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ʤ. ʿо̭т̌д̛̙я̦, д̥ 

ʿ̬е̚ по̭лед̛̦те 5 ̐од̛̛̦  
̭̻̥ ̛̍л ко̦̭улт̦̌т/лекто̬  
̦̌ ̭лед̛̦те ̴̶̬̥̌̌е̏т̸̛̛̦  
̴̛̛̬̥  
 

AstraZeneca,  

Amgen, 

Actavis  

Bayer 

Merck 

Boehringer Ingelheim 

Servier 

Berlin Chemie 

Sanofi Aventis 

Pfizer 

Gedeon Richter 





Д̛̜̦̌̚ ̦̌ п̬оуч̛̦̏̌ят̌ ̭̬̦̌̏я̛̺̏̌ ̦о̛̏те Оʤˁ 
п̛̬ п̌ц̛е̦т̛ ̭ п̬ед̭̻̬д̦о ̥̻̙де̦е 

• Ш̛̬око̥̺̦̌̌̍о кл̸̛̛̦̦о п̬оу̸̦̏̌е (14000 - 18000) 

(1,4%/̐од̛̹̦о ACTIVE W) 

• ʿ̬о̭ледя̺̏̌о hard endpoint – 450 ̛̭̻̍т̛я 

• ˀ̦̌до̛̛̛̥̬̦̌̚ ̭̬е̺у Warfarin 

• ʪ̏о̜̦о ̭ляпо ̛л̛ п̬о̭пект̛̦̏о, ̬̦̌до̛̛̥̬̦̌̚о, 
от̏о̬е̦о п̬оу̸̦̏̌е ̭̻̭ ̭̌̚лепе̦о̭т по от̦о̹е̛̦е ̦̌ 
к̛̬̜̦̌те то̸к̛ (PROBE) 

• ʫк̛̏̏̌ле̦т̦о̭т (̛л̛ п̬е̵̻̏̚од̭т̏о) 

• Н̌ те̬̌п̛я ̭ ОАˁ ̛л̛ ̍е̚ т̌к̌̏̌ 

• CрADSϮ  ≥ϭ ̛л̛ ≥Ϯ 

• В̬е̥е ̏ те̬̌пе̏т̸̛е̦ ̛̦те̬̏̌л TTR (INR 2-3) п̛̬ 
п̶̛̌е̦т̛те ̦̌ Warfarin = 65% 

• ʿ̬о̭ледя̦̏̌е ̦̌ ̸̛̭̏к̛ п̶̛̌е̦т̛ 

 





ʥ̌̌̚ ̌̚ п̬о̏е̙д̦̌е ̦̌ ̬е̛̭̐т̛̬ п̛̬ 
п̌ц̛е̦т̛ ̭ ʿʺ 

• Ɋɟɝɢɫɬɴɪ – ɫɢɫɬɟɦɧɚ ɤɨɥɟɤɰɢɹ ɨɬ ɞɚɧɧɢ ɫɜɴɪɡɚɧɢ ɫɴɫ 
ɫɩɟɰɢɮɢɱɟɧ ɩɪɨɛɥɟɦ 

• Ɉɝɪɚɧɢɱɟɧɢɹ ɧɚ ɢɧɮɨɪɦɚɰɢɹɬɚ ɩɪɢ ɩɚɰɢɟɧɬɢ ɫ ɉɆ – ɩɚɰɢɟɧɬɫɤɚ 
ɯɚɪɚɤɬɟɪɢɫɬɢɤɚ, ɩɨɜɟɞɟɧɢɟ, ɬɟɪɚɩɢɹ ɢ ɤɥɢɧɢɱɟɧ ɯɨɞ 

– Ƚɥɚɜɧɨ ɨɬ ɩɪɨɜɟɞɟɧɢ ɪɚɧɞɨɦɢɡɢɪɚɧɢ ɤɥɢɧɢɱɧɢ ɩɪɨɭɱɜɚɧɢɹ ɩɪɢ 
ɫɟɥɟɤɬɢɪɚɧɚ ɝɪɭɩɚ ɩɚɰɢɟɧɬɢ 

