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Geudar”

Precision made in Germany

KASSETTE

flr megaTRON S3 V / VIP / S4 s,
inkl. Irrigationsbesteck,

GEUDER Sicherheitskonnektor,
Auffangbeutel

VPE 20 Stuick, steril

G-30161 KASSETTE
inkl. I/A Schlauche

G-60700 HPS KASSETTE
inkl. HPS I/A Schlauch

Geuder’

g c€

CASSETTE

for megaTRON S3 V / VIP / S4 s,
with irrigation set,

GEUDER safety-connector,

drain bag

20 pcs. per box, sterile

CASSETTE
incl. I/A tubing

HPS CASSETTE
incl. HPS I/A tubing

megaTRON® S4-Fs GERATE UND ZUBEH®OR 7
megaTRON?® S47°S SYSTEMS AND ACCESSORIES



Traducere din limba engleza

Geudere®

Precizie de origine germana

EC - DECLARATIE DE CONFORMITATE

Pentru urmatorul dispozitiv medical

Denumirea

produsului Casete (HPS, de unica folosinta, Venturi si Reutilizabile)
Nr. articolului Conform Anexei

Categorie lla

Producator GEUDER AG

P Hertzstr.4

69126 Heidelberg, Germania

producétorul declara pe propria rédspundere cé produsul indeplineste toate cerintele aplicabile
ale Anexei | a Directivei privind Dispozitivele Medicale 93/42/CEE, care a fost adoptata pe 14
iunie 1993 si implementarea acestora in legislatia nationald. Sunt aplicate standardul DIN EN
ISO 14971, cat si standardele suplimentare specifice produsului in conformitate cu
documentatia tehnica a societati GEUDER AG pentru acest produs.

Procedura de evaluare a conformitati a fost condusd in conformitate cu Anexa Il (fara
sectiunea 4) (va rugam sa consultati Anexa).

Aceasta Declaratie de Conformitate este valabila timp de un an.

Organismul de Notificare:

BSI,
Kitemark Gourt, Davy Avenue, Knowhill,
Milton Keynes MKs 8PP, United Kingdom

Numarul de identificare a Organismului Notificat: 0086

Semnatura indescifrabila
Heidelberg, 28.07.2017 Dieter Frauenfeld
Vicepresedinte Dezvoltare si Productie
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Traducere din limba engleza

Geuder®

Precizie de origine germana

Anexa la Declaratia de Conformitate

(In conformitate cu Anexa Il (fara sectiunea 4))

Categoria lla

CASETA VENTURI pentru reutilizare multipl& cu
G-30150 MEGATRON S3 V si S3 VIP

VENTURI, INCLUSIV CASETA PERISTALTICA pentru
G-30151 MEGATRON 83 VIP, reutilizare multipla

CASETA pentru MEGATRON S3 V/ S3 VIP / S4 HPS,
G-30161 steril&

CASETA DE UNICA FOLOSINTA VENTURI pentru
G-30162 MEGATRON S3 V si S3 VIP, sterild

CASETA HPS pentru MEGATRON S3V/S3 VIP / S4
G-60700 HPS, sterild

CASETA HPS pentru MEGATRON S3 V / S3 VIP/S4 HPS,
G-60701 steril&
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Geuder®

Precision made in Germany

EG - KONFORMITATSERKLARUNG
EC - DECLARATION OF CONFORMITY

Fur das nachstehend bezeichnete Medizinprodukt / For the following named medical device

Produktname Kassetten (HPS, Einmal-. Venturi und wiederverwendbar)
Name of product Cassettes (HPS, Single-Use, Venturi and reusable)
Artikelnummern e s

Articie Numbers GemaR Anlage/According to the Annex

Klassifizierung

Classification Klasse lla/ Class lla

Hersteller

Manufacturer GEUDER AG

Anschrift Hertzstr. 4

Address 69126 Heidelberg, Germany

erklart der Hersteller in alleiniger Verantwortung, dass das Produkt alle zutreffenden grundlegenden
Anforderungen fir Medizinprodukte nach Anhang | der EG-Richtlinie 93/42/EWG des Rates der
Europgischen Gemeinschaft vom 14. Juni 1993 (ber Medizinprodukte und deren Umsetzung in
nationale Gesetze erflllt. Zur Anwendung kommen u.a. die DIN EN ISO 14971 sowie weitere
produktspezifische Normen dieser Produktgruppe gemaR technischer Dokumentation der Geuder AG.

the manufacturer declares under his sole responsibility that the product meets all applicable essential
requirements of Annex | of the Medical Device Directive 93/42/EEC which was passed on the 14" of
June 1993 and their implementation in national laws. The DIN EN ISO 14971 Standard, as well as
further product-specific standards in accordance with GEUDER AG's technical documentation for this
product, are applied.

