Annex 1

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



Marketing Authorisation

Member State Holder Invented name Strenath Pharmaceutical Route of Content
(EU/EEA) ——— - =trengih Form administration (concentration)
GlaxoSmithKline Pharma T
. GmbH, Albert Schweitzer- Curocef 1500 mg - I Injection : ':I..5g:1/15ml
Austria Powder for Injection Infusion :
Gasse 6, Trockenstechampull 1.5g - Intravenous Use
. or Infusion 1.5g/15ml + 50ml or
A-1140 Wien en 100ml
AUSTRIA
GlaxoSmithKline Pharma
Austria GmbH, Albert Schweitzer- Curocef 1500 mg — . 1.59/15ml + 50ml or
Gasse 6, Trockensubstanz zur 1.5g Powder for Infusion Intravenous Use 100 ml
A-1140 Wien Infusionsbereitung
AUSTRIA
GlaxoSmithKline Pharma
Austria GmbH, Albert Schweitzer- Curocef 250 mg - _— Intramuscular Use or 250mg/1ml
Gasse 6, Trockenstechamupll 250mg Powder for Injection
. Intravenous Use or 250mg/2-5mi
A-1140 Wien en
AUSTRIA
GlaxoSmithKline Pharma
. GmbH, Albert Schweitzer- Curocef 750 mg - 750mg/3ml
Austria I Intramuscular Use or
Gasse 6, Trockenstechampull 750mg Powder for Injection Intravenous Use or
A-1140 Wien en 750 mg/6 — 10 ml
AUSTRIA
GlaxoSmithKline s.a. / n.v.
Belgium Rue du Tilleul 13 . Powder for Solution
1332 Genval Zinacef 1.5¢9 for Infusion Intravenous Use 1.59/50ml
BELGIUM
GlaxoSmithKline s.a. / n.v.
Belgium Rue du Tilleul 13 . Powder for Solution
1332 Genval Zinacef 1.5g for Injection Intravenous Use 1.5g/15mi
BELGIUM
GlaxoSmithKline s.a. / n.v.
Belgium Rue du Tilleul 13 . Powder for Solution
1332 Genval Zinacef 750mg for Injection Intravenous Use 750mg/6ml
BELGIUM
Glaxo Group Ltd.,
Bulgaria Greenford, Middlesex UB6 Zinacef 1.59 Powder for Solution Intravenous Use 1.59/15ml

ONN
UNITED KINGDOM

for Injection




Member State

(EU/ZEEA)

Marketing Authorisation
Holder

Invented name

Strength

Pharmaceutical
Form

Route of
administration

Content

(concentration)

Bulgaria

Glaxo Group Ltd.,
Greenford, Middlesex UB6
ONN

UNITED KINGDOM

Zinacef

750mg

Powder for Solution
for Injection

Intravenous Use

750mg/6ml

Bulgaria

Glaxo Group Ltd.,
Greenford, Middlesex UB6
ONN

UNITED KINGDOM

Zinacef

750mg

Powder for Solution
for Injection

Intramuscular Use

750mg/3ml

Cyprus

Glaxo Group Limited
Berkeley Avenue
Greenford

Middlex UB6 ONN
UNITED KINGDOM

Zinacef

1.5g

Powder for Infusion

Intravenous Use

1.5g/50ml

Cyprus

Glaxo Group Limited
Berkeley Avenue
Greenford

Middlex UB6 ONN
UNITED KINGDOM

Zinacef

1.5g

Powder for Injection

Intravenous Use

1.5g/15mi

Cyprus

Glaxo Group Limited
Berkeley Avenue
Greenford

Middlex UB6 ONN
UNITED KINGDOM

Zinacef

750mg

Powder for Infusion

Intravenous Use

750mg/6ml

Cyprus

Glaxo Group Limited
Berkeley Avenue
Greenford

Middlex UB6 ONN
UNITED KINGDOM

Zinacef

750mg

Powder for Injection

Intramuscular Use

750mg/3ml

Czech Repubilic

Glaxo Group Ltd.,

Glaxo Welcome House,
Berkeley avenue,
Greenford, Middlesex UB6
ONN

ENGLAND

Zinacef 1.5G

1.5g

Powder for Injection

Intravenous Use

1.5g/50ml




Member State

(EU/ZEEA)