– Иɧɮɨɪɦɚɰɢɹ ɨɬ ɛɨɥɧɢɱɧɚɬɚ ɞɨɤɭɦɟɧɬɚɰɢɹ ɩɪɢ ɧɚɫɬɴɩɢɥ ɢɫɯɟɦɢɱɟɧ 
ɢɥɢ ɯɟɦɨɪɚɝɢɱɟɧ ɢɧɰɢɞɟɧɬ, ɦɚɥɤɨ ɢɧɮɨɪɦɚɰɢɹ ɩɨ ɨɬɧɨɲɟɧɢɟ ɧɚ 
ɫɬɚɛɢɥɧɢ  ɚɦɛɭɥɚɬɨɪɧɢ ɩɚɰɢɟɧɬɢ 

– Ɉɫɬɚɪɟɥɢ ɞɚɧɧɢ – ɛɴɪɡɚ ɩɪɨɦɹɧɚ ɧɚ ɟɩɢɞɟɦɢɨɥɨɝɢɹɬɚ, 
ɩɨɜɟɞɟɧɢɟɬɨ ɢ ɥɟɱɟɧɢɟɬɨ 

• ɇɭɠɞɚ ɨɬ ɫɴɜɪɟɦɟɧɧɢ ɢ ɪɟɩɪɟɡɟɧɬɚɬɢɜɧɢ ɞɚɧɧɢ, ɧɚɣ-ɞɨɛɪɟ ɤɚɬɨ 
ɱɚɫɬ ɨɬ ɦɭɥɬɢɰɟɧɬɪɨɜɢ ɪɟɝɢɫɬɪɢ ɢɥɢ ɚɞɦɢɧɢɫɬɪɚɬɢɜɧɚ ɛɚɡɚ 
ɞɚɧɧɢ 



15 000 ɩɚɰɢɟɧɬɢ, 46 ɫɬɪɚɧɢ 
ɉɚɪɨɤɫɢɡɦɚɥɧɨ ɉɆ 27%, ɩɟɪɫɢɫɬɢɪɚɳɨ 23%,  

ɩɟɪɦɚɧɟɧɬɧɨ 50%, ɧɨɜɨɞɢɚɝɧɨɫɬɢɰɢɪɚɧɨ 35% 



RE-LY AF 

ˀ̌̚л̛ч̛я ̏ упот̬е̍̌т̌ ̦̌ Оʤˁ 



RE-LY AF 

Ко̦т̬ол ̦̌ INR 



The Global Anticoagulant Registry in the Field 

(GARFIELD) 



GARFIELD 

ʻе̌дек̏̌те̦ INR ко̦т̬ол ̦̌ фо̦̌ ̦̌ те̬̌п̛я ̭ 
VKA 



GARFIELD 

И̦ц̛де̦т̛ по ̬̏е̥е ̦̌ п̻̬̏̌т̌ ̐од̛̦̌ от 
п̬о̭ледя̦̏̌е ̛ ̬̻̏̚к̌ ̭ лече̛̦ето ̛ TTR 



GARFIELD 

Лече̛̦̍ ̬е̛̛̙̥ ̏ ̛̛̭̥̌̏̚о̭т от CHADSVASC 



PREFER in AF 

• Ɇɭɥɬɢɧɚɰɢɨɧɚɥɟɧ, ɦɭɥɬɢ- 
ɰɟɧɬɪɨɜ, ɨɛɫɟɪɜɚɰɢɨɧɟɧ 

ɪɟɝɢɫɬɴɪ 
• Ƚɥɚɜɧɨ ɝɨɥɟɦɢ ɛɨɥɧɢɰɢ 

• ȿɞɧɨɝɨɞɢɲɧɨ 
ɩɪɨɫɥɟɞɹɜɚɧɟ 

• 7243 ɩɚɰɢɟɧɬɢ 



PREFER in AF 

ʤ̦т̛ко̌̐ул̌ц̛я ̭п̬я̥о CHADSVASC п̬ед̛ ̛ 
̭лед ϮϬϭϬ ̐од 



PREFER in AF 

ʻеко̬ект̦̌ упот̬е̍̌ ̦̌ ̦̌т̛т̬о̥̍о̛̦̚ 

̭̬ед̭т̏̌ 



Цɟɥ ɢ ɞɢɡɚɣɧ ɧɚ GLORIA-AF 

Цɟɥ: 

