñòîðîíû,
âî âñåì ìèðå íàáëþäàåòñÿ òåíäåíöèÿ ê óâåëè÷å-
íèþ ñïðîñà íà óñëóãè çäðàâîîõðàíåíèÿ è ïîâû-
øåíèþ óðîâíÿ ïîòðåáëåíèÿ ñîâðåìåííûõ ïðîäóê-
òîâ, ñ äðóãîé ñòîðîíû, ïðîâåäåíèå ÊÈ – äîâîëü-
íî äîðîãîå ìåðîïðèÿòèå, ïîâûøàþùåå ðèñêè ïðî-
èçâîäèòåëåé. Ïðîâåäåíèå ÊÈ íà ôîíå ñòðåìèòåëü-
íîãî ðàçâèòèÿ ìåäèöèíñêèõ òåõíîëîãèé òðåáóåò
íàëè÷èÿ îïðåäåëåííûõ ðåñóðñîâ. Ðÿä ñòðàòåãè÷å-
ñêèõ ïðåèìóùåñòâ ìîæåò ïðåäëîæèòü àóòñîðñèíã
â ÊÈ. Êëèíè÷åñêàÿ èññëåäîâàòåëüñêàÿ îðãàíèçà-
öèÿ (ÊÈÎ) ñïîñîáíà îêàçàòü ïîääåðæêó èçãîòî-
âèòåëþ íà âñåõ ñòàäèÿõ ÊÈ. Çà ñ÷åò èñïîëüçîâà-
íèÿ çíàíèé ÊÈÎ íîðìàòèâíûõ òðåáîâàíèé èçãîòî-
âèòåëè ìîãóò äîáèòüñÿ çíà÷èòåëüíîé ýêîíîìèè
ñðåäñòâ è íàéòè îïòèìàëüíûé ýôôåêòèâíûé ïóòü
ê ðûíêó. ÊÈÎ ïîìîãàåò ïðîèçâîäèòåëþ ìåäèöèí-
ñêèõ óñòðîéñòâ â óïðàâëåíèè ÊÈ, ñáîðå è îáðà-
áîòêå äàííûõ, ìîíèòîðèíãå êëèíè÷åñêèõ èññëå-
äîâàíèé, ñòàòèñòè÷åñêîì èññëåäîâàíèè, ïîäãîòîâ-
êå è îôîðìëåíèè îò÷åòà â ñîîòâåòñòâèè ñ ïðèíÿ-
òûìè ìåæäóíàðîäíûìè íîðìàìè.

Â ïîñëåäíåå âðåìÿ íàáëþäàåòñÿ òåíäåíöèÿ ê
ïåðåìåùåíèþ îñíîâíûõ èññëåäîâàòåëüñêèõ áàç çà
ïðåäåëû Çàïàäíîé Åâðîïû. Â êà÷åñòâå ëèäåðîâ
íàçûâàþòñÿ ñòðàíû ÑÍÃ, Èíäèÿ, Êèòàé. Ïðåèìó-
ùåñòâà îïðåäåëåíû íàëè÷èåì âûñîêîêâàëèôèöè-
ðîâàííûõ ìåäèöèíñêèõ êàäðîâ, áîëüøèì êîëè÷å-
ñòâîì ïîòåíöèàëüíûõ ïàöèåíòîâ, öåíòðàëèçîâàí-
íîé ñèñòåìîé îêàçàíèÿ ìåäèöèíñêîé ïîìîùè,
áîëüøèì âûáîðîì îïûòíûõ êëèíè÷åñêèõ áàç,
âûñîêèì êà÷åñòâîì äàííûõ, ïîäòâåðæäåííûõ
àóäèòàìè è èíñïåêöèÿìè, îòíîñèòåëüíî íèçêîé
ñòîèìîñòüþ. Îäíàêî ñîìíåíèÿ ó ïîòåíöèàëüíûõ
çàêàç÷èêîâ ÊÈ âûçûâàåò äåôèöèò ïåðñîíàëà, â
äîñòàòî÷íîé ñòåïåíè ïîäãîòîâëåííîãî äëÿ óïðàâ-
ëåíèÿ ïîëíîöåííûìè ìåæäóíàðîäíûìè ìíîãîöåí-
òðîâûìè èññëåäîâàíèÿìè.

Íàìåòèâøåìóñÿ ïåðåðàñïðåäåëåíèþ ëîêàëè-
çàöèè òàêîé âàæíîé è ïåðñïåêòèâíîé îòðàñëè, êàê
ðûíîê ÊÈ, ìîæåò ñëóæèòü óñîâåðøåíñòâîâàíèå
çàêîíîäàòåëüíîé áàçû â ñîîòâåòñòâèè ñî ñêëàäû-
âàþùèìèñÿ òåíäåíöèÿìè íà ìèðîâîì ýêîíîìè÷å-
ñêîì ðûíêå â öåëîì.

