Biuletyn 2024-02

T
Vs

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

Nazwa produktu

Lp. . R e il Posta¢ farm. Dawka Opakowanie — Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost pozw. wytw.
1 |Apixaban Orion Apixabanum Tabletki powlekane 2,5mg 20 tabl.f Rp |05909991530464 |Orion Corporation 28235 |Orion Corporation Fl
60 tabl.| Rp ]05909991530457 Orion Corporation Fl
2 |Apixaban Orion Apixabanum Tabletki powlekane 5mg 56 tabl.| Rp |05909991530488 [Orion Corporation 28236 |Orion Corporation Fl
60 tabl.| Rp [05909991530471 Orion Corporation Fl
3 |Apixaban Teva Apixabanum Tabletki powlekane 2,5mg 20 tabl.f Rp |05909991530167 |Teva Pharmaceuticals Polska 28218 |[Teva B.V. NL
60 tabl.] Rp ]05909991530174 |Sp. z 0.0. Balkanpharma-Dupnitsa AD  |BG
4 |Apixaban Teva Apixabanum Tabletki powlekane 5mg 60 tabl.| Rp |05909991530181 [Teva Pharmaceuticals Polska | 28219 [Teva B.V. NL
Sp.zo.0. Balkanpharma-Dupnitsa AD  [BG
5 |Asitalip Combo Sitagliptinum + Tabletki powlekane 50 mg + 1000 28 tabl.f Rp |05909991532666 |Polfarmex S.A. 28288 |Galenicum Health S.L. ES
Metformini mg 56 tabl.| Rp ]05909991532673 SAG Manufacturing S.L.U. ES
hydrochloridum Polfarmex S.A. PL
6 |Atenza Methylphenidati Tabletki o 45 mg 30 tabl.| Rpw | 05909991531140 |Exeltis Poland Sp. z o0.0. 28248 |Laboratorios Liconsa S.A. ES
hydrochloridum przedtuzonym 60 tabl.| Rpw | 05909991531157
uwalnianiu 90 tabl.| Rpw | 05909991531133
7 |Bortezomib TZF Bortezomibum Proszek do 3,5mg 1fiol. 3,5 mg| Rpz | 05909991530983 | Tarchominskie Zaktady 28237 |[PHARMIDEA SIA Lv
sporzadzania Farmaceutyczne "Polfa" S.A.
roztworu do
wstrzykiwan
8 [Carboplatin Eugia Carboplatinum Koncentrat do 10 mg/ml 1fiol. 5ml| Lz [05909991531249 |Eugia Pharma (Malta) Ltd. 28257 |Arrow Génériques FR
sporzadzania 1fiol. 15ml| Lz [05909991531256 APL Swift Services (Malta) MT
roztworu do infuzji 1fiol. 45 ml| Lz |[05909991531263 Ltd.
1fiol. 60 ml| Lz |05909991531270 Generis Farmacéutica, S.A., PT
10 fiol.5ml| Lz |[05909991531287
10 fiol.15 ml| Lz |05909991531294
10 fiol.45ml| Lz |05909991531300
10 fiol.60 ml| Lz |05909991531317
9 [Cyxodil Ciclesonidum Aerozol inhalacyjny, | 80 mcg/dawke 1 inhalator 120 dawek| Rp |05909991531430 [Zaktady Farmaceutyczne 28259 |Genetic S.p.A. IT
roztwor inh. POLPHARMA S.A.
10 |Cyxodil Ciclesonidum Aerozol inhalacyjny, |160 mcg/dawke 1 inhalator 120 dawek| Rp |05909991531447 |Zaktady Farmaceutyczne 28260 |Genetic S.p.A. IT
roztwor inh. POLPHARMA S.A.
11 |Cyxodil Ciclesonidum Aerozol inhalacyjny, |320 mcg/dawke 1 inhalator 120 dawek| Rp |05909991531454 |Zaktady Farmaceutyczne 28261 |Genetic S.p.A. IT
roztwor inh. POLPHARMA S.A.
