Anexo |

Lista das denominacbes, forma farmacéutica, dosagens, via de
administracdo do medicamento, titulares das autorizacdes de introducao
Nno mercado nos estados-membros
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Austria Baxter Healthcare GmbH Dianeal PD4 Glucose Anidro glicose 13.6 g/L, Cloreto de Soluca ra diali Via intr ritoneal
Stella-Klein-Léw-Weg 15, 1,36% w/v/13,6 sédio 5.38 g/L, L (+) Lactato de o ‘.’t‘?ao pla a dialise jVia intraperitonea
A-1020 Wien mg/ml- sodio 4.48 g/L, Cloreto de calcio peritonea
Austria Peritonealdialyselésung |dihidratado 0,184 g/L, Cloreto de
magnésio hexahidrato 0,051 g/L
Austria Baxter Healthcare GmbH Dianeal PD4 Glucose Anidro glicose 22.7 g/L, Cloreto de Soluca ra diali Via intr ritoneal
Stella-Klein-Léw-Weg 15, 2,27% w/v/22,7 sédio 5.38 g/L, L (+) Lactato de o ‘.’t‘?ao pla a dialise jVia intraperitonea
A-1020 Wien mg/ml- sodio 4.48 g/L, Cloreto de célcio peritonea
Austria Peritonealdialyselésung |dihidratado 0,184 g/L, Cloreto de
magnésio hexahidrato 0,051 g/L
Austria Baxter Healthcare GmbH Dianeal PD4 Glucose Anidro glicose 38.6 g/L, Cloreto de Soluca ra diali Via intr ritoneal
Stella-Klein-Léw-Weg 15, 3,86% w/v/38,6 sédio 5.38 g/L, L (+) Lactato de o ‘.’t‘?ao pla a dialise jVia intraperitonea
A-1020 Wien mg/ml- sodio 4.48 g/L, Cloreto de célcio peritonea
Austria Peritonealdialyselésung |dihidratado 0,184 g/L, Cloreto de
magnésio hexahidrato 0,051 g/L
Austria Baxter He_althf:are GmbH EXTRANEAI‘._ . 75 9/l Solucao para dialise |Via intraperitoneal
Stella-Klein-Low-Weg 15, Peritonealdialysel6sung -
A-1020 Wien peritoneal
Austria
Bélaica Baxter S.A. Dianeal PD4 Glucose 13.6 g/l glicose anidro - - L .
N Boulevard R. Branquart 80 1,36% (13,6 mg/ml), Solygao para dialise |Via intraperitoneal
7680 Lessines solution pour dialyse peritoneal
Belgium péritonéale
Bélgica Baxter S.A. Dianeal PD4 Glucose 22.7 g/l glicose anidro ~ s L. .
N Boulevard R. Branquart 80 2.27% (22,7 mg/ml). Solygao para dialise |Via intraperitoneal
7680 Lessines solution pour dialyse peritoneal
Belgium péritonéale
Bélqica Baxter S.A. Dianeal PD4 Glucose 38.6 g/l glicose anidro N - L. .
J Boulevard R. Branquart 80 3,86% (38,6 mg/ml), SO“_“'QaO para dialise |Via intraperitoneal
7680 Lessines solution pour dialyse peritoneal
Belgium péritonéale
Bélgica Baxter S.A. Extraneal 7,5 % 75.00 g/l Icodextrina - - L. .
Boulevard R. Branquart 80 solution pour dialyse So:lthga;\o plara dialise |Via intraperitoneal
7680 Lessines péritonéale peritonea
Belgium
Bulgaria BAXTER d.o.0.,Zelezna cesta |Dianeal PD4 Glucose 1.36% w/v/ 13.6 mg/mi Solucs dili Via int it |
18, 1000 Ljubljana, Slovenia |1.36% w/v/ 13.6mg/ml olucao para diafise | Via intraperitonea
peritoneal
Bulgéria BAXTER d.o.0.,Zelezna cesta |Dianeal PD4 Glucose 2.27% w/v/ 22.7 mg/mi

