Biuletyn 2024-01

T
Vs

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

Nazwa produktu

Lp. . R e il Posta¢ farm. Dawka Opakowanie — Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost pozw. wytw.
1 |Allerduo Azelastini Aerozol do nosa, (137 mcg + 50 1 butelka 23 g| Rp [05909991529871 |STADA Arzneimittel AG 28206 [STADA Arzneimittel AG DE
hydrochloridum + roztwor mcg)/doze 3 butelki 23 g| Rp |05909991529888 ELPEN Pharmaceutical Co. GR
Fluticasoni propionas Inc. IE
Clonmel Healthcare Ltd.
2 [Benzacne Duo Clindamycinum + Zel (10 mg + 50 1tuba25g| Rp |05909991530648 |Orifarm Healthcare A/S 28142 |Jadran-Galenski laboratorij HR
Benzoylis peroxidum mg)/g 1tuba 30g| Rp [05909991530631 d.d.
1tuba 50 g| Rp |05909991530655
1tuba60g| Rp |05909991530624
3 |Clopidogrel MSN Clopidogrelum Tabletki powlekane 75 mg 7 tabl.l| Rp [05909991530716 |[MSN Labs Europe Limited 28231 [MSN Labs Europe Limited MT
14 tabl.[ Rp |05909991530723 Pharmadox Healthcare Ltd. MT
28 tabl.[ Rp |[05909991530785
30tabl.] Rp |05909991530747
50 tabl.] Rp |05909991530822
56 tabl.| Rp |05909991530754
60 tabl.| Rp |05909991530730
84 tabl.| Rp |05909991530815
90 tabl.| Rp |05909991530761
100 tabl.| Rp |05909991530792
112tabl.| Rp |05909991530778
120 tabl.| Rp |05909991530808
4 |Dagrafors Dapagliflozinum Tabletki powlekane 10 mg 28 tabl. w blistrze| Rp |03838989762797 |Krka, d.d., Novo mesto 28209 |Krka, d.d., Novo mesto Sl
28 tabl. w blistrze kalendarzowym| Rp [03838989762865
30tabl.] Rp |03838989762803
56 tabl.| Rp |03838989762872
60 tabl.| Rp |03838989762810
90 tabl.| Rp |03838989762827
98 tabl.| Rp |03838989762889
5 |Dagrafors Dapagliflozinum Tabletki powlekane 5mg 28 tabl. w blistrze| Rp |03838989762759 |Krka, d.d., Novo mesto 28208 |Krka, d.d., Novo mesto Sl
28 tabl. w blistrze kalendarzowym| Rp |[03838989762834
30tabl.] Rp |03838989762766
56 tabl.| Rp |03838989762841
60 tabl.| Rp |03838989762773
90 tabl.| Rp |03838989762780
98 tabl.] Rp |03838989762858
6 [Debretin Forte Trimebutini maleas Tabletki powlekane 200 mg 60 tabl.| Rp |05903060625419 |Zaktady Farmaceutyczne 27969 |Zaktady Farmaceutyczne PL
100 tabl.| Rp [05903060625402 |[POLPHARMA S.A. POLPHARMA S.A.
7 |Debretin Neo Trimebutini maleas Tabletki powlekane 100 mg 30tabl.] Rp |05903060625426 |Zaktady Farmaceutyczne 27968 |Zakiady Farmaceutyczne PL
100 tabl.| Rp [05903060625433 |[POLPHARMA S.A. POLPHARMA S.A.
8 [Dimethyl fumarate Teva Dimethylis fumaras Kapsutki dojelitowe, 120 mg 14 kaps.| Rpz | 05909991525675 |Teva Pharmaceuticals Polska | 28109 |KeVaRo GROUP Ltd BG
twarde Sp.zo.0. Pharmadox Healthcare Ltd. MT
Adalvo Ltd. MT