Marketing Authorisation
Holder

Invented name
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Pharmaceutical
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Czech Republic

Glaxo Group Ltd.,

Glaxo Welcome House,
Berkeley avenue,
Greenford, Middlesex UB6
ONN

ENGLAND

Zinacef 1.5G

1.5g

Powder for Injection

Intravenous Use

1.5g/15mi

Czech Repubilic

Glaxo Group Ltd.,

Glaxo Welcome House,
Berkeley avenue,
Greenford, Middlesex UB6
ONN

ENGLAND

Zinacef 750 mg

750mg

Powder for Injection

Intramuscular Use

750mg/3ml

Czech Republic

Glaxo Group Ltd.,

Glaxo Welcome House,
Berkeley avenue,
Greenford, Middlesex UB6
ONN

ENGLAND

Zinacef 750 mg

750mg

Powder for Injection

Intravenous Use

750mg/6ml

Denmark

GlaxoSmithKline Pharma
A/S

Nykaer 68, 2605 Broendby
DENMARK

Zinacef

1.5g

Powder for Solution
for Infusion

Intravenous Use

1.5g/50ml

Denmark

GlaxoSmithKline Pharma
A/S

Nykaer 68, 2605 Broendby
DENMARK

Zinacef

1.5g

Powder for Solution
for Injection

Intravenous Use

1.5g/15ml

Denmark

GlaxoSmithKline Pharma
A/S

Nykaer 68, 2605 Broendby
DENMARK

Zinacef

250mg

Powder for Solution
for Injection

Intramuscular Use

250mg/1ml

Denmark

GlaxoSmithKline Pharma
A/S

Nykaer 68, 2605 Broendby
DENMARK

Zinacef

250mg

Powder for Solution
for Injection

Intravenous Use

250mg/2ml

Denmark

GlaxoSmithKline Pharma
A/S

Nykaer 68, 2605 Broendby
DENMARK

Zinacef

750mg

Powder for Solution
for Infusion

Intramuscular Use

750mg/3ml




Marketing Authorisation

Member State Holder Invented name Strength Pharmaceutical Route of Content
(EU/EEA) —_ Form administration (concentration)
GlaxoSmithKline Pharma
A/S - Powder for Solution
Denmark Nykaer 68, 2605 Broendby Zinacef 750mg for Injection Intravenous Use 750mg/6ml
DENMARK
Glaxo Group Ltd,
Glaxo Wellcome House,
. Berkeley Avenue, . Powder for solution Intravenous use,
Estonia Greenford, Middlesex, UB6 Zinacef 1.59 for injection intramuscular use 1.59
ONN
UNITED KINGDOM
Glaxo Group LtdGlaxo
Wellcome House, Berkeley .
. . Powder for solution Intravenous use,
Estonia Avenue, Greenford, Zinacef 750mg for iniection intramuscular use 750mg
Middlesex, UB6 ONN J
UNITED KINGDOM
GIaxoSmlthKI_l_ne Oy_ Powder for solution/
. P.0O.Box 24 Piispansilta 9 . .
Finland Zinacef 1.5g suspension for Intravenous Use 1.5g/15mi
A, FI-02231 Espoo, injection/infusion
FINLAND J
Finland T P Zinacef 1.5g suspension for Intravenous Use 1.59/50 - 100 ml
A, F1-02231 Espoo, injection/infusion
FINLAND J
Finland A, FI-02231 Espoo, Zinacef 250mg susiﬁ)]gg:tlicg:]for Intramuscular Use 250mg/2ml
FINLAND )
Finland e P Zinacef 250mg suspension for Intravenous Use 250mg/2ml
A, FI-02231 Espoo, injection/infusion
FINLAND J
o Sioneita
Finland A, FI-02231 Espoo, Zinacef 750mg susiﬁ)]t_agcstlic())l:]for Intramuscular Use 750mg/3ml
FINLAND )
Finland T P Zinacef 750mg suspension for Intravenous Use 750mg/6ml

