Biuletyn 2026-05

Wykaz Produktéw Leczniczych, ktére uzyskaly pozwolenie na dopuszczenie do obrotu w maju 2026r.

T Produktu P R Postac¢ farm. Dawka Opakowanie B Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost. pozw. wytw.

Brazier Sacubitrilum + Tabletki powlekane 24 mg + 26 mg 28 tabl.f Rp |05909991601102 |Ranbaxy (Poland) Sp. z o0.0. 29698 |Pharmadox Healthcare Limited|[MT
Valsartanum 56 tabl.| Rp ]05909991601119 Delorbis Pharmaceuticals Ltd. [CY

Brazier Sacubitrilum + Tabletki powlekane 49 mg+51mg 28 tabl.f Rp |05909991601126 |Ranbaxy (Poland) Sp. z o0.0. 29699 [Delorbis Pharmaceuticals Ltd. [CY
Valsartanum 56 tabl.| Rp ]05909991601133 Pharmadox Healthcare Limited|MT

Brazier Sacubitrilum + Tabletki powlekane 97 mg + 103 28 tabl.f Rp |05909991601140 |Ranbaxy (Poland) Sp. z o0.0. 29700 [Delorbis Pharmaceuticals Ltd. [CY
Valsartanum mg 56 tabl.| Rp ]05909991601157 Pharmadox Healthcare Limited|MT

Brivaracetam Holsten Brivaracetamum Tabletki powlekane 10 mg 14 tabl.f[ Rp |05909991601706 |Holsten Pharma GmbH 29714 |Holsten Pharma GmbH DE

28 tabl.f| Rp [05909991601713
56 tabl.| Rp |05909991601720

Brivaracetam Holsten Brivaracetamum Tabletki powlekane 25mg 14 tabl.f[ Rp |05909991601737 |Holsten Pharma GmbH 29715 |Holsten Pharma GmbH DE
28 tabl.[ Rp |[05909991601744
56 tabl.| Rp |05909991601751

Brivaracetam Holsten Brivaracetamum Tabletki powlekane 50 mg 14 tabl.f[ Rp |05909991601768 |Holsten Pharma GmbH 29716 |Holsten Pharma GmbH DE
28 tabl.[ Rp |[05909991601775
56 tabl.| Rp |05909991601782

Brivaracetam Holsten Brivaracetamum Tabletki powlekane 75 mg 14 tabl.f[ Rp |05909991601799 |Holsten Pharma GmbH 29717 |Holsten Pharma GmbH DE
28 tabl.[ Rp |[05909991601805
56 tabl.| Rp |05909991601812

Brivaracetam Holsten Brivaracetamum Tabletki powlekane 100 mg 14 tabl.f[ Rp |05909991601829 |Holsten Pharma GmbH 29718 |Holsten Pharma GmbH DE
28 tabl.[ Rp |[05909991601836
56 tabl.| Rp |05909991601843

Brivaracetam Orion Brivaracetamum Tabletki powlekane 10 mg 14 tabl.[ Rp |05909991602901 |Orion Corporation 29744 |Orion Corporation Orion Fl
56 tabl.| Rp ]05909991602918 Pharma

Orion Corporation Orion Fl
Pharma

Brivaracetam Orion Brivaracetamum Tabletki powlekane 25mg 14 tabl.[ Rp |05909991602925 |Orion Corporation 29745 |Orion Corporation Orion Fl
56 tabl.| Rp |05909991602932 Pharma

Orion Corporation Orion Fl
Pharma

Brivaracetam Orion Brivaracetamum Tabletki powlekane 50 mg 14 tabl.[ Rp |05909991602949 |Orion Corporation 29746 |Orion Corporation Orion Fl
56 tabl.| Rp |05909991602956 Pharma

Orion Corporation Orion Fl
Pharma

Brivaracetam Orion Brivaracetamum Tabletki powlekane 75 mg 14 tabl.[ Rp |05909991602963 |Orion Corporation 29747 |Orion Corporation Orion Fl
56 tabl.| Rp |05909991602970 Pharma

