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1 2 3 4 5 6 7 8 9
1 Irbesartan Liconsa 75 mg tablets Irbesartanum Laboratorios Liconsangiotenma |l CO09CA04 09-0334 NL/H/1210/001/DC Pr.
Tablets 75 mg S.A,, Spnija receptoru
Irbesartan Liconsa 75 mg tabletes antagonists
Tabletes, 75 mg
2 Irbesartan Liconsa 150 mg tablets Irbesartanum Laboratorios Liconsangiotenma |l CO09CA04 09-0335 NL/H/1210/002/DC Pr.
Tablets 150 mg S.A,, Spnija receptoru
Irbesartan Liconsa 150 mg tabletes antagonists
Tabletes, 150 mg
3 Irbesartan Liconsa 300 mg tablets Irbesartanum Laboratorios Liconsangiotenma |l CO09CA04 09-0336 NL/H/1210/003/DC Pr.
Tablets 300 mg S.A.,, Spnija receptoru
Irbesartan Liconsa 300 mg tabletes antagonists
Tabletes, 300 mg
4 Valsol 40 mg film-coated tablets Valsartanum Laboratorios Liconsangiotenma |l C09CA03 09-0337 DE/H/1263/001/DC  Pr.
Film-coated tablets 40 mg S.A.,, Spnija receptoru
Valsol 40 mg apvalkois tabletes antagonists
Apvalkotas tabletes, 40 mg
5 Valsol 80 mg film-coated tablets Valsartanum Laboratorios Liconsangiotenma |l C09CA03 09-0338 DE/H/1263/002/DC  Pr.
Film-coated tablets 80 mg S.A.,, Spnija receptoru
Valsol 80 mg apvalkois tabletes antagonists
Apvalkotas tabletes, 80 mg
6 Valsol 160 mg film-coated tablets  Valsartanum Laboratorios Liconsangiotenma |l C09CA03 09-0339 DE/H/1263/003/DC  Pr.

Film-coated tablets 160 mg
Valsol 160 mg apvalkois tabletes
Apvalkotas tabletes, 160 mg

S.A., Spnija receptoru

antagonists
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7 Valaric 40 mg film-coated tablets ~ Valsartanum Laboratorios Liconsangiotenma Il CO9CAO03 09-0340 DE/H/1264/001/DC  Pr.
Film-coated tablets 40 mg S.A,, Spnija receptoru
Valaric 40 mg apvalkofas tabletes antagonists
Apvalkotas tabletes, 40 mg
8 Valaric 80 mg film-coated tablets ~ Valsartanum Laboratorios Liconsangiotenma |l CO9CA03 09-0341 DE/H/1264/002/DC  Pr.
Film-coated tablets 80 mg S.A,, Spnija receptoru
Valaric 80 mg apvalkotis tabletes antagonists
Apvalkotas tabletes, 80 mg
9 Valaric 160 mg film-coated tablets Valsartanum Laboratorios Liconsangiotenma |l C09CA03 09-0342 DE/H/1264/003/DC  Pr.
Film-coated tablets 160 mg S.A.,, Spnija receptoru
Valaric 160 mg apvalkots tabletes antagonists
Apvalkotas tabletes, 160 mg
10 Nebiphar 5 mg tablets Nebivololum Teva Pharma B.V., beta CO07AB12 09-0343 HU/H/0184/001/DC  Pr.
Tablets 5 mg Niderlande adrenoblokators
Nebiphar 5 mg tabletes
Tabletes, 5 mg
11 Glucophage 500 mg film-coated Metformini Merck Sante s.a.s., pretdialsta A10BAO2 09-0344 FR/H/0181/003/E01 Pr.
tablets hydrochloridum Francija Iidzeklis
Film-coated tablets 500 mg
Glucophage 500 mg apvalkais
tabletes
Apvalkotas tabletes, 500 mg
12 Aspirin Cardio 100 mg gastro- Acidum Bayer Schering antitrombotisks  BO1AC06 09-0345

resistant tablets
Gastro-resistant tablets 100 mg
Aspirin Cardio 100 mg zarnas
Skistods tabletes

