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Annex to the EC Certificate No. 5059

Valid from 2020-04-01 to 2024-05-26
Revision status of the annex: 0 dated 2020-04-01

Devices/device categories included in the certificate:

Class | 5:

For the products listed below, review of the Quality Assurance System refers exclusively t
manufacture concerned with securing and maintaining sterile conditions. '

+  Endoscopic suction valve, single-use, sterile
+  Suction system filter, plume particulate
+«  Suctionfirrigation tubing, single use

Class Il a:
Basic endotracheal tube, reusable

i
y
Basic roller pump /
Bone cutting forceps
Bone graft funnel

Bronchoscopy tube
Cannulated surgical drill bit, reusable
Endoscope assembly adaptor
Endoscope sheath, reusable
Endoscopic electrosurgical handpiece/e
Endoscopic electrosurgica f‘,’d
Endoscopic insufflation
Endoscopic insuﬁlati ibing se

. - . o
Flexible fibreoptic ouref )
Flexible fibreoptic, %zﬁl %
Flexible fibreoptic niasc b””ﬁ" 08¢0
Flexible fibreoptic ’c} “
Flexible video bi

Flexible video cysto
Flexible video ureteror
Fluted surgical drill bit,
General-purpose s
General-purpose e
Haemorrhoid ligat

Line-powered surgical power

Laser fibre i, 7 :
ower tool system motor

Medical air low pressure tubing

Microbial medical gas filter, sterile, single-use = S

Operating room audiovisual data/device management system application software

Orthopaedic bur, reusable e

Orthopaedic bur, single-use

Resectoscope

Rigid bronchoscope

Rigid cystourethroscope

Rigid endoscope telescope

Rigid endoscopic grasping forceps, reusable

Rigid optical hysteroscope

Rigid intubation laryngoscope, reusable

DEKRA Certification GmbH * HandwerkstraBe 15 * D-70565 Stuttgart * www.dekra-certification.de
Page 1 of 2



Annex to the EC Certificate No. 50593

Valid from 2020-04-01 to 2024-05-26
Revision status of the annex: 0 dated 2020-04-01

Devices/device categories included in the certificate:

Rigid mediastinoscope

Rigid nephroscope

Rigid optical laparoscope

Rigid ureterorenoscope

Spinal needle, single-use

Spring-loaded pneumoperitoneum needle, reusable
Surgical drill guide, reusable

Surgical fluid/smoke waste management system suction unit
Surgical guillotine

Surgical irrigation tubing set, reusable

Surgical irrigation tubing set, single-use

Surgical irrigation/aspiration handpiece, reusable
Surgical irrigation/aspiration tubing set

Surgical power tool system control unit, line-powered
Tissue extraction bag

Tissue morcellation system
Tissue morcellation system han
Uterine manipulator cervical ¢
Uterine manipulator, reusable
Uterine probe
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Ulirasonic lithofripsy system
Electromechanical orthopaedic extracorporeal shock wave

- Endusoopic !'- slectrode. bipolar. redsable

+  Endoscopic electr e Jﬁ%{#ﬂ Z

+ Endoscopic el . ar.

+  Endoscopic electros o

- End i ’ =1 retisabie
w1 G

. Endusoopic':'g'llré:cir et M{Wf e

*  General/multiple surgi systenT

. Hewopcomesen
«  Laparoscopic insufflatc T
»  Laser lithotripsy system f;’ﬁ;’:’:’f;’f /3’//{’/4,;;;%”’ =
«  Operating room audiovisual data/device m ment system apg 1 s0f
e Piezoelectric lithotripsy system :

»  Soft-tissue/mesh anchor, non-bioabsorbable

therapy system

DEKRA Certification GmbH, Stuttgart, 2020-04-01
Notified Body ID-number: 0124
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has established and maintains a quality man

standard. The mnmwwas&dduuédmm iit report no. 93-Z7-00. =
Certificate registration no.;  50593-14-01  Gertificate valid from: 2020-04-01

Validity of previous certificate: ~ 2020-03-31 C&rhﬁcalu valid to: 2023-03-31
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D-ZM-16029-08-00
Ruth Delbeck-Bayer

DEKRA Certification GmbH, Stuttgart, 2020-04-01
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Annex to the Certificate No. 50593-14

