Biuletyn 2024-09

Wykaz Produktéw Leczniczych, ktére uzyskaly pozwolenie na dopuszczenie do obrotu we wrzesniu 2024r.

Lp. T Produktu P R Postac¢ farm. Dawka Opakowanie ! Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost pozw. wytw.
1 |Aceklik Aceclofenacum Tabletki powlekane 100 mg 20 tabl.f Rp |06432100103765 |Orion Corporation 28473 |Orion Corporation Fl
60 tabl.| Rp |06432100103758 Orion Corporation Fl
2 |Aciclovir Accord Aciclovirum Tabletki 200 mg 25tabl.f Rp |05909991554064 |Accord Healthcare Polska Sp. z | 28585 |Accord Healthcare Polska Sp. |PL
30tabl.] Rp |05909991554071 |o.0. Z0.0.
3 |Aciclovir Accord Aciclovirum Tabletki 400 mg 25 tabl.l] Rp |05909991554088 |Accord Healthcare Polska Sp. z | 28586 |Accord Healthcare Polska Sp. |PL
28 tabl.f Rp |05909991554095 |o.0. zo0.0.
30tabl.| Rp |05909991554101
35tabl.] Rp |05909991554118
60 tabl.| Rp |05909991554125
4 |Aciclovir Accord Aciclovirum Tabletki 800 mg 25tabl.f Rp |05909991554132 |Accord Healthcare Polska Sp. z | 28587 |Accord Healthcare Polska Sp. |PL
30tabl.] Rp |05909991554149 (o.0. Z0.0.
35tabl.] Rp |05909991554156
5 [Biflown Azelastini Aerozol do nosa, (137 mcg + 50 1 butelka 23 g (120 dawek)| Rp |05909991554668 [Substipharm 28601 [FARMEA FR
hydrochloridum + zawiesina mcg)/dawke
Fluticasoni propionas donosowg
6 [Clopidogrel + Acetylsalicylic |Clopidogrelum + Acidum |Tabletki powlekane 75 mg + 75 mg 30 tabl. w blistrze] Rp |05909991555108 [MSN Labs Europe Limited 28617 |Pharmadox Healthcare Limited[MT
acid MSN acetylsalicylicum 84 tabl. w blistrze| Rp |05909991555115 MSN Labs Europe Limited MT
14 tabl. w blistrze| Rp [05909991555122
28 tabl. w blistrze| Rp |05909991555139
50 tabl. w blistrze perforowanym| Rp |05909991555146
30 tabl. w blistrze perforowanym| Rp |05909991555153
90 tabl. w blistrze perforowanym| Rp |05909991555160
100 tabl. w blistrze perforowanym| Rp |05909991555177
7 |Dazlaris Azelastini Aerozol do nosa, (137 mcg + 50 1 butelka 23 g (120 dawek)| Rp [05909991554798 [Substipharm 28605 [FARMEA FR
hydrochloridum + zawiesina mcg)/dawke
Fluticasoni propionas donosowg
8 |Duocutan Clindamycinum + Zel (10 mg + 30 1tuba30g| Rp |05909991554606 |Sun-Farm Sp. z o0.0. 28599 [mibe GmbH Arzneimittel DE
Benzoylis peroxidum mg)/g 1tuba60g| Rp |05909991554590 Sun-Farm Sp. z 0.0. PL
9 |Duocutan Clindamycinum + Zel (10 mg + 50 1tuba30g| Rp |05909991554644 |Sun-Farm Sp. z o.0. 28600 [Sun-Farm Sp. z o.0. PL
Benzoylis peroxidum mg)/g 1tuba60g| Rp |05909991554651 mibe GmbH Arzneimittel DE
10 |Eltrombopag Zentiva Eltrombopagum Tabletki powlekane 25mg 28 tabl. w blistrze| Rpz | 05909991553968 |Zentiva, k.s. 28583 [Synthon B.V. NL
