Biuletyn 2025-06

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

T
Vs

Nazwa produktu Nazwa powszechnie Kat. Nr Kraj

: Posta¢ farm. Dawka Opakowanie Kod GTIN Podmiot odpowiedzialny Wytwoérca/lmporter
leczniczego stosowana dost. pozw. wytw.
AMIDIL AmiHaler Glycopyrronii bromidum [Proszek do inhalacji | 44 mcg/dawke 30 kaps. + 1 inhalator| Rp |05903060630574 |Zakiady Farmaceutyczne 28891 |Zakiady Farmaceutyczne PL
w kapsutkach dostarczong 60 kaps. + 1 inhalator| Rp |05903060630581 |POLPHARMA S.A. POLPHARMA S.A. Oddziat
twardych 90 kaps. + 1 inhalator] Rp |05903060630598 Medana w Sieradzu
Apixaban Olpha Apixabanum Tabletki powlekane 2,5mg 168 tabl.| Rp |04750258004683 [Olpha AS 29111 [Olpha Lv

20 tabl.| Rp [04750258004669
200 tabl.] Rp |04750258004690
60 tabl.| Rp |[04750258004676

Apixaban Olpha Apixabanum Tabletki powlekane 5mg 56 tabl.| Rp |04750258004720 [Olpha AS 29112 |Olpha LV
168 tabl.| Rp |04750258004744
28 tabl.| Rp |[04750258004713
60 tabl.| Rp |04750258004737
200 tabl.| Rp |04750258004706

Carditrat Candesartanum cilexetili |Kapsutki twarde 8mg+5mg 14 kaps.| Rp |[05909991578367 |Uni-Pharma Kleon Tsetis 29129 |Adamed Pharma S.A. PL
+ Amlodipinum 28 kaps.| Rp |05909991578374 |Pharmaceutical Laboratoires Adamed Pharma S.A. PL
30 kaps.| Rp |05909991578381 [S.A.
56 kaps.| Rp |05909991578398
60 kaps.| Rp |05909991578404
90 kaps.| Rp |05909991578411
100 kaps.| Rp |05909991578428
98 kaps.| Rp |05909991578879

Carditrat Candesartanum cilexetili |Kapsutki twarde 8 mg+ 10 mg 14 kaps.| Rp |[05909991578435 |Uni-Pharma Kleon Tsetis 29130 |[Adamed Pharma S.A. PL
+ Amlodipinum 28 kaps.| Rp |05909991578442 |Pharmaceutical Laboratoires Adamed Pharma S.A. PL
30 kaps.| Rp |05909991578459 [S.A.
56 kaps.| Rp |05909991578466
60 kaps.| Rp |05909991578473
90 kaps.| Rp |05909991578480
100 kaps.| Rp |05909991578497
98 kaps.| Rp |05909991578886

Carditrat Candesartanum cilexetili |Kapsutki twarde 16 mg+5mg 14 kaps.| Rp |[05909991578503 |Uni-Pharma Kleon Tsetis 29131 |Adamed Pharma S.A. PL
+ Amlodipinum 28 kaps.| Rp |05909991578510 |Pharmaceutical Laboratoires Adamed Pharma S.A. PL
30 kaps.| Rp |05909991578527 [S.A.
56 kaps.| Rp |05909991578534
60 kaps.| Rp |05909991578541
90 kaps.| Rp |05909991578558
100 kaps.| Rp |05909991578565
98 kaps.| Rp |05909991578893

