Biuletyn 2018-12

Wykaz Produktéw Leczniczych, ktore uzyskaly pozwolenie na dopuszczenie do obrotu w grudniu 2018r.

Lp. | Nazwa produktu leczniczego EESTE [P L) Postaé farm. Dawka Opakowanie bk Kod EAN Podmiot odpowiedzialny s Wytwoérca/lmporter Kraj
stosowana dost. pozw. wytw.
1 |Agolek Agomelatinum tabletki powlekane 25 mg 14 tabl.| Rp | 5909991388751 |Przedsigbiorstwo 25022 |Medis International a.s. vyrobni|CZ
28 tabl.] Rp | 5909991388768 |Farmaceutyczne LEK-AM Sp. z zavod Bolatice
30tabl.] Rp |5909991388775 |o.o.
56 tabl.| Rp | 5909991388782
60 tabl.| Rp [ 5909991388799
84 tabl.| Rp [5909991388805
90 tabl.] Rp | 5909991388812
2 |Agomelatine +pharma Agomelatinum tabletki powlekane 25 mg 28tabl.] Rp |5901720140098 |+pharma arzneimittel GmbH 25043 |Genericon Pharma AT
30tabl.] Rp |5901720140494 Gesellschaft m.b.H. cz
56 tabl.] Rp |5901720140029 Medis International a.s.
60 tabl.| Rp [5901720140036
84 tabl.| Rp |5901720140081
90 tabl.| Rp |5901720140043
3 |Agomelatine Adamed Agomelatinum tabletki powlekane 25 mg 28tabl.] Rp | 5909991387266 |Adamed Pharma S.A. 25016 |Adamed Sp. z 0.0. PL
Medis International a.s. vyrobni|CZ
zavod Bolatice
4 |Apselan Plus Ibuprofenum + tabletki powlekane 200 mg + 30 mg 10 tabl.| OTC | 5909991388584 |Polfarmex S.A. 25027 |Polfarmex S.A. PL
Pseudoephedrini 12 tabl.f OTC [ 5909991388591
hydrochloridum 20 tabl.| OTC | 5909991388607
24 tabl.| OTC | 5909991388614
5 |Bewim Prasugrelum tabletki powlekane 10 mg 14 tabl.| Rp | 5997001309926 |Gedeon Richter Polska Sp. z 25028 |Gedeon Richter Romania S.A. |RO
28 tabl.| Rp |5997001309889 [o.0.
30tabl.] Rp |5997001309933
56 tabl.| Rp [ 5997001309940
60 tabl.| Rp [5997001309957
90 tabl.] Rp | 5997001309964
6 |Bilomag Ginkgonis extractum kapsutki twarde 80 mg 20 kaps.| OTC | 5909991388102 |Natur Produkt Pharma Sp. z 0.0.| 25004 [Natur Produkt Pharma Sp.z  |PL
siccum raffinatum et 60 kaps.] OTC | 5909991388119 0.0.
quantificatum 90 kaps.| OTC | 5909991388126
120 kaps.| OTC [ 5909991388133
7 |Celbic Celecoxibum kapsutki twarde 100 mg 10 kaps.| Rp | 5900411002639 |Adamed Pharma S.A. 25011 |[Adamed Pharma S.A. PL
30 kaps.| Rp | 5900411002646
60 kaps.] Rp | 5900411002653
100 kaps.| Rp [ 5900411002691
8 |Celbic Celecoxibum kapsutki twarde 200 mg 10 kaps.| Rp | 5900411002660 |Adamed Pharma S.A. 25012 |Adamed Pharma S.A. PL
30 kaps.] Rp | 5900411002677
60 kaps.| Rp | 5900411002684
9 |Cosopt PF Multi Dorzolamidum + krople do oczu, (20mg +5 1 butelka 10 ml| Rp | 5909991389307 |Santen Oy 25030 |Tubilux Pharma S.P.A. IT
Timololum roztwor mg)/ml 2 butelki 10 ml] Rp | 5909991389314 Santen Oy Fl
3 butelki 10 ml] Rp | 5909991389321
10 |Demezon Dexamethasonum tabletki 1mg 20 tabl.] Rp |5909991389161 |Sun-Farm Sp. z 0.0. 25034 |Formula Pharmazeutische und |[DE
40 tabl.] Rp |5909991389178 chemische Entwicklungs
100 tabl.f Rp [5909991389185 GmbH
11 |Demezon Dexamethasonum tabletki 4 mg 10tabl.] Rp |5909991389192 |Sun-Farm Sp. z o.0. 25035 |Formula Pharmazeutische und |DE
20 tabl.| Rp [5909991389208 chemische Entwicklungs
40tabl.] Rp | 5909991389215 GmbH
12 |DropiCe Acidum ascorbicum krople doustne, 100 mg/ml 1 butelka 30 mI| OTC | 5901785302363 |Polski Lek - Dystrybucja Sp. z 25036 |Farmaceutyczna Spoétdzielnia  |PL

roztwor

0.0.

