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ZERTIFIKAT & CERTIFICATE ¢

e w . Benannt durch/Designated by

* ¢  Zentralstelle der Lander <
. WE . fur Gesundheitsschutz &
x 1 s bei Arzneimitteln und =
®) w Medizinprodukten
w K *

* %K< ZLG-BS-244.10.08

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, IIb or III)

No. G1 012974 0608 Rev. 00

Manufacturer: B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
GERMANY

Product Category(ies): Coronary stent systems, PTCA catheters,
PTA catheters, PTCA sets, Probes for
stimulation and Electrophysiology,
Angiography sets, manifolds, guide wires,
tubes and syringes, single use Right heart
pulmonary artery catheters, Monitoring sets
for invasive physiological pressure
measurement, Introducer sheaths and sets,
Arterial puncture cannulae, arterial catheter
sets

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713168177
Valid from: 2020-05-06
Valid until: 2024-05-26
Date, 2020-05-14 c
'@IL\/

Christoph Dicks

Head of Certification/Notified Body
Page 1 of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body « Ridlerstrale 65 + 80339 Munich + Germany TUV
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ZERTIFIKAT & CERTIFICATE ¢

#* "I'i'** Benannt durch/Designated b
* Y  Zentralstelle der Lénder
* E% A fir Gesundheitsschutz
'W bei Arzneimitteln und

‘;i'* ‘kji’ Medizinprodukten
K # K ZLG-BS-244.10.08

<

www.2lg.de

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or lll)

No. G1 012974 0608 Rev. 00

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH -« Certification Body * RidlerstraBe 65 « 80332 Munich » Germany

Praduct Service
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ZERTIFIKAT & CERTIFICATE ¢

W R, Benaont durch/Designated by

wx l—;z- Zentralstelle der Linder <

i -!= & fur Gesuncheitsschutz £
Lo —— X bei Arzneimitteln und £
w, W Medizinprodukten £
W e W ZLG-B5-244,10.08

Product Service

EB sertifikatas

VisiSko kokybés uztikrinimo sistema
Direktyva 93/42/EEB dél medicinos prietaisy, Il priedas, iSskyrus (4)
(lla, 1Ib arba Il klasés prietaisai)

Nr. G1 012974 0608 Red. 00

Gamintojas: B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
VOKIETIJA

Produkto kategorija (-0s): vainikiniy kraujagysliy stenty sistemos, PTCA kateteriai,
PTA kateteriai, PTCA rinkiniai, zondai stimuliacijai ir
elektrofiziologijai, angiografijos rinkiniai, kolektoriai,
kreipiamieji laidai, vamzdeliai ir Svirkstai, vienkartiniai
desSiniosios Sirdies pusés plauciy arterijos kateteriai,
stebéjimo rinkiniai invaziniam fiziologiniam slégio
matavimui, jvedimo apvalkalai ir rinkiniai, arterijy punkcijos
kaniulés, arterijy kateteriy rinkiniai

,TUV SUD Product Service GmbH* sertifikavimo jstaiga pareigkia, kad minétas gamintojas jdiegé kokybés
uztikrinimo sistema, skirtg atitinkamy prietaisy / prietaisy kategorijy projektavimui, gamybai ir galutiniam
patikrinimui pagal Direktyvos dél medicinos prietaisy Il prieda.

prekiauti lll klasés prietaisais, privalomas papildomas Il priedo (4) dalies sertifikatas. Taip pat ziGrékite
pastabas kitoje puséje.

Ataskaitos Nr.: 713168177
Galioja nuo: 2020-05-06
Galioja iki: 2024-05-26
Data 2020-05-14
/parasas/

Christoph Dicks
Sertifikavimo / notifikuotosios jstaigos vadovas

1 puslapis i$ 2
,TUV SUD Product Service GmbH* yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123

,TUV SUD Product Service GmbH* « Sertifikavimo jstaiga « Ridlerstrale 65, 80339 Miinchen, Vokietija TUV®



Benannt durch/Cesignated by
i Yr  Zentralstelle der Lénder 3
! -= n fur Gesuncheitsschutz 2

R = x bei Arzneimitteln und £

Medizinprodukten £

* e R ZLG-BS-244.10.08

Product Service

EB sertifikatas

VisiSko kokybés uztikrinimo sistema

Direktyva 93/42/EEB dél medicinos prietaisy, Il priedas, iSskyrus (4)
(lla, 1b arba Il klasés prietaisai)

Nr. G1 012974 0608 Red. 00
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2 puslapis i§ 2
,TUV SUD Product Service GmbH* yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123

,TUV SUD Product Service GmbH* « Sertifikavimo jstaiga * RidlerstraRe 65, 80339 Miinchen, Vokietija TUV®

ZERTIFIKAT & CERTIFICATE o




p Vertimy karaliai, UAB
VERTIMU BN IREN Jmonés kodas: 304255745

PVM mok. kodas: LT100010530314
Gelezinio Vilko g. 18A, Vilnius
www.vertimukaraliai.lt
info@vertimukaraliai.lt

Tel. +370 (630) 09 360

Vertimo sertifikatas

SERTIFIKATO NR. 32109

202k =10 = 23

Mes, ,Vertimy karaliai“ UAB, jmonés kodas 304255745, patvirtiname, kad atliktas vertimas yra tikslus ir
atitinka vertimui pateiktg originalg. Vertimg atliko musy vertéjas profesionalas, kuris dirba masy jmonéje

pagal darbo sutartj Nr. 1 ir yra kompetetingas versti toliau nurodytg kalby kombinacij3.

Vertimas i$: Angly k. | Lietuviy k.

Vertéjo vardas, pavardeé:

Asmens kodas: P RAE?Z‘,:%Q.\P
A X
- JZ ol
Tel. numeris: de 2
e
Adresas: o Gelezinio Vilko g. 18A, Vilnius ff‘?’ / 7
= \ & . ¥
\ : X
\{IS:/”& «Qi_f:j
I fansiation S
Rrsssss>
/
Vertéjo parasas Jmonés antspaudas

Autentiskumo

patikrinimui






