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The world'’s dilatation resistant,
gelatin sealed, Koper knitted polyester
vascular graft




Dramatically Reduced Dilatation

Fact

Warp knitted graft dilatation may be associated with an

increased incidence of false aneurysms™?:*

Koper knitted Gelsoft™ Plus dramatically reduces
dilatation*°®

Gelsoft™ Plus exhibits dramatically reduced
dilatation compared to conventional warp
knitted grafts“®
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Unique Rifampicin lonic Bonding Option

Fact

Prosthetic graft infection is one of the most

dreaded complications of vascular surgery®

Gelatin impregnated grafts, when bonded to
Rifampicin minimise the possibility of graft
infection and related phenomena?’

Rifampicin bonded grafts are,

¢¢ ... significantly more resistant to bacteremic infection
than are silver / collagen coated polyester grafts ... ??°

Graft Type Infected Grafts
Gelsoft™ Plus Gelatin Sealed 31/3
InterGard™ Collagen Coated 3/3
Gelsoft™ Plus Gelatin Sealed Rifampicin Bonded 0/6
InterGard Silver™/ Collagen Coated 5/6*

*P<0.01versus gelatin sealed Rifampicin bonded grafts

Rifampicin bonding to Terumo Aortic’s unique modified gelatin has CE Dossier
approval®and is backed by over 35 publications and 10 years' experience.
Publications available on request.

Rifampicin bonding to gelatin sealed grafts not approved for use in Canada.



Innovative Equi-Flo™ with Bifurcated Flowsplitter

Fact

Conventional 90°angled designs provide poor

long-term graft patency '

Equi-Flo™significantly improves long-term graft
patency'®

Unique Equi-Flo™ axillo-bifemoral design provides,

- Equal flow to both legs™

« Significantly improved primary patency compared
with 90° angled designs (p<0.0001)™°
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% Patency

90%angle Equi-Flo™
configuration

Primary patency after 2 years’follow up

Afull range of externally supported Straights, Femoro-Femoral and 90° angled
Axillo-Bifemoral grafts are also available.



Product Ordering Information

Straights Axillo-Femoral Straights
BORE  USABLE
o oer oo [ SUE UG omuoo
> o NUMBER mm cm
6 15 631506P 8 100 640008P
6 30 633006P 10 100 640010P
6 40 634006P
6 60 636006P
7 15 631507P
7 30 633007P
7 40 634007P
7 60 636007P
8 15 631508P
8 30 633008P
8 40 634008P
8 60 636008P
10 15 631510P
10 30 633010P
10 60 636010P
12 15 631512P
12 30 633012P
12 60 636012P
14 15 631514P
14 30 633014P
14 60 636014P
16 15 631516P
16 30 633016P
16 60 636016P
18 12.5 631218P
18 25 632518P
18 50 635018P
20 12.5 631220P
20 25 632520P
20 50 635020P
22 12.5 631222P
22 25 632522P
22 50 635022P
24 12.5 631224P
24 25 632524P
24 50 635024P




Product Ordering Information

Bifurcates ERS Equi-Flo™

axillo-bifemoral bifurcate with extended support

BORE USABLE SUPPORTED

USABLE

LENGTH SIZE LENGTH LENGTH CN%T
cm mm cm cm :
12x6 45 631206P 8x7 90x40 32x25x7 690807AP
14 x7 45 631407P 10x8 90x40 35x25x7 691008AP
16x8 45 631608P
18x9 45 631809P
20x10 45 632010P
22 x11 45 632211P
24 x12 45 632412P

ERS Straights

(peelable support)

ERS Axillo-Bifemorals

900 angle with 60cm branch

BORE USABLE SUPPORTED

BORE USABLE SUPPORTED
SIZE LENGTH LENGTH
mm cm cm

SIZE LENGTH LENGTH
mm cm cm

6 75 60 670006P 8x8 100x60 40 690808P
8 75 60 670008P 10x10  100x60 40 691010P
8 100 85 680008P
10 75 60 670010P
10 100 85 680010P

ERS Femoro-Femorals

BORE USABLE SUPPORTED

SIZE LENGTH  LENGTH

77

mm cm cm
6 30 10 673006P
8 30 10 673008P
6 40 20 674006P
8 40 20 674008P
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Product availability subject to regulatory approval.
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Product Ordering Information

Straights Bifurcates
ORE SO catacocue B BORE ~ USHBE  CATALOGUE
om NUMBER  [lE= SIZE NUMBER
% mm cm
6 15 731506 § 12x6 45 731206
6 30 733006 14x7 45 731407
6 60 736006 168 45 731608
g o 708 18x9 45 731809
3 60 736008 20x10 45 732010
10 15 731510 22 x 11 45 732211
10 30 733010 24x12 45 732412
10 60 736010
12 15 731512 Also available in single and multibranch designs
12 30 733012
E, ?3 3%?3112 v Unique hydrolysable gelatin
14 30 733014 impregnation’
14 60 736014
16 15 731516 v Proven Twillweave™ base fabric 2
16 30 733016 .
16 60 736016 v/ Superb handling
18 12 731218 .
18 25 732518 v Excellent suture retention?
;% ?3 %1520213 v Cardiothoracic and abdominal
20 25 732520 applications?
20 50 735020
22 12 731222
22 25 732522
22 50 735022
24 12 731224
24 25 732524
24 50 735024
26 12 731226
26 25 732526 References
26 50 735026 i o
28 12 731228 1. Drury J et al(1987). Experimental and Clinical
28 25 732528 Experience with a Gelatin Impregnated Dacron
28 50 735028 Prosthesis. Ann Vasc Surg, 1, 542-547.
30 10 731030 2. Data & clinical information on file at Vascutek Ltd.
30 20 732030
30 40 734030
32 10 731032
32 20 732032
32 40 734032
34 10 731034 4
34 20 732034 ERUMO
34 40 734034 H
36 30 733036 Aortlc
gg gg ;3‘*036 VASCUTEK Ltd
33 10 7%?8;2 Newmains Avenue, Inchinnan
38 20 732038 Renfrewshire, PA4 9RR Scotland, UK
38 40 734038 T. +44 (0) 141 812 5555
terumoaortic.com

B097/4E
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" . Aorti
Certificat de conformitate rtic

Denumirea producatorului: Vascutek Ltd, o companie TERUMO

Adresa producatorului: Newmains Avenue, Inchinnan, Renfrewshire AP4 9RR Scotia

Familia de produse: Grefe vasculare din tesut

Clasa produs Clasa lll

Gama de produse: Grefe vasculare
Twillweave Drepte
Bifurcate

Grefe vasculare Gelweave

Drepte

Bifurcate

Trifurcate

Trifurcate cu ramificatii laterale cu sau fara marker radio-opac
Dublu bifurcate

Grefa curbata

Ante-Flo curbate

Plex precurbat cu 4 ramificatii

Ante-Flo

Grefa trifurcata pentru arcuri

Grefa toracica pentru arcuri cu sau fara marker radio-opac
Plex cu trei ramificatii

Arcul aortic

Grefa trifurcata pentru arcuri cu ramificatie laterala

Plex cu patru ramificatii

Plex (cu linie neagra extra)

Toraco-abdominal

Grefa trifurcata pentru arcul aortic

Grefa ramificata pentru arcuri cu sau fara markeri radio-opaci
Ante-flo cu guler

Plex cu patru ramificatii cu guler

Siena drepte gulerate cu markeri radio-opaci

Siena gulerate Ante-flo cu markeri radio-opaci

Siena gulerate Plex cu patru ramificatii cu markeri radio-opaci
Valsalva

Valsalva cu guler

Valsalva + Ante-Flo

Numarul de revizie: EUDOC-001W-001

Subsemnatul, declar prin prezenta ca dispozitivele medicale specificate mai sus sunt in conformitate cu
Cerintele Esentiale prevazute in Anexa | la Directiva 93/42/CEE a CE.

Aceasta declaratie este acceptata de:

Declaratia CE de aprobare a Sistemului de Calitate (Anexa Il) Nr.: CE00422

Emisa de: BSI Olanda (NB Nr: 2797) * Emisa pentru prima data pe: 21/12/94

Emitere actuala Din data de: 05/02/19
Nr.: 18

Dosarul de examinare CE a proiectului nr. CE00514, CE01230

Emisa de: BSI Olanda (NB Nr: 2797) * Emisa pentru prima data pe: 14/02/95, 06/03/96
Emitere actuala Din data de: 05/02/19, 05/02/19
Nr.: 23, 10

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii

Pagina 1 din 15
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Certificat de conformitate Aortic

*Emiterile anterioare ale acestor certificate au fost eliberate de catre BSI UK (NB Nr: 0086). Vascutek a finalizat
migrarea Organismului Notificat de la BSI UK la BSI Olanda in februarie 2019, ca parte a pregatirilor pentru Marea
Britanie de a parasi UE.

Semnat: Semnéturéa indescifrabild Data: 23.04.2019

Nume: NEIL MCLACHLAN

Reglementari VP

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuald la momentul
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Certificat de conformitate

“TERUMO

Aortic

Numere de catalog reglementate de Declaratia de conformitate anexata privind grefele vasculare din tesut

GREFE VASCULARE TWILLWEAVE CE01230

GAMA: TWILLWEAVE DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 mm 536006 60 cm
7 mm 536007 60 cm
8 mm 536008 60 cm
9 mm 536009 60 cm
10 mm 536010 60 cm
11 mm 536011 60 cm
12 mm 536012 60 cm
14 mm 536014 60 cm
16 mm 536016 60 cm
18 mm 536018 60 cm
20 mm 536020 60 cm
22 mm 536022 60 cm
24 mm 536024 60 cm
26 mm 536026 60 cm
28 mm 536028 60 cm
30 mm 536030 60 cm
32 mm 536032 60 cm
34 mm 536034 60 cm
36 mm 536036 60 cm
38 mm 536038 60 cm
18 mm 535018 50 cm
20 mm 535020 50 cm
22 mm 535022 50 cm
24 mm 535024 50 cm
26 mm 535026 50 cm
28 mm 535028 50 cm
30 mm 534030 40 cm
32 mm 534032 40 cm
34 mm 534034 40 cm
36 mm 534036 40 cm
38 mm 534038 40 cm
6 mm 533006 30 cm
7 mm 533007 30 cm
8 mm 533008 30 cm
9 mm 533009 30 cm
10 mm 533010 30 cm
11 mm 533011 30 cm
12 mm 533012 30 cm
14 mm 533014 30 cm
16 mm 533016 30 cm
18 mm 533018 30 cm
20 mm 533020 30 cm
22 mm 533022 30 cm
24 mm 533024 30 cm
26 mm 533026 30 cm
28 mm 533028 30 cm
30 mm 533030 30 cm
32 mm 533032 30cm
34 mm 533034 30cm
36 mm 533036 30cm
38 mm 533038 30 cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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Aortic
Certificat de conformitate
GAMA: TWILLWEAVE DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

