cli
Al ud Q0

By Roval Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex I excluding Section 4

No. CE 578287

Tssued To: "St. Jude Medical )
177 County Road B East
St Paul
Minnesota
55117
USA

In respect of:

Design and manufacture of Mechanical and Tissue Heart Valves,
Transcatheter Heart Valves, Pericardial Patches, Valved Grafts,
Annuloplasty Rings and Related Accessories.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing-on-the marketof dass T productsar-Annex T section 4 certifieate is reguired:

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

??.\

Pietro Foschi - Strategic Delivery Director

First Issued: 30 January 2012 Date: 01 December 2014 Expiry Date: 15 December 2019
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 578287
Date: 01 December 2014
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
Subcontractor: Service(s) supplied
Abbyland PorkPak Inc. Animal substances
539 North Meridian Street
Curtiss
Wisconisin 54422
USA
BRF - Brasil Fo A, Animal subs
Rua Senador Atilio Fontana, 86,
Concordia/SC
Brasil
Frigoestrela S.A. Animal substances

Estrada Vicinal Romao Lopes
Martins, S/N - KM 0+700M,
Jardim Maraba, Tupd/SP
Brasil -

Frigorifico Argus Ltda Animal substances
BR 376 KM 621,

S3c José do Pinhais/PR

Brasil
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EC Certificate - Full Quality Assurance System EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4 Directive 93/42/EEC on Medicai Devices, Annex II excluding Section 4

~list of Significant Subcontractors List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by: Recognised as being involved in services relating to the product covered by:

Certificate No: CE 578287 Certificate No: CE 578287
Date: 01 December 2014 Date: 01 December 2014
Issued To: St. Jude Medical Issued To: St. Jude Medical
177 County Road B East 177 County Road B East
St Paul St Paul
Minnesota Minnesota
55117 55117
USA USA
Subcontractor: Service(s) supplied Subcontractor: Service(s) supplied
Frigorifico Miolar Ltda Animal substances 1BS Aves Ltda Animal substances
Estrada para Fazenda Mazurana S/N, Rua Jo3o Andriollo,
Dois Vizinhos/PR 1167, Ana Rech
Brasit Caxias do Sul/RS
Brasil
Frimesa Cooperativa Central Animal substances
Rua Bahia, 159, JBS S.A. Animal substances
Medianeira/PR Parque Industrial S/N
Brasil Distrito Industrial, LINS/SP
Brasil
Heraeus Medical Components Manufacture
5030 Centerville Road JBS S.A. Animal substances
St. Paul Rodovia, GO 164, Km 167 S/N,
Minnesota 55127-2203 Zona Rural,
USA Mozariadndia/GC
Brasil
InterVascular SAS Manufacture
Z.1 Athelia 1 1BS S.A. Animal substances
13705 La Cictat Cedex Rua Principal S/N, Vila Miisa,
France tuiutaba/MG
Brasil
.making excellence a habit .making excellence a nabit
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Directive 93/42/EEC xn_:a_:m Section 4

cal Devices, Annex

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

By Royal Charter

EC nm&:nmﬁm - Full Quality Assurance System
Med I

Certificate No: CE 578287
Date: 01 December 2014
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
Subcontractor: Service(s) supplied
Mac Frios Animal substances

Rod. Ant&nio de Paiva Cantelmo,
PR mmm KM 02, Zona Rural,

eitrao/PR

Brasil

__Magquet Cardiovascular
45 Barbour Pond Drive
Wayne

NJ 07470

USA

Manufacture

Marcho Farms Inc.
519 Allentown Road
Franconia
Pennsyivania 18924
USA

Animal substances

OCakey Abattoir Animal substances
Lot 1, Oakey Connecticn Read,

Oakey QLD 4401

Austraiia

‘making excellence a habit’
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_List of Significant Subcontractor.

Recognised as being involved in services relating to the product covered by:

By Royal Charter

Certificate - Full Quality Assurance System

Dw_,mnn._cm 93/42/EEC on Zma_nm_ Devices, Annex 11 excluding Section 4

Certificate No: CE 578287
Date: 01 December 2014
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
Subcontractor: Service(s) supplied
Phillips Plastics Corporation Manufacture

ps Medical New Richmond
wom Wisconsin Drive
w Richmond
<<_m8:m_: 54017
USA

Rio Branco Alimentos S.A. (Pif Paf) Animal substances
BR 365 Km 455,
Patrocinio/MG

Brasil

Seara Alimentos Ltda Animal substances
Rua Tranquilo Damo,

209 -Santo Antonio,

Frederico Westphalen/RS

Brasil

.making excellence a habit
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By Royal Charter

EC Certificate - Full Quality Assurance System EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4 Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

—List of Significant Subcontractors ~ list of Significant Subcontractors

Recognised as being involved in services relating to the product covered by: Recognised as being involved in services relating to the product covered by:

By Royal Charter

Certificate No: CE 578287 Certificate No: CE 578287
Date: 01 December 2014 Date: 01 December 2014
Issued To: St. Jude Medical Issued To: St. Jude Medical

177 County Road B East 177 County Road B East

St Paul St Paul

Minnesota Minnesota

55117 55117

USA USA
Subcontractor: Service(s) supplied Subcontractor: Service(s) supplied
Sioux-Preme Packing Company Animal substances St. Jude Medical PR LLC Final Inspection
4241 U.S. 75 Ave Caguas West Industrial Park Manufacture
Sioux Center Lot 20 and 21 Moist Heat Sterilization
Towa 51250
usa

St. Jude
Rua Professor Jose
de Mendonca, 1301

Manufacture ETO Sterilization

Santana Industrial Park

Bairro Engenho Nogueira Arecibo PR 00612
Belo Horizonte USA
Minas Gerais
33.310-260 St. Jude Medical Manufacture
Brasil 14901 DeVeau Place
Minnetonka

St. Jude Medical Costa Rica Ltda. Manufacture Minnesota 55345-2126
Edificic #44 USA
Calle 0, Ave. 2, Zona Franca Coyot
E! Coyol
Alajuela
Costa Rica

making excellence a habit! making excellence a habit.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 578287
Date: 01 December 2014
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
Subcontractor: Service(s) supplied
St. Jude Medical Distribution
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 578287
Date: 01 December 2014
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
Subcontractor: Service(s) supplied

STERIS Isomedix Services, Inc.

ETO Sterilization

177 County Road B East
St. Paul

Minnesota

55117

USA

Final Inspection
Labelling

Manufacture

Moist Heat Sterilization
Packaging

St Jude Medical
Coordination Center BVBA
The Corporate Village

Da Vincilaan 11 Box F1
1935 Zaventem

Belgium

EU Representative

Steris Corporation
Isomedix Services

State Road 690

KM1.7 Barrio Sabana Hoyos
Vega Alta 00692

Puerto Rico

Gamma Irradiation

..making excellence a habit’
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2072 Southport Road
Spartanburg

~ 30308
L 25500

USA

STERIS Isomedix Services ETO Sterilization
380 90th Avenue NW

Minneapolis

Minnesota 55433

USA

Teys Australia Southern, Tamworth Animal substances
Phoenix street

Tamwaorth, NSW 2340

Australia

making excellence a habit’
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4

~ lList of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 578287
Date: 01 December 2014

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA

Subcontractor: Service(s) supplied

Vascutek Limited
Newmains Avenue
Inchinnan
Renfrewshire
Scotland PA4 9RR
United Kingdom

Animal substances
Manufacture

"W & G Marketing Co.
2824 Northridge Drive
Sidney, IA

USA

Animal substances

.making excellence a habit”
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Certificate No:

CE 578287

By Royal Charter

EC Certificate - Full Quality Assurance System

Date: 01 December 2014
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
Date Rt Snence Action
Number
30 January 2012 7727627 First issue of mirror certificate to CE 544668
n of significant subcontractor for sterilization to St Jude
i U ico LLC for VAVG) devices. =]
Transcatheter valves added to the scope.
Addition of St Jude Medical (Minnetonka), St Jude Medical
2 7 AL . 5 rir A o
Aehnistle S A e {Maple Grove), Marcho Farms and Abbyland PorkPak to the list
of subcontractors.
13 December 2012 7930677 Update to subcontractor address St Jude Medical PR LLC,
St Jude Medical (Costa Rica) added to the list of
16 January 2013 7943381 subcontractors.
18 April 2013 2984806 St Jude Medicai (Mapie Grove) removed from the fist of
- subcontractors.
Addition of significant subcontractor InterVascular SAS
{(Maquet) La Ciotat France facility as a fabric supplier for STM
MO ERER2 TS CO7IgT2 Mechanical Heart Valves, Valved Grafts and Annuloplasty
Rings.
| 19 November 2014 8245105 Certificate renewal.
[ Tissue valves and pericardial patches added to the scope
(trensferred from another Notified Body). St Jude Medical
A1, Pecember 2014 8134263 Brasil, Phillips Plastics and bovine porcine abattoirs added to
the list of subcontractors.

making excelience a habit’
1




hei

[ [ | g

By Royal Charter

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex II Section 4

No. CE 617862
Tssued To: — St Jude Medical——
177 County Road B East
St Paul
Minnesota
55117
USA

In respect of:

Trifecta™ Valves

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC
Annex II Section 4 and Regulation 722/2012. The design conforms to the requirements of this directive and
regulation. For marketing of these products an additional Annex 1I excluding Sectlon 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

S ‘\\alr.‘

tewart Brain, Head of Compliance & Risk -

Medical Devices

First Issued: 2014-12-01 Date: 2017-10-26 Expiry Date: 2019-11-30

making excellence a habit’
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C Design-Examination Certificate

Suppiementary Information to CE 617862

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA

Trif ™ Valve

_.|._.mmm=m Annulus Diameter Model Number
(mm)
19 TF-19A
21 TF-21A
23 TF-23A
25 TF-25A
27 | TF-27A
29 TF-29A
First Issued: 2014-12-01 Date: 2017-10-26 Expiry Date: 2019-11-30

.making excellence a habit”
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C Design-Examination Certificate

By Roval Charter

Suppiementary Information to CE 617862

Issued To:

Trifecta™ Valve with
Glide™ Technology

St. Jude Medical

177 County Road B East
St Paul

Minnesota

55117

USA

Tissue >_.=A..q__._a___h_amv Diameter __ Model Number
19 | TFGT-19A
21 TFGT-21A
23 TFGT-23A
25 TFGT-25A
27 TFGT-27A
29 TFGT-29A
First Issued: 2014-12-01 Date: 2017-10-26 Expiry Date: 2019-11-30

making excellence a habit”
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By Royal Charter

C Design-Examination Certificate

Suppiementary Information to CE 617862

Issued To:

St. Jude Medical
177 County Road B East

St Paul

Minnesota
55117
USA

Certificate History

Reference .
Date Number Action
01 December 2014 10149976 | First issue. Transfer from another notified body.
| Addition of the US abattoir Greater Omaha Packaging
0 oy ol SRR Company as a Bovine Tissue Source for Trifecta™ Heart Valve. 1
25 August 2015 10156926 | DuPont Tyvek Medical Transition Project update.
01 February 2016 10158815 | Introduction of Trifecta GT.
03 December 2016 10164719 | Shelf-life extension from 2 to 4 years. |
Addition of Agropecudria Bolson Ltda,, Irmdos do Valle and |
30 March 2017 10165131 | W&G Marketing Company as animal tissue suppliers for the
Trifecta Heart Vaives.
Addition of St. Jude Medical Brazil Manufacturing Site for
28 July 2017 10169589 Trifecta™ GT.
Current 8694459 | Addition of .mﬁm:@m:_ﬁn. Costa Rica as ETO sterilizer for the jar _
| set assemblies. |
First Issued: 2014-12-01 Date: 2017-10-26 Expiry Date: 2019-11-30

.making excellence a habit’
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90048321 Ver. G
Declaration of Conformity
Page 1 of 2

Annex Il
Declaration of Conformity
St. Jude Medical (SJM), Cardicvascular and Ablation Technolegies Division (CATD) hereby declare that the
following SJUM facilties and products conform to the applicable provisions of Annex Il of the Medical Device
D_Eﬂ_:.o {MDD) 93/42/EEC as amended by 2007/47/EC, and Commissian U:monzm 2003/32/EC. All supporting

1 is retained undar the premises of the CATD, We declars no application has been lodged with any

Qo Undoring pranncec ot o DDCIETE no gppica e )

d body for the same products. This declaration is issued under =._m sole responsibility of the
manufacturer. This declaration supersedes any declaration issued previously for the same product(s).

Manufacturer Address: St. Jude Medical
177 County Road B East
St. Paul, Minnesota 55117, USA

St. Jude Medical Coordination Center BVBA
The Corporate Village

Da Vincilaan 11 Box F1

1935 Zaventemn, Belgium

European Representative:

Product Type: Bioprosthetic Heart Valve
Product Name(s): Trifecta™ Heart Valve
Model Number(s):

Model Numbers
Product Original CE Mark Date
Aortic Mitral
7 TF-19A
* TE-21A-
. TF-23A

[ Trifecta Heart Valve TE25A N/A 04 March, 2010
TF-27A
TF-20A

Classification: Class Il per Annex IX, Rule 8 & 17

GMDN Code(s): 60242

Annex Il, Clause 3 Certificate Number and Certificate No: CE 578287

Expiration Date: Expiration Date: 15 December, 2019

EC Design Examination Certificate Certificate No: CE 617862

Expiration Date: 30 November, 2019

Applicable Quality System Standards: ISO 13485:2012 + AC:2012

Signature: Place and Issue Date: St. Paul, Minnesota US
/ e O~
L r tnagis  Deumber €, sou

Rashmi Bhushan
Senior Manager, Regulatory Affairs

90140679 ver. B~ Declaration of Conformity Template

This confidential document is the property of St. Jude Medical and shall not be reproduced, distributed or used without the
sxpress witten consent of St.Jude Medical.

