Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1

for injection in pre-filled
pen

Solution for injection in
pre-filled pen, 7,5 mg/0,15
ml

Metex 7,5 mg Skidums
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
7,5 mg/0,15 ml

Metex 10 mg solution for Methotrexatum
injection in pre-filled pen
Solution for injection in
pre-filled pen, 10 mg/0,20
ml

Metex 10 mg Skidums
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
10 mg/0,20 ml

Pildspalvveida
pilnslirce N1, N2,
N4, N5, N6, N10,
N11, N12, N14,
N15, N24

0,2ml
Pildspalvveida
pilnslirce N1, N2,
N4, N5, N6, N10,
N11, N12, N14,
N15, N24

Klinische
Spezialpraparate mbH,
Vacija

Medac Gesellschaft fur citotoksisks Iidzeklis
klinische

Spezialpraparate mbH,

Vacija

LO1BAO1 13-0215
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1 2 3 4 5 6 7 8 9 10
1 Metex 7,5 mg solution Methotrexatum 0,15 ml Medac Gesellschaft fur citotoksisks lidzeklis LO1BAO1 13-0214  SE/H/0643/002/DC Pr.

SE/H/0643/003/DC  Pr.




Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1

I 2 I 3

4

5 | 6

7 | 8

9 I

10

3

Metex 12,5 mg solution  Methotrexatum
for injection in pre-filled
pen

Solution for injection in
pre-filled pen, 12,5
mg/0,25 ml

Metex 12,5 mg Skidums
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
12,5 mg/0,25 ml

Metex 15 mg solution for Methotrexatum
injection in pre-filled pen
Solution for injection in
pre-filled pen, 15 mg/0,30
ml

Metex 15 mg Skidums
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
15 mg/0,30 ml

0,25 ml
Pildspalvveida
pilnslirce N1, N2,
N4, N5, N6, N10,
N11, N12, N14,
N15, N24

0,3ml
Pildspalvveida
pilnslirce N1, N2,
N4, N5, N6, N10,
N11, N12, N14,
N15, N24

Medac Gesellschaft fur citotoksisks Iidzeklis
klinische

Spezialpraparate mbH,

Vacija

Medac Gesellschaft fur citotoksisks Iidzeklis
Klinische

Spezialpraparate mbH,

Vacija

LO1BAO1 13-0216

LO1BAO1 13-0217

SE/H/0643/004/DC  Pr.

SE/H/0643/005/DC  Pr.



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1
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5

Metex 17,5 mg solution ~ Methotrexatum
for injection in pre-filled
pen

Solution for injection in
pre-filled pen, 17,5
mg/0,35 ml

Metex 17,5 mg Skidums
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
17,5 mg/0,35 ml

Metex 20 mg solution for Methotrexatum
injection in pre-filled pen
Solution for injection in
pre-filled pen, 20 mg/0,40
ml

Metex 20 mg Skidums
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
20 mg/0,40 mi

0,35 ml
Pildspalvveida
pilnslirce N1, N2,
N4, N5, N6, N10,
N11, N12, N14,
N15, N24

0,4 ml
Pildspalvveida
pilnslirce N1, N2,
N4, N5, N6, N10,
N11, N12, N14,
N15, N24

Medac Gesellschaft fur citotoksisks Iidzeklis
klinische

Spezialpraparate mbH,

Vacija

Medac Gesellschaft fur citotoksisks Iidzeklis
Klinische

Spezialpraparate mbH,

Vacija

LO1BAO1 13-0218

LO1BAO1 13-0219

SE/H/0643/006/DC  Pr.

SE/H/0643/007/DC  Pr.



