Bilaga |

Forteckning over lakemedlets namn, lakemedelsform, styrkor,
administreringssatt av lakemedlet samt innehavare av godkannande for

forsaljning i medlemsstaterna



Medlemsstat |Innehavare av Lakemedlets namn Styrka Lakemedelsform |Administreringssatt
EU/EES godkannande for
forsaljning
Osterrike Baxter Healthcare GmbH EXTRANEAL- 75 g/L Perit dial stsk lInt it |
Stella-Klein-Low-Weg 15, Peritonealdialyselésung eritonealdialysvatsik in réperl_ onea
A-1020 Wien a anvandning
Osterrike
Osterrike Baxter Healthcare GmbH Dianeal PD4 Glucose Glukos anhydrat 13.6 g/L, Peritonealdialysvatsk Intraperitoneal
Stella-Klein-L6éw-Weg 15, 1,36% w/v/13,6 natriumklorid 5.38 g/L, natrium -L anvandning
A-1020 Wien mg/ml- (+) laktat 4.48 g/L, kalciumklorid a
Osterrike Peritonealdialyselésung |dihydrat 0,184 g/L,
magnesiumklorid hexahydrat 0,051
g/L
Osterrike Baxter Healthcare GmbH Dianeal PD4 Glucose Glukos anhydrat 22.7 g/L, Peritonealdialysvatsk Intraperitoneal
Stella-Klein-Low-Weg 15, 2,27% w/v/22,7 natriumklorid 5.38 g/L, natrium -L anvandning
A-1020 Wien mg/ml- (+) laktat 4.48 g/L, kalciumklorid a
Osterrike Peritonealdialyselésung |dihydrat 0,184 g/L,
magnesiumklorid hexahydrat 0,051
g/L
Osterrike Baxter Healthcare GmbH Dianeal PD4 Glucose Glukos anhydrat 38.6 g/L, Peritonealdialysvatsk Intraperitoneal
Stella-Klein-Léw-Weg 15, 3,86% w/v/38,6 natriumklorid 5.38 g/L, natrium -L anvandning
A-1020 Wien mg/ml- (+) laktat 4.48 g/L, kalciumklorid a
Osterrike Peritonealdialyselésung |dihydrat 0,184 g/L,
magnesiumklorid hexahydrat 0,051
g/L
Osterrike Baxter Healthcare GmbH Nutrineal PD4 mit 1,1 |alanin 951 mg/L, arginin 1071 Intraperitoneal

Stella-Klein-Low-Weg 15,
A-1020 Wien
Osterrike

% Aminosauren -
Peritonealdialyselésung

mg/L, glycin 510 mg/L, histidin 714
mg/L, isoleucin 850 mg/L, leucin
1020 mg/L, lysin hydroklorid 955
mg/L, metionin 850 mg/L,
fenylalanin 570 mg/L, prolin 595
mg/L, serin 510 mg/L, treonin 646
mg/L, tryptofan 270 mg/L, tyrosin
300 mg/L, valin 1393 mg/L,
natriumklorid 5380 mg/L,
kalciumklorid dihydrat 184 mg/L,
magnesiumklorid hexahydrat 51
mg/L, natrium(s)-laktat 4480 mg/L

Peritonealdialysvatsk
a

anvandning




Osterrike Baxter Healthcare GmbH, Monosol Hamodialyse-, |Glukosmonohydrat 1.1 g/L, hemodialys-, intraarteriell
Stella-Klein-Low-Weg 15, Hamodiafiltrations- und |natriumklorid hemodiafiltrations- |anvandning,
A-1020 Wien Hamofiltrationslésung 6.43 g/L, natriumlaktat 3.36 g/L, och intravends
Austria kalciumkloriddihydrat 0.257 g/L, hemofiltrationsvétsk |anvéndning,
magnesiumkloridhexahydrat 0.152 |a hemodialys
/L
Osterrike Baxter Healthcare GmbH, Monosol-K mit 2mEq Glukosmonohydrat 1.1 g/L, hemodialys-, intraarteriell
Stella-Klein-Low-Weg 15, Kalium/l Hamodialyse-, [natriumklorid hemodiafiltrations- |anvandning,
A-1020 Wien Hamodiafiltrations- und [6.43 g/L, natriumlaktat 3.36 g/L, och intravends
Austria Hamofiltrationslésung |kalciumkloriddihydrat 0.257 g/L, hemofiltrationsvatsk |anvandning,
magnesiumkloridhexahydrat 0.152 |a hemodialys
g/L, kaliumklorid 0.149 g/L
Osterrike Baxter Healthcare GmbH, Monosol-K mit 4mEq Glukosmonohydrat 1.1 g/L, hemodialys-, intraarteriell
Stella-Klein-Low-Weg 15, Kalium/I Hamodialyse-, [natriumklorid hemodiafiltrations- |anvandning,
A-1020 Wien Hamodiafiltrations- und [6.43 g/L, natriumlaktat 3.36 g/L, och intravends
Austria Hamofiltrationslésung |kalciumkloriddihydrat 0.257 g/L, hemofiltrationsvétsk |anvéndning,
magnesiumkloridhexahydrat 0.152 |a hemodialys
g/L, kaliumklorid 0.298 g/L
Belgien Baxter S.A. Extraneal 7,5 % 75.00 g/l Icodextrin Peritonealdialysvatsk Intraperitoneal
Boulevard R. Branquart 80 solution pour dialyse anvandning
7680 Lessines péritonéale a
Belgien
Belgien Baxter S.A. Dianeal PD1 Glucose 13.6 g/l Glukos anhydrat Peritonealdialvsvatsk Intraperitoneal
Boulevard R. Branquart 80 1,36% (13,6 mg/ml), Yy anvandning
7680 Lessines solution pour dialyse a
Belgien péritonéale
Belgien Baxter S.A. Dianeal PD1 Glucose 22.7 g/l Glukos anhydrat Peritonealdialvsvitsk Intraperitoneal
Boulevard R. Branquart 80 2.27% (22,7 mg/ml). Y anvandning
7680 Lessines solution pour dialyse a
Belgien péritonéale
Belgien Baxter S.A. Dianeal PD1 Glucose 38.6 g/l Glukos anhydrat Peritonealdialysvatsk Intraperitoneal
Boulevard R. Branquart 80 3,86% (38,6 mg/ml), anvandning
7680 Lessines solution pour dialyse a
Belgien péritonéale
Belgien Baxter S.A. Dianeal PD4 Glucose 13.60 g/l Glukos anhydrat Intraperitoneal

Boulevard R. Branquart 80
7680 Lessines
Belgien

1,36% (13,6 mg/ml),
solution pour dialyse
péritonéale

Peritonealdialysvéatsk
a

anvandning




Belgien Baxter S.A. Dianeal PD4 Glucose 22.7 g/l Glukos anhydrat Peritonealdialvsvatsk Intraperitoneal
Boulevard R. Branquart 80 2.27% (22,7 mg/ml). Y anvandning
7680 Lessines solution pour dialyse a
Belgien péritonéale

Belgien Baxter S.A. Dianeal PD4 Glucose 38.6 g/l Glukos anhydrat Peritonealdialysvatsk Intraperitoneal
Boulevard R. Branquart 80 3,86% (38,6 mg/ml), anvandning
7680 Lessines solution pour dialyse a
Belgien péritonéale

Belgien Baxter S.A. Nutrineal Peritoneal 1,1% aminosyror Peritonealdialysvatsk Intraperitoneal
Boulevard R. Branquart 80 Dialysis 4 a 1,1 % anvandning
7680 Lessines d'acides aminés, a
Belgien solution pour dialyse

péritonéale

Bulgarien BAXTER d.o.0.,Zelezna cesta |Dianeal PD4 Glucose 1.36% w/v/ 13.6 mg/ml Peritonealdialysvatsk Intraperitoneal
18, 1000 Ljubljana, Slovenien [1.36% a anvandning

Bulgarien BAXTER d.o.0.,Zelezna cesta |Dianeal PD4 Glucose 2.27% w/v/ 22.7 mg/mi Peritonealdialvsvatsk Intraperitoneal
18, 1000 Ljubljana, Slovenien [2.27% a Y anvandning

Bulgarien BAXTER d.o.0.,Zelezna cesta |Dianeal PD4 Glucose 3.86% w/v/ 38.6mg/ml Peritonealdialysvatsk Intraperitoneal
18, 1000 Ljubljana, Slovenien [3.86% a anvandning

Bulgarien BAXTER d.o.o0.,Zelezna cesta |Extraneal 7.50% Peritonealdialysvatsk Intraperitoneal
18, 1000 Ljubljana, Slovenien a anvandning

Bulgarien BAXTER d.o.0.,Zelezna cesta |Nutrineal PD 4 with 1.1 |1,1% aminosyror Peritonealdialysvitsk Intraperitoneal
18, 1000 Ljubljana, Slovenien [{% Amino Acids a y anvandning

