Registracija

Rikojuma Nr.2-20/100 pielikums Nr.1

Bjorgeina 50 mg
apvalkotas tabletes
Apvalkotas tabletes, 50
mg

Bjorgeina 150 mg film-  Bicalutamidum
coated tablets

Film-coated tablets, 150

mg

Bjorgeina 150 mg

apvalkotas tabletes

Apvalkotas tabletes, 150

mg

Kvine 50 mg prolonged- Quetiapinum
release tablets

Prolonged-release tablets,

50 mg

Kvine 50 mg ilgstosas

darbibas tabletes

Ilgstosas darbibas tabletes,

50 mg

N98, N100
PVH/AI blisteris N10,
N14, N28, N30, N40,
N50, N56, N84, N90,
N98, N100

PVH/AI blisteris N10, Actavis Group PTC
N14, N28, N30, N40, ehf, Islande

N50, N56, N84, N90,

N98, N100

ABPE pudele N10,

N14, N28, N30, N40,

N50, N56, N84, N90,

N98, N100
PVH/Aclar/Al Teva Pharma B.V.,
blisteris N10, N20, Niderlande

N30, N50, N60, N90,
N100

PVH/Aclar/Al
kalendarais blisteris
N56

PVH/Aclar/Al
perforéts vienas devas
blisteris N10 (10x1),
N30 (30x1), N60
(60x1)

ABPE pudele N60

onkologisks lidzeklis L0O2BB03

antiandrogéns
lidzeklis

antipsihotisks
Iidzeklis

NO5AH04 14-0260

14-0259

(oo e co o Izplati-
Zalu nosaukums, forma Starptautiskais Informacija par -Re;glstr_aclga§ Farmakotera- Reg_l_stra- _ Sanas
N.p.k. . . ;i apliectbas IpaSnieks, et o ATK kods cijas Procediiras numurs _
un dozéjums nosaukums iepakojumu peitiska grupa nosaci-
valsts numurs M
jumi
1 2 3 4 5 6 7 8 9 10
1 Bjorgeina 50 mg film- Bicalutamidum ABPE pudele N10,  Actavis Group PTC  onkologisks lidzeklis L02BB03  14-0258  SE/H/1379/001/DC  Pr.
coated tablets N14, N28, N30, N40, ehf,, Islande antiandrogéns
Film-coated tablets, 50 mg N50, N56, N84, N90, lidzeklis

SE/H/1379/002/DC  Pr.

UK/H/5488/001/DC Pr.




Registracija

Rikojuma Nr.2-20/100 pielikums Nr.1

[ 1 | 2 | 3 4 | 5 | 6 [ 7 | 8 | 9 [ 10 |
4 Kvine 150 mg prolonged- Quetiapinum PVH/Aclar/Al Teva Pharma B.V.,  antipsihotisks NO5AH04 14-0261  UK/H/5488/002/DC  Pr.
release tablets perforéts vienas devas Niderlande lidzeklis
Prolonged-release tablets, blisteris N30 (30x1),
150 mg N60 (60x1)
Kvine 150 mg ilgstosas PVH/Aclar/Al
darbibas tabletes blisteris N10, N20,
Ilgstosas darbibas tabletes, N30, N50, N60, N90,
150 mg N100
ABPE pudele N60
PVH/Aclar/Al
kalendarais blisteris
N56
5 Kvine 200 mg prolonged- Quetiapinum PVH/Aclar/Al Teva Pharma B.V.,  antipsihotisks NO5AH04 14-0262 UK/H/5488/003/DC Pr.
release tablets blisteris N10, N20, Niderlande lidzeklis

Prolonged-release tablets,
200 mg

Kvine 200 mg ilgstosas
darbibas tabletes
Ilgstosas darbibas tabletes,
200 mg

N30, N50, N60, N90,
N100

ABPE pudele N60
PVH/Aclar/Al
perfor€ts vienas devas
blisteris N10 (10x1),
N30 (30x1), N60
(60x1), N100 (100x1)
PVH/Aclar/Al
kalendarais blisteris
N56



Registracija

Rikojuma Nr.2-20/100 pielikums Nr.1

[ 1 | 2 | 3 4 | 5 | 6 [ 7 | 8 | 9 [ 10 |
6 Kvine 300 mg prolonged- Quetiapinum PVH/Aclar/Al Teva Pharma B.V.,  antipsihotisks NO5AH04 14-0263  UK/H/5488/004/DC  Pr.
release tablets blisteris N10, N20,  Niderlande lidzeklis
Prolonged-release tablets, N30, N50, N60, N90O,
300 mg N100
Kvine 300 mg ilgstosas ABPE pudele N60
darbibas tabletes PVH/Aclar/Al
Ilgstosas darbibas tabletes, kalendarais blisteris
300 mg N56
PVH/Aclar/Al
perforéts vienas devas
blisteris N10 (10x1),
N30 (30x1), N60
(60x1), N100 (100x1)
7 Kvine 400 mg prolonged- Quetiapinum ABPE pudele N60 Teva Pharma B.V., antipsihotisks NO5AH04 14-0264  UK/H/5488/005/DC Pr.
release tablets PVH/Aclar/Al Niderlande lidzeklis
Prolonged-release tablets, kalendarais blisteris
400 mg N56
Kvine 400 mg ilgstosas PVH/Aclar/Al
darbibas tabletes perforéts vienas devas
Ilgstosas darbibas tabletes, blisteris N10 (10x1),
400 mg N30 (30x1), N60

