Biuletyn 2023-11

T
Vs

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

Nazwa produktu

Lp. . R e il Posta¢ farm. Dawka Opakowanie — Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost pozw. wytw.
1 |Acard PRO Acidum acetylsalicylicum | Tabletki dojelitowe 100 mg 30tabl.] Rp |05903060625976 |Zaktady Farmaceutyczne 28058 |Zakiady Farmaceutyczne PL
60 tabl.| Rp |05903060625983 [POLPHARMA S.A. POLPHARMA S.A.
90 tabl.| Rp |05903060625990
120 tabl.| Rp |05903060626003
2 [Amlodypina + Walsartan + |Amlodipinum + Tabletki powlekane 5mg+ 160 mg 14 tabl.[ Rp |05909991526566 |Macleods Pharma Espafia 28127 |Synoptis Industrial Sp. zo.0. |PL
Hydrochlorotiazyd Macleods|Valsartanum + +12,5mg 28 tabl.[ Rp |05909991526573 |S.L.U. Heumann Pharma GmbH & DE
Hydrochlorothiazidum 56 tabl.| Rp |05909991526542 Co. Generica KG
98 tabl.| Rp |05909991526559
Synoptis Industrial Sp. zo.0. |PL
Heumann Pharma GmbH & DE
Co. Generica KG
3 |Amlodypina + Walsartan + [Amlodipinum + Tabletki powlekane 5mg + 160 mg 14 tabl.[ Rp |05909991526610 |Macleods Pharma Espafia 28129 [Synoptis Industrial Sp. zo.0. |PL
Hydrochlorotiazyd Macleods|Valsartanum + +25mg 28 tabl.| Rp [05909991526603 S.L.U. Heumann Pharma GmbH & DE
Hydrochlorothiazidum 56 tabl.| Rp [05909991526580 Co. Generica KG
98 tabl.| Rp |05909991526597
Synoptis Industrial Sp. zo.0. |PL
Heumann Pharma GmbH & DE
Co. Generica KG
4 |Amlodypina + Walsartan + |Amlodipinum + Tabletki powlekane 10 mg + 160 14 tabl.[ Rp |05909991526634 |Macleods Pharma Espafia 28128 |Synoptis Industrial Sp. zo.0. [PL
Hydrochlorotiazyd Macleods|Valsartanum + mg + 12,5 mg 28 tabl.[ Rp |05909991526627 |S.L.U. Heumann Pharma GmbH & DE
Hydrochlorothiazidum 56 tabl.| Rp |05909991526658 Co. Generica KG
98 tabl.| Rp |05909991526641
Synoptis Industrial Sp. zo0.0. |PL
Heumann Pharma GmbH & DE
Co. Generica KG
5 |Amlodypina + Walsartan + [Amlodipinum + Tabletki powlekane 10 mg + 160 14 tabl.[ Rp |05909991526689 |Macleods Pharma Espafia 28130 [Synoptis Industrial Sp. zo.0. |PL
Hydrochlorotiazyd Macleods|Valsartanum + mg + 25 mg 28tabl.[ Rp [05909991526665 |S.L.U. Heumann Pharma GmbH & DE
Hydrochlorothiazidum 56 tabl.| Rp [05909991526672 Co. Generica KG
98 tabl.| Rp |05909991526696
Synoptis Industrial Sp. zo.0. |PL
Heumann Pharma GmbH & DE
Co. Generica KG
6 [Amlodypina + Walsartan + |Amlodipinum + Tabletki powlekane 10 mg + 320 14 tabl.[ Rp |05909991526702 |Macleods Pharma Espafia 28131 |Synoptis Industrial Sp. zo.0. [PL
Hydrochlorotiazyd Macleods|Valsartanum + mg + 25 mg 28 tabl.f[ Rp |05909991526719 |S.L.U. Heumann Pharma GmbH & DE
Hydrochlorothiazidum 56 tabl.| Rp ]05909991526733 Co. Generica KG
98 tabl.| Rp |05909991526726
Synoptis Industrial Sp. zo0.0. |PL
Heumann Pharma GmbH & DE

Co. Generica KG
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7 |Ansifora Duo Sitagliptinum + Tabletki powlekane 50 mg + 1000 14 tabl.[ Rp |05901812162977 |Vipharm S.A. 28137 |Vipharm S.A. PL
Metformini mg 28 tabl.f Rp |05901812162984