Tjeckien Baxter Healthcare S.A. EXTRANEAL 7,5 % 75 g/ 1000 ml Peritonealdialvsvatsk Intraperitoneal
Moneen Road Castlebar, y anvandning
County Mayo Ireland a

Tjeckien Baxter Healthcare S.A. Dianeal PD4 Glucose 1,36% w/v/13,6 mg/ml Peritonealdialysvatsk Intraperitoneal
Moneen Road Castlebar, 1,36% w/v/13,6 mg/ml anvandning
County Mayo Ireland a

Tjeckien Baxter Healthcare S.A. Dianeal PD4 Glucose 2,27% w/v/22,7 mg/ml Peritonealdialvsvitsk Intraperitoneal
Moneen Road Castlebar, 2,27% w/v/22,7 mg/ml Y anvandning
County Mayo Ireland a

Tjeckien Baxter Healthcare S.A. Dianeal PD4 Glucose 3,86% w/v/38,6 mg/ml Intraperitoneal

Moneen Road Castlebar,
County Mayo Ireland

3,86% w/v/38,6 mg/ml

Peritonealdialysvatsk
a

anvandning




Tjeckien Baxter Healthcare S.A. Nutrineal PD 4 with 1.1 (1.10 % Peritonealdialvsvatsk Intraperitoneal
Moneen Road Castlebar, % Amino Acids y anvandning
County Mayo Ireland a

Danmark Baxter A/S, Gydevang 43, Natriumklorid Baxter 9 (9 mg/ml Infusionsvatska, intraven6s anvandning
DK-3450 Allergd mg/mi I6sning
Danmark

Danmark Baxter A/S Dianeal PD4 med 13,6 mg/ml Peritonealdialvsvatsk Intraperitoneal
Gydevang 43 Glucos Y anvandning
3450 Allergd a
Danmark

Danmark Baxter A/S Dianeal PD4 med 22,7 mg/ml Peritonealdialysvatsk Intraperitoneal
Gydevang 43 Glucos anvandning
3450 Allergd a
Danmark

Danmark Baxter A/S Dianeal PD4 med 38,6 mg/ml Peritonealdialysvatsk Intraperitoneal
Gydevang 43 Glucos anvandning
3450 Allergd a
Danmark

Danmark Baxter A/S Extraneal 75 mg/ml Peritonealdialysvatsk Intraperitoneal
Gydevang 43 anvandning
3450 Allergd a
Danmark

Danmark Baxter A/S Nutrineal PD4 med 1,1 |1,1% /1000 ml i . . Intraperitoneal
Gydevang 43 % aminosyrer Peritonealdialysvatsk anvandnin

Y g Y g

3450 Allergd a
Danmark

Estland Baxter Oy EXTRANEAL 7.50% Peritonealdialvsvatsk Intraperitoneal
P.0O. Box 270 Yy anvandning
Valimotie 15A a
00381 Helsinki
Finland

Finland Baxter Healthcare S.A. Natriumklorid Baxter 9 (9 mg/ml Infusionsvatska, intravenés anvandning
Moneen Road, Castlebar mg/ml 16sning
County Mayo
Ireland

Finland Baxter Oy Extraneal 7,5% . . . Intraperitoneal
P O. Box 270 Peritonealdialysvatsk anvandning

Valimotie 15A
00381 Helsinki
Finland

a




Finland Baxter Healthcare S.A. Dianeal PD4 Glucose 13,6 mg/ml . dial Atsk Intraperitoneal
Moneen Road Castlebar, CO. Peritonealdialysvats anvandning
Mayo Ireland a

Finland Baxter Healthcare S.A. Dianeal PD4 Glucose 22,7 mg/ml Peritonealdialvsvitsk Intraperitoneal
Moneen Road Castlebar, CO. Yy anvandning
Mayo Ireland a

Finland Baxter Healthcare S.A. Dianeal PD4 Glucose 38,6 mg/ml Peritonealdialvsvitsk Intraperitoneal
Moneen Road Castlebar, CO. Y anvandning
Mayo Ireland a

Frankrike Baxter S.A.S DIANEAL PD1 GLUCOSE (1,36 % Peritonealdialysvatsk Intraperitoneal
Avenue louis Pasteur 78310 1,36 %, solution pour anvandning
ZA de Coignieres dialyse péritonéale en a
78310 Maurepas poche
Frankrike

Frankrike Baxter S.A.S DIANEAL PD1 GLUCOSE (3.86 % Peritonealdialysvatsk Intraperitoneal
Avenue louis Pasteur 78310 3.86 %, solution pour anvandning
ZA de Coignieres dialyse péritonéale en a
78310 Maurepas poche
Frankrike

Frankrike Baxter S.A.S DIANEAL PD4 GLUCOSE (3.86% Peritonealdialysvatsk Intraperitoneal
Avenue louis Pasteur 78310 3.86 %, solution pour anvandning
ZA de Coignieres dialyse péritonéale en a
78310 Maurepas poche
Frankrike

Frankrike Baxter S.A.S DIANEAL PD1 GLUCOSE (2.27% Peritonealdialysvatsk Intraperitoneal
Avenue louis Pasteur 78310 2.27 %, solution pour anvandning
ZA de Coignieres dialyse péritonéale en a
78310 Maurepas poche
Frankrike

Frankrike Baxter S.A.S DIANEAL PD4 GLUCOSE (2.27% Peritonealdialysvatsk Intraperitoneal
Avenue louis Pasteur 78310 2.27 %, solution pour anvandning
ZA de Coignieres dialyse péritonéale en a
78310 Maurepas poche
Frankrike

Frankrike Baxter S.A.S DIANEAL PD4 GLUCOSE [1.36% Intraperitoneal

Avenue louis Pasteur 78310
ZA de Coignieres

78310 Maurepas

Frankrike

1,36 %, solution pour
dialyse péritonéale en
poche

Peritonealdialysvatsk
a

anvandning




Frankrike Baxter S.A.S EXTRANEAL, solution 7.50% . . . Intraperitoneal
Avenue louis Pasteur 78310 |pour dialyse péritonéale Peritonealdialysvatsk anvandning
ZA de Coignieres a
78310 Maurepas
Frankrike
Frankrike Baxter S.A.S NUTRINEAL PD4 A 1,1 (1.10% . . . Intraperitoneal
Avenue louis Pasteur 78310 |% D'ACIDES AMINES, Peritonealdialysvatsk|, \\ « 1 dning
ZA de Coignieres solution pour dialyse a
78310 Maurepas péritonéale
Frankrike
Tyskland Baxter Deutschland GmbH Dianeal PD1 Glucose 13.6 g/l Peritonealdialvsvatsk Intraperitoneal
Edisonstralle 4 1.36% w/v 5.67 g/l Y anvandning
85716 UnterschleiBheim 3.92 g/l a
Tyskland 0.257 g/l
0.152 g/l
Tyskland Baxter Deutschland GmbH Dianeal PD1 Glucose 22.7 g/l Peritonealdialvsvatsk Intraperitoneal
Edisonstr. 4 2.27% w/v 5.67 g/l Y anvandning
D-85716 UnterschleiBheim 3.92 g/l a
Tyskland 0.257 g/l
0.152 g/l
Tyskland Baxter Deutschland GmbH Dianeal PD1 Glucose 38.6 g/l Peritonealdialysvatsk Intraperitoneal
Edisonstr. 4 3.86% w/v 5.67 g/l anvandning
D-85716 UnterschleiBheim 3.92 g/l a
Tyskland 0.257 g/l
0.152 g/l
Tyskland Baxter Deutschland GmbH Dianeal PD4 Glucose 13.6 g/l peritonealdialvsvatsk Intraperitoneal
Edisonstr. 4 1.36% w/v 5.4 g/l y anvandning
D-85716 UnterschleiBheim 4.5 g/l a
Tyskland 0.184 g/I
0.051 g/I
Tyskland Baxter Deutschland GmbH Dianeal PD4 Glucose 22.7 g/l Peritonealdialysvatsk Intraperitoneal
Edisonstr. 4 2.27% w/v 5.4 g/l anvandning
D-85716 UnterschleiBheim 4.5 g/l a
Tyskland 0.184 g/I
0.051 g/I
Tyskland Baxter Deutschland GmbH Dianeal PD4 Glucose 38.6 g/l Peritonealdialysvatsk Intraperitoneal
Edisonstr. 4 3.86% w/v 5.4 g/l anvandning
D-85716 UnterschleiBheim 4.5 g/l a
Tyskland 0.184 g/I
0.051 g/I




