ANNEX I

List of the names, pharmaceutical forms, strengths of the medicinal

products, route of administration, marketing authorisation holders in the
Member States



Member State

Marketing Authorisation

Route of

; ion)
EU/EEA Holder (Invented) Name Strength Pharmaceutical Form administration Content (concentration
Pfizer Corporation Austria 1_|nJect_||c|>_n wa(!l_contalns
Ges.m.b.H T 4,0 g/0,5 Lyophilisate for solution f Cquivalent to 4.09 of
Austria Floridsdorfer HauptstraBe 1, Tazol?am ’h 9/0, ”g ~ 14,09/0,5¢ -yoph |sate_ (;r =0 ution for Intravenous equiva 'e”r}t to d. 9 Ob
A-1210 Wien rockenstechampullen injection or infusion piperacillin an tazobactam
Austria sodium equivalent to 0.5g
of tazobactam.
Pfizer S.A. . . . . .-
Boulevard de la Plaine 17 Tazocin 2g/250 mg Powder for solution for 2,085 g sodium piperacillin
Belgium 1050 Brussels poudre pour solution 2g/250 mg injection Intravenous + 268,30 mg sodium
Belgium injectable tazobactam
Pfizer S.A. . . . . .
_ Boulevard de Ia Plaine 17 Tazocin 4g/500 mg qudgr for solution for 4,170 g sodium pllperacnlln
Belgium 1050 Brussels poudre pour solution 4 g/500 mg [injection Intravenous + 536,60 mg sodium
Belgium injectable tazobactam
4.170 g piperacillin sodium
Pfizer Europe MA EEIG (TAZOCIN 4 . equivalentto 4 g
. g/0,5 g powder for powder for solution for ) -
. Ramsgate Road, Sandwich, . 4g/0,5¢g S . Intravenous piperacillin and 0.5366 g
Bulgaria solution for injection/infusion .
Kent, CT13 9NJ, S . tazobactam sodium
. ; injection/infusion .
United Kingdom . L equivalent to 500
Piperacillin/Tazobactam) -
milligrams tazobactam.
2.085 g sodium piperacillin
Pfizer Hellas A.E. equivalentto 2 g
243 Messoghion Avenue ® Powder for solution for piperacillin and 0.2683 g
Cyprus 154 51 Neo Psychico TAZOCIN™ EF 2.25 G/VIAL injection Intravenous use sodium tazobactam
Greece equivalent to 0.250 g
tazobactam.
4.17 g sodium
Pfizer Hellas A.E. piperacillin equivalent to 4
243 Messoghion Avenue ® Powder for solution for g piperacillin and
Cyprus 154 51 Neo Psychico TAZOCIN™ EF 4.5 G/VIAL injection Intravenous use 0.5366 g sodium
Greece tazobactam equivalent to
0.5 g tazobactam.
Pfizer spol. s r.o.
Czech Republic Stroupeznickeho 3191/17, Tazocin 2,25 g 2,25 g Powder for solution for Intravenous use 2 g piperacillinum /