hydrochloridum 60 tabl.| Rp |05901812163004
50 tabl.] Rp |05901812163059
56 tabl.| Rp |05901812162991
112tabl.| Rp [05901812163011
168 tabl.| Rp |05901812163028
168 tabl. (op. zbiorcze)|] Rp [05901812163073
180 tabl.| Rp |05901812163035
196 tabl.| Rp |05901812163042
196 tabl. (op. zbiorcze)] Rp |05901812163066
8 |Astorid Torasemidum Tabletki 5mg 30tabl.] Rp |05909991525477 |Polfarmex S.A. 28100 [Polfarmex S.A. PL
9 [Astorid Torasemidum Tabletki 10 mg 30tabl.| Rp |05909991525484 Polfarmex S.A. 28101 |Polfarmex S.A. PL
10 |Astorid Torasemidum Tabletki 20 mg 30tabl.] Rp |05909991525491 |Polfarmex S.A. 28102 |Polfarmex S.A. PL
11 |Colistimethatum natricum |Colistimethatum natricum |Proszek do 1000 000 j.m. 1fiol. proszku| Rp [05208063004378 |Noridem Enterprises Ltd. 28115 |Demo S.A. Pharmaceutical GR
Noridem sporzadzania 10 fiol. proszku| Rp |[05208063004385 Industry
roztworu do 30 fiol. proszku| Rp |05208063004392
nebulizacji
12 |Colistimethatum natricum  |Colistimethatum natricum|Proszek do 1000 000 j.m. 1 fiol. proszku| Rp |05208063004439 |Noridem Enterprises Ltd. 28117 |Demo S.A. Pharmaceutical GR
Noridem sporzgdzania 10 fiol. proszku| Rp | 5208063004446 Industry
roztworu do 30 fiol. proszku| Rp [05208063004453
wstrzykiwan / do
infuzji
13 |Colistimethatum natricum  |Colistimethatum natricum|Proszek do 2000000 j.m. 1 fiol. proszku| Rp |05208063004408 |Noridem Enterprises Ltd. 28116 |Demo S.A. Pharmaceutical GR
Noridem sporzgdzania 10 fiol. proszku| Rp |05208063004415 Industry
roztworu do 30 fiol. proszku| Rp [05208063004422
nebulizacji
14 |Colistimethatum natricum  |Colistimethatum natricum|Proszek do 2000 000 j.m. 1fiol. proszku| Rp [05208063004460 [Noridem Enterprises Ltd. 28118 |Demo S.A. Pharmaceutical GR
Noridem sporzadzania 10 fiol. proszku| Rp |[05208063004477 Industry
roztworu do 30 fiol. proszku| Rp |05208063004484
wstrzykiwan / do
infuzji
15 |Desmopressin Aristo Desmopressinum Tabletki podjezykowe 60 mcg 30tabl.| Rp |05909991527341 |Aristo Pharma Sp. z 0.0. 28143 |Haupt Pharma Miinster GmbH |DE
Adalvo Ltd. MT
16 |Desmopressin Aristo Desmopressinum Tabletki podjezykowe 120 mcg 30tabl.] Rp |05909991527358 |Aristo Pharma Sp. z 0.0. 28144 |Adalvo Ltd. MT
Haupt Pharma Miinster GmbH [DE
17 |Desmopressin Aristo Desmopressinum Tabletki podjezykowe 240 mcg 30tabl.]| Rp |05909991527365 |Aristo Pharma Sp. z 0.0. 28145 |Haupt Pharma Miinster GmbH |DE
Adalvo Ltd. MT
18 |Dexamethasone Zentiva Dexamethasonum Tabletki 0,5mg 10 tabl.f Rp |05909991526320 |Zentiva, k.s. 28010 |S.C. Zentiva S.A. RO
20 tabl.f[ Rp |[05909991526337
30tabl.] Rp |05909991526344
50 tabl.| Rp |05909991526351
100 tabl.| Rp |05909991526368
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19 |Dexamethasone Zentiva Dexamethasonum Tabletki 1mg 10 tabl.f Rp |05909991526375 |Zentiva, k.s. 28011 |S.C. Zentiva S.A. RO
20 tabl.[ Rp |[05909991526382
30tabl.] Rp |05909991526399
50 tabl.] Rp |05909991526405
100 tabl.| Rp |05909991526412
