Registracija

Rikojuma Nr.2-20/10 pielikums Nr.1

concentrate for solution
for infusion

Powder for concentrate
for solution for infusion,
2.5 mg/ml
Bendamustine Sandoz
2,5 mg/ml pulveris
infiiziju Skiduma
koncentrata
pagatavoSanai

Pulveris infuziju $kiduma
koncentrata
pagatavos$anai, 2,5 mg/ml

Cabemet 50
micrograms/0.5 mg/g
ointment

Ointment, 50
micrograms/0.5 mg/g
Cabemet 50
mikrogrami/0,5 mg/g
ziede

Ziede, 50 mikrogrami/0,5
mg/g

Calcipotriolum,
Betamethasonum

25 mg Stikla flakons  Slovénija
N1, N5, N10, N20

120 ¢ Sandoz antipsoriatisks
Aluminija/epoksifeno Pharmaceuticals d.d., lidzeklis
la tiibina N1 Slovénija

609

Aluminija/epoksifeno

la tobina N1

15¢

Aluminija/epoksifeno

la tobina N1

3049

Aluminija/epoksifeno

la tiibina N1

D05AX52 16-0011

Co o o Izplati-
Zalu nosaukums, forma Starptautiskais Informacija par Reglftrf_lcuas Farmakotera- Reg_l_stra- _ Sanas
N.p.k. . . . apliecibas e 1 - ATK kods | cijas Procediiras numurs -
un dozéjums nosaukums iepakojumu e peitiska grupa nosaci-
1pasnieks, valsts numurs Lo
jumi
1 2 3 4 5 6 7 8 9 10
1 Bendamustine Sandoz ~ Bendamustini 100 mg Stikla flakons Sandoz onkologisks LO1AAQ9 16-0010 DK/H/2344/001/E/Q0 Pr.
2.5 mg/ml powder for hydrochloridum N1, N5 Pharmaceuticals d.d., lidzeklis 1

NL/H/3441/001 Pr.




Registracija

Rikojuma Nr.2-20/10 pielikums Nr.1

I I 2 I 3 4 I 5 | 6 | 7 [ 8 | 9 | 10 |
3 Mitomycin medac 1 Mitomycinum 10 mg Stikla flakons Medac Gesellschaft onkologisks L01DCO03 16-0012 DE/H/3943/001/DC Pr.
mg/ml powder for N1, N5, N10 fur klinische l1dzeklis
solution for 40 mg Stikla flakons  Spezialpraparate citotoksisks
injection/infusion or N1, N5, N10 mbH, Vacija antibiotisks 11dzeklis
intravesical use 20 mg Stikla flakons
Powder for solution for N1, N5, N10
injection/infusion or 2 mg Stikla flakons
intravesical use, 1 mg/ml N1, N5, N10
Mitomycin medac 1
mg/ml pulveris
injekciju/infuziju
Skiduma pagatavoSanai
vai intravezikali
lietojama Skiduma
pagatavoSanai
Pulveris injekciju/infuziju
Skiduma pagatavosanai
vai intravezikali lietojama
Skiduma pagatavosanai, 1
mg/ml
4 Mitomycin medac 20 mg Mitomycinum Stikla flakons, PVH  Medac Gesellschaft —onkologisks LO1DCO3 16-0013 DE/H/3942/001/DC Pr.
powder and solvent for maiss, katetri N1, N4, fiir klinische lidzeklis

intravesical solution
Powder and solvent for
intravesical solution, 20
mg

Mitomycin medac 20 mg
intravezikali lietojama
skiduma pagatavosanai
Pulveris un skidinatajs
intravezikali lietojama
Skiduma pagatavosanai,
20 mg

N5, N6 Spezialpraparate

mbH, Vacija

citotoksisks
antibiotisks 11dzeklis



Registracija

Rikojuma Nr.2-20/10 pielikums Nr.1
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6

7 | 8

9

10

5

Mitomycin medac 40 mg Mitomycinum
powder and solvent for
intravesical solution
Powder and solvent for
intravesical solution, 40
mg

