Annex |

List of the names, pharmaceutical forms, strengths of the medicinal
products, routes of administration, Marketing Authorisation Holders in the
Member States



Member Marketing authorisation (Invented) Strength Pharmaceutical form Route of Content
State holder Name administration .
(concentration)
EU/EEA
N.V. Roche S.A.
Belgium Rue Dante 75 Rocephine 249 Powd_er for solution for Intravenous use 29
1070 Bruxelles infusion
Belgium
N.V. Roche S.A.
Belgium Rue Dante 75 Rocephine 1g Powd_er and solye_nt f_or Intramuscular use 1g
1070 Bruxelles solution for IM injection
Belgium
N.V. Roche S.A.
Belgium Rue Dante 75 Rocephine 1g Powdgr and sol.ve_nt for Intravenous use 1g
1070 Bruxelles solution for 1V injection
Belgium
Roche a/s
Denmark Industriholmen 59, Rocephalin 29 Con_cent_rate for solution Intravenous use 29
DK-2650 Hvidovre, for infusion
Danmark
Roche a/s
Denmark Industriholm_en 59, Rocephalin 1g Powd_er and _sc_)lve_nt for _Intramuscular or 1g
DK-2650 Hvidovre, solution for injection intravenous use
Danmark
Roche a/s
Industriholmen 59, . Powder and solvent for Intramuscular or
Denmark DK-2650 Hvidovre, Rocephalin 500 mg solution for injection intravenous use 500 mg
Danmark
Roche Oy
. Klovinpellontie 3 Rocephalin Powder and solvent for Intramuscular use or
Finland PL 12 . . 19 - S . 19
cum lidocain solution for injection intravenous use
02181 Espoo
Finland
Roche Oy
Finland gII_O\lnznpellontle 3 Rocephalin 500 mg Powder and solvent for Intramuscular use or 500 mg

02181 Espoo
Finland

cum lidocain

solution for injection

intravenous use




Member Marketing authorisation (Invented) Strength Pharmaceutical form Route of Content
State holder Name administration .
(concentration)
EU/EEA
Rocephine
Roche 19/10 ml,
52 Boulevard du Parc powder and Powder and solvent for Intravenous use or
France 92521 NEUILLY SUR SEINE solvent for 1g/10 mi . S 1g
. solution for injection subcutaneous use
cedex solution for
France injection (1V,
SO)
Rocephine 1
Roche g/3.5 ml,
52 Boulevard du Parc powder and Powder and solvent for Intramuscular use or
France 92521 NEUILLY SUR SEINE solvent for 19/3.5ml - S 1g
. solution for injection subcutaneous use
cedex solution for
France injection (IM,
SO)
Rocephine 500
Roche mg/2ml,
52 Boulevard du Parc powder and Powder and solvent for Intramuscular use or
France 92521 NEUILLY SUR SEINE solvent for 500 mg/2 ml - S 500 mg
. solution for injection subcutaneous use
cedex solution for
France injection (IM,
SO)
Rocephine 500
Roche mg/5ml,
52 Boulevard du Parc powder and Powder and solvent for Intravenous use or
France 92521 NEUILLY SUR SEINE solvent for 500 mg/5 ml . S 500 mg
- solution for injection subcutaneous use
cedex solution for
France injection (1V,
SC)
Roche Pharma AG
Emil-Barell-Str. 1 Rocephin zur Powder for solution for
Germany 29 Intravenous use 29

79639 Grenzach-Wyhlen
Germany

Infusion 2 g

infusion




Member
State
EU/Z/EEA

Marketing authorisation
holder

(Invented)
Name

Strength

Pharmaceutical form

Route of
administration

Content

(concentration)