A, FI-02231 Espoo,
FINLAND

injection




Marketing Authorisation

Member State Holder Invented name Strenath Pharmaceutical Route of Content
(EU/EEA) —_ Form administration (concentration)

Laboratoire
GlaxoSmithkline Powder for solution

France 100, route de Versailles — Zinnat 1.5g for Infusion Intravenous Use 1.5g/50ml
78163 Marly-le-Roi Cedex
FRANCE
Laboratoire
GlaxoSmithKline . Intravenous Use

. . Powder for solution | and Intramuscular use
France 100, route de Versailles — Zinnat 250mg L 250mg
) for Injection (Only one MA for 250

78163 Marly-le-Roi Cedex mg strength)
FRANCE 9 9
Laboratoire
GlaxoSmithKline Powder and solvent

France 100, route de Versailles — Zinnat 750mg for suspension for Intramuscular Use 750mg
78163 Marly-le-Roi Cedex Injection
FRANCE
Laboratoire
GlaxoSmithKline Powder for solution Intravenous Use and

France 100, route de Versailles — Zinnat 750mg for Injection Intramuscular use 750mg
78163 Marly-le-Roi Cedex
FRANCE
GlaxoSmithKline a.e.b.e,

Greece Iingéglﬂlsasl:lr?dfis,s,&thens Zinacef 1.5g Powder for Infusion Intravenous Use 1.5g/VIAL
GREECE
GlaxoSmithKline a.e.b.e,

Greece Iingéglﬁlsaslfr? d%iG,GA'thens Zinacef 250mg Powder for Injection I:lr'::;i;/jg:uul:lrujze 250mg/VIAL
GREECE
GlaxoSmithKline a.e.b.e,

Greece ig%féglfﬂ,ﬁf: dfi?i'thens Zinacef 750mg Powder for Injection Ié::;aljgg)uul;ujge 750mg/VIAL
GREECE
GlaxoSmithKline Kft.

Hungary 1124 Bp, Csoérsz u. 43. Zinacef 1.5g Powder for Injection Intravenous Use 1.59
HUNGARY
GlaxoSmithKline Kft.

Hungary 1124 Bp, Csoérsz u. 43. Zinacef 250mg Solution for injection Intravenous Use 250mg + 1 x 2ml|

HUNGARY

solvent




Member State

(EU/ZEEA)

Marketing Authorisation
Holder

Invented name

Strength

Pharmaceutical
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administration

Content

(concentration)

Hungary

GlaxoSmithKline Kft.
1124 Bp, CsOrsz u. 43.
HUNGARY

Zinacef

250mg

Powder for Injection

Intramuscular Use

250mg

Hungary

GlaxoSmithKline Kft.
1124 Bp, CsOrsz u. 43.
HUNGARY

Zinacef

750mg

Solution for injection

Intravenous Use

750mg +1 x 6ml
solvent

Hungary

GlaxoSmithKline Kft.
1124 Bp, CsOrsz u. 43.
HUNGARY

Zinacef

750mg

Powder for Injection

Intramuscular Use

750mg

Iceland

GlaxoSmithKline ehf.
Thverholt 14

105 Reykjavik.
ICELAND

Zinacef

1.5g

Powder for Infusion

Intravenous Use

1.5g/50ml

Iceland

GlaxoSmithKline ehf.
Thverholt 14

105 Reykjavik.
ICELAND

Zinacef

1.5g

Powder for Injection

Intravenous Use

1.5g/15mi

Iceland

GlaxoSmithKline ehf.
Thverholt 14

105 Reykjavik.
ICELAND

Zinacef

750mg

Powder for Infusion

Intramuscular Use

750mg/3ml

Iceland

GlaxoSmithKline ehf.
Thverholt 14

105 Reykjavik.
ICELAND

Zinacef

750mg

Powder for Injection

Intravenous Use

750mg/6ml

Ireland

GlaxoSmithKline (Ireland)
Limited

Stonemasons Way,
Rathfarnham,

Dublin 16

IRELAND

Zinacef

1.5g

Powder for injection
or solution for
infusion

Intravenous Use

1.5g

Ireland

GlaxoSmithKline (Ireland)
Limited

Stonemasons Way,
Rathfarnham,

Dublin 16

IRELAND

Zinacef

250mg

Powder for solution
or suspension for
injection

Intravenous or
Intramuscular Use

250mg




Marketing Authorisation

Member State Holder Invented name Strength Pharmaceutical Route of Content
(EU/EEA) —_ Form administration (concentration)