28 tabl. w blistrze perforowanym| Rpz | 05909991553975 Synthon Hispania S.L. ES
11 |Eltrombopag Zentiva Eltrombopagum Tabletki powlekane 50 mg 28 tabl. w blistrze| Rpz |05909991553982 |Zentiva, k.s. 28584 |Synthon B.V. NL
28 tabl. w blistrze perforowanym| Rpz | 05909991553999 Synthon Hispania S.L. ES
12 |Emtricitabine + Tenofovir Emtricitabinum + Tabletki powlekane 200 mg + 245 90 tabl.| Rpz |04251672300363 |Tillomed Pharma GmbH 28596 |MIAS Pharma Limited IE
disoproxil Tillomed Tenofovirum mg 30 tabl. w blistrze perforowanym| Rpz | 04251672300356
disoproxilum 30 tabl. w blistrze| Rpz | 04251672300370
13 |Enzalutamide Accord Enzalutamidum Kapsutki migkkie 40 mg 28 kaps.| Rp |05909991554217 |Accord Healthcare Polska Sp. z | 28588 [Pharmadox Healthcare Limited|MT
112 kaps.| Rp |05909991554224 |o.0. Accord Healthcare Polska Sp. |PL
zo0.0.
Accord Healthcare B.V. NL
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14 |Enzalutamide Sandoz Enzalutamidum Tabletki powlekane 40 mg 112tabl.| Rp [05909991553623 [Sandoz Polska Sp. z o0.0. 28589 |PharOS Mt Ltd MT
Lek Pharmaceuticals d.d. SI
15 |Enzalutamide Sandoz Enzalutamidum Tabletki powlekane 80 mg 56 tabl.] Rp |05909991553630 |Sandoz Polska Sp. z 0.0. 28590 [Lek Pharmaceuticals d.d. Sl
PharOS Mt Ltd MT
16 |Fexofenadine Aurovitas Fexofenadini Tabletki powlekane 120 mg 7 tabl.| OTC | 05909991554477 |Aurovitas Pharma Polska Sp. z | 28597 |Arrow Generiques FR
hydrochloridum 10 tabl.| OTC | 05909991554484 |o.0. APL Swift Services (Malta) MT
15 tabl.| OTC | 05909991554491 Ltd. PT
20 tabl.| OTC | 05909991554507 Generis Farmacéutica, S.A.,
17 |Fexofenadine Aurovitas Fexofenadini Tabletki powlekane 180 mg 7 tabl.] Rp [05909991554514 |Aurovitas Pharma Polska Sp. z | 28598 |APL Swift Services (Malta) MT
hydrochloridum 15tabl.f] Rp |05909991554521 |o.0. Ltd. FR
30tabl.] Rp ]05909991554538 Arrow Generiques PT
20 tabl.] Rp |05909991554545 Generis Farmacéutica, S.A.,
100 tabl.| Rp |05909991554552
50 tabl.] Rp |05909991554569
60 tabl.| Rp |05909991554576
500 tabl.f| Rp |05909991554583
18 |Irsamla Vortioxetinum Tabletki powlekane 5mg 28 tabl.f Rp |05995327197074 |Egis Pharmaceuticals PLC 28618 |Adalvo Ltd. (AMOL) MT
98 tabl.| Rp |05995327197081 Pharmadox Healthcare Ltd. MT
19 |Irsamla Vortioxetinum Tabletki powlekane 10 mg 28 tabl.f Rp |05995327197104 |Egis Pharmaceuticals PLC 28618 |Adalvo Ltd. (AMOL) MT
28 tabl.f[ Rp |05995327197098 Pharmadox Healthcare Ltd. MT
20 |Irsamla Vortioxetinum Tabletki powlekane 15 mg 28 tabl.f Rp |05995327197111 |Egis Pharmaceuticals PLC 28619 |Pharmadox Healthcare Ltd. MT
28tabl.[ Rp |[05995327197128 Adalvo Ltd. (AMOL) MT
