
Óâàæàåìè êîëåãè,  
Õèïåðëèíê îò ñâîáîäíî èçáðàíîòî èìå è ÀÒÑ êîäà ùå Âè ïðåäñòàâè ðàçðåøåíèòå èíäèêàöèè è  
ïðèíàäëåæíîñòòà êúì Àíàòîìî-òåðàïåâòèêî-õèìè÷íàòà êëàñèôèêàöèÿ íà ñúîòâåòíèÿ  
ëåêàðñòâåí ïðîäóêò.  
 
A. Ðàçðåøåíè çà óïîòðåáà ëåêàðñòâåíè ïðîäóêòè, ïî öåíòðàëèçèðàíà ïðîöåäóðà íà ÅÑ  
ñúãëàñíî êîíñîëèäèðàíà Äèðåêòèâà 2001/83/ÅÑ, çà ïåðèîäà 01.11-.2009 - 30.11.2009 ã. 
 

Ñâîáîäíî èçáðàíî  
èìå è ëåêàðñòâåíà  
ôîðìà 

Ìåæäóíàðîäíî 
íåïàòåíòíî 
íàèìåíîâàíèå íà 
àêòèâíîòî/òå 
âåùåñòâî/à 

ÀÒÑ êîä Ïðèòåæàòå
ë íà ÐÓ 
 

Íà÷èí 
íà 
îòïóñêàíå 

Äàòà íà 
ðåøåíèåòî 
¹ Åâðîïåéñêàòà 
êîìèñèÿ 

Copalia HCT 
5 mg/160 mg/12.5 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 
98; x 280; 56 x 1; 98 x 1; 280 
x 1; 280 x 1 (4 x 70); 280 (20 x 
14) òàáëåòêè 

Àìëîäèïèíîâ 
áåçèëàò/Âàëñàðòàí/ 
Õèäðîõëîðòèàçèä  
Amlodipine besylate / 
Valsartan / 
Hydrochlorothiazide 

C09DX01 Novartis 
Europharm 
Limited 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/575/001-012 
04.11.2009 
 
 

Copalia HCT 
10 mg/160 mg/12.5 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 
98; x 280; 56 x 1; 98 x 1; 280 
x 1; 280 x 1 (4 x 70) ; 280 (20 
x 14) òàáëåòêè 

    EU/1/09/575/013-024 
04.11.2009 
 
 

Copalia HCT 
10 mg/160 mg/25 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 
98; x 280; 56 x 1; 98 x 1; 280 
x 1; 280 x 1 (4 x 70); 280 (20 x 
14) òàáëåòêè 

    EU/1/09/575/037-048 
04.11.2009 
 
 

Copalia HCT 
10 mg/320 mg/25 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 
98; x 280; 56 x 1; 98 x 1; 280 
x 1; 280 x 1 (4 x 70); 280 (20 x 
14) òàáëåòêè 

    EU/1/09/575/049-060 
04.11.2009 
 
 

Copalia HCT 
5 mg/160 mg/25 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 
98; x 280; 56 x 1; 98 x 1; 280 
x 280 x 1 (4 x 70); 280 (20 x 
14) òàáëåòêè 

    EU/1/09/575/025-036 
04.11.2009 
 
 

 
 



Dafiro HCT 
10 mg/160 mg/12.5 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 98; x 
280; 56 x 1; 98 x 1; 280 x 1; 280 
x 1 (4 x 70) ; 280 (20 x 14) 
òàáëåòêè 

 C09DX01   EU/1/09/574/013-024 
04.11.2009 
 
 

Dafiro HCT 
10 mg/160 mg/25 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 
98; x 280; 56 x 1; 98 x 1; 280 
x 1; 280 x 1 (4 x 70); 280 (20 x 
14) òàáëåòêè 

    EU/1/09/574/037-048 
04.11.2009 
 
 

