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Nolitied Body N' 0459

ATTESTATION / CERTIFICATE N" 12468 rev. 8

Ddlivr6e i Paris le 02 Juillet 2013

lssued in Paris on July 2nd, 2013

ATTESTATION CE / EC CERTIFICATE
Examen de type / fype Examination

^--T;l#i';,"#:il::::x'i;:::#ffi ;;1;:il:il-'ns6dicaux

Fabrirant / Ma1ulactu rer

Cat6gorie du(des) dispositif(s)

VITALITEC INTERNATIONAL
ZA Vague de la No6

35680 DOMALAIN FRANCE

/ Device(s) category

Clips h6mostatiques en titane

/ ,, . t,- t'l

Titanium hemostatic clips

ldeniificarion du(des) dispositif(sl / ldentification of device(s)

Clips SLS ei clips NINE (Code GMDN : 35649)
Voir addendum

SLS and N/NE c/tps (GMDN code : 35649)
See addendum

Le LNE/G-MED atteste qu'a l'examen des r6sultats figurant dans le(s) rapport(s) ref6renc6(s) P10'1195, un 6chantillon repr6sentatif
de la production est conforme aux exigences de l'annexe lde la Directive 93/42lCEE

LNE/;-MED cedifies lhat, on the basis of lhe resulls conlained ir1 the lile(s) refercnced P101195. a reprcsentative saniple o{ lhe ptoclucltott

complies wilh the requirements ol the Directive 93/42/EEC, annex I

D6but de validit6 / Effective date ; February 20th, 2013 (included)

Valable jusqu'au / Expiry date j January 30th, 2018 (included)

For
Lau

I NE 12468 rev I
'.r, ule el remplace le cedilical 12468-7

i. aboratoire national de m€trologie et d'essais
l.NL/C-MED . Organisnre notifi6 n" 0459
| , rue Caston Boissier - 75724 Pa(is Cedex I 5 ' T€1. : Ol 40 43 3'7

Deputy Director

. Etablissenrenl public i caractAre lrrd(rsrr!{'r

00 . Fax : Ol 40 4') 37 37 . wwwlrie.fr . w$,!v.tlnrcci.lr
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LNE/G,MED I 0459

Addendum au certificat n'12468 rev. 8

Addendum of the ceftificate n" 12468 rev. I
Dossier / File N" P1 01 1 95

page 111

ldentification des dispositifs I ldentification of devices

25 alin6as / 25 indented lines

\a\ /q7 .

\%\t---l'Zi,,!__!->/-; 
i

For th:ei-Gd-ne ra I Director
Laurence DAGALLIER

Deputy Director

720 Dl!10701-31 rcv3du 12101t2012\l)l)
laborat0ire national de m6trologie et d'essais,tiObti5srnrentpubtcic acrire indusrrielc! ro hd(i.L
| \r.C-\1fD . Orga ri\'r'c 'otil,C r* 0454
L rueCdston Boi;siet 75724 paisCede)( l5 'T6l.,0l 40433700'fax:Ot404337"Ji ' wwwlnefr ' $vw'flnred fr

Reference ot the
finlshed product

size of the clip,/
Clip reference

Color
code

Quantitlos of
cartrldges per

box

Quantities of
clips per box

Packaging
version

Range of
product

GEM1521 Mini-Micro
Pale
Blue

30 180 Blister
SYNOVIS /

GETI

w9060

[.4icro
White

20 180 Blister NINE

w6050-1 30 180 Blister SLS

GEtV2431 Orange 30 180 Blister
SYNOVIS /

GEI!1

J9180

Small Yellow

20 180 Blister NINE

JS135 15 135 Blister NINE

J9324 .1b 324 Blister NINE

J1180-1 30 '180 Blister SLS

J1120-1 20 120 Pouch SLS

R9180

Small Red

20 180 Blister N]]!E
N INER9135 15 Blisier

R9324 36 324 Blister N INE
SLS
SLS

R'1180-1 30 180 Blister
R1'120-1 2A 120 Pouch

19180 Small/lvledium Lilac
20 180 Blister N INF

15180-1 30 180 Blister SLS
NINE89180

Medium Blue

20 180 Blister

89135 15 135 Blister NINE

B9324 36 324 Blister N INE

82180-'1 30 180 Blister SLS

82120-1 20 120 Pouch

v9r 20
Medium/Large Green

20 124 Blister NINE

v3120-1 20 120 Blister SLS

09120 Large Orange
20 120 Blister NNE

o4120-1 20 120 Blisle r SLS

K"r-rue



CE SERTIFIKATAS
Egzaminavimo tipas

Priedas III direklyv a 93l42lEEC reguliuojanti medicinos prietaisus

Gamintojas (pavadinimas ir adresas)

VITALITEC INTERNATIONAL SA
ZA Vague de la Noe

35680 DOMALAIN FRA

Aparato CU) kategorija

Titanin6s hemostatinds kabut6s

Aparato (-q) identifi kacija

SLS ir NINE kabutes (GMDN:35649)

ZiIrekite pried4

LNE/G-MED patvirtina, kad remiantis bylos H050482-D2- l rezultatais, pristatytasis
produkcijos pavyzdys atitinka Direktyvos 93 l42lEEC, I priedo reikalavimus.

lsigalioja nuo: 2013 m. Sausio 20 d. (iskaitytinai).
Galiojimo pabaiga: 2018 m. sausio l8 d. ([skaitytinai).

LNE/G-MED CE 0459 Sertifi kavimo ir pl6tros direktoriui
Thierry THOMAS

G-MED Sertifi kavimo poskyrio direktorius

/,.":i,,,,

[\t{ii:' ; 
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LNE Sertifikato Nr. 12468 I leidimas papildymas Nr. I
Byla Nr. Pl0l195

!renginiq identifi kavimas

, Kabutds dydis ' Spalvos kodasProdukto
Zym€jimas

GEM I52I

w9060

w6060-l

Sviesiai
melyna

0ranZine

Raudona

Raudona

Atpleiiama
pakuotd

AtpleSiama
pakuote

NINE

st.s

SYNOVIS/G
EM

NINF.

Kabudiq
skaidius
kaseteje

Produktq
grupe

30

20

30

GEM243I

J9180

J9135

t9324

Jl180-1

Jl 120-1

R9l3 5 Maios

R9324

Rl180-l

Mazos

MaZos

Raudona

Raudona

AtpleBiama
pakuote

AtpleSiama
pakuote

AtpleSiama

36

':O

: 135 NINE

NINE

SLS

324

r80

SLS

NINE

NINE

Mazos Geltona

Mazos Geltona

pakuote

Rl120-1 MaZos Raudona 20 120 MaiSelis

L9180 MaZos- RoZine
vidutinds

20 180 AtpleSiama
pakuote

L5180-l Vidutines Rolin€ 30 180 AtpleSiama
pakuote

89180 Vidutines Melyna 20 180 Atplesiama
pakuote

89135 Vidutinds Melyna l5 t35 AtpleSiama
pakuote

89324 Vidutines Melyna 36 324 lAtplesia.u
pakuote

ldgt-,-."(,



Product Servico

EC Gertificate
Full Quality Assurance SYstem
Dlrectlve 93/42lEEC on Medical Devices (MoDl, Annex ll excluding (4)

(Devlces ln Class lla, llb or lll)

No. G1 12 03 53268 056

Manufacturer: RAUMEDIC AG
Hermann-Staudinger-Strasse 2

95233 Helmbrechts

GERMANY

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned

manufacturer has implemented a quality assurance system lor design, manufacture and final

inspection of the respective devices / device categories in accordance with MDD Annex ll.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class lll devices an additional Annex ll (4) certificate

is mandatory, See also notes overl€af . a

Product
Category(ies):

Report No.:

Valid from:
Valid untll:

2012-07 -11

2017 -07 -10

Tubings, components,
tubing syst€ms, catheters and drains for infusion,
transfusion, dialysls and dentistry

713003266-2

Date, 2012-06-25

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 ol 2

TLjV SLj0 Product Service G bH Zerti{izierstelle RidlerskaBe 65 go:gg Mi.inrt"u Gerntanv

PRINCIPATI|IED 1L

Hans-Heiner Junker

523705

ruvtt



EC Certificate
Full Quality Assurance System
Dlrectlvs 93/42lEEC on Medical Davlces (MDD), Annex ll excluding (4)
(Devices in class lla, llb or lll)

No. G1 12 03 53268 056

Facility(ies): RAUMEDIC AG
Hermann-Staudinger-Strasse 2, 95233 Helmbrechts, GERMANY

RAUMEDIC AG
Crailsheimer Strasse 34, 91555 Feuchtwangen, GERIMANY

Jp/Ll' N - /f

Page 2 oI2

TIJV SLjD Product Service GmbH . Zertifizierstelle Ridlerstra8e 65 80339 l\4tjnchen Germany

@+

TUVO.'



CE Sertifikatas
Pilna Kokybds Uitikrininro Sistenta
(Medicinos Prietaisq Direktyvos 93/42lEEC II Priedas iSskyrus (4)

Nr. Gl 12 03 53268 056

713003266-2

z0t2-0'7-t1
20t1-01-t0

j0tLi-/l- i h

TUV

--
STJI)

Prod ulitq ta rnvba

Gamintojas: RAUMEDIC AG
Hermann-Staudinger-Strasse 2

95233 Helnrbrechls
Vokietiia

Produkto l<atego rija(-os): Tiubingai, lionrponcntai, tiubingo sistemos, katcterixi ir tlrcrrui
infuzijai, transfuzijai, dializei ir odorrtologi.jai

TL]V SUD Product Service GmbH Sertifikavimo tarnyba parci5kia. kad ault3diaLr nrinimas i.larrrintui;rs.

aukSdiau rnininriems produktanrs ir prodLrktq grupelns. idiege kokybes uZtilirinimo sistcnrq cliz;riniri.

gamybai bei galutinei inspekcijai pagal 93/42lEEC uedicinos pr:ictaisq direl<tvvos ll prrcdu si

kokybes uZtikrinimo sistema atitinka iios direktyvos nuostatas ir gali b[ti periodiikai pcr'Tiilrinra. lll
klases produktrl marketingui privalomas papildorras ll Priedo (4) scrtifikalas. PraSontc Titircti pastrltirs

kitame lape.