12 |Dabigatran etexilate Orion |Dabigatranum etexilatum |Kapsutki twarde 75 mg 30 kaps.| Rp |05909991531614 |Orion Corporation 28264 |Orion Corporation Orion Fl
60 kaps.| Rp |05909991531607 Pharma
Orion Corporation, Orion Fl

Pharma
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13 |Dabigatran etexilate Orion |Dabigatranum etexilatum |Kapsutki twarde 110 mg 30 kaps.| Rp |05909991531621 |Orion Corporation 28265 |Orion Corporation Orion Fl
60 kaps.| Rp |05909991531638 Pharma
Orion Corporation, Orion Fl
Pharma
14 |Dabigatran etexilate Orion |Dabigatranum etexilatum |Kapsutki twarde 150 mg 30 kaps.| Rp |05909991531652 [Orion Corporation 28266 |Orion Corporation Orion Fl
60 kaps.| Rp |05909991531645 Pharma
Orion Corporation, Orion Fl
Pharma
15 |Daptomycin Accord Daptomycinum Proszek do 350 mg 1 fiol. 350 mg proszku| Rp |[05909991532543 |Accord Healthcare Polska Sp. z | 28286 |Pharmadox Healthcare Limited|MT
Healthcare sporzgdzania 0.0. Laboratori Fundacié Dau ES
roztworu do Accord Healthcare Polska Sp. |PL
wstrzykiwan / do zo0.0.
infuzji
16 |Daptomycin Accord Daptomycinum Proszek do 500 mg 1 fiol. 500 mg proszku| Rp [05909991532550 |Accord Healthcare Polska Sp. z | 28287 |Accord Healthcare Polska Sp. |PL
Healthcare sporzgdzania 0.0. z0.0.
roztworu do Pharmadox Healthcare Limited|MT
wstrzykiwan / do Laboratori Fundacié Dau ES
infuzji
17 |Dexamethasone Zentiva Dexamethasonum Tabletki 8 mg 10 tabl.f Rp |05909991531553 |Zentiva, k.s. 28262 |S.C. Zentiva S.A. RO
20 tabl.f[ Rp [05909991531539
30tabl.] Rp |05909991531546
50 tabl.] Rp |05909991531522
100 tabl.| Rp |05909991531515
18 |Eferox Levothyroxinum natricum |Tabletki 88 mcg 50 tabl.] Rp |05909991532208 |Aristo Pharma Sp. z 0.0. 28276 |Aristo Pharma GmbH DE
100 tabl.| Rp [05909991532215 Lindopharm GmbH DE
19 |Eferox Levothyroxinum natricum |Tabletki 112 meg 50 tabl.| Rp |05909991532222 |Aristo Pharma Sp. z 0.0. 28277 |Lindopharm GmbH DE
100 tabl.| Rp |05909991532239 Aristo Pharma GmbH DE
20 |Eferox Levothyroxinum natricum |Tabletki 137 mcg 50 tabl.] Rp |05909991532253 |Aristo Pharma Sp. z 0.0. 28278 |Lindopharm GmbH DE
100 tabl.| Rp |[05909991532246 Aristo Pharma GmbH DE
21 |Eferox Levothyroxinum natricum |Tabletki 175 mcg 50 tabl.| Rp |05909991532277 |Aristo Pharma Sp. z 0.0. 28279 |Lindopharm GmbH DE
100 tabl.| Rp |05909991532260 Aristo Pharma GmbH DE
22 |Eltrombopag Glenmark Eltrombopagum Tabletki powlekane 25mg 28 tabl.| Rpz | 05909991531225 |Glenmark Pharmaceuticals 28255 |Synthon B.V. NL
s.r.o. Synthon Hispania S.L. ES
23 |Eltrombopag Glenmark Eltrombopagum Tabletki powlekane 50 mg 28 tabl.[ Rpz | 05909991531232 |Glenmark Pharmaceuticals 28256 |Synthon B.V. NL
S.r.o. Synthon Hispania S.L. ES
24 |Eplexemid Eplerenonum + Tabletki 25mg+40mg 30tabl.] Rp |05906720537541 |Przedsigbiorstwo 28191 |Przedsiebiorstwo PL
Furosemidum Farmaceutyczne LEK-AM Sp. z Farmaceutyczne LEK-AM Sp.
