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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 012974 0606 Rev. 00

Holder of Certificate: B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
GERMANY

Certification Mark:
Digitally signed by Sarco Alexandru
Date: 2022.05.13 17:09:49 EEST
Reason: MoldSign Signature
Location: Moldova

A\ ENISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design and development, production and distribution of
sterile single use products for angiography, surgery,
angioplasty, stimulation, coronary stent systems, PTCA
catheters, PTA catheters, PTCA guide wires and sets, probes
for stimulation and electrophysiology, procedure kits,
angiography sets, manifolds, guide wires, tubes, syringes,
single use right heart pulmonary artery catheters, monitoring
sets for invasive physiological pressure measurement,
introducer sheaths and sets, arterial punture cannula, arterial
catheter sets

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
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'"F& requirements of the listed standard(s). See also notes overleaf.
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5 Report No.: 713160067
Valid from: 2019-10-08
Valid until: 2022-09-30

Date, 2019-10-08 WM

Stefan Prei
Head of Certification/Notified Body

ZERTIFlKAT * CERTIFICATE *

TUV SUD Product Service GmbH - Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 012974 0606 Rev. 00

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): B. Braun Melsungen AG Vascular Systems
Sieversufer 8, 12359 Berlin, GERMANY

B. Braun Melsungen AG Vascular Systems
Mistelweg 2, 12357 Berlin, GERMANY
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Best Trados

Ciron de Traduncers
Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office @besttrados.ro
VALERICA PATRU
Tel.: +40 722 555 883
Traducere din limba engleza
CERTIFICAT

Nr. Q5 012974 0606 Rev. 00

Product Service
Titularul certificatului:
B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
GERMANIA

Marca certificare:

_ ENI15013485

tuv-sud.com/ps-cert

Sfera de aplicare a certificatului:

Proiectare si dezvoltare, productie si distributie de

produse sterile de unicd folosintd pentru angiografie, chirurgie, angioplastie, stimulare, sisteme de stent
coronarian, catetere PTCA, catetere PTA, fire si seturi de ghidare PTCA, sonde pentru stimulare si
electrofiziologie, truse de proceduri, seturi de angiografie, colectoare, fire de ghidare, tuburi, seringi, catetere
de artd pulmonara inima dreaptd de unica folosintd, seturi de monitorizare pentru masurarea presiunii
fiziologice invazive, seturi si seturi de introducere, canule de punctura arteriala, seturi de cateter arterial

Organismul notificat al TUV SUD Product Service GmbH certifica faptul ca societatea mentionata mai sus a
stabilit si a mentinut un sistem al calitatii care respectd cerintele standardelor prezentate. De vazut si partea
de pe verso.

Numaérul raportului: 713160067
Valabil dela: 08.10.2019
Valabil pana la: 30.09.2022
Data: 08.10.2019

TUV SUD Product Service GmbH m Zertifizierstelle m RidlerstraBe 65 m 80339 Munchen ¢ Germania



-semnatura indescifrabila-
Stefan Preiss

Standarde aplicate:

EN ISO 13485: 2016

Dispozitive medicale - Sisteme de management al calitatii
- Cerinte 1n scopuri de reglementare (ISO 13485: 2016)
DIN EN ISO 13485: 2016

Unitati:
B. Braun Melsungen AG Vascular Systems
Sieversufer 8, 12359 Berlin, GERMANIA

B. Braun Melsungen AG Vascular Systems
Mistelweg 2, 12357 Berlin, GERMANIA

Subsemnata VALERICA PATRU, traducitor autorizat de Ministerul Justitiei pe limbile:
FRANCEZA, ENGLEZA si ITALIANA cu autorizatia nr. 17602, certific exactitatea traducerii in limba
ROMANA cu textul inscrisului original in limba ENGLEZA care mi-a fost prezentat.

Traducitor autorizat,

Valerica Patru
(17602)

et Justitiel
K =
VALR A PATED
2 erpret autorizat
%"”h ceza, Italiand
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