Biuletyn 2026-03

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

Lp. T Produktu P R Postac¢ farm. Dawka Opakowanie ! Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost pozw. wytw.
1 |Abiraterone Eugia Abirateroni acetas Tabletki powlekane 500 mg 56 tabl. w blistrze| Rp |05909991596606 |Eugia Pharma (Malta) Ltd. 29596 |Arrow Generiques FR
60 tabl. w blistrze] Rp |05909991596613 Generis Farmaceutica S.A. PT
120 tabl. w blistrze| Rp |05909991596620 APL Swift Services (Malta) MT
56 tabl. w blistrze perforowanym| Rp |05909991596637 Ltd.
60 tabl. w blistrze perforowanym| Rp | 05909991596644
120 tabl. w blistrze perforowanym| Rp |05909991596651
2 |Aceclofenac Holsten Aceclofenacum Tabletki powlekane 100 mg 20 tabl.f Rp |05909991595760 |Holsten Pharma GmbH 29572 |Holsten Pharma GmbH DE
30tabl.] Rp |05909991595777
40tabl.f Rp |[05909991595784
50 tabl.| Rp |05909991595791
60 tabl.| Rp |05909991595807
70 tabl.] Rp |05909991595814
80 tabl.| Rp |05909991595821
90 tabl.| Rp |05909991595838
100 tabl.| Rp |05909991595845
180 tabl.| Rp |05909991595852
3 |Ammorro Ramiprilum + Kapsutki o 5mg+1,5mg 30 kaps.| Rp |05995327207032 |Egis Pharmaceuticals PLC 29622 |EGIS Pharmaceuticals PLC HU
Indapamidum zmodyfikowanym 60 kaps.| Rp |05995327207049 Egis Pharmaceuticals PLC HU
uwalnianiu, twarde 90 kaps.| Rp |05995327207056
100 kaps.| Rp |05995327207063
4 |Ammorro Ramiprilum + Kapsutki o 10mg+1,5mg 60 kaps.| Rp |05995327207087 |Egis Pharmaceuticals PLC 29623 |Egis Pharmaceuticals PLC HU
Indapamidum zmodyfikowanym 30 kaps.| Rp |05995327207070 EGIS Pharmaceuticals PLC HU
uwalnianiu, twarde 90 kaps.| Rp |05995327207094
100 kaps.| Rp |05995327207100
5 |APOD3 Med Cholecalciferolum Kapsutki migkkie 4000 IU 60 kaps.| OTC | 05907394784521 |Aurovitas Pharma Polska Sp. z | 29464 |Curtis Health Caps. S.A. PL
90 kaps.| OTC | 05907394784538 (o.0.
30 kaps.| OTC | 05907394784514
6 |Aqua pro injectione Noridem|Aqua ad iniectabile Rozpuszczalnik do - 50 amp. 5ml| Rp |05208063007379 [Noridem Enterprises Ltd. 29619 |DEMO S.A. Pharmaceutical GR
sporzadzania lekow 20 amp. 5ml| Rp |05208063007409 Industry
parenteralnych 50 amp. 10 ml| Rp |05208063007386
20 amp. 10 ml| Rp |[05208063007416
20 amp. 20 ml| Rp |[05208063007393
7 |Atorvastatin Genoptim MED |Atorvastatinum Tabletki powlekane 10 mg 30tabl.] Rp |05909991596187 [Synoptis Pharma Sp. z 0.0. 29579 |Teva Pharma S.L.U. ES
8 |Atorvastatin Genoptim MED |Atorvastatinum Tabletki powlekane 20 mg 30tabl.| Rp |05909991596194 [Synoptis Pharma Sp. z o.0. 29580 [Teva Pharma S.L.U. ES
60 tabl.]| Rp |05909991596200