Carditrat Candesartanum cilexetili |Kapsutki twarde 16 mg+ 10 mg 14 kaps.| Rp |[05909991578572 |Uni-Pharma Kleon Tsetis 29132 |Adamed Pharma S.A. PL
+ Amlodipinum 28 kaps.| Rp |05909991578589 |Pharmaceutical Laboratoires Adamed Pharma S.A. PL
30 kaps.| Rp |05909991578596 |S.A.
56 kaps.| Rp |05909991578602
60 kaps.| Rp |05909991578619
90 kaps.| Rp |05909991578626
100 kaps.| Rp |05909991578633
98 kaps.| Rp |05909991578909
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8 |Delanxara Tramadoli Tabletki powlekane 75 mg + 25 mg 10 tabl.f Rp |03838989779887 |Krka, d.d., Novo mesto 29119 |TAD Pharma GmbH DE
hydrochloridum + 20 tabl.[ Rp |03838989779894 Krka, d.d., Novo mesto Sl
Dexketoprofenum 30tabl.| Rp |03838989779832
50 tabl.] Rp |03838989779900
9 [Diavic Liraglutidum Roztwoér do 6 mg/ml 2 wstrzykiwacze 3ml[ Rp |[05909991578121 |Ranbaxy (Poland) Sp. z o.0. 29123 |Sun Pharmaceutical Industries [NL
wstrzykiwan we 3 wstrzykiwacze 3 ml| Rp |05909991578138 Europe B.V. RO
wstrzykiwaczu Terapia S.A.
10 |Dimethyl fumarate STADA |Dimethylis fumaras Kapsutki dojelitowe, 120 mg 14 kaps.| Rpz |05909991577131 |STADA Arzneimittel AG 29109 |Adalvo Limited MT
Arzneimittel AG twarde Pharmadox Healthcare Limited|MT
STADA Arzneimittel GmbH AT
STADA Arzneimittel AG DE
KeVaRo Group EOOD BG
Clonmel Healthcare Limited IE
11 |Dimethyl fumarate STADA |Dimethylis fumaras Kapsutki dojelitowe, 240 mg 56 kaps.| Rpz | 05909991577148 |STADA Arzneimittel AG 29110 [STADA Arzneimittel GmbH AT
Arzneimittel AG twarde STADA Arzneimittel AG DE
KeVaRo Group EOOD BG
Pharmadox Healthcare Limited|MT
Adalvo Limited MT
Clonmel Healthcare Limited IE
12 (Exablok Edoxabanum Tabletki powlekane 15 mg 10tabl.| Rp |[05909991579715 |TEVA GmbH 29142 [Teva Operations Poland Sp. z |PL
0.0.
Actavis Ltd. MT
TEVA Gyogyszergyar Zrt. HU
(TEVA Pharmaceutical Works
Private Limited Company)
13 |Exablok Edoxabanum Tabletki powlekane 30 mg 30tabl.| Rp [05909991579722 |TEVA GmbH 29143 |Teva Operations Poland Sp. z |PL
0.0.
Actavis Ltd. MT
TEVA Gyégyszergyar Zrt. HU
(TEVA Pharmaceutical Works
Private Limited Company)
14 (Exablok Edoxabanum Tabletki powlekane 60 mg 30tabl.] Rp |05909991579739 |TEVA GmbH 29144 | Teva Operations Poland Sp. z |[PL
0.0.
Actavis Ltd. MT
TEVA Gyogyszergyar Zrt. HU
(TEVA Pharmaceutical Works
Private Limited Company)
15 |Ezetimibe + Atorvastatin Ezetimibum + Tabletki powlekane 10 mg + 10 mg 30tabl.] Rp |05909991578008 [Sandoz Polska Sp. z 0.0. 29115 |ELPEN Pharmaceutical Co. GR
Sandoz Atorvastatinum Inc. S.A.
ELPEN Pharmaceutical Co. GR
Inc.
Lek Pharmaceuticals d.d. Sl
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16 |Ezetimibe + Atorvastatin Ezetimibum + Tabletki powlekane 10 mg + 20 mg 30tabl.] Rp |05909991578015 [Sandoz Polska Sp. z 0.0. 29116 |ELPEN Pharmaceutical Co. GR
Sandoz Atorvastatinum Inc. S.A.
