Biuletyn 2019-01

Wykaz Produktéw Leczniczych, ktére uzyskaty pozwolenie na dopuszczenie do obrotu w styczniu 2019r.

Lp. | Nazwa produktu leczniczego WGz L Posta¢ farm. Dawka Opakowanie e Kod EAN Podmiot odpowiedzialny Al Wytwoérca/lmporter NE]
stosowana dost. pozw. wytw.
1 |Adalift Tadalafilum tabletki powlekane 2,5mg 28 tabl.] Rp | 5909991389796 |Adamed Pharma S.A. 25048 |Zaktady Farmaceutyczne PL
POLPHARMA S.A.
Pharmacare Premium Ltd. MT
Zaktady Farmaceutyczne PL
POLPHARMA S.A.
2 |Adalift Tadalafilum tabletki powlekane 5mg 14 tabl.| Rp | 5909991389802 |Adamed Pharma S.A. 25049 |Zaktady Farmaceutyczne PL
28tabl.| Rp |5909991389819 POLPHARMA S.A.
84 tabl.| Rp | 5909991389826
Pharmacare Premium Ltd. MT
Zaktady Farmaceutyczne PL
POLPHARMA S.A.
3 |Adalift Tadalafilum tabletki powlekane 10 mg 4 tabl.] Rp |5909991389833 |Adamed Pharma S.A. 25050 |Zaktady Farmaceutyczne PL
POLPHARMA S.A.
Pharmacare Premium Ltd. MT
Zaktady Farmaceutyczne PL
POLPHARMA S.A.
4 |Adalift Tadalafilum tabletki powlekane 20 mg 2tabl.] Rp |5909991389840 [Adamed Pharma S.A. 25051 |Zaktady Farmaceutyczne PL
4tabl.] Rp |5909991389857 POLPHARMA S.A.
8tabl.f Rp [5909991389864
10tabl.] Rp |5909991389871 Pharmacare Premium Ltd. MT
12tabl.| Rp |[5909991389888 Zaktady Farmaceutyczne PL
POLPHARMA S.A.
5 [Amlodipine Orion Amlodipinum tabletki 5mg 30tabl.] Rp | 5909991392062 |Orion Corporation 25099 |Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
6 [Amlodipine Orion Amlodipinum tabletki 10 mg 30tabl.] Rp | 5909991392079 |Orion Corporation 25100 [Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
7 |Atazanavir Sandoz Atazanavirum kapsutki twarde 100 mg 60 kaps.| Rpz | 5907626709018 |Sandoz GmbH 25059 |LEK Pharmaceuticals d.d. Sl
Remedica Ltd CY
8 |Atazanavir Sandoz Atazanavirum kapsutki twarde 150 mg 60 kaps.| Rpz | 5907626709025 |Sandoz GmbH 25060 [LEK Pharmaceuticals d.d. Sl
Remedica Ltd CY
9 |Atazanavir Sandoz Atazanavirum kapsutki twarde 200 mg 60 kaps.| Rpz | 5907626709032 |Sandoz GmbH 25061 [LEK Pharmaceuticals d.d. Sl
Remedica Ltd CcY
10 |Atazanavir Sandoz Atazanavirum kapsutki twarde 300 mg 30 kaps.| Rpz | 5907626709049 |Sandoz GmbH 25062 [LEK Pharmaceuticals d.d. Sl
Remedica Ltd CY
11 |Canephron Levistici radix + Centaurii [tabletki drazowane 18 mg + 18 mg 60 tabl.] OTC | 5909991391096 |Bionorica SE 25067 |Bionorica SE DE
herba + Rosmarini folium +18 mg 120 tabl.| OTC | 5909991391102
200 tabl.| OTC | 5909991391119
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12 [Denofix Febuxostatum tabletki powlekane 80 mg 14 tabl.| Rp | 5909991391515 |Zaktady Farmaceutyczne 25081 |Rontis Hellas Medical and GR
28 tabl.] Rp |5909991391522 |POLPHARMA S.A. Pharmaceutical Products S.A.
30tabl.| Rp |5909991391539
42tabl.| Rp | 5909991391546
56 tabl.| Rp | 5909991391553
80 tabl.| Rp |5909991391560
84 tabl.| Rp | 5909991391577
98 tabl.| Rp | 5909991391584
13 [Denofix Febuxostatum tabletki powlekane 120 mg 14 tabl.| Rp | 5909991391591 |Zakiady Farmaceutyczne 25082 |Rontis Hellas Medical and GR
28 tabl.] Rp |5909991391607 |POLPHARMA S.A. Pharmaceutical Products S.A.
