Biuletyn 2019-05

Wykaz Produktow Leczniczych, ktére uzyskaty pozwolenie na dopuszczenie do obrotu w maju 2019r.

Lp. | Nazwa produktu leczniczego e [P Posta¢ farm. Dawka Opakowanie L Kod EAN Podmiot odpowiedzialny N Wytwoérca/lmporter Kraj
stosowana dost pozZw. wytw.
1 |Alendronic acid + Acidum alendronicum + |tabletki 70 mg + 2800 4 tabl.] Rp [05909991404116 |Accord Healthcare Polska Sp. z | 25366 |Pharmaten S.A. GR
Cholecalciferol Accord Cholecalciferolum U 12tabl.| Rp | 05909991404123 |o.0. Pharmaten International S.A.  |GR
2 |Alendronic acid + Acidum alendronicum + |tabletki 70 mg + 5600 4 tabl.] Rp [05909991404130 |Accord Healthcare Polska Sp. z | 25367 [Pharmaten S.A. GR
Cholecalciferol Accord Cholecalciferolum U 12tabl.| Rp | 05909991404147 |o.o. Pharmaten International S.A. |GR
3 |Aripiprazole Eignapharma Aripiprazolum tabletki 5mg 28 tabl.| Rp | 05909991404635 |Eignapharma S.L.U. 25388 |Laboratorios Lesvi S.L. ES
56 tabl.| Rp | 05909991404642
4 |Aripiprazole Eignapharma Aripiprazolum tabletki 10 mg 28tabl.| Rp | 05909991404659 |Eignapharma S.L.U. 25389 |Laboratorios Lesvi S.L. ES
56 tabl.| Rp | 05909991404666
5 |Aripiprazole Eignapharma Aripiprazolum tabletki 15 mg 28 tabl.] Rp | 05909991404673 |Eignapharma S.L.U. 25390 [Laboratorios Lesvi S.L. ES
56 tabl.| Rp | 05909991404680
6 |Aripiprazole Eignapharma Aripiprazolum tabletki 20 mg 28tabl.| Rp | 05909991404697 |Eignapharma S.L.U. 25391 |Laboratorios Lesvi S.L. ES
56 tabl.| Rp | 05909991404703
7 |Aripiprazole Eignapharma Aripiprazolum tabletki 30 mg 28 tabl.| Rp | 05909991404710 |Eignapharma S.L.U. 25392 |Laboratorios Lesvi S.L. ES
56 tabl.| Rp | 05909991404727
8 |Aripiprazole Neuraxpharm  |Aripiprazolum tabletki 10 mg 14 tabl.| Rp | 05909991403621 |Neuraxpharm Bohemia s.r.o. 25347 |SVUS Pharma a.s. cz
28 tabl.| Rp |[05909991403638
30tabl.] Rp |05909991403645 SVUS Pharma a.s. cz
49tabl.] Rp | 05909991403652
56 tabl.] Rp | 05909991403669
60 tabl.| Rp | 05909991403676
90 tabl.| Rp | 05909991403683
98 tabl.]| Rp | 05909991403690
9 |Aripiprazole Neuraxpharm |Aripiprazolum tabletki 15 mg 14 tabl.| Rp | 05909991403706 |Neuraxpharm Bohemia s.r.o. 25348 |SVUS Pharma a.s. cz
28tabl.] Rp | 05909991403713
30tabl.| Rp [05909991403720 SVUS Pharma a.s. cz
49tabl.| Rp [05909991403737
56 tabl.] Rp | 05909991403744
60 tabl.] Rp | 05909991403751
90 tabl.] Rp | 05909991403768
98 tabl.| Rp | 05909991403775
10 |Atorvastatin Aurovitas Atorvastatinum calcicum |tabletki powlekane 30 mg 28 tabl.| Rp | 05909991403904 |Aurovitas Pharma Polska Sp. z | 25360 |APL Swift Services (Malta) Ltd. [MT
trihydricum 30tabl.] Rp |05909991403911 |o.o.
50 tabl.] Rp | 05909991403928 Milpharm Limited GB
60 tabl.] Rp | 05909991403935 APL Swift Services (Malta) Ltd. [MT
100 tabl.{| Rp | 05909991403942
11 |Atorvastatin Aurovitas Atorvastatinum calcicum |tabletki powlekane 60 mg 28 tabl.] Rp | 05909991403980 |Aurovitas Pharma Polska Sp. z | 25361 |APL Swift Services (Malta) Ltd. [MT
trihydricum 30tabl.] Rp |05909991403997 |o.0.
