Priloha I

Seznam nazvi lécivého (lécivych) pripravku(t), Iékova(é) forma)y),
koncentrace, zplisob(y) podani, Zzadatel(é), drzitel(é) rozhodnuti o
registraci v ¢lenskych statech



Clensky stat

Drzitel rozhodnuti o
registraci

Smysleny nazev
Nazev

Sila

Lékova forma

Cesta podani

Rakousko Baxter Healthcare GmbH Dianeal PD4 Glucose Bezvody glukdézovy 13.6 g/L, Chlorid . o
Stella-Klein-Léw-Weg 15, 1,36% w/v/13,6 sodny 5.38 g/L, Natrium s-laktat Roz.tt°" D dials I”tdr?p?”tonea'”'
A-1020 Wien mg/ml- 4.48 g/L, Chlorid vapenaty 0,184  [Peritoneainidialyzu jpodani
Austria Peritonealdialyselésung |g/L, Chlorid hofec¢naty 0,051 g/L

Rakousko Baxter Healthcare GmbH Dianeal PD4 Glucose Bezvody glukdzovy 22.7 g/L, Chlorid ) -
Stella-Klein-Léw-Weg 15, 2,27% w/v/22,7 sodny 5.38 g/L, Natrium s-laktat ROZ.ttO" P ¢ il I“tdr"f‘p?”m”ea'”'
A-1020 Wien mg/ml- 4.48 g/L, Chlorid vapenaty 0,184  [PEritoneaini dialyzu jpodani
Austria Peritonealdialyselésung |g/L, Chlorid hofec¢naty 0,051 g/L

Rakousko Baxter Healthcare GmbH Dianeal PD4 Glucose Bezvody glukézovy 38.6 g/L, Chlorid . .
Stella-Klein-Léw-Weg 15, 3,86% w/v/38,6 sodny 5.38 g/L, Natrium s-laktat ROZ.‘;O" P dials I”tg?p?”tonea'”'
A-1020 Wien mg/ml- 4.48 g/L, Chlorid vapenaty 0,184  [Peritoneaini dialyzu jpodani
Austria Peritonealdialyselésung |g/L, Chlorid hofec¢naty 0,051 g/L

Rakousko Baxter Healthcare GmbH EXTRANEAL- 75 g/L . .
Stella-Klein-Low-Weg 15, Peritonealdialyselésung ROZ.tOk pro = Intrgp,erltonealm
A-1020 Wien peritonealni dialyzu |podani
Austria

Belgie Baxter S.A. Dianeal PD4 Glucose 13.6 g/I bezvody glukdzovy . _
Boulevard R. Branquart 80 |1,36% (13,6 mg/ml), ROZ.EO'; DL ¢ il I”tdr"f‘ﬁ?”m”ea'“'
7680 Lessines solution pour dialyse peritonealni dialyzu podant
Belgium péritonéale

Belgie Baxter S.A. Dianeal PD4 Glucose 22.7 g/l bezvody glukdzovy . o
Boulevard R. Branquart 80 2.27% (22,7 mg/ml). Roz_ttok p,rlo, dialv Int(;z?p,erltonealnl
7680 Lessines solution pour dialyse peritoneaint dialyzu - podant
Belgium péritonéale

Belgie Baxter S.A. Dianeal PD4 Glucose 38.6 g/l bezvody glukdzovy . o
Boulevard R. Branquart 80 3,86% (38,6 mg/ml), Rogittol:‘ plrlc;ﬂ dialvz Intcll—gﬁierltonealm
7680 Lessines solution pour dialyse peritonea alyzu |poda
Belgium péritonéale

Belgie Baxter S.A. Extraneal 7,5 % 75.00 g/l Ikodextrin . .
Boulevard R. Branquart 80 solution pour dialyse ROZ.tOk pro - | Intra}pfarltonealm
7680 Lessines péritonéale peritonealni dialyzu |podani
Belgium

Bulharsko BAXTER d.o.0.,Zelezna cesta |Dianeal PD4 Glucose 1.36% w/v/ 13.6 mg/ml Roztok Int itonealni
18, 1000 Ljubljana, Slovenia |1.36% w/v/ 13.6mg/ml oztokpro = | raperitoneaini

peritonealni dialyzu |podani
Bulharsko BAXTER d.o.0.,Zelezna cesta |Dianeal PD4 Glucose 2.27% w/v/ 22.7 mg/ml

