Biuletyn 2025-01

Wykaz Produktéw Leczniczych, ktére uzyskaly pozwolenie na dopuszczenie do obrotu w styczniu 2025r.

Lp. T Produktu P R Postac¢ farm. Dawka Opakowanie B Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost. pozw. wytw.
1 |Abrix Vortioxetinum Tabletki powlekane 5mg 28 tabl.[ Rp |05904016022801 |Tarchominskie Zaktady 28799 |ELPEN Pharmaceutical Co. GR
Farmaceutyczne "Polfa" S.A. Inc. S.A.

2 |Abrix Vortioxetinum Tabletki powlekane 10 mg 28 tabl.[ Rp |05904016022818 |Tarchominskie Zaktady 28800 [ELPEN Pharmaceutical Co. GR
Farmaceutyczne "Polfa" S.A. Inc. S.A.

3 |Abrix Vortioxetinum Tabletki powlekane 15 mg 28 tabl.[ Rp |05904016022825 |Tarchomihskie Zaktady 28801 [ELPEN Pharmaceutical Co. GR
Farmaceutyczne "Polfa" S.A. Inc. S.A.

4 |Abrix Vortioxetinum Tabletki powlekane 20 mg 28 tabl.[ Rp |05904016022832 |Tarchomihskie Zaktady 28802 |[ELPEN Pharmaceutical Co. GR
Farmaceutyczne "Polfa" S.A. Inc. S.A.

5 |Airiam Beclometasoni Aerozol inhalacyjny, (200 mcg + 6 1 poj. 120 dawek| Rp |[05909991564292 |Zentiva, k.s. 28845 |Hormosan Pharma GmbH DE
dipropionas + Formoteroli|roztwér mcg)/dawke Oy Medfiles Ltd Fl
fumaras dihydricus

6 |Alprazolam Grindeks Alprazolamum Tabletki 0,25 mg 10tabl.f[ Rp |05909991562236 |AS Grindeks 28806 |Grindex AS LV

20 tabl.f[ Rp |[05909991562243
30tabl.] Rp |05909991562250
50 tabl.] Rp |05909991562267
60 tabl.] Rp |05909991562274
100 tabl.| Rp |05909991562281
7 |Alprazolam Grindeks Alprazolamum Tabletki 0,5mg 10 tabl.f Rp |05909991562298 |AS Grindeks 28807 |Grindex AS LV
20 tabl.[ Rp [05909991562304
30tabl.| Rp |05909991562311
50 tabl.] Rp |05909991562328
60 tabl.]| Rp |05909991562335
100 tabl.| Rp |05909991562342
8 |Alprazolam Grindeks Alprazolamum Tabletki 1mg 10 tabl.f Rp |05909991562359 |AS Grindeks 28808 |Grindex AS LV
20 tabl.[ Rp [05909991562366
30tabl.| Rp |05909991562373
50 tabl.] Rp |05909991562380
60 tabl.| Rp |05909991562397
100 tabl.| Rp |05909991562403

9 |Argipressin Farmak Argipressinum Roztwér do 20 1U/ml 10amp. 1 ml] Lz |05907637916146 |Farmak International Sp. z 0.0. | 28842 |Farmak International Sp. z 0.0.|PL

wstrzykiwan 10 amp.2ml| Lz |05907637916153

10 |Atorvastatin Teva B.V. Atorvastatinum Tabletki powlekane 10 mg 30tabl.] Rp |05909991562700 |Teva B.V. 28813 |Teva Operations Poland Sp. z [PL

0.0.
Teva Pharma S.L.U. ES

11 |Atorvastatin Teva B.V. Atorvastatinum Tabletki powlekane 20 mg 30tabl.] Rp |05909991562717 [Teva B.V. 28814 |Teva Operations Poland Sp. z |PL

0.0.
Teva Pharma S.L.U. ES

12 |Atorvastatin Teva B.V. Atorvastatinum Tabletki powlekane 40 mg 30tabl.] Rp |05909991562724 |Teva B.V. 28815 |Teva Operations Poland Sp. z |[PL

0.0.
Teva Pharma S.L.U. ES

13 |Bellix Allergy Bilastinum Tabletki 20 mg 10 tabl.| OTC | 05902020661993 |Aurovitas Pharma Polska Sp. z | 28679 |APL Swift Services (Malta) MT

