Biuletyn 2022-02

Wykaz Produktéw Leczniczych, ktére uzyskaty pozwolenie na dopuszczenie do obrotu w lutym 2022r.

Lp. | Nazwa produktu leczniczego e [P Posta¢ farm. Dawka Opakowanie L Kod GTIN Podmiot odpowiedzialny N Wytwoérca/lmporter Kraj
stosowana dost pozZw. wytw.
1 |Abiraterone Fresenius Kabi |Abirateroni acetas Tabletki 250 mg 120 tabl.| Rp | 05909991476533 |Fresenius Kabi Polska Sp. z 0.0.| 26921 |Synthon B.V. NL
Synthon Hispania S.L. ES
2 |Abiraterone Fresenius Kabi |Abirateronum Tabletki powlekane 500 mg 56 tabl. w blistrze|] Rp [ 05909991476540 |Fresenius Kabi Polska Sp. z 0.0.| 26922 |Synthon Hispania S.L. ES
56 tabl. w blistrze perforowanym| Rp | 05909991476564 Synthon B.V. NL
60 tabl. w blistrze|] Rp [ 05909991476557
60 tabl. w blistrze perforowanym| Rp [ 05909991476571
60 tabl. w butelce| Rp | 05909991476588
3 |Ambrolytin max Ambroxoli hydrochloridum|Tabletki 30 mg 20 tabl.| OTC | 05909991475307 |Sopharma Warszawa Sp. z 0.0. | 26910 |Sopharma AD BG
30 tabl.| OTC | 05909991475291
50 tabl.]| OTC | 05909991475284
4 |Amolisa HCT Olmesartanum Tabletki powlekane 20mg+5mg + 14 tabl.| Rp | 05909991476137 |Aurovitas Pharma Polska Sp. z | 26912 |Generis Farmacéutica, S.A., |PT
medoxomilum + 12,5mg 28 tabl.| Rp | 05909991476175 |o.o. APL Swift Services (Malta) Ltd. |[MT
Amlodipinum + 30tabl.] Rp | 05909991476151
Hydrochlorothiazidum 56 tabl.] Rp | 05909991476168 APL Swift Services (Malta) Ltd. [MT
60 tabl.| Rp | 05909991476199 Generis Farmacéutica, S.A., PT
98 tabl.] Rp | 05909991476144
100 tabl.| Rp | 05909991476182
5 |Amolisa HCT Olmesartanum Tabletki powlekane 40mg+5mg+ 14 tabl.| Rp | 05909991476212 |Aurovitas Pharma Polska Sp. z | 26913 |Generis Farmacéutica, S.A., |PT
medoxomilum + 12,5mg 28tabl.l Rp [05909991476205 [o.0. APL Swift Services (Malta) Ltd. |[MT
Amlodipinum + 30tabl.] Rp |05909991476229
Hydrochlorothiazidum 56 tabl.] Rp | 05909991476236 APL Swift Services (Malta) Ltd. |[MT
60 tabl.] Rp | 05909991476243 Generis Farmacéutica, S.A., PT
98 tabl.] Rp | 05909991476250
100 tabl.| Rp | 05909991476267
6 [Amolisa HCT Olmesartanum Tabletki powlekane 40mg+5mg+ 14 tabl.| Rp | 05909991476274 |Aurovitas Pharma Polska Sp. z | 26914 |Generis Farmacéutica, S.A., |PT
medoxomilum + 25 mg 28 tabl.] Rp | 05909991476281 |o.o. APL Swift Services (Malta) Ltd. |[MT
Amlodipinum + 30tabl.| Rp | 05909991476298
Hydrochlorothiazidum 56 tabl.] Rp | 05909991476304 APL Swift Services (Malta) Ltd. [MT
60 tabl.| Rp | 05909991476311 Generis Farmacéutica, S.A., PT
98 tabl.] Rp | 05909991476328
100 tabl.| Rp | 05909991476335
7 |Amolisa HCT Olmesartanum Tabletki powlekane 40 mg + 10 mg 14 tabl.| Rp | 05909991476342 |Aurovitas Pharma Polska Sp. z | 26915 |APL Swift Services (Malta) Ltd. [MT
medoxomilum + +12,5mg 28 tabl.| Rp | 05909991476380 |o.0. Generis Farmacéutica, S.A., PT