30tabl.| Rp |5909991391614
42tabl.| Rp | 5909991391621
56 tabl.| Rp | 5909991391638
80 tabl.| Rp |5909991391645
84 tabl.| Rp |5909991391652
98 tabl.| Rp | 5909991391669
14 |Dexmedetomidine Mylan Dexmedetomidinum koncentrat do 100 mcg/ml 5 fiol. 2 ml| Rpz | 5901797710606 |[Mylan S.A.S. 25101 |Mylan Teoranta IE
sporzadzania 25 fiol. 2ml| Rpz | 5901797710613
roztworu do infuzji
15 |Febuxostat Aurovitas Febuxostatum tabletki powlekane 80 mg 14 tabl.] Rp | 5909991391867 |Aurovitas Pharma Polska Sp. z | 25094 [APL Swift Services (Malta) Ltd. [MT
28 tabl.] Rp | 5909991391874 |o.o. Arrow Generiques - Lyon FR
30tabl.] Rp |5909991391881 Generis Farmaceutica, S.A. PT
42tabl.| Rp |5909991391898
56 tabl.| Rp | 5909991391904 APL Swift Services (Malta) Ltd. [MT
84 tabl.| Rp |5909991391911 Arrow Generiques - Lyon FR
98 tabl.| Rp |5909991391928 Generis Farmaceutica, S.A. PT
16 |Febuxostat Aurovitas Febuxostatum tabletki powlekane 120 mg 14 tabl.] Rp | 5909991391935 |Aurovitas Pharma Polska Sp. z | 25095 [APL Swift Services (Malta) Ltd. [MT
28 tabl.] Rp | 5909991391942 |o.o. Arrow Generiques - Lyon FR
30tabl.] Rp |5909991391959 Generis Farmaceutica, S.A. PT
42tabl.| Rp | 5909991391966
56 tabl.| Rp | 5909991391973 APL Swift Services (Malta) Ltd. [MT
84 tabl.| Rp | 5909991391980 Arrow Generiques - Lyon FR
98 tabl.| Rp |5909991391997 Generis Farmaceutica, S.A. PT
17 |Febuxostat Zentiva Febuxostatum tabletki powlekane 80 mg 28 tabl.| Rp | 5909991390495 |Zentiva, k.s. 25052 |Zentiva, k.s. cz
84 tabl.| Rp | 5909991390501
18 |Febuxostat Zentiva Febuxostatum tabletki powlekane 120 mg 28 tabl.| Rp | 5909991390556 |Zentiva, k.s. 25053 |Zentiva, k.s. cz
84 tabl.]| Rp | 5909991390563
19 |Fixapost Latanoprostum + krople do oczu, (50 meg + 5 30 poj. jednodawkowych 0,2 ml| Rp | 3662042005329 |Laboratoires THEA 25047 |Excelvision FR
Timololum roztwor w pojemniku mg)/ml 90 poj. jednodawkowych 0,2 ml| Rp | 3662042005336 Laboratoires THEA FR
jednodawkowym
20 [Ibuprex Ibuprofenum tabletki powlekane 200 mg 10 tabl.| OTC | 5909991391737 |Olimp Laboratories Sp. z o.0. 25097 |Olimp Laboratories Sp. zo.0. |PL
Olimp Laboratories Sp. zo.0. |PL
21 |IBUPREX MAX Ibuprofenum tabletki powlekane 400 mg 12 tabl.| OTC | 5909991391744 |Olimp Laboratories Sp. z 0.0. 25098 |Olimp Laboratories Sp. zo.0. |PL
Olimp Laboratories Sp. z0.0. _|PL
22 |Konaten Atomoxetinum kapsutki twarde 10 mg 28 kaps.| Rp | 5909991390938 |Glenmark Arzneimittel GmbH 25070 [Pharmathen S.A. GR
56 kaps.| Rp | 5909991390945 Glenmark Pharmaceuticals cz
s.r.o.