6 tabl.| OTC | 05902020661986 |o.0. Ltd.
7 tabl.| OTC | 05902020661726 Generis Farmacéutica, S.A., PT

14 |Bromiduo Fenoteroli Roztwér do (0,5mg + 0,25 1 butelka 25 ml| Rp |05900411010702 [Adamed Pharma S.A. 28817 [Nord Farm Sp. z o.0. PL
hydrobromidum + nebulizacji mg)/ml Adamed Pharma S.A. PL

Ipratropii bromidum
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15 |Bucidar Bupropioni Tabletki o 150 mg 90 tabl.] Rp |05909991564070 [Ranbaxy (Poland) Sp. z o.0. 28835 |Sun Pharmaceutical Industries [NL
hydrochloridum zmodyfikowanym 30tabl.] Rp |05909991564063 Europe B.V.
uwalnianiu Terapia S.A. RO
16 |Bucidar Bupropioni Tabletki o 300 mg 90 tabl.| Rp |05909991564087 [Ranbaxy (Poland) Sp. z 0.0. 28836 |Terapia S.A. RO
hydrochloridum zmodyfikowanym 30tabl.| Rp [05909991564094 Sun Pharmaceutical Industries |NL
uwalnianiu Europe B.V.
17 |Coatoris Ezetimibum + Tabletki powlekane 10 mg + 10 mg 30tabl.] Rp |03838989773465 |Krka, d.d., Novo mesto 28831 |TAD Pharma GmbH DE
Atorvastatinum 90 tabl.| Rp |03838989773373 Krka, d.d., Novo mesto Sl
60 tabl.| Rp |03838989773335
18 [Coatoris Ezetimibum + Tabletki powlekane 10 mg + 20 mg 90 tabl.| Rp |03838989773380 |Krka, d.d., Novo mesto 28832 |TAD Pharma GmbH DE
Atorvastatinum 60 tabl.| Rp |03838989773342 Krka, d.d., Novo mesto S
30tabl.] Rp |03838989773458
19 |Coatoris Ezetimibum + Tabletki powlekane 10 mg + 40 mg 60 tabl.| Rp |03838989773359 |Krka, d.d., Novo mesto 28833 |Krka, d.d., Novo mesto S
Atorvastatinum 30tabl.] Rp |03838989773441 TAD Pharma GmbH DE
90 tabl.| Rp |03838989773397
20 |Coatoris Ezetimibum + Tabletki powlekane 10 mg + 80 mg 30tabl.] Rp |03838989773410 |Krka, d.d., Novo mesto 28834 |Krka, d.d., Novo mesto Sl
Atorvastatinum 90 tabl.| Rp |03838989773403 TAD Pharma GmbH DE
60 tabl.| Rp |03838989773366
21 |Dimethyl fumarate Sandoz |Dimethylis fumaras Kapsutki dojelitowe, 120 mg 14 kaps. w blistrze| Rpz | 05909991563899 |Sandoz GmbH 28843 |Lek Pharmaceuticals d.d. Sl
twarde 14 kaps. w blistrze perforowanym| Rpz |05909991563905 Zaktady Farmaceutyczne PL
14 kaps. w blistrze kalendarzowym| Rpz | 05909991563912 POLPHARMA S.A.
22 |Dimethyl fumarate Sandoz |Dimethylis fumaras Kapsutki dojelitowe, 240 mg 56 kaps. w blistrze| Rpz | 05909991563929 |Sandoz GmbH 28844 |Zakiady Farmaceutyczne PL
twarde 56 kaps. w blistrze perforowanym| Rpz | 05909991563936 POLPHARMA S.A.
56 kaps. w blistrze kalendarzowym| Rpz [05909991563943 Lek Pharmaceuticals d.d. Sl
23 |Diptivil Vildagliptinum Tabletki 50 mg 7 tabl.l] Rp [05909991729660 |[MSN Labs Europe Limited 28823 |Pharmadox Healthcare Limited|[MT
30tabl.] Rp |05909991729677 MSN Labs Europe Limited MT
56 tabl.| Rp |05909991729684
60 tabl.| Rp |05909991729691
112tabl.| Rp |05909991729707
336 tabl. w blistrze (opak. zbiorcze)] Rp |05909991729714
28 tabl.f Rp |[05909991729721
90 tabl.| Rp |05909991563493
180 tabl.| Rp |05909991563509
14 tabl.| Rp |05909991563516
336 tabl. w blistrze| Rp |[05909991563523
24 |Dorzolamidum+Timololum |Dorzolamidum + Krople do oczu, 20 mg/ml + 5 1poj. 5ml| Rp |05909991562021 [Misom Labs Limited 28846 |Eurofins Analytical Services  [HU
Misom Labs Timololum roztwor mg/ml 2 poj. 5mil| Rp |05909991562038 Hungary Kift.
3poj. 5ml| Rp |05909991562045
4 poj. 5ml| Rp |05909991562052
6 poj. 5ml| Rp [05909991562069
25 |Herbion Porost Islandzki Cetrariae islandicae Pastylki twarde 3 mg 24 pastylki| OTC | 03838989771782 |Krka, d.d., Novo mesto 28794 |Krka, d.d., Novo mesto S
thallus extractum siccum 40 pastylek| OTC | 03838989771874
32 pastylki| OTC | 03838989771867
26 [Ibunoven ZATOKI Ibuprofenum + Kapsutki migkkie 200 mg + 30 24 kaps.| OTC | 05909991561901 |Synoptis Pharma Sp. z o.0. 28822 Synoptis Industrial Sp. zo.0. |PL
Pseudoephedrini mg 12 kaps.| OTC | 05909991561895