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1
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Metex 22,5 mg solution ~ Methotrexatum
for injection in pre-filled
pen

Solution for injection in
pre-filled pen, 22,5
mg/0,45 ml

Metex 22,5 mg Skidums
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
22,5 mg/0,45 ml

Metex 25 mg solution for Methotrexatum
injection in pre-filled pen
Solution for injection in
pre-filled pen, 25 mg/0,50
ml

Metex 25 mg Skidums
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
25 mg/0,50 mi

0,45 ml
Pildspalvveida
pilnslirce N1, N2,
N4, N5, N6, N10,
N11, N12, N14,
N15, N24

0,5ml
Pildspalvveida
pilnslirce N1, N2,
N4, N5, N6, N10,
N11, N12, N14,
N15, N24

Medac Gesellschaft fur citotoksisks Iidzeklis
klinische

Spezialpraparate mbH,

Vacija

Medac Gesellschaft fur citotoksisks Iidzeklis
Klinische

Spezialpraparate mbH,

Vacija

LO1BAO1 13-0220

LO1BAO1 13-0221

SE/H/0643/008/DC  Pr.

SE/H/0643/009/DC  Pr.



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1

L1 | 2 | 3 4 5 | 6 | 7 [ 8 ] 9 | 10
9 Metex 27,5 mg solution  Methotrexatum 0,55 ml Medac Gesellschaft fur citotoksisks lidzeklis LO1BAO1 13-0222  SE/H/0643/010/DC Pr.
for injection in pre-filled Pildspalvveida klinische
pen pilnslirce N1, N2,  Spezialpraparate mbH,
Solution for injection in N4, N5, N6, N10,  Vacija
pre-filled pen, 27,5 N11, N12, N14,
mg/0,55 ml N15, N24
Metex 27,5 mg Skidums
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
27,5 mg/0,55 ml
10 Metex 30 mg solution for Methotrexatum 0,6 ml Medac Gesellschaft fur citotoksisks lidzeklis LO1BAO1 13-0223  SE/H/0643/011/DC Pr.
injection in pre-filled pen Pildspalvveida Klinische LO4AX03
Solution for injection in pilnslirce N1, N2,  Spezialpraparate mbH,
pre-filled pen, 30 mg/0,60 N4, N5, N6, N10,  Vacija
ml N11, N12, N14,
Metex 30 mg Skidums N15, N24
injekcijam
pildspalvveida pilnslirce
Skidums injekcijam
pildspalvveida pilnslircg,
30 mg/0,60 mi
11 Sildenafil Aurobindo 100 Sildenafilum ABPE pudele N30, Aurobindo Pharma erektilas disfunkcijas GO4BEO3 13-0224  PT/H/0886/002/DC Pr.

mg film-coated tablets
Film-coated tablets, 100
mg

Sildenafil Aurobindo 100
mg apvalkotas tabletes
Apvalkotas tabletes, 100
mg

N500
PVH/PVDH
aluminija blisteris
N1, N2, N4, N8,
N12

(Malta) Limited, Malta arstéSanas lidzeklis



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1

| | 2 | 3 4 | 5 | 6 | 7 [ 8 ] 9 | 10
12 Dilsatan 100 mg tablets Cilostazolum PVH/AI blisteris Galenicum Health, trombocitu BO1AC23 13-0225 MT/H/0161/001/DC Pr.
Tablets, 100 mg N28, N56, N60, S.L., Spanija agregacijas inhibitori,
Dilsatan 100 mg tabletes N14, N20, N30, iznemot heparinu
Tabletes, 100 mg N50, N84, N98,
N100
13 Dysport 300 U powder  Clostridium botulinum  Stikla flakons N1,  Ipsen Limited, miorelaksants MO3AX01 13-0226 Pr.
for solution for injection type A toxin- N2 Lielbritanija
Powder for solution for haemagglutinin complex
injection, 300 U
Dysport 300 V pulveris
injekciju Skiduma
pagatavosSanai
Pulveris injekciju Skiduma
pagatavosanai, 300 V
14 Escitalopram Escitalopramum OPA/AI/PVH//papir Ratiopharm GmbH & antidepresants NO6AB10 13-0227 PT/H/0846/002/DC Pr.

ratiopharm 10 mg
orodispersible tablets
Orodispersible tablets, 10
mg

Escitalopram
ratiopharm 10 mg mute
dispergejamas tabletes
Mutg disperg€jamas
tabletes, 10 mg

s/PET/AI blisteris
N10, N12, N14,
N15, N28, N30,
N56, N60, N98,
N100, N120

Co, Vacija



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1
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15