Notified Body:

Notified Body Number:

Manufacturing Facilities:

Signature:

Lppprtonee

90048321 Ver. G

Declaration of Conior
Page 2 of 2
BSI
Kitemark Gourt
Davy Avenue
Knowilhill, Milton Keynes
MKS 8PP UK
0086

St. Jude Medical
177 County Road B Easl
St.-Paul, Minnesota 55117, USA

St. Jude Medical, Brasil Ltda.

Rua Professor Jose Vieira de Mendonca, 1301
Barrio Engenho Nogueira

Belo Horizonte, MG

31.310-260, Brazil

St. Jude Medical Costa Rica Ltda.
Edificio #44

Calle 0, Avenida 2

Zona Franca Coyol

El Coyol, Alajuela, Cosla Rica

“"Place and Issue Date: St. Paul, Minnesota US

\Ugg\ W;.O\Q—?

Rashmi Bhushan

Senior Manager, Regulatory Affairs

90140879 ver. B.— - ______Declaration of Confarmity Template
This confidential document is the property of St. Jude Medicat and shall not be reproduced, distributed or used without the

express written consent of Si-Jude Medical.



bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

By Royal Charter

This is to certify that: St. Jude Medical

177 County Road B East
St Paul

Minnesota

55117

USA

Holds Certificate No: FM 558476

m:noumaﬂmmmD:m_mn,\_,\_m:mmm_._._m:ﬁm,\mnm-:Ezn:no_._._u_mmm,z#:n_..m_\mn:__\m_.:m_._..mQ:moHuAmmnmocwﬁo_‘n_._m
following scope: o (I -

isstie HEart Valves,
Annuloplasty Rings, Valve and Annuloplasty Ring Sizer Sets;-Mechanical Valve Leaflet Testers,
Holder Rotators, Transcatheter Heart Valve Delivery and Loading Systems, and:ventricular
assist device components. < -

/ *&xﬁ%&

Carlos Pitanga, SVP, System Certification and Compliance

For and on behalf of BSI:

Original Registration Date: 12/24/2009  Effective Date: 03/01/2017 Expiry Date: 02/28/2019

CMDCAS T
Recognized =
Registrar @

Page: 1 of 2

..making excellence a habit’

Certificate No: FM 558476

Location

Registered Activities

St. Jude Medical

177 County Road B East
St Paul

Minnesota

55117

Usa

Design, Manufacturing and Distribution of Mechanical Heart
Valves, Tissue Heart Valves, Annuloplasty Rings, Valve and
Annuloplasty Ring Sizer Sets, Mechanical Valve Leaflet
Testers, Holder Rotators, Transcatheter Heart Valve Delivery
and Loading Systems, and ventricular assist device
components.

St. Jude Medical Brasil Ltda.

Rua Professor Jose Vieira de Mendonca
1301 Bairro Engenho Nogueira
Pampulha, Belo Horizonte

Minas Gerais

31.310-026

Brasil

Original Registration Date: 12/24/2009

The Manufacture and final inspection of tissue made heart
valves, tissue vascular prostheses and pericardial patch.

Effective Date: 03/01/2017 Expiry Date: 02/28/2019

Pager2-of 2
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Masters HP™ Mechanical Heart !
Standard Cuff

Aortic Yalves

fve

reved
e

» 85 degres jeaflet op

5 HyT eaky rotation

Tissue Aanulus Geametric Effeclive

Biameter Inper Diarmater Orifice Arez Urifice Avea®

tmmg {mm} {em?) fem®} Cutt Style
17 HH

3 151

21 203

25 367 2408

27

Tojuoe MEDICAL

Regent™ Mechanical Heart Vaive
Standard Cuff
Aortic Valves
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Ordering Information
Contenis: Anrtic Yales 1 unit per o)
Tissue Annulus Valve Orifice Geometric Effective
Model/Reorder Diameter Inner Diameter Drifice Area Qrifice Area®
Nomber (mm) {em?) (et} Cuff Siyle
R i ) 187 142
g i 235 154
43 230 247
73 214 243 251
25 220 402 334
27 248 485 428
2 268 544
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Masters Series Mechanica) Heart Valve
Stanaard Cuff

Mitral Valves
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Epic™ Supra Stented Tissue Vaive .
with Linx™ AC Technology
Aortic Supra-Annular Stented Valves i s
Product Highlights
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with Unx™ AC Technoiogy
Aartic Supra-Annular Stented Valves

Product Highlights
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Fpic™ Stented Tissue Valve

with Linx™ AC Technology v
Mitral Stented Valves

Product Highlights
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' Valve Repair

SIM™ Séguin Semi-Rigid Annuloplasty Ring . SIM™ Rigid Saddle Ring
Rigid/Semi-Rigid Rings Rigid/Semi-Rigid Rings

Product Highlights
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Commissure inside Durtside laternal 2-D Commissure inside Quiside AP Internal 2-B
Modsl/Reorder Dimension Dimension Dimensien Orifice Area Modei/Reorder Dimension Dimesnsion Dimension Dimension Orifice Azea
Nurnber Ring Size {(mm)y A} (o3 [E1 i} IC Number Ring Size () TAS {mm} B {ram} 1€1 {m} {D) {mm?]
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SIM™ Pericardial Palch

with EnCap™ AC Technolcgy

Pericardial Patch

Preduct Highlights
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Masters Valved Graft

with Hemashield® Technology
Aortic Valved Grafts

Product Highlights
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Tissue Anpulus Graft Inner Valve Crifice Geametric
. o . Model/Renrder Diameter Diameter frmer Diameter Qrifice Area
fode Patch Size Namiaal Thickness Number fonmt (mm} {(mm) temd)
Number {cm} {mm)
s IBCAVGLEIACO e 20 48 163
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Synihatl, mullifiament,
absnrivahie sutms

Synihetic, manofilament
medium abserbable suture

Synthete, morsfilament;

absarbable sulure

Ewww ANCHOR

Synlheti

absorbable, anchoring sulure

BIOPRO

Eiolugical m
non-absorbabi

nar-absorbanis s:

S

oo =

SicSiny

— Material

Sizes
{USP)

Struciure Coating

Tensiie strength Absorption

Absorbable Suture

Properties

Features

N 3 Absorbable Synihelic sulure which preserves ifs properties egardless of lissue condifion, having a minimal tissular reaclion Colgur violet of undyed {nalural) M
H P m Absorpiion is done by hydrolysis and rot by enzymatic digeslion as biological sutures icatgut). Thus, the absorption { ,.m
Fongheolcac | ﬂﬁ,hm_u.i._ H w“_.“.ﬁ _.L.ummn_umim ENGCICET L Bioeake %.._5 %n_q. DEWEEN § e & constant repassiess of he fissue o of the sutien's sie, Ayaliable ae igature and 2
§ h w e _ua.\mh_“‘ .,_....__”_mwm { Soft withsale & easy koot Uis dowen dug 19 the braidzd stuchas, baf alreumatic and wih & smooth passaps thiguoh | AtrsUmalc sture will needle ]
H W W s the tizsu=s due o its external coating which makes il a virtual monofilament Different lengihs m
i ¥
! w W herbabla Synmets sutae which prasarves iis properties regardless of tissue conddion, havng & minmal Sesuar reaclion W Cokur: vislal or undyed (netural) Mw |
A | i 2 . et
i B Iy i 200 H Pap plinn e dane s and nnl by enzymalks dipesiion as binlegual sutizes (ealoul) Thue the sheorplion 0 Siedisad ED
m_..ls _E.M.M.M.m amd 1 Muiiilamen: ”n_ _am_m._ﬂu_g_nm_m_.mmn.aﬂwwq E s Complately belwean § e s constant .mmn_n_mq.m ol e lissue af of the sulure's size, m Auwalable as ligature and &
i . ) # ¥ s 3 ays ] : 8 . 1
1 4 H mm._mu_._u_mmw_wﬁ Saf, with sa% & easy knot e down du 1o e Braidud stniclure, but alzaumstic ang with 2 smoolh passage towgh ¢ u._.__w.s.uwnmc_._a |
1 i i 1P ) this Hissues dus in its extarnal coating which makes ¢ & virtual manofilsment. Differant lergihs i
{ ] i £ i - L4
PO Synthabe sutwe which presenves fis propertiss mosndiess of lissue condifien, heving & minsnal issuisr rescion Calour, undyed (ratiralior wolel
il Earinsacions and Preserves mare than 45% of Ihe Absarption is sane by hydrolysis and ot by erzymalic digestan as Hological sulures (catgul). Thus, lhe absoeption Elerised 0
Polyglyecicacd | ol E_WL%mﬁmﬁﬁ sz_n i+ inilial 1ensie strenoih alier 7 daye mﬂ_}mmznmm?um: time {e constant regardiess of the tesue or of lhe sulure's sime_ Avziable gs figaiune and
e .m_. nd__m_ Iand & Soff, with safe: & easy knot tie tawn due to fhe draided sruchuce, but straumatic and with 2 smoolh passags through slraumptic situe wilh needie
iealllize 1he fsues due o fis mxfzm, coating which makes Il a virlual monofiiament Different langths
Absotbable mvijm < sulure izn: preseives ,m oanm:_mm _m@m@mmm oﬂ issue coriilion, Jm< inga miniml issular reaction & 1or Ew%ma (natural
- ™ s Abgomtian is dona by hydrotysls and ned by snzymats digestion 25 blologlcal sutwes (catge), Thus, the bsorpiion 8
Mongfimment - 58-2 M..MMMJ m‘..maﬁ_.. M._mﬁ.g u__.__me_nm.l_m rﬁzua_mz DEWEET  jima is constant repardiess of te fissue or of the suum's size Avallable ae ligsturs ad
25% caprolaclone Seft, with sate & easy knot lie down, Bt abaumatic and with 3 smooth passage throagh the tigsues dus 1o it slrapmiatic sulure with ngedls
menelilement struclure, Minimat inflammalory tissue reaction Different leng
H ]

Polydioxanone

+ Slowly Absorbabie

_Preserves more lhan 60% af the

Synihetic sulure which preserves 1is properties regardless of tissue condilio nimal tissular reaction

having a

Coleur: violel or undved {natur:
Sterllised EO

= marw I tensile slrengih after 28 days Complelely Setween * Absorplion is done by hydrolysis ard rol by enzymatic digestion as biologicai sutures (cafgui]. T - Avallable as ligature and
al37°C © 1 180 and 220 days time is constanl regardless of the tissue cr of the sulure’s size. Smooth and atraumalic passage . atraumalic sulure with needie !
i gui {6 iis monoflamant st . Diterent lengibs
L 3 £
Siowly Atsarhabie Colour: violet
Owny ALisar
Presarves more than 50% al the. ¢ _ 2 i Sterilised EG 1
Polydioxanane — 455+2 itial tersile straeglh afier 14 deys | —omERlel belveen | aagroximation of the lissue and a fast tisste healing Avaiiable a5 atraumatic sulure with

120t and 180 days
pasl-mplant

ik

Ansorgtion is dane By hydrolysis and not by enzymalic digeston a1 binlogis! swures (calguil, Tous, e sbsomlion. |
time 15 consiant regamdiess of fhe lissue or of the sulure's size. Smoeth and atraumatio passege Mrough the fissues,
due Lo ils mopaffament sinichure

neadle, uridirsctional (with |
andlonp| and bidrections i
Gitlerant Engihs I

Mongofilament

V¥/axed or silicore coating S+5

Nori-Az3073able

Synihetic sulure which preserves ils prop

eries regardiess of tissue condllian, having 2 mmima:
iypropylene sulure erl sulure malerial

z5sorbable, which allows sustained support of the wound
Smoath and alraumalic passage through ihe

Nor:-;

sues, due (o 1ls monofilament structure

Syntnetic sulure which preserves
Non-atsosbable, which allows suslained suppert of the wound

properiies dmma_n«m

Slerllised EO
Avalfable as fig

ature end alraumalic
re with needie
Different lengthis

Colour: green, black

ed EO

(or wi

Different lenaths

ce
lon &

Waxed or

one coaling

50-2

waxed of silicone

u_a_.,._n_r._ sulure made of naturai si

iures are nol ahseroed, progressive degrad:

re 3 tensiie stenglh aver ime

ale & aasy :.n:_m diwwn dis 1o e brakded structure, sk suture 2 the malleadilily stardan &
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OFICIUL TEMNIC de DISPOZITIVE MEDICALE CERTIFICARS
Crganism netificat conform Divectivei 83/42/CEE a
ive medicale,
cu numar de identificare 1868

OFICIUL TEMNIC de DISPOZITIVE MEDICALL CERTIFICARE
Organism no ai conform Directivei 93/42/CEE 2
Consiliuiui pentry dispozitive medicale,
cu numar de identificare 1863

ANEXA LA CERTIFICAT CE

EXAMINAREA PROIECTULLI PRODL
(DESIGN EXAMINATION)

SuU

. e - - e ; o W tificatul este valabil pentru urmitoarele locuri de productic:
(Anexall, sectiunea 4, a Divectivei 93/42/CEE privind Dispozitivele Medicale, revizuitd) Certificatu p P :
(Annex Il , section 4, of the MDD 93/42/EEC on Medical Davices, as revised)

SC BIOSINTEX

SC Bio TEX SRL - Sat Viadiceasca, Sos. Viadiceasca, nr. 4, Snagov, Jud. lifov, Roménia

Nr. (noy 4 DI 2.4 Certificatul este valabil pentru urmatoarele produse / tipuri:
he certificate is valid for the foliowing products / types):
Prezentul certificat se acords producatoruly

(The certificate is granted to the manufacturer)