Dafiro HCT 
10 mg/320 mg/25 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 
98; x 280; 56 x 1; 98 x 1; 280 
x 1; 280 x 1 (4 x 70); 280 (20 x 
14) òàáëåòêè 

    EU/1/09/574/049-060 
04.11.2009 
 
 

Dafiro HCT 
5 mg/160 mg/12.5 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 
98; x 280; 56 x 1; 98 x 1; 280 
x 1; 280 x 1 (4 x 70); 280 (20 x 
14) òàáëåòêè 

Àìëîäèïèíîâ 
áåçèëàò/Âàëñàðòàí/ 
Õèäðîõëîðòèàçèä  
Amlodipine besylate / 
Valsartan / 
Hydrochlorothiazide 

C09DX01 Novartis 
Europharm 
Limited 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/574/001-012 
04.11.2009 
 
 

Dafiro HCT 
5 mg/160 mg/25 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/PVDC) x 14; x 
28; x 30; x 50; x 56; x 90; x 
98; x 280; 56 x 1; 98 x 1; 280 
x 280 x 1 (4 x 70); 280 (20 x 
14) òàáëåòêè 

    EU/1/09/574/025-036 
04.11.2009 
 
 

Hirobriz Breezhaler 150 μg 
ïðàõ çà èíõàëàöèÿ, òâúðäà 
êàïñóëà - â áëèñòåð 
(PA/alu/PVC) x 10 êàïñóëè + 
1 èíõàëàòîð; x 30 êàïñóëè + 
1 èíõàëàòîð; 2 x (30 êàïñóëè 
+ 1 èíõàëàòîð); 3 x (30 
êàïñóëè + 1 èíõàëàòîð); 30 x 
(10 êàïñóëè + 1 èíõàëàòîð) 

Èíäàêàòåðîë 
Indacaterol 

íå å 
îïðåäåëåí 

Novartis 
Europharm 
Limited 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/594/001-005 
30.11.2009 
 
 
 
 

Hirobriz Breezhaler 300 μg 
ïðàõ çà èíõàëàöèÿ, òâúðäà 
êàïñóëà - â áëèñòåð 
(PA/alu/PVC) x 10 êàïñóëè + 1 
èíõàëàòîð; x 30 êàïñóëè + 1 
èíõàëàòîð; 2 x (30 êàïñóëè + 1 
èíõàëàòîð); 3 x (30 êàïñóëè + 1 
èíõàëàòîð); 30 x (10 êàïñóëè + 
1 èíõàëàòîð) 

    EU/1/09/594/006-010 
30.11.2009 
 
 
 
 



 
Irbesartan / 
Hydrochlorotiazide Teva 
150 mg/12.5 mg ôèëìèðàíè 
òàáëåòêè – â áëèñòåð 
(PVC/PVDC/alu) õ 7; x 14; x 
15; õ 20; x 28; x 30; x 56; x 60 
x 90; x 98; x 100; 50 x 1 
òàáëåòêè (åäíîäîçîâ 
áëèñòåð) 

Èðáåñàðòàí/ 
Õèäðîõëîðîòèàçèä 
Irbesartan/ 
Hydrochlorothiazide 

C09DA04 Teva 
Pharma B.V 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/583/001-012 
26.11.2009 
 
 
 
 

Irbesartan / 
Hydrochlorothiazide Teva 
150 mg/12.5 mg ôèëìèðàíè 
òàáëåòêè – â áëèñòåð 
(alu/alu) õ 7; x 14; x 15, õ 20; x 
28; x 30; x 56; x 60 x 90; x 98; 
x 100; 50 x 1 òàáëåòêè 
(åäíîäîçîâ áëèñòåð) 

  Teva 
Pharma B.V 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/583/013-024 
26.11.2009 
 
 
 
 

Irbesartan / 
Hydrochlorothiazide Teva 
300 mg/12.5 mg ôèëìèðàíè 
òàáëåòêè – â áëèñòåð 
(PVC/PVDC/alu) õ 7; x 14; x 
15; õ 20; x 28; x 30; x 56; x 60 
x 90; x 98; x 100; 50 x 1 
òàáëåòêè (åäíîäîçîâ 
áëèñòåð) 