Orion Corporation Orion Fl
Pharma
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13 |Brivaracetam Orion Brivaracetamum Tabletki powlekane 100 mg 14 tabl.[ Rp |05909991602987 |Orion Corporation 29748 |Orion Corporation Orion Fl
56 tabl.| Rp ]05909991602994 Pharma
Orion Corporation Orion Fl
Pharma
14 |Budesonide + Formoterol Budesonidum + Aerozol inhalacyjny, | (160 mcg + 4,5 1 poj. 120 dawek| Rp |[05909991600938 |Cipla Europe 29694 |Cipla Europe NV BE
Cipla Formoteroli fumaras zawiesina mcg)/dawke S&D Pharma CZ, spol. s.ro. |CZ
dihydricus
15 |Calcifar Calcii carbonas Kapsutki twarde 400 mg 10 kaps.| OTC | 05907695215625 |Biofarm Sp. z 0.0. 29522 |Biofarm Sp. z 0.0. PL
30 kaps.| OTC | 05907695215632
50 kaps.| OTC | 05907695215649
60 kaps.| OTC | 05907695215656
100 kaps.| OTC | 05907695215663
100 kaps.| OTC | 05907695215670
16 [Cholinex Direct smak Flurbiprofenum Pastylki twarde 8,75 mg 8 pastylek| OTC | 05909991602642 [STADA Arzneimittel AG 29734 |STADA Arzneimittel GmbH AT
cytrynowy 10 pastylek| OTC | 05909991602659 STADA Arzneimittel AG DE
12 pastylek| OTC | 05909991602666 Lozy's Pharmaceuticals S.L. |ES
16 pastylek| OTC | 05909991602673 Clonmel Healthcare Limited IE
20 pastylek| OTC | 05909991602680
24 pastylki| OTC [ 05909991602697
30 pastylek| OTC | 05909991602703
36 pastylek| OTC | 05909991602710
17 |Clizay Brivaracetamum Tabletki powlekane 25mg 14 tabl.[ Rp |05909991602291 |MSN Labs Europe Limited 29723 [MSN Labs Europe Limited MT
56 tabl.| Rp [05909991602307 Pharmadox Healthcare Limited|MT
168 tabl.| Rp |05909991602314
18 |Clizay Brivaracetamum Tabletki powlekane 50 mg 14 tabl.[ Rp |05909991602321 |MSN Labs Europe Limited 29724 IMSN Labs Europe Limited MT
56 tabl.| Rp [05909991602338 Pharmadox Healthcare Limited|MT
168 tabl.| Rp |05909991602345
19 |Clizay Brivaracetamum Tabletki powlekane 100 mg 14 tabl.[ Rp |05909991602352 |MSN Labs Europe Limited 29725 |Pharmadox Healthcare Limited[MT
56 tabl.| Rp |05909991602369 MSN Labs Europe Limited MT
168 tabl.| Rp |05909991602376
20 [Crondex Chondroitini natrii sulfas |Kapsutki twarde 500 mg 60 kaps.| Rp |05907572581263 [Solinea Sp. z 0. 0. 29739 |Medicofarma S.A. PL
21 |Cytisinicline Uni-Pharma Cytisiniclinum Tabletki powlekane 1,5mg 100 tabl.| OTC | 05909991601874 |Uni-Pharma Kleon Tsetis 29712 |Adamed Pharma S.A. PL
Pharmaceutical Laboratoires
S.A.
22 |DALZIOR Dapagliflozinum Tabletki powlekane 5mg 30tabl.] Rp |05908289660722 [Teva Pharmaceuticals Polska 29445 |Actavis Group PTC ehf. IS
28 tabl.[ Rp |05908289660760 |Sp. z 0.0. Teva Operations Poland Sp. z |PL
0.0.
Balkanpharma Dupnitsa AD  |BG
23 |DALZIOR Dapagliflozinum Tabletki powlekane 10 mg 30tabl.] Rp |05908289660739 [Teva Pharmaceuticals Polska | 29446 [Actavis Group PTC ehf. IS
