Biuletyn 2023-07

Wykaz Produktéw Leczniczych, ktére uzyskaly pozwolenie na dopuszczenie do obrotu w lipcu 2023r.

Lp. T Produktu P R Postac¢ farm. Dawka Opakowanie B Kod GTIN Podmiot odpowiedzialny . Wytwoérca/lmporter .
leczniczego stosowana dost. pozw. wytw.
1 |Aciclovir Noridem Aciclovirum Proszek do 250 mg 1 fiol. proszku| Rpz | 05208063004620 |Noridem Enterprises Ltd. 27926 |Demo SA GR
sporzadzania 5 fiol. proszku| Rpz |05208063004637
roztworu do infuzji 10 fiol. proszku| Rpz |05208063004644
2 |Aciclovir Noridem Aciclovirum Proszek do 500 mg 1 fiol. proszku| Rpz | 05208063004651 |Noridem Enterprises Ltd. 27927 |Demo SA GR
sporzadzania 5 fiol. proszku| Rpz |05208063004668
roztworu do infuzji 10 fiol. proszku| Rpz |05208063004675
3 |Arbicen Dimethylis fumaras Kapsutki dojelitowe, 120 mg 56 kaps.| Rpz |05995327189819 |Egis Pharmaceuticals PLC 27937 |KeVaRo GROUP Ltd BG
twarde 168 kaps.| Rpz |05995327189826 Adalvo Ltd. MT
Pharmadox Healthcare Ltd. MT
4 |Arbicen Dimethylis fumaras Kapsutki dojelitowe, 240 mg 14kaps.| Rpz | 5995327189802 |Egis Pharmaceuticals PLC 27938 |Adalvo Ltd. MT
twarde KeVaRo GROUP Ltd BG
Pharmadox Healthcare Ltd. MT
5 |Balfumon Dimethylis fumaras Kapsutki dojelitowe, 120 mg 14 kaps.| Rpz | 9008732016260 |G.L. Pharma GmbH 27947 |KeVaRo GROUP Ltd BG
twarde Adalvo Ltd. MT
Pharmadox Healthcare Ltd. MT
6 [Balfumon Dimethylis fumaras Kapsutki dojelitowe, 240 mg 56 kaps.| Rpz | 9008732016277 |G.L. Pharma GmbH 27948 |Adalvo Ltd. MT
twarde KeVaRo GROUP Ltd BG
Pharmadox Healthcare Ltd. MT
7 |CitraFleet Natrii picosulfas + Roztwér doustny (0,01g+35g 2 butelki 160 ml| Rp |05909991517229 [Casen Recordati, S.L. 27911 |Casen Recordati, S.L. ES
Magnesii oxidum leve + + 10,97 g)/160 20 butelek 160 ml| Rp [05909991517243
Acidum citricum ml 20 butelek 160 ml (10 x 2 szt.)] Rp |05909991517281
40 butelek 160 ml| Rp |05909991517236
40 butelek 160 ml (20 x 2 szt.)| Rp |05909991517274
80 butelek 160 ml| Rp [05909991517250
80 butelek 160 ml (40 x 2 szt.)| Rp |05909991517267
8 |Exicyt Cytisiniclinum Tabletki powlekane 1,5 mg 100 tabl.| OTC | 5909991729165 |Creative Pharma Solutions 27954 |Adamed Pharma S.A. PL
S.r.0.
9 [Fullhale Ciphaler Salmeterolum + Proszek do inhalacji, | (50 mcg + 250 1 inhalator 60 dawek| Rp [ 5909991518059 |ELC Group s.r.o. 27935 |Cipla Europe NV BE
Fluticasoni propionas podzielony mcg)/dawke
10 |Fullhale Ciphaler Salmeterolum + Proszek do inhalacji, | (50 mcg + 500 1 inhalator 60 dawek| Rp [ 5909991518066 |ELC Group s.r.o. 27936 |Cipla Europe NV BE
Fluticasoni propionas podzielony mcg)/dawke
11 |Glycopyrronium Dr. August |Glycopyrronium Krem 2,2 mg/doze 1poj.50g| Rp | 5909991516673 |Dr. August Wolff GmbH & Co. 27903 |Dr. August Wolff GmbH & Co. |DE
Wolff KG Arzneimittel Arzneimittel
12 |Levosimendan Reig Jofre |Levosimendanum Koncentrat do 2,5 mg/ml 1fiol. 5ml| Lz | 5909991729073 |Reig Jofre Sp. z 0.0. 27949 |Laboratorio Reig Jofre S.A. ES
sporzadzania
roztworu do infuzji
13 |Metafen Paracetamol Paracetamolum Tabletki 500 mg 10 tabl.[ OTC | 05909991728991 |Zaktady Farmaceutyczne 27930 [Qualimetrix S.A. GR
20 tabl.[ OTC | 05909991518851 |POLPHARMA S A.