Amlodipinum + 30tabl.] Rp |05909991476397
Hydrochlorothiazidum 56 tabl.] Rp | 05909991476373 APL Swift Services (Malta) Ltd. |[MT
60 tabl.] Rp | 05909991476403 Generis Farmacéutica, S.A., PT
98 tabl.] Rp | 05909991476366
100 tabl.| Rp | 05909991476359
8 |Amolisa HCT Olmesartanum Tabletki powlekane 40 mg + 10 mg 14 tabl.] Rp | 05909991476434 |Aurovitas Pharma Polska Sp. z | 26916 |APL Swift Services (Malta) Ltd. [MT
medoxomilum + +25mg 28 tabl.] Rp | 05909991476465 |o.o. Generis Farmacéutica, S.A., PT
Amlodipinum + 30tabl.] Rp |05909991476458
Hydrochlorothiazidum 56 tabl.| Rp | 05909991476427 Generis Farmacéutica, S.A., PT
60 tabl.| Rp | 05909991476472 APL Swift Services (Malta) Ltd. [MT
98 tabl.] Rp | 05909991476441
100 tabl.| Rp | 05909991476410
9 |Arprenessa Perindoprilum argininum | Tabletki 5mg 30tabl.] Rp | 03838989740832 [Krka, d.d., Novo mesto d.o.o. 26919 |Krka, d.d., Novo mesto Si
60 tabl.] Rp | 03838989740849
90 tabl.| Rp | 03838989740863
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10 |Arprenessa Perindoprilum argininum |Tabletki 10 mg 30tabl.] Rp | 03838989740825 [Krka, d.d., Novo mesto d.o.o. 26920 |Krka, d.d., Novo mesto Si
60 tabl.] Rp | 03838989740856
90 tabl.| Rp | 03838989740870
11 |Aryfrenix Aripiprazolum Tabletki 15 mg 10tabl.| Rp | 05909991476748 |Aurovitas Pharma Polska Sp. z | 26925 |Generis Farmacéutica, S.A., PT
14 tabl.| Rp | 05909991476755 |o.0. APL Swift Services (Malta) Ltd. [MT
28tabl.] Rp | 05909991476762
30tabl.] Rp |05909991476779 Generis Farmacéutica, S.A., PT
42tabl.] Rp | 05909991476786 APL Swift Services (Malta) Ltd. |[MT
49tabl.] Rp | 05909991476793
50tabl.] Rp | 05909991476809
56 tabl.] Rp | 05909991476816
91tabl.] Rp | 05909991476823
98 tabl.] Rp | 05909991476830
100 tabl.| Rp | 05909991476847
12 |Aryfrenix Aripiprazolum Tabletki 30 mg 10 tabl.| Rp | 05909991476861 |Aurovitas Pharma Polska Sp. z | 26926 |APL Swift Services (Malta) Ltd. [MT
14 tabl.| Rp | 05909991476854 |o.o. Generis Farmacéutica, S.A., PT
28tabl.] Rp | 05909991476892
30tabl.] Rp | 05909991476908 APL Swift Services (Malta) Ltd. [MT
42 tabl.| Rp |05909991476915 Generis Farmacéutica, S.A., PT
49tabl.] Rp | 05909991476922
50 tabl.] Rp | 05909991476939
56 tabl.] Rp | 05909991476946
91tabl.l] Rp | 05909991476953
98 tabl.] Rp | 05909991476960
100 tabl.| Rp | 05909991476977
13 (Bilaflex Bilastinum Tabletki 20 mg 10 tabl.| Rp | 05909991476113 |Biofarm Sp. z 0.0. 26909 [Laboratorios Normon, S.A. ES
30tabl.] Rp |05909991476120
14 |Coldrex Complex Grip Paracetamolum + Kapsutki twarde 500 mg + 100 8 kaps.[ OTC | 05907734713297 |Perrigo Poland Sp. z 0.0. 26899 |Omega Pharma International [BE
Guaifenesinum + mg + 6,1 mg 16 kaps.| OTC | 05907734713372 NV
Phenylephrini 24 kaps.| OTC | 05907734713389
hydrochloridum 32 kaps.] OTC | 05907734713396