18, 1000 Ljubljana, Slovenia

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani




Clensky stat

Drzitel rozhodnuti o
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i o)
Bulharsko ?QXIcE)godL?Q%Gfﬁ;ezgﬁ)\f:ﬁf: Dianeal PD4 Glucose 3.86% w/v/ 38.6mg/ml Roztok pro Intraperitoneaini
! ! peritonealni dialyzu |podani
[o)
Bulharsko ?g\x-lrggodl'_?ﬁob'lﬁzremgezgli\?:rsﬁ: Extraneal 7.50% Roztok pro Intraperitonealni
! ! peritonealni dialyzu |podani
Ceska Baxter Healthcare S.A. Dianeal PD4 Glucose 1,36% w/v/13,6 mg/ml . Ly,
republika Moneen Road Castlebar, 1,36% w/v/13,6 mg/ml Roz_tok pro -~ | Intrgpferltonealm
pu County Mayo Ireland peritonealni dialyzu |podani
Ceska Baxter Healthcare S.A. Dianeal PD4 Glucose 2,27% w/v/22,7 mg/ml . .
republika Moneen Road Castlebar, 2,27% w/v/22,7 mg/ml ROZ.tOk pro - | Intrgpgntonealm
County Mayo Ireland peritonealni dialyzu |podani
Ceskd Baxter Healthcare S.A. Dianeal PD4 Glucose 3,86% w/v/38,6 mg/ml . -
republika Moneen Road Castlebar, 3,86% w/v/38,6 mg/ml ROZ.tOk pro | Intrz?p,erltonealnl
County Mayo Ireland peritonealni dialyzu |podani
Ceska Baxter Healthcare S.A. EXTRANEAL 7,5% 7591 1000 ml Roztok Int it ‘Ini
republika Moneen Road Castlebar, oztok pro =~ ntraperitoneaint
County Mayo Ireland peritonealni dialyzu [podani
Dansko g?/)éteevraﬁ/gs43 g:zzg:l PD4 med 13,6 mg/mi Roztok pro Intraperitoneadlni
3450 Allerad peritonealni dialyzu |podani
Denmark
Dénsko g%teevraﬁ/;% 2:32;3‘2' PD4 med 22,7 mg/mi Roztok pro Intraperitonealini
3450 Allerad peritonealni dialyzu |podani
Denmark
Dansko g%ze\;aﬁgsﬁ g:zzg:l PD4 med 38,6 mg/ml Roztok pro Intraperitonealni
3450 Allerad peritonealni dialyzu |podani
Denmark
Dansko g%teevraﬁ/gsﬁ Extraneal 75 mg/mi Roztok pro Intraperitonealni
3450 Allergd peritonealni dialyzu |podani
Denmark
Estonsko Baxter Oy EXTRANEAL 7.50% . s
P.O. Box 270 Roztok pro ) Intrz?p,erltonealnl
Valimotie 15A peritonealni dialyzu |podani
00381 Helsinski
Finland




Clensky stat |Drzitel rozhodnuti o Smysleny nazev Sila Lékova forma Cesta podani
registraci Nazev

Finsko E/laoﬁt:gang;tgcgargtiﬁér o Dianeal PD4 Glucose 13,6 mg/ml Roztok pro Intraperitoneaini
Mayo Ireland ! ' peritonealni dialyzu |podani

Finsko s?)):]t:é'an(a)latgccagstlseﬁér o Dianeal PD4 Glucose 22,7 mg/ml Roztok pro Intraperitoneaini
Mayo Ireland r peritonealni dialyzu |podani

Finsko a?));t:eransggcgggtiﬁér o Dianeal PD4 Glucose 38,6 mg/ml Roztok pro Intraperitoneaini
Mayo Ireland r peritoneaini dialyzu |podani

i o)

Finsko Eagtgogyyo Extraneal 7:15% Roztok pro Intraperitonealni
V'ali'motie 15A peritonealni dialyzu [podani
00381 Helsinski
Finland

Francie Baxter S.A.S DIANEAL PD4 GLUCOSE [1.36% . .
Avenue louis Pasteur 78310  |3.86 %, solution pour ROZ.‘;O" P it I”t(;‘i‘p?”to”ea'”'
ZA de Coigneres dialyse péritonéale en peritoneaini dialyzu podant
78310 Maurepas poche
France