20 |Dexamethasone Zentiva Dexamethasonum Tabletki 4 mg 10 tabl.f Rp |05909991526429 |Zentiva, k.s. 28012 |S.C. Zentiva S.A. RO
20 tabl.[ Rp |[05909991526436
30tabl.] Rp |05909991526443
50 tabl.] Rp |05909991526450
100 tabl.| Rp |05909991526467
21 |Dololibre Naproxenum Zawiesina doustna 50 mg/ml 1 butelka 100 ml| Rp |04260020521145 [Infectopharm Arzneimittel und | 28108 |Infectopharm Arzneimittel und |DE
Consilium GmbH Consilium GmbH
22 |Elymbus Bimatoprostum Zel do oczu 0,1 mg/g 30 poj. jednodawkowych 0,3 g| Rp [05909991525651 |Laboratoires THEA 28107 |Laboratoire Unither FR
90 poj. jednodawkowych 0,3 g| Rp |[05909991525668 Laboratoires THEA FR
23 |Escitalopram Medreg Escitalopramum Tabletki powlekane 10 mg 28 tabl.[ Rp |08595566456757 |Medreg s.r.o. 28133 |[Medis International a.s. cz
30tabl.] Rp |08595566456764
56 tabl.| Rp |08595566456771 Medis International a.s. cz
60 tabl.| Rp |08595566456788
84 tabl.| Rp |08595566456795
90 tabl.| Rp |08595566456801
98 tabl.| Rp |08595566456818
100 tabl.| Rp |08595566456825
24 |Gaviscon duo tab Natrii alginas + Natrii Tabletki do 250 mg + 106,5 12 tabl.| OTC | 05909991526894 |Reckitt Benckiser (Poland) S.A. | 28135 |RB NL Brands B.V. NL
hydrogenocarbonas + rozgryzania i zucia mg + 187,5 mg 16 tabl.[ OTC | 05909991526900
Calcii carbonas 24 tabl.[ OTC | 05909991526917 RB NL Brands B.V. NL
32 tabl.| OTC |05909991526924
48 tabl.[ OTC | 05909991526931
60 tabl.| OTC | 05909991526948
25 |Gaviscon duo tab o smaku [Natrii alginas + Natrii Tabletki do 250 mg + 106,5 12 tabl.| OTC | 05909991526757 |Reckitt Benckiser (Poland) S.A. | 28134 |RB NL Brands B.V. NL
owocow lesnych hydrogenocarbonas + rozgryzania i zucia mg + 187,5mg 16 tabl.[ OTC | 05909991526788
Calcii carbonas 24 tabl.[ OTC | 05909991526764 RB NL Brands B.V. NL
32 tabl.| OTC |05909991526771
48 tabl.[ OTC | 05909991526795
60 tabl.| OTC |05909991526801
26 |Gribero Dabigatranum etexilatum |Kapsutki twarde 75 mg 30 kaps.| Rp |07622436109367 |Sandoz Polska Sp. z 0.0. 27982 |Salutas Pharma GmbH DE
Pharmadox Healthcare Ltd. MT
Salutas Pharma GmbH DE
Pharmadox Healthcare Ltd. MT
27 |Gribero Dabigatranum etexilatum |Kapsutki twarde 110 mg 10 kaps.| Rp |07622436109329 |Sandoz Polska Sp. z 0.0. 27984 [Salutas Pharma GmbH DE
30 kaps.| Rp |07622436109343 Pharmadox Healthcare Ltd. MT
60 kaps.| Rp |07622436109305
180 kaps.| Rp |07622436109312 Salutas Pharma GmbH DE
Pharmadox Healthcare Ltd. MT
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28 |Gribero Dabigatranum etexilatum |Kapsutki twarde 150 mg 30 kaps.| Rp |07622436109336 |Sandoz Polska Sp. z 0.0. 27985 [Salutas Pharma GmbH DE
60 kaps.| Rp |07622436109299 Pharmadox Healthcare Ltd. MT
180 kaps.| Rp |07622436109350
Pharmadox Healthcare Ltd. MT
Salutas Pharma GmbH DE
29 |Metformin hydrochloride Metformini Tabletki powlekane 500 mg 60 tabl.| Rp |05909991525378 [STADA Arzneimittel AG 28096 |STADA Arzneimittel AG DE
STADA hydrochloridum 90 tabl.| Rp |05909991525354 Centrafarm Services B.V. NL
120 tabl.| Rp [05909991525361
