Popis novoodobrenih lijekova od 01.03.2021. do 31.03.2021. godine/The list of newly approved medicinal products in March 2021

. 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 Adlmvuplan 100 mg filmom HR-H-849613790 sitagliptinum Lek Pharmaceutlncals dd., Sandoz d.o.0., Maksimirska 120, Zagreb,
obloZene tablete Lendava, Slovenija Hrvatska
2 Adlmvuplan 25 mg filmom HR-H-169642435 sitagliptinum Lek Pharmaceutlncals dd., Sandoz d.o.0., Maksimirska 120, Zagreb,
obloZene tablete Lendava, Slovenija Hrvatska
3 Adlrrluplan 50 mg filmom HR-H-874768155 sitagfiptinum Lek Pharmaceutlncals dd., Sandoz d.o.0., Maksimirska 120, Zagreb,
oblozene tablete Lendava, Slovenija Hrvatska
4 Lek Pharmaceuticals d.d.,
AirBuFo Forspiro 320/9 : Ljubljana, Slovenija; Salutas -
mikrograma po dozi, prasak HR-H-623053682 budesonidun, Pharma GmbH, Barleben, Sandoz d.o.0., Maksimirska 120, Zagreb,
. D formoterolum . N Hrvatska
inhalata, dozirani Njemacka; Aeropharm GmbH,
Rudolstadt, Njemacka
5 Novartis Farmacéutica S.A.,
Dipperam 10 mg/160 mg filmom amlodipinum, Barbera del Valles, Barcelona, Sandoz d.o.0., Maksimirska 120, Zagreb,
. HR-H-915864492 & . .
obloZene tablete valsartanum Spanjolska; Novartis Pharma Hrvatska
GmbH, Nurnberg, Njemacka
6 Novartis Farmacéutica S.A.,
Dipperam 5 mg/160 mg filmom amlodipinum, Barbera del Valles, Barcelona, Sandoz d.o.0., Maksimirska 120, Zagreb,
. HR-H-273437554 & . .
obloZene tablete valsartanum Spanjolska; Novartis Pharma Hrvatska
GmbH, Nurnberg, Njemacka
7 Novartis Farmacéutica S.A.,
Dipperam 5 mg/80 mg filmom amlodipinum, Barbera del Valles, Barcelona, Sandoz d.o.0., Maksimirska 120, Zagreb,
N HR-H-088017946 o .
obloZene tablete valsartanum Spanjolska; Novartis Pharma Hrvatska
GmbH, Nurnberg, Njemacka
8 Gloft_rlnld 3z5_mg“prasak za HR-H-323257063 bortezomibum elkal?|d - INT d...o.o., Ljubljana - A]kal@d - INVT d.?.o., Sland"rova ulica 4,
otopinu za injekciju Crnuce, Slovenija Ljubljana - Crnuce, Slovenija
9 Alkaloid - INT d.o.0., Ljubljana -
- . Crnuge, Slovenija; Synthon . = .
Imatinib Alk?IOId_INT 100mg 1,0 1814472469 imatinibum Hispania S.L., Barcelona, Alkaloid - INT d.?.o., Sland"rova ulica 4,
filmom obloZene tablete * ) ) Ljubljana - Crnuce, Slovenija
Spanjolska; Synthon BV,
Nijmegen, Nizozemska
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10 Alkaloid - INT d.o.0., Ljubljana -
. . Crnuge, Slovenija; Synthon . * .
Irnanmb Alk<:;1I0|d INT 400 mg HR-H-134589831 imatinibum Hispania S.L., Barcelona, AIkand i INvT d'?'o" Sland"rova ulica 4,
filmom oblozene tablete * . ) Ljubljana - Crnuce, Slovenija
Spanjolska; Synthon BV,
Nijmegen, Nizozemska
11 Alkaloid - INT d.o.0., Ljubljana -
. : . Crnuge, Slovenija; Synthon . = .
