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BOWA-electronic CGmbH & Co. K&
Heinrich-Hertz Strasse 4-16
72810 Gomaringen [ Germany

We hereby declare in sole responsibility that the medical devices listed cn the
following pages

are conform with the essential requirements of the following standard:

Medical Device Directive (Council Directive 93/42/EEC of 14 June 1883)
with applied standards:
ENIS0O 14871/ EN 60801-1 / EN 60601-2-2/ EN ISO 10993-1/ EN ISO 13485 / DIN EN 1041

CE Marking

$8 [ according to annex Vi CE
88 I8 according fo annex il CE
Class lla accordingtoannex !l  CE 0123
Class llb according to annex 1! CE 0123

Clas
Cizs

Notified Body
TOV Product Service
Ridlerstr. 85, D-80338 Miinchen

Nr, 0123
The declaration of conformity is valid until: 08.03.2022
Gomaringen, 08.03.2017
Quality Management /
Regulatory Affairs
{Woll-Rixdiger Fritz)
ROWA-glectranic Gm “H & Co, KG Telefor: 445 {4) 7072-6002-0 Regstergaricht: Stutlosrt MRA 381478

-1 Telefax +42 (0} 7072-6002-33 GeschaftsfGhrer: Jens Kriher
wifofibowa.de | bowa.de Martin Hemnrich
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040-400 | Generator trunk, for BOWA ARC (without generator) i) 9 15-895 44683
340401 | ARC 400 Staner Set b g 15-885 44683
340-402 | Argon trunk for ARG PLUS (without argon uniy) iib g 15-895 44683
050-240 | COMFORT BOX (4 mm) b 8 15-885 44683
050-241 | COMFORT BOX (2.4 mm;} Hb g 15-895 44683
050-242 | COMFORT BOX 4} g 15-885 44683
100-018 | Electrode handle, without switches, shaft 4 mm. for Erbe-T. 4.5 m Ha 8 11-484 44877
101-000 | Bipolar cabtie, E.4. forceps, for Eme. 4 m j 1 11-493 35042
101-003 | Cable, rubber return plate, for Erbe, 4.5 m i 1 11423 35042
101-040 | Bipolar cable, BOWA forceps, for Erbe, 4 m | 1 11-483 35042
101-045 | Bipoler cable. U.S. forceps, for Erbe, 4 m ! 1 11-493 35042
181051 | Monopolar cable, 4 mm socket, for Erbe. 45 m i 1 11-483 35042
101-060 | Monopolar cable. arthroscopy and LAP electrode, for Erbe. 4.5 m § 1 11483 35042
$01-140 | Bipolar cable, BOWA forceps. COMFORT, 4.5 m { 1 11-483 35042
101145 | Monopolar cable, Ergol AP, for Erbe, 4.5 m i 1 11-483 35042
101-150 | Cable, single-use return plate, for ALSA, Eschmann, 4.5 m i 1 11483 38042
101-245 | Cable, Ergol AP BIPOLAR. for Erhe. 45 m | 1 11482 35042
104-045 | ErgoPEN sfim, 2 swilches, shaft 4 mm, for Erbe, cable 4.5 m iih g 11-494 44680
105-045 | ErgoPEN slim, 2 switches, shaft 2.4 mm. for Erbe, cable 4.5 my Hi g 11-484 44680
106-045 | Monopolar cable. 2 mm socket, for Brbe. 4.8 m { 1 14-493 38042
106-145 | Monopolar cable, resectoscope WoliStarz, COMFORT. 4.5 m i H 11-483 38042
106-245 | Monopolar cable, Siorz resectoscope, COMFORT, 4.5 m H 1 11-493 35042
108-345 | Monapoler cable, resectoscope Olympus, COMFORT, 4.5 m } i 11-483 35042
*10-048 | ErgoPEN large. 2 swilches. shaft 4 mm, for Erbe, cable 4.5 m Uk 9 11484 44880
11000 | Adapter bipolar. 3-pin instrument, for Erbe { 1 18-490 35041
111001 | Acapler manopotar, 2 - 4 mm instrument, for Erbe, footswitched i 1 16-480 35041
112-045 | ErgoPEN iarge, 2 switches, shaft 4 mm, for Erbe-T, cable 4.5 m Ho g 11484 44580
120-045 | JackKNIFE, 2 swilchas, shaft 2.4 mm. for Erbe, cable 4.5 m b g 11494 44880
120-148 | JaCKKNIFE, 2 switches, shaft 4 mm. for Erbe, cable 4.5 m Hb el 14494 44580
131-045 | Monopolar cabie, endoscopy 2.8 mm socket, for Erhe, 4.5 m { 4 11483 38042
131-145 | Monopolar cadle, endoscopy 2.8 mm socket, COMFORT, 4.5 m } 1 11483 35042
132-045 | Monopolar cable, endoscopy 4 mim socket, for Erbe, 4.5 m } i 11-483 35042
183-808 | Rubber return plate, acuits, 250 % 150 rm, for Erbe { 1 11-500 42551
183-016 | Rubber return plale, chidren, 150 % 80 mm, for Erbe i 1 14-500 42851
184-000 | Fixation bution for rubber hand ! 1 11-428 35708
184-050 | Rubber band with fixation button, 50 cm ! 1 11429 35709
184-075 | Rubber band with fixation button, 75 om i 1 11-428 38708
194-100 | Rubber band with fixation button. 100 cm ! 1 11429 35708
210-030 | Electrode handle, without switches, shaft 4 mm, for Martin, cable 4.5 m la & 11-484 44877
214-085 | ErgoPEN slim, 2 switches, shaft 4 mm, for Martin, cabie 4.5 m b & 11-484 44880
215-045 | ErgoPEN slim, 2 switches, shaft 4 mm, for 3-pin, cable 4.5 m fib 8 11-494 44680
215-145 | ErgoPEN slim, Z swilches, shaft 4 mm, COMFORT, cable 4.5 m o] g 11-494 44680
218-045 | ErgoPEN slim, 2 switches, shaft 2.4 mm, for 3-pin, cable 4.5 m His & 11-494 44880
218-145 | ErgoPEN slim 2 switches, shaft 2.4 mm, COMFORT, cable 45 m i 9 11-484 44880
218-030 | Electrode handle, without switches, shaft 2.4 mm, Martin, cable 4.5 m fa g 11-404 44877
BOWA-giectronic GmbH & Ce, KG Telefon +49 {0} 7072-6002-0 Registergercnt: Stuttgart HRA 381478
Hainrich-Hertz-Strasse 4-10 Telefax +48 (D) 7072-5002-33 Gescnaftsfuhrer: Jens Ketiber
7ZB1C Gomaringen | Germany nfoltbpwa.ge | bowa.de Martin Heinrich
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220-045 | JackKNIFE, 2 switches, shaft 2.4 mm, for 3-pin, cable 4.5 m itb g 11-494 44580
220-145 | JackKMIFE, 2 switches, shaf ¢ mm, for 3-pin, cable 4.5 m b 8 11-484 44880
220-245 | JackKNIFE. 2 switches, shak 4 mm. for Martin, cable 4.5 m fb S 11484 44880
220-345 | JackKNIFE ARC 100, shaft 2.4 mm with cable for bipolar forceps 4 m {ib 8 11-494 44880
222-000 | Adapter monopolar, 3-pin, for Martin | 1 18-480 35041
227-045 | ErgoPEN large. 2 swilches, shafl 4 mm, for Marlin, cable 4.5 m 31+ g 11-484 44680
232-003 | Rubber relum plate, children, 180 x 80 mm. international i 1 11-500 42551
242-003 | Rubber return plate. adults, 250 x 150 mm, intemational i 1 11-500 42581
270-145 | Cable, ErgelAP MONOPOLAR, for Mattin, 4.5 mr i 1 11493 35042
280-031 | Monopolar cable, UK, ford mm, 4.5 m H i 11-483 35042
280-035 | Monopolar cable, arthroscopy and LAP electinde, for 4 mm. 4.5 m i 1 11-493 35042
280-050 | Monepolar cable, 4 mm socket, for 4 mm, 4.5 m | H 11493 35042
285-050 | Monopolar cable, for Martin handles. 4.5 m | 1 11-483 35042
287-040 | Bipolar cable, BOWA forceps, for Martin, 4.5 m { 1 11483 35042
287-045 | Bipolar cable, U.B. forceps, for Martin, 4.5 m } 1 11-483 35042
287-050 | Bipolar cable, E.U. joreeps, for Martin, 4.5 m i 11-483 35042
287245 | Cable, ErgoLAP BIPGLAR, for Martin, 45 m i 1 11483 35042
294-050 | Cable, single-use refurn plate, Jor Erbe, 4.5 m H 1 11-483 358042
295-080 | Cable, rubber return plate, for Martin, 4.5 m | 1 14-493 35042
322045 | ErgoPEN large, 2 switches, shaft 4 mm, for 3-pin, cable 4.5 m b a 11-494 44880
327-045 | ErgoPEN large, 2 switches, shaft 2.4 mm. for 3-pin, cable 4.5 m Hb g 14-494 44880
330-030 | Electrode handie, without switches, shaft 4 mm. for 8 mm, cable 4 5 m Hia 8 11484 44877
331-045 | Monopolar cable, endoscopy 2.8 mim, for 8 mm Bovie, 4.5 m t 1 11-493 35042
332-045 | Monopolar cable, endoscopy 4 mm socket, for & mm Bovie, 4.5 m { 1 14-483 35042
333-001 | Adapter monapoiar, 2 -4 mm instrument, for 8 mm Bovie ! 1 16-480 35041
336-030 | Electrode handle, withoul switches, shaft 2.4 nwn. 8mm Bovie, cable 4.5 m Ha & 11484 44877
340-000 | Adapler bipolar. Z-pin 28 mm, for Erbe | 1 16-490 35041
350-245 | Cable, ErgoL AP BIPOLAR, for 2-pin 22 mm, 4.5 m § 1 14-493 35042
351-040 | Bipolar cable, BOWA forceps, for 2-pin 28 mm, 4.5 m i 1 11493 35042
381-045 | Bipolar cable, U.S. forceps, for 2-pin 28 mm, 4.5 m } 1 11-483 35042
351-081 | Bipolar cabie, E.U. forceps, for 2-pin 28 mm, 4.5 m { 1 14-483 158042
351-245 | Cable, ErgoLAP BIPOLAR, for Z-pin 28 mm, 4.5 m i 1 11483 35042
351-345 | Cable, ErgolAP BIPOLAR. COMFORT 45 m i 1 11493 35042
352-145 | Bipolar cable, Stor resectoscope, COMFORT, 4.5 m ] 1 11483 35042
353-040 | Bipolar cable, BOWA forceps, for 2-pin 22 mm, 4.5 i 9 11483 358042
353-045 | Bipolar cable. U.S. forceps, for 2-pin 22 mm. 4.5 m ] 1 11493 35042
353-08C | Bipolar cable, £.U. forceps, for 2-pin 22 mm. 4.5 m | 1 11483 35042
354-145 | Bipolar cable, Wolf resectoscope, COMFORT, 45m { i 11-483 35042
355030 | Bipoler cable, E.U. foroeps. for Valleylab, 3 m { 1 14483 38042
385-031 | Bipolar cable, BOWA forceps, for Valeyab, 3m i 1 11-493 35042
355-145 | Bipolar cable. Olymipus resectoscope. COMFORT, 4.5 m | 1 11-483 35042
358-145 | Cable, NightKNIFE / LIGATOR, COMFORT, 4.5 m i 1 11493 35042
3680-050 | Monopolar cable, 4 mm socket, for 8 mm Bovie, 4.5 m i 1 11-493 38042
360-145 | Cable, Ergol AP MONOPOLAR, for 8 mm Bovie, 4.5m | 1 11483 35042
360-245 | Cable, Ergol AP MONOPOLAR, COMFORT, 4.5 m | 1 11-483 35042
BOWA-giectronic Gmbk & Co. KG Telefon +49 {0} 7072-6002-0 Registergericht; Stuttgart HRA 381478
Heinrich-Hertz-Strasse 4-10 Telefax 449 (0) 7072-6002-332 Geschafisflhrer: Jens Krober
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385030 | Monopolar cable, UK. for 8 mim Bovie, 4.5 m i H 11-483 35042
376-050 | #donopolar cable, artivoscopy and LAP electrode, for 8 mim, 4.5 m i 3 11493 35042
375-048 | Monopolar cable. 2 mm socket, for 8 mm Bovig, 4.5 m | i 11-493 35042
378-045 | Cable, BZZER/ TissusSeal, 4.5 m H 1 11-4493 35042
378-145 | Cable, BIZZER, for Erbe, 4.5 m i 1 11493 35042
378-245 | Cable, BIZZER for Martin 4.5 m i 1 11483 36042
380-050 | Cable, single-use return plate, infernationsl, 4 5 m { 1 11483 35042
385050 | Cable. rubbas retumn plate, intermnational, 4.5 m i 1 11-493 35042
386-050 | Cavle. single-usa relumn plate, international INON-REM), 4.5 m i 1 11483 35042
4010581 | Cable, pipolar scissors, for 2-pin 28 mm, 4.5 m ! 1 114482 35042
401052 | Cable, bipolar scissurs, for Erbe, 4.5 m | 1 11-483 35042
401-083 | Cabie, bipolar scissors, for Matin, 4.5 m i 1 11444 35042
405-045 | Monopolar cable, 2 mm sockel, for 4 mm, 4.5 m oo H 11-483 35042
431-045 | Monopolar cable, endoscopy, 2.8 mm socket, for 4 rom, 4.5 m oo 1 11-423 38042
432-045 | Monopolar cable, endoscopy. 4 mm sockel. for 4 mm, 4.5 m f 1 11-483 38042
480-145 | Cable, Ergol AP MONOPOLAR, for 4 mim, 45 m H 1 11483 35042
500-000 | Elsctrode container, 12 siandarg siectrodes, shaft 4 mm ib g 15-895 44683
300-007 | Knife elecirode, staight, shal 4 mm (5 pes.) b 8 11-489 44683
500-008 | Knife sfectrode, angled, rhombic, shaf 4 mm (5 pos.) b g 11-488 44683
500-008 | Knife electrode, straighd, rhombis, shaft 4 mm (5 pes.} i+ g 11-48% 44883
500-011 | Neadls elecirods, straight. shaft 4 rom (5 nes,) lib g 11429 44683
500-014 | Wire loop electrode, @ 5 mm, shaft 4 mm (5 pes.) His g 1-4 85 44883
S00-018 | Wire loop electrode. & 10 mm, shaft 4 mom (5 pos.) b < 11-499 44683
500-016 | Wire loop electrode, & 14 mm. shaft 4 mm (5 s} i g 11489 44683
500-017 | Ribbon ioop electnde, @ 10 mm, shaft 4 mm (5 DS} itb 4 11-488 44683
500-018 | Ribbon joop etectrode, @ 17 mm, shafl 4 mm {5 pos.) b g 11-492 44683
500-012 | Bal electrode. straight. @ 1.5 mm, shaft 4 mm (5 pes.) b g 11-499 44682
300-020 | Bal eleckrode, straight. @ 2 mm, shaff 4 mm (5 pes.) b 8 11-490 44683
500-021 | Bail electrode, straight, B4 mm, shaft 4 mm (5 pos.) 1] & 11498 44583
500-022 | Ball electrode, siraight, @ 6 mm, shaft 4 mm (5 pes.} Hb g 11499 44683
500-023 | Plate electrode. 8 x 10 mm. shaft 4 mm fib @ 11-489 44683
800-024 | Plate electrode. straight, 10 x 15 mim, shaft 4 mm ith G 11-449 44683
500-112 | Micro neadle electrode, ungsten wire, straight, shaft 4 mm Hb s 11-498 44883
500-113 | Micro needle elecirode, tungsien wire, angled, shaft 4 mm tib £ 11-499 44883
500124 | Needie slectrode, 45 angled, shaft 4 mm {& pes) b 8 11-488 44883
§00-125 | Lancet electrode, angled, shaft 4 mm (5 pes.) ith a 11-49¢ 44683
500-126 | Lancet eiectrode, straighl. shaft 4 mm (5 Bes.) i g 11-499 44683
500-127 | Knile elecirode, thin, straight, sheft 4 mm (5 pes.) ] g 11-498 44882
500-129 | Ball electrode, angled, © 1.5 mm, shafi 4 mm 5 pos.} iib g 11-498 44883
500-13G | Ball electrade, angled, © 2 mm, shaft 4 mm {5 pos.) g 9 11-488 44583
f00-131 | Ball electrode, angled, £ 4 ram, shaft 4 mm {6 pes.) ith 9 11-488 44683
500-150 | Elscirode extension, 172 mm, shaft 4 mm sl 9 11-489 44683
510-108 | Needle electrade, arinroscopy, 96 © angied, 1.5 x 0.8 mm ih @ 16-208 44683
510-108 | Needle slectrode, arthroscopy, 90 ¢ angled, 4 x 0.8 mm Hb g 16-208 44683
$10-110 | Knife electrode, ardhroscopy, 458 ° angled. 3 X 1.5 mm b g 16-208 44683
B8OWA-electronie GmbH & Co. K& Teigfon +4% (D) 7072-6002-0 Ragistergencht: Stuttgart HRA 381478
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$10-112 | Keying slectrode. arftvosoopy, 80 © angled, 3 X 1.5 mm iib 9 16-206 44683
§20-027 | Needle electrode, siraight, 136 mm, insutated shafi 4 mim lip g 11-488 44683
520-028 | Knife glectrode, straight, 154 mm, insulsted shaft 4 mm b a 11-488 44883
520-02¢ | Ball slecirode, straight, @4 mm, 122 mm, insulaled shaft 4 mm [1i¢] g 11488 44683
§20-030 | Ball electrode, shraight, @ 6 mm, 124 mm, insulaled shaft 4 mm Hel g 11-498 44583
520-031 | Wire loop electrode, straight, 8 § mm, 123 mm, insulated shafi 4 mm b g 11499 44683
520-032 | Wite loop electrode, straight, @ 10 mum, 128 mm. insulaied shaR 4 mm Hied g 11-499 44883
520-035 | Ball electrode, angled, @ & mm, 124 mm, insulated shafl 4 mm i @ 11-48% 44883
520-110 | MetraLOOF set {ib g 11-493 44883
520-113 | MetralOOP, Inner shatt b g 11488 44683
520-114 | MetralLOOP, outer shalt i) g 11-488 44683
520-115 | Metral OOP set, COMFORT b g 11-49% 44683
520-116 | MetralLDOP, COMFORYT, inner shaft i g 11-498 44683
520-117 | MetraLOOP, spare joops, @ 100 mm, single use. sterile (10 pes.} b ¢ 11-498 44684
520-118 | MetralOOP, spare loops, © 175 mm, smgle use, sterlie {10 Bes.} 4] ke 11-488 44884
520-122 | Needle slectrode, angled, 132 mim. insulated shafl 4 mm lib g 11-488 44883
520-123 | Knife electrode, angled, rhombic, 142 mim, insulated shaft 4 mm fib g 11-48% 44883
520-124 | Kndfe eiectrode, siaight, rhombic, 142 mm, insulated shalt 4 mm b g 11-489 44883
520-132 | Loop electrode, 20 x 20 min, 138 mm. insulated shaft ¢ mm sl g 11-498 44683
520133 | Loop electrode, 20 X 15 mim, 133 mm, insulated shaff 4 mm o & 11485 44683
520-134 | Loop electrode, 10 % 10 mm, 128 mm, insulzted shal 4 mm o g 11-489 44683
520-125 | Loop slectrode, 15 x 15 mm, 133 mun, insulated shaft 4 mm Hb ] 11-498 44683
520-136 | Loop electrode, 25 x 25 mm, 143 mm, insulated sha® 4 mm b g 11-489 44583
§30-000 | Electrode container, 12 siandard slectrodes, shaft 2.4 mm o g 15-895 44883
530-008 | Knife slectrode, angled, rhombic, shaft 2.4 mm (5 pos ) b 9 11-499 44683
530-068 | Knife slectrode, straight, rhiombic, shaft 2.4 mm (5 pos.) ib 9 11-488 44683
530-012 | Micro needie electrode, tungsten wire, straight, shak 2.4 mm th b 11-498 44683
530-013 | Micro nesdle electrode, tungsten wire, angled, shaft 2.4 mm liis] 8 11-498 44583
530-014 | Wire ioop electrode, @ 5 mm, shalt 2.4 mm {5 pos.} b a 11-498 44683
530-015 | Wire loop etectrode, @ 1 mm, shaft 2.4 mm (6 PCs.) ith g 11498 44883
550-016 | Wire loop electrode, © 14 mim, sheft 2.4 mm (5 pes.) th 2] 14-488 44683
§30-017 | Ribbon loop electrode, @ 10 mm. shaft 2.4 mm (5 pos.) Hb o] 14-4488 44683
530-020 | Ball slectrode, straight, © 2 mm, shaft 2.4 mm {5 pes) He & 14-488 44683
530-021 | Ball electrode, straight, @ 4 mim, shaft 2.4 mm Bpes) itb 8 3 1-488 44583
530-022 | Ball electrode, straight, @ 6 mm, shaft 2.4 mm {8 pes.) lib g 11-485 44683
330-027 | Needie electrode, siraight, 140 mm, insulated shaft 2.4 mm ¥ g 11-499 44883
830-028 | Knife eloctrode, straight, 152 mm, insulated shaft 2.4 mm Hb g 11-489% 44683
530-028 | Ball slecirode, © 4 mm, 126 mm, insulated shall 2.4 mm Hb g 11489 44683
530-030 | Balt electrode, 6 mm, 128 mm, insulated shafl 2.4 mm fis g 11-489 44683
530-03Z | Wire oop elsctrode, & 10 mim, 132 mm, insulated shaft 2.4 mim o g 11-449 44683
530-035 | Ball electrade, d=6 mm, angled, 128 mm, insulated shaft 2.4 mm lib g 11-49% 44683
530-070 | Electrode extension, 105 mm, shaft 2.4 mm i g 14-498 44583
330-122 | Needle elecirode, angled, 136 mm, insulated shaft 2.4 mm Hh °] 11498 44683
530-123 | Knife electrode, angled. thombic, 146 mm, insulaled shafl 2.4 mm 1io] g 11-498 44683
530-124 | Neadle electrode, angled. shaft 2.4 mm (5 pes.} lig g 11-498 44883
BOWA-glectronic GmbH & Co. KG Telefore +45 (0} 7072-6002-0 Registergericht: Stuttgart HRA 381478

Hemrich-Hertz-Strasse 4-10 Telefax +4% {0} 7072-8002-33 Geschafisfunrer: Jens Kirdher
72810 Gormaringen | Germany info@bowa.de | bowa.de Martin Heinrich
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530-128 | Lancet electrode, angled, shafl 2.4 mm (8 pes) i g 11-488 44683
§30-126 | Lancet electrode, shraight, shaft 2.4 mm (5 pes.) i 9 11458 44683
530-127 1 Knife slectrode, thin, straight, shalt 2.4 mm (5 pes.) i g 11-4989 44683
530-130 | Ball electrode, @ 2 mm, angled. shafl 2.4 mm (5 pos.) i g 11-439 44683
530-132 | Loop electrode, 20 x 20 mm, 142 mm, insulated shaff 2.4 mm b a 11-498 44683
330-133 | Loop electrode, 20 x 15 mm, 137 ram. insulated shaft 2.4 mm fb 8 11-488 44583
530-134 | Loop eiectrode, 10 x 10 mm, 132 mm, insulated shafl 2 4 mm e g 11-488 44683
Loop etectrode. 15 1 15 ram, 137 mm, insulated shaf 2.4 mm b 9 11495 448873

e,
O
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30-138 | Loop electrode, 25 x 25 mm, 147 mim, insulated shall 7.4 mm b ] 11-498 44883
830-150 | Electrode extension. 1758 mm, sha¥f 2.4 mm b el 11-408 44883
530-207 | Knilfe slectrode, straight. shaft 2.4 mm (5 pes g 9 11-488 44683
530-211 | Needie slectrode, straight, shai 24 mm (S pos.) e} g 11499 44683
530-224 | Knife electrode, rhombic, 148 mm, insulated shaft 2.4 mm fih g 11-499 44683
530-228 | Needie slectrode ENT, angled, 124 mm. insulated shafi 2.4 mm lib g 11-48% 44583
8605-001 | Bipolar forceps, angled, 195 mm, 8 mm x 1 mm b g 11-502 44683
805-002 | Bipolar forceps, bavonst, 186 mm, 6 mm x  mm Hb g 11-602 44683
§05-007 | Bipolar forceps, angled. 195 mm, 8 mm % 2 mm lih g, 11-802 44683
6058011 | Bipolar forceps, straight, 180 mim., 8 mm ¥ needie b 8 11-502 44883
8053-013 | Bipolar forceps, angled, 160 mm, 8 mun x 0.5 mm Hi <] 11502 44883
BU5-014 | Bipolar forceps. angled, 180 mm. 8 mm x 1 mm b el 11-502 44683
805-018 | Bipolar forceps, bayonet, 165 mm, 6 mm X 1 mm o g 11-802 44683
805-018 | Bipolar forceps, straight, 110 mun, 6 mm X needie j1i¢) 8 11-502 44683
805-020 | Bipolar forceps, straight, 110 mm. 8 mm x 0.5 mm b g 11-502 44883
§05-021 | Bipolar forceps, angled, 110 mm, 8 mm x 0.5 mm b g 11502 44883
805-023 | Bipolar forceps, angled, 110 mm, 6 mm X nsedie ik g 11-502 44683
805-024 | Bipolar forceps, angled, 220 pim, 8 mm 2 1 mm s} 2] 11-502 44683
805-027 | Bipolar forcaps, straight. 180 mm, 8 mm % 2 mm ilb g 11502 44683
605-028 | Bipolar forceps, shiaight, 185 mm. 8 mm x 2 mim b g 1502 44683
805030 | Bipolar forceps, siraight, 220 rom. 8 mm X 2 mm b Ej 11-502 44683
805-031 | Bipolar forneps, bayonst, 220 mm, § mm X 0.5 mm Hb 9 11-602 44683
§05-033 | Bipolar foroeps, bayonet, 185 mm, 6 mm x 0.5 mm b a 14502 44683
805-034 | Bipolar forceps. bayonet, 195 mm, 8 mm x 2 mm i G 11502 44683
805-036 | Bipolar forceps, angled. 160 mm, 6 mm x needle ith g 11-502 44883
B05-G39 | Bipolar forceps, siraight, 180 mm, & mm x ¥ mm e ] 14-502 44583
805-G40 | Bipolar furceps. straight, 195 mm, 8 mm x 1 mm 4] g 13-502 44883
805-041 | Bipolar forceps. straight, 220 rum, 8 mm x 1 mm Hb g 11-502 44683
805-087 | Bipolar forceps, siraight, 195 mm, & mm x 2 mm, square riffie Hb 3 11502 44683
B05-088 | Bipoiar forceps, angled, 195 mem, & mm x 2 mim, square riffie b 9 14-502 44683
BOS-05¢ | Bipotar forceps, bavonet, 195 mm. 8 mm % 2 mm, sqguare riffle fth o 11-502 44683
B05-088 | Bipolar forceps, bayonet, angled, 220 mm. 6 mm x 1 mm fih g 11502 44683
605-070 | Bipolar forceps, straight, 300 mm, 8 mum x 2 mm i 8 11802 44683
605-080 | Bipolar forceps, straight, 27¢ mm, 8 mm x 2 myn fity g 11-802 44883
607-001 | Bipolar forceps, NOR-Stick-Gold, angled, 185 mm, Bmm x 1 mm 4] 8 11-502 44883
607-002 | Bipoiar forceps, NON-Slick-Gold, bayonet, 195 mm, S iy x 1 mm b g 11-502 44683
B07-007 | Bipolar forceps, NON-Slick-Gold. angled. 198 mm, 8 mm X 2 mim Hh 8 11-502 44883

