I PIELIKUMS

ZALU NOSAUKUMI, ZALU FORMAS, STIPRUMI, LIETOSANAS VEIDS,
REGISTRACIJAS APLIECIBAS IPASNIEKI DALIBVALSTIS



Artiss un sinonimiskie nosaukumi; Tisseel un sinonimiskie nosaukumi; Tissucol un sinonimiskie nosaukumi

Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas

(EEZ ipasnieks veids

teritorija)

Austrija Baxter AG ARTISS - Lésungen flr Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
IndustriestraBe 67 einen Gewebekleber Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
1221 Vienna Trombins: 4 SV/ml vietu
Austria Kalcija hlorids: 40 pmol/ml

Austrija Baxter AG ARTISS LYO - Pulver und Fibrinogéns: 91 mg/ml Pulveris un LietoSanai ap
IndustriestraBe 67 Lésungsmittel fir einen Aprotinins: 3000 KIV/ml skidinatajs silanta | audu bojajuma
1221 Vienna Gewebekleber Trombins: 4 SV/ml pagatavosanai vietu
Austria Kalcija hlorids: 40 pmol/ml

Austrija Baxter AG Tisseel - Losungen flr Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
IndustriestraBe 67 einen Gewebekleber Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
1221 Vienna Trombins: 500 SV/ml vietu
Austria Kalcija hlorids: 40 pmol/ml

Austrija Baxter AG Tisseel Lyo - Pulver und Fibrinogéns: 91 mg/ml Pulveris un LietoSanai ap
IndustriestraBe 67 Lésungsmittel fir einen Aprotinins: 3000 KIV/ml skidinatajs silanta | audu bojajuma
1221 Vienna Gewebekleber Trombins: 500 SV/ml pagatavosanai vietu
Austria Kalcija hlorids: 40 pmol/ml

Belgija Baxter SA Artiss Fibrinogéns: 91 mg/ml Skidumi silanta Lietosanai ap
Boulevard René Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
Branquart 80 Trombins: 4 SV/ml vietu
7860 Lessines Kalcija hlorids: 40 pmol/mil
Belgium

Belgija Baxter AG Tissucol Duo 500 TISSUCOL-APROTININA §lirce: Skidumi silanta Lietosanai ap
IndustriestraBe 67 kopégjie proteini — 100-130 mg/ml; | pagatavosanai audu bojajuma
1221 Vienna recéSanas proteins — 75- vietu
Austria 115 mg/ml, no kura fibrinogéns 70—

110 mg/ml un plazmas fibronektins
2-9 mg/ml; XIII faktors — 10-

50 SV/ml; plazminogéns — 0,04-
0,12 mg/ml; aprotinins —

3000 KIV/ml (1,67 EPU/mI);
TROMBINA-KALCIJA HLORIDA
Slirce: proteini — 50 mg/ml;
trombins — 500 SV/ml; kalcija
hlorids — 40 pmol/ml




Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas
(EEZ ipasnieks veids
teritorija)
Belgija Baxter AG Tissucol Kit 1. pudele: kopé€jie proteini — 100- Pulveris un LietoSanai ap
IndustriestraBe 67 130 mg/m, no kuriem recésanas skidinatajs silanta | audu bojajuma
1221 Vienna proteins — 75-115 mg/ml, pagatavosanai vietu
Austria XIII faktors — 10-50 SV/ml;
plazminogéns — 0,04-0,12 mg/ml;
2. pudele: vérsa aprotinins —
3000 KI1V/ml (1,67 EPU/mI);
3. pudele: cilvéka trombins —
500 SV/ml; proteini — 50 mg/ml;
4. pudele: cilvéka trombins —
4 SV/ml; proteini — 50 mg/ml;
5. pudele: kalcija hlorids —
40 ymol/ml
Beldija Baxter AG Tissucol S/D Cilvéka fibrinogéns (recésanas Skidumi silanta LietoSanai ap
IndustriestraBe 67 proteins): 72-110 mg/ml pagatavosanai audu bojajuma
1221 Vienna XIII faktors: <10 SV/ml vietu
Austria Aprotinins: 3000 KIV/ml
Cilvéka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
Belgija Baxter AG Tissucol S/D Kit Cilvéka fibrinogéns (recésanas Pulveris un Lietosanai ap
IndustriestraBe 67 proteins): 72-110 mg/ml skidinatajs silanta | audu bojajuma
1221 Vienna XIII faktors: <10 SV/ml pagatavosanai vietu
Austria Aprotinins: 3000 KIV/ml
Cilvéka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
Bulgarija Baxter d.o.o. Artiss solution for sealant Cilvéka fibrinogéns: 91 mg/mi Skidumi silanta Lietosanai ap
Zelezna cesta 18 frozen Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
1000 Ljubljana Cilvéka trombins: 4 SV/ml vietu
Slovenia Kalcija hlorids: 40 ymol/ml
Bulgarija Baxter d.o.o. Tisseel Lyo powders and Cilvéka fibrinogéns: 91 mg/mi Pulveris un LietoSanai ap
Zelezna cesta 18 solvents for sealant Aprotinins: 3000 KIV/ml skidinatajs silanta | audu bojajuma
1000 Ljubljana Cilvéka trombins: 4 SV/ml pagatavosanai vietu
Slovenia Kalcija hlorids: 40 pmol/ml
Bulgarija Baxter d.o.o. Tisseel solutions for Cilvéka fibrinogéns: 72-110 mg/ml Skidumi silanta LietoSanai ap