Pracy "Galena"
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Lp. | Nazwa produktu leczniczego R Postaé farm. Dawka Opakowanie LG Kod EAN Podmiot odpowiedzialny Nr Wytwérca/lmporter Kraj

stosowana dost. pozw. wytw.

13 |Esetin Ezetimibum tabletki 10 mg 28tabl.| Rp |5909991388652 |S-Lab Sp. z 0.0. 25029 [Balkanpharma - Dupnitsa AD |BG

30tabl.] Rp | 5909991388669
56 tabl.| Rp | 5909991388676
60 tabl.| Rp [5909991388683
90 tabl.| Rp [ 5909991388690
100 tabl.f Rp [5909991388706

14 |Fluxazol Fluconazolum kapsutki twarde 50 mg 7 kaps.| Rp |5909991388263 |AXXON Sp. z 0.0. 25018 |Pharmadox Healthcare, Ltd. MT

15 |Fluxazol Fluconazolum kapsutki twarde 100 mg 7 kaps.| Rp |[5909991388270 |AXXON Sp. z 0.0. 25019 |Pharmadox Healthcare, Ltd. MT

16 |Fluxazol Fluconazolum kapsutki twarde 150 mg 1kaps.] Rp |5909991388287 |AXXON Sp. z 0.0. 25020 |Pharmadox Healthcare, Ltd. MT

17 |Fluxazol Fluconazolum kapsutki twarde 200 mg 7 kaps.| Rp |5909991388294 | AXXON Sp. z o.0. 25021 |Pharmadox Healthcare, Ltd. MT

18 |Fulvestrant SUN Fulvestrantum roztwér do 250 mg/5 ml 1 amp.-strzyk. 5ml + 1igla] Rp [ 5909991389758 [Sun Pharmaceutical Industries | 25039 |Sun Pharmaceutical Industries |NL
wstrzykiwan w 2 amp.-strzyk. 5 ml + 2 igly] Rp | 5909991389765 |Europe B.V. Europe B.V.
amputko-strzykawce

Sun Pharmaceutical Industries |NL

Europe B.V.
19 |Gefitinib Genthon Gefitinibum tabletki powlekane 250 mg 30 tabl. w blistrze| Rpz | 5909991385651 |Genthon BV 25026 |Synthon Hispania S.L. ES
30 tabl. w blistrze perforowanym| Rpz | 5909991385668 Synthon B.V. NL
20 |Gefitinib Synthon Gefitinibum tabletki powlekane 250 mg 30 tabl. w blistrze| Rpz | 5909991385644 |Synthon B.V. 25024 |Synthon Hispania S.L. ES
30 tabl. w blistrze perforowanym| Rpz | 5909991385637 Synthon B.V. NL

21 |Glatiramer acetate Teva Glatirameri acetas roztwor do 20 mg/ml 28 amp.-strzyk. 1T ml| Rp | 5909991389680 |[TEVA GmbH 25040 |Merckle GmbH DE
wstrzykiwan w Norton Healthcare Ltd T/A GB
amputko-strzykawce IVAX Pharmaceuticals UK

Teva Pharmaceutical Europe  |NL
B.V.
Merckle GmbH DE
Teva Pharmaceutical Europe |NL
B.V.

22 |Glatiramer acetate Teva Glatirameri acetas roztwoér do 40 mg/ml 3 amp.-strzyk. 1ml| Rp | 5909991389710 | TEVA GmbH 25041 [Merckle GmbH DE
wstrzykiwan w 12 amp.-strzyk. 1 ml| Rp | 5909991389727 Norton Healthcare Ltd T/A GB
amputko-strzykawce IVAX Pharmaceuticals UK

Teva Pharmaceutical Europe |NL
B.V.
Merckle GmbH DE
Teva Pharmaceutical Europe  |NL
B.V.