Mitomycin medac 40 mg
intravezikali lietojama
Skiduma pagatavoSanai
Pulveris un s$kidinatajs
intravezikali lietojama
Skiduma pagatavosanai,
40 mg

Pemetrexed Teva 500 Pemetrexedum
mg powder for
concentrate for solution
for infusion

Powder for concentrate
for solution for infusion,
500 mg

Pemetrexed Teva 500
mg pulveris infiiziju
Skiduma koncentrata
pagatavosanai

Pulveris infuziju $kiduma
koncentrata
pagatavoSanai, 500 mg

Stikla flakons, PVH  Medac Gesellschaft

maiss, katetri N1, N4, fiur klinische

N5 Spezialpraparate
mbH, Vacija

Stikla flakons N1 Teva B.V.,

Niderlande

onkologisks
Iidzeklis

citotoksisks
antibiotisks lidzeklis

onkologisks
lidzeklis

LO1DCO03 16-0014 DE/H/3941/001/DC Pr.

LO1BAO4 16-0015

DE/H/5019/002

Pr.



Registracija

Rikojuma Nr.2-20/10 pielikums Nr.1
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Z

Pemetrexed Teva 1000
mg powder for
concentrate for solution
for infusion

Powder for concentrate
for solution for infusion,
1000 mg

Pemetrexed Teva 1000
mg pulveris infuiziju
Skiduma koncentrata
pagatavoSanai

Pulveris infuziju $kiduma
koncentrata
pagatavosanai, 1000 mg

Dizirel 60 mg modified- Gliclazidum
release tablets

Modified-release tablets,

60 mg

Dizirel 60 mg ilgstosas

darbibas tabletes

Ilgstosas darbibas tabletes,

60 mg

Oxidraxib 60 mg film-  Etoricoxibum
coated tablets

Film-coated tablets, 60

mg

Oxidraxib 60 mg

apvalkotas tabletes

Apvalkotas tabletes, 60

mg

Pemetrexedum

Stikla flakons N1

PVH/AI blisteris N10,

N30, N60, N90,
N100, N180
PVH/Aclar/Al
blisteris N10, N30,
N60, N90, N100,
N180

OPA/AI/PVH/AI
blisteris N2, N5, N7,
N10, N14, N20, N28,
N30, N49, N50, N84,
N98, N100, N98
(2x49)
OPAJ/AI/PVH/AI
vienas devas blisteris
N5 (5 x 1), N50 (50 x
1), N100 (100 x 1)

Teva B.V.,
Niderlande

onkologisks
Iidzeklis

Sandoz d.d.,
Slovénija

PharmaSwiss Ceska nesteroidie

republika s.r.o., pretiekaisuma un

Cehija pretreimatisma
lidzekli

LO1BAO4 16-0016

pretdiabéta lidzeklis A10BB09 16-0017

MO1AHO5 16-0018

DE/H/5019/003 Pr.

NL/H/3384/001 Pr.

NL/H/3267/001 Pr.