16

17

Escitalopram Escitalopramum
ratiopharm 20 mg

orodispersible tablets

Orodispersible tablets, 20

mg

Escitalopram

ratiopharm 20 mg mute

dispergéjamas tabletes

Muté dispergéjamas

tabletes, 20 mg

Memantine Alvogen 10  Memantini

mg orodispersible tablets hydrochloridum
Orodispersible tablets, 10

mg

Memantine Alvogen 10

mg muté dispergéjamas

tabletes

Mutg disperg€jamas

tabletes, 10 mg

Memantine Alvogen 20  Memantini

mg orodispersible tablets hydrochloridum
Orodispersible tablets, 20

mg

Memantine Alvogen 20

mg muté dispergéjamas

tabletes

Mutg dispergéjamas

tabletes, 20 mg

OPA/Al/PVH//papir Ratiopharm GmbH & antidepresants
s/PET/Al blisteris ~ Co, Vacija

N10, N12, N14,

N15, N28, N30,

N56, N60, N98,

N100, N120

OPA/AI/PVH//papir Alvogen IPCo S.a.r.l., pretdemences
S/PET/Al blisteris ~ Luksemburga lidzeklis
N28, N56

OPA/Al/PVH//papir Alvogen IPCo S.a.r.l., pretdemences
S/PET/Al blisteris ~ Luksemburga lidzeklis

N28, N56

NO6AB10 13-0228

NO6DX01 13-0229

N06DX01 13-0230

PT/H/0846/004/DC Pr.

PT/H/0982/001/DC Pr.

PT/H/0982/002/DC Pr.



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1
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20

Memantine Alvogen Memantini
5+10+15+20 mg hydrochloridum
orodispersible tablets
Orodispersible tablets, 5
mg+10 mg+15 mg+20 mg
Memantine Alvogen
5+10+15+20 mg mute
dispergéjamas tabletes
Muté dispergéjamas
tabletes, 5 mg+10 mg+15
mg+20 mg

Striverdi Respimat 2,5  Olodaterolum
microgram solution for

inhalation

Solution for inhalation, 2,5

Mg

Striverdi Respimat 2,5

mikrogrami skidums

inhalacijam

Skidums inhalacijam, 2,5

HY

Memantini
hydrochloridum

Zemertinex 5 mg film-
coated tablets
Film-coated tablets, 5 mg
Zemertinex 5 mg
apvalkotas tabletes
Apvalkotas tabletes, 5 mg

OPA/Al/PVH//papir Alvogen IPCo S.a.r.l., pretdemences N06DX01 13-0231
s/PET/Al blisteris  Luksemburga lidzeklis

N28 (7x5mg; 7x10

mg; 7x15 mg; 7x20

mg)

Kartridzs un Boehringer Ingelheim RO3AC19 13-0232

inhalators N1 (1+1), International GmbH,

ilgstosas darbibas
beta2 adrenoreceptoru

N2 (2X(1+1)), N3  Vacija agonisti

(3X(1+1)), N8

(8X(1+1))

PVH/AI blisteris PharmaSwiss Ceska  pretdemences N06DX01 13-0233
N28, N30, N56, Republika s.r.o., lidzeklis

N98 Cehija

PT/H/0982/003/DC Pr.

NL/H/2498/001/DC Pr.

PT/H/0967/001/DC Pr.