Tyskland Baxter Deutschland GmbH Dianeal PDG1 1.36% 13.6 g/l Peritonealdialvsvatsk Intraperitoneal
Edisonstr. 4 5.67 g/l Y anvandning
D-85716 Unterschleifheim 3.92 g/l a
Tyskland 0.257 g/l
0.0152 g/I
Tyskland Baxter Deutschland GmbH Dianeal PDG1 2.27% 22.7 g/l Peritonealdialvsvatsk Intraperitoneal
Edisonstr. 4 5.67 g/l Y anvandning
D-85716 Unterschleifheim 3.92 g/l a
Tyskland 0.257 g/l
0.0152 g/I
Tyskland Baxter Deutschland GmbH Dianeal PDG1 3.86% 38.6 g/l Peri dial Atsk Intraperitoneal
Edisonstr. 4 5.67 g/l eritonealdialysvats anvandning
D-85716 UnterschleiBheim 3.92 g/l a
Tyskland 0.257 g/l
0.0152 g/I
Tyskland Baxter Deutschland GmbH Dianeal PDG4 1.36% 13.6 g/l Peri dial Atsk Intraperitoneal
Edisonstr. 4 5.38 g/I eritonealdialysvats anvandning
D-85716 UnterschleiBheim 4.48 g/l a
Tyskland 0.184 g/l
0.051 g/I
Tyskland Baxter Deutschland GmbH Dianeal PDG4 2.27% 22.7 g/l Peritonealdialysvatsk Intraperitoneal
Edisonstr. 4 5.38 g/I anvandning
D-85716 UnterschleiBheim 4.48 g/l a
Tyskland 0.184 g/I
0.051 g/I
Tyskland Baxter Deutschland GmbH Dianeal PDG4 3.86% 38.6 g/l peritonealdialvsvatsk Intraperitoneal
Edisonstr. 4 5.38 g/I y anvandning
D-85716 UnterschleiBheim 4.48 g/l a
Tyskland 0.184 g/I
0.051 g/I
Tyskland Baxter Deutschland GmbH Extraneal 75 g/l Peritonealdialysvatsk Intraperitoneal
Edisonstr. 4 5.4 g/l anvandning
D-85716 UnterschleiBheim 4.5 g/l a
Tyskland 0.257 g/l
0.051 g/I
Tyskland Baxter Deutschland GmbH Nutrineal PD4 mit 1,1 (11.205 g/I Peritonealdialysvatsk Intraperitoneal
Edisonstr. 4 % Aminosauren 5.38 g/I anvandning
D-85716 UnterschleiBheim 0.184 g/I a
Tyskland 0.0508 g/I
4.48 g/l




Tyskland Baxter Deutschland GmbH Monosol 1.1g/1 hemodialysvatska hemodialys
Edisonstr. 4 6.43g/ 1
D-85716 UnterschleiBheim 0.257 g/ |
Tyskland 0.152 g/ |
3.36g/1
Tyskland Baxter Deutschland GmbH Monosol-K mit 2 mmol (1.1 g/ | hemodialysvatska hemodialys
Edisonstr. 4 Kalium/I 6.43 g/ 1
D-85716 UnterschleiBheim 0.257 g/ |
Tyskland 0.149g /1
0.152 g/ |
3.36g /1
Tyskland Baxter Deutschland GmbH Monosol-K mit 4 mmol (1.1 g/ | hemodialysvatska hemodialys
Edisonstr. 4 Kalium/I 6.43 g/
D-85716 UnterschleiBheim 0.257 g/ |
Tyskland 0.298 g/ |
0.152 g/
3.36g /1
Grekland Diophar SA DIANEAL PD1 1,36% w/v Peritonealdialysvatsk Intraperitoneal
Kifissias 368 2,27% w/v anvandning
Halandri 15233 3,86% w/v a
Grekland
Grekland Diophar SA DIANEAL PD4 1.36% Peritonealdialvsvatsk Intraperitoneal
Kifissias 368 2.27% w/v Yy anvandning
Halandri 15233 3.86% w/v a
Grekland
Grekland Diophar SA Extraneal (7,5+0,54+0,45+0,0257+0,0051)% Peritonealdialvsvitsk Intraperitoneal
Kifissias 368 w/v Y anvandning
Halandri 15233 a
Grekland
Grekland Diophar SA Nutrineal PD4 1.1% Peritonealdialysvatsk Intraperitoneal
Kifissias 368 anvandning
Halandri 15233 a
Grekland
Ungern Baxter Ungern Kft. EXTRANEAL peritonedlis |7,5% (icodextrin) Peritonealdialysvatsk Intraperitoneal
Népfiurdo u. 22. dializalo oldat anvandning
1138, Budapest a
Ungern
Ungern Baxter Ungern Kft. DIANEAL PD 1 Glucose [1,36% Intraperitoneal

Népfirdo u. 22.
1138, Budapest
Ungern

1,36% peritonealis
dializal6 oldat

Peritonealdialysvatsk
a

anvandning




Ungern Baxter Ungern Kft. DIANEAL PD 1 Glucose (2,27% Peritonealdialvsvatsk Intraperitoneal
Népfiirdo u. 22. 2,27% peritonedlis Y anvandning
1138, Budapest dializal6 oldat a
ungern

Ungern Baxter Ungern Kft. DIANEAL PD 1 Glucose |(3,86% Peritonealdialysvatsk Intraperitoneal
Népfirdo u. 22. 3,86% peritonealis anvandning
1138, Budapest dializal6 oldat a
Ungern

Ungern Baxter Ungern Kft. DIANEAL PD 4 Glucose [1,36% Peritonealdialysvatsk Intraperitoneal
Népfiirdo u. 22. 1,36% peritonealis anvandning
1138, Budapest dializalé oldat a
Ungern

Ungern Baxter Ungern Kft. DIANEAL PD 4 Glucose (2,27% Peritonealdialysvatsk Intraperitoneal
Népfiurdo u. 22. 2,27% peritonealis anvandning
1138, Budapest dializal6 oldat a
Ungern

Ungern Baxter Ungern Kft. DIANEAL PD 4 Glucose |(3,86% Peritonealdialysvatsk Intraperitoneal
Népfirdo u. 22. 3,86% peritonealis anvandning
1138, Budapest dializalé oldat a
Ungern

Island Baxter Healthcare SA Dianeal PD4 Glucose 13,6 mg/ml Peritonealdialvsvatsk Intraperitoneal
Moneen Road Castlebar, y anvandning
County Mayo Irland a

Island Baxter Healthcare SA Dianeal PD4 Glucose 22,7 mg/ml Peritonealdialysvatsk Intraperitoneal
Moneen Road Castlebar, anvandning
County Mayo Irland a

Island Baxter Healthcare SA Dianeal PD4 Glucose 38,6 mg/ml Peritonealdialysvatsk Intraperitoneal
Moneen Road Castlebar, anvandning
County Mayo Irland a

Irland Baxter Healthcare Limited, Monosol, Solution for Glukosmonohydrat Ph. Eur.1.1, hemodialys-, hemodialys
Caxton Way, Thetford, haemodialysis, Natriumklorid Ph. Eur. 6.43, hemodiafiltrations-
Norfolk, 1P24 3SE haemodiafiltration and |Kalciumkloriddihydrat och

Storbritannien

haemofiltration

Ph. Eur., 0.257,

Magnesiumkloridhexahydrat Ph.

Eur.0.152, Natriumlaktat
Ph. Eur. 3.36

hemofiltrationsvatsk
a

10




Irland Baxter Healthcare Limited, Monosol-K with 2 mEq |Glukosmonohydrat Ph. Eur. 1.1, hemodialys-, hemodialys
Caxton Way, Thetford, Potassium/I, Solution Natriumklorid Ph. Eur. 6.43, hemodiafiltrations-
Norfolk, 1P24 3SE for haemodialysis, Kalciumkloriddihydrat Ph. Eur. och
Storbritannien haemodiafiltration and [0.257, Magnesiumkloridhexahydrat |hemofiltrationsvéatsk
haemofiltration Ph. Eur. 0.152, Natriumlaktat a
Ph. Eur. 3.36, Kaliumklorid Ph. Eur.
0.149
Irland Baxter Healthcare Limited, Monosol-K with 4 mEq |Glukosmonohydrat Ph. Eur. 1.1, hemodialys-, hemodialys
Caxton Way, Thetford, Potassium/I, Solution Natriumklorid Ph. Eur. 6.43, hemodiafiltrations-
Norfolk, 1P24 3SE for haemodialysis, Kalciumkloriddihydrat Ph. Eur. och
Storbritannien haemodiafiltration and [0.257, Magnesiumkloridhexahydrat |hemofiltrationsvatsk
haemofiltration Ph. Eur. 0.152, Natriumlaktat a
Ph. Eur. 3.36, Kaliumklorid Ph. Eur.
0.298
Irland Baxter Healthcare Limited Dianeal PD1 Glucose 1.36% w/v Peritonealdialvsvatsk Intraperitoneal
Caxton Way 1,36% w/v (13,6 Y anvandning
Thetford, Norfolk, 1P24 3SE |mg/ml) Solution for a
Storbritannien peritoneal dialysis
Irland Baxter Healthcare Limited Dianeal PD1 Glucose 3.86% w/v (38.6 mg/ml) Peritonealdialvsvitsk Intraperitoneal
Caxton Way 3,86% w/v (38,6 Y anvandning
Thetford, Norfolk, 1IP24 3SE |mg/ml) Solution for a
Storbritannien peritoneal dialysis
Irland Baxter Healthcare Limited Dianeal PD1 Glucose 2.27% w/v (22.7 mg/ml) Peritonealdialysvatsk Intraperitoneal
Caxton Way 2.27% w/v (22,7 anvandning
Thetford, Norfolk, 1P24 3SE |mg/ml) Solution for a
Storbritannien peritoneal dialysis
Irland Baxter Healthcare Limited Dianeal PD4 Glucose 1.36% w/v (13.6 mg/ml) Peritonealdialysvatsk Intraperitoneal
Caxton Way 1,36% w/v (13,6 anvandning
Thetford, Norfolk, 1P24 3SE |mg/ml) Solution for a
Storbritannien peritoneal dialysis
Irland Baxter Healthcare Limited Dianeal PD4 Glucose 2.27% w/v (22.7 mg/ml) Peritonealdialysvatsk Intraperitoneal
Caxton Way 2.27% w/v (22,7 anvandning
Thetford, Norfolk, 1P24 3SE |mg/ml) Solution for a
Storbritannien peritoneal dialysis
Irland Baxter Healthcare Limited Dianeal PD4 Glucose 3.86% w/v (38.6 mg/ml) Intraperitoneal

