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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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Electrosurgical svéé ﬂr’{ﬁf? atar
SUFgICaL 2

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 management system according to the above mentioned
standard. The conformity was adduced with audit report no. 50593-R2-00.

Certificate registration no.: 50593-14-02  Certificate valid from: 2021-11-29
Validity of previous certificate: 2021-11-28 Certificate valid to: 2024-11-28
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DEKRA Certification GmbH, Stuttgart, 2021-11-29
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Lot: 2

Basic Set for TUR

ghark Resectoscope, bipolar
felescope 4 mm, 12°/30°
24/26 Fr., active,

WOLF )

BGS'S SGT Zur TUR spirit of excellence
<shark Resektoskop, bipolar

Optik 4 mm, 12°/ 30°

24/26 Charr., aktiv,

Continuous irrigation Dauerspulung
, AuBenschaft, 26 Charr.
- Outer sheath, 26 Fr. CEHee
i Innenschaft, 24 Charr.
: ! 8675324
8675426 8675324 Inner sheath, 24 Fr.
Dilatationsobturator
E _——————— . 8673224
Dilation obturator
alternativ / alternative e ————— Sichtobturator 8673124
Viewing obturator
alternativ / alternative .
e Oblurator 8673024
Obturator
Arbeitselement, aktiv, bipolar
Working element, active, bipolar SR
12° 8654.431
! I PANOVIEW-Opiik 12° PDD blue | 8654.531
PANOVIEW felescope 30 8604.422
30° PDD blue 8654.522
r’_! | | Schneide-Elekirode / Cutting electrode 4622.1313
xf"‘_ A ﬁ ‘ : A Koag.-Elekirode / Coag. electrode 4623.0223
46221313 4623.0223 46300243 BIVAP-Elekirode / BiVAP electrode 46300243
siehe Seite
w Bipolar Anschlusskabel see page
Bipolar connecting cable D 260
FLUID CONTROL 2225
Spllpumpe
FLUID CONTROL 2225 22250011
Irrigation Pump
Urethrotom nach Ofis T
Ofis knife S17.
- [ Ersatzmesser 8517.90
Spare knife '
Blasenspritze
L Bladder syringe 822.31
Flexibler Ansatz 82213
822.13 Flexible connector
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Lot:2

WOLF )

N\ \ Spiri
= - — - pirit of excellence
Ghark Ghark
Bipolare Electrodes Bipolare Elekiroden
for multiple use zum Mehrfachgebrauch
12°/30° 12°/30°
Ds iS Ds iS
Schneide-Elektrode Gabel
i blau / blue blau / blue blau / blue blau / blue
Cutting elecfrode Schiinge Branches
Loop
0.3 mm Stiel
Sté?n gelb / yellow gelb / yellow gelb / yellow gelb / yellow
Koagulations-Elektrode Gabel
Coagulating electrode Zylinder Branches blau / blue blau / blue blau / blue blau / blue
¢ 12mm 1 g
St:n gelb / yellow gelb / yellow gelb / yellow gelb / yellow
Hoken Flekirode sl blau / blue blau / blve blau / biue blou / blue
Haken
Hook
;2?:1 gelb / yellow gelb / yellow gelb / yellow gelb / yellow
= Dauerspulung / Confinuous irrigation = intermittierende Spulung / infermittent irrigation

EEmmaaaa— W oo
134°C/273°F

Protective Sterilization Sleeve for a maximum of Sterilisations-Schutzhiilse zur Aufnahme von

5 resection or vaporisation elecfrodes max. 5 Resektions- oder Vaporisations-Elekiroden

or urethrofome knives, oder Urethrotommesser,

outer @ 20 mm, length 328 MM ..............c..ccoovvcveiinnnnn, 8428.901 AuBen-@ 20 mm, Lange 328 MM ......ccoovviviiiviiiiiiiiins 8428.901

.19 D 237
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Lot:2

WOLF )

spirit of excellence

HF Connecting Cables Bipolar Anschlusskabel
for resection in saline zur Resektion in Kochsalzlosung
Anschluss Instrument Anschluss Gerdt Ldnge Typen
Connector for insfrument Connector for unit Length Types
3m 8108.232
5m 8108.252
ERBE
3m 8108.231
5m 8108.251
Martin
.19 D 250
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Lot: 1

v,

ST A
Fiber Ureferorenoscope
by Bichler

with oblique eyepiece

- ——
——

WOLF %)

spirit of excellence
P2

(S A

Fiber Ureterorenoskop

nach Bichler
mit seitlichem Einblick

e —
e

INUNOCIYAVE
134°C/273°F

optional
4712348

Stone therapy with laser, ultrasound, electrohydraulic or ballistic

lithotripsy

[ Rigid accessory instruments can be used through the straight
instrument channel

1 Use of flexible accessory instruments or two different instruments

such as laser fibre or electrohydraulic probe and stone baskets fo

stabilise and retrieve the concrement

Steintherapie mit Laser, Uliraschall, elekirohydraulischer oder

balistischer Lithotripsie

] Einsafz von robusten, starren Hilfsinstrumenten im geraden
Sondenkanal méglich

[ Verwendung von flexiblen Hilfsinstrumenfen oder zwei verschie-

denen Instrumenten wie z.B. Laser-Faser oder elekirohydraulische

Sonde und Steinfangkérbchen zur Fixierung und Bergung des

Konkrements

Fiber Ureterorenoskop E-line Nutzltinge Gesamt- Optik Charr. Spiil- und fiir Type

mit ovalem Spiil- und Sondenkanal, Idnge Sondenkanal | Hilfsinstrumente

einschlieBlich automatischem Ventil Charr. Charr.

zur Instrumenteneinfihrung

Fiber ureterorenoscope E-Line Working length |~ Tofal Telescope Fr. Irrigation and |  for accessory Type

with oval irrigation and instrument length instrument instruments

channel, including aufomatic valve for channel Fr.

inserting instrument Fr.

Fiber-Uretero-Renoskop E-line

nflch Bichler _ 430 mm 563 mm 12° 8/9.8 52X6.2 o&e?(/f’or 8703.534

Fiber uretero-renoscope E-line 2%3

by Bichler
Accessories: Zubehor:
HANGIE ... 8702.261 Handgriff ..ot 8702.261
Guide for Lithoclast handpiece ...................cccccoccveceiinn. 8702.251 Fiihrungsteil fur Lithoclast-Handstick. ..............c.cccooieis 8702.251
For inserting accessory insfruments of 1 — 6 Fr.: Zum Einfihren von Hilfsinstrumenten von 1 — 6 Charr.:
Universal sealing valve, sterile (pack of 5) ..................... 4712348 Universal Dichtventil, steril (VE =5 St)............oooevienn. 4712348
Membrane refainer, standard..........................c..c...c..... 15256.393 Membranaufnahme, Standard.............cccocooevviiininn, 15256.393
Membrane refainer with Luer.......................c.cccccooeenn. 156256.456 Membranaufnahme mit LUET............ccooovviiiiiiiicie, 15256.456
Membrane seal (pack of 10)............cccccceeviiiiiiiiiiaiinn, 89.101 Membrandichtung (VE = 10 SHUCK) ........cocovvviiiiiiiiini, 89.101

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

Hilfsinstrumente siehe Seite / Accessory insfruments see page D 355

Fiber Lichtleiter Set, @ 2,5 mm, 2,3 m lang bestehend aus:
Fiber Lichtleiter (80662523), Adapter projektorseitig (8095.07) und
Adapter endoskopseitig (809509) ..........ccccovviiiiininn. 806625231
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