30W»’«~eéecz:‘0mc Gmok & Co. KG Telefon +4% {0} 7072-6002-¢ Stutigart HRA 381478
Henrich-Herte-Stragse 4410 Telefax +4% (03 7072-6002-33 s Jens Krober
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607.014 | Blpolar forceps, NON-Stick-Gold, angled, 180 mm, € mm x T mm llig g 11-802 44883
507-020 | Bipoler forceps, NON-Stick-Gold, straight, 110 mm, §mm x 0.5 mm HE 9 11-502 44683
607.021 | Bipolar forceps. NOMN-Stick-Gold, angled, 110 mm, 8 mm x 0.5 mm b 8 11-502 44683
§07-027 | Bipolar forceps, NON-Stick-Gold, straight, 160 mim, Bmm x 2 mm ih g 11-502 44683
507-020 | Bipolar forceps, NON-Stick-Goid, straight, 188 mm, 8mmx 2 mm ih g 11-502 44583
§07-030 | Bipotar forceps, NON-Stick-Gold. steaight, 220 mm, 8 mm x 2 mm b ] 11-502 44883
807-038 | Bipotar forceps, NON-Stick-Gold. straight, 180 mm, 8 mm x 1 rmm Hig 8 11-502 44883
807-040 | Bipolar forceps, NON-Stick-Gold, straight, 195 mm, 8mm x 1 mm Ho ) 14502 44583
507-080 | Bipolar forceps, NON-Stick-Goid, straight, 270 mm, 8 ram x 2 mm i g 11-502 44683
807-101 | Bipolar forceps, NON-Stick-Geid. bayonet. 180 mm, 8,3 mm b & 41-802 44683
£07-102 | Bipotar foroeps, NON-Stick-Gold, bayonel, 200 mm, 0.3 mm ib 8 11-802 44883
807103 | Bipolar forceps, NON-Stick-Gold, bayonet, 220 mm. 0,3 mm lii+] 9 11-502 44683
807-910 | Bipolar forceps, NON-Stick-Gold, bayonst, 180 mm, 1,0 mm fib g 14-502 44683
807-111 | Bipolar forceps, NON-Stick-Goid, bayonetf, 200 mm, 1.0mm kb g 11-502 44683
507-130 | Bipolar forceps, NON-Stick-Gold, straight, 220 mm, 0,3 mm b g 11502 44083
607-190 | Bipolar forceps, NON-Stick-Gold, round handle. angled, 225 mm, 1.0 mm 1i+} g 11-502 44883
GO7-100 | Bipo. forceps, NON-Stick-Goid, bayonet, 180 mm, 0.3 mm it g 11-802 44683
607-105 | Bipo. forceps. NON-Stick-Gold, bayonet, 160 mm, 0.8 mm Hb g 11-502 L4883
§07-108 | Bipo. forceps, NON-Stick-Goid, bayonet, 180 o, C8mm o g 11502 44883
807-107 | Bipo. forceps, NON-Stick-Gold. bayonet, 200 mm, 0.6 mm Hie 9 11-802 44883
807-108 | Bipo forceps, NON-Stick-Gold, bayongt, 220 mm, 0,6 mm jiid] g 11-502 44883
897-112 | Bipo. forceps, NOW-Stick-Gold, bayonet, 220 mm, 1 mm b 2 11-502 44683
®807-113 | Bipo. forceps, NON-Stick-Gold, bayonet, 240 mm, 1 mn b g 11-502 44683
B07-115 | Bipo. forceps. NON-Stick-Gold, bayonet, 200 mm, 2 mm b g 114502 44683
807-116 | Bipo. forceps. NON-Stick-Gald, bayonel. 220 mm, 2 mm Hie] g 11502 44633
A07-120 | Bipo. forceps, NON-Stick-Gold, bayonet, angled up, 200 mm. 1 mm ib g 11-802 44683
607-121 | Bipo. forceps, NON-Stick-Gold, bayonet, angled up. 220 mm, 1 mm b 9 11-502 44883
807-122 | Bipo. forceps, NOMN-Slick-Gold, bayonet, angled down, 200 mm. 1 mm Hh 4 11-502 44883
667-123 | Bipo. forceps, NON-Stick-Gold, bayonet, angied down, 220 mm, T mm b g 11-802 44883
B807-140 | Bipo. forceps, NON-Stick-Goid, round handle, bayonet, 180 mrms, 0.3 mm Hb 9 11502 44683
807-141 | Bipo. forceps, NON-Stick-Goid, round handle, bayonst, 200 myn, 0,8 mm i+] g 11-502 44883
807-145 | Bipo. forceps. NON-8tick-Gold, round handle, bayonet, 180 mm, 0,6 mm 1] G 11502 44883
807-146 | Bipo. forceps, NON-Stick-Gold. round handle, bayonet, 200 mm, 0.6 mm it g 1 1-502 44683
607-147 | Bipo forceps, NON-Stick-Gold, round handie, bayonet, 225 mm, 0.8 mm b & 11-502 44583
507150 | Bipo forceps. NON-Stick-Gold, round handie, bayonet, 180 mm, 1mm ith 8 11-502 44683
807-181 | Bipo. forceps, NON-Stick-Gold, round handle, bayonet, 200 mm, 1 mm 1] g $-502 44583
6507-152 | Bipo forceps, NON-Stick-Gold, reund handle, bayonet, 225 mm. 1 mm i) ] 11-502 44683
B07-153 | Bipo. forceps, NON-Siick-Gold, round handie, bayonet, 240 mm, tmm 1] 8 11-502 445683
£07-170 | Bipo. forceps, NOR-Stick-Gold, round handie, straight, 155 mm, 0.3 mm it g 11-502 44683
£07-171 | Bipo. furceps, NON-Stick-Cold, round handie, straight, 180 mm, 0,3 mm b g 11-802 44883
607-175 | Bipo. forceps, NON-Stick-Gold. round handie, straight, 155 mom, 0,6 mm ] g 11-502 44583
807-176 | Bipo. forcaps, NON-Stick-Gold. round handie. straight, 180 mm, 0.6 mm tis 9 11-502 44883
807-177 | Bipo. forceps, NOR-Stick-Goid, round handie, straight, 200 mm, 0.6 mm b 9 11-502 44883
BO7-180 | Bipo. forceps, NON-Slick-Goid, round handle, straight, 180 mm, 1 mm i g 11-502 44883
807-181 | Bipo. foroeps, NON-Stick-Gold, round handle, straight, 225 mm, 1mm b 2] 11-502 44683
BOWA-electronic Gmbt & Co, KG Telefon +49 {8) 7072-6002-0 Registergericht: Stutipart HRA 281478
Helnricn-Hergz-Strasse 4-18 Tejgfax +49 {0 7072-8002-33 Geschftefiihrer: Jens Krober
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807182 | Bipo. forceps, NON-Stick-Goid, round handle, siraight. 225 mumi, 1 mm b g 11-502 44683
B07-185 | Bipo. foroeps, NON-Stick-Gold, round handie, straight. 200 mm, 2 mm o g 11-502 44683
607-186 | Bipo. forceps, NON-Stick-Gold, round handie, siraight, 228 mm, 2 mm b 9 11502 44883
840-018 | Monopular forceps, bayonel, 185 mm, 8 mm » 2 mm i g 14-502 44883
810-017 | Monppolar forceps, straight, 195 mm, 8 mm X 2 mm o g 11-802 44683
810-098 | Monopolar forceps, straighl, 195 mm, Emm x 1 mm is] g 11502 44883
610-01¢ | Monopolar forceps, siraight. 220 mm, B rom x 2 mm 1) 8 11-502 44883
810-021 | Monopoiar forceps, straight, 220 mm, 8 mm 2 T mm b g 14502 44883
610-028 | Monopolar forceps. straight . 270 mm. 8 mm x 2 mim b g 11-502 44883
612-018 | Monopolar forceps. anatomis, 180 mm, 18 mm x 2 mm Hie] 5 11-802 45683
B612-021 | Monopolar forceps, anatomic, 200 mm, 18 mm x 2.2 mm i ] 11502 44683
§12-028 | Monopolar forceps, anatomic. 250 mm, 18 mm x 2.4 mm il I 11-802 44083
§12-118 | Monopolar forceps, surgical, 180 mm, 18 mm x 2 mm iy 8 11502 44683
612-121 | Monopolar forceps. surgical, 200 mm, 18 mm x 2.2 mm b 8 11502 446883
812-125 | Monopolar forecps. surgical, 250 mm, 18 mm x 2.4 mm Hb g 11-502 44683
700-003 | LAP electrode, spaiula, 360 mm i 2 16-208 44683
700-004 | LAP electrode, strong hook, 380 mm HiN 9 16-2086 44683
700-008 | LAP slectrode, {hin hook, 380 mm il g 18-208 44683
700-006 | LAP electrode, needle, 3680 mm b 9 16206 446883
710-003 | LAP electrode, spatuia. suction / irrigation tube, sealing cap, 360 mm fib o 16-206 44883
710-004 | LAP electr, strong hook, suct. / inigation lube, sealing cap, 380 mm fib 9 18-208 44883
710-008 | LAP glectr., thin hook, suction / grigation fubg, sealing cap, 360 mm b g 16-208 4488%
710-008 | LAP electrode. needle, suction / iirigation tube, sealing cap, 360 mm b 2] 16-208 44683
720-000 | Ergol AP MONOPOLAR, handle fip S 11-502 42553
721-301 | ErgolAP MONOPOLAR. jaw, forceps, 360 mm tib g 11-802 42553
721-302 | ErgoL AP MONOPOLAR, jaw, DeBakey, 360 mm j1is] 8 11-502 42553
721-303 | ErgoLAP MONOPOLAR. jaw, Babcock, 380 mm lib g 11-502 42553
721-304 | ErgoLAP MONOPOLAR, jaw, Metzenbaum. 380 mm el g 15-502 4258
723-306 | ErgolAP MONOPOLAR, jaw, hook scissors, 360 mm it g 11-502 42553
721-307 | Ergol AP MONOPOLAR, jaw, Dorsey. 360 mm b 9 11-502 42553
721-308 | ErgolLAF MONOPOLAR, faw, Fundus, 360 mm #b g 11502 42553
721-308 | ErgoLAF MONOPOLAR, jaw, Marvland, 380 mm lib g 11-602 42553
721-310 | ErgolLAP MONOPOLAR, jaw, Alligator, 360 mm fib 8 11-502 42553
722-530 | ErgolLAP MONOPOLAR. shaft tube, 360 mm Hb g 11-502 42583
736-005 | Ergol AP WONDC ., handle. shafl wbe, sealing spare parts, 380 mun lib ] 11-502 42553
741-100 | ERGO 320R, handle, COMFORT. cabie. 45 m ib 9 11-502 42583
741-101 | ERGO 320R, handle il @ 11502 42553
741106 | ERGO 325R, handle, rotatable, with lock i g 11-502 42553
741234 | ERGQ 320R, shaft tube, ¢ 5 mm, 340 mm tiel 9 11-502 42583
741-812 | ERGO 320R Set, atraumatic grasping forceps, 340 mm, COMFORT lib g 11-502 42583
741-814 | ERGO 320R Sel. straumatic grasping forceps, 340 mm b G 11-582 42553
741-822 | ERGO 320R Ser, grasping forceps, lenestrated, curved, 340 mm, COMEORT ith g 11802 42883
741-823 | ERGO 320R Set, grasping forceps, fenestrated, curved, 340 mm sl g 11-502 42553
741-827 | ERGO 320R Sel, grasping forceps with 2x3 teeth, 340 mm, CONMFORT tib g 14-502 42553
Lm?zi“i -B28 | ERGO 320R Set, grasping forceps with 2x3 teeth. 340 mm tib g 11502 42553
BOWA-slecironic GmbH & To. KG Telefon +49 {0} 7072-6002-0 Registergsciehts Stutigart HRA 381478
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741-832 | ERGO 320R Set, Metzenbaum scissors, 340 mm. COMEORT lip g 11-502 42583
741-833 | ERGO 320R Set, Metzenbaum scissors, 340 mm Ho 5 11-502 42583
741-842 | ERGO 320R Set. Maryland dissector, 340 mm, COMFORT el 8 14502 42553
T41-843 | ERGO 320R Set, Marvland dissecior, 240 mm fib 4 11-502 42553
742-234 1 ERGO 326R, shafl ube, ¢ 5 mmy. 340 mm fth g 11-502 42553
742-370 | ERGO 320R/325R, jaw atraumatic grasping forceps, fenestrated, 340 mm i 2 11-802 42553
742-320 | ERGO 320R/325R, jaw grasping forceps, fenestrated. curved, 340 mm Hby 9 11-502 42583
742-330 | ERGO 320R/ZER, jaw Metzenbaum scissors, 340 mm ith & 11582 42583
742-340 | ERGO 320R/325R, jaw Marviand dissector, 340 mm ih 8 11802 42553
742-350 | ERGQ Z20R/325R, jaw grasping forceps with 2x3 teeth, 340 mm b g 11502 42583
742-818 | ERGQ 325R Set, atraumatic grasping forceps, 340 mm, rotatable, with lock lib g 11-502 42583
742-828 | ERGO 325R Sel, grasp forceps, fenes.. curved, 340 mm. rotatable, with lock Hh 3 11502 42653
742-829 | ERGO 325R Set, grasp. forceps with 2x3 teeth, 340 mm, rotatable, with lock b g 11802 42583
742-836 | ERGO 325R Se¢, Metzenbaum scissors, 340 mm, rofatable, with inck b 2 14-802 425583
742-B46 | ERGO 325R Set, Maryland dissector, 340 mm, rotatable, with lock el g 14502 42553
743-100 | ERGO 330R, handle, COMFORT, cable, 45 m o] G 11-802 42553
743-101 | ERGC 330R, handle iie] 15 14-502 42553
743-225 | ERGO 330R, shalt tube, & 5 mm, 250 mm i g 11-502 42553
743-234 | ERGO 330R, shafl tube, ¢ 5 mm, 340 mm lib g 11-502 42553
743-325 | ERGO 330R, jaw, 250 mm fib S 11-502 425853
743-334 | ERGO 330R, jaw, 340 mm b g 11-502 42553
T43-425 | ERGO 330R, drive rod, 250 mm it g 11-502 42553
743-434 | ERGOD 330R, drive rod. 340 mm Hiv B 11-502 42553
743-525 | ERGO 330R, blade holding tube, 250 mm ib E] 11-502 42653
743-834 | ERGO 330R, blade holding tube, 340 mm fib g 11-502 42553
743-851 | ERGO 330R Set, coagulation foreeps with cutting blade. 340 mm, COMFORT b & 11-502 42583
743-852 | ERGO 330R Sel, coaguiation forceps with cutling biade. 340 mm b g 11-502 42553
743-853 | ERGO 330R Set, coaguiation forceps with cutling blade, 340 mm b g 11-502 42653
) 743-854 | ERGO 330R Set, coagulation farceps with cutting blade, 250 mm 1] 9 11-502 42553
% 743-998 | ERGO 330R, blade, sterile {20 pes.) itb g 11502 42553
744-100 | ERGO 335K, handle, COMFORT, cable, 45 m i 9 11502 42583
744-101 | ERGO 335R, handle o o 11-502 42553
744-220 | ERGOG 335R, Schafirohr, 5 3 mm, 200 mm i 8 14-502 42553
744-229 | ERGO 335R, shafi tube, ¢ 3 mm, 200 mm liie] g 11-502 42553
744-312 | ERGO 335R. jaw atraumatic grasping forceps, fenestrated, 200 mm fib g 11-502 42853
744-342 | ERGO 335R. jaw Maryland dissector, 200 mm Hisd g 11-802 42553
744-343 | ERGO 338R, Maultef] Maryland Dissekior, 280 mm b g 11-502 42553
744-812 | ERGO 335R Set, atrauralic grasping forceps. & 3 mm. 280 v, COMFORT i 9 11502 42553
744-813 | ERGOD 335K Set, atraummatic grasping forceps, & 3w, 200 mm, COMFORT {ib 9 14-502 425853
744-815 | ERGO 335R Set, atraumatic grasping forceps, @ 3 mm, 280 mm ith 8 11-502 42553
744-818 | ERGO 335R Sat, atraumatic grasping forceps, o 3 mim, 200 mm i g 11-502 42583
744-844 | ERGO 335% Set, Maryland dissector, 8 3 mm, 280 mm, COMFORT Hb e} 11-802 42553
744-845 | ERGO 335R Set, Maryland dissector, ¢ 3 mm, 200 mm, COMFORT i) 9 11-502 42553
744-847 | ERGO 335R Set, Maryland dissector, 8 3 mm, 280 mm ih 8 11-502 42553
iﬁé—ﬁééﬁ ERGO 335R Set, Maryland dissector, 6 3 mm, 200 ram i g 11-502 42583
BOWA-glectronic GmbH & Co. KG Teleforn +49 (0) 7072-8002-0 Registergenicht:  Stuttpart MRA 381478
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745-100 | Trocar sleeve, metal tubs, smooth, insufiation stopeock. ¢ 3.4 mm, 100mm Ha 7 14154 37148
745-120 | Silikon valve for trocar siseve (5 pos.) Ha 7 14-154 37148
745-130 | Sealing for frocar sleeve {5 pos.) fia 7 14-154 37148
745-200 | Trocar, phyramid-shaped, 145 mm fia 7 14-154 37148
750-000 | ErgolAP BIPOLAR, handle ] 9 11502 42553
750-033 | Ergol AP BIPOLAR, handie, shaft tube, sealing spare parts, 330 mm ito i 11-502 42553
751083 | Ergol AP BIPOLAR, jaw, Hirsch, 330 mm i 8 11-502 42553
752.033 | Erpol AP BIPOLAR, jaw, Kleppinger, 330 mm Hh g 14-502 42553
7H3-033 | Ergol AP BIPOLAR, jaw, tweezers, 330 mm ith 5 11-502 42553
754-033 | Ergol AP BIPOLAR, jaw, micro-tweezers. 330 mm iib 2 11-502 42583
765-032 | ErgolAP BIPOLAR, outer shefl tube, 330 mm el g 11-502 42583
756-033 | Ergol AP BIPCLAR. inner shafl tubg, 330 mm id] 9 14-502 42553
760-033 | ErgolAP BIPOLAR, jaw, NON-Stick CUT, knife-shaped, 330 mm i g 11.502 42583
760-118 | TissusSeal PLUS, 190 mm Hb e 11502 42583
T80-123 § TissueSea! PLUS. 230 mm i} 8 11-502 42653
780-128 | TissueSea! PLUS, 280 mm lib g 11-802 42553
760-216 | TissueSeal PLUS COMFORT, 160 mm, cable 4.5 m Hiis] 8 11-502 42553
780-218 | TissueSeal PLUS COMFORT, 190 mm, cable 4.5 m b @ 11502 42583
760-223 | TissueSes! PLUS COMFORT, 230 mm. cable 4.5 m o @ 11-502 42553
760-228 | TissueSeal PLUS COMFORT, 280 mm. cable 4.5 m s G 11-502 42583
750-318 | TissueSeal handle, COMFORT 180 mm, cable 4.5 m iis) g 11-502 42583
760-323 | TissueSest handle, COMFORT 230 mm, cable 4.8 m Hid 8 11-502 42553
760-328 | TissueSea! handle, COMFORT 280 mm, cable 4.5 m 1] o] 11502 4255%
761-033 | ErgolL AR BIPOLAR, jaw, NON-Stick CUT, wedge-shaped, 330 mm i 2 11-502 42553
770-000 | NightKNIFE + LIGATOR, handie, COMFORT, cable 4.5 m fib g 11502 42583
TY0-036 | LIGATOR, handle. shalt tube, sealing spare paris. 350 mm, COMFORT fib 8 14-802 42553
70200 | NightKNIFE set, 200 mm, COMFORT fib g 11-502 42553
T70-201 | NightiKNIFE set, exchengeabls knife, 200 mm, COMFORT lib g 11-602 42553
770-211 | LIGATOR, shatft ube, 110 mm jiis) & 11-802 42553
T70-236 | LIGATOR, shaft tubs, 360 mm His g 11-502 42653
TT0-300 | NightKNIFE set, 360 mm, COMFORT b g 11-502 42553
770-301 | NighlKNIFE set, exchangeable knife, 380 mm, CONFORT ] <] 11-502 42583
T70-320 | NightKNIFE, shaft iube, 200 mm Ho e 11-502 42553
770-336 | NightKNIFE, shafl tube, 38D mm b @ 11-502 42583
770-888 | NightKNIFE, blade {5 pos.} fity 8 11-502 42553
771-011 | LIGATOR, jaw, straight. 110 mm b G 11-502 42553
T7I088 | LIGATOR, jaw, siraight, 360 mm i 8 11-502 42553
T71-120 | NightKNIFE, jaw, 200 mm i 9 11502 42553
771121 | pHghIKNIFE, jaw, exchangeabie knife, 200 mm 1is) ] 11-502 42553
TT1-136 | MightKNIFE, jaw, 360 mm i g 11502 42553
T71-137 | NightKNIFE, jaw, exchangeable knife, 380 mm ib 9 11-502 42553
772-011 | LIGATOR, jaw, Marvland, 110 mm iie} g 11602 42553
772-038 | LIGATOR, jaw, Maryiand, 360 mm ib g 11-502 42553
773-000 ; NightKNIFE + LIGATOR set, CONFORT tb g 11-502 42553
773-001 | NightKNIFE + LIGATOR set. exchangsable knife, COMFORT i 2] 11-502 428583
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774-313 | ERGO 335R, Maultell atraumatische Fasszange, gefensiert. 290 mm i <] 11-502 42583
775-000 | ERGO 3100, Laparoscopic vesssl sealer, B 5 mm, 340 mm is] 8 11-502 44684
795-145 | BIZZER, hipolar scissors, 145 mm, curved, needle tip iip 9 13-484 44683
795-180 | BIZZER. bipolar scissors, 180 mm, curved, needle tip i o 13-484 44683
795-645 | BIZZER, bip. scissors, 148 mm, curved, needie tip, COMFORT, cable 4 5m Hh 8 13-484 44583
795-580 | BIZZER, bip. scissors, 180 mm, curved, needie tip, COMFORT cable 4 5m Ho g 13-484 44683
788170 | BIZZER, bipolar scissors, 170 mm, curved {ib ] 13484 44883
788-670 | BIZZER, bipolar scissors, 170 mra, curved, COMFORT, cable 4.8 m Ho g 13-484 44683
797-180 | BIZZER, bipolar scissors. 180 mm, curved, sligit b & 13-484 44883
F97-230 | BIZZER, bipolar scissors, 230 mm. curved, sfight Hb g 13-484 44683
TE7-280 | BIZZER. bipolar soissors, 280 mm, curvad. slight ib g 13-484 44883
797-580 | BIZZER, bipolar scissars, 180 mm, cuwsrved, slight, COMFORT. cable 4.5 m Hi g 13-484 44883
é 787-830 | BIZZER, bipolar scissors, 230 mim, curved, slight, COMFORT, cable 4.5 m Hb 2] 13-484 44683
797-680 | BIZZER, bipolar scissors, 280 mm, curved, slight, COMFORT, cable 4.5 m Hb g 13-484 44683
TO8-145 | BIZZER, bipotar scissors, 145 mm, curved. fine Hb 8 13484 44683
798-180 | BIZZER, bipolar scissors, 180 myn, curved, fing ib g 134584 44683
788-230 | BIZZER, bipolar scissors, 230 mm, curved, fine o g 13-484 44683
798-280 | BIZZER, bipolar scissors. 280 mm, curved, fine 1o ) 13-484 44683
798-546 | BIZZER, bipolar scissors, 145 mm, curved, fine, COMFORT, cable 4.5 m iib g 13-484 44683
798-580 | BIZZER, bipolar stissors, 180 mm, curved, fine. COMFORT, cable 45 m lip 9 13-484 44683
798-830 | BIZZER, bipolar scissors, 230 mm, surved, fine, COMFORT, cable 45 m ib 2 13-484 44683
798-680 | BIZZER, bipolar scissors, 280 mm, curved, fing. COMFORT, cable 4.5 m ih g 13-484 44883
800-000 | Tip cleaner, single-use. sterile (50 pes.) Is 1 15-271% 44684
800-001 | NON-Slick knife elecltrode, shaft 2.4 mm, single-use, sterile (10 pes.) ih G 14-498 44684
800-002 | NOMN-Stick needie electrode. shaft 2.4 mm, single-use. ster. {10 pes.) i g 11-49% 44584
B00-003 | NON-Blck ball electrode, shefl 2.4 mm, single-use, sterile {10 pes.) lib 9 11-499 44684
B0G-GQ4 | NON-Stick knife el.. 152 mm, shiaft 2.4 mm. single-use, ster. {10 pes.) iig 9 11489 44684
800-005 | NON-Stick ball el., 134 mm, shaft 2.4 mm, single-use, ster. {10 pes.) ib g 11-4498 44684
800-006 | Safety holster, single-use, sterile (100 pes) Is 1 16-348 44684
BO0-007 | Knife glectrods, shaft 2.4 mm, single-use, slerile (5 pea.} Hb g 11-488 44684
800-011 | Needle electrode. shaft 2.4 mm, single-use, sierlle (5 pos.) Hb 8 11-4898 445684
BOG-021 | Ball electrode, shaft 2.4 mm, singie-use, steriie (5 pes.) b g 11489 44684
800-028 | Knife slecirode, 152 mm, shaft 2.4 mm, single-use, sieriie (5 pes.) b 8 11-409 44684
B00-030 « Bal elecirode. 136 mm, shait 2.4 mm, single-use, sterile {10 pes.) ith g 11-480 44584
801-030 | Handle. 1 sw.. knife, © 2.4 mm, 3-pin, 3 m, $-u, sterile (60 pes.) iih g 11484 44681
802-030 | Handle, 2 sw., knife, @ 2.4 mm, 3-pin, 3 m, s-u, slerile (50 pos ) iib g 11-484 44681
802-032 | SHE SHA Handle, 2 sw., knife, 3 m, s-u, sterile (10 pes.y i 9 11-484 44881
B03-03¢ | Handle. no sw., knife, © 2.4 mu1, 3 m, single-use, ster, {10 pes.) lia & 11-484 44678
815-040 | Neutral electrode, 40 orm?, non-split (100 pes) Hb @ 11-500 14500
815070 | Neutal sizcirode. 70 em® non-split {100 pos) fib g 11-500 1506
818-110 | Neutral electrode, 110 am? non-spiit (100 pes) tib g 11500 11500
515140 | Neutral electrode, 140 om?, non-split {100 pes) b 9 11-500 11500
816-042 | Neutral electrode, 40 cm?, split, EASY (100 pcs) b g 11-500 11500
816-071 | Neutral elecirode, 70 om?, split {100 pos) b g 11-500 11500
816-072 | Neutral electrade, 70 o, split, EASY (100 pes) 1133 g 11-500 11800
BOWA-electronic GmbH & Co. K& Teleforn +49 {0} 7072-6002-0 Registergericht: Stutigert HRA 381478
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818-082 | Neulra! electrade, 80 om®, split, EASY (100 pes) i) g 11500 11500
816-112 | Neulral giectrode, 110 o’ split, EASY (100 pos) ith 2 11-800 11500
816-141 | Neulral glectrode, 140 ar? spit (100 pos) Hid g 11-500 11500
818-181 | Neutral elecirode, 160 on? split {100 pes) i g 11-500 11500
816-162 | Neuwra! electrode. 180 om?, split, EASY {100 pos) Hial 8 11-500 11500
817-040 | Neulral glectrode. 40 on®, non-spift, with cable 3m {15 pos) ith g 11-500 11500
817-070 | Neutra! electrode. Y0 om®, non-splil, with cable 3m (15 pos) i 9 11-500 11500
817910 | Neulral electrode. 110 om?, noresplit, with cable 3 m {18 pes) b 2 11-500 11500
817-140 | Neulral electrode, 140 o, non-split, with cable 3 m {15 pes) b g 11-800 11600
818-042 | Neulral electrode, 40 om®, spiif, with cable 3 m, EASY {15 pos; i) o 11-8500 11500
818-071 | Neutral electrode. 70 om®, sphit, with cable 3 m {15 pos) iv] 9 11-500 11500
818-072 | Neutral glectrode. 70 om?, splif, with cable 3 m, EASY (15 peg) b g 11-500 1500
§18-092 | Neutra! electrode, 90 o, split, with cable 3 m, EASY {15 poy) 1ial s 11-500 11800
818-112 | Neuiral slectrode. 110 on?, spiit, with cable 3 m, EASY (15 pes) {1 g 14-500 11500
818-141 | Neulral slectrode, 140 om?, split, with cable 3 m {18 pes) fisd 9 1-500 11800
818-181 | Neulrel electrode, 160 om®, split, with cable 3 m {15 pes) jih g 15-500 11500
518-182 | Neutra! electrode, 160 om?, split, with cable 3 m, EASY (15 pes) i) g 11-500 11500
830-000 | TissueSeal, slectrode tips, straight, toothed, s-u, stedie (5 setg) Ho 8 11-49¢ 44684
830-001 | TissueSeal electrode tips, straight, single-use, sterite (5 sats} b 2 11-498 44684
830-010 | TissueSeal, slecirods tips. angled. fonthed, s-u, sterile (5 sets) [kie] 9 11-498 44584
830-011 | TissueSeal, slectrode tips. angled, single-use, steriie (& sets) lio g 11-498 44584
900-000 | ARC PLUS Argon coagulation unit for ARC 2507 303 / 350 (REF 800-350) lia 11 17-738 36154
9D0-001 ;1 ARC PLUS Argon coagulation unil. for ARC 400 / 280 (REF 800-351) lia 11 17738 361584
S00-030 | Equipotential bonding, 0.8 m ! 1 11496 16902
900-031 | Equipotential bonding. 5m H 1 11498 168802
QU035 | Ecwpoiental bonding, 1.8 m H 1 11-498 16802
S00-100 | Clectrosurgical unit ARC 100 liis] 9 11-480 11480
900-250 | Electrosurgical unit ARC 250 ] g 14-480 11496
. 900-303 | Elechosurgical unit ARC 303 it g 11-490 11480
% S800-350 | Electrosurgical unit ARC 350 {REF 00-350) fib 9 11-480 11480
800-351 1 Electrosurgical unit ARC 350 (REF 800-351) lib g 14-480 11480
900-390 | Option LIGATION, for ARC 350 (REF 800-350) lth g 11-490 11490
300-381 | Optlion GastroCut, for ARC 380 {REF 900-351} [h] el 11-490 114860
800-382 | Option Argon / GastroCut, for ARC 250 /303 b g 11-490 11480
800-385 | Option Bipolar Resection, for ARC 400 f 350 (REF 800-351) ith g 11-490 11480
800-386 | Option LIGATION, for ARC 400 7 350 {REF B03-351} i) 8 11-490 11480
900-387 | Europs Option ARG 303 (ERBE/MARTIN vie adapter) Hb g 11-490 11480
900-388 | Europe Option ARC 250 (ERBEMMARTIN via adapter) b g 14490 11490
800-389 | Option BipolerSIMCOAG, for ARC 400 Ho & 11480 11480
800-400 | Electroswrgical unit ARC 400 Hig g 11-480 11480
900-801 | Pressure reduner, for ARG PLUS (REF 800-000), DIN 477 no. 6 i 9 13-323 37025
B00-802 | Pressurs reducer, for ARC PLUS (REF 800-000%, DIN 477 no 1D ih g 13-323 37028
230-803 | Pressure reducer, for ARC PLUS (REF 900-000), CGA 580 ib g 13-323 37025
800-804 | Pressure reducer, for ARC PLUS (REF 800-000). 88 341 0. 3 it g 13-323 37025
900-908 | Pressurs reducsr, for ARC PLUS (REF 900-001) and ARC 400, DIN 477 no. 6 i 8 13-323 37025
BOWA-glectrome Gmbr & Co. KG Teigfor +4% {07 7072-6002-0 Regigterganat: Stuttgart HRA 381478