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9 |Dimethyl fumarate Teva Dimethylis fumaras Kapsutki dojelitowe, 240 mg 56 kaps.| Rpz | 05909991525682 | Teva Pharmaceuticals Polska 28110 [Pharmadox Healthcare Ltd. MT
twarde Sp. zo.0. Adalvo Ltd. MT
KeVaRo GROUP Ltd BG
10 |Dimtelzo Dimethylis fumaras Kapsutki dojelitowe, 120 mg 14 kaps.| Rpz |07622436111827 |Sandoz Polska Sp. z 0.0. 28083 [Adalvo Ltd. MT
twarde Pharmadox Healthcare Ltd. MT
Lek Pharmaceuticals d.d. Sl
11 |Dimtelzo Dimethylis fumaras Kapsutki dojelitowe, 240 mg 56 kaps.| Rpz |07622436111810 |Sandoz Polska Sp. z 0.0. 28085 |Lek Pharmaceuticals d.d. Sl
twarde Adalvo Ltd. MT
Pharmadox Healthcare Ltd. MT
12 |Duloxetine Medical Valley [Duloxetinum Kapsutki dojelitowe, 30 mg 28 kaps.| Rp |05909991529574 |Medical Valley Invest AB 28194 |Laboratorios Liconsa S.A. ES
twarde Pharmascience International |CY
Ltd.
Pharmascience International |CY
Ltd.
13 |Duloxetine Medical Valley |[Duloxetinum Kapsutki dojelitowe, 60 mg 28 kaps.| Rp |05909991529581 |Medical Valley Invest AB 28195 |Laboratorios Liconsa S.A. ES
twarde Pharmascience International |CY
Ltd.
14 |Eferox Levothyroxinum natricum |Tabletki 75 mcg 50 tabl.] Rp |05909991530563 |Aristo Pharma Sp. z 0.0. 28224 |Aristo Pharma GmbH DE
100 tabl.| Rp [05909991530570 Lindopharm GmbH DE
15 |Eferox Levothyroxinum natricum |Tabletki 125 mcg 50 tabl.| Rp |05909991530587 |Aristo Pharma Sp. z 0.0. 28225 |Aristo Pharma GmbH DE
100 tabl.| Rp |05909991530594 Lindopharm GmbH DE
16 |Eferox Levothyroxinum natricum |Tabletki 150 mcg 50 tabl.] Rp |05909991530617 |Aristo Pharma Sp. z 0.0. 28226 |Lindopharm GmbH DE
100 tabl.| Rp [05909991530600 Aristo Pharma GmbH DE
17 |Empelic Empagliflozinum Tabletki powlekane 10 mg 14 tabl.| Rp |05909991529659 |Zaktady Farmaceutyczne 28204 |Zaktady Farmaceutyczne PL
28tabl.[ Rp [05909991529666 |POLPHARMA S.A. POLPHARMA S.A.
30 tabl. w blistrze| Rp |05909991529673
30 tabl. w pojemnikul Rp |05909991529710
60 tabl.| Rp |05909991529680
90 tabl. w blistrze| Rp |05909991529697
90 tabl. w pojemniku] Rp [05909991529727
100 tabl.| Rp |05909991529703
18 [Empelic Empagliflozinum Tabletki powlekane 25mg 14 tabl.| Rp |05909991529734 |Zaktady Farmaceutyczne 28205 |Zaktady Farmaceutyczne PL
28tabl.f[ Rp [05909991529741 |POLPHARMA S.A. POLPHARMA S.A.
30 tabl. w blistrze|] Rp |05909991529758
30 tabl. w pojemnikul Rp |05909991529796
60 tabl.| Rp |05909991529765
90 tabl. w blistrze| Rp |05909991529772
90 tabl. w pojemniku] Rp [05909991529802
100 tabl.| Rp |05909991529789
19 |Esotkaleno Prednisonum Tabletki 1mg 20 tabl.f[ Rp [05909991529321 |STADA Arzneimittel AG 28211 |Formula Pharmazeutische und [DE
chemische Entwicklungs
GmbH
20 |Esotkaleno Prednisonum Tabletki 2,5mg 20 tabl.[ Rp [05909991529383 |STADA Arzneimittel AG 28212 |Formula Pharmazeutische und [DE