PrancSimo Nr.:

Calroja nuo:
Clalio.ia iki:

Data.2012-06-25

I'UV SUD Product Service GmbH

Puslapis I i5 2

Paraias
Hans-Fleiner J

,!/tL"t"

52370 5

i-r !1
yla notifikuotas orgal'las su I \r. 0l2i.

'ftlv St:D I'roduct Servicc GmbH * Sertifikavino vieta * Ridlerstrassc 65 * 110339 i\litrnchcr)lrs * \ oliicti.jr



CF', Sertilikatas
Pilna Kokybds Uitikrinimo Sistema
(Medicinos Prietaisq Direktyvos 93l4Z|EEC Il Priedas iSsliyrus (4)

Nr. Gl 12 03 53268 056

Patalpa(-os):

TUV.-...=-
SUD

Produ ktq ta rnvba

RAUMEDICAG
Hermann-Staudinger-Strasse 2. 95233 I Ielnrbrechts. Vol<ieti ja

RAUMEDIC AG
Crailsheimer Stlasse 34. 9l 555 Feuchtr.vansen. Vol<ierijn

-l'.1 t,rt

-../i ,;i,.r5 Li ? r.y

E/^

ilnrHcttqlq



T.ANEURYSM-CLIP@ SYSTEM H*

Jnt(- /t- /i
KOPIJATIKRA

GemiiB EG-Richtllnie 93/42lEWG vom Juni 1993

Acc. l,lDD 93t42/tfC. .lune 199.i

WiL We

Peter Lazic GmbH Mikrochirurgische lnstrumente
lmmelmannweg 2. 78532 Tuttlingen / Germany

erkldren in alleiniger Verantwortung, daB das

Declare our sole respantlbilit) thar lhe

T.ANEURYSM.CLIP@ SYSTEM I I.ANTURYSM CL/P:. SYST.I,|

auf das si(h diese Erkldrung bezieh! folgender Norm odet normativen Anforderungen entsprechen:

io which this dedatdtpn 
1i;;;;,,;, 1;,,,i,!!lil/iti) 

,,. ,i,t.i. . , i .t

den grundlegenden Anforderungen Anhang I der EG'Richtlinie fiir Medizinprodukte
93/42IEWG und dem Konformitdtsbewertungsvelfahren nach Anhang ll der EG-Richtlinie

fiir Medizinprodukte 93/42EWG. Das Konformititsbewertungsverfahren wurde durch un-

sere benannte Stelle, DQS Medizinprodukte GmbH, August-Schanz'Str' 21,

60433 Frankfurt am Main durchgeftihrt und somit bringen wir unser Clips-System mit
dem CE-Kennzeichen und der Kennnummer der benannten Stelle ( €.,' in Verkehr'

Issential requirements accordtng to annex I 0f Iur1pean Medical Devrce Dieciit'e !].i.:i.l t::,1'i, ':t'
farnlty assessnent procedure accordirtg to annex ll of European l,'ledrttl Det"ittr '/l'itr.'ir' ") i:; 

l

Ihe conformliy assessment procedure was realizes through our noniiea 
'loti1. 

,'-t[..i irii'it,:ti;r't':,...',

6rnbH, AugustSchanz-Str. 21, 60433 Frankfart an Alain and we /,ibel otit clft:,- 
't's/er:t 

i lri' ; i i''" 1

( (-",.

OrUal 78532 Tuttlingen DalltmlDate 13.11.2012

hlanaoetne.,'i

DieK ld@lrr6e*16M9 i5r gilltlg bk

Beschrcibung
Desaription

UMDN5-Nr.
UMD S-Code

GMDN-Code
GMDI!-Ilr.

Klasse
class

Regel
Rule

Clip, Ane!rysma

Clip, intenal anewyrn
t0-905 14958 t

7 (tempordre Clips).

8 (Dermanente clips)

05-03.2005 Ni@le Menoan 12.11,2012 06 03_YAPE-03-03-Konf omitall-_L-
cli. v05 doc

QA/SL 13.t 1.2012
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L-ANEURYSM.CLIP@ SYSTEM

Anhang Konformitdtserkldrung
.ijppenoix dettaratlon of conformtry
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t-ANEURYSM-CLIP@ SYSTEM

I.ANFUR YSM-CI/F S YSTEM

I

Artikelnr.l
aricle No.l

Bezeichnung/
Description

perm. / temp. Form

45.XXX L-Aneurysm-Clip temporir/ tefirpo

rary

Ver5chiedene Varianten

Different varlants

7 t

45.XXX L Aneury5m-Clip 0ermanent Verschiedene Varianten

Different variants

B

45 11) L-Aneurysm-Clip Standard

oefensteldfenestrated o 3.5 mm

tempor;r/
temporary

gewinkelt / angled 7 It

45.113 L-Aneurysm-Cllp 5tandard temporat
temporary

gewlnkeh / anqled 1 t

45.144 L-Aneurysm-Cllp Standard
qefenstert/fenestrated o 3,5 mm

temporbr/
temporary

gewjnkelt / angled t

45.160 L-Aneurysm-Clip Standard

oefenstert/fenestrated o 5 mm

temporbr/

temporary

gerade / straight 1 tlt

45.180 L-Aneurysm-Clip lilLni tempor;r/
temporary

qerade / straiqht 7 t

45 190 L-Aneurysm-Clip lVlni temporir/
temporarY

!erade / straiqht 1 t

45.192 L-Aneurysm-Clip N4ini temporiir/
temD0lary

gebogen / curved 1 lt

45.210 L-Aneurysm-Clip [,4ini temporlir/
temporary

qerade / straiqht 7 ll

45.212 L'Aneurysm-Clip l\,4ini tempor;r/
temporary

qeboqen / curved 1 I

45.))0 L-Aneurysm-Cllp [.4ini temporbr/
temoorarv

qerade / straiqht 1 li

45.221 L-Aneurysm-C p Mini temporbr/

temoorary

gebogen / curved 1 l

45 224 L-Aneurysm-Cllp Mini tempor;r/
tem00rarv

gebogef / curued 1 tl

45.226 L-Aneurysm-Cllp l\.4ini temporat
temporarv

gebogef / curyed 7

45.240 L-Aneurysm-Cl jp Standard temporbr/
temporary

gerade / straight 1 ll

45.241 L-Aneurysm-Clip Standard tempor;t
tem00rarv

qebogen / curved 1

45.)48 L-Aneurysm-clip Standard temporiir/
temporary

bajonett, bayonet 1 l

45.250 L-Aneurysm-Clip 5tandard temporli/
temporary

gerade / straight 1 tlt

45.252 L-Aneurysm-Clip 5tandard tempordr/

temDoTary

eicht gebogen / light curued 1 It

45.254 L-Aneurysm-Clip Standard temporlir/
temporary

stark qeboqen / stronq curved 1 It

45.260 L-Aneurysm-Ciip Standard tempordr/

temporary

gerade / straight 1 t

45.262 L-Aneurysm-Cl p Standard temporer/

temD0rarv

Leicht gebogen / light curved 1 It

45 280 L-Aneurysm-Clip Standard temporar/

temporarv

gerade / straight 7 It

05 03 2005 Nico e l'/anean 12.11.2412 06 03_YAPE-03-03 Kontormllat. oB/sL 13 11 2012
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45.284 L-AneLrrysm-Clip standard ' - temporiir/

temporary

naik bebogen / strong curved t

45.108 L-Aneurysm-Clip IUrni temporer/

temD0Tary

bajonetl , gebogen /
bavonett, curved

45.309 L-Aneurysm-Clip [,4ini temporiir/
temp0rary

bajonett , gebogen /
bavonett, curved

It

45.320 L-Aneurysm-Cllp Standard tempor;/
temp0rary

gewinkeh / angled LI

45.596 L-Aneurysm-C ip Standard

oefensten o 3,5 mm

permanent qerade / straight 8 t

45.591 L-Aneurysm-Cllp 5tandard
qefenstert s 3,5 mm

permanent gerade / straight 8 It

45.598 L-Aneurysm-Cllp Standard

oefensteft o 3.5 mnl

permanent qerade / straiqht 8

45.599 L'Aneurysm-Clip Standard
qefenstert o 3,5 fl'rm

permanent gerade / stra ght 8 ll

45.600 L-Aneurysrn-Clip Standard

oefensteft/fenestrated o 3,5 mm

0ermanent gerade / straight 8 l

45.602 L-Aneurysm-Clip standard
qefenstert/fenestrated o 3,5 mm

oerman-ont gewinkelt / angled B

45.603 L-Aneurysm-Cl p standard permanent gewlnkelt / angled 8 t

45.604 [-Aneurysm-Clip Standard
qefensteft/fenestrated o 3,5 mm

permanent gewinkelt / angled 8 itl

45.610 L-Aneurysm-Clip Standard

oefenstert/fenestrated o 3,5 mm

permanent qerade / straight 8 tl

45.612 L-Aneurysm-Cllp Standard
qefenstert/fenestrated o 3,5 mm

permanent gewlnkelt / angled 8 I

45.613 L-Aneurysm-Clip Standard permanent qewinkelt / anqled 8 It

45.614 L-Aneurysm-Clip standard
qefensted/fenestrated o 3,5 mm

oermanent qewinkelt / anqled 8 t

45.620 L-Aneurysm-Clip 5tandard
qefenstert/fenestrated o 3,5 mm

0ermanent gerade / straight B I

4t.622 L-Aneurysm-cllp Standard

refenstervfenestrated o 3,5 mm

permanent gewlnkelt / angled 8 l

45.623 L-Aneurysm-Clip standard permanent qewlnkelt / anqled 8 I

45.624 L-Aneurysm-Clip Standard

oefenstert/fenestrated o 3.5 mm

perrnanent gewinkelt / angled I I

45.636 L-Aneurysm-Clip Standard
qefensteft/fenestrated o 5 mm

permanent qerade i straiqht 8 t

45.631 L-Aneurysm-Cllp Standard

oefenstervfenestrated o 5 TTtm

permanent gerade / straight 8

45.638 L-Aneurysm-Clip Standard

oefenstert/fenestrated o 5 mnl

permanent gerade / stralght 8 Ltl

45 639 L-Aneurysm-Clip Standard

qefensten/fenestrated o 5 mm

0ermanent gerad€ / straight I l

45.640 L-Aneurysm-Cllp Standard

oefensteft/fenestrated o 5 mm

permanent qerade / straight 8 r

45.642 L-Aneurysm-Clip Standard

oefenstert/fenestrated s 5 rl]m

permanent qewinkelt / anq ed 8

45.644 L-Aneurysm-clip Standard

oefensteft/fenestrated o 5 mm

permanent qewlnkelt / anqled 8

45.650 L-Aneurysm-Clip Standard
qefenstert/fenestrated o 5 mm

permanent qerade / stra ght 8 It

: ).652 L-Aneurysrn Clip standard
qefenstert/fenestrated o 5 mm

oeTmanent gewinkelt / ang ed I tl

45.654 L Aneurysm-cllp standard

!efenstervfenestrated o 5 mm

permanent gewinkelt / angled g

45.660 L-Aneurysm-Clip Standard

oefenstervfenestrated o 5 mm

permanent gerade / strajght 8 r

05.03.2005 12.11.2012 06 03 YAPE-03-O3 Konfomlat._L- oB/sL 1311 2012
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45.662 L"Aneurysm-Clip Standard