Revision status: 0
valid from 2020-04-01 to 2023-03-31

The following locations / companies belong to the certificate above:

Headquarter Certified location
Richard Wolf GmbH Pforzheimer StraBe 32 See page 1
75438 Knittlingen
Deutschland
at the following locations / at the companies at the Scope of ¢
following locations
1. | Richard Wolf GmbH ReuchlinstraBBe 10-11
10553 Berlin
Deutschland

GmbH, Stuttgart, 2020-04-01
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Lot: 2.17

vision EF

flexible Sensor Cysfoscope
Accessories and auxiliary instruments

vision EF

RICHARD

WOLF

spirit of excellence

flexibles Sensor-Cystoskop

Zubehor und Hilfsinstrumente

AuBen - @ NL Typen
Oufer - @ wL Types

Flexible Biopsiezange  Sre— 1.6 mm
Flexible biopsy forceps o 5 Charr. / Fr. 550 mm 829.051
Flexible Fasszange - 1.6 mm
Flexible grasping forceps Vet 5 Charr. / Fr. 550 mm 8735.685
Laserfaser fir Nierensteine mit MegaPulse 30+ Laser, 365 um 487501365
einzeln steril verpackf, zum Einmalgebrauch
Laser fiber for kidney stones with MegaPulse 30+ laser,
packed singly, sterile, for single use 550 um 487501550
Ansatz mit Instrumenten-Einfuhrungshahn
Adapter with insfrument insertion fap Lol
Universal Dichtventil (VE = 5 St.)
zum Einflinren von Hilfsinsfrumenten von 1 — 6 Charr., steril, Einmalgebrauch 0

. . 4712348
Universal sealing valve (pack of 5)
for inserting auxiliary insfruments of 1 — 6 Fr., steril, for single use
Adapter fir maschinellen Dichfigkeitstest =%

P | 9 % i 163.905
Adapter for automatic leak test
Zum VerschlieBen des 2. Luer-Anschlusses: Luer-Verschlusskappe -

. \ 15023205
For closing the 2nd luer connector: Luer sealing cap
Spiilset V
mit Doppel-Luer-Lock-Schlauchfeil
1! 0P 163910
Rinsing set V
with double luer lock tube connector v r.'
.19 D 21
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Печатный текст
Lot: 2.17


Lot: 2.1;2.2:2.3;2.4;2.5;2.6

Basic Set for TUR

n o, .
<Ghark’ Resectoscope, monopolar

Telescope 4 mm, 12°/30°
26/24 Fr., active,
continuous irrigation

WOLF %)

BOS'S SGT Zur TUR spirit of excellence

<shark Resektoskop, monopolar
Optik 4 mm, 12°/30°

24/26 Charr., aktiv,
Dauerspulung

8675324

8675426 é

AuBenschaft, 26 Charr.
Outer sheath, 26 Fr.

Innenschaft, 24 Charr.
Inner sheath, 24 Fr.

E = Rl 8673224

Dilation obturafor

alternativ / alternative

ey 5/CN-ObtuUTGtOr 8673124

Viewing obturator

alternativ / alternative

e VNI

Obturator

Arbeitselement, aktiv
Working element, active

12° 8654.431
12° PDD blue 8654.531

PANOVIEW-Optik

PANOVIEW felescope <O oAz
30° PDD blue 8654.522
G—;”: ! f; Schneide-Elekirode / Cutting electrode 46782435
46782435 46782201 Koag.-Elekirode / Coag. elecfrode 46782201
Sterilisations-Schufzhilse 8498.901
Profective sterilisation sleeve
iehe Seit
HF-Monopolar Anschlusskabel siene Sefle
EE——— HF monopolar connecting cable Sl
D 259
Urethrofom nach Ofis
Otis knife 8517.00
————— ﬁ Ersotzme_sser 8517.90
Spare knife
FLUID CONTROL 2225
Spllpumpe
FLUID CONTROL 2225 22250011
Irrigation Pump
' Blasenspritze 82231
L Bladder syringe
Flexibler Ansatz
822.13 822.31 Flexible connector 82213

.19
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Lot: 2.1; 2.2; 2.3
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; 2.4; 2.5; 2.6


Lot: 2.7

WOLF %)