Registracija

Rikojuma Nr.2-20/10 pielikums Nr.1

| 1 | 2 | 3 4 | 5 | 6 | 7 | 8 ] 9 | 10 |
10 Oxidraxib 90 mg film-  Etoricoxibum OPA/AI/PVH/AI PharmaSwiss Ceska nesteroidie MO1AHO05 16-0019 NL/H/3267/002 Pr.
coated tablets vienas devas blisteris republika s.r.o., pretiekaisuma un
Film-coated tablets, 90 N5 (5 x 1), N50 (50 x Cehija pretreimatisma
mg 1), N100 (100 x 1) lidzekli
Oxidraxib 90 mg OPA/AI/PVH/AI
apvalkotas tabletes blisteris N2, N5, N7,
Apvalkotas tabletes, 90 N10, N14, N20, N28,
mg N30, N49, N50, N84,
N98, N100, N98
(2x49)
11 Oxidraxib 120 mg film-  Etoricoxibum OPA/AI/PVH/AI PharmaSwiss Ceska nesteroidie MO1AH05 16-0020 NL/H/3267/003 Pr.
coated tablets blisteris N2, N5, N7, republika s.r.o., pretiekaisuma un
Film-coated tablets, 120 N10, N14, N20, N28, Cehija pretreimatisma
mg N30, N49, N50, N84, lidzekli
Oxidraxib 120 mg N98, N100, N98
apvalkotas tabletes (2x49)
Apvalkotas tabletes, 120 OPA/AI/PVH/AI
mg vienas devas blisteris
N5 (5 x 1), N50 (50 x
1), N100 (100 x 1)
12 Plecard 25 mg film- Eplerenonum PVH/AI blisteris N10, Sandoz d.d., aldosterona CO3DA04 16-0021 CZ/H/0383/001/E/00 Pr.

coated tablets
Film-coated tablets, 25
mg

Plecard 25 mg
apvalkotas tabletes
Apvalkotas tabletes, 25
mg

N14, N20, N28, N30, Sloveénija
N50, N56, N60, N84,
N90, N98, N100, N10
(10x1), N14 (14x1),
N20 (20x1), N28
(28x1), N30 (30x1),
N50 (50x1), N56
(56x1), N60 (60x1),
N84 (84x1), N90
(90x1), N98 (98x1),
N100 (100x1)

antagonists

1



Registracija

Rikojuma Nr.2-20/10 pielikums Nr.1
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14

Plecard 50 mg film-
coated tablets
Film-coated tablets, 50
mg

Plecard 50 mg
apvalkotas tabletes
Apvalkotas tabletes, 50
mg

Cinacalcet Teva 30 mg
film-coated tablets
Film-coated tablets, 30
mg

Cinacalcet Teva 30 mg
apvalkotas tabletes
Apvalkotas tabletes, 30
mg

Eplerenonum

Cinacalcetum

PVH/AI blisteris N10, Sandoz d.d.,
N14, N20, N28, N30, Slovénija
N50, N56, N60, N84,

N90, N98, N100, N10

(10x1), N14 (14x1),

N20 (20x1), N28

(28x1), N30 (30x1),

N50 (50x1), N56

(56x1), N60 (60x1),

N84 (84x1), N9O

(90x1), N98 (98x1),

N100 (100x1)

ABPE pudelite N30
PVH/Aclar/PVH/AI
blisteris N14, N14
(14x1), N28, N28
(28x1), N30, N30
(30x1), N84, N84
(84x1)
PVH/Aclar/PVDH/P
VH/AI blisteris N14,
N14 (14x1), N28,
N28 (28x1), N30,
N30 (30x1), N84,
N84 (84x1)

Teva B.V.,
Niderlande

aldosterona
antagonists

antiparatireoidais
lidzeklis

CO3DA04 16-0022

HO5BX01 16-0023

CZ/H/0383/002/E/00 Pr.
1

DE/H/4202/001 Pr.



Registracija

Rikojuma Nr.2-20/10 pielikums Nr.1

I I 2 I 3 4 I 5 I 6 | 7 | 8 |1 9 | 10 |
15 Cinacalcet Teva60 mg Cinacalcetum PVH/Aclar/PVH/AlI  TevaB.V., antiparatireoidais ~ HO5BX01 16-0024 DE/H/4202/002 Pr.
film-coated tablets blisteris N14, N14 Niderlande lidzeklis
Film-coated tablets, 60 (14x1), N28, N28
mg (28x1), N30, N30
Cinacalcet Teva 60 mg (30x1), N84, N84
apvalkotas tabletes (84x1)
Apvalkotas tabletes, 60 ABPE pudelite N30
mg PVH/Aclar/PVDH/P
VH/AI blisteris N14,
N14 (14x1), N28,
N28 (28x1), N30,
N30 (30x1), N84,
N84 (84x1)
16 Cinacalcet Teva90 mg Cinacalcetum ABPE pudelite N30  Teva B.V., antiparatireoidais ~ HO5BX01 16-0025 DE/H/4202/003 Pr.
film-coated tablets PVH/Aclar/PVH/AI  Niderlande lidzeklis
Film-coated tablets, 90 blisteris N14, N14
mg (14x1), N28, N28
Cinacalcet Teva 90 mg (28x1), N30, N30
apvalkotas tabletes (30x1), N84, N84
Apvalkotas tabletes, 90 (84x1)
mg PVH/Aclar/PVDH/P
VH/AI blisteris N14,
N14 (14x1), N28,
N28 (28x1), N30,
N30 (30x1), N84,
N84 (84x1)
17 Coltowan 10 mg tablets Ezetimibum PVH/PE/PVDH/PE/P Gedeon Richter Plc., hipolipidémizgjoss C10AX09 16-0026 DK/H/2444/001 Pr.