100 tabl.| Rp |[05909991525347 Centrafarm Services B.V. NL
STADA Arzneimittel AG DE
30 [Metformin hydrochloride Metformini Tabletki powlekane 850 mg 60 tabl.| Rp |05909991525385 [STADA Arzneimittel AG 28097 |STADA Arzneimittel AG DE
STADA hydrochloridum 120 tabl.| Rp |05909991525408 Centrafarm Services B.V. NL
100 tabl.| Rp |05909991525392
Centrafarm Services B.V. NL
STADA Arzneimittel AG DE
31 [Metformin hydrochloride Metformini Tabletki powlekane 1000 mg 60 tabl.| Rp |05909991525439 [STADA Arzneimittel AG 28098 |Centrafarm Services B.V. NL
STADA hydrochloridum 120 tabl.| Rp |05909991525422 STADA Arzneimittel AG DE
100 tabl.| Rp |05909991525415
STADA Arzneimittel AG DE
Centrafarm Services B.V. NL
32 [Metformin Medreg Metformini Tabletki powlekane 500 mg 20tabl.f Rp |08595566455972 |Medreg s.r.o. 28123 [S.C. Zentiva S.A. RO
hydrochloridum 28 tabl.[ Rp |08595566455989
30tabl.] Rp |08595566455996
50 tabl.] Rp |08595566456009
56 tabl.| Rp |08595566456016
60 tabl.| Rp |08595566456023
90 tabl.| Rp |08595566456030
98 tabl.| Rp |08595566456047
100 tabl.| Rp |08595566456054
120 tabl.| Rp |08595566456061
180 tabl.| Rp |08595566456078
33 [Metformin Medreg Metformini Tabletki powlekane 850 mg 20tabl.f Rp |08595566456085 |Medreg s.r.o. 28124 |S.C. Zentiva S.A. RO
hydrochloridum 28 tabl.[ Rp |08595566456092
30tabl.]| Rp |08595566456108
50 tabl.] Rp |08595566456115
56 tabl.| Rp |08595566456122
60 tabl.| Rp |08595566456139
90 tabl.| Rp |08595566456146
98 tabl.| Rp |08595566456153
100 tabl.| Rp |08595566456160
120 tabl.| Rp |08595566456177
180 tabl.| Rp |08595566456184
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34 [Metformin Medreg Metformini Tabletki powlekane 1000 mg 20tabl.f Rp |08595566456191 |Medreg s.r.o. 28125 [S.C. Zentiva S.A. RO
hydrochloridum 28 tabl.[ Rp |08595566456207
30tabl.] Rp |08595566456214
50 tabl.| Rp |08595566456221
56 tabl.| Rp |08595566456238
60 tabl.| Rp |08595566456245
90 tabl.| Rp |08595566456252
98 tabl.| Rp |08595566456269
100 tabl.| Rp |08595566456276
120 tabl.| Rp |08595566456283
180 tabl.| Rp |08595566456290
35 [Omeprazole Sandoz Omeprazolum Proszek do 40 mg 10 fiol. 40 mg proszku| Rp |07622436109442 [Sandoz Polska Sp. z o0.0. 27976 |Lek Pharmaceuticals, d.d. Sl
sporzagdzania
roztworu do infuzji
36 |Paracetamol OLIMP Paracetamolum Tabletki powlekane 500 mg 12 tabl.[ OTC | 05909991522919 |Olimp Laboratories Sp. z 0.0. 28095 [Olimp Laboratories Sp. zo.0. |PL
50 tabl.| OTC | 05909991522926
37 |Pyreox Metamizolum natricum  [Tabletki powlekane 500 mg 6 tabl.| OTC [ 05397313000342 |Bausch Health Ireland Ltd. 28132 |ICN Polfa Rzeszéw S.A. PL
monohydricum 10 tabl.| OTC | 05397313000359
12 tabl.| OTC | 05397313000366
20 tabl.| OTC | 05397313000373
50 tabl.| OTC |05397313000380
38 |Sinumedin Tabs Paracetamolum + Tabletki powlekane 650 mg + 10 6 tabl.| OTC | 05909991525446 |Aflofarm Farmacja Polska Sp. z | 28099 |Aflofarm Farmacja Polska Sp. |PL
Phenylephrini mg + 4 mg 10 tabl.| OTC | 05909991525453 |o.0. z0.0.