15 |Dobutamin hameln Dobutaminum Roztwér do infuzji 5 mg/ml 1fiol. 50 ml| Lz | 04260016655199 [Hameln Pharma GmbH 26930 |Siegfried Hameln GmbH DE
5fiol. 50 ml| Lz | 04260016656189 Hameln rds s.r.o. SK
10 fiol. 50 ml] Lz | 04260016655205
16 |Dobutamin hameln Dobutaminum Koncentrat do 12,5 mg/ml 1amp.20 ml| Lz | 04260016656196 |[Hameln Pharma GmbH 26931 |Hameln rds s.r.o. SK
sporzadzania 5amp.20 ml| Lz | 04260016656202 Siegfried Hameln GmbH DE
roztworu do infuzji 10amp.20ml| Lz | 04260016655212
17 |Emtricitabine + Tenofovir Emtricitabinum + Tabletki powlekane 200 mg + 245 30 tabl. w blistrze| Rpz | 05909991473884 |Aurovitas Pharma Polska Sp. z | 26892 |Generis Farmaceutica, S.A. PT
disoproxil Aurovitas Tenofovirum disoproxilum mg 30 tabl. w pojemniku| Rpz | 05909991473891 (o.o. APL Swift Services (Malta) Ltd. [MT
50 tabl.| Rpz | 05909991473877
90 tabl. w blistrze| Rpz | 05909991473907 Generis Farmaceutica, S.A. PT
90 tabl. w pojemniku| Rpz | 05909991473860 APL Swift Services (Malta) Ltd. [MT
18 [Fingolimod +pharma Fingolimodum Kapsutki twarde 0,5mg 7 kaps. w blistrze| Rpz | 05901720140593 [+pharma arzneimittel gmbh 26924 |Genericon Pharma AT
7 kaps. w blistrze perforowanym| Rpz | 05901720140609 Gesellschaft m.b.H. 1S
10 kaps.| Rpz | 05901720140616 Coripharma ehf.
14 kaps.| Rpz | 05901720140623
28 kaps.| Rpz | 05901720140630
30 kaps.| Rpz | 05901720140647
84 kaps.| Rpz | 05901720140654
98 kaps.| Rpz | 05901720140661
100 kaps.| Rpz | 05901720140678
19 |Flixodil Combo Salmeterolum + Aerozol inhalacyjny, (25 mcg+ 50 1 poj. 120 dawek| Rp | 05909991477417 |Warszawskie Zaktady 26932 |Zaktady Farmaceutyczne PL
Fluticasoni propionas zawiesina mcg)/dawke Farmaceutyczne POLFA S.A. POLPHARMA S.A. IT
inh. Genetic S.p.A
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20 |Flixodil Combo Salmeterolum + Aerozol inhalacyjny, (25 mcg + 125 1 poj. 120 dawek| Rp | 05909991477424 |Warszawskie Zaktady 26933 |Zaktady Farmaceutyczne PL
Fluticasoni propionas zawiesina mcg)/dawke Farmaceutyczne POLFA S.A. POLPHARMA SA IT
inh. Genetic S.p.A
21 |Flixodil Combo Salmeterolum + Aerozol inhalacyjny, (25 meg + 250 1 poj. 120 dawek| Rp | 05909991477431 |Warszawskie Zaktady 26934 |Zaktady Farmaceutyczne PL
Fluticasoni propionas zawiesina mcg)/dawke Farmaceutyczne POLFA S.A. POLPHARMA SA IT
inh. Genetic S.p.A
22 |Grumabix Abirateroni acetas Tabletki powlekane 250 mg 120 tabl.| Rp | 05900411008600 |Adamed Pharma S.A. 26907 |Adamed Pharma S.A. PL
23 |Grumabix Abirateroni acetas Tabletki powlekane 500 mg 60 tabl.| Rp | 05900411008624 [Adamed Pharma S.A. 26908 |Adamed Pharma S.A. PL
120 tabl.| Rp [ 05900411008631
24 |lpinzan Vildagliptinum + Tabletki powlekane 50 mg + 850 mg 10tabl.] Rp | 05909991475529 |Zentiva, k.s. 26893 |Pharmathen S.A. GR
