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Product Service

TUV SUD Product Service GmbH « Ridlerstraie 65 « 80339 Munich » Germany

To whom it may concern

Munich, 2019-03-12
Order No.: 713124436

Confirmation concerning Certificate Q5 012974 0585
We confirm that the following certificate:

Q5 012974 0585 (valid until 2021-07-31)
issued to the following auditee:

B. Braun Melsungen AG
Carl-Braun-Strafie 1
34212 Melsungen
Germany

covers a quality system according to EN 1SO 13485:2016 with the scope:

Design and Development, Production, Distribution and Servicing of Ac-
tive and Non-Active Medical Devices for Extracorporeal Blood Treatment;
Design and Development, Production and Distribution of Non-Active
Medical Devices in various Therapies; Distribution and Servicing of Ac-
tive Medical Devices for Reverse Osmosis Systems, Central Concentrate
Supply, Ring Piping and Hot Rinse Disinfection Systems; Production of
Active Medical Devices for Intensive Care

The Annex B of ISO 13485:2016 shows the correspondence between I1ISO 13485:2016 and
ISO 9001:2015 Quality Management Systems - Requirements

ISO 9001 describes Quality Management Systems for all industry areas whereas ISO 13485 covers
additional and more stringent medical device industry specific requirements.

Digitally signed by Sarco Alexandru
Date: 2021.04.17 23:07:39 EEST
Reason: MoldSign Signature
Location: Moldova
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With this letter we confirm that the company B. Braun Melsungen AG mentioned above has estab-
lished and is maintaining a quality system which meets the requirements of the listed standard.

The above mentioned certificate-i
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i. A. Randolf Kéhler \Qmwuc}mﬁw
TUV SUD PRODUCT SERVICE GMBH
Medical Health Services

Foreign Affairs



Best Trados

iron de Traducers

Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office @besttrados.ro

VALERICA PATRU

Tel.: +40 722 555 883

Traducere din limba engleza

Pentru cei interesati,

Miinchen, 12.03.2019
Numar comanda: 713124436

Confirmare privind certificatul Q5 012974 0585
Confirmam ca urmatorul certificat:

Q5 012974 0585 (valabil pana in 31.07.2021)
Eliberat urmatorului auditat:

B. Braun Melsungen AG
Carl-Braun-Strasse 1
34212 Melsungen
Germania

acopera un sistem de calitate conform EN ISO 13485: 2016 cu domeniul de aplicare:

Proiectare si dezvoltare, productie, distributie si intretinere a dispozitivelor medicale active si
neactivw pentru tratamentul de sange extracorporeal;

Proiectare si dezvoltare, productie si distributie de dispozitive medicale inactive in diverse
terapii; Distribuirea si intretinerea dispozitivelor medicale activa pentru sisteme de osmoza
inversd, sisteme de alimentare cu concentrat central, sisteme de conducte de inel si sisteme de
dezinfectie prin clatire la cald; Productia de dispozitive medicale active pentru terapie intensiva

Anexa B din standardul ISO 13485: 2016 aratd corespondenta dintre ISO 13485: 2016 si ISO
13485: 2016

Sisteme de management al calitatii ISO 9001: 2015 - Cerinte



ISO 9001 descrie sistemele de management al calitatii pentru toate sectoarele industriale, Tn timp
ce ISO 13485 acopera cerinte specifice industriei medicale suplimentare si mai stricte.

Cu aceastd scrisoare confirmdm faptul ca firma B. Braun Melsungen AG mentionatd mai sus a
stabilit si mentine un sistem de calitate care indeplineste cerintele standardului enumerat.

Certificatul de mai sus este valabil.

1. A. Randolf Kohler

TUV SUD PRODUCT SERVICE GMBH
Medical Health Services

Afaceri externe

/semndtura si stampild indescifrabile/

Subsemnata, VALERICA PATRU, interpret si traducator autorizat pentru limbile ENGLEZA,
FRANCEZA si ITALIANA 1in temeiul autorizatiei nr. 17602, eliberatd de Ministerul Justitiei din
Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca
textul prezentat spre traducere a fost tradus 1n intregime, fara omisiuni, si cd, prin traducere,
inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,
Valerica Pitru (17602)

Mg (! Justitiei
ATRU
Tre\\c{:jA rpret au;orizat
- ceza, Italiana
t ri,é tja NT—17602
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