Anexa |

Lista cu denumirile comerciale, formele farmaceutice, concentratiile, caile
de administrare a medicamentelor, detinatorii autorizatiei de punere pe
piata in statele membre



Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Austria Lincoln Medical Ltd Epinefrina Anapen Junior 150 150 Solutie injectabila Administrare
Unit 8 Wilton Business Mikrogramm in 0,3 ml - | Micrograme/0,3 intramusculara
Centre Injektionslésung ml
Wilton, Salisbury (Fertigspritze)
SP2 OAH
United Kingdom
Austria Lincoln Medical Ltd Epinefrina Anapen 300 300 Solutie injectabila Administrare
Unit 8 Wilton Business Mikrogramm in 0,3 ml - | Micrograme/0,3 intramusculara
Centre Injektionslésung ml
Wilton, Salisbury (Fertigspritze)
SP2 OAH
United Kingdom
Austria Lincoln Medical Ltd Epinefrina Anapen 500 500 Solutie injectabila Administrare
Unit 8 Wilton Business Mikrogramm/0,3 ml Micrograme/0,3 intramusculara
Centre Injektionsldsung in ml
Wilton, Salisbury einer Fertigspritze
SP2 OAH
United Kingdom
Austria Meda Pharma GmbH Epinefrina EpiPen Junior 150 150 Micrograme | Solutie injectabila Administrare
Guglgasse 15 Mikrogramm intramusculara
1110 Wien Injektionsldésung in
Austria einem Fertigpen
Austria Meda Pharma GmbH Epinefrina EpiPen 300 300 Micrograme | Solutie injectabila Administrare
Guglgasse 15 Mikrogramm intramusculara
1110 Wien Injektionslésung in
Austria einem FertigPen
Austria Alk Abello A/S Tartrat de epinefrind | Jext 150 Mikrogramm 150 Micrograme | Solutie injectabila Administrare
Boge Alle 6-8 Injektionslésung in intramusculara
2970 Horsholm einem Fertigpen
Denmark




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de

membru de punere pe piata farmaceutica administrare

UE/SEE

Austria Alk Abello A/S Tartrat de epinefrind | Jext 300 Mikrogramm 300 Micrograme | Solutie injectabila Administrare
Boge Alle 6-8 Injektionslésung in intramusculara
2970 Horsholm einem Fertigpen
Denmark

Belgium Meda Pharma sa-nv Epinefrina Epipen 300 Solutie injectabila Administrare
Chaussée de la Hulpe 166 micrograme intramusculara
1170 Brussels
Belgium

Belgia Meda Pharma sa-nv Epinefrina Epipen junior 150 Solutie injectabila Administrare
Chaussée de la Hulpe 166 micrograme intramusculara
1170 Brussels
Belgium

Belgia ALK-Abello Bitartrat de Jext 150 Solutie injectabila Administrare
Boge Alle 6-8 epinefrina micrograme intramusculara
2970 Horsholm
Denmark

Belgia ALK-Abello Bitartrat de Jext 300 Solutie injectabila Administrare
Boge Alle 6-8 epinefrina micrograme intramusculara
2970 Horsholm
Denmark

Bulgaria Lincoln Medical Ltd Adrenalind Anapen Junior 150 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme intramusculara
Centre /0,3 ml

Wilton, Salisbury
SP2 OAH
United Kingdom




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Bulgaria Lincoln Medical Ltd Adrenalina Anapen 300 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme intramusculara
Centre /0,3 ml
Wilton, Salisbury
SP2 OAH
United Kingdom
Bulgaria MEDA Pharma GmbH & Co. Adrenalind EpiPen Jr. 150 Solutie injectabila Administrare
KG micrograme intramusculara
Benzstr. 1 + Bad Homburg /0,3 ml
61352
Germany
Bulgaria MEDA Pharma GmbH & Co. Adrenalind EpiPen 300 Solutie injectabila Administrare
KG micrograme intramusculara
Benzstr. 1 + Bad Homburg /0,3 ml
61352
Germany
Croatia Medical Intertrade d.o.o. Epinefrina EpiPen 0,3 mg otopina 0,3 mg Solutie injectabila Administrare
Dr. Franje Tudmana 3 za injekciju intramusculara
Sveta Nedjelja
10431
Croatia
Croatia Medical Intertrade d.o.o. Epinefrina EpiPen Jr 0,15 mg 0,15 mg Solutie injectabila Administrare
Dr. Franje Tudmana 3 Sveta otopina za injekciju intramusculara
Nedjelja
10431
Croatia
Cyprus Lincoln Medical Ltd Epinefrina Anapen 300 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme intramusculara
Centre /0.3ml

