Biuletyn 2023-12

T
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Wykaz Produktéw Leczniczych, ktére uzyskaly pozwolenie na dopuszczenie do obrotu w grudniu 2023r.

Nazwa produktu

Lp. . R e il Posta¢ farm. Dawka Opakowanie LGk Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost. pozw. wytw.
1 |Bevimlar Rivaroxabanum Tabletki powlekane 2,5mg 28 tabl.f Rp |05909991521707 |STADA Arzneimittel AG 28020 [Laboratorios Liconsa S.A. ES
STADA Arzneimittel AG DE
Laboratorios Liconsa S.A. ES
STADA Arzneimittel AG DE
2 |Bevimlar Rivaroxabanum Tabletki powlekane 10 mg 10 tabl.f Rp |05909991521714 |STADA Arzneimittel AG 28019 [Laboratorios Liconsa S.A. ES
30tabl.] Rp ]05909991521721 STADA Arzneimittel AG DE
Laboratorios Liconsa S.A. ES
STADA Arzneimittel AG DE
3 |Bevimlar Rivaroxabanum Tabletki powlekane 15 mg 14 tabl.[ Rp |05909991521738 |STADA Arzneimittel AG 28021 |Laboratorios Liconsa S.A. ES
28tabl.[ Rp [05909991521745 STADA Arzneimittel AG DE
42tabl.f Rp |[05909991521769
100 tabl.| Rp [05909991521752 Laboratorios Liconsa S.A. ES
STADA Arzneimittel AG DE
4 |Bevimlar Rivaroxabanum Tabletki powlekane 15 mg; 20 mg 42 tabl. (15 mg) + 7 tabl. (20 mg)| Rp [05909991521806 |STADA Arzneimittel AG 28023 |Laboratorios Liconsa S.A. ES
STADA Arzneimittel AG DE
Laboratorios Liconsa S.A. ES
STADA Arzneimittel AG DE
5 |Bevimlar Rivaroxabanum Tabletki powlekane 20 mg 14 tabl.[ Rp |05909991521790 |STADA Arzneimittel AG 28022 |Laboratorios Liconsa S.A. ES
28 tabl.f Rp |[05909991521776 STADA Arzneimittel AG DE
100 tabl.| Rp |05909991521783
Laboratorios Liconsa S.A. ES
STADA Arzneimittel AG DE
6 [Bleomycyna Accord Bleomycini sulfas Proszek do 15000 U 1 fiol. 15000 IU proszku| Lz |[05909991528430 |Accord Healthcare Polska Sp. z | 28171 |Accord Healthcare Polska Sp. |PL
sporzadzania 10 fiol. 15000 IU proszku| Lz |05909991528423 |o.0. z0.0.
roztworu do
wstrzykiwan lub Accord Healthcare B.V. NL
infuzji Accord Healthcare Polska Sp. [PL
Z0.0.
7 [Cefepime AptaPharma Cefepimum Proszek do 19 10 fiol. 1 g proszku| Rp [09120088301309 |Apta Medica International d.o.o. | 28138 |ACS Dobfar S.p.A IT
sporzadzania
roztworu do
wstrzykiwan / do
infuzji
8 |Cefepime AptaPharma Cefepimum Proszek do 29 10 fiol. 2 g proszku| Rp |09120088301354 |Apta Medica International d.o.o. | 28139 |ACS Dobfar S.p.A IT
sporzgdzania
roztworu do
wstrzykiwan / do
infuziji
9 [Cefotaxime Dali Pharma Cefotaximum Proszek do 05g 10 fiol. 0,5 g proszku| Lz [05909991528195 |Dali Pharma GmbH 28158 |Health-Med sp. z 0.0. sp.j. PL

