Biuletyn 2018-06

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

Lp. | Nazwa produktu leczniczego BT [t 2 Postaé farm. Dawka Opakowanie bk Kod EAN Podmiot odpowiedzialny Nr Wytwoéreca/lmporter Gl
stosowana dost. pozw. wytw.
1 |Advil Zatoki Sprint Ibuprofenum + kapsutki migkkie 200 mg + 30 mg 2 kaps.| OTC | 5909991374822 |Pfizer Corporation Austria 24772 |Pfizer Consumer IT
Pseudoephedrini 4 kaps.| OTC | 5909991374839 |Gesellschaft m.b.H. Manufacturing Italy S.r.l.
hydrochloridum 8 kaps.| OTC 5909991374846
10 kaps.| OTC | 5909991374853
12 kaps.| OTC | 5909991374860
16 kaps.| OTC | 5909991374877
20 kaps.| OTC | 5909991374884
24 kaps.| OTC | 5909991374891
2 |Amiodaron Hameln Amiodaroni koncentrat do 50 mg/ml 5amp.3ml| Lz 5909991369972 |hameln pharma plus GmbH 24796 [HBM Pharma s.r.o. SK
hydrochloridum sporzadzania 10 amp. 3 ml| Lz 5909991369989
roztworu do
wstrzykiwan lub infuzji
3 |Angusta Misoprostolum tabletki 25 mcg 8tabl.| Rp 5909991368142 |Azanta Danmark A/S 24780 |Piramal Healthcare UK Limited |GB
Azanta Danmark A/S DK
4 |Anti-Aftal Cetylpyridinii chloridum + [tabletki do ssania 1,5mg+1mg+ 10 tabl.| OTC 5909991376536 |Aflofarm Farmacja Polska Sp. z | 24795 |Aflofarm Farmacja Polska Sp. |PL
Lidocaini hydrochloridum 17,42 mg 20 tabl.| OTC | 5909991376543 |o.o. z0.0.
+ Zinci gluconas 60 tabl.] OTC | 5909991376611
5 |Bimatoprost + Timolol Bimatoprostum + krople do oczu, (0,3mg+5 1 butelka 3 ml| Rp 3830070740073 [PharmaSwiss Ceska republika | 24773 |Pharmathen S.A. GR
PharmaSwiss Timololum roztwor mg)/ml 3 butelki3 ml| Rp 3830070740080 |s.r.o. Excelvision FR
6 [Bronchitabs Primulae radicis tabletki powlekane 60 mg + 160 mg 20 tabl.| OTC | 5909991376161 |Bionorica SE 24779 |Bionorica SE DE
extractum siccum + 50 tabl.] OTC | 5909991376178
Thymi herbae extractum 100 tabl.f OTC | 5909991376185
siccum
7 |Diclotica Diclofenacum natricum  |zel 10 mg/g 1tuba 100 g| OTC 5909991376260 |TACTICA Pharmaceuticals Sp. | 24792 |Laboratorios Basi - Industria PT
Z0.0. Farmaceutica, S.A.
8 |Diosminex Diosminum tabletki powlekane 500 mg 30tabl.] OTC | 3830070740059 [PharmaSwiss Ceska republika | 24781 |Przedsiebiorstwo PL
60 tabl.] OTC [ 3830070740066 |[s.r.o. Farmaceutyczne Jelfa S.A.
9 |Emtenef Efavirenzum + tabletki powlekane 600 mg + 200 30 tabl.| Rpz 5909991376147 |STADA Arzneimittel AG 24793 |STADA Arzneimittel AG DE
Emtricitabinum + mg +245mg 90 tabl.| Rpz 5909991376154 Centrafarm Services B.V. NL
Tenofovirum disoproxilum Remedica Ltd CY
10 |Ezetimibe Aurovitas Ezetimibum tabletki 10 mg 10tabl.| Rp 5909991376628 |Aurovitas Pharma Polska Sp. z | 24803 |APL Swift Services (Malta) Ltd. |MT
14 tabl.] Rp 5909991376635 |o.0. Arrow Generiques FR
15tabl| Rp 5909991376642 Generis Farmaceutica, S.A. PT
28tabl.l Rp 5909991376659
29 tabl.| Rp 5909991376666 Milpharm Limited GB
30tabl.| Rp 5909991376673 APL Swift Services (Malta) Ltd. [MT
50 tabl.] Rp 5909991376680 Arrow Generiques FR
56 tabl.| Rp 5909991376697 Generis Farmaceutica, S.A. PT
90 tabl.| Rp 5909991376703
98 tabl. w blistrze| Rp 5909991376727