90 tabl.| Rp |05909991596217
9 [Atorvastatin Genoptim MED |Atorvastatinum Tabletki powlekane 40 mg 30tabl.| Rp |05909991596224 [Synoptis Pharma Sp. z 0.0. 29581 |Teva Pharma S.L.U. ES
60 tabl.| Rp |05909991596231
90 tabl.| Rp |05909991596248
10 |Atorvastatin Genoptim MED |Atorvastatinum Tabletki powlekane 80 mg 30tabl.] Rp |05909991596255 [Synoptis Pharma Sp. z o.0. 29582 [Teva Pharma S.L.U. ES
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11 |Azacitidine Sandoz Azacitidinum Tabletki powlekane 200 mg 7 tabl.| Rpz | 05909991597337 |Sandoz Polska Sp. z 0.0. 29617 |Pharmadox Healthcare Limited|MT
14 tabl.[ Rpz | 05909991597344 Adalvo Limited MT
Qualimetrix S.A. GR
KeVaRo Group EOOD BG
12 |Azacitidine Sandoz Azacitidinum Tabletki powlekane 300 mg 7 tabl.| Rpz | 05909991597351 |Sandoz Polska Sp. z 0.0. 29618 [Qualimetrix S.A. GR
14 tabl.[ Rpz | 05909991597368 Pharmadox Healthcare Limited|MT
Adalvo Limited MT
KeVaRo Group EOOD BG
13 |DALZIOR Plus Sitagliptinum + Tabletki powlekane 100 mg + 10 30tabl.] Rp |05908289660746 |[Teva Pharmaceuticals Polska 29510 |Rontis Hellas Medical And GR
Dapagliflozinum mg 60 tabl.] Rp |05908289660753 |Sp. z 0.0. Pharmaceutical Products S.A.
14 |Dasatinib Eugia Dasatinibum Tabletki powlekane 20 mg 30 tabl.| Rpz |05909991596262 |Eugia Pharma (Malta) Ltd. 29587 |APL Swift Services (Malta) MT
56 tabl.| Rpz |05909991596279 Ltd.
60 tabl.| Rpz |05909991596286 Generis Farmacéutica, S.A. PT
120 tabl.| Rpz |05909991596293 Arrow Génériques FR
15 |Dasatinib Eugia Dasatinibum Tabletki powlekane 50 mg 30 tabl.| Rpz |05909991596309 [Eugia Pharma (Malta) Ltd. 29588 |APL Swift Services (Malta) MT
56 tabl.| Rpz |05909991596316 Ltd.
60 tabl.| Rpz |05909991596323 Generis Farmacéutica, S.A. PT
120 tabl.| Rpz |05909991596330 Arrow Génériques FR
16 |Dasatinib Eugia Dasatinibum Tabletki powlekane 80 mg 30 tabl.| Rpz |05909991596347 (Eugia Pharma (Malta) Ltd. 29589 |APL Swift Services (Malta) MT
56 tabl.| Rpz |05909991596354 Ltd.
60 tabl.| Rpz |05909991596361 Generis Farmacéutica, S.A. PT
120 tabl.| Rpz |05909991596378 Arrow Génériques FR
17 |Dasatinib Eugia Dasatinibum Tabletki powlekane 100 mg 30 tabl.| Rpz |05909991596385 [Eugia Pharma (Malta) Ltd. 29590 [APL Swift Services (Malta) MT
56 tabl.| Rpz |05909991596392 Ltd.
60 tabl.| Rpz |05909991596408 Generis Farmacéutica, S.A. PT
120 tabl.| Rpz |05909991596415 Arrow Génériques FR
18 |Dasatinib Eugia Dasatinibum Tabletki powlekane 140 mg 30 tabl.| Rpz |05909991596422 (Eugia Pharma (Malta) Ltd. 29591 |APL Swift Services (Malta) MT
56 tabl.| Rpz |05909991596439 Ltd.