Germany

Roche Pharma AG
Emil-Barell-Str. 1
79639 Grenzach-Wyhlen
Germany

Rocephin i.v.
1g

lg

Powder and solvent for
solution for injection

Intravenous use

lg

Germany

Roche Pharma AG
Emil-Barell-Str. 1
79639 Grenzach-Wyhlen
Germany

Rocephin 500
mg

500 mg

Powder and solvent for
solution for injection

Intramuscular or
intravenous use

500 mg

Greece

Roche (Hellas) SA

4, Alamanas & Delfon Str.,
Maroussi 15125,

Attiki

Greece

Rocephin

29

Powder for solution for
Infusion

Intravenous use

29

Greece

Roche (Hellas) SA

4, Alamanas & Delfon Str.,
Maroussi 15125,

Attiki

Greece

Rocephin

lg

Powder and solvent for
solution for Injection

intravenous use

lg

Greece

Roche (Hellas) SA

4, Alamanas & Delfon Str.,
Maroussi 15125,

Attiki

Greece

Rocephin

lg

Powder and solvent for
solution for Injection

Intramuscular use

lg

Hungary

Roche (Hungary) Ltd.
Edison utca 1
Budabrs

H-2040

Hungary

Rocephin

lg

Powder and solvent for
solution for injection

Intravenous use

1000 mg

Hungary

Roche (Hungary) Ltd.
Edison utca 1
Budabrs

H-2040

Hungary

Rocephin

500 mg

Powder and solvent for
solution for injection

Intramuscular use

500 mg




Member Marketing authorisation (Invented) Strength Pharmaceutical form Route of Content
State holder Name administration .
(concentration)
EU/EEA
Roche (Hungary) Ltd.
Edison utca 1
Budadrs . Powder and solvent for
Hungary H-2040 Rocephin 250 mg solution for injection Intramuscular use 250 mg
Hungary
Roche a/s
Iceland Industriholmen 59, Rocephalin 5 Concentrate for solution Intravenous use 5
DK-2650 Hvidovre, P 9 for infusion 9
Danmark
Roche a/s
Iceland Industriholmen 59, Rocephalin 1 Powder and solvent for Intramuscular or 1
DK-2650 Hvidovre, P 9 solution for injection intravenous use 9
Danmark
Roche Products Limited,
6 Falcon Way, Shire Park, .
. . Powder for solution for Intramuscular or
Ireland Welwyn Garden City, Rocephin 1g N . . . 1g
injection or infusion intravenous use
AL7 1TW,
United Kingdom
Roche Products Limited,
6 Falcon Way, Shire Park,
. . Powder and solvent for
Ireland Welwyn Garden City, Rocephin 1g - L Intramuscular use 1g
solution for IM injection
AL7 1TW,
United Kingdom
Roche S.p.A.
Ital Piazza Durante 11 Rocefin 5 Powder for solution for Intravenous use 5
y 20131 Milano 9 infusion 9
Italy
Roche S.p.A.
Piazza Durante 11 . Powder and solvent for .
Italy Rocefin 1g intravenous use 1g

20131 Milano
Italy

solution for injection




Member Marketing authorisation (Invented) Strength Pharmaceutical form Route of Content
State holder Name administration .
(concentration)
EU/EEA
Roche S.p.A.
Italy Piazza Dl_.lrante 11 Rocefin 1g Powd_er and _sc_)lve_nt for Intramuscular use 1g
20131 Milano solution for injection
Italy
Roche S.p.A.
Italy zlglzgi alﬁl:::e 11 Rocefin 500 mg :m?ii; ig? iz(j)(la\(/;inotnfor Intramuscular use 500 mg
Italy
Roche S.p.A.
Italy Zl(?lzéi Eﬂﬁ;ir:)te 11 Rocefin 250 mg zglvl\fii:] afgtrj i?]?le\ginotnfor Intramuscular use 250 mg
Italy
Roche Latvija SIA Rolcephln lg
. 8b G.Astras Street, Riga, pulveris Powder for solution for Intramuscular or
Latvia injekciju 1g L . 19
LVv1082, v - injection intravenous use
Latvia skiduma . .
pagatavosanai
N.V. Roche S.A.
Luxembourg Rue Dante 75 Rocephine 29 _Powo!er for solution for Intravenous use 29
1070 Bruxelles infusion
Belgium
N.V. Roche S.A.
Luxembourg Rue Dante 75 Rocephine 1g Powdgr and sol.ve_nt for Intravenous use 1g
1070 Bruxelles solution for 1V injection
Belgium
N.V. Roche S.A.
Luxembourg Rue Dante 75 Rocephine 1g Powd_er and solye_nt f_or Intramuscular use 19
1070 Bruxelles solution for IM injection
Belgium
Roche Products Limited,
6 Falcon Way, Shire Park, Powder for solution for
Malta Welwyn Garden City, Rocephin 249 Intravenous use 29