GlaxoSmithKline (Ireland)
Limited

Ireland Stonemasons Way, Zinacef 750mg Powder. f(_)r sglutlon Intravenous or 750mg
Rathfarnham, for injection IntramuscularUse
Dublin 16
IRELAND
Silgxp?sgqe' ::iﬁlénezs_.p.A. ) Powder and solvent

Italy 37135 Verona Curoxim 250mg for Slljr?%ecr;iscl)zn for Intramuscular Use 250mg/ml
ITALY )
\C;ilg)fspr:! :]:1i}:]IQ|’nezS_.p.A. B Powder and solvent

Italy 37135 Verona Curoxim 500mg for SLIJr?'peec:iScl)?]n for Intramuscular Use 500mg/2ml
ITALY J
\C;ilg)fspr:! :]:1i}:]IQ|’nezS_.p.A. B Powder and solvent

Italy 37135 Verona Curoxim 750mg for Sfr?%i:iscl)cr)]n for Intramuscular Use 750mg/3ml
ITALY )
G_IaxoSmlth.Kllne S.p.A. - Powder and solvent

Italy Via A. Fleming, 2 — Curoxim 19 for suspension for Intravenous Use 1g/10ml
37135 Verona Iniection
ITALY J
G_IaxoSmlth_Kllne S.p.A. - Powder and solvent

Ital Via A. Fleming, 2 — Curoxim 1 for suspension for Intramuscular Use 1g/4ml

y 37135 Verona 9 In%ction 9

ITALY )
GlaxoSmithKline S.p.A. -

Italy Via A. Fleming, 2 — Curoxim 29 Powder for solution Intravenous Use 29

37135 Verona
ITALY

for Infusion




Marketing Authorisation

Member State Holder Invented name Strenath Pharmaceutical Route of Content
(EU/EEA) —— Form administration (concentration)
GlaxoSmithKline S.p.A. -
Italy \3“7&12&'3 %‘erg'r?g’ 2= Curoxim 1.5g Pow;joerrlfnc:cL;c())lrljtlon Intravenous Use 1.5g
ITALY
GlaxoSmithKline S.p.A. -
Italy \3/'7‘312&'3 %‘erg'r?g’ 2= Curoxim 750mg Pow;joerrli]c:{;izlztlon Intravenous Use 750mg
ITALY
Glaxo Operations UK
Limited, Greenford, Intravenous Use/
Lithuania Middlesex, Zinacef 1.5g Powder for Injection
Intramuscular Use
UB6 OHE,
UNITED KINGDOM
Glaxo Operations UK
Limited, Greenford, Powder and Solvant Intravenous Us/
Lithuania Middlesex, Zinacef 250mg for Solution for Intramuscular Use
UBG6 OHE, Injection
UNITED KINGDOM
Glaxo Operations UK
Limited, Greenford, Powder and Solvant Intravenous Use/
Lithuania Middlesex, Zinacef 750mg for Solution for Intramuscular Use
UB6 OHE, Injection
UNITED KINGDOM
GLAXOSMITHKLINE
Luxembourg ;?Q%MQSEEEIECQIA_gcsAAI\_ B- Zinacef 1.5g Pow?c)err Ifﬁfzgiglgtlon Intravenous Use 1.5g/50ml
1330 WAVRE
GLAXOSMITHKLINE
Luxembourg ;t'ﬁzMz\SEﬁa:Ecgkgcsﬁ_ B- Zinacef 1.5g Poﬁ%?rlzﬁgi?;ﬂtlon Intravenous Use 1.5g/15mi
1330 WAVRE
GLAXOSMITHKLINE
Luxembourg ;?QZMQSEKE:ECQIA_SCSAAI\_ B- Zinacef 750mg POV\;%?rILcj);CSt?;lrJ]tlon Intravenous Use 750mg/6ml
1330 WAVRE
GLAXOSMITHKLINE
Luxembourg PHARMACEUTICALS SA Zinacef 750mg Powder for Solution Intravenous Use 750mg/50ml