Tablets, 10 mg
Coltowan 10 mg tabletes
Tabletes, 10 mg

VH/AI blisteris N30  Ungarija

I1idzeklis



Registracija

Rikojuma Nr.2-20/10 pielikums Nr.1

Lt | 2 I 3 I 4 I 5 I 6 | 7 | 8 |1 9 | 10 |
18 Gliclada 90 mg modified- Gliclazidum OPA/AI/PVH/AI KRKA, d.d., Novo  pretdiabéta Iidzeklis A10BB09 16-0027 DE/H/0892/003 Pr.
release tablets blisteris N10, N20,  mesto, Slovénija
Modified-release tablets, N30, N60, N90
90 mg
Gliclada 90 mg ilgstosas
darbibas tabletes
Ilgstosas darbibas tabletes,
90 mg
19 Perindopril/Indapamide Perindoprili argininum, OPA/AI/PVH/AI Actavis Group PTC  AKE inhibitors, C09BA04 16-0028 SE/H/1426/001 Pr.
Actavis 2.5 mg/0.625 mg Indapamidum blisteris N30, N60,  ehf, Islande diurétisks lidzeklis
film-coated tablets hemihydricum N90, N100
Film-coated tablets, 2.5 ABPE pudelite N30,
mg/0.625 mg N60, N90, N100
Perindopril/Indapamide
Actavis 2,5 mg/0,625 mg
apvalkotas tabletes
Apvalkotas tabletes, 2,5
mg/0,625 mg
20 Perindopril/Indapamide Perindoprili argininum, OPA/AI/PVH/AI Actavis Group PTC  AKE inhibitors, C09BA04 16-0029 SE/H/1426/002 Pr.
Actavis 5 mg/1.25 mg Indapamidum blisteris N30, N60,  ehf., Islande diurétisks lidzeklis
film-coated tablets hemihydricum N90, N100
Film-coated tablets, 5 ABPE pudelite N30,

mg/1.25 mg
Perindopril/Indapamide
Actavis 5 mg/1,25 mg
apvalkotas tabletes
Apvalkotas tabletes, 5
mg/1,25 mg

N60, N90, N100



Registracija

Rikojuma Nr.2-20/10 pielikums Nr.1

I I 2 I 3 4 I 5 I 6 | 7 [ 8 | 9 | 10 |
21 Perindopril/Indapamide Perindoprili argininum, OPA/AI/PVH/AI Actavis Group PTC  AKE inhibitors, C09BA04 16-0030 SE/H/1426/003 Pr.
Actavis 10 mg/2.5 mg Indapamidum blisteris N30, N60O, ehf,, Islande diurétisks lidzeklis
film-coated tablets hemihydricum N90, N100
Film-coated tablets, 10 ABPE pudelite N30,

mg/2.5 mg
Perindopril/Indapamide
Actavis 10 mg/2,5 mg
apvalkotas tabletes
Apvalkotas tabletes, 10
mg/2,5 mg

ZV A Humano zalu
registracijas komisijas
priekssedetajs profesors
J.Pokrotnieks

N60, N90, N100



