PY N2 (Ha EC)

EU/1/25/1990/001

EU/1/25/1990/002

EU/1/25/1990/003

EU/1/25/1990/004

EU/1/25/1990/005

EU/1/25/1990/006

EU/1/25/1990/007

EU/1/25/1990/008

(CBo60aHO M36paHo) nme

Konunuyecrso Ha

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

JlekapcTBeHa MbT Ha

aKTUBHOTO BewecTBo ¢opma
B [O030Ba eanHula
40 mg dunMmmpaHa
Tabnetka
40 mg dunMmmpaHa
Tabnetka
40 mg dunMunpaHa
Tabnetka
80 mg dunMmmpaHa
Tabnetka
80 mg dunmmnpaHa
Tabnetka
80 mg dunmmnpaHa
Tabnetka
80 mg dunmmnpaHa
Tabnetka
80 mg dunMupaHa
Tabnetka

13

BbBeXaaHe

MepopanHo
npunoxeHune

MepopanHo
npunoxeHune

lMepopanHo
npunoxeHue

MepopanHo
npuaoxeHune

MepopanHo
npuaoxXeHune

MepopanHo
npuaoxXeHune

MepopanHo
npunoxeHue

MepopanHo
npuioxeHue

MNbpBHMYHaA onakoBKa

6nucrep
(PVC/PCTFE/anymMunHun) B
onakoBka Tun ,noptdenn®

6nucrep
(PVC/PCTFE/anymMmuHunn)

6nucrep
(PVC/PCTFE/anyMuHuin)

6nucrep
(PVC/PCTFE/anymMunHun) B
onakoska Tun ,noptdenn”

6nucrep
(PVC/PCTFE/anymMmuHunin) B
onakoBka Tun ,noptdenn®

6nucrep
(PVC/PCTFE/anymMuHunin)

6nucrep
(PVC/PCTFE/anyMuHuin)

6nuctep
(PVC/PCTFE/anymMuHunin)

Bua onakoBka

112 TabneTtkn

28 x 1 TabneTtkun
(eanHn4Ha posa)

112 x1 (4 x28x
1) Tabnetkn

(eanHn4YHa posa)
(MynTmMonakoska)

56 Tabnetku

112 TabneTtkun

14 x 1 TabneTtkun
(eanHn4Ha posa)

56 x1 (4 x14 x
1) Tabnetkn
(eavHM4YHa posa)
(mynTnonakoska)

112 x1 (8 x 14 x
1) Tabnetkn

(eanHM4YHa po3a)
(mynTnonakoska)



PY N2 (Ha EC)

EU/1/25/1990/009

EU/1/25/1990/010

EU/1/25/1990/011

EU/1/25/1990/012

EU/1/25/1990/013

EU/1/25/1990/014

EU/1/25/1990/015

EU/1/25/1990/016

(CBo60aHO M36paHo) nme

Konunuyecrso Ha

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

Enzalutamide Accordpharma

JlekapcTBeHa MbT Ha

aKTUBHOTO BewecTBo ¢opma
B [O030Ba eanHula
160 mg dunMmmpaHa
Tabnetka
160 mg dunMmmpaHa
Tabnetka
160 mg dunMmmpaHa
Tabnetka
160 mg dunmmnpaHa
Tabnetka
160 mg dunmmnpaHa
Tabnetka
160 mg dunmmnpaHa
Tabnetka
160 mg dunmmnpaHa
Tabnetka
160 mg dunmmnpaHa
Tabnetka

2/3

BbBeXaaHe

MepopanHo
npunoxeHune

MepopanHo
npunoxeHune

MepopanHo
npuaoxeHune

lMepopanHo
NMpUIoXeHne

MepopanHo
npunoxeHue

MepopanHo
npuaoxXeHune

MepopanHo
npuioxXeHue

MepopanHo
npunoxeHune

MNbpBHMYHaA onakoBKa

6nucrep

(PVC/PCTFE/anymMmuHnn) B
onakoBka Tun ,noptdenn®

6nucrep

(PVC/PCTFE/anymMmuHnn) B
onakoBka Tun ,noptdenn®

6nucrep

(PVC/PCTFE/anymMmuHnn) B
onakoBka Tun ,noptdenn®

6nucrep

(PVC/PCTFE/anymMmuHnn) B
onakoBka Tun ,noptdenn®

6nucrep
(PVC/PCTFE/anyMuHuin)

6nucrep
(PVC/PCTFE/anymMuHunin)

6nucrep
(PVC/PCTFE/anymMuHunin)

6nucrep
(PVC/PCTFE/anymMunHumn)

Bua onakoBka

28 Tabnetku

56 Tabnetku

84 Tabnetku

112 Tabnetku

14 x 1 TabneTkun
(eavMHn4YHa nosa)

28 x1(2x 14 x
1) Tabnetku
(eavMHM4YHa nosa)
(MmynTnonakoBka)

56 x1 (4 x14 x
1) Tabnetkn
(eavHn4Ha posa)
(mynTnonakoBska)

84 x1(6x14x
1) Tabnetkn
(eanHM4YHa po3a)
(mynTnonakoska)



PY N2 (Ha EC) (CBo60oaHO n3bpaHo) nme Koan4yecrsBo Ha JlekapcTBeHa MbT Ha MNbpBHMYHaA onakoBKa Bua onakoBka
AKTUBHOTO Bewecrso ¢opma BbBeXaaHe

B A030Ba eAnHuULIA

EU/1/25/1990/017 Enzalutamide Accordpharma 160 mg dunnMmnpaHa MepopanHo 6nucrep 112 x1(8x 14 x
Tabnetka npunoxexnne (PVC/PCTFE/anyMunHuin) 1) Tabnetkn

(eavHM4YHa posa)

(MynTmMonakoska)
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