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IV

(Pazinojumi)

EIROPAS SAVIENIBAS IESTAZU UN STRUKTURU SNIEGTI PAZINOJUMI

EIROPAS KOMISTJA

Eiropas Savienibas lemumu kopsavilkums par zalu tirdzniecibas atlaujam no 2013. gada 1. februara
lidz 2013. gada 28. februarim

(publicets saskana ar 13. vai 38. pantu Eiropas Parlamenta un Padomes Regula (EK) Nr. 726/2004 (1))
(2013/C 121/01)

— Tirdzniecibas atlaujas groziSana (38. pants Eiropas Parlamenta un Padomes Regula (EK) Nr.
726/2004): Pienemtas

_ _ Tirdzniecibas atlaujas | leraksta numurs Kopienas Pazinojuma
Lémuma datums Zalu nosaukums o P
’ turétajs registra datums
8.2.2013 Novem Bochringer Ingelheim | EU[2/04/042 12.3.2013

Vetmedica GmbH
D-55216 Ingelheim
am Rhein,
Deutschland

() OV L 136, 30.4.2004, 1. Ipp.



C 121)2 Eiropas Savienibas Oficialais Véstnesis 26.4.2013.

Eiropas Savienibas léemumu kopsavilkums par zilu tirdzniecibas atlaujam no 2013. gada 1. marta
lidz 2013. gada 31. martam

(publicets saskand ar 13. vai 38. pantu Eiropas Parlamenta un Padomes Regula (EK) Nr. 726/2004 (1))
(2013/C 121/02)

() OV L 136, 30.4.2004, 1. Ipp.



— Tirdzniecibas atlaujas izsniegSana (13. pants Eiropas Parlamenta un Padomes Regula (EK) Nr.

726/2004): Pienemtas

Lémuma INN (starptautiskais nepatentétais leraksta numurs AKT kods (Anatomiski Pazinojuma
Zalu nosaukums P P Tirdzniecibas atlaujas turétajs . o Farmaceitiska forma kimiski terapeitiskais 19
datums nosaukums) Kopienas registra kods) datums
4.3.2013 | Perjeta pertuzumabs Roche Registration Limited EU[1/13/813 Koncentrats infaziju | LO1XC13 6.3.2013
6 Falcon Way, Shire Park, Welwyn Garden City, AL7 skiduma
1TW, United Kingdom pagatavoSanai
13.3.2013 | Actelsar HCT | telmisartanum/hydrochlorothia- | Actavis Group PTC ehf. EU/[1/13[817 Tabletes C09DA07 15.3.2013
zidum Reykjavikurvegur 76-78, 220 Hafnarfjérour, Iceland
13.3.2013 | JETREA okriplazmins ThromboGenics NV EU/1/13/819 Koncentrats injekciju | Pending 15.3.2013
Gaston Geenslaan 1, B-3001 Leuven, Belgié skiduma
pagatavosSanai
13.3.2013 | Tolucombi Telmisartan/Hydrochlorothia- | Krka, d. d., Novo mesto EU[1/13/821 Tabletes CO09DAO07 15.3.2013
zide Smarjeska cesta 6, 8501 Novo mesto, Slovenija
22.3.2013 | Bexsero B grupas meningokoku vakcina | Novartis Vaccines and Diagnostics S.r.l. EU[1/12/812 Suspensija injekcijai | JO7AHO09 26.3.2013
(rDNS, komponentu, adsorbéta) | Via Fiorentina, 1, 53100 Siena, Italia
27.3.2013 | Bosulif Bosutinibs Pfizer Limited EU[1/13/818 Apvalkotas tabletes LO1XE14 2.4.2013
Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom
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26.4.2013.

— Tirdzniecibas atlaujas groziSana (13. pants Eiropas Parlamenta un Padomes Reguli (EK) Nr.

726/2004): Pienemtas

Lémuma
datums

Zalu nosaukums

Tirdzniecibas atlaujas turétajs

leraksta numurs Kopienas

registra

Pazinojuma
datums

6.3.2013

Byetta

Bristol-Myers Squibb/AstraZeneca EEIG
Bristol Myers Squibb House, Uxbridge
Business Park, Sanderson Road, Uxbridge,
Middlesex UB8 1DH, United Kingdom

EU/1/06/362

8.3.2013

6.3.2013

Intelence

Janssen-Cilag International NV
Turnhoutseweg 30, B-2340 Beerse, Belgié

EU/1/08/468

8.3.2013

6.3.2013

Ozurdex

Allergan Pharmaceuticals Ireland
Castlebar Road, Westport, Co. Mayo,
Ireland

EU/1/10/638

8.3.2013

6.3.2013

Ranexa

Menarini International Operations
Luxembourg S.A.

1 avenue de la Gare, L-1611
Luxembourg, Grand-Duché de
Luxembourg

EU/1/08/462

8.3.2013

11.3.2013

Champix

Pfizer Limited
Ramsgate Road, Sandwich, Kent CT13
9NJ, United Kingdom

EU/1/06/360

13.3.2013

11.3.2013

Qutenza

Astellas Pharma Europe B.V.
Sylviusweg 62, NL-2333 BE Leiden,
Nederland

EU/1/09/524

13.3.2013

11.3.2013

Victoza

Novo Nordisk A[S
Novo Allé, DK-2880 Bagsvaerd,
Danmark

EU/1/09/529

13.3.2013

13.3.2013

BYDUREON

Bristol-Myers Squibb/AstraZeneca EEIG
Bristol Myers Squibb House, Uxbridge
Business Park, Sanderson Road, Uxbridge,
Middlesex UB8 1DH, United Kingdom

EU/1/11/696

15.3.2013

13.3.2013

Efficib

Merck Sharp & Dohme Limited
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom

EU/1/08/457

15.3.2013

13.3.2013

Firazyr

Shire Orphan Therapies GmbH
Friedrichstrasse 149, D-10117 Berlin,
Deutschland

EU/1/08/461

15.3.2013

13.3.2013

Firdapse

BioMarin Europe Ltd
164 Shaftesbury Avenue, London WC2H
8HL, United Kingdom

EU/1/09/601

15.3.2013

13.3.2013

Ganfort

Allergan Pharmaceuticals Ireland,
(514125)

Castlebar Road, Westport, County Mayo,
Ireland

EU/1/06/340

15.3.2013

13.3.2013

Iscover

Sanofi-Aventis groupe
54 rue La Boétie, F-75008 Paris, France

EU/1/98/070

15.3.2013

13.3.2013

Janumet

Merck Sharp & Dohme Limited
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom

EU/1/08/455

15.3.2013
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Lémuma
datums

Zalu nosaukums

Tirdzniecibas atlaujas turétajs

leraksta numurs Kopienas

registra

Pazinojuma
datums

13.3.2013

Optimark

Mallinckrodt Deutschland GmbH
Josef-Dietzgen-Strasse 1, 53773 Hennef,
Deutschland

EU/1/07/398

15.3.2013

13.3.2013

Pegasys

Roche Registration Limited
6 Falcon Way, Shire Park, Welwyn
Garden City, AL7 1TW, United Kingdom