60 tabl.| OTC | 05909991728984
14 |Metafen Paracetamol MAX |Paracetamolum Tabletki 1000 mg 10 tabl.| OTC | 5909991729004 |Zaktady Farmaceutyczne 27931 |Qualimetrix S.A.

POLPHARMA S A.
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15 |Normoton Metformini Tabletki powlekane 500 mg 30tabl.] Rp | 5909991518479 [HEALTH-MED spétka z 27940 |Gedeon Richter Romania S.A. |[RO
hydrochloridum ograniczong
odpowiedzialnoscig sp.j.
16 |Ohecon Carbonei monoxidum + [Gaz medyczny 0,25 % (VIV) + 1butla101] Rpz | 5909991518233 [Messer Polska Sp. z 0.0. 27928 |Messer Austria GmbH AT
Helium sprezony 10 % (VIV)
17 |Opral Omeprazolum Proszek do 40 mg/ fiolke 10 fiolka| Rp |05909991517984 |Zaktady Farmaceutyczne 27917 |Laboratorios Normon, S.A. ES
sporzadzania 50 fiolka] Rp |[05909991517991 |POLPHARMA S.A.
roztworu do infuzji
18 |Pantoprazole Kalceks Pantoprazolum Proszek do 40 mg 1fiol. 10 ml| Rp | 4750341010751 |AS Kalceks 27920 |AS Kalceks LV
sporzadzania 5fiol. 10 ml] Rp | 4750341010768
roztworu do 10fiol. 10 ml| Rp | 4750341010775
wstrzykiwan 50 fiol. 10 mlf Rp | 4750341010782
19 |Permetryna Scabinol Forte |Permethrinum Zel 50 mg/g 1tuba30g| Rp |05909991517151 [Sabiedriba ar ierobezotu 27904 [Sabiedriba ar ierobezotu LV
1tuba60g| Rp |05909991517144 |atbildibu "LMP" atbildibu "LMP"
20 |Plerixafor Biofar Plerixaforum Roztwér do 20 mg/ml 1fiol. 1,2 ml| Rpz | 5909991518332 |Biofar Sp. z 0. 0. Sp. k. 27939 [Seacross Pharma (Europe) IE
wstrzykiwan Ltd.
21 |Plerixafor Zentiva Plerixaforum Roztwér do 20 mg/ml 1 fiol. 1,2 ml| Rpz | 5909991517168 |Zentiva, k.s. 27905 |Pharmadox Healthcare Ltd. MT
wstrzykiwan
Pharmadox Healthcare Ltd. MT
22 |Polcylin Phenoxymetylopenicillinu|Granulat do 50 mg/ml 1 butelka 60 ml| Rp [05904016013182 |Tarchominskie Zaktady 27944 |EQL Pharma AB SE
m kalicum sporzadzania 1 butelka 125 ml| Rp |05904016013175 |Farmaceutyczne "Polfa" S.A.
roztworu doustnego 1 butelka 200 ml| Rp |[05904016013168
23 |Polcylin Phenoxymetylopenicillinu|Granulat do 100 mg/ml 1 butelka 60 ml| Rp [05904016013212 |Tarchominskie Zakfady 27945 |EQL Pharma AB SE
m kalicum sporzadzania 1 butelka 125 ml| Rp |05904016013205 [Farmaceutyczne "Polfa" S.A.
zawiesiny doustnej 1 butelka 200 ml| Rp |05904016013199
24 |Polcylin Phenoxymetylopenicillinu |Granulat do 250 mg/ml 1 butelka 20 ml| Rp [05904016013236 | Tarchominskie Zaktady 27946 |EQL Pharma AB SE
m kalicum sporzadzania 1 butelka 40 ml| Rp |05904016013229 |Farmaceutyczne "Polfa" S.A.
roztworu doustnego
25 |PulmoProDiff Carbonei monoxidum + [Gaz medyczny 0,25 % (VIV) + 1butla101] Rpz | 5909991518226 [Messer Polska Sp. z 0.0. 27929 |Messer Austria GmbH AT
Helium sprezony 18 % (VIV)
26 |Riluzole SUN Riluzolum Tabletki powlekane 50 mg 56 tabl.| Rp |05909991729011 [Sun Pharmaceutical Industries | 27942 |Sun Pharmaceutical Industries [NL
98 tabl.| Rp |05909991729028 |Europe B.V. Europe B.V.