50 tabl.] Rp | 05909991404000 Milpharm Limited GB
60 tabl.| Rp | 05909991404017 APL Swift Services (Malta) Ltd. [MT
100 tabl.| Rp | 05909991404024
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12 |Betahistine dihydrochloride |Betahistini tabletki 24 mg 20 tabl.| Rp | 05909991401573 |Accord Healthcare Polska Sp. z | 25373 |Accord Healthcare Limited GB
Accord dihydrochloridum 30tabl.] Rp |05909991401580 [o.0. Laboratori FUNDACIO DAU ES
50 tabl.] Rp | 05909991401597
60 tabl.| Rp | 05909991401603 Accord Healthcare Limited GB
84 tabl.| Rp |05909991401610 Laboratori FUNDACIO DAU ES
90 tabl.] Rp | 05909991401627
100 tabl.| Rp | 05909991401634
13 |Biotynox Biotinum tabletki 5mg 10 tabl.| OTC | 05909991403843 |Biofarm Sp. z 0.0. 25363 |Biofarm Sp. z 0.0. PL
30 tabl.] OTC | 05909991403850
60 tabl.] OTC | 05909991403867
90 tabl.]| OTC | 05909991403874
120 tabl.| OTC [ 05909991403881
14 |Biotynox Forte Biotinum tabletki 10 mg 10 tabl.| OTC | 05909991403799 |Biofarm Sp. z 0.0. 25364 |Biofarm Sp. z o0.0. PL
30 tabl.] OTC | 05909991403805
60 tabl.] OTC | 05909991403812
90 tabl.]| OTC | 05909991403829
120 tabl.| OTC | 05909991403836
15 |Bortezomib Krka Bortezomibum proszek do 1mg 1 fiol. proszku| Rpz | 03838989709297 |Krka, d.d., Novo mesto 25334 |Krka, d.d., Novo mesto Si
sporzadzania
roztworu do Krka, d.d., Novo mesto Sl
wstrzykiwan
16 |Bortezomib Krka Bortezomibum proszek do 3,5mg 1 fiol. proszku| Rpz | 03838989709280 [Krka, d.d., Novo mesto 25335 |Krka, d.d., Novo mesto S
sporzadzania
roztworu do Krka, d.d., Novo mesto Sl
wstrzykiwan
17 |Darunavir Synoptis Darunavirum tabletki powlekane 75 mg 480 tabl.| Rpz | 05909991403256 |Synoptis Pharma Sp. z o0.0. 25354 |Pharmathen S.A. GR
Pharmathen International S.A. |GR
Pharmadox Healthcare Ltd. MT
18 |Darunavir Synoptis Darunavirum tabletki powlekane 150 mg 240 tabl.| Rpz | 05909991403263 |Synoptis Pharma Sp. z 0.0. 25355 |Pharmathen S.A. GR
Pharmathen International S.A. |GR
Pharmadox Healthcare Ltd. MT
19 |Darunavir Synoptis Darunavirum tabletki powlekane 300 mg 120 tabl.| Rpz | 05909991403270 [Synoptis Pharma Sp. z 0.0. 25356 |Pharmathen S.A. GR
Pharmathen International S.A. |GR
Pharmadox Healthcare Ltd. MT
20 |Darunavir Synoptis Darunavirum tabletki powlekane 400 mg 60 tabl.| Rpz | 05909991403294 |Synoptis Pharma Sp. z o0.0. 25357 |Pharmathen S.A. GR
Pharmathen International S.A. |GR
Pharmadox Healthcare Ltd. MT
21 |Darunavir Synoptis Darunavirum tabletki powlekane 600 mg 60 tabl.| Rpz | 05909991403287 |[Synoptis Pharma Sp. z o.0. 25358 |Pharmathen S.A. GR
Pharmathen International S.A. |GR
Pharmadox Healthcare Ltd. MT
22 |Darunavir Synoptis Darunavirum tabletki powlekane 800 mg 30 tabl.| Rpz | 05909991403300 [Synoptis Pharma Sp. z o0.0. 25359 |Pharmathen S.A. GR
Pharmathen International S.A. |GR
Pharmadox Healthcare Ltd. MT
23 |Dasergin Desloratadinum tabletki powlekane 5mg 10 tabl.| OTC | 03838989709891 [HCS bvba 25369 |Krka, d.d., Novo mesto S