21 |lrsamla Vortioxetinum Tabletki powlekane 20 mg 28tabl.f Rp |05995327197142 |Egis Pharmaceuticals PLC 28620 [Pharmadox Healthcare Ltd. MT
28tabl.[ Rp [05995327197135 Adalvo Ltd. (AMOL) MT
22 |Lydagriks Lidocaini hydrochloridum [Roztwér do 10 mg/ml 10 amp.5ml| Rp |05909991555382 [AS Grindeks 28625 |AS Grindeks LV
wstrzykiwan 5amp.5ml| Rp |05909991555399
5amp. 10 mlf Rp |05909991555405
10 fiol. 20 ml| Rp |[05909991555412
10 fiol. 50 ml| Rp [ 05909991555429
10 amp. 10 ml| Rp |05909991555436
23 |Lydagriks Lidocaini hydrochloridum [Roztwér do 20 mg/ml 5amp.2ml| Rp |05909991555320 |AS Grindeks 28626 |AS Grindeks LV
wstrzykiwan 10 amp. 5ml| Rp |05909991555337
10 amp. 2ml| Rp |05909991555344
10 amp. 10 ml| Rp |05909991555351
5amp.5ml| Rp [05909991555368
5amp. 10 ml| Rp |05909991555375
10 fiol. 50 ml| Rp |[05909991555443
10 fiol. 20 ml| Rp |[05909991555450
24 |Micafungin Pharmazac Micafunginum Proszek do 50 mg 1 fiol. 50 mg proszku| Rp |[05213009840293 |Pharmazac S.A. 28627 [Rompharm Company S.R.L. |RO
sporzadzania
koncentratu roztworu
do infuz;ji
25 |Micafungin Pharmazac Micafunginum Proszek do 100 mg 1 fiol. 100 mg proszku| Rp |05213009840309 |Pharmazac S.A. 28628 |[Rompharm Company S.R.L. |RO

sporzagdzania
koncentratu roztworu
do infuzji
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26 |Midazolamum Aguettant Midazolamum Roztwér do 1 mg/ml 10 amp.-strzyk. 5 ml| Lz |03700567707431 |Laboratoire Aguettant 28622 |Laboratoire Aguettant FR
wstrzykiwan w 10 amp.-strzyk. 10 ml| Lz | 03700567707424
amputko-strzykawce
27 |Mirtazapine Bluefish Mirtazapinum Tabletki powlekane 15 mg 30tabl.] Rp |05909991555030 |Bluefish Pharmaceuticals AB 28613 |Bluefish Pharmaceuticals AB |SE
28 |Mirtazapine Bluefish Mirtazapinum Tabletki powlekane 30 mg 30tabl.] Rp |05909991555047 |Bluefish Pharmaceuticals AB 28614 |Bluefish Pharmaceuticals AB |SE
29 |Mirtazapine Bluefish Mirtazapinum Tabletki powlekane 45 mg 30tabl.] Rp |05909991555054 |Bluefish Pharmaceuticals AB 28615 |Bluefish Pharmaceuticals AB |SE
30 [Mivacurium Kalceks Mivacurium Roztwér do 2 mg/ml 5amp.5ml| Lz |04750341007607 |AS Kalceks 28602 |AS Kalceks LV
wstrzykiwan / do 10 amp. 10 ml| Lz |04750341007638
infuzji 5amp. 10 ml[ Lz |04750341007621
10amp.5ml| Lz |04750341007614
31 [Motesin Azelastini Aerozol do nosa, (137 mcg + 50 1 butelka 23 g (120 dawek)| Rp [05909991554804 [Substipharm 28603 [FARMEA FR
hydrochloridum + zawiesina mcg)/dawke
Fluticasoni propionas donosowg
32 [Nilotinib Zentiva Nilotinibum Kapsutki twarde 150 mg 28 kaps.| Rpz |05909991554262 |Zentiva, k.s. 28542 |PharOS MT Ltd. MT
112 kaps.| Rpz |05909991554279 Pharos Pharmaceutical GR
120 kaps.| Rpz | 05909991554286 Oriented Services Ltd.