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1

| | 2 | 3 | 4 | 5 | 6 | 7 | 8 | 9 | 10
21 Zemertinex 10 mg film-  Memantini PVH/AI blisteris PharmaSwiss Ceska  pretdemences N06DX01 13-0234 PT/H/0967/002/DC Pr.
coated tablets hydrochloridum N28, N30, N56, Republika s.r.o., lidzeklis
Film-coated tablets, 10 mg N98 Cehija
Zemertinex 10 mg
apvalkotas tabletes
Apvalkotas tabletes, 10
mg
22 Zemertinex 15 mg film-  Memantini PVH/AI blisteris PharmaSwiss Ceska  pretdemences N06DX01 13-0235 PT/H/0967/003/DC Pr.
coated tablets hydrochloridum N28, N30, N56, Republika s.r.o., lidzeklis
Film-coated tablets, 15 mg N98 Cehija
Zemertinex 15 mg
apvalkotas tabletes
Apvalkotas tabletes, 15
mg
23 Zemertinex 20 mg film-  Memantini PVH/AI blisteris PharmaSwiss Ceska  pretdemences N06DX01 13-0236 PT/H/0967/004/DC Pr.
coated tablets hydrochloridum N28, N30, N56, Republika s.r.o., lidzeklis
Film-coated tablets, 20 mg N98 Cehija
Zemertinex 20 mg
apvalkotas tabletes
Apvalkotas tabletes, 20
mg
24 Zendractin 4 mg/100 ml  Acidum zoledronicum 100 ml Stikla PharmaSwiss Ceska  bisfosfonati MO5BA08 13-0237 NL/H/2767/001/DC Pr.

solution for infusion
Solution for infusion, 4
mg/100 ml

Zendractin 4 mg/100 ml
Skidums infuzijam
Skidums infiizijam, 4
mg/100 ml

flakons N1, N4, N5

Republika s.r.o.,
Cehija



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1

| 1 | 2 | 3 4 | 5 | 6 | 7 | 8 | 9 | 10
25 Bimotoprost Bimatoprostum 2,5 ml ZBPE pudele Alfred E. Tiefenbacher oftalmologisks SO1EEO03 13-0238 NL/H/2785/001/DC Pr.
Tiefenbacher 0,3 mg/mi N1, N3 GmbH & Co. KG, lidzeklis
eye drops, solution 3 ml ZBPE pudele  Vacija
Eye drops, solution, 0,3 N1, N3
mg/ml
Bimotoprost
Tiefenbacher 0,3 mg/ml
acu pilieni, Skidums
Acu pilieni, skidums, 0,3
mg/ml
26 Zemertinex 5 mg Memantini OPA/AI/PVH//papir PharmaSwiss Ceska  pretdemences N06DX01 13-0239 PT/H/0959/001/DC Pr.
orodispersible tablets hydrochloridum S/PET/Al blisteris  Republika s.r.o., lidzeklis
Orodispersible tablets, 5 N28, N30, N56, Cehija
mg N98
Zemertinex S mg mute
dispergéjamas tabletes
Muté dispergéjamas
tabletes, 5 mg
27 Zemertinex 10 mg Memantini OPA/Al/PVH//papir PharmaSwiss Ceska  pretdemences N06DX01 13-0240 PT/H/0959/002/DC Pr.
orodispersible tablets hydrochloridum s/PET/Al blisteris  Republika s.r.o., lidzeklis

Orodispersible tablets, 10
mg

Zemertinex 10 mg mute
dispergéjamas tabletes
Mutg dispergéjamas
tabletes, 10 mg

N28, N30, N56, Cehija

N98

10



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1

| | 2 | 3 4 | 5 | 6 | 7 | 8 | 9 | 10
28 Zemertinex 15 mg Memantini OPA/Al/PVH//papir PharmaSwiss Ceska  pretdemences N06DX01 13-0241 PT/H/0959/003/DC Pr.
orodispersible tablets hydrochloridum s/PET/Al blisteris  Republika s.r.o., lidzeklis
Orodispersible tablets, 15 N28, N30, N56, Cehija
mg N98
Zemertinex 15 mg mute
dispergéjamas tabletes
Muté dispergéjamas
tabletes, 15 mg
29 Zemertinex 20 mg Memantini OPA/AI/PVH//papir PharmaSwiss Ceska  pretdemences N06DX01 13-0242  PT/H/0959/004/DC Pr.
orodispersible tablets hydrochloridum s/PET/Al blisteris ~ Republika s.r.o., lidzeklis
Orodispersible tablets, 20 N28, N30, N56, Cehija
mg N98
Zemertinex 20 mg mute
dispergéjamas tabletes
Muté disperggjamas
tabletes, 20 mg
30 Alerpalux 1 mg/mleye  Olopatadinum 5ml ZBPE pudele  PharmaSwiss Ceska  pretalergisks lidzeklis S01GX09 13-0243  PL/H/0248/001/DC Pr.