Wilton, Salisbury
SP2 OAH
United Kingdom




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Cipru Lincoln Medical Ltd Epinefrina Anapen Junior 150 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme intramusculara
Centre /0.3ml
Wilton, Salisbury
SP2 OAH
United Kingdom
Republica MEDA Pharma s.r.o. Epinefrina Epipen 300 mikrograml | 0,3 mg pe dozd | Solutie injectabild Administrare
Ceha Kodanska 1441/46 (0,3 mg/0,3 n stilou injector intramusculara
110 00 Prague 10 ml) preumplut (Auto-
Czech Republic Injector)
Republica MEDA Pharma s.r.o. Epinefrina Epipen JR. 150 0,15 mg pe Solutie injectabila Administrare
Ceha Kodanska 1441/46 mikrogramu doza (0,15 in stilou injector intramusculara
110 00 Prague 10 mg/0,3 ml) preumplut (Auto-
Czech Republic Injector)
Republica Lincoln Medical Ltd Epinefrina Anapen injek¢ni roztok | 0,3 mg pe doza | Solutie injectabila Administrare
Ceha Unit 8 Wilton Business 300 mikrogramd/0,3 ml | (0,3 mg/0,3 intramusculara
Centre (pfedplnéna injekeni ml)
Wilton, Salisbury stiikacka)
SP2 OAH
United Kingdom
Republica Lincoln Medical Ltd Epinefrina Anapen Junior injekéni | 0,15 mg pe Solutie injectabila Administrare
Ceha Unit 8 Wilton Business roztok 150 doza (0,15 intramusculara
Centre mikrogramt/0,3 mi mg/0,3 ml)
Wilton, Salisbury (pfedplnéna injekeni
SP2 0AH stiikacka)
United Kingdom
Danemarca Lincoln Medical Limited Adrenalina Anapen 300 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme intramusculara
Centre /0,3 ml

Wilton Salisbury
SP2 OAH
United Kingdom




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de

membru de punere pe piata farmaceutica administrare

UE/SEE

Danemarca Lincoln Medical Ltd Adrenalina Anapen Junior 150 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme intramusculara
Centre /0,3 ml
Wilton, Salisbury
SP2 OAH
United Kingdom

Danemarca Meda AS Adrenalind EpiPen 0,3 mg/doza Solutie injectabila Administrare
Solvang 8 intramusculara
DK-3450 Allergd
Denmark

Danemarca Meda AS Adrenalind EpiPen Jr. 0,15 mg/doza Solutie injectabila Administrare
Solvang 8 intramusculara
DK-3450 Allergd
Denmark

Danemarca ALK-Abello A/S Adrenalina Jext 150 Solutie injectabila Administrare
Bage Alle 6-8 micrograme in stilou injector intramusculara
DK-2970 Hgrsholm preumplut (Auto-
Denmark Injector)

Danemarca ALK-Abello A/S Adrenalina Jext 300 Solutie injectabila Administrare
Bgge Alle 6-8 micrograme in stilou injector intramusculara
DK-2970 Hgrsholm Denmark preumplut (Auto-

Injector)

Estonia Lincoln Medical Ltd Epinefrina ANAPEN 150 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme in seringa intramusculara
Centre /0,3ml preumpluta

Wilton, Salisbury
SP2 OAH
United Kingdom




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Estonia Lincoln Medical Ltd Epinefrina ANAPEN 300 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme / in seringa intramusculara
Centre 0,3ml preumpluta
Wilton, Salisbury
SP2 OAH
United Kingdom
Estonia SIA Meda Pharma Epinefrina EPIPEN 150 Solutie injectabila Administrare
Vienibas gatve 109, micrograme / in stilou injector intramusculara
Riga LV-1058 0,3ml preumplut (Auto-
Latvia Injector)
Estonia SIA Meda Pharma Epinefrina EPIPEN 300 Solutie injectabila Administrare
Vienibas gatve 109, micrograme in stilou injector intramusculara
Riga LV-1058 /0,3ml preumplut (Auto-
Latvia Injector)
Finlanda Lincoln Medical Ltd Adrenalina ANAPEN 0.3 mg / 0.3 ml | Solutie injectabila Administrare
Unit 8 Wilton Business in seringa intramusculara
Centre preumpluta
Wilton, Salisbury
SP2 OAH
United Kingdom
Finlanda Lincoln Medical Ltd Adrenalind ANAPEN JUNIOR 0.15mg /0.3 Solutie injectabila Administrare
Unit 8 Wilton Business ml in seringa intramusculara
Centre preumpluta
Wilton, Salisbury
SP2 OAH
United Kingdom
Finland Meda Oy Adrenalina EPIPEN 300 Solutie injectabila Administrare

Vaisalantie 4
02130 Espoo
Finland

micrograme

in stilou injector
preumplut (Auto-
Injector)

intramusculara




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de

membru de punere pe piata farmaceutica administrare

UE/SEE

Finlanda Meda Oy Adrenalina EPIPEN JR. 150 Solutie injectabila Administrare
Vaisalantie 4 micrograme in stilou injector intramusculara
02130 Espoo preumplut (Auto-
Finland Injector)

Finlanda ALK-Abello A/S Tartrat de JEXT 150 Solutie injectabila Administrare
Bage Alle 6-8 adrenalind micrograme n stilou injector intramusculara
B.0.BOX 408 preumplut (Auto-
2970 Horsholm Injector)
Denmark

Finlanda ALK-Abello A/S Tartrat de JEXT 300 Solutie injectabila Administrare
Bogge Alle 6-8 adrenalina micrograme n stilou injector intramusculara
B.0.BOX 408 preumplut (Auto-
2970 Horsholm Injector)
Denmark

Franta BIOPROJET PHARMA Adrenalind ANAPEN 150 150 Solutie injectabila Administrare
9 Rue Rameau microgrammes/0,3 ml, | micrograme in seringa intramusculara
75002 Paris solution for injection in /0,3 ml preumpluta
France pre-filled syringe

Franta BIOPROJET PHARMA Adrenalina ANAPEN 300 300 Solutie injectabila Administrare
9 Rue Rameau microgrammes/0,3 ml, | micrograme in seringa intramusculara
75002 Paris solution for injection in /0,3 ml preumpluta
France pre-filled syringe

Franta Meda Pharma Adrenalind EPIPEN 0,15 mg/0,3 ml | Solutie injectabila Administrare