Metformini 30tabl.] Rp |05909991475543 Pharmathen International S.A. |GR
hydrochloridum 60 tabl.| Rp | 05909991475536
180 tabl.| Rp | 05909991475550
25 |lpinzan Vildagliptinum + Tabletki powlekane 50 mg + 1000 10tabl.| Rp | 05909991475581 |Zentiva, k.s. 26894 |Pharmathen S.A. GR
Metformini mg 30tabl.] Rp | 05909991475567 Pharmathen International S.A. |GR
hydrochloridum 60 tabl.] Rp | 05909991475598
180 tabl.| Rp | 05909991475574
26 [Juzimette Sitagliptinum + Metformini| Tabletki powlekane 50 mg + 850 mg 28tabl.| Rp | 05907594033108 [Gedeon Richter Polska Sp. z 26927 |Gedeon Richter Romania S.A. |RO
hydrochloridum 30tabl.] Rp |05907594033115 |o.0. Gedeon Richter Plc. HU
56 tabl.] Rp | 05907594033122
60 tabl.] Rp | 05907594033139
98 tabl.] Rp | 05907594033146
120 tabl.| Rp | 05907594033153
196 tabl.| Rp | 05907594033160
27 |Juzimette Sitagliptinum + Metformini| Tabletki powlekane 50 mg + 1000 28 tabl.| Rp | 05907594033177 |Gedeon Richter Polska Sp. z 26928 |Gedeon Richter Romania S.A. |RO
hydrochloridum mg 30tabl.] Rp | 05907594033184 |o.0. Gedeon Richter Plc. HU
56 tabl.] Rp | 05907594033191
98 tabl.] Rp | 05907594033214
60 tabl.] Rp | 05907594033207
120 tabl.| Rp | 05907594033221
196 tabl.| Rp | 05907594033238
28 [Levosol Levodropropizinum Tabletki 60 mg 10 tabl.| OTC | 05909991475659 [Solinea Sp. z 0.0. Sp.K. 26895 |Mako Pharma Sp. z o.0. PL
20 tabl.|] OTC | 05909991475635
30 tabl.] OTC | 05909991475642
29 |Memantine Grindeks Memantini Tabletki powlekane 10 mg 28 tabl.| Rp | 04750232014646 [AS Grindeks 26911 |AS Grindeks LV
hydrochloridum 30tabl.] Rp | 04750232014653
56 tabl.] Rp | 04750232014660
60 tabl.| Rp | 04750232014677
30 |OeparolMed Biotyna Biotinum Tabletki 10 mg 30 tabl.| OTC | 05909991475130 [Adamed Pharma S.A. 26900 [Adamed Pharma S.A. PL
60 tabl.] OTC | 05909991475154
90 tabl.| OTC | 05909991475123
120 tabl.| OTC | 05909991475147
31 |Paliperidone Teva Paliperidonum Zawiesina do 75 mg 1 amp.-strzyk. 0,75 ml| Rp | 05909991475420 [Teva Pharmaceuticals Polska 26889 |Actavis Group hf. 1S
wstrzykiwan o Sp. zo.0.
przedtuzonym Actavis Group hf. 1S
uwalnianiu
32 |Paliperidone Teva Paliperidonum Zawiesina do 100 mg 1 amp.-strzyk. 1 ml| Rp | 05909991475468 | Teva Pharmaceuticals Polska 26890 [Actavis Group hf. 1S
wstrzykiwan o Sp. z o.0.
przediuzonym Actavis Group hf. 1S
uwalnianiu
33 |Paliperidone Teva Paliperidonum Zawiesina do 150 mg 1 amp.-strzyk. 1,5 ml| Rp | 05909991475475 |Teva Pharmaceuticals Polska 26891 |Actavis Group hf. IS
wstrzykiwan o Sp.zo.0.
przediuzonym Actavis Group hf. 1S
uwalnianiu
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34 |Quator Tadalafilum Tabletki powlekane 2,5mg 8tabl.l| Rp [ 05907626709971 |Sandoz GmbH 26901 |Teva Pharma, S.L.U. ES
4 tabl.] Rp [05907626709964 Lek farmacevtska druzba d.d. Sl
PLIVA Hrvatska d.o.o. (PLIVA |HR
Croatia Ltd.)