gefenstervfenestrated o 5 mm

permanent \S,15=,/tr 8 l

45.664 L-Aneurysm-Clip Standard

oefenstPrt/fenestratpd o 5 mm

permanent gewlnkelt)@&7' 8 t

45 666 L-Aneurysm-Clip Standard

oefenstert/fenestrated o 5 mm

pelmanent gewlnkelt / angled 8 t

45.680 L-Aneurysm-clip Minl permanent gerade / straight 8 t

45 682 L-Aneurysm-Clip Minl permanent gebogen / curved 8 t

45.690 L-Aneurysm-Clip lvlinl permanent qerade / straiqht 8 It

45.692 L-Aneurysm-CIp N4inl permanent qebogen / curved 8 I

45.694 L-Aneurysm-Clip N4lnl permanent g€bogen / curved 8

45 700 L-Aneurysm-Clip Minl permanent gerade / straight 8

45./03 L-Aneurysm-Clip Standard permanent ewlnkelt / anqled 8 t

45.710 L-Ane!rysm-Cllp Mini permanent qerade / straight 8 t

45.711 L-Aneurysm-Clip l\,1ini permanent gebogen / curved 8 t

45.112 L-Aneurysm-Cllp l/ini permanent qeboqen / curved 8 r

45.113 L-Ane!rysm-Cllp 5tandard permanent qewinkek / anqled 8 t

45.114 L-Aneurysm-Cllp Mini permanent gebogen / curved 8 t

45.116 L-Aneurysm-Clip l\,'linl permanent seitl. qewikelt / lateral anqel I

45.111 t-Aneurysm-Clip Nillni oermanent seitl. gebogen / lateral curved 8 l

45.120 L-Aneurysm-clip Mini oermanent gerade / straight 8 Il

45.122 L-Aneurysm-Clip N4ini pemanent gebogen / curved 8

45.723 L-Aneurysm-Cllp Standard permanent gewinkelt / angled 8 tl

457)4 L-Aneurysm-Cllp Nilini permanent gebogen / curved 8 tl

457)\ L-Aneurysm-clip Minl perfitanent gebogen / cuwed I IL

4\.726 [-Aneurysm-Clip Mini permanent gebogen / curued 8

45.127 L-Aneurysm-CIp [.4ini permanent bajonett / bayonet 8 t

45.128 L-Aneurysm-Clip Nlinl permanent bajonett i bayonet 8 l

45.144 L-Aneurysm-Clip 5tandard permanent gerade / straight 8 I
45.142 L-Aneurysm-Clip 5tandard permanent eicht gebogen / light curved 8 -

45.144 L-Aneurysm-clip Standard permanent stark qebogen / strong curved 8 t

45.146 L-Aneurysm-Clip Standard permanent ewinkelt / anqled 8 t

45.7 47 L-Aneurysm-clip Standard permanent gebogen / curved 8 t

45.148 L-Aneurysm-cllp Standard oermanent bajonelt, bayonet 8 t

45.150 L-Aneurysm-Cllp StandaId permanent erade / straiqht 8 t

45.152 L-Aneury5m-clip standard permanent leicht gebogen / light curved 8 t

45.154 t-Aneurysm-Clip Standard Detmanent 5tark qeboqen / stronq curved 8 t

4r. /58 L-Aneurysm-Clip Standard oermanent bajonett, bayonet 8 t

45.159 L-Aneurysm-Clip Standald nerman-ont bajonett, bayonet 8 t

Dateil Fregabe:
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45.164 L-Aneurysm-clip Standard permanent {ght ,,:?,i/ 8 t

45.161 L-Aneurysm-clip 5tandard Detmanent M.>V 8 t

45.762. -Aneurysm-Clip standard 0etmanent leicht gebogen-W-d 8 It

45.764 L-Aneurysm-Clip Standard oelmanent stark qeboqen / stronq curved 8 l

45,780 L-Aneurysm-Clip Standard oermanent gerade i straight 8 l

45.182 L-Aneurysm-Clip Standard oemanent leicht qeboqen / liqht curved 8 tl

45.184 L-Aneurysm-Clip 5tandard stark gebogen / strong curved 8 l

4\.190 L-Aneurysm.Clip Standard oetmanent qerade / straight I It

45 192 -Aneurysm-Cllp Standard permanent leicht gebogen / light curved B It

45.806 L'Aneurysm-Cllp i\,4ini permanent gewinkelt / angel 8 t

45.807 L-Aneury5m-Clp lvlini permanent qewlnkelt u. qeboqen / anqeland curved 8 l

45.819 L-Aneurysm-Clip Standard perrnanent gewlnkelt / angled 8 t!

45.820 L-Aneurysm.Clip Standard Dermanent qewinkelt / angled 8

45.822 L-Aneurysm-Clip standard pelmanent gewinkelt / angied 8 Il
45.823 L-Aneurysm-Clip Standard oermanent lqeboqen / lcurved 8 t

45.824 L-Aneurysm-Cllp Standard permanent l-qeboqen / lcurued 8 t

45.82 5 L-Ane!rysm-clip standard permanent l-gebogen / J-curved 8 t

45.850 L-Aneurysm-Clip Standard permanent qewinkek / anqled 8 t

45.851 L-Aneurvsnr-clio standard oermanent ewinkelt / anqled 8 l

45.858 6IANT L.Aneurysm Clp oetmanent gerad€ / straight 8

45.859 GIANT L-Aneurysflr Clip permanent bajonett / bayonet 8 ti

45.860 GIANT L-Aneurysm clip perrnanent qerade / straiqht 8

45.861 GIANT L-Aneurysm Clip permanent gerade / straight 8 It

45.862 GIANT L-Aneurysm clip permanent qerade / straight 8

45.853 GIANT L-Aneurysm Clip permanent Eerade / straight 8 t

45.890 L-Aneurysm"cllp 5tandard permanent stark gebogen / strong curved 8 I
45.391 L-Aneurysm-Clip Standard permanent stark gebogen / strong curved 8 tl

45.899 L-Aneury5m-clip Standard permanent stark gebogen / strong curved 8 t

45.902 L-Aneurysm-clip Standard

qefenstert/fenestrated o 3,5 mm

permanent gewlnkelt / angled 8 t

45.904 L-Aneurysm-Clip Standard
qefensten/fenestrated o 3,5 mm

0ermanent qewinkelt / anqled 8 lI

45.942 L-Aneurysm-Clip 5tandard

oefenstert/fenestrated, 5 mm

oermanent gewinkelt / angled 8 t

45.944 L-Aneurysm-clip Standard

oefensteft/fenestrated o 5 mm

perrnanent gewlnkelt / angled 8 It

45.981 L-Aneurysm-Clip Standard
qefenstert/fenestrated o 5 mm

permanent Asymetrisch gerade /
Asvmetric straiqht

8 l

45.98) L-Aneurysm-cllp Standard

oefensted/fenestrated o 5 mm

permanent Asymetrisch gerade /
Asvmetric straioht

8 It

45.986 L-Aneurysm-Clip Standard
qefenstervfenestrated o 5 rnm

oermanent Asymetrisch gewlnkelt /
Asvmetric anqled

8 t

45.981 L-Aneurysm-Clip Standard
qefensteldfenestrated o 5 mm

permanent Asymetrisch gewinkelt /
Asvmetric anoled

8 t

45.986 L-Aneurysm-Clip Standard

oefenstervfenestrated o 5 mm

permanent Asymetri5ch gewlnkelt /
Asvmetric anqled

8 It

45.987 L-Aneurysm-Cllp 5tandard

oefenstert/fenestrated o 5 mm

permanent Asymetrisch gewinkelt /
Asvmetric anqled

8 t

45.986 L-Aneurysm-Clip 5tandard
qefenstert/fene5trated o 5 mm

perrnanent Asymetrisch qewinkelt /
Asvmetric anqled

8 lt

45.987 L-Aneurysrl1-Clip standard
qefenstert/fenestrated o 5 mm

oelmanent Asymetrisch gewlnkelt /
Asvmetric anoled

8 t1t

45.991 lAneurysm-Cllp Standard

refenstert/fenestrated o 5 mm

oermanent Asymetrisch gewinkelt /
Asvmetric anqled

8 t

45.992 L-Aneurysm-Clip 5tandard
qefenstert/fenestrated o 5 mm

permanent Asymetrisch gewinkelt /
Asvmetric anqled

8 It

12112012 06 03 YAPE-03-03_Konlormri:tl._L- oB/sL 13.11.2012
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45.993 L-Aneurysm-Clip Standard

qefenstervfenestrated o 5 mm

permanent Asymetrisch gewinkelt /
Asvmetric anqled

8 t

45.994 L-Aneurysm-Clip standald

oefenstert/fenestrated o 5 mm

permanent Asymeiljsch gewinkeh /
Asvmetric anoled

I t

Jutq- t2- l r

ffiHegAtt{ry!}*
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Artikelnr.:
aricle No.:

Bezei(hnung/
Descriotion

perm. / temp. Form negeU

5.45.XXX L-Aneurysnr-Clip tempordr/ tempo-

rATV

Verschiedene Varianten
Dlfferent varlants

S.45,XXX L-Aneurysm-clip permanent Verschiedene Varianten

Dlffereft variants

8

5.45.1 12 L-Aneurysm-clip 5tandard
oefenstervfenestrated o 3.5 mm

temporiir/

temp0Tary
Eewinkelt / angled t

5.45.r r3 L-Aneurysm-CLlp Standard tempor;/
temporary

qewinkeh / anqled It

s.45.144 L-An..urysm-Clip 5tanda.d

aefenstervfenestrated o 3.5 mm

tempor;r/
ternporary

qewlnkelt / anqled 1

s.45.160 L-Aneurysrn-Clip Standard
qefenstert/fenestrated o 5 mm

temporiir/
temporary

gerade / stralght 7 r

s.45.180 L-Aneurysm-Clip lrilni temporer/

temporary

gerade / straight 1 t

s.45.190 L-Aneurysm-f rp I\,4rni temporbr/

temp0rary

gerade / straight 7

s.45.192 L-Aneurysm-Cllp lvlini temporbr/

temp0rary

qeboqen / curved 7 []

5.45.2 t0 L-Ane!ry5m-Cllp Mini tempor;r/
temporary

qerade / straiqht 1

\ 4\ )1) L-Aneurysm-Cllp l\/ini tempor;r/
temp0rary

gebogen / curved I

s.45.220 [-Aneurysm-Clip Ilinl temporat
temporary

gerade / straight 1 It

s.4s.222 L-Aneurysrn-C|p l\/llni temporer/

temD0rary

gebogen / curved 7 l

s.45.224 L-Aneurysflr-Clip Nilni temporar/
temp0rary

qeboqen / curued 1 IL

s.45.226 L-Aneurysm-Cljp N,4rni tempor;r/
tem00rarv

gebogen / curved 1 t

5.45.240 L-Aneurysm-Cllp Standard temporar/

temporarv

qerade / 5traight 7 It

s.45.247 L-Aneurysm-clip Standard temporer/

temp0rary

qebogen / curved 1

5.45.248 L-Aneurysm-cllp Standard tempordr/

temp0rary

bajoneil, bayonet 1

s 45.250 L-Aneurrysm-CIp 5tandard tempora,
temporary

gerade / skaight 7 tl

s.45.25) L-Aneurysm-Clip Standard temporar/

temp0rary

leicht gebogen / light curved

s.45.254 L-Aneurysm-Cllp Standard temporiir/

temp0rar\/

stark gebogen / strong c!rved 7 l

s.45.260 L-Aneurysm-Clip 5tandard temporiit
tem00rarv

gerade / straight 1 I

s.45.262 l-Aneurysm-Clip Standard temporal/
temporary

le cht gebogen / light curyed 1 l

s,45.280 L-Aneurysrn-Clip Standard temporar/

lemporary

qerade / stralqht 1 l

s.45.284 L-Aneurysm-Clip standard temporer/

tempolary

rtark gebogen / strong c!rved 7 l

s.45.308 L-Aneurysm-C jp l\y'ini temporiir/

temp0rary

bajonett , gebogen /
bavonett, curved

7

5.4 5.309 lAneurysm-Cllp Mini temporbr/
temporarv

bajonett, gebogen /
bavonett, curyed

1 r

H,,*
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5.45.320 L-Aneurysm-Clip Standard temporiir/

temporary
Eewinker\K //t

,/ v.:7
I l

5.45.596 L-Aneurysm-Clip Standard

oefensteft s 3,5 orm

permanent geradei stra\_\;<\ll'
\\-:--=:./

8

s.45.597 L-Aneurysm-Clip 5tandard

oefenstert o 3,5 rnm

permanent gerade / straiqht 8

s.45.598 L-Aneurysm-Clip Standard

oefen(ert o 3,5 mm

permanent gerade / straight 8 l

s.45.599 L-Aneurysm-Clip Standard

oefenstert o 3,5 mm

permanent gerade / stralght B

5.45.600 L-Aneurysm-Clip Standard

oefenstervfenestrated o 3,5 mnl

permanent gerade / straight B tl

5.45.602 L-Aneurysm-Clip Standard
qefenstert/fenestrated o 3,5 mm

perrnanent gewlnkelt / angled 8

s.45.603 lAneurysm-Cllp Standard permanent gewlnkelt / anqled 8

s.45.604 lAneurysm-Cllp Standard

tefenstert/fenestrated o 3,5 mm

permanent gewinkelt / angled 8

5.45.610 L-Aneurysm-Clip Standard
qefensten/fenestrated o 3,5 mm

oermanent gerade / straight I

s 45 61) L-Aneurysm-Clip Standard

oefensted/fenestrated o 3.5 mm

0ermanent qewinkelt / anq ed I tl

s.45.611 L-Aneurysm-Clip Standard oermanent gewinkeit / ang ed 8

5.45.614 L-Aneurysm-Clip Standard

oefenstert/fenestrated o 3.5 mm

0ermanent qewinkelt / anq ed 8 I

5.45.620 L-Aneury5m-clip 5tandard
oefenstert/fenestrated o 3.5 mm

0etmanent qerade / straight 8 l

s 4\ 622 L-Aneurysnr-Clip Standard

oefensten/fenestrated o 3,5 mm

Delmanent gewinkelt / ang ed I tl

s.45.623 L-Aneurysm-clip Standard oeTmanent qewinkelt / angled 8

s.45.624 L-Aneurysm'Clip standard

oefenstert/fenestrated o 3.5 mm

permafent gewinke t / angled 8

5.45.636 lAneurysm CLlp Standard

refenstert/fenestraied o 5 mm

permanent gerade / straight 8 I

5.45.637 l-Aneurysm-Cllp Standard

refenstert/fenestrated o 5 mm

permanent gerade / straight 8 I

s 45.638 lAneurysm-Cllp Standard

iefensterufenestrated o 5 mm

permanent gerade / straight 8 I

s.45.639 L-Aneurysm-Cllp Standard

fefenstert/fenestrated o 5 mm

permanent gerade / straiqht I lI

s.45.640 L-Aneurysm-clip Standard

!efenstervfenestrated o 5 mm

permanent qerade / straiqht 8

5.45.642 L-Aneurysm-cllp Standard

refensteft/fenestrated o 5 mm

permanent gewjnkelt / angled 8 tl

s.45.644 L-Aneurysm-C ip Standard
qefenstert/fenestrated o 5 rnm

oetmanent gewinkelt / angled 8 t

s.45.650 L-Aneurysm-C ip Standard
qelenstert/fenestrated o 5 mm

permanent qerade / stlaiqht 8 t

s.45.652 L-Ane!rysm-C lp Standard

refenstert/fenestrated s 5 mm

permanent qewinkeh / anqled 8 t

s.45.654 L-Aneurysm-cllp Standard

refenstervfenestrated o 5 mm

permanent gewlnkelt / anqled 8 l

s.45.660 L-Ane!rysm-clip Standard

cefenstervfenestrated o 5 mm

permanent gerade / straight B t

5.45.662 L-Aneurysm-Clip Standard

qefensteft/fenestrated o 5 mnl

permanent qewlnkelt / anqled 8 i

5.45.664 L-Aneurysm-clip Standard

oefenstert/fenestrated o 5 mm

permanent gewinkelt / angled 8 t

s.45.666 L-Aneurysm-Clip standard
qefenstert/fenestrated o 5 mm

permanent gewinkelt / anql..d 8 t

5.45.680 L-Aneurysm C lp l\4ini permaneft qerade / st.aiqht 8

[aztq
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L-Aneurysm-Clip lvlif i

s.45.69)

5.45.7r 0

45.111

s.45.712

5.45.713

s.45.114

5.45.7 r6

s.45.117

s.45.124

s.45.740

s.t5.742

\ 45.144

s.45.146

s.45.761

s.45.162

starl gebogen / strong curved

EllglC'rllggslel
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5.45.184 lAneurysm-Clip Standard permafut\ sta rk gebo glxr/lro n g cu rved 8 t

s.45.790 lAne!rysm-Cllp Standard permaneift); fft 8 r

s.45.792 lAneury5m-Cllp Standard Permanent 
*'i htl #ogen / lght curved 8 It

s,45.806 lAneurysm-Cllp N4ini 0ermanent qewinkelt / anqel 8 Il
s.45.807 L-Aneurysm-C ip L4ini 0ermanent gewinkelt u. gebogen / anqel and c!rved 8

s.45.819 lAneurysm-Clip Standard 0etmanent qewinkelt / anq ed 8

5.45.820 L-Aneurysm-Clip Standard 0etmanent gewinkelt / angled 8 t

s.45.8)2 L-Aneurysm-Clip Standard 0ermanent gewinkelt / angled B It
5.45.821 L-Aneurysm-Clip Standard oetmanent lgebogen / l-curved B l

5.45.824 L-Aneurysm-Clip Standard permanent lqeboqen / l-curyed I
s 45 825 l-Aneurysm-Cl p standard permanent l-gebogen / I c!rved B lt