hydrochloridum
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27 |Invitaxon Benfotiaminum + Tabletki powlekane 150 mg + 50 30tabl.] Rp |05909991561574 [Adamed Pharma S.A. 28811 |[Adamed Pharma S.A. PL
Pyridoxini mg + 0,2 mg 45 tabl.f Rp |05909991561581
hydrochloridum + 60 tabl.| Rp |05909991561598
Cyanocobalaminum 90 tabl.| Rp ]05909991561604
100 tabl.| Rp [05909991561611
105 tabl.| Rp |05909991561628
120 tabl.| Rp |05909991561635
28 |Jamesi Novum Sitagliptinum + Tabletki powlekane 50 mg + 850 28 tabl.f Rp |08594739315396 |Zentiva, k.s. 28818 |Zentiva SA RO
Metformini mg 60 tabl.| Rp |05909991561987
hydrochloridum 56 tabl.| Rp |08594739274587
196 tabl.| Rp |05909991561994
29 |Jamesi Novum Sitagliptinum + Tabletki powlekane 50 mg + 1000 28 tabl.f Rp |08594739315402 |Zentiva, k.s. 28819 |Zentiva SA RO
Metformini mg 196 tabl.| Rp |[05909991562007
hydrochloridum 60 tabl.| Rp [05909991562014
56 tabl.| Rp |08594739274570
30 |Kamaptin Atomoxetinum Kapsutki twarde 10 mg 28 kaps.| Rp |05909991563677 |[Ranbaxy (Poland) Sp. z 0.0. 28824 |Fairmed Healthcare GmbH DE
7 kaps.| Rp |05909991563684 Synoptis Industrial Sp. zo.0. |PL
56 kaps.| Rp |05909991563691
31 |Kamaptin Atomoxetinum Kapsutki twarde 18 mg 28 kaps.| Rp |05909991563707 [Ranbaxy (Poland) Sp. z 0.0. 28825 |Fairmed Healthcare GmbH DE
56 kaps.| Rp |05909991563714 Synoptis Industrial Sp. zo.0. |PL
7 kaps.| Rp |05909991563721
32 [Kamaptin Atomoxetinum Kapsutki twarde 25mg 56 kaps.| Rp |05909991563738 |Ranbaxy (Poland) Sp. z 0.0. 28826 |Synoptis Industrial Sp. zo.0. |PL
28 kaps.| Rp |05909991563745 Fairmed Healthcare GmbH DE
7 kaps.| Rp |05909991563752
33 [Kamaptin Atomoxetinum Kapsutki twarde 40 mg 7 kaps.] Rp |[05909991563769 |[Ranbaxy (Poland) Sp. z o.0. 28827 |Fairmed Healthcare GmbH DE
56 kaps.| Rp |05909991563776 Synoptis Industrial Sp. zo0.0. |PL
28 kaps.| Rp |05909991563783
34 [Kamaptin Atomoxetinum Kapsutki twarde 60 mg 7 kaps.] Rp [05909991563790 [Ranbaxy (Poland) Sp. z o.0. 28828 |Synoptis Industrial Sp. zo.0. |PL
28 kaps.| Rp |05909991563806 Fairmed Healthcare GmbH DE
56 kaps.| Rp |05909991563813
35 |Kamaptin Atomoxetinum Kapsutki twarde 80 mg 7 kaps.] Rp |05909991563820 [Ranbaxy (Poland) Sp. z 0.0. 28829 |Fairmed Healthcare GmbH DE
28 kaps.| Rp |05909991563837 Synoptis Industrial Sp. zo.0. |PL
56 kaps.| Rp |05909991563844
36 |Kamaptin Atomoxetinum Kapsutki twarde 100 mg 56 kaps.| Rp |05909991563851 [Ranbaxy (Poland) Sp. z 0.0. 28830 [Fairmed Healthcare GmbH DE
7 kaps.] Rp [05909991563868 Synoptis Industrial Sp. zo.0. |PL
28 kaps.| Rp |05909991563875
37 |LECIX Levocetirizini Tabletki powlekane 5mg 60 szt.| Rp |05909991562212 [Ranbaxy (Poland) Sp. z 0.0. 28805 |Pharmas d.o.o. HR
dihydrochloridum 28 szt.| Rp |05909991562229
38 |Mirabegron Teva Mirabegronum Tabletki o 50 mg 10tabl.| Rp |05909991562748 |TEVA GmbH 28816 |Adalvo Ltd. MT