hydrochloridum + 20 tabl.| OTC | 05909991525460
Chlorphenamini maleas
39 [Sugammadex Kalceks Sugammadexum Roztwér do 100 mg/ml 1 fiol. 2 ml| Rpz | 04750341011338 |AS Kalceks 28140 |AS Kalceks LV
wstrzykiwan 1fiol. 5ml| Rpz |04750341011352
10 fiol. 2 ml| Rpz | 04750341011345 AS Kalceks LV
10 fiol. 5 ml| Rpz | 04750341011369
40 [Tardysol Ferrosi sulfas Roztwér doustny 20 mg/ml 1 butelka 90 ml| Rp |05909991525583 |Pierre Fabre Medicament 28106 |Pierre Fabre Medicament FR
Production
41 |Tardysol Baby Ferrosi sulfas Roztwér doustny 20 mg/ml 1 butelka 45 ml| Rp |05909991525569 |Pierre Fabre Medicament 28105 |Pierre Fabre Medicament FR
Production
42 |Tifay Teriflunomidum Tabletki powlekane 14 mg 28 tabl.[ Rpz | 05909991526085 |STADA Arzneimittel AG 28122 |KeVaRo GROUP Ltd BG
84 tabl.| Rpz |05909991526092 Adalvo Ltd. MT
Pharmadox Healthcare Ltd. MT
43 |Totylem Ferrum + Acidum folicum |Tabletki powlekane |60 mg + 0,4 mg 30tabl.] Rp |03614250000481 |Laboratoire Innotech 28104 |Innothera Chouzy FR
International
44 |Treprostinil Reddy Treprostinilum Roztwdr do infuzji 2,5 mg/ml 1 fiol. 20 ml| Rpz | 05909991526047 |Reddy Holding GmbH 28112 |Betapharm Arzneimittel GmbH |DE
Betapharm Arzneimittel GmbH [DE
45 |Treprostinil Reddy Treprostinilum Roztwér do infuzji 5 mg/ml 1 fiol. 20 ml| Rpz | 05909991526054 |Reddy Holding GmbH 28113 |Betapharm Arzneimittel GmbH |DE
Betapharm Arzneimittel GmbH [DE
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46 |Treprostinil Reddy Treprostinilum Roztwdr do infuzji 10 mg/ml 1 fiol. 20 ml po 20 ml| Rpz [05909991526061 [Reddy Holding GmbH 28114 |Betapharm Arzneimittel GmbH |DE
Betapharm Arzneimittel GmbH [DE
47 |Treprostinil Reddy Treprostinilum Roztwdr do infuzji 1 mg/ml 1 fiol. 20 ml| Rpz | 05909991526030 |Reddy Holding GmbH 28111 |Betapharm Arzneimittel GmbH |DE
Betapharm Arzneimittel GmbH [DE
48 |V-Ga68 Gallii (68Ga) chloridum  |Prekursor 500 MBg/mL na 1fiol. 1-5ml| Rpz |05909991525576 [Voxel S.A. 28103 [Voxel S.A. PL

radiofarmaceutyku,
roztwor

dzien i godzine
odniesienia
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