Produs (Froduct) __Tip (Type)
Bicril — fir resorbabil din acid poliglicolic

| (absorbable suture made of polyalycolic acid)
m ﬁw m Qm m E amsmx m m w& Bicril rapid - fir resorbabil rapid din acid po

Materiale de sutura {rapid absarbable sulure made of_polyglycolic acid) . 4
| chirurgicala, sterile, Bicril 910 - fir resorbabil din copolimerul poli(glicolid-co-L-lac
Sediu social (Headquarters): Str. Paris, nr. 49, sector 1, Bucuresti, Romania cuifara ac . tabsorbable suture made of copolymer polviglycolide-co-L-lactide) T
Punct de lueru (Praduction site): Str. N. Gogol, nr. 1A, sector 1, Bucuresti, Roméania (Surgicat starfle suturas PDO %~ fir resarbabil din pofidioxanona {absorbable silure made of_polydiokanone)
: < 3 Firerfi Al ithivsith i — ——) I} T T o
Sat Viadiceasca, Sos. Viadiceasca, nr. 4, Snogov, Jud. ifov, Remdnia wilhvithoul needle) Mona x - fir resorbiabil din copelimer pe bazs de acid poliglicolic 5| caprolaciona

(absorbable sulure made of copolymer based on polyglycalic acid and caprolactang)
Biopro — fir neresorbabil din polipropilena

= = - : | (mon-absorbable sulure made of polypropylens

Peniru urmatoarele dispozitive medicale: — S

{For the fo!

vg medical devi

| Proteze chirurgicale sterile | HerniPro Plus - proteza partial resorbabila din Poli(glic id-co-caprolactona)/ polipropilena
| pentru tesuturi moi (partially absorbable prosthesis made of poly(glycolide-co-capralactone) /

" " % Z . Z I (Surgical sterile prosthesis pclypropylene)
Materiale de sutura chirurgicald, sterile, culfard ac

Proteze chirurgicale sterile pentru tesuturi moi

(Sterile surgical sutures, with / without needie and surgical sterile prosthesis far soff tissyes)

B

necesare identificarii proiectului aprobat, a dispozitiveior (tipuri) ce
fac obiectul certificatului, a verificdrilor efectuate, se regasesc n (Data needed for

- L : ; > — Tdentification of I red by the certificate, performed examinations are found
OTDNM CERTIFICARE declard-cid-examinareaproiectului produsului a fost realizata conform Ariexei lf sectiunea igentification of the approved design, devices (types) cove y the certificate, perfor
4 a Directivei 93/42/EEC privind dispozitivele medicale, cu madificarile Itericare, transpusa in HG nr. 54/2009 privind

in):

conditiile de introducere pe piatd a dispozitivelor medicale si certifica conformitatea proiectului produsului cu

prevederile relevante ale directivei mentionate. = n . . = =N
OTDM CERTIFICARE hereby declares tha a design cxa on has been carried | device followlng the reguirements of Lhe Raport de examinare a dosarului de proiect:  Nr. 4-P-RIf12.03.2014 si Nr. 4-P

annex li section 4 of the Directive 93/42/EEC on medical devices, subseqt odific: posed into HG No. §4/2009, regarding the

place on the market the medical d
Directive.

he relavant provisions of the above m

RI17.03.2014 (Examination report of the Design Dossier No. 4-P-R1/12.03.2014 and no. 4-P-R1/17.03.2014)
Raport de validare a sterilizirii cod BX-R-V.RC / 10.02.2014 emis de S.C. RIOSINTEX
S.R.L.

{Sterdization vahidation report code BX-R-V.RC / 10.02.2014, 1ssued by the S.C. BIOSINTEX SRL)

Rapoarte de evaluare a documentatiei tehnice nr. 4-Ev-DT-R! / 04.11.2013
i fitation assessement reports o, 4-Ev-DT-RI/ 04 11 2013)

es.and certifies (hat the design of this device confarme

¢ & o

Presgdinte Comitet pentru Asigurarea Impartial
L_«...-Em‘vamio::m Committes for Safeguarding Impari (Director)

ng. Lazir IORDACHE i R lng. leana TENE

- care fac parte mﬁm@_‘m:& din certificat (which forms part of this certificate)
Atii F75

A i
te Comitet pentru Asigurarea Impa
(Bfcsident of the Commitiee for Safeguarding Impart




OFICIUL TERNIC de DISPOZITIVE MEDICALE CERTIFICARIE
onform Directivei 93/42ICEF: a

(FULL QU ASSURANCE SYSTEM

EACALITATI
)
(Anexa I, exclusiv sectinnea 4, a Directivei 93/42/CEE privind Dispozitivele Medicale, revizuits)

{4 , G Se 4. of the MDD $3/42/EEC on Medicai Devices, as revised)

Nr. (voy 4 DI 2.3

Prezentul certificat se acorda producatorului:
({The certificate is granted ta the manufacturer:}

S.C. BIOSINTEX S.R.L.

Sediu social (Headquarters): Sir. Paris, nr. 49, sector 1, Bucuresti, Roménia
Punct de lucru (Production site): Str. N. Gogal, nr. 14, sector 1, Bucuresti, Romania
Sat Vladiceasca, Sos. Viadiceasca, nr. 4, Snagov, jud. iifov, Romdnia

Pentru urmatoarele dispozitive medicale:
{For the foiiowing medicai devices)
Wateriale de suturd chirurgicall, sterile, cuffars ac
Proteze chirurgicale sterile pentru tesuturi mot
Bandelete sterile pentru incontinentd urinara

(Sterile surgical sutures, with / without needle, surgical sterile prosthesis for soft tissues and surgica

QTR CERTIFICARE declard cd examinares sistemulul de asigusare tolald a calithtii a fost reali !
Directivel 23/42/CEE privind dispozitivele medicale, cu modificarile ultericare transpusd in HG nr. 54/2009 privind can de
introducere pe piatd a dispozitivelor medicale, excluzand sectiunsa 4 i certifica conformitatea sistemului complet de asigurare a
calitatii cu prevederile relevante ale directivei mentionate.

Punerea pe piatad a dispozitivelor medicale de clasa ) prevdzute in prezentul certificat esie conditionata de existenta
certificatului de examinare a proiectt produsului nr. 4 DM 2.4 / 05.05.2014.

No 4 D

24105052114

Preghtiinte Comitet pentru Asigurarea Impartialita(i i - Girector
fis President of the Committee for Safeguarding Impartiality) ’ - i (Dirccior)
ing. Lazar IORDACHE % ; S ing. loana TENE

05052014
Data emiterii
issue date)

040852018
Cata expirari

kR S & Contiaciuiu e Goy

Az 1M 1999 2013

QOFICIUL TEHNIC de DISPOZTIVE MEDICALE CERTIFICARE
Organism notificat conform Directivel 93/42/CEE &
+ Consili

ANEXA LA CERTIFICAT CE

(ANNEX TO EC CERTIFICATE)

;ﬂowﬁ._mwmm:t:ﬂ_._mﬁmm.m_mOol._ﬂomﬁ__om3q.&0§m.m\mm.om.mo§
{Additional informatian on EC certificate No. 4 DM 2.3/ 05.05,2014)

Certificatul este valabil pentru urmatoarele locuri de productie:
{The certificate is valid for the following production site)
SC BIOSINTEX SRL - Sat Viadiceasca, Sos. Viadiceasca, iir. 4, Snagov, Jud. llfov, Roméania

Certificatul este valabil pentru urmatoarele produse / tipuri:
[The certificate is valid for the following products / types): T - : "
Produs (Product) _____Tip (Type) i !
Bicril —fir resorbabit din acid poliglicolic
(absorbable suiure made of polyvglyeolic acid)
Bicril rapid - fir resorbabil rapid din acid peliglicalic
{rapid absorbable suture made of polyglycolic acid)
Bicril 910 - fir resorbabil din copolimerul poli(glicolid-co-L-lactid)

(absorbable sufure made of copolymer poly{glyeolide-co-Llactide]
POO x- fir resorbabil din polidioxanona (absorbable suture made of polydioxanong)
Monio x- fir resorbabil din copolimer pe baza de acid poliglicolic si caprolaciona
Materiale de sutura (zbsorbable sulure made of copolymer based on polyglycolic acid and caprolactone)
chirurgicala, sterile, Biopro — fir neresorbabil din polipropiiena T o
culfara ac {non-absorbable suture made of polypropylens)
(Surgical sterle sutures Bioster — fir neresorbabil din poliester
with/without needle) (non-absorbable suture made of polyesier)
Biositk — fir nergsorbabi din matage n i ;
. (non-absorbable suture made of sitk)
Mylon Muiti - fir neresorbabil multifilament din poliamida { nylon 6,6}

Nylan Mona - fir neresorbabil monofilament din poliemida{ nylon & &)
monofilament non-sbserbable suture made of polyamide {nylon 6,6)

HemiPro - proteza nerescrbabila din polipropilena

Proteze chirurgicale sterite (non-absorbable prosthesis made of polypropylene)

pentru tesuturi moi HemniPro Plus - proteza partial resorbabiia din Politglicolid-co-caprolactonalf polipropilena

{Surgical sierile prosthesis (partially absorbable prosthesis made of polylglycolide-co-caproiactong) /

for soit-tissues} Cpelypropylens)

Bandelete sterile pentru | HerniPro - bandeleia neresorbabila din polipropiiena

incontinenta urinara {non-absorbable surgical meshes for wrinary incontinence made of polypropylene)
(Surgical sterile meshes for |
urinary incentinence} !

Documentele care stau la baza acordérii certificarii sunt :
(The certilication is based on |

- Raport de audit nr. 4-R-A2-RI/ 04.11.2013

(Audit report No, 4-R-A2-Rl / 04.11,2013)

- Rapoarte de evaluare a documentatiei tehnice nr. 4-Ev-DT-RI/ 04.11.2013
{Yechnical documentation assessement reports no. 4-Ev-DT-R1/ 04,11.2013)

ilui Tehnic de Evaluare

Vical Commitiee No. 324M7.04 2044}

Proces-verbai al Comitetu
)

{Pratocol of the Evaluation Tech

— S— \4. " —— b — |.. — = > I. b
Presedirite Comitet pentru Asigurarea Impartialitatii
_..@\m,m_.z_i:am the Conunittee for Safeguarding impartiality)

& g, Lazér IORDACHE




CERTIF CAT

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Anrnex Il excluding (4}
{Devices in Class lle, b or iI1)

No. G117 02 16316 019

Manufacturer: BOWA-electronic GmbH & Co. KG
Heinrich-Hertz-Strasse 4-10
72810 Gomaringen
GERMANY
Facility(ies}): BOWA-glectronic GmbH & Co. KG
Heinrich-Hertz-Strasse 4-10, 72810 Gomaringen, GERMANY
Product Elecrosurgical Unit and accessories
Category(ies}): Argon Coagulation Unit and accessories

Electrode handies

Active electrodes and instruments
monopolar and bipolar forceps
endoscopic and laparoscopic instruments
instruments for vessel sealing

neutral electrodes

bipolar scissors

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex I1. This
quality assurance system conforms to the requirements of this Directive and is subject to

mandatory. See also notes overleaf.

Report No.: 713102471
Valid from: 2017-03-09
Valid until: 2022-03-08

Date, 2017-03-08

FUV-SUD Product Servies GmaH-is-Notif

dentification no--0123
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EC DECLARATION OF CONFORMITY

BOWA-electronic GmbH & Co. KG
Heinrich-Hertz Strasse 4-10
72810 Gomaringen / Germany

We hereby declare in sole respensibility that the medical devices listed on the
following pages
are conform with the essential requirements of the following standard:

Medical Device Directive (Coun

Directive 93/42/EEC of 14 June 1993)

with applied standards:

ENISO 14971/ EN 60601-1 / EN 60601-2-2/EN ISO 10993-1/ EN ISO 13485 / DIN EN 1041

CE Marking

Class | according to annex VII CE

Class Is according to annex Il CE 0123
Class Ifla accordingto annexil  CE 0123
Class llb according io annex Il CE 0123

Notified Body
TOV Product Service
Ridlerstr. 65, D-80339 Munchen
Nr. 0123

The declaration of conformity is valid until:

08.03.2022

Gomaringen, 08.03.2017

Quality Management /
Regulatery Affairs

, (Woll-Rudiger Fritz)
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040-400 | Generator trunk, for BOWA ARC (without generalor) 15-895 448283
040-401 | ARC 400 Starter Set 15-895 ASBRT
040402 | Argan trunk for ARC PLUS (without argon unit) 15-885 44BR3
(50-240 | COMFORT BOX (4 mm) B 15-885 44683
050-241 | COMFORT BOX (2.4 mm) 15-885 44583
DE0-242 | COMEORT BOX. 15-885 44683
100-016 | Electrode handle, withoul switches, shaft 4 mm, for Erbe-T, 4.5m 11484 44877
| 107-000 | Bipolar cable, E.U. forceps, for Erbe, 4 m I i 11-483 35042
101-003 | Cable, rubber return plate, for Erbe, 4.5m I 1 11-483 35042
| 101-040 | Bipolar cable, BOWA forceps, for Erbe, 4 m ] 7 11-493 35042
101-045 | Bipolar cable, U.S. forceps, for Erbe, 4 m ] 1 11-4583 3Ep42
101-057 | Monopolar cable, 4 mm socket, for Erbe, 4.5m i 1 11-483 35022
| 101-080 | Monopolar cable, arthroscopy and LAP electrode, for Erbe, 4.5 m I 1| 11483 | 35082
101-140 | Bipolar cable, BOWA forceps, COMFORT, 4.5m | 1 11-493 35042
101145 | Monapolar cable, ErgoLAP, for Erbe, 4.5 m ] i 11483 36042
101-150 | Cable, single-use retum plate, for ALSA, Eschmann, 4.5 m ] 1 11483 35042
107.245 | Cable, ErgoLAP BIPOLAR, for Erbe, 4.5 m T T | Atasa | asmez
104-045 | ErgoPEN slim, 2 switches, shaft 4 mm, for Erbe, cable 4.5 m b g 11-454 | 44880
105-045 | ErgaPEN , 2 switches, shafl 2.4 mm, for Erbe, cable 4.5 m fib a 1-484 44680
108-045 | Monopolar cable, 2 mm socket, for Erbe, 45 m i 1 11-453 35042
108145 | Manopolar cable, resectascope WolliStorz, COMFORT, 45 m | T | tiams | 3504z
10B-245 | Monapolar cable, Storz resectoscope, COMFORT, 4.5m ! 1 11493 35042
106-345 | Monopolar cable, resectoscope Olympus, COMFORT, 4.5 m i 1 11-493 35042
110-045 | ErgoPEN large, 2 switches, shaft 4 mm, for Erbe, cable 4.5 m lip 9 19-484 44BE0
111-000 | Adapter bipolar, 3-pin instrument, for Erbe I 1 16-450 35041
111-001 | Adapter monopelar, 2 - 4 mm instrument, far Erbe, foolswitched I i 16490 35041
112045 | ErgoPEN large, 2 ms\.mﬁzmm. shaft 4 mm, for Erbe-T, cable 4.5 m fib 3 11-494 44880
| 120045 | JackiKMIEE, 2 switches, shafl 2.4 mm, for Erbe cabled Sm. 8 | 11-a84 | 44AR0
120-145 | JackKNIFE, 2 swilches, shaft 4 mm, for Erbe, cable 4.5 m | :] 11-484 44680
131-045 | Monopolar cable, endoscopy 2.8 mm socket, for Erbe, 4.5 m I 1 1 11-483 35042
131-145 | Monopolar cable, endoscopy 2.8 mm socket, COMFORT, 4 5m ] 1 11-453 35042
132-045 | Monopolar cable, endoscopy 4 mm socket, for Erbe, 4.5 m ! 1 11-483 35042
193-008 | Rubber return plate, adults, 250 x 150 mm, for Erbe I 1 11-500 42551
193-0116 | Rubber retumn plale, children, 150 x 80 mm, for Erbe 1 1 11-500 42551 )
1894-000 | Fixation button for rubber band i 1 11422 35709
184-050 | Rubber band with fixation butlon, 50 cm 1 1 11428 35704
184-075 | Rubber band with fixation button, 75 cm 1 1 11429 35708
184-100 | Rubber band with fixation button, 100 cm |1 1| 11428 357049
210-G30 | Electrode handle, without switches, shaft 4 mm, for Martin, cable 4.5 m 6 | 11494 44877
Im_unqhw ErgoPEN siim, 2 switches, shaft 4 mm, for Martin, cable 4.5 m _ B ] 11484 ..MGmn
Z15.045 | ErguPEN siim, 2 switches. shall 4 mm, for 3-pin, cable 4.5 m g 17484 44RR0
215-145 _ ErgoPEN slim, 2 msin:m% shafl4 mm, COMFORT, cable 4 5 m 9 11482 445680
248-045 | ErgoP'EN sim 2 switches. shaft 2.4 mm, for 3-pin. cable 4.5 m 8 | 11am4 | 24580
218-145 | ErgoPEN siim, 2 switches shafl 2.4 mm, COMFORT, cable 45 m 1 8 45 4BEd |
|m..wcun_ m_ml .|§o§ switches. m:lw:.m 4 mm, Marlin_cable 4 5m | ta B _ 1405 “...ua.«q
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220-04% | JackKNIFE, 2 swilches. shaft 2.4 mm, for 3-pin, cable 4.5 m | -] 1488 44680
220-145 | JackKNIFE, 2 swilches, shaft 4 mm, for 3-pin, cable 4.5 m 1 L 11482 44680
220-245 | JackKNiFE, 2 switches, shaft 4 mm, for Martin, cable 4.5 m g 11-454 44880
270345 | JackKNIFE ARC 100, shaft 2.4 mm with cable for bipoler forceps 4 m 5 | 11484 | 44680
222-000 | Adapter monopolar, 3-pin, for Martin I 1 18-480 35041
227045 | ErgoPEN large,-2 switches, shaft 4-mm, for Martin, cable 4.5-m 11:8 g 11-494 44680
232-003 _ Rubber return plate, children, 150 x 80 mm, international | 1 11-500 42551
242-003 m Rubber return plate, adults, 250 x 150 mm, international ] 1 11-500 42551
270-145 _ Cable, ErgoLAP §OZOvO._.>m_ for Martin, 4.5 m . i 1 11-483 35042
280031 Y nepolar cable, UK. for4 mm, 4,5 m [} 1 11483 | ~ 35042
280-035 | Monopolar cable, arthroscopy and LAP electrode, for 4 mm, 4.5 m ) 1 11-493 35022
280-050 | Monopolar cable, 4 mm sacket, for 4 mm, 4.5 m i 1 11493 35042
285-050 | Monapolar cable, for Martin handles, 4.5 m | 1 11-483 5042
287-040 | Bipolar cable, BOWA forceps, for Martin, 4.5 m | T 11-493 35042
287-045 olar cable, U_S. forceps, for Ma 45m | 1 11-483 35052
287050 | Bipolar cable, E.U. forceps, for Martin, 4.5 m | 1 11483 35042
2ZB7-245 | Cable, ErgoLAP BIPOLAR, for Martin, 4,5 m | 1 11-483 :.MmDM.M[
254-050 | Cable, singie-use return piate, for Erbe, 4.5 m | i 1 11-493 35042
285-050 | Cable, rubber return plate, for Mariin, 4.5 m m I 1 11-483 35042
222-045 | ErgoPEN large, 2 swilches, shaft 4 mm, for 3-pin, cable 4.5m Ui ] 11484 | 44680

iuMNb-.«lmt .m&low_wz large, 2 switches, shaft 2.4 mm, for 3-pin, cable 45 m i g 11-£94 L4580
330030 | Electrode handle, without switches, shaft 4 mm, for 8 mm, cable 4.5 m iz =] 11484 LEE7T
331-045 | Monopolar cable, endoscopy 2.8 mm, for 8 mm Bovie, 4.5 m 1 1 11-483 3502
332045 | Monaopolar cable, endoscopy 4 mm socket, for 8 mm Bovie, 4.5 m | 1 11-483 35042
333-001 | Adapter monopolar, 2 - 4 mm instrument, for 8 mm Bovie ) 1 18480 35041
335-030 | Electrode handle, without switches, shaft 2.4 mm, 8mm Bovie, cable 4.5 m £l @ 11-484 44877
340-000° | Adapter bipolar, 2-pin 28 mm, for Erbe I 1 16-430 35041
-358-245- Cable, ErgoLAP-BIPOLAR, Jor 2-pin 22mm;4.5-m- + 1 1483 - 3h04Z
351-040° | Bipolar cable, BOWA forceps, for 2-pin 28 mm, 4.5 m ] 1 11-493 35042
351-045 | Bipolar cable, U.S. forceps, for 2-pin 28 mm, 4.5m I 1 11-493 | 35042
351-051 | Bipolar cable. E.U. forceps, for 2-pin 28 mm, 4.5 m [} 1 11483 35042
351-245 | Cable, ErgolL AP BIPOLAR, for 2-pin 28 mm, 4.5 m i 1 11-493 35042
351-345 | Cable, ErgoLAP BIPOLAR, COMFORT, 4.5 m i 1 11-4%3 | 35022
352-145 | Bipclar cable, Storz resectoscope, COMFORT, 45 m ) ) I ._ 1 a50aZ
353-040 | Bipolar cable, BOWA forceps, for 2-pin 22 mm, 4.5 m [} 1 35042
353045 | Bipolar cable, U.S. forceps, for 2-pin 22 mm, 4.5 m 1 1 35042
353-050 | Bioclar cable, E.U. forceos, for 2-0in 22 mm. 4.5 m 1 1 35042
354-145 | Bipolar cable, Wolf resectoscope, COMFORT, 4 5m i 1 35042
355-03C ; Bipclar cable, E.U. forceps, for Valleyiab, 3 m - 1 1 35042
355:03* | Bipaolar cable, BOWA forceps, for Valleviab, 3m 1 1 350, m|
355-145 : Bipoiar cable, O_VM:.UCm resecloscope, CCM=ORT. 4 5m 1 1 Fa042