przediuzonym 50 tabl.| Rp [05909991562755 Pharmadox Healthcare Ltd. MT
uwalnianiu 30tabl.] Rp ]05909991562762
90 tabl.| Rp |05909991562779
100 tabl.| Rp |05909991562786
39 |Nesyrgy Nebivololum + Tabletki powlekane 5mg+5mg 14 tabl.f[ Rp |05909991729554 |Menarini International 28820 |Saneca Pharmaceuticals a. s. [SK
Amlodipinum 28 tabl.] Rp |05909991729561 |Operations Luxembourg S.A.
40 |Nesyrgy Nebivololum + Tabletki powlekane 5mg+ 10 mg 14 tabl.[ Rp |05909991729578 |Menarini International 28821 [Saneca Pharmaceuticals a. s. [SK
Amlodipinum 28 tabl.f| Rp |05909991729585 |Operations Luxembourg S.A.
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41 |Nuodil Tiotropium Proszek do inhalacji | 18 mcg/dawke 30 kaps.| Rp |05909991562076 |Zaktady Farmaceutyczne 28804 |Pharmadox Healthcare Ltd. MT
w kapsuice twardej odmierzong 60 kaps.| Rp |05909991562083 |POLPHARMA S.A.
90 kaps.| Rp |05909991562090
30 kaps.| Rp |05909991562106
60 kaps.| Rp |05909991562113
42 |Prolutex Progesteronum Roztwér do 25mg 14 amp.-strzyk. 1,112 ml| Rp |08053689862300 |IBSA Farmaceutici ltalia S.r.1. 28852 [IBSA Farmaceutici ltalia S.r.l. [IT
wstrzykiwan w 7 amp.-strzyk. 1,112 ml[ Rp |08053689862294
amputko-strzykawce
43 |Radelumin 2000 MBg/ml PSMA-1007 (18F) solutio [Roztwér do 2000 MBg/ml 1fiol. 15 ml| Lz |05909991564360 [Abx Advanced Biochemical 28848 |Petnet Solutions S.A.S. FR
iniectabilis wstrzykiwan 1fiol. 20 ml| Lz [05909991564353 |Compounds - Biomedizinische Seibersdorf Labor GmbH AT
Forschungsreagenzien GmbH Advanced Accelerator DE
Applications Germany GmbH
Euro-Pet Positronen DE
Emissions Tomographie
Untersuchungszentrum GmbH
Advanced Accelerator FR
Applications Molecular
Imaging France S.A.S Saint
Cloud
BIONT, a.s. SK
Alliance Medical RP GmbH DE
SPARKLE S.r.l. IT
Radboud Translational NL
Medicine B.V.
Universitaetsklinikum DE
Tuebingen, Department fuer
Radiologie, Abteilung fiir
Praeklinische Bildgebung
unud Radiopharmazie
Advanced Accelerator
Applications Molecular FR
Imaging France S.A.S
Marseille
Advanced Accelerator DE
Applications Germany GmbH
ABX advanced biochemical DE
compounds - Biomedizinische
Forschungsreagenzien GmbH
ITEL Telecomunicazioni S.r.l. |IT
Institut de Radiofarmacia ES
Aplicada de Barcelona, S.L.
Alliance Medical RP Sp. zo.0. |PL
44 |Sugammadex Accord Sugammadexum Roztwoér do 100 mg/ml 1 fiol. 5 ml| Rpz |05909991561925 [Accord Healthcare Polska Sp. z | 28803 |Laboratori Fundacio Dau ES
wstrzykiwan 10 fiol. 2 ml| Rpz [05909991561949 |o.o0. Accord Healthcare Polska Sp. |PL
10 fiol. 5 ml| Rpz |05909991561918 zo0.0.
1 fiol. 2 ml| Rpz | 05909991561932 Accord Healthcare Single GR
_ Member S.A.
45 |Symplisept Octenidini Zel 1mg/g + 10 1 tuba 30 g| OTC | 05995327200583 |Egis Pharmaceuticals PLC 28849 |Dr. August Wolff GmbH & Co. |DE
dihydrochloridum + mg/g Arzneimittel