Francie Baxter S.A.S DIANEAL PD4 GLUCOSE (2.27% . Ly
Avenue louis Pasteur 78310  |2.27 %, solution pour Roz.io" PE iy I”t(;‘i‘p?”tonea'”'
ZA de Coigneres dialyse péritonéale en peritoneaini dialyzu - |podant
78310 Maurepas poche
France

Francie Baxter S.A.S DIANEAL PD4 GLUCOSE (3.86% . Ly
Avenue louis Pasteur 78310  |1,36 %, solution pour Roz.io" PE iy I”t(;‘i‘p?”tonea'”'
ZA de Coigneres dialyse péritonéale en peritoneaini dialyzu - |podant
78310 Maurepas poche
France

Francie Baxter S.A.S EXTRANEAL, solution 7.50% . i
Avenue louis Pasteur 78310 |pour dialyse péritonéale ROZ.tOk pro = . Intrgpferltonealm
ZA de Coigneres peritonealni dialyzu |podani
78310 Maurepas
France

N& k Baxter Deutschland GmbH Dianeal PD4 Glucose 13.6 g/I . .

emecko Edisonstr. 4 1.36% w/v 5.4 g?l ROZ.tOk pro - | Intrgpgrltonealm
D-85716 UnterschleiBheim 4.5 g/| peritonealni dialyzu (podani
Germany 0.184 g/I
0.051 g/I




Clensky stat |Drzitel rozhodnuti o Smysleny nazev Sila Lékova forma Cesta podani
registraci Nazev
Némecko Baxter Deutschland GmbH Dianeal PD4 Glucose 22.7 g/l . .,
Edisonstr. 4 2.27% W/ 54 g?l Roz_tok pro Intrz;p,erltonealm
D-85716 UnterschleiBheim 4.5 g/l peritonealni dialyzu | podani
Germany 0.184 ¢/I
0.051 g/I
Némecko Baxter Deutschland GmbH Dianeal PD4 Glucose 38.6 g/l i 2Ini
Edisonstr. 4 3.86% w/v 54 g?l Roz_tok pro Intrz;p,erltonealm
D-85716 UnterschleiBheim 4.5 g/l peritonealni dialyzu | podani
Germany 0.184 ¢/I
0.051 g/I
& B D hl H Di | PDG4 1.36% 13. | Ly
Némecko Esixstoer:stre.u;sc and Gmb laneal PDG4 1.36% 5:?'32 gjl Roztok pro Intraperitonealni
D-85716 UnterschleiBheim 4.48 g/I peritonealni dialyzu | podani
Germany 0.184 g/I
0.051 g/l
& Baxter Deutschl H Di | PDG4 2.279 . ; 21AT
Némecko Ezixsfr:streu4sc and Gmb laneal PDG4 2.27% §23; g;: Roztok pro Intraperitonealni
D-85716 UnterschleiBheim 4.48 g/ peritonealni dialyzu | podani
Germany 0.184 g/l
0.051 g/I
& Baxter D i .86°9 . .
N&mecko Ezi);:r:streu‘fschland GmbH Dianeal PDG4 3.86% 3832 g;: Roztok pro Intraperitonealni
D-85716 UnterschleiBheim 4.48 g/l peritonealni dialyzu - |podani
Germany 0.184 g/l
0.051 g/l
& Baxter D .
Nemecko Egixs:;stfudfscmand GmbH Extraneal ;5499/}| Roztok pro Intraperitonealni
D-85716 UnterschleiBheim 4.5 g/l peritonealni dialyzu - jpodani
Germany 0.257 g/l
0.051 g/l
R Dioph A DIANEAL PD4 .369 . .
Recko Kilgspsi:; ?’:68 1.36% Roztok pro Intraperitonealni
Halandri 15233 peritonealni dialyzu |podani
Greece
R Diophar SA E | o sIni
Recko Kilgspsi:; 268 xtranea \(AZ/'\:S"'0'54+0’45+0’0257+0’0051) % Roztok pro Intraperitonealni
Halondri 15933 peritonealni dialyzu |podani
Greece




Clensky stat |Drzitel rozhodnuti o Smysleny nazev Sila Lékova forma Cesta podani
registraci Nazev