| 356-145 T 1

| 360-050 o 1 1
360-14% 1

=Yl

R, COMFOR

5002
6002-25

many Infodnows de | Dowa.de

igistargerich

=aimaftsfishran

FINFACH SICMFER

page 4 of 14

; - 2| e 2 S
REF Product description K3 3 Q =
S & g 3
365-030 | Monopolar cable. UK., for 8 mm Bovie, 4.5 m I 1 11-493 35042
370-050 | Manopolar cable, arthroscopy and LAP electrode, for § mm, 4.5 m 1 1 11-483 35042
375-045 | Monopolar cable, 2 mm socket, for 8 mm Bovie, 4.5m | 1 11-483 35042
378-045 | Cable, BiZZER / TissueSeai, 4.5 m I 1 11-493 35042
378-145 | Cable, BIZZER, for Erbe, 4.5m I 1 11-493 35042
378-245 | Cable, BIZZER forMartin, 4.5m_ — = - 1 11-493_ 35042
380-050 | Cable, single-use retum plate, iniernalional, 4.5 m I 1 11-483 35042
385-050 | Cable, rubber return plate, international, 4.5 m I 1 11-433 35042
386-050 ﬂ Cable, single-use retum plate, inlernational (NON-REM), 4.5 m ] 1 11-483 35042
401-051 | Cable, hipolar scissors, for 2-pin 286 mm, 45 m B 1 1 i |._._.m..mm 35042
401-052 | Cable, bipolar scissars, for Erbe, 45 m 1 1 11-493 35042
401-053 | Cable, bipolar scissors, far Martin, 4.5 m | 1 11-493 35042
i 405-045 | Monopolar cable, 2 mm socket, for 4 mm, 4.5 m | 1 35042
431-045 | Monapalar cable, endoscopy, 2.8 mm socket, for 4 mm, 4.5 m | 1 35042
432-045 | Monopolar cable, endoscopy, 4 mm socket, for 4 mm, 4.5 m I 1 35042
480-145 | Cable, ErgoLAP MONOPOLAR, for 4 mm, 4.5 m 1 1 35042
500-000 | Eleclrode container, 12 standard electrodes. shaft 4 mm fik 9 44683
| 500-00 Knife electrode, straight, shaft 4 mm (5 pcs.) fio g 44683
500-008 | Knife electrade, angled, rhombic, shaft 4 mm (5 pes.) o g 44683
500-009 | Knife electrode, straight, rhombic, shaft 4 mm (5 pcs.) g 44683
500-011 | Needle electrode, straight, shaft 4 mm (5 pes.) o a 44683
500-014 | Wire loop electrode, @ 5 mm, shaft 4 mm (5 pcs.) b g 44683
500-015 | Wire loop electrode, @ 10 mm, shaft 4 mm (5 pcs.) [{13] a 44683
500-016 | Wire loop electrode, @ 14 mm, shaft 4 mm (5 pes.) b 8 44683
500-017" | Ribbon loop eleclrode, @ 10 mm, shaft 4 mm (5 pcs.) b g 44883
500-018 | Ribbon loop electrode, @ 17 mm, shaft 4 mm (S pcs.) b 9 44683
500-019 | Ball eleckrode, straight, @ 1.5 mm, shaft 4 A.m pecs.) i 9 44683
| Bog-020-| B I de -straight. B 2 i shafl 4 mm (5 pes) b o | _ 44683
500-021 | Ball electrode, straight, @ 4 mm, shaft 4 mm (5 pcs,) lib 9 44683
500-022 | Ball electrode, straight, @ 6 mm, shaft 4 mm (5 pcs.) b 9 44683
500-023 | Plate electrode, 8 x 10 mm, shaft 4 mm ] 9 44683
500-024 | Plate electrode, straight, 10 x 15 mm, shaft 4 mm b 9 44683
500-112 | Micro needle electrode, lungsien wire, straight, shaft 4 mm b 9 44683
500-113 | Micro needie eleclrode, lungsten wire, angled, shafi 4 mm lib Q 44683
500-124 | Needle electrode, 45° angled, shaft 4 mm (5 pcs.) b 9 44683
| 500-125 | Lancet elecirode, angled, shaft 4 mm (S pcs.) Hb S 44883
500-126 | Lancet electrode, straight, shafl 4 mm (5 pes.) 9 44683
| 500-127 | Knife electrode, thin, straight, sha® 4 mm (5 pcs.) 9 44683
500-129 | Ball 2lectrode, angled, @ 1.5 mm shaft 4 mm (5 pcs. ) Iio 9 44883
| 500-130 | Ball electrods, angled, @ 2 mm, shaft 4 man (5 pes.) o | 39 44683
| 500-131 Ball electrode, angled, @ 4 mm, shaft 4 mm (5 ocs | i} g9 44683 |
| 500-150 | Electrode extensicn, 172 mm, shafl 4 mm 9 44833
| 510-108 | Needle elecirode, arthroscopy, 90 * angled, 15 x 0.8 mm ) a | tg20s | se@ |
| a 18206 | 44883
“ o 9 | sa08 | 446a3
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510-112 | Keying electrode, arthroscopy, 90 ° angled, 3 x 1.5 mm fib g 16-206 _. 44583 530-125 | Lancet electrode, angled, shaft 2.4 mm (5 pcs.} 1} g 11-499
520-027 | Needle electrode, straight, 136 mm, insulated shaft 4 mm b 9 11-498 | 44883 530-126 | Lancet electrode, straighl, shaft 2.4 mm {5 pes.) Ib 9 11-4388
520-028 | Knife electrode, straight. 154 mm, insulated shaft 4 mm o 11-499 44583 530-127 | Knife electrode, thin, straight, shaft 2.4 mm (5 pcs.) lib g 11488
520-029 | Ball electrode, straight, @ 4 mm, 122 mm, insulaled shalt 4 mm jifs] 3 11499 44583 rm.nu._lmwn_ .|Wm..m_Mu_Sam. @ 2 mm, angled, shalt 2.4 mm (5 pcs.) lib g 11-408
520-030 | Ball electrode, straight, @ 6 mm, 124 mm, insulaled shaft 4 mm b =] 11-429 44583 520-132 | Loop eieclrode, 20 x 20 mm, 142 mm, insulated shaft 2.4 mm g 11-499
B20-031 | Wire loop electrode, straight, @ 5 mm, 123 mm, insulated shaft 4 mm il g 11-493 44883 530-133 | Loop electrode, 20 x 15 mm, 137 mm, insulaled shaft 2.4 mm g 11439
520-032 | Wire loop electrode, straight, @ 10 mm, 128 mm, insulated shaft 4 mm o a2 114328 44883 530-134 | Loop electrode, 10 x 10 mm, 132 mm, insulated shaft 2.4 mm g9 11-499 |
520-035 | Ball electrode, angled, @ 6 mm, 124 mm, insulated shaft 4 mm o 2 11-488 44683 330-135 | Loop eiectrode, 15 x 15 mm, 137 mm, insulaled shaft 2,4 mm ] 11-493 |
520-110 | MelralOOF set 9 11-489 44683 530-136 | Loap electrode, 25 x 25 mm, 147 mm, insulated shaft 2,4 mm 111 g 91488
520-113 | MetralO0OPR, Inner shalt ) ) b a 11-489 44583 E30-150 | Electrode extension, 175 mm, shaft 2.4 mm o g 11-489
520-114 | MetaLlOOP, outer shalt ] 11-4488 44FR3 530.207 | Knile electrade, straight, shaft 2.4 mm {5 pcs ) 11+ g 11-452
520-115 | MetraLOOP set, COMFORT g 11488 44683 E30-Z17 | Needle electrode, straight, shafl 24 mm (5 pcs ) 1] g 11-458
520-115 | MetraLOOP, COMFORT, inner shaft | g 11-488 44683 530224 | Knife electrode, hombic, 146 mm, insulated shafl 2.4 mm lib g 11-488
520-117 | MetraLOOQP, spare loops, @ 100 mm, single use, sterile {10 pcs.) 8 11-488 44584 530225 | Needle electrode ENT, angled, 124 mm, insulated shaft 2.4 mm [ 9 §1-488
520-118 | MetraLOOP, spare loops, @ 175 mm, single use, sterile (10 pcs.) 8 11-4588 44684 BO5-001 | Bipolar forceps, angled, 195 mm, 8 mm x 1 mm o ] 11-502
520-322 | Needle efectrode, angled, 132 mm, insulated shaft 4 mm ! ] 11-499 44883 605002 | Bipolar forceps, bayonet, 195 mm, 6 mm x 1 mm b 2 | 11502
520-123 | Knife electrode, angled, rhombic, 142 mm, insulated shaft 4 mm 13 g 11-488 44583 605-007 | Bipolar forceps, angled, 195 mm, 8 mm x 2 mm it ] 11502 |
520-124 | K eiectrode, straight, rhombic, 142 mm, insulated shafi 4 mm i} ] 11459 | 44883 §05-011 | Bipolar forceps, straight, 160 mm, 6 mm x needle iz} 9 11-502
520-132 | Loop eiectrode, 20 x 20 mm, 138 mm, insulated shaft 4 mm o 9 114899 44583 805013 | Bipolar forceps, angled, 160 mm, 6 x 0.5 mm b g 11-502
520-133 | Loop eiectrode, 20 x 15 mm. 133 mm, insulated shaft 4 mm g 11-48¢ 44BE3 a05-014 | Bipoiar forceps, angled, 160 mm, & mm x 1 mm ilb g9 11-502
I mm_uhmmnl. _,com m_.mun.iulam_ﬂo.x A_m mm, 128 amcl_mﬁma shaft 4 31., o =.m_| |w| Hk.mmm T mu.wwu BGS-01S | Bipolar forceps, bayonet, 165 mm, 6 mm x 1 mm bil} g 11-502
520-135 | Loop electrode, 15 x 15 mm, 133 mm, insulated shaft 4 mm jil=] 3 11489 44683 B05-019 | Bipolar forceps, straight, 110 mm, 6 mm x needle b g 11-502
S520-136 | Loop eiectrode, 25 x 25 mm, 143 mm, insulated shaft 4 mm iln g 11452 44B83 BOS-020 | Bipolar forceps, straignt, 110 mm, 6 mm x 0.5 mm 1} 8 11-502
530000 | Electrode container,12 standard electroges, shaft 2.4 mm Il 9 15-885 44683 B05-021 | Bipolar forceps, angled, 110 mm, 6 mm x 0.5 mm i a 11-502
530-008 | Knife electrode, angled, rhombic, shaft 2.4 mm (5 pcs.) Lok ] 11-408 44583 805-023 | Bipolar forceps, angled, 110 mm, 6 mm x needle b g 11-502
530-005 | Knife electrode, straight, rhombic, shatt 2,4 mm (5 pes.) 11 9 11482 | 44883 605-024 | Bipolar forceps, angled, 220 mm, 8 mm x 1 mm o il 11-502
530-012 | Micro needle electrode, tungsten wire, straighl, shaft 2.4 mm ({13 . k] 11-499 44683 B{5-027 | Bipolar forceps, straight, 160 mm, 8 mm x 2 mm i} g 11-502
-5A0-073 - Micro needie &l da- g Grg, snoled, shal ZLmm LMk LB L 11488 L 448R3 605-028 | Bipolar{orceps, straight, 185 mm Bmmedmm E—— 1, S - - S E P - —
530074 | Wire loop electrode, @ 5 mm, shaft 2.4 mm (5 pes,) i ] B05-030 | Bipolar forceps, straight, 220 mm, 8 mm x 2 mm Hb ] 11-502
530-015 | Wire loop electrode, @ 10 mm, shaft 2.4 mm (5 pcs.) fib q B05-031 | Bipolar forceps, bayonet, 220 mm, 6 mm x 0.5 mm {111 g9 11-502
§30-016 | Wire loop elecirode, @ 14 mm, shaft 2.4 mm (5 pes.) iy 9 B05-033 | Bipolar forceps, bayonet, 165 mm. 6 mm x 0.5 mm b 9 11-502
530-017 bon loop electrode, @ 10 mm, shaft 2.4 mm (5 pcs.) fib 9 B05-034 | Bipolar forceps, bayonet, 195 mm, 8 mm x 2 mm 1] 9 11-502
530-020 | Ball electrade, straight, @ 2 mm, shaft 2.4 mm (5 pcs.) i) 8 G05-036 | Bipolar forceps, angled, 160 mm, 6 mm x needle b g 11-502
530-021 | Ball elecirode, mrm,u.r_._ &4 mm, shafi 2.4 mm (5 ncs.) _“_u| =] BO5-035 | 8ipolar forceps, straight, 160 mm, 8 mm x 1 mm M| 8 11-502
530-022 | Ball electrade, straight, @ 6 mm, shaft 2.4 mm (5 pcs.) 9 B05-040 | Bipolar forceps, straight, 195 mm, 8 mm x 1 mm la | 8 11-502
530-027 | Needie slectrade, straight, 140 mm), insulated shaft 2.4 mm g | 6050471 | Bipolar foroeps, straight, 220 mm, 8 mm x 1 mm llo :1 11-802 44883
530-028 | Knife electrode, straight, 152 mm, insulated shaft 2.4 mm i -] | BO5-057 | Bipolar forceps, straighl, 195 mm, 8 mm x 2 mm, square riffle 9 11-502 44883
530-029 _ Bali electrode, @ 4 mm, 126 mm, insulated snaft 24 mm lib ] | B05-05B | Bipolar forceps, angled, 195 mm, 8 mm x 2 mm, square riffle ]
530-03C : Ball electrode, @ 6 mm. 128 mm, insulated shaft 2 4 mne B | 8 605058 | Sipclar forceps, baycnet, 185 mm, 8 mm x 2 mm, square riffie 9
wvmWo‘mwml ‘Im\wwmu‘m‘_mwwwm.w.m‘)o ﬁm:j‘ Aﬂ‘wm ‘E_Hj_‘m‘nmc_mmm.m m‘.:m»‘v 24 mm Hb _ 9 5C5-063 | 3ipoiar forceps, bayonet, angled, 220 mm;, 6 mm x 1 mm ] 9
530-035 : 3all eleclrode, d=6 ted shafl 2.4 mm _ g H05-070 | Sipolar ‘orceps, straighl, 300 mm, 8 x27 I 9
530-072 ciroce extensio 44583 805-080 | 3izolar ‘orceps, straight, 270 mnm: 8 mm x 2 mm {9
530-122 | Needle ciectrode, angled. 136 mm, insulated shaft 2.4 mm | +1a0n | aases 507-001 | Siolar ‘orcens, NON-Stick-Goid, angled, 195 mm. 8 mm x 1 mm 9
mwo\,mu. , fe electrode, angled ulated snafl 11-488 44683 w &07-002 Torceps, MON-Slick-Gold, bayonet, 185 mm, & mm .« 1 mm U]
i 2.4 mm (5 pes.) 13-488 44583 | 807007 ceps, MON-St . angies, 195 moy Bmmox 2 m 3