Zelezna cesta 18
1000 Ljubljana
Slovenia

sealant

Aprotinins: 3000 KIV/ml
Cilvéka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml

pagatavosanai

audu bojajuma
vietu




Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas
(EEZ ipasnieks veids
teritorija)
Cehijas Baxter Czech spol. s r.o. Artiss Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
Republika Karla EngliSe 3201/6 Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
150 00 Praha 5 Trombins: 4 SV/ml vietu
Czech Republic Kalcija hlorids: 40 pmol/ml
Cehijas Baxter Czech spol. s r.o. Tisseel Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
Republika Karla EngliSe 3201/6 Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
150 00 Praha 5 Trombins: 500 SV/ml vietu
Czech Republic Kalcija hlorids: 40 pmol/ml
Cehijas Baxter Czech spol. s r.o. Tisseel Lyo Fibrinogéns: 91 mg/ml Pulveris un LietoSanai ap
Republika Karla EngliSe 3201/6 Aprotinins: 3000 KIV/ml skidinatajs silanta | audu bojajuma
150 00 Praha 5 Trombins: 500 SV/ml pagatavosanai vietu
Czech Republic Kalcija hlorids: 40 ymol/ml
Danija Baxter A/S Artiss Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai
Gydevang 43 Aprotinins: 3000 KIV/ml pagatavosanai bojajuma
DK-3450 Allergd Trombins: 4 SV/ml
Denmark Kalcija hlorids: 40 pmol/ml
Danija Baxter AG Tisseel Duo Quick Fibrinogéns: 90 mg/ml Skidumi silanta LietoSanai
IndustriestraBe 67 Fibronektins: 6 mg/ml pagatavosanai bojajuma
1221 Vienna Aprotinins: 3000 KIV/ml
Austria XIII koagulacijas faktors: 30 SV/ml
Plazminogéns: 80 pg/mi
Cilvéka trombins: 500 SV/ml
Kalcija hlorida dihidrats: 40 pg/ml
Danija Baxter A/S Tisseel Fibrinogéns: 91 mg/ml Skidumi silanta Lietosanai
Gydevang 43 Aprotinins: 3000 KIV/ml pagatavosanai bojajuma
DK-3450 Allergd Trombins: 500 SV/ml
Denmark Kalcija hlorids: 40 ymol/ml
Somija Baxter Oy, Artiss Fibrinogéns: 91 mg/ml Skidumi silanta Lokalai
PL 119, Aprotinins: 3000 KIV/ml pagatavosanai lietosanai
00181 Helsinki Trombins: 4 SV/ml
Finland Kalcija hlorids: 40 pmol/ml
Somija Baxter AG Tisseel Fibrinogéns: 72-110 mg/ml Skidumi silanta Lokalai
IndustriestraBe 67 Cilvéka XIII koagulacijas faktors: pagatavosanai lietosanai
1221 Vienna 10 SV/ml
Austria Aprotinins: 3000 KIV/ml

Trombins: 500 SV/ml
Kalcija hlorids: 40 ymol/ml




Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas
(EEZ ipasnieks veids
teritorija)
Somija Baxter AG Tisseel duo quick Cilvéka plazmas proteins — 100- Skidumi silanta Lokalai
IndustriestraBe 67 130 mg/ml: fibrinogéns — pagatavosanai lietosanai
1221 Vienna 90 mg/ml
Austria Plazmas fibronektins: 5,5 mg/ml
Cilvéka XIII koagulacijas faktors:
30 SV/ml
Aprotinins: 1,67 Ph. Eur. v./ml
XIII koagulacijas faktors: 30 SV/ml
Plazminogéns: 80 pg/mil
Cilvéka trombins: 500 SV/ml
Cilvéka plazmas proteins: 50 mg/ml
Kalcija hlorida dihidrats: 40 pg/ml
Francija BAXTER SAS ARTISS solution for Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
6 Avenue Louis Pasteur sealant Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
78310 MAUREPAS Trombins: 4 SV/ml vietu
FRANCE Kalcija hlorids: 40 pmol/ml
Francija BAXTER SAS TISSUCOL KIT 1. komponents Pulveris, Skidums | LietoSanai ap
6 Avenue Louis Pasteur Cilvéka fibrinogéns: 90,00 mg/ml un skidinatajs audu bojajuma
78310 MAUREPAS XIII faktors: 10,00 SV/ml silanta vietu
FRANCE Fibronektins: 5,50 mg/ml pagatavosanai
Plazminogéns: 0,08 mg/ml
Aprotinins: 3000,0 KIV***/ml
2. komponents
Trombins: 500 SV/ml
Vacija Baxter Deutschland GmbH Artiss Fibrinogéns: 91 mg/ml Skidumi silanta Lietosanai ap
Edisonstr. 4 Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
D-85716 UnterschleiBheim Trombins: 4 SV/ml vietu
Germany Kalcija hlorids: 40 pmol/ml
Vacija Baxter Deutschland GmbH Tissucol-Duo S 1. komponents Pulveris un LietoSanai ap
Edisonstr. 4 0,5 ml/1ml/2 ml Immuno Fibrinogéns: 70-110 mg/ml skidinatajs silanta | audu bojajuma
D-85716 UnterschleiBheim XIII koagulacijas faktors: 10— pagatavosanai vietu