Zarnas kistod&is tabletes, 100 mg

acetylsalicylicum

Pharma AG, ¥cija lidzeklis
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Solian 100 mg/ml oral solution Amisulpridum
Oral solution 100 mg/mi

Solian 100 mg/ml Eidums iekkigai
lietoSanai

Skidums iekgigai lietosanai, 100
mg/mi

Zolmitriptan Actavis 2,5 mg
orodispersible tablets
Orodispersible tablets 2,5 mg
Zolmitriptan Actavis 2,5 mg muté
disperggjamas tabletes

Muté dispeggjamas tabletes, 2,5 mg

Zolmitriptanum

Zolmitriptan Actavis 5 mg Zolmitriptanum
orodispersible tablets
Orodispersible tablets 5 mg
Zolmitriptan Actavis 5 mg mute
dispergejamas tabletes

Mute dispegejamas tabletes, 5 mg
Zolmitriptan Actavis 2,5 mg film-
coated tablets

Film-coated tablets 2,5 mg
Zolmitriptan Actavis 2,5 mg
apvalkotas tabletes

Apvalkotas tabletes, 2,5 mg

Zolmitriptan Actavis 5 mg film-
coated tablets

Film-coated tablets 5 mg
Zolmitriptan Actavis 5 mg
apvalkotas tabletes
Apvalkotas tabletes, 5 mg

Zolmitriptanum

Zolmitriptanum

Sanofi-aventis Latviaantipsihotisks
SIA, Latvija I1dzeklis

Actavis Group PTC antidepresants
ehf, Islande

Actavis Group PTC antidepresants
ehf, Islande

Actavis Group PTC antidepresants
ehf, Islande

Actavis Group PTC antidepresants
ehf, Islande

NO5ALO5 09-0346

N02CCO03

N02CCO03

N02CCO03

N02CCO03

09-0347

09-0348

09-0349

09-0350

DK/H/1466/001/DC

DK/H/1466/002/DC

DK/H/1463/001/DC

DK/H/1463/002/DC

Pr.

Pr.

Pr.

Pr.
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18 Crestor 5 mg film-coated tablets Rosuvastatinum AstraZeneca UK  hipolipidemizgjoSs C10AA07 09-0351 Pr.
Film-coated tablets 5 mg Limited, Lielbritanija lidzeklis
Crestor 5 mg apvalkofis tabletes
Apvalkotas tabletes, 5 mg
19 Amisan 50 mg tablets Amisulpridum PRO.MED.CS Prahaantipsihotisks NOS5ALO5 09-0352 DE/H/1497/001/DC  Pr.
Tablets 50 mg a.s.,Cehija lidzeklis
Amisan 50 mg tabletes
Tabletes, 50 mg
20 Amisan 100 mg tablets Amisulpridum PRO.MED.CS Prahantipsihotisks NO5ALO5 09-0353 DE/H/1497/002/DC  Pr.
Tablets 100 mg a.s.,Cehija lidzeklis
Amisan 100 mg tabletes
Tabletes, 100 mg
21 Amisan 200 mg tablets Amisulpridum PRO.MED.CS Prahaantipsihotisks NOS5ALO5 09-0354 DE/H/1497/003/DC  Pr.
Tablets 200 mg a.s.,Cehija lidzeklis
Amisan 200 mg tabletes
Tabletes, 200 mg
22 Amisan 400 mg film-coated tablets Amisulpridum PRO.MED.CS Prahantipsihotisks NO5ALO5 09-0355 DE/H/1497/004/DC  Pr.
Film-coated tablets 400 mg a.s.,Cehija I1dzeklis
Amisan 400 mg apvalkois tabletes
Apvalkotas tabletes, 400 mg
23 Irinotecan medac 20 mg/ml Irinotecani Medac Gesellschaft onkolasisks LO1XX19 09-0356 UK/H/1427/001/DC Pr.
concentrate for solution for infusion, hydrochloridum fur klinische Itdzeklis
40 mg/2 ml trihydricum Spezialpréparate