EU/1/02/221

15.3.2013

13.3.2013

Privigen

CSL Behring GmbH
Emil-von-Behring-Strasse 76, D-35041
Marburg, Deutschland

EU/1/08/446

15.3.2013

13.3.2013

Velmetia

Merck Sharp & Dohme Limited
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom

EU/1/08/456

15.3.2013

13.3.2013

Vidaza

Celgene Europe Limited

1 Longwalk Road, Stockley Park,
Uxbridge, Middlesex UB11 1DB,
United Kingdom

EU/1/08/488

15.3.2013

22.3.2013

Daliresp

Takeda GmbH
Byk-Gulden-Str. 2, D-78467 Konstanz,
Deutschland

EU/1/11/668

26.3.2013

22.3.2013

DaTSCAN

GE Healthcare Limited
Little Chalfont, Bucks HP7 9NA,
United Kingdom

EU/1/00/135

26.3.2013

22.3.2013

Daxas

Takeda GmbH
Byk-Gulden-Str. 2, D-78467 Konstanz,
Deutschland

EU/1/10/636

26.3.2013

22.3.2013

Emend

Merck Sharp & Dohme Limited
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom

EU/1/03/262

26.3.2013

22.3.2013

Ivemend

Merck Sharp & Dohme Limited
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom

EU[1/07/437

26.3.2013

22.3.2013

Libertek

Takeda GmbH
Byk-Gulden-Str. 2, D-78467 Konstanz,
Deutschland

EU/1/11/666

26.3.2013

22.3.2013

Pixuvri

CTI Life Sciences Ltd

Biopark, Broadwater Road, Welwyn
Garden City, Hertfordshire AL73AX,
United Kingdom

EU[1/12/764

26.3.2013

26.3.2013

Combivir

ViiV Healthcare UK Limited
980 Great West Road, Brentford,
Middlesex TW8 9GS, United Kingdom

EU/1/98/058

28.3.2013

26.3.2013

Daliresp

Takeda GmbH
Byk-Gulden-Str. 2, D-78467 Konstanz,
Deutschland

EU/1/11/668

28.3.2013
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Lémuma
datums

Zalu nosaukums

Tirdzniecibas atlaujas turétajs

leraksta numurs Kopienas
registra

Pazinojuma
datums

26.3.2013

Daxas

Takeda GmbH
Byk-Gulden-Str. 2, D-78467 Konstanz,
Deutschland

EU/1/10/636

28.3.2013

26.3.2013

Epivir

ViiV Healthcare UK Limited
980 Great West Road, Brentford,
Middlesex TW8 9GS, United Kingdom

EU/1/96/015

28.3.2013

26.3.2013

Kivexa

ViiV Healthcare UK Limited
980 Great West Road, Brentford,
Middlesex TW8 9GS, United Kingdom

EU/1/04/298

28.3.2013

26.3.2013

Libertek

Takeda GmbH
Byk-Gulden-Str. 2, D-78467 Konstanz,
Deutschland

EU/1/11/666

28.3.2012

26.3.2013

Privigen

CSL Behring GmbH
Emil-von-Behring-Strasse 76, D-35041
Marburg, Deutschland

EU/1/08/446

28.3.2013

26.3.2013

Telzir

ViiV Healthcare UK Limited
980 Great West Road, Brentford,
Middlesex TW8 9GS, United Kingdom

EU/1/04/282

28.3.2013

26.3.2013

Trizivir

ViiV Healthcare UK Limited
980 Great West Road, Brentford,
Middlesex TW8 9GS, United Kingdom

EU/1/00/156

28.3.2013

26.3.2013

Ziagen

ViiV Healthcare UK Limited
980 Great West Road, Brentford,
Middlesex TW8 9GS, United Kingdom

EU/1/99/112

28.3.2013

27.3.2013

Cervarix

GlaxoSmithKline Biologicals S.A.
rue de I'Institut 89, 1330 Rixensart,
Belgique

EU/1/07/419

29.3.2013

— Tirdzniecibas atlaujas iznemsana no aprites (13. pants Eiropas Parlamenta un Padomes Regula

(EK) Nr. 726/2004)

Ldémuma Zalu nosaukums Tirdzniecibas atlaujas turétajs feraksta flumurs Kopienas | Pazinojuma
atums registrd datums
27.3.2013 | Bondenza Roche Registration Limited EU/1/03/266 2.4.2013
6 Falcon Way, Shire Park, Welwyn
Garden City, AL7 1TW, United Kingdom
27.3.2013 | Possia AstraZeneca AB EU/1/10/656 2.4.2013

SE-151 85 Sodertilje, Sverige




26.4.2013.

Eiropas Savienibas Oficialais Véstnesis

— Tirdzniecibas atlaujas atlikSana (20. pants Eiropas Parlamenta un Padomes Regula (EK) Nr.

726/2004)
L;muma Zalu nosaukums Tirdzniecibas atlaujas turétajs leraksta numurs Kopienas | Pazinojuma
atums reglstra datums
22.3.2013 | Pelzont Merck Sharp & Dohme Limited EU/1/08/460 26.3.2013
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom

22.3.2013 | Tredaptive Merck Sharp & Dohme Limited EU[1/08/459 26.3.2013
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom

22.3.2013 | Trevaclyn Merck Sharp & Dohme Limited EU/[1/08/458 26.3.2013
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom

— Tirdzniecibas atlaujas groziSana (38. pants Eiropas Parlamenta un Padomes Reguld (EK) Nr.
726/2004): Pienemtas

L;.muma Zalu nosaukums Tirdzniecibas atlaujas turétajs feraksta frumurs Kopienas | Pazinojuma
atums registra datums
6.3.2013 | Loxicom Norbrook Laboratories Ltd EU/[2/08/090 8.3.2013
Station Works, Newry, Co. Down, BT35
6JP, United Kindgom
6.3.2013 | ProteqFlu Merial EU/2/03/037 8.3.2013
29 avenue Tony Garnier, F-69007 Lyon,
France
6.3.2013 | ProteqFlu-Te Merial EU/[2/03/038 8.3.2013
29 avenue Tony Garnier, F-69007 Lyon,
France

Tkvienam, kur§ vélas apskatit publisko noveértgjuma zinojumu par attiecigajam zalém un ar tam saistitos
lémumus, jasazinas ar:

The European Medicines Agency
7, Westferry Circus,

Canary Wharf

UK-LONDON E14 4H
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Eiropas Savienibas léemumu kopsavilkums par zilu tirdzniecibas atlaujam no 2013. gada 1. marta
lidz 2013. gada 31. martam

(lemumi pienemti saskana ar 34. pantu Direktiva 2001/83/EK (') vai 38. pantu Direkfiva 2001/82/EK (2))
(2013/C 121/03)

— Valsts tirdzniecibas atlaujas izsnieg$ana, uzturésana vai grozisana

Lémuma datums Zalu nosaukums(-i) Tirdzniec_Ib_a'ls a'tlaujas Attieciga dalibvalsts Pazinojuma
turétajs(-i) datums
15.3.2013 Fibrinogen Skatit pielikumu Skatit pielikumu 19.3.2013

() OV L 311, 28.11.2001., 67. Ipp.
ov

L 311, 28.11.2001., 1. Ipp.