150 00 Praha Smichov,
Czech Republic

injection

0,25 g tazobactamum




Member State

Marketing Authorisation

Route of

92931 PARIS LA DEFENSE
Cedex
France

pour perfusion

infusion

; ion)
EU/EEA Holder (Invented) Name Strength Pharmaceutical Form administration Content (concentration
Pfizer spol. s r.o.
. |Stroupeznického 3191/17, . Powder for solution for 4 g piperacillinum /
Czech Republic 150 00 Praha Smichov Tazocin 4,5 g 459 injection Intravenous use 0,5 g tazobactamum
Czech Republic
Piperacillin sodium
Pfizer ApS corresponding to
Lautrupvang 8 . Powder for solution for piperacillin 2 g,
Denmark 2750 Ballerup Tazocin 29/0,25¢ injection/infusion Intravenous tazobactam sodium
Denmark corresponding to
tazobactam 0,25 g.
Piperacillin sodium
Pfizer ApS corresponding to
Lautrupvang 8 . Powder for solution for piperacillin 4 g,
Denmark 2750 Ballerup Tazocin 49/0,59 injection/infusion Intravenous tazobactam sodium
Denmark corresponding to
tazobactam 0,5 g
4,170 g
Pfizer Europe MA EEIG piperacillin sodium
. . equivalent to 4000 mg of
Estonia Ramsgate Road, Sandwich, TAZOCIN 4.5G 4000m Powder for solution for Intravenous iveracillin and 0.5366
Kent, CT13 9NJ, ! g+500mg g |injection or infusion PP b di ) 9
United Kingdom tazo_ actam sodium
equivalent to 500 mg of
tazobactam.
Pfizer Oy bowder for solution for Piperacillin. sodium 2.085
Finland Tietokuja 4, 00330 Helsinki, |Tazocin 2g/0,25¢ L . Intravenous g .
. injection/infusion Tazobactam.sodium
Finland
0,2683 g
Pfizer Oy bowder for solution for Piperacillin. sodium 4.170
Finland Tietokuja 4, 00330 Helsinki, [Tazocin 4g/0,5¢ LT . Intravenous 9 .
. injection/infusion Tazobactam .sodium
Finland
0,5366 g
Pfizer,
Coeur Défense - ) . -
Tour A - La Défense 4 TAZOCILLINE 2 9/250. Powder for solution for . Sod_lum piperacillin 2.085 g
France mg, poudre pour solution|2g/250mg Infusion sodium tazobactam

268.300 mg




Member State

Marketing Authorisation

Route of

A-1150 Vienna
Austria

injection or infusion

EU/EEA Holder (Invented) Name Strength Pharmaceutical Form administration Content (concentration?
Pfizer, Coeur Défense - Sodium piperacillin
Tour A - La Défense 4 TAZOCILLINE 4 g/500. Powder for solution for _ 4.170 g
France 92931 PARIS LA DEFENSE mg, poudre_ pour solution|{4g/500mg infusion Infusion sodium tazobactam
Cedex pour perfusion
536.600 mg
France
4 g piperacillin equivalent
to 4.17 g piperacillin
Pfizer Pharma GmbH Intravenous sodium
Germany Ii'(';;(SStr 10. Tazobac EF 4g/0.5¢g Lyqph|I|§ate for injection (Infusion, 0.5 g tazobactam
5 Berlin 4g/0,5¢g or infusion . ;
Germany Injection) equivalent to
0.5366 g tazobactam
sodium
2.085 g sodium piperacillin
Pfizer Hellas A.E. equivalentto 2 g
243 Messoghion Avenue 240,250 Powder for solution for piperacillin and 0.2683 g
Greece 154 51 Neo Psychico TAZOCIN® EF G/VIAL injection Intravenous use sodium tazobactam
Greece equivalent to 0.250 g
tazobactam.
4.17 g sodium
Pfizer Hellas A.E. piperacillin equivalent to 4
243 Messoghion Avenue ® 440,500 Powder for solution for g piperacillin and
Greece 154 51 Neo Psychico TAZOCIN™ EF G/VIAL injection Intravenous use g 5366 0 sodium
Greece tazobactam equivalent to
0.5 g tazobactam.
0.5366 g tazobactam
Wyeth Whitehall Export GmbH sodium equivalent to
Storchengasse 1 . sy Powder for solution for 0.500 g tazobactam and
Hungary Tazocin 4,5 g injekcio 4.5g Intravenous