Germany

50 SV/ml
Plazmas fibronektins: 2-9 mg/ml
Aprotinins (vérsa): 3000 KIV/ml

2. komponents
Trombins (cilvéka): 500 SV/ml
Kalcija hlorids: 5,88 mg/ml




Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas
(EEZ ipasnieks veids
teritorija)
Vacija Baxter Deutschland GmbH Tissucol-Kit 1,0/2,0/5,0 1. komponents Pulveris un LietoSanai ap
Edisonstr. 4 Immuno Fibrinogéns: 70-110 mg/ml skidinatajs silanta | audu bojajuma
D-85716 UnterschleiBheim Plazmas fibronektins: 2-9 mg/ml pagatavosanai vietu
Germany XIII koagulacijas faktors: 10—
50 SV/ml
Aprotinina Skidums: 3000 KIV/ml
2. komponents
Liofilizéts S trombins: 500 SV/ml
Liofilizéts L trombins: 4 SV/ml
Kalcija hlorids: 5,88 mg/ml
Griekija BAXTER HELLAS LTD ARTISS Fibrinogéns: 91 mg/ml Skidumi silanta Lietosanai ap
3 Metsovou str, Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
14121-N Irakleio, Trombins: 4 SV/ml vietu
Athens Kalcija hlorids: 40 pmol/ml
Greece
Griekija BAXTER HELLAS LTD TISSEEL Fibrinogéns: 91 mg/ml Skidumi silanta Lietosanai ap
3 Metsovou str, Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
14121-N Irakleio, Trombins: 500 SV/ml vietu
Athens Kalcija hlorids: 40 pmol/ml
Greece
Griekija BAXTER HELLAS LTD TISSEEL LYO Fibrinogéns: 91 mg/ml Pulveris un LietoSanai ap
3 Metsovou str, Aprotinins: 3000 KIV/ml skidinatajs silanta | audu bojajuma
14121-N Irakleio, Trombins: 500 SV/ml pagatavosanai vietu
Athens Kalcija hlorids: 40 pmol/ml
Greece
Ungarija Baxter Hungary Kft. TISSEEL LYO por és Fibrinogéns: 91 mg/ml Pulveris un LietoSanai ap
Népfurd6 u. 22. IX. em. oldoszer Aprotinins: 3000 KIV/ml skidinatajs silanta | audu bojajuma
1138 Budapest szbvetragasztohoz Trombins: 500 SV/ml pagatavosanai vietu

Hungary

Kalcija hlorids: 40 pmol/ml




Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas
(EEZ ipasnieks veids
teritorija)
Ungarija Baxter AG TISSUCOL 1. komponents Pulveris un LietoSanai ap
IndustriestraBe 67 Kit 1,0 kétkomponensi Kopé&jie proteini: 100-130 mg skidinatajs silanta | audu bojajuma
1221 Vienna fibrinragaszto Recésanas proteins: 75-115 mg, pagatavosanai vietu
Austria no kura fibrinogéns — 70-
110 mg/ml
Plazmas fibronektins: 2-9 mg
XIII faktors: <10-50 SV
Plazminogéns: 0,04-0,12 mg
Aprotinins: 3000 KIV
2. komponents
500 SV trombina vai 4 SV trombina
Kalcija hlorida dihidrats: 5,88 mg
Ungarija Baxter AG TISSUCOL 1. komponents Pulveris un LietoSanai ap
IndustriestraBe 67 Kit 2,0 kétkomponensu Kopé&jie proteini: 200-260 mg skidinatajs silanta | audu bojajuma
1221 Vienna fibrinragasztd Recésanas proteins: 150-230 mg, pagatavosanai vietu
Austria no kura fibrinogéns — 140-