5.45.850 L-Ane!rysm-Cllp Standard permanent qewinkelt / anqled B I

s.45.851 L-Aneurvsm'C o standard Dermanent qewinke t / anqled 8 I

5.45.858 GIANT L-Aneurysm Clip permanent qerade / straiqht B I

s.45.859 GIANT L-Aneurysm Clip permanent bajonett / bayonet 8 I

5.45.860 GIANT L-Aneurysm Clip permanent qerade / straiqht 8 II

s.45.861 GIANT L-Aneurysm Clip permanent gerade / 5traight 8 I
s.45.862 GIANT L-Aneurysm Clip permanent gerade / straight 8 Il
s.45.863 GIANT L-Aneurysrn Clip permanent gerade / straiqht 8 r

s.45.890 L-Aneurysm-Cl p Standard permanent stark gebogen / strong curved 8 t

s.45.891 lAneurysm-C lp Standard permanent stark qeboqen / stronq curved B t

5.45.899 L-Aneurysm-C ip Standard oermaneft stark gebogen / strong curved B

s.45.902 L-Aneurysm-Clip Standard

lefenstert/fenestrated o 3,5 mm

0ermaneft qewinke t / angled 8 Il

5.45.904 lAneurysm-Clip Standard
qefensten/fenestrated o J,5 mm

0ermanent gewinke t / angled B

s.45.942 L-Aneurysm-cllp Standard
qefensten/fenestrated o 5 mm

permanent gewinket/anged 8 I

s.45.944 lAneurysm-C lp Standard
qefensten/fenestlated o 5 rnm

permafert gewinket/anged 8

s.45.981 L-Aneurysm-Cllp Standard

refenstert/fenestrated o 5 rnm

oeTmanent Asymetrisch gerade /
Asvmetric straiqht

8 llt

s 45 982 L-Aneurysm-Clip Standard
qefenstert/fenestrated o 5 mm

0ermanent Asymetrisch gerade /
AsVmetric siraiqht

8

5.45.986 L-Aneurysm-Clip Standard
qefenstert/fenestrated o 5 mnl

DeTman-"nt Asymetrisch qewlikelt /
AsVmetric anqled

8

s.45.987 L-Aneurysm-Clip Standard
qefenstert/fenestrated o 5 mm

0ermanent Asymetrisch gewlnkelt /
A5ymetric anqled

8 l

5.45.986 L-Aneurysm-Clip Standard
qefenstervfenestrated o 5 mm

permanent Asymetrisch gewinkelt /
Asvmetric anqled

8 t

5.45.987 L-Aneurysm-clip standard
oefenstert/fenestrated o 5 mm

permanent Asymetrisch gewinkelt /
Asymetric anqled

8 t

s.45.S86 L-Aneurysm-Cllp Standard

oefenstert/fenestrated o 5 mm

permanent Asyrnetrisch gewinke t /
Asymetric anqled

8 i

s.45.987 L-Aneurysm-Cllp Standard

oefen(ervfenesirated o 5 mm

permanent Asymetrisch gewinke t /
Asymetric anqled

8

s.45.991 L-Aneurysm-clip 5tandard
oefenstert/fenestrated o 5 mm

permanent Asyrnetrisch gewinke t /
Asvmetric analed

I t

s.45.992 L-Aneurysm-Clip 5tanda.d
qefensteft/fenestrated o 5 mm

permanent Asymetrisch gewinke t /
Asvmetric anqled

B lt

5.45.993 L-Aneurysm-clip standard

oefenstert/fenestrated o 5 mm

perrnanent Asymetrisch gewinke t /
Asymetric anqled

B It

5.45.994 L-Aneurysrn-Clip Standard
qefensteft/fenestrated o 5 mfir

permanent Asymetrisch gewinke t /
Asymetric anqled

8 t

trau!!e
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L-ANEURIZMU KLIPSU,SISTEMA

Pagal Medicinos Prietaisq Direktyv4g3 I 42/EEC, I 993 birZelis

Mes

Peter Lazic GmbH Mikrochirurgische Instrumente
Immelmannweg 2,78532 Tuttlingen - Vokietija

Prisiimdami atsako m! bQ patvirtiname, krd
L-ANEURIZMU KLIPSU SISTEMA

Miestas: 78532 Tuttlingen Dar.a:2012-11-13
(paraSas)

Valdymo tarnyba

Produktams, kuriems ii deklaracija taikoma atitinka sekaniius standartus ar kitlts
normqWinius aktus

Esminiai reikalavimai pagal Europos Medicinos prietaisq Direktyvos g3/42lF.wc I
Pried4 ir atitikties [vertinimo proced[r4 pagal Europos Medicinos prietaisq Direktyvos
93/42lBwG II Pried4. Atitikties [vetinimo procediir4 atliko mDsrl notifikuotas asrnuo
DQS Medizinprodukte GmbH, August-Schanz-Str.21,60433 Frankfurtas prie Maino ir
mes savo klipsq sistemas Zymime CE Zenklu.

cE0297

PETER LAZIC
MIKROCHIRURGISCHF.
INSTRUMENTE GMBH

tf

{pradymas UMDNS- kodas GMDN-Nr. Klasd TaisyklC
Klipsas, vidinis,
aneurizma

l0-905 34958 ITT 7 (laikinos implantacijos klipsai)
8 f Dermanentiniai klinsai)

7-./
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L.ANEURIZMU KLIPSU SISTEMA
Priedas prie atitikties dek laracijos

L-ANEURIZMU KLIPSU SISTEMA -*,.1 t-t.,,- \<rio-v rjrj'
Katalogo

kodas
Apra5ymas Permanentinfs-

/ laikinas
Forma "ThTsykld Klas0

45-XXX L-Aneurizmq klipsas I-aikinas Skirtingi
variantai

7 I]

45.XXX L-Aneurizmq klipsas Permanentinis Skirtingi
varianfai

8 III

45.1t2 L-Aneurizmq klipsas, su

lanseliu O 3.5 mm
Laikinas Lenktas kampu 7 III

45.I 1i L-Aneurizmq klipsas
standartinis

Laikinas Lenktas kampu 7 III

45.144 L-Aneurizmq klipsas,
standartinis, su langeliu O
3,5 mm

Laikinas Lenktas kampu 7 III

45.160 L-Aneurizmq klipsas
standartinis, su langeliu @ 5

mm

Laikinas Tiesus 7 I

45.I 80 L-Aneurizmu klipsas Mini Laikinas Tiesus 7 t

4s. 190 L-Aneurizmu klipsas Mini Laikinas Tiesus 7 III
45.192 L-An€urizmq klipsas Mini Laikinas Lenktas 7 III
45.210 L-Aneurizmu klipsas Mini Laikinas Tiesus 7 III
45.212 L-Aneurizmu klipsas Mini Laikinas Lenktas 7 III
45.220 L-Aneurizrnu klipsas Mini Laikinas Tiesus 7 t

45.222 L-Aneurizmq klipsas Mini Laikinas Lenktas 7 III
45.224 L-Aneurizmq klipsas Mini Laikinas Lenktas 7 III
45.226 L-Aneurizmu klipsas Mini Laikinas Lenktas 7 III
45.240 L-Aneurizmq klipsas

Standartinis
Laikinas Tiesus 7 III

45.241 L-Aneurizmq klipsas
Standartinis

Laikinas Lenktas 7 III

45.248 L-An€urizmq klipsas
Standartinis

Laikinas Bajonetinis 7 III

45.250 L-Aneurizmq klipsas
Standartinis

Laikinas Tiesus 7 III

45.252 L-Aneurizmq klipsas
Standartinis

Laikinas Lengvai
lenktas

7 III

45.254 L-Aneurizmq klipsas
Standartinis

Laikinas Stipriai lenktas 7 III

45.260 L-Aneurizmq klipsas
Standartinis

Laikinas Tiesus 7 III

45.262 L-Aneurizmq klipsas
Standa11inis

Laikinas Lengvai
lenktas

7 III

45.280 L-Aneurizmq klipsas
Standartinis

Laikinas Tiesus 7 UI

45.284 L-Aneurizmq klipsas
Standartinis

Laikinas Stipriai lenktas 7 l

45:r08 L-Aneurizmq klipsas Mini Laikinas Bajonetinis,
lenktas

7 III

45 309 L-Aneurizmq klipsas Mini Laikinas Bajonetinis,
lenktas

7 III
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45.320 L-Aneurizmq klipsas
Standartinis

Laikinas Lenktas kampu \Yrl' ,n /tlJ
,.'"'//

45.596 L-Aneurizmq klipsas
Standartinis, su langeliu @

3.5 mm

Permanentinis Tiesus \td .' *,.1,",

45.597 L-Aneurizmq klipsas
Standartinis, su langeliu @

3.5 mm

Permanentinis Tiesus 8 III

45.598 L-Aneurizmq klipsas
Standartinis, su langeliu O
3,5 mm

Permanentinis Tiesus 8 III

4s.s99 L-Aneurizmq klipsas
Standatinis, su langeliu @

3.5 mm

Permanentinis Tiesus 8 III

45.600 L-Aneurizmq klipsas
Standartinis, su langeliu @

3-5 mm

Permanentinis Tiesus 8 I Il

45.602 L-Aneurizmq klipsas
Standartinis, su langeliu O
3,5 mm

Permanentinis Lenktas kampu I III

45.601 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 III

45.604 L-Aneurizmq klipsas
Standadinis, su langeliu O
3.5 mm

Permanentinis Lenktas kampu 8 t

45.610 L-Aneurizmq klipsas
Standartinis, su langeliu O
3,5 mm

Permanentinis Tiesus 8 III

45.612 L-Aneurizmq klipsas
Standartinis, su langeliu @

3.5 mm

Permanentinis Lenktas kampu 8 III

45.613 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 III

45.614 L-Aneurizmq klipsas
Standartinis, su langeliu O
3.5 mm

Permanentinis Lenktas kampu 8 III

45.620 L-Aneurizmq klipsas
Standartinis, su langeliu @

3.5 mm

Permanentinis Tiesus 8 III

4s.622 L-Aneurizmq klipsas
Standartinis, su langeliu O
3,5 mm

Permanentinis Lenktas kampu 8 III

45.623 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 III

45.624 L-Aneurizmu klipsas
Standartinis, su langeliu O
3.5 mm

Permanentinis Lenktas kampu 8 IIt

4s.636 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis Tiesus 8 I

45.637 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Tiesus 8 III
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L-Aneurizmq klipsas
Standa(inis, su langeliu O
5mm
L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm
L-An€urizmq klipsas
Standartinis, su langeliu @

5mm
L-Aneurizmrl klipsas
Standartinis, su langeliu O
5mm
L-Aneurizmq klipsas
Standartinis, su langeliu 0
5mm
L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm
L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm
L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm
L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm
L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm
L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm
L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

L-Aneurizm{ klipsas
Standartinis

45.710
45.',711

L-Aneurizmq klipsas
Standartinis

45.716

45.7 r7
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L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis

45 747

L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmu klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis

Lenktas kampu
ir lenktas

L-Aneurizmq klipsas Mini

L-Aneurizmq klipsas
Standartinis
L-Aneurizmq klipsas
Standartinis
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45.822 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktdsk6mpu
\\

lt/,- /l

45.823 L-Aneurizmu klipsas
Standartinis

Permanentinis Lenktas J

forma
8\N '*F(

45.824 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas J

forma
8 l

45.825 L-Aneudzmq klipsas
Standartinis

Permanentinis Lenktas J

forma
8 III

45.850 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenkas kampu 8 III

45.851 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 III

45.858 Didelis L-Aneurizmu
klipsas

Permanentinis Tiesus 8 III

45.859 Didelis L-Aneurizmrl
klipsas

Permanentinis Bajonetinis 8 III

45.860 Didelis L-Aneurizmq
klipsas

Permanentinis Tiesus 8 III

45.861 Didelis L-Aneurizmq
klipsas

Permanentinis Tiesus 8 l

45.862 Didelis L-Aneurizmu
klipsas

Permanentinis Tiesus 8 III

45.863 Didelis L-Aneurizmrl
klipsas

Permanentinis Tiesus 8 III

45.890 L-Aneurizmq klipsas
Standartinis

Permanentinis Stipriai lenktas I III

45.891 L-Aneurizmq klipsas
Standartinis

Permanentinis Stipriai lenktas 8 III

45.899 L-Aneurizmq klipsas
Standartinis

Permanentinis Stipriai lenktas 8 III

4s.902 L-Aneurizmq klipsas
Standartinis, su langeliu @

3,5 mm

Permanentinis Lenktas kampu 8 III

45.904 L-Aneurizmq klipsas
Standartinis, su langeliu O
3.5 mm

Permanentinis Lenktas kampu 8 III

45.942 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis Lenktas kanrpu 8 III

45.944 L-Aneurizmq klipsas
Standaftinis, su langeliu O
5mm

Permanentinis Lenktas kampu 8 III

45.981 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis AsimetriSkas
tiesus

I III

45.982 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis AsimetriSkas
tiesus

8 III

45.986 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Peflnanentinis AsimetriSkas
lenktas kampu

8 III

4s.981 L-Aneurizmq klipsas
Standa(inis, su langeliu O
5mm

Permanentinis AsimetriSkas
lenktas kampu

8 l
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4s.986 L-Aneurizmu klipsas
Standartinis, su langeliu O
5mm

Permanentinis AsimetriSkas
lenktas kampu

\\3.\N!r
/'\(/

'/<'zJ/'tz'
45.987 L-Aneurizmq klipsas

Standartinis, su langeliu @

5 mn't

Permanentinis AsimetriSkas
lenktas kampu

8 l

45.986 L-AneurizmLl klipsas
Standartinis, su langeliu O
5mm

Permanentinis AsimetriSkas
Ienktas kampu

8 III

45.987 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis AsimetriSkas
lenktas kampu

8 III

45.991 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Asimetri5kas
lenktas kampu

8 III

45 c,92 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis AsimetriSkas
lenktas kampu

8 III

45.993 L-An€urizmu klipsas
Standaninis, su langeliu @

5 mn'r

Permanentinis Asimetri5kas
lenktas kampu

R I

45.994 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis AsimetriSkai
lenktas kampu

8 III

I,-ANETIRIZMI KLIPSU SISTEMA STERI LI
Katalogo

kodas
Apra5ymas Permanentinis

/ laikinas
Forma Taisvkl6 Klasd

S.45.XXX L-Aneurizmq klipsas Laikinas Skirtingi
variantai

7 tl

S.45.XXX L-Aneurizmq klipsas Permanentinis Skirtingi
variantai

I III

s.45.I l2 L-Aneurizmq klipsas, su

laneeliu @ 3.5 mm
Laikinas Lenktas kampu 7 1

s.45.1 13 L-Aneurizmq klipsas
standartinis

Laikinas Lenktas kampu 7 III

s.45.144 L-Aneurizmq klipsas,
standartinis, su langeliu O
3,5 mm

Laikinas Lenktas kampu 1 l

s.45.160 L-Aneurizmq klipsas
standartinis, su langeliu @ 5

mm

Laikinas Tiesus '7 III

s.45.180 L-Aneurizmu klipsas Mini Laikinas Tiesus 7 lll
s.45.190 L-Aneurizmu klipsas Mini T,aikinas Tiesus 7 III
s.45.192 L-Aneurizmq klipsas Mini Laikinas Lenktas 7 III

s.45.210 L-Aneurizmq klipsas Mini T,aikinas Tiesus 7 III

s.45.212 L-Aneurizmq klipsas Mini Laikinas Lenktas 7 l
s.45.220 L-Aneurizmu klipsas Mini Laikinas Tiesus 7 III
s.4s.222 L-Aneurizmq klipsas Mini Laikinas Lenktas 7 III
s.45.224 L-Aneurizmu klipsas Mini Laikinas Lenktas 7 III
s.45.226 L-Aneurizmu klipsas Mini T,aikinas Lenktas 7 III

s.45.240 L-Aneurizmq klipsas
Standartinis

Laikinas Tiesus 7 I

s.45.247 L-Aneurizmq klipsas
Standartinis

Laikinas Lenktas 7 IlI
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s.45.248 L-Aneurizmq klipsas

Standartinis
Laikinas Bajonetinis \&>---

\-l!
,'.'.Iff

\ -\-2---
s45.250 L-Aneurizmq klipsas

Standartinis
Laikinas Tiesus 7 l

s.45.252 L-Aneurizmq klipsas
Standartinis

Laikinas Lengvai
lenktas

7 t

s.45.2s4 L-Aneurizmq klipsas
Standarlinis

Laikinas Stipriai lenktas 7 III

s.45.260 L-Aneurizmq klipsas
Standartinis

Laikinas Tiesus 7 t

s.4s.262 L-Aneurizmq klipsas
Standartinis

Laikinas Lengvai
lenktas

7 III

s.45.280 L-Aneurizmq klipsas
Standartinis

Laikinas Tiesus 7 III

s.4s.284 L-Aneurizmq klipsas
Standartinis

Laikinas Stipriai lenktas '7 III

s 45.U08 L-Aneurizmq klipsas Mini Laikinas Bajonetinis,
lenktas

7 t

s.45.309 L-Aneurizmq klipsas Mini Laikinas Bajonetinis,
lenktas

'7 I

s 45 320 L-Aneurizmq klipsas
Standartinis

Laikinas Lenktas kampu 7 I

s 45 596 L-Aneurizmq klipsas
Standartinis, su langeliu @

3.5 mm

Permanentinis Tiesus 8 III

s.45.597 L-Aneuriznrq klipsas
Standartinis, su langeliu O
3-5 mm

Permanentinis Tiesus 8 III

s.45.598 L-Aneurizmq klipsas
Standartinis, su langeliu O
3.5 mm

Permanentinis Tiesus 8 III

s.45.599 L-Aneurizmq klipsas
Standartinis, su langeliu @

3.5 mm

Permanentinis Tiesus 8 I

s.45.600 L-Aneurizmq klipsas
Standartinis, su langeliu O
3.5 mm

Permanentinis Tiesus 8 I

s.45.602 L-Aneurizmq klipsas
Standartinis, su langeliu O
3-5 mm

Permanentinis Lenktas kampu I III

s.45.603 L-Aneurizmq klipsas
Standaftinis

Permanentinis Lenktas kampu 8 III

s.45.604 L-Aneurizmq klipsas
Standartinis, su langeliu @

3.5 mm

Permanentinis Lenktas kampu 8 III

s.45.610 L-An€urizmq klipsas
Standartinis, su langeliu O
3.5 mm

Permanentinis Tiesus 8 UI

s.45.612 L-Aneurizmq klipsas
Standartinis, su langeliu O
3.5 mm

Permanentinis Lenktas kampu I III

s.45.613 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 I

//ltls 11,/, 11.,
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s.45.614 L-Aneurizmq klipsas
Standartinis, su Iangeliu O
3.5 mm

Permanentinis Lenktas kampu \t\ 8\\,t\
'\ii):, .,:

,'"'/llII
/ .ij..::/i';.:i"

s.45.620 L-Aneurizmq klipsas
Standartinis, su langeliu O
3.5 mm

Permanentinis Tiesus
_&r'::r .:; III

s_45.622 L-Aneurizmq klipsas
Standadinis, su langeliu O
3.5 mm

Permanentinis Lenktas kampu 8 III

s.45.623 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 III

s.4s.624 L-Aneurizmq klipsas
Standaninis, su langeliu O
3.5 mm

Permanentinis Lenktas kampu 8 III

s.45.6:16 L-Aneurizmq klipsas
Standartinis, su langeliu @

5 rnm

Permanentinis Tiesus 8 III

s.45.63 7 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Tiesus 8 III

s.45.638 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Tiesus 8 III

s.45.639 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Tiesus 8 III

s.45.640 L-Aneurizmq klipsas
Standartinis, su langeliu O
5 mn't

Permanentinis Tiesus 8 III

s.45.642 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Lenktas kampu 8 III

s.45.644 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Lenktas kampu 8 III

s.45.650 L-Aneurizmq klipsas
Standartinis, su langeliu @

5 mn't

Permanentinis Tiesus 8 lll

s.45.652 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Pennanentinis Lenktas kampu 8 III

s.45.654 L-Aneurizmq klipsas
Standarlinis, su langeliu O
5mm

Permanentinis Lenktas kampu 8 III

s.4s.660 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Tiesus 8 III

s.45.662 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Lenktas kampu 8 III

s.45.664 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis Lenktas kampu 8 III
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s.45.666 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis Lenktas kampu '\Q -_,,Afr//) \t\ \-,'..r'

s.45.680 L-Aneurizmu klipsas Mini Permanentinis Tiesus 8 III
s.45.682 L-Aneurizmu kliosas Mini Permanentinis Lenktas 8 III
s.45.690 L-Aneurizmu kliosas Mini Permanentinis Tiesus 8 III
s.4s.692 L-Aneurizmu klipsas Mini Permanentinis Lenktas 8 ltl
s.45.694 L-Aneurizmu klipsas Mini Permanentinis Lenktas 8 III
s.45.700 L-Aneurizmq klipsas Mini Permanentinis Tiesus 8 III
s.45.701 L-Aneurizmq klipsas

Standarlinis
Permanentinis Lenktas kampu I III

s.45.710 L-Aneurizmq klipsas Mini Permanentinis Tiesus I III
s.45.711 L-Aneurizmq klipsas Mini Permanentinis Lenktas 8 III
s.45.'712 L-Aneurizmu klipsas Mini Permanentinis Lenktas 8 III
s.45.71u L-Aneurizmq klipsas

Standartinis
Permanentinis Lenktas kampu 8 III

s.45.7I 4 L-Aneurizmu klipsas Mini Permanentinis Lenktas 8 III
s.45.7I 6 L-Aneurizmq klipsas Mini Permanentinis Lenktas i 5on4

kampu
8 I]I

s.45.71'7 L-Aneurizmu klipsas Mini Permanentinis Lenktas i Sona 8 III
s.45.120 L-Aneurizmu klipsas Mini Pernranentinis Tiesus 8 III
s.45.122 L-Aneurizmu kliosas Mini Permanentinis Lenktas 8 III
s.45.'723 L-Aneurizmq klipsas