4.170 g piperacillin
sodium equivalent to 4.00
g piperacillin




Member State

Marketing Authorisation

Route of

United Kingdom

pagatavosanai

; ion)
EU/EEA Holder (Invented) Name Strength Pharmaceutical Form administration Content (concentration
John Wyeth & Brother
Limited .
(trading as Wyeth Tazocin2g/0.259 . -
- Powder for . 2g piperacillin and 0.25g
Pharmaceuticals) ) Powder for Solution for
Ireland Solution for 2g/0.25¢g Lo - Intravenous tazobactam (both present
Huntercombe Lane South L Injection or Infusion .
: Injection or as sodium salts).
Taplow, Maidenhead, Infusion
Berks, SL6 OPH
United Kingdom
John Wyeth & Brother
Limited .
(trading as Wyeth Tazocin4g/0.59 . -
- Powder for . 4g piperacillin and 0.5¢g
Ireland Pharmaceuticals) ) Powder for Solution for
Solution for 4g/0.5¢g L : Intravenous tazobactam (both present
Huntercombe Lane South L Injection or Infusion -
- Injection or as sodium salts).
Taplow, Maidenhead, Infusion
Berks, SL6 OPH
United Kingdom
Piperacillin sodium (equiv.
\\//\geliclztlgsgg:seesépdA. Powder for solution for to piperacillin 29) 2085 mg
Italy . ! TAZOCIN 2g+0,250g |. - Intravenous use |[Tazobactam sodium
Aprilia (LT), 04011, infusion .
Ital (equiv. to tazobactam
Y 250 mg) 268,3 mg
Piperacillin sodium (equiv.
Wyeth Lederle S.p.A. to piperacillin 4 g) 4170
Via Nettunense, 90 Powder for solution for mg
Italy Aprilia (LT), 04011, TAZOCIN 4g+0.500 g infusion Intravenous use Tazobactam sodium
Italy (equiv. to tazobactam
500 mg) 536,6 mg
4.170 g piperacillin sodium
Pfizer Europe MA EEIG Tﬁﬁggil\:n4é?<?:|/%l?/g| Powder for solution for equivalent to 4g
. Ramsgate Road, Sandwich, pUVveris 1nJ ] 4,0g/0,500 |. . ¢ . ) piperacillin and 0.5366 g
Latvia infaziju skiduma injection or infusion Intravenous )
Kent, CT13 9NJ, mg tazobactam sodium

equivalent to 500
milligrams tazobactam




Member State

Marketing Authorisation

Route of

2909 LD Capelle a/d IJssel
The Netherlands

injection

; ion)
EU/EEA Holder (Invented) Name Strength Pharmaceutical Form administration Content (concentration
4.170 g piperacillin sodium
Pfizer Europe MA EEIG Powder for solution for equivalent to 4g
. . Ramsgate Road, Sandwich, S . ) piperacillin and 0.5366 g
Lithuania Kent, CT13 9NJ, TAZOCIN 4,0g/0,5¢g injection or infusion Intravenous tazobactam sodium
United Kingdom equivalent to 500
milligrams tazobactam
Pfizer S.A. Tazocin 2g/250 mg . . -
Boulevard de la Plaine 17 poudre pour solution Powder for Solution for 2,085 g sodium pilperaC|II|n
Luxembourg C 2g/250 mg S - Intravenous + 268,30 mg sodium
1050 Brussels injectable Injection or Infusion
. tazobactam
Belgium
Pfizer S.A. . . . -
Luxembourg Boulevard de la Plaine 17 Tazocin 49/500 mg Powder for Solution for 4,170 g sodium pllperacnlln
poudre pour solution 4g/500 mg L : Intravenous + 536,60 mg sodium
1050 Brussels C Injection or Infusion
. injectable tazobactam
Belgium
John Wyeth & Brother
Limited TAZOCIN 2g/0.25¢g
(trading as Wyeth contains 2 active
Pharmaceuticals) Tazocin 2g/0.25 g Powder for Solution for ingredients;
Malta Huntercombe Lane South Powder for Solution for |2g/0.25g Lo : Intravenous piperacillin 2g and
. - Injection or Infusion
Taplow Injection or Infusion tazobactam 0.25¢g
Maidenhead both present as
Berkshire SL6 OPH sodium salts.
United Kingdom
John Wyeth & Brother
Limited TAZOCIN 4g/0.5g
(trading as Wyeth contains 2 active
Pharmaceuticals) TAZOCIN 4g/0.5¢g Powder for Solution for ingredients;
Malta Huntercombe Lane South Powder for Solution for |4g/0.5g L - Intravenous piperacillin 4g and
L - Injection or Infusion
Taplow Injection or Infusion tazobactam 0.5¢g
Maidenhead both present as
Berkshire SL6 OPH sodium salts.
United Kingdom
Pfizer B.V. Sod_lum piperacillin and
Rivium westlaan 142 Powder for solution for sodium tazobactam,
Netherlands Tazocin® 2 g/ 250 mg |2g /250 mg Intravenous equivalentto 2 g

piperacillin and 250 mg
tazobactam.