25 boulevard de I’Amiral
Bruix

75016 Paris

France

0,15 mg/0,3 ml,
solution for injection in
pre-filled pen

in stilou injector
preumplut (Auto-
Injector)

intramusculara




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de

membru de punere pe piata farmaceutica administrare

UE/SEE

Franta Meda Pharma Adrenalina EPIPEN 0,30 mg/0,3 ml | Solutie injectabila Administrare
25 boulevard de I’Amiral 0,30 mg/0,3 ml, in stilou injector intramusculara
Bruix solution for injection in preumplut (Auto-
75016 Paris pre-filled pen Injector)
France

Franta ALK-Abell6 A/S Adrenalina JEXT 150 Solutie injectabila Administrare
Boge Allé 6-8. 150 microgrammes, micrograme in stilou injector intramusculara
2970 Horsholm solution for injection in preumplut (Auto-
Denmark pre-filled pen Injector)

Franta ALK-Abell6 A/S Adrenalina JEXT 300 Solutie injectabila Administrare
Boge Allé 6-8. 300 microgrammes, micrograme in stilou injector intramusculara
2970 Horsholm solution for injection in preumplut (Auto-
Denmark pre-filled pen Injector)

Germania ALK-ABELLO A/S Epinefrina JEXT 300 Mikrogramm 0,3 mg /0,3 ml | Solutie injectabila Administrare
Boge Alle 6-8 Injektionsldésung in intramusculara
2970 Horsholm einem Fertigpen
Denmark

Germania ALK-ABELLO A/S Epinefrina JEXT 150 Mikrogramm 0,15 mg /0,15 Solutie injectabila Administrare
Boge Alle 6-8 Injektionsldésung in ml intramusculara
2970 Horsholm einem Fertigpen
Denmark

Germania Lincoln Medical Ltd. Epinefrina Anapen 300 300 Solutie injectabila Administrare

Unit 8 Wilton Buisiness
Centre

Wilton, Salisbury

SP2 OAH

United Kingdom

Mikrogramm
Injektionsldésung

micrograme /
0,3 ml

intramusculara




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Germania Lincoln Medical Ltd. Epinefrina Anapen Junior 150 150 Solutie injectabila Administrare
Unit 8 Wilton Buisiness Mikrogramm micrograme / intramusculara
Centre Injektionslésung 0,3 ml
Wilton, Salisbury
SP2 OAH
United Kingdom
Germania MEDA Pharma GmbH & Co. Epinefrina Fastjekt 2mg/ 2 ml Solutie injectabila Administrare
KG intramusculara
Benzstr. 1
61352 Bad Homburg
Germany
Germania MEDA Pharma GmbH & Co. Epinefrina FASTJEKT Junior 0,5mg/ 1 ml Solutie injectabila Administrare
KG intramusculara
Benzstr. 1
61352 Bad Homburg
Germany
Germania PharmaSwiss Ceska Epinefrina Emerade 150 0,5 mg/ 0,5 ml | Solutie injectabila Administrare
republika s.r.o. Mikrogramm intramusculara
Jankovcova 1569/2c Injektionsldsung in
170 00 Prague einem Fertigpen
Czech Republic
Germania PharmaSwiss Ceska Epinefrina Emerade 300 0,5 mg/ 0,5 ml | Solutie injectabila Administrare

republika s.r.o.
Jankovcova 1569/2c
170 00 Prague
Czech Republic

Mikrogramm
Injektionsldsung in
einem Fertigpen

intramusculara
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Statul
membru
UE/SEE

Detinatorul autorizatiei
de punere pe piata

DCI

Numele inventat

Concentratia

Forma
farmaceutica

Calea de
administrare

Germania

PharmaSwiss Ceska
republika s.r.o.
Jankovcova 1569/2c
170 00 Prague
Czech Republic

