ISSN 1977-0855

O¢uumanen Bectimk ~ C 121

Ha EBponenckus Cpro3

Tomuna 56

Wzpanue

22 Guapk cons VHpopManys 1 U3BECTHS 26 anpun 2013 1

Usectue Ne Cobpxanue Crpanuua

IV Undopmayua

MHOOPMALIMSA OT MHCTUTYLIMMTE, OPTAHUTE, CITY>KBUTE M ATEHLIMUTE HA EBPOIIEMICKUS ChIO3

EBpomnericka Komucus

2013/C 121/01 O6o6uieHne Ha peleHnATa Ha EBponeiickius Cblo3 3a pa3pelleHys 33 ThPIOBYS [0 OTHOLICHYE HA JIeKApCTBEHN
npouykTyt or 1 despyapu 2013 r. mo 28 despyapu 2013 r. (ITy6aurysano ceenaco usen 13 uau unen 38 om
Peznamenm (EO) Ne 726/2004 na Esponeiicrug napaamenm u Ha CBEEMA) ..................c.c.c.cceeee... 1
2013/C 121/02 O6o6uieHne Ha peleHnsTa Ha EBPONEICKMS ChIO3 3a PaspelieHIs 33 THPIOBIS [0 OTHOLICHNE HA JIEKAPCTBEHN
npoayktt or 1 Mapt 2013 r. mo 31 mapr 2013 r. (Ily6aurysato ceenacto unen 13 uau unen 38 om
Peznamenm (EO) Ne 726/2004 Ha Eeponeiicrua napramenm u Ha Co6eMa) .............cooveeeeeeeeonnn. 2
2013/C 121/03 O6o6ueHne Ha pemeHnsTa Ha EBPOTECKNMS ChIO3 32 PaspelieHyst 33 ThPIOBYS MO OTHOLICHNE Ha JIEKapCTBEHM
nponykti oT 1 mapr 2013 r. mo 31 mapr 2013 r. (Pewenud, e3emu ceanacro usen 34 om [upermuea
2001/83/EO unu unen 38 om Hupermusa 2001/82/EO) .......coiiiiiiiiiiiie i 8
Lena:
3 EUR







26.42013 1.

OdnimaneH BecTHNK Ha EBponeiickns cpo3

C 1211

IV

(Undopmayus)

MHOQOPMALIMA OT UHCTUTYUMUTE, OPTAHUTE, CITYKBUTE U ATEHUIUUTE

HA EBPOIIEMCKMS CBHIO3

EBPOIIEVICKA KOMUCUA

O0o0meHne Ha peiieHnsATa Ha EBpomeiicKusi CbI03 3a paspelieHMs 332 THProBUsl IO OTHOLIEHME Ha

nexapcrseny nponykru or 1 ¢espyapu 2013 r. mo 28 ¢espyapu 2013 r.

(TIy6auryeano ceenacho usen 13 uau unen 38 om Peznamenm (EO) Ne 726/2004 na Eeponetickua napaamenm u
na Cseema (1))

(2013/C 121/01)

— W3menenue Ha paspeurenue 3a Toprosus (Uien 38 or Permament (EO) Ne 726/2004 na EBponeiickus
mapnaMeHT u Ha Cbeeta): Ilpuern

Tutynsp Ha paspemienuero | PerncrpaimoHen Homep B Hata Ha
Hata Ha pemenyero | HanMeHoBaHMe Ha JIeKapCTBEHMS! TIPOLYKT
32 ThproBus pervicrbpa Ha OGwwHOCTTA HOTUQULIpaHE
8.2.2013 Novem Boehringer Ingelheim | EU[2/04/042 12.3.2013

Vetmedica GmbH
D-55216 Ingelheim
am Rhein,
Deutschland

() OB L 136, 30.4.2004 r., ctp. 1.



C 121)2 Oduumarnen BectHyk Ha EBponerickus chro3 26.4.2013 1.

O6o0ureHme Ha pemeHusiTa Ha EBpomeiicKusi CbI03 3a paspelleHMs 332 THProBUs 10 OTHOLIEHME Ha
neKapcTBeHM mpoayktu ot 1 mapt 2013 r. mo 31 mapr 2013 r.

(Iy6auryeano ceznacto unen 13 uau unen 38 om Peznamenm (EO) Ne 726/2004 na Esponeiicrua napaamenm u
Ha Cegema (1))

(2013/C 121/02)

() OB L 136, 30.4.2004 r., ctp. 1.



— MW3pasane Ha paspemwenue 3a Toprous (Unen 13 or Permament (EO) Ne 726/2004 Ha Esponeiickus mapnament u Ha CobBera): Ilpuern

ATC xon (ko no

HaumeHoBanne Ha Perncrpaumonen
Hara Ha INN (MexKIIyHapoIHO HelaTeHTHO HaMMeHo- AHATOMO-TePaIeBTNYHO- Hara Ha
JIeKapCTBEHMS Tutynsip Ha paspelieHNeTo 3a ThPrOBIS Homep B percrbpa Ha|  (Dapmauesrnuna dopma
peleHneTo BaHMe) XMMMYHATA KnacuduKamms | HoTduumpase
TIPOIIYKT ObuHocTTa Ha C30)
4.3.2013 | Perjeta Teprysyma6 (pertuzumab) Roche Registration Limited EU/1/13/813 Konuenrpar 3a LO1XC13 6.3.2013
6 Falcon Way, Shire Park, Welwyn Garden City, AL7 MH(Y3UOHEH PasTBOP
1TW, United Kingdom
13.3.2013 | Actelsar HCT | rtenmucapras/XuapoxiopoTyasus Actavis Group PTC ehf. EU/1/13/817 Tabrerka CO9DA07 15.3.2013
(telmisartan/hydrochlorothiazide) Reykjavikurvegur 76-78, 220 Hafnarfjordur, Iceland
13.3.2013 | JETREA OKPUIUIa3MIH ThromboGenics NV EU[1/13/819 KoHtieHTpar 3a Pending 15.3.2013
Gaston Geenslaan 1, B-3001 Leuven, Belgié MHXKEKLMOHEH PasTBOp
13.3.2013 | Tolucombi TeSIMMCAPTaH XMIPOXIIOPOTHA3NL Krka, d. d., Novo mesto EU[1/13/821 Tabrerka C09DA07 15.3.2013
Smarjeika cesta 6, 8501 Novo mesto, Slovenija
22.3.2013 | Bexsero Arncopbupana BakcuHa cpery Novartis Vaccines and Diagnostics S.r.l. EU/1/12/812 Cycnencus 3a JO7AHO9 26.3.2013
MEHMHIOKOKM Tpyna B (p]IHK, Via Fiorentina, 1, 53100 Siena, Italia VHXEKTMPaHe
KOMITOHEHTHa)
27.3.2013 | Bosulif Bocyruu6 Pfizer Limited EU[1/13/818 (Qwimmpana tabnerka | LO1XE14 2.4.2013

Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom
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— W3smeHenue Ha paspeurenne 3a Topropust (Unen 13 ot Pernament (EO) Ne 726/2004 Ha EBponerickus

napnaMeHt U Ha CobBerta): Ilpuern

IlaTa Ha
peleHmneTo

HaumenoBanmne Ha
JIEKapCTBEHMS NPOIOYKT

TuTynsip Ha paspelIeHNETO 3a THPIOBIS

Perycrpaimonen Homep B
pericrbpa Ha OGmHOCTTa

[lata Ha
HoTUUIMpPaHEe

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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Ilata Ha
pelieHneTo

HanveHosanue Ha
TIEKapCTBEHMs POMIYKT

Tutynap Ha paspeuieHnero 3a ThProbus

PervcTpaunoHen HoMep B
pericrbpa Ha OGwHOCTTA

Ilata Ha
HOTUUIpaHEe

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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IlaTa Ha
peleHneTo

Hanmenosanye Ha
TIeKapCTBEHMs MPOMIYKT

Tutynap na paspemeHnero 3a ThPropus

PerucTpaumonen HoMep B
perncrbpa Ha OGwmHOCTTA

IlaTa Ha
HOTUUUMpaHE

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

— Orrernsane Ha paspemenne 3a Toprous (Ynen 13 or Permament (EO) Ne 726/2004 Ha EBponeiickus

napnaMeHT u Ha CbBeTa)