18 mm 532518 25cm
20 mm 532520 25cm
22 mm 532522 25cm
24 mm 532524 25cm
26 mm 532526 25cm
28 mm 532528 25cm
30 mm 532030 20 cm
32 mm 532032 20 cm
34 mm 532034 20 cm
36 mm 532036 20 cm
38 mm 532038 20 cm
6 mm 531506 15cm
7 mm 531507 15cm
8 mm 531508 15cm
9 mm 531509 15cm
10 mm 531510 15cm
11 mm 531511 15cm
12 mm 531512 15cm
14 mm 531514 15cm
16 mm 531516 15cm

18 mm 531218 12.5cm

20 mm 531220 12.5cm

22 mm 531222 12.5cm

24 mm 531224 12.5cm

26 mm 531226 12.5cm

28 mm 531228 12.5cm
30 mm 531030 10 cm
32 mm 531032 10 cm
34 mm 531034 10 cm
36 mm 531036 10 cm
38 mm 531038 10 cm

GAMA: TWILLWEAVE BIFURCATE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

12 x6 mm 531206 45 cm
14 X7 mm 531407 45 cm
16 x8 mm 531608 45 cm
18 X9 mm 531809 45 cm
20 x 10 mm 532010 45 cm
22 x11 mm 532211 45 cm
24 x 12 mm 532412 45 cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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Aortic
Certificat de conformitate
GAMA TWILLWEAVE DREPTE DESERTIZATE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
14 mm 553014 30 cm
16 mm 553016 30cm
18 mm 553018 30 cm
20 mm 553020 30 cm
24 mm 553024 30 cm
26 mm 553026 30 cm
28 mm 553028 30 cm
30 mm 553030 30 cm
32 mm 553032 30 cm
34 mm 553034 30cm
36 mm 553036 30cm
38 mm 553038 30cm
14 mm 555014 50 cm
16 mm 555016 50 cm
18 mm 555018 50 cm
20 mm 555020 50 cm
22 mm 555022 50 cm
24 mm 555024 50 cm
26 mm 555026 50 cm
28 mm 555028 50 cm
30 mm 555030 50 cm
32 mm 555032 50 cm
34 mm 555034 50 cm
36 mm 555036 50 cm
38 mm 555038 50 cm
GAMA: TWILLWEAVE BIFURCATE DESERTIZATE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

12 x 6 mm 551206 45 cm
14 X7 mm 551407 45 cm
16 x8 mm 551608 45 cm
18 X9 mm 551809 45 cm
20 x 10 mm 552010 45 cm
22 x11 mm 552211 45 cm
24 x12 mm 552412 45 cm

GREFE SIGILATE: GELWEAVE - DIN TESUT
Structura de baza pentru Gelweave este Twillweave

GAMA: GELWEAVE DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 mm 736006 60 cm
7 mm 736007 60 cm
8 mm 736008 60 cm
9 mm 736009 60 cm
10 mm 736010 60 cm
11 cm 736011 60 cm
12 mm 736012 60 cm
14 mm 736014 60 cm
16 mm 736016 60 cm
6 mm 734006 40 cm
8 mm 734008 40 cm
6 mm 733006 30 cm
7 mm 733007 30 cm
8 mm 733008 30 cm
9 mm 733009 30 cm
10 mm 733010 30 cm
11 mm 733011 30 cm
12 mm 733012 30 cm
14 mm 733014 30 cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii
Pagina 5 din 15
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“TERUMO

Aortic
Certificat de conformitate
16 mm 733016 30cm
6 mm 731506 15cm
7 mm 731507 15cm
8 mm 731508 15cm
9 mm 731509 15cm
10 mm 731510 15cm
11 mm 731511 15cm
12 mm 731512 15cm
14 mm 731514 15cm
16 mm 731516 15cm
18 mm 735018 50 cm
20 mm 735020 50 cm
22 mm 735022 50 cm
24 mm 735024 50 cm
26 mm 735026 50 cm
28 mm 735028 50 cm
30 mm 735030 50 cm
32 mm 735032 50 cm
34mm 735034 50 cm
26 mm 730526 5cm
28 mm 730528 5cm
18 mm 732518 25cm
20 mm 732520 25cm
22 mm 732522 25cm
24 mm 732524 25cm
26 mm 732526 25 cm
28 mm 732528 25cm
18 mm 731218 12.5cm
20 mm 731220 12.5cm
22 mm 731222 12.5cm
24 mm 731224 12.5cm
26 mm 731226 12.5cm
28 mm 731228 12.5cm
18 mm 733018 30cm
20 mm 733020 30cm
22 mm 733022 30cm
24 mm 733024 30cm
26 mm 733026 30cm
28 mm 733028 30cm
30 mm 733030 30 cm
32 mm 733032 30cm
34 mm 733034 30cm
36 mm 733036 30 cm
38 mm 733038 30 cm
30 mm 731030 10 cm
32 mm 731032 10 cm
34 mm 731034 10 cm
38 mm 731038 10 cm
30 mm 732030 20 cm
32 mm 732032 20 cm
34 mm 732034 20 cm
38 mm 732038 20 cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii
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Certificat de conformitate Aortic
30 mm 734030 40 cm
32 mm 734032 40 cm
34 mm 734034 40 cm
36 mm 734036 40 cm
38 mm 734038 40 cm
18 mm 736018 60 cm
20 mm 736020 60 cm
22 mm 736022 60 cm
24 mm 736024 60 cm
26 mm 736026 60 cm
28 mm 736028 60 cm
30 mm 736030 60 cm
32 mm 736032 60 cm
34 mm 736034 60 cm
36 mm 736036 60 cm
38 mm 736038 60 cm
24 mm 7310024 100 cm
26 mm 7310026 100 cm
28 mm 7310028 100 cm
GAMA: GELWEAVE DREPTE CU 3 LINIl NEGRE (VS192)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
18 mm 7312183BL 12.5cm
20 mm 7312203BL 12.5cm
22 mm 7312223BL 12.5cm
24 mm 7312243BL 12.5cm
26 mm 7312263BL 12.5cm
28 mm 7312283BL 12.5cm
18 mm 7325183BL 25cm
20 mm 7325203BL 25cm
22 mm 7325223BL 25cm
24 mm 7325243BL 25cm
26 mm 7325263BL 25cm
28 mm 7325283BL 25cm
18 mm 7350183BL 50 cm
20 mm 7350203BL 50 cm
22 mm 7350223BL 50 cm
30 mm 7310303BL 10 cm
30 mm 7320303BL 20 cm
30 mm 7340303BL 40 cm

GAMA: GELWEAVE BIFURCATE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12 x6 mm 731206 45 cm
14 x7 mm 731407 45 cm
16 x8 mm 731608 45 cm
18 X9 mm 731809 45 cm
20 x10mm 732010 45 cm
22 x 11 mm 732211 45 cm
24 X 12 mm 732412 45 cm

GAMA: GELWEAVE TRIFURCATE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12 X 6 x6 X7 mm 731206/7 45 cm
14 X7 X7 X7 mm 73140717 45 cm
16 x 8 X8 x7 mm 731608/7 45 cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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GAMA: GELWEAVE TRIFURCATE CU RAMIFICATII

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

12 x 10 x 6 x6 x 10mm 731206/10/10 45 cm + 1 (8§15cm
14 x 10 X7 X7 x 10mm 731407/10/10 45 cm + 1 (815cm
16 x 10 x8 x8 x 10mm 731608/10/10 45 cm + 1 (815cm
16 X 8 x8 x8 x 10mm 731608/8/10 45cm + 1@15cm

GAMA: GELWEAVETM TRIFURCATE CU RAMIFICATII CU MARKER RADIO-OPAC

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12/10/6/6 x 10mm 731206/10/10RM 45cm + 1 @15cm
14/10/7/7 x 10mm 731407/10/10RM 45 cm + 10:415cm
16/10/8/8 x 10mm 731608/10/10RM 45cm + 1 @15cm
16/8/8/8 x 10mm 731608/8/10RM 45cm + 1 @15cm

GAMA: GELWEAVE DUBLU BIFURCATE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
16x 7 X 8mm 731607DB8 45 cm

18 x8 X9 mm 731808DB9 45 cm

20 x9 x 10mm 732009DB10 45 cm

GAMA: GELWEAVE BIFURCATE EXTRA LUNGIME

NUMAR DE CATALOG DIAMETRU GREFA E%ﬁ%'L'\JALEU/T LUNGIMEA LUNGIME UTILA
731206 XL55 12 x 6mm 10cm 45cm 55cm
731407XL55 14 x 7mm 10cm 45cm 55cm
731608XL55 16 x 8mm 10cm 45cm 55cm
731809XL55 18 x 9mm 10cm 45cm 55cm
732010XL55 20 x 10mm 10cm 45cm 55cm
732211XL55 22 x11mm 10cm 45cm 55cm
732412XL55 24 x 12mm 10cm 45cm 55cm

GAMA: GREFA CURBATA GELWEAVE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
22 mm 735022ST 50 cm
24 mm 735024ST 50 cm
26 mm 735026ST 50 cm
28 mm 735028ST 50 cm
30 mm 735030ST 50 cm
32 mm 735032ST 50 cm
34 mm 735034ST 50 cm

GAMA: GELWEAVE CURBATE ANTE-FLO GREFA CU RAMIFICATIE OFFSET

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
26 x 8 mm 735026ST/8 50cm + 1 (815 cm
28 x 8 mm 735028ST/8 50cm + 1@15 cm
30 x 8 mm 735030ST/8 50cm + 1(4)15 cm

GAMA: GELWEAVETM PRE-CURBATE ANTE-FLO

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
22 x 8mm 735022ST/8B 50cm + 1 @15cm
24 x 8mm 735024ST/8B 50cm + 1 @15cm
26 X 8mm 735026ST/8B 50cm + 1 @15cm
28 x 8mm 735028ST/8B 50cm + 1 @15cm
30 X 8mm 735030ST/8B 50cm + 1 @15cm
32 x 8mm 735032ST/8B 50cm + 1@15cm
34 x 8mm 735034ST/8B 50cm + 1@15cm