ELPEN Pharmaceutical Co. GR
Inc.
Lek Pharmaceuticals d.d. Sl
17 |Ezetimibe + Atorvastatin Ezetimibum + Tabletki powlekane 10 mg + 40 mg 30tabl.] Rp |05909991578022 [Sandoz Polska Sp. z 0.0. 29117 |ELPEN Pharmaceutical Co. GR
Sandoz Atorvastatinum Inc. S.A.
ELPEN Pharmaceutical Co. GR
Inc.
Lek Pharmaceuticals d.d. Sl
18 |Ezetimibe + Atorvastatin Ezetimibum + Tabletki powlekane 10 mg + 80 mg 30tabl.] Rp |05909991578039 [Sandoz Polska Sp. z 0.0. 29118 |ELPEN Pharmaceutical Co. GR
Sandoz Atorvastatinum Inc. S.A.
ELPEN Pharmaceutical Co. GR
Inc.
Lek Pharmaceuticals d.d. Sl
19 |Galliad Germanium (68Ge) Generator 0,74-1,85 GBq 1 generator| Rpz |05909991579166 |IRE Elit 29138 |IRE Elit BE
chloridum + Gallium radionuklidu
(68Ga) chloridum
20 |Ibuvit D3 Baby Cholecalciferolum Krople doustne, 2667 IU/ml 1 butelka 10 ml| OTC | 05903060630611 |Zaktady Farmaceutyczne 28854 |Zakiady Farmaceutyczne PL
roztwor POLPHARMA S.A. POLPHARMA S.A. Oddziat
Medana w Sieradzu
21 |Kreon 10 000 Pancreatinum Kapsutki dojelitowe, 10 000 20 kaps.| Rp |05901797711351 |Viatris Healthcare Limited 29069 [Abbott Laboratories GmbH DE
twarde Ph.Eur.U. 50 kaps.| Rp |05901797711368 Mylan Germany GmbH DE
aktywnosci 100 kaps.| Rp |05901797711320
lipolitycznej 200 kaps.| Rp [05901797711375
22 |Lurasidone +pharma Lurasidonum Tabletki powlekane 18,5mg 28 tabl.f Rp [05901720141217 |+pharma arzneimittel GmbH 29151 |Laboratorios Liconsa, S.A. ES
23 |Lurasidone +pharma Lurasidonum Tabletki powlekane 37 mg 28 tabl.f Rp |05901720141224 |+pharma arzneimittel GmbH 29152 |Laboratorios Liconsa, S.A. ES
24 |Lurasidone +pharma Lurasidonum Tabletki powlekane 74 mg 28 tabl.f Rp [05901720141231 |+pharma arzneimittel GmbH 29153 |Laboratorios Liconsa, S.A. ES
25 |Melanoc PR Melatoninum Tabletki o 2mg 7 tabl.| Rp |[05906720537893 |Przedsigbiorstwo 29124 |Przedsiebiorstwo PL
przedtuzonym 20 tabl.f Rp |05906720537909 |Farmaceutyczne LEK-AM Sp. z Farmaceutyczne LEK-AM Sp.
uwalnianiu 21tabl.l] Rp |05906720537916 |o.0. z0.0.
30tabl.] Rp |05906720537923
26 [Micafungin PHARMLINE Micafunginum Proszek do 100 mg 1 fiol. 100 mg proszku| Rpz |05944728010710 |Pharmline Company Sp. z0.0. | 29125 |Rompharm Company S.R.L. |RO
sporzadzania
koncentratu roztworu
do infuz;ji
27 |NeomagB6 Magnesii citras + Tabletki 100 mg Mg2+ + 60 tabl.| OTC | 05902802709080 |Aflofarm Farmacja Polska Sp. z | 29041 |Aflofarm Farmacja Polska Sp. |PL
Pyridoxini 10 mg 90 tabl.| OTC | 05902802709097 |o.o. zo0.0.
hydrochloridum 105 tabl.| OTC | 05902802709103
108 tabl.| OTC | 05902802709110
28 |Pazopanib Sandoz Pazopanibum Tabletki powlekane 200 mg 30tabl.] Rp |05909991578213 [Sandoz Polska Sp. z 0.0. 29126 |Pharos Pharmaceutical GR
Oriented Services Ltd.
Remedica Ltd CcY
PharOS Mt Ltd MT