"ﬂL - ﬂ - spirit of excellence
ZShark ZShark P
o R TR iy 4 =
Monopolar Electrodes Monopolare Elekiroden
for multiple use zum Mehrfachgebrauch
12°/30° 12°/30°
fiir Dauerspil-Schaft B.gel Stiel Fur SchaftgroBen in Charr. / for sheath sizes in fr.
for confinuous-irrigation sheath | Loop Stem 29/24 24 @ 24/96 26
Schneide-Elektrode Gabel .
Cutting electrode Seninge Branches grin / green gelb / yellow gelb / yellow schwarz / black
Loop 86782235 86782435 86782435 86782635
0.35 mm Stiel dunkelgrau / dunkelgrau / dunkelgrau / dunkelgrau /
‘% Stem dark gray dark gray dark gray dark gray
5 Gabel
- elb / yellow elb / yellow -
Loop
= 86782480 86782480 =
0.8 mm Stiel ) dunkelgrau / dunkelgrau / .
Stem dark gray dark gray
Koagulations-Elekirode Gabel ;
Coagulating electrode Branches griin / green gelb / yellow gelb / yellow schwarz / black
Roll
f Roller 86782201 86782201 86782201 86782601
b Stiel dunkelgrau / dunkelgrau / dunkelgrau / dunkelgrau /
Stem dark gray dark gray dark gray dark gray
Koagulations-Elektrode Gabel . " ,
Coagulating elecfrode Branches grun / green grin / green grtin / green )
Kugel
f Sphore 86782202 86782202 86782202 -
Stiel dunkelgrau / dunkelgrau / dunkelgrau / .
Stem dark gray dark gray dark gray
Koagulations-Elektrode Gabel .
Coagulating electrode Branches grin / green gelb / yellow gelb / yellow schwarz / black
poont 86782203 86782203 86782203 86782603
Stiel dunkelgrau / dunkelgrau / dunkelgrau / dunkelgrau /
Stemn dark gray dark gray dark gray dark gray
%s;:zr:gflg;gde Br%gt()jlle s grin / green grin / green grin / green schwarz / black
Messer
ﬁ Knife 86782204 86782204 86782204 86782604
‘ Stiel dunkelgrau / dunkelgrau / dunkelgrau / dunkelgrau /
Stem dark gray dark gray dark gray dark gray
:gg?{n‘;ggflﬁggg € Br%(rlwtéﬁle s grin / green grin / green grin / green schwarz / black
Haken
% Hook 86782205 86782205 86782205 86782605
: Stiel dunkelgrau / dunkelgrau / dunkelgrau / dunkelgrau /
Stem dark gray dark gray dark gray dark gray
= Dauerspllung / Continuous irrigation = intermittierende Spulung / infermittent irrigation
e N o
- 134°C /273 F
Protective Sterilization Sleeve for a maximum of Sterilisations-Schutzh, |se zur Aufnahme von
5 resection or vaporisation electrodes max. 5 Resektions- oder Vaporisations-Elekiroden
or urethrotome Knives, oder Urethrofommesser,
outer @ 20 mm, length 328 MM .................c..cccoevviivininn. 8428.901 AuBen-@ 20 mm, L&nge 328 MM .......oocoovviviiiiire 8428.901

.19 D 241
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Lot : 2.7


Lot: 2.8;2.9;2.10; 2.11; 2.12; 2.13

P a— 7
\_/L“_//‘//l‘;&

Conftinuous-Irrigation Ureterorenoscope

with oblique eyepiece

WOLF %)