98 tabl. w butelce| Rp 5909991376710
100 tabl. w blistrze] Rp 5909991376741
100 tabl. w butelce| Rp 5909991376734
300 tabl.| Rp 5909991376758
500 tabl.| Rp 5909991376765
11 |Juvinelle Estradioli valeras + tabletki 1mg+2mg 28tabl.| Rp 5909991376345 |APC Instytut Sp. z 0.0. 24798 |Dr. Kade Pharmazeutische DE
Dienogestum 84 tabl.| Rp 5909991376352 Fabrik GmbH
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12 |Levetiracetam Accord Levetiracetamum roztwor doustny 100 mg/ml 1 butelka 150 ml + strzykawka 1 ml| Rp 5909991374518 |Accord Healthcare Limited 24777 |Wessling Hungary Kft. HU
1 butelka 150 ml + strzykawka 3 ml| Rp 5909991374525 Accord Healthcare Limited GB
1 butelka 300 ml + 1 strzykawka 10| Rp 5909991374501
ml Wessling Hungary Kft. HU
Accord Healthcare Limited GB
13 [Menopur Menotropinum proszek i 150 IU FSH + 1 fiol. proszku + 1 amp. rozp.| Rp 5909991376567 |Ferring GmbH 24797 |Ferring GmbH DE
rozpuszczalnik do 150 IU LH 5 fiol. proszku + 5 amp. rozp.| Rp 5909991376574
sporzadzania Ferring GmbH DE
roztworu do
wstrzykiwan
14 |Meropenem Sandoz GmbH [Meropenemum proszek do 500 mg 1 fiol. proszku| Rp 5909991371944 |Sandoz GmbH 24774 |LEK Pharmaceuticals d.d. Sl
sporzadzania 10 fiol. proszku| Rp 5909991371951
koncentratu roztworu
do wstrzykiwan lub
infuzji
15 [Meropenem Sandoz GmbH |Meropenemum proszek do 1g 1 fiol. proszku| Rp 5909991372057 [Sandoz GmbH 24775 |LEK Pharmaceuticals d.d. Sl
sporzadzania 10 fiol. proszku| Rp 5909991372064
koncentratu roztworu
do wstrzykiwan lub
infuzji
16 |Midza Lacosamidum tabletki powlekane 50 mg 14 tabl.| Rp 5909991376192 [Belupo lijekovi i kozmetika d.d. | 24788 |Belupo lijekovi i kozmetika d.d. [HR
56 tabl.| Rp 5909991376208
17 |Midza Lacosamidum tabletki powlekane 100 mg 56 tabl.| Rp 5909991376215 |Belupo lijekovi i kozmetika d.d. | 24789 |Belupo lijekovi i kozmetika d.d. |HR
18 |Midza Lacosamidum tabletki powlekane 150 mg 56 tabl.| Rp 5909991376239 [Belupo lijekovi i kozmetika d.d. | 24790 |Belupo lijekovi i kozmetika d.d. [HR
19 |Midza Lacosamidum tabletki powlekane 200 mg 56 tabl.| Rp 5909991376246 |Belupo lijekovi i kozmetika d.d. | 24791 |Belupo lijekovi i kozmetika d.d. |HR
20 |Neocolon Trimebutini maleas tabletki 100 mg 10 tabl.| OTC 5909991376369 |Polfarmex S.A. 24794 |Polfarmex S.A. PL
21 |Rasagiline Belupo Rasagilinum tabletki 1mg 28tabl.l Rp 5909991370190 |Belupo lijekovi i kozmetika d.d. | 24776 |Genepharm S.A. GR
Belupo lijekovi i kozmetika d.d. [HR
22 |Ripizol Aripiprazolum tabletki 10 mg 28 tabl.| Rp 5909991376888 |Polfarmex S.A. 24799 |Rontis Hellas Medical and GR
Pharmaceutical Products S.A.
Genepharm S.A. GR
23 |Ripizol Aripiprazolum tabletki 15 mg 28tabl.| Rp 5909991376925 |Polfarmex S.A. 24800 [Rontis Hellas Medical and GR
Pharmaceutical Products S.A.
Genepharm S.A. GR
24 |Seizpat Lacosamidum tabletki powlekane 50 mg 14 tabl.| Rp 5909991375966 [Mylan S.A.S. 24784 |HBM Pharma s.r.o. SK
56 tabl.| Rp 5909991375973 McDermott Laboratories IE
98tabl.| Rp 5909991375980 Limited t/a Gerard Laboratories
168 tabl.| Rp 5909991375997 T/A Mylan