Hemrich-Herz- Strasse 4-190 Telefax +4% {07 7072-5002-33 Geschafrsfubrer: Jens Kraber
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Gna-8G7 ¢ Prassure reducer, for ARC PLUS (REF 830-001) and ARC 400, DN 477 no. 10 i @ 14323 37025
GO0-808 | Pressure reducer, for AR PLUS (REF 200-007) and ARC 400, CGA 5890 H i 13-323 37025
800-908 | Pressure reducer, for ARC PLUS (REF 900-001) and ARC 400, BS 341 0o 3 Ho g 13323 37025
S00-8%1 | Mains cable, plug type F, &m H 1 11-486 18802
G00-812 | Mains cable, plugtype G, 5m ! 3 11486 16802
§900-813 | Mains cable, plug ype K. 5 m H 1 11-488 16802
G00-844 | Kains cable, plugtype L. 5m i H 11486 18802
300-215 | Mains cabie, plugtype N &m ! 1 11-486 16802
900-818 | Mains cable, plug type B, Sm ; 1 486 16902
SO0-817 § Mains cable, plug type §, B | i 11456 168802
01-011 | Single-pedal footswitch, with swilch, cable 4 m ljie] 5] 41-009 36338
901-012 | Single-pedat footswitch for ARC 100, cable 4 m lih g9 11008 36338
{? 301-021 | Double-pedal footswiich, cable 4 m it g 11-008 36336
861-031 | Double-padal footswitch with switch, cable 4 m b g 11008 38336
801-032 | Double-pedal footswiich with switch and clip, cable 4 m jiid Q 11008 363386
010456 | Imerface with fibre oplics, for ARC 350, jor ARC PLUS {REF 800-000} ! 1 11498 16902
301-080 | Fibre optics. for ARC PLUS (REF 800-000 silver) } 1 11486 16802
9013861 | Fibre optics, for ART PLUS (REF 800-001} i 1 114986 16802
301-052 | Fibre optlics, for ARC PLUS {(REF 800-0003 ! 1 11-486 16802
901-124 | Accessory st 2.4 mm b g 15-895 44883
g901-125 | ARC 100 set. 2.4 mm i 8 15.895 44683
801126 | ARC 100 accessory sel, 2.4 mm i g 15-895 44G83
301-140 | Accessory sel 4 mm o 9 15885 44583
S01-210 | Adapter bipolar. Erbe, for BOWA ARC ! 1 156480 35041
8901-220 | Adapter bipolar, Mariin, for BOWA ARC { 1 18490 35041
S01-250 1 Adapisr monopolar, BEroe, for BOWA ARC i 1 18480 35041
01270 | Adapter monopolar, Martin, for BOWA ARC { 1 16-490 35041
§32-031 | Rigid Argon coaguiation glectrode, 75 mm jite 8 11-488 44683
G322-032 | Rigid Argon coaguiation electrode, 1580 mm iib g 11-488 44683
$832-034 | Rigid Argon coaguiation electrode, 370 mm fib 8 11-498 44683
G932-035 1 Rigid Argon needie culting and coagulation elecirade, 100 mm it G 15459 445683
832-038 | Rigic Argon needle cutling and coagutation electrode. 150 mm i g 11-499 44683
G32-042 | Argon handle COMFORT, cable 3.8 m 1] 9 11-494 44680
832-045 | Cabls for flexible Argon probe, round plug. 2.5 m ta 2 11-483 35042
932-048 | Flexible Argon probe, round pinplug, @ 1.5 mm. 1.8 m lib 8 16-206 44683
832048 | Fiexible Argon probe, round pin plug. @ 23 mm. 2.2 m lib g 16-208 44683
932-080 | Flexible Argon probe, round pin plug, B 3.2 mm, 2.2 m i 2] 16-208 44883
832-051 | Fiexibie Argon probe, round pin plug, @ 1.5 mm, 3 m b 8 16-206 44683
932-082 | Fiexible Argon probe, round pin plug, @ 23 mm, 3m iib 8 16-206 44683
B32-088 | Rigid Argon knife cutting and coagulation electrode. 100 mm Ho b 11-499 44583
832-058 | Rigid Argon knife cutting and coagulation electrode, 150 mm ib £} 11-488 44683
832-08% | Rigid Argon knife cutling and coagulation electrode, 370 mm i 9 11-49% 44683
232080 | Argon coagulation electrode, bendable 170 mm itb g 11-499 44683
232-081 | Argon coagulation electrode, bendable 250 mm s b 11-498 44683
832-062 | Argon coagulation slectrode, bendable 370 mm Loib g $1-488 44683
BOWA-glectronic GmbH & Co. KG Telefon +4% (0) 7072-60802-0 Registergericht:  Stuttgart HRA 381478
Heinrich-Herz-Srrasse £-10 Tetefax ~49 {0 7072-6002-33 Geschafrsfiiwrer: Jens Kréber

72810 Gormar n i Germany info@bowsa,de } bows.de Martin Heinrich
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932-118 | Flexible Argon probe. round pinplug, © 2.3 mm, Tm 31+] 3 16-208 44883
932-146 | Cabie for flexible Argon probe COMFORT,. 2.5 m Ha 2 11483 28042
432-148 | Flexible Argon probe, 9 1.5 mm, 1.8 m Hp g 168-208 44683
932-148 | Flexible Argonprobe, @ 23 mm, 22 m [H g 18-208 44683
932-150 | Flexible Argon probe, @ 32 mm, 22 m Ho g 16-208 44683
932-161 | Flexible Argon prebe, @ 1.5 mm, 3.0m His] ] 16-2086 44583
832-182 | Flexible Argon probe, @ 2.3 mm, 30 m g g 16-206 44683
§32-153 | Flexible Argon probe. 80°, § 23 mm, 2.2 m [HaY g 16-206 44583
8932-154 | Flexible Argon probe, @23 mm, 1m hi] g 16-206 44883
§32-248 | Filexdble Argon probe, @ 1.5 mm, 1.5 m, single-use. sleddle {10 pos.) li k) 11489 44684
232-248 | Flexible Argon probe, € 2.3 mm, 2.2 m, single-use, sterlle (10 pos )y iih g 11-489 44684
932-250 | Flexible Argon probe, @ 3.2 mim, 2.2 m, single-use, sterile (10 pos } i g 11-488 44684
832-251 | Flexible Argon probe, & 1.5 mm, 3 m. single-uss, sterile {10 pes.} His 9 11498 44684
932-252 | Flexible Argon probe. 2 2.3 mm, 3 m, single-use, stesile (10 pes.) ith g 11-499 44684
932-263 | Flexible Argon probe. 80°. 2 2.3 mm, 2.2 m, single-use, sterile {10 pos.} lib g 11-498 44684
982001 | SHE SHA, HMose. Tor handie, single-use. sterile {10 pes.) is 1 16-262 46483
ELCWA-e%ectronac GmbH & Co. KG Telefon +49 (D) 7072-6002-C Registerg £ Stuttgart HRA IB1478
?3 i ch-Hertz-Strasse 4-10 Telefax +49 {0} 7072-8002-33 Geschafistihrer: Jens Krgber
72810 Gomaringen | Sermany info@bowe.de | bows.de Martin Heinrich
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PROHLASENI O SHO!

Bowa-electronic GmbH & Co. KG
Heinrich-Hertz Strasse 410
72810 Gomaringen / Némecko

Timto prohlasujeme na na$i wiludnou odpovidnost, Ze zdravotnické prostiedky, jeiichZ seznam je
uveden na pilloZenych stranach,
jsou v souladu se zakladnimi poZadavky nasledujici normy:

Smérnice o zdravotnickych prostfedich (Smémice Rady S3/42/EHS ze 14. tervna 1993)
& t@ohio norem:

EN IS0 14871/ EN 80601-1/ EN 80601-2-2 / EN 180 10893-1 / EN ISO 13485 / DIN EN 1047

Oznadent GE

THida I podle plilohy VI CE
Thida Is podie pffichy it CE
THda lla podie pfilohy it CE 0123
THda b podle pfilohy I CE 0123

Notifikovany orgén
TUV Product Service
Riglerstr, 85, D-80338 Mnichov
¢ 023

ProhigSeni o shedé plati do: 08.03.2022

V Gomaringenu dne  08.03. 2017

Rizeni kvality / o
regulatorni zaleZitost {(Wolf-Radi

gés Fritz)

Regstfikovy soud: Stutigart MEA 381478
Jednateis: Jens Krdber
Martin Heinngh
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040-400 | Dk generdtory, pro BOWA ARG (ber generatorn fib g 15895 44883
040401 | Spoustdel sadz ARC 400 fis 3 15-885 44883
$40-402  { Acgonovy dfilc pro ARC PLUE [bez argonove jednothy) i) g 18-85 44683
054-240 [ COMFORT BOX (4 nwn) ih g 15-895 44683
080-281  [COWMFORT BOX (2,4 mm) it g 15-585 44683
T 050242 | COMFORT BOX ol 9 | 15895 | 4dee3
100-018 [ Rukoje! etektrody. bez spinady, hidela 4 mm, pro Erbe-T. 45 m Ha 8 11494 44677
101-000 | Bipnldrni kabel EU Kie$té, pro Erbe. 4 m i 1 44,403 45042
101003 | Kabel gumovs 2pding deska, pro Erbe 45 m i 1 11-483 35042
101040 | Bipoldm! kabel, klefté BOWA, pro Erbe, 4 m H 3 11483 35042
101-045 [ Bipolirnd kabel US klebig, proErbe. 4 m J 3 11483 35042
101-081 | Monopotarni kabel, 4 mm zdifka, pro Erbe, 4.5 m H 11463 36042
1080 | Monopolarni kabel, artroshopie 2 LAP, eleklroda. pro Erbe, 4.5 m H i 11483 38042
101140 | Bipoldrnd kabel, kledtd BOWA COMFORT, 4.5 m { 1 11-493 35042
101-148 | Monopolarni kabel, ErgolAP. pro Erive, 4 8 m { 1 11483 35047
101-150 | Kabel zpéing deska pro jednordzové pouditi, pro AISA, Bschmann, 4 8 m i H 11483 358042
101-245 | Rabsl Ergol AP BIPDLAR, pro Broe, 45 m H 1 11483 35042
104-045 | ErgoPEN tenky. 2 spinade, htidels 4 mm. pro Erbe. kabel 4.5 m i) < 14494 44680
05045 | ErgoPEN tenky. 2 spinade. hijdelka 2.4 mm, pro Erbe. kabeli 4 5 m b 8 14484 44880
108-048 [ Monopolarmd Kabel 2 mm zdifks, pro Brbe. 4.56m i 11-483 35042
108145 [ Monopolém kabel resektoskop Woll/Slorz, COMFORT 45 m H % 14483 35042
108-245 | Monopotami kabel, resekloskop Storz. COMFORT. 4.5 m H 1 11-483 35042
106-345 | Monopoldrnl kabal, resekioskop Qlgmmpus COMFORT, 48 m t 1 11483 38042
T40-045 | ErgoPEN $woky, 2 spinade. hiidetka 4 mm, pro Drbe, kabel 4.5 m 23 g 11-494 44880
T11-000 | Bipofarni adapté:. 3-kolikovy piistral, pro Erbe 1 16480 35041
111-001 | Monopaldmi sdaptér, 2-4 mm pfisire), pro Erbe. pro nofni spinaé 1 16-480 35041
112-04% | ErgoPEN Siroky, 2 spinade. Wicelka 4 mm., pro Brbe, kabeid 3 m i1 g 11484 44680
120045 [KackKMIFE, 2 spinade, hiidelka 2.4 mm, pro Erbe, kebel 4,5 m Hi @ 11-484 44880
120-148  {JackKNIFE, 2 spinate, hfidelka 4 mm, pro Erbe, kebel 4.5 m i g 11484 44880
131-045 | Monopalami kapel, endoshopis 2.8 mm zdifla proBrbe, 4.5 m 1 11483 38042
131-145 | bonopolarmd kabel endoskopie 2.8 mm zdifka, COMFORT, 4.5 m H 1 11493 35042
132-045 | Monopoldrni kabel, endoskopie 4 mm zdifka, pro Erbe, 4.5 m t 1 1483 35042
183-008 | Gumovs zpéing deska, dospsll, 250 x 150 mm. pro Brbe i 1 11-500 42881
193018 | Gumova zpéing deska, déti 150 » BD mm, pro BErbe | 1 11-800 42551
194-000 | Upeviiovan! tafitke pro gumovou pasku i 1 11428 35708
1B4-050 | Gumova péska s upeviovacim kolikem, 50 om t 1 11428 35708
184-075 | Gumova paska s upeviovacim kottkem. 75 om t 1 14-428 35708
184100 | Gumovs paske s upeviovacin kolikem. 100 cm t 1 11428 35708
) 210-030  {Rukojel slekirody, baz spinady, hidelka 4 mm, pro Marin. 4.5 m jiz:] € 11-484 J4877
214-045 | ErgoPEN tenky. 2 spinafe, htideka 4 mm. pro Martin, kabal 45 m i g 11484 44880
__335«8-’;5 ErgoPEN tenky, 2 spinafe, hidelka 4 mm. pro 3-kofiKovy, kabei 4,5 m s g 11494 #4680
___3?5*?45 Ergo®EN fenky . 2 spinade. hiidelka 4 mm, COMFORT, kabel 4.5 m i & 13494 34880
218-045 | ErgaPEN tenky, 2 spinade, hifdelka 2.4 ram, pro 3-kofikovy, kabel 4.5 m i} g 19-464 44680
218145 | ErgoPEN tenky 2 spinale, hiidetka 2,4 mm. COMFORT kabsi 45 m [ 8 14464 24580
WG??QfGSG Rukoje! eielitrody. bez spinaty, bHinslka 2.4 mm, pro WMartin, 4,5 m fz & 11464 44677

BOW A-slectronic GitbH & Co K& Teleforn «48 {0} 7072-8002-0 Haisiikovy soud  Stitlgart MRA 381478

Heintich-Hartz-Strasse 4-10 Teletax +48 {0) 7072-8002-33 Jednatelg: Jens Krober
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280-048 | JackKNIFE, 2 spinade, hiidelke 2.4 mm. pro 3-kolikovy, kabel 45 m fib 2 11-484 44680
220-148  [JackKMUFE, 2 spinade hiidelka 4 mm. pro 3-kolikovy, kabe! 4 8 m ijs] g 11-454 44880
220-24% | JackKNIFE, 2 spinale. hideka 4 mm. pro Martn, kabel 4.8 m ih g 11-484 445880
230-345  [JankiNIFE ARC 100, nfidelka 2.4 mm s Kabsiem pro Bipolarni Kledid 4 m i 3 11-484 44580
225300 iMonopolarnl adapter, 3-kolikovy pro Martin { 1 165-480 35041
227-045  ErgoPEN Siroky, 2 spinale, hildeika 4 rm, pro Martin, kabel 4.5 m o] 3 11-4R4 44880
232-003 | Gumova zpéing deska, déti 150 » 86 mm, mezindradni { 1 11500 42551
2472-003 | Gumova zpéing deska dospéli, 250 x 150 mm, mezindrodni H 1 1-540 42551
270148 | Kabel, Ergol AP MONOPOLAR, pro Martin 4.5 m f 1 11-883 35042
ZBO-031 [ Monopoldmd kebel UK. prod mm, 4.5 m { 1 11483 38042
2B0-035  [Nonopolimi kabel arroskopie 2 LAP, dleldroda. pro 4 mm, 4.5 m i 1 11483 35042
2B0-080 | Monopoiarmi kabel, 4 mm zdifka, pro 4 mm, 4.5 m i 1 11-483 35042
285-050 | Monopoiami kabel, pro driadls Malrin, 4.5 m H 4 11283 35042
287-040 | Bipolarni kabel klefté BOWA pro Martin, 4 8 m i 4 11483 35042
287-045 | Bipolarni kabel, US kie$ié, pro Martin. 45 m H 1 131493 35042
287-050 | Bipolarnd kabel, EU kie§té. pro Martin, 4.5 m i 1 11-483 35042
ZB7-245  [Kabel Frgol AP BIPOLAR, pro Marin, 4.8 m ¢ 1 115183 35042
284-050 | Kabel zpding deska pro yednordzové pouiti, pro Erbe. 4.5 m | 1 11-483 35042
285-0560 | Kabel gumova zpéiné deska, pro Martin, 4.5 m i 1 11483 35042
322-04% [ ErgoPEN Sroky. 2 spinate. hideliia 4 mm, pro 3-kolikovy. kabe! 4,5 m ix1 g 114924 44880
327-045  [ErgoPEN Siroky. 2 spinade. hfidelka 2.4 mm. pro S-kolikovy, kabe! 4 5 m ih & 11404 448680
330-020 | Rukopet elekirody, bez spinadu, hfideika 4 mm, pro 8 mm, 4.5 m fia 8 11484 44877
331-048 | Monoputarni kabel, endoskopie 2-8 mm, pro 8 mm, Bovie, 4.5 m | H 11-483 35042
332-048 | Monopolarni kabel endoskopie 4 mm, pro 8 mm, Bovie, 4.5 m i 1 11483 35042
333-001  [Moneopoidrnl adaptér, 2-4 mm pfistra). pro 8 mim, Bovie i 1 16480 35041
325-030 | Rukojst elekyrody. ber spinadl, hiidetka 2.4 mm, & mm. Bovie, kabal 4.5 m Ha $ 11-484 44877
340-000 | Bipolémi adaptér, 2-kolikovy 28 mm, pro Erbe § 1 16-480 35041
350-245  |Kabsl Ergol AP BIPOLAR, pro Z-kolikovy 27 mm, 4.5 m { H 11483 35042
351040 1 Bipoldrn! kabel kiedlé BOWA, pro 2-kolikovy 2B mm. 4.5 m § 1 11483 35042
351-045 [ Bipolarni kabal, US kiebté, pro 2-kolikowy 28 mm, 4.5 m ! 1 11-483 35642
I54-081 | Bipolarn{ kabei, EU dedté. pro Z-kolikovy 28 mm, 4.5 m i 1 11-483 38042
351245 | Kabel. Erpol AF BIPOLAR, pro Z-kolikovy 28 wim, 4.5 m { 1 11403 38042
351-345 | Kabal ErgolAP BIPOLAR, COMFORT, A5 m i H 14483 35042
362-145 | Bipolémni kabel, resektoskop Storz. COMFORT, 4.5 m i i 11-483 35042
353-040 | Bipoldrni kabel. kiesis BOWA pro Z-kolifkovy 22 mm. 4.5 m i 1 11-483 38042
353-045 | Bipolirni kabel, US kiests. pro 2-Kolikevy 22 mm. 4.5 m i 1 11493 35042
353-050  {Bipolérn! kabel, BU kisdid. pro Z-kolikovy 22 mm, 4.5 m i 1 11583 350432
¥54-145 | Bipsiarel kabel, resektoskop Wol. COMFORT. 45 m ! 4 11-483 35042
355-030 | Bipotamni kabel, SU kiebtd, pro Valleylab, 3m § 3 14-493 35042
355-031 | Bipoldrn! kabel, ket BOWA, pro Yalieylab, 3m § 1 11e3 35042
- 355441”:. Bipolémi kabel, resekioshop Olympus, COMFORT. 4.5 m i 1 11-483 35042
__358445 Kabl, NightKNIFE / LIGATOR, COMFORT. 45 m i 1 11483 35042
360-05C i Monopolérni kabel, zdifka 4 mm, pro 8 mm, Bovie, 4.5 m | 1 11,483 35042
380-145 | Kabe! Ergol AP MONOPOLAR, pre 8 mm Bovie, 4.5 m § 1 14-483 35042
“5_68245 Kabei, Ergol AP MONOPOLAR. COMFORT, 4.5 m i 1 11483 35042

BOW A-slentronic GilaH & Go Teleton +48 (1) 7072-6002-0 Raistfikovy soud:  Shuttgart HRA 381478

Heinrion-Hertz-Strasse 4-10 72810

Telefax +48 (0) 7072-6002-32
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IG5-030 | Monepolani kabel, UK pro 8 e, Bovig, 4.5 m ¢ 1 11483 35042
370-05C | Monepoldrni kabe!, artroskopie a LAP, slekirode, pro 8 min, 4.5 m i 1 11-493 38042
375045 |idonopolém! kabel, 2difka 2 mm, pro 8 mm, Bovie, 4.5 m H i 14483 35042
378-045  [Kabel BiZZER/ TesueSen. 45 m i 5 11.493 16042
378145 [Kabel BZZER pro Erbe 48 m i g 11483 35047
378-28%  |Kabel BEZER proMartn 45m H 1 11-483 38042
3E-DEC I Kabel zpéind deska pro jednordzové poulll, meringrodnl, 45 m H 1 14483 35042
3BEO50 | Kabal gumovéd zp#tnd desks, mezinarodnd, 4.5 m { 1 11483 3504
388-050 | Kabel zpding deska pro jednordzové poudt, mezindrodni (MON-REM) 48 m ] 1 11-483 35042
401-0581 Label, Bipotdmi Kieltd, pro 2-holtkowy 28 mm, 4.5 m H g 1483 35042
4031-052 [ Kabel Bipoldrni nlidky. pro¥rbe, 4 8 m i 1 11493 35042
401-0583 [ Kabel, Bipolarnl nddky, pro Martin 4.5 m g g 14483 380142
405-043 | Monopuolarnf Kabel, 2 mm zdifka, prod mm. 4.8 m { 1 11483 e
431-045 | Monopoldi Kabei, endoskopie 2,8 rm, zditke prod mm, 45 m i 1 11483 38042
432-045 | Monopolérni kabel, endoskopia 4 svm. zdifke prod mm. 4.5 m i 1 11-483 35042
480-145 [Kabsl Ergol AP MONOPOLAR pro 4 mm 4.5 m H 1 11-483 35042
500-000 | Nadoba slekirod, 12 standardnich elektrod, Widelka 4 mm i g 15-885 44583
500-007 [ NoZové elekiroda, pfima, hfidetka 4 mm (5 ks) fih g 11-48¢ 44883
500-008  [Nofova elektroda, dblova, kosoltvercova, htidelia 4 mm {5 ks} fib g 11468 44683
500-008  Nofové slekiroda. pfimé, kosodtvercova, hidelka 4 mm (8 ks) i 9 11498 44683
800-0111  {Jehiova elekiroda. pfimé, hfidelka 4 mm (5 ks) i) g 11-48% $4683
S00-0%4 | Dratova smydkeva siektroda, &) 5 mm, hidelka 4 mm {5 ks) i @ 11-488 44883
800-015 | Dratova smydkova elekiroda, & 10 mm, hidetka 4 s (5 ks) e B 11-488 44683
500-016 | Dratova smytkové elekiroda & 14 mm. hiidelka 4 mm (6 ke i g 1-489 44683
500017 | paskova smybkova elekirada, (5 10 mm, nhidelka 4 mm (5 ke) ib 8 11-488 44683
S00-018  {packova smyikova elektrada, 19 17 mm, Wideka 4 mm (5 ks) e g 11-488 44883
300-018 | NoZove elekiroda, pHimé. sosoltvercové, Widelka 4 mm (5 s} H g 11408 44883
500020 {Kulovs erekiroda, phima, I 2 mm. hiidstke 4 mm (5 ks) ity E 11-488 44583
500-021  iutove elektroda, primé. U 4 mm, hiidslka 4 mm (5 ks) ] @ 11-488 +4883
S00-022 I Kulova siektroda, £ 6 mm, hiidelka 4 mm (5 ks) i g 17-489 44883
50G-023 | Deskoé elektroda, 810 mm. hifdelka 4 mm e £ 11488 44883
500-024  |deskova elekiroda, pfima. 10x15 mm, hiidetka 4 mam iy 4] 11-40¢ 44883
500-112 | Mikro-jehlova elekiroda, woliramovy drdt, plima, hfidelks 4 mm i g 11-4889 44883
500-113 | Mikro-iehlova siektrods, wolframovy drét, Ohiova, hiidelka 4 mm jiv] 11-488 44583
B00-134 | Jehiovs elektroda, Uhova 45°, hifdelka 4 rm {5 ks} e 2 14-488 44583
500-128 | Lancelové slekiroda uhiové Hdelka 4 mm {5 ks) e 4 11489 44683
5D0-128 | Lancetové slekiroda. piima. hideka ¢ mm {5 ks) i a 11-498 44683
800-127 | Nodové siekiroda. tenkd, plima, hfidetha 4 mm {5 ks) iis) 8 11-498 44883
500-128 | Kulova elektrada, ghlové, £ 1,5 mm, hiidelka 4 mm (5 ks) it g 41-499 44883
BOC-130 | Kulova elektreda, dhiova, (5 2 mm, Khdelka 4 rmm (5 ke) L g 11-498 44883
500131 | Kulovs elektroda, dtiove, & 4 mm, hiidelia 4 ram (5 ks 3 o s 11-499 44683
500-180 | Nastaver elektrody. 172 mm, niidelks & mm fib g 11408 44882