Caxton Way
Thetford, Norfolk,
Storbritannien

1P24 3SE

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

Peritonealdialysvatsk
a

anvandning

11




Irland

Baxter Healthcare Limited
Caxton Way
Thetford, Norfolk,
Storbritannien

1P24 3SE

Nutrineal Solution for
Peritoneal Dialysis 4
with 1.1 % Amino Acids

L-tyrosin Ph.Eur. 0.300 g, L-
tryptofan Ph.Eur. 0.270 g, L-
fenylalanin Ph.Eur. 0.570 g, L-
treonin Ph.Eur. 0.646 g, L-serin
Ph.Eur. 0.510 g, L-prolin Ph.Eur.
0.595 g, glycin Ph.Eur. 0.510 g, L-
alanin Ph.Eur. 0.951 g, L-valin
Ph.Eur. 1.393 g, L-metionin Ph.Eur.
0.850 g, L-isoleucin Ph.Eur. 0.850 g,
L-leucin Ph.Eur. 1.020 g, L-
lysinhydroklorid Ph.Eur. 0.955 g, L-
histidin Ph.Eur. 0.714 g L-arginin
Ph.Eur. 1.071 g,
kalciumkloriddihydrat Ph.Eur. 0.184
g, magnesiumkloridhexahydrat
Ph.Eur. 0.051 g, natriumlaktat
Ph.Eur. 4.480 g, natriumklorid Ph.
Eur. 5.380 g

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Irland Baxter Healthcare Limited EXTRANEAL Solution for [Icodextrin 7.5 % w/v, natriumklorid Peritonealdialvsvatsk Intraperitoneal
Caxton Way peritoneal dialysis Ph. Eur. 0.54 % w/v, natrium (S)- Y anvandning
Thetford, Norfolk, 1P24 3SE laktat 0.45 % w/v, kalciumklorid Ph. a
Storbritannien Eur. 0.0257 % w/v,

magnesiumklorid Ph. Eur. 0.0051 %
w/v

Italien Baxter S.p.A. EXTRANEAL 7,5% Peritonealdialvsvitsk Intraperitoneal
Piazzale dell’Industria 20 Yy anvandning
00144 Roma a
Italien

Italien Baxter S.p.A. NUTRINEAL PD4 1,1% Peritonealdialvsvatsk Intraperitoneal
Piazzale dell’Industria 20 Y anvandning
00144 Roma a
Italien

lItalien Baxter S.p.A. SOLUZIONI PER 4,95 g/l — 49,45 g/l Peritonealdialysvatsk Intraperitoneal
Piazzale dell’Industria 20 DIALISI PERITONEALE anvandning
00144 Roma BAXTER a
Italien

Lettland Baxter Oy Extraneal solution for |75g/L 5,4g/L 4,5g/L 0,257g/L Peritonealdialysvatsk Intraperitoneal
P.O. Box 270 peritoneal dialysis 0,051¢g/L anvandning

Valimotie 15A
00381 Helsinki
Finland

a
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Lettland Baxter Healthcare S.A. Dianeal PD4 Glucose 2,27 % w/v 0,538% w/v 0,448% Peritonealdialvsvatsk Intraperitoneal
Moneen Road Castlebar, 2.27% w/v/22,7 w/v 0,0184% w/v 0,0051% w/v y anvandning
County Mayo Irland mg/ml- solution for a
peritoneal dialysis
Lettland Baxter Healthcare S.A. Dianeal PD4 Glucose 3,86% w/v 0,538% w/v 0,448% Peritonealdialysvatsk Intraperitoneal
Moneen Road Castlebar, 3,86% w/v/38,6 w/v 0,0184% w/v 0,0051% w/v anvandning
County Mayo Irland mg/ml- solution for a
peritoneal dialysis
Lettland Baxter Healthcare S.A. Dianeal PD4 Glucose 1,36% w/v 0,538% w/v 0,448% Peritonealdialysvatsk Intraperitoneal
Moneen Road Castlebar, 1,36% w/v/13,6 w/v 0,0184% w/v 0,0051% w/v anvandning
County Mayo Irland mg/ml- solution for a
peritoneal dialysis
Litauen Baxter Healthcare S.A. Dianeal PD4 Glucose 13,69+5,38g+4,48g+0,1849g+0,051 Peritonealdialysvatsk Intraperitoneal
Moneen Road Castlebar, o/l anvandning
County Mayo Irland a
Litauen Baxter Healthcare S.A. Dianeal PD4 Glucose 22,79+5,389+4,48g+0,184g+0,051 Peritonealdialysvatsk Intraperitoneal
Moneen Road Castlebar, g/l anvandning
County Mayo Irland a
Litauen Baxter Healthcare S.A. Dianeal PD4 Glucose 38,69+5,38g+4,48g+0,184g+0,051 Peritonealdialysvatsk Intraperitoneal
Moneen Road Castlebar, o/l anvandning
County Mayo Irland a
Litauen Baxter O EXTRANEAL 759+5,49+4,5g+0,257g+0,051g/10 . . . Intraperitoneal
b0, Box 270 ool oA ’ % |eritonealdialysvatsk anvar?dning
Valimotie 15A a
00381 Helsinki
Finland
Luxemburg Baxter S.A. Nutrineal PD4+A.A.1,1 |1,1% aminosyror Peritonealdialysvatsk Intraperitoneal
Bd René Branquart 80 % anvandning
B-7860 Lessines a
Belgien
Luxemburg Baxter S.A. Dianeal PD1 Glucose 1,36%/2,27%/3,86% glukos Peritonealdialysvatsk Intraperitoneal
Bd René Branquart 80 anhydrat anvandning
B-7860 Lessines a
Belgien
Luxemburg Baxter S.A. Dianeal PD4 Glucose 1,36%/2,27%/3,86% glukos Peritonealdialysvatsk Intraperitoneal
Bd René Branquart 80 anhydrat anvandning
B-7860 Lessines a
Belgien
Luxemburg Baxter S.A. Extraneal 75.00 g/l Icodextrin Intraperitoneal

Bd René Branquart 80
B-7860 Lessines
Belgien

Peritonealdialysvatsk
a

anvandning
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Malta

Baxter Healthcare Ltd
Caxton Way
Thetford,

Norfolk,

IP24 3SE
Storbritannien

Extraneal (Icodextrin
7.5%)

Icodextrin (75 g/1), natriumklorid
(5.4 g/l), kalciumklorid (0.257 g/l),
magnesiumklorid (0.051 g/l),
natriumlaktatlésning (4.5 g/l)

Peritonealdialysvatsk

Intraperitoneal
anvandning

Malta

Baxter Healthcare Ltd
Caxton Way
Thetford,

Norfolk,

IP24 3SE
Storbritannien

Nutrineal PD4 with
1.1% amino acids

L-tyrosin  0.300 g/I
L-tryptofan 0.270 g/I
L-fenylalanin  0.570 g/l
L-treonin 0.646 g/I

L-serin  0.510 g/I

L-prolin  0.595 g/l

Glycin 0.510 g/I

L-alanin 0.951 g/I

L-valin 1.393 g/l

L-metionin  0.850 g/I
L-isoleucin  0.850 g/I

L-leucin 1.020 g/I

L-lysin (klorhydrat) 0.955 g/I
L-histidin  0.714 g/I

L-arginin 1.071 g/l
Kalciumkloriddihydrat 0.184 g/I
Magnesiumkloridhexahydrat 0.051
g/l

Natriumlaktat 4.48 g/I
Natriumklorid 5.38 g/I
Kvantitativ sammansattning av
natriumlaktat