spirit of excellence
=l 2
A

—— e

Dauerspul-Ureferorenoskop
mit seitlichem Einblick

AUT@ELAYE
134°C /273 F

optional
4712348

1 Opfimum view [] Optimale Sichtverhdltnisse
(1 Largest working channels — with smallest outer dimensions [ GroBte Arbeitskandle — bei kleinstem AuBenmaB
[ Simultaneous use of two accessory instruments [ Gleichzeitiger Einsatz von zwei Hilfsinstrumenten
[ No annoying "Flush-back" effect [ Kein ldstiger "Flush-back" Effekt
(1 High-quality materials for maximum stability and long working life [ Hochwertige Materialien fiir héchste Stabilitét und Langlebigkeit
Dauerspiil-Ureterorenoskop Nutzltnge Gesamt- Optik Charr. Sptil- und fiir Type
mif Spul- und Sondenkanal ldnge Sondenkanal | Hilfsinstrumente
Continuous-irrigation Charr. Charr.
ureterorenoscope
with irrigation and instrument Working length Total Telescope Fr. Irrigation and | for accessory Type
channel length instrument instruments
channel Fr.
Fr.
Dauerspiil-Ureterorenoskop,
seitlicher Einblick,
mit 2-Kanal Dauerspiil-System 1x4.2 1x4
Conﬁnious_i"igaﬁon 430 563 mm h° 6.5/8.5 und / and und / and 8708.534
ureterorenoscope, 1x2.55 1x24
oblique eyepiece, with 2-channel
confinuous-irrigation system
Accessories: Zubehor:
Handle .......................c.ocoe. 8702.261 Handgriff ... ....8702.261
Guide for Lithoclast handpiece 8702.251 Fiihrungsteil fur Lithoclast-Handstlck.................cccooeeen. 8702.251
For inserting auxiliary instruments of 1 — 6 Fr.: Zum Einflihren von Hilfsinstrumenten von 1 — 6 Charr.:
Universal sealing valve, sferile (pack of 8) ...................... 4712348 Universal Dichtventil, steril (VE =5 St.).......cccccooeiiin 4712348
Membrane retainer, standard.......................ccc.ccocoeei. 156266.393 Membranaufnahme, Standard..............cccoooiiiinnn. 15256.393
Membrane retainer with Luer.................c...ccccccooevnen. 156266.456 Membranaufnahme mit Luer................cccooieiiicnenn. 15256.456
Membrane seal (pack of 10)..........ccccovevveiviiiiiiiiiiiiian, 89.101 Membrandichtung (VE = 10O StUCK) ........oooovireiiiiiiiiiiins 89.101

Fiber light cable set, @ 2.5 mm, 2.3 m long consisting of:
Fiber light cable (80662523), adapfer projector side (8095.07) and
adapter endoscope side (809509) ................cccccveei. 806625231

Fiber Lichtleiter Set, @ 2,5 mm, 2,3 m lang besfehend aus:
Fiber Lichtleiter (80662523), Adapter projekforseitig (8095.07) und
Adapter endoskopseitig (809509) ..........c.ccoevviviiininnnn. 806625231

.19
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Lot: 2.8; 2.9; 2.10; 2.11; 2.12; 2.13 


Lot: 2.19

WOLF %)

spirit of excellence

Instrument Care Systems Aufbereifungs-Systeme

for miniature nephroscope

fUr Miniatur-Nephroskop
15/ 18 Fr. by Lahme

15/ 18 Charr. nach Lahme

Machine reprocessing - Sterilisation - Storage - Transport Maschinelle Aufbereitung - Sterilisation - Lagerung - Transport

NN
LSS50
A ASEEDS e
R~ ==
e —

O
SIS STSeS
%‘?‘ T

5 = =
3 = — S TN L
g S S
X S SSS PN

S SVAVARA

R

AUTOELLYE
134°C/273°F

REProcess basket ............ccccccvviiieviiiiiiiiiiiiii 38045.111 Aufber. KOrb ........cccooiiiiiii 38045.111

MarKer PEN ..........c.coovviiiiiiiiii e 38201.948 Markierungsstift ..o 38201.948

.19
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Lot: 2.14; 2.15 RICHARD
i woLF®)

spirit of excellence

Forceps and Scissors, Zangen und Scheren,
flexible flexibel
Einsafzgebiete Nutzldnge Charr. Typen
Fields of application Working length Fr. Types

230 mm 3 829.03

Biopsiezange Cystoskopie 315 mm 5 829.05

Biopsy forceps Cystoscopy

375 mm 7 829.07

325 mm 10 829.10
Ureterorenoskopie,
Biopsiezange Nephroskopie 550 mm 5 829 051
Biopsy forceps Ureterorenoscopy, '
nephroscopy
. 530 mm 3 829.603
Biopsiezange Ureterorenoskopie
Biopsy forceps Ureterorenoscopy
920 mm 3 829.601
Biopsiezange Ureterorenoskopie
Ureferorenoscopy 550 mm 3.5 8953.60