23 |IVAB Ilvabradinum tabletki powlekane 5mg 56 tabl.] Rp [5909991387044 |[Polfarmex S.A. 25013 |Remedica Ltd CcY

24 |IVAB Ilvabradinum tabletki powlekane 7,5mg 56 tabl.] Rp [5909991387051 [Polfarmex S.A. 25014 |Remedica Ltd CY

25 |Lamegom Agomelatinum tabletki powlekane 25 mg 28tabl.] Rp | 3838989699352 |Krka, d.d., Novo mesto 25025 [Medis International a.s. vyrobni|CZ

56 tabl.] Rp | 3838989699369 zavod Bolatice
84 tabl.| Rp | 3838989699376

26 |Midazolam Kalceks Midazolamum roztwér do 5 mg/ml 5amp. 1ml| Lz |4750341002527 |AS Kalceks 25042 |AS Kalceks LV
wstrzykiwan/do infuzji 5amp.3ml| Lz |4750341002404

10amp. 1Tml| Lz |4750341002367
10 amp.3ml] Lz [4750341002534
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Lp. | Nazwa produktu leczniczego R Postaé farm. Dawka Opakowanie LG Kod EAN Podmiot odpowiedzialny Nr Wytwérca/lmporter Kraj
stosowana dost. pozw. wytw.
27 |Naproxen Genoptim Naproxenum tabletki 250 mg 20 tabl.| Rp |5909991390082 |Synoptis Pharma Sp. z o.0. 25045 [Synoptis Industrial Sp. zo.0.  |PL
30tabl.] Rp | 5909991390099
50 tabl.| Rp | 5909991390105 APL Swift Services (Malta) Ltd. [MT
60 tabl.] Rp | 5909991390112 Synoptis Industrial Sp. zo.0. |PL
90 tabl.] Rp | 5909991390129
28 |Naproxen Genoptim Naproxenum tabletki 500 mg 20 tabl.] Rp | 5909991390136 |Synoptis Pharma Sp. z o0.0. 25046 |Synoptis Industrial Sp. z0.0. |PL
30tabl.] Rp |5909991390143
50 tabl.| Rp | 5909991390150 APL Swift Services (Malta) Ltd. [MT
60 tabl.] Rp | 5909991390167 Synoptis Industrial Sp. zo.0. |PL
90 tabl.] Rp | 5909991390174
29 |Otrivin Plus Xylometazolini aerozol do nosa, (1 mg + 50 1 butelka 10 mI| OTC | 5909991388522 |GlaxoSmithKline Consumer 25017 |Medana Pharma S.A. PL
hydrochloridum + roztwor mg)/ml Healthcare Sp. z o.0.
Dexpanthenolum
30 [SmofKabiven Low Osmo Produkt ztozony emulsja do infuzji produkt ztozony 1 worek 850 ml| Rp | 5909991390020 |Fresenius Kabi AB 25044 |Fresenius Kabi AB SE
Peripheral 1 worek 1400 ml] Rp | 5909991390006
1 worek 1950 ml] Rp | 5909991390037
1 worek 2500 mll Rp | 5909991390013
3 worki 2500 ml| Rp [ 5909991390044
4 worki 1400 ml| Rp | 5909991390051
4 worki 1950 mlf Rp | 5909991390068
5 workéw 850 ml| Rp | 5909991390075
31 [Tabagine Pregabalinum kapsutki twarde 75 mg 14 kaps. w blistrze| Rp | 5909991388928 |Ranbaxy (Poland) Sp. z o.0. 25031 |Terapia S.A. RO
14 kaps. w butelce| Rp [ 5909991388935 Sun Pharmaceutical Industries |NL
56 kaps. w blistrze] Rp | 5909991388942 Europe B.V.
56 kaps. w butelce] Rp | 5909991388959
32 [Tabagine Pregabalinum kapsutki twarde 150 mg 14 kaps. w blistrze| Rp | 5909991388966 |Ranbaxy (Poland) Sp. z 0.0. 25032 |Terapia S.A. RO
14 kaps. w butelce| Rp [ 5909991388973 Sun Pharmaceutical Industries |NL
56 kaps. w blistrze| Rp [ 5909991388980 Europe B.V.
56 kaps. w butelce] Rp | 5909991388997
33 |Tabagine Pregabalinum kapsutki twarde 300 mg 14 kaps. w blistrze| Rp | 5909991389055 |Ranbaxy (Poland) Sp. z 0.0. 25033 [Terapia S.A. RO
14 kaps. w butelce|] Rp | 5909991389062 Sun Pharmaceutical Industries |NL
56 kaps. w blistrze] Rp | 5909991389086 Europe B.V.
56 kaps. w butelce] Rp | 5909991389079
34 |Tadamen Tadalafilum tabletki powlekane 2,5mg 2tabl.] Rp |5909991387747 |Mylan Healthcare Sp. z o.0. 25005 [Mylan Hungary Kift. HU
4 tabl.| Rp |5909991387754 McDermott Laboratories Ltd.  [IE
28tabl.] Rp |5909991387761 T/A Gerard Laboratories
56 tabl.| Rp | 5909991387778
35 [Tadamen Tadalafilum tabletki powlekane 5mg 2tabl.f| Rp [5909991387785 |Mylan Healthcare Sp. z 0.0. 25006 [Mylan Hungary Kift. HU
4tabl.| Rp |5909991387792 McDermott Laboratories Ltd.  [IE
14 tabl.| Rp | 5909991387808 T/A Gerard Laboratories
28tabl.| Rp [5909991387815
30tabl.] Rp |5909991387822
56 tabl.| Rp [ 5909991387839
98tabl.| Rp | 5909991387846
36 |Tadamen Tadalafilum tabletki powlekane 10 mg 2tabl.| Rp |5909991387853 |[Mylan Healthcare Sp. z o.0. 25007 [Mylan Hungary Kft. HU
4 tabl.| Rp |5909991387860 McDermott Laboratories Ltd.  [IE
12tabl.| Rp | 5909991387877 T/A Gerard Laboratories
24 tabl.| Rp | 5909991387884
37 |[Tadamen Tadalafilum tabletki powlekane 20 mg 2tabl.[ Rp |[5909991387891 |[Mylan Healthcare Sp. z 0.0. 25008 [Mylan Hungary Kift. HU
4 tabl.| Rp |5909991387907 McDermott Laboratories Ltd.  [IE
8tabl.[ Rp |5909991387914 T/A Gerard Laboratories
12tabl.f Rp |[5909991387921
24 tabl.| Rp [5909991387938
56 tabl.| Rp | 5909991387945
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Nazwa powszechnie