24 |Dektac Dexketoprofenum tabletki powlekane 25mg 10 tabl.| OTC | 05909991403430 | Tactica Pharmaceuticals Sp. z | 25353 |Galenicum Health, S.L. ES
30 tabl.]| OTC | 05909991403447 |o.0. SAG Manufacturing S.L.U. ES
25 |Dexmedetomidine Kalceks |Dexmedetomidinum koncentrat do 100 mcg/ml 5amp. 2 ml| Rpz | 04750341003289 |AS Kalceks 25395 |AS Kalceks LV
sporzgdzania 25 amp. 2 ml| Rpz | 04750341003272
roztworu do infuzji
26 |Diemono Dienogestum tabletki powlekane 2mg 28tabl.| Rp | 05909991405120 |Sun-Farm Sp. z 0.0. 25394 |mibe GmbH Arzneimittel DE
Sun-Farm Sp. z 0.0. PL
27 |Dienogest Stragen Dienogestum tabletki powlekane 2mg 28 tabl.| Rp | 05909991404277 |Stragen Nordic A/S 25380 [Haupt Pharma Muenster DE
84 tabl.] Rp | 05909991404284
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28 |Dimetrio Dienogestum tabletki powlekane 2mg 28 tabl.| Rp | 05909991404208 |[Adamed Pharma S.A. 25381 |Haupt Pharma Muenster DE
56 tabl.] Rp | 05909991404215 GmbH
84 tabl.] Rp | 05909991404222 Adamed Pharma S.A. PL
168 tabl.| Rp | 05909991404239
29 |Dulcobis Bisacodylum czopki 10 mg 6 szt.| OTC | 05909991404086 |Sanofi-Aventis Sp. z 0.0. 25370 |[Istituto De Angeli s.r.I. IT
10 szt.| OTC | 05909991404093
12 szt.| OTC [ 05909991404109
30 |Elstabya Febuxostatum tabletki powlekane 80 mg 28tabl.| Rp | 05909991402952 [Pharmaten S.A. 25338 |Pharmadox Healthcare Limited [MT
84 tabl.] Rp | 05909991402969 Pharmaten S.A. GR
Pharmaten International S.A. |GR
31 |Elstabya Febuxostatum tabletki powlekane 120 mg 28tabl.| Rp [ 05909991402983 [Pharmaten S.A. 25339 |Pharmaten S.A. GR
84 tabl.| Rp | 05909991402990 Pharmaten International S.A. |GR
Pharmadox Healthcare Limited [MT
32 |Enplerasa Eplerenonum tabletki powlekane 25 mg 30tabl.] Rp [ 03838989705428 Krka, d.d., Novo mesto 25345 |Krka, d.d., Novo mesto S
TAD Pharma GmbH DE
33 |Enplerasa Eplerenonum tabletki powlekane 50 mg 30 tabl. 03838989705435 [Krka, d.d., Novo mesto 25346 |Krka, d.d., Novo mesto Sl
TAD Pharma GmbH DE
34 |Erlotinib Glenmark Erlotinibum tabletki powlekane 25 mg 30 tabl.| Rpz | 05909991402822 [Glenmark Pharmaceuticals s.r.o.| 25329 |Remedica Ltd CcY
35 |Erlotinib Glenmark Erlotinibum tabletki powlekane 100 mg 30 tabl.| Rpz | 05909991402839 |Glenmark Pharmaceuticals s.r.o.| 25330 |Remedica Ltd CY
36 |Erlotinib Glenmark Erlotinibum tabletki powlekane 150 mg 30 tabl.| Rpz | 05909991402846 |Glenmark Pharmaceuticals s.r.o.| 25331 |Remedica Ltd CY
37 |Finomel Produkt ztozony emulsja do infuzji - 4 worki 1085 ml| Rp | 05909991402891 |Baxter Poland Sp. z o.0. 25328 |Baxter S.A. BE
4 worki 1435 ml| Rp | 05909991402907
4 worki 1820 ml| Rp | 05909991402914
38 |Finomel Peri Produkt ztozony emulsja do infuzji - 4 worki 1085 ml| Rp | 05909991402860 |Baxter Polska Sp. z 0.0. 25327 |Baxter S.A. BE
4 worki 1450 ml| Rp | 05909991402877
4 worki 2020 mlf Rp | 05909991402884
39 |Fluticomb Salmeterolum + aerozol inhalacyjny, (25 meg + 50 1 inhalator 120 dawek| Rp | 05909991403898 |Zaktady Farmaceutyczne 25349 |Zaktady Farmaceutyczne PL
Fluticasoni propionas zawiesina mcg)/dawke POLPHARMA S.A. POLPHARMA S.A.