18, 1000 Ljubljana, Slovenia

Solucgéo para dialise
peritoneal

Via intraperitoneal




Member Marketing Authorization Invented Name Strength Pharmaceutical Route of
State holder form administration
Ari BAXTER d.o.0.,Zelezna cesta |Dianeal PD4 Glucose 3.86% w/v/ 38.6mg/ml - - - .
Bulgaria 18, 1000 Ljubljana, Slovenia ? 9 Solucgao para didlise |Via intraperitoneal
’ ’ peritoneal
Ari BAXTER d.o.0.,Zelezna cesta |Extraneal 7.50% ~ - - .
Bulgaria 18, 1000 Ljubljana ZSIovenia % ? Solucgao para dialise |Via intraperitoneal
’ ’ peritoneal
Republica Baxter Healthcare S.A. Dianeal PD4 Glucose 1,36% w/v/13,6 mg/ml - - - .
Checa Moneen Road Castlebar, 1,36% w/v/13,6 mg/ml So:lthga;\o plara dialise |Via intraperitoneal
County Mayo Ireland peritonea
Republica Baxter Healthcare S.A. Dianeal PD4 Glucose 2,27% w/v/22,7 mg/ml - - - .
Checa Moneen Road Castlebar, 2,27% w/v/22,7 mg/ml Soll'thao plara dialise |Via intraperitoneal
County Mayo Ireland peritonea
Republica Baxter Healthcare S.A. Dianeal PD4 Glucose 3,86% w/v/38,6 mg/ml N - L. .
Checa Moneen Road Castlebar, 3,86% w/v/38,6 mg/mi SOll_JtQaO plara dialise |Via intraperitoneal
County Mayo Ireland peritonea
Republica Baxter Healthcare S.A. EXTRANEAL 7,5 % 75 g/1000 ml ~ - - .
Checa Moneen Road Castlebar, Solggao para dialise |Via intraperitoneal
County Mayo Ireland peritoneal
i Baxter A/S Di | PD4 d 13,6 /ml . .
Dinamarca G?/)(;eevrang 43 G:izce)g me -0 mg/m Solucgéo para dialise |Via intraperitoneal
3450 Allerad peritoneal
Denmark
i Baxter A/S Di | PD4 d 22,7 /ml . .
Dinamarca G?/)éeei/rang 43 6:3252 me -/ mg/m Solucgéo para didlise |Via intraperitoneal
3450 Allergd peritoneal
Denmark
i Baxter A/S Dianeal PD4 med 38,6 mg/ml ~ - - .
Dinamarca Gy)élevang 43 G:ucos 9 Solucgao para dialise |Via intraperitoneal
3450 Allergd peritoneal
Denmark
i Baxter A/S Ext | 75 /ml - . .
Dinamarca G?/)(;eevrang 43 xtranea ma/m Solucgéo para dialise |Via intraperitoneal
3450 Allergd peritoneal
Denmark
Estonia Baxter Oy EXTRANEAL 7.50% ~ - - .
P O. Box 270 Sol_ugao para didlise |Via intraperitoneal
Valimotie 15A peritoneal
00381 Helsinski
Finland