Epinefrina

Emerade 500
Mikrogramm
Injektionsldsung in
einem Fertigpen

0,5 mg/ 0,5 ml

Solutie injectabila

Administrare
intramusculara

Grecia

Lincoln Medical Ltd
Unit 8 Wilton Business
Centre

Wilton, Salisbury

SP2 OAH

United Kingdom

Epinefrina

ANAPEN

300
micrograme /
0,3ml

Solutie injectabila

Administrare
intramusculara

Grecia

Lincoln Medical Ltd
Unit 8 Wilton Business
Centre

Wilton, Salisbury

SP2 OAH

United Kingdom

Epinefrina

ANAPEN

150
micrograme
/0,3ml

Solutie injectabila

Administrare
intramusculara

Grecia

DOCTUM FARMAKEYTIKI K.
GIOKARIS & SIA A.E.,

1st Km Leof. Paianias-
Markopoulou,

19002 Paiania,

Greece

Epinefrina

FASTPEN

0,15 mg/3ml

Solutie injectabila

Administrare
intramusculara

Greece

DOCTUM FARMAKEYTIKI K.
GIOKARIS & SIA ALE.,

1st Km Leof. Paianias-
Markopoulou,

19002 Paiania,

Greece

Epinefrina

FASTPEN

0,30 mg/0,3ml

Solutie injectabila

Administrare
intramusculara
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Ungaria Lincoln Medical Ltd Adrenalina ANAPEN 300 300 Solutie injectabila Administrare
Unit 8, Wilton Business mikrogramm/0,3 ml micrograme/0,3 | in seringa intramusculara
Centre oldatos injekcio ml preumpluta
Wilton,Salisbury eléretoltott
SP2 OAH fecskenddben
United Kingdom
Ungaria Lincoln Medical Ltd Adrenalind ANAPEN JUNIOR 150 150 Solutie injectabila Administrare
Unit 8, Wilton Business mikrogramm/0,3 ml micrograme/0,3 | in seringa intramusculara
Centre oldatos injekcio ml preumpluta
Wilton ,Salisbury elGretoltott
SP2 OAH fecskendében
United Kingdom
Ungaria Meda Pharma Hungary Kft. Adrenalina EPIPEN 300 300 Solutie injectabila Administrare
Vaci ut 91. mikrogramm oldatos micrograme/0,3 | in stilou injector intramusculara
Budapest injekcio elGre toltott ml preumplut (Auto-
H-1139 tollban Injector)
Hungary
Ungaria Meda Pharma Hungary Kft. Adrenalina EPIPEN JUNIOR 150 150 Solutie injectabila Administrare
Vaci ut 91. mikrogramm oldatos micrograme/0,3 | Tn stilou injector intramusculara
Budapest injekcio el6re toltott ml preumplut (Auto-
H-1139 tollban Injector)
Hungary
Islanda Lincoln Medical Ltd Adrenalind Anapen 300 Solutie injectabila Administrare
Unit 8 Wilton Business (Epinefrind) micrograme/0,3 intramusculara
Centre ml
Wilton, Salisbury
SP2 OAH
United Kingdom
Islanda Lincoln Medical Ltd Adrenalina Anapen Junior 150 Solutie injectabila Administrare

Unit 8 Wilton Business
Centre

Wilton, Salisbury

SP2 OAH

United Kingdom

(Epinefrind)

micrograme/0,3
mi

intramusculara
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de

membru de punere pe piata farmaceutica administrare

UE/SEE

Islanda Meda AB Adrenalina EpiPen 300 Solutie injectabila Administrare
Pipers vag 2A, Box 906 (Epinefrind) micrograme intramusculara
SE-170 09, Solna
Sweden

Islanda Meda AB Adrenalina EpiPen Junior 150 Solutie injectabila Administrare
Pipers vag 2A, Box 906 (Epinefrind) micrograme intramusculara
SE-170 09, Solna
Sweden

Islanda ALK-Abell6 A/S Bitartrat de Jext 150 Solutie injectabila Administrare
Boge Alle 6-8, 2970 adrenalina (Bitartrat micrograme intramusculara
Horsholm de epinefrind)
Denmark

Islanda ALK-Abell6 A/S, Bitartrat de Jext 300 Solutie injectabila Administrare
Boge Alle 6-8, 2970 adrenalina (Bitartrat micrograme intramusculara
Horsholm de epinefrind)
Denmark

Irlanda Lincoln Medical Ltd Adrenalind Anapen 300 300 Solutie injectabila Administrare
Unit 8 Wilton Business (epinefrind) FB micrograms in 0.3ml micrograme la in seringa intramusculara
Centre, Wilton, Salisbury solution for injection in | 0.3ml solutie preumpluta
SP2 OAH a pre-filled syringe
United Kingdom

Irlanda Lincoln Medical Ltd Adrenalind Adrenaline 150 Solutie injectabila Administrare

Unit 8 Wilton Business
Centre, Wilton, Salisbury
SP2 OAH

United Kingdom

(epinefrind) FB

(epinephrine) BP

micrograme la
0.3ml solutie

in seringa
preumpluta

intramusculara
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Irlanda Meda Health Sales Ireland Adrenalina FE Epipen 300 micrograms | 300 Solutie injectabila Administrare
Limited solution for injection in micrograme la in stilou injector intramusculara
Unit 34/35, Block A pre-filled pen 0.3ml solutie preumplut (Auto-
Dunboyne Business Park Injector)
Dunboyne, Co. Meath
Ireland
Irlanda Meda Health Sales Ireland Adrenalina FE Epipen Junior 150 150 Solutie injectabila Administrare
Limited micrograms solution for | micrograme in stilou injector intramusculara
Unit 34/35, Block A injection in pre-filled preumplut (Auto-
Dunboyne Business Park pen Injector)
Dunboyne, Co. Meath
Ireland
Irlanda ALK-Abello A/S Adrenalina (sub Jext 300 micrograms 300 Solutie injectabila Administrare
Boge Alle 6-8 forma de tartrat de solution for injection in | micrograme n stilou injector intramusculara
DK-2970 Horsholm adrenalind) pre-filled pen preumplut (Auto-
Denmark Injector)
Irlanda ALK-Abello A/S Adrenalina (sub Jext 150 micrograms 150 Solutie injectabila Administrare
Boge Alle 6-8 forma de tartrat de solution for injection in micrograme n stilou injector intramusculara
DK-2970 Horsholm adrenalind) pre-filled pen preumplut (Auto-
Denmark Injector)
Italia MEDA PHARMA S.P.A. Adrenalind FASTJEKT 330 Solutie injectabila Administrare
Viale Brenta 18 micrograme in stilou injector intramusculara
20139 Milano preumplut (Auto-
Italy Injector)
Italia MEDA PHARMA S.P.A. Adrenalind FASTJEKT 165 Solutie injectabila Administrare