Îïðåäåëåííûì ïðèìåðîì ìîæåò ñëóæèòü ãî-
ñóäàðñòâåííàÿ ïîëèòèêà Ïîëüøè â îòíîøåíèè êëè-
íè÷åñêèõ èñïûòàíèé è ðàçðàáîòîê. Ñòðàòåãèÿ ëè-
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äåðñòâà ýòîé ñòðàíû â Âîñòî÷íîé Åâðîïå â îáëà-
ñòè êëèíè÷åñêèõ èñïûòàíèé îñíîâàíà íà öåëîì
ðÿäå ïîñëåäîâàòåëüíûõ ìåð, îäíà èç êîòîðûõ –
ïðàâèòåëüñòâåííàÿ ïîääåðæêà ìíîãîöåíòðîâûõ
êëèíè÷åñêèõ èñïûòàíèé, ÷òî ïîçâîëÿåò ñ áîëüøåé
âåðîÿòíîñòüþ ñîõðàíÿòü êàäðîâûé ñîñòàâ ñèñòå-
ìû çäðàâîîõðàíåíèÿ Ïîëüøè è ïðåäîòâðàùàòü
"óòå÷êó ìîçãîâ" çà ðóáåæ è â äðóãèå ñåêòîðû ýêî-
íîìèêè. Ýòè ìåðû ïðèîáðåëè îñîáåííóþ àêòóàëü-
íîñòü ïîñëå âñòóïëåíèÿ ñòðàíû â ÅÑ è ïîÿâëåíèÿ
ïðîçðà÷íûõ ãðàíèö, ÷òî åùå áîëåå óñèëèëî îòòîê
êâàëèôèöèðîâàííûõ êàäðîâ â áîëåå áîãàòûå ñòðà-
íû Çàïàäíîé Åâðîïû. Òàêæå ê ïðîâåäåíèþ êëè-
íè÷åñêèõ èññëåäîâàíèé â ýòîé ñòðàíå ïðèâëåêà-
åòñÿ ìíîæåñòâî ñðåäíèõ è ìàëûõ êëèíèê – ÷àñò-
íûõ, ãîñóäàðñòâåííûõ è ìóíèöèïàëüíûõ, ðàñïî-
ëîæåííûõ â ðàçëè÷íûõ ðåãèîíàõ. Â ïðîòèâîïî-
ëîæíîñòü ýòîìó, â Ðîññèè â äàííîé ðàáîòå ó÷à-
ñòâóþò, â îñíîâíîì, êðóïíûå êëèíèêè, ðàñïîëî-
æåííûå â áîëüøèõ ãîðîäàõ.

Ó÷àñòèå â êëèíè÷åñêîì èññëåäîâàíèè è ëå÷å-
íèå â îáû÷íûõ óñëîâèÿõ ñâÿçàíû ñ ñîïîñòàâè-
ìûìè ðèñêàìè, õîòÿ ýòè ðèñêè ðàçëè÷àþòñÿ, è
ñðàâíèòü èõ ìåæäó ñîáîé òðóäíî. Õîðîøî ñïëà-
íèðîâàííûå è õîðîøî âûïîëíåííûå ÊÈ – ëó÷øèé
âûáîð ëå÷åíèÿ äëÿ ïàöèåíòîâ, ïîäõîäÿùèõ ïî êðè-
òåðèÿì îòáîðà. Äëÿ ó÷àñòíèêà èññëåäîâàíèÿ èìå-
åòñÿ ðÿä ñóùåñòâåííûõ ïðåèìóùåñòâ ïî ñðàâíå-

íèþ ñî ñòàíäàðòíûìè ìåòîäàìè ëå÷åíèÿ, êîòîðûå
ìîæíî êðàòêî ñôîðìóëèðîâàòü ñëåäóþùèì îáðà-
çîì: äîñòóï ê íîâîìó ìåòîäó ëå÷åíèÿ äî òîãî, êàê
îí áóäåò äîñòóïåí øèðîêîé ïóáëèêå; íàáëþäåíèå
ó êâàëèôèöèðîâàííûõ ñïåöèàëèñòîâ ñîãëàñíî
òùàòåëüíî ñïëàíèðîâàííîìó ïðîòîêîëó è, íàêî-
íåö, âîçìîæíîñòü ïîìî÷ü äðóãèì ëþäÿì, ñòðàäà-
þùèì ñõîäíûì çàáîëåâàíèåì.

ON CLINICAL TRIALS
A.Yu. Stolyarov, A.I. Yaromich

It was noted that while conducting studies on
humans a patient-researcher-doctor relationship were
regulated by the Declaration of Helsinki and all
elaborated recommendations and standards of the
clinical publication practice should strictly conform
to the principles of this Declaration. It was highlighted
that recently there existed a tendency to the
replacement of the main research bases beyond the
bounds of Western Europe, i.e. to the CIS countries,
India and China.  Some measures undertaken by the
government of Poland were defined as an example
of the state policy making.   A leadership of this
country in Eastern Europe in the field of clinical trials
was predetermined by these measures.
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Íå çàáóäüòå ïîäïèñàòüñÿ!
Áþëëåòåíü

«Âîïðîñû îðãàíèçàöèè è èíôîðìàòèçàöèè çäðàâîîõðàíåíèÿ»
— íàèáîëåå ïîëíîå ñïåöèàëèçèðîâàííîå ïåðèîäè÷åñêîå èíôîðìàöèîííîå àíàëèòè÷å-

ñêîå è ðåôåðàòèâíîå èçäàíèå â ðåñïóáëèêå, ïðåäíàçíà÷åííîå   äëÿ ðóêîâîäèòåëåé çäðà-
âîîõðàíåíèÿ âñåõ óðîâíåé. Â áþëëåòåíå ïóáëèêóþòñÿ îáçîðû è ñòàòüè ïî ïðîáëåìàì îá-
ùåñòâåííîãî çäîðîâüÿ è çäðàâîîõðàíåíèÿ, èíôîðìàòèçàöèè çäðàâîîõðàíåíèÿ, ñòàòèñòè÷å-
ñêèå äàííûå î ìåäèêî-äåìîãðàôè÷åñêîé ñèòóàöèè â ðåñïóáëèêå è çà ðóáåæîì, à òàêæå äè-
ðåêòèâíàÿ è íîðìàòèâíàÿ èíôîðìàöèÿ.
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