220 mg/ml

Plazmas fibronektins: 4-18 mg
XIII faktors: <20-100 SV
Plazminogéns: 0,08-0,24 mg
Aprotinins: 6000 KIV

2. komponents

1000 SV trombina vai 8 SV
trombina

Kalcija hlorida dihidrats: 11,76 mg




Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas
(EEZ ipasnieks veids
teritorija)
Ungarija Baxter AG TISSUCOL 1. komponents Pulveris un LietoSanai ap
IndustriestraBe 67 Kit 5,0 kétkomponensi Kopé&jie proteini: 500-650 mg skidinatajs silanta | audu bojajuma
1221 Vienna fibrinragaszto Recésanas proteins: 375-575 mg, pagatavosanai vietu
Austria no kura fibrinogéns — 350-
550 mg/ml
Plazmas fibronektins: 10-45 mg
XIII faktors: <50-250 SV
Plazminogéns: 0,2-0,6 mg
Aprotinins: 15000 KIV
2. komponents
2500 SV trombina vai 20 SV
trombina
Kalcija hlorida dihidrats: 29,4 mg
Islande Baxter Medical AB, Artiss Cilvéka fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
Isafjordsgatan 30B Aprotinins (vérsa): 3000 KIV/ml pagatavosanai audu bojajuma
P.O. Box 63 Cilvéka trombins: 4 SV~3/ml vietu
164 94 Kista, Kalcija hlorids: 40 pmol/ml
Sweden
Islande Baxter AG TISSEEL Cilvéka fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
IndustriestraBe 67 Cilvéka XIII faktors: 10 SV/ml pagatavosanai audu bojajuma
1221 Vienna Vérsa aprotinins: 3000 KIV/ml vietu
Austria Cilvéka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
Islande Baxter AG Tisseel Duo Quick Tisseel skiduma (uz ml) Skidumi silanta Lietosanai ap
IndustriestraBe 67 Fibrinogéns: 90 mg pagatavosanai audu bojajuma
1221 Vienna Fibronektins: 5,5 mg vietu
Austria XIII faktors: 30 SV
Aprotinins (vérsa): 3000 KIV
Plazminogéns: 80 mikrogrami
Trombina skiduma (uz ml)
Cilvéka trombins: 500 SV
Kalcija hlorids: 40 mikromoli
Irija Baxter Healthcare Limited, Artiss solutions for sealant, | Cilvéka fibrinogéns: 72-110 mg/ml Skidumi silanta Lietosanai ap

Caxton Way,
Thetford,
Norfolk

IP24 3SE,
United Kingdom

deep frozen

Aprotinins: 3000 KIV/ml
Cilvéka trombins: 4 SV/ml
Kalcija hlorids: 40 pmol/ml

pagatavosanai

audu bojajuma
vietu




Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas
(EEZ ipasnieks veids
teritorija)
Irija Baxter Healthcare Limited, Tiseel Ready to use Cilvéka fibrinogéns: 72-110 mg/ml Skidumi silanta LietoSanai ap
Caxton Way, Solutions for Sealant Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
Thetford, Cilvéka trombins: 500 SV/ml vietu
Norfolk Kalcija hlorids: 40 pmol/ml
IP24 3SE,
United Kingdom
Irija Baxter Healthcare Limited, TISSEEL Lyo Cilvéka fibrinogéns: 72-110 mg/ml Pulveris un LietoSanai ap
Caxton Way, Aprotinins: 3000 KIV/ml skidinatajs silanta | audu bojajuma
Thetford, Cilvéka trombins: 500 SV/ml pagatavosanai vietu
Norfolk Kalcija hlorids: 40 pmol/ml
IP24 3SE,
United Kingdom
Italija Baxter S.p.A. ARTISS Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
Piazzale dell'Industria, 20 Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
00144 Roma Trombins: 4 SV/ml vietu
Italy Kalcija hlorids: 40 pmol/ml
Italija Baxter AG TISSEEL Fibrinogéns: 91 mg/ml Skidumi silanta Lietosanai ap
IndustriestraBe 67 Aprotinins: 3000 KIV pagatavosanai audu bojajuma
1221 Vienna Trombins: 500 SV/ml vietu
Austria Kalcija hlorids: 40 pmol/ml
XIII faktors: <10 SV/ml
Luksemburga Baxter SA Artiss Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
Boulevard René Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
Branquart 80 Trombins: 4 SV/ml vietu
7860 Lessines Kalcija hlorids: 40 pmol/ml
Belgium
Luksemburga Baxter AG Tissucol S/D Kit Cilvéka fibrinogéns (koagulacijas Pulveris un LietoSanai ap
IndustriestraBe 67 proteins): 72-110 mg/ml skidinatajs silanta | audu bojajuma
1221 Vienna XIII faktors: <10 SV/ml pagatavosanai vietu
Austria Aprotinins: 3000 KIV/ml
Cilvéka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
Malta Baxter Healthcare Limited, TISSEEL KIT 2.0 ml, Fibrinogéns: 70-110 mg/ml Pulveris un Lietosanai uz
Caxton Way, Two-Component Fibrin Plazmas fibronektins (CIG): 2- skidinatajs silanta | adas
Thetford, Sealant 9 mg/ml pagatavosanai

