Biuletyn 2018-09

Wykaz Produktéw Leczniczych, ktére uzyskaly pozwolenie na dopuszczenie do obrotu we wrzesniu 2018r.

Lp. | Nazwa produktu leczniczego e Postaé farm. Dawka Opakowanie ! Kod EAN Podmiot odpowiedzialny s Wytwoérca/lmporter Kraj
stosowana dost. pozw. wytw.
1 |Adablok Solifenacini succinas tabletki powlekane 5mg 30tabl.] Rp |5900411002462 |Adamed Pharma S.A. 24913 |S.C. Zentiva S.A. RO
30tabl.] Rp |5906414003741 UAB Santonika LT
S.C. Zentiva S.A. RO
UAB Santonika LT
2 |Adablok Solifenacini succinas tabletki powlekane 10 mg 30tabl.] Rp |5900411002479 |Adamed Pharma S.A. 24914 |S.C. Zentiva S.A. RO
30tabl.| Rp [5906414003758 UAB Santonika LT
S.C. Zentiva S.A. RO
UAB Santonika LT
3 |Aflavic Diosminum tabletki 500 mg 20 tabl.| OTC | 5909991382759 |Polfarmex S.A. 24894 |Polfarmex S.A. PL
30 tabl.| OTC | 5909991382766
60 tabl.| OTC | 5909991382773
4 |Aflavic Max Diosminum tabletki 1000 mg 10 tabl.| OTC | 5909991382780 |Polfarmex S.A. 24895 |Polfarmex S.A. PL
30 tabl.| OTC | 5909991382797
60 tabl.| OTC | 5909991382803
5 |Agodeprin Agomelatinum tabletka powlekana 25 mg 28tabl.] Rp | 7613421020859 |Sandoz GmbH 24901 |PLIVA Hrvatska d o.0. (Pliva |HR
Croatia Ltd.)
Lek Pharmaceuticals d.d. Sl
6 |Amlessini tert-Butylamini tabletki 2,85mg +2,5 30tabl.] Rp [5909991382995 [Krka, d.d., Novo mesto 24911 |Krka, d.d., Novo mesto Sl
perindoprilum + mg 60 tabl.] Rp | 5909991383008 TAD Pharma GmbH DE
Amlodipinum 90 tabl.] Rp | 5909991383015
7 |Amlessini tert-Butylamini tabletki 57mg+5mg 30tabl.] Rp [5909991383022 |Krka, d.d., Novo mesto 24912 |Krka, d.d., Novo mesto Sl
perindoprilum + 60 tabl.] Rp | 5909991383039 TAD Pharma GmbH DE
Amlodipinum 90 tabl.]| Rp | 5909991383046
8 |Amlosatin Amlodipinum + tabletki powlekane 5mg+ 10 mg 30tabl.] Rp |7613421021870 [Sandoz GmbH 24897 [Salutas Pharma GmbH DE
Atorvastatinum
9 |Amlosatin Amlodipinum + tabletki powlekane 5mg +20 mg 30tabl.] Rp |7613421021887 [Sandoz GmbH 24898 |Salutas Pharma GmbH DE
Atorvastatinum
10 |Amlosatin Amlodipinum + tabletki powlekane 10 mg + 20 mg 30tabl.] Rp |[7613421021894 [Sandoz GmbH 24899 [Salutas Pharma GmbH DE
Atorvastatinum
11 |Aprepitant Teva Aprepitant kapsutki twarde 125 mg /80 mg 1 kaps. 125 mg + 2 kaps. 80 mg| Rp | 5909991383169 |Teva B.V. 24916 |Merckle GmbH DE
Teva Operations Poland Sp. z |PL
0.0. Krakéw
Rontis Hellas Medical and GR
Pharmaceutical Products S.A.
12 |Atorvastatin Bluefish AB Atorvastatinum tabletki powlekane 10 mg 30tabl.] Rp [5909991382896 |Bluefish Pharmaceuticals AB 24903 |Haupt Pharma Latina s.r.l. IT
13 |Atorvastatin Bluefish AB Atorvastatinum tabletki powlekane 20 mg 30tabl.] Rp [5909991382902 [Bluefish Pharmaceuticals AB 24904 |Haupt Pharma Latina s.r.l. IT
14 |Atorvastatin Bluefish AB Atorvastatinum tabletki powlekane 30 mg 30tabl.] Rp [5909991382919 [Bluefish Pharmaceuticals AB 24905 |Haupt Pharma Latina s.r.l. IT
