Biuletyn 2024-11

&
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Wykaz Produktéw Leczniczych, ktére uzyskaly pozwolenie na dopuszczenie do obrotu w listopadzie 2024r.

Nazwa produktu

Lp. . R e il Posta¢ farm. Dawka Opakowanie — Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost pozw. wytw.
1 |Avoclod Apixabanum Tabletki powlekane 2,5mg 56 tabl.| Rp |05909991559328 |Zentiva, k.s. 28712 |Pharmadox Healthcare Limited|[MT
60 tabl.| Rp |05909991559335
20 tabl.[ Rp [05909991559342
90 tabl.| Rp |05909991559359
28 tabl.[ Rp [05909991559366
10tabl.f Rp |05909991559373
2 [Avoclod Apixabanum Tabletki powlekane 5mg 60 tabl.| Rp |05909991559397 |Zentiva, k.s. 28713 |Pharmadox Healthcare Limited[MT
28 tabl.[ Rp |[05909991559403
10tabl.f Rp |05909991559410
56 tabl.| Rp |05909991559427
20 tabl.[ Rp |[05909991559434
90 tabl.| Rp |05909991559441
3 |Citalopram Medreg Citalopramum Tabletki powlekane 20 mg 100 tabl.| Rp |08595566458256 [Medreg s.r.o. 28725 |Medis International a.s. cz
30tabl.] Rp |08595566458218 Pharmazet Group s.r.o. cz
60 tabl.| Rp |08595566458225
28 tabl.f Rp |08595566458201
98 tabl.] Rp |08595566458249
90 tabl.| Rp |08595566458232
14 tabl.| Rp |08595566458188
20 tabl.f[ Rp |08595566458195
4 |Diclofenac Dr.Max Diclofenacum Zel 23,2 mg/g 1tuba 50 g| OTC | 08595566457846 |Dr. Max Pharma s.r.o. 28711 [Merckle GmbH DE
diethylammonium 1tuba 60 g| OTC | 08595566457853
1tuba 150 g| OTC | 08595566457877
1tuba 180 g| OTC | 08595566457884
1tuba 30 g| OTC | 08595566457839
1tuba 100 g| OTC | 08595566457860
5 |Dimethyl fumarate MSN Dimethylis fumaras Kapsutki dojelitowe, 120 mg 14 kaps. w blistrze| Rpz [ 05909991560010 [MSN Labs Europe Limited 28730 [MSN Labs Europe Limited MT
twarde 14 kaps. w blistrze perforowanym| Rpz | 05909991560034 Pharmadox Healthcare Limited|MT
56 kaps. w blistrze| Rpz | 05909991560027
56 kaps. w blistrze perforowanym| Rpz | 05909991560041
6 |Dimethyl fumarate MSN Dimethylis fumaras Kapsutki dojelitowe, 240 mg 56 kaps. w blistrze| Rpz | 05909991560058 [MSN Labs Europe Limited 28731 [MSN Labs Europe Limited MT
twarde 56 kaps. w blistrze perforowanym| Rpz | 05909991560089 Pharmadox Healthcare Limited|MT
168 kaps. w blistrze| Rpz | 05909991560065
168 kaps. w blistrze perforowanym| Rpz | 05909991560096
196 kaps. w blistrze| Rpz | 05909991560072
196 kaps. w blistrze perforowanym| Rpz | 05909991560102
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7 |Efluelda Tréjwalentna Zawiesina do 60 mcg 10 amp.-strzyk. 0,5 ml zigtg| Rp |05909991560249 |Sanofi Winthrop Industrie 28736 |Sanofi Pasteur FR
szczepionka przeciw wstrzykiwan w HA/szczep, 1 1 amp.-strzyk. 0,5 ml bez igty] Rp |05909991560195
grypie (rozszczepiony amputko-strzykawce | dawka (0,5 ml) 5 amp.-strzyk. 0,5 ml bez igty| Rp |05909991560201
wirion), inaktywowana 5 amp.-strzyk. 0,5 ml zigtg| Rp |05909991560232
1 amp.-strzyk. 0,5 ml ziglagw| Rp [05909991560256
ostonie zabezpieczajacej
10 amp.-strzyk. 0,5 ml zigiag w| Rp |05909991560263
ostonie zabezpieczajacej
10 amp.-strzyk. 0,5 ml bez igty| Rp |05909991560218
1 amp.-strzyk. 0,5 ml zigtg] Rp |05909991560225
8 |Eltrombopag Krka Eltrombopagum Tabletki powlekane 25mg 28 tabl.[ Rpz | 03838989770884 |Krka, d.d., Novo mesto 28714 |Krka d.d., Novo mesto Sl
84 tabl.| Rpz |03838989770853 ELPEN Pharmaceutical Co. GR
Inc. S.A.