60 tabl.| Rpz |05909991596446 Generis Farmacéutica, S.A. PT
120 tabl.| Rpz |05909991596453 Arrow Génériques FR
19 |Donepezil SaneXcel Donepezili Tabletki powlekane 5mg 28 tabl.[ Rp [08594228500678 |J.J. Bishop Health a.s. 29585 |Atlantic Pharma - Producoes [PT
hydrochloridum Farmaceuticas SA
20 |Donepezil SaneXcel Donepezili Tabletki powlekane 10 mg 28 tabl.[ Rp |08594228500685 |J.J. Bishop Health a.s. 29586 |Atlantic Pharma - Producoes |PT
hydrochloridum Farmaceuticas SA
21 |Dutasteride + Tamsulosin  |Dutasteridum + Kapsutki twarde 0,5mg+0,4 7 kaps.| Rp |04750258007158 [Olpha AS 29611 |SAG Manufacturing S.L.U. ES
hydrochloride Olpha Tamsulosini mg 30 kaps. w blistrze] Rp |04750258003211 Cyndea Pharma S.L. ES
hydrochloridum 90 kaps. w blistrze] Rp |04750258003228 Galenicum Health, S.L.U. ES
30 kaps. w butelce] Rp |04750258007165
90 kaps. w butelce| Rp | 04750258007172
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22 |EJULIR Liraglutidum Roztwér do 6 mg/ml 1 wstrzykiwacz 3 ml| Rp |05901797711504 |Viatris Ltd 29415 |Pharmadox Healthcare Limited|MT
wstrzykiwan we 3 wstrzykiwacze 3ml| Rp |[05901797711511 Rual Laboratories SRL RO
wstrzykiwaczu 5 wstrzykiwaczy 3 ml| Rp [05901797711528 Dr. Reddy's Laboratories RO
Romania S.R.L.
Betapharm Arzneimittel GmbH [DE
23 |Enzalutamide Sandoz Enzalutamidum Tabletki powlekane 160 mg 28 tabl. w blistrze| Rp |05909991595364 |Sandoz Polska Sp. z 0.0. 29555 |Pharos Pharmaceutical GR
56 tabl. w blistrze] Rp |05909991595371 Oriented Services Ltd.
56 tabl. w blistrze perforowanym| Rp |05909991595388 PharOS Mt Ltd MT
28 tabl. w blistrze perforowanym| Rp |05909991595395 Lek Pharmaceuticals d.d. Sl
24 |Esomeprazole Medical Esomeprazolum Kapsutki dojelitowe, 20 mg 28 kaps.| Rp |05909991595975 [Medical Valley Invest AB 29575 |Laboratorios Liconsa S.A. ES
Valley twarde 56 kaps.| Rp |05909991595982
25 |Esomeprazole Medical Esomeprazolum Kapsutki dojelitowe, 40 mg 28 kaps.| Rp |05909991595999 |Medical Valley Invest AB 29576 |Laboratorios Liconsa S.A. ES
Valley twarde 56 kaps.| Rp |05909991596002
26 |Fludrocortisone acetate RIA |Fludrocortisoni acetas Tabletki 0,1 mg 30tabl.] Rp |05060325272044 |RIA Generics Limited 29607 |RIA Generics Ltd. IE
60 tabl.| Rp |05060325272051
100 tabl. w blistrze| Rp |05060325272068
100 tabl. w butelce| Rp |05060325272075
27 |Fragmin Dalteparinum natricum  |Roztwér do 2500 j.m. anty- 10fiol. 4 ml| Rp |05415062132586 |Pfizer Europe MA EEIG 29594 |Pfizer Manufacturing Belgium |BE
wstrzykiwan Xa/mL N.V.
28 |Frimig Neo Sumatriptanum Tabletki powlekane 50 mg 2tabl.l Rp |06432100108289 [Orion Corporation 29433 |Orion Corporation Fl
6tabl.f Rp |06432100108319 Orion Corporation Fl
29 |Frimig Neo Sumatriptanum Tabletki powlekane 100 mg 2tabl.| Rp [06432100108296 |Orion Corporation 29434 |Orion Corporation Fl
6tabl.] Rp |[06432100108302 Orion Corporation Fl
30 |Fumatyl Dimethylis fumaras Kapsutki dojelitowe, 120 mg 14 kaps.| Rpz | 05909991595500 |Biofarm Sp. z 0.0. 29558 |Laboratori Fundacié Dau ES
twarde
31 [Fumatyl Dimethylis fumaras Kapsutki dojelitowe, 240 mg 56 kaps.| Rpz |05909991595517 |Biofarm Sp. z 0.0. 29559 [Laboratori Fundacié Dau ES
twarde
32 |Gentamicin Noridem Gentamicinum Roztwoér do 20 mg/mL 5amp.2ml| Rp [05208063003081 [Noridem Enterprises Ltd. 29608 [Demo S.A. GR
wstrzykiwan / do 10 amp.2ml| Rp |05208063003098
infuzji 20amp.2mlf Rp |05208063003104
33 |Gentamicin Noridem Gentamicinum Roztwoér do 40 mg/mL 5amp.2ml| Rp [05208063003180 [Noridem Enterprises Ltd. 29609 |[Demo S.A. GR
wstrzykiwan / do 10 amp.2ml| Rp |05208063003197
infuzji 20amp.2mlf Rp |05208063003203
34 |Gentamicin Noridem Gentamicinum Roztwoér do 80 mg/ml 5amp.2ml| Rp [05208063003289 [Noridem Enterprises Ltd. 29610 |[Demo S.A. GR
wstrzykiwan / do 10amp.2ml| Rp |05208063003296
infuzji 20amp.2mlf Rp |05208063003302
35 |Griptavir Med Oseltamivirum Kapsutki twarde 75 mg 10 kaps.| Rp [05904055006084 |Przedsigbiorstwo Produkciji 29506 |Przedsiebiorstwo Produkcji PL
Farmaceutycznej HASCO-LEK Farmaceutycznej HASCO-LEK
S.A. S.A.