28 tabl.| Rp |05908289660777 |Sp. z o.0. Teva Operations Poland Sp. z |PL
0.0.
Balkanpharma Dupnitsa AD BG
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24 |Dapagliflozin Stada Dapagliflozinum Tabletki powlekane 5mg 30tabl.] Rp |05909991600594 [STADA Arzneimittel AG 29740 [Centrafarm Services B.V. NL
Laboratori Fundacio Dau ES
STADA Arzneimittel GmbH AT
Clonmel Healthcare Ltd. IE
STADA Arzneimittel AG DE
25 |Dapagliflozin Stada Dapagliflozinum Tabletki powlekane 10 mg 30tabl.] Rp |05909991600600 [STADA Arzneimittel AG 29741 |STADA Arzneimittel AG DE
STADA Arzneimittel GmbH AT
Laboratori Fundacio Dau ES
Clonmel Healthcare Ltd. IE
Centrafarm Services B.V. NL
26 |Dapheria Dapagliflozinum Tabletki powlekane 5mg 30tabl.] Rp |05907553010928 [Synoptis Pharma Sp. z 0.0. 29710 [Synoptis Industrial Sp. zo.0. |PL
27 |Dapheria Dapagliflozinum Tabletki powlekane 10 mg 30tabl.]| Rp |05907553010669 [Synoptis Pharma Sp. z o.0. 29711 |Synoptis Industrial Sp. zo.0. [PL
60 tabl.| Rp |05907553010652
90 tabl.| Rp |05907553010911
28 |Dexamethasone Farmak Dexamethasoni Roztwoér do 4 mg/ml 5amp. 1ml| Rp |05907637916931 |Farmak International Sp. z 0.0. | 29647 |Farmak International Sp. z 0.0. |PL
phosphas wstrzykiwan 10amp. 1 ml] Rp |05907637916948
5amp.2ml| Rp |05907637916955
10amp.2ml| Rp |05907637916962
29 |Dimethylis fumaras Qilu Dimethylis fumaras Kapsutki dojelitowe, 120 mg 14 kaps.| Rpz | 05909991602871 |Qilu Pharma Spain S.L. 29742 |Eurofins Analytical Services [HU
twarde Hungary Kift.
Kymos S.L. ES
30 |Dimethylis fumaras Qilu Dimethylis fumaras Kapsutki dojelitowe, 240 mg 56 kaps.| Rpz |05909991602888 |Qilu Pharma Spain S.L. 29743 |Eurofins Analytical Services [HU
twarde 168 kaps.| Rpz |05909991602895 Hungary Kift.
Kymos S.L. ES
31 [Ebromen Erdosteinum Kapsutki twarde 300 mg 10 kaps.| Rp |08594739280397 |Zentiva, k.s. 29731 |Balkanpharma-Razgrad AD BG
20 kaps.| Rp |08594739319325
60 kaps.| Rp |08594739280403
32 |Eronavis Brivaracetamum Tabletki powlekane 10 mg 14 tabl.[ Rp |05909991602444 |Orion Corporation 29529 [Orion Corporation Orion Fl
56 tabl.| Rp ]05909991602451 Pharma
Orion Corporation Orion Fl
Pharma
33 |Eronavis Brivaracetamum Tabletki powlekane 25mg 14 tabl.[ Rp |05909991602468 |Orion Corporation 29530 |Orion Corporation Orion Fl
56 tabl.| Rp |05909991602475 Pharma
Orion Corporation Orion Fl
Pharma
34 |Eronavis Brivaracetamum Tabletki powlekane 50 mg 56 tabl.| Rp |06432100108036 |Orion Corporation 29531 |Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
35 |Eronavis Brivaracetamum Tabletki powlekane 75 mg 14 tabl.[ Rp |05909991602482 |Orion Corporation 29532 |Orion Corporation Orion Fl
56 tabl.| Rp |05909991602499 Pharma
Orion Corporation Orion Fl

