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MEDcerT’

Certification. Medical Only.

EC Certificate of Conformity

The Notified Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the company:

Aesculap AG

Am Aesculap-Platz
78532 Tuttlingen
Germany

has introduced, applies and maintains a quality assurance system for the products / product
categories listed in the appendix.

The compliance of this quality assurance system with the below mentioned requirements of the
Council Directive 93/42/EEC was verified by an audit:

Annex Il without section 4

This certification is subject to surveillance by MEDCERT.

For the placing on the market of class lll medical devices covered by this certificate, an additional EC design examination
certificate according to Annex I, section 4 of Council Directive 93/42/EEC is required.

Effective date: 2020-03-10
Expiry date: 2024-05-27

Report No.: 7400FSO5F
Process No.: QS - 7400
Certificate No.: 7400GB410200310

Hamburg, ¥ 0

{

MEDCEKY Certification Body
(Lo¥enz Runge)

The certificate is only valid when provided entirely with all of its pages. % W ¥ . BenanntdurchDesignated by
To verify the validity of this certificate, contact info@medcert.de. * Y Zenuaistelle der Lander §

MEDCERT Identification Number: 0482 Ko X 216-85-237.1015

Form F10010005¢ EN / Rev. 11 /2019.11.14 page | of 2




MED_ -

Certification. Medical Only.

Appendix of EC Certificate of Conformity
Process No.: QS - 7400
Certificate No.:  7400GB410200310

List of products / product categories included in the scope of certificate

* Hip implants and related instruments

« Spinal implants and related instruments

* Knee implants and related instruments

¢ Neurosurgical implants and related instruments

* Cardiovascular implants and related instruments

* Surgical, neurosurgical and cardiovascular instruments
¢ Active medical devicess

- End of list -

This appendix is infegral part of the above-referenced certificate. %X Ky . Benannt durchDesignated by

The certificate is only valid when provided entirely with all of ifs pages. * ¢ Zenualstelle der Lander §

To verify the validity of this certificate, contact info@medcert.de. * %& * '”;fﬁ‘,;‘,’,’,f’,",;‘,'m )
‘k* 3 Medizinprocuhten

MEDCERT Identification Number: 0482 K e ® 2LG-85-237.10.15

Form F10010005¢ EN / Rev. 11 /2019.11.14 page 2 of 2




MED/CERT®

ES Osvedcenie o zhode
Notifikovany organ

MEDCERT Zertifizierungs- und Priifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Nemecko

tymto osvedCuje, Ze spoloénost:
Aesculap AG
Am Aesculap-Platz
78532 Tuttlingen
Nemecko

zaviedla, pouziva a vedie systém riadenia kvality pre vyrobky / kategérie vyrobkov uvedené v prilohe.

Sulad tohto systému riadenia kvality s dole uvedenymi poziadavkami podfa smernice Rady 93/42/EHS bol
overeny auditom:

Priloha Il bez odseku 4

Tato certifikacia podlieha dozoru spoloénosti MEDCERT.
Pre umiestnenie zdravotnickych pomdcok triedy Ill, na ktoré sa vztahuje toto osvedZenie, na trh sa vyZaduje dalSie osvedZenie

0 ES skuske koncepcie podfa prilohy II, odsek 4, smernice Rady 93/42/EHS.

Datum ucinnosti: 10.03.2020
Datum skoncenia platnosti:  27.05.2024

C. protokolu: 7400FSO5F
C. postupu: QS - 7400
C. osvedéenia: 7400GB410200310

Hamburg 10.03.2020

(necitatelny podpis)
CertifikaCny orgdn MEDCERT
(Lorenz Runge)

Toto osvedcenie je platné len v celku so vietkym stranami. urcil

Pre overenie platnosti tohto osvedéenia kontaktujte info@medcert.de. Zentralstelle der Linder
fiir Gesundheitsschutz

Identifikaéné ¢islo MEDCERT: 0482 bei Arzneimitteln und

Medizinprodukten
ZLG-BS-237.10.15
formuldr F10010005e EN / Rev. 11 / 2019.11.14. Stranalz2



Priloha k ES Osvedéeniu o zhode
C. postupu: QS - 7400
€. osvedéenia: 7400GB410200310

Zoznam vyrobkov / kategdrii vyrobkov, na ktoré sa vztahuje toto osvedéenie

e Bedrové implantaty a suvisiace nastroje

e  Chrbticové implantaty a suvisiace nastroje

e Kolenné implantaty a stivisiace nastroje

e Neurochirurgické implantaty a suvisiace nastroje

e Srdcovo-cievne implantaty a stvisiace nastroje

e  Chirurgické, neurochirurgické a srdcovo-cievne nastroje
e  Aktivne zdravotnicke pomdcky

- Koniec zoznamu -

Toto osvedcenie je platné len v celku so vSetkym stranami.
I're overenie platnosti tohto osvedé&enia kontaktujte info@medcert.de.

lilentifika¢né ¢islo MEDCERT: 0482

Jlmuldr F10010005e EN / Rev. 11 / 2019.11.14.

MED/CERT®

Urgil

Zentralstelle der Lander

fiir Gesundheitsschutz

bei Arzneimitteln und

Medizinprodukten

ZLG-BS-237.10.15
Strana2z2



Prekladatel’ska doloZka:

Preklad  som  vypracoval  ako
prekladatel’  zapisany v zozname
znalcov, tlmocnikov a prekladatelov,
ktory vedie Ministerstvo spravodlivosti
Slovenskej ~ Republiky v odbore:
slovensky jazyk, nemecky jazyk a

anglicky  jazyk, evidencné Cislo
prekladatela 971273.

Prekladatelsky ukon je zapisany
v prekladatelskom

denniku = pod
poradovym Cislom 3053J ]LO% ......
Preklad  suhlasi s prekladanou

listinou.
Vyhlasujem, Ze som si vedomy
nasledkov ~ vedome  nepravdivého
prekladu

Translator’s clause:

I produced the above translation as a
translator entered in the Register of
Experts, Interpreters, and Translators
kept by the Ministry of Justice of the

Slovak  Republic,  field:  Slovak
language, German language and
English language, translator’s

registration number 971273.
This translation is recorded in the

transjator’, diary  under  no.
018 [ Lod4

..............................

The translation corresponds to the
document translated.

I declare that I am aware of the
consequences of a knowingly false
translation.

Prekladatel’ = Translator