Member Marketing Authorization Invented Name Strength Pharmaceutical Route of
State holder form administration
inlandi Baxter Healthcare S.A. Dianeal PD4 Glucose 13,6 mg/ml ~ - . .
Finlandia Moneen Road Castlebar. CO 9 Solucgao para didlise |Via intraperitoneal
Mayo Ireland peritoneal
inlandi Baxter Healthcare S.A. Dianeal PD4 Glucose 22,7 mg/ml ~ - - .
Finlandia Mo);een Road Castlebar. CO I Y 9 Solucgao para dialise |Via intraperitoneal
Mayo Ireland peritoneal
inlandi Baxter Health S.A. Di | PD4 GI 38,6 /ml - .
Finlandia M%);\eeén F?gadcgarlgtlebar co lanea Heose o mg/m Solucgéo para dialise |Via intraperitoneal
Mayo Ireland peritoneal
inlandi Baxter O Ext | 7,5% - S .
Finlandia Pa(;( eBroxy27O xtranea 70 Solucéo para didlise |Via intraperitoneal
Valimotie 15A peritoneal
00381 Helsinski
Finland
Franca Baxter S.A.S DIANEAL PD4 GLUCOSE [1.36% - . L .
Avenue louis Pasteur 78310 1,36 %, solution pour Soll'thao plara dialise \Via intraperitoneal
ZA de Coigneres dialyse péritonéale en peritonea
78310 Maurepas poche
France
Franca Baxter S.A.S DIANEAL PD4 GLUCOSE [2.27% - - . .
Avenue louis Pasteur 78310 |2.27 %, solution pour SO“,JtQaO plara dialise Via intraperitoneal
ZA de Coigneres dialyse péritonéale en peritonea
78310 Maurepas poche
France
Franca Baxter S.A.S DIANEAL PD4 GLUCOSE [3.86% ~ - . .
Avenue louis Pasteur 78310 |3.86 %, solution pour SO“,thao plara didlise Via intraperitoneal
ZA de Coigneres dialyse péritonéale en peritonea
78310 Maurepas poche
France
Franca Baxter S.A.S EXTRANEAL, solution 7.50% N . L. i
Avenue louis Pasteur 78310 |pour dialyse péritonéale SO“_JtQaO plara dialise Via intraperitoneal
ZA de Coigneres peritonea
78310 Maurepas
France
Baxter Deutschland GmbH Dianeal PD4 Glucose 13.6 g/l ~ - L .
Alemanha Edisonstr. 4 1.36% w/v 5.4 g/l Solucgéo para dialise |Via intraperitoneal
D-85716 UnterschleiRheim 4.5 g/l peritoneal
Germany 0.184 g/l
0.051 g/I




Member Marketing Authorization Invented Name Strength Pharmaceutical Route of
State holder form administration
Baxter Deutschland GmbH Dianeal PD4 Glucose 22.7 g/l - - - .
Alemanha Edisonstr. 4 2 27% W/V 5.4 g/l Solucgao para didlise |Via intraperitoneal
D-85716 UnterschleiBheim 4.5 g/l peritoneal
Germany 0.184 g/l
0.051 g/I
Baxter Deutschland GmbH Dianeal PD4 Glucose 38.6 g/l - - - .
Alemanha Edisonstr. 4 3.86% W/V 5.4 g/l Solucgao para didlise |Via intraperitoneal
D-85716 UnterschleiBheim 4.5 g/l peritoneal
Germany 0.184 g/l
0.051 g/I
Baxter Deutschland GmbH Dianeal PDG4 1.36% 13.6 g/l - - - .
Alemanha Edisonstr. 4 5.38 g/l Solucgao para didlise |Via intraperitoneal
D-85716 UnterschleiBheim 4.48 g/l peritoneal
Germany 0.184 g/l
0.051 g/I
Baxter Deutschland GmbH Dianeal PDG4 2.27% 22.7 g/l ~ - - .
Alemanha Edisonstr. 4 5.38 g/l Solucgéo para didlise |Via intraperitoneal
D-85716 UnterschleiBheim 4.48 g/l peritoneal
Germany 0.184 g/l
0.051 g/I
Baxter Deutschland GmbH Dianeal PDG4 3.86% 38.6 g/l ~ - - .
Alemanha Edisonstr. 4 5.38 g/l Solucgéo para didlise |Via intraperitoneal
D-85716 UnterschleiBheim 4.48 g/l peritoneal
Germany 0.184 g/l
0.051 g/I
Baxter Deutschland GmbH Extraneal 75 g/l ~ - - .
Alemanha Edisonstr. 4 5.4 g/l Solucgéo para didlise |Via intraperitoneal
D-85716 UnterschleiRheim 4.5 g/l peritoneal
Germany 0.257 g/l
0.051 g/I
- Diophar SA DIANEAL PD4 1.36% - - . .
Grécia Kifissias 368 Solucéo para didlise |Via intraperitoneal
Halandri 15233 peritoneal
Greece
.. Diophar SA Extraneal (7,5+0,54+0,45+0,0257+0,0051)% - - - .
Grécia Kifissias 368 w/v Solucéo para didlise |Via intraperitoneal
Halandri 15233 peritoneal
Greece