Pharma
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36 |Eronavis Brivaracetamum Tabletki powlekane 100 mg 14 tabl.[ Rp |05909991602505 |Orion Corporation 29533 |Orion Corporation Orion Fl
56 tabl.| Rp ]05909991602512 Pharma
Orion Corporation Orion Fl
Pharma
37 |Hydrocortisonum Ziaja MAX |Hydrocortisoni acetas Krem 10 mg/g 1tuba 15 g| OTC | 05901887003007 [ZIAJA Ltd Zaktad Produkcji 29749 |ZIAJA Ltd Zaktad Produkcji PL
Lekéw Sp. z 0.0. Lekdéw Sp. z 0.0.
38 [lvacaftor STADA Ivacaftorum Tabletki powlekane 150 mg 7 tabl.| Rpz | 05909991601010 |[STADA Arzneimittel AG 29696 |STADA Arzneimittel AG DE
14 tabl.[ Rpz | 05909991601027 Centrafarm Services B.V. NL
28 tabl.| Rpz |05909991601034 ELPEN Pharmaceutical Co. GR
56 tabl. w blistrze| Rpz |05909991601041 Inc. S.A.
98 tabl.| Rpz |05909991601058 STADA M&D SRL RO
56 tabl. w butelce| Rpz | 05909991601065 STADA Arzneimittel GmbH AT
60 tabl.| Rpz |05909991601072 Laboratori Fundacioé Dau ES
39 |Larida Linagliptinum Tabletki powlekane 5mg 28 tabl.f Rp [05909991601195 |Teva B.V. 29701 [Balkanpharma-Dupnitsa AD  |BG
Actavis International Ltd. MT
Teva Operations Poland Sp. z |PL
0.0.
40 |Levetiracetam Kalceks Levetiracetamum Koncentrat do 100 mg/ml 10fiol. 5ml| Rp [04750341018634 |Kalceks AS 29707 |AS Kalceks LV
sporzagdzania
roztworu do infuzji
41 |Linagliptin Accord Linagliptinum Tabletki powlekane 5mg 10 tabl.f Rp |05909991600488 |Accord Healthcare Polska Sp. z | 29705 |Accord Healthcare Polska Sp. |PL
14 tabl.f Rp |05909991600495 |o.o. zo0.0.
28 tabl.] Rp |05909991600501 Pharmadox Healthcare Limited|MT
30tabl.] Rp ]05909991600518 Accord Healthcare B.V. NL
56 tabl.| Rp |05909991600525
60 tabl.| Rp |05909991600532
84 tabl.| Rp |05909991600549
90 tabl.| Rp |05909991600556
98 tabl.| Rp |05909991600563
100 tabl.| Rp |05909991600570
120 tabl.| Rp |05909991600587
42 |Linagliptin Olpha Linagliptinum Tabletki powlekane 5mg 10 tabl.f Rp |04750258009756 |Olpha AS 29713 [SAG MANUFACTURING, ES
28tabl.[ Rp |[04750258009763 S.L.U.
30tabl.]| Rp |04750258009770 Galenicum Health S.L.U. ES
90 tabl.| Rp |04750258009787
43 |Lipsanal Dehydroepiandrosteronu [Tabletki 10 mg 10 tabl.| OTC | 05909991602567 |SOLARPHARMA Sp. z 0.0. 29732 (Grand Medical Poland Sp.z  |PL
m 20 tabl.| OTC | 05909991602574 0.0.
30 tabl.| OTC |05909991602581
60 tabl.| OTC | 05909991602598
44 |Lipsanal Dehydroepiandrosteronu |Tabletki 25mg 10 tabl.| OTC | 05909991602604 |SOLARPHARMA Sp. z 0.0. 29733 |Grand Medical Poland Sp.z  |PL
m 20 tabl.[ OTC | 05909991602611 0.0.
30 tabl.| OTC | 05909991602628
60 tabl.| OTC | 05909991602635
45 |Macitentan Zentiva Macitentanum Tabletki powlekane 10 mg 30 tabl. w blistrze| Rpz |05909991600990 |Zentiva, k.s. 29695 |Pharmadox Healthcare Limited[MT