22 x 10mm 735022ST/10B 50cm + 1@15cm
24 x 10mm 735024ST/10B 50cm + 1 @15cm
26 x 10mm 735026ST/10B 50cm + 1@15cm
28 x 10mm 735028ST/10B 50cm + 1@15cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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30 x 10mm 735030ST/10B 50cm + 1 @15cm
32 x 10mm 735032ST/10B 50cm + 1@15cm
34 x 10mm 735034ST/10B 50cm + 1@15cm
22 x8 mm 735022ST/8A 50cm + 1@15cm
24 X8 mm 735024ST/8A 50cm + 1@15cm
26 x 8 mm 735026ST/8A 50cm + 1@15cm
28 x 8 mm 735028ST/8A 50cm + 1@15cm
30 x8 mm 735030ST/8A 50cm + 1@15cm
32x8 mm 735032ST/8A 50cm + 1 @15cm
34 X8 mm 735034ST/8A 50cm + 1 @15cm

GAMA: GELWEAVETM PRECURBATE PLEX CU 4 RAMIFICATII

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20/12/8/10 x 10mm 732012810/10STA 40cm + 4 @ 15cm
22/12/8/10 x 10mm 732212810/10STA 40cm + 4 @ 15cm
24/12/8/10 x 10mm 732412810/10STA 40cm + 4 @ 15cm
26/12/8/10 x 10mm 732612810/10STA 40cm + 4 @ 15cm
28/12/8/10 x 10mm 732812810/10STA 40cm + 4 @ 15cm
30/12/8/10 x 10mm 733012810/10STA 40cm + 4 @ 15cm
32/12/8/10 x 10mm 733212810/10STA 40cm + 4 @ 15cm
34/12/8/10 x 10mm 733412810/10STA 40cm + 4 @ 15cm
20/10/8/8 x 10mm 73201088/10STA 40cm + 4 @ 15cm
22/10/8/8 x 10mm 73221088/10STA 40cm + 4 1@ 15cm
24/10/8/8 x 10mm 73241088/10STA 40cm + 4 @ 15cm
26/10/8/8 x 10mm 73261088/10STA 40cm + 4 @ 15cm
28/10/8/8 x 10mm 73281088/10STA 40cm + 4 @ 15cm
30/10/8/8 x 10mm 73301088/10STA 40cm + 4 @ 15cm
32/10/8/8 x 10mm 73321088/10STA 40cm + 4 @ 15cm
34/10/8/8 x10mm 73341088/10STA 40cm + 4 @ 15cm

20/10/8/8 x 8mm 73201088/8SD 40cm + 4 @ 15cm
22/10/8/8 x 8mm 73221088/8SD 40cm + 4 @ 15cm
24/10/8/8 x 8mm 73241088/8SD 40cm + 4 @ 15cm
26/10/8/8 x 8mm 73261088/8SD 40cm + 4 @ 15cm
28/10/8/8 x 8mm 73281088/8SD 40cm + 4 @ 15cm
30/10/8/8 x 8Bmm 73301088/8SD 40cm + 4 @ 15cm
32/10/8/8 x 8mm 73321088/8SD 40cm +4 @ 15cm
34/10/8/8 x 8mm 73341088/8SD 40cm + 4 CO 15cm

GAMA: GELWEAVE ANTE-FLO

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
18 x 8mm 734018/8 40cm + 1@I5cm
20 x 8 mm 734020/8 40cm + 1@15cm
22 X8 mm 734022/8 40cm + 1@15cm
24 x 8 mm 734024/8 40cm + 1@15cm
26 x 8 mm 734026/8 40cm + 1 @15cm
28 x 8 mm 734028/8 40cm + 1@15cm
30 x 8 mm 734030/8 40cm + 1@15cm
32 x8 mm 734032/8 40cm + 1@15cm
34 x8 mm 734034/8 40cm + 1@15cm
22 x 8 mm 732022/8 20cm + 1@15cm
24 x 8 mm 732024/8 20cm + 1 @15cm
26 X 8 mm 732026/8 20cm + 1 @15cm
28 X8 mm 732028/8 20cm + 1@I5cm
30 x 8 mm 732030/8 20cm + 1@15cm
32 x 8 mm 732032/8 20cm + 1@15cm
34 x8 mm 732034/8 20cm + 1@I5cm

24 x 10 mm 735024/10 50cm + 1@15cm
28 x10 mm 735028/10 50cm + 1@I5cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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32 x 10 mm 735032/10 50cm + 1@I5cm
20 x 10 mm 734020/10 40cm + 1@15cm
22 x 10 mm 734022/10 40cm + 1@I5cm
22 x 10 mm 734022/ 10S 40cm + 1@15cm
24 x10mm 734024/10 40cm + 1@I5cm
24 x 10 mm 734024/10S 40cm + 1@ 25cm
26 x 10 mm 734026/10 40cm + 1@ 15cm
26 x 10 mm 734026/10S 40cm + 1@ 25cm
28 x 10 mm 734028/10 40cm + 1@ 15cm
28 x 10 mm 734028/10S 40cm + 1(8 25cm
30 Xx 10 mm 734030/10 40cm + 1@ 15cm
20 x 10 mm 734020/10S 40cm + 1@ 25cm
30 x 10 mm 734030/10S 40cm + 1@ 25cm
32 x10 mm 734032/10 40cm + 1@ 15cm
34 x10 mm 734034/10 40cm + 11815cm
22 x 10 mm 732022/10 20cm + 1@15cm
24 x 10 mm 732024/10 20cm + 1@15cm
26 x 10 mm 732026/10 20cm + 1@15cm
28x10mm 732028/10 20cm + 1@I5cm
30 x 10 mm 732030/10 20cm + 1@15cm
32 x10 mm 732032/10 20cm + 1@I5cm
34 x 10 mm 732034/10 20cm + 1@15cm

GAMA: GELWEAVE EXTRA LUNGIME ANTE-FLO CU RAMIFICATIE OFFSET
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
22 x8 mm 735022/8S 50cm + 1@15cm
24 x 8 mm 735024/8S 50cm + 1@15cm
26 x 8 mm 735026/8S 50cm + 1@15cm
28 x 8 mm 735028/8S 50cm + 1@15cm
30 x8 mm 735030/8S 50cm + 1@15cm
32 x8 mm 735032/8S 50cm + 1@15cm
GAMA: GELWEAVETM ANTE-FLO DE LUNGIME MAI MARE CU RAMIFICATII
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
22 x8 mm 736022/8S 60 cm + 1@15cm
24 x 8 mm 736024/8S 60 cm + 1@15cm
26 x 8 mm 736026/8S 60 cm + 1@15cm
28 x 8 mm 736028/8S 60 cm + 1(015cm
30 x8 mm 736030/8S 60 cm +1@15cm
32x8 mm 736032/8S 60 cm + 1(815cm
GAMA: GELWEAVETM ANTE-FLO CU RAMIFICATII OFFSET
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
26 x 10 mm 733026/10S 30cm + 1@15cm
28 x 10 mm 733028/10S 30cm + 1@15cm
30 x10mm 733030/10S 30cm + 1@I5cm
32 x10 mm 733032/10S 30cm + 1@15cm
26 x 10 mm 736026/10S 60cm + 1(415cm
28 x 10 mm 736028/10S 60cm + 1@15cm
30 x 10 mm 736030/10S 60cm + 1@15cm
32x10 mm 736032/10S 60cm + 1@15cm
GAMA: GREFA GELWEAVE TRIFURCATA PENTRU ARCURI

DIMENSIUNE NUMAR DE CATALOG DIMENSIUNE
12/8/8mm 732012/8X2 20cm+2 @ 10cm
12/10/10mm 732012/10X2 20cm+2 @ 10cm
14/8/8mm 732014/8X2 20cm+2 @ 10cm
14/10/10mm 732014/10X2 20cm+2 @ 10cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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GAMA: GREFA TORACICA GELWEAVE PENTRU ARCURI

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
14X10X10mm 732214/10/10A 22cm +10cm +13cm
12X10X8mm 732212/10/8A 22cm + 10cm + 13cm

GAMA: GREFA TORACICA GELWEAVE CURBATA CU MARKER RADIO-OPAC

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

14X10X10mm 732214/10/10RM 22cm +10cm +13cm
12X10X8mm 732212/10/8ARM 22cm + 10cm + 13cm

GAMA: GELWEAVE - PLEX CU TREI RAMIFICATII

DIMENSIUNE NUMAR DE CATALOG DIMENSIUNE
20/10/8/8 mm 73201088 40cm+3 @ 15cm
22/10/8/8 mm 73221088 40cm+3 @ 15cm
24/10/8/8 mm 73241088 40cm+3 @ 15cm
26/10/8/8 mm 73261088 40cm+3 @ 15cm
28/10/8/8 mm 73281088 40cm+3 @ 15cm
30/10/8/8 mm 73301088 40cm+3 @ 15cm
32/10/8/8 mm 73321088 40cm+3 @ 15cm
34/10/8/8 mm 73341088 40cm+3 @ 15cm

GAMA: CROSA AORTICA GELWEAVETM

DIMENSIUNE

NUMAR DE CATALOG

LUNGIME UTILA

14/10/10/20mm

732514/10x3

25cm + 3(§10cm

GAMA: GREFA TRIFURCATA GELWEAVETM PENTRU ARCURI CU RAMIFICATII LATERALE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12/10/10X8mm 73128/10X2 30cm + 3(010cm
10/8/8X8mm 73108/8X2 30cm + 3@ 10cm
10/10/8X8mm 731010/8X2 30cm + 3(§10cm
12/10/8X8mm 731210/8X2 30cm + 3 @10cm
GAMA: GELWEAVE - PLEX CU PATRU RAMIFICATII
DIMENSIUNE NUMAR DE CATALOG DIMENSIUNE
20/10/8/8 x 8 mm 73201088/8 40cm+4 @ 15cm
22/10/8/8 x 8 mm 73221088/8 40cm+4 @ 15cm
24/10/8/8 x 8 mm 73241088/8 40cm+4 @ 15 cm
26/10/8/8 x 8 mm 73261088/8 40cm+4@ 15cm
28/10/8/8 x 8 mm 73281088/8 40cm+4 @ 15cm
30/10/8/8 x 8 mm 73301088/8 40cm+4 @ 15 cm
32/10/8/8 x 8 mm 73321088/8 40cm+4 @ 15 cm
34/10/8/8 x 8 mm 73341088/8 40 cm + 4 @ 15cm
20/10/8/8 x 10 mm 73201088/10 40 cm + 4 @ 15cm
22/10/8/8 x 10 mm 73221088/10 40cm+4 @ 15 cm
24/10/8/8 x 10 mm 73241088/10 40cm+4 @ 15 cm
26/10/8/8 x 10 mm 73261088/10 40 cm +4 CP 15cm
28/10/8/8 x 10 mm 73281088/10 40 cm +4 CD 15cm
30/10/8/8 x 10 mm 73301088/10 40 cm + 4 @ 15cm
32/10/8/8 x 10 mm 73321088/10 40 cm + 4 CO 15cm
34/10/8/8 x 10 mm 73341088/10 40 cm + 4 @ 15cm
28/12/8/8X8 mm 73281288/8 40cm+4 @ 15cm