2-4-6, AVENUE PASCAL B-
1330 WAVRE

for Infusion




Marketing Authorisation

Member State Holder Invented name Strength Pharmaceutical Route of Content
(EU/EEA) —— Form administration (concentration)

GLAXOSMITHKLINE

Luxembourg ;?Q%MQSEEE:ECQIAECSAAI\_ B- Zinacef 750mg POV\;%?rILc;;(:St?;l;tlon Intramuscular Use 750mg/3ml
1330 WAVRE
Glaxo Operations UK
Limited
Glaxo Wellcome House Powder for

Malta Berkeley Avenue Zinacef 250mg suspension for Intravenous Use 250mg/2ml
Greenford Injection
Middlesex UB6 OHE
UNITED KINGDOM
Glaxo Operations UK
Limited
Glaxo Wellcome House Powder for

Malta Berkeley Avenue Zinacef 250mg suspension for Intramuscular Use 250mg/1ml
Greenford Injection
Middlesex UB6 OHE
UNITED KINGDOM
Glaxo Operations UK
Limited
Glaxo Wellcome House Powder for

Malta Berkeley Avenue Zinacef 750mg suspension for Intravenous Use 750mg/6ml
Greenford Injection
Middlesex UB6 OHE
UNITED KINGDOM
Glaxo Operations UK
Limited
Glaxo Wellcome House Powder for

Malta Berkeley Avenue Zinacef 750mg suspension for Intramuscular Use 750mg/3ml
Greenford Injection
Middlesex UB6 OHE
UNITED KINGDOM
Glaxo Smith Kline B.V.
Huis ter Heideweg 62 . Powde_r for

Netherlands 3705 LZ ZEIST Zinacef 1.5g suslpl)igstlic)onnfor Intravenous Use 1.5g/15mi

NETHERLANDS

10




Marketing Authorisation

Member State Holder Invented name Strength Pharmaceutical Route of Content
(EU/EEA) —— Form administration (concentration)
Glaxo Smith Kline B.V.
Huis ter Heideweg 62 . Powde_r for
Netherlands 3705 LZ ZEIST Zinacef 1.5g suspension for Intravenous Use 1.5g/100ml
NETHERLANDS Infusion
Glaxo Smith Kline B.V. ?50mg 2ml
. - Powder for (intravenous)
Netherlands Huis ter Heideweg 62 Zinacef 250mg suspension for Intravenous Use 250mg/1ml
3705 LZ ZEIST Injection Intrarmuscular Use (intramuscular)
NETHERLANDS
Glaxo Smith Kline B.V. 750mg/6m|
. - Powder for (intravenous)
Netherlands Huis ter Heideweg 62 Zinacef 750mg suspension for Intravenous Use 750mg/3ml
3705 LZ ZEIST Injection Intrarmuscular Use (intramuscular)
NETHERLANDS
GlaxoSmithKline AS
Forskningsveien 2A
Norway Postboks 180 Vinderen Zinacef 1.5g Powder for Infusion Intravenous Use 1.5g/50ml
0319 Oslo
NORWAY
GlaxoSmithKline AS
Forskningsveien 2A
Norway Postboks 180 Vinderen Zinacef 1.5g Powder for Injection Intravenous Use 1.5g/15mi
0319 Oslo
NORWAY
GlaxoSmithKline AS
Forskningsveien 2A
Norway Postboks 180 Vinderen Zinacef 250mg Powder for Injection Intermuscular Use 250mg/1ml
0319 Oslo
NORWAY
GlaxoSmithKline AS
Forskningsveien 2A
Norway Postboks 180 Vinderen Zinacef 250mg Powder for Injection Intravenous Use 250mg/2ml
0319 Oslo
NORWAY
GlaxoSmithKline AS
Forskningsveien 2A
Norway Postboks 180 Vinderen Zinacef 750mg Powder for Injection Intravenous Use 750mg/6ml