27 [Scandivin Mepivacaini Roztwoér do 30 mg/ml 50 wktadéw 1,8 ml| Rp | 8410840052923 [Inibsa Dental S.L.U. 27943 |Laboratorios INIBSA, S.A. ES
hydrochloridum wstrzykiwan we
wkfiadzie
28 |Starazolin redFREE Tetryzolini Krople do oczu, 0,5 mg/ml 1 butelka 10 ml| OTC | 5909991518752 |Zaktady Farmaceutyczne 27941 |Jadran-Galenski laboratorij HR
hydrochloridum roztwor POLPHARMA S.A. d.d.
29 [Symkinet MR Methylphenidati Kapsutki o 10 mg 28 kaps.| Rpw | 05905669739863 [Symphar Sp. z 0.0. 27860 [Laboratorios Rubio S.A. ES
hydrochloridum zmodyfikowanym 30 kaps.| Rpw | 05905669739870
uwalnianiu, twarde 50 kaps.| Rpw | 05905669739887
56 kaps.| Rpw | 05905669739894
60 kaps.| Rpw | 05905669739900
100 kaps.| Rpw | 05905669739917
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30 [Symkinet MR Methylphenidati Kapsutki o 20 mg 28 kaps.| Rpw | 05905669739924 |Symphar Sp. z o0.0. 27861 |Laboratorios Rubio S.A. ES
hydrochloridum zmodyfikowanym 30 kaps.| Rpw | 05905669739931
uwalnianiu, twarde 50 kaps.| Rpw | 05905669739948
56 kaps.| Rpw | 05905669739955
60 kaps.| Rpw | 05905669739962
84 kaps.| Rpw | 05905669739979
100 kaps.| Rpw | 05905669739986
31 |Symkinet MR Methylphenidati Kapsutki o 30 mg 28 kaps.| Rpw | 05905669739993 [Symphar Sp. z 0.0. 27862 |Laboratorios Rubio S.A. ES
hydrochloridum zmodyfikowanym 30 kaps.| Rpw | 05905669739030
uwalnianiu, twarde 50 kaps.| Rpw | 05905669739085
54 kaps.| Rpw | 05905701070008
56 kaps.| Rpw | 05905701070015
60 kaps.| Rpw | 05905701070022
100 kaps.| Rpw | 05905701070039
32 [Symkinet MR Methylphenidati Kapsutki o 40 mg 28 kaps.| Rpw | 05905701070046 |Symphar Sp. z o.0. 27863 |Laboratorios Rubio S.A. ES
hydrochloridum zmodyfikowanym 30 kaps.| Rpw | 05905701070053
uwalnianiu, twarde 50 kaps.| Rpw | 05905701070060
54 kaps.| Rpw | 05905701070077
56 kaps.| Rpw | 05905701070084
60 kaps.| Rpw | 05905701070091
100 kaps.| Rpw | 05905701070107
33 |TACROLIMUS STADA Tacrolimusum Kapsutki o 0,5mg 30 kaps.| Rpz | 5909991729097 [STADA Arzneimittel AG 27950 |Centrafarm Services B.V. NL
przediuzonym STADA Arzneimittel AG DE
uwalnianiu, twarde Pharmathen S.A. GR
Pharmathen International S.A. [GR
34 [TACROLIMUS STADA Tacrolimusum Kapsutki o 1mg 30 kaps.| Rpz | 5909991729103 |STADA Arzneimittel AG 27951 |Pharmathen S.A. GR
przedtuzonym Centrafarm Services B.V. NL
uwalnianiu, twarde Pharmathen International S.A. |GR
STADA Arzneimittel AG DE
35 |TACROLIMUS STADA Tacrolimusum Kapsutki o 3mg 30 kaps.| Rpz | 5909991729127 [STADA Arzneimittel AG 27952 |Pharmathen S.A. GR
przedtuzonym Centrafarm Services B.V. NL
uwalnianiu, twarde Pharmathen International S.A. |GR
STADA Arzneimittel AG DE
36 [TACROLIMUS STADA Tacrolimusum Kapsutki o 5mg 30 kaps.| Rpz | 5909991729110 |STADA Arzneimittel AG 27953 |Pharmathen S.A. GR
przedtuzonym Centrafarm Services B.V. NL
uwalnianiu, twarde Pharmathen International S.A. |GR
STADA Arzneimittel AG DE
37 |Teriflunomide MSN Teriflunomidum Tabletki powlekane 14 mg 28 tabl.[ Rpz [05909991517175 |MSN Labs Europe Limited 27909 [MSN Labs Europe Limited MT