GAMA: PLEX GELWEAVETM (CU LINIE NEAGRA EXTRA)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20/12/8/8x8mm 73201288/8A 40cm + It@ 15cm
22/12/8/8X8mm 73221288/8A 40cm + 4@ 15cm
24/12/8/8X8mm 73241288/8A 40cm + 4@ 15cm
26/12/8/8X8mm 73261288/8A 40cm + 4@ 15cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura cd revizuirea este actuald la momentul utilizarii.
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Certificat de conformitate ﬁnrt -
28/12/8/8X8mm 73281288/8A 40cm + 4@15cm
30/12/8/8X8mm 73301288/8A 40cm + 4 @15cm
32/12/8/8X8mm 73321288/8A 40cm + 4 @ 15cm
34/12/8/8X8mm 73341288/8A 40cm + 4@ 15cm

GAMA: GREFA TORACO-ABDOMINALA

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
26/12/12/12 x12mm 736026/12 x 4 60cm + 4 @ 12 cm
28/12/12/12 x 12mm 736028/12 x 4 60cm + 4 @ 12 cm
20/6/6/8 x 6mm 7320668/6 60cm + 4@ 10cm
22/6/6/8 x 6mm 7322668/6 60cm + 4 (§10cm

24/6/6/8 x 6mm 7324668/6 60cm + 4@10cm
26/6/6/8 x 6mm 7326668/6 60cm + 4 @ 10cm

28/6/6/8 x 6mm 7328668/6 60cm + 4@10cm
30/6/6/8 x 6mm 7330668/6 60cm + 4@ 10cm
20/8/8/8 x 8mm 7320888/8 60cm + 4@ 10cm
22/8/8/8 x 8mm 7322888/8 60cm + 4@ 10cm
24/8/8/8 x 8mm 7324888/8 60cm + 4@ 10cm
26/8/8/8 x 8mm 7326888/8 60cm + 4 @ 10cm
28/8/8/8 x 8mm 7328888/8 60cm + 4@ 10cm
30/8/8/8 x 8mm 7330888/8 60cm + 4@ 10cm

GAMA: COSELLI TORACO-ABDOMINALA

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20/10/10/8X8 mm 732010108/854 60cm + 4 @ 10 cm
22/10/10/8X8 mm 732210108/854 60cm + 4 @ 10 cm
24/10/10/8X8 mm 732410108/854 60cm+4 @ 10 cm
26/10/10/8X8 mm 732610108/854 60cm + 4 @ 10 cm
28/10/10/8X8 mm 732810108/854 60cm + 4 @ 10 cm
30/10/10/8X8 mm 733010108/854 60cm + 4 @ 10 cm

GAMA: GREFA GELWEAVETM TRIFURCATA PENTRU ARCUL AORTIC

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

24/12/8/8mm 73248812 15cm + 3@30cm
GAMA: GREFA TORACICA GELWEAVE PENTRU ARCURI

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

22/12/8/8 x 10mm 732022CX4 20cm +2 @ 15cm + 2 @30cm
24/12/8/8 x10mm 732024CX4 20cm + 2 @ 15cm + 2 @30cm
26/12/8/8 x 10mm 732026CX4 20cm + 2 @ 15cm + 2 @30cm
28/12/8/8 x 10mm 732028CX4 20cm + 2 @ 15cm + 2 (§830cm
30/12/8/8 x 10mm 732030CX4 20cm + 2 @ 15cm + 2 @30cm
32/12/8/8 x 10mm 732032CX4 20cm + 2 @ 15cm + 2 @30cm
34/12/8/8 x 10mm 732034CX4 20cm + 2 @ 15cm + 2 (830cm

GAMA: GREFA GELWEAVETM RAMIFICATA PENTRU ARCURI CU MARKERI RADIO-OPACI

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
22/12/8/8 x 10mm 732022CX4RM 20cm + 2 @ 15cm + 2 (§30cm
24/12/8/8 x10mm 732024CX4RM 20cm + 2 @ 15cm + 2 (§30cm
26/12/8/8 x 10mm 732026 CX4RM 20cm + 2 @ 15cm + 2 @30cm
28/12/8/8 x 10mm 732028CX4RM 20cm + 2 (015cm + 2 @ 30cm
30/12/8/8 x 10mm 732030CX4RM 20cm + 2 @ 15cm + 2 (§30cm
32/12/8/8 x 10mm 732032CX4RM 20cm + 2 @ 15cm + 2 (§30cm
34/12/8/8 x 10mm 732034CX4RM 20cm + 2 @ 15cm + 2 @30cm

GAMA: GREFA GELWEAVE LUPIAE RAMIFICATA

DIMENSIUNE

NUMAR DE CATALOG

LUNGIME UTILA

22/10/10/8 x 10mm

734020CX4RMS

40cm + 40cm + 31830cm

22/10/10/8 x 10mm

734022CX4R MS

40cm + 40cm + 3@30cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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Certificat de conformitate Aortic
24/10/10/8 x10mm 734024CX4 R MS 40cm + 40cm + 3 @30cm
26/10/10/8 x 10mm 734026CX4R MS 40cm + 40cm + 3 @30cm
28/10/10/8 x 10mm 734028CX4R MS 40cm + 40cm + 3 @30cm
30/10/10/8 x 10mm 734030CX4R MS 40cm + 40cm + 3 @30cm
32/10/10/8 x 10mm 734032CX4R MS 40cm + 40cm + 3(030cm
34/10/10/8 x 10mm 734034CX4R MS 40cm + 40cm + 31830cm

GAMA: GELWEAVE SIENATM ANTE-FLO CU GULER

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20/8mm 734520/8ET 45cm X 1 @ 30cm
22/8mm 734522/8ET 45cm X 1 @ 30cm
24/8mm 734524/8 ET 45cm X 1 @ 30cm
26/8mm 734526/8ET 45cm X 1 @1 30cm
28/8mm 734528/8ET 45cm X 1 @ 30cm
30/8mm 734530/8 ET 45cm X 1 @ 30cm
32/8mm 734532/8ET 45cm X 1 @ 30cm
34/8mm 734534/8ET 45cm X 1 @ 30cm
20/10mm 734520/10ET 45cm X 1 @ 30cm
22/10mm 734522/10ET 45cm X 1 @ 30cm
24/10mm 734524/10ET 45cm X 1 CO 30cm
26/10mm 734526/10ET 45cm X 1 @ 30cm
28/10mm 734528/10ET 45cm X 1 @ 30cm
30/10mm 734530/10ET 45cm X 1 @ 30cm
32/10mm 734532/10ET 45cm X 1 15 30cm
34/10mm 734534/10ET 45cm X 1 @ 30cm

GAMA: GELWEAVE SIENATM GULERATE PLEX CU 4 RAMIFICATII

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20/10/8/8/8mm 73201088/8ET 30cm X4 @ 15cm
22/10/8/8/8mm 73221088/8ET 30cm X4 @ 15cm
24/10/8/8/8mm 73241088/8ET 30cm X4 @ 15cm
26/10/8/8/8mm 73261088/8ET 30cm X4 @ 15cm
28/10/8/8/8mm 73281088/8ET 30cm X4 @ 15cm
30/10/8/8/8mm 73301088/8ET 30cm X4 @ 15cm
32/10/8/8/8mm 73321088/8ET 30cm X4 @ 15cm
34/10/8/8/8mm 73341088/8ET 30cm X4 @ 15cm
20/10/8/8/10mm 73201088/10ET 30cm X4 @ 15cm
22/10/8/8/10mm 73221088/10ET 30cm X4 @ 15cm
24/10/8/8/10mm 73241088/10ET 30cm X4 @ 15cm
26/10/8/8/10mm 73261088/10ET 30cm X4 @ 15cm
28/10/8/8/10mm 73281088/10ET 30cm X 4 (it 15cm
30/10/8/8/10mm 73301088/10ET 30cm X 4 © 15cm
32/10/8/8/10mm 73321088/10ET 30cm X 4 @1 15cm
34/10/8/8/10mm 73341088/10ET 30cm X4 @ 15cm

GAMA: GELWEAVE SIENATM DREPTE GULERATE CU MARKERI RADIO-OPACI

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20mm 735020RM 50cm
22mm 735022RM 50cm
24mm 735024RM 50cm
26mm 735026RM 50cm
28mm 735028RM 50cm
30mm 735030RM 50cm
32mm 735032RM 50cm
34mm 735034RM 50cm

GAMA: GELWEAVE SIENATM ANTE-FLO GULERATE CU MARKER RADIO-OPAC

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20mm 735020/8RM 50cm
22mm 735022/8RM 50cm
24mm 735024/8RM 50cm
26mm 735026/8RM 50cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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Certificat de conformitate Aortic
28mm 735028/8RM 50cm
30mm 735030/8RM 50cm
32mm 735032/8RM 50cm
34mm 735034/8RM 50cm
20mm 735020/10RM 50cm
22mm 735022/10RM 50cm
24mm 735024/10RM 50cm
26mm 735026/10RM 50cm
28mm 735028/10RM 50cm
30mm 735030/10RM 50cm
32mm 735032/10RM 50cm
34mm 735034/10RM 50cm

GAMA: GELWEAVE SIENATM GULERATE PLEX CU 4 RAMIFICATII CU MARKERI RADIO-OPACI

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20mm 73201088/8RM 50cm
22mm 73221088/8RM 50cm
24mm 73241088/8RM 50cm
26mm 73261088/8RM 50cm
28mm 73281088/8RM 50cm
30mm 73301088/8RM 50cm
32mm 73321088/8RM 50cm
34mm 73341088/8RM 50cm
20mm 73201088/10RM 50cm
22mm 73221088/10RM 50cm
24mm 73241088/10RM 50cm
26mm 73261088/10RM 50cm
28mm 73281088/10RM 50cm
30mm 73301088/10RM 50cm
32mm 73321088/10RM 50cm
34mm 73341088/10RM 50cm

GAMA: GELWEAVE VALSALVA

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
16mm 730016ADP 15cm
18mm 730018ADP 15cm
20mm 730020ADP 15cm
22mm 730022ADP 15cm
24 mm 730024ADP 15cm
26 mm 730026ADP 15cm
28 mm 730028AD P 15cm
30 mm 730030AD P 15cm
32 mm 730032AD P 15cm
34 mm 730034AD P 15cm

GAMA: GELWEAVE VALSAVA (VS115)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
24 mm 730024ADPS 15cm
26 mm 730026ADPS 15cm
28 mm 730028ADPS 15cm
30 mm 730030ADPS 15cm
32 mm 730032ADPS 15cm
34 mm 730034ADPS 15cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.