Viale Brenta 18
20139 Milano
Italy

micrograme

in stilou injector
preumplut (Auto-
Injector)

intramusculara
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Italia ALK-ABELLO A/S Tartrat de JEXT 300 Solutie injectabila Administrare
Boge Alle 6-8 Adrenalind micrograme n stilou injector intramusculara
DK-2970 Horsholm preumplut (Auto-
Denmark Injector)
Italia ALK-ABELLO A/S Tartrat de JEXT 150 Solutie injectabila Administrare
Boge Alle 6-8 Adrenalind micrograme n stilou injector intramusculara
DK-2970 Horsholm preumplut (Auto-
Denmark Injector)
Italia Lincoln Medical Ltd Adrenalina CHENPEN 300 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme n seringa parenterala
Centre preumpluta
Wilton, Salisbury
SP2 OAH
United Kingdom
Italia Lincoln Medical Ltd Adrenalind CHENPEN 150 Solutie injectabila Administrare
Unit 8 Wilton Business micrograme in seringa parenterala
Centre preumpluta
Wilton, Salisbury
SP2 OAH
United Kingdom
Latvia Lincoln Medical Ltd Epinefrina Anapen 150 150 Solutie injectabila Administrare

Unit 8 Wilton Business
Centre

Wilton, Salisbury

SP2 0OAH

United Kingdom

micrograms/0,3 ml
solution for injection in
pre-filled syringe

micrograme/0,3
ml

in seringa
preumpluta

intramusculara
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Estonia Lincoln Medical Ltd Epinefrina Anapen 300 300 Solutie injectabila Administrare
Unit 8 Wilton Business micrograms/0,3 ml micrograme/0,3 | in seringa intramusculara
Centre solution for injection in ml preumpluta
Wilton, Salisbury pre-filled syringe
SP2 OAH
United Kingdom
Estonia Meda Pharma SIA Epinefrina Epipen 150 micrograms | 150 Solutie injectabila Administrare
Vienibas gatve 109 solution for injection in micrograme in stilou injector intramusculara
Riga, LV-1058 pre-filled pen preumplut (Auto-
Latvia Injector)
Estonia Meda Pharma SIA Epinefrina Epipen 300 micrograms | 300 Solutie injectabila Administrare
Vienibas gatve 109 solution for injection in micrograme in stilou injector intramusculara
Riga, LV-1058 pre-filled pen preumplut (Auto-
Latvia Injector)
Lituania Lincoln Medical Ltd Epinefrina Anapen 300 Solutie injectabila Administrare
Unit 8, Wilton Business micrograme/ in seringa intramusculara
Centre 0,3 ml preumpluta
Wilton
Salisbury SP2 OAH
United Kingdom
Lituania Lincoln Medical Ltd Epinefrina Anapen 150 Solutie injectabila Administrare
Unit 8, Wilton Business micrograme/ in seringa intramusculara
Centre 0,3 ml preumpluta
Wilton
Salisbury SP2 OAH
United Kingdom
Lituania SIA Meda Pharma Epinefrina Epipen 300 Solutie injectabila Administrare

Vienibas gatve 109
Riga LV-1058
Latvia

micrograme/
0,3 ml

in stilou injector
preumplut (Auto-
Injector)

intramusculara
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de

membru de punere pe piata farmaceutica administrare

UE/SEE

Lituania SIA Meda Pharma Epinefrina Epipen 150 Solutie injectabila Administrare
Vienibas gatve 109 micrograme/ in stilou injector intramusculara
Riga LV-1058 0,3 ml preumplut (Auto-
Latvia Injector)

Luxemburg Lincoln Medical Ltd. Adrenalina Anapen 150 Solutie injectabila Administrare
Unit 8, Wilton Business micrograme in stilou injector intramusculara
Centre, Wilton preumplut (Auto-
Salisbury Injector)
SP2 OAH
United kingdom

Luxemburg Lincoln Medical Ltd. Adrenalind Anapen 300 Solutie injectabila Administrare
Unit 8, Wilton Business micrograme in stilou injector intramusculara
Centre, Wilton preumplut (Auto-
Salisbury Injector)
SP2 OAH
United kingdom

Luxemburg Meda Pharma GmbH&Co.KG | Adrenalina Fastjekt 300 Solutie injectabila Administrare
Benzstrasse 1 (clorhidrat) micrograme in stilou injector intramusculara
61352 Bad Homburg preumplut (Auto-
Germany Injector)

Luxemburg Meda Pharma GmbH&Co0.KG | Adrenalind Fastjekt junior 150 Solutie injectabila Administrare
Benzstrasse 1 (clorhidrat) micrograme in stilou injector intramusculara
61352 Bad Homburg preumplut (Auto-
Germany Injector)

Luxemburg Alk Abello A/S Tartrat de Jext 150 Solutie injectabila Administrare
Boge Alle 6-8 Adrenalina micrograme n stilou injector intramusculara
2970 Horsholm preumplut (Auto-
Denmark Injector)
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Luxemburg Alk Abello A/S Tartrat de Jext 300 Solutie injectabila Administrare
Boge Alle 6-8 Adrenalind micrograme n stilou injector intramusculara
2970 Horsholm preumplut (Auto-
Denmark Injector)
Malta Lincoln Medical Limited Adrenalind Anapen 300 300 Solutie injectabila Administrare
Unit 8 Wilton Business micrograms in 0.3ml micrograme/0.3 intramusculara
Centre solution for injection in ml
Wilton Salisbury a pre-filled syringe
SP2 OAH
United Kingdom
Malta Lincoln Medical Limited Adrenalina Anapen Junior 150 150 Solutie injectabila Administrare
Unit 8 Wilton Business micrograms in 0.3ml micrograme/0.3 intramusculara
Centre solution for injection in ml
Wilton Salisbury a pre-filled syringe
SP2 OAH
United Kingdom
Norvegia Lincoln Medical limited Unit Adrenalind Anapen 300 Solutie injectabila Administrare
8 Wilton Business Centre micrograme/0,3 | in seringa intramusculara
Wilton ml preumpluta
Salisbury SP2 OAH
Great Britain
Norvegia Lincoln Medical limited Unit Adrenalina Anapen Junior 150 Solutie injectabila Administrare
8 Wilton Business Centre micrograme/0,3 | in seringa intramusculara
Wilton ml preumpluta
Salisbury SP2 OAH
Great Britain
Norvegia Meda AS Adrenalina EpiPen 300 Solutie injectabila Administrare