Ⱦɚ ɫɟ ɯɚɪɚɤɬɟɪɢɡɢɪɚ ɩɨɩɭɥɚɰɢɹɬɚ ɨɬ ɩɚɰɢɟɧɬɢ ɫ ɧɨɜɨɞɢɚɝɧɨɫɬɢɰɢɪɚɧɨ 
ɧɟɤɥɚɩɧɨ ɉɆ ɢ ɪɢɫɤɨɜɢ ɮɚɤɬɨɪɢ ɡɚ ɢɧɫɭɥɬ, ɤɚɤɬɨ ɢ ɞɚ ɫɟ ɢɡɫɥɟɞɜɚɬ 
ɦɨɞɟɥɢɬɟ, ɩɪɟɞɢɤɬɨɪɢɬɟ ɢ ɢɡɯɨɞɢɬɟ ɩɪɢ ɪɚɡɥɢɱɧɢɬɟ ɚɧɬɢɬɪɨɦɛɨɡɧɢ 
ɬɟɪɚɩɟɜɬɢɱɧɢ ɫɯɟɦɢ ɡɚ ɩɪɟɜɟɧɰɢɹ ɧɚ ɢɧɫɭɥɬ ɜ ɤɥɢɧɢɱɧɚɬɚ ɩɪɚɤɬɢɤɚ.  
 

Ⱦɢɡɚɣɧ: 

• ɉɪɨɝɪɚɦɚ ɡɚ ɩɪɨɫɩɟɤɬɢɜɧɨ, ɝɥɨɛɚɥɧɨ, ɨɛɡɟɪɜɚɰɢɨɧɧɨ ɩɪɨɭɱɜɚɧɟ ɩɪɢ 56 

000 ɩɚɰɢɟɧɬɢ ɫ ɧɨɜɨɞɢɚɝɧɨɫɬɢɰɢɪɚɧɨ ɉɆ, ɩɪɨɜɟɠɞɚɧɨ ɜ 3 ɮɚɡɢ 

• ɉɨɫɥɟɞɨɜɚɬɟɥɧɨ ɜɤɥɸɱɜɚɧɟ ɧɚ ɩɚɰɢɟɧɬɢ ɫ ɧɨɜɨɞɢɚɝɧɨɫɬɢɰɢɪɚɧɨ (≤ 3 
ɦɟɫɟɰɚ) ɇɄɉɆ ɫ ɧɚɥɢɱɢɟ ɧɚ ≥ 1 ɞɨɩɴɥɧɢɬɟɥɟɧ ɪɢɫɤɨɜ ɮɚɤɬɨɪ ɡɚ ɢɧɫɭɥɬ 
(CHA2DS2-VASc ≥ 1) 

• Ⱦɨ 2 200 ɰɟɧɬɴɪɚ ɜ ɨɤɨɥɨ 50 ɫɬɪɚɧɢ ɜ ɰɹɥ ɫɜɹɬ 
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Ɋɟɝɢɨɧ 2  
ȿɜрɨɩɚ 

(n = 4703) 
 

 

Ɋɟɝɢɨɧ 1  
Аɡɢɹ 

(n = 1957) 
 

 

Ɋɟɝɢɨɧ 3  
ɋɟɜɟрɧɚ 
Аɦɟрɢɤɚ 
(n = 3415) 

Ɋɟɝɢɨɧ 4  
Ʌɚɬɢɧɫɤɚ 
Аɦɟрɢɤɚ 
(n = 476) 

  