Laktat 139 g

Natriumhydroxid 52.25 g
Vatten for injektionsvéatskor till
100 ml

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Malta

Baxter Healthcare Ltd
Caxton Way
Thetford,

Norfolk,

IP24 3SE
Storbritannien

Dianeal PD1 Glucose
1.36%w/v 13.6mg/ml

Glukos anhydrat Ph.Eur. 1.36 % w/v
eller glukos monohydrat Ph.Eur.
1.50 % w/v

Natriumklorid Ph.Eur. 0.57 % w/v
Natriumlaktat Ph.Eur. 0.39 % w/v
Kalciumklorid Ph.Eur. 0.0257 % w/v
Magnesiumklorid Ph.Eur. 0.0152 %
w/v

Peritonealdialysvatsk

Intraperitoneal
anvandning
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Malta Baxter Healthcare Ltd Dianeal PD1 Glucose Glukos anhydrat Ph.Eur. 2.27 % w/v Peritonealdialvsvatsk Intraperitoneal
Caxton Way 2.27%w/v 22.7mg/ml |eller glukos monohydrat Ph.Eur. Y anvandning
Thetford, 2.50 % w/v
Norfolk, Natriumklorid Ph.Eur. 0.57 % w/v
IP24 3SE Natriumlaktat Ph.Eur. 0.39 % w/v
Storbritannien Kalciumklorid Ph.Eur. 0.0257 % w/v
Magnesiumklorid Ph.Eur. 0.0152 %
w/v
Malta Baxter Healthcare Ltd Dianeal PD1 Glucose Glukos anhydrat Ph.Eur. 3.86 % w/v Peritonealdialysvatsk Intraperitoneal
Caxton Way 3.86%w/v 38.6mg/ml |eller glukos monohydrat Ph.Eur. anvandning
Thetford, 4.25 % w/v
Norfolk, Natriumklorid Ph.Eur. 0.57 % w/v
IP24 3SE Natriumlaktat Ph.Eur. 0.39 % w/v
Storbritannien Kalciumklorid Ph.Eur. 0.0257 % w/v
Magnesiumklorid Ph.Eur. 0.0152 %
w/v
Malta Baxter Healthcare Ltd Dianeal PD4 Glucose Glukos anhydrat Ph.Eur. 1.36 % w/v Peritonealdialvsvitsk Intraperitoneal
Caxton Way 1.36%w/v 13.6mg/ml |eller glukos monohydrat Ph.Eur. Y anvandning
Thetford, 1.50 % w/v
Norfolk, Natriumklorid Ph.Eur. 0.538 % w/v
IP24 3SE Natriumlaktat Ph.Eur. 0.448 % w/v
Storbritannien Kalciumklorid Ph.Eur. 0.0184 % w/v
Magnesiumklorid Ph.Eur. 0.0051 %
w/v
Malta Baxter Healthcare Ltd Dianeal PD4 Glucose Glukos anhydrat Ph.Eur. 2.27 % w/v Peritonealdialvsvatsk Intraperitoneal
Caxton Way 2.27%w/v 22.7mg/ml |eller glukos monohydrat Ph.Eur. Yy anvandning
Thetford, 2.50 % w/v
Norfolk, Natriumklorid Ph.Eur. 0.538 % w/v
IP24 3SE Natriumlaktat Ph.Eur. 0.448 % w/v
Storbritannien Kalciumklorid Ph.Eur. 0.0184 % w/v
Magnesiumklorid Ph.Eur. 0.0051 %
w/v
Malta Baxter Healthcare Ltd Dianeal PD4 Glucose Glukos anhydrat Ph.Eur. 3.86 % w/v Intraperitoneal

Caxton Way
Thetford,
Norfolk,

IP24 3SE
Storbritannien

3.86%w/v 38.6mg/ml

eller glukos monohydrat Ph.Eur.
4.25 % w/v

Natriumklorid Ph.Eur. 0.538 % w/v
Natriumlaktat Ph.Eur. 0.448 % w/v
Kalciumklorid Ph.Eur. 0.0184 % w/v
Magnesiumklorid Ph.Eur. 0.0051 %
w/v

Peritonealdialysvatsk

anvandning
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Malta Baxter Healthcare Limited, Monosol Glukosmonohydrat 1.1 g/l, Hemodialys- / intraarteriell
Caxton Way, Thetford, Natriumklorid 6.43 g/l, hemofiltrationsvéatsk |anvandning,
Norfolk 1P24 3SE, Kalciumkloriddihydrat a intraven6s anvandning
Storbritannien 0.257 g/l,
Magnesiumkloridhexahydrat
0.152 g/l, Natriumlaktat 3.36 g/I
Malta Baxter Healthcare Limited, Monosol-K with 2MEQ |Glukosmonohydrat 1.1 g/I, Hemodialys- / intraarteriell

Caxton Way, Thetford,
Norfolk 1P24 3SE,
Storbritannien

Potassium/L

Natriumklorid 6.43 g/I,
Kalciumkloriddihydrat

0.257 g/l,
Magnesiumkloridhexahydrat
0.152 g/I, Kaliumklorid 0.149 g/I,
Natriumlaktat 3.36 g/I

hemofiltrationsvatsk
a

anvandning,
intraven6s anvandning

Nederlanderna

Baxter B.V
Kobaltweg 49
3542 CE Utrecht
Nederlanderna

Dianeal PD1 Glucose
1.36%/13,6 mg/ml,
peritoneaaldialysevloeis
t of

13.6 g/l glukos anhydrat

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Nederlanderna

Baxter B.V
Kobaltweg 49
3542 CE Utrecht
Nederlanderna

Dianeal PD1 Glucose
2.27%/22,7 mg/ml,
peritoneaaldialysevloeis
t of

22.7 g/l glukos anhydrat

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Nederlanderna

Baxter B.V
Kobaltweg 49
3542 CE Utrecht
Nederlanderna

Dianeal PD1 Glucose
3.86%/38,6 mg/ml,
peritoneaaldialysevloeis
t of

38.6 g/l glukos anhydrat

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Nederlanderna

Baxter B.V
Kobaltweg 49
3542 CE Utrecht
Nederlanderna

Dianeal PD4 Glucose
1.36%/13,6 mg/ml,
peritoneaaldialysevloeis
t of

13.6 g/l glukos anhydrat

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Nederlanderna

Baxter B.V
Kobaltweg 49
3542 CE Utrecht
Nederlanderna

Dianeal PD4 Glucose
2.27%/22,7 mg/ml,
peritoneaaldialysevloeis
t of

22.7 g/l glukos anhydrat

Peritonealdialysvéatsk
a

Intraperitoneal
anvandning

Nederlanderna

Baxter B.V
Kobaltweg 49
3542 CE Utrecht
Nederlanderna

Dianeal PD4 Glucose
3.86%/38,6 mg/ml,
peritoneaaldialysevloeis
t of

38.6 g/l glukos anhydrat

Peritonealdialysvatsk
a

Intraperitoneal
anvandning
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Nederlanderna

Baxter B.V
Kobaltweg 49
3542 CE Utrecht
Nederlanderna

Nutrineal PD4 met 11
g/l aminozuren en Ca
1,25 mmol/I,
peritoneaaldialysevloeis
t of

11 g/l aminosyror och 1,25 mmol/I
Ca.

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Nederlanderna

Baxter B.V
Kobaltweg 49
3542 CE Utrecht
Nederlanderna

EXTRANEAL 7,5 %,
oplossing voor
peritoneale dialyse

75 g/l icodextrin

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Norge Baxter AS Natriumklorid Baxter 9 (9 mg/ml Infusionsvatska, intravends anvéndning
Gjerdrumsvei 11 mg/ml I6sning
0484 Oslo
Norge
Norge Baxter AS Nutrineal PD4 amino 1.10% Peritonealdialysvatsk Intraperitoneal
Gjerdrumsvei 11 Acids 1,1 % anvandning
0484 Oslo, Norge a
Norge Baxter AS Extraneal 75 mg/ml . . N Intraperitoneal
Gierdrumsvei 11 Peritonealdialysvatsk anvandnin
jer g
0484 Oslo, Norge a
Polen Baxter Polska SP. z.0.0. Dianeal PD1 (glukoza 15 mg/ml glukos monohydrat, 5,67 Peritonealdialysvatsk Intraperitoneal
Kruczkowskiego 8 st., 00-380 [1,36%). Zestaw do mg/ml natriumklorid, 0,257 mg/ml anvandning
Warszawa, Polen dializy otrzewnowej kalciumkloriddihydrat, 0,152 mg/ml
magnesiumkloridhexahydrat, 3,92
mg/ml natriumlaktat
Polen Baxter Polska SP. z.0.0. Dianeal PD1 (glukoza 25 mg/ml glukos monohydrat, 5,67 Peritonealdialysvitsk Intraperitoneal
Kruczkowskiego 8 st., 00-380 (2,27%). Zestaw do mg/ml natriumklorid, 0,257 mg/mi y anvandning
Warszawa, Polen dializy otrzewnowej kalciumkloriddihydrat, 0,152 mg/ml
magnesiumkloridhexahydrat, 3,92
mg/ml natriumlaktat
Polen Baxter Polska SP. z.0.0. Dianeal PD1 (glukoza 42,5 mg/ml glukos monohydrat, Peritonealdialysvatsk Intraperitoneal
Kruczkowskiego 8 st., 00-380 |3,86%). Zestaw do 5,67 mg/ml natriumklorid, 0,257 anvandning
Warszawa, Polen dializy otrzewnowej mg/ml kalciumkloriddihydrat, 0,152 a
mg/ml magnesiumkloridhexahydrat,
3,92 mg/ml natriumlaktat
Polen Baxter Polska SP. z.0.0. Dianeal PD4 (glukoza 15 mg/ml glukos monohydrat, 5,38 Intraperitoneal