Madarsko Baxter Hungary Kft. DIANEAL PD 4 Glucose |[1,36% . -
Népfiirdé u. 22. 1,36% peritonealis Roz.tto" PEe iy I”tdr?p,e”to”ea'”'
1138, Budapest dializalé oldat peritonealni dialyzu podant
Hungary

Madarsko Baxter Hungary Kft. DIANEAL PD 4 Glucose (2,27% . .
Népfiirdo u. 22. 2,27% peritonealis ROZ.tt°k P ¢ il I“tdr"f‘p?”m”ea'”'
1138, Budapest dializalo oldat peritonealni dialyzu jpodant
Hungary

Madarsko Baxter Hungary Kft. DIANEAL PD 4 Glucose |3,86% . Oy
Népfiirds u. 22. 3,86% peritonealis ROZ.‘;O" P it I”t(;‘i‘p?”to”ea'”'
1138, Budapest dializalé oldat peritonealnt dialyzu - podant
Hungary

Madarsko Baxter Hungary Kft. EXTRANEAL peritoneélis |7,5% (Ikodextrin) . .
Népfiirds u. 22. dializalé oldat Roztok pro ~  ~|Intraperitoneaini
1138, Budapest peritonealni dialyzu |podani
Hungary

Island a?));t:eranta)ggcg:tiﬁar Dianeal PD4 Glucose 13,6 mg/ml Roztok pro Intraperitoneaini
County Mayo Ireland ' peritonealni dialyzu |podani

Island a%ﬁtsénH}giggcgggtliﬁar Dianeal PD4 Glucose 22,7 mg/ml Roztok pro Intraperitoneaini
County Mayo Ireland ! peritonealni dialyzu |podani

Island E/laoﬁt:ganthgcgarstiﬁar Dianeal PD4 Glucose 38,6 mg/ml Roztok pro Intraperitoneaini
County Mayo Ireland ! peritonealni dialyzu |podani

— - P

Irsko Egﬁgg Fﬁ:)l/thcare Limited Iljlggs/slv\lli’/l?/4( f3|ugose 1.36% w/v (13.6 mg/ml) Roztok pro Intraperitoneaini
Thetford, Norfolk, IP24 3SE |mg/ml) Solution for peritonealni dialyzu  |podani
United Kingdom peritoneal dialysis

— - P

Irsko ggﬁg:‘ I-\:\(?aallthcare Limited Sl;g(;flv\lli’/l?/4(gzlu;:ose 2.27% w/v (22.7 mg/ml) Roztok pro Intraperitoneaini
Thetford, Norfolk, IP24 3SE |mg/ml) Solution for peritonealni dialyzu |podani
United Kingdom peritoneal dialysis

Irsko Baxter Healthcare Limited Dianeal PD4 Glucose 3.86% w/v (38.6 mg/ml)