Hara Ha HanmeHoBaHue Ha Perucrpanmonen HoMep B Iara Ha
Tutynsp Ha paspeleHMETo 3a ThPIrOBUS
peluenyero | nekapcTsenms mpomykT perncthpa Ha O6mHOCTTa | HOTM¢UIMpPaHe

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 1. Oduunmarnen BecTHUK Ha EBpomerickis chio3 C 121/7
— IlpeycraHoBsiBaHe Ha JeiicTBMeTO Ha pa3pemieHue 3a Toprosusi (Unen 20 or Permament (EO) Ne
726/2004 na EBponeiickusi napnament u Ha CbBera)
Hara na Haumenosanne na T Perucrpaumonen Homep B Hata Ha
UTYISIP Ha PA3pEIICHNETO 33 ThPrOBUs
peleHneTo JIEKapCTBEHUS NPOIYKT perucrbpa Ha O6].HHOCTT3 HOTI/Iq)I/H_U/[paHe
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

— W3menenue Ha paspeurerue 3a Toprosus (Unen 38 or Permament (EO) Ne 726/2004 na EBponeiickus
mapnaMeHT U Ha Cbeera): Ilpuern

Ilara Ha HaumenoBanne Ha T Perucrpanmonen Homep B Ilata Ha
UTYIISP Ha Pa3pelICHUETO 3a THPIOBUS

PelICHNETO |  JIeKApCTBEHMS IPOIYKT peryicrbpa Ha OOWHOCTTa | HOTM(UUMpaKE

6.3.2013 | Loxicom/Jlokcukom/ | 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

Mornst BCMYKM Kemaely a ce 3amo3HasT ¢ Hy6]’II/I‘1HI/I}I TIOKIIa[ 3a OLEHKAaTa Ha BBIIPOCHUTE JIEKAPCTBEHM ITPOMYKTN
1 CbC CBBP3aHUTE C TAX PCIICHMS [1a C€ CBbpPKAT C:

The European Medicines Agency

7, Westferry Circus,
Canary Wharf
UK-LONDON E14 4H
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O6o0ureHme Ha pemeHusiTa Ha EBpomeiicKusi CbI03 3a paspelleHMs 332 THProBUs 10 OTHOLIEHME Ha
neKapcTBeHM mpoayktu ot 1 mapt 2013 r. mo 31 mapr 2013 r.

(Pewenug, e3emu ceznacHo unen 34 om [upermusa 2001/83/EO (') uau usen 38 om [upermuga
2001/82/EO (%)

(2013/C 121/03)

— MW3naBaHe, ocTaBsiHe B CWjla WJIM M3MEHEHMe Ha HAIMOHATHO pa3peuienue 3a Tbproeus

HanMeHoBaHme(HaMeHOBaHMsI) Ha Tutynsp(turynapu) Ha Tara Ha
Tlata Ha pelIeHUETO 3acersara JTbpKaBa-ueHKa
JIeKapCTBEHUS TIPOIIYKT paspelleHueTo 3a ThProBus HOTUQULIMpPAHE
15.3.2013 Fibrinogen Bx. Ilpunoxennero Bx. Ilpunoxennero 19.3.2013

() OB L 311, 28.11.2001 r., ctp. 67.
() OB L 311, 28.11.2001 r, ctp. 1.



ITPUTTOKEHME 1

TIPUTE2KATETIN HA PA3PELIEHUE 3A YIIOTPEBA B IbPXKABUTE YJIEHKU

Artiss u cBbp3anu umena; Tisseel u cBbp3anu umena; Tissucol u cBbp3aHM MMeHa

CIIUCBK HA UMEHATA, JIEKAPCTBEHUTE ()OPMU, KOJIMYECTBO HA AKTUBHOTO BELLECTBO B TO30BA
ENVHULIA, B %, 3A TATEH OBEM WIIN MACA, TbTUILA HA BBbBEXTAHE HA JIEKAPCTBEHUTE IPOOYKTH,

Hbpxapa ureHka

[lpuTexaten Ha paspelieHNETO 3a yrmoTpeba

Toproscko nme Vme

KommuectBo Ha aKTMBHOTO BELIECTBO B 1030Ba €IVHMIA, B %, 3a

JlekapcreeHa dopma

ITbT Ha BbBEXIAHE

(8 EVII) nager obeM WM Maca

Asctpus Baxter AG ARTISS — Losungen fiir (Oubpunores: 91 mg/ml Pa3TBOp 32 THKAaHHO JIEIMIIO [punarane
Industriestrafle 67 einen Gewebekleber Anpornuni: 3 000 KIU/ml BBPXY J1€31s1
1221 Vienna Tpom6ur: 4 IU/ml
Austria Kanumes ximopum: 40 pmol/ml

AscTpust Baxter AG ARTISS LYO - Pulver und | Qu6punores: 91 mg/ml Tlpax u pastBopuTen 3a THKaHHO | IlpwraraHe
Industriestrafle 67 Losungsmittel fir einen Anporuans: 3 000 KIU/ml TIeTIIo BBPXY J1e3ust
1221 Vienna Gewebekleber TpomOus: 4 1U/ml
Austria Kamupes xnopum: 40 pmol/ml

AscTpust Baxter AG Tisseel - Losungen fiir einen | Qu6punores: 91 mg/ml Pa3TBOp 3a THKAHHO JIEMMIIO Tpunarane
Industriestrafle 67 Gewebekleber Anpornuni: 3 000 KIU/ml BBPXY J1€31sI
1221 Vienna Tpom6ur: 500 IU/ml
Austria Kanumes ximopum: 40 pmol/ml

Ascrpust Baxter AG Tisseel Lyo - Pulver und (Oubpunoren: 91 mg/ml Tlpax u pastBopuTeNn 3a THKAHHO | Ilpwrarane
Industriestrafle 67 Losungsmittel fir einen Anporuans: 3 000 KIU/ml TIeTITo BBPXY J1e3ust
1221 Vienna Gewebekleber TpomOus: 500 1U/ml
Austria Kanumes ximopu: 40 pmol/ml

benrusa Baxter SA Artiss (Oubpunores: 91 mg/ml Pa3TBOp 32 THKAaHHO JIEIMIIO [punarane
Boulevard René Anporuans: 3 000 KIU/ml BBPXY IIe3ust
Branquart 80 Tpom6ur: 4 IU/ml
7860 Lessines Kamuyes xiopum: 40 pmol/ml
Belgium

bernrust Baxter AG Tissucol Duo 500 Cnpunnoska TISSUCOL-APROTININ: Pa3TBOp 3a TBHKAaHHO JIENNUIIO [Ipunarane
Industriestrafe 67 O6um 6enrsum 100-130 mg/ml; BBPXY IIe3ust
1221 Vienna chempaeM GenTsk 75-115 mg/ml,
Austria ot Koitro gubpuxoren 70-110 mg/ml

u masMed Qubponektn 2-9 mg/ml;
(®axrop XII 10-50 IU/ml;

[asmunoren 0,04-0,12 mg/ml;

Anpornans 3 000 KIU/ml (1,67 EPU/ml);
Cnpunuoska TPOMBUH-KAJIUMEB XJTOPU[L:
Benrsuy 50 mg/ml;

Tpombus 500 1U/ml;

anyes xnopun 40 pmol/ml
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Hbpxasa uieHKa