Concentrate for solution for infusion

mg/ml

Irinotecan medac 20 mg/ml
koncentrats infuziju Skiduma
pagatavoSanai, 40 mg/2 ml
Koncentats infiziju &iduma
pagatavoSanai, 20 mg/mi

mbH, Vacija



Registracija R1kojuma Nr.24 pielikums Nr.1

1| 2 | 3 | 4 | 5 | 6 | 7 | 8 [ o |
24 Irinotecan medac 20 mg/ml Irinotecani Medac Gesellschaft onkolasisks LO1XX19 09-0357 UK/H/1427/001/DC Pr.
concentrate for solution for infusion, hydrochloridum fur klinische Itdzeklis
100 mg/5 ml trihydricum Spezialpréparate
Concentrate for solution for infusion mbH, Vacija
mg/ml

Irinotecan medac 20 mg/ml
koncentrats infaziju Skiduma
pagatavoSanai, 100 mg/5 ml
Koncentats infiziju &iduma
pagatavoSanai, 20 mg/mi

25 Irinotecan medac 20 mg/ml Irinotecani Medac Gesellschaft onkolasisks LO1XX19 09-0358 UK/H/1427/001/DC Pr.
concentrate for solution for infusion, hydrochloridum fur klinische I1dzeklis
300 mg/15 mi trihydricum Spezialpréparate
Concentrate for solution for infusion mbH, Vacija
mg/ml

Irinotecan medac 20 mg/ml
koncentrats infuziju Skiduma
pagatavoSanai, 300 mg/15 ml
Koncentats infiziju &iduma
pagatavoSanai, 20 mg/

26 Phoxilium 1,2 mmol/l phosphate Calcii chloridum Gambro Lundia AB, skidums infizijam BO05ZB 09-0359 NL/H/1147/001/DC Pr.
solution for dihydricum, Magnesii  Zviedrija
haemodialysis/haemofiltration chloridum
Solution for hexahydricum, Natrii
haemodialysis/haemofiltration 1,2  chloridum, Natrii
mmol/l phosphate hydrogenocarbonas,
Phoxilium 1,2 mmol/l fostitu Skidums Kalii chloridum, Dinatrii
hemodializei/hemofiltracijai phosphas dihydricus

Skidums hemodiatei/hemofilticijai,
1,2 mmol/| fosktu
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27 Imipenem/Cilastatin Medreg 500 Imipenemum, MEDREG s.r.o., antibiotisks JO1DH51  09-0360 UK/H/1409/001/DC Pr.
mg/500 mg powder for solution for ~ Cilastatinum Cehija Iidzeklis
infusion
Powder for solution for infusion 500
mg/500 mg

Imipenem/Cilastatin Medreg 500
mg/500 mg pulveris infiziju Skiduma
pagatavoSanai

Pulveris infiziju &iduma
pagatavoSanai, 500 mg/500 mg

28 DENTOCAINE 40 mg/0,01 mg/ml  Articaini Optimal Regulatory vietejas anesizias NO1BB58 09-0361 NL/H/1492/002/DC Pr.
solution for injection hydrochloridum, Solutions, S.L. Iidzeklis
Solution for injection 40 mg/0,01 Epinephrinum (ORS), Spnija
mg/ml

DENTOCAINE 40 mg/0,01 mg/ml
Skidums injekcijam
Lidiime iniekeiim 40 ma/0 01 malr

29 DENTOCAINE 40 mg/0,005 mg/ml  Articaini Optimal Regulatory vietejas anesizijas NO1BB58 09-0362 NL/H/1492/001/DC Pr.
solution for injection hydrochloridum, Solutions, S.L. I1dzeklis
Solution for injection 40 mg/0,005 Epinephrinum (ORS), Spnija
mg/ml

DENTOCAINE 40 mg/0,005 mg/ml
Skidums injekcijam
Skidums injekcigm, 40 mg/0,005

mg/ml
30 Letrozole Actavis 2,5 mg film-coated Letrozolum Actavis Group PTC onkolasisks LO2BG0O4 09-0363 UK/H/1457/001/DC Pr.
tablets ehf, Islande lidzeklis

