LIST

of the medicines not recommended for the registration by the Center according to the meeting decision 11-1/20 on November 13, 2020

President

E. Amroyan

International non-
roprietary (generic) names dosage strength & License holder Prescription | Conclusion N &
oprie
Trade name PTOP Y8 . dosage form output form Manufacturer country License holder d
or names of active (packaging) country status date
substances P ging
Daiichi Sankyo E Servier JSC,
. , 15mg; (14/1x14/) in auET Samtyo Burope ervier J , 19480 (000008)
Lixiana edoxaban (edoxaban tosylate) | tablets film-coated blist GmbH, Luitpoldstrasse 1, Germany 125196, Lesnaya Russia R 13.11.2020
ister A1,
85276, Pfaffenhofen str., 7, Moscow
30mg; (14/1x14/) 1 . .
b I'Tg ((28//2X 14//)) 1'n Daiichi Sankyo Europe Servier JSC, 19481 (000008)
ister, in . .
Lixiana edoxaban (edoxaban tosylate) | tablets film-coated ,s ¢ x ] GmbH, Luitpoldstrasse 1, Germany 125196, Lesnaya Russia R
blister, (98/7x14/) in 13.11.2020
. 85276, Pfaffenhofen str., 7, Moscow
blister
60mg; (14/1x14/) i ..
b I'Tg ((28//2X 14//)) 1.n Daiichi Sankyo Europe Servier JSC, 19482 (000008)
Lixiana edoxaban (edoxaban tosylate) | tablets film-coated %s e * ?n GmbH, Luitpoldstrasse 1, Germany 125196, Lesnaya Russia R
blister, (98/7x14/) in 13.11.2020
blist 85276, Pfaffenhofen str., 7, Moscow
ister




Lixiana

edoxaban (edoxaban tosylate)

tablets film-coated

15mg; (14/1x14/) in
blister

SERVIER RUS 1.td,
108828, build.1/1, Sofyino,
vill. Krasnopakhorskoye,
Moscow- packager, quality
control, batch releaser,
Daiichi Sankyo Europe
GmbH, Luitpoldstrasse 1,
85276, Pfaffenhofen,
Germany- bulk
manufacturer

Russia

Servier JSC,
125196, Lesnaya
str., 7, Moscow

Russia

19483 (000008)
13.11.2020

Lixiana

edoxaban (edoxaban tosylate)

tablets film-coated

30mg; (14/1x14/) in

blister, (28/2x14/) in

blister, (98/7x14/) in
blister

SERVIER RUS 1Ltd,
108828, build.1/1, Sofyino,
vill. Krasnopakhorskoye,
Moscow- packager, quality
control, batch releaser,
Daiichi Sankyo Europe
GmbH, Luitpoldstrasse 1,
85276, Pfaffenhofen,
Germany- bulk
manufacturer

Russia

Servier JSC,
125196, Lesnaya
str., 7, Moscow

Russia

19484 (000008)
13.11.2020

Lixiana

edoxaban (edoxaban tosylate)

tablets film-coated

60mg; (14/1x14/) in

blister, (28/2x14/) in

blister, (98/7x14/) in
blister

SERVIER RUS Ltd,
108828, build.1/1, Sofyino,
vill. Krasnopakhorskoye,
Moscow- packager, quality
control, batch releaser,
Daiichi Sankyo Europe
GmbH, Luitpoldstrasse 1,
85276, Pfaffenhofen,
Germany- bulk
manufacturer

Russia

Servier JSC,
125196, Lesnaya
str., 7, Moscow

Russia

19485 (000008)
13.11.2020