15 |Atorvastatin Bluefish AB Atorvastatinum tabletki powlekane 40 mg 30tabl.] Rp |5909991382926 |Bluefish Pharmaceuticals AB 24906 |Haupt Pharma Latina s.r.l. IT
16 |Atorvastatin Bluefish AB Atorvastatinum tabletki powlekane 60 mg 30tabl.] Rp [5909991382933 [Bluefish Pharmaceuticals AB 24907 |Haupt Pharma Latina s.r.l. IT
17 |Atorvastatin Bluefish AB Atorvastatinum tabletki powlekane 80 mg 30tabl.] Rp [5909991382940 |Bluefish Pharmaceuticals AB 24908 |Haupt Pharma Latina s.r.l. IT
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18 |Cetraxal Plus Ciprofloxacinum + krople do uszu, (3mg + 0,25 15 poj. 0,25 mll Rp | 5909991383060 |Tactica Pharmaceuticals Sp. z | 24917 |Laboratorios Salvat, S.A. ES
Fluocinoloni acetonidum |roztwor w pojemniku mg)/ml 0.0.
jednodawkowym
19 |Cytarabina Accord Cytarabinum roztwor do 20 mg/ml 1fiol. 2ml| Lz | 5909991374396 |Accord Healthcare Limited 24910 |Accord Healthcare Limited GB
wstrzykiwan/do infuzji 1fiol. 5ml| Lz | 5909991374402 Laboratori Fundacié Dau ES
5fiol. 2ml| Lz | 5909991374426
5fiol. 5ml| Lz |5909991374419 Accord Healthcare Limited GB
25fiol. 2ml| Lz | 5909991374440 Laboratori Fundaci6é Dau ES
25fiol. 5 ml| Lz | 5909991374433
20 |Everolimus Accord Everolimusum tabletki 2,5mg 30 tabl.| Rpz | 5909991383480 |Accord Healthcare Limited 24922 (Synthon Hispania S.L. ES
90 tabl.| Rpz | 5909991383497 Synthon B.V. NL
Synthon Hispania S.L. ES
Synthon B.V. NL
21 |Everolimus Accord Everolimusum tabletki 5mg 10 tabl.| Rpz | 5909991383558 |Accord Healthcare Limited 24923 |Synthon Hispania S.L. ES
30 tabl.| Rpz | 5909991383565 Synthon B.V. NL
90 tabl.| Rpz | 5909991383572
Synthon Hispania S.L. ES
Synthon B.V. NL
22 |Everolimus Accord Everolimusum tabletki 10 mg 10 tabl.| Rpz | 5909991383589 |Accord Healthcare Limited 24924 |Synthon Hispania S.L. ES
30 tabl.| Rpz | 5909991383596 Synthon B.V. NL
90 tabl.| Rpz | 5909991383602
Synthon Hispania S.L. ES
Synthon B.V. NL
23 |Flustad MAX Ibuprofenum + tabletki powlekane 400 mg + 10 10 tabl.| OTC [ 5909991381462 [STADA Arzneimittel AG 24900 |STADA Arzneimittel AG DE
Phenylephrinum mg 12 tabl.| OTC | 5909991381479
16 tabl.]| OTC | 5909991381486 STADA Arzneimittel AG DE
24 |Gefitinib Glenmark Gefitinibum tabletki powlekane 250 mg 30 tabl.| Rpz [ 5902020241676 |Glenmark Pharmaceuticals s.r.o.| 24927 |Glenmark Pharmaceuticals cz
s.r.o.
Idifarma Desarrollo ES
Farmaceutico, S.L.
Glenmark Pharmaceuticals GB
Europe Limited
25 |Gefitinib Sandoz Gefitinibum tabletki powlekane 250 mg 30 tabl.| Rpz | 7613421021696 |Sandoz GmbH 24926 |LEK Pharmaceuticals d.d. Sl
Remedica Ltd CY
26 |Grofibrat M Fenofibratum kapsutki twarde 267 mg 30 kaps.] Rp | 5907594032309 |Gedeon Richter Polska Sp. z 24921 |Gedeon Richter Polska Sp.z |PL
60 kaps.| Rp | 5907594032408 |o.o. 0.0.
90 kaps.| Rp | 5907594032507
27 |Hevipoint Aciclovirum tabletki 200 mg 30 tabl.| OTC | 5909991382889 |Adamed Pharma S.A. 24902 |Adamed Pharma S.A. PL