36 |Levofloxacin AptaPharma |Levofloxacinum Roztwér do infuzji 5 mg/ml 20 workéw 100 mi| Rp | 09120088302443 |Apta Medica Internacional 29577 |Laboratorios Normon, S.A. ES

d.o.o.
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37 |Macitentan Olpha Macitentanum Tabletki powlekane 10 mg 15 tabl.[ Rpz | 04750258008834 |Olpha AS 29557 |Genepharm S.A. GR
30 tabl.| Rpz |04750258008841 Olpha AS LV
38 |Macitentan Sandoz Macitentanum Tabletki powlekane 10 mg 15 tabl.| Rpz | 05909991595890 |Sandoz Polska Sp. z 0.0. 29574 |Salutas Pharma GmbH DE
30 tabl.| Rpz |05909991595906
39 [Opventi Sitagliptinum + Tabletki powlekane 100 mg + 10 30tabl.] Rp |05995327206585 |Proterapia Sp. z o.0. 29556 |Rontis Hellas Medical And GR
Dapagliflozinum mg Pharmaceutical Products S.A.
40 |Paracetamol Promedo Paracetamolum Tabletki 500 mg 10 tabl.[ OTC | 05909991596712 |Promedo Pharma Products 29595 [Medezin Sp. z 0.0. PL
12 tabl.| OTC | 05909991596729 |GmbH
20 tabl.| OTC | 05909991596736
24 tabl.[ OTC | 05909991596743
30 tabl.| OTC | 05909991596750
36 tabl.| OTC | 05909991596767
48 tabl.[ OTC | 05909991596774
50 tabl.| OTC | 05909991596798
60 tabl.| OTC | 05909991596804
41 |Pentegin Pregabalinum Kapsutki twarde 75 mg 56 kaps.| Rp |05995327197388 |Egis Pharmaceuticals PLC 29614 |GE Pharmaceuticals Ltd BG
84 kaps.| Rp |05995327206899 Torrent Pharma (Malta) MT
112 kaps.| Rp |05995327206950 Limited
42 |Pentegin Pregabalinum Kapsutki twarde 150 mg 56 kaps.| Rp |05995327197395 |Egis Pharmaceuticals PLC 29615 |GE Pharmaceuticals Ltd BG
84 kaps.| Rp |05995327206905 Torrent Pharma (Malta) MT
112 kaps.| Rp |05995327206967 Limited
43 |Pentegin Pregabalinum Kapsutki twarde 300 mg 56 kaps.| Rp |05995327197401 |Egis Pharmaceuticals PLC 29616 |GE Pharmaceuticals Ltd BG
84 kaps.| Rp |05995327206912 Torrent Pharma (Malta) MT
112 kaps.| Rp |05995327206974 Limited
44 |Pomalidomide Olpha Pomalidomidum Kapsutki twarde 1mg 14 kaps. w blistrze| Rpz | 04750258006977 |Olpha AS 29602 |Pharmadox Healthcare Limited|[MT
21 kaps. w blistrze| Rpz | 04750258006991
14 kaps. w blistrze perforowanym| Rpz |04750258006984
21 kaps. w blistrze perforowanym| Rpz | 04750258007004
45 |Pomalidomide Olpha Pomalidomidum Kapsutki twarde 2mg 14 kaps. w blistrze| Rpz | 04750258007011 [Olpha AS 29603 |Pharmadox Healthcare Limited[MT
21 kaps. w blistrze| Rpz | 04750258007042
14 kaps. w blistrze perforowanym| Rpz |04750258007035
21 kaps. w blistrze perforowanym| Rpz | 04750258007059
46 |Pomalidomide Olpha Pomalidomidum Kapsutki twarde 3mg 14 kaps. w blistrze| Rpz | 04750258007066 |Olpha AS 29604 |Pharmadox Healthcare Limited|MT
21 kaps. w blistrze| Rpz | 04750258007080
