Biuletyn 2020-07

Wykaz Produktéw Leczniczych, ktére uzyskaty pozwolenie na dopuszczenie do obrotu w lipcu 2020r.

Lp. | Nazwa produktu leczniczego e Posta¢ farm. Dawka Opakowanie L Kod GTIN Podmiot odpowiedzialny N Wytwoérca/lmporter Kraj
stosowana dost pozZW. wytw.
1 |Agartha Vildagliptinum tabletki 50 mg 28 tabl.| Rp | 05907594032620 |Gedeon Richter Polska Sp. z 25935 |Gedeon Richter Romania S.A. |[RO
30tabl.] Rp | 05907594032637 |o.0. Gedeon Richter Plc. HU
56 tabl.] Rp | 05907594032644
112tabl.| Rp | 05907594032651
180 tabl.] Rp | 05907594032668
2 |Ambrisentan Accord Ambrisentanum tabletki powlekane 5mg 10 tabl.| Rpz | 05909991431174 |Accord Healthcare Polska Sp. z | 25965 |Delorbis Pharmaceuticals Ltd. [CY
30 tabl.| Rpz | 05909991431181 |o.0. Laboratori Fundacié Dau ES
Accord Healthcare Limited GB
Wessling Hungary Kft. HU
Delorbis Pharmaceuticals Ltd. |CY
Laboratori Fundacié Dau ES
Accord Healthcare Limited GB
Wessling Hungary Kift. HU
3 |Ambrisentan Accord Ambrisentanum tabletki powlekane 10 mg 10 tabl.| Rpz | 05909991431198 |Accord Healthcare Polska Sp. z | 25966 |Delorbis Pharmaceuticals Ltd. [CY
30 tabl.| Rpz | 05909991431204 |o.0. Laboratori Fundacié Dau ES
Accord Healthcare Limited GB
Wessling Hungary Kift. HU
Delorbis Pharmaceuticals Ltd. |CY
Laboratori Fundacié Dau ES
Accord Healthcare Limited GB
Wessling Hungary Kift. HU
4 |Amikacin Adamed Amikacini sulfas roztwoér do 250 mg/ml 1fiol. 2ml| Lz | 05909991433260 |Adamed Sp. z 0.0. 25962 |Anfarm Hellas S.A. GR
wstrzykiwan Adamed Sp. z 0.0. PL
5 |Atorvastatin Orion Atorvastatinum calcicum |tabletki powlekane 10 mg 30tabl.] Rp | 06432100053015 [Orion Corporation 25930 [Orion Corporation Orion Fl
trihydricum 90 tabl.] Rp | 05909991431495 Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
6 |Atorvastatin Orion Atorvastatin calcium tabletki powlekane 20 mg 30tabl.] Rp | 06432100053022 [Orion Corporation 25931 |Orion Corporation Orion Fl
trihydrate 90 tabl.] Rp |05909991431501 Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl

Pharma
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7 |Atorvastatin Orion Atorvastatin calcium tabletki powlekane 40 mg 30tabl.] Rp | 06432100053039 [Orion Corporation 25932 |Orion Corporation Orion Fl
trihydrate 90 tabl.| Rp |05909991431518 Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
8 |Atorvastatin Orion Atorvastatin calcium tabletki powlekane 80 mg 30tabl.] Rp | 06432100053008 [Orion Corporation 25933 |Orion Corporation Orion Fl
trihydrate 90 tabl.| Rp |05909991431525 Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
Orion Corporation Orion Fl
Pharma
9 |Azacitidine Sandoz Azacitidinum proszek do 100 mg 1 fiol. proszku| Rpz | 07613421045159 |Sandoz GmbH 25961 [Salutas Pharma GmbH DE
sporzadzania Lek Pharmaceuticals d.d. Sl
zawiesiny do Pharmadox Healthcare Limited [MT
wstrzykiwan
Salutas Pharma GmbH DE
Lek Pharmaceuticals d.d. SI
Pharmadox Healthcare Limited [MT
10 |Darunavir Accord Darunavirum tabletki powlekane 75 mg 480 tabl.| Rpz | 05909991432485 |Astron Research Limited 25944 |Pharmaten S.A. GR
Pharmaten International S.A. |GR
Laboratori FUNDACIO DAU ES
Pharmadox Healthcare Limited [MT
11 |Darunavir Accord Darunavirum tabletki powlekane 150 mg 240 tabl.| Rpz | 05909991432492 |Astron Research Limited 25945 |Pharmathen S.A. GR
Pharmathen International S.A. |GR
