
EC-CERTIFICATE
(Full quality assurance system)

This is to certify that the company

Peter Lazic GmbH
Microsu rgical lnnovations

lmmelmannweg 2
78532 Tuttlingen
Germany

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex ll - excluding Section 4 of Council Directive 93/421EEC
concerning medical devices

with respect to the following medical devices:

Aneurysma clip system sterile and unsterile in the variants:
Yasargil out of titanium and Phynox; Perneczky, L-Aneurysm-Clip
and D-Clip out of titanium; each permanent and temporary;
sterile and unsterile

L-Fixation System in the variants: Titan and Peek
Ne.uro surgical instruments
Bipolar forceps
Cervical Cages

The manufacturer is subject to surveillance according to Annex ll, Section 5. The CE marking
with the Notified Body ldentification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex ll, Section 4 is required
for class lll devices covered by this certificate. The certificate is in the case of class l(s) devices
(l(s) = class I products placed on the market in sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions. The certificate is in
the case of class l(m) devices (l(m) = class I devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.
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Certificate registration no.

Certificate unique lD

Effective date

Expiry date

Frankfurt am Main

'17066815

2017-03-

2022-03-

2017-03-23

DQS Medizinprodukte GmbH

Dr. Thomas Feldmann
Head of Certification Body
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Sigrid Uhlemann
Managing Director

Au gustSch anz-Stra Be 21, 60433 Frankfurt am Ma in,
191. +49 (0) 69 95427-300, medical.devices@dqs-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93l42lEEC
concerning medical devices with the ldentification Number 0297.



EC. SERTIFIKATAS
(Pilnos kokybes uZtikrinimo sistema)

Tam, kad patvirtinti, kad kompanrja

Peter Lazic GmbH
fmmelmannweg 2
78532 Tuttlingen
Vokietija

[gyvendino ir i5laike kokybes uZtikrinimo sistem4 kuri yra taikoma produktams, kiekvienoje
stadijoje, nuo gamybos iki drzaino.

Audito metu, apra5ytu ataskaitoje, kuris buvo atliktas DQS Medizinprodukte GmbH, buvo
patvirtinta, kad vadybos sistema atitinka reikalavimus

III Klase

III Klase
III Klase
IIb Klase
llb Klase

DQS Medizinprodukte GmbH

Para5as

Sigrid Uhlemann
Direktorius
August - Schanz-Strase 21,60433, Frankfurtas prie Maino
Tel. +49 (0) 69 95427-300, mqrlic_aLdevices@dqtmecl.dq

DQS Medizinprodukte GmbH yra notifikuotas asmuo pagal
prietaisus, turintis identifikavimo Nr. 0297.
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Para5as

Dr. Thomas Feldmann
Sertifikavimo tarnybos vadovas

II Priedas- i5skyrus 4 Tarybos direktyvos 93l42lEEC dali, apimanii4
medicinos prietaisus.

AtsiZvelgiant i Siuos medicinos prietaisus:

Aneurizmq klipsq sistema, pasirenkamai sterilDs arba nesterills:
Yasargil tipo pagaminti i5 titano ar finokso; Perneczky,L-
Aneurizmq klipsai ir D- klipsai i5 titano;
laikini arba ilgalaikiai, steril[s arba nesterilfis

L fiksavimo sistema pagaminta i5 titano arba,,peek"
Neurochirurginiai instrumentai
Bipoliniai pincetai
Tarpslanksteliniai di skai

Gamintojas yra priZi[rimas, pagal II Priedo 5 skyriq. CE Zenklinimas kartu su Notikifuotos istaigos
Indentifikavimo Numeriu (0291) gali buti Zymimas ant prietaisq, i5vardintiems sertifikate. EC Dizaino
Patikrinimo Sertifikatas, pasak II priedo, 4 skyriaus, reikalingas III Klases prietaisams, kurie yra i5vardinti
Siame sertifikate. Serlifikatas yra taikomas I klases prietaisams (I- klases produktai yra steril[s) ir yra

I(m) Klases prietaisq atvejais (I(m)- I klases prietaisqi nkcija) ir yra ribojamas produktq su
metrologiniais reikalavimais atitikimu.

Sertifikato registracij os Nr.
Sertifikato unikalus ID
[sigaliojimo data
Galioja iki
Frankfurtas am Main

'lnrllmas lihnl

Tarybos Direktyv4 93l4Z|EF.C lieiianii4 medicinos