Tpurexaren Ha paspelieHueTo 3a yrorpeba

Toproscko nme Vime

KonuyectBo Ha aKTMBHOTO BeLIECTBO B [1030Ba €IMHMUA, B %, 3a

TlekapcraeHa popma

[IpT Ha BBHBEXKTAHE

(8 EVIT) maneH obeM WM Maca
Benrust Baxter AG Tissucol Kit Byrunka 1: O6um Genrbim 100-130 mg/ml; Ilpax u pasrsopuren 3a ThkaHHO | [Ipunaraxe
Industriestrafie 67 chempBaeM Genrsk 75-115 mg/ml, Tenuso BBPXY J1€31s1
1221 Vienna (®akrop XIII 10-50 IU/ml;
Austria [Tnasmuuoren 0,04-0,12 mg/ml;
Byrunka 2: Tosexxmw anporuuns 3 000 KIU/ml (1,67
EPU/ml);
Byrunka 3: wosewku tpom6bun 500 IU/ml;
Benrpuy 50 mg/ml;
Byrunka 4: wosewku tpom6bus 4 IU/ml;
Benrbuy 50 mg/ml;
Byrunka 5: kanuues xnopua 40 pmol/ml
Benrus Baxter AG Tissucol S/D Yopewky GpuOpyHOreH (cbcupsaeM OeNTBK); Pa3TBOp 3a THKaHHO J1€IMII0 [punarane
Industriestrafie 67 72-110 mg/ml BBPXY J1€31s1
1221 Vienna (Baxrop XIII < 10 IU/ml
Austria Anporuans: 3 000 KIU/ml
Yopewku tpoMOus: 500 IU/ml
Kauyes xnmopuz: 40 pmol/ml
benrus Baxter AG Tissucol S/D Kit Yosewky GpuOpMHOTeH (ChcuppaeM OENTDK); Ilpax u pasroputen 3a TbKauHo | Ilpunarane
Industriestrafe 67 72-110 mg/ml TIenITo BBPXY Ile3ust
1221 Vienna (Bakrop XIII < 10 IU/ml
Austria Anporuant: 3 000 KIU/ml
Yogewky TpoMOus: 500 U/ml
Kaupes xmopu: 40 pmol/ml
Boirapust Baxter d.o.o. Artiss solution for sealant Yopewku ¢pubpuroren 91 mg/ml Pa3TBOp 3a THKAHHO JIEMMIIO Tpunaraxe
Zelezna cesta 18 frozen Anpornans 3 000 KIU/ml BBPXY JIe3UsL
1000 Ljubljana ApTuC pa3TBOp 3a THKAHHO Yogewky TpoMOuH 4 1U[/ml
Slovenia TIENIIo, 3aMpaseH Kaupes xnmopun 40 pmol/ml
Boirapust Baxter d.o.o. Tisseel Lyo powders and Yosewkn ¢ubpuuoren 91 mg/ml Ilpax u pasreoputenn 3a TbKaHHO | [lpuiarase
Zelezna cesta 18 solvents for sealant Anporusnt 3 000 KIU/ml TIenmIo BBPXY Ile3ust
1000 Ljubljana Tuceen JIno npaxose u Yogewky TpoMOux 4 1U[/ml
Slovenia pasTBopu 3a ThKaHHO Jiemio | Kamumes xmopun 40 pmol/ml
Boirapust Baxter d.o.o. Tisseel solutions for sealant | Yosewku ¢uGpuuoren 72-110 mg/ml Pa3TBOp 3a THKAHHO JIEMMIIO Tpurnarate

Zelezna cesta 18
1000 Ljubljana
Slovenia

Tuceen pastsopn 3a TbKaHHO
TIeNITo

Anporuans 3 000 KIU/ml
Yogewky TpoMOun 500 IU/ml
Karupes ximopun 40 pmol/ml

BBPXY JIe34s]

Yewka peryOnvka

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

Czech Republic

Artiss

(Qubpunoren: 91 mg/ml
Anporuaus: 3 000 KIU/ml
Tpombun: 4 1U/ml

Kamuwes xmopua: 40 pmol/ml

Pa3TBOp 3a THKaHHO J1€MMII0

[punarane
BbPXY 13Ul
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IbpxaBa uieHKa
(8 EMII)

TpurexareNl Ha paspelieHneTo 3a ynorpeba

Toproscko nme Vme

KomiuectBo Ha akTMBHOTO BELIECTBO B [030Ba €NVHMIA, B %, 3a
named obeM WM Maca

JlexapcrBeHa gopma

[TbT Ha BBBEXIAHE

Yewka peryOnvka

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

Czech Republic

Tisseel

(Qubpuroren: 91 mg/ml
Anporunns: 3 000 KIU/ml
TpomOus: 500 1U/ml
Kamupes xiopum: 40 pmol/ml

Pa3tBop 3a THKaHHO JEmMIIO

[Ipunarane
BbPXY JIe3Us

Yemka pemyOnyka Baxter Czech spol. s r.o. Tisseel Lyo (Oubpurores: 91 mg/ml Ilpax u pasteoputen 3a ThkaHHo | Ipunarane
Karla Englise 3201/6 Anporuans: 3 000 KIU/ml TIeTITo BbPXY J1e3ust
150 00 Praha 5 TpomOus: 500 1U/ml
Czech Republic Kanupes xmopum: 40 pmol/ml
Hanns Baxter A/S Artiss (Oubpunores: 91 mg/ml Pa3TBOp 32 THKAaHHO JIENMIIO Vnrpanesuitno
Gydevang 43 Anporuans: 3 000 KIU/ml IpPIIIOXeHNe
DK-3450 Allerod TpomOus: 4 1U/ml
Denmark Kamupes xmopum: 40 pmol/ml
Hanns Baxter AG Tisseel Duo Quick (OuGpuroren 90 mg/ml PastBop 3a THKaHHO J€mMIIO Vntpanesnitno
Industriestrafle 67 (Oubponexrnn 6 mg/ml TPYIOKEHNME
1221 Vienna Anpornana 3 000 KIU/ml
Austria Koarynaumosnen dakrop XIII 30 IU/ml
[Tnasmunoren 80 g/ml
Yosewkn Tpombus 500 1U/ml
Kamuwes xmopun myxumpar 40/ml
Hanns Baxter A/S Tisseel (Oubpuroren: 91 mg/ml PasTBOp 32 THKAaHHO JIENMIIO Mnrpanesuitno
Gydevang 43 Anporuans: 3 000 KIU/ml PUIIOKEHNE
DK-3450 Allerod TpomOus: 500 1U/ml
Denmark Kamupes xnmopum: 40 pmol/ml
Duananmus Baxter Oy, Artiss (Oubpuroren: 91 mg/ml Pa3TBOp 32 THKAaHHO JIENMIIO Jlokanuo
PL 119, Anpornsni: 3 000 KIU/ml
00181 Helsinki TpomOus: 4 1U/ml
Finland Kamupes xnopum: 40 pmol/ml
Duananmus Baxter AG Tisseel Oubpuroren 72-110 mg/ml Pa3TBOp 32 THKAaHHO JIENMIIO Jlokanuo

Industriestrafle 67
1221 Vienna
Austria

Yosewkn koarynauyonen ¢gakrop XIII 10 IU/ml
Anporuans: 3 000 KIU/ml

TpomOus: 500 1U/ml

Kanupes xnmopum: 40 pmol/ml
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Hbpxasa uieHKa

Tpurexaren Ha paspelieHueTo 3a yrorpeba

Toproscko nme Vime

KonuyectBo Ha aKTMBHOTO BeLIECTBO B [1030Ba €IMHMUA, B %, 3a

TlekapcraeHa popma

[IpT Ha BBHBEXKTAHE

(8 EVIT) maneH obeM WM Maca
Qurnannmsa Baxter AG Tisseel duo quick Yosewkn miasmer Genrek 100-130 mg/ml: Pa3rBOp 3a THKAHHO JIETMIIO TlokanHo
Industriestrafie 67 (OuGpuroren 90 mg/ml
1221 Vienna [lnasmen ¢uGponektH 5,5 mg/ml
Austria Yogewky koarynauyoneH dakrop XIII 30 IU/ml
Anporuant 1,67 Ph.Eur.U./ml
Koarynaumonen dakrop XIII 30 IU/ml
[Tnasmutoren 80 pg/ml
Yosewkn tpombun 500 IU/ml Yosewkn mmasmen
enrpk 50 mg/ml
Kanumes xnopun guxuppar 40 pg/ml
(Dparums BAXTER SAS ARTISS solution for sealant | Qu6pusores 91 mg/ml Pa3TBOp 32 THKAaHHO JIEIMIIO [punarane
6 Avenue Louis Pasteur Anporuans: 3 000 KIU/ml BbPXY J1€3usl
78310 MAUREPAS TpomOus: 4 1U/ml
FRANCE Kanupes xnmopum: 40 pmol/ml
Oparums BAXTER SAS TISSUCOL KIT 1B KOMIIOHEHT: Ilpax, pasteop mu pasroputen 3a | Ilpunarane
6 Avenue Louis Pasteur Yosewkn ¢uGpusorer 90,00 mg/ml THKaHHO JIENMIIO BBPXY JIe3Us
78310 MAUREPAS (®akrop XIII: 10,00 IU/ml
FRANCE (Oubponexrun: 5,50 mg/ml
[Tnasmusoren: 0,08 mg/ml
Anporusns 3 000,0 KIU***/ml
2pu KOMIIOHEHT:
Tpombuu 500 IU/ml
Tepmanus Baxter Deutschland GmbH Artiss (Oubpunoren: 91 mg/ml Pa3TBOp 3a THKAHHO JIENMIIO Tpunaraxe
Edisonstr. 4 Anporuans: 3 000 KIU/ml BBPXY J1€31s1
D-85716 Unterschleiffheim Tpom6us: 4 1U/ml
Germany Kamumes xnopui: 40 pmol/ml
T'epmanns Baxter Deutschland GmbH Tissucol-Duo S Kowmmonent 1 [Ipax u pasteOopuTENn 3a ThKaHHO | Ilpmmarane
Edisonstr. 4 0,5 ml/1ml/2 ml Immuno (Oubpunoren: 70-110 mg/ml TIEIo BBPXY J1e3ust
D-85716 Unterschleiffheim Koaryramyonen ¢akrop XIIL: 10-50 IU/ml
Germany [Tnasmadubporektun: 2-9 mg/ml
Anporuans (ropexma): 3 000 KIU/ml
Komnonent 2
TpomOun (doseurky) 500 IU/ml
Kanupes xnopun: 5,88 mg/ml
Tepmanms Baxter Deutschland GmbH Tissucol-Kit 1,0/2,0/5,0 Komnonent 1: [lpax u pasreoputen 3a TbKaHHO | [IpuraraHe