Laboratori Fundacié Dau ES
Pharmadox Healthcare Limited [MT
12 |Darunavir Accord Darunavirum tabletki powlekane 300 mg 30 tabl.]| Rpz | 05909991432508 [Astron Research Limited 25946 |Pharmathen S.A. GR
120 tabl.| Rpz | 05909991432515 Pharmathen International S.A. |GR
Laboratori Fundacié Dau ES
Pharmadox Healthcare Limited [MT
13 |Darunavir Accord Darunavirum tabletki powlekane 400 mg 60 tabl.]| Rpz | 05909991432522 |Astron Research Limited 25947 |Pharmathen S.A. GR
Pharmathen International S.A. |GR
Laboratori Fundacié Dau ES
Pharmadox Healthcare Limited [MT
14 |Darunavir Accord Darunavirum tabletki powlekane 600 mg 60 tabl.| Rpz | 05909991432539 [Astron Research Limited 25948 |Pharmathen S.A. GR
Pharmathen International S.A. |GR
Laboratori Fundacié Dau ES
Pharmadox Healthcare Limited [MT
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15 |Darunavir Accord Darunavirum tabletki powlekane 800 mg 30 tabl.]| Rpz | 05909991432546 [Astron Research Limited 25949 |Pharmathen S.A. GR
90 tabl.| Rpz | 05909991432553 Pharmathen International S.A. |GR
Laboratori Fundacié Dau ES
Pharmadox Healthcare Limited [MT
16 |Duloxetine Apotex Duloxetinum kapsutki dojelitowe, 30 mg 7 kaps.| Rp | 05909991432973 |Apotex Europe B.V. 25953 |Dose Innova, S.L. ES
twarde 28 kaps.] Rp | 05909991432980
17 |Duloxetine Apotex Duloxetinum kapsutki dojelitowe, 60 mg 28 kaps.| Rp [ 05909991432997 |Apotex Europe B.V. 25954 |Dose Innova, S.L. ES
twarde 56 kaps.| Rp | 05909991433000
18 |Eferox Levothyroxinum natricum |tabletki 25 mcg 50 tabl.] Rp | 05909991431860 [Aristo Pharma GmbH 25925 |Aristo Pharma GmbH DE
100 tabl.| Rp | 05909991431877
19 |Eferox Levothyroxinum natricum |tabletki 50 mcg 50 tabl.] Rp | 05909991431884 [Aristo Pharma GmbH 25926 |Aristo Pharma GmbH DE
100 tabl.| Rp [ 05909991431891
20 |Eferox Levothyroxinum natricum |tabletki 100 mcg 50 tabl.] Rp | 05909991431907 [Aristo Pharma GmbH 25927 |Aristo Pharma GmbH DE
100 tabl.| Rp | 05909991431914
21 |Eferox Levothyroxinum natricum |tabletki 200 mcg 50 tabl.] Rp |05909991431921 |Aristo Pharma GmbH 25928 |Aristo Pharma GmbH DE
100 tabl.| Rp | 05909991431938
22 |Gluadda Vildagliptinum tabletki 50 mg 30tabl.] Rp | 04061842656370 [Merck Sp.z 0.0 25964 |Bluepharma Industria PT
60 tabl.| Rp | 04061842656387 Farmaceutica S.A.
Pharmacare Premium Ltd. MT
Combino Pharm (Malta) Ltd MT
Bluepharma Industria PT
Farmaceutica S.A.
Combino Pharm (Malta) Ltd MT
23 |Ibuprofen Aristo Ibuprofenum tabletki powlekane 200 mg 10 tabl.| OTC | 05909991432348 |Aristo Pharma GmbH 25937
Aristo Pharma GmbH DE
24 |lbuprofen Aristo Ibuprofenum tabletki powlekane 400 mg 20 tabl.| OTC | 05909991432461 |Aristo Pharma GmbH 25936 |Aristo Pharma GmbH DE
25 |lbuprofen Aristo Ibuprofenum tabletki powlekane 600 mg 10tabl.| Rp | 05909991432478 |Aristo Pharma GmbH 25934 |Aristo Pharma GmbH DE
26 [IBU-SPA Ibuprofenum + Caffeinum |tabletki powlekane 400 mg + 100 6 tabl.| OTC | 05909991432911 |SANOFI-AVENTIS Sp. z 0.0. 25950 |Delpharm Reims FR
mg 10 tabl.| OTC | 05909991432928
27 |lIrinotecan SUN Irinotecani roztwor do infuzji 1,5 mg/ml 1 worek 180 mlf Lz | 05909991431051 |Sun Pharmaceutical Industries | 25912 |Terapia S.A. RO
hydrochloridum 1 worek 200 ml| Lz | 05909991431044 |Europe B.V. Sun Pharmaceutical Industries |NL
trihydricum 1 worek 220 ml| Lz | 05909991431037 Europe B.V.