Standa11inis

Permanentinis Lenktas kampu I III

s.4s.'724 L-Aneurizmq klipsas Mini Permanentinis Lenktas 8 III
s.45.',125 L-Aneurizmu klipsas Mini Permanentinis Lenktas 8 III
s.45.'726 L-Aneurizmu klipsas Mini Permanentinis Lenktas I III
s.45.727 L-Aneurizrnu klipsas Mini Permanentinis Baionetinis 8 III
s.45.728 L-Aneurizmu kliosas Mini Permanentinis Baionetinis 8 ItI
s.45.740 L-Aneurizmq klipsas

Standartinis
Permanentinis Tiesus 8 III

s.45.7 42 L-Aneurizmq klipsas
Stand art in is

Permanentinis Lengvai
lenktas

8 III

s.45.744 L-Aneurizmq klipsas
Standartinis

Pennanentinis Stipriai lenktas 8 III

s.45.746 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 lll

s.45.7 47 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas 8 III

s.45.748 L-Aneurizmq klipsas
Standartinis

Permanentinis Bajonetinis I III

s.45.750 L-Aneurizmq klipsas
Standartinis

Permanentinis Tiesus 8 III

s.45.7 52 L-Aneurizmq klipsas
Standartinis

Permanentinis Lengvai
lenktas

8 III

s.45.754 L-Aneurizmq klipsas
Standartinis

Permanentinis Stipriai lenktas 8 III

s.45.758 L-Aneurizmq klipsas
Standartinis

Permanentinis Bajonetinis 8 Ilt

s.45.759 L-Aneurizmq klipsas
Standartinis

Permanentinis Bajonetinis 8 III

s.45.760 L-Aneurizmq klipsas
Standadinis

Permanentinis Tiesus 8 I
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s 45.761 L-AneurizmLl klipsas
Standartinis

Permanentinis Lenktas kampu \\J+ --l 
ttl

/" /t
s.45.'762 L-Aneurizmq klipsas

Standartinis
Permanentinis Lengvai

lenktas
\S"s .,/\')iltx

Zt'
s.45.764 L-Aneurizmq klipsas

Standaninis
Permanentinis Stipriai lenktas 8 III

s.45.780 L-Aneurizmq klipsas
Standartinis

Permanentinis Tiesus 8 III

s.45.782 L-Aneurizmq klipsas
Standartinis

Permanentinis Lengvai
lenktas

8 III

s.4,s.784 L-Aneurizmq klipsas
Standartinis

Permanentinis Stipriai lenktas 8 III

s.45.790 L-Aneurizmq klipsas
Standartinis

Permanentinis Tiesus 8 III

s.45.792 L-Aneurizmq klipsas
Standartinis

Permanentinis Lengvai
lenktas

8 I

s.45.806 L-Aneurizmu klipsas Mini Permanentinis Lenktas kampu 8 III

s.45.807 L-Aneurizmq klipsas Mini Permanentinis Lenktas kampu
ir lenktas

8 III

s.45.819 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 l

s.45.820 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 III

s.45.822 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 III

s.45.823 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas J

forma
8 l

s.45.824 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas J

forma
8 III

s.45.825 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas J

forma
8 III

s 45.850 L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 I

s 45.85 t L-Aneurizmq klipsas
Standartinis

Permanentinis Lenktas kampu 8 ]II

s.45.858 Didelis L-Aneurizmq
klipsas

Permanentinis Tiesus 8 l

s.45.859 Didelis L-Aneurizmq
klipsas

Permanentinis Bajonetinis 8 t

s.45.860 Didelis L-Aneurizmq
klipsas

Permanentinis Tiesus 8 III

s.45.861 Didelis L-Aneurizmq
klipsas

Permanentinis Tiesus 8 III

s.45.862 Didelis L-Aneurizmq
klipsas

Permanentinis Tiesus 8 III

s.45.863 Didelis L-Aneurizmq
klipsas

Permanentinis Tiesus I III

s.4s.890 L-Aneurizmq klipsas
Standartinis

Permanentinis Stipriai lenktas 8 Ilt

s.45.89r L-Aneurizmq klipsas
Standartinis

Permanentinis Stipriai Ienktas 8 III

s.45.899 L-Aneurizmq klipsas
Standartinis

Permanentinis Stipriai lenktas 8 III



s.45.902 L-Aneurizmll klipsas
Standartinis, su langeliu @

3.5 mm

Pennanentinis Lenktas kampu 8 IlI

s.45.904 L-Aneurizmq klipsas
Standartinis, su langeliu O
3.5 mm

Permanentinis Lenktas karnpu 8 III

s.45 _942 L-Aneurizmq klipsas
Standafiinis, su langeliu O
5mm

Permanentinis Lenktas kampu I III

s.45.944 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis Lenktas kampu 8 III

s.45.981 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis AsimetriSkas
tiesus

8 III

s.45.982 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis AsimetriSkas
tiesus

8 III

s.4s.986 L-Aneurizmq klipsas
Standaftinis, su langeliu O
5mm

Permanentinis AsimetriSkas
lenktas kampu

8 I

s.45.987 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis AsimetriSkas
lenktas kampu

8 III

s.45.986 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis AsimetriSkas
lenktas kampu

8 III

s.45.987 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis AsimetriSkas
Ienktas kampu

8 III

s.45.986 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis AsimetriSkas
lenktas kampu

8 III

s.45.987 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis AsimetriSkas
lenktas kampu

8 III

s.45.991 L-Aneurizmq klipsas
Standartinis, su langeliu @

5mm

Permanentinis AsimetriSkas
lenktas kampu

8 III

s.45.992 L-Aneurizmq klipsas
Standartinis, su langeliu O
5mm

Permanentinis AsimetriSkas
lenktas kampu

8 III

s.4s.993 L-Aneurizmtt klipsas
Standartinis, su langeliu @

5mm

Permanentinis AsimetriSkas
lenktas kampu

8 III

s.45.994 L-Aneurizmq klipsas
Standartinis, su langeliu O
5 mn't

Permanentinis Asimetri!kai
lenktas kampu

8 lI

do/Li - /2 -
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In respect of:

Those aspects relating to securing and maintaining sterility in the
manufacture of passive reflective spheres for use with spatial
measurement systemg,

EC Ceftificate - Production Quality Assui'ifitE".'
D'Ied:ive 93/4Z|EEC on Medical Devices, Annex V

to/Q' 12 - /'t
No.

Issued To: KOFIJA iI$[cE 41758

Northern Digital, Inc.
103 Randall Drive
Waterloo
Ontario
N2V tcs
Canada

(i.';

Expiry Date: 05 September 2019

...making excellence a habit.
Page 1 of 1

.1

on the basis of our examination of the quality assurance sydem 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 0085)i

Gary Fenton, Global Assurance Director

Fird Issued: 06 September 1004 Date: 05 September 2014

/- -o-.i;*
' ,.';,lnrrt, '(.4i1
ir ftrre bc(]drcrve \iY
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Vertimas ii angl4 kalbos

bsi.
EB Sertifikatas - Produkto kokybds uZtikrinimas

Direktyv a 93 I 42/EEC medicininiams prietaisams, V priedas

Nr. CE 81758

ISduotas:

Northern Digital, Inc.
103 Randall Drive
Waterloo
Ontario
N2V 1C5
Kanada

AtZvilgiu:
Tie aspektai, kurie susijg su uztikinimu ir sterilumo palaikymu, pasyviq atspindindiq sfer q.
naudojamq su erdvinemis matavimo sistemomis, gamyboje.

Remiantis miisq tyrimais laikantis Tarybos Direktyvos 93142/EEC, V Priedo reikalavimq. Kokybes
uZtikinimo sistema atitinka direktyvos reikalavimus. {vedant i rink4 IIb ir III klases produktus, IIi
sertifi kato priedas yra reikalaujamas.

BSI vardu, notifikuotoji istaiga pagal minet4 direktyv4 (Notifikuotosios istaigos Nr. 0086):

(para5as)

Gary Fenton, globalaus uZtikrinimo direktorius

Pirm4 kartq i5duotas: 2004 m. rugsejo 6 d.
Galioja iki: 2019 m. rugsejo 5 d.

Data: 20.14 m. rugsejo 05 d.

...meistriSkumo pavertimas [prodiu.rM

Puslapis I iS I



ZERTIFIKAT TU\;Y

@?::1i.: :

AUSTRIA

u;t//: tl-.i:t
K

Adeor Medical AG
Kirchplatz 1, D-82049 Pullach

Medizinprodukte fiir den Bereich ,,Chi
Medical devices in the field of surgery

Dieses Zertifikat gilt nur f0r Produkte und Fertigungsstatten die im
Anhang zum Zertifikat angeflihrt sind. - This cedificate is valid for
products and facililies listed in annex to certificate only.

unterzertifikat: Tuv-A-MT-1 /1 1/Q045-ol
Sub-ceftificate:

Anderung von zertifikat TUV-A-MT-1/1 1/8045-00,
ausgestellt am 28.'l 1.201'l
Revision of cediftcate TUV-A-MT-I /1 1 /QO45-00,
issued 28,11.2011

.,s! 
..,

N r.: TUV-A-MT-1 /1 2/Q045-00
\

Vollstandiges Qualititssicherungssystems - Full quality assurance system
93/42IEWG Anhang ll Abschnitt 3 - 93/4AEEC Annex ll section 3

Hersteller:
Manufachtrcr

Produktkategorie:
Prcduct category:

Lck
LL"

Bemerkungen:
Remarks:

lOMTI42O5HICHFN

Bericht Nr:
Report No.:

22.04.2005

Erstausstellung
Fir6l issue

17.12.2012
Datum der Ausstellung
Date of lssue

Dipl,lng, Michael Pijlzleitner
zertifizierungsbeauftragter
Ceft ifr cation rc pre se ntative

g

t

fPj\ia-// \i) 1)t.i

PHlt'lClPAr,,lltil 1l

Hiermit bescheinigt die TUV AUSTRIA SERVICES GMBH als benannte Stelle (lD-Nr.O4O8), dass das
vollstandige Qualitatssicherungssystem des/der oben angefuhrten Produktes/Produktkategorie Uberpriift
wurde und den Anforderungen nach Anhang ll (Abschnitt 3) der Richtlinie 93/42|EWG Uber
Medizinprodukte entspricht. F0r die CE-Kennzeichnung und lnverkehrbringung der Produkte konnen
abhdngig von Zweckbestimmung und Klassiflzierung zusatzliche Zertifikate notwendig sein,
TUV AUSTRIA SERV/CES GMBH as notified body (D-No.0408) cetlifies that the fu quality assurance
syslem of the above mentioned product/product category has been examined and meets the relevant
requirements of annex ll (section 3) of the directive 93/42/EEC on medical devices, For CE-markinq and
placing on the market addilional ceftificates could be required depending on intended purpose and
classification of the product.