Member Marketing Authorization Invented Name Strength Pharmaceutical Route of
State holder form administration
i Baxter Hungary Kft. DIANEAL PD 4 Glucose |[1,36% ~ . . .
Hungria Népfurds ugzzy 1,36% peritonedlis 0 Solucgao para didlise |Via intraperitoneal
1138, Budapest dializalé oldat peritoneal
Hungary
i Baxter Hungary Kft. DIANEAL PD 4 Glucose |(2,27% ~ - - .
Hungria Né?)fl‘.]rdt‘)uugzzy > 2704 peritoneal?s ? Solucgao para dialise |Via intraperitoneal
1138, Budapest dializal6 oldat peritoneal
Hungary
i Baxter H Kft. DIANEAL PD 4 GI 3,86% - . .
Hungria Nzgf'eu:ddugggrzy 3.86% peritoneéllijscose ’ 0 Solucéo para didlise |Via intraperitoneal
1138, Budapest dializalé oldat peritoneal
Hungary
Hungria Baxter Hungary Kft. EXTRANEAL peritonedlis |7,5% (Icodextrina ~ - - .
ungrn Né)p()fUrd('juugzzy dializal6 oIdaFt) ! ! 0 ( xtrina) Solugao para dialise |Via intraperitoneal
1138, Budapest peritoneal
Hungary
andi Baxter Health SA Di | PD4 GI 13,6 /ml . .
Islandia M%);eeén F?gad Cgarlgtlebar lanea ucose -0 Mg/m Solucgéo para dialise |Via intraperitoneal
County Mayo Ireland peritoneal
andi Baxter Health SA Di | PD4 GI 22,7 /ml . .
Islandia M?)):\:(;n Feigad Cga::tlebar lanea ucose -/ mg/m Solucéo para didlise |Via intraperitoneal
County Mayo Ireland peritoneal
andi Baxter Healthcare SA Dianeal PD4 Glucose 38,6 mg/ml - - - .
Islandia Moneen Road Castlebar 9 Solucgao para didlise |Via intraperitoneal
County Mayo Ireland peritoneal
Baxter Healthcare Limited Dianeal PD4 Glucose 1.36% w/v (13.6 mg/ml - - .
Irlanda Caiton Way 'mi 1I36% oy (13u6 ow/v ( g/m) Solucao para didlise |Via intraperitoneal
Thetford, Norfolk, 1P24 3SE |mg/ml) Solution for peritoneal
United Kingdom peritoneal dialysis
Baxter Health Limited Di | PD4 GI 2.27% w/v (22.7 /ml - . .
Irlanda Czitg; V\E/):y care Limite 5 'ggg/": v (22u;:ose o w/v ( mg/ml) Solucdo para didlise |Via intraperitoneal
Thetford, Norfolk, IP24 3SE |mg/ml) Solution for peritoneal
United Kingdom peritoneal dialysis
Irlanda Baxter Healthcare Limited Dianeal PD4 Glucose 3.86% w/v (38.6 mg/ml)