0.0. Z0.0.
25 |Eplexemid Eplerenonum + Tabletki 50 mg + 40 mg 30tabl.] Rp |05906720537534 |Przedsigbiorstwo 28192 |Przedsiebiorstwo PL

Furosemidum

Farmaceutyczne LEK-AM Sp. z
0.0.

Farmaceutyczne LEK-AM Sp.
zo.0.
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26 |Esopol Esomeprazolum Proszek do 40 mg 10 fiol. 40 mg proszku| Rp |05909991531812 |[Zaktady Farmaceutyczne 28267 [LABORATORIOS NORMON [ES
sporzadzania 50 fiol. 40 mg proszku| Rp |05909991531829 |POLPHARMA S.A. S.A.
roztworu do
wstrzykiwan / do
infuzji
27 |Ibuprofen Pharmaclan Ibuprofenum Tabletki powlekane 200 mg 10 tabl.[ OTC | 05909991532888 |Pharmaclan s.r.o. 28290 [Pharmazet Group s.r.o. cz
12 tabl.| OTC | 05909991532895
20 tabl.[ OTC | 05909991532901
24 tabl.[ OTC [ 05909991532918
30 tabl.| OTC | 05909991532925
40 tabl.[ OTC [ 05909991532932
48 tabl.[ OTC | 05909991532949
28 |Ibuprofen Pharmaclan Ibuprofenum Tabletki powlekane 400 mg 10 tabl.| OTC | 05909991532956 |Pharmaclan s.r.o. 28291 |Pharmazet Group s.r.o. cz
12 tabl.| OTC | 05909991532963
20 tabl.[ OTC | 05909991532970
24 tabl.[ OTC | 05909991532987
30 tabl.| OTC | 05909991532994
40 tabl.| OTC | 05909991533007
48 tabl.[ OTC [ 05909991533014
29 |Ibuprofen Pharmaclan Ibuprofenum Tabletki powlekane 600 mg 20 tabl.f[ Rp |05909991532802 |Pharmaclan s.r.o. 28289 |Pharmazet Group s.r.o. cz
24 tabl.[ Rp |[05909991532819
30tabl.]| Rp |05909991532826
40 tabl.f Rp |[05909991532833
50 tabl.] Rp |05909991532840
100 tabl.| Rp |05909991532857
30 [Lactulosum Forte Polfarmex |Lactulosum Syrop 10 g/15 ml 1 butelka 200 ml| OTC | 05909991530556 |Polfarmex S.A. 28245 |Polfarmex S.A. PL
31 |Migrenofen Rizatriptanum Lamelki rozpadajgce 10 mg 2szt.| Rp |05900411011822 [Adamed Pharma S.A. 28227 |Adamed Pharma S.A. PL
sie w jamie ustnej
32 [Nintedanib Zentiva Nintedanibum Kapsutki migkkie 100 mg 30 kaps.| Rpz |05909991532093 |Zentiva, k.s. 28272 |Adalvo Ltd. MT
60 kaps.| Rpz | 05909991532086 Qualimetrix S.A. GR
Pharmadox Healthcare Limited|MT
33 |Nintedanib Zentiva Nintedanibum Kapsutki migkkie 150 mg 30 kaps.| Rpz |05909991532116 |Zentiva, k.s. 28273 |Pharmadox Healthcare Limited[MT
60 kaps.| Rpz |05909991532109 Qualimetrix S.A. GR
Adalvo Ltd. MT
34 [Nintedanibum STADA Nintedanibum Kapsutki migkkie 100 mg 30 kaps.| Rpz | 05909991532147 |STADA Arzneimittel AG 28274 |Pharmadox Healthcare Limited|[MT
60 kaps.| Rpz |05909991532154 STADA Arzneimittel GmbH AT
Centrafarm Services B.V. NL
STADA Arzneimittel AG DE
Qualimetrix S.A. GR
Adalvo Ltd. MT
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35 [Nintedanibum STADA Nintedanibum Kapsutki migkkie 150 mg 30 kaps.| Rpz |05909991532161 |STADA Arzneimittel AG 28275 [Qualimetrix S.A. GR
60 kaps.| Rpz |05909991532178 Pharmadox Healthcare Limited|MT
Adalvo Ltd. MT
Centrafarm Services B.V. NL