0319 Oslo
NORWAY

11




Marketing Authorisation

Member State Holder Invented name Strenath Pharmaceutical Route of Content
(EU/EEA) —— Form administration (concentration)
GlaxoSmithKline AS
Forskningsveien 2A
Norway Postboks 180 Vinderen Zinacef 750mg Powder for Injection Intermuscular Use 750mg/3ml
0319 Oslo
NORWAY
GlaxoSmithKline Export
Ltd. 980 Great West Road Powder for solution 1.5g/15mi
Poland Brentford, Middlesex, TW8 Zinacef 1.5g for injection and Intravenous Use 1.5g/50-100ml
9GS infusion 1.5g (Monovial)
UNITED KINGDOM
GlaxoSmithKline Export Powder for
Ltd. 980 Great West Road suspension for Intramuscular Use 750mg/3ml IM
Poland Brentford, Middlesex, TW8 Zinacef 750mg injection or solution Intravenous Use ’ 750mg/6ml IV
9GS for injection and 750mg IV (Monovial)
UNITED KINGDOM infusion
GlaxoWellcome
Farmacéutica Lda
Rua Dr Anténio Loureiro Powder and solvent
Portugal Borges n°3 Curoxime 750mg for solution for Intravenous Use 750mg/6ml
Arquiparque — Miraflores injection
1495-131 Algés
PORTUGAL
GlaxoWellcome
Farmacéutica Lda
Rua Dr Anténio Loureiro Powder and solvent
Portugal Borges n°3 Curoxime 750mg for solution for Intramuscular Use 750mg/3ml
Arquiparque — Miraflores injection
1495-131 Algés
PORTUGAL
Glaxo Operations UK
Limited, GlaxoSmithKline
Romania House, Berkeley Avenue, Zinacef 750mg Powder for Injection Intravenous Use 750mg/6ml

Greenford, Middlesex, UB6
ONN,
UNITED KINGDOM

12




Marketing Authorisation

Member State Holder Invented name Strength Pharmaceutical Route of Content
(EU/EEA) —— Form administration (concentration)
Glaxo Operations UK
Limited, GlaxoSmithKline
Romania g(r)ggre\f'o?g,”l(vleilggl:s\,;exn,USéG Zinacef 750mg Powder for Injection Intramuscular Use 750mg/3ml
ONN,
UNITED KINGDOM
GSK d.o.o., _Ljubljana Zlvnacef 1500mg Powder for Solution
. Cvetkova ulica 29 prasek za raztopino L 1.5g/15mi
Slovenia S o . 1.5g for injection or Intravenous Use
S1-1000 Ljubljana za injiciranje ali Infusion 1.5g9/50ml
SLOVENIA infundiranje
GSK d.o.o., Ljubljana Zinacef 750 mg Powder for solution
. Cvetkova ulica 29S1-1000 prasek za raztopino L Intramuscular Use/ 750mg/3ml
Slovenia - T - 750mg for injection or
Ljubljana za injiciranje ali infusion Intravenous Use 750mg/6ml
SLOVENIA infundiranje
GlaxoSmithKline AB
Sweden Box 516 Zinacef Powder for s_olut|on Intravenous Use
169 29 Solna for Infusion
SWEDEN
GlaxoSmithKline AB
Sweden Box 516 Zinacef Powder fo_r so_lutlon Intravenous Use
169 29 Solna for Injection
SWEDEN
GlaxoSmithKline AB Powder for Solution
Sweden Box 516 Zinacef /Suspension for Intramuscular Use
169 29 Solna Injection
SWEDEN
Glaxo Operations UK Ltd,
. . Stockley Park West, . I Intravenous Use and
United Kingdom Uxbridge, Middlesex, UB11 Zinacef 1.5g Powder for Injection intramuscular use
1BT
Glaxo Operations UK Ltd,
. . Stockley Park West, . L. Intravenous Use and
United Kingdom Uxbridge, Middlesex, UB11 Zinacef 250mg Powder for Injection intramuscular use
1BT
Glaxo Operations UK Ltd,
United Kingdom Stockley Park West, Zinacef 750mg Powder for Injection Intravenous Use and

Uxbridge, Middlesex, UB11
1BT

intramuscular use

13