14 kaps. w blistrze perforowanym| Rpz |04750258007073
21 kaps. w blistrze perforowanym| Rpz | 04750258007097
47 |Pomalidomide Olpha Pomalidomidum Kapsutki twarde 4 mg 14 kaps. w blistrze| Rpz | 04750258007103 [Olpha AS 29605 |Pharmadox Healthcare Limited[MT
21 kaps. w blistrze| Rpz | 04750258007127
14 kaps. w blistrze perforowanym| Rpz |04750258007110
21 kaps. w blistrze perforowanym| Rpz | 04750258007134
48 |Posaconazole Aurovitas Posaconazolum Tabletki dojelitowe 100 mg 24 tabl.| Rpz | 05909991596675 |Aurovitas Pharma Polska Sp. z | 29597 |Generis Farmacéutica, S.A., |PT
48 tabl.| Rpz | 05909991596682 |o.0. APL Swift Services (Malta) MT
96 tabl.| Rpz |05909991596699 Ltd.
Arrow Generiques FR
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49 |Prolastin alfa-1-Proteinasi inhibitor |Proszek i 4000 mg 1 fiol. 4000 mg proszku + 1 fiol. 160] Rp |05909991596705 |Grifols Deutschland GmbH 29598 [Instituto Grifols, S.A. ES
humanus rozpuszczalnik do ml rozp.
sporzadzania
roztworu do infuzji
50 |Prolastin alfa-1-Proteinasi inhibitor [Proszek i 5000 mg 1 fiol. 5000 mg proszku + 1 fiol. 200] Rp |05909991596781 |Grifols Deutschland GmbH 29599 |Instituto Grifols, S.A. ES
humanus rozpuszczalnik do ml rozp.
sporzagdzania
roztworu do infuzji
51 [Rekiva Linagliptinum Tabletki powlekane 5mg 10 tabl. w blistrze| Rp [05907637916177 |Farmak International Sp. z 0.0. | 29430 |Genepharm S.A. GR
14 tabl. w blistrze| Rp |[05907637916184
28 tabl. w blistrze| Rp |05907637916191
30 tabl. w blistrze| Rp |05907637916207
56 tabl. w blistrze| Rp |05907637916214
60 tabl. w blistrze| Rp |05907637916221
84 tabl. w blistrze| Rp |05907637916238
90 tabl. w blistrze| Rp |05907637916245
98 tabl. w blistrze| Rp |05907637916252
100 tabl. w blistrze] Rp |05907637916269
120 tabl. w blistrze| Rp |05907637916276
10 tabl. w blistrze perforowanym| Rp |[05907637916283
14 tabl. w blistrze perforowanym| Rp |05907637916290
28 tabl. w blistrze perforowanym| Rp |05907637916306
30 tabl. w blistrze perforowanym| Rp |05907637916313
56 tabl. w blistrze perforowanym| Rp |05907637916320
60 tabl. w blistrze perforowanym| Rp |05907637916337
84 tabl. w blistrze perforowanym| Rp |05907637916344
90 tabl. w blistrze perforowanym| Rp |05907637916351
98 tabl. w blistrze perforowanym| Rp |05907637916368
100 tabl. w blistrze perforowanym| Rp |05907637916375
120 tabl. w blistrze perforowanym| Rp |05907637916382
52 [Runaplax + ASA Rivaroxabanum + Kapsutki twarde 2,5mg + 50 mg 56 kaps. w blistrze] Rp |05909991595869 |Sandoz Polska Sp. z 0.0. 29524 |PharOS Mt Ltd MT
Acidum acetylsalicylicum 196 kaps.| Rp |05909991595876 Pharos Pharmaceutical GR
56 kaps. w butelce] Rp [05909991595883 Oriented Services Ltd.