Kruczkowskiego 8 st., 00-380

Warszawa, Polen

1,36%). Zestaw do
dializy otrzewnowej

mg/ml natriumklorid, 0,184 mg/mi
kalciumkloriddihydrat, 0,051 mg/ml
magnesiumkloridhexahydrat, 4,48
mg/ml natriumlaktat

Peritonealdialysvatsk

anvandning

17




Polen Baxter Polska SP. z.0.0. Dianeal PD4 (glukoza |25 mg/ml glukos monohydrat, 5,38 Peritonealdialvsvatsk Intraperitoneal
Kruczkowskiego 8 st., 00-380 [2,27%). Zestaw do mg/ml natriumklorid, 0,184 mg/ml Y anvandning
Warszawa, Polen dializy otrzewnowej kalciumkloriddihydrat, 0,051 mg/ml
magnesiumkloridhexahydrat, 4,48
mg/ml natriumlaktat
Polen Baxter Polska SP. z.0.0. Dianeal PD4 (glukoza |42,5 mg/ml glukos monohydrat, Peritonealdialvsvatsk Intraperitoneal
Kruczkowskiego 8 st., 00-380 [3,86%). Zestaw do 5,38 mg/ml natriumklorid, 0,184 y anvandning
Warszawa, Polen dializy otrzewnowej mg/ml kalciumkloriddihydrat, 0,051 a
mg/ml magnesiumkloridhexahydrat,
4,48 mg/ml natriumlaktat
Polen Baxter Polska SP. z.0.0. Extraneal Zestaw do 75 mg/ml Peritonealdialvsvatsk Intraperitoneal
Kruczkowskiego 8 st., 00-380 |dializy otrzewnowej Y anvandning
Warszawa, Polen a
Polen Baxter Polska SP. z.0.0. Nutrineal PD4 (z 1,1% (1,071 mg/ml arginin, 0,714 mg/mi Peritonealdialysvatsk Intraperitoneal
Kruczkowskiego 8 st., 00-380 |roztworem histin, 0,955 mg/ml anvandning
Warszawa, Polen aminokwasow) lysinhydroklorid, 1,02 mg/ml leucin, a
0,85 mg/ml isoleucin, 0,85 mg/ml
metionin, 1,393 mg/ml valin, 0,951
mg/ml alanin, 0,51 mg/ml glycin,
0,595 mg/ml prolin, 0,51 mg/mi
serin, 0,646 mg/ml treonin, 0,57
mg/ml fenylalanin, 0,27 mg/ml
tryptofan, 0,3 mg/ml tyrosin, 0,184
mg/ml kalciumkloriddihydrat, 0,051
mg/ml magnesiumkloridhexahydrat,
5,38 mg/ml natriumklorid, 4,48
mg/ml natriumlaktat
Portugal Baxter Médico Farmacéutica |Extraneal 75 mg/ml icodextrin, 5,4 mg/ml Intraperitoneal

Peritonealdialysvéatsk

Lda natriumklorid, 4,5 mg/ml natrium anvandning
Zona Industrial da (S) — laktatlésning, 0,051 mg/ml

Abrunheira, magnesiumklorid, 0,257 mg/ml

Edificio 10 Sintra Business kalciumklorid

Park,

2710-089 Sintra

Portugal
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Portugal Baxter Médico Farmacéutica |Dianeal Pd1l 42,5 mg/ml glukos monohydrat, Peritonealdialvsvatsk Intraperitoneal
Lda 5,67 mg/ml natriumklorid, 0,257 y anvandning
Zona Industrial da mg/ml kalciumkloriddihydrat, 0,152
Abrunheira, mg/ml magnesiumkloridhexahydrat,
Edificio 10 Sintra Business 3,92 mg/ml natriumlaktat
Park,
2710-089 Sintra
Portugal
Portugal Baxter Médico Farmacéutica |Dianeal Pd1 25 mg/ml glukos monohydrat, 5,67 Peritonealdialysvatsk Intraperitoneal
Lda mg/ml natriumklorid, 0,257 mg/ml anvandning
Zona Industrial da kalciumkloriddihydrat, 0,152 mg/ml a
Abrunheira, magnesiumkloridhexahydrat, 3,92
Edificio 10 Sintra Business mg/ml natriumlaktat
Park,
2710-089 Sintra
Portugal
Portugal Baxter Médico Farmacéutica |Dianeal Pd1 15 mg/ml glukos monohydrat, 5,67 Peritonealdialvsvitsk Intraperitoneal
Lda mg/ml natriumklorid, 0,257 mg/ml Y anvandning
Zona Industrial da kalciumkloriddihydrat, 0,152 mg/ml a
Abrunheira, magnesiumkloridhexahydrat, 3,92
Edificio 10 Sintra Business mg/ml natriumlaktat
Park,
2710-089 Sintra
Portugal
Portugal Baxter Médico Farmacéutica |Dianeal Pd4 42,5 mg/ml glukos monohydrat, Peritonealdialvsvatsk Intraperitoneal
Lda 5,38 mg/ml natriumklorid, 0,184 Yy anvandning
Zona Industrial da mg/ml kalciumkloriddihydrat, 0,051 a
Abrunheira, mg/ml magnesiumkloridhexahydrat,
Edificio 10 Sintra Business 4,48 mg/ml natriumlaktat
Park,
2710-089 Sintra
Portugal
Portugal Baxter Médico Farmacéutica |Dianeal Pd4 25 mg/ml glukos monohydrat, 5,38 Intraperitoneal

Lda
Zona Industrial da

mg/ml natriumklorid, 0,184 mg/mi
kalciumkloriddihydrat, 0,051 mg/ml

Abrunheira, magnesiumkloridhexahydrat, 4,48
Edificio 10 Sintra Business mg/ml natriumlaktat

Park,

2710-089 Sintra

Portugal

Peritonealdialysvatsk
a

anvandning
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Portugal Baxter Médico Farmacéutica |Dianeal Pd4 15 mg/ml glukos monohydrat, 5,38 Peritonealdialvsvatsk Intraperitoneal
Lda mg/ml natriumklorid, 0,184 mg/ml Y anvandning
Zona Industrial da kalciumkloriddihydrat, 0,051 mg/ml
Abrunheira, magnesiumkloridhexahydrat, 4,48
Edificio 10 Sintra Business mg/ml natriumlaktat
Park,
2710-089 Sintra
Portugal
Portugal Baxter Médico Farmacéutica |Nutrineal PD4 1,071 mg/ml arginin, 0,714 mg/ml Peritonealdialysvatsk Intraperitoneal
Lda histin, 0,955 mg/ml anvandning
Zona Industrial da lysinhydroklorid, 1,02 mg/ml leucin, a
Abrunheira, 0,85 mg/ml isoleucin, 0,85 mg/ml
Edificio 10 Sintra Business metionin, 1,393 mg/ml valin, 0,951
Park, mg/ml alanin, 0,51 mg/ml glycin,
2710-089 Sintra 0,595 mg/ml prolin, 0,51 mg/mi
Portugal serin, 0,646 mg/ml treonin, 0,57
mg/ml fenylalanin, 0,27 mg/ml
tryptofan, 0,3 mg/ml tyrosin, 0,184
mg/ml kalciumkloriddihydrat, 0,051
mg/ml magnesiumkloridhexahydrat,
5,38 mg/ml natriumklorid, 4,48
mg/ml natriumlaktat
Rumanien Baxter Healthcare Ltd EXTRANEAL 75 mg/ml Peritonealdialysvatsk Intraperitoneal
Caxton Way, anvandning
Thetford, Norfolk, 1P24 3SE, a
Storbritannien
Rumanien Baxter Healthcare SA, Moneen|DIANEAL PD4 GLUCOSE (13,6 mg/ml Peritonealdialysvatsk Intraperitoneal
Road, Castlebar, Co. Mayo, 1,36% m/v (13,6 anvandning
Irland mg/ml) a
Rumanien Baxter Healthcare SA, Moneen|DIANEAL PD4 GLUCOSE (22,7 mg/ml Peritonealdialysvatsk Intraperitoneal
Road, Castlebar, Co. Mayo, 2,27% m/v (22,7 anvandning
Irland mg/ml) a
Rumanien Baxter Healthcare SA, Moneen|DIANEAL PD4 GLUCOSE |38,6 mg/ml Peritonealdialysvatsk Intraperitoneal
Road, Castlebar, Co. Mayo, 3,86% m/v (38,6 anvandning
Irland mg/mil) a
Rumanien BAXTER d.o.o. Zelezna cesta |[NUTRINEAL PD4 cu 1.1% . . . Intraperitoneal
14, SI1-1000 Ljubljana, 1,1% aminoacizi Peritonealdialysvatsk anvandning
Slovenien a
Slovakien Baxter Healthcare SA, Moneen|Dianeal® PD1 glucose |13,6 mg/1 mi Intraperitoneal