Askerveien 61
Postboks 194
1371 Asker
Norway

micrograme

in seringa
preumpluta

intramusculara

18




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de

membru de punere pe piata farmaceutica administrare

UE/SEE

Norvegia Meda AS Adrenalina EpiPen Jr 150 Solutie injectabila Administrare
Askerveien 61 micrograme in seringa intramusculara
Postboks 194 preumpluta
1371 Asker
Norway

Norvegia ALK-Abell6 AS Tartrat de Jext 150 Solutie injectabila Administrare
Boge Alle 6-8 Adrenalina micrograme in seringa intramusculara
DK-2970 Hgrsholm preumpluta
Denmark

Norvegia ALK-Abell6 AS Tartrat de Jext 300 Solutie injectabila Administrare
Boge Alle 6-8 Adrenalina micrograme in seringa intramusculara
DK-2970 Hgrsholm preumpluta
Denmark

Polonia Warszawskie Zaktady Adrenalina Adrenalina WZF 300 Solutie injectabila Administrare
Farmaceutyczne POLFA S.A. micrograme in seringd/stilou intramusculara
ul. Karolkowa 22/24 /0,3 ml preumplut
01-207 Warszawa

Polonia Lincoln Medical Limited Adrenalina Anapen 300 Solutie perfuzabild | Administrare
Unit 8, Wilton Business micrograme intramusculara
Centre,
Wilton, Salisbury
SP2 OAH
United Kingdom

Polonia Lincoln Medical Limited Adrenalind Anapen Junior 150 Solutie perfuzabild | Administrare

Unit 8, Wilton Business
Centre,

Wilton, Salisbury

SP2 OAH

United Kingdom

micrograme

intramusculara
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Polonia Meda Pharma GmbH & Co. Adrenalina EpiPen Jr. 150 Solutie perfuzabild | Administrare
KG micrograme / intramusculara
Benzstrasse 1 doza
61352 Bad Homburg
Germany
Polonia Meda Pharma GmbH & Co. Adrenalina EpiPen Senior 300 Solutie perfuzabild | Administrare
KG micrograme / intramusculara
Benzstrasse 1 doza
61352 Bad Homburg
Germany
Portugalia Lincoln Medical Ltd. Adrenalind Anapen 0,15 mg/0,3 ml | 0.15 mg/0.3 ml | Solutie injectabild Administrare
Unit 8, Wilton Business intramusculara
Centre, Wilton
SP2 OAH Salisbury
United Kingdom
Portugalia Lincoln Medical Ltd. Adrenalind Anapen 0,3 mg/0,3 ml 0.3 mg/0.3 ml Solutie injectabila Administrare
Unit 8, Wilton Business intramusculara
Centre, Wilton
SP2 OAH Salisbury
United Kingdom
Portugalia Meda Pharma - Produtos Adrenalind Epipen 0.15 mg/0.3 ml | Solutie injectabila Administrare
Farmacéuticos, S.A. in seringa intramusculara
Rua do Centro Cultural, 13 preumpluta
1749-066 Lisboa
Portugal
Portugalia Meda Pharma - Produtos Adrenalind Epipen 0.3 mg/0.3 ml Solutie injectabila Administrare

Farmacéuticos, S.A.