Caxton Way
Thetford, Norfolk, 1P24 3SE
United Kingdom

3,86% w/v (38,6
mg/ml) Solution for
peritoneal dialysis

Solucao para dialise
peritoneal

Via intraperitoneal




Member Marketing Authorization Invented Name Strength Pharmaceutical Route of
State holder form administration
Baxter Healthcare Limi EXTRANEAL Solution for - .
Irianda sz?cam v\?zj‘yt care ted peritoneal diilc;/:itso ° Solucgao para didlise |Via intraperitoneal
Thetford, Norfolk, 1P24 3SE peritoneal
United Kingdom
ali 0
talia Eiaa);gesapeﬁindusma 20 EXTRANEAL 7.5% Solugédo para dialise |Via intraperitoneal
00144 Roma peritoneal
Italy
Italia Baxter S.p.A. SOLUZIONI PER 4,95 g/l — 49,54 g/l _ o . ]
Piazzale dell’Industria 20 DIALISI PERITONEALE Soll'thao plara didlise |Via intraperitoneal
00144 Roma BAXTER peritonea
Italy
Leténia Baxter Healthcare S.A. Dianeal PD4 Glucose 2,27 % w/v Solucs giali Via int N |
Moneen Road Castlebar, 2.27% w/v/22,7 0,538% w/v 0,448% w/v 0 %‘tgao plara 1alise |Via intraperitonea
County Mayo Ireland mg/ml- solution for 0,0184% w/v 0,0051% w/v peritonea
peritoneal dialysis
Letdnia Baxter Healthcare S.A. Dianeal PD4 Glucose 3,86% w/v 0,538% w/v 0,448% ~ s L. .
Moneen Road Castlebar, 3,86% w/v/38,6 w/v Solucdo para dialise |Via intraperitoneal
County Mayo Ireland mg/ml- solution for 0,0184% w/v 0,0051% w/v peritoneal
peritoneal dialysis
Letonia Baxter Healthcare S.A. Dianeal PD4 Glucose 1,36% w/v 0,538% w/v 0,448% ~ - . .
Moneen Road Castlebar 1,36% w/v/13,6 w/v Solucéo para dialise |Via intraperitoneal
County Mayo Ireland mg/ml- solution for 0,0184% w/v 0,0051% w/v peritoneal
peritoneal dialysis
Lituania Baxter Healthcare S.A. Dianeal PD4 Glucose 13,69+5,389+4,489+0,184g+0,051 ~ - - .
Moneen Road Castlebar, g/l Solggao para dialise |Via intraperitoneal
County Mayo Ireland peritoneal
Letonia Baxter Oy Extraneal solution for 759/L 5,49/L 4,5g/L 0,2579g/L ~ - L .
P.O. Box 270 peritoneal dialysis 0,051g/L Solucdo para dialise |Via intraperitoneal
Valimotie 15A peritoneal
00381 Helsinski
Finland
ituani A. i + + + + o . ]
Hiuania Eﬂiﬁt:Janggg(?ggtlitf\ar Dianeal PD4 Glucose 3/2{79 =:38g+4,489+0,1849+0,051 Solucgédo para didlise |Via intraperitoneal
County Mayo Ireland peritoneal
Lituania Baxter Healthcare S.A. Dianeal PD4 Glucose 38,69+5,38g+4,48g+0,1849+0,051

Moneen Road Castlebar,
County Mayo Ireland

o/l

Solucgao para dialise
peritoneal

Via intraperitoneal
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Lituania

Baxter Oy

P.O. Box 270
Valimotie 15A
00381 Helsinski
Finland

EXTRANEAL

759+5,49+4,59+0,257g+0,051g/10
o0oml

Solucgéo para didlise
peritoneal

Via intraperitoneal

Luxemburgo

Baxter S.A.

Bd René Branquart 80
B-7860 Lessines
Belgium

Dianeal PD4 Glucose

1,36%/2,27%/3,86% dextrose
anidro

Solucgéo para didlise
peritoneal

Via intraperitoneal

Luxemburgo

Baxter S.A.

Bd René Branquart 80
B-7860 Lessines
Belgium

Extraneal

75.00 g/l Icodextrina

Solugao para dialise
peritoneal

Via intraperitoneal

Malta

Baxter Healthcare Ltd
Caxton Way
Thetford,

Norfolk,

IP24 3SE

United Kingdom

Dianeal PD4 Glucose
1.36%w/v 13.6mg/ml

1.36%w/v 13.6mg/ml

Solucgao para dialise
peritoneal

Via intraperitoneal

Malta

Baxter Healthcare Ltd
Caxton Way
Thetford,

Norfolk,

IP24 3SE

United Kingdom

Dianeal PD4 Glucose
2.27%w/v 22.7mg/ml

2.27%w/v 22.7mg/ml

Solugao para dialise
peritoneal

Via intraperitoneal

Malta

Baxter Healthcare Ltd
Caxton Way
Thetford,

Norfolk,

IP24 3SE

United Kingdom

Dianeal PD4 Glucose
3.86%w/v 38.6mg/mi

3.86%w/v 38.6mg/ml

Solucao para dialise
peritoneal

Via intraperitoneal

Malta

Baxter Healthcare Ltd
Caxton Way
Thetford,

Norfolk,

IP24 3SE

United Kingdom

Extraneal (Icodextrin
7.5%)