mi‘!_(if% Jehiovd elektrods, arroskople, uhlova 80°, 1,5 x 0.8 mm I g 16208 44883
310108 | Jehlova elsktroda. arfroskope, ahlova 907, 4 x 0.8 mm o ] 16-206 44583
F10-110 | Jehlovs siektroga artroskopie, dhlova 45°. 3 x 1.8 mm i3 9 18-208 44883
BOWA-giectronic GlibH & Co KG Telefont48 (D) YO72-8002-0 Reisifikovy soud.  Stutigant HRA 351478
Heinrich-Hertz-Strasse 4-10 Telsfax +48 {0) 7072-6002-33 Jednateld Jens Henber
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s10-112 | Kiinkové siskireda ariroskopie, Ublova 80, 2x 1.5 mm i) & 18208 44883
520027 |Jehlové elekiroda, pfima, 138 mm, izolovang hiidelke 4 mm il g 11-488 44683
E20-02B | Nofovd elektroda pfima. 184 mm, izolovans hfidelka ¢ mm fin 2 14-488 34883
820-028 | Kuiové elekirods, &) 4 mm, 122 rom, wolovana hiidelka 4 mm ] g 11489 44863
520-038 | Rulova siskirada, &) 8 mev, 124 mm, Rolovana widelke 4 mm K 8 11-488 44683
£20-031 | ulova eleiroda, piima. (0 5 mm. 123 mm. izolovansd hideka 4 mm ib g 11488 44583
§20-032 | Kulova elekiroda, prima, & 10 mm, 128 mm. izolovana hildelia 4 mm i 8 11-488 44883
£20.035 | Kulové glekizoda, ablovd, 0.8 mm, 124 mm. izolovang hitdelka 4 mm i 3 11483 44683
E20-410 | Sada Metral Q0P i a 11.468 246873
£20-113 | Metral DOP_ vnlifnf hfidelka 4 g 14408 2aBES
520114 | MetralDOP vn#si hiidetka b g 11488 44883
520115 | Bada Melrgl Q0P CO:@FDRT iib e} 11-448 44883
520118 | MetralODF, COMFORT, yrilfnd hiidska i 8 11488 44883
820117 fietral OO, nahradni smydky, if 100 mm, jednorazové pouliti, sterin {10 ks} Ho 8 11403 44884
820-11B | iietralOOP, ndhradnt smyBky. &7 175 mm, jednorazove pouldl, sterilnl (10 ks) i 5 11-488 44584
820-122  {Jehlové elekiroda, Uhlova. 132 mm, zolovana hiidelka 4 mm i g 11488 44883
820-123  |Jehiovs elektroda. ghlova, kosoltveredng, 142 mum, izolovand hidelka 4 mim e} § 11-488 44882
£20.124 | Jehlova slekirods. pHimd, kosodtveredng, 142 myry izolovana hiidefka 4 mm th 8 11448 44883
£20-132 | Smylkova elektroda. 20 x 20 mm, 138 mm. zolované hfidelita 4 mm it g 11-488 44583
520-13% | Smyikova elsktroda, 20 x 15 mm. 133 mm, molovansg hiidelka 4 mm $i a 11488 44883
520-134 | Smytkova elektroda. 10 x 10 mm. 128 mm, izolovana hfidelka 4 mm jii<] a 11-488 44883
520138 | SmyBkova elelirods, 10 % 10 mm. 132 mm, zolovana hiidelka 4 mm fit 8 11-488 44683
520-138 | Smydkova siskiroda. 28 x 28 mm, 143 mm, ixolovang hildelka 4 mm it 2 11458 44883
530-000 | Nédobs slekirod, 12 standardnich slektrod. hifdelka 2 4 mm ils} 8 15-885 44683
E30-008 | NoZové elektroda. Uhlové, kosodivercova, hiidelia 2.4 mim {8 Ke) s g 11-495 44883
830-0D% | NoZova elekiroda. pfima. kosodtvercova, hiidefka 2.4 mm (5 ks} il g 11-488 44683
530-012 | Mikro-jehiova sleliroda, wolftarmovy drat, piima, nfidelka 2.4 mm jil=3 @ 11-488 44683
830-013 | Mikro-jehiovd slekirode. wolframevy dral. ahiovd, Wiideka 2.4 mm i I 11488 44683
830-014 | pratova smylkova elekirode. (07 5 mm, hiidelka 2.4 mm {5 ks) b & 11488 44683
530-015 | bratovd smytkova eleftrode, I 10 mm, hridelka 2.4 mm (5 ks) Ifts g 11483 44883
S30-D18 1 Dratova smyékova slekiroda. £ 14 mem, hiidelka 2.4 mm (5 ks) e & 11488 44883
530-017 | Paskova smySkova elektroda, & 10 mm. hiidelka 2,4 mm {5 ks) it 8 14-489 44683
530-020 | Kulova elekiroda. piimé. & 2 mm. Widelka 2,4 mra (5 ks) i g 11488 44583
S30-021  {Kudova slektroda, piima, (& 4 mm, htidelka 2.4 mim (5 ks) i @ 11498 44883
B30-022 {Kutovs elektroda, pfimé, 1 § mam, hiidelka 2,4 mm (5 ks) fib ki 11-488 44883
830-027 |Jehiovd slekbrods, pHma, 140 mm, izolovand hildelka 2.4 mm s g 11496 4488%
B30-028 | NoZova elekiroda. plima. 152 mm. izolovana hiideka 2.4 mm fib g 11459 44683
530-028 | Kujovs elswtreda, € 4 mem, 125 mim, imolovana Hidelka 2.4 mm b 9 13498 44883
538030 | Kutovs stektroda, £ 6 mm, 128 mm, izolovans Widelka 2.4 mm b 3 11498 44683
$30-032 | oyrstovs smyEkova slekiroda, 3 10 mm, 132 mm. izofovans hfidelka 2.4 mm s 3 11488 44683
530-035 | Kulova elekiroda, ¢ = & mm, Ghlova, 128 mm. izolovana hfdelka 2,4 mm jia 8 11498 44883
530-070 ENéstave:: slekiredy, 105 mm, hildelka 2.4 mm it g 11488 44883
M"‘3~’-122 Jehioud elekiroda hlova, 136 mm, izolovans hiidslka 2.4 mm lid e 11-48¢ 44683
530-123  Llehlové siskirods, shiové, kosoltvereing, 148 mm. izolovana hiidelka 2.4 mm sl 8 11488 448B3
ﬁ}??é dehlovd elsidioda, Ghiova, hiideika 2,4 mm (B ks) i S 11488 44683
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530-125 | Lancstovd elekiroda, unlovd tivelks 2.4 mm {5 ke i g 11-498 44883
553126 |Lancetovd elekirode, pHima, hiidelks 2.4 am {8 ks} il g 11498 44883
B30-127  [Malové elekiroda, tenkd, piima. hideka 2.4 mm (S ke) e g 34-488 44683
S30-130  (Kulovs slekiroda. 0.2 mwm, dhlové, hidetke 2.4 mm (S ks) b g 11488 44683
530132 | Smyfkovd elekiroda. 20 x 20 mm, 142 mm, zolovans hfidslka 2.4 mm o] 8 11498 44683
830-133 | Smydkovs elekirods, 20 » 15 mm 137 mim, molovand hiidetke 2.4 mm 1] g 11-48% 44683
530-134 | Smylhkova elektroda 10 x 10 mim, 132 mm, zolované hfidelks 2,4 ram i & 11-498 44583
S30-135 | Bmybkové elekiroda. 10 x 10 mm, 137 o, olovana hiidetka 2.4 mm fit @ 11-493 44683
530138 | Smydkové elekireda, 25 x 28 mm, 147 mun. olovana hifdelke 2.4 mm fte & 14-408 44583
530-150  |Nastavec slekirody, 175 mm, hiwdelke 2.4 mm Jiie] g 11488 44583
830-207  Nofovéd elekiroda. pimé, hiidelka 2,4 mm (S ks) iib 8 11-48¢ 44883
530-217 | Jehlovd sleliroda, pHima, niidelka 2.4 mo {5 ks fib 8 11-488 44883
530-224 |NoZové elektroda. kosedtveredng, 146 mm, 2olovans hidelka 2.4 mm fiv g 11488 44883
530-225 | Jehiovd slektroda ENT, Onhiové, 124 nun, Zzolovend Nidelka 2.4 mm o] I R B 303 44883
805-001 | Bipoldrni Kebte, 195 mm. 8 « 1 mm iid] g 11502 44883
S05-00F | Bipolarni kledté, 195 mm, 8 x { mm il g 11-802 44883
805007 | Bipolérni Kiedtd, Chiove, 195 mm, Bmm x 2 mm iib g 11-802 44683
605-011 [ Bipolarni kiebté, ptimé, 183 mmy, 8 mm x jehia ab g 11-502 44583
805013 (Bipotdri klebld, ahlove, 180 v, 8 x 0,5 mm [ii¢] 8 11-502 44883
G05-014 | Bipolarni kle$id, dhlové, 160 mm, 8 x 1 mm b g 11-502 448683
805018 [ Bipolarnd Kedtd 185 mm, 8 v 1 mm fib g 11-502 44883
605-018 | Hipolarn! Ke$id, pHimé. 110 mm, & mm x jehia fis <] 11-502 44683
B05-020 | Bipolarn! kiest&, pfimé, 110 mm, 6 x 0,5 mm g g 11-502 44683
805-021 | Bipoldrnf xiedié Ohlové, 110 mm, B x 0.5 mm i g 14-802 44683
605-023 | Bipoldrnd xiedté dhlove, 110 mm, 8 mm x jehia it g 11502 44683
605024 | Bipoldrnt wiedté 220 mm, Bx i mm fip 8 14502 44883
BO5-027 |Bipolérni kledté. pHims, 160 mm, B x 2 mm Hb 8 11802 44883
605-028 | Bipolarmi kieSté, pfimé, 185 mm, 8 x 2 mm i} G 11-80% 44683
B05-030  |Bipolarni kie§tg pFimé, 220 mm. 8 x 2 mn i g 11502 44883
805-031  !Bipolarni kle§té, 220 rmwm, 6 x 0,5 mm fi ] 11-502 44683
BOE-033 | Bipoiami kleBi& 185 mun, 8 2 0.5 mm i g 11-802 44883
% B05-034 | Bipoidmi klesiE, bajonet, 195 mm, B x 2 mm i 8 14-502 44683
B05-038 | Bipoldrnd kiedté, thiove, 160 mim, 8 mm xjshla b g 11-502 44682
805-038 | Bipoldrn{ kleSt&, piimé. 160 mm, § x 1 mm i) & 11-502 44683
6C5-04C | Bipolarni iedté, pfimé, 195 mm, 8 x 1 mm jis] $ 14-802 44683
605-D41 | Bipolsrni kKiedia, pfimé, 220 mm. 8 x 1 mm ks & 14-502 44883
BUE-057 | Bipolarni kieBtd, pHime, 185 mm. 8 x 2 mm. Styfhranné dréfka b g 14-502 44883
BOB-058 | Bipalénd kieSta, ihlové, 195 mm. & x 2 mm, Etyfhranna drafka b S 11-802 44583
805-058 | Bipolérni kieBté, bajonet, 195 mm, 8 x 2 nun, Slyihrennd draika i 8 11-502 44583
BUS-083 | Bipolarn{ kiedts, bajonet, 220 mwm, 8 x 1 mm i 8 11-802 44883
805070 | Bipolarnd Kioste, phimé, 300 mm, 8 %2 mm jitd] g 11-802 44883
BOS-080 | Sipolarni kieste, pFimé, 270 mim, 8 % 2 mim b g 11-802 44683
mSQ?VOM Bipolarn! klebte, NON-Stick-Gold. (hlové, 105 mm, 8 x 1 mm ib g 14502 44€83
E07-002  |Bipolarni kledts, NON-Stick-Gold, paionet, 185 mm. Bx 1 mm it g 14502 44883
i??«()ﬂ? _Sipiﬁémi kledté, NON-Stick-Gald. Ohlove, 185 mm, § % 2 mm ib g 11-502 44883
amﬁﬂmnn GlisH & Co. KG Telefon+48 (0} 7072-8002-0 Rejstiikovy soud:  Stutigart MRA 381478
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BO7-014 | Bipolarnt kedtd, NON-Suck-Goid, ahiove, 180 mm, B x 1 mm P g 11502 44883
BO7-(20 | Bipotarnd kledid, NON-Shok-Goid, pfimé, 110 mm. 8 x 0.5 mm ‘ His} 8 $1-502 44883
BOT-02Y  [Bwpolarnt kledis, NORN-Shick-Gold. shiové, 110 men, B x 0.5 mm ih g 14502 44683
SH7-027 | Bipoharnl kiedte, NON-Stick-Golg, ofimé, 180 mm, 8 2 2 mm i g 11-502 44883
807-028 | Eipolarni kiebté, NON-Stick-Gold, pfimé, 198 mm. B2 2 mm fib B 11-502 44683
607-030  |Bipolarn! Kledtd, NON-Stick-Gold, pfimg, 220 mm. B x 2 mm i & 11-502 45883
607-039 | Bipolarnl kiedig, NON-Blick-Gold, pfims, 160 mm, B x ' mm o g 11502 44883
SO7-040 | Bipoired kiedtg NON-Slick-Gold. pfimé. 185 mm, B x 1 mm iied g 11-507 44683
B07-080 | Bipoldrni kiesté, NON-Stick-Gold. p¥ima, 270 mm, § 2 2 i i g 13502 L4683
807-101  {Bipolarnd kisktd NON-Stick-Gold, bagyonst, 180 mm, 8.3 mm iy G 11-50% 44683
807102 | Bipoldr . NON-8tck-Gold, bajonet. 200 mrs, 8.3 mm fib 2 11-502 44683
837-103 | Bipoldrnl kiedté, NON-Stick-Gold. bajonst, 220 mm, 0.3 mm jtis} 2 14502 44583
07-110 | Bipolarn] kiedté, NON-Shick-Gold, bajonet, 180 mm, 1.0 mm fib g 11-502 44683
G07-111  |Bipolden kiedté NON-Stick-Gold. bajonet, 200 mm, 1.0 mm i & 11502 44883
807-130 |Bipolérn! Rlesté. NON-Stick-Gold, pfimé, 220 mm, 0.3 mm it g 11-802 44883
807-180 | Bipoirn kledté, NON-Shick-Gold, kulatd rukojst, dhiove, 225 mm. 1.0 mm hd g 11-80% 44683
BU7-100 [ Bipolarnd Klefté, NON-Stick-Gold, bajonet, 180 mm. 0.3 mm i g 11-502 S4683
607-108  {Bipolami kiesté, NON-Stick-Gold. bajonst. 160 mm, 0.6 mm 1] 2 14-802 44683
607108 | Bipslarnd Wiedts, NON-Stick-Gold, bajoret, 180 mm, 0.8 mm i3 9 11-8062 44683
887-107 | Bipolarni kiedté, NON-Stick-Guld, bajonst, 200 mm, 0.6 mn s g 11-50F 44683
BOT-108 | Bipolared kledté, NON-Stick-Gold, bajonel, 220 rmym, 0.6 mam il 4 11-502 446383
B07-112 | Bipoldmi Klesté, NON-Stick-Gold, bajonet, 220 mm. 1 mm iiel R 11502 44883
B07-113 | Bipodami kledié, NOM-Stck-Boid, baonet. 240 mm, 1 mm ib g 11-802 44683
807-115 | Bipolarni klefid MON-Stck-Gold. bajonst, 200 mmn, 2 mm [iis] 2 11-802 44683
BO7-118 | Bipoldrni Kieitd, NON-Stick-Gele, bajonet, 220 mm, 2 mm fib g 11-802 44683
B07-120 | Bipolami kiesté, NON- Stick-Geld, bajonel. Ghiové, 200 mm, 1 mm i k] 19502 44683
B807-121 [ Bipoldind kieté, NON-Stick-Gold. bajonet. dhiové nahoru. 220 mm, 1 mim it g 14502 44583
BG7-122 | Bipoldrni kieB1é, NON-Stick-Gold, hajonet, Ghlove dolu. 203 mm. 1 mm i g 11-502 44683
B07-12% | Bipolarnd ieste, NON-Stick-Goid, bajonst, Ghlove doll 220 mm. t mm 1<) g 11502 44683
607-140 | Bipoidmi kiebté, NON-Biek-Gold, kulalé rukojet. bajonet, 180 mm, 0.3 mm is g 11-502 44883
607-141 | Bipolarni kie§té, NON-Stick-Goid. kulaté rukoiet, bajonet, 200 mam, 0.3 mm ] 2 11502 44683
607148 | Bipolarni kie$i&, NON-Stick-Gold. kulata rukgiel, bajonet. 180 mm. 0.8 mm e g 14-802 44683
§07-148 | Bipoldrni kie$8. NON-Stick-Gold, kulata rukaiel, bajonet. 200 mm. 0,8 mm i & 11-502 44883
607147 | Bipolirni kleStd. MON-Stick-Gold. kulaté rukoiel, bajonet, 225 mim, 0.8 mm it ] & 13-802 44683
807-150  [Bipolarnf kiedid, NON-Stick-Gold, kulatd rukejet, bajonet. 180 mm, 1 mm b 9 13-502 44683
807185 | Bipoldrnd kie§te, NON-Stick-Gold, kulaté rukojet, bajonst, 200 mm. 1 mm ) g 14502 44883
807-152 {Bipolarnt klefte, NON-Stick-Gold, kulath rukojet. bajonet. 225 mm. 1 mm i ] 11802 44683
B0T-15% | Bipoldrey kieste, NON-Stick-Gold, kulata rukojet. bajonet, 260 mem, 1 rom fio e 11-502 44683
807-17C  {Bipolarn! Klebts, NON-Stick-Gold, kulats rukgpet, pfimg, 155 mm. 0.3 num li g 11502 44883
807-17¢  |Bipoiral Keite, NON-Blick-Gold, klatd rukojet, pfime, 180 mun, 0,3 mm i1l g $1-502 44883
807-175 | Bipoiérni kledts, NON-Stick-Gold, kuiata sukggel, pHimeé, 155 mm, 0.8 mm iy g 11502 44683
BO7-178 | Bipoidini kiebts, NON-Stick-Gold, kulata suhggel, pfimé, 180 mm. 0.8 mm it g 11502 44882
BO7-177 | Bipotarni kisbts, NON-Stick-Gold. kulata rukgjel, phima. 200 mm, 08 mm i g 11502 44683
BU7-180  [Bipotrni klesté, NON-Stick-Gold, kulats rukgel, pHimé. 180 mm, 1 mm s 8 11502 44682
_ﬁz‘f‘ Bipoidmi Kiedts, NOM-Stick-Gold, kulata ruleiel, pfimé. 225 mm. 1 mm o] G 11502 44883
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ms{s?, 182 | Bipoldrn! Kedtd, NON-Stuck-Gold, kuiid rukoer, phimé, 225 mm, 1 mim i g 14502 44683
S07-185 | Bipolarni klestd, NON-Bick-Gold, kutata rukojet, pfimé, 200 mm, 2 mm el 8 11-502 44683
S07-188 | Eipuldrns kle§td NON-Slick-Gold, kulaté rukalet. pfimeé, 228 mm, 2 mm ] a 11502 44683
§1G-016 | Monopoiami kiedts. balonet 195 mmr. 8 2 2 mm i1e] G 13502 LARRBR
810-017 | Monopolarn! kledté, pFimé. 188 mm. B x 2 mm i e 11-582 44883
£10-018 | Monopolérad klefié, ofimé, 188 mm. 8 x { mm i 8 11-502 44683
810018 | Monopolimi kledtd pfimé, 220 mm. B x 2 mm i 8 11-502 24883
810-021 | Monopolarm kKiedté, plimé. 280 mm. 8 x 1 mm fiby g 1-802 44683
£10-028 Bonopoldrnd kiefld, pftd, Z¥0 mm, Bx 2 mm fib g 11-802 44683
£12-018 | Monopolami kieSte, anatomickeé, 180 mv 18 X 2 min fits |5 11502 44883
£12-021 | Monopolarnd kle$té, anstomické, 200 mm, 18 x 2.2 mm ih 8 11-802 44683
§12-028 | Monopolami kle§té, analomické, 250 mm, 18 x 2.4 mm i g 31-502 44883
812-118 | Monopoidrn! kieitd, chirurgické, 180 mm. 1B x 2 mm jie] g 11802 44883
§ $12-12% | Monopolarn kieSté, chérurgické, 202 mm. 18 % 2.2 rmom il & 11502 445682
: B12-12% [ Monopolami Rie$ié chimurgioks, 250 mm, 18124 mm fib 2 11-502 44683
700-003  |Elektroda LAP. Spachiie. 380 mm i) 8 16-208 44683
F00-004 lektroda LAP. siny hak 360 mum de 2 18-206 44683
FOO-005 | Biektroda LAR. fonky hak 360 mm i 8 18-208 44683
FOO-00E [ Riekiroda LAP jehiz, 380 mm i 3 16-208 44683
TR0 | Elskiroda LAP, Spachiie, saci / proplachovasi tubice, 1Ssnici Sapidka, 380 mm tib 9 16-208 44683
710-004 | Elsltrada LAP, siiny hak 380 mm, saci / proplach. trubice, 8snici Sepitka. 380 ma s 9 16-208 44683
T10-005 | Elehtroda LAP, tenky hak, saci / proplachovact trubice, t8sniol Sepilic, 380 rmm i) g 16-208 44883
710008 | Elekiroda LAP, jehia, sact / proplachovaci trubice, tasnici Sepidha, 360 mim i § 16-208 44683
720-000 | Rukcjet Ergol AP MONGPOLAR, e 9 11-502 42583
721-301 | Ergol AP MONOGPOLAR, Sefist, kieste, 380 mm fib g 14-5802 42653
721-302 [ Ergol AP MONOPOLAR. Sefist, DeBakey. 360 mm i g 11502 42553
721-303 | Ergol AR MONOPQLAR, Selst. Babeock, 380 mm it g 14-802 42853
721304 | Ergol AP MONOPOLAR, Selist. Malzenbaum, 360 mm it 2 11-502 42853
721-308  [Ergol AP MONOPDLAR, Gelst, hakove ntzky, 360 mm H g 11-502 42853
721307 | ErgolAP MONOPOLAR, telist, Dorgey. 360 mm fib 8 11-502 42553
721308 | Ergol AP MONOPOLAR, telist, Fundus, 360 mm fi 8 11-502 42583
2309 | Brgol AR MONOPOLAR, Selist, Maryiand, 350 mm iis3 & 11502 42553
721310 | Ergol AP MONOPOLAR. Sefist, Aligator, 380 mm itb 8 11-502 42553
722530 | Ergol AP MONOPOLAR, frubice plastd, 360 mm w | oo 14502 42553
TIB-005 | ErgnlAR MONO., ruknjet, trubics pi&sté, nahradni teenici dily. 360 mm jiie] 3 11-502 42883
741100 RGO 320R, rukoiel, COMFORT, kabel 4.5 m i 3 11-502 <2553
_jfjf?_‘“ ERGQO 320R. rukoiet it 3 11-502 42553
741-108  IERGO 325R. rukoiel, olofna, se zamkem ol 3 11503 42353
J-@’l-?ﬁ%é ERGO 3208, trubice hidele, 0.5 mm, 340 mm it g 11-802 42853
|_741-812 |ERGO 320R Set. atraumatické iichopové kieté, 340 mm, COMEORT it 9 14-502 4255%
___;‘f:‘_”i‘i« ERGO 320R St atraumatické Uchopové kizdté, 340 mm i @ 11802 425853
mjg}f_z_zm ERGO 320R Set. ichopové Kiedtd, okénkové, zakiivens, 340 mm, COMPORT fie g 11-502 42853
__zﬁ:?;?i: ERGO 320R Sef, Gohopove kledté, okenkove, zakfivens, 340 mm i g 11-502 42553
_Zﬁjﬁal_ ERGO 220R Set, Gchopové kiedié s 213 zuby, 340 mm. COMFORT i g 11-502 42853
“j_fjf?iu ERGO 220R Set. uchopovs kisdtd s 2x2 zuby 340 mm s 9 11-502 42553
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741-832 ERGQO 3208 Set. nulky Melzenbaum, 340 mm, COMFORT b $ 1350 42553
744-833  (ERGO 320R 8o, nulky Metzerhaum, 340 mm L] 3 14502 42553
T41-842 (ERGO 3Z0R Bet, shalpe! Marviand, 340 mm, COMFORY Hhy 9 11-502 42553
741-B4% 1ERGO 320R Set, skalpel Marviand, 340 mm ib g $1-502 42553
74223 ERGO 325K, trubice hiidele, & 5 mm, 340 mm lig e 11502 42553
742-310  ERGO 320R/525R. Lebst atraumaticke tichopové Kledté, okénkové, 340 mm flo § 11-8502 42553
742-320 |ERGO 320R/I2BR. dchopovs Kiedtd, okénkove, zakfivene, 340 mm i I 11-502 42553
742-330 [ERGO 320R/325R. feist niZky Metzenbaum, 340 mm fib g 14502 42553
742-340  |ERGO J20R/I25R. Sehst skalpel Maryiand. 340 mm b 8 T1-803 42553
742-350 [ERGO 328R. telst schopove kieSté se 2x3 zuby, 340 mm i g 11502 42583
742-816  ERGO 328R Sst. atraumatické Uchopové ket 340 mm, olodné. se zémkem i g 11502 42553
T42-826 |ERGO 325R Set dchonové kleélé, 340 mm, takfvend, otodné. se zamkem i g 11-802 42853
742-828 |ERGO 325R Set, dchopove kieSid se 253 zuby. 340 mrn. miefng, se 2amkem [ite] 5 11802 42553
742-838  [ERGO 3ZBR Set, nudky Metrenbaum, 340 mm. clolng, ss zdrakem jiia] ] 1-502 42883
7472-BAG  ERGO 325R S, skalpel Marviand. 340 mm. olodny, se zémkem fib g $31-502 42653
745100 TERGO 3308, rukojel, COMFORT, kabel 4.5 m i 8 11-802 42553
743101 [ERGOD 330R.. rukojet i g 11-502 42553
743-225 [ERGO 330R, trubice plagté, 7 5 mm, 250 mm th 2 11502 42553
743-234  [ERGO 330R, trubice pidéts, @ 5 mm, 340 mm b g 11-502 42853
743-325 |ERGO 330R, Eslist 250 mm i ] +1-502 42553
743-334 |ERGO 330R.. Gslist, 340 mm b ] 11-802 42553

743425 |ERGO 330R.. pohonnd tyé, 280 rm i 2 11-802 4288
743-434  |ERGQO 330R.. putonna ty€, 340 rm fis g 11-56G2 42553
743-525 1ERGD 330R. trubice drizen! Sepele, 250 rm Hi g 11-802 42553
T43-534 |ERGO 330R, trubice drieni Sepele, 340 mim ib k] 11-502 42553
743-851 |ERGO 320R Set hoaguiatni Kiedld s resakéni Sepeli. 340 mm, COMEORT b g 11802 42583
743-852 ERGO 320R Set. koagulatni kiabié s resekini depsti, 340 mm fi g 11-802 42583
743-85% |ERGO J20R Set, koaguladni kledté s resekinl Sepali, 340 mm i g 11502 42553
743-854 |ERGO 320K Set, koagulaini Kedté s resekdni Sepali, 250 mm i g 1150 42553
T43-989 |ERGO 330K, Sepel, sterini {20 ks) fib ] 11502 42553
744-100 |ERGO 335R. rukejet, COMFORT, kabel 4.5 m " g 11502 42553
744-101  |ERGO 338R.. rukojel i a 11502 42553
744-220 |ERGO 335R, trubice hidele {0 3 mm, 200 mm i g 11-502 42553
T44-228 [ERGO 330R. trubice Widele, © 3 mm, 280 ram 1Y g 1-502 42883
744-312  |ERGEO 335R, delist atraumatickd uchopové keSie, okénkove, 200 mm i1 g 11-502 42553
744342 1ERGO 335R, celist skalpel Maryiang, 200 mm 1 o 14507 GREES
744-34% 1ERGO 335K, skalpst Maultel Maryland, 280 mm i 8 11502 42585
744-812 | ERGO 335R Set. graumatioké dchopove kiestd, I 3 mm. 280 mm, COMFORT i g 11-502 42553
744-813 | ERGO 335K Set, atraumatické dchopovs kiedtd, &0 2 mm, 200 mm, COMFORT ] g 11-502 42553
744815 ERGO 335R Sel. araumalickeé tchopove klelté, & 3 mm, 280 mm it} @ 11502 42553
744.316  |ERGO 335R Set, mreumatické dchopové Kledtd 0.3 mm, 200 mm b ] 11-502 42553
744-844  |ERGO 335K Set, skalpel Maryland, 280 mm, COMFORT s g 11-502 42553
744-845 |ERGO 335R Set, skalpe! Maryland. 0.3 min, 200 mm. COMFORY s ¢ 11-502 42562
744-B47 | ERGO $35R Set, skalpe! Maryland. 0.3 mm, 2080 mm, COMFORT i g 11-502 42853
744-848 |ERGO 335R Set. skalpe: Maryiand. 0.3 mm. 200 mm. COMFORT b g 14502 42553
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745-100 [ Pouzdro troxar, kovové trubice. hiadka, nakul uzavivasi kahout, & 3.4 mm. 100mm fa 7 4-154 37148
74E-120 [ Bitikonovy venli pro pauzdro frokary (3 ks) HES 7 14-154 37148
TAD-130  {Tésnsni pro pouzdrs frokary (5 ks) fia 7 14-154 37148
745-200  [Trokar, pyramidove tvarovany. 145 mm ila 7 14-154 37148
TE3-000 | ErgoLAP SIPOLAR, rukojet’ 1] ] 11-502 42883
750-033 | ErgolAP BIPOLAR, rukopet, trubice hiidele, nahradnd tésnici dily, 330 mim ith g 11-502 42553
7H083 | Ergol AP BIPOLAR, Zeist, Mirsch, 330 mm i ] 11-502 42553
782088 |Ergol AP BIPOLAR. galist, Kleppmaer. 330 mm lib 3 13502 42553
753033 |ErgolAP BIFOLAR, Eebst. pinzeta, 330 mm lig g 11-502 42583
754-083 1 Ergoal AP BIPOLAR, Celist, mikro-pinzeta, 330 mm i g 11502 42853
755.033  [ErgolAF BIFOLAR. vndis! frubice hitdels, 330 mm jiie] g 1502 42883
756-033 | Ergol AR BIPOLAR, vnitind trubice hidaie. 330 mm i <] 11-5302 42553
F80-033  |ErgoilAP BIPOLAR, Selist, NON-Buck CUT. nolovy tvar, 330 mm fiby 8 11802 42553
780-118  {TissueSea! PLUS, 180 mm I g 11502 42853
780-133 | TissusSeal PLUS, 230 mm e g 11-502 42553
780-128 | TissueSes! PLUS, 280 ram ih g 1502 42553
780-21€ [ Tesuebeaal PLUS COMFORT, 160 mm. kabe! 4.5 m fip 3 11-502 42553
760-218  {TissueSeal PLUS COMFORT. 180 mm, kabel4 5 m ie] g 11-802 42553
780-223 [ TissueSeal PLUS COMFORT, 230 mm, kabet 6,5 m i g 14502 42853
780-228  iTiesueSeal PLUS COMFORT. 285 mm, kabe! 4,5 m jiie} ] 11-502 42553
780-318 [ Rukgjel TesueSeal COMFORT 180 rm, kabel 4.5 m iis} g 11502 42553
?60-323 | Rukojet TissueSeal. COMFORT, 230 men. kabel4 5 m i 2 11-B02 42853
783-328 | Rukoje! Tosusbeal, COMFORT, 280 mm, kabel 4.5 m =) g 11802 43583
781033 |ErgoLAP BIFOLAR, delist, NON-Stck CUT, idinovy fvar, 330 mm fib g 11502 42853
FIO-000 | NightkNIFE + LIGATOR, rukaiel, COMFORT, kabe! 4.5 m o g 11-502 42553
TIO-038  [LIGATOR rukgyel, trubics hiidele, nahradni tdsnis! dily. 380 mm. COMFORT [ g 11802 42853
TIO-200 | Sada MightKNIFE, 200 mm. COMFORT s g 11802 #2553
TI0-201 | Sada MightkKNIFL, vymdniielny nid 200 mm COMFORT i g 11-802 42553
T2 LIGATOR, trubise Widele, 110 mm iin} <] 11502 42553
770236 LIGATOR, trubwe hifdele, 360 mm [iig & 11-502 42853
F7O-300 | Sata NightKRIFE, 3680 mom, COMFORY it 8 11-802 42653
770-301 | Sada NightkKNIFE. vyménielhy nuZ, 3680 mm, COMFORT i) s 11502 42553
TTO-320 | NightKNIFE, tubice Widsie, 200 mm b g 4502 42883
770-338 | NightKNIFE, trubice biidele, 380 mm it g 11-502 47583
T0-08% | NightKNIFE. gepel (5 ks) ) & 11-502 42583
TT-041 TLIGATOR, Selist, piima. 110 mm o g 11807 2553
F71-036  [LIGATOR. Sebst pfima, 360 mm i g 19.507 49553
771120 | NightKNIFE, Ssfist, 200 mm o 3 1507 49553
774121 | NightiKNIFE, Zalist, vyménitalnd nug. 200 mm ™ a 14500 42553
771-136 | NightKNIFE, Celist, 360 mm i a 41-502 42553
T71-137 | NightKNIFE, Selist, vyménitelny nug, 380 mm e 9 14502 42555
772071 {LIGATOR. felist, Maryiand, 110 mm o g 14502 42553
TT2-036  [LIBATOR delist. Maryland, 380 mm i S 45072 42553
772-000 | Sade NightKNIFE + HGATOR. COMFORT sy o $1.507 42553
775001 | Sada NightKNIFE + HGATOR, vyménielny naZ, COMFPORT i g 11-502 42583