sporzadzania
roztworu do
wstrzykiwan
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10 |Cefotaxime Dali Pharma Cefotaximum Proszek do 19 10 fiol. 1 g proszku| Lz |05909991528201 [Dali Pharma GmbH 28159 |Health-Med sp. z 0.0. sp.j. PL
sporzagdzania
roztworu do
wstrzykiwan / do
infuziji
11 |Cefotaxime Dali Pharma Cefotaximum Proszek do 29 10 fiol. 2 g proszku| Lz [05909991528218 |Dali Pharma GmbH 28160 |Health-Med sp. z 0.0. sp.j. PL
sporzadzania
roztworu do
wstrzykiwan / do
infuzji
12 |Clindamycin Noridem Clindamycinum Roztwér do 150 mg/ml 1amp.2ml| Rp |05208063004903 |Noridem Enterprises Ltd. 28172 |DEMO S.A. Pharmaceutical GR
wstrzykiwan / do 5amp.2ml| Rp |05208063004910 Industry
infuzji 10 amp. 2ml| Rp |05208063004927
25amp.2mlf Rp |05208063004934
1amp.4ml[ Rp |05208063004941
5amp.4ml| Rp |05208063004958
10 amp. 4 ml| Rp |05208063004965
25amp.4mlf Rp |05208063004972
1amp.6ml[ Rp |05208063004989
5amp.6ml| Rp |05208063004996
10 amp. 6 ml| Rp |05208063005009
25amp.6mlf Rp |05208063005016
13 |Danengo Dabigatranum etexilatum |Kapsutki twarde 75 mg 30 kaps.| Rp |03838989762131 |Tad Pharma GmbH 28178 |Krka d.d., Novo mesto Sl
60 kaps.| Rp |03838989762162
100 kaps.| Rp |03838989762193
14 |Danengo Dabigatranum etexilatum |Kapsutki twarde 110 mg 30 kaps.| Rp |03838989762148 [Tad Pharma GmbH 28179 |Krka d.d., Novo mesto Sl
60 kaps.| Rp |03838989762179
100 kaps.| Rp |03838989762209
15 |Danengo Dabigatranum etexilatum |Kapsutki twarde 150 mg 30 kaps.| Rp |03838989762155 |Tad Pharma GmbH 28180 [Krka d.d., Novo mesto Sl
60 kaps.| Rp |03838989762186
100 kaps.| Rp |03838989762216
16 |Daxanlo Dabigatranum etexilatum |Kapsutki twarde 75 mg 30 kaps.| Rp |03838989761790 |Krka, d.d., Novo mesto 28173 |Krka d.d., Novo mesto Sl
60 kaps.| Rp |03838989761820
100 kaps.| Rp |03838989761813
17 |Daxanlo Dabigatranum etexilatum |Kapsutki twarde 110 mg 30 kaps.| Rp |03838989761783 |Krka, d.d., Novo mesto 28174 |Krka d.d., Novo mesto Sl
60 kaps.| Rp |03838989761844
100 kaps.| Rp |03838989761776
18 |Daxanlo Dabigatranum etexilatum |Kapsutki twarde 150 mg 30 kaps.| Rp |03838989761806 |Krka, d.d., Novo mesto 28175 |Krka d.d., Novo mesto Sl
60 kaps.| Rp |03838989761851
100 kaps.| Rp |03838989761837
19 |Distem Methocarbamolum + Tabletki 380 mg + 300 30tabl.| Rp |05909991528256 |[FAES FARMA, S.A. 28168 [FAES Farma S.A. ES
Paracetamolum mg 50 tabl.| Rp ]05909991528263
20 |Enzalutamid Sandoz Enzalutamidum Tabletki powlekane 40 mg 112tabl.| Rp |[05909991528447 |Sandoz Polska Sp. z o0.0. 28176 |Lek Pharmaceuticals d.d. Sl
Lek Pharmaceuticals d.d. SI
21 |Enzalutamid Sandoz Enzalutamidum Tabletki powlekane 80 mg 56 tabl.| Rp |05909991528454 [Sandoz Polska Sp. z 0.0. 28177 |Lek Pharmaceuticals d.d. Sl
Lek Pharmaceuticals d.d. Sl
22 |Furosemidum Neupharm Furosemidum Roztwér do 10 mg/ml 5amp. ml| Rp |05909991528249 |[Neupharm Sp. z 0.0. 28161 |SciencePharma Sp. z o.0. PL
wstrzykiwan 50 amp. ml| Rp |05909991528232
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23 |Indygokarmin SERB Indigotinum Roztwér do 40 mg/5 ml 10 amp.5ml| Lz |05909991527761 [SERB S.A. 28153 |[SERB SA BE
wstrzykiwan SERB FR
24 |Macrosalb Medi- Albumina ludzka, Zestaw do 2,5mg 2 fiol. 2,5 mg| Rpz | 05999862539146 |Medi-Radiopharma Kft. 28147 |Medi-Radiopharma Kft. HU
Radiopharma makroagregaty sporzgdzania 6 fiol. 2,5 mg| Rpz |05999862539122
preparatu
radiofarmaceutyczne
go
25 |Meladine SR Metformini Tabletki o 750 mg 30tabl.] Rp |05909991528386 |Accord Healthcare Polska Sp. z | 28169 [Accord Healthcare Polska Sp. |PL
hydrochloridum przedtuzonym 0.0. zo0.0.
uwalnianiu Accord Healthcare B.V. NL
Accord Healthcare Polska Sp. |[PL
Z0.0.
Accord Healthcare B.V. NL
26 [Meladine SR Metformini Tabletki o 1000 mg 30tabl.] Rp |05909991528393 [Accord Healthcare Polska Sp. z | 28170 [Accord Healthcare Polska Sp. |PL
hydrochloridum przedtuzonym 0.0. z0.0.
uwalnianiu Accord Healthcare B.V. NL
Accord Healthcare Polska Sp. [PL
Z0.0.
Accord Healthcare B.V. NL
27 |Metamizole sodium Bausch |Metamizolum natricum  |Roztwoér do 500 mg/ml 5amp.2ml| Rp [05397313000434 |Bausch Health Ireland Ltd. 28148 |Przedsiebiorstwo PL
Health wstrzykiwan 10 amp.2ml| Rp |05397313000410 Farmaceutyczne Jelfa S.A.
5amp.5ml| Rp |05397313000441
10 amp. 5ml| Rp |05397313000427
28 |Metformin hydrochloride Metformini Tabletki o 750 mg 30tabl.| Rp |05909991528416 [STADA Arzneimittel AG 28182 [Stada AG DE
STADA hydrochloridum przedtuzonym 60 tabl.| Rp ]05909991528409
uwalnianiu Stada AG DE
29 |Metformin hydrochloride Metformini Tabletki o 500 mg 30tabl.| Rp |05909991528362 [STADA Arzneimittel AG 28181 [Stada AG DE
STADA hydrochloridum przedtuzonym 60 tabl.| Rp ]05909991528379
uwalnianiu Stada AG DE
30 |Metformin hydrochloride Metformini Tabletki o 1000 mg 30tabl.| Rp |05909991528478 [STADA Arzneimittel AG 28183 [Stada AG DE
STADA hydrochloridum przedtuzonym 60 tabl.| Rp |05909991528461
uwalnianiu Stada AG DE
31 |Mibrex Rivaroxabanum Kapsutka, twarda 15 mg 14 kaps.| Rp |05903060626812 |Zaktady Farmaceutyczne 28120 |Pharmadox Healthcare Ltd. MT
28 kaps.| Rp |05903060626805 [POLPHARMA S.A. S.C. Zentiva S.A. RO
32 |Mibrex Rivaroxabanum Kapsutka, twarda 10 mg 10 kaps.| Rp |05903060626744 |Zaktady Farmaceutyczne 28119 |S.C. Zentiva S.A. RO
POLPHARMA S.A. Pharmadox Healthcare Ltd. MT
33 |Mibrex Rivaroxabanum Kapsutka, twarda 20 mg 14 kaps.| Rp |05903060626829 |Zaktady Farmaceutyczne 28121 |S.C. Zentiva S.A. RO
28 kaps.| Rp |05903060626836 |[POLPHARMA S.A. Pharmadox Healthcare Ltd. MT
34 |Miotenza Paracetamolum + Tabletki 300 mg + 380 30tabl.] Rp |05903031289985 [US Pharmacia Sp. z 0.0. 28152 |US Pharmacia Sp. z 0.0. PL
Methocarbamolum mg 40 tabl.] Rp |05904569250010
45tabl.f[ Rp |[05904569250034
50 tabl.| Rp |05904569250058
35 |Moreme Bupropioni Tabletki o 150 mg 30tabl.] Rp |05900411011617 [Adamed Pharma S.A. 28184 |Adamed Pharma S.A. PL
hydrochloridum zmodyfikowanym 60 tabl.| Rp [05900411011624
uwalnianiu 90 tabl.] Rp |05900411011631
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36 [Moreme Bupropioni Tabletki o 300 mg 30tabl.] Rp |05900411011648 [Adamed Pharma S.A. 28185 |Adamed Pharma S.A. PL