chemische Entwicklungs
GmbH
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21 |Esotkaleno Prednisonum Tabletki 5mg 20 tabl.f Rp |05909991529338 |STADA Arzneimittel AG 28210 [Formula Pharmazeutische und |DE
100 tabl.| Rp |05909991529345 chemische Entwicklungs
GmbH
22 |Esotkaleno Prednisonum Tabletki 10 mg 20 tabl.f Rp |05909991529390 |STADA Arzneimittel AG 28213 |Formula Pharmazeutische und [DE
chemische Entwicklungs
GmbH
23 |Esotkaleno Prednisonum Tabletki 20 mg 20 tabl.f Rp |05909991529352 |STADA Arzneimittel AG 28214 |Formula Pharmazeutische und [DE
chemische Entwicklungs
GmbH
24 |Esotkaleno Prednisonum Tabletki 25mg 20 tabl.f Rp |05909991529406 |STADA Arzneimittel AG 28215 |Formula Pharmazeutische und [DE
chemische Entwicklungs
GmbH
25 |Esotkaleno Prednisonum Tabletki 30 mg 20 tabl.f Rp |05909991529413 |STADA Arzneimittel AG 28216 |Formula Pharmazeutische und [DE
chemische Entwicklungs
GmbH
26 |Esotkaleno Prednisonum Tabletki 50 mg 20 tabl.f Rp |05909991529376 |STADA Arzneimittel AG 28217 |Formula Pharmazeutische und [DE
chemische Entwicklungs
GmbH
27 |Ketoprofen Dompé Ketoprofenum Granulat powlekany 50 mg 10 sasz.| OTC | 05909991529864 |Dompe farmaceutici S.p.A. 28207 |Dompé farmaceutici S.p.A. IT
28 |Levetiracetam Stada Levetiracetamum Roztwér doustny 100 mg/ml 1 butelka 150 ml + strzykawka 1 ml| Rp |05909991529291 [STADA Arzneimittel AG 28190 |STADA Arzneimittel GmbH AT
1 butelka 150 ml + strzykawka 3 ml| Rp |05909991529307 Remedica Ltd CY
1 butelka 300 ml + strzykawka 10| Rp |05909991529314 STADA Arzneimittel AG DE
ml
29 |Lorazepam TZF Lorazepamum Roztwér do 2 mg/ml 10 amp. T ml| Rp |05909991529123 | Tarchominskie Zakfady 28188 [Tarchominskie Zaktady PL
wstrzykiwan Farmaceutyczne "Polfa" S.A. Farmaceutyczne "Polfa" S.A.
30 [Lorazepam TZF Lorazepam Roztwér do 4 mg/ml 10 amp. 1 ml| Rp |05909991529130 | Tarchomihskie Zaktady 28189 |Tarchominskie Zaktady PL
wstrzykiwan Farmaceutyczne "Polfa" S.A. Farmaceutyczne "Polfa" S.A.
31 |Magnefar B6 Magnesii citras + Tabletki powlekane 50 mg jonéw 10 tabl.| OTC | 05909991529000 |Biofarm Sp. z 0.0. 28186 |Biofarm Sp. z 0.0. PL
Pyridoxini magnezu Mg2+ 20 tabl.| OTC | 05909991528997
hydrochloridum +5,05mg 30 tabl.| OTC | 05909991528966
50 tabl.| OTC | 05909991528980
60 tabl.| OTC | 05909991529017
90 tabl.| OTC | 05909991529024
120 tabl.| OTC | 05909991528973
32 |Pirfenidon Medical Valley Pirfenidonum Tabletki powlekane 267 mg 63 tabl.| Rpz |05909991530389 |Medical Valley Invest AB 28220 |Laboratorios Liconsa S.A. ES
252 tabl.| Rpz |05909991530396
33 |Pirfenidon Medical Valley |Pirfenidonum Tabletki powlekane 534 mg 21 tabl.[ Rpz [05909991530402 |Medical Valley Invest AB 28221 |Laboratorios Liconsa S.A. ES
34 |Pirfenidon Medical Valley Pirfenidonum Tabletki powlekane 801 mg 84 tabl.| Rpz |05909991530419 |Medical Valley Invest AB 28222 |Laboratorios Liconsa S.A. ES
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35 [Pulnozin o smaku czarnej |Carbocisteinum Tabletki do ssania 750 mg 10 tabl.f Rp |05909991529086 |Solinea Sp. z 0. o. 28228 |Mako Pharma Sp. z o.0. PL
porzeczki 20 tabl.f| Rp [05909991529093
30tabl.] Rp |05909991529079
40 tabl.f Rp [05909991529109
36 |Sugammadex AptaPharma |Sugammadexum Roztwoér do 100 mg/ml 10 fiol. 2 ml| Rpz | 09120088301675 |Apta Medica International d.o.o. | 28193 |LABORATORIOS NORMON |ES
wstrzykiwan S.A.
37 [Teriflunomide Medical Teriflunomidum Tabletki powlekane 14 mg 28 tabl.| Rpz | 05909991528331 |Medical Valley Invest AB 28149 |Laboratorios Liconsa S.A. ES
Valley 84 tabl.| Rpz |05909991528324
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