Das Konformitétsbewertungsverfahren entspricht Anhang Il (ohne Abschnitt 4) (siehe Anlage). The
conformity assessment procedure was conducted in accordance with Annex Il (excluding section 4)
(please refer to the Attachment).

Diese Konformitatserklarung ist fur ein Jahr giltig. / This Declaration of Conformity is valid for one
year.

Benannte Stelle / Notified Body:

BSI,
Kitemark Court, Davy Avenue, Knowhill,
Milton Keynes MK5 8PP, United Kingdom

Kennnummer der Benannten Stelle / /dentifikation Number of the Notifigj Body: 0086

RS

Heidelberg, 2017-07-28 R pieter Frauerfo

Bereichsleiter Entwicklung & Produktion
Vice President Development & Production
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bsi.

Certificat CE — Asigurarea calittii productiei

Directiva 93/42/CEE privind dispozitivele medicale, Anexa V

Nr. CE 575413
Eliberat pentru: Geuder AG
HertzstraBBe 4
69126 Heidelberg
Germania
Cu privire la:

Vedeti pagina domeniului de aplicare a certificatului.

pe baza examinarii noastre cu privire la sistemul de asigurare a calitatii in temeiul cerintelor Directivei Consiliului
93/42/CEE, Anexa V. Sistemul de asigurare a calitatii indeplineste cerintele directive. Pentru introducerea pe piata
a produselor din categoria IIb si III este necesar un certificat conform Anexei III

Pentru si in numele BSI, un organism notificat pentru Directiva de mai sus (Numarul organismului notificat 2797):

Semnaturd ilizibild
Albert Roossien, Responsabil pentru Reglementare

Prima eliberare: 2016-06-29 Data: 2019-01-14 Data expirdrii: 2019-05-25

..making excellence a habit”
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tele Directivel, ast

e si/sau fabricate de ¢

cazului in care BSI prevede
> supune conditiilor cont

Say Building, John M. Keynesplein 9, 1066 EP Amsterdar

/. Inregistrata in Tarile de Jos sub numarul 33264284

lui de Companii BSI
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Nr. certificat: CE 575413

By Royal Charter

Domeniul de aplicare a certificatului:

Fabricarea produselor si accesoriilor chirurgicale oftalmologice sterile si nesterile, inactive.

Acele aspecte ale Anexei V referitoare la metrologie utilizate in fabricarea dispozitivelor
chirurgicale oftalmologice de masurare.

Acele aspect ale Anexei V referitoare la sterilitate in fabricarea instrumentelor chirurgicale

oftalmologice de irigare/aspirare (I/A), a canulelor de irigare de unica folosinta, a sondelor
endoscopice de unica folosinta, a fibrelor optice de unica folosintd, a adaptoarelor de unica
folosinta pentru seringi de sticla si a seturilor de injectie Bonn.

Prima eliberare: 2016-06-29 Data: 2019-01-14 Data expirdrii: 2019-05-25

Pagina 2 din 2
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By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 575413

Issued To: Geuder AG
HertzstraBle 4
69126 Heidelberg
Germany

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

=7

Albert Roossien, Regulatory Lead

First Issued: 2016-06-29 Date: 2019-01-14 Expiry Date: 2019-05-25

..making excellence a habit’
Page 1 of 2
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Certificate No: CE 575413

¥ ~ D \'
By Royal Charter

Certificate Scope:

Manufacture of non active, sterile and non sterile ophthalmic surgical products and
accessories.

Produktion von nicht aktiven, sterilen und nicht sterilen ophthalmo-chirurgischen Produkten
und Zubehor.

Those aspects of Annex V related to metrology in the manufacture of ophthalmic surgical
measuring devices.

Die Aspekte des Anhangs V im Zusammenhang mit der Messfunktion bei der Herstellung der
ophthalmo-chirurgischen Messinstrumente.

Those aspects of Annex V related to sterility in the manufacture of ophthalmic surgical
irrigation/aspiration (I/A) instruments, single-use irrigation cannulas, single-use

endoprobes, single-use fiber optics, single-use adapters for glass syringes and Bonn Injection
Sets.

Die Aspekte des Anhangs V im Zusammenhang mit der Sterilitdt bei der Herstellung der

ophthalmo-chirurgischen Spiil- und Sauginstrumente, Einmal-Spiilkaniilen, Einmal-
Endosonden, Einmal-Lichtleiter, Einmal-Adapter fiir Glasspritzen und Bonner Injektionssets.