30 tabl. w butelce| Rpz | 05909991601003
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46 |Micafungin TZF Micafunginum Proszek do 50 mg 1 fiol. 50 mg proszku| Rpz | 05904016013618 | Tarchominhskie Zaktady 29702 |[PHARMIDEA SIA LV
sporzadzania Farmaceutyczne "Polfa" S.A.
koncentratu roztworu
do infuzji
47 |Micafungin TZF Micafunginum Proszek do 100 mg 1 fiol. 100 mg proszku| Rpz |05904016013625 [Tarchominskie Zaktady 29703 |PHARMIDEA SIA LV
sporzadzania Farmaceutyczne "Polfa" S.A.
koncentratu roztworu
do infuzji
48 |Miglustat Waymade Miglustatum Kapsutki twarde 100 mg 84 kaps.| Rpz |08721161208006 |Waymade B.V. 29697 |Waymade B.V. NL
49 |Norditropin FlexPro Somatropinum Roztwoér do 5mg/1,5 ml 1 wstrzykiwacz 1,5 ml| Rpz | 05712249131272 |Novo Nordisk A/S 29726 |Novo Nordisk A/S DK
wstrzykiwan we 5 wstrzykiwaczy 1,5 ml| Rpz | 05712249131289
wstrzykiwaczu
50 |Norditropin FlexPro Somatropinum Roztwoér do 10 mg/1,5 ml 1 wstrzykiwacz 1,5 ml| Rpz | 05712249131296 |Novo Nordisk A/S 29727 |Novo Nordisk A/S DK
wstrzykiwan we 5 wstrzykiwaczy 1,5 ml| Rpz | 05712249131302
wstrzykiwaczu
51 |octenidine dihydrochloride +|Octenidini Roztwér dopochwowy | 1 mg/ml + 20 1 butelka 50 mI| OTC | 05909991600440 |Schiilke & Mayr GmbH 29606 |Schulke & Mayr GmbH DE
phenoxyethanol APC dihydrochloridum + mg/ml
Instytut Phenoxyethanolum
52 [Pedismof Junior Produkt ztozony Emulsja do infuzji - 6 workéw 1000 ml| Rpz | 04052682086656 |Fresenius Kabi AB 29693 |Fresenius Kabi AB SE
4 worki 1500 ml| Rpz | 04052682086557
53 |Pedismof Neo Produkt ztozony Emulsja do infuzji - 6 workéw 500 ml| Rpz |04052682086533 |Fresenius Kabi AB 29692 |Fresenius Kabi AB SE
54 [Pedismof Pre Produkt ztozony Emulsja do infuzji - 10 workéw 250 mi| Rpz | 04052682086519 |Fresenius Kabi AB 29691 |Fresenius Kabi AB SE
55 |Pomalidomid Reig Jofre Pomalidomidum Kapsutki twarde 1mg 21 kaps.| Rpz | 05909991601430 |Reig Jofre Sp. z 0.0. 29708 |Adalvo Limited MT
Pharmadox Healthcare Limited|MT
Qualimetrix S.A. GR
56 [Pomalidomid Reig Jofre Pomalidomidum Kapsutki twarde 2mg 21 kaps.| Rpz |05909991601492 |Reig Jofre Sp. z 0.0. 29709 |Adalvo Limited MT
Qualimetrix S.A. GR
Pharmadox Healthcare Limited|MT
57 |PSMAtrace Gozetotidum Zestaw do 10 mcg 5 fiol. 10 ml| Rpz [05909991602277 |Billev Pharma ApS 29722 |Cilatus Manufacturing IE
sporzadzania Services Limited
preparatu
radiofarmaceutyczne
go
58 |Quadrixam Perindoprilum argininum |Kapsutki twarde 5mg+1,25mg 30 kaps.| Rp |05901571321127 [Les Laboratoires Servier 29728 |Anpharm Przedsigbiorstwo PL
+ Indapamidum + +5mg+5mg Farmaceutyczne S.A.