Norfolk IP24 3SE,
United Kingdom

XIII faktors: 10-50 V/ml
Plazminogéns: 0,04-0,12 mg/ml




Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas

(EEZ ipasnieks veids

teritorija)

Malta Baxter Healthcare Limited, TISSEEL Lyo, Fibrinogéns: 72-110 mg/ml Pulveris un LietoSanai uz
Caxton Way, Two-Component Fibrin Aprotinins: 3000 KIV/ml skidinatajs silanta | adas
Thetford, Sealant Trombins: 500 SV/ml kopé&ja 45- pagatavosanai
Norfolk IP24 3SE, 55 mg proteinu daudzuma
United Kingdom Kalcija hlorids: 40 pmol/ml

Norvédgija Baxter AS, Artiss Cilvéka fibrinogéns: 91 mgl/ml Skidumi silanta Lietosanai ap
Gjerdrumsvei 11, Aprotinins: 3000 KIVZ/ml pagatavosanai audu bojajuma
0484 Oslo, Cilvéka trombins: 4 SV3/ml vietu
Norway Kalcija hlorids: 40 pmol/ml

Norvédgija Baxter AS, Tisseel Cilvéka fibrinogéns: 91 mgl/ml Skidumi silanta Lietosanai ap
Gjerdrumsvei 11, Aprotinins: 3000 KIVZ/ml pagatavosanai audu bojajuma
0484 Oslo, Cilvéka trombins: 500 SV3/ml vietu
Norway Kalcija hlorids: 40 ymol/ml

Norvédgija Baxter AS, Tisseel Cilvéka fibrinogéns: 91 mgl/ml Pulveris un LietoSanai ap
Gjerdrumsvei 11, Aprotinins: 3000 KIV?/ml skidinatajs silanta | audu bojajuma
0484 Oslo, Cilvéka trombins: 500 SV3/ml pagatavosanai vietu
Norway Kalcija hlorids: 40 pmol/ml

Polija Baxter Polska Sp. z o.0. Artiss Fibrinogéns: 91 mg/ml Skidumi silanta Lietosanai ap
ul. Kruczkowskiego 8 Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
00-380 Warszawa Trombins: 4 SV/ml vietu
Poland Kalcija hlorids: 40 pmol/ml

Polija Baxter Polska Sp. z o.0. Tisseel Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
ul. Kruczkowskiego 8 Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
00-380 Warszawa Trombins: 500 SV/ml vietu
Poland Kalcija hlorids: 40 pmol/ml

Polija Baxter Polska Sp. z o.0. Tisseel Lyo Fibrinogéns: 91 mg/ml Pulveris un LietoSanai ap
ul. Kruczkowskiego 8 Aprotinins: 3000 KIV/ml skidinatajs silanta | audu bojajuma
00-380 Warszawa Trombins: 500 SV/ml pagatavosanai vietu
Poland Kalcija hlorids: 40 pmol/ml

Portugale Baxter Artiss Cilvéka fibrinogéns: 91 mg/mi Silanta LietoSanai ap

Médico-Farmacéutica, Lda.
Zona Industrial da
Abrunheira - Edificio 10 -
Sintra Business Park
2710-089 Sintra

Portugal

Aprotinins: 3000 KIV2/ml
Cilvéka trombins: 4 SV3/ml
Kalcija hlorids: 40 pmol/ml

audu bojajuma
vietu




Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas
(EEZ ipasnieks veids
teritorija)
Portugale Baxter Tisseel Cilvéka fibrinogéns: 72-110 mg/ml Silants LietoSanai ap
Médico-Farmacéutica, Lda. XIII faktors: <10 SV audu bojajuma
Zona Industrial da Aprotinins: 3000 KIV2/ml vietu
Abrunheira - Edificio 10 - Cilvéka trombins: 500 SV3/ml
Sintra Business Park Kalcija hlorids: 40 pmol/ml
2710-089 Sintra
Portugal
Portugale Baxter Tisseellyo Cilvéka fibrinogéns (72-110 mg/ml) | Pulveris un LietoSanai ap
Médico-Farmacéutica, Lda. XIII faktors (<10 SV) skidinatajs silanta | audu bojajuma
Zona Industrial da Aprotinins (3000 KIV2/ml) pagatavosanai vietu
Abrunheira - Edificio 10 - Cilvéka trombins (500 SV3/ml)
Sintra Business Park Kalcija hlorids (40 pmol/ml)
2710-089 Sintra
Portugal
Spanija BAXTER, S.L. ARTISS soluciones para Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai
Poligono Industrial adhesivo tisular Aprotinins: 3000 KIV/ml pagatavosanai bojajuma
Sector 14 Ultracongeladas Trombins: 4 SV/ml
Pouet de Camilo, 2 Kalcija hlorids: 40 pmol/ml
46394 Ribarroja del Turia
Valencia
Spain
Spanija BAXTER, S.L. TISSUCOL DUO 2,0 ml TISSUCOL-APROTININA $lirce: Skidumi silanta LietoSanai ap
Poligono Industrial kopégjie proteini — 100-130 mg/ml; | pagatavosanai audu bojajuma
Sector 14 recéSanas proteins — 75- vietu