Edisonstr. 4
D-85716 Unterschleilheim
Germany

Immuno

Oubpunores: 70 - 110 mg/ml
Inasmadubponektnu: 2 - 9 mg/ml
Koarynauyonen ¢akrop XIIL: 10 - 50 IU/ml
Pazrsop Ha anporuuns: 3 000 KIU/ml
Komnonent 2:

TpomOuu S nuogumusupan: 500 [U[/ml
TpomOuu L ymoummsupan: 4 [U[ml
Kanupes xnmopum: 5,88 mg/ml

Jienuiio

BBPXY JIe34s]
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IbpxaBa uieHKa
(8 EMII)

TpurexareNl Ha paspelieHneTo 3a ynorpeba

Toproscko nme Vme

KomiuectBo Ha akTMBHOTO BELIECTBO B [030Ba €NVHMIA, B %, 3a

JaneH obeM mm maca

JlexapcrBeHa gopma

[TbT Ha BBBEXIAHE

pprms BAXTER HELLAS LTD ARTISS (Oubpuroren: 91 mg/ml Pa3TBOp 3a THKAHHO JIETAIIO Tpunarane
3 Metsovou str, Anporuans: 3 000 KIU/ml BBPXY J1€3151
14121-N Irakleio, Tpombus: 4 1U/ml
Athens Kaupes xiopuz: 40 pmol/ml
Greece
I'bpunst BAXTER HELLAS LTD TISSEEL (Oubpunoren: 91 mg/ml Pa3TBOp 3a THKAHHO JIEMMIIO Tpunarane
3 Metsovou str, Anporuans: 3 000 KIU/ml BbPXY €31
14121-N Irakleio, TpomOus: 500 1U/ml
Athens Kanupes xmopum: 40 pmol/ml
Greece
I'bpums BAXTER HELLAS LTD TISSEEL LYO (Oubpunores: 91 mg/ml [lpax u pasroputen 3a TbKauHO | Ilpuarane
3 Metsovou str, Anporuans: 3 000 KIU/ml TenuIo BbPXY 1131l
14121-N Irakleio, Tpom6ur: 500 IU/ml
Athens Kamupes xmopum: 40 pmol/ml
Greece
YHrapus Baxter Hungary Kft. TISSEEL LYO por és (Oubpuroren: 91 mg/ml [lpax n pasreopuren 3a TbKaHHO | IIpumarane
Népfird§ u. 22. IX. em. oldészer szovetragasztéhoz | Anporurmnu: 3 000 KIU/ml Jenuso BBPXY J1€31s1
1138 Budapest TpomOus: 500 1U/ml
Hungary Kamupes xmopum: 40 pmol/ml
YHrapus Baxter AG TISSUCOL Kit 1,0 18U KOMIOHEHT: [lpax u pasteoputen 3a TbKaHHO | IIpumarane
Industriestrafie 67 kétkomponens 06w Gentbk 100-130 mg/ml; Tenuso BBPXY J1€31s1
1221 Vienna fibrinragasztd CobeupsaeM Gentpk: 75-115 mg,
Austria ot koitro gubpuxorer 70-110 mg/ml;
[Tnasmen ¢uGponektH 2-9 mg/ml;
(®akrop XIII 10-50 IU;
[Tnasmunoren 0,04-0,12 mg;
Anporuann 3 000 KIU;
2py KOMIIOHEHT:
Tpom6bus 500 IU mut Tpom6un 4 1U;
Kamnumes xnopun, muxmmpar 5,88 mg
YHrapus Baxter AG TISSUCOL Kit 2,0 1B KOMIIOHEHT: Ilpax u pasropuren 3a TbKauHO | Ilpuiarane
Industriestrafle 67 kétkomponens 06w Genrpk 200-260 mg; TIeTIIo BBPXY J1e3ust
1221 Vienna fibrinragaszto CobeupsaeM Oenrbk: 150-230 mg,

Austria

or koitro pubpuuoren 140-220 mg;
ITnasmen QubponektnH 4-18 mg;
(Dakrop XIII 20-100 IU;

[Tnasmunoren 0,08-0,24 mg;
Anporuana 6 000 KIU;

2pn KOMIIOHEHT:

Tpom6ur 1 000 U wm Tpombun 8 IU;
Kamuues xnmopun muxuppar 11,76 mg
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Hbpxasa uieHKa

Tpurexaren Ha paspelieHueTo 3a yrorpeba

Toproscko nme Vime

KonuyectBo Ha aKTMBHOTO BeLIECTBO B [1030Ba €IMHMUA, B %, 3a

TlekapcraeHa popma

[IpT Ha BBHBEXKTAHE

(8 EVIT) maneH obeM WM Maca
YHrapus Baxter AG TISSUCOL Kit 5,0 18U KOMIIOHEHT: [lpax u pasteopuTen 3a ThKaHHO | Ilpumarane
Industriestrafie 67 kétkomponens( 06w Genrbk 500-650 mg; TIenmIto BBPXY I1e3ust
1221 Vienna fibrinragaszto CobcupsaeM Oentbk: 375-575 mg,
Austria ot Koitro gubpuxoren 350-550 mg;
ITnasmen QuoponexktH 10-45 mg;
(Bakrop XIII 50-250 IU;
[Inasmuxorex 0,2-0,6 mg;
Anporuana 15 000 KIU;
2pu KOMIIOHEHT:
TpomOuu 2 500 IU umm Tpombun 20 IU;
Kamuues xnopun muxumpar 29,4 mg
Vcnanmyst Baxter Medical AB, Isafjordsgatan 30B Artiss Yosewkn ¢ubpyroren 91 mg/ml Pa3TBOp 3a THKAHHO JIETIIO Tpunarane
P.O. Box 63 Anporuans 3 000 KIU/ml (roBexxmm) BBPXY J1€31s1
164 94 Kista, Yopewky TpoMOus, 4 1U*3/ml
Sweden Karupes xmopun 40 mukpomora/ml
Vicnaummst Baxter AG TISSEEL Yogewky ¢uOpuroren 91 mg/ml Pa3TBOp 3a THKAHHO JIEMMIIO Tpunaraxe
Industriestrafie 67 Yosewku ¢akrop XII 10 [U/ml BBPXY J1€3151
1221 Vienna Tosexxmm anpotunua 3 000 KIU
Austria Yosewku tpombun 500 [U/ml
Kanupes xnopun 40 mukpomona/ml
Wcnanmms Baxter AG Tisseel Duo Quick Pazrsop Tisseel Ha ml - Pa3TBop 3a THKaHHO J1€IMII0 [punarane
Industriestrafie 67 (Oubpunoren 90 mg/ml BbPXY J1€3Ust
1221 Vienna (DI/I6p0HeKT]/[H 5,5 mg
Austria (Bakrop XIII 30 IU
AnporunnH (rosexmy) 3 000 KIU
[Tnasmunoren 80 mukporpama
PasrBop Ha Tpombun Ha ml
Yosewky TpoMOun 500 U
Kanumes xnopun 40 mukpomona
Vpnaumms Baxter Healthcare Limited, Artiss solutions for sealant, | Yosemku ¢uOpunoren: 72-110 mg/ml Pa3TBOp 3a THKAHHO JIEMMIIO Tpunarane
Caxton Way, deep frozen Anporuans: 3 000 KIU/ml BbPXY J1€3usl
Thetford, Yopewky TpoMOus: 4 1U/ml
Norfolk Kanumes xmopum: 40 pmol/ml
P24 3SE,
United Kingdom
Vpnauans Baxter Healthcare Limited, Tiseel Ready to use Yopewky ¢uOpunoren: 72-110 mg/ml Pa3TBOp 3a THKAHHO JIETMIIO Tpunaraxe

