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The Notified Eody

nREDCERT Zertifizienungs- und Friifungsgesellsehefr fiir die Medizin GmbSS

Pilotuspool 2 - 20355 l-iombr"rrg - Gerrnony

herewiih confirms thot $e company

Mediee! AG
Fsrniersiresse I I -
91t23 Altenrheisr
Switzerlcnd

hqs inkoduced, opplies ond mqinlqins c Quolity Assurqnce Syslem

for fhe producis / product cotegories:

Sten"ile sc-nd arorx-sferile snedicq! devices !n the field of ophr[aelmo$ogy
. Lens iniectlon sysfemrs

' lniection syslems $or the tronsplantstion of corneal tissue
n Phsco instrumenls snd sccessories
o Fluidics cssseife systems
r Tonomefer qrxd sccessories

The complionce of fhe Quolity Assurqnce System with the below menlioned

requiremenls of the €or.rncil Dinecfive 93/42/€Ee wss verified by on oudit:

Amrtex ll excluding.section 4

The license of certificstion is subfec't io surveillonce by MEDCERT,

ThiE eerfifieeife is v€!lid &,nfi[: 25 July zCI?O

Reporl No.: 20Z3SAlZF
Process No.; QS -2073
Certificote No.: 2013GB4l0l 60623

Homburg, 23 June 20.l6

1?-h*-d/-*, ., *,o"""ffifrf,-*
MEDCERT Certificotion Body

(Roiner,Kloti)

MEDCERT ldentificqiion No.: 0482
s -ri' y{ BenanntdurchlDesignated by

*lo 
o*. 

Zentralsieile der LSnder €
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The €er$i$iec*iorn Ssdy

&nEB€$R.T Zertifixierungs- und PrUfungsgesellschm$t fi.ir die Medizisr Gmbf"!
Filatuspool ? * ?CISSS h{mmburg * Sernrony

herewith confirm.s thol the componv

ftfiedice| AG
Dornierstrosse T i
9423 Alfenrhein
$witzerlond

With its $cciliry ss Fer sttschmenf I

hqs introduced, opplies and mointqins o Quolity Monogement System in ihe oreo of:

Design, msnufqcfure, purchuse, pockoging and labelling, storoge
end distribution of s?erile snd non-sterile mediesl devices
irr the field of ophtholmology
, Lens iniecfion sysfems

' Iniecrion syslenrs for rhe fronsplcnfafion of cornesl fissue
. PhEco instruments <rnd qeeessories '. Fluidies cssseffe systenes

The complionce of ihe Quolity Monogement System wilh the requiremenls of the below menlioned
stqndord wos verified by on oudii;

EN lS0 I34ES:?0T 6

The license of certificqtion is sub]ecf to surveillqnce by MEDCERT.

This cerlificste is vclid unfil: 26 Julv 2A2l

Repori No,: 2073FS20F
Process No.: QS - 2073
Certificole No. : 2023G8445 18 1 023
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Att- chnn nr I
€er.* lcste
QS - 2073

T-his qtlcchment is valid only in eonneclion with certificote No: 20ZSGB4451 B I 023

Focility

Robutec AG
Dorniersfrqsse I t
9423 Alrenrhein
$wirzerlqnd