Rua do Centro Cultural, 13
1749-066 Lisboa

Portugal

in seringa
preumpluta

intramusculara
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Romania MEDA Pharma GmbH & Co. Adrenalina EpiPen 150 micrograme | 150 Solutie injectabila Administrare
KG (epinefrind) micrograme/do | in stilou injector intramusculara
Benzstr. 1, 61352 Bad za preumplut (Auto-
Homburg v.d. Hohe Injector)
Germany
Romania MEDA Pharma GmbH & Co. Adrenalina EpiPen 300 micrograme | 300 Solutie injectabila Administrare
KG (epinefrind) micrograme/do | in stilou injector intramusculara
Benzstr. 1, 61352 Bad za preumplut (Auto-
Homburg v.d. Hohe Injector)
Germany
Republica Meda Pharma spol. sr. o. Epinefrina EpiPen 300 Solutie injectabila Administrare
Slovacia Trnavska cesta 50 micrograme in stilou injector intramusculara
821 02 Bratislava Mg/doza preumplut (Auto-
Slovak Republic Injector)
Republica Meda Pharma spol. sr. o. Epinefrina EpiPen Jr. 150 Solutie injectabila Administrare
Slovacia Trnavska cesta 50 micrograme in stilou injector intramusculara
821 02 Bratislava /doza preumplut (Auto-
Slovak Republic Injector)
Republica ALK-Abell6 A/S Epinefrina Jext 150 mikrogramov 150 Solutie injectabila Administrare
Slovacia Boge Allé 6-8 micrograme in stilou injector intramusculara
DK-2970 Horsholm /doza preumplut (Auto-
Denmark Injector)
Republica ALK-Abell6 A/S Epinefrina Jext 300 mikrogramov | 300 Solutie injectabila Administrare
Slovacia Boge Allé 6-8 micrograme in stilou injector intramusculara
DK-2970 Horsholm /doza preumplut (Auto-
Denmark Injector)
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Slovenia Lincoln Medical Ltd Adrenalina Anapen 300 300 Solutie injectabila Administrare
Unit 8 Wilton Business mikrogramov/0,3 ml micrograme in seringa intramusculara
Centre raztopina za injiciranje /0,3 ml preumpluta
Wilton, Salisbury v napolnjeni injekcijski
SP2 OAH brizgi
United kingdom
Slovenia Lincoln Medical Ltd Adrenalind Anapen za otroke 150 150 Solutie injectabila Administrare
Unit 8 Wilton Business mikrogramov/0,3 ml micrograme in seringa intramusculara
Centre raztopina za injiciranje /0,3 ml preumpluta
Wilton, Salisbury Vv napolnjeni injekcijski
SP2 OAH brizgi
United kingdom
Slovenia Meda Pharma GmbH & Co. Adrenalina Epipen 300 300 Solutie injectabila Administrare
KG, Benzstrasse 1 mikrogramov/0,3 ml micrograme in stilou injector intramusculara
61352 Bad Homburg raztopina za injiciranje /0,3 ml preumplut (Auto-
Germany Vv napolnjenem Injector)
injekcijskem peresniku
Slovenia Meda Pharma GmbH & Co. Adrenalina Epipen za otroke 150 150 Solutie injectabila Administrare
KG, Benzstrasse 1 mikrogramov/0,3 ml micrograme in stilou injector intramusculara
61352 Bad Homburg raztopina za injiciranje /0,3 ml preumplut (Auto-
Germany Vv napolnjenem Injector)
injekcijskem peresniku
Spania MEDA PHARMA, SAU Adrenalind Altellus 150 0.15 mg/0.3 ml | Solutie injectabila Administrare

Avda. de Castilla, 2
Edificio Berlin 22 planta
Parque Empresarial San
Fernando

28830 San Fernando de
Henares (Madrid)

Spain

microgramos nifios,
solucién inyectable en
pluma precargada

in stilou injector
preumplut (Auto-
Injector)

intramusculara
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Spania MEDA PHARMA, SAU Adrenalina Altellus 300 0.30 mg/0.3 ml | Solutie injectabila Administrare
Avda. de Castilla, 2 microgramos adultos in stilou injector intramusculara
Edificio Berlin 22 planta solucion inyectable en preumplut (Auto-
Parque Empresarial San pluma precargada Injector)
Fernando
28830 San Fernando de
Henares (Madrid)
Spain
Spania Lincoln Medical Ltd Adrenalina Anapen 0,15 mg/0,3 ml | 0.15 mg/0.3 ml | Solutie injectabila Administrare
Unit 8 Wilton Business solucidn inyectable en in seringa intramusculara
Centre jeringa precargada preumpluta
Wilton, Salisbury
SP2 OAH
United Kingdom
Spania Lincoln Medical Ltd Adrenalind Anapen 0,30 mg/0,3 ml | 0.30 mg/0.3 ml | Solutie injectabila Administrare
Unit 8 Wilton Business solucion inyectable en in seringa intramusculara
Centre jeringa precargada preumpluta
Wilton, Salisbury
SP2 OAH
United Kingdom
Spania ALK ABELLO, S/A Tartrat de Jext 150 microgramos 0.15 mg/0.3 ml | Solutie injectabila Administrare
Bloque Alle, 6-8 Adrenalind solucidn inyectable en in stilou pre- intramusculara
DK-2970 Horsholm pluma precargada umplut
Denmark
Spania ALK ABELLO, S/A Tartrat de Jext 300 microgramos 0.30 mg/0.3 ml | Solutie injectabila Administrare
Bloque Alle, 6-8 Adrenalind solucién inyectable en n stilou injector intramusculara

DK-2970 Horsholm
Denmark

pluma precargada

preumplut (Auto-
Injector)

23




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de

membru de punere pe piata farmaceutica administrare

UE/SEE

Suedia Meda AB Adrenalina EpiPen 300 Solutie injectabila Administrare
Box 906 micrograme in stilou injector parenterala
170 09 Solna preumplut (Auto-
Sweden Injector)

Suedia Meda AB Adrenalina EpiPen jr 150 Solutie injectabila Administrare
Box 906 micrograme in stilou injector parenterala
170 09 Solna preumplut (Auto-
Sweden Injector)

Suedia Lincoln Medical Ltd Adrenalind Anapen 0,3 mg/doza Solutie injectabila Administrare
Unit 8 Wilton Business in seringa parenterala
Centre Wilton Salisbury preumpluta
SP20AH
United Kingdom

Suedia Lincoln Medical Ltd Adrenalind Anapen Junior 0,15 mg/doza Solutie injectabila Administrare
Unit 8 Wilton Business in seringa parenterala
Centre Wilton Salisbury preumpluta
SP20AH
United Kingdom

Suedia ALK-Abell6 A/S Tartrat de Jext 300 Solutie injectabila Administrare
Boge Allé 6-8 DK-2970 Adrenalina micrograme n stilou injector parenterala
Horsholm preumplut (Auto-
Denmark Injector)

Suedia ALK-Abell6 A/S Tartrat de Jext 150 Solutie injectabila Administrare
Boge Allé 6-8 Adrenalina micrograme n stilou injector parenterala