Pouet de Camilo, 2
46394 Ribarroja del Turia
Valencia

Spain

115 mg/ml, no kura fibrinogéns 70-
110 mg/ml un plazmas fibronektins
2-9 mg/ml; XIII faktors — 10-

50 SV/ml; plazminogéns — 0,04-
0,12 mg/ml; aprotinins —

3000 KIV/ml (1,67 EPU/mI);
TROMBINA-KALCIJA HLORIDA
Slirce: proteini — 50 mg/ml;
trombins — 500 SV/ml; kalcija
hlorids — 40 pymol/ml
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Dalibvalsts Registracijas apliecibas Pieskirtais nosaukums Stiprums Zalu forma Lietosanas
(EEZ ipasnieks veids
teritorija)
Spanija BAXTER, S.L. TISSUCOL DUO 5,0 ml TISSUCOL-APROTININA $lirce: Skidumi silanta LietoSanai ap
Poligono Industrial kopégjie proteini — 100-130 mg/ml; | pagatavosanai audu bojajuma
Sector 14 recéSanas proteins — 75— vietu
Pouet de Camilo, 2 115 mg/ml, no kura fibrinogéns 70-
46394 Ribarroja del Turia 110 mg/ml un plazmas fibronektins
Valencia 2-9 mg/ml; XIII faktors — 10-
Spain 50 SV/ml; plazminogéns — 0,04-
0,12 mg/ml; aprotinins —
3000 KI1V/ml (1,67 EPU/mI);
TROMBINA-KALCIJA HLORIDA
Slirce: proteini — 50 mg/ml;
trombins — 500 SV/ml; kalcija
hlorids — 40 umol/ml
Zviedrija Baxter Medical AB, Artiss Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
Isafjordsgatan 30B Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
P.O. Box 63 Trombins: 4 SV/ml vietu
164 94 Kista, Kalcija hlorids: 40 pmol/ml
Sweden
Zviedrija Baxter AG Tisseel Fibrinogéns: 91 mg/ml Skidumi silanta Lietosanai ap
IndustriestraBe 67 Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
A- 1221 Vienna Trombins: 500 SV/ml vietu
Austria Kalcija hlorids: 40 pmol/ml
XIII faktors: 10 SV/ml
Zviedrija Baxter AG Tisseel Duo Quick Fibrinogéns: 90 mg/ml Skidumi silanta Lietosanai ap
IndustriestraBe 67 Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
A- 1221 Vienna Trombins: 500 SV/ml vietu
Austria Kalcija hlorids: 40 pmol/ml
XIII faktors: 30 SV/ml
Plazminogéns: 0,08 mg/ml
Fibronektins: 5,5 mg/ml
Niderlande Baxter B.V. ARTISS, oplossingen voor Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap
Kobaltweg 49, weefsellijm (RVG 100631) | Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma
3542 CE Utrecht Trombins: 4 SV/ml vietu
The Netherlands Kalcija hlorids: 40 pmol/ml
Niderlande Baxter AG Tisseel (RVG 35050/72) Fibrinogéns: 91 mg/ml Skidumi silanta LietoSanai ap