Caxton Way
Thetford, Norfolk, IP24 3SE
United Kingdom

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

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani




Clensky stat |Drzitel rozhodnuti o Smysleny nazev Sila Lékova forma Cesta podani
registraci Nazev
Irsko Baxter Healthcare Limited EXTRANEAL Solution for . -
Caxton Way peritoneal dialysis ROZ.tOk pro | Intrz?p,erltonealnl
Thetford, Norfolk, IP24 3SE peritonealni dialyzu |podani
United Kingdom
Italie Baxter S.p.A. EXTRANEAL 7,5% . L
Piazzale dell’'Industria 20 Roztok pro. , Intrgplerltonealnl
00144 Roma peritonealni dialyzu |podani
Italy
Italie Baxter S.p.A. SOLUZIONI PER 4,95 g/l - 49,54 g/I . .
Piazzale dell'Tndustria 20 DIALISI PERITONEALE Roztok pro ~  |Intraperitonealni
00144 Roma BAXTER peritonealni dialyzu |podani
Italy
Loty$sko Baxter Healthcare S.A. Dianeal PD4 Glucose 2,27 % w/v . .
Moneen Road Castlebar, 2.27% w/v/22,7 0,538% w/v 0,448% w/v Roz_ttok p,rlo { dialy Intcll—gp,erltonealm
County Mayo Ireland mg/mi- solution for 0,0184% w/v 0,0051% w/v peritoneaint dialyzu - podant
peritoneal dialysis
Loty$sko Baxter Healthcare S.A. Dianeal PD4 Glucose 3,86% w/v 0,538% w/v 0,448% . Ly,
Moneen Road Castlebar, 3,86% w/v/38,6 w/v ROZ.EO'; DL ¢ il I”tdr"f‘ﬁ?”m”ea'“'
County Mayo Ireland mg/ml- solution for 0,0184% w/v 0,0051% w/v peritoneaint dialyzu podani
peritoneal dialysis
LotySsko 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 Roz_ttok p,rlo i dialv Int(;z?p,erltonealnl
County Mayo Ireland mg/ml- solution for 0,0184% w/v 0,0051% w/v peritoneaint dialyzu - podant
peritoneal dialysis
LotySsko Baxter Oy Extraneal solution for |75g/L 5,4g/L 4,5g/L 0,257g/L . .
P.O. Box 270 peritoneal dialysis 0,051g/L ROZ.tOk pro - | Intrgp,erltonealm
Valimotie 15A peritonealni dialyzu |podani
00381 Helsinski
Finland
Litva Baxter Healthcare S.A. Dianeal PD4 Glucose 13,6g+5,38g+4,48g+0,184g+0,051 . L)y
Moneen Road Castlebar g/l ROZ.tOk pro | Intrgp,erltonealm
County Mayo Ireland ! peritonealni dialyzu |podani
Litva a?));teeernHResLthCa;:ti.lgr Dianeal PD4 Glucose g2]/2|,7g+5,389+4,489+0,184g+0,051 Roztok pro Intraperitoneaini
County Mayo Ireland ! peritonealni dialyzu |podani
Litva Baxter Healthcare S.A. Dianeal PD4 Glucose 38,6g9+5,38g+4,48g+0,184g+0,051

Moneen Road Castlebar,
County Mayo Ireland

g/l

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani
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Drzitel rozhodnuti o
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Litva

Baxter Oy

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

EXTRANEAL

75g+5,4g+4,5g+0,257g+0,051g/10

00ml

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Lucembursko

Baxter S.A.

Bd René Branquart 80
B-7860 Lessines
Belgium

Dianeal PD4 Glucose

1,36%/2,27%/3,86% bezvody

glukdzovy

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Lucembursko

Baxter S.A.

Bd René Branquart 80
B-7860 Lessines
Belgium

Extraneal

75.00 g/l Ikodextrin

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

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

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

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

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Malta

Baxter Healthcare Ltd
Caxton Way
Thetford,

Norfolk,

IP24 3SE

United Kingdom

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

3.86%w/v 38.6mg/ml

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Malta

Baxter Healthcare Ltd
Caxton Way
Thetford,

Norfolk,

IP24 3SE

United Kingdom

Extraneal (Icodextrin
7.5%)

N/A

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Norsko

Baxter AS
Gjerdrumsvei 11
0484 Oslo, Norway

Extraneal

75 mg/ml

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani
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Polsko

