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EC Cerrificote of Conformity
The Norified Body

MEDCERT Zsffizierungs- und Pr0fungsgesellschoft ltir die Medizin GmbH
Pilotuspool 2 - 20355 Homburg - Germony

herewifi certifies thor the compony:

Aesculop AG
Am Aesculop-Plotz
78532 Tuttlingen
Germony

hos introduced, opplies ond mointoins o quolity ossuronce system for the products / product
cotegories listed in the oppendix.

The complionce of this quolity ossuronce system with the below mentioned requirements of the
Council Directive 93/42/fEC wos verified by on oudir:

Annex ll wirhout section 4

This certificotion is subiecl to surveillonce by MEDCERT.

For the plocing on the morkel of closs lll medicol devices covered by this ce*ificote, on odditionol EC design exominotion
certificolrs occording to Annex ll, section 4 o[ Council Directive 93/42/EEC is required.
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Effective dote:
Expiry dqte:

Report No.:
Process No.:
Certificote No.:

2020-03-ro
2024-45-27

7400FS05r
QS * 2400
7404G84102003 I 0

Homburg,

Cerlilicotion Body
Runge)

The certificole is only volid when provided entirely with oll o[ its poges
To verify the vol;dity of this ce*ificote, contoct info@medcert.de.

MEDCERT ldentificotion Number: 0482
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Appendix of EC Cerfificote of Conformity
Process No.: AS - 7400
Certificote No.: 74A0G8410200310

list of products / product cotegories included in the scope of certificore

. Hip implonts ond reloted instruments

. Spinol implonts ond reloted instruments

. Knee implonts ond reloted instruments

. Neurosurgicol implonts ond reloted instruments

. Cordiovosculsr implonts ond reloled instrumenls

. Surgicol, neurosurgicol ond cordiovosculqr instruments

. Active medicol devicess

- End of list *
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Ihis oppendix is integrol port of the obovereferEnced certificote.
The certificote is only volid when provided enlirely wirh oll of irs poges.
To verify the volidity of this certificote, contoct info@medcerf.de.

MEDCERT ldentificotion Number: 0482

Form F I0Ol0005e EN ,/ Rev. | 1 / 2Ol9.1l .14
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MED/CERT@

ES Osvedienie o zhode

Notifikovan{ org{n

MEDCERT Zertifizierungs- und Priifungsgesellschaft fiir die Medizin GmbH
Pilatuspoo! 2 - 20355 Hamburg - Nemecko

trimto osvediuje, 2e spolodnosf:

Aesculap AG

Am Aesculap-Platz

78532 Tuttlingen
Nemecko

zaviedla, pouiiva a vedie syst6m riadenia kvality pre vfrobky / kateg6rie vlirobkov uveden6 v prilohe.

Sdlad tohto syst6mu riadenia kvality s dole uvedenrimi poZiadavkami podl'a smernice Rady 93/42IEHS bol
overenli auditom:

Priloha ll bez odseku 4

T5to certifikdcia podlieha dozoru spolodnosti MEDCERT.

Pre umiestnenie zdravotnickych pom6cok triedy lll, na ktor6 sa vz{ahuje toto osveddenie, na trh sa vyiaduje d'al5ie osveddenie
o ES skti5ke koncepcie podla prilohy il, odsek 4, smernice Rady 93/ 2/EHS.

Ddtum uEinnosti: 10.03.2020

Ddtum skonienia platnosti: 27.05.2024

e. protokolu:

e. postupu:

e. osveddenia:

Hamburg LO.03.2O2O

7400FS05F

QS - 7400

7400G8410200310

(neiitarcfn'i podpis)

Certifikadn'i orgdn M EDCERT

(Lorenz Runge)

Toto osveddenie je platn6 len v celku so vSetkrim stranami.
Pre overenie platnosti tohto osveddenia kontaktujte info@medcert.de.

ldentifikaEn6 dislo MEDCERT: 0482

Formuliir F10010005e EN / Rev. LL I 2}tg.t!.14.

Urdil

Zentra lstelle der Ldnder

ftir Gesundheitsschutz

bei Arzneimitteln und

Medizinprodukten

zLG-BS-237.10.15
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Priloha k ES Osvedieniu o zhode

e. postupu:

e. osveddenia:

QS - 7400

7400G8410200310

Zoznam vrirobkov / kateg6riivfrobkov, na ktor6 sa vzt'ahuje toto osvedienie

o Bedrov6 implantiity a s(visiace n6stroje
o Chrbticov6 implantiity a sfvisiace ndstroje
o Kolenn6 implantiity a sfvisiace n6stroje
o Neurochirurgick6 implantity a sfvisiace n5stroje
r Srdcovo-cievne implantiity a s(visiace nSstroje
o Chirurgick6, neurochirurgick6 a srdcovo-cievne ndstroje
o Aktivne zdravotnicke pom6cky

- Koniec zoznamu -

loto osveddenie je platn6 len v celku so v5etkf m stranami.
l'rr, overenie platnosti tohto osveddenia kontaktujte info@medcert.de.

dislo MEDCERT:0482

Uriil
Zentralstelle der Linder

frir Gesundheitsschutz

bei Arzneimitteln und

Medizin produkten

zLG-BS-237.10.15
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Prekladate l's kti doloika:
Preklad som vypracoval ako
prekladatel' zapfsany v zozname
znalcov, tlmoinlkov a prekladatetov,
ktory vedie Ministerstvo sprwodlivosti
Slovenskej Republifu v odbore:
slovenslqt jazyk, nemeclqt jaryk a
angliclqt jazyk, evidenind itslo
prekladatela 971273.
Prekladatel'sky tikon je zapfsany
v prekladatetskom ,den4ilqu pod
piradovym ils tom.... JOlf. 1..k.'14......Preklad silhlas[ s lrekladanou
listinou.
Vyhlasujem, ie som sl vedomy
ndsledkov vedome nepravdivdho

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
longuage, German language and
English language, lronslator's
registration number 97 I 2 7 3.

This translation ls recorded in the
translatp!'5, , diary under no.

3 o )B llnt^
ii; ;rr.li;fir. corresponds to the
document translated.
I declare that I am aware of the
consequences of a knowingly false
translation.

v prievidzi dn, ....*.9., J.0-".....tO.{-4- Done atprievidzu o, . ...{! lu.r ly,ixu k./,1

ia:33a)(o$",6ueoa{C,
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