  Teva 
Pharma B.V 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/583/025-036 
26.11.2009 
 
 
 
 

Irbesartan / 
Hydrochlorothiazide Teva 
300 mg/12.5 mg ôèëìèðàíè 
òàáëåòêè – â áëèñòåð 
(alu/alu) õ 7; x 14; x 15; õ 20; x 
28; x 30; x 56; x 60 x 90; x 98; 
x 100; 50 x 1 òàáëåòêè 
(åäíîäîçîâ áëèñòåð) 

  Teva 
Pharma B.V 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/583/037-048 
26.11.2009 
 
 
 
 

Irbesartan / 
Hydrochlorothiazide Teva 
300 mg/25 mg ôèëìèðàíè 
òàáëåòêè – â áëèñòåð 
(PVC/PVDC/alu) õ 7; x 14; x 
15; õ 20; x 28; x 30; x 56; x 60 
x 90; x 98; x 100; 50 x 1 
òàáëåòêè (åäíîäîçîâ 
áëèñòåð) 

  Teva 
Pharma B.V 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/583/049-060 
26.11.2009 
 
 
 
 

Irbesartan / 
Hydrochlorothiazide Teva 
300 mg/25 mg ôèëìèðàíè 
òàáëåòêè – â áëèñòåð 
(alu/alu) õ 7; x 14; x 15; õ 20; x 
28; x 30; x 56; x 60 x 90; x 98; 
x 100; 50 x 1 òàáëåòêè 
(åäíîäîçîâ áëèñòåð) 

  Teva 
Pharma B.V 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/583/061-072 
26.11.2009 
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Multaq 400 mg ôèëìèðàíè 
òàáëåòêè – â áëèñòåð 
(PVC/alu) x 20; x 50; x 60; 100 
x 1 òàáëåòêè  

Äðîíåäàðîí 
Dronedarone 

íå å 
îïðåäåëåí 

Sanofi-
Aventis 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/591/001-004 
26.11.2009 
 

Nevirapine Teva 200 mg 
òàáëåòêè - â áëèñòåð 
(PVC/PE/PVdC/alu) x 60; x 
120 òàáëåòêè 
Nevirapine Teva 200 mg  
òàáëåòêè - â áëèñòåð 
(OPA/alu/PVC/alu) x 60; x 120 
òàáëåòêè 

Íåâèðàïèí 
Nevirapine 
 

J05AG01 Teva 
Pharma B.V 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/598/001-002 
30.11.2009 
 
 
EU/1/09/598/003-004 
30.11.2009 
 

Onbrez Breezhaler 150 μg 
ïðàõ çà èíõàëàöèÿ, òâúðäà 
êàïñóëà - â áëèñòåð 
(PA/alu/PVC) x 10 êàïñóëè + 
1 èíõàëàòîð; x 30 êàïñóëè + 
1 èíõàëàòîð; 2 x (30 êàïñóëè 
+ 1 èíõàëàòîð); 3 x (30 
êàïñóëè + 1 èíõàëàòîð); 30 x 
(10 êàïñóëè + 1 èíõàëàòîð) 

Èíäàêàòåðîë 
Indacaterol 

íå å 
îïðåäåëåí 

Novartis 
Europharm 
Limited 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/593/001-005 
30.11.2009 
 
 
 
 

Onbrez Breezhaler 300 μg 
ïðàõ çà èíõàëàöèÿ, òâúðäà 
êàïñóëà - â áëèñòåð 
(PA/alu/PVC) x 10 êàïñóëè + 
1 èíõàëàòîð; x 30 êàïñóëè + 
1 èíõàëàòîð; 2 x (30 êàïñóëè 
+ 1 èíõàëàòîð); 3 x (30 
êàïñóëè + 1 èíõàëàòîð); 30 x 
(10 êàïñóëè + 1 èíõàëàòîð) 