Caxton Way,
Thetford,
Norfolk

1P24 3SE,
United Kingdom

Solutions for Sealant

Anporuans: 3 000 KIU/ml
Yogewky TpoMOus: 500 IU/ml
Kanumes xnopui: 40 pmol/ml

BbPXY JIe3Us1
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IbpxaBa uieHKa
(8 EMII)

TpurexareNl Ha paspelieHneTo 3a ynorpeba

Toproscko nme Vme

KomiuectBo Ha akTMBHOTO BELIECTBO B [030Ba €NVHMIA, B %, 3a
named obeM WM Maca

JlexapcrBeHa gopma

[TbT Ha BBBEXIAHE

Vpnannus Baxter Healthcare Limited, TISSEEL Lyo Yosewkn PuGpusorer: 72-110 mg/ml [lpax u pasrBoputen 3a TbKaHHO | [IpuraraHe
Caxton Way, Anpornans: 3 000 KIU/ml Tenuio BBPXY JIe31sL
Thetford, Yosewku TpoMOus: 500 IU/ml
Norfolk Karupes ximopuz: 40 pmol/ml
P24 3SE,
United Kingdom
Vrtasust Baxter S.p.A. ARTISS (Oubpunoren: 91 mg/ml Pa3TBOp 3a THKAHHO JIEMMIIO Tpunaraxe
Piazzale dell'Industria, 20 Anporuauns: 3 000 KIU/ml BbPXy JIe31sL
00144 Roma TpomOus: 4 1U/ml
Italy Kanupes xmopuz: 40 pmol/ml
Vrarmust Baxter AG TISSEEL (OuGpunorer: 91 mg/ml Pa3TBOp 3a THKAHHO JIEMUIIO TMpunaraxe
Industriestrafle 67 Anporunns: 3 000 KIU BBPXY J1€31s1
1221 Vienna Tpom6us: 500 1U/ml
Austria Kanumes xnmopui: 40 pmol/ml
(akrop XIII < 10 [U/ml
Troxcem6ypr Baxter SA Artiss (Oubpuroren: 91 mg/ml Pa3TBOp 3a THKAHHO JEMIIIO Tpunarane
Boulevard René Anporuans: 3 000 KIU/ml BBPXY J1€31s1
Branquart 80 TpomOus: 4 1U/ml
7860 Lessines Kamupes xmopum: 40 pmol/ml
Belgium
TTiokcemGypr Baxter AG Tissucol S/D Kit Yopewky ¢puOpuHoreH (koarynauuosuy Gentpiy) 72- | [Ipax 1 pastsoputen 3a TbkanHO | IIpunarane
Industriestrafle 67 110 mg/ml Tenuso BBPXY J1€31sL
1221 Vienna (Dakrop XIII < 10 IU/ml
Austria Anpornans 3 000 KIU/ml
Yosewkn tpombun 500 IU/ml
Kanupes xmopun 40 pmol/ml
Manra Baxter Healthcare Limited, TISSEEL KIT 2.0 ml, Two- | Qu6punoren: 70-110 mg/ml Tlpax u pasteopuTeNn 3a THKAHHO | Ilpwrarane
Caxton Way, Component Fibrin Sealant | INnasmadu6ponekrns (CIG): 2-9 mg/ml TIenmITo BBPXY KOXaTa
Thetford, (®akrop XIIL: 10-50 U/ml
Norfolk 1P24 3SE, [Tnasmusorer: 0.04 - 0.12 mg/ml
United Kingdom
Manra Baxter Healthcare Limited, TISSEEL Lyo, Two- (Oubpunoren: 72-110 mg/ml Mlpax u pasreoputen 3a ThKaHHO | Ilpurnaraxe

Caxton Way,
Thetford,

Norfolk P24 3SE,
United Kingdom

Component Fibrin Sealant

Anporuant: 3 000 KIU/ml
TpomOus: 500 IU/ml B 45-55 mg o6ur 6enTsk
Karmupes xmopum: 40 pmol/ml

Jienmiio

BBPXy KOXaTa
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Hbpxasa uieHKa

Tpurexaren Ha paspelieHueTo 3a yrorpeba

Toproscko nme Vime

KonuyectBo Ha aKTMBHOTO BeLIECTBO B [1030Ba €IMHMUA, B %, 3a

TlekapcraeHa popma

[IpT Ha BBHBEXKTAHE

(8 EVIT) maneH obeM WM Maca

Hopserus Baxter AS, Artiss Yoemku pubpurorer: 91 mg!/ ml Pa3TBOp 3a THKAHHO JIETAIIO [punarane
Gjerdrumsvei 11, Anporusys: 3 000 KIUZ/ml BBPXY J1€31s1
0484 Oslo, Yosewku Tpombum: 4 [U%[/ml
Norway Kanupes xnmopum: 40 pmol/ml

Hopserust Baxter AS, Tisseel Yonemkn pubpunorer: 91 mg!/ml Pa3TBOp 3a THKAHHO JIETMIIO Tpunaraxe
Gjerdrumsvei 11, Anporusus: 3 000 KIUZ/ml BBPXY J1€31s1
0484 Oslo, Yogemku Tpombun: 500 [U3/ml
Norway Karupes ximopum: 40 pmol/ml

Hopserns Baxter AS, Tisseel Yopemku pubpunoren: 91 mg!/ml [lpax u pasropuren 3a TbKauHO | Ilpuiarane
Gjerdrumsvei 11, Anpotnrui: 3 000 KIU2/ml TenuIIo BbPXY 13Ul
0484 Oslo, Yopemku Tpombur: 500 [U3/ml
Norway Karupes xmopum: 40 pmol/ml

TMommua Baxter Polska Sp. z o.o. Artiss (Oubpunores: 91 mg/ml Pa3TBOp 3a THKAHHO JIEMIIIO Tpunarane
ul. Kruczkowskiego 8 Anporusns: 3 000 KIU/ml BBPXY J1e3ust
00-380 Warszawa Tpombur: 4 IU/ml
Poland Kanumes xmopum: 40 pmol/ml

Tonma Baxter Polska Sp. z o.0. Tisseel (Oubpuroren: 91 mg/ml Pa3TBOp 3a THKAHHO JICTAIIO Ipunarane
ul. Kruczkowskiego 8 Anporuans: 3 000 KIU/ml BBPXY J1€31s1
00-380 Warszawa TpomOus: 500 1U/ml
Poland Kamuyes xiopum: 40 pmol/ml

Tornma Baxter Polska Sp. z o.0. Tisseel Lyo (Oubpuroren: 91 mg/ml Tlpax u pasteoputen 3a ThkaHHo | Ipuiarane
ul. Kruczkowskiego 8 Anporuauns: 3 000 KIU/ml JIEnITo BBPXY J1€3151
00-380 Warszawa Tpom6ur: 500 IU/ml
Poland Kamupes xmopum: 40 pmol/ml

Hopryramus Baxter Médico-Farmacéutica, Lda. Artiss Yogewku ¢ubpuroren: 91 mg/ml Pastsoputen 3a ThKaHHO JIEIWIO [punarane
Zona Industrial da Abrunheira - Edificio Anpotuans: 3 000 KIUzlml BbPXy JIe31sL
10 - Sintra Business Park Yogewku TpoMOun: 4 1U°[ml
2710-089 Sintra Karuyes ximopum: 40 mykpomorna/ml
Portugal

Topryranus Baxter Médico-Farmacéutica, Lda. Tisseel Yosewky ¢puOpunoren: 72-110 mg/ml THKAaHHO JIEnuio Tpunaraxe

Zona Industrial da Abrunheira - Edificio
10 - Sintra Business Park

2710-089 Sintra

Portugal

(Dakrop xiii: < 10 [U

Anpotnrms: 3 000 KIUZ/ml
Yopemrku tpom6un: 500 1U%[ml
Karupes xiopum: 40 mukpomorna/ml

BbPXY JIe3Us]
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IbpxaBa uieHKa