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
(EEZ teritorija)

Registracijas apliecibas ipasnieks

Pieskirtais nosaukums

Stiprums

Zalu forma

Lietosanas veids

Austrija Baxter AG ARTISS — Losungen fiir Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietoanai ap audu
Industriestrafie 67 einen Gewebekleber Aprotinins: 3 000 KIV/ml bojajuma vietu
1221 Vienna Trombins: 4 SV/ml
Austria Kalcija hlorids: 40 pmol/ml

Austrija Baxter AG ARTISS LYO - Pulver und | Fibrinogéns: 91 mg/ml Pulveris un $kidinatajs silanta | LietoSanai ap audu
Industriestrafle 67 Losungsmittel fiir einen Aprotinins: 3 000 KIV/ml pagatavosanai bojajuma vietu
1221 Vienna Gewebekleber Trombins: 4 SV/ml
Austria Kalcija hlorids: 40 pmol/ml

Austrija Baxter AG Tisseel - Losungen fur einen | Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
Industriestrafle 67 Gewebekleber Aprotinins: 3 000 KIV/ml bojajuma vietu
1221 Vienna Trombins: 500 SV/ml
Austria Kalcija hlorids: 40 pmol/ml

Austrija Baxter AG Tisseel Lyo - Pulver und Fibrinogéns: 91 mg/ml Pulveris un $kidinatajs silanta | Lietosanai ap audu
Industriestrafie 67 Losungsmittel fir einen Aprotinins: 3 000 KIV/ml pagatavosanai bojajuma vietu
1221 Vienna Gewebekleber Trombins: 500 SV/ml
Austria Kalcija hlorids: 40 pmol/ml

Belgija Baxter SA Artiss Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
Boulevard René Aprotinins: 3 000 KIV/ml bojajuma vietu
Branquart 80 Trombins: 4 SV/ml
7860 Lessines Kalcija hlorids: 40 pmol/ml
Belgium

Belgija Baxter AG Tissucol Duo 500 TISSUCOL-APROTININA Slirce: Skidumi silanta pagatavosanai Lietosanai ap audu

Industriestrale 67
1221 Vienna
Austria

kopéjie proteini — 100-130 mg/ml;
rec€sanas proteins — 75-115 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 — 3 000 KIV/ml (1,67 EPU/ml);

TROMBINA-KALCIJA HLORIDA slirce:
proteini — 50 mg/ml;

trombins — 500 SV/ml;

kalcija hlorids — 40 pmol/ml

bojajuma vietu

€10TY 9T
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Dalibvalsts
(EEZ teritorija)

Registracijas apliecibas ipasnieks

Pieskirtais nosaukums

Stiprums

Zalu forma

LietoSanas veids

Belgija Baxter AG Tissucol Kit 1. pudele: kopégjie proteini — 100-130 mg/m, Pulveris un $kidinatajs silanta | Lietosanai ap audu
Industriestrafie 67 no kuriem recéSanas proteins — 75-115 mg/ml, | pagatavosanai bojajuma vietu
1221 Vienna XIII faktors — 10-50 SV/ml;
Austria plazminogéns — 0,04-0,12 mg/ml;
2. pudele: vérsa aprotinins — 3 000 KIV/ml (1,67
EPU/ml);
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 pmol/ml
Belgija Baxter AG Tissucol S/D Cilveka fibrinogéns (recéSanas proteins): Skidumi silanta pagatavosanai Lietosanai ap audu
Industriestrafie 67 72-110 mg/ml bojajuma vietu
1221 Vienna XII faktors: <10 SV/ml
Austria Aprotinins: 3 000 KIV/ml
Cilveka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
Belgija Baxter AG Tissucol S/D Kit Cilveka fibrinogéns (recéSanas proteins): Pulveris un $kidinatajs silanta | Lietosanai ap audu
Industriestrafie 67 72-110 mg/ml pagatavosanai bojajuma vietu
1221 Vienna XII faktors: <10 SV/ml
Austria Aprotinins: 3 000 KIV/ml
Cilveka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
Bulgarija Baxter d.o.o. Artiss solution for sealant Cilveka fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietoanai ap audu
Zelezna cesta 18 frozen Aprotinins: 3 000 KIV/ml bojajuma vietu
1000 Ljubljana Cilveka trombins: 4 SV/ml
Slovenia Kalcija hlorids: 40 pmol/ml
Bulgarija Baxter d.o.o. Tisseel Lyo powders and Cilveka fibrinogéns: 91 mg/ml Pulveris un $kidinatajs silanta | LietoSanai ap audu
Zelezna cesta 18 solvents for sealant Aprotinins: 3 000 KIV/ml pagatavosanai bojajuma vietu
1000 Ljubljana Cilveka trombins: 4 SV/ml
Slovenia Kalcija hlorids: 40 pmol/ml
Bulgarija Baxter d.o.o. Tisseel solutions for sealant | Cilvéka fibrinogéns: 72-110 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu

Zelezna cesta 18
1000 Ljubljana
Slovenia

Aprotinins: 3 000 KIV/ml
Cilvéka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml

bojajuma vietu

Cehijas Republika

Baxter Czech spol. s r.o.
Karla Englise 3201/6
150 00 Praha 5

Czech Republic

Artiss

Fibrinogéns: 91 mg/ml
Aprotinins: 3 000 KIV/ml
Trombins: 4 SV/ml

Kalcija hlorids: 40 pmol/ml

Skidumi silanta pagatavosanai

LietoSanai ap audu
bojajuma vietu

01/121 D

[ AT |

SISOUISIA SIE[EDO Sequalaeg sedoxrg

€10Ttv9C



Dalibvalsts
(EEZ teritorija)

Registracijas apliecibas Tpasnieks

Pieskirtais nosaukums

Stiprums

Zalu forma

Lietosanas veids

Cehijas Republika

Baxter Czech spol. s r.o.
Karla Englise 3201/6
150 00 Praha 5

Czech Republic

Tisseel

Fibrinogéns: 91 mg/ml
Aprotinins: 3 000 KIV/ml
Trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml

Skidumi silanta pagatavosanai

Lietosanai ap audu
bojajuma vietu

Cehijas Republika

Baxter Czech spol. s r.o.
Karla Englise 3201/6
150 00 Praha 5

Czech Republic

Tisseel Lyo

Fibrinogéns: 91 mg/ml
Aprotinins: 3 000 KIV/ml
Trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml

Pulveris un 3$kidinatajs silanta
pagatavosanai

Lietosanai ap audu
bojajuma vietu

Danija Baxter A/S Artiss Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lieto$anai bojajuma
Gydevang 43 Aprotinins: 3 000 KIV/ml
DK-3450 Allerad Trombins: 4 SV/ml
Denmark Kalcija hlorids: 40 pmol/ml
Danija Baxter AG Tisseel Duo Quick Fibrinogéns: 90 mg/ml Skidumi silanta pagatavosanai Lieto$anai bojajuma
Industriestrafle 67 Fibronektins: 6 mg/ml
1221 Vienna Aprotinins: 3 000 KIV/ml
Austria XII koagulacijas faktors: 30 SV/ml
Plazminogéns: 80 pg/ml
Cilvéka trombins: 500 SV/ml
Kalcija hlorida dihidrats: 40 pg/ml
Danija Baxter A/S Tisseel Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lieto$anai bojajuma
Gydevang 43 Aprotinins: 3 000 KIV/ml
DK-3450 Allerod Trombins: 500 SV/ml
Denmark Kalcija hlorids: 40 pmol/ml
Somija Baxter Oy, Artiss Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lokalai lietosanai
PL 119, Aprotinins: 3 000 KIV/ml
00181 Helsinki Trombins: 4 SV/ml
Finland Kalcija hlorids: 40 pmol/ml
Somija Baxter AG Tisseel Fibrinogéns: 72-110 mg/ml Skidumi silanta pagatavosanai Lokalai lietosanai

Industriestrafle 67
1221 Vienna
Austria

Cilveka XIII koagulacijas faktors: 10 SV/ml
Aprotinins: 3 000 KIV/ml

Trombins: 500 SV/ml

Kalcija hlorids: 40 pmol/ml
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Somija Baxter AG Tisseel duo quick Cilvéka plazmas proteins — 100-130 mg/ml: Skidumi silanta pagatavosanai Lokalai lietosanai
Industriestrafie 67 fibrinogéns — 90 mg/ml
1221 Vienna Plazmas fibronektins: 5,5 mg/ml
Austria Cilveka XIII koagulacijas faktors: 30 SV/ml
Aprotinins: 1,67 Ph. Eur. v./ml
XII koagulacijas faktors: 30 SV/ml
Plazminogéns: 80 pg/ml
Cilveka trombins: 500 SV/ml Cilvéka plazmas
proteins: 50 mg/ml
Kalcija hlorida dihidrats: 40 pg/ml
Francija BAXTER SAS ARTISS solution for sealant | Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
6 Avenue Louis Pasteur Aprotinins: 3 000 KIV/ml bojajuma vietu
78310 MAUREPAS Trombins: 4 SV/ml
FRANCE Kalcija hlorids: 40 pmol/ml
Francija BAXTER SAS TISSUCOL KIT 1. komponents Pulveris, $kidums un $kidinatajs | LietoSanai ap audu
6 Avenue Louis Pasteur Cilvéka fibrinogéns: 90,00 mg/ml silanta pagatavosanai bojajuma vietu
78310 MAUREPAS XIII faktors: 10,00 SV/ml
FRANCE Fibronektins: 5,50 mg/ml
Plazminogéns: 0,08 mg/ml
Aprotinins: 3 000,0 KIV***/ml
2. komponents
Trombins: 500 SV/ml
Vacija Baxter Deutschland GmbH Artiss Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietoanai ap audu
Edisonstr. 4 Aprotinins: 3 000 KIV/ml bojajuma vietu
D-85716 Unterschleiffheim Trombins: 4 SV/ml
Germany Kalcija hlorids: 40 pmol/ml
Vacija Baxter Deutschland GmbH Tissucol-Duo S 1. komponents Pulveris un $kidinatajs silanta | Lietosanai ap audu
Edisonstr. 4 0,5 ml/1ml/2 ml Immuno Fibrinogéns: 70-110 mg/ml pagatavosanai bojajuma vietu
D-85716 Unterschleiffheim XIII koagulacijas faktors: 10-50 SV/ml
Germany Plazmas fibronektins: 2-9 mg/ml
Aprotinins (vérsa): 3 000 KIV/ml
2. komponents
Trombins (cilvéka): 500 SV/ml
Kalcija hlorids: 5,88 mg/ml
Vacija Baxter Deutschland GmbH Tissucol-Kit 1,0/2,0/5,0 1. komponents Fibrinogéns: 70-110 mg/ml Pulveris un 3kidinatajs silanta | Lietosanai ap audu

Edisonstr. 4
D-85716 Unterschleiffheim
Germany

Immuno

Plazmas fibronektins: 2-9 mg/ml

XII koagulacijas faktors: 10-50 SV/ml
Aprotinina $kidums: 3 000 KIV/ml

2. komponents

Liofilizéts S trombins: 500 SV/ml Liofilizéts L
trombins: 4 SV/ml Kalcija hlorids: 5,88 mg/ml

pagatavosanai

bojajuma vietu
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Griekija BAXTER HELLAS LTD ARTISS Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
3 Metsovou str, Aprotinins: 3 000 KIV/ml bojajuma vietu
14121-N Irakleio, Trombins: 4 SV/ml
Athens Kalcija hlorids: 40 pmol/ml
Greece
Griekija BAXTER HELLAS LTD TISSEEL Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
3 Metsovou str, Aprotinins: 3 000 KIV/ml bojajuma vietu
14121-N Irakleio, Trombins: 500 SV/ml
Athens Kalcija hlorids: 40 pmol/ml
Greece
Griekija BAXTER HELLAS LTD TISSEEL LYO Fibrinogéns: 91 mg/ml Pulveris un $kidinatajs silanta | LietoSanai ap audu
3 Metsovou str, Aprotinins: 3 000 KIV/ml pagatavosanai bojajuma vietu
14121-N Irakleio, Trombins: 500 SV/ml
Athens Kalcija hlorids: 40 pmol/ml
Greece
Ungarija Baxter Hungary Kft. TISSEEL LYO por és Fibrinogéns: 91 mg/ml Pulveris un 3kidinatajs silanta | Lietosanai ap audu
Népfird§ u. 22. IX. em. oldészer szovetragasztéhoz | Aprotinins: 3 000 KIV/ml pagatavosanai bojajuma vietu
1138 Budapest Trombins: 500 SV/ml
Hungary Kalcija hlorids: 40 pmol/ml
Ungarija Baxter AG TISSUCOL Kit 1,0 1. komponents Pulveris un $kidinatajs silanta | Lietosanai ap audu
Industriestrafie 67 kétkomponenst Kopéjie proteini: 100-130 mg pagatavosanai bojajuma vietu
1221 Vienna fibrinragasztd Recésanas proteins: 75-115 mg, no kura
Austria fibrinogéns — 70-110 mg/ml
Plazmas fibronektins: 2-9 mg
XII faktors: <10-50 SV
Plazminogéns: 0,04-0,12 mg
Aprotinins: 3 000 KIV
2. komponents
500 SV trombina vai 4 SV trombina
Kalcija hlorida dihidrats: 5,88 mg
Ungarija Baxter AG TISSUCOL Kit 2,0 1. komponents Pulveris un $kidinatajs silanta | Lietosanai ap audu