Rd, Castlebar, Co. Mayo,
Irland

1,36% w/v /13,6
mg/ml

Peritonealdialysvéatsk
a

anvandning
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Slovakien Baxter Healthcare SA, Moneen|Dianeal® PD1 glucose |22,7 mg/1 mi Peritonealdialvsvatsk Intraperitoneal
Rd, Castlebar, Co. Mayo, 2,27% wl/v /22,7 y anvandning
Irland mg/ml a

Slovakien Baxter Healthcare SA, Moneen|Dianeal® PD1 glucose |38,6 mg/1 mi Peritonealdialvsvitsk Intraperitoneal
Rd, Castlebar, Co. Mayo, 3,86% w/v /38,6 Yy anvandning
Irland mg/ml a

Slovakien Baxter Healthcare SA, Moneen|Dianeal® PD4 glucose |13,6 mg/1 ml Peritonealdialvsvitsk Intraperitoneal
Rd, Castlebar, Co. Mayo, 1,36% w/v /13,6 Y anvandning
Irland mg/mi a

Slovakien Baxter Healthcare SA, Moneen|Dianeal® PD4 glucose 22,7 mg/1 mi Peritonealdialysvatsk Intraperitoneal
Rd, Castlebar, Co. Mayo, 2,27% wl/v /22,7 anvandning
Irland mg/mi a

Slovakien Baxter Healthcare SA, Moneen|Dianeal® PD4 glucose |38,6 mg/1 mi Peritonealdialvsvatsk Intraperitoneal
Rd, Castlebar, Co. Mayo, 3,86% w/v /38,6 y anvandning
Irland mg/ml a

Slovakien Baxter Healthcare Ltd EXTRANEAL 7.5% . . . Intraperitoneal
Caxton Way, Peritonealdialysvéatsk anvandning
Thetford, Norfolk, IP24 3SE a

Slovakien Baxter Healthcare SA, Moneen|Nutrineal PD4 with 1.1% i . . Intraperitoneal
Rd, Castlebar, Co. Mayo, 1.1% Amino Acids Peritonealdialysvatsk anvandning
Irland a

Slovenien Baxter d.o.0., Zelezna cesta |Extraneal 75 mg/ml 75 mg/ml Peritonealdialysvatsk Intraperitoneal
18 ,Ljubljana, SI1-1000, ikodekstrina raztopina anvandning
Slovenien za peritonealno dializo a

Slovenien Baxter d.o.0., Zelezna cesta |Nutrineal PD4 11 mg/mi|{11 mg/ml Peritonealdialvsvatsk Intraperitoneal
18 ,Ljubljana, Sl -1000, amino Kislin raztopina Y anvandning
Slovenien za peritonealno dializo a

Slovenien Baxter d.o.o., Zelezna cesta |Dianeal PD1 13,6 13,6 mg/ml Peritonealdialysvatsk Intraperitoneal
18, Ljubljana, SI -1000, mg/ml glukoze anvandning
Slovenien raztopina za a

peritonelano dializo

Slovenien Baxter d.o.o., Zelezna cesta |Dianeal PD1 22,7 22,7 mg/ml Peritonealdialvsvitsk Intraperitoneal
18, Ljubljana, SI -1000, mg/ml glukoze Y anvandning
Slovenien raztopina za a

peritonelano dializo
Slovenien Baxter d.o.0., Zelezna cesta |[Dianeal PD1 38,6 38,6 mg/ml Intraperitoneal

18, Ljubljana, SI -1000,
Slovenien

mg/ml glukoze
raztopina za
peritonelano dializo

Peritonealdialysvatsk
a

anvandning
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Slovenien Baxter d.o.0., Zelezna cesta |[Dianeal PD4 13,6 13,6 mg/ml Peritonealdialvsvatsk Intraperitoneal
18, Ljubljana, SI -1000, mg/ml glukoze Y anvandning
Slovenien raztopina za a
peritonelano dializo
Slovenien Baxter d.o.o., Zelezna cesta |Dianeal PD4 22,7 22,7 mg/ml Peritonealdialysvatsk Intraperitoneal
18, Ljubljana, SI -1000, mg/ml glukoze anvandning
Slovenien raztopina za a
peritonelano dializo
Slovenien Baxter d.o.o., Zelezna cesta |[Dianeal PD4 38,6 38,6 mg/ml Peritonealdialysvatsk Intraperitoneal
18, Ljubljana, SI -1000, mg/ml glukoze anvandning
Slovenien raztopina za a
peritonelano dializo
Spanien Baxter S.L EXTRANEAL Solucion 75 g/l, 5.4 g/l, 4.5 g/1, 0.257 g/l Peritonealdialysvatsk Intraperitoneal
Pouet de Camilo, 2 para didalisis peritoneal |0.051 g/I anvandning
Ribarroja del Turia (Valencia) a
46394
Spanien
Spanien Baxter S.L Nutrineal PD4 con 1,1% (951 mg/l, 1071 mg/l, 510 mg/l, 714 Peritonealdialysvatsk Intraperitoneal
Pouet de Camilo, 2 de aminoacidos. mg/l, 850 mg/l, 1020 mg/l, 955 anvandning
Ribarroja del Turia (Valencia) |[Solucién para dialisis mg/l, 850 mg/l, 570 mg/l, 595
46394 peritoneal mg/l, 510 mg/l, 646 mg/I,
Spanien 270 mg/l, 300 mg/l, 1393 mg/I,
5380 mg/l, 184 mg/l, 51 mg/l, 4480
mg/I|
Spanien Baxter S.L Nutrineal PD4 con 1,1% (951 mg/l, 1071 mg/l, 510 mg/l, 714 Peritonealdialysvatsk Intraperitoneal
Pouet de Camilo, 2 de aminoacidos. Con mg/l, 850 mg/l, 1020 mg/l, 955 anvandning
Ribarroja del Turia (Valencia) |sistema de desconexién |mg/l, 850 mg/l, 570 mg/l, 595
46394 integrado Solucioén para ([mg/l, 510 mg/l, 646 mg/I,
Spanien dialisis peritoneal 270 mg/l, 300 mg/l, 1393 mg/I,
5380 mg/l, 184 mg/l, 51 mg/l, 4480
mg/|
Spanien Baxter S.L Dianeal PD1 Glucosa 15 g/l, 5.67 g/1, 3.92 g/l, 0.257 g/l, Peritonealdialysvatsk Intraperitoneal
Pouet de Camilo, 2 1,36% solucién para 0.152 g/I anvandning
Ribarroja del Turia (Valencia) |dialisis peritoneal a
46394
Spanien
Spanien Baxter S.L Dianeal PD1 Glucosa 15 g/l, 5.67 g/1, 3.92 g/l, 0.257 g/l, Intraperitoneal

Pouet de Camilo, 2

Ribarroja del Turia (Valencia)
46394

Spanien

1,36% con sistema de
desconexion integrado
solucién para didlisis
peritoneal.