Member State

Marketing Authorisation

Route of

Arquiparque - Miraflores
1495-131 ALGES
Portugal

; ion)
EU/EEA Holder (Invented) Name Strength Pharmaceutical Form administration Content (concentration
Pfizer B.V. Sod_lum piperacillin and
Netherlands Rivium westlaan 142 Tazocin® 4 g/ 500 m 4 g/500m Powder for solution for Intravenous Zoilil{llgetr?’czc’c)c?iCtam’
2909 LD Capelle a/d IJssel 9 9 9 9 injection 4 il d 9
The Netherlands piperacillin and 500 mg
tazobactam
Piperacillin sodium
Pfizer AS corresponding to
Postboks 3 . Powder for solution for piperacillin 2 g,
Norway 1324 Lysaker Tazocin 29/0,25 ¢ injection/infusion Intravenous tazobactam sodium
Norway corresponding to
tazobactam. 0,25 g
Piperacillin sodium
Pfizer AS corresponding to
Postboks 3 . Powder for solution for piperacillin 4 g,
Norway 1324 Lysaker Tazocin 49/0,59 injection/infusion Intravenous tazobactam sodium
Norway corresponding to
tazobactam 0,5 g.
Pfizer Europe MA EEIG 2 g piperacillin (in form of
Ramsgate Road, Sandwich . Powder for solution for piperacillin sodium) and
Poland Kent, CT13 ONJ, Tazocin 2g + 0,25g injection or infusion Intravenous Q,25 g tazobactam
. ; (in form of tazobactam
United Kingdom .
sodium).
Pfizer Europe MA EEIG 4 g piperacillin (in form of
. . piperacillin sodium) and
Poland Ramsgate Road, Sandwich, Tazocin 4g + 0,5 Powder for solution for Intravenous 0,5 g tazobactam
Kent, CT13 9NJ, 97529  linjection or infusion 1> 9
. . (in form of tazobactam
United Kingdom .
sodium).
ISnZUtuto Pasteur de Lisboa, 2.085 g of piperacillin
R;Ja. Dr. Anténio Loureiro sodium equivalent to 2 g of
) 2000mg + Powder for solution for piperacillin and 0.2683 g of
Portugal Borges, 2 Tazobac S Intravenous use .
250 mg injection tazobactam sodium

equivalent to 250 mg of
tazobactam




Member State

Marketing Authorisation

Route of

Kent, CT13 9NJ,
United Kingdom

ali infundiranje

injection or infusion.

EU/EEA Holder (Invented) Name Strength Pharmaceutical Form administration Content (concentration?
ISnZUtuto Pasteur de Lisboa, 4.170 g of piperacillin
R;Ja. Dr. Antdnio Loureiro . sgdium'e.quivalent to 4 g of
4000mg + Powder for solution for piperacillin and 0.5366 g of
Portugal Borges, 2 Tazobac S Intravenous use .
Arquiparque - Miraflores 500 mg injection tazo_bactam sodium
1495-131 ALGES equivalent to 500 mg of
Portugal tazobactam
) Piperacillin
. Egznfls—gil'igogial\gASEaE:((j;wich Tazocin 2,25 g, liofilizat Lyopl_'lilised po_wdgr for 2.0(_) g as piperacillin
Romania Kent. CT13 9NJ’ ! pentru sovluyle 5 2,00/0,25g |solution for injection or Intravenous sodium and tazobactam
UniteId Kingdom, injectabila/ perfuzabila infusion 0.25 g as tazobactam
sodium.
) Piperacillin
. Egznf;gil;(raoggaht/l:lASEaErf?wich Tazocin 4,5 9, liofilizat Lyopl_'lilised po_wdgr for 4.0Q g as piperacillin
Romania Kent. CT13 9NJ’ ! pentru sovlul;le 5 4,00/0,5¢g solution for injection or Intravenous sodium and tazobactam
UniteId Kingdom, injectabila/ perfuzabila infusion 0.5 g as tazobactam
sodium.
contains 2.085g piperacillin
Pfizer Europe MA EEIG sodium equivalent to 2g
. |Ramsgate Road, Sandwich, . Powder for solution for piperacillin and 0.2683 g
Slovak Republic Kent, CT13 9NJ, Tazocin 2,259 2.259 injection and infusion Intravenous tazobactam sodium
United Kingdom equivalent to 250
milligrams tazobactam
contains 4.170 g
Pfizer Europe MA EEIG pip?raf””?tsoii”m
Slovak Republic Ramsgate Road, Sandwich, Tazocin 4,59 4.5g Powder for solution for Intravenous S(i:lputal\r/:cﬁnn r:ndgo 5366 g
Kent, CT13 9NJ, ! ’ injection and infusion S
United Kingdom tazo_bactam sodium
equivalent to 500
milligrams tazobactam
4.170 g piperacillin sodium
Pfizer Europe MA EEIG ¥ equivalentto 4 g
S| . Ramsgate Road, Sandwich, TAZOC.IN 4’5. g.P.rase_k za Powder for solution for piperacillin and 0.5366 g
ovenia raztopino za injiciranje |4.0g/0.5¢g Intravenous