33 [Nilotinib Zentiva Nilotinibum Kapsutki twarde 200 mg 112 kaps.| Rpz |05909991554231 |Zentiva, k.s. 28543 |PharOS MT Ltd. MT
28 kaps.| Rpz |05909991554248 Pharos Pharmaceutical GR
120 kaps.| Rpz | 05909991554255 Oriented Services Ltd.
34 |Pazopanib Glenmark Pazopanibum Tabletki powlekane 200 mg 30 tabl.| Rpz |05909991555009 |Glenmark Pharmaceuticals 28611 [Remedica Ltd CY
S.r.o. PharOS Mt MT
35 |Pazopanib Glenmark Pazopanibum Tabletki powlekane 400 mg 30 tabl.| Rpz |05909991555016 |Glenmark Pharmaceuticals 28612 |Remedica Ltd CY
60 tabl.| Rpz |05909991555023 |s.r.o. PharOS Mt MT
36 |Pomalidomide Glenmark Pomalidomidum Kapsutki twarde 1mg 21 kaps.| Rpz |05902020241744 |Glenmark Pharmaceuticals 28544 |Glenmark Pharmaceuticals Ccz
S.r.o. s.r.o.
Synthon Hispania S.L. ES
Synthon B.V. NL
37 |Pomalidomide Glenmark Pomalidomidum Kapsutki twarde 2mg 21 kaps.| Rpz | 05902020241751 |Glenmark Pharmaceuticals 28545 |Glenmark Pharmaceuticals cz
s.r.o. s.r.o.
Synthon Hispania S.L. ES
Synthon B.V. NL
38 [Pomalidomide Glenmark Pomalidomidum Kapsutki twarde 3mg 21 kaps.| Rpz |05902020241768 |Glenmark Pharmaceuticals 28546 |Glenmark Pharmaceuticals Ccz
S.r.o. s.r.o.
Synthon Hispania S.L. ES
Synthon B.V. NL
39 |Pomalidomide Glenmark Pomalidomidum Kapsutki twarde 4 mg 21 kaps.| Rpz | 05902020241775 |Glenmark Pharmaceuticals 28547 |Glenmark Pharmaceuticals cz
s.r.o. s.r.o.
Synthon Hispania S.L. ES
Synthon B.V. NL
40 |Pomalidomide PPH Pomalidomidum Kapsutki twarde 1mg 14 kaps. w blistrze| Rpz | 05903060628045 |Zaktady Farmaceutyczne 28493 |Synthon Hispania S.L. ES
21 kaps. w blistrze perforowanym| Rpz [05903060628076 |POLPHARMA S.A. Synthon B.V. NL
14 kaps. w blistrze perforowanym| Rpz [05903060628069
21 kaps. w blistrze| Rpz | 05903060628052
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41 |Pomalidomide PPH Pomalidomidum Kapsutki twarde 2mg 21 kaps. w blistrze perforowanym| Rpz | 05903060628113 |Zaktady Farmaceutyczne 28494 |Synthon B.V. NL
14 kaps. w blistrze perforowanym| Rpz |05903060628106 [POLPHARMA S.A. Synthon Hispania S.L. ES
14 kaps. w blistrze| Rpz | 05903060628083
21 kaps. w blistrze| Rpz | 05903060628090
42 |Pomalidomide PPH Pomalidomidum Kapsutki twarde 3mg 14 kaps. w blistrze perforowanym| Rpz | 05903060628144 |Zaktady Farmaceutyczne 28495 |Synthon Hispania S.L. ES
21 kaps. w blistrze| Rpz |05903060628137 [POLPHARMA S.A. Synthon B.V. NL
21 kaps. w blistrze perforowanym| Rpz | 05903060628151
14 kaps. w blistrze| Rpz | 05903060628120