(60x1), N100 (100x1)
PVH/Aclar/Al
blisteris N10, N20,
N30, N50, N60, N90,
N100



Registracija

Rikojuma Nr.2-20/100 pielikums Nr.1

1

2 | 3

4 | 5

6

7

g8 | 9 [ 10

8

10

Leptoprol 5 mg implant  Leuprorelinum
in pre-filled syringe

Implant, pre-filled syringe,

5mg

Leptoprol 5 mg implants

pilnslircé

Implants pilnslirce, 5 mg

Potassium Chloride/
Sodium Chloride
Fresenius 1.5 mg/9
mg/ml solution for
infusion

Solution for infusion, 1.5
mg/9 mg/ml

Potassium Chloride/
Sodium Chloride
Fresenius 1,5 mg/9
mg/ml §kidums infiizijam
Skidums infuzijam, 1,5
mg/9 mg/ml

chloridum

Potassium Chloride/
Sodium Chloride
Fresenius 3 mg/9 mg/mi
solution for infusion
Solution for infusion, 3
mg/9 mg/ml

Potassium Chloride/
Sodium Chloride
Fresenius 3 mg/9 mg/ml
Skidums infiizijam
Skidums infizijam, 3 mg/9
mg/ml

chloridum

Kalii chloridum, Natrii

Kalii chloridum, Natrii

Pilnslirce PET/AI/PE Sandoz d.d.,
maisind N1 (1x1), N2 Slovénija
(2X1), N3 (3X1), N5

(5X1)

500 ml ZBPE pudele Fresenius Kabi

N10 Deutschland GmbH,
1000 ml ZBPE pudele Vacija

N10

500 ml ZBPE pudele Fresenius Kabi

N10 Deutschland GmbH,
1000 ml ZBPE pudele Vacija

N10

onkologisks Iidzeklis LO2AE02

gonadotroptnu
atbrivojosa hormona
analogi

elektrolttu skidums

elektrolitu skidums

B05BB01

B05BB01

14-0265 DE/H/3873/001/DC Pr.

14-0266 ~ PT/H/1153/001/DC  Pr.

14-0267  PT/H/1153/002/DC  Pr.



Registracija

Rikojuma Nr.2-20/100 pielikums Nr.1

1

2

3

4

5 | e | 7 1 8

9 [ 10

11

12

13

Sinupret extract 160 mg Gentianae radix,

coated tablets

Coated tablets, 160 mg
Sinupret ekstrakts 160
mg apvalkotas tabletes
Apvalkotas tabletes, 160
mg

Betaserc 24 mg
orodispersible tablets
Orodispersible tablets, 24
mg

Betaserc 24 mg muté
dispergéjamas tabletes
Mutg disperggjamas
tabletes, 24 mg

Diompraz 75 mg/20 mg
modified release
capsules, hard

Modified release capsules,
hard, 75 mg/20 mg
Diompraz 75 mg/20 mg
ilgsto$as darbibas cietas
kapsulas

Ilgstosas darbibas cietas
kapsulas, 75 mg/20 mg

Primulae flos, Rumicis
herba, Sambuci flos,
Verbenae herba

Betahistini
dihydrochloridum

Diclofenacum natricum,
Omeprazolum

PVH/PVDH aluminija Bionorica SE, Vacija augu valsts RO5X 14-0268

blisteris N20, N40

PA/AI/PVHIIAI
blisteris N20, N30,
N50, N60, N100

OPA/AI/PVH/AI
blisteris N10, N20,

N30, N50, N60, N100 Cehija

ABPE pudele N30

pretiekaisuma
I1dzeklis

Abbott Laboratories pretreibona lidzeklis NO7CA01 14-0269
Baltics SIA, Latvija

PharmaSwiss Ceska nesteroidie MO1AB55 14-0270
Republika s.r.o., pretiekaisuma un
pretreimatisma

lidzekli

DE/H/3813/001/DC  Bez
receptes

FI/H/0827/001/DC  Pr.

UK/H/5465/001/DC  Pr.



Registracija

Rikojuma Nr.2-20/100 pielikums Nr.1

I 2 | 3

4

5

6

7

g8 | 9 [ 10

14

15

Doxorubicin Agila 2 Doxorubicini
mg/ml concentrate for  hydrochloridum
solution for infusion

Concentrate for solution

for infusion, 2 mg/ml

Doxorubicin Agila

2mg/ml koncentrats

infiziju Skiduma

pagatavosanai

Koncentrats infuziju

$kiduma pagatavosanai, 2

mg/ml

Doxorubicini
hydrochloridum

Doxorubicin Agila 2
mg/ml powder for
concentrate for solution
for infusion

Powder for concentrate for
solution for infusion, 2
mg/ml

Doxorubicin Agila
2mg/ml pulveris infiiziju
Skiduma koncentrata
pagatavosanai

Pulveris infiziju $kiduma
koncentrata pagatavosanai,
2 mg/ml

100 ml Stikla flakons  Agila Specialties UK onkologisks lidzeklis LO1IDB01  14-0271

N1

25 ml Stikla flakons
N1

10 ml Stikla flakons
N1

5 ml Stikla flakons N1

50 ml Stikla flakons
N1
10 ml Stikla flakons
N1

Limited, Lielbritanija

Agila Specialties UK onkologisks lidzeklis LO1IDB01  14-0272

Limited, Lielbritanija

NL/H/2008/001/DC  Pr.