Film-coated tablets 2,5 mg
Letrozole Actavis 2,5 mg apvalkais
tabletes

Apvalkotas tabletes, 2,5 mg
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34

Salicylic acid Valentis 10 mg/ml Acidum salicylicum
cutaneous solution

Cutaneous solution 10 mg/ml

Salicilskabe Valentis 10 mg/ml uz

adas lietojams &idums

Uz adas lietojamsi@dums, 10 mg/ml

Salbutamol Sandoz 100 Salbutamolum
micrograms/dose pressurised
inhalation, suspension

Pressurised inhalation, suspension 100
micrograms/ dose

Salbutamol Sandoz 100
mikrogrami/deva aerosols

inhalacijam zem spiediena,

suspensija

Aerosols inhacijam zem spiediena,
suspensija, 100 mikrogrami/dev

Xamiol 50 microgram/0,5 mg/g gel Calcipotriolum,
Gel 50 microgram/0,5 mg/g Betamethasonum
Xamiol 50 mikrogrami/0,5 mg/g gels

Gels, 50 mikrogrami/0,5 mg/g

Ondansetron Claris 2 mg/ml solution Ondansetronum
for injection, 4 mg/2 mi

Solution for injection 2 mg/ml

Ondansetron Claris 2 mg/ml &idums

injekcij am, 4 mg/2 ml

Skidums injekcigm, 2 mg/ml

UAB "Valentis", antiseptisks DO2AF 09-0364
Lietuva Iidzeklis

Sandoz d.d., pretastmasitizeklis RO3AC02 09-0365
Slovnija

Leo Pharmaceutical antipsoritisks DO5AX52 09-0366
Products Ltd. A/S, lidzeklis
Danija

Claris Lifesciences pretvemSanas AO4AA01 09-0367
(UK) Limited, Iidzeklis
Lielbritanija

SE/H/0601/001/DC  Pr.

DK/H/1405/001/E01 Pr.

UK/H/1240/001/DC  Pr.



Registracija

Rikojuma Nr.24 pielikums Nr.1

2 | 3

8 [ 9

35

36

37

38

39

Ondansetron Claris 2 mg/ml solution Ondansetronum
for injection, 8 mg/4 mi

Solution for injection 2 mg/ml
Ondansetron Claris 2 mg/ml &idums
injekcij am, 8 mg/4 ml

Skidums injekcigm, 2 mg/ml

Ibalgin Fast 400 mg film-coated
tablets

Film-coated tablets 400 mg

Ibalgin Fast 400 mg apvalkofis
tabletes

Apvalkotas tabletes, 400 mg

Ibuprofenum

Paroxetin HEXAL 20 mg film-coated Paroxetinum
tablets

Film-coated tablets 20 mg

Paroxetin HEXAL 20 mg apvalkotas

tabletes

Apvalkotas tabletes, 20 mg

Clopimef 75 mg film-coated tablets Clopidogrelum
Film-coated tablets 75 mg

Clopimef 75 mg apvalkofis tabletes

Apvalkotas tabletes, 75 mg

Bicalutamide Accord 50 mg tablets Bicalutamidum
Film-coated tablets 50 mg

Bicalutamide Accord 50 mg tabletes

Apvalkotas tabletes, 50 mg

4 | 5 | 6 | 7
Claris Lifesciences pretvemSanas AO4AA01 09-0368
(UK) Limited, I1dzeklis
Lielbritanija
Zentiva a.sCehija  nestermls MO1AEO1 09-0369
pretiekaisuma
I1dzeklis

Hexal AG, itija antidepresants NO6AB0O5 09-0370

Mepha-Investigacaotrombodgtu BO1AC04 09-0371
Desenvolvimento e agregicijas

Fabricacao inhibitors

Farmaceutica Lda,

Portugile

Accord Healthcare antiandrogns LO2BB03 09-0372

Limited, Lielbritanija lidzeklis

UK/H/1240/001/DC  Pr.

CZ/H/0184/001/DC

DK/H/0234/001/E01 Pr

DE/H/1872/001/DC Pr.