43 |Pomalidomide PPH Pomalidomidum Kapsutki twarde 4 mg 21 kaps. w blistrze perforowanym| Rpz | 05903060628199 |Zaktady Farmaceutyczne 28496 |Synthon Hispania S.L. ES
14 kaps. w blistrze perforowanym| Rpz |05903060628182 [POLPHARMA S.A. Synthon B.V. NL
21 kaps. w blistrze| Rpz | 05903060628175
14 kaps. w blistrze| Rpz | 05903060628168
44 |Rocuronium Aguettant Rocuronii bromidum Roztwoér do 10 mg/ml 10 amp.-strzyk. 5 ml| Rp |05909991554460 |Laboratoire Aguettant 28594 [Laboratoire Aguettant FR
wstrzykiwan w
amputko-strzykawce
45 |Simeticon Clinres Farmacija |Simeticonum Kapsutki, migkkie 240 mg 40 kaps.| OTC | 05909991555061 |Clinres Farmacija d.o.o. 28616 [LABORATORIOS ALCALA ES
20 kaps.| OTC | 05909991555078 FARMA, S.L.
46 |Solafid Azelastini Aerozol do nosa, (137 mcg + 50 1 butelka 23 g (120 dawek)| Rp [05909991554811 [Substipharm 28604 [FARMEA FR
hydrochloridum + zawiesina mcg)/dawke
Fluticasoni propionas donosowg
47 |Strepsils Natur kaszel suchy|Sisymbrii officinalis Pastylki migkkie 10 mg 10 szt.| OTC | 05909991554385 |Reckitt Benckiser (Poland) S.A. | 28593 |Bolder Arzneimittel GmbH & |DE
i chrypka herbae extractum siccum 12 szt.| OTC | 05909991554392 Co. KG
20 szt.| OTC | 05909991554408
24 szt.| OTC | 05909991554415
30 szt.| OTC | 05909991554422
36 szt.| OTC | 05909991554439
40 szt.| OTC | 05909991554446
48 szt.| OTC | 05909991554453
48 |Tantum Verde Protect Benzydamini Aerozol do (1,5mg+5 1 butelka 15 ml| OTC | 05909991555306 [Angelini Pharma Polska Sp. z 28623 |Aziende Chimiche Riunite IT
hydrochloridum + stosowania w jamie mg)/ml 0.0. Angelini Francesco A.C.R.A.F.
Cetylpyridinii chloridum |ustnej, roztwér S.p.A.
49 [Tentin Dexamfetamini sulfas Tabletki 5mg 20 tabl.| Rpz | 05909991554866 |Medice Arzneimittel Puetter 28608 [Medice Arzneimittel Puetter DE
30 tabl.| Rpz |05909991554880 [GmbH & Co. KG GmbH & Co. KG
28 tabl.| Rpz [ 05909991554873
100 tabl.| Rpz |05909991554910
50 tabl.| Rpz |05909991554897
98 tabl.| Rpz |05909991554903
50 [Tentin Dexamfetamini sulfas Tabletki 10 mg 20 tabl.| Rpz | 05909991554927 |Medice Arzneimittel Puetter 28609 [Medice Arzneimittel Puetter DE
30 tabl.| Rpz |05909991554941 [GmbH & Co. KG GmbH & Co. KG
48 tabl.[ Rpz | 05909991554958
50 tabl.| Rpz |05909991554965
28 tabl.[ Rpz | 05909991554934
51 |Tentin Dexamfetamini sulfas Tabletki 20 mg 20 tabl.| Rpz | 05909991554972 |Medice Arzneimittel Puetter 28610 |Medice Arzneimittel Puetter DE
30 tabl.| Rpz |05909991554996 [GmbH & Co. KG GmbH & Co. KG
28 tabl.[ Rpz | 05909991554989
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