Numarul InfoCard - Revizie QAR028 - 34 Valid 03 APR 2019

“TERUMO
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GAMA. GELWEAVE VALSALVA CU FUSTA MAI SCURTA
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
24mm 730024ADP20 15cm
26mm 730026ADP22 15cm
28mm 30028ADP23 15cm
30mm 730030ADP24 15cm
32mm 730032ADP26 15cm
34mm 730034ADP28 15cm
GAMA: GELWEAVE VALSALVA CU FUSTA MAI LUNGA
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
24mm 730024ADP50 15cm
26mm 730026ADP50 15cm
28mm 730028ADP50 15cm
30mm 730030ADP50 15cm
32mm 730032ADP50 15cm
34mm 730034ADP50 15cm
GAMA: GELWEAVE VALSALVA CU GULER
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
16mm 730016ADPS5 15cm
18mm 730018ADPS5 15cm
20mm 730020ADPS5 15cm
22mm 730022ADPS5 15cm
24 mm 730024ADPS5 15 cm
26 mm 730026ADPS5 15 cm
28 mm 730028ADPS5 15 cm
30 mm 730030ADPS5 15 cm
32 mm 730032ADPS5 15cm
34 mm 730034ADPS5 15 cm
GAMA: GELWEAVE VALSAVA ANTE-FLO
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
24 x 8 mm 734024/8ADP 40cm + 1 @15cm
26 x 8 mm 734026/8ADP 40cm + 1 @15cm
28 x 8 mm 734028/8ADP 40cm + 1@15cm
30 x 8 mm 734030/8ADP 40cm + 1@15cm
32 x8 mm 734032/8ADP 40cm + 1@15cm
34 x 8 mm 734034/8ADP 40cm + 1@15cm
24 x 10 mm 734024/10AD P 40cm + 1@15cm
26 x 10 mm 734026/10AD P 40cm + 1 @15cm
28 x 10 mm 734028/10AD P 40cm + 1@15cm
30 x 10 mm 734030/10AD P 40cm + 1 @ 15cm
32x10 mm 734032/10ADP 40cm + 1@15cm
34 x 10 mm 734034/10ADP 40cm + 1 @15cm
GAMA: GELWEAVE VALSALVA ANTE-FLO CU FUSTA MAI SCURTA
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
24 x 8 mm 734024/8ADP20 40cm + 1@15cm
26 x 8 mm 734026/8ADP22 40cm + 1@15cm
28 x 8 mm 734028/8ADP23 40cm + 1@15cm
30 x 8 mm 734030/8ADP24 40cm + 1 @15cm
32 x8 mm 734032/8ADP26 40cm + 1@15cm
34 x8 mm 734034/8ADP28 40cm + 1@15cm
24 x 10 mm 734024/10AD P20 40cm + 1 @15cm
26 x 10 mm 734026/10AD P22 40cm + 1 @15cm
28 x 10 mm 734028/10AD P23 40cm + 1@15cm
30 x 10 mm 734030/10AD P24 40cm + 1@15cm
32 x 10 mm 734032/10ADP26 40cm + 1@15cm
34 x 10 mm 734034/10AD P28 40cm + 1@15cm

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii
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Certificat EC — Sistem de asigurare completa a
calitatii

Directiva 93/42/CEE referitoare la dispozitivele medicale, Anexa II cu exceptia sectiunii 4

Nr. CE 00422

Eliberat pentru: Vascutek Limited
O companie Terumo
Newmains Avenue
Inchinnan
Renfrewshire Scotia
PA4 9RR
Regatul Unit

Pentru:

Proiectarea, dezvoltarea si fabricarea protezelor vasculare si a instrumentelor vasculare cu
plasare de stent, de unica folosinta, sigilate si nesigilate, din nitiol, PTFE si poliester, de formare
si sudare.

Pe baza examinarii analizarii sistemului pentru asigurarea calitatii in conformitate cu Directiva 93/42/CEE a Consiliului,
Anexa II cu exceptia sectiunii 4. Sistemul de asigurare a calitatii indeplineste toate cerintele directivei. Pentru plasarea
pe piata a produselor din clasa II, este necesar un certificat de la Anexa II, sectiunea 4.

Pentru si in numele BSI, Organism Notificat pentru Directiva de mai sus (Numarul Organismului Notificat 2797):

Semnatura indescifrabild

L V4

Albert Roossien, Director de reglementare

Prima editie: 21.12.1994 Data: 05.02.2019 Data de expirare: 02.03.2023

..making excellence a habit’
Page 1 of 1

Valabilitatea acestui certificat este conditionatd de mentinerea sistemului de calitate la cerintele Directivei, asa cum se demonstreaza prin activitatile de
supraveghere necesare organismului notificat. Aceasta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte in numele companiei
mentionate pe acest certificat, cu exceptia cazului in care sunt convenite in mod specific cu BSI. Acest certificat a fost eliberat electronic si este legat de
conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780 BSI Group
Olanda B.V. inregistrata in Olanda sub 33264284.
Membru al grupului de companii BSI.
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Certificat EC — Sistem de asigurare completa a
calitatii

Directiva 93/42/CEE referitoare la dispozitivele medicale, Anexa II cu exceptia sectiunii 4

Lista cu subcontractantii importanti

Recunoscuti ca fiind implicati in servicii legate de produsul acoperit de:

Certificatul nr.: CE 00422
Data: 05.02.2019
Eliberat pentru: Vascutek Limited
O companie Terumo
Newmains Avenue
Inchinnan
Renfrewshire Scotia
PA4 9RR
Regatul Unit
Subcontractant: Serviciu(ii) furnizat(e)
Gelita USA, Inc. Tesuturi de origine animala/derivate

2445 Port Neal Industrial Road
Sergeant Bluff

Towa

51054

SUA

Sterigenics Sterilizare ETO
Cotes Park Industrial Estate

Somercotes, Alfreton

Derbyshire, DE55 4NJ]

Regatul Unit

Synergy Health Sterilisation UK Ltd (Synergy Sterilizare gamma
Health — AST — Bradford) Roysdale Way

Euroway Industrial Estate

Bradford

BD4 6SE

Regatul Unit
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Certificat EC — Sistem de asigurare completa a
calitatii

Directiva 93/42/CEE referitoare la dispozitivele medicale, Anexa II cu exceptia sectiunii 4

Lista cu subcontractantii importanti

Recunoscuti ca fiind implicati in servicii legate de produsul acoperit de:

Certificat nr.: CE 00422
Data: 05.02.2019
Eliberat pentru: Vascutek Limited
O companie Terumo
Newmains Avenue
Inchinnan
Renfrewshire Scotia
PA4 9RR
Regatul Unit
Subcontractant: Serviciu(ii) furnizat(e)

Sterilizare gamma
Synergy Health Sterilisation UK Ltd 9

Brunel Close

Drayton Fields Industrial Estate
Daventry

NN11 8RB

Regatul Unit

Terumo Vietnam Co., Ltd.

Lot 44-B-C Fabricare
Quang Minh Industrial Zone

Me Linh District, Hanoi City

Vietnam

Tyson Fresh Meat Inc.

1131 Dakota Avenue Tesuturi de origine animala/derivate
Dakota City

Nebraska

68731

SUA
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Certificat EC — Istoricul sistemului de asigurare
completa a calitatii

Certificat nr.: CE 00422
Data: 05.02.2019
Eliberat pentru: Vascutek Limited
O companie Terumo
Newmains Avenue
Inchinnan
Renfrewshire Scotia
PA4 9RR
Regatul Unit
Data "““‘a.’ d? Actiune
referinta g
21 decembrie 1994 Prima editie.
19 mai 1995 Griffith Micro Science Limited addugat la lista de
subcontractanti.
1 februarie 1996 Petice pentru tesuturi adaugate la domeniul de aplicare.
13 septembrie 1996 Isotron PLC (Bedford) addugat la lista de subcontractanti.
21 septembrie 1999 Proteze vasculare PTFE addugate la domeniul de aplicare
si reinnoirea certificatului.
12 ianuarie 2001 Proteze vasculare cu aplicare de stent adaugate la
domeniul de aplicare.
03 martie 2003 Proteze vasculare cu nitinol adaugate la domeniul de
aplicare.
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Certificat EC — Istoricul sistemului de asigurare
completa a calitatii

Certificat nr.: CE 00422
Data: 05.02.2019

Eliberat pentru: Vascutek Limited
O companie Terumo
Newmains Avenue
Inchinnan
Renfrewshire Scotia
PA4 9RR
Regatul Unit

Numar de
Data referinta Actiune

28 septembrie 2005 Scoaterea peticelor pentru tesuturi din domeniul de
aplicare si schimbarea numelui din Griffith Micro Science
Ltd in IBA si modificarea adresei companiei prin
addugarea Scotiei.

21 septembrie 2006 Canale pentru valva cardiaca addugate la domeniul de
aplicare. Kohler Medical Ltd addugat ca si companie
subcontractanta, producdtoare si de sterilizare.

29 iunie 2007 Achizitia subcontractantului Koehler Medical Ltd.
Schimbarea numelui din Koehler Medical Ltd in Vascutek
Limited, o companie Terumo si actualizarea listei cu
subcontractantii importanti.

03 martie 2008 7005772 Reinnoirea certificatului inclusiv schimbarea numelui din
IBA in Sterigenics. De asemenea, schimbarea din
»disposable" in ,Single Use" in conformitate cu
terminologia actuald din Regatul Unit.
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Certificat EC — Istoricul sistemului de asigurare
completa a calitatii

Certificat nr.: CE 00422
Data: 05.02.2019
Eliberat pentru: Vascutek Limited
O companie Terumo
Newmains Avenue
Inchinnan
Renfrewshire Scotia
PA4 9RR
Regatul Unit
Numar de
Data referinta Actiune
15 iulie 2010 7546406 Addugarea Terumo Vietnam Co. la lista de
subcontractanti importanti.
25 aprilie 2012 7794623 Actualizarea numelui de Isotron, Ltd la Synergy Health
Sterilisation UK Ltd.
27 februarie 2013 7905922 Reinnoirea certificatului.
27 august 2015 8405023 Scoaterea ,,canale valve cardiace” din domeniul de aplicare si
subcontractantul important Vascutek Ltd (Swillington, Leeds).
23 octombrie 2017 8595440 Addugarea subcontractantilor de substante de origine animala
Tyson Fresh Meat Inc. si Gelita USA Inc.
02 martie 2018 8891380 Reinnoirea certificatului si addugarea Synergy Health Daventry
ca un subcontractant pentru sterilizare.
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Certificat EC — Istoricul sistemului de asigurare
completa a calitatii

Certificat nr.: CE 00422
Data: 05.02.2019
Eliberat pentru: Vascutek Limited
O companie Terumo
Newmains Avenue
Inchinnan
Renfrewshire Scotia
PA4 9RR
Regatul Unit
Numar de
Data referinta Actiune
In prezent 7778835 Urmérit pand la NB 0086.
Actualizarea frazarii Serviciul Subcontractant Administrativ
pentru:

Gelita USA Inc, Iowa 51054 din ,substante de origine animala”
in , Tesuturi de origine animala/Derivative”.