N/A

Solugao para dialise
peritoneal

Via intraperitoneal

Norguega

Baxter AS
Gjerdrumsvei 11
0484 Oslo, Norway

Extraneal

75 mg/ml

Solucao para dialise
peritoneal

Via intraperitoneal




Member Marketing Authorization Invented Name Strength Pharmaceutical Route of

State holder form administration

Poldnia Baxter Polska SP. z.o.0. Dianeal PD4 (glukoza " s L. .
Kruczkowskiego 8 st., 00-380 |1,36%). Zestaw do Soll.“'(’:ao para dialise |Via intraperitoneal
Warszawa, Poland dializy otrzewnowej peritoneal

Polénia Baxter Polska SP. z.o.0. Dianeal PD4 (glukoza - - L. .
Kruczkowskiego 8 st., 00-380 [2,27%). Zestaw do Solygao para dialise |Via intraperitoneal
Warszawa, Poland dializy otrzewnowej peritoneal

Poldénia Baxter Polska SP. z.o.0. Dianeal PD4 (glukoza ~ s L. .
Kruczkowskiego 8 st., 00-380 [3,86%). Zestaw do SO“.JQaO para dialise |Via intraperitoneal
Warszawa, Poland dializy otrzewnowej peritoneal

Poldnia Baxter Polska SP. z.o.0. Extraneal Zestaw do - - - .
Kruczkowskiego 8 st., 00-380 |dializy otrzewnowej Soll'thao plara dialise |Via intraperitoneal
Warszawa, Poland peritonea

Portugal Baxter Médico Farmacéutica |Dianeal Pd4 Association ~ - . .
Lda Sol_ugao para didlise |Via intraperitoneal
Zona Industrial da peritoneal
Abrunheira,
Edificio 10 Sintra Business
Park,
2710-089 Sintra
Portugal

Portugal Baxter Médico Farmacéutica |Dianeal Pd4 Association ~ - - .
Lda Solygao para dialise |Via intraperitoneal
Zona Industrial da peritoneal
Abrunheira,
Edificio 10 Sintra Business
Park,
2710-089 Sintra
Portugal

