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Product Service

Manufacturer: AESCULAP AG
Am Aesculap-Platz
78532 Tuttlingen
GERMANY

Product Category(ies): Implants, Instruments and Devices
(for detailed information see attachment)

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 Ill devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713159626
Valid from: 2019-07-27
Valid until: 2024-05-26

Date, 2019-07-16 / / Y

Stefan Preil
Head of Certification/Notified Body
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Product Service

Facility(ies): AESCULAP AG
Am Aesculap-Platz, 78532 Tuttlingen, GERMANY

Surgical and dental instruments

Joint implants (hip, knee)

Spinal implants

Implants for osteosynthesis
Neurosurgical vascular implants
Products for ligature

Motor systems

High frequency surgery devices
Endoscopic systems

Navigation system

Surgical suction pumps

Implants for replacement of connective tissue
Vascular prostheses and accessories
and other surgical accessories
Collagen implants
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5 Paskyre:
/logotipas/ Vokietijos Federacines

Respublikos zemiy centriné /brdksninis kodas/ /|OgOtipaS/

sveikatos apsaugos institucija — i
vaistiniams preparatams ir = e é .

medicinos prietaisams ~ 5 . e i( tas ﬂ

ZLG-BS-244.10.08

EB sertifikatas

VisiSko kokybés uztikrinimo sistema
Medicinos prietaisy direktyva (MDD) 93/42/EEB, Il priedas, i
dalj

(lla, 1lb arba Il klasés prietaisai)

Nr. G1 010066 0426, 00 red.

of X6\ ~

Gamintojas: AESCULAP AG
Am Aesculap-Platz
78532 Tuttlingen
VOKIETIJA

Gaminiy kategorija (-os): Implantai, instrumentai ir prietaisai
(issamesné informacija pateikiama priede)

,TUV SUD Product Service GmbH* sertifikavimo jstaiga skelbia, kad pirmiau minétas gamintojas
pagal Medicinos prietaisy direktyvos (MDD) |l priedg jdiegé atitinkamy prietaisy arba prietaisy
kategorijy projektavimo, gamybos ir galutinés patikros kokybés uztikrinimo sistema. Si kokybes
uztikrinimo sistema atitinka Sios direktyvos reikalavimus ir jai taikoma perioding priezitira. Norint 11
klases prietaisus tiekti rinkai, privalomas papildomas sertifikatas pagal Il priedo 4 dalj. Taip pat Zr.
pastabas kitame puslapyje.

Ataskaitos Nr.: 71 31 59626

Galioja nuo: 2019-07-27

Galioja iki: 2024-05-26

Data: 2019-07-16

/parasas/
Stefan Preil
Sertifikavimo (notifikuotosios)
jstaigos vadovas
1i$ 2 psl.

,TUV SUD Product Service GmbH* yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123

,TUV SUD Product Service GmbH* « Sertifikavimo jstaiga * RidlerstraRe 65 + 80339 Munich * Vokietija



Paskyré:
Vokietijos Federacinés

/logotipas/ Respublikos Zemiy sveikatos /logotipas/
apsaugos centriné institucija,
remdamasi vaistiniais preparatais
ir medicinos prietaisais

Z1.G-BS-244.10.08

EB sertifikatas

Visidko kokybés uztikrinimo sistema

Medicinos prietaisy direktyva (MDD) 93/42/EEB, Il priedas, i§skyrus 4
dalj

(lla, llb arba Il klasés prietaisai)

Nr. G1 010066 0426, 00 red.

Gamybos vieta (-0S): AESCULAP AG
Am Aesculap-Platz, 78532 Tuttlingen, VOKIETIJA

Chirurginiai ir odontologiniai instrumentai
Sanariy implantai (klubo, sgnario)
Stuburo implantai

Implantai osteosintezei

Neurochirurginiai kraujagysliy implantai
Gaminiai ligatiroms

Varikliy sistemos

Didelio daznio chirurginiai prietaisai
Endoskopinés sistemos

Navigavimo sistemos

Chirurginiai siurbimo siurbliai

Implantai — jungiamojo audinio pakaitalai
Kraujagysliy protezai ir pagalbinés
priemonés bei kitos chirurginés
pagalbinés priemonés

Kolageno implantai

28 2 psl.
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