TAD Pharma GmbH DE
9 |Eltrombopag Krka Eltrombopagum Tabletki powlekane 50 mg 28 tabl.[ Rpz | 03838989770877 |Krka, d.d., Novo mesto 28715 |Krka d.d., Novo mesto Sl
84 tabl.| Rpz |03838989770846 ELPEN Pharmaceutical Co. GR
Inc. S.A.
TAD Pharma GmbH DE
10 |Eltrombopag Krka Eltrombopagum Tabletki powlekane 75 mg 84 tabl.| Rpz |03838989770839 (Krka, d.d., Novo mesto 28716 |Krka d.d., Novo mesto Sl
28 tabl.| Rpz | 03838989770860 ELPEN Pharmaceutical Co. GR
Inc. S.A.
TAD Pharma GmbH DE
11 |Enzalutamide STADA Enzalutamidum Tabletki powlekane 40 mg 112 tabl. w blistrze] Rp |05909991559601 [STADA Arzneimittel AG 28718 |STADA Arzneimittel AG AT
112 tabl. w blistrze perforowanym| Rp |05909991559618 Clonmel Healthcare Ltd. IE
112 tabl. w butelce| Rp |05909991559625 STADA Arzneimittel AG DE
PharOS Mt MT
12 |Enzalutamide STADA Enzalutamidum Tabletki powlekane 80 mg 56 tabl. w blistrze| Rp |05909991559649 |STADA Arzneimittel AG 28719 |STADA Arzneimittel AG AT
56 tabl. w blistrze perforowanym| Rp |05909991559656 Clonmel Healthcare Ltd. IE
56 tabl. w butelce| Rp |[05909991559663 STADA Arzneimittel AG DE
PharOS Mt MT
13 |Flazena Azelastini Aerozol do nosa, (137 mcg + 50 1 butelka 23 g (120 dawek)| Rp [05909991558819 |Zentiva, k.s. 28702 |Farmea FR
hydrochloridum + zawiesina mcg)/dawke
Fluticasoni propionas donosowa
14 |Hepadetox Timonacicum Tabletki 200 mg 30tabl.] Rp |05900411011167 [Adamed Pharma S.A. 28729 |Adamed Pharma S.A. PL
60 tabl.| Rp |05900411011174
15 |Infladrop Bromfenacum Krople do oczu, 0,9 mg/ml 20 poj. 0,25 ml| Rp [05900411013055 |[Adamed Pharma S.A. 28701 |Genetic S.p.A IT
roztwér w pojemniku Adamed Pharma S.A. PL
jednodawkowym
16 |IPAM Perindoprilum argininum |[Tabletki powlekane |5 mg + 1,25 mg 30tabl.] Rp |05909991560157 [Teva B.V. 28732 |Actavis Ltd. MT
+ Indapamidum + +5mg Teva Operations Poland Sp. z |PL
Amlodipinum 0.0.
17 [IPAM Perindoprilum argininum |Tabletki powlekane |5 mg+ 1,25 mg 30tabl.] Rp |05909991560164 [Teva B.V. 28733 |Actavis Ltd. MT
+ Indapamidum + +10 mg Teva Operations Poland Sp. z |PL

Amlodipinum

0.0.