hydrochloridum zmodyfikowanym 60 tabl.| Rp ]05900411011655
uwalnianiu 90 tabl.| Rp |05900411011662
37 |Rivaroxaban Ranbaxy Rivaroxabanum Tabletki powlekane 2,5mg 28 tabl.f Rp [05909991527853 |Ranbaxy (Poland) Sp. z 0.0. 28154 |Terapia S.A. RO
100 tabl.| Rp [05909991527860 Sun Pharmaceutical Industries |NL
Europe B.V.
Terapia S.A. RO
Sun Pharmaceutical Industries |NL
Europe B.V.
38 |Rivaroxaban Ranbaxy Rivaroxabanum Tabletki powlekane 10 mg 28 tabl.f Rp [05909991527877 |Ranbaxy (Poland) Sp. z o.0. 28155 |Terapia S.A. RO
100 tabl.| Rp [05909991527884 Sun Pharmaceutical Industries |NL
Europe B.V.
Terapia S.A. RO
Sun Pharmaceutical Industries |NL
Europe B.V.
39 |Rivaroxaban Ranbaxy Rivaroxabanum Tabletki powlekane 15 mg 14 tabl.| Rp |05909991527914 |Ranbaxy (Poland) Sp. z o.0. 28156 |Terapia S.A. RO
28 tabl.| Rp |05909991527907 Sun Pharmaceutical Industries |NL
42 tabl.[ Rp |05909991527921 Europe B.V.
100 tabl.| Rp |05909991527891
Terapia S.A. RO
Sun Pharmaceutical Industries |NL
Europe B.V.
40 |Rivaroxaban Ranbaxy Rivaroxabanum Tabletki powlekane 20 mg 14 tabl.| Rp |05909991527938 |Ranbaxy (Poland) Sp. z o.0. 28157 |Terapia S.A. RO
28 tabl.] Rp |05909991527952 Sun Pharmaceutical Industries |NL
100 tabl.| Rp |[05909991527945 Europe B.V.
Terapia S.A. RO
Sun Pharmaceutical Industries |NL
Europe B.V.