1 worek 240 mlf Lz | 05909991431020
5 workéw 180 mI| Lz | 05909991431075 Terapia S.A. RO
5 workéw 200 ml| Lz | 05909991431082 Sun Pharmaceutical Industries [NL
5 workéw 220 ml| Lz | 05909991431105 Europe B.V.
5 workéw 240 ml| Lz | 05909991431099
10 workow 180 ml| Lz | 05909991431143
10 workéw 200 ml| Lz | 05909991431129
10 workéw 220 ml| Lz | 05909991431136
10 workéw 240 ml] Lz | 05909991431112
28 |Moxifloxacin Accord Moxifloxacinum tabletki powlekane 400 mg 5tabl.| Rp [ 05909991432690 |Accord Healthcare Polska Sp. z | 25951 [Pharmathen S.A. GR
7 tabl.| Rp | 05909991432706 |o.o. Pharmathen International S.A. |GR
10tabl.| Rp | 05909991432713
14 tabl.| Rp | 05909991432720
30tabl.] Rp |05909991432737
29 |Paracetamol Aristo Paracetamolum tabletki musujace 500 mg 16 tabl.| OTC | 05909991431402 |Aristo Pharma GmbH 25923 |Aristo Pharma GmbH DE
20 tabl.] OTC | 05909991431419
30 |Paracetamol Aristo Paracetamolum tabletki musujgce 1000 mg 16 tabletek|] Rp | 05909991431426 |Aristo Pharma GmbH 25924 |Aristo Pharma GmbH DE
32 tabletkil Rp | 05909991431433
40 tabletkif Rp [ 05909991431440
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31 |Rivaroxaban Medana Rivaroxabanum tabletki powlekane 2,5mg 28 tabl.| Rp | 05909991432584 [Medana Pharma S.A. 25956 |Zaktady Farmaceutyczne PL
30tabl.] Rp |05909991432591 POLPHARMA S.A.
56 tabl.] Rp | 05909991432607
196 tabl.| Rp | 05909991432614
32 |Rivaroxaban Medana Rivaroxabanum tabletki powlekane 10 mg 5tabl.f Rp [05909991432744 |Medana Pharma S.A. 25957 |Zakiady Farmaceutyczne PL
10tabl.| Rp | 05909991432751 POLPHARMA S.A.
30tabl.] Rp |05909991432768
33 |Rivaroxaban Medana Rivaroxabanum tabletki powlekane 15 mg 10tabl.| Rp | 05909991432799 [Medana Pharma S.A. 25958 |Zaktady Farmaceutyczne PL
14 tabl.| Rp | 05909991432805 POLPHARMA S.A.
28 tabl.| Rp [05909991432812
42tabl.] Rp | 05909991432829
98 tabl.] Rp | 05909991432836
100 tabl.| Rp | 05909991432843
34 |Rivaroxaban Medana Rivaroxabanum tabletki powlekane 15mg; 20 mg | 49tabl. (42 tabl. 15 mg + 7 tabl. 20| Rp | 05909991432904 [Medana Pharma S.A. 25959 |Zaktady Farmaceutyczne PL
mg) POLPHARMA S.A.
35 |Rivaroxaban Medana Rivaroxabanum tabletki powlekane 20 mg 10tabl.| Rp | 05909991432850 |Medana Pharma S.A. 25960 |Zaktady Farmaceutyczne PL
14 tabl.| Rp | 05909991432867 POLPHARMA S.A.
28tabl.] Rp | 05909991432874
98 tabl.| Rp | 05909991432881
100 tabl.| Rp | 05909991432898
36 |Starazolin Free Tetryzolini krople do oczu, 0,5 mg/ml 1 butelka 10 mIf OTC | 05903060618091 |Zaktady Farmaceutyczne 25913 |Jadran-Galenski laboratorij d.d. |[HR
hydrochloridum roztwor POLPHARMA S.A.