IndustriestraBe 67
A- 1221 Vienna
Austria

Aprotinins (sintétiskais):
3000 KIV/ml

Trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
XIII faktors: < 10 SV/ml

pagatavosanai

audu bojajuma
vietu
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Niderlande Baxter AG Tissucol Duo (RVG 17099) | Fibrinogéns: 70-110 mg/ml Skidumi silanta LietoSanai ap
IndustriestraBe 67 Fibronektins: 2-9 mg/ml pagatavosanai audu bojajuma
A- 1221 Vienna Trombins: 500 SV/ml vietu
Austria Kalcija hlorids: 40 pmol/ml
XIII faktors: 10-50 SV/ml
Aprotinins (vérsa): 3000 KIV/ml
Niderlande Baxter AG Tissucol, Kit Fibrinogéns: 70-110 mg/ml Pulveris un LietoSanai ap
IndustriestraBe 67 (RVG 17100/2/3) Fibronektins: 2-9 mg/ml skidinatajs silanta | audu bojajuma
A- 1221 Vienna Trombins: 500 SV/ml pagatavosanai vietu
Austria Kalcija hlorids: 40 pmol/ml
XIII faktors: 10-50 SV/ml
Aprotinins (vérsa): 3000 KIV/ml
Apvienota Baxter Healthcare Limited, Artiss, solution for sealant | Cilvéka fibrinogéns: 110 mg/ml §I§Tdumi silanta LietoSanai ap
Karaliste Caxton Way, deep frozen Aprotinins: 3750 KIV/ml pagatavosanai audu bojajuma
Thetford, Cilvéka trombins: 5 SV/ml vietu
Norfolk IP24 3SE, Kalcija hlorids: 44 pmol/ml
United Kingdom
Apvienota Baxter Healthcare Limited, Tisseel Lyo Fibrinogéns: 75 mg/ml Pulveris un Lietosanai ap
Karaliste Caxton Way, Two-component Fibrin Cilvéka trombins: 500 SV/mi Skidumi silanta audu bojajuma
Thetford, Sealant Aprotinins: 3000 KIV/ml pagatavosanai vietu
Norfolk IP24 3SE, Kalcija hlorids: 40 pmol/ml
United Kingdom
Apvienota Baxter Healthcare Limited, Tisseel Ready to use Cilveéka fibrinogéns: 110 mg/ml Skidumi silanta LietoSanai ap
Karaliste Caxton Way, Solutions for Sealant Aprotinins: 3000 KIV/ml pagatavosanai audu bojajuma

Thetford,
Norfolk IP24 3SE,
United Kingdom

Cilvéka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml

vietu




Beriplast un sinonimiskie nosaukumi

Dalibvalsts

Registracijas apliecibas

Pieskirtais nosaukums

Stiprums

Zalu forma

LietoSanas

(EEZ ipasnieks veids
teritorija)
Austrija CSL Behring GmbH Beriplast P Combi-Set Fibrinogéns: 90 mg/ml Pulveris un LietoSanai ap
Emil-von-Behring-StraBe 76 | Pulver und Losungsmittel | XIII koagulacijas faktors: 60 U/ml skidinatajs audu bojajuma
D-35041 Marburg flr einen Gewebekleber Aprotinins : 1000 KIU = 0,56 EPU silanta vietu
Germany Trombins : 500 IU /ml pagatavosanai
Kalcija hlorida dihidrats: 5,9 mg/ml
Francija CSL Behring GmbH BERIPLAST Fibrinogéns: 90 mg/ml Pulveris un LietoSanai ap
Emil-von-Behring-StraBe 76 | P 0.5 ml, 1 ml, 3 ml, XIII koagulacijas faktors: 60 U/ml sSkidinatajs audu bojajuma
D-35041 Marburg powders and solvents Aprotinins : 1000 KIU = 0,56 EPU silanta vietu
Germany for sealant Trombins : 500 IU /ml pagatavosanai
Combi-Set Kalcija hlorida dihidrats: 5,9 mg/ml
Vacija CSL Behring GmbH Beriplast P Combi-Set 1: Pulveris un LietoSanai ap
Emil-von-Behring-StraBe 76 | Combi-Set 0,5ml/1ml/3ml | Fibrinogéns: 90 mg/ml Skidinatajs audu bojajuma
D-35041 Marburg XIII koagulacijas faktors: 60 U/ml silanta vietu
Germany Aprotinins: 1000 KIU/mlI=0.56 PEU/mI | pagatavosanai
Combi-Set 2:
Trombins : 500 IU/ml
Kalcija hlorids: 5,9 mg/ml
Griekija CSL BEHRING BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un Lietosanai ap
5 Hadjiyianni Mexi str, Factor XIII: 60 U/ml skidinatajs audu bojajuma
11528-Athens Aprotinins : 1000 UIC/ml silanta vietu
Greece Trombins : 500 UI/ml pagatavosSanai
Kalcija hlorida dihidrats: 5,9 mg/ml
Griekija CSL BEHRING BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un Lietosanai ap
5 Hadjiyianni Mexi str, Factor XIII: 60 U/ml skidinatajs audu bojajuma
11528-Athens Aprotinins : 1000 UIC/ml silanta vietu
Greece Trombins : 500 UI/ml pagatavosanai

Kalcija hlorida dihidrats: 5,9 mg/ml
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Griekija CSL BEHRING BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un LietoSanai ap
5 Hadjiyianni Mexi str, Factor XIII: 60 U/ml skidinatajs audu bojajuma
11528-Athens Aprotinins : 1000 UIC/ml silanta vietu
Greece Trombins : 500 UI/ml pagatavosanai

Kalcija hlorida dihidrats: 5,9 mg/ml

Ungarija CSL Behring GmbH BERIPLAST P Combi-Set 1: Pulveris un LietoSanai ap
Emil-von-Behring-StraBe 76 | COMBI-SET 1 ml Fibrinogéns: 90 mg/ml Skidinatajs audu bojajuma
D-35041 Marburg szOvetragaszto készlet XIII koagulacijas faktors: 60 U/ml silanta vietu
Germany Aprotinins: 1000 KIU/mI=0.56 PEU/mI | pagatavosSanai