Lenalidomid Alkaloid-INT 10 mg HR-H-421966762 lenalidomidum Hispania S.L., Barcelona, Alkalqd - INT d.?.o., Sland"rova ulica 4,
tvrde kapsule * . ) Ljubljana - Crnuce, Slovenija
Spanjolska; Synthon BV,
Nijmegen, Nizozemska
12 Alkaloid - INT d.o.0., Ljubljana -
o . Crnuge, Slovenija; Synthon : x :
Lenalidomid Alkaloid-INT 15 mg HR-H-106564803 lenalidomidum Hispania S.L., Barcelona, AIkand - INVT d.?.o., Sland"rova ulica 4,
tvrde kapsule * . ) Ljubljana - Crnuce, Slovenija
Spanjolska; Synthon BV,
Nijmegen, Nizozemska
13 Alkaloid - INT d.o.0., Ljubljana -
. : . Crnuge, Slovenija; Synthon . = .
Lenalidomid Alkaloid-INT 25 mg HR-H-872218589 lenalidomidum Hispania S.L., Barcelona, Alkalqd - INvT d.?.o., Sland"rova ulica 4,
tvrde kapsule * . ) Ljubljana - Crnuce, Slovenija
Spanjolska; Synthon BV,
Nijmegen, Nizozemska
14 Alkaloid - INT d.o.0., Ljubljana -
o . Crnuge, Slovenija; Synthon : % :
Lenalidomid Alkaloid-INT 5 mg HR-H-653492043 lenalidomidum Hispania S.L., Barcelona, AIkand i INvT d.<3.o., SIand"rova ulica 4,
tvrde kapsule * . ) Ljubljana - Crnuce, Slovenija
Spanjolska; Synthon BV,
Nijmegen, Nizozemska
15 Metformm AvlkaI0|d 1000 mg HR-H-439260352 metforminum elkalcvnd - INT d...o.o., Ljubljana - Alkalqd - INT d.?.o., Sland"rova ulica 4,
filmom obloZene tablete Crnuce, Slovenija Ljubljana - Crnuée, Slovenija
16 Metformm AvlkaI0|d 500 mg HR-H-416921279 metforminum elkalcvnd - INT d...o.o., Ljubljana - Alkalqd - INT d.?.o., Sland"rova ulica 4,
filmom obloZene tablete Crnuce, Slovenija Ljubljana - Crnuée, Slovenija
17 Metformm AvlkaI0|d 850 mg HR-H-137406160 metforminum elkal?|d - INT d...o.o., Ljubljana - A]kal@d - INVT d.?.o., Sland"rova ulica 4,
filmom obloZene tablete Crnuce, Slovenija Ljubljana - Crnuce, Slovenija
18 Pharma$s d.o.o., Zagreb,
Mikofenolatna kiselina PharmaS HR-H-499939322 acidum Hrvatska; Accord Healthcare PharmasS d.o.o., Radni¢ka cesta 47,
180 mg zZelu€anootporne tablete mycophenolicum |Polska Sp. z 0.0., Pabianice, Zagreb, Hrvatska
Poljska
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19 Pharmas d.o.o., Zagreb,

Mikofenolatna kiselina PharmaS HR-H-834810217 acidum Hrvatska; Accord Healthcare PharmaS d.o.o., Radni¢ka cesta 47,

360 mg Zelu€anootporne tablete mycophenolicum |Polska Sp. z 0.0., Pabianice, Zagreb, Hrvatska

Poljska
20 Olynth Combo 1 mg/ml + 50 . Famar Health Care Services
: . xylometazolinum, . .. |Johnson & Johnson S.E. d.o.o0.,
mg/ml sprej za nos, otopina HR-H-202956797 Madrid S.A.U., Alcorcon, Madrid, L s
dexpanthenolum Spanjolska Oreskoviceva 6h, Zagreb, Hrvatska

21 Sugamadeks Sanplqz 190 HR-H-761874008 sugammadexum Lgk I?harmaceutlgals d.d., Sandoz d.o.o0., Maksimirska 120, Zagreb,

mg/ml otopina za injekciju Ljubljana, Slovenija Hrvatska
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