Telefont48 () 7072-85C3-0
Telefax +48 {3} 7072-6002-33
Infofbows.de | bowa de

Rejstikovy soud: Stutigart HRA 381478
Jsdnateié Jens Krobe
Marlin Herrloh

BOW A-glectronic GiibH & Co. KG
Heivich-Herlp-Strasse 4410
72810 Gomarmngan | Germany



i
g

EINFACH SICHER

strana 11 ze 14

A A

Podat Popis virobla 2 = g g

o g g G
?’?4—31”M ERGO 335R, avsumatické Kiedts, okénkove, 280 mm il g 11832 42553
775-000 |ERGO 310D, et tuparosiopické nédoby, {8 5 mm, 340 mm b g 11-502 44684
785145  IBIZZER. Bipois 2hy. 145 mm. zakfiveng, hrot jehly i) g 13484 A4683
795180 | BIZZER, Bipolarni auky, 180 mm, zakhvens, hret jehiy i1 € 13-484 44883
795545 [BIZZER. Bipolarni niky, 145 mm. zakfivené, hrot jehly, COMFORT, kabel 4.5m fi a 13-4584 44683
795-5B0 | BIZZER, Hipolarni nuEky, 180 mm, zakfivene, hrot jehly. COMFORT, kabel 4 5m i 23 13484 44883
88170 |BIZZER. Bipotarni n2ky, 170 mm, zekfivens i 2 13-484 44683
796-57G | BIZZER, Bipolarni nugky, 170 mm. zakiivené, COMFORT, kabe! 4.8 m ik < 13-484 44883
THT1B0 | BIZZER. Bipolémi nuzky, 180 mm. zakhvens, male i 8 13-484 446883
7O7-230 | BUIZER, Bipoldrni nigky, 230 mm. zakbvensd, male i g 13-484 44883
FOT-2B0  |BiZZER Bipotarsd nuzky, 280 myn, zakivend, male 113 S 13-484 44883
797-580 | BIZZER, Bipolérmi nudky, 180 ram, zakfivend. maié. COMPDIRT, kahe! 4,5 m it} g 13484 44883
TE7-830  [BIZZER, Bipolarnd nuzky, 230 min, zakfivend, malé. COMEORT, kabel 4.5 m iis] g §3-484 44583
787-680 | BIZZER, Sioolami nugky, 280 ran, zakfivene, malé, COMFORT. kabal 48m iib ] 13-484 44883
798-148  IBIZZER, Bipolarni nuZky, 145 mm, zakfivens. emng i 2 13-484 44683
788-180 | BIZZER, Bipolarns nuzky, 180 mm, zakfivens, jemné i g 13484 44683
F9B-230 |BIZZER. Bipolarni nuiky. 230 mm. zakfivens, jsmné [119] B 13-484 44683
798-280 |BIZZER, Bipolémi AuZky, 280 rim, zakfiveng, jemné it g 13-484 44683
7e8-545 BITER. Bipodrmi niky, 145 mm, zakfivané, lermng. COMEORT. kabel 45m i g 13-484 44683
7898-580 |BiZZER, Bipolami nudky, 180 mm. zakfivené, jemns, COMFORT, kabst 4.5 m fit g 13-484 44683
788-830 | BIZZER. Bipoldrd nufky, 230 mm, zakfivene, jernnd, CORMPORY, kabel 4.5 m Hp 8 13484 44683
THE-EBD | BIZZER Bipoldrni nuZiy, 280 mim, zakbivend, jsmné, COMFORT. kabel 4.5m b g 13-484 44683
BOD-000 1 Cistié froty. jednorazove pouditl. steriing {50 ke) fs 1 15-2714 44684
BOU-001  [Nofova etehiroda NON-Blick. hidaike 2.4 mm, jednorazove pouditi, steriing {10 ke i1e3 8 1$-489 44684
800002 |Jshlova elekiroda NON-Sick, hiideka 2.4 mm. jednorézove pouliti. sterini (10 ks it 4 11488 44684
800-003  [Noova elektrods NON-Stick, widelka 2.4 mimn. jednorazove pouZiti, steriind {#0 kel it g 11498 44584
8O0-G04  [Jehl elekirads NON-Stick, 152 mm, ifidelka 2.4 myn, jednordz. pouli, sterlini (10 ks} fib 9 11484 448584
BO0-005  {Jehl elekiroda NON-Stick, 134 ram., hiidelka 2.4 mm, jednordz. poulit, steriind (10 ks i +] & 14498 44684
800-008 | Bezpeinosing pouzdro, jednordzové poufiti, sterind (100 ks is 16348 44684
800-007 Nofova elekiroda hiidetka 2.4 mm. iednordzoevé pouddl, sterdnd (5 ke 3 17 g 11-458 44684
800-011  |lehiova siektrova. hfidelka 2.4 mm, jednorazové paufit, steriind (5 kej i3 & 11488 44884
800-021  1Xulovs elekiroda. hidelka 2.4 mm, jednordzove poudll, steriin {8 hsy fih 9 11398 44684
800-028 I Nofové elekiroda, Widelks 2,4 o, jedriordzove pouditi, steriini (5 ks i g 11-459 44884
830-030 | Kulovd elekiroda. 136 mm, hiidelka 2.4 mim, jednordzove pouZitl, sterind (10 Ra) i 2 11489 44684
BO1-030 I Rukojet, 7. sw. nuz, (3 2.4 mum, S-kolikove 3 m, s-u, stesiin {50 ks) s 9 11-482 44581
BOZ030 | Rukojet, 2 sw., nus. ¥ 2.4 mm, Bkolikovs & m. s-u. steriind (50 ks b 9 11-484 44881
802-032 | Rukcfe! SHE SHA, 2 sw., knife, 3 m, s-u, steriind {10 pow ) ] ] 11484 44681
803030 | Rukajer. ne sw., nus, 2 24 mm. 3 m, jednordzove pouliti, stenlnt (10 ks} e € 11494 44678
815040 [ Neulrdini slekirnda, 40 om”, nedéiena {100 &5} fib g 11-800 11500
815-07¢ | Meutréini elektroda, 70 om’, nedélens {100 ke i g 11500 11500
815110 | Neutrdlni elekirada, 110 onl. neddlens {100 ks it & 11500 115800
815-140 | Neurdini elsidrods. 140 o, neddlens {100 ks i @ 11-500 11500
818-042 | Neutrdinf glekirnds, 40 omd, delend, EASY {100 ks} th <] 11500 11800
B16-071 I Newdrsind elelitroda, 70 cm?, délend (100 ks i3 i~ 11-500 11500
BIB-0TZ | Neutrdini slektroda, 70 ony’, déteng, EASY (100 ks} i g $1-500 11500
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%GQZ Mewdraind siektroda, 80 om’, ddiena, EASY (100 ks) i 8 11-800 11800
i 8189112 | Newtrainf elekiroda, 110 om®, déleng, EASY (100 ks b ¢ 11-500 11500
W&?E»EM Meutraini elekiroda. 140 o’ détena (100 ke) b g 11-500 11500
B18-181 | Neutdlni elektroca, 160 om®. déians {100 ks) ffis g 11800 15500
816-182 | Newwsind elekiroda. 180 on®, déleng, EASY {100 ks i1} g 11-500 11500
B17-040 | Neutrédni siskiroda, 40 om’, nsdélens, s kabelem 3 m {16 ks} iib g 11-500 11500
817070 | Neutrain elekiroda, 70 o’ nedélena. s kabelem 3 m {15 ks} it @ 11-500 11500
817-110 | Neutrélni elekiroda, 110 om® neddlena. s kabeiem 2 m {18 ke} it g 11500 11505
817-140 | Neutcdini elektroda, 140 om’, neddlena, s kabelem 3 m (15 ks) it i 11-500 11500
B1B-042  INauiraini slekireda, 40 om®, délena. s kabelen: 3 m, EASY {15 ks} b g 41500 11500
818-071 | Neulréini elektroda, 70 o’ délend, s kabeiem 3 m {18 ks} g 2 14560 11500
B18-072  INeutréini elekbroda, 70 ont’, déiens, ¢ kebelem 3 m. EABY {15 ks) i1 g 11-500 1500
B18-082  Neulrdld elskiroda, 80 om®, délens, s kabsiem 3 m. BABY {15 ke o] g 11800 1180¢
818-112 | Neuwtrdini elektroda, 110 cm’, délena. s kabselem 3 ., EASY (15 ks) o] 8 11-500 11843
818-141  Nsutraini slekiroda, 140 om®, délend, s kabelem Jm {15 ks o 4 11-500 11500
B18-181 | Neulraini elekirada, 160 om”, d8lens, s kabelem 3 m {15 ks) ] [ 11-800 115800
BiB-162 | Neutrdinl elekiroda, 160 om’, délend, s kabelem 3 m, EASY {15 ks) tih g 14-500 11500
830-00C [ TissusSeal, hroty elekirody. pHims, czubené, s-u, steriin) (5 sad) o3 8 11-482 44684
830-001 | TissuaSes!, hroty elektrody. pHime. jednordzové poulii, steriini (5 sad) 1 g 14488 44884
830-010  [TissueSeal, hroty slektrody, thlové, czubens, s-u. steriin {5 sad) i ] 14-48% 44084
830-011 [ TissueSeal, tway elekirody, ihiové, jednorézove pouditl, stedinl {5 sad) i 8 11-498 44684
800-000 | Koagulatn! jadnotke ARC PLUS Argon pro ARC 250 7 303 ¢ 350 {REF 800-250) ia 11 17.738 35154
800-001 | Koagulstni jednotke ARC PLUS Argon pro ARC 2507 400 / 350 {REF 900351 HES 1 17-738 38154
800-030 [ Ekwipotencidini pHipojent, 8.5 m i 1 11-498 16802
S00-031 | Ekvipotenciding plipcieni, & m H b 11456 18802
800-03& | Ekvipotencidini ptipojent, 1,5 m { i 14-498 16902
00100 | Elektrochiruegicks jednothe ARC 100 ) ] 11480 480
900-250 | Elektroshirurgioks jednotis ARC 250 ] 2 11480 11480
800-303 | Elektrochirurgicks jednatka ARD 308 o] g 11440 11480
BOD-350 [ Elektrochirurgicks jednotha ARG 250 (REF $00-350) il g 11480 11480
S00-351 | Elektrochirurgicks jednotka ARG 350 {REF 800-351) b 2} 11-480 11480
00-380 | Option LIBATION, pro ARC 350 (REF 800-350) jis] g 11480 11480
900-391  Ophon GastroCut, pro ARC 350 (REF §00-351) il ) 11-480 11480
800-382 [ Qplion Argon / Gastrolut, pro ARG 250 7 303 i g 11-480 11480
900-385 | Option Bipolar ressction, pro ARG 400 {REF 800-351) fib 8 11480 11480
§00-396 1 Option LIGATION, pro ARC 400 (REF 860-261) jisl 9 11480 11480
805-387  {Europe Optior ARC 302 (ERBEAVARTIN pies adapién) fib e 11480 11480
200-398 | Option Ewrops ARC 250 (ERBEMARTIN pres adaplér) i g 11480 11480
S00-38¢ | Option BipolarSmCOAG, pra ARC 400 o) 8 11-490 1480
300-400 | Eteittrochwrurgicks jednotka ARC 400 i 4 11-480 11480
800-901 | Reguldtor tisku, pro ARC PLUS (REF 300-0003, DIN 477 & 6 i) g 13-323 37025
900-802 | Reguiator tisku, pro ARC PLUS [REF 900-000), DIN 477 & 10 il 2 13-323 37028
800-903 | Reguidtor tiaku, pro ARC PLUS {(REF 806-000), DIN 477 &, 580 i g 13323 37028
306-904 Regufdlor tisku, pro ARC PLUS (REF 9006-000), BS 341, &. 3 4 9 13-323 37028
S00-908 | Regulgtor Yake. pro ARC PLUS (REF $03-001) 8 ARC 400, DIN 477 £ 6 fits 9 13-323 37025
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3 lického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne

lako tlumoénik jazyka an
28.2.2002, ¢, 134172002 tvrzujl. Ze preklad souhlasi s textem ptipojend Hstiny.,

g
S

-

e . s .. . ) - [ 1.
Hlumotnicky dkon je zapsan pod pof. & ... L] deniku.

AS a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2 002, T hereby certify that the transiation
1s a literal translation of the attached document.

This interpreting act is entered under Nov: oo of the Journal.

kulaté razitko: Lenky Petrdsovd, tlumocnik jazyka anglického
round stamp. Lenka Petrdsovd, tnierpreter of English language
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List of correspondence between OWI and manufactursr item numbers
Die nachfolgends Tabelle ist ein Anhang an die EG-Konformitéiserkldrung:
The following table Is intended as an annex to the EC declaration of conformity:

“EC Declaration of Conformity. (TF Sec 8, Rev. 37)°

Hersteller/ manufacturer. GVE filter technology
Daturn/ date: 21.08.2014

Die vorstehende EG-Konformitdtserkidrung giit auch fir die nachfolgend aufgefihrier Artikel:

The before mentionad EC declaration of conformily is also valid for the following ifems:

OWi-Artikelnummer Artikelnummer oder -bezsichnung des Herstellers
(OWI item number} (Manufacturer ftem number or nams)
ABBB3 2200/85 Insufflation Filter (Cat 8. Suction Filters)

Datum: 23.12.2014
ersteilt von/ issued by:  Birger Lange  (RA)

Dieses Dokument ist maschinsll erstellf und ist ohne Unterschrift glitig.
This document is fssued auiomatically and valid without signature.

Tolitinan: 0405 | Dieses Formbiat ist Bestandled des Manaosment-Regeiwerks !

Fommbl 1311 ]
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LoPAPIRIDAD ronlacoment machine fitar

f’:ﬂ;} lnsert nad for cat no. 1480
LalZ HME Devices & stlachments for Anassthasia, Respiratory and Oriticsl Dare,
A3FBITEC M Ar’zgiecﬁ HME
433377505 MAXE Angled HME Sterile
43357751 MAXI HME
433377518 MAXE HME Sterile
43337752 MAX] HME
£200/51 Standard HME
BB65/50 Comfort it HME
8667505 Cominrt fit HME STERILE
040750 Shmline HME
8064/751 WD HME
506477518 MIDH Straight HAMFE Sterile
9065%/750 MID! Angled HME
S06S/TES Wit Angled HME Sterile
9DEE/50 ?3%{%35*{(&: Shroline HMEF
G066/751 WMHNE HME
2066/751% WMHNT HME Sterile
SOS7/750 M | Angled HME
a087/750% MINEHME Sterile
SOB0/7R0 M§C8{} Angled HMFE
SORG/7508 MICRO HME Sterile
3085/01 Mea-natal HME tube
8085/0% Neonatal tube
QORE/ 75 MHCRO Lo-Volurne HME
BO85/7515% MICRD Lo-Volume HME Starile
oEO0/RL Trachas! HME
9500/018 Tracheal HMF sterile
BE00/02 Traches!

S500/03 Tracheal Blue HME
SRG0/710 hicro tracheal
9500/7108 fviicre tracheal sterile
S500/750 Micre Trachas!
9500/7508 Micra Tracheal Sterile

Cat 3 HMEF Sltars & attashmants for Ansasthesia Reaoiratory and Crifical Sare,

47447711 MAX! HME Pleat

424477145 MAXt HME Pleat Sterile
4331/01 ECO HMEF

4331/010FK Eeo Mmef With Connectors
4333/01 Eco HMEF

4333/015 Eeo MMEF

4333/018NK Eco HMEF and elhow
433377310 MAK! Angled HMEF
AR33/7105 MAX! Angled HMEF

4323/71% MAX] Straight HMFEF
433377115 MAX! Straight HMFEF Sterile
4333/712 ECO HMEF

4333/7128 ECO HMEF STERILE

43337721 £oo Ranges HMIEF {white foam)
43331781 HMEF Adulf Straight Lid Luer
62007300 Standard HMEF

Doo Rel. TF 8ac & Page zof?

Ravislen 37



5200/3000DK
88656/100
8866/1005
S040/010DK
3041/01
5041/010DK
Q0847100
9064/ 100BNK
9064/711
806477118
B065/710
BORS/710S
9066/711
9086/7115
9067/710
9067/7105
2080/100
5080/ 1008BNK
5080/710
9080/7105
3100/01
3100/02

Catd, Blechostatic flters & ahischments for Arassthesia, Respiratory and Critioa! Cere,

Multi-pleat Std + Catheter
Comfort fit RMEF
Comfort fit HMEF Sterile
HMEF Bagiarial/Viral
Slimiine HMEF
HBALF Bacterial/Viral
Mid] HMEF
‘v?; g1 MMEF

D HMER
\ﬁ%;}i Straight HMEF Stertle
MUD Angled MMEF

MIDH Anglad HMEF Sterile
*\m%ﬁi HMEF

VN Straight FOAEF Sterile
MINE Angled MMEF
MM Angled HMEF Sterile
Meg-natal HMEF
Neo Natal BMEF
MICRO Mini Angled HMEF
MICRO Wini Angled HMEF
Heffreichter

Black Hoffraichter

100/88
1420/01
1420703
14200035
1420/0380K
1420/03B0K
1460/00
1460/04
1460/06
200/88
2800/01
2800/0185K
2800/013MK
2800/01DAK
2800/0LDHK
2800/D1DJK
2800/02
2B00/02BEK
2800/02 BWK
2800/0204K
2800/03
2800/03BFK
2800/03DAK
2800/03DJK
2800/10
2800/ 10DAK
2800/15
2800/17
2800/178EK
2800/17DAK
2800/21
2800/21BFK
3800/22

Doo Bef, TF Sac 8

Feovision 37

Refill pads of Spiroguard
Madguard / 1420-01
Madguard

Medguard Sterile
Medguard + Connector
Medeguard + Connpector Sterdle
High efficiency pad system
High efficlency pad system
High efficiency pad svstem
Refill pads of Spiroguard
Spiroguard

Spiroguard

Spiroguard

Spiroguard

Spireguard

Spiroguard

Spiroguard

Spiroguard

Spiroguard

Spiroguard

Spiroguard

Spiroguard

Spirogusrd

Spireguard

Spiroguard

Spiroguard

Spirpguard

Spiroguard

Spiroguard

Splroguard

spiroguard

Spiroguard

Spiroguard

Page 3 of 7



9800/ 2285K
2800/27 04K
JBOG/30
2800/R1
2800/R10
2800/R2
2RO0/R3
4222701
43222/015
4222702
422370258
4222/01BWK
AZ22/010FK
47329 /02BWK
4222703
42227700
472227701
4222/7018
42227703
4444701
AA44 0L BWK
4444/64
A4B4166
5200/01
5421704
B421/045
5421/04BGK
5421/04RGK
B421/048PK
7000/00
7000/01
TO0GI02
7000/03
TOOO/G4
7000/03%
8866/01
90807700
9080/ 7005
9066/701
5066/7015
8067/700
SO67/7005
a070/01
8070/01s
8070/018NK
9070/01DDK
5071701
8080/01
9080/015

Cat &, Pleated Mechanical filters & attachments for Anaesihesia, Resplratory and Critical Care,

SPHIOGUARD

Spiroguard

Spiroguard ref Schilier

Spireguard Re-usable

Spiroguard Re-usabls

Spirpguard Re-usabls

Splroguard Re-usable

FCO slimiing

ECO slimiine

ECO slimline

ECO slimbing Stesdie

Ero filtar and mouthpisce

Clectret, Luer Lig

Feo Slimline and mouthpiece

ECO stimiine

MAYT Maxd Angled Filter

Fro Maxi Filter

Feo Mayi Filter

WA Maxi Filter

Slimline Bacterial/Virel

Slimline Electrostatic with

Alr Uguids ICARE Silencar

Uttra High Efficiency Slimling

NIOK Bacrerial/Viral Filler

Insufflation

High Flow Insufflation Filver

Hi Flow Insufflation Kit

Hi Flow Insufflation Kt

insuffistion kit with 3M tube

Cushion Face Mask

Cushion Face Mask

Cushion Face Mask

Cushion Face Mask

Cushion Fate Mask

Cughion Faoe Mask

Comfort fit bacterlal/viral

MICRO Angled Filter

MECR{B Angled Filter Sterile
M Filter

M%N | Filter Sterdle

WIN Angled Filter

MHN] Angled Filter Sterile

Pasdiatric Slimline

paediatric siimiine

Pasdiatric slimline

Paadiatric

Paediatric Siimiine

Neo-natal

Neg-nalal

1200/08
1200720
1210/09
1500/02
1500/01
1800/04

Doc Rel, TF S0 8

Revision %7

sytociavable Filter
Autoclavable Filter
Autpclavable Filter
Filtre Hepa Monnal 760
Clinkcal Mebuliser
Compressor filter



3000/03 wApiti-vent

3000704 Muiti-vent tapared
206G/0485¢ Multivent flat top + connactor
3000707 Multi-vent

3000/08 Multi-vant

3000/10 Multivent

3000711 Multi-vant flat top

000712 Muiti-vent fat tog

3000715 002871 MULTI VENT FILTER
3200/08 L4 New Intske Filter
3200/08 &ir Safety refil for FvarFio
3600/01 Welnmani

3700/01 irtake filter

3BES/01 Maxiplent

4220701 Eco maxiplest

4220704 ECO FILTER

4220/0487K E&P DRYLINE INSUFFLATION SET
4220/048VK insuffiation kit

4244701 £C0 maxi-plest

4244/015 ECO maxi-plest - sterile
AZA4F02 Heat exchange, small volume
4244/028 Fro Maxipleat Sterije
4244/02BLK ECO Maxi-plaat

4244704 £C0 roaxi-pleat

42447700 pMaXI Maxi Angled Plaat
42447701 Eoo Maxf Pleat

4244/7015 Eco Maxi Pleat

AZAL] 702 BAANE Maxi Plast

4244/ 7028 MAX! Maud Pleat

G888/01 Maxipleat/Z

BERE/20 maxi pleat

8222701 Maxipleat/1

8444701 Maxipleat/1

8444127 Maxipieat

9R00/01 Minipieat

ages/ol Minipleat

Cat ¢ Laparoscopic Fliters, Kifs and Associated Accessories.

2200/01BCK nsufilation et

2200/258UK Insuffiation Set DENP Free
2200/47 ULPA/Carhon smoke filter
2200/478BBK Smoke Set

2200/478DK Smoke Set

2200/47L Suction Filter

2200/48B1K insufflation Kit

2200/48BIK Insuffiation Kit

A458S Suction trrigation Kit

AABES Suction lrrigation Set

gl 7. Ansesthetle Kits and Assogisted Acposagries,
AG20/40/61 Expandable Tubing with Elhow
BE20/41/61 Expandable Tubing with Flbow
ABZO/42/63 Expandable Tubing with Doulle
ABID/43/61 Expandable Tubing with Double
AB20/60/61 Attachment

A521 Adult Breathing Systern

AB23 ¥ Piace Breathing System

Doe Ref, TF San 2 Page 5 0F 7

Ravision 37
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Cat 8, Veni Fllters

2000/01
2000/02
2000/05
ZO00/08%
2000/08
2000/065
2000/07
Z000/08
2000/05
2000/12
2000/16
2000/17
2000718
2000/20
2000/200
2000/22
2000/25
2000/30
2000431
2000/34
2000435
2000757
2000/38
2000738
2000/42
2000/45
2000/70
2000/701
2000/ 706
2000/718
2000/800
2000/ 18BEK
2000/2580K
2000/45
2000760
2000/7148
2200/01
2000/05BAK
2000/05BAK

Jackson Reas Pasdiatric
mi:% seson T Water's 3:»\“3
Enronoy Ciroult

Vernt fiiter

Vant Filter - Autociavable
Vant Filter

vent Fiter Sterile

Vent Fiter

Yent Filter Sterlie

Vent Filter

Vant Filter
Yent Filter
Vent Filter
YVent Filter

Vent Filter

Vent fitter

Vet Fliter

Oxygen Filter

Maquet transducer filter
Vent filtar

Yent Filter

Yant Filter

Vent fiiter

Vent filter

Yent filter

FIL175-0042

Yent Filter

Vent Filter

Yent Filter - Stryker
Smail anti-bacterial Hiter
Yent Filter

Meps Filter

Vent Fliter

Smoke Evac Filter Puck
Vent Filter + Tube

Vent Filter with Tube
Vent Filter - Stryker
invacare patient flter
Vent Fiiter

insufflation Filter
nsufflation Kit
insufflation Kit

Lat 8 Suction Filters and brigation

2200/05
2200/055
2200/058RK
2200/06
2200/11
2200/15
2200/18
2200/26
2200733
2200/35
2200436

Doc Bef, TF Sac 8
Rovieion 37

insufflation Filter
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ze uvedena abulka je prilchou k prohldsent o shodé E5:

LES prohidsent o shodé, TF See 8. revize 3717

viie uvedend ES prohiaSeni o shod@ je rovnez platné pro nasledujict polozky:

Hatalogové fislo OW] Katalogove &islo nebo pznalen! vyrobes

AS6H3 2200:65 Filir pro profukovact jednotku (kat, 9. odsdvaci filtry)

YVedal Birger Lange vegulatomni zaleZitost)
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Tento dokument se vvdava strojové a je plainy bez podpisu.
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ES Prohidleni o shodé

Prohladujeme. Ze dale uvedené zdravotnické prostfedky jsou v souladu se zdkladnimi pozadavky a
ustanovenimi Smérnice ES 93/42 a naslednyveh zmén (2007/47/EHS). Philohy V harmonizovanyeh
norem a/nebo daldich uvedenvyeh technickyeh norem.

Popis zdravotnickych prostfedka
itoZeného seznamu

Smérnice 93/42/EHS o zdravotnickyeh prostiedeich, prloha V. vyrobky spadaji do tiidy Ha. podle

zékonného piedpisu Spojeného kralovstvi SI 618 2002, BS EN ISO 134835 a dalSich norem
uvedenveh v éasti 3 souboru technickyeh dat spole¢nosti GVS Filter Technology ~ Medical Air

Filtration Division.

Vyvojové a vyrobni etapy jsou v souladu s ustanovenimi systémi Fizeni kvality podie ISO 9041
{certifikat Intertek & 615) 2 18C 13485 (certifikdt Intertek ¢, 615C ).

- .

Cislo certifikdtu vvdal Amtac Certification Services Limited, coZ je ustanoveny notifikovany orgén
$ registradnim C%wk? 1 0473,

Paodpis podpis
generdini Feditel a zdstupes vedeni

Dne 21/85/2814

Doc Ref. TF Sec 8
Ravize 37
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lako tlumodnik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne
28.2.2002. ¢.j. 1341/2002 stvrzuji. ze preklad souhlasi s textem pfipojené listiny.

Tlumoénicky Gkon je zapsan pod pof. €. .. deniku.

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002. 1 hereby certify that the translation
is a literal translation of the attached document.

~

This interpreting act is entered under No.: ... e of the Journal.

Dne/on:

kulaté razitko: Lenka Petra$ova, thunodnik jazvka anglického
round stamp: Lenka PetrdSova, interpreter of English language
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List of correspondence between OWI! and manu

cturer iterm numbers

Eﬁ?‘f

Die nachiolgende Tabelle st ein Anhang an die EG-Konformitdtserkiarung:
The following table Is intended as an annex io the EC declaration of conformity:

EG-Konformitéiserkidrung Laparoskopie Pumpe 05"

Hersteller/ manufacturer, W.O.M. World of Medicine GmbH

Datum/ dafe: 03.08.2014
«%%%/
? Die vorsiehende EG-Konformitétserklarung giit auch fiir die nachfolgend aufgefihrten Artikel:
§ The before mentioned EC declaration of conformity is also valid for the following itemns:
% OWil-Artikelnummer Artikelnummer oder -bezeichnung des Herstellers
J%? (OW! item number) (Manufacturer item number or name)
! ALBEY Olympus Ecopump
§ A4054 Tube set for A40588, A4080, A7663, ASBBE, A40800A,
? A40601A
g A4055 Tube set, reusable for A4058, A4060, A7663, A5889,
i A40800A, A40B01A
{ ALBES Mounting, for Ecopump
§ A40BY Spare membrane for A4055
A

{)a\ia,im' 08.10.2014
erstellt von/ issued by:  Birger Lange (RA)

Dieses Dokument ist maschingli erstellt und ist ohne Unterscheift giiltig
This document is issusd automatically and valid withaut signature.

{ githg ab; 04.08 Dieges Formblat: ist Bestandiell des Manzpemen!-Regelwerks ] Formal 133.1]




Version 4.4

Produ kims*ss andort/Manufacturing Site;
Alte Postsiralie 13, 96337 Lugwigsstadt Germany

erkidrt in a%imég‘xiger Verantwortung, dass das Klasse lis Medizinprodult
deciares on s soie responsibility that the class U medics! device

Laparoskopie Pumps POS / Pump for Laparoscopy POS
{Kundenversion Olympus: Ecopump &»88?}@5@6 mey xfsssmn: Eoopump ABR88)

mit Zubehbr/with accessory

ab der Seriennummer
starting serial number

in Eﬁi}fkung der und in i)bez'einstimrmmg mit den anwendbaren Normen
in fulfiliment of and in compliance with the applicabie standsards

die Grundlegenden Anforderungen der Richtlinien des Rates der Turopdischen Gem msa?@s‘t her

tedizinprodukte, Maschinen und die Beschriankung der Verwendung bestimmter gefihrlicher Stoffe in
Elekiro- und E thgerdten

lektroni
fulfllis the Essential Requirements and is in conformity with the European directives on medical devices,
mamm&m ancf the restriction of the use of %xazarciou& substances

93/4Z/EWE In der Fassung vom 20.03.2010 7 83/42/FEC version dated the 20.03.2010
2ODEJEZ[EEC
2011/65/8U
erfilit.

Diese Erkifrung erlischt zum 31.08.2016/This declaration expires on the 31.08.2016.
Benannte Stelle &er WO, WORLD OF MEDICINE GmbH ist der TUV Rheinland, identifizierb -

ident-Nummer 019
TOV Rheinland is WO?LO OF MEDICINES Netified Body, identifi e{i by code numb-

Berlin, 03.09.2014

VO WORLD OF MEDITINE SobH & ns Sehale, Sliver Lughe
Sz der Gesy A ¢ - HRB 148578 8

Salwder 8,
FORMOGEZ

Seste 1
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Anhang 2u dey f(w‘f ritdtserklarung zu dem Gerét
Attachment i e
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susgestelit am 03.09.2014: miterfasstes Zubehbr
im
£

issued the 03.08.2014: covered sccessories
Artikel — N ; Produktbazeichnung
Ti¥e: ~ N
e Deutsch / englisch
AAD%4 Sehlauchset Hir AAOSR, 44050, ATESE, ASBES,

2 :
wgdar U"*H‘!Qﬁ(ﬁ}ez fir &1}358 A4DRD, ATEER, ASEEY,

=
£
w2
L
it
s
&

5

Tube set, reusable for A405E,

: 2406014
L ALRRER Hatterung fir Stander fir Ecopump ;

sounting, for Ecopump

i AGDBS Ersarz-bembran fir A4085
| Spare membrane for 24005 o

Sats 2




MNiZe uvedena tabulka ie pfilohou k ES prohiaseni o shodé:

=8 prohigsent o shod

D

¥ laparoskopické pumpe POE®

Vyrehee: W.O M. World of Medicine GmbiH

Datum: 03.09.2014

Vyie uvedené prohigaseni o shodée je rovnézZ plainé pro nasledujic! polozky:

Katalogove gisio OW] Katalogové &islo nebo sznadeni vyrobee

A5889

A4054 Sada trublc pro A4058, A4080, A7863, ABBBY, A40800A,
A40801A

A4055 Sada trubic pro A4058, A4060, A7683, ABS8BE, A40600A,
A4DB01A, pro opakovaneg pouZit!

A5888 Lichyika pro Ecopump

- A4069 Nanhradni membréna pro A4055, 10 ks
Datum: 08.10.2014
Vydal Birger Lange {reguiatorni zaleZitostl)
—_—

Tento dokument se vydava strojoveé a je platny bez podpisu.

| Platné od: 04.058 Tento formulal je soutadst managementu kvality  Formular i3l




Verze 4.4

WO M OWORLD OF MEDICINE GmbH
Salzufer 8, 10887 Rarlin, Némacko

Alte Poststrale

timto prohladuie na viastni

Misto vyroby:

11, 98337 Ludwigsstadt, Némec!

zodpovédnost, Ze zdravolnicky prostfedek tidy 1l

Lags::zwzg%gz%@kﬁ pumpsa P08
) 4 verze: Ecop

;} A5839)

1409 CE 001

nebezpelnych latek

Tote prohlddeni plati do 31.08.20

S3/42/EHS 2 20.03.2010
2008/42/EHS
2011/85/EU

Notifikovanym organem spole¢nosti W.O.M. WORLD OF MED
Rheinland, identifikaéni ¢islo 0197.