TpurexareNl Ha paspelieHneTo 3a ynorpeba

Toproscko nme Vme

KomiuectBo Ha akTMBHOTO BELIECTBO B [030Ba €NVHMIA, B %, 3a

JlexapcrBeHa gopma

[TbT Ha BBBEXIAHE

(B EVII) named obeM WM Maca
Topryranus Baxter Médico-Farmacéutica, Lda. Tisseellyo Yogewku ¢pubpuroren (72-110 mg/ml) Ilpax u pasteoputenn 3a TbKauHO | [lpuiarase
Zona Industrial da Abrunheira - Edificio (Dakrop xiii (< 10 1U) Tenuso BBPXY J1€31s1
10 - Sintra Business Park Anpornann (3 000 KIU2/ml)
2710-089 Sintra Yosewku Tpombun (500 1U3ml)
Portugal Karuyes xiopun (40 Mukpomora/ml)
Ncnanua BAXTER, S.L. ARTISS soluciones para (Oubpunoren: 91 mg/ml Pa3TBOp 3a THKaHHO J1€IMIIO Murpanesnitno
Poligono Industrial Sector 14 adhesivo tisular Anporuans: 3 000 KIU/ml pUIIOXeHNe
Pouet de Camilo, 246394 Ultracongeladas TpomOus: 4 1U/ml
Ribarroja del Kaupes xmopu: 40 pmol/ml
Turia Valencia
Spain
Ucnanus BAXTER, S.L. TISSUCOL DUO 2,0 ml Cnpunnoska TISSUCOL-APROTININ: Pa3TBOp 3a TBHKAaHHO J1€NMUIIO [Ipunarane
Poligono Industrial Sector 14 O6um 6enrsum 100-130 mg/ml; BBPXY IIe3ust
Pouet de Camilo, 2 46394 chempaeM GenTsk 75-115 mg/ml,
Ribarroja del ot Koitro ¢ubpuxorer 70-110 mg/ml
Turia Valencia u masMe Qubponektn 2-9 mg/ml;
Spain (®axrop XII 10-50 IU/ml;
[asmunoren 0,04-0,12 mg/ml;
Anpornans 3 000 KIU/ml (1,67 EPU/ml);
Cnpunnoska TPOMBUH-KAJIUMEB XJTOPU[L:
Benrsum 50 mg/ml;
Tpombus 500 1U[ml;
kanmyes xopun 40 pmol/ml
Vcnanns BAXTER, S.L. TISSUCOL DUO 5,0 ml Cnpunnoska TISSUCOL-APROTININ: Pa3TBOp 3a TBHKAaHHO J1€NMIIO [punarane
Poligono Industrial Sector 14 O6um 6enrsum 100-130 mg/ml; BBPXY J1€3151
Pouet de Camilo, 2 46394 chempBaeM GenTsk 75-115 mg/ml,
Ribarroja del ot koitro ¢ubpuxorer 70-110 mg/ml
Turia Valencia ¥ miasmeH ¢ubporektnn 2-9 mg/ml;
Spain (akrop XIII 10-50 IU/ml;
[nasmunoren 0,04-0,12 mg/ml;
Anporuans 3 000 KIU/ml (1,67 EPU/ml);
Cnpunnoska TPOMBUH-KAJIUVEB XJTOPU[L:
Benrbum 50 mg/ml;
TpomOus 500 IU/ml;
kanumes xiopu 40 pmol/ml
[Beuust Baxter Medical AB, Isafjordsgatan 30B Artiss (Oubpunoren: 91 mg/ml Pa3TBOp 3a THKAHHO JIEMMIIO Tpunaraxe
P.O. Box 63 Anporuans: 3 000 KIU/ml BBPXY I1e3ust
164 94 Kista, TpomOus: 4 IU/ml
Sweden Kaupes xmopum: 40 pmol/ml
[seuns Baxter AG Tisseel (Oubpunores: 91 mg/ml Pa3TBOp 3a THKaHHO JEIMII0 [punarane
Industriestrafle 67 Anpornun: 3 000 KIU/ml BBPXY J1€31sI

A- 1221 Vienna
Austria

TpomOus: 500 TU/ml
Kanumes xmopum: 40 pmol/ml
(®akrop XIII: 10 IU/ml
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Hbpxasa uieHKa

Tpurexaren Ha paspelieHueTo 3a yrorpeba

Toproscko nme Vime

KonuyectBo Ha aKTMBHOTO BeLIECTBO B [1030Ba €IMHMUA, B %, 3a

TlekapcraeHa popma

[IpT Ha BBHBEXKTAHE

(8 EVIT) maneH obeM WM Maca
IIserms Baxter AG Tisseel Duo Quick (Oubpunoren: 90 mg/ml Pa3TBOp 3a TBKAHHO JIEMWIO Ipunaraxe
Industriestrafie 67 Anporuans: 3 000 KIU/ml BBPXY IIe3ust
A- 1221 Vienna TpomOus: 500 TU/ml
Austria Kanumes ximopu: 40 pmol/ml
(Bakrop XIII: 30 IU/ml
[Tnasmusoren: 0,08 mg/ml
(Oubponexrun: 5,5 mg/ml
Hunepnanmms Baxter B.V. ARTISS, oplossingen voor (Oubpunores: 91 mg/ml Pa3TBOp 3a THKAaHHO JEIMIIO [punarane
Kobaltweg 49, weefsellijm (RVG 100631) | Anporusns: 3 000 KIU/ml BBPXY J1e3ust
3542 CE Utrecht TpomOus: 4 1U/ml
The Netherlands Kamupes xiopum: 40 pmol/ml
Huneprasmms Baxter AG Tisseel (RVG 35050/1/2) (Oubpuroren: 91 mg/ml Pa3TBOp 3a THKAHHO JIETAIIO Tpunarate
Industriestrafle 67 Anpornans (cuuternden): 3 000 KIU/ml BBPXY J1€31s1
A- 1221 Vienna Tpom6ur: 500 IU/ml
Austria Kanumes xnopui: 40 pmol/ml
(Qakrop XIII: < 10 IU/ml
Hupepnanams Baxter AG Tissucol Duo (RVG 17099) | Qubpunoren: 70 - 110 mg/ml Pa3TBOp 3a THKAHHO JIETMIIO Tpuarane
Industriestrafie 67 (Oubponekrun: 2 - 9 mg/ml BbPXY J1e3ust
A- 1221 Vienna TpomOus: 500 1U/ml
Austria Kanupes xnmopuz: 40 pmol/ml
(®axrop XIII: 10-50 IU/ml
Anporusns (ropexmy): 3 000 KIU/ml
Hupepnanmms Baxter AG Tissucol, Kit (RVG Oubpunores: 70 - 110 mg/ml [lpax u pasroputen 3a TbKauHO | IIpuarane

Industriestralle 67
A- 1221 Vienna
Austria

17100/1/2/3)

(Oubponexrun: 2 - 9 mg/ml
TpomOus: 500 TU/ml

Kanumes xmopum: 40 pmol/ml
(®axrop XIIL: 10 - 50 IU/ml
Anpornans (rosexmn): 3 000 KIU/ml

JIENUIIO

BBPXY JIe3Us]

OGemmueHo kpancro | Baxter Healthcare Limited, Artiss, solution for sealant | Yosewku ¢uGpunoren: 110 mg/ml Pa3TBOp 3a THKAHHO JIETMIIO [punarate
Caxton Way, deep frozen Anporuans: 3 750 KIU/ml BBPXY NIe3us
Thetford, Yopewky TpoMOus: 5 [U[/ml
Norfolk 1P24 3SE, Kamupes ximopum: 44 pmol/ml
United Kingdom

OGemmHeHo kpancro | Baxter Healthcare Limited, Tisseel Lyo Two-component | QuOputoren: 75 mg/ml Tpax 3a TbKaHHO nemmo u pastsop | Ipunarane

Caxton Way,
Thetford,

Norfolk IP24 3SE,
United Kingdom

Fibrin Sealant

Yosewkn tpombun: 500 IU[ml
Anporuaus: 3 000 KIU/ml
Kamupes ximopum: 40 pmol/ml

332 TbKAaHHO JIENUJIO

BbPXY JIe3Us1
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IbpxaBa uieHKa
(8 EMII)