EINFAC S RICHERA

page 7 of 14

@ . 2 z
REF Product description m M m m
=
B07-014 | Bipolar forceps, NON-Stick-Gold, angled, 160 mm, 6 mm x 1 mm 115 9 11-502 445883
807-020 | Bipolar forceps, NON-Stick-Gold, straight, 110 mm, 6 mm x 0.5 mm 112} i1 11-502 44683
607-021 | Bipoiar forceps, NON-Stick-Gold, angled, 110 mm, 6 mm x 0.5 mm Itk -] 11-502 44683
B07-027 | Bipolar _.uanmn».,'zoz.mc.nr.mu_n, w_._.m_.m:.ﬂ ._|ma rmm, & mm x 2 mm 1[5] 9 11-502 £4BB3
807-028 | Bipolar forceps, NON-Stick-Gold, straight, 195 mm, 8 mm x 2 mm {13} 9 11-502 44683
807-030 | Bipolarrforceps, NON-Stick-Gold, straight, 220 mm, 8 mm-x 2.mm. - b 8 14-502 A4BE3
607-038 | Bipolar forceps, NON-Stick-Gold, straight, 180 mm, & mm x 1 mm Ita ] 11-502 44683
EO7-040 ipolar forceps, NON-Stick-Gold, straight, 195 mm, 8 mm x 1 mm 9 11-502 44883
Ga7-080 | Bipolar forceps, NON-Stick-Gald, straight, 270 mm, 8 mm x 2 mm g9 11502 44653
BO7-100 | Bipo. forceps, NON-Stick-Gold, bayaornet, 160 mm, 0,3 mm 1l+] ] 11-502 44683
§07-101 | Bipolar forceps, NON-Stick-Gold, bayonet, 180 mm, 0,3 mm I ] 11-502 44583
G07-102 | Bipolar forceps, NON-Stick-Gold, bayonet, 200 mm, 0,3 mm ] a 11-502 44583
£07-103 | Bipolar forceps, NON-Stick-Gold, bayonet, 220 mm, 0,3 mm g9 11-502 44883
§07-105 | Bipo. forceps, NON-Stick-Gold, bayonel, 160 mm, 0,6 mm 9 11-502 44683
607-108 | Bipo. forceps, NON-Stick-Gold, bayonet, 180 mm, 0,6 mm ! 11-502 44683
B07-107 | Bipo. forceps, NON-Stick-Gold, bayonet, 200 mm, 0,6 mm L 11-802 44683
807-108 | Bipo. forceps, NON-Stick-Gold, bavonel, 220 mm, 0,6 mm {111 9 11-502 44533
&07-110 | Bipoliar lorceps, NON-Stick-Goid, bayonei, 180 mm, 1,0 mm Til =] 11-602 448583
507111 | Bipolar forceps, NON-Stick-Gold, bayonet, 200 mm, 1,0 mm b | B | 11-502 | 44583
807-112 | Bino. forceps, NON-Stick-Gold, bavonet, 220 mm, 1 mm b 5 11-502 44683
EO07-113 | Bipo. forceps, NON-Stick-Gold, bayonel, 240 mm, 1 mm ] ] 11-502 44683
B07-115 | Bipo. forceps, NON-Stick-Gold, bayonel, 200 mm, 2 mm -] 11-502 44EB3
607-116 | Bipo. forceps, NON-Stick-Gold, bayonet, 220 mm, 2 mm ] 11-502 44BR3
B07-120 | Bipo. forceps, NON-Stick-Gold, bayonet, angled up, 200 mm, 1 mm ] 11-502 44683
B07-121 | Bipo. forceps, NON-Slick-Gold, bayonet, angled up, 220 mm, 1 mm 9 11-502 446583
607-122 | Bipo- forceps, NON-Stick-Gold, bayonet, angled down, 200 mm, 1 mm 9 11-502 44683
607-123 | Bipo. forceps, NON-Stick-Gold, bayonel, angled down, 220 mm, 1 mm g 11-502 44683
-507-130-| -Bipolar-forceps- NON-Stic) I -straight- 220 mm -8 3-mm- G 11-502 44883
B07-140 | Bipo. forceps, NON-Stick-Gold, round handle, bayonet, 180 mm, 0,3 mm 9 11-502 44883
B807-141 | Bipo. forceps, NON-Stick-Gold, round handle, bayonet, 200 mm, 0,3 mm ] 11-502 44683
| 607-145 | Bipo. forceps, NON-Stick-Gold, round handle, bayenet, 180 mm, 0,6 mm g 11-502 44583
[ B07-145 | Bipo. forceps, NON-Siick-Gold, round handle, bayonet, 200 mm, 0,6 mm g 11-502 44683
B07-147 | Bipo. ferceps, NON-Stick-Gold, round handle, bayonet, 225 mm, 0,6 mm 2] 11-502 44883
B07-150 | Bipo. forceps, NON-Slick-Gold, round handle, bayonel, 180 mm, 1 mm ] 11-502 44683
B07-157 | Bipo. forceps, NON-Stick-Gold, round handle, bayoret, 200 mm, 1 mm la 9 11-502 44683
G07-152 | Bipo. forceps, NON-Stick-Goid, round handie, bayonet, 225 mm, 1 mm ik 2] 11-502 44683
B07-153 | Bipo. forceps, NON-Stick-Gold. round handle. bayonet, 250 mm, 1 mm g 11-502 44683
B07-170 | Bipo. forceps, NON-Stick-Gold, round handle, straight, 155 mm, 0,3 mm 9 11-502 44633
B07-171 | Bipo. forceps. NON-Stick-Gold. round nandle. straight. 180 mm, 6,3 mm g 13-502 44533
§37-175 | Bipo. forceps, NON-Stick-Goid, round handle, 155 mm, 0,6 mm g | sz | adems
B07- qWJ wm« .".Danmﬂm Zmz‘um.wnx.mwoi round .:.m:am 8 11-502 44683
BO7-377 | Bipor-forcens NON-Stick-Gabe; roune harndle. g 44583
| '807-180 | Sipo. forceps, NON-Stick-Gold, round handle 3 44883 |
507-181 ) 44683 |
9 44883 |
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607-185 | Bipo. forceps, NON-Stick-Gold, round handle, straight, 200 mm, 2 mm 9 44683
607-186 | Bipo. forceps, NON-Stick-Gold, round handle, straight, 225 mm, 2 mm 9 44683
607-150 | Bipolar forceps, NON-Stick-Gold, round handle, angled, 225 mm, 1,6 mm 9 44683
610-016 Z_o:o_uomﬂmoamum_ bayonet, 195 mm, 8 mm x 2 mm el 44683
610-017 | Monopolar forceps, straight, 195 mm, B mm x 2 mm 9 44683
610018 | Monapolar forceps, straight, 195 mm, 8 mm x 1 mm 9 44683
610-019 | Monopolar forceps, straight, 220 mm, 8 mm x 2 mm 9 44683
610-021 | Monopolar forceps, straight, 220 mm, 8 mm x 1 mm ] 44683
610-025 | Monopolar forceps, straight , 270 mm, 8 mm x 2 mm 9 44683
612-018 | Monopolar forceps, anatomic, 180 mm, 18 mm x 2 mm 9 44683
612-021 Monopolar forceps, anatemic, 200 mm, 18 mm x 2.2 mm 9 44683
612-025 | Monopolar forceps, anatomic, 250 mm, 18 mm x 2.4 mm 9 44683
612-118 | Monopolar forceps, surgical, 180 mm, 18 mm x 2 mm 9 44883
612-121 | Monopolar forceps, surgical, 200 mm, 18 mm x 2.2 mm 9 445683
612-125 | Monopalar forecps, surgical, 250 mm, 18 mm x 2.4 mm 9 44683
700-003 | LAP elecirode, spatula, 360 mm 9 44683
700-004 | LAP eleclrode, m_.S:@ hook, 360 mm 9 44683
700-005 | LAP electrode, thin haok, 360 mm 9 4683
700-006 | LAP electrode, needle, 360 mm . E] 44683
710-003 | LAP eleclrode, spatula, suction / imigalion tube, sealing cap, 360 mm g 44683
710-004 | LAP electr, slrong haok, suct. / irrigation tube, sealing cap, 360 mm 9 44683
710-005 | LAP electr,, thin haok, suction / irrigation tube, sealing cap, 360 mm g 445683
710-006 | LAP eiectrode, needle, suciion / irrigation tube, sealing cap, 360 mm 9 44683
720-000 | ErgoLAP MONOPOLAR, handle 9 42553
721-301 | ErgoLAP MONOPOLAR, jaw, forceps, 360 mm 9 42553
721-302 | ErgoLAP MONOPOLAR, jaw, DeBakey, 360 mm 9 42553
721-303 | ErgoLAP MGNOPOLAR, jaw, Babcock, 360 mm = 9 42553
724-304—| Ecgol AR MONOROLAR, jaw, Melzenb 360 mm 1] 42553
721-306 | ErgoLAP MONOPOLAR, jaw, hook scissors, 360 mm 9 42553
721-307 | ErgoLAP MONOPOLAR, jaw, Darsey, 360 mm 9 42553
721-308 | ErgoLAP MONOPOLAR, jaw, Fundus, 360 mm 9 42553
721-309 | Ergol AP MONOPOLAR, jaw, Maryland, 360 mm 9 42553
721-310 | ErgolL AP MONOPOLAR, jaw, Alligator, 360 mm 9 42553
722-530 | ErgoLAP MONOPOLAR, shaf tube 360 mm 9 42553
736-005 | ErgoLAP MONO,, handle, shaft tube, sealing spare paris, 360 mm 9 42553
741-100 | ERGOC 320R, hiandle, COMFCORT cable, 4.5m 9 61873
741-101 | ERGO 320R, handle 9 61873
741-234 | ERGO 320R, shaft tube. & 5 mm_ 340 mm 9 61873
741-812 | ERGO 320R Sel, alraum; grasping forceps, 346 mm, COMFORT 9 51873
741-814 | ERGO 320R Set, atraumatic grasoing ,..o.‘om.mm” 34C Bnu, 9 61873 |
741-822 | SRGO 320R Se, grasping forcens, fenesiraled curved. 340 mm, COMFORT 9 61873
74%1-823 | ERGO 320R Se!, grasping forceps, fenestrated, curved, 340 mm 9 81873
741-827 | ERGO 320R Sel. grasning forcens with 2x3 teatn 340 mm, COMFORT || g 51873
741-828 | ERGO 320R Sel. grasping forceps with 2x3 teeth, 340 mm S 61873
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741-832 | ERGO 320R Set, Metzenbaum scissors. 340 mm, COMFORT Ilb 9 11-502 61873
741-833 | ERGO 320R Set, Metzenbaum scissors, 340 mm 9 11-502 61873
741-842 | ERGO 320R Set, Maryland dissector, 340 mm, COMFORT 9 11-502 61873
741-843 | ERGO 320R Set, Maryland disseclar, 340 mm b 9 11-502 61873
742-108 | ERGO 325R, handle, rotatable, with lock lib 9 11-502 61873
742-234 | ERGO 325R, shaft tube, @ 5 mm, 340 mm Iib 9 11-502 61873
742-310 | ERGO 320R/325R, jaw atraumatic grasping forceps, fenestrated, 340 mm 119 El 11-502 61873
742-320 | ERGO 320R/325R, jaw grasping forceps, fenestrated, curved, 340 mm b 9 11-502 61873
742-330 | ERGO 320R/325R, jaw Metzenbaum scissors, 340 mm ilb 9 11-502 61873
| 742-340 | ERGO 320R/325R, jaw Maryland dissector, 340 mm Wb | 9 | 11502 | 61873
742-350 | ERGO 320R/325R, jaw grasping forceps with 2x3 teeth, 340 mm Lto] 9 11-502 61873
742-816 | ERGO 325R Set, atraumnalic grasping forceps, 340 mm, rotalable, with lock b 9 11-502 61873
742-826 | ERGO 325R Set, grasp. forceps, lenes., curved, 340 mm, rotalable, wilh lock 1o 9 11-502 61873
742-829 | ERGO 325R Set, grasp. forceps wilh 2x3 teeth, 340 mm, rolatable, wilh lock o 9 11-502 | 61873
742-836 | ERGO 325R Set, Metzenbaum scissars, 340 mm, rotatable, with lock b 9 11-502 61873
742-846 | ERGO 325R Set, Maryland dissector, 340 mm, rolatable, with lock b 9 11-502 61873
743-100 | ERGO 330R, handle, COMFORT, cable, 4.5m I1b 9 11-502 61873
| 743101 | ERGO 330R, handie lib S 11-502 81873
m mwumwm ERGO 330R, shaft tube, 5 mm, 250 mm llo 9 11-502 m._mqw|
743-234 | ERGO 330R, shaft tube. & 5 mm. 340 mm 9 11-502 61873
743-325 | ERGO 330R, jaw, 250mm B o - 9 | 11502 | 61873
743-334 | ERGO 330R, jaw, 340 mm 9 11-502 61873
743425 | ERGO 330R, drive rod, 250 mm lib 9 11-502 61873
743434 | ERGO 330R, drive rod, 340 mm lib 9 11-502 61873
743-525 | ERGO 330R, blade holding tube, 250 mm b 9 11-502 61873
743-534 | ERGO 330R, blade holding tube, 340 mm b 9 11-502 61873
743-851 ZRGO 330R Sel, coagulalion forceps with culting blade, 340 mm, COMFORT b 9 11-502 61873
743-852 + ERGO 330R-Selceagulationforceps-wilh-culling blade, 340-mm 81873
743-853 | ERGO 330R Set, coagulation forceps with cutting blade, 340 mm 61873
743-854 | ERGOC 330R Set, coagulation forceps with cutting biade, 250 mm 61873
743-989 | ERGO 330R. blade, slerile {20 pes.) 61873
744-10C | ERGO 335R, handle, COMFORT, cable, 4.5 m 61873 |
744-101 | ERGO 335R, handie 61873
744-220 | ERGO 335R, Schafirohr, 2 3 mm, 200 mm 51873
744-229 | ERGO 335R, shaft tube, @ 3 mm, 290 mm 61873
744-312 | ERGO 335R, jaw alraumatic grasping ferceps, fenastrated, 260 mm 61873
744-313 | ERGO 335R, jaw atraumalic grasping forceps, fenestrated, 290 mm 61873
744-322 | ERGO 335R ¢« Maryland disseclor, 200 mm 81873
| 744-343 | ERGO 335R, jaw Maryland disseclor, 290 3_.1,II1 81873
.| m>um4 2 ZRGO 335R Set, airaumaiic grasping forceps, mwﬂ chlﬂilﬂo_ino.ﬂq mﬂmwm
744-813 | SRGO 335R Se!. alraumatc grasping forceps. @ 3 mm, 266 mm, COMFORT 61873
744-815 | ERGO 335R Se!. alraumatic grasping forceps, @ 3 mny, 290 mm 81873 |
| 744816 | ERGO 335R Set. atraumatic grasping forceps, @ 3 mrm. 200 mm 51873
ERGC 335R 8- 51873
ERGO 3357 Set, ) 81873 |
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T44-B47 | ERGO 335R Set, Maryland dissectar, @ 3 mm, 290 mm g 11-802 B1B73
T44-848 | ERGO 335R Set, Maryland dissector, 2 3 mm, 200 mm 2] 11-502 61873
T45-100 | Trocar sleeve, melal tube, smaoth, insufiation stopcock, © 3,4 mm, 100mm T 14-154 37148
745-120 kon valve for trocar sleeve (5 pes.) Ha T 14-154 37148
T45-130 | Sealing for trocar sleeve (5 pcs.) lla 7 14-1584 37148
745-200 | Trocar, phyramid-shaped, 145 mm fla 7 14-154 37148
750-000 | ErgoLAP BIPCLAR, handle | b 2 11-502 42553
750-033 | ErgolAP BiPOLAR, handie, shaft ube, sealing spare pads, 330 mm | i =] 11-502 42553
751-033 | ErgoLAP BIPOLAR, Jaw, Hirsch, 330 mm . iib g 11-502 42553
T52-033 | ErgolAPF BIPOLAR, jaw, Kleppinger, 330 mm 1] B ._._.Wmm 42553
T53-033 | ErgoLAP BIPOLAR, jaw, tweezers, 330 mm L] 3 11-502 42553
754-033 | ErgoLAP BIPOLAR, jaw, micro-tweezers, 330 mm 113 g 11-502 42553
755033 Im|__|m_u—|_;v BIPOLAR, outer shafi tube, 330 mm [LE+] g 11-502 42553
T58-033 | ErgoLAP BIPOLAR, inner shaft tube, 330 mm {1l=] g 11-502 42553
769-033 | ErgoLAP BIPOLAR, jaw, NON-Stick CUT, knife-shaped, 330 mm iib 9 11-502 42553
760-119 | TissueSeal PLUS, 180'mm liti 8 11-502 42553
760123 | TissueSeal PL US, 230 mm L] 5 11-502 42553
76C-128 | TissusSsal PLUS, 280 mm 1}-] k) 11-502 42553
TED-216 | TissueSeal PLUS COMFORT, 160 mm, cable 4.5 m [[1+] 9 11-502 42553
TEO-219 | TissueSeal PLUS COMFORT, 190 mm, cable 4.5 m [1i+] g 11-502 42553
T60-223 | TissueSeal PLUS COMFORT, 230 rom, cable 4.5 m b 9 11-502 42553
TEO-228 | TissueSeal PLUS COMFORT, 280 mm, cable 4.5 m o El 11-502 42553
760-319 | TissueSeal handie, COMFORT 190 mm, cable 4.5 m 1] 9 11-502 42553
760-323 | TissueSeal handle, COMFORT 230 mm, cable 4.5 m s g 11-502 42553
TE0-328 | TissueSeal handle, COMFORT 280 mm, cable 4.5 m e g
TE1-033 | ErgoLAP BIPOLAR, jaw, NON-Stick CUT, wedge-shaped, 330 mm =] g
T70-000 | NighlKNIFE + LIGATOR, sm:aﬂmozﬂomﬂ cabie45m Fil-] ]
70-036 | LIGATOR, handle, shafl lube, sealing spare pans, 360.mm, COMFORT S .
T70-200 | NightKNIFE set. 200 mm, COMFORT o 2
TT0-201 | MightkMIFE sel, exchangeable knife, 200 mm, COMFORT e g
TT0-211 | LIGATOR, shafi ube, 110 mm e 8
TT0-236 | LIGATOR, shaft tube, 360 mm i g
Ti0-300 | NightKNIFE se1, 360 mm, COMFORT [[}-] g
770-301 | MIghtKNIFE sel, exchangeable knife, 360 mm, COMFORT | s
T70-320 | NightKNIFE, shatt tube, 200 mm | b ]
TIO-336 | Nighd lib ]
7708595 | NightKNIiFE, blade (5 pes.) g
TI-011 | LIGATOR, iaw, straight, 110'mm g
T771-038 | LIGATOR, jaw, straigh:, 360 mm 11 |
771120 | NiGhKNIFE, jaw, 200 mmt [ | s
1| Nig E. jaw, exchangeatie | g
773136 | Night<NIFE, jaw 360 mm | tb L
712137 | NighKNIFE. 3w, exchangeabie knife, 350 mm T | s
772017 | LIGATOR, jaw, Maryiand, 116 mm | b ]
772035 | LIGAT B ) W | 8
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773-000 | NightKNIFE + LIGATOR sel, COMFORT g
773-001 | NightKN!FE + LIGATOR set, exchangeable knife, COMFORT 9
775-000 | ERGO 310D, taparoscopic vessel sealer, @ 5 mm, 340 mm S
795-145 | BiZ2ZER, bipolar scissors, 145 mm, curved, needie lip 9
795-180 | BiZZER, bipclar scissors, 180 mm, curved, needle tip 9
785-545_| BiZZER, bip. scissors, 145 mm, curved, needle tip, COMFORT, cable 4.5m El
795-580 | BIZZER, bip. scissors, 180 mm, curved, needle tip, COMFORT, cable 4.5m 9
798-170 iZZER, bipolar scissors, 170 mm, curved 9
796-570 | BiZZER, bipolar scissors, 170 mm, curved, COMFCRT, cable 4.5 m 9