Industriestralle 67
1221 Vienna
Austria

kétkomponenst
fibrinragaszto

Kopéjie proteini: 200-260 mg

Recésanas proteins: 150-230 mg, no kura
fibrinogéns — 140-220 mg/ml

Plazmas fibronektins: 4-18 mg

XIII faktors: <20-100 SV

Plazminogéns: 0,08-0,24 mg

Aprotinins: 6 000 KIV

2. komponents

1 000 SV trombina vai 8 SV trombina
Kalcija hlorida dihidrats: 11,76 mg

pagatavoSanai

bojajuma vietu
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Ungarija Baxter AG TISSUCOL Kit 5,0 1. komponents Pulveris un $kidinatajs silanta | Lietosanai ap audu
Industriestrafe 67 kétkomponens( Kopéjie proteini: 500-650 mg pagatavosanai bojajuma vietu
1221 Vienna fibrinragaszto Recéanas proteins: 375-575 mg, no kura
Austria fibrinogéns — 350-550 mg/ml
Plazmas fibronektins: 10-45 mg
XII faktors: <50-250 SV
Plazminogeéns: 0,2-0,6 mg
Aprotinins: 15 000 KIV
2. komponents
2 500 SV trombina vai 20 SV trombina
Kalcija hlorida dihidrats: 29,4 mg
Islande Baxter Medical AB, Isafjordsgatan 30B Artiss Cilvéka fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
P.O. Box 63 Aprotinins (vérsa): 3 000 KIV/ml bojajuma vietu
164 94 Cilveka trombins: 4 SV*3/ml
Kista, Sweden Kalcija hlorids: 40 pmol/ml
Islande Baxter AG TISSEEL Cilveka fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
Industriestrafie 67 Cilveka XIII faktors: 10 SV/ml bojajuma vietu
1221 Vienna Vérda aprotinins: 3 000 KIV/ml
Austria Cilveka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
Islande Baxter AG Tisseel Duo Quick Tisseel $kiduma (uz ml) Skidumi silanta pagatavosanai LietoSanai ap audu
Industriestrafie 67 Fibrinogéns: 90 mg bojajuma vietu
1221 Vienna Fibronektins: 5,5 mg
Austria XII faktors: 30 SV
Aprotinins (vérsa): 3 000 KIV
Plazminogéns: 80 mikrogrami
Trombina $kiduma (uz ml)
Cilvéka trombins: 500 SV
Kalcija hlorids: 40 mikromoli
Irija Baxter Healthcare Limited, Artiss solutions for sealant, | Cilveka fibrinogéns: 72-110 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
Caxton Way, deep frozen Aprotinins: 3 000 KIV/ml bojajuma vietu
Thetford, Cilveka trombins: 4 SV/ml
Norfolk Kalcija hlorids: 40 pmol/ml
P24 3SE,
United Kingdom
Irija Baxter Healthcare Limited, Tiseel Ready to use Cilvéka fibrinogéns: 72-110 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu

Caxton Way,
Thetford,
Norfolk

P24 3SE,
United Kingdom

Solutions for Sealant

Aprotinins: 3 000 KIV/ml
Cilveka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml

bojajuma vietu
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Irija Baxter Healthcare Limited, TISSEEL Lyo Cilveka fibrinogéns: 72-110 mg/ml Pulveris un $kidinatajs silanta | Lietosanai ap audu
Caxton Way, Aprotinins: 3 000 KIV/ml pagatavosanai bojajuma vietu
Thetford, Cilveka trombins: 500 SV/ml
Norfolk Kalcija hlorids: 40 pmol/ml
P24 3SE,
United Kingdom
Italija Baxter S.p.A. ARTISS Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
Piazzale dell'Industria, 20 Aprotinins: 3 000 KIV/ml bojajuma vietu
00144 Roma Trombins: 4 SV/ml
Italy Kalcija hlorids: 40 pmol/ml
Italija Baxter AG TISSEEL Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai LietoSanai ap audu
Industriestrafle 67 Aprotinins: 3 000 KIV bojajuma vietu
1221 Vienna Trombins: 500 SV/ml
Austria Kalcija hlorids: 40 pmol/ml
XIII faktors: <10 SV/ml
Luksemburga Baxter SA Artiss Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
Boulevard René Aprotinins: 3 000 KIV/ml bojajuma vietu
Branquart 80 Trombins: 4 SV/ml
7860 Lessines Kalcija hlorids: 40 pmol/ml
Belgium
Luksemburga Baxter AG Tissucol S/D Kit Cilveka fibrinogéns (koagulacijas proteins): Pulveris un $kidinatajs silanta | Lietosanai ap audu
Industriestrafle 67 72-110 mg/ml pagatavosanai bojajuma vietu
1221 Vienna XII faktors: <10 SV/ml
Austria Aprotinins: 3 000 KIV/ml
Cilvéka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
Malta Baxter Healthcare Limited, TISSEEL KIT 2.0 ml, Two- | Fibrinogéns: 70-110 mg/ml Pulveris un $kidinatajs silanta | LietoSanai uz adas
Caxton Way, Component Fibrin Sealant | Plazmas fibronektins (CIG): 2-9 mg/ml pagatavosanai
Thetford, XII faktors: 10-50 V/ml
Norfolk P24 3SE, Plazminogéns: 0,04-0,12 mg/ml
United Kingdom
Malta Baxter Healthcare Limited, TISSEEL Lyo, Two- Fibrinogéns: 72-110 mg/ml Pulveris un $kidinatajs silanta | LietoSanai uz adas

Caxton Way,
Thetford,

Norfolk P24 3SE,
United Kingdom

Component Fibrin Sealant

Aprotinins: 3 000 KIV/ml

Trombins: 500 SV/ml kopé&ja 45-55 mg proteinu
daudzuma

Kalcija hlorids: 40 pmol/ml

pagatavosanai
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Norvegija Baxter AS, Artiss Cilveka fibrinogéns: 91 mg!/ml Skidumi silanta pagatavosanai Lietosanai ap audu
Gjerdrumsvei 11, Aprotinins: 3 000 KIVzlml bojajuma vietu
0484 Oslo, Cilveka trombins: 4 SV°/ml
Norway Kalcija hlorids: 40 pmol/ml

Norvégija Baxter AS, Tisseel Cilvéka fibrinogéns: 91 mg!/ml Skidumi silanta pagatavosanai Lietosanai ap audu
Gjerdrumsvei 11, Aprotinins: 3 000 KIVZ/ml bojajuma vietu
0484 Oslo, Cilvéka trombins: 500 SV3/ml
Norway Kalcija hlorids: 40 pmol/ml

Norvégija Baxter AS, Tisseel Cilveka fibrinogéns: 91 mg' /ml Pulveris un $kidinatajs silanta | LietoSanai ap audu
Gjerdrumsvei 11, Aprotinins: 3 000 KIV2/ml pagatavosanai bojajuma vietu
0484 Oslo, Cilveka trombins: 500 SV3/ml
Norway Kalcija hlorids: 40 pmol/ml