NL/H/2008/002/DC  Pr.



Registracija

Rikojuma Nr.2-20/100 pielikums Nr.1

| | 2 | 3 4 | 5 | 6 [ 7 [ 8 | 9 [ 10 |
16 Ketipinor 50 mg Quetiapinum PVH/PHTFE Orion Corporation,  antipsihotisks NO5AH04 14-0273 DK/H/2304/001/DC Pr.
prolonged-release tablets aluminija blisteris Somija lidzeklis
Prolonged-release tablets, N10, N60, N100
50 mg ABPE pudele N10,
Ketipinor 50 mg ilgstosas N60, N100
darbibas tabletes
Ilgstosas darbibas tabletes,
50 mg
17 Ketipinor 150 mg Quetiapinum ABPE pudele N30,  Orion Corporation,  antipsihotisks NO5AH04 14-0274 DK/H/2304/002/DC Pr.
prolonged-release tablets N60, N100 Somija lidzeklis
Prolonged-release tablets, PVH/PHTFE
150 mg aluminija blisteris
Ketipinor 150 mg N30, N60, N100
ilgstosas darbibas
tabletes
Ilgstosas darbibas tabletes,
150 mg
18 Ketipinor 200 mg Quetiapinum ABPE pudele N100, Orion Corporation,  antipsihotisks NO5AH04 14-0275  DK/H/2304/003/DC Pr.

prolonged-release tablets
Prolonged-release tablets,
200 mg

Ketipinor 200 mg
ilgstosas darbibas
tabletes

Ilgstosas darbibas tabletes,
200 mg

N60 Somija
PVH/PHTFE

aluminija blisteris

N60, N100

Iidzeklis



Registracija

Rikojuma Nr.2-20/100 pielikums Nr.1

| | 2 | 3 4 | 5 | 6 [ 7 | 8 | 9 [ 10 |
19 Ketipinor 300 mg Quetiapinum ABPE pudele N10,  Orion Corporation,  antipsihotisks NO5AH04 14-0276 DK/H/2304/004/DC Pr.
prolonged-release tablets N60, N100 Somija lidzeklis
Prolonged-release tablets, PVH/PHTFE
300 mg aluminija blisteris
Ketipinor 300 mg N10, N60, N100
ilgstosas darbibas
tabletes
Ilgstosas darbibas tabletes,
300 mg
20 Ketipinor 400 mg Quetiapinum ABPE pudele N60,  Orion Corporation,  antipsihotisks NO5AH04 14-0277 DK/H/2304/005/DC Pr.
prolonged-release tablets N100 Somija lidzeklis
Prolonged-release tablets, PVH/PHTFE
400 mg aluminija blisteris
Ketipinor 400 mg N60, N100
ilgstosas darbibas
tabletes
Ilgstosas darbibas tabletes,
400 mg
21 Kventiax 150 mg Quetiapinum OPA/AI/PVH/AI KRKA, d.d., Novo  antipsihotisks NO5AH04 14-0278  DK/H/1059/006 Pr.

prolonged-release tablets
Prolonged-release tablets,
150 mg

Kventiax 150 mg
ilgstosas darbibas
tabletes

Ilgstosas darbibas tabletes,
150 mg

blisteris N10, N30,

N50, N60, N90, N100

mesto, Slovénija

Iidzeklis



Registracija

Rikojuma Nr.2-20/100 pielikums Nr.1
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22

23

Kventiax 200 mg Quetiapinum
prolonged-release tablets
Prolonged-release tablets,

200 mg

Kventiax 200 mg

ilgstosas darbibas

tabletes

Ilgstosas darbibas tabletes,

200 mg

Kventiax 300 mg
prolonged-release tablets
Prolonged-release tablets,
300 mg

Kventiax 300 mg
ilgstosas darbibas
tabletes

Ilgstosas darbibas tabletes,
300 mg

Quetiapinum

ZV A Humano zalu
registracijas komisijas
priek$sédétajs profesors
J.Pokrotnieks

OPA/AI/PVH/AI KRKA, d.d., Novo antipsihotisks
blisteris N10, N30, mesto, Slovénija lidzeklis
N50, N60, N90, N100

OPAJ/AI/PVH/AI
blisteris N10, N30,
N50, N60, N90, N100

KRKA, d.d., Novo
mesto, Slovénija

antipsihotisks
lidzeklis

NO5AHO04 14-0279  DK/H/1059/007 Pr.

NO5AHO04 14-0280 DK/H/1059/008 Pr.