| 797180 | BiZZER, bipolar scissors, 180 mm, curved, slight 3
797-230 | BiZZER, bipolar scissors, 230 mm, curved, 9
797-2B0 | BiZZER, bipolar scissors, 280 mm, curved, g
797-580 | BiZZER, bipolar scissors, 180 mm, curved, slight, COMFORT, cable 4.5 m 9
797-630 | BiZZER, bipolar scissors, 230 mm, curved, slight, COMFORT, cable 4.5 m 9
797-680 | BiZZER, bipalar scissors, 280 mm, curved, slight, COMFORT, cable 4.5 m g
798-145 | BiZZER, bipolar scissors, 145 mm, curved, fine 9
798-180 | BIiZZER, bipolar scissors, 180 mm, curved, fine 9
758-230 | BiZZER, bipoiar scissors, 230 mm, curved, fine g

Mmm.wmo BiZZER, bipolar scissors, 280 mm, curved, fine 9
798-545 | BiZZER. bipoiar scissors, 145 mm, curved. fine, COMFORT, cable 4.5 m 9

ﬂm.mmo BiZZER, bipolar scissors, 180 mm, curved, fine, COMFORT, cable 4.5m 9
798-630 | BiZZER, bipclar scissors, 230 mm, curved, fine, COMFORT, cable 4.5 m 9
788-680 | BIiZZER, bipoiar scissors, 280 mm, curved, fine, COMFORT, cable 4.5 m g
800-000 | Tip cleaner, single-use, sterile (50 pes.) 1
800-001 NON-Stick knife electrode, shaft 2.4 mm, single-use, sterile (10 pcs.} 9
800-002 | NON-Stick needie electrode, shaft 2.4 mm, single-use, ster. (10 pcs.) 9
800-003 ectrode, shaft 2.4 single-use, sterile (10 pes.) g
BOO~R04—| MON-Siick knife-gi. 152 mm, shall 24 mm, single-use, ster{(10pes}— 9
800-005 | NON-Stick ball 134 mm, shaft 2.4 mm, single-use, ster. (10 pcs.) 9
800-006 | Safety holster, single-use, sterile (100 pcs.) |
800-007 | Knife electrode, shaft 2.4 mm, single-use, sterile (5 pcs.)
800-C11 | Needle electrode, shaft 2.4 mm, single-use, sterile (5 pcs.)

800-021 | Ball electrode, shaft 2.4 mm, single-use, sterile (5 pcs.)

200-028 | Knife electrode, A‘mm.BJ_. shaft 2.4 mm. single-use, m_mlm.ﬁm _vunm VI
800-030 | Ball electrode, 136 mm, shaft 2.4 mm, single-use, stenle (10 pcs.)
8G1-03C | Handle, i. sw., knile, @ 2.4 mm, 3-pin, 3 m, s-u, slerile (56 pcs.)
802-030 | Handle, 2 sw.. knife, @ 2.4 mm, 3-pin, 3 m, s-u, sterile (50 pcs.)
802-032 1, s-u, stentle (10 pes.)

803-030 ingle-use, ster (10 pes:)
815-04C | Neutral electrode, 40 cm?, non-spii: (100 pes)

815-070 | Neutral eleclrode, 70 cim?, non-split (100 ncs)

815-110 : Neutral electrode, 110 cm?, nen-sgiit (100 ces)

B15-140 | Neutral m_mﬂaalm.,lrﬂo n:.,lu,! W(100 pcs)

 816-042 |
815071 |

072-6002-0
G/2-6L62-33
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B18-072 | Neutral eleclirode, 70 cm?, splil, EASY (100 pcs) a 11-500
B16-082 | Neutral electrode, 90 cm?, splil, EASY (100 pcs) L 11-500
816-112 | Neutral electrode, 110 cm?, split, EASY (100 pcs) 113 9 11-8500
F16-141 | Neutral electrode, 146 cm?, spiit (100 pcs) Ik g 11-500
818-161 | Neutral eleclrode, 180 cm?, splil (100 pcs) il a 11-500
B18-162 | Neutral electrode, 160 cm?, split, EASY (100 pcs)_ o =] 11-500
B17-040 | Neutral elecirode, 40 cm?, non-split, with cable 3 m (15 pcs) g 11-500
Bi7-070 | Neutral electrode, 706 cm?, non-split, with cable 3 m (15 pcs) a9 11-500
817-110 | Neutral electrode, 110 cm?, non-splil, with cable 3 m (15 pcs) 9
.u_.w._m.ul._ao Neutral electrode, 140 cm?, non-splil, with cable 3 m (15 pcs) Q
BE1B-042 | Neutral eleclrode, 40 cm?, splil, wilh cable 3 m, EASY (15 pes) Itb g
815071 | Neulral electrade, 70 cm?, split, with cable 3 m (15 pcs) ik 9
B18-072 | Neutral electrode, 70 cm?, splil, with cable 3 m, EASY (15 pcs) lio -]
518-082 | Neutral elecirode, 90 cm?, split, with cable 3m, EASY (15 pcs) Il 4
818-112 | Neutral electrode, 110 cm?, split, with cable 3 m, EASY (15 pcs) 1:3 a
B18-141 | Neutral electrode, 140 cm?, split, with cable 3 m {15 pcs) I g
B18-181 | Neulral electrode, 160 cm?, spiit, with cabie 3 m (15 pcs) i g
B18-162 | Neutrai elecirode, 160 cm?, split, with cable 3 m, EASY {15 pcs) =) a
B30-D00 ssueSeal, electrade tips, straighl, toothed, s-u, sterile (5 sets) o 9
B30-001 | TissueSeal, efecirode ps, straight, single-use, sterile (5 seis) lla g
8£30-010 | TissueSeal, eleclrode tips, angled, toothed, s-u, sterile (5 sets) 1Y 4
B30-011 | TissueSeal, electrode tips, angled, single-use, sterile (5 sets) li g
B30-050 | ARC PLUS filter set, single-use, sterite (50 pcs.) iz 2
S00-000 | ARC PLUS Argon coagulation unit for ARC 250 / 303 / 350 (REF 900-350) lla 11
200-001 | ARC PLUS Argon coagulation unil, for ARC 400 / 350 (REF 900-351) El 11
900-030 | Equipotential bonding, 0.5 m | 1
4900-031 | Eguipotential bonding, 5m i 1
- Equipaleatial banding, 1.5 m L 1
Electrosurgical unit ARC 100 b a
Electrosurgical unit ARC 250 1] g
Electrosurgical unit ARC 303 I 9
900-350 | Elsctrosurgical unit ARC 350 (REF 800-350) 9
900-251 | Electrosurgical unit ARC 350 (REF 900-351) a
900-380 | Oplion LIGATION. for ARC 350 (REF 300-350) i | 3
900-391 | Cption GastroCut, for ARC 350 (REF 900-351) Itk L]
". 900-392 | Option Argon / GastroCul, for ARC 250 / 303 {11+ 8
| g00-385 Option Bipolar Resection, for ARC 400/ 350 (REF 800-351) lib g
[ Q00-385 | Option LIGATION, for ARC 400 350 (REF 900-351} li -]
B00-397 | Europe Oplion ARC 303 (ZRBE/MARTIN via adapter} 9
[ 500-335 | Europe Cplion ARC 250 (ERBE/MARTIN viz adapter) o s |
900-399 | Oplion SipolarSimCOAG, far ARG 4 3
|®MOk«oo Eiectrosurgical unit ARC 400 W 11-480 11490
900-001 | Pressure reducer, for ARC PLUS (REF 900-0C0}, DIN 477 no. 6 9 | 33 | 37028
300-602 | Prossure reoucer, for ARC PLUS (REF 900-060), DIN 477 a0, 10 9 | 32z | arozs
an0-802 | re reducer, lon ARG PLUS (REF 500.000), CGA 580 W | 8 | 13323 | 37028
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900-804 | Pressure reducer, for ARC PLUS (REF 900-000), BS 341 no. 3 g 13323 | 932-061 | Argon coagulation eleclrode, bendable 250 mm fib <] 11-499 44683
900-905 | Pressure reduger, for ARC PLUS (REF 900-001) and ARC 400, DIN 477 no. 6 | 3 13323 932-062 | Argon coagulation electrode, bendable 370 mm lib 9 11-498 44683
9{4-907 | Pressure reducer, for ARC PLUS (REF 900-001) and ARC 400, DIN 477 no. 10 9 13-323 932-118 | Flexible Argon probe, round pin plug, @23 mm, tm iib 9 16-206 | 44683
S00-908 | Pressure reducer, for ARC PLUS (REF 900-001) and ARC 400, CGA 580 g 13-323 932-146 | Cable for flexible Argon probe COMFORT, 2.5 m lla 2 11-493 35042
900-909 | Pressure reducer, for ARC PLUS (REF 900-001) and ARC 400, BS 341 no. 3 9 13-323 932-148 | Flexible Argon probe, @ 1.5 mm, 1.5 m b 9 16-206 44683
200-811 | Malhs.cable. plugtype F, §m | 1 11486 932-149 | Flexible Argon probe, @ 2.3 mm, 22 m il a 16-206 44683
900-812 | Mains cable, plug type G, 5m I 1 11-488 932-150 | Flexible Argon probe, @ 3.2 mm, 2.2 m tib 9 16-206 44683
900-813 | Mains cable, plug type K, 5 m ] 1 11-485 932-151 | Flexible Argon probe, @ 1.5 mm, 3.0 m lib 9 16-206 44883
a03-814 | Mains cable, plugtype L, 5m I 1 11-485 932-152 | Flexible Argon probe, & 2.3 mm, 3.0 m ilb 9 16-206 44683
900-915 | Mains cable, plug type N, 5 m I 1 11-485 932-153 | Flexible Argon prabe, 80°, @23 mm, 2.2 m ilb 9 16-206 44683
900-216 | Mains cable, plug type B, 5 m ] 1 11-456 932-154 | Flexible Argon probe, @ 2.3 mm, 1 m b 9 16-206 44683
300-517 | Mains cable, plugtype |, 5 m 1 1 11-4596 932-248 | Flexible Argon probe, @ 1.5 mm, 1.5 m, single-use, sterile (10 pcs.) 1o} ] 11-488 44884
g01-011 | Single-pedal footswitch, with switch, cable 4 m o g 11-008 932-249 | Flexible Argon probe, @ 2.3 mm, 2.2 m, single-use, sterile (10 pcs.) b 9 11-498 44684
901-012 | Single-pedal footswilch for ARC 100, cable 4 m g 11-009 932-250 | Flexible Argon probe, @ 3.2 mm, 2.2 m, single-use, sterile (10 pcs.) tib 9 11-499 44684
901-021 | Double-pedal footswitch, cable 4 m a 11-009 932-251 | Flexible Argon probe, @ 1.5 mm, 3 m, single-use, slerile (10 pcs.) 9 11-499 44684
401-031 | Double-pedal footswitch with switch, cable 4 m ] 11-008 932-252 | Flexible Argon probe, @ 2.3 mm, 3 m, single-use, sterile (10 pcs.) 9 11-499 44684
901-032 _uo:cmm.umam_ footswitch with switch m_,_.a M_.l..om_u_mla m s g 009 932-253 | Flexible Argon probe, 90°, @ 2.3 mm, 2.2 m, single-use, sterile (10 pcs.) | ] 11499 | 44884
2301-045 | Interface with fibre optics, for ARC 350, for ARC PLUS (REF 900-G00) | 1 1 11488 952-001 | SHE SHA, Hose, for handle, single-use, sterile {10 pcs.) _ Is _ 1 16-262 46483
‘401050 | Fibre optics, for ARC PLUS (REF 900-000 silver) | 1 11-488
§01-051 | Fibre optics, for ARC PLUS (REF 900-001) | 1 11-456
201-052 | Fibre optics, for ARC PLUS (REF 900-000) I 1 11485
801-124 | Accessory set, 2.4 mm It :) 15-895
$01-125 | ARC 100 set, 2.4 mm g 15-833
S01-126 | ARC 100 accessory set, 2.4 mm a8 15-885
BO1-140 | Accessary Sel, 4 mm ] 15-B85
801210 | Adapter bipolar, Erbe, for BOWA ARC | 1 16-450
901-220 | Adapter bipoiar, Martin, for BOWA ARC | 1 J_M“,“.m.m 7
— S01-250- | Adapler lar, Ehe, lorBOWA ARG — I 4 48480 . 35044 Y 000000000000 —— — —