WOM WORLD OF MEDICINE GmbM
sidio spolednost

Salzufer 8, 10587 Beriin

Formulal 0082

a je v souladu s evropskymi
zdravoini (:%(y& or w:s"m sf’m;ﬂ sh zalizeni & © omezeni pouZivéani nékierve

smérmnicemi o

pogpis neditelny

Dr. Séren Markworth
feditel pro regulatemni zaleZitost

W.OMWORLD OF MEDICINE GmbH

Jednatelé Dr. Clemens Scholz, Oliver Kupks
Amisgericht Charlottenburg ~ HRB 1485 78 B
Reg. &slo podie WEEE ~ DE 80787320

Strang 1



Priloha k prohlddeni o shod¢ ke zdravotnickému prostiedku

#

Ecopump ASESS (interni ndzey projektu: PO5)

Cislo pologky Oznadeni vyrobku
A4(54 Sada trubic pro A4058, A4080, ATBB3E, ABBES, A40600A,
A40801A ‘
A40ES Sada trubic pro A4058, A40B0, A7GB3, ALBES, A40600A,
A40801A, pro opakovang pouZiti
A5888 Lchyika pro Ecopump
A4069 Nahradni membrana pro A4055, 10 ks
VWLOM, WORLD OF MEDICINE GmbH Jednatele: Dr. Clemens Schiolz, Oliver Kupka
sidio spoletnostt Amtsgericht Charloftenburg - HRB 1485 78 B
Salzufer 8, 10587 Berlin Rey. dislo podie WEEE - DE 80787320 Strana 2

Formulaf 0082



Jako tlumoénik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne

28.2.2002. ¢, 134172002 stvrzuji. ze preklad souhlasi s textem pripojené listiny.

Tlumotnicky kon je zapsan pod pof. & AL vidnb deniku.

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002. 1 hereby certifv that the translation
i 4 literal translation of the attached document.

This interpreting act is entered under NOLT cvvvveevviveiiien, of the Journal.
Q 4 ; W oo 7ol
e Dne/on: ... ChaaiviEo

M s kulaté razitko: Lenka Petrdsovd. ilumocnik jazvka anglického
round stamp: Lenka Petrd$ovd, interpreier of English language






da

o U IR e R I e I

BEG-Konformitdtserkldrung

R & IBE

Kuehnstrati 61 (| gemilll Medizinprodukte-Richtlinie 93/42/EWG
D-22045 Hamburg 5 |
Postfach 70 17 09 EC- Declaration of Conformity

D-22017 Hamburg fo Medical Device Directive 93/42/EEC
Telefon: (040) 6 69 66-0 )

Telefax: (040) 6 68 15 91

Wir erkldren hiermit, dafl das Produkt
We herewith declare thar the product

Artikelbenennung; Trokardorn, 4 mm, stumpf
Productname: Trocar spike, 4 mm, blunt
Artikel Nr.: AT0955A

Catalog No.

Ab Ident Nr. os Ne)yo OZW
Beginning with lot No:

Ab Serien Nr.: J—
Beginning with serial No:

den einschlédgigen Bestimmungen der Richtlinie 93/42/EWG tber Medizinprodukte
entspricht.
complies with the requirements of the direciive 93/42/EEC concerning medical devices.

Nr. der benannten Stelle/ No of Notified Body: 0197

Diese Erklérung ist erstellt gemaf:
This declaration is issued according 10:

Anhang II (MDD)  (fiir Produkte der Klasse Ha, Ib, 1T
Annex 11 (MDD)  (for class Ha, IIb, 1] products)

Anhang VII (MDD) (fiir Klasse I) dnnex VII (MDD)  (for class I products)
§14 MPG  (fur Systeme/ for systems)

§14 MPG  (Sonderanfertigungen/ for custom-mades)

LUK O

Zutreffendes ankreuzen! [/ epplicable!

Datum/Unterschrifi: 15.12.2000 B, Lange

Dave/Signature

Sicherheitsbeaufiragier MG/ srurnsg... :senifative

Index:l

Lguiitq ab 0197 Dieses Formblatt 1st Bestandied des Qualislsmaragemenitegelwetks | Formbl. 074 1
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OLYMPUS

WINTER & IBE Prohléseni o shodé ES
Kuehnstralle 61 : Sy et
D-22045 Harmburg | vygan@ v souladu se Sme::ma

93/42/EHS o zdravotnickych
2 OC.Box 7017 08 pr@sﬁedc}ch

D-22017 Hamburg
Tel: {040) 6 88 66-0
Fax: {040) 6 68 15 91

Timto prohla8ujeme, Ze vyrobek

Nézev vyrobku: bodec trokaru, 4 mm, tupy
Katalogové &islo: A70955A
Poclinaje &islem davky: 0ZwW

Polinaje vyrobnim Cislem: -

splfiuje pozadavky smérnice 93/42/EHS o zdravotnickych pfistrojich.

Cislo notifikovaného orgénu: 0197

Toto prohlageni se vydava podie:

L] Prilohy I (MDD) (pro vyrobky tidy lia, iib, Hh
X Prilohy VIt (MDD) (pro vyrobky tfidy 1)
] 8§14 MPG (pro systémy)
[J  §14 MPG (pro vyrobky na zakazku)
4 Vhodne zakfizkujte!
Datum/Podpis 15.12.2000 B. Lange podpis nelitelny

Zastupce vedeni

! U Index: 1

i

| platné od 01.97 | Tento formuldf je soutasti managementu kvality | Formulsr 074.1




Jako tlumotnik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne
28.2.2002. ¢.i. 134172002 styrzuii. ze pieklad souhlasi s textem pripojené listiny,

&

Tlumocnicky tkon je zapsén pod pof. & .4 ns 0 deniku.
3 i

As a sworn interprefer of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002. 1 ereby certify that the transiation
is a literal translation of the attached document,

This interpreting act is entered under No.: oo of the Journal.
Dnefon: ol e,

e e & w2 LW Y G

kulaté vazitko. Lenka Petrda: “Humocnik jazvka anglickébo
round stamp: Lenka Petrdsovd, interpreter of English language

i

Ry






Leclaration of Conformity

RZ Medizintechnik GrmbH

Unfer Hasslen 20

g e
BH32

! Tuttlingen, Cermany

rerswith desiare under our sole responsibility, that foliow ing products

general surgical instruments class | rule 8
sferitization containers class | rule 1
arthroscopic punches class i rule 6

ADD 93/42/EEC annex 1X,
have been menufactured under consideration of European Medical Device Directive 93/42/EEC,

annex Vi The Products are conforming to the Essentizl Requirements of the Medical Device

Owective 83/42/EEC Annex | and may therefore be placed inic market, labelled with i i The
assessment of the devices according to MDD 83M2/EEC, Armex VI has baen performad

ole responsibility

fiher we herpwith declare that we have esteblished s technical documentation according to MDD
ZIEEC, annex VI

Yahdity of this Declaration of Conforrty until 28.08 2018

Date QM-Manager




RZ Mediziziechmk
Gmnbi

echmikoom

sromtechndt b, Unter Hasslen 20, D-78532 Tuttlingen

Prohldsent o shode

RZ Medizintechnik GmbRE
Unter Hasslen 20

3332 Tuttlingen

-umie prohlasujeme s plnou zodpovednost, Ze nasleduijicd vrobky

obecne chiru rgickée nastroje tHida 1 norma o
- sterilizadni kontejnery Hida 1 norma
artroskopické kleste tiida ] norma 6

Sl MDD 83/42 BHS priloha IX,

'v vyrobeny s ohledem na Evropskou smérmici o zdravotnickych prostredcich 93742 EHS,
ha VIL Virobky jsou ve shodé se zakladnimi poZzadavky Smérmnice o zdravotnickych

T

Posuzovani shody prostfedkd podle MDD 93/42 EHS, pifloha VII bvlo provedeno s nagi
vvhradnf odpoveédnosti.

Dale zéroven prohladujeme, Ze jsme dle smérnice MDD 93/42 BHS, priloha V11, vytvofili
techmckou dekumentaci,

riatnost Prohlageni o shodé je do 28.06.2018

RZ MEDIZIIBCHNIK
GmbH
Podpis nedt
Kontakiy

sk
31

&

Oblastni manazer prodeje

Certifikatni systém SWIES
15013465

5

Heutkovni detaty




TLUMOCNICK S cE TTInI o iTTTogoeonime

nutim Krajského soudu v Ceskych

Jako tlumotn: T oles L5 27y
Budéjovicich zs z-& 2 % 1107 -=x F 477 rauli, Ze preldad souhlasl s textem

piipojeng list.re

uthorized interpreter of English language,
?, 2008 of the City Cowrt Ceske
ity corresponds with the document

eertify hersv
appointec !
Budejovice =
attached.

TR SURE deniku,
_.of the diary.

V Ceskych Budéjovicich /n Cased Suoécice

w2l






DECLARATION OF CONFORMITY(MDD)

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

2. Address 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan
d. Model OLYMPUS CLV-180

4, Name of product EVIS EXERA I XENON LIGHT SOURCE

5. Serial or Lot No. from 7100116 to

6. Classification Class 1la

7. Authorized representative in EU

Name Olympus Buropa Holding GmbH

“% Address Wendenstr. 14-18 20087 Hamburg, Germany

Vie hereby declare that the above mentioned product complies with the reguirements of EC
iirective 98/42/EEC(MDD)under the sole responsibility as a legal manufacturer. This Declaration of Conformity is
vilid in manufactured devices with the above Serial/Lot number.

‘l%éus declaration is based on : MDD, Annex 11.3
& Notified Body Approval

Issued by TUV Rheinland LGA Products GmbH (0197

b

Address Tillystrasse 2, 13-90481 Niwrnberg, Germany

3

§ Applied Standards Refer to the Essential Requirements Checklist for above mentioned product.

=

»"ﬂj

Place 2951 Ishikewa-cho. Hachioji-shi, Tokyo, dapan
Signature —
Name Seiva Raiin v

General Manager,
Title Regulatory Affairs & Quality Assurance Department
Date 2011/12/21

[N-0IS8 D28001 Appendix 3]



PROHLASENI O SHODE (MDD)

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.

2. Adresa 2951 ishikawa-cho, Hachicji-shi, Tokyo 192-8507 Japonsko
3. Model OLYMPUS CLV-180

4. Nazev vyrobku EVIS EXERA 1} XENON LIGHT SOURCE

5. Sériové ¢ nebo £ Sarie od 7100116 do

6. Kigsifikace tfida lla

7. Autorizovany zdstupce v EU
Ndzev Olympus Europa Holding GmbH

Adresa Wendenstr. 14-18 20087 Hamburg, Némecko

Jako prévoplatny vyrobcee potvrzujeme timto na svou wiutnou zodpovédnaost, fe vyée uvedeny
vyrobek splfiuje poZadavky Naffzeni EU £ 93/42/EEC(MDD). Toto prohiddeni o shodé je platné u
zdravotnickych prostfedk{ vyrobenych pod vyie uvedenym sériovym &islem/Cistem 3arZe.

Toto prohidSeni vychazi z: MDD, pfilohy 1.3

8. Schvalen! notifikovanym Ufadem
vydane kym TOV Rheinland LGA Products GmbH (0187)

adresa Tillystrasse 2, D-80431 Niirnberg, Némecko
9. Aplikované standardy Viz seznam zakladnich pozadavk{ pro vyie uvedeny wrobek,
Misto 2951 ishikawa-cho, Hachioji-shi, Tokyo, laponsko
Podpis podpis necitelny
Iméno Seiya Raiju
Titul Generainl manazer,

Oddéleni regulalnich zélefitost! & fizeni kvality

Datum 2011/12/21

{N-OIS D28001 priloha 3)



¢

TLUMOCNICKA DOLOZKA

Jako tlumoclnik jazyka anglickeho a ruského, jmenovany rozhodnutim Krajského
soudu v Hradci Kralové ze dne 23.09.1994, ¢j. 1071/94

timto potvrzuji,

ze pfeklad doslovne souhlasi s textem pfipojeného dokumentu.

Tlumocnicky Ukon je zapsén pod pofadovym &islem &

Dne: 40 4y noii

Razitko a podpis tlumognika







DECLARATION OF CONFORMITY(MDD)

1.

2

a.

s

3

[ S

Manufacturer

. Address

Model

. Name of product
. Serial or Lot No.

. Classification

Name

Address

h
\%e hereby declare that the above mentioned product complies with the requirements of EC

\irective 93/42/EEC(MDD)under the sole responsibility as a legal manufacturer. This Declaration of Conformity is
VE Lid in manufactured devices with the above Serial/Lot number.

OLYMPUS MEDICAL SYSTEMS CORP.

2981 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan

OLYMPUS CLV-180

EVIS EXERA III XENON LIGHT SOURCE

from 7100116 to

Class [la

. Authorized representative in BU

Olvmpus Buropa Holding GmbH

Wendenstr. 14-18 20097 Hamburg, Germany

'Igh;s declaration is based on : MDD, Annex I1.3

G

) Notified Body Approval

)
f{
4
|

Issued by
Address

. Applied Standards

Place
Signature
Name
Title

Date

TUV Rheinland LGA Products GrabH (0187

Tillystrasse 2, D-90421 Nirnberg, Germany

Refer to the Essential Requirements Checklist for above mentioned product.

2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan

e

|

PRNISISSEPY

Seiya Raliu

General Manager,
Regulatory Affairs & Quality Assurance Department

2011/12/21

[N-OIS D28001 Appendix 3]



PROHLASENI O SHODE (MDD)

1.

Vyrobee

Adresa

Model

Nazev vyrobku

Sériove & nebo & Sarie
Klasifikace

Autorizovany zéstupce v EU
Nazev

Adresa

OLYMPUS MEDICAL SYSTEMS CORP,

2851 Ishikawa-cho, Hachioji-shi, Tokyo 182-8507 Japonsko

OLYMPUS CLV-180

EVIS EXERA H XENON LIGHT SOURCE

od 7100116 do

tfida la

Clympus Europa Holding GmbH

Wendenstr. 14-18 20087 Hamburg, Némecko

Jako pravoplatny vyrobee potvrzujeme timto na svou wluénou zodpovédnost, fe wie uvedeny
vyrobek splfiuje poZadavky Nafizeni EU &. 93/42/EEC{MDD). Toto prohidieni o shodé je platné u
zdravotnickych prostfedk vyrobenyeh pod vyse uvedenym sériovym &slem/&islem Sarse.

Toto prohid8en{ vychazi z: MDD, piilohy 11.3

8. Schvéleni notifikovanym dfadem
vydano kym TOV Rheinland LGA Products GmbH (0197)

3.

Misto

Podpis

Iméno

Titul

Datum

adresa

Aplikované standardy

Tillystrasse 2, D-80431 Nirnberg, Némecko

Viz seznam zékladnich poZadavkd pro vwie uvedeny wrobek.

2951 ishikawa-cho, Hachioji-shi, Tokyo, Japonsko

podpis necitelny

Seiya Raiju

Generaini manaier,
Oddéleni regulanich zdlefitost] & Fizen{ kvality

2011/12/21

{N-CIS D28001 priloha 3)



TLUMOCNICKA DOLOZKA

Jako tlumolnik jazyka anglického a ruského. jmenovany rozhodnutim Krajského
soudu v Hradci Kralové ze dne 23.09.1994, ¢.j. 1071/94

timto potvrzuji,

ze pfeklad doslovné souhlasi s textem pfipojeného dokumentu.

Tlumocnicky Ukon je zapsén pod pofadovym &islem ®

Dne: A 1y ot

Razitko a podpis tlumoénika







¥

DECLARATION OF CONFORMITY(MDD)

1. Manufacturer CLYMPUS MEDICAL SYSTEMS CORP. .
2. Addresé 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan
3. Model | éLYMPUS CLV-8190

4. Name of produet VISERA ELITE XENON LIGHT SOCURCE

5. Serial or Lot No. from 7100043 to

6. Classification Class I

7. Authorized representative in EU

EName Olympus Europa Holding GmbH
% % Address Wendenstr. 14-18 20097 Hamburg, Germany

We hereby declare that the above mentioned product complies with the requirements of EC
¢ Directive 93/42/EEC(MDD)under the sole responsibility as a legal manufacturer. This Declaration of Conformity is
{¢ valid in manufactured devices with the above Serial/Lot number.

- This declaration is based on : MDD, Annex VII

o

. & Applied Standards

Refer to the Essential Requirements Checklist for above mentioned product.

Place 2881 Ishikewa.cha Hachioii-shi, Tokyo, Japan
%;é Signature
. Name Seiva Raiy..
Genersl Manager,
Title Regulatory Affairs & Quality Assurance Department
Date 2011/08/28

[N-OIS D28001 Appendix 2]



Prohlageni o shodé (MDD)

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.
2. Adresa 2951 Ishikawa-cho, Hachioii-shi,
Tokio 192-8507, Japensko
3. Model OLYMPUS CLV-S190
4. Nazev vyrobku XENONOVY SVETELNY ZDROJ VISERA ELITE

5. Cislo série nebo davky  od 7100043 do

6. Klasifikace Trida |

e em———— o~

7. Auteorizovani zastupci v EU

= Jméno Olympus Europa Holding GmbH
Adresa Wendenstr.14-18 20097 Hamburk, Némecko

Timto prohladujeme, vé&domi si své vyhradni odpovédnosti jako
opravnéného vyrobce, Ze vyse uvedeny vyrobek splfiuje poZadavky
Smérice ES 93/42/EHS (MDD). Toto prohlaseni o shodé plati pro
vyrabéna zafizeni s vy§e uvedenym seriovym &islem nebo &islem davky.

Toto prohlaseni je zaloZeno na: MDD, priloha Vil
8. Pouzité normy

Viz seznam zékladnich poZadavk( pro vysSe
uvedené vyrobky.

Misto vydani: 2951 Ishikawa-cho, Hachioji-shi, Tokio. Japonsko

Podpis: podpis nediteiny

Jméno: Seiva Raiju

Funkce: generalni feditel. requlatorni zélezitosti
oddéleni zajistovani kvality

Datum: 29/08/2011

[N-OIS D28001 Pfiloha 2]



jako tlumoénik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne
28.2.2002, &j. 1341/2002 stvrzuji, Ze preklad souhlasi s textem piipojené listiny.
Tlumodnicky tkon je zapsan pod pof. ¢. Al ... deniku

As a sworn interpreter of English language appointed by a decision of the Regional Court
in Ostrava dated February 28, 2002, ceference No. 1341/2002, 1 bereby certify that
the translation is a literal translation of the attached document.

This interpreting act is entered ander NO.o . ovvrressreeene... OF the Journal.
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DECLARATION OF CONFORMITY(MDD)

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

2. Address 2951 Ishikawa-cho, Hachioii-shi, Tokyo 182-8507 Japan
3. Model OLYMPUS CV-190

4. Name of product EVIS EXERA III VIDEC SYSTEM CENTER

5, Berial or Lot No. from 7160129 to

6. Classification Class I

7. Authorized representative in BU

Name Olympus Burepa Holding GmbH

Address Wendenstr. 14-18 20097 Hamburg, Germany

We hereby declare that the above mentioned produet complies with the requirements of EC
Directive 83/42/EECMMDD)under the sole responsibility as a legal manufacturer. This Declaration of Conformity is
vahd in manufactured devices with the above SerialfLot number.

8, Applied Standards

i

/

|

P

é This declaration is based on : MDD, Annex VII
% Refer to the Essentizl Reguirements Checklist for above mentioned product.
4

i

Place 2951 Ishiks - Weekicii.chi Takve, Japan

Signarare p -
Nane Seiya Rajju

General Manager,
Title Regulatory Affsirs & Quality Assurance Department
Date 2011712721

[N-0I8 D28001 Appendix 2]



Prohladeni o shodé (MDD) OLYMPUS

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.
2. Adresa 2951 Ishikawa-cho. Hachioji-shi,
Tokio, 192-8507 Japonsko
3. Model| OLYMPUS CV-190
4. Nazev vyrobku EVIS EXERA 1Il VIDEOPROCESOR
5. Cislo série nebo davky od 7100129 do
8. Klasifikace Tiida |

i e

7. Autorizovani zastupci v EU

Jméno Olympus Europa Holding GmbH
Adresa Wendenstr. 14-18. 20097 Hamburk. Némecko

Timto prohlagujeme, védomi si své vyhradni odpovédnosti jako opravnéného vyrobee
Ze vySe uvedeny vyrobek spliuje poZadavky Smérnice ES 93/42/EHS (MDD). Toto
prohiaseni o shodé plati Pro vyrabéna zafizeni s vyse uvedenym vyrobnim &islem /
Cislem davky.

Toto prohiadeni vychazi z: MDD, Pfiloha Vi

8. Pouzité normy: Viz seznam zakladnich pozadavk{ pro vy§e uvedeny vyrobek

Misto 2951 Ishikawa-cho, Hachioji-shi, Tokio, Japonsko ~

Podpis _podpis neciteiny

Jméno Seiya Raiju -
generaini feditel

Postaveni regulatorni zéleZitosti a oddéleni zajistovani kvality

Datum _21.12.2011

[N-OI8 D28001 Priloha 2]
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Jako thumodnik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne
28.2.2002. &.}. 1341/2002 stvrzuii, Ze prcidad qsuh%as; s textem pfipojené listiny.
Tlumoénicky tkon je zapsan pod pof. ¢. : .. deniku.

As a sworn interpreter of English language appointed by a decision of the Regional Court
in Ostrava dated February 28, 2002, reference No. 1341/2002, 1 hereby cerntify that
the translation is a literal translation of the attached document.

This interpreting act is entered under No.:........................ of the Journal.







Notifikovana qscba ¢ 1023
INSTITUT PRO TESTOVANI A CERTIF IKACI a.s.

Ziin,Ceska republika ~ www.itczlin.cz

ES CERTIFII

¢. 13 0723 QS/NB

vydany v souladu se Smérnicl Rady 83M2/EHS ve znéni pozdéjich pfedpisl, ktera je pfevzata
Nafizenim viady Ceské republiky & 336/2004 Sb., potvrzuje, 2e vyrobek — zdravotnicky prostfedek
klasifikagni thidy iib

DICOMPASS

vyrabény spoletnosti

MEDORO s.r.o.
Hraniéni 10, 530 03 Pardubice, Ceska republika

je vyrébén za podminek spliftujicich pofadavky na systém jakosti, definované ve Smérnici Rady
93/42/EHS, v pfiioze |, Slanku 3.2

U vy8e uvedeného vyroblu provedia Notifikovanag osoba €. 1023 audit zaméfeny na navrh 2 vyvoy,
vyrobu 2 kontrolu certifikovaného vyrobku ve spolefnosti vyrobce. Nofifikovand osoba & 1023
schvalila systém jakosti a pribé&iné dohli2] nad jeho fadnym fungovéanim v souladu s &lanky 3.3 a 5.
pfffohy Il Smérnice 83/42/EHS. Podrobné popisy prvkd systému, poZadavk( a opatfenl udinénych
vyrobcem jsou uvedeny v zavéredném protokolu £. 8036019851/2013, ktery je pfiloZen k tomuto
Certifikatu.

Podminky pouditi certifikéty e souvisejici informace:

1. Vzlahuje se pouze k systému jakosti, provozovanému ve vyrobé vie uvedenych modeld a nenahrazufe
postupy plezkoudeni typu nebo plezkouméni ndvrhu, fsou-ii pro tyto virobky stanoveny.

2. Tento certifikét zustévé v platnost], pokud nedojde ke zméném vyrobnich podminek nebo systému jakost,
nejdéle viak do 14. srpna 2018,

3. Piatnost Certifikétu je podminéna Kladnymi vystedky pravidelnych dozorovych auditd.

4. Po spindni releventnich poZadavk EU fegislativy vyrobce opatfi kaidy zdravotnicky prostiedek vyse
wvedenych modeld oznadenim CE podie nésledujictho vzoru;

1023

Vydéno ve Ziing, 15. srpna 2013

RNDr. Radomir Cevelik
pfedstavitel Notifikované osoby €. 1023






EC -

JECLARATION OF CONFORMITY

EG - KONFORMITATSERKLARUNG

Manufacturern:
Hersleder

Product designation:
Frodukibereichnung.

Article (REF) No. 7 Article name;

Olympus Surgical Technologies Burepe
Olympus Winter & lbe GmbH

P

Kushnstr 81722045 Hamburg / Germany
PO Box 70 17 08/ 22017 Hamburg / Germany

Phone: +49 (40} 6 88 66-0 / Fax. +48 (40) 6 B 68.2108

Video Teleskop

Vides telestope

Biehe List of related items
soe fist of redated ifems

Artip] (REF! Ny, / Artikeiname.

Beginning with Serigl No. / Lot Siehe List of related items

Beginnend mit Senen Nr. 7 ot

Product classification:
Progukiikiessifimerung

Medica! devi fass Ha (A 1X { Hule 8} / ¢ ¥
sdica! device class Hz (Annex ule 83 i%{}gg{

Medizinprogult der Klasse e iAnnang X7 Regel 6

This declaration was made in solo responsibility of the manufacturer,

These Erldérung wurde in alfeiniger Vergnlwortung tes Herstelters srotelis

The stated product complies with the requirements of following Europesn Directives:
{Jas angegebene Produkt erdillt die Anforderungen der folgendes Ewopdischen Richtfmen:

Medical Device Directive

Modizinproduiianichtime

The declaration is based on: BILLEEC | Annex |

*
Dip Edkigrung beziehl sich aul GIMEEWE 7 Apnex I

SREZIEELC ! Anmex | Medical Device Directive

QAMEBEWG 7 Armex 1 Medizmprodulterichifine

/
;é
|
f
;
|

Matified body
for products of class is. im Hla i
Benanste Stelle

fiir Progukie dor Kipsse s b, Hg iy

TUV Rheinland LGA Products GmbH
Tiftystrale 2. 30431 Nlmberg, Germany
Registration-No /Mr 187

jaN]

Flace, Date:

Ot Datusy

Hamburg, 221

Signature;
{ntersohrifi

Depariment Manager Reguiatory Anae s
Jan-hlichael Kriger

DociD  DOC_100-085-188 de-en_00

o Basic Temp 1D GTEMP 0.1 032 ende w1
Belongs 1o GO GOR.03.03

Olympus Surgical Technologies Europe Page 1 af 3



ATTACHMENT 1
Anhang 1

The EC-Dectaration of Conformity is valid for the following arficles
Lg & G-Konformutdlesriddrung (5 gult fiir die folpenden Artikel,

Product designation

Produlibezsichnung

Viceo telescope. 10 mm. 0

° RAL. autoslavable

Video telescope, 10 mm, 05, NTSC, autociavable

Video tslescope, 10 mim, 307 PAL &

<

mm. 307 NTSC,

<

Video telescope, 1
Video telescope. 5

Video felescope, 5 mm, {5 NTSC au

ulnclavabie

aulociavable

mm, §° PAL, autociavabls

taclavahie

Vidso lelescope, § mm. 307, PAL, sulocisvable

Video telescope, 10 mm, 30°

o8 "EndoEYE

Video te§e,c
avable

e, aulo

Video telescope "EndoBEYE” 10 mm
patible, aulociavable

Video ielescope "EndoEYE" 10 mm,
natible, sulociavable

Video telescops "EndoEYE™ 10 mm,
patible, autoclavable, long

Video telescope "EndoEYE" 10 mm,
HD compativle, aociavable

Video telescope "EndoEYE",
patible, autoclavable

10 mm,
Video telescope "EndoEYE" 10 mm,
palible, autoclavabie, long

Video telescope "EndoEYE” 10 mm
HD compatibie, autoclaveble

Video telescope "EndoEYE" 10 mm,
paiible, autoclavable, long

Video tglescope "EndoEYE”, 10 mmn,
patible, autoclavable, long

DociD DOC_100-084-158 de-en_00
Helongs o OO GOP03.03

. PAL, sulnclavable, long

Yot . §° PALL HD compat-

L 07 NTSC, HD com-

307, PAL, HD com-
30°, PAL, HD com-
3G°, 250 mm. PAL,
307, NTEC, HD com-

30°. NTSC. HD com-

300 250 mm, NT8C,

45° PAL, HD com-

48" NTSC, HD com-

HArticle (REF) Mo,/
Article name
Artibet (REE) Ny 2

Antihainame

ABOUODA
ABGOOTA
ABOD0OZA
ABOGU3A
ABG0ZOA
ABDUZA
ABQ02Z2A
WAS00D02L
WASOO 104

WASGOT1A

WASDOT2A

WABCO1ZL

WASOD1ZT

WASDDT13A

WAS0013L

WASD013T

WAS00T4L

WASDOTEL

Beginning with
Serizl No. /Lot
Beginnend mit
Serien Nr /Lot

gi}{jv‘ {

200038
200101
300001
200081
200048

8500001

800021

800655

805462

BO0480

800454

Basic Temp 1D GTEMP _0.1_032_en-de_ v

Olyrnpus Surgioal Technologies Surppe

Page 2 ¢f 2
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G e

Video tedescope "EndoEYE" 8 mm, 07, PAL, sutoclavabie

Video lelescope "EndoEYE®, 5 mm. 0° NTSC, sutociava-
ble

Video telescope "EndoEYE" 5 mm. 30°, PAL, autociavabile
Video telescope "EndoEYE® 8 mm, 30 PAL. avtociava-
ble, short

Video telescope "EndoEYE" 5 mm. 30°. NTSC. autociava-

Video telescope "EndoEYE®, 8 mm. 30°, NTSC. autociava-
e, short

den talescope "EndoEYE LS 5 mm. 307, PAL. auto
clavable

o

Video telescope "EndoEYE LS", 5 mm, 30°, NTSC. auto-
clavable

YVideo elescope "ENDOEYE HD Y 10 mm, §°, autociava-
big

Video telescope "ENDOEYE HD I 10 mm, 30° auto-
ciavable

Viceo telescope "ENDOEYE HD I 8.4 mm. 0°, autoclava-
bie

Video teiescope "ENDOEYE HD I, 5.4 mm. 30°, suto-
clavable

Video telescope "ENDOEYE 30", 10 mm, §°
YVideo telescope "ENDOEYE 307, 10 mm, 30°