Amlodipinum +
Bisoprololi fumaras
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59 |Quadrixam Perindoprilum argininum |Kapsutki twarde 10 mg +2,5mg 30 kaps.| Rp |05901571321134 |Les Laboratoires Servier 29729 |Anpharm Przedsigbiorstwo PL
+ Indapamidum + +5mg+5mg Farmaceutyczne S.A.
Amlodipinum +
Bisoprololi fumaras
60 |Quadrixam Perindoprilum argininum |Kapsutki twarde 10mg +2,5mg 30 kaps.| Rp |05901571321141 [Les Laboratoires Servier 29730 |Anpharm Przedsigbiorstwo PL
+ Indapamidum + +10mg +5mg Farmaceutyczne S.A.
Amlodipinum +
Bisoprololi fumaras
61 |Riastap Fibrinogenum humanum |[Proszek do 29 1fiol. 2 g proszku + 1 zestaw do| Lz |05909991602789 |CSL Behring GmbH 29735 |CSL Behring GmbH DE
sporzagdzania rekonstytucji
roztworu do
wstrzykiwan / do
infuzji
62 [Septofar Plus Amylmetacresolum + Pastylki twarde 0,6mg+1,2 16 pastylek| OTC | 08595566460297 |Dr. Max Pharma s.r.o. 29721 |Lozy's Pharmaceuticals S.L. |ES
Alcohol 2,4- mg + 2 mg 20 pastylek| OTC | 08595566460303
dichlorobenzylicus + 24 pastylki| OTC | 08595566460136
Lidocaini hydrochloridum 30 pastylek| OTC | 08595566460310
monohydricum 36 pastylek| OTC | 08595566460327
63 [Travisto RefluControl Famotidinum + Magnesii |Tabletki do 20 mg + 165 6 tabl.| OTC | 05906471630102 |Aflofarm Farmacja Polska Sp. z | 29644 |Aflofarm Farmacja Polska Sp. |PL
hydroxidum + Calcii rozgryzania i zucia mg + 800 mg 10 tabl.| OTC | 05902802709905 |o.0. zo0.0.
carbonas 12 tabl.| OTC | 05906471630119
18 tabl.| OTC | 05906471630126
20 tabl.[ OTC | 05906471630133
24 tabl.[ OTC [ 05906471630140
25 tabl.[ OTC | 05902802709912
64 |Twilev Ramiprilum + Tabletki powlekane 2,5mg+5mg 28 tabl.f[ Rp [05909991602727 |Menarini International 29736 [Saneca Pharmaceuticals a. s. |SK
Nebivololum Operations Luxembourg S.A.
65 [Twilev Ramiprilum + Tabletki powlekane 5mg+5mg 28 tabl.f Rp |05909991602734 |Menarini International 29737 |Saneca Pharmaceuticals a. s. [SK
Nebivololum Operations Luxembourg S.A.
66 |Twilev Ramiprilum + Tabletki powlekane 10mg+5mg 28 tabl.f[ Rp [05909991602741 |Menarini International 29738 [Saneca Pharmaceuticals a. s. |SK
Nebivololum Operations Luxembourg S.A.
67 |Vigalex Max Caps Cholecalciferolum Kapsutki migkkie 4000 IU 20 kaps.| OTC | 05907695218954 |Biofarm Sp. z 0.0. 29554 [Curtis Health Caps. S.A. PL
40 kaps.| OTC | 05907695218961
60 kaps.| OTC | 05907695218978
90 kaps.| OTC | 05907695218985
120 kaps.| OTC | 05907695218992
160 kaps.| OTC | 05907695219005
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