Pharmathen International S.A. |GR
Glenmark Generics (Europe) |GB
Ltd
Pharmadox Healthcare, Ltd. MT
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23 |Konaten Atomoxetinum kapsutki twarde 18 mg 28 kaps.| Rp |5909991390952 |Glenmark Arzneimittel GmbH 25071 |Pharmathen S.A. GR
56 kaps.]| Rp | 5909991390969 Glenmark Pharmaceuticals cz
s.r.o.
Pharmathen International S.A. |GR
Glenmark Generics (Europe) |GB
Ltd
Pharmadox Healthcare, Ltd. MT
24 |Konaten Atomoxetinum kapsutki twarde 25mg 28 kaps.| Rp |5909991390976 |Glenmark Arzneimittel GmbH 25072 |Pharmathen S.A. GR
56 kaps.| Rp | 5909991390983 Glenmark Pharmaceuticals cz
s.r.o.
Pharmathen International S.A. |GR
Glenmark Generics (Europe) |GB
Ltd
Pharmadox Healthcare, Ltd. MT
25 |Konaten Atomoxetinum kapsutki twarde 40 mg 28 kaps.| Rp |5909991390990 |Glenmark Arzneimittel GmbH 25073 |Pharmathen S.A. GR
56 kaps.| Rp |5909991391003 Glenmark Pharmaceuticals Ccz
s.r.o.
Pharmathen International S.A. |GR
Glenmark Generics (Europe) |GB
Ltd
Pharmadox Healthcare, Ltd. MT
26 |Konaten Atomoxetinum kapsutki twarde 60 mg 28 kaps.| Rp |5909991391010 |Glenmark Arzneimittel GmbH 25074 |Pharmathen S.A. GR
56 kaps.| Rp |5909991391027 Glenmark Pharmaceuticals cz
s.r.o.
Pharmathen International S.A. |GR
Glenmark Generics (Europe) |GB
Ltd
Pharmadox Healthcare, Ltd. MT
27 |Konaten Atomoxetinum kapsutki twarde 80 mg 28 kaps.| Rp |5909991391034 |Glenmark Arzneimittel GmbH 25075 |Pharmathen S.A. GR
56 kaps.| Rp |5909991391041 Glenmark Pharmaceuticals cz
s.r.o.
Pharmathen International S.A. |GR
Glenmark Generics (Europe) |GB
Ltd
Pharmadox Healthcare, Ltd. MT
28 |Konaten Atomoxetinum kapsutki twarde 100 mg 28 kaps.| Rp |5909991391058 |Glenmark Arzneimittel GmbH 25076 [Pharmathen S.A. GR
56 kaps.]| Rp |5909991391065 Glenmark Pharmaceuticals Ccz
s.r.o.
Pharmathen International S.A. |GR
Glenmark Generics (Europe) |GB
Ltd
Pharmadox Healthcare, Ltd. MT
29 |Lenalidomide Sandoz Lenalidomidum kapsutki twarde 2,5mg 21 kaps.| Rpz | 5907626709063 |Sandoz GmbH 25085 |Synthon Hispania S.L. ES
Synthon B.V. NL
Synthon Hispania S.L. ES
Synthon B.V. NL
30 |Lenalidomide Sandoz Lenalidomidum kapsutki twarde 5mg 21 kaps.| Rpz | 5907626709070 |Sandoz GmbH 25086 |Synthon Hispania S.L. ES
Synthon B.V. NL
Synthon Hispania S.L. ES
Synthon B.V. NL
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31 |Lenalidomide Sandoz Lenalidomidum kapsutki twarde 7,5 mg 21 kaps.| Rpz | 5907626709087 |Sandoz GmbH 25087 |Synthon Hispania S.L. ES
Synthon B.V. NL
Synthon Hispania S.L. ES
Synthon B.V. NL
32 |Lenalidomide Sandoz Lenalidomidum kapsutki twarde 10 mg 21 kaps.| Rpz | 5907626709094 |Sandoz GmbH 25088 [Synthon Hispania S.L. ES
Synthon B.V. NL
Synthon Hispania S.L. ES
Synthon B.V. NL
33 |Lenalidomide Sandoz Lenalidomidum kapsutki twarde 15 mg 21 kaps.| Rpz | 5907626709100 |Sandoz GmbH 25089 [Synthon Hispania S.L. ES
Synthon B.V. NL
Synthon Hispania S.L. ES
Synthon B.V. NL
34 |Lenalidomide Sandoz Lenalidomidum kapsutki twarde 20 mg 21 kaps.| Rpz | 5907626709117 |Sandoz GmbH 25090 [Synthon Hispania S.L. ES
Synthon B.V. NL
Synthon Hispania S.L. ES
Synthon B.V. NL