Lek farmacevtska druzba d.d. |SI
PLIVA Hrvatska d.o.o. (PLIVA |HR
Croatia Ltd.)
Teva Pharma, S.L.U. ES
35 [Quator Tadalafilum Tabletki powlekane 5mg 28 tabl.| Rp | 05907626709988 |Sandoz GmbH 26902 |Teva Pharma, S.L.U. ES
Lek farmacevtska druzba d.d. |SI
PLIVA Hrvatska d.o.o. (PLIVA |HR
Croatia Ltd.)
Lek farmacevtska druzba d.d. |SI
PLIVA Hrvatska d.o.o. (PLIVA |HR
Croatia Ltd.)
Teva Pharma, S.L.U. ES
36 [Quator Tadalafilum Tabletki powlekane 10 mg 4 tabl.] Rp [05907626709995 |Sandoz GmbH 26903 |Teva Pharma, S.L.U. ES
Lek farmacevtska druzba d.d. |SI
PLIVA Hrvatska d.o.o. (PLIVA |HR
Croatia Ltd.)
Lek farmacevtska druzba d.d. |SI
PLIVA Hrvatska d.o.o. (PLIVA |HR
Croatia Ltd.)
Teva Pharma, S.L.U. ES
37 [Quator Tadalafilum Tabletki powlekane 20 mg 4 tabl.] Rp [05907626710007 |Sandoz GmbH 26904 |Teva Pharma, S.L.U. ES
Lek farmacevtska druzba d.d. |SI
PLIVA Hrvatska d.o.o. (PLIVA |HR
Croatia Ltd.)
Lek farmacevtska druzba d.d. |SI
PLIVA Hrvatska d.o.o. (PLIVA |HR
Croatia Ltd.)
Teva Pharma, S.L.U. ES
38 |Ranlosin XR Tamsulosini Tabletki o 0,4 mg 30tabl.] Rp | 05909991476502 |Przedsigbiorstwo 26929 |Adamed Pharma S.A. PL
hydrochloridum przediuzonym 90 tabl.| Rp | 05909991476519 [Farmaceutyczne LEK-AM Sp. z
uwalnianiu 120 tabl.] Rp [ 05909991476526 |o.o0.
39 |Ritonavir Aurovitas Ritonavirum Tabletki powlekane 100 mg 30 tabl. w blistrze| Rpz | 05909991476007 |Aurovitas Pharma Polska Sp. z | 26906 |Generis Farmacéutica, S.A., PT
30 tabl. w pojemnikul Rpz | 05909991476014 |o.o. APL Swift Services (Malta) Ltd. [MT
Arrow Generiques FR
Arrow Generiques FR
Generis Farmacéutica, S.A., PT
APL Swift Services (Malta) Ltd. [MT
40 |Sertraline Zentiva Sertralinum Tabletki powlekane 25 mg 28tabl.| Rp | 05909991475963 |Zentiva, k.s. 26905 [S.C. Zentiva S.A. RO
30tabl.] Rp | 05909991475970 Zentiva, k.s. Ccz
98 tabl.] Rp | 05909991475956
100 tabl.| Rp | 05909991475949
41 |SILDEROS Sildenafil citrate Tabletki powlekane 50 mg 2tabl.f Rp [05909991477035 |Synoptis Pharma Sp. z 0.0. 26939 |Pharmadox Healthcare Ltd. MT
4tabl.] Rp |05909991477042
8tabl.| Rp | 05909991477028 Pharmadox Healthcare Ltd. MT
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42 (SILDEROS Sildenafil citrate Tabletki powlekane 100 mg 2tabl.] Rp |05909991477073 |Synoptis Pharma Sp. z 0.0. 26940 |Pharmadox Healthcare Ltd. MT
4tabl.] Rp |05909991477059
8tabl.] Rp | 05909991477066 Pharmadox Healthcare Ltd. MT
43 SILDEROS Active Sildenafil citrate Tabletki powlekane 25 mg 2 tabl.| OTC [ 05909991477004 |Synoptis Pharma Sp. z 0.0. 26938 |Pharmadox Healthcare Ltd. MT