Ɋɟɝɢɨɧ 5  
Аɮрɢɤɚ/ 
ɋр. Иɡɬɨɤ 
(n = 124) 

Ɉɛɳɨ 10 675 ɩɚɰɢɟɧɬɢ  
ɫɚ ɜɤɥɸɱɟɧɢ ɜ 
ɦɟɠɞɢɧɧɢɹ ɚɧɚɥɢɡ ɧɚ 
ɮɚɡɚ II (ɜɤɥɸɱɟɧɢ ɨɬ 
ɧɨɟɦɜрɢ 2011 ɞɨ 
ɮɟɜрɭɚрɢ 2014) 

Ɇɟɠɞɢɧɟɧ ɚɧɚɥɢɡ ɧɚ ɮɚɡɚ II ɨɬ GLORIA-AF 

Вɢɞɨɜɟ ɥɟɱɟɛɧɢ ɡɚɜɟɞɟɧɢɹ (% ɩɚɰɢɟɧɬɢ): 
 

ɋɩɟɰɢɚɥɢɡɢɪɚɧɢ ɤɚɛɢɧɟɬɢ: 33,4%; ɍɧɢɜɟɪɫɢɬɟɬɫɤɢ ɛɨɥɧɢɰɢ: 30,8%;  
Ɉɛɳɟɫɬɜɟɧɢ ɛɨɥɧɢɰɢ: 12,6%; ɉɴɪɜɢɱɧɚ ɩɨɦɨɳ: 11,4%; Ⱦɪɭɝɢ: 11,7% 

“Ⱦɪɭɝɢ” ɜɤɥɸɱɜɚ: Иɡɜɴɧɛɨɥɧɢɱɧɢ ɰɟɧɬɪɨɜɟ; Ʉɥɢɧɢɤɢ ɩɨ ɚɧɬɢɤɨɚɝɭɥɚɰɢɹ ɢ ɞɪɭɝɢ 



Ʌɟɱɟɧɢɟ ɫɩɨрɟɞ рɢɫɤɚ (CHA2DS2-VASc) ɜɫɢɱɤɢ 
рɟɝɢɨɧɢ 

19 

CHA2DS2-VASc score missing for one patient. 

‘OtСОr’ inМХuНОs antiplatelets other than ASA and combination of oral anticoagulants. 
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ȼɢɫɨɤ (sМorО ≥ 2)  
Ʌɢɩɫɜɚɳ  

 

0 (0) 

1551 (14.5%) 

9123 (85.5%) 

1 (0.0) 



Аɧɬɢɬрɨɦɛɨɡɧɨ ɥɟɱɟɧɢɟ ɩɨ рɟɝɢɨɧɢ 

“Ⱦɪɭɝɢ” ɜɤɥɸɱɜɚ ɤɨɦɛɢɧɚɰɢɹ ɨɬ ɩɟɪɨɪɚɥɧɢ ɚɧɬɢɤɨɚɝɭɥɚɧɬɢ. 

20 
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Beyer-Westendorf J, et al. Eur Heart J. 2014;35:1888–1896. 





*ACC/AHA/ESC guidelines 2006 

ˀе̌л̛̦те д̛̦̦̌ п̛̬ ʿʺ –  

̬̌̚л̛ч̛я ̭ ̥е̙ду̦̬̌од̛̦те п̬епо̬̻к̛* 

̏ ʥ̻л̛̬̐̌я 
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• ɧɟɢɧɬɟɪɜɟɧɰɢɨɧɚɥɧɨ, ɫɪɟɡɨɜɨ, ɦɧɨɝɨɰɟɧɬɪɨɜɨ ɩɪɨɭɱɜɚɧɟ ɩɪɢ 
ɚɦɛɭɥɚɬɨɪɧɢ ɩɚɰɢɟɧɬɢ ɫ ɧɟɤɥɚɩɧɨ ɩɪɟɞɫɴɪɞɧɨ ɦɴɠɞɟɧɟ, ɥɟɤɭɜɚɧɢ ɫ  
ȼɄȺ  ɫɴɝɥɚɫɧɨ ɪɚɡɪɟɲɟɧɢɬɟ ɩɨɤɚɡɚɧɢɹ ɡɚ ɭɩɨɬɪɟɛɚ ɢ ɦɟɫɬɧɚɬɚ 
ɦɟɞɢɰɢɧɫɤɚ ɩɪɚɤɬɢɤɚ ɡɚ ɩɟɪɢɨɞ >12 ɦɟɫɟɰɚ. 