53 [Sacubitril/Valsartan Gedeon |Sacubitrilum + Tabletki powlekane |24 mg + 26 mg 28 tabl.f Rp |05997001330913 |Gedeon Richter Plc. 29569 |Synthon Hispania S.L. ES
Richter Valsartanum 56 tabl.| Rp |05997001330920 Synthon B.V. NL
54 |Sacubitril/Valsartan Gedeon |Sacubitrilum + Tabletki powlekane | 49 mg + 51 mg 28 tabl.f[ Rp [05997001330937 |Gedeon Richter Plc. 29570 [Synthon B.V. NL
Richter Valsartanum 56 tabl.| Rp |05997001330944 Synthon Hispania S.L. ES
55 [Sacubitril/Valsartan Gedeon |Sacubitrilum + Tabletki powlekane 97 mg + 103 56 tabl.] Rp |05997001331019 |Gedeon Richter Plc. 29571 |Synthon Hispania S.L. ES
Richter Valsartanum mg Synthon B.V. NL
56 |Sugammadex MSN Sugammadexum Roztwoér do 100 mg/ml 10 fiol. 2 ml| Rpz | 05909991596460 [MSN Labs Europe Limited 29592 [Pharmadox Healthcare Limited|MT
wstrzykiwan 10 fiol. 5 ml| Rpz |05909991596477 MSN Labs Europe Limited MT
57 |Sumanor Sumatriptanum Tabletki powlekane 50 mg 2tabl.] Rp |05909991595494 |Orion Corporation 29435 |Orion Corporation Fl
Orion Corporation Fl
58 [Sunitinib SaneXcel Sunitinibum Kapsutki twarde 12,56 mg 30 kaps.| Rpz |08594228500647 |J.J. Bishop Health a.s. 29560 [Tecnimede - Sociedade PT

Tecnico-Medicinal S.A
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59 [Sunitinib SaneXcel Sunitinibum Kapsutki twarde 25mg 30 kaps.| Rpz |08594228500654 |J.J. Bishop Health a.s. 29561 |Tecnimede - Sociedade PT
Tecnico-Medicinal S.A
60 |Sunitinib SaneXcel Sunitinibum Kapsutki twarde 50 mg 30 kaps.| Rpz | 08594228500661 |J.J. Bishop Health a.s. 29562 |Tecnimede - Sociedade PT
Tecnico-Medicinal S.A
61 [Valsartan/Indapamide Billev |Valsartanum + Tabletki o 80 mg + 1,5mg 30tabl.] Rp |05907594033863 |Billev Farmacija Vzhod d.o.o. 29600 |Gedeon Richter Polska Sp. z |PL
Indapamidum zmodyfikowanym 90 tabl.] Rp ]05907594033870 0.0.
uwalnianiu
62 |Valsartan/Indapamide Billev |Valsartanum + Tabletki o 160mg + 1,5 30tabl.] Rp |05907594033887 |Billev Farmacija Vzhod d.o.o. 29601 |Gedeon Richter Polska Sp. z |PL
Indapamidum zmodyfikowanym mg 90 tabl.| Rp ]05907594033894 0.0.
uwalnianiu
63 [Vancomycin SaneXcel Vancomycinum Proszek do 500 mg 10 fiol. 500 mg proszku| Lz |08594228500340 |J.J. Bishop Health a.s. 29612 |Anfarm Hellas S.A. GR
sporzagdzania
koncentratu roztworu
do infuzji
64 |Vancomycin SaneXcel Vancomycinum Proszek do 19 10 fiol. 1000 mg proszku| Lz |08594228500357 [J.J. Bishop Health a.s. 29613 |Anfarm Hellas S.A. GR
sporzadzania
koncentratu roztworu
do infuzji
65 |Xifia Cefiximum Granulat do 100 mg/5 ml 1 butelka 60 ml| Rp [05909991596521 |INN-FARM d.o.o0., 29593 [Alkaloid - INT d.o.o. Sl
sporzadzania 1 butelka 100 ml| Rp |05909991596538

zawiesiny doustnej
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