35 |Lenalidomide Sandoz Lenalidomidum kapsutki twarde 25mg 21 kaps.| Rpz | 5907626709124 |Sandoz GmbH 25091 |Synthon Hispania S.L. ES
Synthon B.V. NL
Synthon Hispania S.L. ES
Synthon B.V. NL
36 |Nebicard Nebivololum tabletki 10 mg 14 tabl.| Rp | 5909991390341 |Biofarm Sp. z 0.0. 25056 |Biofarm Sp. z 0.0. PL
28tabl.| Rp | 5909991390358
30tabl.| Rp | 5909991390365
56 tabl.| Rp | 5909991390372
60 tabl.| Rp | 5909991390389
84 tabl.| Rp | 5909991390396
37 |Oxydolor Fast Oxycodoni tabletki powlekane 5mg 30 tabl.| Rpw | 9008732009507 |G.L. Pharma GmbH 25077 |G.L. Pharma GmbH AT
hydrochloridum 60 tabl.| Rpw | 9008732009514
38 |Oxydolor Fast Oxycodoni tabletki powlekane 10 mg 30 tabl.| Rpw | 9008732009521 |G.L. Pharma GmbH 25078 |G.L. Pharma GmbH AT
hydrochloridum 60 tabl.| Rpw | 9008732009538
39 |Oxydolor Fast Oxycodoni tabletki powlekane 20 mg 30 tabl.| Rpw | 9008732009545 |G.L. Pharma GmbH 25079 |G.L. Pharma GmbH AT
hydrochloridum 60 tabl.| Rpw | 9008732009552
40 |Paritdam Bupropioni tabletki o 300 mg 7 tabl.| Rp | 5909991391812 |Accord Healthcare Polska Sp. z | 25096 |Accord Healthcare Limited GB
hydrochloridum zmodyfikowanym 30 tabl. w blistrze| Rp | 5909991391836 |o.0. Laboratori Fundacié Dau ES
uwalnianiu 30 tabl. w blistrze perforowanym| Rp | 5909991391829
60 tabl.] Rp |5909991391843 Accord Healthcare Limited GB
90 tabl.| Rp | 5909991391850 Laboratori Fundacié Dau ES
41 |Pelafen Pelargonii radicis syrop 20 mg/2,5 ml 1 butelka 100 ml] OTC | 5909991390914 |Phytopharm Klgka S.A. 25055 |Phytopharm Kleka S.A. PL
extractum siccum
42 [Roxiper Rosuvastatinum + tert-  |tabletki powlekane 10mg+4mg+ 10tabl.| Rp | 5909991390662 |Krka, d.d., Novo mesto 25063 |Krka, d.d., Novo mesto Sl
Butylamini perindoprilum 1,25 mg 20 tabl.] Rp |5909991390679 TAD Pharma GmbH DE
+ Indapamidum 30tabl.] Rp | 5909991390686
60 tabl.| Rp | 5909991390693
90 tabl.| Rp | 5909991390709
100 tabl.| Rp | 5909991390716
43 |Roxiper Rosuvastatinum + tert- tabletki powlekane 20mg +4 mg + 10tabl.] Rp |5909991390723 [Krka, d.d., Novo mesto 25064 |Krka, d.d., Novo mesto S
Butylamini perindoprilum 1,25 mg 20 tabl.| Rp | 5909991390730 TAD Pharma GmbH DE
+ Indapamidum 30tabl.] Rp | 5909991390747
60 tabl.| Rp | 5909991390754
90 tabl.| Rp | 5909991390761
100 tabl.| Rp | 5909991390778
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44 |Roxiper Rosuvastatinum + tert- tabletki powlekane 10mg +8mg + 10tabl.] Rp |5909991390785 [Krka, d.d., Novo mesto 25065 |Krka, d.d., Novo mesto S
Butylamini perindoprilum 2,5mg 20 tabl.| Rp | 5909991390792 TAD Pharma GmbH DE
+ Indapamidum 30tabl.] Rp |5909991390808
60 tabl.| Rp | 5909991390815
90 tabl.| Rp | 5909991390822
100 tabl.| Rp | 5909991390839
45 |Roxiper Rosuvastatinum + tert- tabletki powlekane 20mg+8mg + 10tabl.] Rp | 5909991390853 [Krka, d.d., Novo mesto 25066 |Krka, d.d., Novo mesto Sl
Butylamini perindoprilum 2,5mg 20 tabl.| Rp | 5909991390860 TAD Pharma GmbH DE
+ Indapamidum 30tabl.] Rp |5909991390877
60 tabl.| Rp | 5909991390884
90 tabl.| Rp | 5909991390891
100 tabl.| Rp | 5909991390907
46 |Scaldex Produkt ztozony masc¢ - 1tuba 25 g| OTC | 5909991390280 |Owoc Barbara Maria, Owoc 25054 |Chema-Elektromet PL
Dorian Jacek, Owoc Ointment Spotdzielnia Pracy
S.C.