• Ɉɛɳɨ 1218 ɩɚɰɢɟɧɬɢ ɨɬ 147 ɦɟɞɢɰɢɧɫɤɢ ɩɪɚɤɬɢɤɢ ɫɚ ɜɤɥɸɱɟɧɢ ɨɬ 244 
ɢɡɫɥɟɞɨɜɚɬɟɥɢ – ɫɩɟɰɢɚɥɢɫɬɢ ɤɚɪɞɢɨɥɨɡɢ ɜ ɩɟɪɢɨɞɚ Ɏɟɜɪɭɚɪɢ 2012 – 

Юɧɢ 2012. 
• ɩɟɬ ɩɨɫɥɟɞɨɜɚɬɟɥɧɢ ɩɚɰɢɟɧɬɢ, ɤɨɢɬɨ ɨɬɝɨɜɚɪɹɬ ɧɚ ɜɤɥɸɱɜɚɳɢɬɟ 

ɤɪɢɬɟɪɢɢ ɢ ɞɚ ɞɨɤɭɦɟɧɬɢɪɚ ɩɨɤɚɡɚɬɟɥɢ, ɤɨɢɬɨ ɦɨɝɚɬ ɞɚ ɨɤɚɠɚɬ ɜɥɢɹɧɢɟ 
ɜɴɪɯɭ ɨɩɬɢɦɚɥɧɢɹ ɬɟɪɚɩɟɜɬɢɱɟɧ ɩɨɞɯɨɞ ɢ ɩɪɟɞɫɬɚɜɥɹɜɚɬ 
ɩɪɟɞɢɡɜɢɤɚɬɟɥɫɬɜɨ ɜ ɚɧɬɢɤɨɚɝɭɥɚɧɬɧɨɬɨ ɥɟɱɟɧɢɟ 

• Ɉɫɧɨɜɧɚ ɰɟɥ ɧɚ ɩɪɨɭɱɜɚɧɟɬɨ ɟ ɞɚ ɫɟ ɫɴɛɟɪɚɬ ɞɨɫɬɚɬɴɱɧɨ ɤɨɥɢɱɟɫɬɜɨ 
ɞɚɧɧɢ, ɤɨɢɬɨ ɳɟ ɞɚɞɚɬ ɜɴɡɦɨɠɧɨɫɬ ɡɚ ɨɰɟɧɤɚ ɧɚ ɩɪɟɞɢɡɜɢɤɚɬɟɥɫɬɜɚɬɚ, 
ɫɜɴɪɡɚɧɢ ɫ ɩɪɢɥɨɠɟɧɢɟɬɨ ɧɚ ȼɄȺ ɩɪɢ ɩɚɰɢɟɧɬɢ ɫ ɉɆ ɜ Ȼɴɥɝɚɪɢɹ 





















RE-LY®: ͚йU label͛ analysis 

*Percentages expressed as proportion of total RE-LY® population  
Lip GYH et al. Thromb Haemost 2013;111: doi:10.1160/TH13-09-0734 

Full RE-LY® population 
RE-LY® 

randomization 

D150 
(over-treated) 

n=1780 

D110 
(recommended dose) 

n=1708 

D150 
recommended 

population (71.4%)* 

D110 
recommended 

population (28.6%)* 

Post-hoc pooled population 
‘EU label-simulated dabigatran’ 

vs warfarin 

D110 

D150 

Warfarin 

D110 
(under-treated) 

n=4307 

D150 
(recommended 

dose) 
n=4296 

Warfarin 
n=4324 

Dabigatran 
recommended 

dose 

Warfarin 

≥80 years OR 
HAS-BLED ≥3 
OR verapamil 

<80 years and 
HAS-BLED <3 
OR verapamil 

Warfarin 
n=1698 



RE-LY® EU label compliant analysis: 