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IPAM Perindoprilum argininum |[Tabletki powlekane |10 mg + 2,5 mg 30tabl.] Rp |05909991560171 |Teva B.V. 28734 |Actavis Ltd. MT
+ Indapamidum + +5mg Teva Operations Poland Sp. z [PL
Amlodipinum 0.0.
IPAM Perindoprilum argininum |Tabletki powlekane |10 mg+ 2,5 mg 30tabl.] Rp |05909991560188 [Teva B.V. 28735 |Actavis Ltd. MT
+ Indapamidum + +10 mg Teva Operations Poland Sp. z |PL
Amlodipinum 0.0.
IRUKA Metformini Tabletki o 500 mg 60 tabl.] Rp |05909991558499 [Farmaceutici Caber S.r.I. 28681 [Savio Industrial S.r.1. IT
hydrochloridum przedtuzonym 30tabl.] Rp ]05909991558505
uwalnianiu
IRUKA Metformini Tabletki o 750 mg 30tabl.| Rp |05909991558512 [Farmaceutici Caber S.r.I. 28682 |Savio Industrial S.r.l. IT
hydrochloridum przediuzonym 60 tabl.| Rp [05909991558529
uwalnianiu
IRUKA Metformini Tabletki o 1000 mg 60 tabl.] Rp |05909991558536 |Farmaceutici Caber S.r.I. 28683 [Savio Industrial S.r.1. IT
hydrochloridum przedtuzonym 30tabl.] Rp ]05909991558543
uwalnianiu
Jazeta Novum Sitagliptinum Tabletki powlekane 25mg 14 tabl.[ Rp |05909991557959 |Zentiva, k.s. 28529 |Zentiva, k.s. cz

28tabl.[ Rp [05909991557973
30tabl.f| Rp |[05909991557980
56 tabl.| Rp |05909991557997
60 tabl.| Rp |[05909991558000
90 tabl.| Rp |05909991558017
98 tabl.| Rp |[05909991558024
100 tabl.| Rp [05909991558031
14 tabl.| Rp |05909991558048
28tabl.[ Rp |[05909991558055
30tabl.l| Rp |[05909991558062
56 tabl.| Rp |05909991558079
60 tabl.| Rp |[05909991558086
90 tabl.| Rp |05909991558093
98 tabl.| Rp |[05909991558109
100 tabl.| Rp |05909991558116

Jazeta Novum Sitagliptinum Tabletki powlekane 50 mg 14 tabl.[ Rp |05909991558123 |Zentiva, k.s. 28530 [Zentiva, k.s. cz
28 tabl.[ Rp |[05909991558130
30tabl.| Rp |05909991558147
56 tabl.| Rp |05909991558154
60 tabl.| Rp |05909991558161
90 tabl.| Rp |05909991558178
98 tabl.] Rp |05909991558185

100 tabl.| Rp |05909991558192
14 tabl.| Rp |05909991558208
28 tabl.[ Rp |[05909991558215
30tabl.] Rp |05909991558222
56 tabl.| Rp |05909991558239
60 tabl.| Rp |05909991558246
90 tabl.| Rp |05909991558253
98 tabl.] Rp |05909991558260

100 tabl.| Rp |05909991558277
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25 |Jazeta Novum Sitagliptinum Tabletki powlekane 100 mg 14 tabl.[ Rp |08594739315334 |Zentiva, k.s. 28531 |Zentiva, k.s. cz
28 tabl.[ Rp |08594739274563
30tabl.] Rp |05909991558284
56 tabl.| Rp |05909991558291
60 tabl.| Rp |05909991558307
90 tabl.| Rp |05909991558314
98 tabl.| Rp |05909991558321
100 tabl.| Rp |05909991558338
14 tabl.| Rp |05909991558345
28 tabl.[ Rp |[05909991558352
30tabl.] Rp |05909991558369
56 tabl.| Rp |05909991558376