DK-2970 Horsholm
Denmark

preumplut (Auto-
Injector)
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de

membru de punere pe piata farmaceutica administrare

UE/SEE

Suedia PharmaSwiss Ceska Tartrat de Emerade 500 Solutie injectabila Administrare
republika s.r.o. Adrenalind micrograme n stilou injector parenterala
Jankovcova 1569/2c preumplut (Auto-
170 00 Prague Injector)
Czech Republic

Suedia PharmaSwiss Ceska Tartrat de Emerade 300 Solutie injectabila Administrare
republika s.r.o. Adrenalind micrograme n stilou injector parenterala
Jankovcova 1569/2c preumplut (Auto-
170 00 Prague Injector)
Czech Republic

Suedia PharmaSwiss Ceska Tartrat de Emerade 150 Solutie injectabila Administrare
republika s.r.o. Adrenalina micrograme n stilou injector parenterala
Jankovcova 1569/2c preumplut (Auto-
170 00 Prague Injector)
Czech Republic

Suedia Meda AB Adrenalina Nepipe 300 Solutie injectabila Administrare
Box 906 micrograme in stilou injector parenterala
170 09 Solna preumplut (Auto-
Sweden Injector)

Suedia Meda AB Adrenalina Nepipe Junior 150 Solutie injectabila Administrare
Box 906 micrograme in stilou injector parenterala
170 09 Solna preumplut (Auto-
Sweden Injector)

Olanda Lincoln Medical Ltd. Adrenalina Anapen, oplossing voor | 0,3 Solutie injectabila Administrare

Unit 8 Wilton Business
Centre

Wilton, Salisbury

SP2 OAH

United Kingdom

injectie

micrograme/
doza

intramusculara

25




Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Olanda Lincoln Medical Ltd. Adrenalina Anapen junior, 0,15 Solutie injectabila Administrare
Unit 8 Wilton Business oplossing voor injectie micrograme/ intramusculara
Centre doza
Wilton, Salisbury
SP2 OAH
United Kingdom
Olanda Meda Pharma B.V. Adrenalind EpiPen Junior 150 0,15 Solutie injectabila Administrare
Krijgsman 20 microgram/dosis micrograme/ in seringa intramusculara
1186 DM Amstelveen doza preumpluta
The Netherlands
Olanda Meda Pharma B.V. Adrenalind EpiPen 300 0,3 Solutie injectabila Administrare
Krijgsman 20 microgram/dosis micrograme/ in seringa intramusculara
1186 DM Amstelveen doza preumpluta
The Netherlands
Olanda ALK-Abell6 A/S Adrenalind Jext 150 microgram, 0,15 Solutie injectabila Administrare
Boge Allé 6-8 oplossing voor injectie micrograme/ intramusculara
DK-2970 Horshlom doza
Denmark
Olanda ALK-Abell6 A/S Adrenalina Jext 300 microgram, 0,3 Solutie injectabila Administrare
Boge Allé 6-8 oplossing voor injectie micrograme/ intramusculara
DK-2970 Horshlom doza
Denmark
Marea Alk Abello A-S Tartrat de Jext 150 micrograms 150 Solutie injectabila Administrare
Britanie Boge Alle 6-8 Adrenalind solution for injection in | micrograme intramusculara
Hersholm 2970 pre-filled pen
Denmark
Marea Alk Abello A-S Tartrat de Jext 300 micrograms 300 Solutie injectabila Administrare
Britanie Boge Alle 6-8. Adrenalina solution for injection in micrograme intramusculara
Hersholm 2970 pre-filled pen
Denmark
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Statul Detinatorul autorizatiei DCI Numele inventat Concentratia Forma Calea de
membru de punere pe piata farmaceutica administrare
UE/SEE
Marea Aurum Pharmaceuticals Tartrat de Adrenaline 1 la 1000 Solutie injectabila Administrare
Britanie Limited, Bampton Road Adrenalind (epinephrine) 1 in 1000 intramusculara/subc
Harold Hill solution for injection BP utanata
Romford Essex auto-injector
RM3 8UG
United Kingdom
Marea Meda Pharmaceuticals Adrenalind Epipen auto-injector 0.3mg Solutie injectabila Administrare
Britanie Limited, Skyway House 0.3mg intramusculara
Parsonage Road, Takeley
Bishops Stortford
CM22 6PU
United Kingdom
Marea Meda Pharmaceuticals Adrenalina Epipen auto-injector 0.15mg Solutie injectabila Administrare
Britanie Limited 0.15mg intramusculara
Skyway House, Parsonage
Road, Takeley
Bishops Stortford
CM22 6PU
United Kingdom
Marea PharmaSwiss Ceska Tartrat de Emerade 150 150 Solutie injectabila Administrare
Britanie republika s.r.o. Adrenalina micrograms solution for | micrograme intramusculara
Jankovcova 1569/2c injection in pre-filled
170 00 Prague pen
Czech Republic
Marea PharmaSwiss Ceska Tartrat de Emerade 300 300 Solutie injectabila Administrare
Britanie republika s.r.o. Adrenalina micrograms solution for | micrograme intramusculara

Jankovcova 1569/2c
170 00 Prague
Czech Republic

injection in pre-filled
pen
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Marea PharmaSwiss Ceska Tartrat de Emerade 500 500 Solutie injectabila Administrare
Britanie republika s.r.o. Adrenalind micrograms solution for | micrograme intramusculara

Jankovcova 1569/2c
170 00 Prague
Czech Republic

injection in pre-filled
pen
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