Portugal Baxter Médico Farmacéutica |Dianeal Pd4 Association

Lda

Zona Industrial da
Abrunheira,

Edificio 10 Sintra Business
Park,

2710-089 Sintra

Portugal

Solugao para dialise
peritoneal

Via intraperitoneal




Member Marketing Authorization Invented Name Strength Pharmaceutical Route of
State holder form administration
Portugal Baxter Médico Farmacéutica |Extraneal 75 mg/ml - - - .
Lda Sol_ugao para didlise |Via intraperitoneal
Zona Industrial da peritoneal
Abrunheira,
Edificio 10 Sintra Business
Park,
2710-089 Sintra
Portugal
Roménia Baxter Healthcare SA, Moneen|DIANEAL PD4 GLUCOSE (13,6 mg/ml - - - .
Road, Castlebar, Co. Mayo, 1,36% m/v (13,6 Solygao para didlise |Via intraperitoneal
Ireland mg/ml) peritoneal
Roménia Baxter Healthcare SA, Moneen|DIANEAL PD4 GLUCOSE (22,7 mg/ml " s L. .
Road, Castlebar, Co. Mayo 2,27% miv (22,7 Sol_ugao para didlise |Via intraperitoneal
Ireland mg/mil) peritoneal
Roménia Baxter Healthcare SA, Moneen|DIANEAL PD4 GLUCOSE (38,6 mg/ml - - L .
Road, Castlebar, Co. Mayo 3,86% m/v (38,6 Solggao para dialise |Via intraperitoneal
Ireland mg/ml) peritoneal
Roménia Baxter Healthcare Ltd EXTRANEAL ~ - - .
Caxton Way Solucgao para dialise |Via intraperitoneal
Thetford, Norfolk, 1P24 3SE, peritoneal
United Kingdom
Republica Baxter Healthcare SA, Moneen|Dianeal® PD4 glucose |13,6 mg/1 ml - - - .
Eslovaca Rd, Castlebar, Co. Mayo, 1,36% w/v /13.6 Soll'thao plara didlise |Via intraperitoneal
Ireland mg/mi peritonea
Republica Baxter Healthcare SA, Moneen|Dianeal® PD4 glucose (22,7 mg/1 ml N - L. .
Eslovaca Rd, Castlebar, Co. Mayo, 2.27% wiv /22.7 Sol_utgao plara didlise |Via intraperitoneal
Ireland mg/ml peritonea
Republica Baxter Healthcare SA, Moneen|Dianeal® PD4 glucose |38,6 mg/1 ml - - L. .
Eslovaca Rd, Castlebar, Co. Mayo, 3,86% w/v /38,6 Solgtgao plara didlise |Via intraperitoneal
Ireland mg/ml peritonea
abli Baxter Health Ltd EXTRANEAL - - .
:elpubllca CZﬁtgL V\?:y care Solucgéo para dialise |Via intraperitoneal
slovaca ’ i
Thetford, Norfolk, 1P24 3SE peritoneal
Eslovénia Baxter d.o.o0., Zelezna cesta |Dianeal PD4 13,6 13,6 mg/ml

18, Ljubljana, SI -1000,
Slovenia

mg/ml glukoze
raztopina za
peritonelano dializo

Solucao para dialise
peritoneal

Via intraperitoneal

10




Member Marketing Authorization Invented Name Strength Pharmaceutical Route of
State holder form administration
ani Baxter d.o.o., Zelezna cesta |Dianeal PD4 22,7 22,7 mg/mli - - - .
Eslovenia 18 , Ljubljana, SI -1000 mg/ml glukoze 9 Solucgao para didlise |Via intraperitoneal
Slovenia raztopina za peritoneal
peritonelano dializo
AN Baxter d.o.o., Zelezna cesta |[Dianeal PD4 38,6 38,6 mg/ml ~ - L. .
Felovenia 18X Ljubljana, SI -21000 mlg/ml glukoze 9 Solucao para didlise |Via intraperitoneal
Slovenia raztopina za peritoneal
peritonelano dializo
Eslovénia Baxter d.o.o., Zelezna cesta |Extraneal 75 mg/ml 75 mg/ml Solucs dili Via int it |
18 ,Ljubljana, SI1-1000, ikodekstrina raztopina o l'thao plara lalise - \Via intraperitonea
Slovenia za peritonealno dializo peritonea
Baxter S.L Dianeal PD4 Glucosa - - - .
Espanha Pouet de Camilo. 2 1.36% Solucgao para didlise |Via intraperitoneal
Ribarroja del Turia (Valencia) peritoneal
46394
Spain
Espanha Baxter S.L Dianeal PD4 Glucosa N - L. .
P Pouet de Camilo. 2 1.36% con sistema de Sol_ugao para didlise |Via intraperitoneal
Ribarroja del Turia (Valencia) |desconexion integrado peritoneal
46394
Spain
Baxter S.L Dianeal PD4 Glucosa - - - .
Espanha Pouet de Camilo. 2 2 2704 Solugao para didlise |Via intraperitoneal
Ribarroja del Turia (Valencia) peritoneal
46394
Spain
Espanha Baxter S.L Dianeal PD4 Glucosa - - - .
P Pouet de Camilo, 2 2.27% con sistema de Soll_Jgao para didlise |Via intraperitoneal
Ribarroja del Turia (Valencia) |desconexion integrado peritoneal
46394
Spain
Baxter S.L Di | PD4 GI L .
Espanha Pc?l)jeirde Camilo. 2 3|22§/? ucosa Solucgéo para didlise |Via intraperitoneal
Ribarroja del Turia (Valencia) peritoneal
46394
Spain
Espanha Baxter S.L Dianeal PD4 Glucosa