    EU/1/09/593/006-010 
30.11.2009 
 
 
 
 

Oslif Breezhaler 
150 μg ïðàõ çà èíõàëàöèÿ, 
òâúðäà êàïñóëà - â áëèñòåð 
(PA/alu/PVC) x 10 êàïñóëè + 
1 èíõàëàòîð; x 30 êàïñóëè + 
1 èíõàëàòîð; 2 x (30 êàïñóëè 
+ 1 èíõàëàòîð); 3 x (30 
êàïñóëè + 1 èíõàëàòîð); 30 x 
(10 êàïñóëè + 1 èíõàëàòîð) 

Èíäàêàòåðîë 
Indacaterol 

íå å 
îïðåäåëåí 

Novartis 
Europharm 
Limited 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/586/001-005 
30.11.2009 
 
 
 
 

Oslif Breezhaler 
300 μg ïðàõ çà èíõàëàöèÿ, 
òâúðäà êàïñóëà - â áëèñòåð 
(PA/alu/PVC) x 10 êàïñóëè + 
1 èíõàëàòîð; x 30 êàïñóëè + 
1 èíõàëàòîð; 2 x (30 êàïñóëè 
+ 1 èíõàëàòîð); 3 x (30 
êàïñóëè + 1 èíõàëàòîð); 30 x 
(10 êàïñóëè + 1 èíõàëàòîð) 

    EU/1/09/586/006-010 
30.11.2009 
 
 
 
 

Repaglinide Krka 0,5 mg 
òàáëåòêè - â áëèñòåð 
(OPA/Al/PVC - Al) x 30; x 60; x 
90; x 120; x 270; õ 360 
òàáëåòêè 

Ðåïàãëèíèä 
Repaglinide 

A10BX02 KRKA, d. d., 
Novo mesto

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/579/001-006 
04.11.2009 
 

Repaglinide Krka 1 mg 
òàáëåòêè - â áëèñòåð 
(OPA/Al/PVC - Al) x 30; x 60; x 
90; x 120; x 270; õ 360 òàáëåòêè 

    EU/1/09/579/007-012 
04.11.2009 
 



Repaglinide Krka 2 mg 
òàáëåòêè - â áëèñòåð 
(OPA/Al/PVC - Al) x 30; x 60; x 
90; x 120; x 270; õ 360 
òàáëåòêè 

    EU/1/09/579/013-018 
04.11.2009 
 

Sildenafil Teva 25 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/alu) x 1; x 2; x 
4; x 8; x 12; 10 x 1 òàáëåòêè 
Sildenafil Teva 50 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/alu) x 1; x 2; x 
4; x 8; x 12; 10 x 1 òàáëåòêè 
Sildenafil Teva 100 mg 
ôèëìèðàíè òàáëåòêè - â 
áëèñòåð (PVC/alu) x 1; x 2; x 
4; x 8; x 12; 10 x 1 òàáëåòêè 

Ñèëäåíàôèë 
Sildenafil  

G04BE03 Teva 
Pharma B.V 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/584/001-006 
30.11.2009 
 
 
EU/1/09/584/007-012 
30.11.2009 
 
 
EU/1/09/584/013-018 
30.11.2009 
 

Zutectra 500 IU 
èíæåêöèîíåí ðàçòâîð - â 
ïðåäâàðèòåëíî íàïúëíåíà 
ñïðèíöîâêà 1 ml x 5  

×îâåøêè 
èìóíîãëîáóëèí 
ñðåùó õåïàòèò B  
Human Hepatitis B 
Immunoglobulin 

J06BB04 Biotest 
Pharma 
GmbH 

ïî ëåêàðñêî 
ïðåäïèñàíèå 

EU/1/09/600/001- 
30.11.2009 
 

 


	Irbesartan / Hydrochlorotiazide Teva
	J05AG01