801-270 | Adapter monopolar, Martin, for BOWA ARC I 1 15430 | 35049
032-031 | Rigid Argan ion etectrode, 75 mm i 3 11499 44683
832-032 | Rigid Argon ceagulation electrode, 150 mm lib ] 11459 42BB3
832-034 | Rigid Argon coagulation electrode, 370 mm b 1] 11-499 446B3
832035 | Rigd Argon needle cutling and coagulation electrede, 100 mm {11 9 11-4949 44683
0324035 | Rigid Argan meedie cutting and coagulation elecirode, 150 fmm b 9 11-499 44663
932-042 | Argon handle COMFORT, cable 3.5 m 9 T1-484 44680
232-045 | Cable for flexible Argon probe, round plug, 2.5 m 2 11-483 35042
832048 | Flexible Argon probe, round pin plug, @ 1.5 mm. 1.5 m lib 8 16-206 44683 |
032.040 Argon prebe, reund pin plug, @ 2.3 mm, 2.2 m s} ] 15-208 4ABR3
S32-0G50 | Flexible Argan probe, round pin plug, @32 mm. 22m is1 ] 16-206 44653

| 932051 | Flexiole Argon probe, round pin plug, @ 1,5 mm, 3m g ..._.Ic.rmnm 44683
§32.052 | Flexible Argon probe, round pin plug, @ 2.3 mm, 3 m g 16-206 m 44883
832055 | Rigid Argon kaife culting and coagulalion electrode, 100 mm 9 114806 | 44583

| 8az0s8 | Rigid Argon knife culling and coagulation electrade, 150 mm T o | @ | 11488 | 4s583
g32-059 d Argon knife cutting and coagulation n_nn_r.ﬂnr |._w_u=:.” T k] 11458 44683
032060 | Argon nomlmm_mmc: elecirode, am..:u.mona 70 mm § a 1 ._Lm.m...i ...mm.M.L. 1

I “Teiefon +29 {0} 7072+60 TrgarT
Hewnrich-Herlz-Slrasse <-10 Telefax ~49 (0} 7672-6002-33 Geschafltsflhrer: jens Xrober
810 Gomaringen | Ge info@bowa de | bowa de Marg

G Telefon — () 7072-5007-4
(0} 7G/2-6002-33

info@bawa.de | oowa de
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Product Service

CERTIFICATE

No. Q1N 16 0216316 018

Holder of Certificate: BOWA-electronic GmbH & Co. KG
Heinrich-Hertz-Strasse 4-10
72810 Gomaringen
GERMANY
Facility(ies): BOWA-electronic GmbH & Co. KG
Heinrich-Herlz-Strasse 4-10, 72810 Gomaringen,
GERMANY

BOWA Polska Sp. zo. o.
Zlotkowo, ul. Obernicka 10, 60-002 Suchy Las,
POLAND

Certification Mark:

mOO—um of Certificate: Design and development, production and distribution of
« Electrosurgical Units and accessories,
= Argon Coagulation Units and accessories,
+ electrode handles,
» active electrodes and instruments,
= maonopolar and bipolar forceps,
* endoscopic and laparoscopic instruments,
* Instruments for vessel sealing,
= neutral electrodes,
= bipolar scissors

Applied
Standard(s):

EN ISO 13485:2012 + AC:2012

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISC 13485:2003 + Cor. 1:2009)

DIN EN ISO 13485:2012

The Certification Body of TUV SUD Product Service GmbH ceriifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713076068
Valid from: 2016-03-03
2019-02-28
! ﬁi
Date, 2016-03-03
Shetan Prailk
Page 1 af 1

(€
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TUV SUD Praduct

Germany

Zertifiziervertrag

S

IKaisene

Prif- und Zel
Product Service.

kates erkennt der
nhaber die jeweils glitige Fassung

der Prif- und Zertifizierordnung an
(www.tuev-sued.de/ps_regulations) und wird
somit Partner ziersysiern von

TUV SUD Product Service.

Prinzipielle Yoraussetzung fiir die Gultig-
keit des Zertifikates:

— Giltigkeit der zitierten normativen Prif-
grundlage{n) ist gegeben

und zusatzlich bei Zertifikaten mit Berechti-
gung zur Verwendung eines Prifzeichens
bzw. bei Zerlifikaten fir QM-Systeme:

— Voraussetzungen fur vorschriftsmaRige
Fertigung werden eingehalten.

— Die Fertigungs- bzw. Betriebsstatten wer-
den regelmafig Gberwacht.

Certification contract

Certification is based on the TUV SUD
Product Service Testing and Certification
Regulations.

Accreditations / notifications

erungen { Benennungen (Status 14.10.2013) /

{as of 2013-10-14)

Deuischland / Gerimany

Produktsicherheitsgesetz (ProdS$G) /
Product Safeiy Act (ProdSG)

Europa / Europe

Niederspannungssichilinia 2006/95/EG
Spielzeugrichtiinia 2000/48/EG

Rich' fiir aktive medizinische lmplantate 90/385/EWG
ir Medizinprodukte 93/42/EWG

ie fiir In-vitro-Diagnostika 98/79/EG

fir Gasverbrauchseinrichtungen 2009/142/EG

e 2004/108/EG

Sporthoote 94/25/EG + 2003/44/EG
i fiir Maschinen 2006/42(EG

fiir Ex-Schutz Garate S4/9/EG

Low Vottage Directive 2006/35/EC
Toys Directive 2009M48/EC

Directive tor Active | Medical Devices 90/385/EEC
Directlve for Medical Devices 93/42(EEC
Directive on In Vitra Diag ic Medical Devices Y8/79/EC

Directive for Gas Appliances 2009/142/EC

Directive for Personal Protective Equipment 89/686/EEC
EMC Directive 2004/108/EC

Directive for Recreational Craft 94/25/EC + 2003/44/EC
Directive for Machinery 2006/42/EC

Directive for Ex Safe Equipment 94/9/EC

ENEC Agreement for luminaires, household and IT equipment

USA

e

Nationally Recognized Testing Laboratory (NRTL) to 29 CFR
1910.7 by OSHA

Accrediled lor FOA 510(k) Third Party Roview
Conformity A Body to the MRA F b o

- ———0n-teceipt-of -the——certificate—the—ceriificate
holder agrees fo the current version of the
Testing and Certification  Regulations

Devices; FOA QSReq Inspections, FDA §10{k) Third Party
Review

(www.tuev-sued.de/ps_regulations) and thus
becomes partner in the TUVY SUD Product
Service Certification System.

Requirements for the validity of the certi-
ficate in principle:

— Validity of the guoted test standard(s)

on for certificates with the right to use

a certification mark and for QM certificates:
— Conditions for an adeguate manufacturing
are maintained

— Regular surveiilance of the fa
formed

sieile fiir Produkie / C

cation Boidy

Asien-Pazifik Region / Asia Pacific

®

%

Recognized Certification Body to Electrical Products (Safety)
Regulation; Hong Kong

Konformitdtsbewerlungsstelle / Conformity Assessment Body
to the MRA for Medical Devices; Austraiien / Australia
Konformitdtsbewertungsstelle { Conformity Assessment Body
to the MRA for Medical Devices; Neusseland / New Zealan

Weltweit / Worldwide

L]

des IECEE/

NCB in the CB Scheme of IECEE

ExCB im IECEx-Scheme des IECEE /

EXCB in the {ECEx Scheme of IZCEE

Zerdifizierstellen durch DAKKS akkreditiert
DE-ZE-11321-01, DE-ZM-11321-C9 und DE-ZM-11321-01
ion Bodies accredited by DALLS

DE-ZE-11321-0%, DE-ZM-11321-09 and DE-ZM-11321-01

Products »

e-mail ps-z

cdevices@iuev si
ns-zovt@tuev-sued do



CHUCTEMA CEPTHO®UEAIMN FOCT P
GEAEPAIBHOE ATEHTCTBO N0 TEXHHYECKOMY PENVIUPOBAHWIO W METPOIOIHY

somee. CEPTUOUKAT COOTBETCTBUSA

v Ao POCC RU MM02 H17809

iz e hedina TRk Et n R

€,
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Cpor peficTeag ¢ 18,07.2016r. ne 18.07.2019r.

Ne 1758706
OPTAH 10 CEPTUOHUKAIIME Ny RA, RU.11UMO2
MEAMUMHCKNUY U3JENVI AHO «BHUMMMT»
129301, r. Macksa. yr. Kacarxuna, 2.3 1cil. (493) 683-97-92, (axc (499)187-89-54,
e-mail: im02@bk.ru

FPOAVKUMHA  Marepuan ynakoBOUHBIH A7 CTEPHANRALHY:
PYNOHG! KOMOHEAPOBAHHSIE AIIGCKME 1 co caankami «Crepu T n,
(cm. mpunoskeHwe Ha ! aucte)

TV 9398-083-11764404-2011
Cepuifhpiil BRINYCK,
COQTBETCTBYET TPEBORAHMAM HOPMATHBRHEIN

I'OCT ISO 11607-2011.
IOCT P 30444-92

1a QK 005 (O T):

93 9800

3822 0000600

W3TOTOBMTEAD Ofmectso ¢ orpasnyeniof oTtsercTacHHocTsio «Hayuno-npon3soncreensas

{prpma «BHHAPS (000 WHITO «BHHAPS) 195094, 7" Motkea, ToCnRTATERE
san, 1.5, crp.7A, mos VI

HIIH 5023001024,
MecTo Npon3BoACTBA. - CM. IPUNOKEHHE

CEPTUOHKAT BLIAAH Ofmecrsy © orpaHWueHHOH 0TBETCTBEHROCTHIO ¢ Hay uHo-1IpON3ROACTBERHAR

prpma «BUHAP» (GO0 «HII® «BUHAPY)
Pacens. 103094, . Mockea, Tocnutamsusit gan, 2.3, e1p.7A, nom VI
rens/axe (495) 988-76-67
HA OCHOBAHHUI npoTOKONa HemsITaniit Ne 16-863 ot 11.07.2016r. KL M AHO
CBHUKUMTy (Ne RA RU.211MO3).

Perncrpansorsoe yaoctoseperne Ne P3H 2013/110 ot 04 anpess 20161, @enepanstol ciyxGe! 110
sanzopy & chepe 3apasooxpanenus {(POC3PABHAJZOP)

ACTICARUTEABHAS UHQOPMAIIMSE  Mapguposanue np

e

VRUHG QPOHIHOIHTCR JHAKOM
st ceprudmranpi FOCT P opn

T

HPURET HBe NP

CUCTEMA CEPTHOHKRALIHHA TOCT P
e_u_Eévzom.ﬁmmqgmo:oﬁxmsﬁw%%;_:WE

TTUPOBAHHIQ I METPGIOTHN

MPUAOKEHUE
POCC RIHMO2 H17809

K ceprudukary coorsercreus Ne

TepeyeHs KOHKPETHOM OPOAYKOHM, Ha KOTOPYIO PACEDOCTPAMAETCH
—AEHCTBHE CEPTH{HKATa COOTBETCIBHE-

<0 OK 005 (OKIL
SOA0KC0031 ) i Ofoznauerize AOKYMOHTALUN,
0 KOTOPOF BEIVCKAETCH NPOAYKIHA

HaumeHopauye i 0Go3HaYeHHE
TPOAYKI[UH, £€ UITCTOBHTEAD

'Koa TH B3A Paccisr

93 9800 JTuer |

Agz2000000
EAOW0R MarepHas YIAKOBOIHBIA AJIA CTEPHAHIAINH:

m_vc._on:& —aoz—mw-::vowwm—:r—a JUTOCKHE H €0 CKITATKAMR
«CrepnT™ 1o TY 9398-083-11764404-2011:

1. PasMeps py7OHOB KOMOHHKPOBAHHBIX IUIOCKAX:
Iupusa pyaona, 30-600 mn;
anua pynora, 10-200 a.
2. PasMeptl pyaoHOB KOMOHHHPORAHHBIX CO CKITAAKAMHN:
I[lupuna pynosa, S0-600 Mm;

—=Hlupixa-Soxosoit craaani, L0100 spg—————

Hnura pynona, 10-200 M.

Mecto nponsBoacTsa - 152020, fApocnasckas odnacts,

r. [Tepecnapae-3anecckuit, ya. bonsurag [Iporednas, 1.510

=

i E.M. [Honaucras
EYROBOARTEA OPIaHE 8
#

;
/ W\m&m R.B. Pycosa

4 AU Qi
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