47 |Symago Agomelatinum tabletki powlekane 25mg 14 tabl.| Rp | 5909991391416 |[Symphar Sp. z 0.0. 25080 [Symphar Sp. z 0.0. PL
28 tabl.| Rp | 5909991391423 Medis International a.s. vyrobni|CZ
56 tabl.| Rp | 5909991391430 zavod Bolatice
98 tabl.| Rp | 5909991391447
48 |Tadalafil Aurovitas Tadalafilum tabletki powlekane 5mg 14 tabl.] Rp | 5909991392109 |Aurovitas Pharma Polska Sp. z | 25083 [APL Swift Services (Malta) Ltd. [MT
28 tabl.| Rp |5909991392116 |o.o. Generis Farmaceutica, S.A. PT
Milpharm Limited GB
APL Swift Services (Malta) Ltd. [MT
Generis Farmaceutica, S.A. PT
49 [Tadalafil Aurovitas Tadalafilum tabletki powlekane 20 mg 2tabl.] Rp |5909991392123 |Aurovitas Pharma Polska Sp. z | 25084 |APL Swift Services (Malta) Ltd. |MT
4tabl.] Rp |5909991392130 |o.o. Generis Farmaceutica, S.A. PT
8tabl.f Rp [5909991392147
Milpharm Limited GB
APL Swift Services (Malta) Ltd. |[MT
Generis Farmaceutica, S.A. PT
50 [Telmisartan Bluefish Telmisartanum tabletki 40 mg 28 tabl.| Rp | 5909991391713 |Bluefish Pharmaceuticals AB 25092 [Laboratorios LICONSA, S.A.  |ES
51 |Telmisartan Bluefish Telmisartanum tabletki 80 mg 28 tabl.| Rp | 5909991391720 |Bluefish Pharmaceuticals AB 25093 [Laboratorios LICONSA, S.A. |ES
52 |Tiopental Momaja Thiopentalum natricum et |proszek do 500 mg 1 fiol. proszku| Lz | 5909991389222 [Momaja s.r.o 25068 |Panpharma FR
natrii carbonas sporzadzania 10 fiol. proszku| Lz | 5909991389239
roztworu do 25 fiol. proszku| Lz | 5909991389246
wstrzykiwan 50 fiol. proszku| Lz | 5909991389253
53 [Tiopental Momaja Thiopentalum natricum et |proszek do 19 1 fiol. proszku| Lz | 5909991389260 |Momaja s.r.o 25069 |[Panpharma FR
natrii carbonas sporzadzania 10 fiol. proszku| Lz |5909991389277
roztworu do 25 fiol. proszku| Lz | 5909991389284
wstrzykiwan 50 fiol. Proszku] Lz | 5909991389291
54 |Zevesin Solifenacini succinas tabletki powlekane 5mg 10tabl.| Rp | 5909991382261 |Zentiva, k.s. 25057 |Zentiva, k.s. Ccz
30tabl.] Rp | 5909991382278 Saneca Pharmaceuticals a.s. |SK
100 tabl.| Rp | 5909991382285
55 |Zevesin Solifenacini succinas tabletki powlekane 10 mg 10tabl.| Rp | 5909991382292 |Zentiva, k.s. 25058 |Zentiva, k.s. Ccz
30tabl.] Rp |5909991382308 Saneca Pharmaceuticals a.s. |SK
100 tabl.| Rp | 5909991382315

Strona5z5