Biopsy forceps

230 mm 3 828.03

. 315 mm 5 828.05
Fremdkorper-Fasszange Cysfoskopie
i Cystoscopy
Foreign body forceps 365 mm ; 828.07
325 mm 10 828.10
Ureterorenoskopie, 530 mm 3 828.605
Fremdkérper-Fasszange Nephroskopie
Foreign body forceps Ureferorenoscopy,
nephroscopy 550 mm 5 828.051
Fremdkorper-Fasszange Ureferorenoskopie
exor g P 920mm | 3 | 828.651
Foreign body forceps Ureferorenoscopy
Schere,
i ; Cystoskopie
mit Wellengriff
Scissors, Cystoscopy 375 mm ! 830.07
wave shaped
Mauszahn-Fasszange ) 550 mm 5 8735.685
; Cystfoskopie
Mouse-tooth grasping
Cystoscopy
forceps 550 mm 6.6 8736.685

X.19 D 907
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Lot: 2.14; 2.15


Lot: 2.16

Injection Cannulas and

WOLF %)

spirit of excellence

Injektionskandlen und

Electrodes Elekiroden
Einsafzgebiete Nutzldnge Charr. Type
Fields of application Working length Fr. Type
_ Kougulaﬂ'ons-EIektrode Ureterorenoskopie 600 mm 5 8599.80
= Coagulation electrode Ureterorenoscopy
Koagulations-Elektrode Ureterorenoskopie
Coagulation electrode Ureterorenoscopy 920 mm 3 8741.80
4 823.04
5 823.05
i Cystoskopie
Koagulations-Elekirode 400 mm
) Cystoscopy
unipolar 6 823.06
Button electrode
unipolar 10 823.10
Ureferorenoskopie
P 580 mm 3 | 823.031
Ureterorenoscopy
Haken-Elektrode Ureterorenoskopie 600 mm 24 823.221
Hook electrode Ureterorenoscopy
.19 D 908
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Lot: 2.18

Overview of the range WoLE %)

spirit of excellence

Light Cables in new design

Fiber Light Cable Set Color identification, @ Fiber bundle Order number Order number
endoscope-side and color code without adapter

806616181 80661618*
/“‘\ 1,6 mm 2,3m 806616231 80661623+
. (S 3,0m 806616301 80661630*
1,8m 806625181 80662518*
2,3m 806625231 80662523+
Set bestehend aus: "
Fiber Lichtleiter, Adapter projek- 30m 806625301 80662530
torseitig (8095.07) und Adapler 1,8m 806635181 80663518*
TR (2 2,3m 806635231 80663523
* Die Lichtleiter kénnen auch ohne 3,0m 806635301 80663530
Adapter bestellt werden. Adapter
zum Anschluss an Fremadproduk- 35m 806635351 Soseaas
fe bieten wir separat an (siehe 2,3m 806650231 80665023+
unten). 30m 806650301 80665030*
3,5m 806650351 80665035*

Fused —Fusior light cables, resistant to high temperatures
fusion Light Cable Set Color identification, @ Fiber bundle Order number Order number
endoscope-side and color code without adapter
A

Set comprises:

Fiber Light Cable, adapter projector-
light source-end (8095.07) and

adapter endoscope-end (809509)

2,3m 806550231 80655023*

30m 806550301 80655030*

*The —fUs/or light cables
can also be ordered without
adapters and they are compatible
with the same adapters.

35m 806550351 80655035*

Adapters for light cables

for connection to light sources a 4 for connection fo endoscopes
from the following manufacturers: : from the following manufacturers:
Wolf, % Wolf........ooooviin 809509
Stryker.................... 8095.07 ﬁ

Storz Storz, Stryker,
no adapfer necessary tH Olympus................... 807001

Oolympus............... 8096.811 ACMI, Circon,
p—— '.ﬁ-— 4 3 Henke-Sass-Wolf......807002

i<

Pforzheimer StraBe 32 Fax: +49 7043 35-4300 Jurgen Pfab VAT no.: DE144521586 Social Media

Richard Wolf GmbH Tel.: +49 7043 35-0 Co-CEOs: Trade Register: Mannheim HRB 510031 find us on
75438 Knittlingen, Germany info@richard-wolf.com Jurgen Steinbeck Tax no.: 48020/00171 richard-wolf.com .<

Specifications subject fo change without notice.

A669.X1.17.en.3
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