Nr

Kraj

Lp. [Nazwa produktu leczniczego Posta¢ farm. Dawka Opakowanie Kod EAN Podmiot odpowiedzialny Wytwérca/lmporter
stosowana dost. pozw. wytw.
38 |Tamanisga Nebivololum + tabletki powlekane 5mg+12,5mg 28tabl.| Rp | 5909991388829 |Sigillata Limited 25009 [Balkanpharma-Dupnitsa AD BG
Hydrochlorothiazidum 30tabl.] Rp |5909991388836
50 tabl.] Rp | 5909991388843
56 tabl.| Rp | 5909991388850
100 tabl.f Rp | 5909991388867
39 [Tamanisga Nebivololum + tabletki powlekane 5mg +25mg 28 tabl.] Rp | 5909991388874 |Sigillata Limited 25010 |Balkanpharma-Dupnitsa AD BG
Hydrochlorothiazidum 30tabl.] Rp |[5909991388881
50 tabl.] Rp | 5909991388898
56 tabl.]| Rp | 5909991388904
100 tabl.f Rp | 5909991388911
40 |Telmisartan Genoptim Telmisartanum tabletki 40 mg 28 tabl.] Rp | 5909991388003 |Synoptis Pharma Sp. z 0.0. 25037 |Laboratorios Liconsa, S.A. ES
56 tabl.] Rp [5909991388010 Synoptis Industrial Sp. z 0.0. |PL
41 |Telmisartan Genoptim Telmisartanum tabletki 80 mg 28 tabl.| Rp | 5909991388034 |Synoptis Pharma Sp. z o0.0. 25038 |Laboratorios Liconsa, S.A. ES
56 tabl.| Rp | 5909991388041 Synoptis Industrial Sp. zo.0.  |PL
42 |Tramadol + Paracetamol Tramadoli hydrochloridum |tabletki powlekane 37,5 mg + 325 10tabl.] Rp | 5909991388300 |[Amneal Pharma Europe Limited | 25015 |Pharmadox Healthcare Ltd. MT
Amneal + Paracetamolum mg 20 tabl.] Rp |5909991388317
30tabl.] Rp |5909991388324 Pharmadox Healthcare Ltd. MT
60 tabl.| Rp |5909991388331
90 tabl.| Rp [5909991388348
43 |Tramadol Krka Tramadoli hydrochloridum |krople doustne, 100 mg/ml 1 butelka 10 ml| Rp | 5909991389017 |Krka, d.d., Novo mesto 25023 [Krka, d.d., Novo mesto S
roztwor 1 butelka 30 ml| Rp | 5909991389024
1 butelka 96 ml| Rp | 5909991389000
3 butelki 10 mlf Rp | 5909991389031
5 butelek 10 ml| Rp | 5909991389048
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