37 |Sumatriptan SUN Sumatriptanum roztwoér do 3 mg/0,5 ml 1 wstrzykiwacz 0,5 ml| Rp | 05909991433567 |Sun Pharmaceutical Industries | 25967 |Terapia S.A. RO
wstrzykiwan we 2 wstrzykiwacze 0,5 mlf Rp [ 05909991433574 |Europe B.V. Sun Pharmaceutical Industries |NL
wstrzykiwaczu 6 wstrzykiwaczy 0,5 ml| Rp | 05909991433581 Europe B.V.
Terapia S.A. RO
Sun Pharmaceutical Industries |NL
Europe B.V.
38 |Symbactin Clindamycinum globulki 100 mg 3szt.| Rp [ 05909991431969 |Symphar Sp. z 0.0. 25929 |HELP S.A. GR
LAVIPHARM SA GR
Qualimetrix S.A. GR
39 |Tadumix Dutasterydum + kapsutki twarde 0,5mg + 0,4 mg 7 kaps. w blistrze] Rp | 05909991433208 [Pharmaceutical Works 25963 |Galenicum Health, S.L. ES
Tamsulosini 7 kaps. w butelce|] Rp [ 05909991433215 |POLPHARMA S.A. SAG Manufacturing S.L.U. ES
hydrochloridum 30 kaps. w blistrze| Rp | 05909991433239
30 kaps. w butelce|] Rp [ 05909991433222
90 kaps. w blistrze| Rp | 05909991433253
90 kaps. w blistrze| Rp | 05909991433246
40 [Telmycar Telmisartanum + tabletki 80 mg + 12,5 28tabl.| Rp |05909991432188 [Swyssi AG 25938 |Swyssi AG DE
Hydrochlorothiazidum mg 30tabl.] Rp | 05909991432195
41 |Telmycar Telmisartanum + tabletki 80 mg + 25 mg 28tabl.| Rp | 05909991432201 [Swyssi AG 25939 |Swyssi AG DE
Hydrochlorothiazidum 30tabl.] Rp |05909991432218
42 [Thalidomide Accord Thalidomidum kapsutki twarde 50 mg 28 kaps. w blistrze| Rpz | 05909991432942 |Accord Healthcare Polska Sp. z | 25955 (Idifarma Desarrollo ES
28 kaps. w blistrze perforowanym| Rpz | 05909991432959 |o.0. Farmaceutico, S.L. ES
Medichem S.A.
43 |TOLAK Fluorouracilum krem 40 mg/g 1tuba20g| Rp |05909991433024 |Pierre Fabre Dermatologie 25952
1tuba40g| Rp |05909991433017 Pierre Fabre Médicament FR
Production
44 |Xerdoxo Rivaroxabanum tabletki powlekane 2,5mg 14 tabl.] Rp | 03838989723477 |Krka, d.d., Novo mesto 25940 |Krka, d.d., Novo mesto S
28tabl.| Rp |[03838989723484 Tad Pharma GmbH DE
42tabl.| Rp |[03838989723491
Krka, d.d., Novo mesto Sl
Tad Pharma GmbH DE
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45 |Xerdoxo Rivaroxabanum tabletki powlekane 10 mg 14 tabl.| Rp | 03838989723514 |Krka, d.d., Novo mesto 25941 |Krka, d.d., Novo mesto Sl
28 tabl.| Rp | 03838989723521 Tad Pharma GmbH DE
42tabl.] Rp | 03838989723538
Krka, d.d., Novo mesto S
Tad Pharma GmbH DE
46 |Xerdoxo Rivaroxabanum tabletki powlekane 15 mg 14 tabl.| Rp | 03838989723545 |Krka, d.d., Novo mesto 25942 |Krka, d.d., Novo mesto Sl
28 tabl.] Rp | 03838989723552 Tad Pharma GmbH DE
42tabl.] Rp | 03838989723569
Krka, d.d., Novo mesto Si
Tad Pharma GmbH DE
47 |Xerdoxo Rivaroxabanum tabletki powlekane 20 mg 14 tabl.| Rp | 03838989723576 |Krka, d.d., Novo mesto 25943 |Krka, d.d., Novo mesto Sl
28tabl.] Rp | 03838989723583 Tad Pharma GmbH DE
42tabl.] Rp | 03838989723590
Krka, d.d., Novo mesto Sl
Tad Pharma GmbH DE
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