Phenoxyethanolum
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46 |Tamsulosin Medical Valley |Tamsulosini Kapsutki o 0,4 mg 10 tabl. w blistrze| Rp |05909991562502 |Medical Valley Invest AB 28812 |Laboratorios Liconsa S.A. ES
hydrochloridum zmodyfikowanym 100 tabl. w blistrze] Rp |05909991562519
uwalnianiu, twarde 20 tabl. w blistrze| Rp |05909991562526
50 tabl. w blistrze|] Rp |05909991562533
90 tabl. w blistrze| Rp |05909991562540
30 tabl. w blistrze| Rp |05909991562557
100 tabl. w blistrze perforowanym| Rp |05909991562601
20 tabl. w blistrze perforowanym| Rp |05909991562564
10 tabl. w blistrze perforowanym| Rp |05909991562571
30 tabl. w blistrze perforowanym| Rp |05909991562588
90 tabl. w blistrze perforowanym| Rp |05909991562595
50 tabl. w blistrze perforowanym| Rp |05909991562618
35 tabl. w butelce| Rp |[05909991562625
90 tabl. w butelce| Rp |[05909991562632
100 tabl. w butelce| Rp |05909991562649
50 tabl. w butelce| Rp |[05909991562656
112 tabl. w butelce| Rp |05909991562663
200 tabl. w butelce] Rp |05909991562670
30 tabl. w butelce| Rp |[05909991562687
60 tabl. w butelce| Rp |[05909991562694
47 |Teriflunomide Aurovitas Teriflunomidum Tabletki powlekane 14 mg 70 tabl.| Rpz |05907394784088 |Aurovitas Pharma Polska Sp. z | 28687 |APL Swift Services (Malta) MT
90 tabl.| Rpz |05902020661818 (o.0. Ltd. FR
84 tabl.| Rpz |05907394784095 Arrow Génériques PT
120 tabl.| Rpz |05902020661849 Generis Farmacéutica, S.A.
200 tabl.| Rpz |05902020661856
100 tabl.| Rpz |05902020661832
98 tabl.| Rpz |05902020661825
60 tabl.| Rpz |05902020661788
14 tabl.| Rpz |05902020661740
28 tabl.| Rpz | 05907394784057
30 tabl.| Rpz |05907394784064
56 tabl.| Rpz |05907394784071
28 tabl.| Rpz | 05902020661870
100 tabl.| Rpz |05902020661955
30 tabl.| Rpz |05902020661887
200 tabl.| Rpz |05902020661979
60 tabl.| Rpz |05902020661900
120 tabl.| Rpz |05902020661962
56 tabl.| Rpz |05902020661894
90 tabl.| Rpz |05902020661931
98 tabl.| Rpz |05902020661948
14 tabl.| Rpz |05902020661863
84 tabl.| Rpz |05902020661924
70 tabl.| Rpz |05902020661917
48 |Tiscard Ticagrelorum Tabletki powlekane 90 mg 56 tabl.| Rp [05902802708748 |Aflofarm Farmacja Polska Sp. z | 28751 |Genepharm S.A. GR
56 tabl.| Rp |05902802708724 (o.0.
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