Polija Baxter Polska Sp. z o.o. Artiss Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
ul. Kruczkowskiego 8 Aprotinins: 3 000 KIV/ml bojajuma vietu
00-380 Warszawa Trombins: 4 SV/ml
Poland Kalcija hlorids: 40 pmol/ml

Polija Baxter Polska Sp. z o.0. Tisseel Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
ul. Kruczkowskiego 8 Aprotinins: 3 000 KIV/ml bojajuma vietu
00-380 Warszawa Trombins: 500 SV/ml
Poland Kalcija hlorids: 40 pmol/ml

Polija Baxter Polska Sp. z o.o. Tisseel Lyo Fibrinogéns: 91 mg/ml Pulveris un $kidinatajs silanta | LietoSanai ap audu
ul. Kruczkowskiego 8 Aprotinins: 3 000 KIV/ml pagatavoanai bojajuma vietu
00-380 Warszawa Trombins: 500 SV/ml
Poland Kalcija hlorids: 40 pmol/ml

Portugale Baxter Médico-Farmacéutica, Lda. Artiss Cilveka fibrinogéns: 91 mg/ml Silanta skidinatajs Lietosanai ap audu
Zona Industrial da Abrunheira - Edificio Aprotinins: 3 000 KIV2/ml bojajuma vietu
10 — Sintra Business Park Cilvéka trombins: 4 SV3/ml
2710-089 Sintra Kalcija hlorids: 40 pmol/ml
Portugal

Portugale Baxter Médico-Farmacéutica, Lda. Tisseel Cilveka fibrinogéns: 72-110 mg/ml Silants Lietosanai ap audu

Zona Industrial da Abrunheira - Edificio
10 — Sintra Business Park

2710-089 Sintra

Portugal

XII faktors: <10 SV
Aprotinins: 3 000 KIVZ/ml
Cilveka trombins: 500 SV?/ml
Kalcija hlorids: 40 pmol/ml

bojajuma vietu
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Portugale Baxter Médico-Farmacéutica, Lda. Tisseellyo Cilvéka fibrinogéns (72-110 mg/ml) Pulveris un $kidinatajs silanta | Lietosanai ap audu
Zona Industrial da Abrunheira - Edificio XII faktors (<10 SV) pagatavosanai bojajuma vietu
10 — Sintra Business Park Aprotinins (3 000 KIV2/ml)
2710-089 Sintra Cilvéka trombins (500 SV?/ml)
Portugal Kalcija hlorids (40 pmol/ml)
Spanija BAXTER, S.L. ARTISS soluciones para Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai bojajuma
Poligono Industrial Sector 14 adhesivo tisular Aprotinins: 3 000 KIV/ml
Pouet de Camilo, 2 46394 Ultracongeladas Trombins: 4 SV/ml
Ribarroja del Kalcija hlorids: 40 pmol/ml
Turia Valencia
Spain
Spanija BAXTER, S.L. TISSUCOL DUO 2,0 ml TISSUCOL-APROTININA Slirce: Skidumi silanta pagatavosanai Lietoanai ap audu
Poligono Industrial Sector 14 kopéjie proteini — 100-130 mg/ml; bojajuma vietu
Pouet de Camilo, 2 46394 recé8anas proteins — 75-115 mg/ml,
Ribarroja del no kura fibrinogéns 70-110 mg/ml
Turia Valencia un plazmas fibronektins 2-9 mg/ml;
Spain XII faktors — 10-50 SV/ml;
plazminogéns — 0,04-0,12 mg/ml;
aprotinins — 3 000 KIV/ml (1,67 EPU/ml);
TROMBINA-KALCIJA HLORIDA slirce:
proteini — 50 mg/ml;
trombins — 500 SV/ml;
kalcija hlorids — 40 pmol/ml
Spanija BAXTER, S.L. TISSUCOL DUO 5,0 ml TISSUCOL-APROTININA Slirce: Skidumi silanta pagatavosanai Lietosanai ap audu
Poligono Industrial Sector 14 kopégjie proteini — 100-130 mg/ml; bojajuma vietu
Pouet de Camilo, 2 46394 recé8anas proteins — 75-115 mg/ml,
Ribarroja del no kura fibrinogéns 70-110 mg/ml
Turia Valencia un plazmas fibronektins 2-9 mg/ml;
Spain XII faktors — 10-50 SV/ml;
plazminogéns — 0,04-0,12 mg/ml;
aprotinins — 3 000 KIV/ml (1,67 EPU/ml);
TROMBINA-KALCIJA HLORIDA slirce:
proteini — 50 mg/ml;
trombins — 500 SV/ml;
kalcija hlorids — 40 pmol/ml
Zviedrija Baxter Medical AB, Isafjordsgatan 30B Artiss Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietoanai ap audu
P.O. Box 63 Aprotinins: 3 000 KIV/ml bojajuma vietu
164 94 Kista, Trombins: 4 SV/ml
Sweden Kalcija hlorids: 40 pmol/ml
Zviedrija Baxter AG Tisseel Fibrinogens: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu

Industriestrafle 67
A- 1221 Vienna
Austria

Aprotinins: 3 000 KIV/ml
Trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml
XII faktors: 10 SV/ml

bojajuma vietu

€10TY 9T

[A1]

SISQUISA SIE[EIYO Seqruataes sedoury

L1121 D



Dalibvalsts
(EEZ teritorija)

Registracijas apliecibas ipasnieks

Pieskirtais nosaukums

Stiprums

Zalu forma

LietoSanas veids

Zviedrija Baxter AG Tisseel Duo Quick Fibrinogéns: 90 mg/ml Skidumi silanta pagatavosanai Lietoanai ap audu
Industriestrafe 67 Aprotinins: 3 000 KIV/ml bojajuma vietu
A- 1221 Vienna Trombins: 500 SV/ml
Austria Kalcija hlorids: 40 pmol/ml
XII 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 pagatavosanai Lietosanai ap audu
Kobaltweg 49, weefsellijm (RVG 100631) | Aprotinins: 3 000 KIV/ml bojajuma vietu
3542 CE Utrecht Trombins: 4 SV/ml
The Netherlands Kalcija hlorids: 40 pmol/ml
Niderlande Baxter AG Tisseel (RVG 35050/%3) Fibrinogéns: 91 mg/ml Skidumi silanta pagatavosanai Lietosanai ap audu
Industriestrafle 67 Aprotinins (sintétiskais): 3 000 KIV/ml bojajuma vietu
A- 1221 Vienna Trombins: 500 SV/ml
Austria Kalcija hlorids: 40 pmol/ml
XII faktors: < 10 SV/ml
Niderlande Baxter AG Tissucol Duo (RVG 17099) | Fibrinogéns: 70-110 mg/ml Skidumi silanta pagatavosanai LietoSanai ap audu
Industriestrafie 67 Fibronektins: 2-9 mg/ml bojajuma vietu
A- 1221 Vienna Trombins: 500 SV/ml
Austria Kalcija hlorids: 40 pmol/ml
XII faktors: 10-50 SV/ml
Aprotinins (vérsa): 3 000 KIV/ml
Niderlande Baxter AG Tissucol, Kit (RVG Fibrinogéns: 70-110 mg/ml Pulveris un $kidinatajs silanta | LietoSanai ap audu