odmierzong Genetic S.p.A IT
40 |Fluticomb Salmeterolum + aerozol inhalacyjny, (25 mcg + 125 1 inhalator 120 dawek| Rp | 05909991403959 |Zaktady Farmaceutyczne 25350 |Zaktady Farmaceutyczne PL
Fluticasoni propionas zawiesina mcg)/dawke POLPHARMA S.A. POLPHARMA S.A.
odmierzong Genetic S.p.A IT
41 |Fluticomb Salmeterolum + aerozol inhalacyjny, (25 mcg + 250 1 inhalator 120 dawek| Rp | 05909991403966 |Zaktady Farmaceutyczne 25351 |Zaktady Farmaceutyczne PL
Fluticasoni propionas zawiesina mcg)/dawke POLPHARMA S.A. POLPHARMA S.A.
odmierzong Genetic S.p.A IT
42 |Forure Febuxostatum tabletki powlekane 80 mg 28tabl.| Rp | 05995327176758 |Egis Pharmaceuticals PLC 25375 |Egis Pharmaceuticals PLC HU
56 tabl.| Rp | 05995327176765 Rontis Hellas Medical and GR
Pharmaceutical Products S.A.
43 |Forure Febuxostatum tabletki powlekane 120 mg 28 tabl.| Rp | 05995327176789 |Egis Pharmaceuticals PLC 25376 |Rontis Hellas Medical and GR
56 tabl.] Rp | 05995327176796 Pharmaceutical Products S.A. [HU
Egis Pharmaceuticals PLC
44 |Gnak Produkt ztozony roztwor do infuzji - 10 workéw 1000 mI| Rp | 05909991404413 |Baxter Polska Sp. z 0.0. 25377 |Bieffe Medital Saabinanigo ES
45 |Hydrocortisone Momaja Hydrocortisonum proszek i 100 mg 1 fiol. proszku + 1 amp. rozp. 2 ml| Rp | 05909991404062 [Momaja s.r.o 25387 |Panpharma FR

rozpuszczalnik do
sporzadzania
roztworu do
wstrzykiwan/ do infuzji
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46 |Krople Venol Tinctura composita ex: krople doustne, ptyn 1 mi/ml 1 butelka 100 ml| OTC | 05909991403027 |Prowincja Polska Zakonu 25371 |Phytopharm Kleka S.A. PL
Hippocastani flore, Szpitalnego $w. Jana Bozego
Ginkgonis folio, pw. Zwiastowania NMP
Matricariae flore,
Calendulae flore
47 |Ladiva Rubi folii extractum kapsutki twarde 226 mg 16 kaps.| OTC | 05909991397234 |Medis GmbH 25333 |Medis, d.o.o. Sl
siccum
48 |Memorion Donepezili tabletki powlekane 5mg 28 tabl.| Rp | 05909991398842 [Orion Corporation 25336 [Orion Corporation Orion Fl
hydrochloridum Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
49 |Memorion Donepezili tabletki powlekane 10 mg 28 tabl.| Rp | 05909991403560 [Orion Corporation 25337 |Orion Corporation Orion Fl
hydrochloridum Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
50 [Metformax SR 750 Metformini tabletki o 750 mg 30tabl.] Rp | 05909991404895 [Teva B.V. 25385 |Balkanpharma-Dupnitsa AD BG
hydrochloridum przediuzonym 60 tabl.] Rp | 05909991404901 Teva Operations Poland Sp. z [PL
uwalnianiu 0.0.
Balkanpharma-Dupnitsa AD BG
Teva Operations Poland Sp. z [PL
0.0.
51 |Metformax SR 1000 Metformini tabletki o 1000 mg 30tabl.] Rp | 05909991404918 [Teva B.V. 25386 |Balkanpharma-Dupnitsa AD BG
hydrochloridum przedtuzonym 60 tabl.] Rp | 05909991404925 Teva Operations Poland Sp. z |PL
uwalnianiu 0.0.
Balkanpharma-Dupnitsa AD BG
Teva Operations Poland Sp. z [PL
0.0.
52 |Misstala Ulipristali acetas tabletki powlekane 30 mg 1tabl.] Rp [05909991403171 |Alvogen Malta Operations 25332 |Haupt Pharma Muenster DE
(ROW) Ltd. GmbH
53 |Nitedor Doxylamini tabletki powlekane 25 mg 14 tabl.] Rp | 03838989709938 |Krka, d.d., Novo mesto 25365 |Krka, d.d., Novo mesto S
hydrogenosuccinas TAD Pharma GmbH DE
54 [Nurofen Miesnie i Stawy Ibuprofenum plaster leczniczy 200 mg 2 szt.| OTC | 05900627089684 |Reckitt Benckiser (Poland) S.A. | 25344 [Reckitt Benckiser Healthcare |GB
4 szt.| OTC | 05900627089677 International Ltd.