4 tabl.| OTC | 05909991477011
Pharmadox Healthcare Ltd. MT
44 |Suganet Sunitinibum Kapsutki twarde 12,5mg 28 kaps. w blistrze| Rpz | 05907594032958 |Gedeon Richter Polska Sp. z 26896 |Synthon Hispania S.L. ES
28 kaps. w blistrze perforowanym| Rpz | 05907594032972 |o.0. Synthon B.V. NL
30 kaps. w blistrze| Rpz | 05907594032965 Synthon s.r.o. cz
30 kaps. w blistrze perforowanym| Rpz | 05907594032989
30 kaps. w butelce| Rpz | 05907594032996
45 [Suganet Sunitinibum Kapsutki twarde 25 mg 28 kaps. w blistrze| Rpz | 05907594033009 [Gedeon Richter Polska Sp. z 26897 [Synthon B.V. NL
28 kaps. w blistrze perforowanym| Rpz | 05907594033023 |o.0. Synthon Hispania S.L. ES
30 kaps. w blistrze| Rpz | 05907594033016 Synthon s.r.o. cz
30 kaps. w blistrze perforowanym| Rpz | 05907594033030
30 kaps. w butelce] Rpz | 05907594033047
46 [Suganet Sunitinibum Kapsutki twarde 50 mg 28 kaps. w blistrze| Rpz | 05907594033054 [Gedeon Richter Polska Sp. z 26898 [Synthon B.V. NL
28 kaps. w blistrze perforowanym| Rpz | 05907594033078 |o.0. Synthon s.r.o. cz
30 kaps. w blistrze| Rpz | 05907594033061 Synthon Hispania S.L. ES
30 kaps. w blistrze perforowanym| Rpz | 05907594033085
30 kaps. w butelce|] Rpz | 05907594033092
47 |Veriflo Salmeterolum + Aerozol inhalacyjny, (25 mcg+ 50 1 poj. 120 dawek| Rp | 05909991477578 |Zentiva, k.s. 26935 |Genetic S.p.A IT
Fluticasoni propionas zawiesina mcg)/dawke
inh.
48 |Verfilo Salmeterolum + Aerozol inhalacyjny, (25 meg + 125 1 poj. 120 dawek| Rp | 05909991477585 |Zentiva, k.s. 26936 |Genetic S.p.A IT
Fluticasoni propionas zawiesina mcg)/dawke
inh.
49 |Veriflo Salmeterolum + Aerozol inhalacyjny, (25 mcg + 250 1 poj. 120 dawek| Rp | 05909991477592 |Zentiva, k.s. 26937 |Genetic S.p.A IT
Fluticasoni propionas zawiesina mcg)/dawke
inh.
50 [Verpyllo Bilastinum Tabletki 20 mg 10tabl.| Rp | 05909991468774 [STADA Arzneimittel AG 26923 [J. Uriach y Compaiiia S.A. ES
20 tabl.] Rp | 05909991468798
30tabl.] Rp | 05909991468767
40tabl.] Rp [05909991468811
50 tabl.] Rp | 05909991468781
100 tabl.| Rp | 05909991468804
51 |Vimetso Vildagliptinum + Tabletki powlekane 50 mg + 850 mg 60 tabl.] Rp | 03838989736255 |Krka, d.d., Novo mesto d.o.o. 26917 |TAD Pharma GmbH DE
Metformini Krka, d.d., Novo mesto Sl
hydrochloridum
52 [Vimetso Vildagliptinum + Tabletki powlekane 50 mg + 1000 60 tabl.] Rp | 03838989736248 |Krka, d.d., Novo mesto d.o.o. 26918 |Krka, d.d., Novo mesto Sl
Metformini mg TAD Pharma GmbH DE

hydrochloridum
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