Industriestralle 67
A- 1221 Vienna
Austria

17100/%/3)

Fibronektins: 2-9 mg/ml
Trombins: 500 SV/ml

Kalcija hlorids: 40 pmol/ml

XII faktors: 10-50 SV/ml
Aprotinins (vérsa): 3 000 KIV/ml

pagatavoSanai

bojajuma vietu

Apvienota Karaliste

Baxter Healthcare Limited,
Caxton Way,

Thetford,

Norfolk IP24 3SE,

United Kingdom

Artiss, solution for sealant
deep frozen

Cilveka fibrinogéns: 110 mg/ml
Aprotinins: 3 750 KIV/ml
Cilveka trombins: 5 SV/ml
Kalcija hlorids: 44 pmol/ml

Skidumi silanta pagatavosanai

LietoSanai ap
bojajuma vietu

audu

Apvienota Karaliste

Baxter Healthcare Limited,
Caxton Way,

Thetford,

Norfolk IP24 3SE,

United Kingdom

Tisseel Lyo Two-component
Fibrin Sealant

Fibrinogéns: 75 mg/ml
Cilveka trombins: 500 SV/ml
Aprotinins: 3 000 KIV/ml
Kalcija hlorids: 40 pmol/ml

Pulveris un $kidumi silanta paga-
tavoSanai

Lieto$anai ap
bojajuma vietu

audu
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Apvienota Karaliste

Baxter Healthcare Limited,
Caxton Way,

Thetford,

Norfolk 1P24 3SE,

United Kingdom

Tisseel Ready to use
Solutions for Sealant

Cilveka fibrinogéns: 110 mg/ml
Aprotinins: 3 000 KIV/ml
Cilveka trombins: 500 SV/ml
Kalcija hlorids: 40 pmol/ml

Skidumi silanta pagatavosanai

Lietoanai ap audu
bojajuma vietu

Beriplast un

sinonimiskie nosaukumi

Dalibvalsts
(EEZ teritorija)

Registracijas apliecibas ipasnieks

Pieskirtais nosaukums

Stiprums

Zalu forma

LietoSanas veids

Austrija CSL Behring GmbH Beriplast P Combi-Set Pulver | Fibrinogéns: 90 mg/ml Pulveris un $kidinatajs silanta Lietosanai ap audu
Emil-von-Behring-Strafe 76 und Losungsmittel fir einen | XIII koagulacijas faktors: 60 U/ml pagatavosanai bojajuma vietu
D-35041 Marburg Gewebekleber Aprotinins: 1 000 KIU = 0,56 EPU
Germany Trombins: 500 [U/ml
Kalcija hlorida dihidrats: 5,9 mg/ml
Francija CSL Behring GmbH BERIPLAST P 0.5 ml, 1 ml, | Fibrinogéns: 90 mg/ml Pulveris un 3kidinatajs silanta LietoSanai ap audu
Emil-von-Behring-Strafie 76 3 ml, powders and solvents | XIII koagulacijas faktors: 60 U/ml pagatavosanai bojajuma vietu
D-35041 Marburg for sealant Aprotinins: 1 000 KIU = 0,56 EPU
Germany Combi-Set Trombins: 500 IU/ml
Kalcija hlorida dihidrats: 5,9 mg/ml
Vacija CSL Behring GmbH Beriplast P Combi-Set Combi-Set 1: Pulveris un $kidinatajs silanta Lietosanai ap audu
Emil-von-Behring-Strafie 76 0,5 ml/1 ml/3 ml Fibrinogéns: 90 mg/ml pagatavosanai bojajuma vietu
D-35041 Marburg XII koagulacijas faktors: 60 U/ml
Germany Aprotinins: 1 000 KIU/ml = 0,56 PEU/ml
Combi-Set 2:
Trombins: 500 IU/ml
Kalcija hlorids: 5,9 mg/ml
Griekija CSL BEHRING BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un $kidinatajs silanta LietoSanai ap audu
5 Hadjiyianni Mexi str, Factor XIII: 60 U/ml pagatavosanai bojajuma vietu
11528-Athens Aprotinins: 1 000 UIC/ml
Greece Trombins: 500 Ul/ml
Kalcija hlorida dihidrats: 5,9 mg/ml
Griekija CSL BEHRING BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un 3kidinatajs silanta LietoSanai ap audu

5 Hadjiyianni Mexi str,
11528-Athens
Greece

Factor XII: 60 U/ml

Aprotinins: 1 000 UIC/ml
Trombins: 500 Ul/ml

Kalcija hlorida dihidrats: 5,9 mg/ml

pagatavosanai

bojajuma vietu
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Dalibvalsts
(EEZ teritorija)

Registracijas apliecibas ipasnieks

Pieskirtais nosaukums

Stiprums

Zalu forma

LietoSanas veids

Griekija CSL BEHRING BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un $kidinatajs silanta Lietosanai ap audu
5 Hadjiyianni Mexi str, Factor XIII: 60 U/ml pagatavosanai bojajuma vietu
11528-Athens Aprotinins: 1 000 UIC/ml
Greece Trombins: 500 Ul/ml

Kalcija hlorida dihidrats: 5,9 mg/ml

Ungarija CSL Behring GmbH BERIPLAST P COMBI-SET Combi-Set 1: Pulveris un $kidinatajs silanta Lietosanai ap audu
Emil-von-Behring-Strafie 76 1 ml szovetragaszté készlet | Fibrinogéns: 90 mg/ml pagatavosanai bojajuma vietu
D-35041 Marburg XIII koagulacijas faktors: 60 U/ml
Germany Aprotinins: 1 000 KIU/ml = 0,56 PEU/m

Combi-Set 2:
Trombins: 500 [U/ml

Ungarija CSL Behring GmbH BERIPLAST P COMBI-SET Combi-Set 1: Pulveris un 3kidinatajs silanta Lietoanai ap audu
Emil-von-Behring-Strafie 76 3 ml szovetragaszt6 készlet | Fibrinogéns: 90 mg/ml pagatavosanai bojajuma vietu
D-35041 Marburg XII koagulacijas faktors: 60 U/ml
Germany Aprotinins: 1 000 KIU/ml = 0,56 PEU/ml

Combi-Set 2:
Trombins: 500 IU/ml

Italija CSL Behring GmbH BERIPLAST P Fibrinogéns: 90 mg/ml Pulveris un 3kidinatajs silanta LietoSanai ap audu
Emil-von-Behring-Strafle 76 Factor XII: 60 U/ml pagatavosanai bojajuma vietu
D-35041 Marburg Aprotinins: 1 000 KIU/ml
Germany Trombins: 500 IU/ml

Kalcija hlorids: 5.9 mg/ml

Niderlande CSL Behring GmbH, Beriplast P Combi-Set, Fibrinogéns: 90 mg/ml Pulveris un $kidinatajs silanta Lietosanai ap audu
Emil-von-Behring-Strasse 76 weefsellijm - 26655/6/7 Aprotinins (véra): 1 000 KIU/ml pagatavosanai bojajuma vietu
35041 Marburg Trombins: 500 [U/ml
Germany Kalcija hlorids: 5,9 mg/ml