6 szt.| OTC | 05900627089691 RB NL Brands B.V NL
8 szt.| OTC | 05900627089707
10 szt.| OTC | 05900627089714
55 |Olimel N12E Produkt ztoZzony emulsja do infuzji - 4 worki 1500 ml| Rp | 05909991404475 |Baxter Polska Sp. z o.0. 25384 |Baxter S.A. BE
4 worki 2000 ml| Rp | 05909991404482
6 workow 1000 ml| Rp | 05909991404499
10 workéw 625 ml] Rp | 05909991404505
56 |Oraseptan Cetylpyridinii chloridum + |aerozol do stosowania| (2,9 mg + 1,96 1 butelka 30 mlf OTC | 05909991403973 |Aflofarm Farmacja Polska Sp. z | 25362 |Aflofarm Farmacja Polska Sp. |PL
Lidocaini hydrochloridum |w jamie ustnej, mg + 25,6 0.0. zo0.0.
+ Zinci gluconas roztwor mg)/ml
57 |Posaconazole MSN Posaconazolum koncentrat do 300 mg 1fiol. 20 ml| Rpz | 05909991403782 |Vivanta Generics s.r.0. 25382 |Wessling Hungary Kift. HU
sporzadzania Pharmadox Healthcare Limited [MT

roztworu do infuzji
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58 |Posaconazole Mylan Posaconazolum zawiesina doustna 40 mg/ml 1 butelka 105 ml| Rpz | 05901797710743 [Mylan Ireland Limited 25383 |Genepharm S.A. GR
JSC Grindex LV
59 [Rupiron Rupatadinum tabletki 10 mg 15tabl.] Rp | 05909991403546 |Orion Corporation 25352 |Laboratorios Normon, S.A. ES
30tabl.] Rp |05909991403553 Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
60 [Sigrada Prasugrelum tabletki powlekane 5mg 28tabl.| Rp | 03838989703233 |Krka, d.d., Novo mesto 25378 |Krka, d.d., Novo mesto Si
61 [Sigrada Prasugrelum tabletki powlekane 10 mg 28 tabl.] Rp | 03838989703226 |Krka, d.d., Novo mesto 25379 |Krka, d.d., Novo mesto S
62 [Sunitinib Sandoz Sunitinibum kapsutki twarde 12,5 mg 28 kaps.| Rpz | 05907626709261 [Sandoz GmbH 25340 |Lek Pharmaceuticals d.d., Sl
Penicillin Products Production
Unit
Remedica Ltd CcY
Pharmacare Premium Ltd MT
63 [Sunitinib Sandoz Sunitinibum kapsutki twarde 25 mg 28 kaps.| Rpz | 05907626709278 |Sandoz GmbH 25341 |Lek Pharmaceuticals d.d., Sl
Penicillin Products Production
Unit
Remedica Ltd CY
Pharmacare Premium Ltd. MT
64 [Sunitinib Sandoz Sunitinibum kapsutki twarde 37,5mg 28 kaps.| Rpz | 05907626709285 [Sandoz GmbH 25342 |Lek Pharmaceuticals d.d., Sl
Penicillin Products Production
Unit
Remedica Ltd CY
Pharmacare Premium Ltd. MT
65 |Sunitinib Sandoz Sunitinibum kapsutki twarde 50 mg 28 kaps.| Rpz | 05907626709292 [Sandoz GmbH 25343 |Lek Pharmaceuticals d.d., Si
Penicillin Products Production
Unit
Remedica Ltd CY
Pharmacare Premium Ltd. MT
66 |Tadalafil AOP Tadalafilum tabletki powlekane 20 mg 28tabl.| Rp | 05909991404291 [AOP Orphan Pharmaceuticals | 25368 |Genepharm S.A. GR
56 tabl.| Rp | 05909991404307 [AG Pharmadox Healthcare Limited [MT
Genepharm S.A. GR
Pharmadox Healthcare Limited [MT
67 |Teseda Temazepamum tabletki 10 mg 20 tabl.| Rp | 05909991404246 |Orion Corporation 25374 |Orion Corporation Orion Fl
Pharma
68 [Tubanis Dienogestum tabletki powlekane 2mg 28tabl.| Rp | 05995327176727 |Egis Pharmaceuticals PLC 25393 |Egis Pharmaceuticals PLC HU
84 tabl.| Rp |05995327176734 Haupt Pharma Muenster DE
168 tabl.| Rp [ 05995327176741
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