HBM Pharma s.r.o.

McDermott Laboratories
Limited t/a Gerard Laboratories
T/A Mylan

SK
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25 [Seizpat Lacosamidum tabletki powlekane 100 mg 14 tabl.| Rp 5909991376000 [Mylan S.A.S. 24785 [HBM Pharma s.r.o. SK
56 tabl.| Rp 5909991376017 McDermott Laboratories IE
98tabl.| Rp 5909991376024 Limited t/a Gerard Laboratories
168 tabl.| Rp 5909991376031 T/A Mylan
HBM Pharma s.r.o. SK
McDermott Laboratories IE
Limited t/a Gerard Laboratories
T/A Mylan
26 [Seizpat Lacosamidum tabletki powlekane 150 mg 14 tabl.| Rp 5909991376048 [Mylan S.A.S. 24786 [HBM Pharma s.r.o. SK
56 tabl.| Rp 5909991376055 McDermott Laboratories IE
98tabl.| Rp 5909991376062 Limited t/a Gerard Laboratories
168 tabl.| Rp 5909991376079 T/A Mylan
HBM Pharma s.r.o. SK
McDermott Laboratories Ltd t/a [IE
Gerard Laboratories
27 |Seizpat Lacosamidum tabletki powlekane 200 mg 14 tabl.| Rp 5909991376086 [Mylan S.A.S. 24787 |HBM Pharma s.r.o. SK
56 tabl.| Rp 5909991376093 McDermott Laboratories IE
98 tabl.| Rp 5909991376109 Limited t/a Gerard Laboratories
168 tabl.| Rp 5909991376116 T/A Mylan
HBM Pharma s.r.o. SK
McDermott Laboratories IE
Limited t/a Gerard Laboratories
T/A Mylan
28 |Tolbasadin Tolterodinum kapsutki o 2mg 28 kaps.| Rp 5909991374181 |Synoptis Pharma Sp. z 0.0. 24782 |Mawdsley-Brooks & Company |GB
przedtuzonym 49 kaps.| Rp 5909991374198 Ltd.
uwalnianiu, twarde 50 kaps.| Rp 5909991374204 Synoptis Industrial Sp. zo.0. |PL
56 kaps.| Rp 5909991374211
98 kaps.| Rp 5909991374228 Mawdsley-Brooks & Company (GB
Ltd.
Synoptis Industrial Sp. z0.0.  |PL
29 |Tolbasadin Tolterodinum kapsutki o 4 mg 28 kaps.| Rp 5909991374235 |Synoptis Pharma Sp. z 0.0. 24783 |Mawdsley-Brooks & Company |GB
przedtuzonym 49 kaps.| Rp 5909991374242 Ltd.
uwalnianiu, twarde 50 kaps.| Rp 5909991374259 Synoptis Industrial Sp. zo.0. |PL
56 kaps.| Rp 5909991374266
98 kaps.| Rp 5909991374273 Mawdsley-Brooks & Company |GB
Ltd.
Synoptis Industrial Sp. z0.0. |PL
30 [Travoprost + Timolol Travoprostum + krople do oczu, (40 meg +5 1 pojemnik 2,5 ml| Rp 3830070740097 [PharmaSwiss Ceska republika | 24778 |Pharmaten S.A. GR
PharmaSwiss Timololum roztwoér mg)/ml 3 pojemniki 2,5 ml| Rp 3830070740103 |[s.r.o. Jadran-Galenski laboratorij d.d. |HR
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