Sterigenics Derbyshire DE55 4NJ din ,Sterilizare” in

JSterilizare ETO .

Synergy Health Sterilisation UK Ltd, Daventry NN11 8RB din
,Sterilizare ” in ,,Sterilizare Gamma ”.

Synergy Health Sterilisation UK Ltd, Bradford BD4 6SE din
,Sterilizare ” in ,,Sterilizare Gamma”.

Tyson Fresh Meat Inc, Nebraska 68731 din ,Substante
de origine animala” in ,Tesuturi de origine
animald/Derivative”.
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Subsemnata CAPRARU LAURA IOANA , interpret si traducator autorizat pentru limba engleza, in
temeiul autorizatiei nr. 3159 din data de 02.07.2012, eliberata de Ministerul Justitiei din Romania, certific
exactitatea traducerii efectuate din limba engleza in limba romana, ca textul prezentat a fost tradus complet,
fara omisiuni, si ca, prin traducere, inscrisului nu i-a fost denaturat continutul si sensul.

CAPRARU LAURA-IOANA
TRADUCATOR AUTORIZAT
LIMBA ENGLEZA

Nr. aut. 3159“ L}é‘(/

=~
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Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate la cerintele Directivei, asa cum se demonstreaza prin activitdtile de
supraveghere necesare organismului notificat. Aceastd aprobare exclude toate produsele proiectate si/sau fabricate de o tertd parte in numele companiei
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Acest certificat a fost eliberat electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780 BSI Group
Olanda B.V. inregistrata in Olanda sub 33264284.
Membru al grupului de companii BSI.



Numarul InfoCard - Revizie QAR028 - 34 Valid 03 APR 2019

Certificat de conformitate

Denumirea producatorului: Vascutek Ltd, o companie TERUMO

Adresa producatorului: Newmains Avenue, Inchinnan, Renfrewshire AP4 9RR Scotia
Familia de produse: Grefe vasculare Tmpletite

Clasa produs Clasa lll

Gama de produse: Grefe vasculare VP1200K™
Drepte
Bifurcate
AX-FEM
AX-BIFEM
ERS AX-FEM
ERS AX-BIFEM

Grefe vasculare Gelseal™/Gelseal™:
Drepte

Grefe vasculare Gelseal™:
Bifurcate

O singura ramificatie (Ante-Flo)
Cu doua (2) ramificatii (Plexus)
Cu trei (3) ramificatii (Plexus)
Cu patru (4) ramificatii (Plexus)
AX-FEM

AX-BIFEM

ERT AX-FEM

ERT AX-BIFEM

Grefe vasculare Gelsoft™/Gelsoft™ Plus:
Drepte

Bifurcate

Dublu bifurcate

AX-FEM

AX-BIFEM

ERS AX-FEM

ERS FEM-FEM

ERS AX-BIFEM

Grefe vasculare Gelsoft™ Plus:

Fluoropasivate

Perete subtire ne-fluoropasivate (inclusiv K-Thin™)
Lungime extra

Grefe vasculare cu perete subtire Fluoropassiv™:
Rasucite

AX-FEM

AX-FEM cu suport extern

AX-BIFEM cu suport extern

Drepte ER

Numarul de revizie: EUDOC-001K-001

“TERUMO

Aortic

Subsemnatul, declar prin prezenta ca dispozitivele medicale specificate mai sus sunt in conformitate cu Cerintele Esentiale

prevazute in Anexa | la Directiva 93/42/CEE a CE.

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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Numarul InfoCard - Revizie QAR028 - 34 Valid 03 APR 2019
“TERUMO
Certificat de conformitate Aortic
Aceasta declaratie este acceptata de:

Declaratia CE de aprobare a Sistemului de Calitate (Anexa II) Nr.: CE00422
Emisa de: BSI Olanda (NB Nr: 2797) * Emisa prima datain:  21/12/94
Emitere actuala nr.: 18 Din data de: 05/02/19
Dosarul de examinare CE a proiectului nr. CE00437, CE00513, CE00876, CE00875
Emis de: BSI Olanda (NB Nr: 2797) * Emisa prima data in: 23/12/94,14/02/95,02/10/95,02/10/95
Emitere actuala nr.: 13, 13, 14, 13 Din data de: 05/02/19,05/02/19,05/02/19,05/02/19

*Emiterile anterioare ale acestor certificate au fost eliberate de catre BSI UK (NB Nr: 0086). Vascutek a finalizat migrarea
Organismului Notificat de la BSI UK la BSI Olanda in februarie 2019 ca parte a pregatirilor pentru Marea Britanie de a
parasi UE.

Semnat: Semnatura indescifrabila Data: 23 Aprilie 2019

Nume: Neil McCLACHLAN

Reglementari VP

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuald la momentul utilizarii. Pagina 1din 19
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Certificat de conformitate

“TERUMO
Aortic

TOATE NUMERELE DE CATALOG GELSOFT PLUS SUNT LA FEL CA GESOFT, DAR CU SUFIXUL ,,P”.

GAMA: VP1200K / AX-FEM

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 MM 240006 100 CM
7MM 240007 100 CM
8 MM 240008 100 CM
10MM 240010 100 CM

GAMA: VP1200K/AX-BIFEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8 X 8 MM (DREAPTA) 250808 100 X 60 CM
8 X 8 MM (STANGA) 260808 100 X 60 CM

10 X 10 MM (DREAPTA) 251010 100 X 60 CM

10 X 10 MM (STANGA) 261010 100 X 60 CM

10 X 8 MM (DREAPTA) 251008 100 X 60 CM

10 X 8 MM (STANGA) 261008 100 X 60 CM

GAMA: VP1200K/ ERS AX-FEM

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 MM 270006 75 CM
8 MM 270008 75 CM
10 MM 270010 75 CM
8 MM 280008 100 CM
10 MM 280010 100 CM
GAMA: VP1200K/ ERS AX-BIFEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8 X8 MM 290808 100 X 60 CM
10 X 10 MM 291010 100 X 60 CM
10 X 8 MM 291008 (EQUI-FLO) 90 X 40 CM
10 X 8 MM 291008A (EQUI-FLO) 90 X 40 CM
8 X7 MM 290807 (EQUI-FLO) 90 X 40 CM
8 X7 MM 290807A (EQUI-FLO) 90 X 40 CM
GAMA: GELSEAL AX-FEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8 MM 440008 100 CM
10 MM 440010 100 CM
6 MM 447506 75 CM
8 MM 447508 75 CM

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii. Pagina 1din 19
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Certificat de conformitate

“TERUMO
Aortic

GAMA: GELSEAL AX-BIFEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8 X 8 MM (D) 450808 100 X 60 CM
8X 8 MM (S) 460808 100 X 60 CM
10 X 10 MM (D) 451010 100 X 60 CM
10 X 10 MM (S) 461010 100 X 60 CM
10 X 8 MM (D) 451008 100 X 60 CM
10 X 8 MM (S) 461008 100 X 60 CM
GAMA: GELSEAL ERT AX-FEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 MM 470006 75 CM
8 MM 470008 75 CM
10 MM 470010 75 CM
8 MM 480008 100 CM
10 MM 480010 100 CM
GAMA: GELSEAL ERT AX-BIFEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8X 8 MM 490808 100 X 60 CM
10 X 10 MM 491010 100 X 60 CM
10 X 8 MM 491008 90 X 40 CM
10 X 8 MM 491008A 90 X 40 CM
8 X7 MM 490807 90 X 40 CM
8 X 7MM 490807A 90 X 40 CM
GAMA: GELSOFT AX-FEM
DIMENSIUNE NUMAR DE CATALOG CUNGIME UTILA
6 MM 640006 100 CM
8 MM 640008 100 CM
10 MM 640010 100 CM
GAMA: GELSOFT/GELSOFT PLUS AX-BIFEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8 X 8 MM (D) 650808 100 X 60 CM
8 X 8 MM (S) 660808 100 X 60 CM
10 X 10 MM (D) 651010 100 X 60 CM
10 X 10 MM (S) 661010 100 X 60 CM
10 X 8 MM (D) 651008 100 X 60 CM
10 X 8 MM (S) 661008 100 X 60 CM

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuald la momentul utilizarii. Pagina 1din 19
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Certificat de conformitate

“TERUMO
Aortic

GAMA: GELSOFT/GELSOFT PLUS ERS AX-FEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 MM 670006 75 CM
8 MM 670008 75 CM
10 MM 670010 75 CM
8 MM 680008 100 CM
10 MM 680010 100 CM
GAMA: GELSOFT/GELSOFT PLUS ERS FEM-FEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 MM 673006 30 CM
8 MM 673008 30 CM
6 MM 674006 40 CM
8 MM 674008 40 CM
GAMA: GELSOFT/GELSOFT PLUS ERS AX-BIFEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8 X 8 MM 690808 100 X 60 CM
10 X 10 MM 691010 100 X 60 CM
10 X 8 MM 691008 (EQUI-FLO) 90 X 40 CM
10 X 8 MM 691008A (EQUI-FLO) 90 X 40 CM
8 X 7 MM 690807 (EQUI-FLO) 90 X 40 CM
8 X 7 MM 690807A (EQUI-FLO) 90 X 40 CM
8 X 7 MM 6908078 (EQUI-FLO) 90 X 40 CM
10 X 8 MM 6910088 (EQUI-FLO) 90 X 40 CM
GAMA: GELSOFT ERS AX-BIFEM
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8X 6 MM 690806 (EQUI- FLO) 100 X 60 CM
GAMA: VP1200K DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 MM 320006 60 CM
7 MM 320007 60 CM
8 MM 320008 60 CM
10 MM 320010 60 CM
12 MM 320012 60 CM
T4 MM 320014 60 CM
16 MM 320016 60 CM
18 MM 320018 50 CM

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii. Pagina 1din 19
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Certificat de conformitate