Baxter Polska SP. z.0.0.
Kruczkowskiego 8 st., 00-380
Warszawa, Poland

Dianeal PD4 (glukoza
1,36%). Zestaw do
dializy otrzewnowej

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Polsko

Baxter Polska SP. z.0.0.
Kruczkowskiego 8 st., 00-380
Warszawa, Poland

Dianeal PD4 (glukoza
2,27%). Zestaw do
dializy otrzewnowej

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Polsko

Baxter Polska SP. z.0.0.
Kruczkowskiego 8 st., 00-380
Warszawa, Poland

Dianeal PD4 (glukoza
3,86%). Zestaw do
dializy otrzewnowej

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Polsko

Baxter Polska SP. z.0.0.
Kruczkowskiego 8 st., 00-380
Warszawa, Poland

Extraneal Zestaw do
dializy otrzewnowej

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Portugalsko

Baxter Médico Farmacéutica
Lda

Zona Industrial da
Abrunheira,

Edificio 10 Sintra Business
Park,

2710-089 Sintra

Portugal

Dianeal Pd4

Association

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Portugalsko

Baxter Médico Farmacéutica
Lda

Zona Industrial da
Abrunheira,

Edificio 10 Sintra Business
Park,

2710-089 Sintra

Portugal

Dianeal Pd4

Association

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Portugalsko

Baxter Médico Farmacéutica
Lda

Zona Industrial da
Abrunheira,

Edificio 10 Sintra Business
Park,

2710-089 Sintra

Portugal

Dianeal Pd4

Association

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani




Clensky stat |Drzitel rozhodnuti o Smysleny nazev Sila Lékova forma Cesta podani
registraci Nazev
Portugalsko Ej;(ter Médico Farmacéutica |Extraneal 75 mg/ml Roztok pro Intraperitoneaini
Zona Industrial da peritonealni dialyzu |podani
Abrunheira,
Edificio 10 Sintra Business
Park,
2710-089 Sintra
Portugal
Rumunsko Baxter Healthcare SA, Moneen|DIANEAL PD4 GLUCOSE |13,6 mg/ml . .
Road, Castlebar, Co. Mayo,  |1,36% m/v (13,6 Roztok pro =~ |Intraperitonealni
Ireland mg/ml) peritonealni dialyzu |podani
Rumunsko Baxter Healthcare SA, Moneen|DIANEAL PD4 GLUCOSE (22,7 mg/ml . .
Road, Castlebar, Co. Mayo, 2,27% m/v (22,7 ROZ.tOk pro | Intrz?p,erltonealnl
Ireland mg/ml) peritonealni dialyzu |podani
Rumunsko Baxter Healthcare SA, Moneen|DIANEAL PD4 GLUCOSE (38,6 mg/ml . .
Road, Castlebar, Co. Mayo, 3,86% m/v (38,6 ROZ.tOk pro = Intrgp,erltonealm
Ireland mg/ml) peritonealni dialyzu |podani
Rumunsko Baxter Healthcare Ltd EXTRANEAL . .
Caxton Way, Roz_tok pro Intrgplerltonealm
Thetford, Norfolk, IP24 3SE, peritonealni dialyzu |podani
United Kingdom
Slovenska Baxter Healthcare SA, Moneen|Dianeal® PD4 glucose |13,6 mg/1 ml . .
republika Rd, Castlebar, Co. Mayo, 1,36% w/v /13,6 Roztokpro  |Intraperitonealn
Ireland mg/mi peritonealni dialyzu |podani
Slovenska Baxter Healthcare SA, Moneen|Dianeal® PD4 glucose (22,7 mg/1 ml . .
republik Rd, Castlebar, Co. Mayo, 2,27% w/v /22,7 ROZ.tOk pro | Intrz?p,erltonealnl
€pu a Ireland mg/ml peritonealni dialyzu |podani
Slovenska Baxter Healthcare SA, Moneen|Dianeal® PD4 glucose (38,6 mg/1 ml . .
republika Rd, Castlebar, Co. Mayo, 3,86% w/v /38,6 ROZ.tOk pro = Intrgp,erltonealm
Ireland mg/ml peritonealni dialyzu |podani
SIoven_ska ggﬁg:‘ k\:\?:;thcare Ltd EXTRANEAL Roztok pro Intraperitonealni
republika Thetford, Norfolk, IP24 3SE peritoneaini dialyzu  |podani
Slovinsko Baxter d.o.0., Zelezna cesta |Dianeal PD4 13,6 13,6 mg/ml

18, Ljubljana, SI -1000,
Slovenia

mg/ml glukoze
raztopina za
peritonelano dializo

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

10




Clensky stat |Drzitel rozhodnuti o Smysleny nazev Sila Lékova forma Cesta podani
registraci Nazev
Slovinsko Baxter d.o.0., Zelezna cesta |Dianeal PD4 22,7 22,7 mg/ml . .,
18 , Ljubljana, SI -1000, mg/ml glukoze ROZ.tOk p,ro P Intrz?p,erltonealnl
Slovenia raztopina za peritonealni dialyzu |podani
peritonelano dializo
Slovinsko Baxter d.o.0., Zelezna cesta |Dianeal PD4 38,6 38,6 mg/ml . .,
18, Ljubljana, SI -1000, mg/ml glukoze Roztok pro =~ = |Intraperitonealni
Slovenia raztopina za peritonealni dialyzu |podani
peritonelano dializo
Slovinsko Baxter d.o.0., Zelezna cesta |Extraneal 75 mg/ml 75 mg/ml