OP video iglescope. 10 mm. 5.2 mm channel, PAL, aulo-
ciavable

OF video telescope, 10 mm, (°, 5.2 mm channel, NTSC,
autoclavable

WABONZ0B

WALO0218

WABGUZ22E

WASDDZER

WABGD40A

WAGBODAZA

WASO0S0A

WABG0EZA

WASODBOA
WAS0082A

WASO1Z0A

WABD1Z1A

615201

601256

608222

813102

627803
527823
500238

401778

Basic Temp 1D CGTEMP_0.1_032_en<de_viH

Page 2

of
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ES PROHLASENI O SHODE

Vyrobes: Olyvmpus Surgical Technologies Europe
Olivmpus Winter & The GmbH

Kuehnsir. 61 7 22045 Hamburk - Némecko

P.OBox 70 17 09722017 Hambuwrk / Némecko
Telefon: 49 (40) 6 69 66-0 ' Fax: 49 (40) 6 69 66-2100

Oznalenf viroblan Videoteleskop
€. poloiky / nidzev poloZky: viz seznam souvisejicich poleZek

Polinaje Cislemn série / dévky:  viz seznam souvisejicich poloZek

Klasifikace virebku:

Zdravotnicky prostfedek tFidy {Ia (PFiioha IX / Pravidio 6)

o .
CEQO187
Toto prohidfeni bylo ulinéno na zakiadé vWhradni odpovednoesti vyvobee,
Uveden? virobek spifiuje pofadavky téehto evropsiich smérnic:
Toto prohlasent je zalofeno nar 93/4Y/EHS / Priloha [I Smirnice o zdravoinickych prostfedeich
93/42/EHS / Priloha 1 Smirnice o zdravotnick{ch prostiedeich

Notifikovany organ TUV Rheinland LGA Products GmbH
pro vyrobky tidy Is. Im. Ha. 1T TilivstraBe 2. 90431 Norimberk. Némecko
Registracni ¢islo 0197

Misto, datum: Hamburk, 22.12.2016
Podpis:
fedite] pro regulatorni zéleZitost
Jan-Michael Kriiger .~
IC dokumentu: DOC_100-064-136_de-en_00 3¢

Patfi do GOP GOP03.03

zékladni sablonv: GTEMP_0.1_032_en-de_v01

Olvmpus Surgical Technologies Furope

Strana i 2 3



L5 A%
(%

PRILOHA 1

ES ProhlaSeni o shodé platf pro ndsledujici poloZky:

Oznadeni vivebku

C. poloiky /
Nézev polofhky

Polinaje Cislem
serie / davhky

kompatibiini, autokldvovatelny, dlouhy

Videoteleskop, 10 mm, 0. PAL. autokldvovatelny AS0000A 200671
Videoteleskop, 10 mm, 0" NTSC. autokldvovatelny AS0001A 200039
Videoteleskop. 10 mm. 30", PAL. autoklavovatelny ASODOZA <0010
Videoteleskop. 10 mm. 30°. NTSC. autoklivovatelny ASO003A 300001
Videoteleskop. 5 mm, 0. PAL, autokldvovatelny ASD020A 200081
Videoteleskop, 5 mm. 0. NTSC. autolavovatelny ASOO21A 200048
Videoteleskop. 3 mm. 307, PAL. autoklavovatelny AS0022A 300605
Videoteleskop, 10 mm, 30°, PAL. autoklavovatelny. dlouhy WAS0002L 400401
Videoteleskop EndoEYE", 10 mm. 0. PAL. HD kompa- WASOG10A 600036
tibilnd, autoklavovateiny
Videoteleskop .EndoEYE™, 10 mm. 0°. NTSC. HD kompa- WASO0TIA 600001
tibilni, autoklévovatelny
Videoteleskop ,EndoEYE™. 10 mm, 30". PAL, HD kompa- WASOOI2A 600021
iibilni, autokldvovatelny
Videoteleskop .EndoEYE™, 10 mm, 30", PAL, HD kompa- WASQOI2L 600476
tibilni, awoklavovatelny, dlouhy
Videoteleskop .. EndoEYE™, 10 mm, 30" 250 mm. PAL. WASOOIZT 605452
HD kompatibilnd, autoklédvovatelny
Videoteleskop .EndoEYE™ 10 mm, 307 NTSC. HD WASOOI3A 600014
kompatibilni, autoklavovatelny
Videoteleskop LEndoEYE™, 10 mm. 30°. NTSC, HD WASOOI3L 600655
kompatibilni, autokldvovatelny, dlouhy
Videoteleskop .EndoEYE™. 10 mm. 307, 250 mm. NTSC. WAS0013T 605462
HID kompatibilni, autokldvovatelny
Videoteleskop EndoEYE", 10 mm. 45°. PAL, HD WASOD 4L 600480
kompatibilni, autoklévovatelny, diouhy
Videoteleskop .EndoEYE®, 10 mm, 45", NTSC. HD WASQO1SL 600434

1C dokumentu: DOC_100-064-156_de-en_00
Patii do GOP: GOP-03.03

IC zakladni Sablomyt GTEMP_0.1_032_en-de_v01

Obympus Surgical Technologies Europe

Strang 2 2 3




Videoteleskop ..EndoEYE"
autoklavovatelny

5 mm.

0. PAL,

WAS00Z0B

615201

autoklavovatelny

U5 mm.

0", NTSC.

WAS00ZIB

601256

Videoteleskop EndoEYE™
autoklavovateiny

LS mm.

30°, PAL.

WAS0Z2B

601206

Videoteleskop EndoEYE"
autokldvovarelny. kratky

5 mm.

307, PAL.

WASG022S

601210

Videoteleskop EndoEYE",
autokldvovatelny

5,

30°.NTSC,

WASOO23E

601260

Videoteleskop ..EndoEYE",
autoklévovatelny, kratky

LA

mm,

30° NTSC,

WAS00238

603029

Videoteleskop EndoEYE L

autoklavovatelny.

S*. 5 n

1, 30°. PAL.

WASH024B

608024

Videoteleskop .EndoEYE LS. S mm, 30°. NTSC.

autokidvovatelny.

WASO02SE

608232

Videoteleskop ,.EndoEYE HD 1™,

autoklavovaielny,

10 mm. 0%

WAS0040A

613102

Videoteleskop EndoEYE HD I

autokldvovatelny,

‘10 mm, 30,

WASOD4ZA

513167

Videoteleskop LEndoEYE HD I¢

autoklavovateiny.

A mm 0,

WASGOS0A

Videoteleskop . .EndoEYE HD 1.

autoklavovatelny.

]

Y
Amm, 300,

WASG0SZA

Videoteleskop LEndoEYE 3D . 10 mm, 0"

WASDOBOA

627893

Videoteleskop .EndoEYE 3D . 10 mm. 30"

WASN082A

627823

]

OP videoteleskop, 10mm. 3 2mm kandl, PAL, auto-

klavovatelny

WAS0IZ0A

500236

OP videoteleskop. 10mm. 0", 3.2nun kanal, NTSCE. auto-

klavovatelny

WASQIZIA

IC dokumentu: DOC_100-064-156_de-en_ 00

Patfi do GOP: GOP-03.03

{ 7ékiadni fablony: GTEMP_0.1_032 en-de 0]

Olvmpus Surgical Technologies Europe

Strana 3 2 3



ES PROHLASENI O SHODE

Vérobee: Glympus Surgical Technologies Europe
Clvmpus Winter & tbe GmbH

Kuehnstr. 617 22048 Hamburk 7 Némecko
BOBox 70 17 09722017 Hamburk / Némecko
Telefon: =49 (40) 6 69 66-0 7 Fax: =49 (401 6 69 66-2109

Oenadfent viroblku: Videoskop
‘ €. polaZky / ndzev polaZky: viz seznam souvisejicich poloZek

Polinaje &islem série / ddvky:  viz seznam souvisejicich poloZek

Klasifikace virobhu Zdravotnick? prostPedek tfidy Ha (PFiloha IX / Pravidlo 6}
& C€0197
. Toto prohigfent byvlo ulinéno na zdkladé vihradni odpovédnosti virobee,
Uvedeny virebek spiiuje poZadavky téchto evropskych smérnic:
Toto prohlafeni je zaloZeno na:  93/4Z/EHS / PHilcha U} Smérpice o zdravoinickyeh prostfedeieh
G3/42/EHS / Priloha U Smérnice o zdravotniekyeh prostfedeich
Notifikovany organ TUV Rbeinland LGA Products GmbH

pro verobky tHdy Is, Im, Ha, U Tillystrafie 2. 90431 Norimberk, Némecko
Registragni ¢sio 0197

Misto, datun: Hamburk, 22.12.2016

Podpis: bt
Feditel pro regulatorni zélezitosti
Jan-Michael Kriiger |

iC dokument: DOC_100-064-156_de-en_00 1 zakladni Sablony: GTEMP_0.1_032_en~de_v{}
Patr do GOP: GOP-03.03

Olympus Surgical Technologies Europe



Jako tlumocnik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 134172002, T hereby certify that the translation
is a literal ranslation of the attached document.

This interpreting act is entered under NOLT ovveeereerrevenenn, of the Journal.

Dne/on: ...

kularé razitko: Lenka Petrdsovd, ilumocnik jazvka anglického
round stamp: Lenka PetrdSova, interpreter of English language
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Catalogus No/

&
o

: Froduct Name Revision

Model Name: | Ciass

; ESG-400 wBe10stW b Rel 1
£SG-400 . wWBg10s1S b Rel.1

§
... ESG-400 | WB9I0SIC b Rel,
Foolswilch Double Pedal  WBB0402W ! Rel

Footswiich Single Pedal . WBB0403W i Rel
{

i

]

!

(e R ROVE R LI IR Y

[

<

CelonConnect CB WEes0247 | Rel
CelonFootSwitch I WEBOB0243 i
ESG-100 ’*J‘sf@gﬁi{}é@ 5 Hi

A

3]
Ggrignignlontoelalis

&

[

&F
4]
“

=t
ey
&

iy WEAG103

Function | Name Dats
35” pproved by DMRA Holger Nadier
Change Log
Rev, Dale Prepared by Description of Changss CR-Ng,
k1 o - - i .
« 00 2011-08-28 Holger Madler MNewly issued -
o1 2014-12-20 Holger Nadler New products added (¢ PFG45 W-CR-11302

G2 2013-08-065 Holger Madisr WBII081) and WBSI081C W-CR-13001
added. _@922

03 2014-00-15 Holger Nadler New Fevision WBB10S1W (PK- W.CR-11520
Upgrade}

Author H Nedbar
Documentil DoC-00048 en 0
Beiongs to GOP/BOF. S0P-73_014_Approve! Managemani Template-iD Temp-4.2_014_an 00

Olympus Surgieal Technologes Burope - Hamburg Fage 2 of 2



O Box 701709
{17 Hamburk, Némecko

~d

Snpolefnost:

I\J

e »;‘1} éai{}} 6 69 66-0

poie)

olef

T el N2
&

i
+

49 (40) 6 69 66-2109

N

Timto prohla¥ujeme, Ze ndsiedujicf

Yerobkova fada VE generdtory 43

H = H
§ :
Nézev virobku - viz seznam souvisejicich polozek

Katalogové ¢islo / nazev modelu | viz seznam spuvisejicich poloZek

Potinaje ¢islem série / davky viz seznam souvisejicich poloZek
Klasifikace vyrobku | viz seznam souvisejicich polozek

- spliiuje poZadavky smérnice $3/42/EHS o » zdravotnick{ch prostiedeich

s x
i

Toto prohlaSeni je zaloZeno na: | P

Pro vyrobky tridy Is. Im. lla. [Ib & EEE
Notifikovany organ: TUV Rheinland LGA Products GmbH ~ Tillystr. 2. 90431 Norimberk

- Registracai cislo: 0197

. Pozice | Iméno Datum Podpis
- Néam. fed. pro

Schvaill ?@guiawrz}z zaleZitosti | Holger Nadler IR BT
Autor: H. Nadler

Idemtifikacni Cislo dokumentur DoC-000045 03 _endoe
Patii do GOPASOP: SOP-73_014_Approval Ma wgement ldentifikatni Sisio Sablony: Temp-4.2_014_en_ vii0

Clympus Surgical Technologies Furope — Hamburk Sirana |ze 2
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Jako thumod¢nik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne

VaAY
28.2.2002. aE i. 134172002 stvrzuji. ze preklad souhlasi s textem piipojené listiny.

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 134172002, [ hereby certify that the translation
is 4 hteral translation of the attached document.

This interpreting act is entered under NOu v of the Journal.

Dine/on: ... AR

kulaté razitko: Lenka Perrdsovd, dlumocnik jazyvka anglickdého
round stamp: Lenka Petrdsova, interpreter of English language
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DECLARATION OF CONFORMITY
TZ013-01A

lune 28, 2017

Manufacturer:
DePuy Mitek
a johnson & dohnson compoany
325 Paramount Drive
Raynham, MA 02767 USA

European Authorized Representative:
DePuy International Ltd.
St, Anthony’s Road
leeds LS11 8DT England

Notified Body:
BSI
Kitemark Court, Davy Avenue,
Knowlhill, Milton Keynes,
VIKS 8PP, UK
identification Number: 0086

Quality management certificote FM 77318
Full Quality Certificate CE 77316

Products:
See attached list

Classification:
See attached list

We declare that the above-mentioned products meet the provisions of the Council Directive 93/42/EEC
of June 14, 1993, and amending directive 2007/47/EC concerning Medical Devices. All supporting
documentation is retained under the premises of the manufacturer.

Canformity Assessment Route:
Annex {1.3 of the MDD

Start of CE Marking:
See attached list

Sy e oo loo)

i %Tie!aﬁ s I\ ) Date '
Wandger, Repuistory Affairs

Technical Flle 2013-01A T T 2ofzjPage
DePuy Mitek, a Johnson & johnson company
325 Paramount Drive, Raynham, MA 02767, USA
Tel: +1{508} 377-3800 Tol! free: +1({800} 356-4835 Fax: +1-{508) $77-6955
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June 28, 2017

DePuy Mitek, being the manufacturer/design site, declares to the best of its knowledge that the products listed
below which are covered by this declaration conform to the provisions of the recast RoHS Directive {2011/65/EU)
for medical devices (RoHS2}, as transposed into National Law.,

CATALOG START OF Classification per Annex IX of GMDN GMDN
NUMBER DESCRIPTION CE the MDD CODE Bescription
MARKING Class Rule
. Rule 11: Active device to
i;»’!s VUE Huid d administer or remove
284002 | VondBEMENtand o0 90130 Classiia |medicines and other 36003 | Distension unit,
Tissue Debridement substances to or from fluid, arthroscople
System the body
Rule 1: Either do not Remote control,
283573 |5-Way Foot Pedal July30,2013| Class|  fouch patientorcontact | 35356 footswitch
only intact skin
Rule 11: Actlve device to
administer or remove
Micro Randplece July 24, 2013 | Class lla medicines and other 36224 Shaver System,
283512 substances to or from arthroscopic
the body
283551  [Remote control Suly 30, 2013 Class  Rule 1: Either do not Remote control,
rouch patient or contact 36336 footswitch
only Intact skin
Technicol File 2013.014 7 " Zofzfrage

DePuy Mitek, & Johnson & Johnson company
325 Paramount Drive, Raynham, MA 02767, USA
Tel: +1(508) 577-3800 Toll Free: +1{800) 356-4835 Fax: +1-{508} 977-6955




{logo) DePuy Mitek

spolecnost skupiny

Technicka slozka

Soudni pfeklad z anglického jazyka

Johnson&Johnson 29. Cervna 2017

PROHLASENI O SHODE

T2013 - 01A

29. ¢ervna 2017

Vyrobce:
DePuy Mitek
spoletnost skupiny Johnson&Johnson
325 Paramount Drive
Raynham, MA 02767 USA

Autorizovany zdstupce pro Evropu:
DePuy International Ltd.
St. Anthony's Road
Leeds LS11 8DT Anglie

Oznameny subjekt:
BSI
Kitemark Court, Davy Avenue,
Knowlhill, Milton Keynes,
MKS5 8PP, Spojené kralovstvi
Identifikaéni ¢islo: 0086

Certifikdt systému Fizeni kvality FM 77318
Upiné osvédéent o kvalité CE 77316

Produkty:
Viz ptiloZeny piehled

Klasifikace:
Viz pfiloZeny pFehled

2013-01A DePuy Mitek, spole¢nost skupiny Johnson&Johnson
325 Paramount Drive, Raynham, MA 02767 USA

Stranalze2

Tel. +1 (508) 977-3800, bezplatnd linka: +1 {800} 356-4835, fax: +1-(508) 977-6955




{logo) DePuy Mitek
spolegnost skupiny Johnson&Johnsen 29. éervna 2017

Prohladujeme timto, Ze vyse uvedené produkty jsou ve shodé s ustanovenimi Smérnice Rady
93/42/EEC ze 14. Cervna 1993 o zdravotnickych prostfedcich (MDD 93/42/EEC) ve znéni Smérnice
2007/47/EC o zdravotnickych prostfedcich. Veskerd pfistuina dokumentace je uloZena u vyrobce.

Postup posuzovani shody:
p¥iloha . 3 MDD

Zahdjeni znaceni CE:
Viz pFiloZeny prehled

(podpis necitelny) (datum neciteiny)

Julie Vafides
Manager, Regulatory Affairs

Spolenost DePuy Mitek, kterd je vyrobcem / autorem vyvoje, prohlasuje podle svych nejlepsich
znalosti, Ze niZe uvedené produkty, na néZ se toto prohlaseni vziahuje, jsou v souladu s
pfepracovanou smérnici RoHS (2011/65 / EU) pro zdravotnické prostiedky (RoHS2), jak je
transponovéna do narodniho prava.

KATALOGOVE | POPIS ZAHAJENT Klasifikace podle Kéd GMDN | Popis GMDN
¢isLo ZNACENI pFilohy IX MDD
THda | Pravidlo

284002 FMS VUE, 24, Eervence | Tfida | Pravidlo 11: 36003 Distenzni
systém 2013 lla Aktivni jednotka,
fizeni prostiedek tekutina,
tekutina k aplikaci nebo artroskopicka
Ligténi tkani odstranovani

léciv a dalsich
substanci do
organismu
nebo z
organismu

283573 Scestny 30. fervence | Tfida! | Pravidio 1: 36336 Dalkové
noini pedal | 2013 Budto nesmi ovladani,
pfijit do styku noini spinaé
s pacientem
nebo smi byt
v kontaktu
pouze

Technicka sloZka Strana 2 ze 2

2013-01A DePuy Mitek, spoletnost skupiny Johnson&Jiohnson
325 Paramount Drive, Raynham, MA 02767 USA
Tel. +1 (508) 977-3800, bezplatna linka: +1 (800) 356-4835, fax: +1-(508) 977-6955




(logo) DePuy Mitek

spole&nost skupiny Johnson&Johnson

29, ¢ervna 2017

s heporuienou
pokoZkou

283512

Mikro
nasadec

24, ervence
2013

Trida
la

Pravidlo 11:
Aktivn(
prostfedek

k aplikaci nebo
odstratiovani
léfiv a dalsich
substanci do
organismu
nebo z
organismu

36224

Holici systém
artroskopicky

283551

Dalkove
ovlddani

30. {ervence
2013

Ttida |

Pravidio 1:
Budto nesm
pfijit do styku
s pacientem
nebo smi byt
v kontaktu
pouze

s neporusenou
pokoZkou

36336

Dalkove
ovladani,
noinispinal

Technicka slofka

2013-01A DePuy Mitek, spoleénost skupiny Johnson&Johnson

325 Paramount Drive, Raynham, MA 02767 USA
Tel, +1 (508) 977-3800, bezplatna linka: +1 {800) 356-4835, fax: +1-(508) 977-6955
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TLUMOCNICKA DOLOZKA

Jako tlumoénik némeckého & anglického jazyka, jmenovany rozhodnutim Krajského soudu
v Brné dne 28. dnora 1994 (Cj. Spr 1518-93), stvrzuji, Ze preklad souhiasi s textem pfipojené

listiny. Jedna se o prostou kopii originaini listiny.

£

Y , . vr e g
Tlumocnicky Gkon je zapsan pod pofadovym &islem .27, deniku, poloZka &islo ZF “f‘é;

/
L.S. Podprs Uumoornr\z{

Tlumoénik:
Ing. Pavel Skfivanek







DECLARATION OF CONFORMITY(MDD)

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP,

2. Address 2861 Ishikawa-cho, Hachioji-shi, Tokvo 182-8507 Japan
4. Model OLYMPUS CH-5180-08-LB

4. Name of product HD CAMERA HEAD

5. Serial or Lot No. from 7300080 to

6. Classification Class I

7. Authorized representative in EU

Name Olympus Buropa Holding GmbH

Address Wendenstr. 14-18 20097 Hamburg, Germany

'#e hereby declare that the above mentioned product complies with the requirements of EC

dlirective 85/42/EECMDD)under the sale responsibility as a legal manufacturer. This Declaration of Conformity is
Jelid in manufactured devices with the above Serial/Lot number.

e

iis declaration is based on - MDD, Annex VII

‘B. Applied Standards

¢

4 Refer to the Essential Requirements Checklist for above mentioned producst.
i

¢, Place 2961 Ishikawa cho, Hachioji-shi, Tokyo, Japan

/ Sigrature

B

Name

ek Ad SERE ATAMIR LY CLIREQL

Deputy General Manager

Regulatory Affairs & Quality Assurance Department
Title Guality & Environment Division

Date 2013/04/18

[N-OIS D28001 Appendix 2]



Prohlageni o shodé (MDD) OLYMPUS

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.
2. Adress 2951 Ishikawa-cho, Hachioii-shi. Tokio
192-8507. Japonsko
3. Model OLYMPUS CH-8190-08-LB
4. Nézev vyrobku HD KAMEROVA HLAVA
5. Sériové &islo nebo &islo  od 7300030 do
dévky
&. Klasifikace Thida |

e

- Autorizovani zéstupci v EU

e Jméno  QOlvmpus Europa Holding GmbH
Adresa Wendenstr. 14-18. 20097 Hamburk, Némecko

Timto prohladujeme, védomi si své vyhradni odpovédnosti jako oprévnéného
vyrobce, Ze vySe uvedeny vyrobek spliitje poZadavky Smérnice ES 93/42/EHS
(MDD). Toto prohladeni o shodg plati pro vyrabénd zafizeni s vyse uvedenym
seriovym Cislem nebo Cislem dévky.

Toto prohiadeni je zalofeno na: MDD, pfiloha Vi
8. Pouzité normy
Viz seznam zékladnich poZadavk( pro vyse

uvedené vyrobky.

Misto vydani 2951 Ishikawa-cho, Hachioji-shi. Tokio. Japonsko

Podpis podpis neéiteiny
Jméno Hiroki Morivama
Funkee zastupce generéiniho feditele

reaulatorni zéleZitosti a oddéleni zaiidtovani Kvality
divize kvality a Zivoiniho prostfedi

Datum 19/04/2013
[N-OI8 D28001 Priloha 2]



lako thumodnik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne
28.2.2002. &), 134172002 stvrzuji. Ze preklad souhlasi s textem piipojené listiny,

Tlumotnicky tkon je zapsan pod por. & . s 0 denfku.

As$ a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/ W02, T hereby certify that the translation
is a literal transtation of the attached document.

This interpreting act is entered under No.: ............c..c.......... of the Journal.

Dine/on:

kudaté razitko: Lenka Petrasovd, thimodnik jazvka anglického
round stamp: Lenka Petrdsova, mierpreter of English language






DECLARATION OF CONFORMITY(MDD)

1. Manulaeturer OLYMPUS MEDICAL SYSTEMS CORP.
9. Address 2851 Ishikewa-cho, Hachiofi-shi, Tokyo 192-8507 Japan
3, Mogel CH-B180-X7-B/CH-8180-X2-Q
4. Name of product HD AUTOCLAVABLE CAMERA HEAD
5. Serial or Lot Na. from 7100030 to
&, Classification Ciass 1
7. Authorized representative in EU
Name Olympus Burops Hoelding GrabH
Address Wendenstr. 14-18 20097 Hambwrg, Germany
/ N o
i Wehereby declare thai the above mentioned product complies with the requirements of EC
¢ Directive 93/42/EECMDD)under the sole responsibility as a legal manufacturer. This Declaration of Conformity is
 valid in manufactured devices with the above Serial/Lot number.
5 This declaration is based on . MDD, Annes V11
/ 8 Applied Standards
g Refer to the Essential Reguirements Checklist for above mentioned product.
‘ Place 2851 Ishikawa-cho, Hachioii-shi, Tokyvo, Japan
Bigmature
/
Neame Hisae Yabe
Division Manager,
Title Quality & Environment Division
Dese 2012/01/27

[M-0IB D281 Appendix 2]



Prohlaseni o shodé (MBD) OLYMPUS

1. Viyrobce OLYMPUS MEDICAL SYSTEMS CORP.

2. Adresa 2951 Ishikawa-cho, Hachioii-shi
Tokig 192-8507. Japonsko

3. Model CH-5180-XZ-E/CH-S180-XZ-QQ

4. Nazev vyrobku HD KAMEROVA HLAVA
AUTOKLAVOVATELNA

5. Sériové &islo nebo &islo od 7100030 do

davky
8. Klasifikace Trida |

7. Autorizovani zastupci v EU

Jméno Olympus Europa Holding GmbH
Adresa Wendensir.14-18. 20087 Hamburk, Nemecko

Timto prohlagujeme, védomi si své vyhradni odpovédnosti jako oprévnéného
vyrobee, Ze vySe uvedeny vyrobek splfiuje poZadavky Smérnice ES 83/42/EHS
(MDD}, Toto prohlaseni o shodé plati pro vyrébéné zafizeni s vy8e uvedenym
sériovym Cislem nebo Sislem déavky.

Toto prohlageni je zalozeno na: MDD, pfiloha Vi

8. Pouzité normy Viz seznam zakiadnich poZzadavkd pro vyse
uvedené vyrobky.

Misto vydani 2951 Ishikawa-cho, Hachicji-shi. Tokio, Japonsko

FPodpis podpis necitelny
Jméno Hiszo Yabe
Funkce Divisni manaZer, regulatorni zéleZitosti a

oddéleni zaiistovani kvality

Datum 2710112012

[N-OIS D28001 Pfiloha 2]



Jako tumodnik jazvka anglickeho jmenovany rozhodnutim Krajského soudu v Ostraveé ze dne
28.2.2002. ¢4, 134172002 stvrzuji. Ze pieklad souhlasi s textem piipojené listny.

F

Tlumoénicky Gkon je zapsan pod pof. ¢. ...

As a sworn interpreter of English language appointed by 4 decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002. T hereby certify that the transiation
is a literal translation of the attached document.

This interpreting act is entered under NO. o of the Journal,
Dne/fon: ... e 2R e,

Lulaté razitko: Lenka Petrdsovd, ilumocnik jazvka anglického

round stamp: Lenka Petrdfova, interpreier of English language






EG: KONFORMITATSERKLARUNG
EC AND MANUFACTURER'S DECLARATION OF CONFORMITY
CE DECLARATION DE CONFORMITE
CE DICHIARAZIONE DI CONFORMITA

Madelp AG

Business Addresa: LEllichstrasse 4b, 8341 Baar, Swizerand

Heddical Daviesls) Tublng-Fillers-Coupling pistes, see altachad Lig!

Wir erklaren in alleiniger Verantwortung, dess die Medizinprodukie der Kizsse | - gemass Anhang, suf dis sich diese
Evklaning bezieht, iibersinstimmen mif den Bestimmungen der Richtiinie des Rates 034 2/EWE {2007M7/EG). Die Madi-
zinprotukte sind konform mil den grundiegendien Anforderungen gemiss Anbang | der Riordlinie, Das Konformitiishew-
ertungsveriahren wurde durchgefiin geméss Anhang Vil der Richtinia.