98 tabl.| Rpz |05909991517182 Pharmadox Healthcare Ltd. MT
14 tabl.| Rpz |05909991517199
84 tabl.| Rpz |05909991517205
10 tabl.| Rpz |05909991517212
38 [Tractiva Aripiprazolum Tabletki 5mg 14 tabl.f[ Rp |05909991518110 |Exeltis Poland Sp. z 0.0. 27921 |Laboratorios Liconsa, S.A. ES
28tabl.[ Rp |[05909991518127
39 [Tractiva Aripiprazolum Tabletki 10 mg 14 tabl.[ Rp |05909991518134 |Exeltis Poland Sp. z 0.0. 27922 |Laboratorios Liconsa, S.A. ES
28 tabl.f Rp |[05909991518141
40 |Tractiva Aripiprazolum Tabletki 15 mg 28 tabl.f[ Rp |05909991518158 |Exeltis Poland Sp. z 0.0. 27923 |Laboratorios Liconsa, S.A. ES
14 tabl.| Rp |05909991518165
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41 |Tractiva Aripiprazolum Tabletki 20 mg 14 tabl.[ Rp |05909991518172 |Exeltis Poland Sp. z 0.0. 27924 |Laboratorios Liconsa, S.A. ES
28 tabl.f Rp |[05909991518189
42 |Tractiva Aripiprazolum Tabletki 30 mg 14 tabl.[ Rp |05909991518196 |Exeltis Poland Sp. z 0.0. 27925 |Laboratorios Liconsa, S.A. ES
28 tabl.[ Rp |[05909991518202
43 |Utrogestan Progesteronum Kapsutki 300 mg 15 kaps.| Rp | 5909991518004 |Besins Healthcare Ireland 27934 |Cyndea Pharma S.L. ES
dopochwowe, Limited
miekkie
44 |Vinorelbine Accord Vinorelbinum Kapsutki migkkie 20 mg 1kaps.] Rp [05909991516611 |Accord Healthcare Polska Sp. z | 27906 |Pharmadox Healthcare Ltd. MT
2 kaps.] Rp |[05909991516628 |o.0. Accord Healthcare Polska Sp. [PL
3 kaps.] Rp [05909991516604 z0.0.
4 kaps.| Rp ]05909991516635 Laboratori Fundacié Dau ES
Pharmadox Healthcare Ltd. MT
Accord Healthcare B.V. NL
Accord Healthcare Polska Sp. [PL
Z0.0.
Laboratori Fundacié Dau ES
45 |Vinorelbine Accord Vinorelbinum Kapsutki migkkie 30 mg 1kaps.]| Rp [05909991516871 |Accord Healthcare Polska Sp. z | 27907 |Pharmadox Healthcare Ltd. MT
2 kaps.] Rp |[05909991516864 |o.0. Accord Healthcare Polska Sp. [PL
3 kaps.] Rp [05909991516840 z0.0.
4 kaps.| Rp ]05909991516857 Laboratori Fundacié Dau ES
Pharmadox Healthcare Ltd. MT
Accord Healthcare B.V. NL
Accord Healthcare Polska Sp. [PL
Z0.0.
Laboratori Fundacié Dau ES
46 |Vinorelbine Accord Vinorelbinum Kapsutki migkkie 80 mg 1kaps.]| Rp [05909991516918 |Accord Healthcare Polska Sp. z | 27908 |Pharmadox Healthcare Ltd. MT
2 kaps.] Rp |[05909991516888 |o.0. Accord Healthcare Polska Sp. [PL
3 kaps.] Rp |[05909991516901 z0.0.
4 kaps.| Rp ]05909991516895 Laboratori Fundacié Dau ES
Pharmadox Healthcare Ltd. MT
Accord Healthcare B.V. NL
Accord Healthcare Polska Sp. [PL
Z0.0.
Laboratori Fundacié Dau ES
47 |Xylopronal Xylometazolini Aerozol do nosa, 1 mg/ml 1 butelka 10 ml| OTC | 5909991518394 |Vitama S.A. 27933 |Basic Pharma Manufacturing |[NL
hydrochloridum roztwor B.V.
48 |Xyzal Allergy Levocetirizini Tabletki powlekane 5mg 10 tabl.| OTC | 5413787222230 |VEDIM Sp. z 0.0. 27912 |Aesica Pharmaceuticals S.r.l. |IT
dihydrochloridum
PHOENIX Pharma Polska Sp. [PL
zo0.0.
49 |Zidenac Dimetindeni maleas Zel 1 mg/g 1tuba 30 g| OTC | 08594739273580 |Zentiva, k.s. 27877 |GALENICA S.A. GR
1tuba 50 g| OTC | 08594739273597
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