UK/H/1154/001/DC Pr.
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Vinorelbine BMM Pharma 10 mg/ml Vinorelbinum
concentrate for solution for infusion

Concentrate for solution for infusion

mg/ml

Vinorelbine BMM Pharma 10 mg/ml

koncentrats infaziju Skiduma

pagatavoSanai

Koncentats infiziju &iduma

pagatavoSanai, 10 mg/mi

Vinorelbine BMM Pharma 10 mg/ml Vinorelbinum
concentrate for solution for infusion,

50 mg/5 ml

Concentrate for solution for infusion

mg/ml

Vinorelbine BMM Pharma 10 mg/ml

koncentrats infaziju Skiduma

pagatavoSanai, 50 mg/5 ml

Koncentats infiziju &iduma

pagatavoSanai, 10 mg/mi

Duphalac Fruit 667 mg/ml oral Lactulosum
solution

Oral solution 667 mg/ml

Duphalac Fruit 667 mg/ml &idums
iekskigai lietoSanai

Skidums iekigai lietoSanai, 667
mg/ml

Elicea 5 mg film-coated tablets
Film-coated tablets 5 mg

Elicea 5 mg apvalkofis tabletes
Apvalkotas tabletes, 5 mg

Escitalopramum

4 | 5
BMM Pharma AB, onkolazisks
Zviedrija I1dzeklis
BMM Pharma AB, onkolazisks
Zviedrija I1dzeklis
Solvay caurejasibzeklis
Pharmaceuticals
GmbH, Vacija

KRKA, d.d., Novo
mesto, Slognija

antidepresants

LO1CAO4 09-0373

LO1CAO4 09-0374

AO6AD11 09-0375

NO6AB10 09-0376

SE/H/0824/001/DC  Pr.

SE/H/0824/001/DC  Pr.

AT/H/0242/001/DC

CZ/H/0277/001/MR  Pr.
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Elicea 10 mg film-coated tablets
Film-coated tablets 10 mg
Elicea 10 mg apvalkois tabletes
Apvalkotas tabletes, 10 mg

Elicea 20 mg film-coated tablets
Film-coated tablets 20 mg
Elicea 20 mg apvalkois tabletes
Apvalkotas tabletes, 20 mg

Octagam 100 mg/ml solution for
infusion, 2 g/20 ml

Solution for infusion 100 mg/ml
Octagam 100 mg/ml Eidums
infazijam, 2 g/20 ml

Skidums infizijam, 100 mg/ml

Octagam 100 mg/ml solution for
infusion, 5 g/50 ml

Solution for infusion 100 mg/ml
Octagam 100 mg/ml Eidums
infazijam, 5 g/50 ml

&idums infizijam 100 mg/ml

Octagam 100 mg/ml solution for
infusion, 10 g/100 ml

Solution for infusion 100 mg/ml
Octagam 100 mg/ml Eidums
infazijam, 10 g/100 ml

Skidums infizijam 100 mg/ml

Escitalopramum

Escitalopramum

Immunoglobulinum
humanum normale

Immunoglobulinum
humanum normale

Immunoglobulinum
humanum normale

KRKA, d.d., Novo antidepresants
mesto, Slognija

KRKA, d.d., Novo
mesto, Slognija

antidepresants

Octapharma (IP) JO6BA02

Limited, Lielbritanija

&idums infizijam

Octapharma (IP) &idums infiziiam JO6BA02

Limited, Lielbritanija

Octapharma (IP) &idums infiziiam JO6BA02

Limited, Lielbritanija

10

NO6AB10 09-0377

NO6AB10 09-0378

CZ/H/0277/002/MR  Pr.

CZ/H/0277/003/MR  Pr.