TpurexareNl Ha paspelieHneTo 3a ynorpeba

Toproscko nme Vme

KomiuectBo Ha akTMBHOTO BELIECTBO B [030Ba €NVHMIA, B %, 3a
named obeM WM Maca

JlexapcrBeHa gopma

[TbT Ha BBBEXIAHE

OGeMHEHO KPaICTBO

Baxter Healthcare Limited,
Caxton Way,

Thetford,

Norfolk P24 3SE,

United Kingdom

Tisseel Ready to use
Solutions for Sealant

Yosewky ¢uOpunoren: 110 mg/ml
Anporuant: 3 000 KIU/ml
Yopewky TpoMOus: 500 1U/ml
Kanumes xmopui: 40 pmol/ml

PastBop 3a ThKaHHO J1enMIIO

[Ipunarane
BBPXY JIe34s]

Beriplast u cBbp3aHu MMeHa

HObpxapa ureHKa

Tpurexaren Ha paspelieHueTo 3a yrorpeba

Toproscko nme Vime

KomuectBo Ha aKTMBHOTO BELIECTBO B I030Ba eNVHMLA, B %, 32

JlekapcrseHa popma

[IpT Ha BBBEXKTAHE

(8 EVIT) maneH obeM WM Maca
Asctpust CSL Behring GmbH Beriplast P Combi-Set Pulver | Qu6punoren: 90 mg/ml Tlpax u pasTBOpUTEN 3a THKAHHO Tpunaraxe
Emil-von-Behring-Strafie 76 und Losungsmittel fir einen | Koarynaumonen ¢akrop XII: 60 U/ml TIenmITo BBPXY Ile3ust
D-35041 Marburg Gewebekleber Anporuans: 1 000 KIU = 0,56 EPU
Germany Tpom6us: 500 IU [ml
Karupes xmopup, muxugpar: 5,9 mg/ml
(Dparums CSL Behring GmbH BERIPLAST P 0,5 ml, 1 ml, | Qu6punoren: 90 mg/ml [lpax u pastBopuTen 3a ThbKaHHO [punarane
Emil-von-Behring-Strafie 76 3 ml, powders and solvents | Koarynamionen ¢akrop XIII: 60 U/ml nenuso BBPXY J1€31s1
D-35041 Marburg for sealant Anpornane: 1 000 KIU = 0,56 EPU
Germany Combi-Set Tpom6us: 500 1U/ml
Karmuwes xmopun, mxumpar: 5,9 mg/ml
Tepmanus CSL Behring GmbH Beriplast P Combi-Set Combi-Set 1: [lpax u pasTBOpUTEN 33 THKAHHO Tpunaraxe
Emil-von-Behring-Strafie 76 0,5 ml/1 ml/3 ml (Oubpuroren: 90 mg/ml Jenuso BBPXY 71€31s1
D-35041 Marburg Koarynaumoner dakrop XIII: 60 U/ml
Germany Anporuans 1 000 KIU/ml = 0,56 PEU/ml
Combi-Set 2:
Tpom6ur: 500 IU/ml
Kanuyes ximopum: 5,9 mg/ml
I'pprms CSL BEHRING BERIPLAST P (DI/I6pI/[H01'eH: 90 mg/ml [lpax m pastoputen 3a TbKaHHO [lpunarane
5 Hadjiyianni Mexi str, dakrop XIII: 60 U/ml TIenmIo BBPXY I1e3ust
11528-Athens Anporuans: 1 000 UIC/ml
Greece TpomOus: 500 Ul/ml
Kaupes ximopun muxugpar: 5,9 mg/ml
I'bpums CSL BEHRING BERIPLAST P (Oubpuroren: 90 mg/ml [lpax u pastBOpuTen 3a ThbKaHHO [punarane

5 Hadjiyianni Mexi str,
11528-Athens
Greece

dakrop XIII: 60 U/ml

Anpornans: 1 000 UIC/ml

Tpom6ur: 500 UI/ml

Kamuwes xmopun myxmmpar: 5,9 mg/ml

JIENINIIO

BBPXY JIe3Us]
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Hbpxasa uieHKa

Tpurexaren Ha paspelieHueTo 3a yrorpeba

Toproscko nme Vime

KonuyectBo Ha aKTMBHOTO BeLIECTBO B [1030Ba €IMHMUA, B %, 3a

TlekapcraeHa popma

[IpT Ha BBHBEXKTAHE

(8 EVIT) maneH obeM WM Maca
I'bpums CSL BEHRING BERIPLAST P (Oubpunores: 90 mg/ml [lpax u pasTBOpUTEN 3a THKAHHO [punarane
5 Hadjiyianni Mexi str, dakrop XIII: 60 U/ml JIeTIIo BBPXY J1e3Ust
11528-Athens Anpornans: 1 000 UIC/ml
Greece TpomOus: 500 Ul/ml
Karupes xmopun muxugpar: 5,9 mg/ml
YHrapust CSL Behring GmbH BERIPLAST P COMBI-SET Combi-Set 1: [pax u pasTBOpuTeN 3a ThKAHHO [punaraxe
Emil-von-Behring-Strafie 76 1 ml szovetragasztd készlet | QuOpuroren: 90 mg/ml Tenuso BBPXY 71€3151
D-35041 Marburg Koarynaumonen dakrop XIII: 60 U/ml
Germany Anporuant: 1 000 KIU/ml = 0,56 PEU/ml
Combi-Set 2:
Tpom6ur: 500 IU/ml
YHrapust CSL Behring GmbH BERIPLAST P COMBI-SET Combi-Set 1: [Ipax u pasTBOpUTeN 3a THKAHHO [Ipunarane BBPXY
Emil-von-Behring-Strafie 76 3 ml szvetragasztd készlet | QuOpunoren: 90 mg/ml Tenuso ne3nst
D-35041 Marburg Koarymarmonen ¢akrop XIIL: 60 U/ml
Germany Anpornans :1 000 KIU/ml = 0,56 PEU/ml
Combi-Set 2:
TpomOus: 500 1U/ml
Vramms CSL Behring GmbH BERIPLAST P (Oubpunoren: 90 mg/ml Tpax u pasTBOpUTEN 3a THKAHHO Tpunaraxe
Emil-von-Behring-Strafie 76 dakrop XIII: 60 U/ml TIenmIio BBPXY I1e3ust
D-35041 Marburg Anporuans: 1 000 KIU/ml
Germany Tpom6us: 500 1U/ml
Calcium Chloride: 5,9 mg/ml
Hunepranmms CSL Behring GmbH, Beriplast P Combi-Set, (Oubpunores: 90 mg/ml Tlpax u pasTBOpUTEN 3a THKAHHO Tpunarane
Emil-von-Behring-Strasse 76 weefsellijm - 26655/6/7 Anpornuns (rosexmn): 1 000 KIU/ml Tenuso BBPXY J1€31sl
35041 Marburg TpomOus: 500 1U/ml
Germany Kamues xmopun: 5,9 mg/ml
dakrop XIII: 60 U/ml
Croakust CSL Behring GmbH, Beriplast P Combi-Set Yogewky ¢puOpunoren: 90 mg Tlpax u pasTBOpUTEN 3a THKAHHO Tpunaraxe
Emil-von-Behring-Strasse 76 0,5 ml, Koarynaumonen daxrop XIII: 60 Ul TIenmIto BBPXY IIe3ust
35041 Marburg Beriplast P Combi-Set 1 ml, | Anporuuns: 1 000 KUI
Germany Beriplast P Combi-Set 3 ml | Tpombus: 7,6 mg
Kanumes xnopum: 5,9 mg
Crnopenns CSL Behring GmbH, Beriplast P Combi-Set 1 ml | Yosemkn ¢u6purorer: 90 mg/ml [lpax u pastBOpuTeNn 3a ThKaHHO [punarane

Emil-von-Behring-Strasse 76
35041 Marburg
Germany

prasek in vehikel za lepilo
za tkiva

Koarynaumonen dakrop XIII: 60 e/ml
Anporuans: 1 000 EIK/ml
TpomOus: 7,6 mg/ml

Kamues xmopun: 5,9 mg/ml

JIEnII0

BbPXy JIe3Usl
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IbpxaBa uieHKa
(8 EMII)