18 ,Ljubljana, SI-1000,
Slovenia

ikodekstrina raztopina
za peritonealno dializo

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Spanélsko

Baxter S.L

Pouet de Camilo, 2

Ribarroja del Turia (Valencia)
46394

Spain

Dianeal PD4 Glucosa
1,36%

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Spanélsko

Baxter S.L

Pouet de Camilo, 2

Ribarroja del Turia (Valencia)
46394

Spain

Dianeal PD4 Glucosa
1,36% con sistema de
desconexidn integrado

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Spanélsko

Baxter S.L

Pouet de Camilo, 2

Ribarroja del Turia (Valencia)
46394

Spain

Dianeal PD4 Glucosa
2,27%

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Spanélsko

Baxter S.L

Pouet de Camilo, 2

Ribarroja del Turia (Valencia)
46394

Spain

Dianeal PD4 Glucosa
2,27% con sistema de
desconexidn integrado

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Spanélsko

Baxter S.L

Pouet de Camilo, 2

Ribarroja del Turia (Valencia)
46394

Spain

Dianeal PD4 Glucosa
3,86%

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani
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Clensky stat |Drzitel rozhodnuti o Smysleny nazev Sila Lékova forma Cesta podani
registraci Nazev

Spanélsko Baxter S.L Dianeal PD4 Glucosa . -
Pouet de Camilo, 2 3,86% con sistema de Roz_ttok p,rlo i dialv Int(;z?p,erltonealnl
Ribarroja del Turia (Valencia) |desconexién integrado peritoneaint dialyzu - podant
46394
Spain

Spanélsko Baxter S.L EXTRANEAL Solucién Roztok Int it ‘Ini
Pouet de Camilo, 2 para dialisis peritoneal oz_to p,rlo i dialv n(;z?p,erl oneain|
Ribarroja del Turia (Valencia) peritoneaint dialyzu - podant
46394
Spain

Svedsko aac)ﬁt:(;anglatgare SA Iljéagenil;g‘? med glucos 13,6 mg/ml Roztok pro Intraperitonealni
Castlebar ! peritonealni dialyzu |podani
County Mayo
Irland

Svedsko aac)ﬁt:(;anglatgare SA ?Zagenil;r?‘? med glucos|22,7 mg/ml Roztok pro Intraperitonealni
Castlebar ! peritonealni dialyzu |podani
County Mayo
Irland

Svedsko aac)ﬁt:(;anglatgare SA géagenil;r?‘? med glucos|38,6 mg/ml Roztok pro Intraperitonealni
Castlebar ! peritonealni dialyzu |podani
County Mayo
Irland

T 5

Svedsko EzitggAB Extraneal 7:5% Roztok pro Intraperitonealni
16494 Kista peritonealni dialyzu |podani
Sverige

D o e[S S/TBeedT SGOT nagiokpro nrapertaneai
3542 CE Utrecht peritoneaaldialysevloeis peritonealni dialyzu  |podani
The Netherlands t of

Nizozemsko Baxter B.V Dianeal PD4 Glucose 22.7 g/l bezvody glukdzovy

Kobaltweg 49
3542 CE Utrecht
The Netherlands

2.27%/22,7 mg/ml,
peritoneaaldialysevloeis
t of

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani
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Clensky stat

Drzitel rozhodnuti o
registraci

Smysleny nazev
Nazev

Sila

Lékova forma

Cesta podani

Nizozemsko E%?{WE;Q/ 45 ?‘ggf/:/';;g S}':/Cr?qslja 38.6 g/l bezvody glukozovy Roztok pro Intraperitonedini
3542 CE Utrecht peritoneaaldialysevloeis peritoneaini dialyzu - |podani
The Netherlands t of

Nizozemsko |Baxter B.V EXTRANEAL 7,5 %, 75 g/l Ikodextrin

Kobaltweg 49
3542 CE Utrecht
The Netherlands

oplossing voor
peritoneale dialyse

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Velka Britanie

Baxter Healthcare Limited
Caxton Way,

Thetford 1P24 3SE

United Kingdom

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

1.36% w/v /13.6mg/ml

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Velka Britanie

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

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Velka Britanie

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

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani

Velka Britanie

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE

United Kingdom

Extraneal (Icodextrin
7.5%) Solution for
peritoneal dialysis

Roztok pro
peritonealni dialyzu

Intraperitonealni
podani
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