tazobactam
sodium equivalent to 500
mg tazobactam.




Member State

Marketing Authorisation

Route of

Berkshire SL6 OPH
United Kingdom

; ion)
EU/EEA Holder (Invented) Name Strength Pharmaceutical Form administration Content (concentration
Wyeth Farma S.A. i Piperacillin (in the form of
Ctra. Burgos, Km 23 - Desvio|Tazocel 2/0,25 g iperacillin sodium) 2
. Algete Km 1 Polvo para Powder for injectable PP : 9
Spain gete km y colucién 2/0,25g <olution Intravenous Tazobactam (in the form of
28700 San Sebastian de los  |* tazobactam sodium)
Reyes (Madrid) inyectable 0.25g
Spain
Wyeth Farma S.A. ] Piperacillin (in the form of
Ctra. Burgos, Km 23 - Desvio|Tazocel 4/0,5 g iperacillin sodium) 4
. Algete Km 1 Polvo para Powder for injectable PP ) 9
Spain gete km y colucion 4/0,5g <olution Intravenous Tazobactam (in the form of
28700 San Sebastlan delos | tazobactam sodium)
Reyes (Madrid), inyectable b s
Spain
Piperacillin sodium
Pfizer AB corresponding to
Vetenskapsvagen 10 . Powder for solution for piperacillin 2 g and
Sweden 191 90 Sollentuna, Tazocin 29/0,259 injection/infusion Intravenous tazobactam sodium
Sweden corresponding to
tazobactam 0,25 g
Piperacillin sodium
Pfizer AB corresponding to
Vetenskapsvagen 10 . Powder for solution for piperacillin 4 g and
Sweden 191 90 Sollentuna, Tazocin 49/0,59 injection/infusion Intravenous tazobactam sodium
Sweden corresponding to
tazobactam 0,5 g
John Wyeth & Brother Limited
(trading as Wyeth
Pharmaceuticals) Piperacillin 2g and
. . Huntercombe Lane South TAZOCIN 29/0'2.59 Powder for Solution for tazobactam
United Kingdom Powder for Solution for |2.25¢g A : Intravenous
Taplow . : Injection or Infusion 250mg both present as
- Injection or Infusion :
Maidenhead sodium salts.




Member State

Marketing Authorisation

Route of

Berkshire SL6 OPH
United Kingdom

; ion)
EU/EEA Holder (Invented) Name Strength Pharmaceutical Form administration Content (concentration
John Wyeth & Brother Limited
(trading as Wyeth
Pharmaceuticals) Piperacillin 4g and
. . Huntercombe Lane South TAZOCIN 49/0'59 Powder for Solution for tazobactam
United Kingdom Powder for Solution for |4.5g L : Intravenous
Taplow L : Injection or Infusion 500mg both present as
- Injection or Infusion -
Maidenhead sodium salts.
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