TpurexareNl Ha paspelieHneTo 3a ynorpeba

Toproscko nme Vme

KomiuectBo Ha akTMBHOTO BELIECTBO B [030Ba €NVHMIA, B %, 3a
named obeM WM Maca

JlexapcrBeHa gopma

[TbT Ha BBBEXIAHE

Crnosenns CSL Behring GmbH, Beriplast P Combi-Set 3 ml | Yosewku ¢ubpunoren: 90 mg/ml Tlpax u pasTBOpUTEN 3a THKAHHO Tpunarane
Emil-von-Behring-Strasse 76 prasek in vehikel za lepilo | Koarymaunonen daxrop XIII: 60 e/ml TIeTIio BbPXY J1e3ust
35041 Marburg za tkiva Anporuans: 1 000 EIK/ml
Germany TpomOus: 7,6 mg/ml
Kamues xmopum: 5,9 mg/ml
Vcnanus CSL Behring GmbH, BERIPLAST P COMBI-SET (Oubpunores: 90 mg/ml Tlpax u pasTBOpUTEN 3a THKAHHO Tpunaraxe
Emil-von-Behring-Strasse 76 0,5 ml Koaryrnauyonen ¢akrop XIIL: 60 U/ml Tenuio BbPXY JIe3UsL
35041 Marburg Anporunayn: 1 000 KIU = 0,56 EPU
Germany TpomOus: 500 TU/ml
Karmuyes xmopup, mxupar: 5,9 mg/ml
Vcnarmst CSL Behring GmbH, BERIPLAST P COMBI-SET (OuGpunorer: 90 mg/ml Tlpax u pasTBOpUTEN 3a THKAHHO Tpunaraxe
Emil-von-Behring-Strasse 76 1 ml Koarynaumonen dakrop XIII: 60 U/ml ) BBPXY J1€31s1
35041 Marburg Anporunun: 1 000 KIU = 0,56 EPU
Germany Tpom6ur: 500 IU/ml
Kanupes xmopup, muxugpar: 5,9 mg/ml
Vcnanns CSL Behring GmbH, BERIPLAST P COMBI-SET (Oubpunores: 90 mg/ml Tlpax u pa3TBOpUTEN 3a THKAHHO Tpunarane
Emil-von-Behring-Strasse 76 3 ml Koarymaumonen ¢akrop XIII: 60 U/ml TIETIIo BLPXY J1e3ust

35041 Marburg
Germany

Anporuann: 1 000 KIU = 0,56 EPU
TpomOus: 500 1U/ml
Karuyes xmopup, muxumpar: 5,9 mg/ml
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LEHU 3A ABOHAMEHT 3A 2013 r. (6e3 AAC, c BKAOYEHU pa3xoau 3a CTaHAApPTHA A0CTaBKa)

OduumnaneH BecTHuK Ha EC, cepun L + C, eAMHCTBEHO Ha XxapTueH
Hocuten

Ha 22 oduuManHN e3nKa Ha
EC

1 300 EUR 3a roguwieH
aboHameHT

OduumaneH BecTHUK Ha EC, cepum L + C, Ha xapTveH Hocuten +
roguwHo c6opHO nagaHre Ha DVD

Ha 22 oduunasHK e3nKa Ha
EC

1420 EUR 3a roguweH
aboHaMeHT

OduumaneH BecTHUK Ha EC, cepua L, eanHCTBEHO Ha xapTueH
HocuTen

Ha 22 oduunasHN e3nKa Ha
EC

910 EUR 3a roguweH
aboHaMeHT

OdmumaneH BecTHMK Ha EC, cepumn L + C, meceuyHO u3paHue Ha
DVD (c6opHO nsgaHue)

Ha 22 oduuManHn e3rKa Ha
EC

100 EUR 3a roguweH
aboHameHT

MputypKa kKbm OduunaneH BecTHUK (cepmua S — [orosopu 3a
06LLECTBEHN NOPBYKM M npoueaypu no Bb3naraHe), DVD, egHo
u3gaHve Ha cegmuua

MHOroesuyeH: Ha 23
obuuManHn e3nka Ha EC

200 EUR 3a roguweH
aboHameHT

OduumnaneH BecTHuK Ha EC, cepua C — HoHKypcu

Ha e3uK/esvum B
3aBMCHMOCT OT KOHKypca

50 EUR 3a roguweH
aboHamMeHT

A6oHameHT 3a OguymaneH BeCTHMK Ha EBponercKuA Ccbio3, u3gaBaH Ha oduuManHUTE e3uum Ha EBponenckua cbuios,
MOX¥e fAa Ce HanpaBu 3a 22 e3uKoBM Bepcun. EamH aboHameHT BKauBa cepumte L (3axkoHopatencTtso) um C
(MHdopmauma 1 nssecTus).

3a BCAKA e31KoBa Bepcusi Ce NnpaBu OTAe/leH aBoHaMEHT.

CwrnacHo PernameHt (EO) Ne 920/2005 Ha CbBeTa, ny6auKkyBaH B OdwuumaneH BecTHMK L 156 ot 18 toHmn 2005 r.,
crnopef, KOWTO MHCTUTYyUMUTE Ha EBpPOMNENCKMA Cblo3 BPEMEHHO He ca 3afb/MKEHW fa CbCTaBAT BCUMYKM aKTOBE Ha
MPNaAHACKM €3MK M Aa ' nybinKyBaT Ha TO3WM e3uK, udgaHuaTa Ha OduumaneH BECTHUMK Ha WPNaHACKW e3uK ce
pasnpocTpaHABaT OTAEJHO.

A6oHameHTHT 3a nNputypKata KbM OduumaneH BeCTHUK (cepusa S — [oroBopu 3a 06LeCTBEHU NMOPBYKM U MpoLedypu
Nno Bb3naraHe) BHK/IKOYBA BCUYKKM 23 obMLMAIHU €3MKOBU BEPCUMM B €HO 060 MHoroeavkoo DVD.

A6oHaTtuTe Ha OgpuumaneH BeCTHUK Ha EBPOneyiCKMA Cbio3 UMaT NpaBo, clef 3asBKa, Aa NosyyaT pasiMyHUTE NpUoKeHUs
KbM OduumaneH BeCTHMK 6e3 AOMbAHMTENHO 3anfawaHe. MHbopmauua 3a ny6iMKyBaHETO Ha MPUIOKEHWsATa ce

npefocTaBs Ypes CHOOLEHUS 3a YuTaTenuTe, BKIoYeHU B OguimaneH BeCTHUK Ha EBponelickus cbios.

Mpoaax6u u aboHaMeHTH

ABGOHaMEHTBLT 3a pas/IMYHUTE MJaTeHW NepUOSMYHU M3JaHus, KaTo Hanpumep OguumaneH BECTHMK Ha
EBporierickua Cblo3, MOMe fa 6bfe HanpaBeH Ype3 BCUYKM HallWM TbProBCKU NpPefCTaBUTesN.

CnuUCBKBT Ha TbProBCKUTE npeacrtaBuUTesin € AOCTbMNEeH Ha ajpec:

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

EUR-Lex (http://eur-lex.europa.eu) npegnara gUpeKTeH 6e3nsiaTeH AOCTbN A0 3aKOHOAaTes/ICTBOTO Ha
EBponeiickua cbio3. To3M UHTEPHET caiiT AaBa Bb3MOMHOCT 3a cnpaBka ¢ OguumnaseH BeCTHUK Ha
EBponetickna cbio3 U BH/IIOYBA A,0rOBOpUTE, 3aKOHOAATE/ICTBOTO, IOPUCNPYAEHLUATA U NOATOTBU-

TeJIHATE 3aKOHOAaTes/IHU aKToBe.

3a nogpo6Ha uHdopmauma 3a EBponelcKuA cblo3 noceteTe UHTEpHeT caiTa: http://europa.eu

Cnyx6a 3a ny6avkaumm Ha EBponeickua cbios
2985 Ntokcembypr
NHOKCEMBYPT




	Съдържание
	Обобщение на решенията на Европейския съюз за разрешения за търговия по отношение на лекарствени продукти от 1 февруари 2013 г. до 28 февруари 2013 г.  (Публикувано съгласно член 13 или член 38 от Регламент (ЕО) № 726/2004 на Европейския парламент и на Съвета )  (2013/C 121/01)
	Обобщение на решенията на Европейския съюз за разрешения за търговия по отношение на лекарствени продукти от 1 март 2013 г. до 31 март 2013 г.  (Публикувано съгласно член 13 или член 38 от Регламент (ЕО) № 726/2004 на Европейския парламент и на Съвета )  (2013/C 121/02)
	Обобщение на решенията на Европейския съюз за разрешения за търговия по отношение на лекарствени продукти от 1 март 2013 г. до 31 март 2013 г.  (Решения, взети съгласно член 34 от Директива 2001/83/ЕО  или член 38 от Директива 2001/82/ЕО )  (2013/C 121/03)

