Popis novoodobrenih lijekova od 01.08.2020. do 31.08.2020. godine/The list of newly approved medicinal products in August 2020

. Broj Naziv djelatne tvari L . . .
Re_dnl Naziv lijeka/Name odobrenja/Marketing | (INN, ostalo)/Active Proizvoda¢/Manufacturer Hositcli adebrenia/Marieing Altnorisation
broj/No. o Holder
Authorisation Number Substance
1 . . . Pharmaselect International Beteiligungs
Brimabene 2 mg/ml kapi 2a ko, ||\ 11 438760238 |brimonidinum [P harmaselect Intemational g Frnst-Melchior Gasse 20, Bes,
otopina Beteiligungs GmbH, Bec, Austrija i,
Austrija
2 Teva UK Ltd., Eastbourne, East
Sussex, Ujedinjeno Kraljevstvo;
Deferasiroks Pliva 180 mg . Phar(.?S MT Ltd, Birzebbugia, Pliva Hrvatska d.o.o., Prilaz baruna
filmom obloZene tablete HR-H-852730370 deferasiroxum Malta; Pharmadox Healthcare Filioovica 25. Zaareb. Hrvatska
Limited, Paola PLA, Malta; Teva | P » £89reD,
Nederland B.V., Haarlem,
Nizozemska
3 Teva UK Ltd., Eastbourne, East
Sussex, Ujedinjeno Kraljevstvo;
Deferasiroks Pliva 360 mg . PharOS MT Ltd, Birzebbugia, Pliva Hrvatska d.o.0., Prilaz baruna
filmom obloZene tablete HR-H-869084607 deferasiroxum Malta; Pharmadox Healthcare Filioovica 25. Zaareb. Hrvatska
Limited, Paola PLA, Malta; Teva P » £8greD,
Nederland B.V., Haarlem,
Nizozemska
4 Alvogen Malta (Out-Licensing)
. . . Ltd., San Gwann , Malta; . . -
rl%enta\y:jzn;g Zzzrmasmence 10 HR-H-953705186 lenalidomidum Pharmadox Healthcare Limited, Egr?]mgizgsn;:el\ll?gigri\:tlg?a;rle|ted,
9 P Paola PLA, Malta; Pharmacare P T » 1P
Premium Ltd., Birzebbugia, Malta
S Alvogen Malta (Out-Licensing)
. . . Ltd., San Gwann , Malta; . . -
rl;qen?\y:jc;nll: zzzrmasuence 15 HR-H-090579469 lenalidomidum Pharmadox Healthcare Limited, Egr?]rrgizgsni:e’\ll?(;tggri\:tlg?egrle|ted,
9 P Paola PLA, Malta; Pharmacare P T » 1P
Premium Ltd., Birzebbugia, Malta
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Lenalidomid Pharmascience 25
mg tvrde kapsule

HR-H-323736618

lenalidomidum

Alvogen Malta (Out-Licensing)
Ltd., San Gwann , Malta;
Pharmadox Healthcare Limited,
Paola PLA, Malta; Pharmacare
Premium Ltd., Birzebbugia, Malta

Pharmascience International Limited,
Lampousas, 1, Nicosia, Cipar

Lenalidomid Pharmascience 5
mg tvrde kapsule

HR-H-811087875

lenalidomidum

Alvogen Malta (Out-Licensing)
Ltd., San Gwann , Malta;
Pharmadox Healthcare Limited,
Paola PLA, Malta; Pharmacare
Premium Ltd., Birzebbugia, Malta

Pharmascience International Limited,
Lampousas, 1, Nicosia, Cipar

Posakonazol Stada 100 mg
zelu¢anootporne tablete

HR-H-208394938

posaconazolum

Thornton & Ross Limited,
Huddersfield, Ujedinjeno
Kraljevstvo; STADA Arzneimittel
GmbH, Be¢, Austrija; Delorbis
Pharmaceuticals Ltd, Lefkosia,
Ergates, Cipar; STADA
Arzneimittel AG, Bad Vilbel,
Njemacka; Clonmel Healthcare
Ltd., Clonmel, Co. Tipperary,
Irska; Centrafarm Services B.V.,
AC Etten-Leur, Nizozemska

Stada d.o.o., Hercegovacka 14, Zagreb,
Hrvatska

Taptiqgom 15 mikrograma/ml + 5
mg/ml, kapi za oko, otopina

HR-H-889782438

tafluprostum,
timololum

Santen Oy, Tampere, Finska

Santen Oy, Niittyhaankatu 20, Tampere,
Finska

10

Treprostinil Tillomed 1 mg/mi
otopina za infuziju

HR-H-988217713

treprostinilum

Emcure Pharma UK Limited,
Great Marlings, Luton, Ujedinjeno
Kraljevstvo; Tillomed Pharma
GmbH, Schonefeld, Njemacka

Tillomed Pharma GmbH, Mittelstrasse
5/5A, Schonefeld, Njemacka

11

Treprostinil Tillomed 10 mg/ml
otopina za infuziju

HR-H-896144355

treprostinilum

Emcure Pharma UK Limited,
Great Marlings, Luton, Ujedinjeno
Kraljevstvo; Tillomed Pharma
GmbH, Schonefeld, Njemacka

Tillomed Pharma GmbH, Mittelstrasse
5/5A, Schonefeld, Njemacka
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12

Treprostinil Tillomed 2,5 mg/ml
otopina za infuziju

HR-H-437481635

treprostinilum

Emcure Pharma UK Limited,
Great Marlings, Luton, Ujedinjeno
Kraljevstvo; Tillomed Pharma
GmbH, Schonefeld, Njemacka

Tillomed Pharma GmbH, Mittelstrasse
5/5A, Schonefeld, Njemacka

13

Treprostinil Tillomed 5 mg/ml
otopina za infuziju

HR-H-051263312

treprostinilum

Emcure Pharma UK Limited,
Great Marlings, Luton, Ujedinjeno
Kraljevstvo; Tillomed Pharma
GmbH, Schonefeld, Njemacka

Tillomed Pharma GmbH, Mittelstrasse
5/5A, Schonefeld, Njemacka
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