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29 |Pazopanib Sandoz Pazopanibum Tabletki powlekane 400 mg 30tabl.] Rp |05909991578220 [Sandoz Polska Sp. z 0.0. 29127 |Pharos Pharmaceutical GR
60 tabl.| Rp |05909991578237 Oriented Services Ltd.
Remedica Ltd CY
PharOS Mt Ltd MT
30 |Plyzari Liraglutidum Roztwoér do 6 mg/ml 1 wstrzykiwacz 3 ml| Rp |08594739275164 |Zentiva, k.s. 28987 |Pharmadox Healthcare Limited[MT
wstrzykiwan we 3 wstrzykiwacze 3 ml| Rp |08594739274150
wstrzykiwaczu 5 wstrzykiwaczy 3 mlf Rp | 05909991577278
31 |Rywaroksaban TZF Rivaroxabanum Tabletki powlekane 2,5mg 56 tabl.| Rp |05904016060506 | Tarchominskie Zaktady 29104 |ELPEN Pharmaceutical GR
Farmaceutyczne "Polfa" S.A. Co.Inc.
32 |Rywaroksaban TZF Rivaroxabanum Tabletki powlekane 10 mg 10 tabl.f Rp |05904016060513 |Tarchominskie Zakfady 29105 [ELPEN Pharmaceutical GR
Farmaceutyczne "Polfa" S.A. Co.Inc.
33 |Rywaroksaban TZF Rivaroxabanum Tabletki powlekane 15 mg 14 tabl.[ Rp |05904016060520 |Tarchominskie Zakfady 29106 [ELPEN Pharmaceutical GR
28 tabl.] Rp |05904016060537 |Farmaceutyczne "Polfa" S.A. Co.Inc.
34 |Rywaroksaban TZF Rivaroxabanum Tabletki powlekane 20 mg 14 tabl.[ Rp |05904016060544 |Tarchominskie Zaktady 29107 |ELPEN Pharmaceutical GR
28 tabl.| Rp |05904016060551 |Farmaceutyczne "Polfa" S.A. Co.Inc.
35 |Sitagliptin Olpha Sitagliptinum Tabletki powlekane 25mg 28 tabl.f Rp |[04750258006083 |Olpha AS 29120 |Galenicum Health S.L.U. ES
30tabl.] Rp |04750258006090 SAG Manufacturing S.L.U. ES
56 tabl.| Rp |04750258006106
98 tabl.| Rp |04750258006113
36 [Sitagliptin Olpha Sitagliptinum Tabletki powlekane 50 mg 98 tabl.| Rp |04750258006151 |Olpha AS 29121 |Galenicum Health S.L.U. ES
30tabl.] Rp |04750258006137 SAG Manufacturing S.L.U. ES
56 tabl.| Rp |04750258006144
28 tabl.[ Rp |[04750258006120
37 |Sitagliptin Olpha Sitagliptinum Tabletki powlekane 100 mg 28 tabl.f[ Rp |[04750258006168 |Olpha AS 29122 |Galenicum Health S.L.U. ES
30tabl.] Rp |04750258006175 SAG Manufacturing S.L.U. ES
56 tabl.| Rp |04750258006182
98 tabl.| Rp |04750258006199
38 [Sonrest Zopiclonum Tabletki powlekane 3,75 mg 20 tabl.] Rp |04750258007202 |Olpha AS 29133 [Olpha AS LV
39 |Sonrest Zopiclonum Tabletki powlekane 7,5mg 10tabl.| Rp |04750258007219 |Olpha AS 29134 |Olpha AS LV
20 tabl.[ Rp |04750258007226
30tabl.] Rp |04750258007233
40 [Sunitinib Eugia Sunitinibum Kapsutki twarde 12,5mg 28 kaps. w blistrze| Rpz |05909991579326 [Eugia Pharma (Malta) Ltd. 29139 |Generis Farmacéutica, S.A. PT
30 kaps.| Rpz | 05909991579333 Arrow Génériques FR
50 kaps.| Rpz |05909991579340 APL Swift Services (Malta) MT
56 kaps.| Rpz | 05909991579357 Ltd.
60 kaps.| Rpz | 05909991579364
70 kaps.| Rpz |05909991579371
84 kaps.| Rpz | 05909991579388
90 kaps.| Rpz | 05909991579395
98 kaps.| Rpz |05909991579401
100 kaps.| Rpz |05909991579418
110 kaps.| Rpz |05909991579425
120 kaps.| Rpz |05909991579432
28 kaps. w butelce| Rpz | 05909991579449