AL7 1TW,
United Kingdom

infusion




Member Marketing authorisation (Invented) Strength Pharmaceutical form Route of Content
State holder Name administration .
(concentration)
EU/EEA
Roche Products Limited,
6 Falcon Way, Shire Park, .
. . Powder for solution for Intramuscular or
Malta Welwyn Garden City, Rocephin 1g injection intravenous use 1g
AL7 1TW,
United Kingdom
Roche Products Limited,
6 Falcon Way, Shire Park, Powder for solution for Intramuscular or
Malta Welwyn Garden City, Rocephin 250 mg L . 250 mg
injection intravenous use
AL7 1TW,
United Kingdom
Roche Nederland B.V.
Netherlands 2222'%)(}::61\?\/23%8” Rocephin 2i.v. | 2 g rnc;nvgi:]for solution for Intravenous use 29
Netherlands
Roche Nederland B.V.
Netherlands Beneluxlaan 2a, Rocephin 1 1g qudgr for solution for Intramuscular use 1g
3446 GR Woerden i.m. injection
Netherlands
Roche Nederland B.V.
Netherlands 2222'%)(}::;1\7\/282%8” Rocephin 1i.v. [ 19 :Dn(}\évgtieorrfor solution for Intravenous use 1g
Netherlands
Roche Nederland B.V.
Beneluxlaan 2a, Rocephin 0,5 Powder for solution for
Netherlands 3446 GR Woerden v P 500 mg injection Intravenous use 500 mg
Netherlands
Roche Nederland B.V.
Beneluxlaan 2a, Rocephin 0,25 Powder for solution for
Netherlands 3446 GR Woerden i m. P 250 mg injection Intramuscular use 250 mg
Netherlands
Roche Farmacéutica
Quimica, Lda., Powder for solution for
Portugal Estrada Nacional 249-1, Rocephin 29 Intravenous use 29

2720-413 Amadora,
Portugal

infusion




Member
State
EU/Z/EEA

Marketing authorisation
holder

(Invented)
Name

Strength

Pharmaceutical form

Route of
administration

Content

(concentration)

Portugal

Roche Farmacéutica
Quimica, Lda.,

Estrada Nacional 249-1,
2720-413 Amadora,
Portugal

Rocephin

1000 mg/10
ml

Powder and solvent for
solution for injection

intravenous use

lg

Portugal

Roche Farmacéutica
Quimica, Lda.,

Estrada Nacional 249-1,
2720-413 Amadora,
Portugal

Rocephin

1000 mg/3,5
ml

Powder and solvent for
solution for injection

Intramuscular use

lg

Portugal

Roche Farmacéutica
Quimica, Lda.,

Estrada Nacional 249-1,
2720-413 Amadora,
Portugal

Rocephin

500 mg/2 ml

Powder and solvent for
solution for injection

Intramuscular use

500 mg

Portugal

Roche Farmacéutica
Quimica, Lda.,

Estrada Nacional 249-1,
2720-413 Amadora,
Portugal

Rocephin

250 mg/2 ml

Powder and solvent for
solution for injection

Intramuscular use

250 mg

Romania

Roche Roméania SRL
Piata Presei Libere, Nr. 3-5,

Cladirea City Gate—Turnul de

Sud, Etajele 4A, 5 si 6,
Sector 1, Bucuresti,
Romaéania

Rocephin 2 g
pulbere pentru
solutie
perfuzabild

29

Powder for solution for
infusion

Intravenous use

29

Sweden

Roche AB

Box 47327

100 74 Stockholm
Sweden

Rocephalin

29

Powder for solution for
infusion

Intravenous use

29

Sweden

Roche AB

Box 47327

100 74 Stockholm
Sweden

Rocephalin

lg

Powder and solvent for
solution for injection

Intramuscular or
intravenous use

lg




Member Marketing authorisation (Invented) Strength Pharmaceutical form Route of Content
State holder Name administration .
(concentration)
EU/EEA
Roche AB
Sweden Box 47327 Rocephalin 1 Powder and solvent for Intramuscular use 1
100 74 Stockholm P 9 solution for injection 9
Sweden
Roche Products Limited,
United 6 Falcon Way, Shl.re Park, . Powder for solution for Intramuscular or
Kingdom Welwyn Garden City, Rocephin 29 injection/infusion intravenous use 29
AL7 1TW,
United Kingdom
Roche Products Limited,
United 6 Falcon Way, Shl.re Park, . Powder for solution for Intramuscular or
Kingdom Welwyn Garden City, Rocephin lg injection intravenous use 1g
AL7 1TW,
United Kingdom
Roche Products Limited,
United 6 Falcon Way, Shl.re Park, . Powder for solution for Intramuscular or
. Welwyn Garden City, Rocephin 250 mg N . 250 mg
Kingdom injection intravenous use

AL7 1TW,
United Kingdom