Combi-Set 2:
Trombins : 500 IU/ml

Ungarija CSL Behring GmbH BERIPLAST P Combi-Set 1: Pulveris un LietoSanai ap
Emil-von-Behring-StraBe 76 | COMBI-SET 3 ml Fibrinogéns: 90 mg/ml Skidinatajs audu bojajuma
D-35041 Marburg szOvetragaszto készlet XIII koagulacijas faktors: 60 U/ml silanta vietu
Germany Aprotinins: 1000 KIU/mlI=0.56 PEU/mI | pagatavosanai

Combi-Set 2:
Trombins : 500 IU/ml

Italija CSL Behring GmbH BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un LietoSanai ap
Emil-von-Behring-StraBe 76 Factor XIII: 60 U/ml skidinatajs audu bojajuma
D-35041 Marburg Aprotinins : 1000 KIU/ml silanta vietu
Germany Trombins : 500 IU/ml pagatavosSanai

Kalcija hlorids: 5.9 mg/ml

Niderlande CSL Behring GmbH, Beriplast P Combi-Set, Fibrinogéns: 90 mg/ml Pulveris un LietoSanai ap
Emil-von-Behring-Strasse 76 | weefsellijm - 26655/6/7 Aprotinins (vérsa): 1000 KIU/ml skidinatajs audu bojajuma
35041 Marburg Trombins : 500 IU/ml silanta vietu
Germany Kalcija hlorids: 5,9 mg/ml pagatavosanai

Factor XIII: 60 U/ml

Slovakijas CSL Behring GmbH, Beriplast P Cilvéka fibrinogéns: 90 mg Pulveris un LietoSanai ap

Republika Emil-von-Behring-Strasse 76 | Combi-Set 0,5 ml, XIII koagulacijas faktors: 60 UI Skidinatajs audu | audu bojajuma
35041 Marburg Beriplast P Aprotinins : 1000 KUI silanta vietu
Germany Combi-Set 1 ml, Trombin: 7,6 mg pagatavosSanai

Beriplast P Kalcija hlorids: 5,9 mg
Combi-Set 3 ml

Slovénija CSL Behring GmbH, Beriplast P Cilvéka fibrinogéns: 90 mg/ml Pulveris un LietoSanai ap
Emil-von-Behring-Strasse 76 | Combi-Set 1 ml prasek in | XIII koagulacijas faktors: 60 e/ml Skidinatajs audu | audu bojajuma
35041 Marburg vehikel za lepilo za tkiva Aprotinins : 1000 EIK/ml silanta vietu
Germany Trombins : 7,6 mg/ml pagatavosSanai

Kalcija hlorids: 5,9 mg/ml
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Slovénija CSL Behring GmbH, Beriplast P Cilvéka fibrinogéns: 90 mg/ml Pulveris un LietoSanai ap
Emil-von-Behring-Strasse 76 | Combi-Set 3 ml prasek in | XIII koagulacijas faktors: 60 e/ml Skidinatajs audu | audu bojajuma
35041 Marburg vehikel za lepilo za tkiva Aprotinins : 1000 EIK/ml silanta vietu
Germany Trombins : 7,6 mg/ml pagatavosanai
Kalcija hlorids: 5,9 mg/ml
Spanija CSL Behring GmbH, BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un LietoSanai ap
Emil-von-Behring-Strasse 76 | COMBI-SET 0,5 ml XIII koagulacijas faktors: 60 U/ml Skidinatajs audu bojajuma
35041 Marburg Aprotinins : 1000 KIU = 0,56 EPU silanta vietu
Germany Trombins : 500 IU /ml pagatavosSanai
Kalcija hlorida dihidrats: 5,9 mg/ml
Spanija CSL Behring GmbH, BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un Lietosanai ap
Emil-von-Behring-Strasse 76 | COMBI-SET 1 ml XIII koagulacijas faktors: 60 U/ml skidinatajs audu bojajuma
35041 Marburg Aprotinins : 1000 KIU = 0,56 EPU silanta vietu
Germany Trombins : 500 IU /ml pagatavosanai
Kalcija hlorida dihidrats: 5,9 mg/ml
Spanija CSL Behring GmbH, BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un LietoSanai ap
Emil-von-Behring-Strasse 76 | COMBI-SET 3 ml XIII koagulacijas faktors: 60 U/ml skidinatajs audu bojajuma
35041 Marburg Aprotinins : 1000 KIU = 0,56 EPU silanta vietu
Germany Trombins : 500 IU /ml pagatavosanai

Kalcija hlorida dihidrats: 5,9 mg/ml
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