Strona4z5




Biuletyn 2025-06

Lp.

Nazwa produktu
leczniczego

Nazwa powszechnie
stosowana

Postac¢ farm.

Dawka

Opakowanie

Kat.
dost.

Kod GTIN

Podmiot odpowiedzialny

Nr
pozw.

Wytwoérca/lmporter

Kraj

41

Sunitinib Eugia

Sunitinibum

Kapsutki twarde

25 mg

28 kaps. w butelce
28 kaps. w blistrze
30 kaps.

50 kaps.

56 kaps.

60 kaps.

70 kaps.

84 kaps.

90 kaps.

98 kaps.

100 kaps.

110 kaps.

120 kaps.

Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz

05909991579456
05909991579463
05909991579470
05909991579487
05909991579494
05909991579500
05909991579517
05909991579524
05909991579531
05909991579548
05909991579555
05909991579562
05909991579579

Eugia Pharma (Malta) Ltd.

29140

Generis Farmacéutica, S.A.
Arrow Génériques

APL Swift Services (Malta)
Ltd.

PT
FR
MT

42

Sunitinib Eugia

Sunitinibum

Kapsutki twarde

50 mg

28 kaps. w butelce
28 kaps. w blistrze
30 kaps.

50 kaps.

56 kaps.

60 kaps.

70 kaps.

84 kaps.

90 kaps.

98 kaps.

100 kaps.

110 kaps.

120 kaps.

Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz
Rpz

05909991579586
05909991579593
05909991579609
05909991579616
05909991579623
05909991579630
05909991579647
05909991579654
05909991579661
05909991579678
05909991579685
05909991579692
05909991579708

Eugia Pharma (Malta) Ltd.

29141

Generis Farmacéutica, S.A.
Arrow Génériques

APL Swift Services (Malta)
Ltd.

PT

MT

43

Tamivil

Oseltamivirum

Kapsutki twarde

30 mg

10 kaps.

Rp

05907695215588

Biofarm Sp. z o.0.

29089

Balkanpharma-Razgrad AD

BG

44

Tamivil

Oseltamivirum

Kapsutki twarde

45 mg

10 kaps.

Rp

05907695215595

Biofarm Sp. z o0.0.

29090

Balkanpharma-Razgrad AD

BG

45

Tamivil

Oseltamivirum

Kapsutki twarde

75 mg

10 kaps.

Rp

05907695215601

Biofarm Sp. z o.0.

29091

Balkanpharma-Razgrad AD

BG

46

Ticagrelor Bluefish

Ticagrelorum

Tabletki powlekane

60 mg

56 tabl.

Rp

05909991577162

Bluefish Pharmaceuticals AB

29113

Bluefish Pharmaceuticals AB

SE

47

Ticagrelor Bluefish

Ticagrelorum

Tabletki powlekane

90 mg

56 tabl.

Rp

05909991577179

Bluefish Pharmaceuticals AB

29114

Bluefish Pharmaceuticals AB

SE

48

Unituss

Levodropropizinum

Syrop

60 mg/10 ml

1 butelka 120 ml

oTC

05908235400266

Zaktady Farmaceutyczne
"UNIA" Spotdzielnia Pracy

29154

Zakfady Farmaceutyczne
"UNIA" Spétdzielnia Pracy

PL

49

Vigalex Rapid

Calcifediolum

Krople doustne,
roztwor

150 mcg/ml

1 butelka 10 ml

Rp

05909991578855

Biofarm Sp. z o0.0.

29135

Biofarm Sp. z 0.0.

PL

50

Zegluxen

Liraglutidum

Roztwoér do
wstrzykiwan we
wstrzykiwaczu

6 mg/ml

1 wstrzykiwacz 3 ml

2 wstrzykiwacze 3 ml
3 wstrzykiwacze 3 ml
5 wstrzykiwaczy 3 ml
10 wstrzykiwaczy 3 ml

08594739275157
08594739274143
05909991577209
05909991577216
05909991577223

Zentiva, k.s.

28988

Pharmadox Healthcare Limited

MT
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