Pouet de Camilo, 2

Ribarroja del Turia (Valencia)
46394

Spain

3,86% con sistema de
desconexién integrado

Solucgao para dialise
peritoneal

Via intraperitoneal

11




Member Marketing Authorization Invented Name Strength Pharmaceutical Route of
State holder form administration
Espanha Baxter S.L EXTRANEAL Soluciéon - - - .
Pouet de Camilo, 2 para didlisis peritoneal SOll_JtQaO plara dialise |Via intraperitoneal
Ribarroja del Turia (Valencia) peritonea
46394
Spain
aci Baxter Healthare SA Dianeal PD4 med glucos|13,6 mg/ml ~ - . .
Suecia Moneen Road 13,6 mg/ml 9 9 Solucéo para didlise |Via intraperitoneal
Castlebar ’ peritoneal
County Mayo
Irland
aCi Baxter Healthare SA Dianeal PD4 med glucos (22,7 mg/mi ~ . . .
Suecia Moneen Road 22,7 mg/mi 9 9 Solucéo para didlise |Via intraperitoneal
Castlebar ’ peritoneal
County Mayo
Irland
4ci Baxter Health SA Di | PD4 d gl 38,6 /ml . .
Suécia M?)):\ee;n sgad are 32I3agerig/ml med glucos 38,5 mg/m Solucgéo para didlise |Via intraperitoneal
Castlebar , peritoneal
County Mayo
Irland
4ci Baxter AB Ext | 7.5% S .
Suécia Biﬁ g; xtranea ? Solucgéo para didlise |Via intraperitoneal
16494 Kista peritoneal
Sverige
Baxter B.V Dianeal PD4 Glucose 13.6 g/l glicose anidro - - .
Holanda Ko)k;altweg 49 1I36%/13 6 mg/ml o/t gl ! Solucao para didlise |Via intraperitoneal
3542 CE Utrecht peritoneaaldialysevloeis peritoneal
The Netherlands t of
Baxter B.V Di | PD4 GI 22.7 g/l gli id - - .
Holanda Ki)k()aeltrweg 49 2'293/21/22 7 mglcrcr)lsle g/l glicose anidro Solucgéo para dialise |Via intraperitoneal
3542 CE Utrecht peritoneaaldialysevloeis peritoneal
The Netherlands t of
Baxter B.V Dianeal PD4 Glucose 38.6 g/l glicose anidro ~ - . .
Holanda Kobaltweg 49 3.86%/38,6 mg/ml 9/t Solucgao para didlise |Via intraperitoneal
3542 CE Utrecht peritoneaaldialysevloeis peritoneal
The Netherlands t of
Holanda Baxter B.V EXTRANEAL 7,5 %, 75 g/l Icodextrina

Kobaltweg 49
3542 CE Utrecht
The Netherlands

oplossing voor
peritoneale dialyse

Solugao para dialise
peritoneal

Via intraperitoneal
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Member
State

Marketing Authorization
holder

Invented Name

Strength

Pharmaceutical
form

Route of
administration

Reino Unido

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE

United Kingdom

Dianeal PD4 Glucose

1.36% w/v /13.6mg/ml

1.36% w/v /13.6mg/ml

Solucgéo para didlise
peritoneal

Via intraperitoneal

Reino Unido

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE

United Kingdom

Dianeal PD4 Glucose

2.27% w/v /22.7mg/ml

2.27% w/v /22.7mg/ml

Solugao para dialise
peritoneal

Via intraperitoneal

Reino Unido

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE

United Kingdom

Dianeal PD4 Glucose

3.86% w/v /38.6mg/ml

3.86% w/v /38.6mg/ml

Solucgao para dialise
peritoneal

Via intraperitoneal

Reino Unido

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE

United Kingdom

Extraneal (Icodextrin
7.5%) Solution for
peritoneal dialysis

Solugao para dialise
peritoneal

Via intraperitoneal
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