STADA Arzneimittel GmbH AT
STADA Arzneimittel AG DE
36 |Octenidini APC Instytut Octenidini Roztwoér do 1 mg/ml 1 butelka 60 ml| OTC | 05905527405015 |APC Instytut Sp. z 0.0. 28230 |Schiilke & Mayr GmbH DE
dihydrochloridum stosowania w jamie 1 butelka 250 ml| OTC | 05905527405022
ustnej
37 |Octenidini APC Pharmlog  |Octenidini Roztwoér do 1 mg/ml 1 butelka 60 mI| OTC | 05905527405039 |APC Pharmlog Sp. z 0.0. 28229 |Schiilke & Mayr GmbH DE
dihydrochloridum stosowania w jamie 1 butelka 250 ml| OTC | 05905527405046
ustnej
38 |Olzapin Olanzapinum Tabletki powlekane 15 mg 28 tabl.[ Rp [05909991530945 |Przedsigbiorstwo 28253 |Pharmathen S.A. GR
56 tabl.| Rp [05909991530952 |Farmaceutyczne LEK-AM Sp. z
0.0.
39 |Olzapin Olanzapinum Tabletki powlekane 20 mg 28 tabl.[ Rp [05909991530969 |Przedsigbiorstwo 28254 |Pharmathen S.A. GR
56 tabl.| Rp [05909991530976 |Farmaceutyczne LEK-AM Sp. z
0.0.
40 |Oxacilin Norameda Oxacillinum Proszek do 1000 mg 1 fiol. 1000 mg proszku| Rp |05909991532628 |Norameda UAB 27623 [MITIM S.r.l. IT
sporzadzania 10 fiol. 1000 mg proszku| Rp |05909991532642
roztworu do 25 fiol. 1000 mg proszku| Rp |05909991532659
wstrzykiwan / do 50 fiol. 1000 mg proszku| Rp |05909991532635
infuzji
41 |RIXACAM Rivaroxabanum Kapsutki twarde 10 mg 10 kaps.| Rp [05900411011570 |Adamed Pharma S.A. 28042 |Pharmadox Healthcare Limited[MT
30 kaps.| Rp |05900411011587 Adamed Pharma S.A. PL
Zentiva S.A. RO
42 |RIXACAM Rivaroxabanum Kapsutki twarde 15 mg 28 kaps.| Rp |05900411011532 |Adamed Pharma S.A. 28043 |Zentiva S.A. RO
98 kaps.| Rp |05900411011563 Adamed Pharma S.A. PL
42 kaps.| Rp |[05900411011556 Pharmadox Healthcare Limited|MT
14 kaps.| Rp |[05900411011549
43 |RIXACAM Rivaroxabanum Kapsutki twarde 20 mg 28 kaps.| Rp |05900411011594 [Adamed Pharma S.A. 28044 |Zentiva S.A. RO
14 kaps.| Rp |05900411011600 Adamed Pharma S.A. PL
98 kaps.| Rp |05900411011679 Pharmadox Healthcare Limited|MT
44 |Sugammadex Aguettant Sugammadexum Roztwér do 10 mg/ml 10 amp.-strzyk. 10 ml] Rpz | 03700567705482 |Laboratoire Aguettant 28246 |Laboratoire Aguettant FR
wstrzykiwan w
amputko-strzykawce
45 |Sugammadex Aguettant Sugammadexum Roztwér do 50 mg/ml 10 amp.-strzyk. 10 ml] Rpz | 03700567705505 |Laboratoire Aguettant 28247 |Laboratoire Aguettant FR
wstrzykiwan w
amputko-strzykawce
46 |Sugammadex Juta Sugammadexum Roztwér do 100 mg/mi 1 fiol. 2 ml| Rpz | 05909991524654 |Juta Pharma GmbH 28258 |Juta Pharma GmbH DE
wstrzykiwan 10 fiol. 2 ml| Rpz | 05909991524685
1fiol. 5 ml| Rpz |05909991524678
10 fiol. 5 ml| Rpz |05909991524708
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47 |Teriflunomide Glenmark Teriflunomidum Tabletki powlekane 14 mg 28 tabl.| Rpz | 05909991527778 |Glenmark Pharmaceuticals 28263 |Glenmark Pharmaceuticals cz
S.r.o. s.r.o.
