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Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010066 0435 Rev. 00

Product Service

Holder of Certificate: £AESCULAP AG
Am Aesculap-Platz
78532 Tuttlingen
GERMANY

Certification Mark:

scope of Certificate: Design and development, production,
technical service and distribution of implants,
instruments, instrument management systems,
containers, devices, tissue adhesives

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 requirements of the
listed standard(s). See also notes overleaf.

Report No.: 713175266
Digitally signed by Sarco Alexandru
Date: 2022.01.13 15:33:10 EET
Reason: MoldSign Signature

Valid from: 2020-06-01 Location: Moldova

Valid until: 2023-05-31

COn

Date, 2020-05-27 Christoph Dicks
Head of Certification/Notified Body
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ZERTIFIKAT ¢ CERTIFICATE

« DAle(eﬁsche

Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010066 0435 Rev. 00

Product Service

i . EN ISO 13485:2016
Applled Standard(s)' Medical devices - Quality management systems -
Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016

ilitv(i . AESCULAP AG
Facll tY( es) Am Aesculap-Platz, 78532 Tuttlingen, GERMANY

AESCULAP AG
Carl-Braun-Str. 1, 34212 Melsungen, GERMANY

e Surgical and dental instruments

e Joint implants (hip, knee)

¢ Spinal implants

e Implants for osteosynthesis

e Neurosurgical vascular implants

* Products for ligature

o Motor systems

» Sterilization containers and accessories
¢ High frequency surgery devices

¢ Endoscopie systems

¢ Navigation systems

¢ Surgical suction pumps

¢ Implants for replacement of connective tissue
¢ Tissue adhesives

¢ Vascular prostheses and accessories

¢ Local haemostatics

¢ Other surgical accessories

¢ Collagen implants

Page 2 of 2
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Best Trados

Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office@besttrados.ro
VALERICA PATRU
Tel.: +40 722 555 883
Traducere din limba engleza
(( DAKKS
Deutschip
Akkrediicrungssisfis
D-Th4-113 210000
CERTIFICAT

Nr. Q5010066 0435 Rev. 00

Titularul certificatului:
AESCULAP AG

Am Aesculap-Platz

78532 Tuttlingen
GERMANIA

ENISO 13435

tuv-sud.com/ps-cert

Marca de certificare: sigla TUV

Sfera de aplicare a certificatului:

Proiectare si dezvoltare, productie, service tehnic si distributie implanturi, instrumente, sisteme de
management al instrumentelor, containere, dispozitive, si adezive pentru tesuturi

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

Raport nr. 713175266
Valabil de la: 01.06.2020
Valabil pana la: 31.05.2023

Data, 27.05.2020

Christoph Dicks
Director Organism Certificare
-semnatura indescifrabila-

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


mailto:office@besttrados.ro

CERTIFICAT
Nr. Q5010066 0435 Rev. 00

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

Unitati: AESCULAP AG
Am Aesculap-Platz, 78532 Tuttlingen, GERMANIA

AESCULAP AG
Carl-Braun-Str. 1, 34212 Melsungen, GERMANIA

* Instrumente chirurgicale si dentare

* Implanturi articulare (sold, genunchi)

* Implante ale coloanei vertebrale

* Implanturi pentru osteosinteza

* Implanturi vasculare neurochirurgicale

* Produse pentru ligatura

* Sisteme motorizate

* Containere siaccesorii de sterilizare

* Dispozitive de chirurgie de inaltd frecventa
* Sisteme de endoscopie

* Sisteme de navigare

* Pompe de aspiratie chirurgicale

* Implanturi pentru inlocuirea tesutului conjunctiv
* Adezivi pentru tesuturi

* Proteze vasculare si accesorii

* Hemostatice locale

* Alte accesorii chirurgicale

* Implanturi de colagen

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA, FRANCEZA
si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de Ministerul Justitiei din RoméAnia, certific
exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca textul prezentat spre traducere a
fost tradus in intregime, fard omisiuni, si ca, prin traducere, inscrisului nu i-au fost denaturate continutul si

sensul.

Traducator si interpret autorizat,
Valerica Patru (17602)

o

VALERIEA
".?lgﬁ:
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