41 |Stimezin Junior Inosinum pranobexum Proszek do 312,5 mg/ml 1 butelka 60 mI| OTC | 05900411011280 |Adamed Pharma S.A. 28059 |Adamed Pharma S.A. PL
sporzadzania Mako Pharma Sp. z 0.0. PL
zawiesiny doustnej

42 |Teriflunomid Adamed Teriflunomidum Tabletki powlekane 14 mg 14 tabl.[ Rp |05900411011488 |Adamed Pharma S.A. 28126 |Pharmacare Premium Ltd. MT

28 tabl.f Rp |05900411011495 Genepharm S.A. GR
84 tabl.| Rp |05900411011501 Adamed Pharma S.A. PL
98 tabl.| Rp |05900411011518
43 |Teriflunomide Teva Teriflunomidum Tabletki powlekane 14 mg 28 tabl.[ Rpz [05909991527655 |Teva B.V. 28146 |Balkanpharma Dupnitsa AD  |BG
Teva Operations Polska Sp. z |PL
0.0.
44 |Tigrix Ticagrelorum Tabletki powlekane 60 mg 56 tabl.| Rp |05909991527792 [STADA Arzneimittel AG 28162 [STADA Arzneimittel AG DE
60 tabl.| Rp |05909991527808
STADA Arzneimittel AG DE
45 [Tigrix Ticagrelorum Tabletki powlekane 90 mg 56 tabl.| Rp |05909991527822 [STADA Arzneimittel AG 28163 |STADA Arzneimittel AG DE
60 tabl.| Rp |05909991527839
STADA Arzneimittel AG DE
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Xembify Immunoglobulinum Roztwér do 200 mg/ml 1fiol. 5ml| Rp |05909991527303 |Instituto Grifols S.A. 28141 [Instituto Grifols, S.A. ES
humanum normale wstrzykiwan 1fiol. 10 ml| Rp |[05909991527310
(SClg) podskornych 1fiol. 20 mlf Rp |05909991527327
1fiol. 50 mlf Rp |05909991527334
Zarixa Rivaroxabanum Kapsutki twarde 2,5mg 28 kaps.| Rp |05909991528485 [Celon Pharma S.A. 28164 |Celon Pharma S.A. PL

28 kaps.| Rp |05909991528492

Zarixa Rivaroxabanum Kapsutki twarde 10 mg 10 kaps.| Rp [05909991528508 |Celon Pharma S.A. 28165 |Celon Pharma S.A. PL
30 kaps.| Rp |05909991528515
10 kaps.| Rp [05909991528522
30 kaps.| Rp |05909991528539

Zarixa Rivaroxabanum Kapsutki twarde 15 mg 14 kaps.| Rp |05909991528546 |Celon Pharma S.A. 28166 |[Celon Pharma S.A. PL
28 kaps.| Rp |05909991528584
42 kaps.| Rp |05909991528553
14 kaps.| Rp |[05909991528577
28 kaps.| Rp |05909991528560

Zarixa Rivaroxabanum Kapsutki twarde 20 mg 14 kaps.| Rp |[05909991528621 |Celon Pharma S.A. 28167 |Celon Pharma S.A. PL
28 kaps.| Rp |05909991528607
56 kaps.| Rp |05909991528614
14 kaps.| Rp [05909991528591
28 kaps.| Rp |05909991528638
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