Synoptis Industrial Sp. zo.0. |PL
48 |Tuxanuva Dabigatranum etexilatum |Kapsutki twarde 75 mg 30 kaps.| Rp |05909991530884 |STADA Arzneimittel AG 28232 |STADA Arzneimittel AG DE
Pharmadox Healthcare Limited|MT
49 |Tuxanuva Dabigatranum etexilatum |Kapsutki twarde 110 mg 30 kaps.| Rp |05909991530891 |STADA Arzneimittel AG 28233 |Pharmadox Healthcare Limited|[MT
60 kaps.| Rp |05909991530907 STADA Arzneimittel AG DE
50 [Tuxanuva Dabigatranum etexilatum |Kapsutki twarde 150 mg 30 kaps.| Rp |05909991530914 |STADA Arzneimittel AG 28234 |STADA Arzneimittel AG DE
60 kaps.| Rp |05909991530921 Pharmadox Healthcare Limited|MT
51 [Voltaren Forte Diclofenacum natricum  |Plaster leczniczy 140 mg 5 plastrow| OTC | 05054563194640 [Haleon Poland Sp. z 0.0. 28187 |GlaxoSmithKline Consumer DE
Healthcare GmbH & Co. KG
Fidia Farmaceutici S.p.A. IT
52 [Vortioxetine Stada Vortioxetinum Tabletki powlekane 5mg 14 tabl.[ Rp |05909991531867 |STADA Arzneimittel AG 28268 [Clonmel Healthcare Ltd. IE
28 tabl.[ Rp |05909991531874 STADA Arzneimittel AG DE
56 tabl.| Rp |05909991531881 Adalvo Ltd. MT
98 tabl.| Rp ]05909991531898 Pharmadox Healthcare Ltd. MT
53 |Vortioxetine Stada Vortioxetinum Tabletki powlekane 10 mg 14 tabl.[ Rp |05909991531904 |STADA Arzneimittel AG 28269 |Pharmadox Healthcare Ltd. MT
28 tabl.f Rp |[05909991531911 STADA Arzneimittel AG DE
56 tabl.| Rp ]05909991531928 Clonmel Healthcare Ltd. IE
98 tabl.] Rp |05909991531935 Adalvo Ltd. MT
54 [Vortioxetine Stada Vortioxetinum Tabletki powlekane 15 mg 14 tabl.[ Rp |05909991531942 |STADA Arzneimittel AG 28270 |Pharmadox Healthcare Ltd. MT
28 tabl.f[ Rp |05909991531959 Clonmel Healthcare Ltd. IE
56 tabl.| Rp |05909991531966 STADA Arzneimittel AG DE
98 tabl.| Rp |05909991531973 Adalvo Ltd. MT
55 [Vortioxetine Stada Vortioxetinum Tabletki powlekane 20 mg 14 tabl.[ Rp |05909991531980 |STADA Arzneimittel AG 28271 |Adalvo Ltd. MT
28 tabl.[ Rp |[05909991531997 STADA Arzneimittel AG DE
56 tabl.| Rp ]05909991532000 Clonmel Healthcare Ltd. IE
98 tabl.| Rp [05909991532017 Pharmadox Healthcare Ltd. MT
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