“TERUMO
Aortic

GAMA: VP1200K DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20 MM 320020 50 CM
22 MM 320022 50 CM
24 MM 320024 50 CM
6 MM 323006 30 CM
7 MM 323007 30 CM
8 MM 323008 30 CM
9 MM 323009 30 CM
10 MM 323010 30 CM
12 MM 323012 30 CM
14 MM 323014 30 CM
16 MM 323016 30 CM
18 MM 322518 25CM
20 MM 322520 25CM
22 MM 322522 25CM
24 MM 322524 25CM
18 MM 321218 125CM
20 MM 321220 125CM
22 MM 321222 125CM
24 MM 321224 125CM
GAMA: VP1200K BIFURCATE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12 X 6 MM 321206 45 CM
14 X7 MM 321407 45 CM
16 X 8 MM 321608 45 CM
18 X9 MM 321809 45 CM
20 X 10 MM 322010 45 CM
22X 11 MM 322211 45 CM
24 X12 MM 322412 45 CM
GAMA: GELSEAL DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 MM 436006 60 CM
8 MM 436008 60 CM
10 MM 436010 60 CM

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuald la momentul utilizarii. Pagina 1din 19
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Certificat de conformitate Aortic
GAMA: GELSEAL DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12 MM 436012 60 CM
14 MM 436014 60 CM
16 MM 436016 60 CM
18 MM 435018 50 CM
20 MM 435020 50 CM
22 MM 435022 50 CM
24 MM 435024 50 CM
26 MM 435026 50 CM
28 MM 435028 50 CM
30 MM 434030 40 CM
32 MM 434032 40 CM
34 MM 434034 40 CM
38 MM 434038 40 CM
6 MM 433006 30 CM
8 MM 433008 30 CM
10 MM 433010 30 CM
12 MM 433012 30 CM
14 MM 433014 30 CM
16 MM 433016 30 CM
18 MM 432518 25CM
20 MM 432520 25CM
22 MM 432522 25CM
24 MM 432524 25CM
26 MM 432526 25CM
28 MM 432528 25CM
30 MM 432030 20CM
32 MM 432032 20CM
34 MM 432034 20CM
38 MM 432038 20 CM
6 MM 431506 15CM
8 MM 431508 15CM
10 MM 431510 15CM
12 MM 431512 15CM
14 MM 431514 15CM

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii. Pagina 1din 19
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“TERUMO
Certificat de conformitate Aortic
GAMA: GELSEAL DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
16 MM 431516 15CM
30 MM 431530 15 CM
18 MM 431218 12,5CM
20 MM 431220 12,5 CM
22 MM 431222 12,5 CM
24 MM 431224 12,5CM
26 MM 431226 12,5 CM
28 MM 431228 12,5 CM
30 MM 431030 10CM
32 MM 431032 10CM
34 MM 431034 10 CM
38 MM 431038 10CM
GAMA: GELSEAL BIFURCATE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12 X 6 MM 431206 45 CM
14 X7 MM 431407 45 CM
16 X8 MM 431608 45 CM
18 X9 MM 431809 45 CM

20 X 10 MM 432010 45 CM

22 X 11 MM 432211 45 CM

24 X 12 MM 432412 45 CM
GAMA: GELSEAL CU O SINGURA RAMIFICATIE (ANTE-FLO)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20/8 MM 434020/8 40CM X1 @ 15CM
22/8 MM 434022/8 4A0CMX1@ 15CM
24/8 MM 434024/8 4A0CMX1@ 15CM
26/8 MM 434026/8 4A0CMX1@ 15CM
28/8 MM 434028/8 4A0CMX1@ 15CM
30/8 MM 434030/8 4A0CMX1@ 15CM
20/10 MM 434020/10 40CMX1@ 15CM
22/10 MM 434022/10 40CMX1@ 15CM
24/10 MM 434024/10 40CMX1@ 15CM
26/10 MM 434026/10 4A0CMX1@ 15CM
28/10 MM 434028/10 40CMX1@ 15CM

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuald la momentul utilizarii. Pagina 1din 19
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I ERUMO
Certificat de conformitate Aortic

30/10 MM 434030/10 40CMX1@15CM
GAMA: GELSEAL CU DOUA (2) REMIFICATII (PLEXUS)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
14/8/8 MM 434014/8X2 40CMX2@ 15CM
16/8/8 MM 434016/8X2 40CMX2@ 15CM
18/8/8 MM 434018/8X2 40CMX2@ 15CM
20/8/8 MM 434020/8X2 40CMX2@ 15CM

14/10/10 MM 434014/10X2 40CMX2@ 15CM

16/10/10 MM 434016/10X2 40CMX2@ 15CM

18/10/10 MM 434018/10X2 40CMX2@ 15CM

20/10/10 MM 434020/10X2 40CMX2@ 15CM

GAMA: GELSEAL CU TREI (3) REMIFICATII (PLEXUS)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

20/08/7/7 MM 43200877 40CMX3@15CM
22/08/7/7 MM 43220877 40CMX3@15CM
24/08/7/7 MM 43240877 40CMX3@15CM
26/08/7/7 MM 43260877 40CMX3@15CM
28/08/7/7 MM 43280877 40CMX3@15CM
30/08/7/7 MM 43300877 40CMX3@15CM
20/10/8/8 MM 43201088 40CMX3@15CM
22/10/8/8 MM 43221088 40CMX3@15CM
24/10/8/8 MM 43241088 40CMX3@15CM
26/10/8/8 MM 43261088 40CM X3 @ 15CM
28/10/8/8 MM 43281088 40CMX3@15CM
30/10/8/8 MM 43301088 40CM X3 @ 15 CM

GAMA: GELSEAL CU PATRU (4) REMIFICATII

(PLEXUS)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20/10/8/8 X 8 MM 43201088/8 40CM X4 @ 15CM
22/10/8/8 X 8 MM 43221088/8 40CM X4 @ 15CM
24/10/8/8 X 8 MM 43241088/8 40CM X4 @ 15CM
26/10/8/8 X 8 MM 43261088/8 40CM X4 @ 15CM
28/10/8/8 X 8 MM 43281088/8 40CM X4 @ 15CM
30/10/8/8 X 8 MM 43301088/8 40CM X4 @ 15CM
20/10/8/8 X 10 MM 43201088/10 40CM X4 @ 15CM
22/10/8/8 X 10 MM 43221088/10 40CM X4 @ 15CM

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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GAMA: GELSEAL CU PATRU (4) REMIFICATII (PLEXUS)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
24/10/8/8 X 10 MM 43241088/10 40CM X4 @ 15CM
26/10/8/8 X 10 MM 43261088/10 40CM X4 @ 15CM
28/10/8/8 X 10 MM 43281088/10 40CM X4 @15CM
30/10/8/8 X 10 MM 43301088/10 40CM X4 @ 15CM
20/08/7/7 X 8 MM 43200877/8 40CM X4 @ 15CM
22/08/7/7 X 8 MM 43220877/8 40CM X4 @ 15CM
24/08/7/7 X 8 MM 43240877/8 40CM X4 @ 15CM
26/08/7/7 X 8 MM 43260877/8 40CM X4 @ 15CM
28/08/7/7 X 8 MM 43280877/8 40CM X4 @ 15CM
30/08/7/7 X 8 MM 43300877/8 40CM X4 @ 15CM
20/08/7/7 X 10 MM 43200877/10 40CM X4 @ 15CM
22/08/7/7 X 10 MM 43220877/10 40CM X4 @ 15CM
24/08/7/7 X 10 MM 43240877/10 40CM X4 @ 15CM
26/08/7/7 X 10 MM 43260877/10 40CM X4 @ 15CM
28/08/7/7 X 10 MM 43280877/10 40CM X4 @ 15 CM
30/08/7/7 X 10 MM 43300877/10 40CM X4 @ 15CM

GAMA: GELSOFT DREPTE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 MM 636006 60 CM
7 MM 636007 60 CM
8 MM 636008 60 CM
10 MM 636010 60 CM
12 MM 636012 60 CM
14 MM 636014 60 CM
16 MM 636016 60 CM
18 MM 636018 60 CM
20 MM 636020 60 CM
22 MM 636022 60 CM
24 MM 636024 60 CM
18 MM 635018 50 CM
20 MM 635020 50 CM
22 MM 635022 50 CM
24 MM 635024 50 CM
6 MM 634006 40 CM
7 MM 634007 40 CM
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GAMA: GELSOFT DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8 MM 634008 40 CM
6 MM 633006 30 CM
7 MM 633007 30 CM
8 MM 633008 30 CM
10 MM 633010 30 CM
12 MM 633012 30 CM
14 MM 633014 30CM
16 MM 633016 30 CM
18 MM 632518 25CM
20 MM 632520 25CM
22 MM 632522 25CM
24 MM 632524 25CM
6 MM 631506 15CM
7 MM 631507 15CM
8 MM 631508 15CM
10 MM 631510 15CM
12 MM 631512 15CM
14 MM 631514 15CM
16 MM 631516 15CM
18 MM 631218 12,5 CM
20 MM 631220 12,5 CM
22 MM 631222 12,5 CM
24 MM 631224 12,5 CM
5 MM 631005 10CM
6 MM 631006 10CM
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GAMA: GELSOFT BIFURCATE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12 X6 MM 631206 45 CM
14 X7 MM 631407 45 CM
16 X 8 MM 631608 45 CM
18 X9 MM 631809 45 CM
20 X 10 MM 632010 45 CM
22 X11 MM 632211 45 CM
24 X12 MM 632412 45 CM
12 X7 MM 631207 45 CM
14 X 8 MM 631408 45 CM
16 X9 MM 631609 45 CM
18 X 10 MM 631810 45 CM
20 X 11 MM 632011 45 CM

GAMA: GELSOFT DUBLU BIFURCATE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
18 X9 MM 631809DB 45 CM
20 X10 MM 632010DB 45 CM

