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Benannt durch/Designated by

Zentralstelle de. Lender q
forGesundheitsschutz -3

bei Arzneimitteln und j
Medlzlnprodukten 3

zLG-BS-244.10.08

Product Service

EC Gertificate
Full Quality Assurance System
Directive 93l42lEEC on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lla, llb or lll)

No. G1 010066 0426 Rev. 00

Manufacturer: AESCULAP AG
Am Aesculap-Plalz
78532 Tuttlingen
GERMANY

Product Gategory(ies): lmplants, lnstruments and Devices
(for detailed information see attachment)

2019-07-27

2024-05-26

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

Report No.: 713159626

Valid from:

Valid until:

Date, 2019-07-16

l. fr---r4
Stefan PreiR

Head of Certification/Notified Body
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Product Service

EG Certificate
Full Quality Assurance System
Directive 93l42lEEC on MedicalDevices (MDD), Annex ll excluding (4)
(Devices in Class lla, llb or lll)

No. Gl 010066 0426 Rev.00

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

Surgical and dental instruments

Joint ilnplants (hip, knee)

Spinal implants

lmplants for osteosynthesis

Neurosurg ical vascular implants

Products for ligature

Motor systems

High frequency surgery devices

Endoscopic systems

Navigation system

Surgical suction pumps

lmplants for replacement of connective tissue

Vascular prostheses and accessories

and other surgical accessories

Collagen implants
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Respublikos 2emiq centrine

sveikatos apsaugos institucija
vaistiniams preparatams ir

medicinos prietaisams
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EB sertifikatas
Visi5ko kokybes uZtikrinimo sistema
Medicinos prietaisq direktyva (MDD) 93l42IEEB, ll priedas,
dalj
(lla, llb arba lll klasds prietaisai)

Nr. Gl 010066 0426,00 red.

Gamintojas: AESCULAP AG
Am Aesculap-Platz
78532 Tuttlingen
VOKIETIJA

Gaminiq kategorija (-os): lmplantai, instrumentai ir prietaisai
(i5samesnd informacfla pateikiama priede)

,,TUV SUD Product Service GmbH" sertifikavimo jstaiga skelbia, kad pirmiau minetas gamintojas
pagal Medicinos prietaisq direktyvos (MDD) ll priedq idiege atitinkamq prietaisq arba prietaisq
kategorijq projektavimo, gamybos ir galutinds patikros kokybds uZtikrinimo sistemq. Si fotybes
uZtikrinimo sistema atitinka Sios direktyvos reikalavimus ir jaitaikoma periodind prieZiUra. Norint lll
klasds prietaisus tiekti rinkai, privalomas papildomas sertifikatas pagal ll priedo 4 dali. Taip pat 2r.
pastabas kitame puslapyje.

Ataskaitos Nr.: 713159626

Galioja nuo:

Galioja iki:

Data: 2019-07-16

/paraSas/

Stefan PreiB

Sertifikavimo (notifikuotosios)
jstaigos vadovas

1 i5 2 psl.
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/lOgOtipaS/ Respublikos zemiLt sveikatos

apsaugos centrine institucija,
remdamasi vaistiniais preparatais

ir medicinos prietaisais

zLG-BS-244. 10.08

/logotipas/

EB sertifikatas
Visi5ko kokybes uZtikrinimo sistema
Medicinos prietaisq direktyva (MDD) 93l42lEEB,ll priedas, iSskyrus 4
dalj
(lla, llb arba lll klasds prietaisai)

Nr. G1 010066 0426,00 red.

Gamybos vieta (-os): AESCULAP AG
Am Aesculap-Platz, 7 8532 Tuttlingen, VOKI ETI JA

Chirurginiai ir odontologiniai instrumenthi

Sqnariq implantai (klubo, sqnario)

Stuburo implantai

I mplantai osteosintezei

Neurochirurginiai kraujagysliq implantai

Gaminiai ligat[roms

Varikliq sistemos

Didelio daZnio chirurginiai prietaisai

Endoskopines sistemos

Navigavimo sistemos

Chirurginiai siurbimo siurbliai

lmplantai - jungiamojo audinio pakaitalai

Kraujagysliq protezai ir pagalbinds

priemonds bei kitos chirurginds

pagalbines priemonds

Kolageno implantai

2 i5 2 psl.
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