28 |Ibum Supermax Ibuprofenum kapsutki migkkie 600 mg 1 kaps.| OTC | 5909991383527 |Przedsigbiorstwo Produkcji 24920 |Przedsiebiorstwo Produkcji PL
10 kaps.| OTC | 5909991383534 |Farmaceutycznej HASCO-LEK Farmaceutycznej HASCO-LEK
S.A. S.A.
29 |Jolistol Sitagliptinum tabletki powlekane 25 mg 28 tabl.] Rp |5909991380069 |Proterapia Sp. z 0.0. 24930 |Recipharm Fontaine FR
56 tabl.| Rp | 5909991380076
98tabl.] Rp | 5909991380083
30 [Jolistol Sitagliptinum tabletka powlekana 50 mg 28tabl.] Rp | 5909991379957 |Proterapia Sp. z 0.0. 24931 |Recipharm Fontaine FR
56 tabl.| Rp | 5909991379964
98 tabl.| Rp | 5909991379971
31 |Jolistol Sitagliptinum tabletki powlekane 100 mg 28tabl.| Rp | 5909991380038 |Proterapia Sp. z 0.0. 24932 |Recipharm Fontaine FR
56 tabl.| Rp | 5909991380045
98tabl.| Rp | 5909991380052
32 [Mithraring Etonogestrelum + system terapeutyczny | (0,12 mg + 1sasz.| Rp [5909991382155 |[Mithra Pharmaceuticals S.A. 24918 |Mithra Pharmaceuticals CDMO |BE
Ethinylestradiolum dopochwowy 0,015 mg)/24 h 3sasz.| Rp |5909991382162 S.A.
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33 [Octeangin Octenidini pastylka twarda 2,6 mg 12szt.| Rp | 5909991383183 |Cassella-med GmbH & Co. KG | 24919 [Klosterfrau Berlin GmbH DE
dihydrochloridum 16 szt.| Rp | 5909991383190
20szt.| Rp |5909991383206
24 szt.| Rp | 5909991383213
34 |Paracetamol + Codeine Paracetamolum + Codeini|tabletki powlekane 500 mg + 12,8 6 tabl.| OTC | 5909991379889 |Omega Pharma Poland Sp. z 24896 |Swiss Caps GmbH DE
Omega Pharma phosphas hemihydricus mg 10 tabl.| OTC | 5909991379896 [o.0.
12 tabl.[ OTC | 5909991379902
16 tabl.f| OTC | 5909991379919
35 |Salflumix Easyhaler Salmeterolum + proszek do inhalacji (50 mcg + 250 1 inhalator 60 dawek| Rp | 5909991383626 |Orion Corporation 24928 |Orion Corporation Orion FI
Fluticasoni propionas mcg)/dawke Pharma
odmierzong
36 |Salflumix Easyhaler Salmeterolum + proszek do inhalacji (50 mcg + 500 1 inhalator 60 dawek| Rp | 5909991383657 |Orion Corporation 24929 [Orion Corporation Orion Fl
Fluticasoni propionas mcg)/dawke Pharma
odmierzong
37 |Tibolone Aristo Tibolonum tabletki 2,5mg 28 tabl.| Rp | 5909991382087 |Aristo Pharma GmbH 24915 |Aristo Pharma GmbH DE
84 tabl.| Rp | 5909991382094
38 [Tussiplant Plantaginis lanceolate folii |syrop 30 mg/mi 1 butelka 100 ml] OTC | 5909991380694 |Phytopharm Klgka S.A. 24909 |Phytopharm Kleka S.A. PL
extractum siccum 1 butelka 200 ml] OTC | 5909991380700
39 [Xalgin Metamizolum natricum tabletki 500 mg 6 tabl.| OTC | 5909991383435 |Renantos 24925 |STADA Arzneimittel AG DE
10 tabl.| OTC [ 5909991383442 |Pharmavertriebsgesellschaft Sofarimex Industria Quimica e [PT
12 tabl.| OTC | 5909991383459 |mbH Farmaceutica SA
40 |Zatotabs Ibuprofenum + tabletki powlekane 400 mg + 60 mg 6 tabl.[ OTC | 5909991381950 |Przedsigbiorstwo Produkciji 24893 |Przedsiebiorstwo Produkc;ji PL
Pseudoephedrini 12 tabl.| OTC | 5909991381967 |Farmaceutycznej HASCO-LEK Farmaceutycznej HASCO-LEK

hydrochloridum

S.A.

S.A.

Strona3z3