GAMA: GELSOFT PLUS DREPTE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
6 MM 636006P 60 CM
7 MM 636007P 60 CM
8 MM 636008P 60 CM
10 MM 636010P 60 CM
12 MM 636012P 60 CM
14 MM 636014P 60 CM
16 MM 636016P 60 CM
18 MM 636018P 60 CM
20 MM 636020P 60 CM
22 MM 636022P 60 CM
24 MM 636024P 60 CM
18 MM 635018P 50 CM
20 MM 635020P 50 CM
22 MM 635022P 50 CM
24 MM 635024P 50 CM
6 MM 634006P 40 CM
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GAMA: GELSOFT PLUS DREPTE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
7 MM 634007P 40 CM
8 MM 634008P 40 CM
6 MM 633006P 30 CM
7 MM 633007P 30CM
8 MM 633008P 30 CM
10 MM 633010P 30 CM
12 MM 633012P 30 CM
14 MM 633014P 30 CM
16 MM 633016P 30 CM
18 MM 632518P 25CM
20 MM 632520P 25CM
22 MM 632522P 25CM
24 MM 632524P 25CM
6 MM 631506P 15CM
7 MM 631507P 15CM
8 MM 631508P 15CM
10 MM 631510P 15CM
12 MM 631512P 15CM
14 MM 631514P 15CM
16 MM 631516P 15CM
18 MM 631218P 125CM
20 MM 631220P 125 CM
22 MM 631222P 125 CM
24 MM 631224P 125CM
5 MM 631005P 10 CM
6 MM 631006P 10 CM
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GAMA: GELSOFT PLUS BIFURCATE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12 X6 MM 631206P 45 CM
14 X7 MM 631407P 45 CM
16 X8 MM 631608P 45 CM
18 X9 MM 631809P 45 CM
20 X 10 MM 632010P 45 CM
22 X11 MM 632211P 45 CM
24 X112 MM 632412P 45 CM
GAMA: GELSOFT PLUS DUBLU BIFURCATE
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
20 X10 X 10 MM 632010PDB10 45 CM
GAMA: GELSOFT PLUS, PERETE SUBTIRE NE-FLUOROPASIVATE (INCLUSIV K-THIN)
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
7 MM 601007TN 100 CM
8 MM 601008TN 100 CM
5 MM 603005TN 30 CM
6 MM 603006TN 30 CM
7 MM 603007TN 30 CM
8 MM 603008TN 30 CM
10 MM 603010TN 30 CM
5 MM 604005TN 40 CM
6 MM 604006TN 40 CM
7 MM 604007TN 40 CM
8 MM 604008TN 40 CM
10 MM 604010TN 40 CM
5 MM 605005TN 50 CM
6 MM 605006TN 50 CM
7 MM 605007TN 50 CM
8 MM 605008TN 50 CM
10 MM 605010TN 50 CM
5 MM 606005TN 60 CM
6 MM 606006TN 60 CM
7 MM 606007TN 60 CM
8 MM 606008TN 60 CM
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GAMA: GELSOFT PLUS, PERETE SUBTIRE NE-FLUOROPASIVATE (INCLUSIV K-THIN)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
10 MM 606010TN 60 CM
5 MM 607005TN 70 CM
6 MM 607006TN 70 CM
7 MM 607007TN 70 CM
8 MM 607008TN 70 CM
10 MM 607010TN 70 CM
5 MM 608005TN 80 CM
6 MM 608006TN 80 CM
7 MM 608007TN 80 CM
8 MM 608008TN 80 CM
10 MM 608010TN 80 CM
6 MM 614006TN 40 CM
7 MM 614007TN 40 CM
8 MM 614008TN 40 CM
10 MM 614010TN 40 CM
6 MM 616006TN 60 CM
7 MM 616007TN 60 CM
8 MM 616008TN 60 CM
10 MM 616010TN 60 CM
5 MM 624005TN 40 CM
6 MM 624006TN 40 CM
7 MM 624007TN 40 CM
8 MM 624008TN 40 CM
10 MM 624010TN 40 CM
5 MM 625005TN 50 CM
6 MM 625006TN 50 CM
7 MM 625007TN 50 CM
8 MM 625008TN 50 CM
10 MM 625010TN 50 CM
5 MM 626005TN 60 CM
6 MM 626006TN 60 CM
7 MM 626007TN 60 CM
8 MM 626008TN 60 CM

Este responsabilitatea asociatului ce utilizeaza acest certificat, pentru a se asigura ca revizuirea este actuala la momentul utilizarii.
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GAMA: GELSOFT PLUS, PERETE SUBTIRE NE-FLUOROPASIVATE (INCLUSIV K-THIN)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
10 MM 626010TN 60 CM
5 MM 627005TN 70 CM
6 MM 627006TN 70 CM
7 MM 627007TN 70 CM
8 MM 627008TN 70 CM
10 MM 627010TN 70 CM
5 MM 628005TN 80 CM
6 MM 628006TN 80 CM
7 MM 628007TN 80 CM
8 MM 628008TN 80 CM
10 MM 628010TN 80 CM

GAMA: GELSOFT PLUS LUNGIME EXTRA

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12 X 6 MM 631206P50 50 CM
14 X7 MM 631407P50 50 CM
16 X 8 MM 631608P50 50 CM
18 X9 MM 631809P50 50 CM
20 X 10 MM 632010P50 50 CM
22X 11 MM 632211P50 50 CM
24 X12 MM 632412P50 50 CM

GAMA: GELSOFT PLUS FLUOROPASIVATE

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
12 X 6 MM 631206PF 45 CM
14 X7 MM 631407PF 45 CM
16 X 8 MM 631608PF 45 CM
18 X 9 MM 631809PF 45 CM
20 X10 MM 632010PF 45 CM
22X 11 MM 632211PF 45 CM
24 X12 MM 632412PF 45 CM

GAMA: THIN WALL FLUOROPASSIV (RASUCITE)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
5 MM 603005T 30CM
6 MM 603006T 30CM
7 MM 603007T 30CM
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GAMA: THIN WALL FLUOROPASSIV (RASUCITE)

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8 MM 603008T 30CM
10 MM 603010T 30CM
5 MM 604005T 40 CM
6MM 604006T 40 CM
7 MM 604007T 40 CM
8 MM 604008T 40 CM
10 MM 604010T 40 CM
5 MM 605005T 50 CM
6 MM 605006T 50 CM
7 MM 605007T 50 CM
8 MM 605008T 50 CM
10 MM 605010T 50 CM
5MM 606005T 60 CM
6 MM 606006T 60 CM
7 MM 606007T 60 CM
8 MM 606008T 60 CM
10 MM 606010T 60 CM
5 MM 607005T 70 CM
6 MM 607006T 70 CM
7 MM 607007T 70 CM
8 MM 607008T 70 CM
10 MM 607010T 70 CM
5 MM 608005T 80 CM
6 MM 608006T 80 CM
7 MM 608007T 80 CM
8 MM 608008T 80 CM
10 MM 608010T 80 CM

PETERE SUBTIRE FLUOROPASSIV AX-FEM

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
7 MM 601007T 100 CM
8 MM 601008T 100 CM
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GAMA: PETERE SUBTIRE FLUOROPASSIV AX-FEM CU SUPORT EXTERN

DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

7 MM 610007T 100 CM

8 MM 610008T 100 CM

GAMA: FLUOROPASSIV AX-BIFEM CU SUPORT EXTERN
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
8 X7 MM 610807A 90 X 40 CM
10 X 8 MM 611008A 90 X 40 CM

GAMA: PERETE SUBTIRE FLUOROPASSIV ER DREPTE (CU SUPORT EXTERN)
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA

5 MM 628005T 80 CM

6 MM 628006 T 80 CM

7 MM 628007T 80 CM

8 MM 628008T 80 CM

10 MM 628010T 80 CM

5 MM 627005T 70 CM

6 MM 627006T 70 CM

7 MM 627007T 70 CM

8 MM 627008T 70 CM

10 MM 627010T 70 CM

5 MM 626005T 60 CM

6 MM 626006T 60 CM

7 MM 626007T 60 CM

8 MM 626008T 60 CM

10 MM 626010T 60 CM

5 MM 625005T 50 CM

6 MM 625006T 50 CM

7 MM 625007T 50 CM

8 MM 625008T 50 CM

10 MM 625010T 50 CM

5 MM 624005T 40 CM

6 MM 624006T 40 CM

7 MM 624007T 40 CM

8 MM 624008T 40 CM

10 MM 624010T 40 CM
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GAMA: PERETE SUBTIRE FLUOROPASSIV ER DREPTE (CU SUPORT EXTERN)
DIMENSIUNE NUMAR DE CATALOG LUNGIME UTILA
5 MM 623005T 30 CM
6 MM 623006T 30 CM
7 MM 623007T 30 CM
8 MM 623008T 30 CM
10 MM 623010T 30 CM

Subsemnata ANDREESCU ADELINA IONELA, traducator autorizat de Ministerul Justitiei cu nr.
23469 , certific exactitatea traducerii cu textul inscrisului original din limba engleza in limba romana.

[
l

l'radu\zémr

ANDEESCOADELINASONELA
Traducdtor Autorizat
Nr. Aut. 23489
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QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: Vascutek Limited
Newmains Avenue
Inchinnan
PA4 9RR
United Kingdom

Holds Certificate Number: MD 93897

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design and manufacture of sealed and unsealed, woven, knitted, stented and PTFE
vascular prostheses and disposable vascular instruments.
Contract sterilization of medical devices in accordance with EN ISO 11135:2014.

(o C_ el C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2005-02-14 Effective Date: 2020-05-14
Latest Revision Date: 2020-05-14 Expiry Date: 2022-12-25
@ Page: 1 of 1
UKAS . o
..making excellence a habit:

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+93897&ReIssueDate=14%2f05%2f2020&Template=uk

Traducere din limba englezd

CERTIFICAT

Nr. M —78/1/2020

Prin prezentul, se certifica faptul ca:
Vascular Innovations Co. Ltd
88/38 Moo 1,345 Road, Bangtanai, Pakkret,
Nonthaburi-11120, Tailanda

este Tn conformitate cu

1SO 13485:2016

in urmatoarele domenii de activitate:

proiectare, dezvoltare, productie si distributie de ocluzoare cardiace sterile, sisteme prindere
sterile si bio-proteze ale valvei aortice si sisteme conexe de livrare si incircare

Pentru cele de mai sus sta dovada auditul realizat de Centrul Polonez pentru Testare si Certificare.
Prezentul Certificat rimine valabil cu conditia ca standardul de mai sus si fie respectat de ciatre Organizatie.
Prezentul Certificat este valabil:

de la 28.02.2020 pani la 27.02.2023

PCA Semndatura indescifrabila
O ST, Anna Wyroba, M.Sc.
. 1AF Membru Consiliu
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AC 019
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Centrul Polonez pentru Testare si Certificare Strada Klobucka 23A, 02-699 Varsovia Polonia, telefon +48 22 46 45
200, e-mail: pchc@pchbc.gov.pl



mailto:pcbc@pcbc.gov.pl

Certificat Nr. M — 78/1/2020

Emis Tn temeiul Contractului Nr. 3762/M/2020
Data deciziei de certificare: 28.02.2020

Poartd holograma PCBC.

Varsovia, 28.02.2020



Subsemnata, ALBA ILEANA LUMINITA traducator autorizat pentru limba Engleza si francezd, in temeiul
autorizatiei nr. 33132, eliberata de Ministerul Justitiei, certific exactitatea traducerii efectuate din limba
engleza in limba romana, ca textul prezentat a fost tradus in intregime si ca prin traducere, inscrisului nu i-
au fost denaturate continutul si sensul.

Traducator §i Interpret Aumfi;al
ALBA ILEANA-LUMINITA
Limba ENGYEZA
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