 ̬едукц̛я ̦̌ п̛̻̬̏ч̛̦ ̛ ̏то̛̬ч̛̦ к̛̬̜̦̌ цел̛ 
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Lip GYH et al. Thromb Haemost 2013;111: doi:10.1160/TH13-
09-0734 



RE-LY® EU label compliant analysis: ̬едукц̛я ̦̌ 
к̻̬̏е̦е 

40 ICH = intracranial haemorrhage; MBE = major bleeding event 
Lip GYH et al. Thromb Haemost 2013;111: doi:10.1160/TH13-09-0734 
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RE-LY®2–4 >18 000 пациенти 

0,41 

1. www.fda.gov/Drugs/DrugSafety/ucm396470.htm. 
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Ȼɥɚɝɨɩɪɢɹɬɧɢɹɬ ɩɪɨɮɢɥ ɩɨɥɡɚ-ɪɢɫɤ ɧɚ НКЛiРКtrКn 150 mР ɞɜɚ ɩɴɬɢ 
ɞɧɟɜɧɨ ɟ ɩɨɬɜɴɪɞɟɧ ɩɪɢ ɩɪɨɜɟɞɟɧɨ ɨɬ FDA ɧɟɡɚɜɢɫɢɦɨ ɢɡɩɢɬɜɚɧɟ ɫ 
ɭɱɚɫɬɢɟɬɨ ɧɚ > 134 000 ɩɚɰɢɟɧɬɢ 

Medicare1 >134 000 пациенти 

0,86 1,28 
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ȼ ɋȺЩ ɪɚɡɪɟɲɟɧɢɬɟ ɞɨɡɢ daЛiРatran ОtОбilatО ɫɚ 150 mР BID ɢ 75 mР BID ɡɚ ɩрɨɮɢɥɚɤɬɢɤɚ ɧɚ ɢɧɫɭɥɬ ɢ ɫɢɫɬɟɦɟɧ ɟɦɛɨɥɢɡɴɦ ɩрɢ ɜɴɡрɚɫɬɧɢ ɩɚɰɢɟɧɬɢ ɫ ɧɟɤɥɚɩɧɨ ɉɆ. 
Ȼɪɨɹɬ ɧɚ ɯɨɪɢɡɨɧɬɚɥɧɢɬɟ ɞɟɥɟɧɢɹ ɩɨɤɚɡɜɚ ɤɨɟɮɢɰɢɟɧɬɚ ɧɚ ɪɢɫɤɚ ɫɩɪɹɦɨ аКrПКrin 

 

Ⱦɨɤɚɡɚɧɨ ɟ, ɱɟ  ɞɨɡɚɬɚ 110 mР BID, ɩɨɤɚɡɚɧɚ ɩɪɢ ɨɩɪɟɞɟɥɟɧɢ ɩɚɰɢɟɧɬɢ,  
ɟ ɬɨɥɤɨɜɚ ɟɮɢɤɚɫɧɚ, ɤɨɥɤɨɬɨ аКrПКrin ɡɚ ɩɪɨɮɢɥɚɤɬɢɤɚ ɧɚ ɢɧɫɭɥɬ ɢɥɢ ɫɢɫɬɟɦɟɧ ɟɦɛɨɥɢɡɴɦ ɩɪɢ RE-LY®, ɤɨɟɬɨ ɟ 

PROBE (ɩɪɨɫɩɟɤɬɢɜɧɨ, ɪɚɧɞɨɦɢɡɢɪɚɧɨ ɨɬɤɪɢɬɨ ɢɡɩɢɬɜɚɧɟ ɫɴɫ ɫɥɹɩɚ ɨɰɟɧɤɚ ɧɚ ɤɪɚɣɧɢɬɟ ɰɟɥɢ) 
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