09-0379 DE/H/0479/001/E01 Pr.
09-0380 DE/H/0479/001/E01 Pr.
09-0381 DE/H/0479/001/E01 Pr.
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Octagam 100 mg/ml solution for
infusion, 20 g/200 ml

Solution for infusion 100 mg/ml
Octagam 100 mg/ml Eidums
infazijam, 20 g/200 ml

&idums infizijam 100 mg/ml

Ozapex 5 mg film-coated tablets
Film-coated tablets 5 mg
Ozapex 5 mg apvalkadis tabletes
Apvalkotas tabletes, 5 mg

Olanzapinum

Ozapex 10 mg film-coated tablets
Film-coated tablets 10 mg
Ozapex 10 mg apvalkdis tabletes
Apvalkotas tabletes, 10mg

Olanzapinum

Gessedil 5 mg/ml powder for solutionOxaliplatinum
for infusion, 50 mg/10 ml

Powder for solution for infusion 5

mg/ml

Gessedil 5 mg/ml pulveris infiziju

Skiduma pagatavoSanai, 50 mg/10 ml

Pulveris infiziju &iduma

pagatavoSanai, 5 mg/ml

Gessedil 5 mg/ml powder for solutionOxaliplatinum
for infusion, 100 mg/20 ml

Powder for solution for infusion 5

mg/ml

Gessedil 5 mg/ml pulveris infiziju

Skiduma pagatavoSanai, 100 mg/20

mi

Pulveris infiziju &iduma

pagatavoSanai, 5 mg/ml

Immunoglobulinum
humanum normale

Octapharma (IP)
Limited, Lielbritanija

A/S "Olainfarm”,  antipsihotisks
Latvija Iidzeklis

A/S "Olainfarm”,  antipsihotisks
Latvija I1dzeklis

Egis Pharmaceuticalsnkolasisks
PLC, Ungirija I1dzeklis

Egis Pharmaceuticalsnkolasisks
PLC, Ungrija I1dzeklis

11

&idums infiziiam JO6BA02

09-0382 DE/H/0479/001/E01 Pr.

NO5AHO3 09-0383 NL/H/1377/001/DC  Pr.

NO5AHO3 09-0384 NL/H/1377/003/DC  Pr.

LO1XAO03 09-0385 DK/H/1551/001/DC Pr.

LO1XAO03 09-0386 DK/H/1551/001/DC  Pr.
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54 Egitromb 75 mg film-coated tablets Clopidogrelum Egis Pharmaceuticatsombogtu BO1AC04 09-0387 HU/H/0206/001/DC  Pr.
Film-coated tablets 75 mg PLC, Ungirija agregcijas
Egitromb 75 mg apvalkofas tabletes inhibitors
Apvalkotas tabletes, 75 mg
55 Lapozan 5 mg film-coated tablets  Olanzapinum Medochemie Ltd., antipsihotisks NO5AHO3 09-0388 DE/H/1852/002/DC  Pr.
Film-coated tablets 5 mg Kipra I1dzeklis

Lapozan 5 mg apvalkotis tabletes
Apvalkotas tabletes, 5 mg

56 Lapozan 10 mg film-coated tablets Olanzapinum Medochemie Ltd., antipsihotisks NO5AHO3 09-0389 DE/H/1852/004/DC  Pr.
Film-coated tablets 10 mg Kipra Iidzeklis
Lapozan 10 mg apvalkois tabletes
Apvalkotas tabletes, 10 mg

57 Lapozan 5 mg orodispersible tablets Olanzapinum Medochemie Ltd., antipsihotisks NO5AHO3 09-0390 DE/H/1852/006/DC  Pr.
Orodispersible tablets 5 mg Kipra I1dzeklis
Lapozan 5 mg mut dispergejamas
tabletes

Muté dispeggjamas tabletes, 5 mg

58 Lapozan 10 mg orodispersible tabletOlanzapinum Medochemie Ltd., antipsihotisks NO5AHO3 09-0391 DE/H/1852/007/DC  Pr.
Orodispersible tablets 10 mg Kipra I1dzeklis
Lapozan 10 mg mug dispergejamas
tabletes

Muté dispeggjamas tabletes, 10 mg

59 Lapozan 15 mg orodispersible tabletOlanzapinum Medochemie Ltd., antipsihotisks NO5AHO3 09-0392 DE/H/1852/008/DC  Pr.
Orodispersible tablets 15 mg Kipra I1dzeklis
Lapozan 15 mg mug dispergejamas
tabletes

Muté dispeggjamas tabletes, 15 mg

12
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ZVA Humano zAlu
registracijas komisijas
priekSgdetajs profesors
I. Purving

13