First Issued: 2016-06-29 Date: 2019-01-14 Expiry Date: 2019-05-25

..making excellence a habit’
Page 2 of 2
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Certificat de inregistrare

By Royal Charter

SISTEM DE GESTIONARE A CALITATII - ISO 13485:2016 SI EN ISO 13485:2016

Se certifica prin prezenta ca: Geuder AG
HertzstraBe 4
69126 Heidelberg
Germany

Detine Certificatul numarul: MD 575412
si opereaza un Sistem de Gestionare a Calitatii care este conform cu cerintele ISO 13485:2016 si EN ISO
13485:2016 pentru urmatoarea sfera de aplicare:

Va rugam sa vedeti pagina sferei de aplicare.

o

Stewart Brain, Sef Departament de Conformitate si Controlul Riscurilor —
Dispozitive Medicale

Pentru si in numele BSI:

Data primei inregistrari: 27.06.2016 Data efectiva: 26.05.2017
Data ultimei revizuiri: 13.12.2018 Data expirarii: 25.05.2020
m Pagina 1 din 2
UKAS . -
- ..making excellence a habit.
003

d mijloace electronice, ramane proprietatea BSI si se supune conditiilor contractulu

online

e www.bsigroup.conv/ClientDirectory
Informatii si contact: BSI, Ki vy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: + 44 345 080 9000 BSI
Assurance UK Limited, ir Anglia sub numarul 7805321 la 389 Chiswick High Road, London W4 4AL, UK
Membru al Grupului de




Traducere din limba engleza

Certificat Nr.: MD 575412

Sfera de aplicare inregistrata:

Proiectarea, dezvoltarea, fabricarea si controlul fabricarii, depozitarea, distribuirea, instalarea si
intretinerea sistemelor/dispozitivelor oftalmologice active si inactive, stertile si nesterile, a instrumentelor si

accesoriilor, implanturilor oftalmologice, recipientelor si tavilor de sterilizare.
Depozitarea si distribuirea uleiurilor siliconice, vopselelor, perfluorcarburilor si alcanilor semifluorurati
pentru utilizarea endotamponadelor intraoculare lichide, a tamponadelor intraoculare bazate pe gaz si a

substitutelor vitroase pentru domeniul oftaimologiei.

Data efectiva: 26.05.2017
Data expirarii: 25.05.2020

Data primei inregistrari: 27.06.2016
Data ultimei revizuiri: 13.12.2018

Pagina 2din'2

) 9000 BSI

Ihill, Milton Keynes MK5 8PP. Tel: + 44 345 0
21 la 389 Chiswick High Road, London W4 4AL

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knc

e UK Limited, inre rata in Anglia sub numarul 7& UK

g
Membru al Grupului de Companii BSI
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

N -
ST SR

By Royal Charter

This is to certify that: Geuder AG
HertzstraBe 4
69126 Heidelberg
Germany

Holds Certificate Number: MD 575412

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Please see scope page.

JS M J/&.—;

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2016-06-27 Effective Date: 2017-05-26
Latest Revision Date: 2018-12-13 Expiry Date: 2020-05-25
m Page: 1 of 2
UKAS : 52
MapcEiEnT ..making excellence a habit.
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Certificate No: MD 575412

Registered Scope:

Design, development, manufacture and control of manufacture, warehousing, distribution, installation and
maintenance of active and non active, sterile and non sterile ophthalmic surgical devices/systems,
instruments and accessories, ophthalmic implants, sterilization trays and containers.

Warehousing and distribution of silicone oils, dyes, perfluorocarbons and semifluorinated alkanes for use
as liquid intraocular endotamponades and gas-based intraocular tamponades and vitreous substitutes for
the area of ophthalmology.

Auslegung, Entwicklung, Produktion und Lenkung der Produktion, Lagerhaltung, Vertrieb, Installation und
Instandhaltung von aktiven und nicht aktiven, sterilen und nicht sterilen ophthalmo-chirurgischen
Geraten/Systemen, Instrumenten und Zubehér, ophthalmologischen Implantaten, Sterilisationsbehaltern
und Sterilisationscontainern.

Lagerhaltung und Vertrieb von Silikondlen, Farbemitteln, Perfluorcarbonverbindungen und semiflourierten
Alkanen fiir die Verwendung als flissige intraokulare Endotamponaden, gasférmige intraokulare
Tamponaden und Glaskorperersatzstoffe im Einsatzbereich der Ophthalmologie.

Original Registration Date: 2016-06-27 Effective Date: 2017-05-26
Latest Revision Date: 2018-12-13 Expiry Date: 2020-05-25

Page: 2 of 2
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