60 tabl.| Rp |05909991558383
90 tabl.| Rp |05909991558390
98 tabl.| Rp |05909991558406
100 tabl.| Rp |05909991558413
26 [Jospiten Lercanidipini Tabletki powlekane 10 mg 98 tabl.| Rp |05995327198675 |Egis Pharmaceuticals PLC 28697 |Torrent Pharma (Malta) MT
hydrochloridum 14 tabl.[ Rp |05995327198606 Limited
30tabl.] Rp |05995327198613
7 tabl.] Rp |05995327198590
60 tabl.| Rp |05995327198651
28tabl.[ Rp |[05995327193298
35tabl.] Rp |05995327198620
50 tabl.] Rp |05995327198644
100 tabl.| Rp |05995327198682
42tabl.f Rp |[05995327198637
56 tabl.| Rp |05995327193304
90 tabl.]| Rp |05995327198668
27 |Jospiten Lercanidipini Tabletki powlekane 20 mg 60 tabl.| Rp |05995327198750 |Egis Pharmaceuticals PLC 28698 [Torrent Pharma (Malta) MT
hydrochloridum 98 tabl.| Rp |05995327198774 Limited
42tabl.f Rp |[05995327198736
14 tabl.| Rp |05995327198705
56 tabl.| Rp |05995327193328
90 tabl.| Rp |05995327198767
28tabl.f Rp |[05995327193311
7 tabl.] Rp |05995327198699
30tabl.| Rp |05995327198712
100 tabl.| Rp [05995327198781
50 tabl.] Rp |05995327198743
35tabl.| Rp |05995327198729
28 |Kanpiduo Candesartanum cilexetili |Tabletki 8mg+2,5mg 28 tabl.f Rp |03838989773571 |Krka, d.d., Novo mesto 28699 |[TAD Pharma GmbH DE
+ Indapamidum 56 tabl.| Rp |03838989773595 Krka, d.d., Novo mesto S
84 tabl.| Rp |03838989773618 Krka, d.d., Novo mesto Sl
29 |Kanpiduo Candesartanum cilexetili |Tabletki 16 mg + 2,5 mg 28 tabl.| Rp |03838989773564 |Krka, d.d., Novo mesto 28700 | TAD Pharma GmbH DE
+ Indapamidum 56 tabl.| Rp |03838989773588 Krka, d.d., Novo mesto Sl
84 tabl.| Rp [03838989773601 Krka, d.d., Novo mesto S
30 |Levosol Levodropropizinum Krople doustne, 60 mg/ml 1 butelka 30 ml| OTC | 05909991558864 |Solinea Sp. z 0. 0. 28710 [MEDICOFARMA S.A. PL
roztwor Mako Pharma Sp. z 0.0. PL
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31 [Nebivolol Medreg Nebivololum Tabletki 5mg 60 tabl.| Rp |08595566458119 [Medreg s.r.o. 28724 |Balkanpharma Dupnitsa AD BG
30tabl.] Rp |08595566458096
56 tabl.| Rp |08595566458102
28 tabl.[ Rp |08595566454210
90 tabl.| Rp |08595566458126
98 tabl.| Rp |08595566458027
100 tabl.| Rp |08595566458133
32 [Nilotinib Viatris Nilotinibum Kapsutki twarde 50 mg 112 kaps.| Rpz | 05909991558659 |Viatris Limited 28692 |PharOS Mt Ltd MT
Pharos Pharmaceutical GR
Oriented Services Ltd.
33 |Nilotinib Viatris Nilotinibum Kapsutki twarde 150 mg 112 kaps.| Rpz |05909991558666 |Viatris Limited 28693 |PharOS Mt Ltd MT
Pharos Pharmaceutical GR
Oriented Services Ltd.
34 |Nilotinib Viatris Nilotinibum Kapsutki twarde 200 mg 112 kaps.| Rpz |05909991558673 |Viatris Limited 28694 |PharOS Mt Ltd MT
Pharos Pharmaceutical GR
Oriented Services Ltd.