drops, solution

Eye drops, solution, 1
mg/ml

Alerpalux 1 mg/ml acu
pilieni, Skidums

Acu pilieni, $kidums, 1
mg/ml

N1, N3 Republika s.r.o.,

Cehija

11
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32

33

Flutensif 1,5 mg/5 mg Indapamidum,
modified-release tablets Amlodipinum
Modified-release tablets,

1,5 mg/5 mg

Flutensif 1,5 mg/5 mg

ilgstosas darbibas

tabletes

Ilgstosas darbibas tabletes,

1,5 mg/5 mg

Flutensif 1,5 mg/10 mg
modified-release tablets
Modified-release tablets,
1,5 mg/10 mg

Flutensif 1,5 mg/10 mg
ilgstosas darbibas
tabletes

Ilgstosas darbibas tabletes,
1,5 mg/10 mg

Indapamidum,
Amlodipinum

Tertensam 1,5 mg/5 mg
modified-release tablets
Modified-release tablets,
1,5 mg/5 mg

Tertensam 1,5 mg/5 mg
ilgstosas darbibas
tabletes

Ilgstosas darbibas tabletes,
1,5 mg/5 mg

Indapamidum,
Amlodipinum

PVH/AI blisteris Les Laboratoires
N15, N30, N60, Servier, Francija
N90

ABPE pudele N100,

N500 (5X100)

PVH/AI blisteris
N15, N30, N60,
N90

ABPE pudele N100,
N500 (5X100)

Les Laboratoires
Servier, Francija

ABPE pudele N100, Les Laboratoires
N500 (5X100) Servier, Francija
PVH/AI blisteris

N15, N30, N60,

N90

12

kalcija kanalu C08GA02 13-0244
blokators un
diurétisks lidzeklis

kalcija kanalu CO8GA02 13-0245
blokators un

diurétisks lidzeklis

kalcija kanalu CO8GA02 13-0246
blokators un

diurétisks lidzeklis

NL/H/2639/001/DC Pr.

NL/H/2639/002/DC Pr.

NL/H/2637/001/DC Pr.



Registracija

Rikojuma Nr.2-20/106 pielikums Nr.1
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34 Tertensam 1,5 mg/10 mg Indapamidum, PVH/AI blisteris Les Laboratoires kalcija kanalu CO08GA02 13-0247 NL/H/2637/002/DC Pr.
modified-release tablets Amlodipinum N15, N30, N60, Servier, Francija blokators un
Modified-release tablets, N90 diuretisks lidzeklis
1,5mg/10 mg ABPE pudele N100,
Tertensam 1,5 mg/10 mg N500 (5x100)
ilgstosas darbibas
tabletes
Ilgstosas darbibas tabletes,
1,5 mg/10 mg
35 Tezeo HCT 80 mg/12,5  Telmisartanum, OPAJ/AI/PVH/AI Zentiva, k.s., Cehija  angiotenzina II C09DA07 13-0248 CZ/H/0444/002/DC Pr.
mg tablets Hydrochlorothiazidum  blisteris N14, N28, antagonists un
Tablets, 80 mg/12,5 mg N30, N56, N84, diuré&tisks lidzeklis
Tezeo HCT 80 mg/12,5 N90, N98
mg tabletes
Tabletes, 80 mg/12,5 mg
36 Tezeo HCT 80 mg/25 mg Telmisartanum, OPA/AI/PVH/AI Zentiva, k.s., Cehija  angiotenzina II CO09DA07 13-0249 CZ/H/0444/003/DC Pr.
tablets Hydrochlorothiazidum  blisteris N14, N28, antagonists un
Tablets, 80 mg/25 mg N30, N56, N84, diurétisks lidzeklis
Tezeo HCT 80 mg/25 mg N90, N98

tabletes
Tabletes, 80 mg/25 mg

ZV A Humano zalu
registracijas komisijas
priekssedetajs asociétais
profesors

J. Pokrotnieks

13