Factor XIII: 60 U/ml

Slovakijas Republika | CSL Behring GmbH, Beriplast P Combi-Set Cilveka fibrinogéns: 90 mg Pulveris un $kidinatajs audu Lietosanai ap audu
Emil-von-Behring-Strasse 76 0,5 ml, XII koagulacijas faktors: 60 Ul silanta pagatavosanai bojajuma vietu
35041 Marburg Beriplast P Combi-Set 1 ml, | Aprotinins: 1 000 KUI
Germany Beriplast P Combi-Set 3 ml | Trombin: 7,6 mg

Kalcija hlorids: 5,9 mg
Slovenija CSL Behring GmbH, Beriplast P Combi-Set 1 ml | Cilvéka fibrinogéns: 90 mg/ml Pulveris un skidinatajs audu Lietosanai ap audu

Emil-von-Behring-Strasse 76
35041 Marburg
Germany

prasek in vehikel za lepilo
za tkiva

XIII koagulacijas faktors: 60 e/ml
Aprotinins: 1 000 EIK/ml
Trombins: 7,6 mg/ml

Kalcija hlorids: 5,9 mg/ml

silanta pagatavosanai

bojajuma vietu

0z/1T1 D

[ AT |

SISOUISIA SIE[EDO Sequalaeg sedoxrg

€10Ttv9C



Dalibvalsts
(EEZ teritorija)

Registracijas apliecibas Tpasnieks

Pieskirtais nosaukums

Stiprums

Zalu forma

Lietosanas veids

Slovenija CSL Behring GmbH, Beriplast P Combi-Set 3 ml | Cilvéka fibrinogéns: 90 mg/ml Pulveris un $kidinatajs audu Lietosanai ap audu
Emil-von-Behring-Strasse 76 prasek in vehikel za lepilo | XIII koagulacijas faktors: 60 e/ml silanta pagatavosanai bojajuma vietu
35041 Marburg za tkiva Aprotinins: 1 000 EIK/ml
Germany Trombins: 7,6 mg/ml
Kalcija hlorids: 5,9 mg/ml
Spanija CSL Behring GmbH, BERIPLAST P COMBI-SET Fibrinogéns: 90 mg/ml Pulveris un $kidinatajs silanta Lietosanai ap audu
Emil-von-Behring-Strasse 76 0,5 ml XII koagulacijas faktors: 60 U/ml pagatavosanai bojajuma vietu
35041 Marburg Aprotinins: 1 000 KIU = 0,56 EPU
Germany Trombins: 500 IU/ml
Kalcija hlorida dihidrats: 5,9 mg/ml
Spanija CSL Behring GmbH, BERIPLAST P COMBI-SET Fibrinogéns: 90 mg/ml Pulveris un $kidinatajs silanta Lietosanai ap audu
Emil-von-Behring-Strasse 76 1 ml XII koagulacijas faktors: 60 U/ml pagatavosanai bojajuma vietu
35041 Marburg Aprotinins: 1 000 KIU = 0,56 EPU
Germany Trombins: 500 IU/ml
Kalcija hlorida dihidrats: 5,9 mg/ml
Spanija CSL Behring GmbH, BERIPLAST P COMBI-SET Fibrinogéns: 90 mg/ml Pulveris un 3kidinatajs silanta Lietosanai ap audu

Emil-von-Behring-Strasse 76
35041 Marburg
Germany

3 ml

XII koagulacijas faktors: 60 U/ml
Aprotinins: 1 000 KIU = 0,56 EPU
Trombins: 500 IU/ml

Kalcija hlorida dihidrats: 5,9 mg/ml

pagatavoSanai

bojajuma vietu
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Abonementa cenas 2013. gada (bez PVN, ieskaitot sutiSanas izdevumus)

ES Oficialais Veéstnesis, L un C sérija, tikai papira formata 22 oficialajas ES valodas EUR 1 300 gada
ES Oficialais Véstnesis, L un C sérija, papira formata + DVD, ikgadéjs | 22 oficialajas ES valodas EUR 1420 gada
ES Oficialais Véstnesis, L sérija, tikai papira formata 22 oficialajas ES valodas EUR 910 gada
ES Oficialais Véstnesis, L un C sérija, DVD, ikménesa (apkopojoss) 22 oficialajas ES valodas EUR 100 gada
ES Oficiala Véstnesa pielikums (S sérija) — Publiska iepirkuma ligumu | daudzvalodu: 23 oficialajas EUR 200 gada
konkursi, DVD, viens izdevums nedéla ES valodas

ES Oficialais Véstnesis, C sérija — Konkursi valoda(-as) saskana ar EUR 50 gada

konkursu(-iem)

Eiropas Savienibas Oficiala Véstnesa, kas iznak oficialajas Eiropas Savienibas valodas, abonements ir pieejams
22 valodas. Taja ir L sérija (“Tiesibu akti”) un C sérija (“Pazinojumi un informacija”).

Katrai valodas versijai nepiecieSams atseviSsks abonements.

Saskana ar Padomes Regulu (EK) Nr. 920/2005, kas publicéta 2005. gada 18. junija Oficialaja Véstnesi L 156,
Eiropas Savienibas iestades uz zinamu laiku nesaista pienakums visus tiesibu aktus sagatavot Tru valoda un tos
publicét Saja valoda. Tade| Oficiala Véstnesa izdevumus Tru valoda var iegadaties atseviski.

Oficiala Véstnesa pielikumu (S sérija — “Publiska iepirkuma llgumu konkursi”) var abonét 23 oficialo valodu versijas
viena daudzvalodu DVD formata.

Eiropas Savienibas Oficiala Véstnesa abonentiem ir tiesibas sanemt dazadus Oficiala Véstnesa pielikumus bez
papildu samaksas. Abonentus informé par pielikumiem ar Eiropas Savienibas Oficialaja Véstnesri ieklautiem
pazinojumiem lasitajiem.

PardosSana un abonementi

Dazadus maksas periodiskos izdevumus, tadus ka Eiropas Savienibas Oficialais Véstnesis, var abonét pie musu
komercialajiem izplatitajiem. To saraksts ir pieejams 8ada timekla vietne:

http://publications.europa.eu/others/agents/index_Iv.htm

EUR-Lex (http://eur-lex.europa.eu) piedava tieSu bezmaksas piekluvi Eiropas Savienibas tiesibu aktiem.
Saja vietné iespéjams iepazities ar Eiropas Savienibas Oficialo Véstnesi, un taja ir ieklauti
art ligumi, tiesibu akti, tiesu prakse un sagatavoSana esosie tiesibu akti.

Lai uzzinatu vairak par Eiropas Savienibu, skatit: http://europa.eu

Eiropas Savienibas Publikaciju birojs
2985 Luksemburga
LUKSEMBURGA
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