35 |Pantoprazol PHARMLINE |Pantoprazolum Proszek do 40 mg 5fiol. 40 mg| Rp |05944728010390 |Pharmline Company Sp. z0.0. | 28717 [Rompharm Company SRL RO
sporzadzania 10 fiol. 40 mg| Rp |[05944728010406
roztworu do 20 fiol. 40 mg| Rp [05944728010413
wstrzykiwan 1fiol. 40 mg| Rp |05944728010383
36 |[Pomalidomide Grindeks Pomalidomidum Kapsutki twarde 1mg 21 kaps.| Rpz |05909991559755 |AS Grindeks 28720 |AS Grindeks LV
37 |Pomalidomide Grindeks Pomalidomidum Kapsutki twarde 2mg 21 kaps.| Rpz | 05909991559762 |AS Grindeks 28721 |AS Grindeks LV
38 [Pomalidomide Grindeks Pomalidomidum Kapsutki twarde 3mg 21 kaps.| Rpz |05909991559779 |AS Grindeks 28722 |AS Grindeks LV
39 |Pomalidomide Grindeks Pomalidomidum Kapsutki twarde 4 mg 21 kaps.| Rpz | 05909991559786 |AS Grindeks 28723 |AS Grindeks LV
40 |Pomalidomide Sandoz Pomalidomidum Kapsutki twarde 1mg 21 kaps.| Rpz |07622436116006 |Sandoz Polska Sp. z 0.0. 28577 |Synthon Hispania S.L. ES
Synthon B.V. NL
Salutas Pharma GmbH DE
41 |Pomalidomide Sandoz Pomalidomidum Kapsutki twarde 2mg 21 kaps.| Rpz |07622436116013 [Sandoz Polska Sp. z 0.0. 28578 |Synthon Hispania S.L. ES
Synthon B.V. NL
Salutas Pharma GmbH DE
42 |Pomalidomide Sandoz Pomalidomidum Kapsutki twarde 3mg 21 kaps.| Rpz |07622436116020 [Sandoz Polska Sp. z 0.0. 28579 |Synthon Hispania S.L. ES
Synthon B.V. NL
Salutas Pharma GmbH DE
43 |Pomalidomide Sandoz Pomalidomidum Kapsutki twarde 4 mg 21 kaps.| Rpz |07622436116037 [Sandoz Polska Sp. z 0.0. 28580 |Synthon Hispania S.L. ES
Synthon B.V. NL
Salutas Pharma GmbH DE
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44 |Pregabalin Medreg Pregabalinum Kapsutki twarde 75 mg 14 kaps.| Rp |08595566458348 |Medreg s.r.o. 28690 [Laboratorios Liconsa S.A. ES
112 kaps.| Rp |08595566458430
100 kaps.| Rp |08595566458423
28 kaps.| Rp |08595566458355
60 kaps.| Rp |08595566458386
56 kaps.| Rp |08595566458379
30 kaps.| Rp |08595566458362
84 kaps.| Rp |08595566458393
98 kaps.| Rp |08595566458416
90 kaps.| Rp |08595566458409
45 |Pregabalin Medreg Pregabalinum Kapsutki twarde 150 mg 28 kaps.| Rp |08595566458454 |Medreg s.r.o. 28691 |Laboratorios Liconsa S.A. ES
84 kaps.| Rp |08595566458492
100 kaps.| Rp |08595566458522
112 kaps.| Rp |08595566458539
56 kaps.| Rp |08595566458478
30 kaps.| Rp |08595566458461
98 kaps.| Rp |08595566458515
14 kaps.| Rp |[08595566458447
60 kaps.| Rp |08595566458485
90 kaps.| Rp |08595566458508
46 |Relfydess Toksyna botulinowa typu [Roztwér do 100 j/ml 1fiol. 1,5ml| Rp |05909991558833 |Ipsen Pharma 28703 [Q-Med AB SE
A wstrzykiwan 10 fiol. 1,5 ml[ Rp |05909991558840
47 |Rivaroxaban Polpharma Rivaroxabanum Kapsutki twarde 10 mg 10 kaps.| Rp |05903060628779 |Zaktady Farmaceutyczne 28684 |Zaktady Farmaceutyczne PL
POLPHARMA S.A. POLPHARMA S.A.
