Popis novoodobrenih lijekova od 01.05.2020. do 31.05.2020. godine/The list of newly approved medicinal products in May 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 i . . . Pharmascience International Limited,
Dasatinb Pharmascience 100 | o 1 958136573 |dasatinibum | "armasclence nternational 1 o 11,56, Themistokli Dervi 3, Nicosia,
mg filmom oblozZene tablete Limited, Nicosia, Cipar Cipar
2 - . . . Pharmascience International Limited,
Dasétm'b Pharrrjasuence 140 HR-H-796254278 dasatinibum P.ha'rmasc!enc.e Intgrnauonal Julia House, Themistokli Dervi 3, Nicosia,
mg filmom oblozene tablete Limited, Nicosia, Cipar Cipar
3 - . . . Pharmascience International Limited,
Dasgtlnlb Pharnjasmence 20 HR-H-450592054 dasatinibum P.ha_rmasc!enc_e Int_ernatlonal Julia House, Themistokli Dervi 3, Nicosia,
mg filmom oblozZene tablete Limited, Nicosia, Cipar Cipar
4 - . . . Pharmascience International Limited,
Das;.it'mb Pharrrv]asuence S0 HR-H-493672126 dasatinibum P.ha'rmasc!enc.e Intgrnatlonal Julia House, Themistokli Dervi 3, Nicosia,
mg filmom oblozene tablete Limited, Nicosia, Cipar Cipar
5 - . . . Pharmascience International Limited,
Dasgtlnlb Pharnjasmence 70 HR-H-216232950 dasatinibum P.ha_rmasc!enc_e Intgrnatlonal Julia House, Themistokli Dervi 3, Nicosia,
mg filmom obloZene tablete Limited, Nicosia, Cipar Cipar
6 . . . . Pharmascience International Limited,
Dasz.itlnlb Pharrrvlasuence 80 HR-H-594985655 dasatinibum P.ha.rmasc!enc.e Intgrnatlonal Julia House, Themistokli Dervi 3, Nicosia,
mg filmom oblozZene tablete Limited, Nicosia, Cipar Cipar
7 Rontis Hellas Medical and . . .
Niksol 4 mg tvrde kapsule HR-H-600261190 silodosinum Pharmaceutical Products S.A., Alpha-Medical d.o.o., Dragutina Golika
i . 36, Zagreb, Hrvatska
Larisa, Gréka
8 Rontis Hellas Medical and : . .
Niksol 8 mg tvrde kapsule HR-H-883441862 silodosinum Pharmaceutical Products S.A., Alpha-Medical d.o.o., Dragutina Golika
. N 36, Zagreb, Hrvatska
Larisa, Gréka
9 ?A?:;g?ﬁﬁ:: STADA Arzneimittel AG, Bad
Omelia 20 mg/5 mg/12,5 mg . ' Vilbel, Njemacka; Clonmel Stada d.o.o., Hercegovacka 14, Zagreb,
. N HR-H-682555225 amlodipinum,
filmom oblozene tablete .__. |Healthcare Ltd., Clonmel, Co. Hrvatska
hydrochlorothiazid|_.
um Tipperary, Irska
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10 zzgjféﬁnﬁrr: STADA Arzneimittel AG, Bad
Omelia 40 mg/10 mg/12,5 mg o ' Vilbel, Njemacka; Clonmel Stada d.o.o., Hercegovacka 14, Zagreb,
. v HR-H-223977082 amlodipinum,
filmom obloZene tablete .__. |Healthcare Ltd., Clonmel, Co. Hrvatska
hydrochlorothiazid .
Tipperary, Irska
um
11 :’T:gfjfémm STADA Arzneimittel AG, Bad
Omelia 40 mg/10 mg/25 mg o ' Vilbel, Njemacka; Clonmel Stada d.o.o0., Hercegovacka 14, Zagreb,
: N HR-H-374767750 amlodipinum,
filmom oblozene tablete .__. |Healthcare Ltd., Clonmel, Co. Hrvatska
hydrochlorothiazid | _-.
Tipperary, Irska
um
12 ?Argjj‘gmt‘jﬂ STADA Arzneimittel AG, Bad
Omelia 40 mg/5 mg/12,5 mg - ' Vilbel, Njemacka; Clonmel Stada d.o.o., Hercegovacka 14, Zagreb,
. . HR-H-029505255 amlodipinum,
filmom oblozene tablete .__. |Healthcare Ltd., Clonmel, Co. Hrvatska
hydrochlorothiazid .
Tipperary, Irska
um
13 ﬂr;‘;jfgmjnf STADA Arzneimittel AG, Bad
Omelia 40 mg/5 mg/25 mg L ' Vilbel, Njemacka; Clonmel Stada d.o.o0., Hercegovacka 14, Zagreb,
. N HR-H-535063194 amlodipinum,
filmom oblozene tablete .__. |Healthcare Ltd., Clonmel, Co. Hrvatska
hydrochlorothiazid|_.
Tipperary, Irska
um
14 amlodipinum,
Vainas HCT 10 mg/160 mg/12,5 HR-H-109185333 valsartanum, Belupo lijekovi i kozmetika d.d., |Belupo lijekovi i kozmetika d.d., Ulica
mg filmom obloZene tablete hydrochlorothiazid |Koprivnica, Hrvatska Danica 5, Koprivnica, Hrvatska
um
15 amlodipinum,
Vainas HCT 10 mg/160 mg/25 HR-H-232555908 valsartanum, Belupo lijekovi i kozmetika d.d., |Belupo lijekovi i kozmetika d.d., Ulica
mg filmom obloZene tablete hydrochlorothiazid |Koprivnica, Hrvatska Danica 5, Koprivnica, Hrvatska
um
16 amlodipinum,
Vainas HCT 10 mg/320 mg/25 HR-H-275198046 valsartanum, Belupo lijekovi i kozmetika d.d., |Belupo lijekovi i kozmetika d.d., Ulica
mg filmom obloZene tablete hydrochlorothiazid [Koprivnica, Hrvatska Danica 5, Koprivnica, Hrvatska
um
17 amlodipinum,
Vainas HCT 5 mg/160 mg/12,5 HR-H-706792876 valsartanum, Belupo lijekovi i kozmetika d.d., |Belupo lijekovi i kozmetika d.d., Ulica
mg filmom obloZene tablete hydrochlorothiazid [Koprivnica, Hrvatska Danica 5, Koprivnica, Hrvatska
um

F-0818/1**MA-OP-0019

2/3




18

Vainas HCT 5 mg/160 mg/25
mg filmom oblozZene tablete

HR-H-429757655

amlodipinum,
valsartanum,

hydrochlorothiazid

um

Belupo lijekovi i kozmetika d.d.,
Koprivnica, Hrvatska

Belupo lijekovi i kozmetika d.d., Ulica
Danica 5, Koprivnica, Hrvatska

19

Xapla 25 mg filmom oblozene
tablete

HR-H-277676854

eplerenonum

Adamed Pharma S.A., Czosnow,
Poljska

Alpha-Medical d.o.o., Dragutina Golika
36, Zagreb, Hrvatska

20

Xapla 50 mg filmom oblozene
tablete

HR-H-342034866

eplerenonum

Adamed Pharma S.A., Czosnow,
Poljska

Alpha-Medical d.o.o., Dragutina Golika
36, Zagreb, Hrvatska
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