0.152 g/I

Peritonealdialysvéatsk
a

anvandning
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Spanien Baxter S.L Dianeal PD1 Glucosa 25.0 g/l, 5.67 g/I, 3.92 g/l, 0.257 . . N Intraperitoneal
Pouet de Camilo, 2 2,27% solucion para /I 09152 /I 9 9 Peritonealdialysvatsk anvandning
Ribarroja del Turia (Valencia) |dialisis peritoneal 9/t ©. 9 a
46394
Spanien

Spanien Baxter S.L Dianeal PD1 Glucosa 25.0 g/, 5.67 g/1, 3.92 g/l, 0.257 Peritonealdialvsvatsk Intraperitoneal
Pouet de Camilo, 2 2,27% con sistema de |g/l, 0.152 g/l y anvandning
Ribarroja del Turia (Valencia) |desconexion integrado a
46394 solucidén para didlisis
Spanien peritoneal

Spanien Baxter S.L Dianeal PD1 Glucosa 42.50 g/l, 5.67 g/l, 3.92 g/l, 0.257 Peritonealdialvsvatsk Intraperitoneal
Pouet de Camilo, 2 3,86% solucién para g/l, 0.152 g/I y anvandning
Ribarroja del Turia (Valencia) |dialisis peritoneal a
46394 Spanien

Spanien Baxter S.L Dianeal PD1 Glucosa 42.50 g/l1, 5.67 g/l, 3.92 g/l, 0.257 Peritonealdialysvatsk Intraperitoneal
Pouet de Camilo, 2 3,86% con sistema de |g/l, 0.152 g/I anvandning
Ribarroja del Turia (Valencia) |desconexién integrado a
46394 solucién para didlisis
Spanien peritoneal

Spanien Baxter S.L Dianeal PD4 Glucosa 15.0 g/l, 5.38 g/I, 4.48 g/, 0.184 . . u Intraperitoneal
Pouet de Camilo, 2 1,36% solucién para /I 09051 /1 J J Peritonealdialysvatsk anvandning
Ribarroja del Turia (Valencia) |dialisis peritoneal 9/l ©. 9 a
46394
Spanien

Spanien Baxter S.L Dianeal PD4 Glucosa 15.0 g/l, 5.38 g/I, 4.48 g/1, 0.184 Peritonealdialysvatsk Intraperitoneal
Pouet de Camilo, 2 1,36% con sistema de |g/l, 0.051 g/I anvandning
Ribarroja del Turia (Valencia) |desconexion integrado a
46394 solucién para didlisis
Spanien peritoneal

Spanien Baxter S.L Dianeal PD4 Glucosa 25.0 g/, 5.38 ¢g/1, 4.48 g/l, 0.184 Peritonealdialysvatsk Intraperitoneal
Pouet de Camilo, 2 2,27% solucion para g/l, 0.051 g/I anvandning
Ribarroja del Turia (Valencia) |dialisis peritoneal a
46394
Spanien

Spanien Baxter S.L Dianeal PD4 Glucosa 25.0 g/l1, 5.38 g/1, 4.48 g/l, 0.184 Intraperitoneal

Pouet de Camilo, 2

Ribarroja del Turia (Valencia)
46394

Spanien

2,27% con sistema de
desconexioén integrado
solucién para didlisis
peritoneal

g/l, 0.051 g/l

Peritonealdialysvéatsk
a

anvandning
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Spanien Baxter S.L Dianeal PD4 Glucosa 42.50 g/l, 5.38 g/l, 4.48 g/1, 0.184 Peritonealdialvsvatsk Intraperitoneal
Pouet de Camilo, 2 3,86% solucion para g/l, 0.051 g/I Y anvandning
Ribarroja del Turia (Valencia) |dialisis peritoneal a
46394
Spanien

Spanien Baxter S.L Dianeal PD4 Glucosa 42.50 g/l, 5.38 g/l, 4.48 g/1, 0.184 Peritonealdialvsvatsk Intraperitoneal
Pouet de Camilo, 2 3,86% con sistema de |g/l, 0.051 g/l y anvandning
Ribarroja del Turia (Valencia) |desconexion integrado a
46394 solucidén para didlisis
Spanien peritoneal

Sverige Baxter Medical AB Natriumklorid Baxter 9 (9 mg/ml . . intravenos anvandning
Box 63 mg/ml Ipfu_smnsvatska,
164 94 Kista losning
Sverige

Sverige Baxter Healthare SA Dianeal PD4 med glucos|13,6 mg/mi Peritonealdialvsvatsk Intraperitoneal
Moneen Road 13,6 mg/ml Y anvandning
Castlebar a
County Mayo
Irland

Sverige Baxter Healthare SA Dianeal PD4 med glucos (22,7 mg/ml Peritonealdialysvatsk Intraperitoneal
Moneen Road 22,7 mg/ml anvandning
Castlebar a
County Mayo
Irland

Sverige Baxter Healthare SA Dianeal PD4 med glucos|38,6 mg/ml peritonealdialvsvatsk Intraperitoneal
Moneen Road 38,6 mg/ml y anvandning
Castlebar a
County Mayo
Irland

Sverige Baxter Medical AB Extraneal 7.5% Peritonealdialysvatsk Intraperitoneal
Box 63 anvandning
16494 Kista a
Sverige

Sverige Baxter Medical AB Nutrineal PD4 1,1 % 1.10% Peritonealdialysvatsk Intraperitoneal
Box 63 Aminosyror anvandning
16494 Kista a
Sverige
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Storbritannien

Baxter Healthcare Limited,
Caxton Way, Thetford,
Norfolk 1P24 3SE
Storbritannien

Monosol

kalciumklorid: 0.026% w/v. glukos
0.110%w/v; natriumlaktat
0.336%w/v;

natriumklorid 0.643%w/v;
magnesium

klorid 0.015%w/v

Hemodialys- /
hemofiltrationsvatsk
a

intraarteriell
anvandning,
intraven6s anvandning

Storbritannien

Baxter Healthcare Limited,
Caxton Way, Thetford,
Norfolk 1P24 3SE
Storbritannien

Monosol-K with 2MEQ
Potassium/L

natriumklorid 0.643%w/v;
magnesiumklorid 0.015%w/v;
kalciumklorid

0.026%w/v; glucoae 0.110%w/v;
kaliumklorid 0.015%w/v;
natriumlaktat

0.336%w/v

Hemodialys- /
hemofiltrationsvatsk
a

intraarteriell
anvandning,
intraven6s anvandning

Storbritannien

Baxter Healthcare Limited,
Caxton Way, Thetford,
Norfolk 1P24 3SE
Storbritannien

Monosol-K with 4MEQ
Potassium/L

magnesiumklorid 0.015%w/v;
kaliumklorid 0.029%w/v;
kalciumklorid

0.026%w/Vv; natriumlaktat
0.336%w/v;

natriumklorid 0.643%w/v; glukos
0.110%w/v

Hemodialys- /
hemofiltrationsvatsk
a

intraarteriell
anvandning,
intraven6s anvandning

Storbritannien

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE
Storbritannien

Dianeal PD1 Glucose
1.36% w/v /13.6mg/ml

magnesiumklorid 0.015%w/v;
kalciumklorid 0.026%w/v; glukos
1.36%w/v; natriumlaktat
0.39%w/v; natriumklorid 0.57%w/v

Peritonealdialysvatsk

Intraperitoneal
anvandning

Storbritannien

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE
Storbritannien

Dianeal PD1 Glucose
3.86% w/v /38.6mg/ml

magnesiumklorid 0.015%w/v;
kalciumklorid 0.026%w/Vv; glukos
3.86%w/v; natriumlaktat
0.39%w/v; natriumklorid 0.57%w/v

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Storbritannien

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE
Storbritannien

Dianeal PD1 Glucose
2.27% w/v /22.7mg/ml

natriumklorid 0.57%w/v; glukos
2.27%w/v; magnesiumklorid
0.015%w/v; natriumlaktat
0.39%w/v; kalciumklorid
0.026%w/v

Peritonealdialysvéatsk
a

Intraperitoneal
anvandning

Storbritannien

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE
Storbritannien

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

magnesiumklorid 0.005%w/v;
glukos 1.36%w/v; natriumlaktat
0.45%w/v; kalciumklorid
0.018%w/Vv; natriumklorid
0.54%w/v

Peritonealdialysvatsk

Intraperitoneal
anvandning
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Storbritannien

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE
Storbritannien

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

magnesiumklorid 0.005%w/v;
glukos 2.27%w/v; natriumlaktat
0.45%w/v; kalciumklorid
0.018%w/v; natriumklorid
0.54%w/v

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Storbritannien

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE
Storbritannien

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

magnesiumklorid 0.005%w/v;
glukos 3.86%w/v; natriumlaktat
0.45%w/v; kalciumklorid
0.018%w/v; natriumklorid
0.54%w/v

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Storbritannien

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE
Storbritannien

Extraneal (Icodextrin
7.5%) Solution for
peritoneal dialysis

icodextrin 75¢g/l; natriumklorid
5.49/1; kalciumklorid 0,257g/I;
magnesiumklorid 0.051g/l; natrium
s-laktat 4.5g/I

Peritonealdialysvatsk
a

Intraperitoneal
anvandning

Storbritannien

Baxter Healthcare Limited
Caxton Way,

Thetford IP24 3SE
Storbritannien

Nutrineal PD4 with
1.1% Amino Acids

tyrosin 0.03%w/v; tryptofan
0.027%w/v; fenylalanin
0.057%w/v; treonin 0.064%w/v; L-
serin 0.051%w/v; L-prolin
0.058%w/v; glycin 0.051%w/v; L-
alanin 0.095%w/v; valin
0.139%w/v; metionin 0.085%w/v;
isoleucin 0.085%w/v; leucin
0.102%w/v; lysin 0.095%w/Vv;
histidin 0/071%w/Vv; arginin
0.107%w/v; kalciumklorid
0.018%w/v; magnesiumklorid
0.005%w/v; natriumklorid
0.538%w/Vv; natrium s-laktat
0.448%w/v

Peritonealdialysvéatsk
a

Intraperitoneal
anvandning
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