48 |Rivaroxaban Polpharma Rivaroxabanum Kapsutki twarde 15 mg 14 kaps.| Rp |05903060628786 |Zaklady Farmaceutyczne 28685 |Zaklady Farmaceutyczne PL
98 kaps.| Rp |05903060628816 [POLPHARMA S.A. POLPHARMA S.A.
84 kaps.| Rp |05903060628809
28 kaps.| Rp |05903060628793
49 |Rivaroxaban Polpharma Rivaroxabanum Kapsutki twarde 20 mg 84 kaps.| Rp |05903060628847 |Zaktady Farmaceutyczne 28686 |Zaktady Farmaceutyczne PL
14 kaps.| Rp |[05903060628823 |POLPHARMA S.A. POLPHARMA S.A.
98 kaps.| Rp |05903060628854
28 kaps.| Rp |05903060628830
50 [Sedistress Forte Passiflorae herbae Tabletki powlekane 500 mg 14 tabl.[ OTC | 05909991558680 | Tilman SA 28695 [Tilman SA BE
extractum siccum 28 tabl.[ OTC | 05909991558697
51 [Sertraline Medical Valley Sertralinum Tabletki powlekane 50 mg 30tabl.] Rp |05909991559854 [Medical Valley Invest AB 28726 |Laboratorios Liconsa S.A. ES
52 |Sertraline Medical Valley Sertralinum Tabletki powlekane 100 mg 30tabl.] Rp |05909991559861 [Medical Valley Invest AB 28727 |Laboratorios Liconsa S.A. ES
53 [Sertraline Medical Valley Sertralinum Tabletki powlekane 150 mg 14 tabl.[ Rp |05909991559878 |Medical Valley Invest AB 28728 |Laboratorios Liconsa S.A. ES
7 tabl.] Rp |05909991559885
54 |Ticagrelor Olpha Ticagrelorum Tabletki powlekane 60 mg 60 tabl.| Rp |04750258003099 [JSC “Olpha” 28704 |JSC “Olpha” LV
196 tabl.| Rp |04750258003143 Genepharm S.A. GR
56 tabl.| Rp |04750258003082
168 tabl.| Rp |04750258003105
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55 [Ticagrelor Olpha Ticagrelorum Tabletki powlekane 90 mg 56 tabl.| Rp |04750258003150 |JSC “Olpha” 28705 [JSC “Olpha” LV
60 tabl.| Rp |04750258003167 Genepharm S.A. GR
100 tabl. w blistrze| Rp |04750258003174
100 tabl. w blistrze perforowanym| Rp |04750258003204
168 tabl.| Rp |04750258003181
196 tabl.| Rp |04750258003198
Tipifree Combi Travoprostum + Krople do oczu, 40 meg/ml + 5 1 butelka 7,5 ml| Rp |05909991558567 [Zaktady Farmaceutyczne 28688 |Jadran-Galenski laboratorij HR
Timololum roztwor mg/ml 1 butelka 2,5 ml| Rp |[05909991558574 [POLPHARMA S.A. d.d.
Tolurindo Telmisartanum + Tabletki o 40 mg +1,5mg 30tabl.| Rp |03838989772697 |Krka, d.d., Novo mesto 28706 |Krka, d.d., Novo mesto S
Indapamidum zmodyfikowanym 60 tabl.| Rp |03838989772727 TAD Pharma GmbH DE
uwalnianiu 90 tabl.| Rp [03838989772741
Tolurindo Telmisartanum + Tabletki o 80mg+ 1,5mg 60 tabl.| Rp |03838989772710 |Krka, d.d., Novo mesto 28707 |Krka, d.d., Novo mesto Sl
Indapamidum zmodyfikowanym 30tabl.| Rp |03838989772703 TAD Pharma GmbH DE
uwalnianiu 90 tabl.| Rp |03838989772734
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