C
04

€
08

20.04.2015

Ende der Gilltigke t
End of validity

Auszugsweise Vervielf:iltigung nur mit Genehrnigung des TUV Austria geslattet
The rcproduction and/ot duplication of this docunent in abstracts i6 subject lo lhe apprcval by TUV Austia

OFM-Mr-MP3o zerlilikat Anh ll Rev 02

TUV AUSTRIA SERVICES GMBH I benannte Stelle - notified body j lD-Nr.0408
Akkreditierte PrLlf-, lnspeklions- und Ze.tifizierungsstelle - Accredited Testing. lnspection and Certfcatlon body
1015 Wien lKrugerstralle 16lTel:+43 (0)1 610 91-6502 Fax:+43'(0)1-610 91-6505 I E-Mail:mt-zert@tuv et wvrw tuv aUmedizin

z/srA SFt);
\' 'o

:3r0rz:^>r_l..,"rnil 
$\a .i
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Anhang zum

Zertilikatsnr.
Certificate No :

Revision des Anhangs
Revision of ennex

TUV-A-MT- t/1 2/Q045-00

01

TU
AUSTRIA

u-/5-

Zertifikat - Annex to certificate

Datum
Date

13.12.2013

///-
K

edasstDie folgenden Produkte und Fertigungsstatten sind vom oben angef0hrten Zedifikal
Tho following products and facilities arc included in lhe ceftificdte menlianed above.

1. Produkt(e) - Device(s)

Procluktketegofle - Pro ducl celegory Produkte - P/od1lcl-s

Bohrer, Mikrochirurgie (15-883)
Burs, microsurgical

Diamantbohrer (1 1-237)
Diamond rotary instrum ent

Perforationsinstrument, kranial,
automatisch (11-334)
Pd rforator, c ra n i al, a uto m ati c

Starrendoskop (1'1 -274)
Directoscope

Slotted Sauger
S lot'te d s u cti o n dev i c e

ERGO Sa uger
ERGO suction device

HiCut Highspeed lnstrument
HiCut Highspeed instrument

HiCut Highspeed lnstrument
HiCut Highspeed instrument

Meridian Perforator
Meridian pedorator

Chirurgieendos kop
Surgical endoscope
Ass iste nze n d osko p
4ssistscope
Haematoskop
Hematoscope
Vertebroskop
Vertebroscope
Chirurgie Miniskop
Surgical miniscope

Oreser Anhang ersetzt evenluell vo.handene Anhange !'nil nredngerer Revrsronsnumnier Der Hersre ei !t
verpflchtel nur den aktuell giiltigen Anhang zlj velwenden Die gultrge Revrsronsnummer Kann be,n- T'JY
Austria erfragl werden - This annox cancels and replaces prevous annexes h ts 

'n 
(lrc respanstDtltly a! th€

manufacturea lo use only valid annexes lnlorrnalion aboul the cuftenlly vald rcvtsicn nut ber 's avatlaDir 2l
TUV Austrla

Auszugsweise VervrelfllliEung nsr md Genehmigung des TLJV AUslr a ges arr€'
fhe eprocluclton and/or duplication al thts docrlrenl il ab.sltacls ,s subiecl lo lhe approraj !1y iL:V a' i\,'t3

A o, 
" 

r, a3o anhano z€,,,ra.Ro! )r,-
t \ T[jv AusTRlA sERVlcEs GMBH I benannte stelle notrfred boc,v lD'Nr ila:]E

Akkredilrerle Pnil- lnspektlons- und Zerlifirier ung sstel e - Accred,ted teslng lrscecr,on aflc Ceriiricdro. .cc,
iala yJ:e. Kri,le'st'alle 16 TeL*r3 '0r 611 9r.65:: j?r-n::'a'. r'a.1: !'.ii: -.:i-: .'
/e _v a:-el r -

Saug-Spiilgerat (1 3-845)
Suction and irrigation device

PRINCIPALMED 1L



TIrSFEF'PI:i

TU'
AUSTRIAdl''-€ I

*";

Produklkategorie - Producl calegary

Bronchoskop, flexible (15-073)
Bronchoscope, flexible

Zange, Elektrochirurgie (1 1 -502)
F orce ps, el ectrosu rg i cal

2, Fsrtig ungsstaften - Facilities

Eezeichnung - Name

Produkte - Prodrcls

Flexibles Endoskop
Flexlble Fiberscope
Viewingdissektor
Viewingdissector

Velocity Motordrill
Velocity Motor drill

Bipolarpinzette
Eipolar Precision Forceps
Bipolar Forceps

Adresse'Add.ess

Antrieb (16-868)
Driver

Kirchplatz 1, 82049 Pullach, Deutschland

4.o/!- e- /(
OPUA ilffiA

iuv

Dieser Anhang ersetzl event u ell vorha ndene Anhange mrt niedngerer Revisronsnumrier Der llersterer 'sr
verpflichlet nur den aktuell gllltigen Anhang zu verwenden Dte g0llige Revsionsnummet kanr belm TUV
Austria erfragt werden .- This annex cahcels and rcplaces prc,tious anhexes ll ts tr lhe (esparstbltt,, a; !."
manufaclurer Io use only valid annexes lnfomalion aboul lhe cu.redlly valid revteon number rs aviit:)tit: j:

Auszugsweise Vervrellaltrg[rng nur mil GenehfiigLrng aes TUV Ausl'a ges:3tle:
The reproaluclion and/or duplicalian ol lhis documenl tn absl.acls ts sltblect io the aDlti:v1l ri t u r i. .-:t .i

OFli MT.A30,Anhanq Zed I'kat Ree n3

body iD.N- l:1irt
and Cerr laat c , )r'l
c !,r " ,'. .:-.:

(.

TUV AUSTRIA SERVICES GMBH I benannie Srelle - nctrfred
Akkredit'ede Prut. lnspektlons. und Ze llzrerungsslelle - Acc.ed(ed T€strng lnsoecrion

1015 W,e. KrgeGliaBe 15 Tel .{3 1,")i A!0 -1,65i2 F3r -r: a ' i'-^ !r a:::



Vertimas I lietuvi4 kalbq

Sertifikatas
Nr. : TUV-A-MT- I /l 2/Q045-00

Pilna kokybds uZtikrinimo sistema - 93/42IEEC II priedas 3 skirsnis

Gamintojas: Adeor Medical AG, Kirchplatz 1, D-82049 Pullach

Produktokategorija: Medicininiaiprietaisaichirurgijossrityje

Pastaba:

Sis sertifikatas galioja tik produktams ir paslaugoms iSvardintoms
priede sertifikatui.

Sub-sertifikatas:
Sertifikato TUV-A-MT-1/1 1/Q045-00 perZilrejimas ivykdyas
20t1-1t-28

TUV AUSTRIA SERVICES GMBH kaip notifikuotojo istaiga (ID-No.0408) Iiudija, kad pilna
kokybes uZtiktinimo sistema auk5diau minetiems produktams/produktq kategorijoms buvo
patikinta ir atitinka tiesiogiai susijusius Direktyvos medicininiams prietaisams 93l42lEEC, ll
priedo, 3 skirsnio, reikalavimus. CE Zymejimui ir ivedimui I rinka papildomi sertifikatai gali buti
reikalaujami priklausomai nuo tikslo ir produkto klasifikacijos.

Prane5imo Nr.: 10MTI4205HK/HFN

Pirmas Ieidimas 2005-04-22

ISleidimo data 2012-12-17

ParaSas/antspaudas

Dipl.-Ing. Michael Piilzeitner
Sertifikato atstovas

Galiojimo pabaiga 2015-04-20

€
08

C
04

ustrU a patvirtintos lezes.



Priedas prie sertifikato

Sertifikato Nr.: rUv-.q,-N{r- rtr2leo4s-oo

Priedo perZilrejimas: 01 Data:2013-12-13

Sekantys produktai ir paslaugos yra itraukti isertifikat4, kuris minimas aukSiiau

1. Prietaisas (ai)

2. Paslaugos

Produkto kategorija Produktai
Siurbimo ir drdkinimo prietaisas (13-845) Siurbimo prietaisas su grioveliais

ERGO siubimo prietaisas
Boras, michrochirurginis (15-883) HiCut auk5to greiiio instrumentas

Deimantinis rotorinis instrumentas /ll-237\ Hicut aukito greiiio instrumentas
Perforatorius, kaukol6s, automatinis (1 f -334) Meridian perforatorius
Direktoskopas (ll-27 4) Chirurgiis endoskopas

Asistuojanti optika
Hematoskopas
Vertebroskopas
Chirurginis miniskopas

Bronchoskopas, lankstus Lankstus fibroskopas
Vaizdo disektorius

Variklis Didelio greitio gr4Ztas
Chirurgin6s Znypl6s Bipoliarin6s tikslios chirurgin6s inypl6s

Bipoliarinds inyplds

Pavadinimas Adresas
Afeor Medical AG Kirchplatz l, 82049 Pullach, Vokietiia

Sis priedas panaikina ir pakeiiia ankstesnius priedus.
Gamintojo atsakomybe naudojami tik galiojantys priedai. lnJbrmacija apie siuo metu galioianti
perii ros skaiii4yra TUV Austrijoie. 1i,;/4-t{-lf

ll0liriliiiS

Sio dokumento dauginimas ir/arba dubliavimqs yra taikomas pagal TUV Austrija patt)irtint(ts teze,t.

akcine belrdiov.j

PRirue lPsltdhil i i"
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