#e declare under qur sole responsinllity, thal the medical devices of Class | - see allached List. fo whic this daclaration
relates are in conformily with the provisions of the Counell Directive S3AZERC {(HNTIEHEC), The medical devicss are iy
conformity with the essenfial requirements of Annex | of the EEC direciive. The conforeoity assessment procedure was
parformed according fo Annex Vi of the EEC divaciive.

hobe for Australia only: This Is 2 deciaration made in acoordence wilh Fie tenuirements of Clause 8.6 of Schedule 3 of
the Australian Therapeute Goods (Medical Devices) Regulations 2002 refaling fo Ihe devices slates in e sllached Ligt
Nous déclarens sous nolie sevle responsabifié que ies disposilifs médicaux de Ie Classe | - eonformament au docy-
ment chjoinl, auxquels se référe celie déclaration sont conforme avec les disposttions e fa Dirsctive du Consail
SA2CEE (2007/47/CE). Les dispositifs médicaux sont conforme aux sxigences essentielies de Fannexe | de Ja dirsc
five. La procedure dévaluation de fa conformité o 618 sfeciude conformémant 3 Pannexe V¥ de Iz directve,

Nof dichiariame solio 12 nosira sola responsabiiia che | disposiiivi medic! delia Classe |- seoondo & dovumento alleyat,
& qual questa dichiarazione si riferisce, & in conformita alle disposizion! delia Dirsttiva def Consiglio B342/CEE
(2007/47ICE). t disnositivi medicl soddiglans | requisit essendial delfallsgale | delta dirstiiva. L3 procadura i valntazio-
ne di conformita ¢ shals sffelivsta in acsordo allsliegetoVll dedla direltiva,

e -

Applied harmonized standards are listed in fhe Essential Requrements Cheeklist of the medice! devices,

This declaration of conforaity is valld unsit: R
Authorisend Slonatarieg. £

.
Crlendo Atwose. e MR T Mgt § ¢ o B

Baaybwitzetand, _ 2046-02-12

Austrucke sind keine konfrolierten Koplen. Printed coples are annontrolied, Dokumenten Nummer, AMPOZ-SPDA-FOUNE &

Dokumentenvoriage: A-MPOS-SPES-FO00D4 ¢

Mit dlessr Ausgabe werden alle friheran Varsionen ungiiity
Wit this edition, 8R former varsions becoms nvalic
Avec cells &ditlon, 1eules ies versions précsdanies re sont plus valabiss

Con questa edizione, tulle Is version pracedent diventans validl

Selte { Page: 1/ 3
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EG KONFORMITATSERKLARUNG

EC AND MANUFACTURER'S DECLARATION OF CONFORMITY

CE DECLARATION DE CONFORMITE
CE DICHIARAZIONE DI CONFORMITA

Classification Scape of
rticie Re, Denorintion Rule GEDN Avoplivation

Tebing
077.0085 Seral connection, y-place with 280m

siicons wbing 1 16778 atl groduction
K10021188 ¥ plece seriyl connection vasuum 4 18TTS all produntion
GFT.0154 Serial connection, 250m silicons

ubing with one coupling plece

io connect o pump 1 16778 all produstion
K100218% Seral Connection Vacuum &

1 Coupling Plece 1 16778 all production
GY7.0M88 Serial connection, Seral cormeciors

with 34 om PVYD whbing {100 pleces) 1 L8FTS all production
K10021888  Serinl Connechon Palient (pli00) 1 1BTTS alt production
G¥7 0180 Sarigl connestinn, Serial sonnector

with 3d4om PV tubing {1 plece) 1 18778 all production
0770098 Tubing set for disposable

collection systam 1 18778 gt production
G77.0870 Riicones wbing € 5 10mm, 25m : 877G alf production
0F7.0800 Silicone tubing 2 Tx 12mm,

without coupling pleces, Z5m 4 18778 all production
0770801 Silicons wbing & T2 12mm,

without coupling pleces, 1m 1 18779 all production
0770802 Sificone wbing @ 7x 12mm,

without coupling plecss, 2m 1 18778 all producton
77,0808 Sticone fubing & Tx 12mm,

without coupling pleces, 5m 4 187758 a¥ produciion
G778 Sificone wbing @ 7x 12mm,

with one coupding plece, 33 om 1 18778 afl production
B77.0842 Silicone fubing @ Tx 12mm,

with ong coupling plece, 80om 18778 all production
OY70B3 Silicone tubing & Tx 12mm,

with one coupling plecs, 100om 1 18778 alt praduction
G7Y.0u21 Silinone wubing & 7x 12mm,

with two coupling plecs, 30om 1 18778 all producton
OYY0B2e Siticone wbing © 7x 12mm,

with two coupling plece, 80om 1 18778 aff production
KADO2E804 K-8 Connection Tube 1D

Tmm % 80om long — straight ends 1 18TTS gl production
GY7.083 SHlicone whing & ¥x 12mm,

with two ooupling plece, 28om 1 18778 aif producton
DYT.OIBE Sificons tubing & 7.0 X 12.0 mm,

&0crn with two poupling pleces 1 18779 gl produstion
Ki002e130 Ky-8 Caonnaction Tube 1D

Tryum x B0cr long 4 B77E al mroduction
077.0061 Silicons tubing green © 8.5

12 .5mm, 180cm with coupling plece 1 18778 sl production
77,0882 Schisuch d 8.8/ D 12,80 1800 1 18778 sl production
O77.0883 PYC wibing 8 12.7x18mm,

1800m with coupling plscse 3 18778 &k production
0770188 Vekuumversshisuchung &

4 Behilter in Serie ki 18778 all production
RO Patiomienverschiauchung

fir 4 Behilter in Sarie 1BTYS

aif production

Ausdrueke sind keing kontrolierten Kaplan, Printed coples ars uncomplied.

Wit dieser Ausgabe werden slie linheran Versionan ungiity
YWith this odiion, a6 forrmer versions become invalid

Avec celte édition, outes les versions précédenies ne sont plus valables
Con gqueste sdizione, wils le version precedend diventans imvalidl

Dokumentan Nummen A-MPUS-BPOA-FOOS 2
Dokumentanvoriags A4P03-8P03-FODDD4 8

Sellef Page:2/3



EG KORFORMITATSERKLARUNG
€0 AND MANUFAGTURER'S DECLARATION O ?i CONFORMITY
CE DECLARAT ‘“’5& %s; CORFORNITE
5::% DICHIARAZIONE DI CONFORMITA
Ciassification Beops of

Article Bo. Descrintion Glass Bule SHb Application
Filters
OFF087 Disposable overfiow protection /

bacteris Siar 1 37788 alf production
Ki0028028 Disposable overfiow protection /

bacteris fller for KV.§ 1 37788 aif producton
077.0872 Disposabie overflow protection /

bacteriz filler with conical connections | 4 377608 alf produciion
0770873 Disposabie bacteria fiter

with Medals connsclions 37768 s ;sroﬁmﬁ'm
K10027322 KV-§ Bacterla Filter 4 37768 afl production
077.0874 Disposabls bactena filter

with conical conneclions 1 37788 all production
O77.0875 isposabls bacteds fodour

filter with Madela connsction 1 37788 =i produntion
KA0027321 K-8 OdourBacteria Filter 1 J77OB ait oroduntion
GT7.0878 Dispozable bacteris /odour

filter with conical connection 1 37768 alt produstion
077.0582 Dispoeable particle filter with

Medelz connostions 1 37788 sl production
OT7 o082 Disposable ovarfiow protsstion

bactstia / odor flter % TTOR a8 produstion
Ki0028128 Uisposable overflow protection /

pacteria / odour fitter for KV 1 37788 all producton
077.0881 Banleds flter autoclavable i JTTO8 all production
U7V OR7T Disposatie overfiow protection /

bucierls filter with conicat and

Madsia connections 37798 ail produstion
O77 (854 Varie digposable filler set with

overfiow/bacteria flter % 37788 ak production
077.1024 Disposable hydrophobic 8lter 4 37798 alt production
Coupling pisces
O77.0087 Y-piece & 7 ram / Bram 4 18778 s production
70088 Y-piece & ¥ mm b 18YTe gl production
0771018 Coupling plecs 1 16778 sl proguction
077,108 Coupling plece B3° 18778 gl production
7T A0NT Double condcal coupling pisce 1 18778 it proguction
077 1020 Y-Pigos 1 18778 al production
077.1048 Angle plece & 8-10mm i 1877Y sl production
G77.1018 Angle piece B 10-1dmm 1 18778 alf production
g77.0542 Rausable serial connector 1 16778 aff production
GT7.4011 Coupling plece 1 18778 all production
077.0872 Flaschenverbinder mit

Schishaklemme i 1 8778 sl production
O7E. 02 Winkalkupplung 80° § 18778 all production
077 1021 Uberiaulsicherung 1 18778 st production
Q771022 Drainggeventil 1 18778 gt production
0774023 Yarschiusskanpe fir FUS Decksl 1 16778 ai production
077 0181 Steckkupplung Smm, 10 8tk 3 16778 #il production
077 0183 Rolistativ kure (1 Schiene) i 16778 aif gm*ﬁmt&m
g77.0168 Stsckkupplung Verdnoarung

kpl, 10 Stilck

16778 alt production

Ausdrucke sing keing kontrollierten Kopien. Printed coples are unconfrolied.

Mit dieser Ausgabe werden alie frhheren Versionen ungiity
Vith this edition, 2l former versions besome invalid

Avec cetie édilion, toutss les versions précédentes ne sont pius valables

Con questa edizions, tutte e versiont srecedenti diventane invalidi

Dolumenten Nummman AMPOS-SPOGFOONIE 0
Dokumentenvoriags: éwéﬁpﬁ}s-asﬁ&f“}{}&{}é a

Bsitef Page: 3/3
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PROHLASENI ES A VYROBCE O SHODE

Jméno virobee: Medela AG
Adresa: Liaftlichstrasse 4b. 6341 Baar, Svvcarsko

Ldravornicky prostiedek: Haditky, finv a spojovaci dily
R J p [t .

ProhlaSujeme na nadt vehradni odpovédnost, Ze zdravotnieké prostiedky thidy L viz piilodeny
seznam, jichz se toto prohldSeni tykd, jsou vsouladu sustanovenimi smérnice Rady
93/41/EHS (2007/47/ES). Zdravounicke prostfedky jsou v souladu se zakladnimt poZadavky
Prilohy 1 smémice EHS. Procedura posuzovéni shodv byla provedena v souladu s PHiohou
VI smémice EHS.

Poznamka platng pouze pro Australn: Toto prohiaSent bvlo wvvpracovano v souladu
s ustanovenipy Cldnku 6.0 Prilohy 3 Predpist zroku 2002 o australskvyeh terapeutickveh
zdravotnich prostiedeich, které se t¥kaji prostiedkt uvedenveh v pfiloze.

PouZite harmonizované normy jsou uvedeny vseznamu zékladnich poZadavkd na
zdravotnicke prostfedky.

Toto prohigfent o shodé platd do: 11,82, 2018
Osoby opravaéné se podepisovat:

podpis pecirelny podpis peciteint
Orlando Artunes Marge] Felber

viceprezident, regulatorni zéleZitost prezident

V Baaru, Svycarsko dne 12. 02, 2015

Vytistené kopie neprochizeii kowrolou Cislo dokumenty, A-MPO3-SPO4-FOO0LT a
Toute varianiou posbyvaii plateest viechny pfedehori verze

Strana: 173
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Jako tumodnik jazyks anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne

28.2.2002, &.j. 134172002 stvrzuji, Ze p¥ekiad souhlasi s textem pfipojené listiny.

ER LR RTE

;o
i

Tlumodnicky tkon je zapsan pod pot. &. oo deniku.

As a sworn interpreter of English language appointed by a decision of the Regional Court in Ostrava
dated February 28, 2002, reference No. 1341/2002, | hereby certify that the translation is a literal

translation of the attached document,

This interpreting actis entered under NOu v of the Journal.

A% g ey

DRe/on: v innesni,

kulaté razitko: Lenka Petrdsove, tlumolnik jazyka anglického

round stamp: Lenka Petrdsova, interpreter of English language







EG KONFORMITATSERKLARUNG
EC AND MANUFACTURER’S DECLARATION OF CONFORMITY
CE DECLARATION DE CONFORMITE
CE DICHIARAZIONE DI CONFORMITA

Manufacturer's Name: Medela AG
Business Address: LaHichstrasse 4b, 6341 Baar, Switzarland
Hedical Devicels): Basic & Dominant Flex and KV-8, ses aftached List

Wir erkidren in alleiniger Verantwortung, dass die Medizinprodukis der Kiasse lle - geméss Anhang, auf die sich disse
Erklarung bezieht, ibereinstimmen mit den Bestimmungen der Richilinle des Rates S3/42/EWG (2007/47/EG). Die Medk
zinpredukte sind konform mit den grundlegenden Anforderungen gemass Anhang | der Richifinie. Das Konformitatsbew-
ertungsveriahren wurde durchgefibrt geméss Anhang 1 der Richilnie.

We deslare under our sole responsivility, that the medical devices of Class lla - sea aftached List, o which this declara-
tion relates are in conformity with the provisions of the Council Directive 93/42/EEC (2007/47/EC). The medical devices
are in conformily with the essential requirements of Annex | of the EEC directive. The conformity assessment procedure
was performed according fo Annex Il of the EEC directive.

Note Yor Australia only: This is a declaration made in accordance with e requirements of Clause 1.8 of Schedule 3 of
the Australier Therapeutic Goods (Medical Devices) Regulations 2002 reialing fo the devices stated in the attached
Schedule.

Meus déclarons sous notre seule responsabiliié que les dispositifs médicaux de la Classe lle ~ conformément au docu-
ment ci-jond, auxguels se rélére celie déclaration sont conforme avec les dispositions de Iz Direclive du Consatl
93/42/CEE (2007/47/CE), Les dispositifs médicaux sont conforme aux exigences essentielles de Vannexe | de ia dirsc-
five. La procédurs d'évaluation de 1a conformité a &8 eifectuée conformément & Fannexe || de 1a directive.

Nei dichiariamo sotio la nostra sola responsabilits che | disposiiivi medict della Classe lie - secondo if dosumento allega-
fe, af quall quests dicharazione si riferiscs, & in conformiia alle dispesiziont della Direftiva del Consiglio 93M42/CEE
{2007/47/CE). 1 disposilivi medict soddisfanc | requisiti essenziall dell'aliegato | della direttva, La procedura di valulazio-
ng di conformith & stata effetivata in accordo allaliegato [l dalla direttiva,

Full Quallty Assurance Systerm Certificate:

TUV Sid Product Service GmbH, Notified Body id no. 0123

European Idedical Devices Directive Annex Il excluding (4}

Applied harmonized standares are fisted in the Essential Requirements Checklist of the medical devices.

This declaration of conformity is valid until: 2018-01-25

Authoriend Qimaninriae: /

< :

R T £ 4
Orlang o g g 1 o iTE Marcel Felber, President
Baar/Switzeriand: _ 2015-01-26
Ausdrucke sind keine kontroliierien Kopien. Printed copies are uncontrofied. Dokumenten Nummaer AXMPOS-8PO4-FOURTT a

Dokumentenvoriage: A-MPO3-SPO3-FO0004_e
Wit dieser Ausgabe werden alle fritheren Versionen unglilig
With this edition, ail former versions become invalid
Avec cette édition, toutes jes versions précédentas ne sont plus valables

Con questa edizione, lutte Is versiont precedenti diventano invalidi Selte/ Page: 112



EG KONEORMITATSERKLARUNG
EC AND MANUFACTURER'S DECLARATION OF CONFORIITY
CE DECLARATION DE CONFORMITE
CE DICHIARAZIONE DI CONFORMITA

Classification Scope of

Article No. Descrintion Class Rule GUDN Application

071.0001 Basic rack Ha 11 3BTIT all production
071.0000 Basic portable e 11 36777 all production
$71.0003 Dominant Flex rack HE] i1 3677T all production
071.0002 Dominant Flex poriable HE] 11 36777 all production
071.0005 Olympus KV-6 Suction Pump  la 1 36777 all production

Ausdrucke sind keine kontrollierten Kopien. Printed copies are uncontrolied. Bokumenten Nummer A-MP0O3-SPO4-FOO017 8

Dokumentenvoriage: A-MPO3-5P03-FO0004_e
Mit dieser Ausgabe werden alie frilheren Versionen ungiiitig
With this edition, all former versions become invalid
Avec gette édition, toutes les versions précédenies ne sort plus valables

Con questa edizione, tutte le versioni precedent diventans invalic Seite / Page: 212



medela

PROHLASENI ES A VYROBCE O SHODE

Jméno virobee: Medela AG
Adresa; Laftlichstrasse 4b. 6341 Baar. Svyearsko

Zdravotnicky prostfedek: Zakladni a2 Dominam Flex a KV -6. viz ptiloZeny seznam

Prohladujeme na na$i vyhradni odpovédnost, 2e zdravotnické prostiedky tHdy lla (viz
piiloZeny seznam). jichZ se to10 prohlagen tvkd. jsou v a(mbdu s ustanovenimi smérnice
Radv 93/41/EHS (2007 47ES). Zdravotnické pr ostiedky jsou v souladu se zékladnimi
pozadavky Prilohy | smérnice EHS. Procedura posuzovani ‘shod\ byla provedena v souladu
s Prilohou IT smérnice FHS.

Pozndmka platnda pouze pro Australii: Toto prohlaSeni bylo vypracovano v souladu

s ustanovenimi ¢lanku 1.8 PHlohy 3 Predpist zroku 2002 o australskych terapeutickych
zdravotnich prostfedeich. které se 1\ ‘kajf prostedka uvedenych v priloze.

Certifikdt o komplexnim systému zabezpetovani jakosti:
TUV Sid Product Service GmbH. notifikov any organ. identifika¢ni ¢islo 0123

Nejsou zahrnuta ustanoveni Prilohy 11 ev Topské smérmice o zdravoinickych prostredeich,

Pouzité harmonizované normy jsou wuvedeny vseznamu zakladnich poZadavkd na
zdravotnické prostredky.

Tolo prohlageni o shodé plati do: 25.01.2018

Osoby opravnéné se podepisovat:

podpis necitelny podpis neditelm
Orlando Artunes, Marcel Felber, prezident
viceprezident. regulaéni zdlezitost prezident

V Baaru. Svy¥earsko dne 26. 1. 2015

Yytigend kopie n eprochizeii kontrolou Cislo dokumentn: A-MPU3-SPL-FO001T o
Tato varianta redi platost viech pfedchozich versf

Strana: 1/2
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Jake tlumocnik jazyvka anglického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne
28.2.2002. ¢4, 134172002 stvrzuji. Ze pieklad souhlasi s textem pfipojené listiny.

-

Tlumodnicky ttkon je zapsan pod potf. ¢. .= deniku.

As a sworn inferpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002. | hereby certify that the translation
is u literal translation of the attached document.

This interpreting act is entered under NO.: i, of the Journal.

kulaté razitko: Lenka Perrdsovd. tumodnik jozyka anglického
round stamp: Lenka Petrdsovd, interpreter of English language






DECLARATION OF CONFORMITY(MDD)

1. Meanufacturer CLYMPUS MEDICAL SYSTEMS CORP.

Z. Address 2951 Ishikawa-cho, Hachioli-shi, Tokyo 192-8507 dapan
3. Model MAJ-1922

4. Name of produet KEYBOARD

5 Serial or Lot Na., from 2011 August.20 to

8. Classification Class 1

7. Authorized representative in EU

EName Olvmpus Europa Holding Gmbi

Address Wendensir, 14-18 2009? Hambuzg, Germany

We hereby declare that the above mentionad product complies with the requirements of EC
Directive 83/42/ERCAVDDunder the sole responsibility as a legal manufacturer. This Declaration of Conformity is
valid in manufaciured devices with the above Serial/Lot number.

This declaration is based on : MDD, Annex VII
8. Applied Standards

Refer to the Essential Requirements Checklist for above mentioned produet.

Place 2951 Ishikawa~r’
= A
Signature - . ==
Name Seiya Ralju
General Manager,
Title Regulatory Affairs & Quality Assurence Department
Date 201 1/08/29

IN-GIS D28001 Appendin 2]



Prohlaseni o shodé (MDD}

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.

2. Adress 2851 Ishikawa-cho, Hachioji-shi,
Tokio 192-8507, Japonsko

3. Model MAJ-1922

4. Nazev vyrobku KLAVESNICE

5. Sériové &islo nebo Cislo od 29. srpna 2011 do
davky

6. Klasifikace Trida |

7. Autorizovani zastupciv EU

e Jmeno QOlvmpus Europa Holding GmbH
Adresa Wendenstr.14-18. 20097 Hamburk, Némecko

Timto prohlasSujeme, védomi si své vyhradni odpovédnosti jako opravnéného
vyrobee, Ze vySe uvedeny vyrobek splfiuje poZadavky Smérnice ES 83/42/EHS
(WMDD). Toto prohladeni o shodé plati pro vyrdbéné zafizeni s vvde uvedenym
sériovym &islem nebo Cislem dévky,

Toto prohléaseni je zaloZeno na: MDD, pfiloha VI
8. PouZzité normy

Viz seznam zakladnich pozadavku pro vyse
uvedené vyrobky.

Misto vydéni: 2851 Ishikawa-cho, Hachieji-shi, Tokio, Japonsko

FPodpis: podpis nediteiny

Jméno: Seiya Raiiu

Furikce: generaini feditel. requlatorni zélezitosti
oddéleni zaiistovani kvality

Datum: 25/08/2011

{N-018 D2B001 Priloha 2]



Jakeo thumolnik jazyka anghckého imenovany rozhodnutim Krajského soudu v Ostraveé ze dne
28.2.2002,¢5. L. 002 stvrzuji, Ze pFeklad souhjasi s textem pfipojené listiny.
A .. denfku.

Tlomognicky tkon je zapsén pod pof, 8. . 42808, 00

A4
Lo
L
“\1
[
o

As a swomn interpreter of English language appointed by a decision of the Regional Court
in QOstrava dated February 28, 2002, reference No. 1341/2002, 1 hereby certify that
the translation is a literal translation of the attached document.

This interpreting act is entered under No.:........_........ of the Journal.







DECLARATION OF CONFORMITY(MDD) e ——

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORF.

2. Address 2951 Ishikawa-cho, Hachioji-shi, Tokyo 182-8507 Japan
3. Mode! MAJ-1948

4. Name of product COMMUNICATION CABLE 1.8M

5. Serial or Lot No. from December.7.2011 to

8. Clasgsification Class ]

7. Authorized representative in EU

Name Olympus Buropzs Holding GmbH

Address Wendenssr, 14-18 20087 Hamburg, Germany

%We hereby declare that the above mentioned product complies with the requirements of EC

éi}irective 98/42/EECMDD)under the sole responsibility as 2 legal manufacturer. This Declaration of Conformity is
cvalid in manufactured devices with the above Serial/Lot number.

‘g This declaration s based on : MDD, Annex VII

§ 8. Applied Standards

Refer to the Essential Reguirements Checklist for above mentioned product,

Place 2851 Ishikawa-cha, Hachigii-shi, Tokyo, Japan
-
Slgnature =
Name Seiva Ralju
General Manspger,
Titie Jegulatory Affairs & Quality Assurance Department

Date 201112721

IN-OIS D28001 Appendix 2]



Prohléseni o shodé (MDD) OLYMPUS

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.

2. Adresa : 2951 Ishikawa-cho, Hachioii-shi, Tokio 192-8507,
Japonsko

3. Model MAJ-1948

4. Nazev vyrobku Komunikaéni kabel 1.8 m

5. Cislo série nebo davky od 7. prosince 2011 do

6. Klasifikace Tiida

7. Autorizovany zastupce v EU

Jméno  Olympus Europa Holding GmbH

Adresa Wendenstr.14-18, 20097 Hamburk, Némecko

Timto prohiadujeme, védomi si své vyhradni odpovédnosti jako opravnéného
vyrobce, ze vyde uvedeny vyrobek spliiuje pozadavky smérnice Rady 83/42/EHS
(MDD). Toto prohlageni o shodé plati pro vyréabéna zafizeni s vyde uvedenym Cislem
série / Cislem davky.

Toto prohlaseni je zaloZeno na: MDD, pfiloha VII

8. Pouzité normy
Viz seznam zakladnich poZadavkl pro vySe uvedeny vyrobek.

Misto vydani 2951 Ishikawa-cho, Hachioji-shi. Tokio, Japonsko
Podpis podpis neciteiny

Jmeéno Seiya Raiju

Funkce generalni feditel,

requlatorni zaleZitosti a oddéleni zaiiStovani kvality

Datum 2171212011
[N-OIS D28001 Priloha 2]



Jako tlumodnik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne
28.2.2002. ¢.3. 134172002 stvrzuji. Ze preklad souhlasi s textem pfipojené listiny.

Tlumocnicky tkon je zapsén pod pof. ¢. . deniku.

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002. reference No. 1341/2002. 1 hereby certify that the translation
is a literal translation of the attached document.

This interpreting act 18 entered under NO.» i of the Journal.

Fulatd razitko: Lenka Petrdsovd, tlumodnik jazvha anglického
round stamp: Lenka Petraovd, interpreter of English language






DECLARATION OF CONFORMITY(MDD) e

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP,

2. Address 2851 Ishikawa-che, Hachioji-shi, Tokyoe 192°8507 Japen
3. Model QEV282H

4. Name of product HIGH DEFINITION LCD MONITOR

5. Serial or Lot Ne. from 7530031 to

8. Classification Clags 1

v

7. Authorized representative in EU

Name Olvmpus Buropa 8E & Co, KG
Address Wendenstr, 14-18 20097 Hamburg, Germany

We hereby declaye that the above mentioned product complies with the requirements of EC ,
Directive 88/42/EEC(MDD)under the sole responsibility as a legal manuvfacturer. This Declaration of Conformity is
valid in manufactured devices with the sbove Serial/Lot number,

This declaration is based on " MDD, Annex V11
8. Applied Standards

Refer to the Essential Requirements Checklist for above menticned product.

{
i

Place 2 hiojirshi, Tokyo, Japan :
Signature
P Neme Hireld Morivama
General Manager
Regulatory Affairs & Quality Assurance Department
Title GQuality & Environment Division
Date 2015/04724

0]
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Prohi&seni o shods (MDD OLYMPUS
1. Vyrobee OLYMPUS MEDICAL SYSTEMS CORF.
2. Adresa 2951 Ishikawa-cho, Hachioji-shi, Tokio 162-8507,
Japonsko
3. Model OEvz82H
4. Nézev vyrobku LCD MONITOR 8 VYSOKYM ROZLISENIM

5 Cislo série nebo davky  od 7530031 do

8. Klasifikace Tida

7. Autorizovani zastupci v EU

Jméno Olympus Europa SE & Co. KG

Adresa Wendenstr. 14-18, 20087 Hamburk, Némecko

Timtc prohlasuleme, védomi si své vyhradni odpovédnosti jako opravnéného vyrobce, Ze
shora uvedeny vyrobek sphtuje poZadavky smérnice ES 83/42/EHS (MDD). Toto prohléseni
o shodé plali pro vyrébéna zafizenl s vyde uvedenym Cislem série / Sislem davky.

Toto prohiaseni ie zaloZene na: MDD, pfiloha Vi

& PouZité normy Viz seznam zakladnich pozadavkl pro vyse uvedeny vyrobek.

Misto vydani 2951 Ishikawa-cho Hachioifi-shi, Tekio, Japonsko
Podpis necitelny

Jméno Hiroki Morivamea

Funkee generaini feditel,

regulatorni zalezitosti 2 oddéleni zajidtovani kvality
divize kvality a Zivotniho prostfedi

Datum 240472015 (dd.mm.rrmn)

[N-OIS D28001 pfiloha 2]



Jako tlumotnik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne
28.2.2002. ¢, 134172002 stvrzuji. Ze pieklad souhlasi s textem pripojené listiny.

Tlumodnicky tkon je zapsan pod pof. &, ... reeeiesi bt deniku,

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002, 1 hereby certify that the translation
is a literal translation of the attached document.

This interpreting act is entered under NO.: oo, of the Journal.

Dne/on: .......... e

kulaté razitko: Lenka PetrdSovd. thumocnik jazvka anglického
round stamp: Lenka Petrasova. imterpreter of English language
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DECLARATION OF CONFORMITY(MDD)

1. Manwfacturer CLYMPUS MEDICAL SYSTEMS CORP,

2. Address 2881 Ishikawa-cho, Hachioii-shi, Tokyo 192-8507 Japan
3. Model OLYMPUS OTV.81580

4. Name of product VISERA ELITE VIDEQ SYSTEM CENTER

5. Serial or Lot No. from 7100060 to

6. Classification Class |

~3

. Authorized representative in BU

EName Olymypus Buropa Holding GmbH

Address Wendensty, 14-18 20097 Hamburg, Germany

We hereby declare that the above mentioned product complies with the requirements of B
Directive 93/42/EECMMD Diunder the sole responsibility as 2 legal manufacturer. This Declaration of Conformity is
valid in manufactured devices with the above Serial/Lot number.

This declaration is based on : MDD, Annex VII

8. Applied Standards

Refer to the Essential Requirements Checklist for above mentioned product.

Place 2951 Ishikawa-cho, Hachioji-shi, Tokyoe, Japan
Signature o
Name Seiva Ralin &

General Manager,
Title Regulatory Affaivs & Quality Assurance Department
Date 2011/08/29

{N-0I8 D28001 Appendix 2)



QLYMPUS

Prohléseni o shodé (MDD)

1. Vyrobce CLYMPUS MEDICAL SYSTEMS CORP.
2. Adresa 2951 Ishikawa-cho, Hachioji-shi,
Tokio 182-8507. Japonsko
3. Model OLYMPUS OTV-8190
4. Néazev vyrobku VISERA ELITE VIDEQ SYSTEM

as

5. Cislo série nebo davky  od 7100060 do

6. Klasifikace Trida |

7. Autorizovani zéstupci v EU

g Jméno Olympus Europa Holding GmbH
Adresa Wendenstr. 14-18, 20087 Hamburk, Némecko

Timto prohlagujeme, védomi si své vyhradni odpovédnosti jako opréavnéného
vyrobce, Ze vySe uvedeny vyrobek splfiuje poZadavky Smérnice Evropské rady
83/42/EHS (MDD}, Toto prohidseni o shodé plati pro vyrébéné zafizeni s vvde
uvedenym Cislem série / davky.

Toto prohlaseni je zaloZenc na: MDD, pfiloha VI
8. Pouzité normy
Viz seznam zakladnich poZadavkl pro vyse

uvedené vyrobky.

Misto vydani 2851 Ishikawa-cho, Hachioji-shi, Tokio, Japonsko
Podpis podpis neditelny

Jméno Seiva Raiju
Funkece generaini feditel.

regulatorni zalezitosti a oddéleni zaiiStovani vality
Datum 28/08/2011

[N-OIS D28001 Piiloha 2]



TLUWMOCRICKA DOLOZKA

Jako tlumoctnik jazyka anglického a ruského, jmenovany rozhodnutim Krajského
soudu v Hradei Kralové ze dne 23.08.1984, &) 1071/94

timio potvrauji,
Ze preklad doslovné souhlasi s textem pfipojeného dokumentu.

Tlumognicky Ukon je zapsan pod pofadovym &islem -7 deniku.
Dne: o ¢

Razitko a podpis tlumotnika
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| Olympus Winter & tbe GmbH
3 Kughnstr. 81

22045 Hamburg. Germany
P.O.Box 7017 08

(22017 Hamburg, Cgfmmy
Telefor: n},g{ } 868 86-0
Telsiax. +49 {&Ql 5 88 65-2108

- v

s

Sermit erkifiren win, dase das Produl?
e herewih Jeclare that the product
Produkinamea.

Froduct name

v B

a0 tems

i{*‘z taiog Mr./ b deihama -
&3” NO £ Modstnarm i

nnenad mi raennummer § . - :
Seginnend mit Serien THLOl see List of Related tems z
Beginneng with Seral-Ng /ot
3y (g‘ i - « . : H
Produldfamilie. PFO0 1 Telescopas, auvtoclavable (without channel)

Produat Famity

Produkikiassifizisrung:
Frodut slassificaton R |

gie Anforderungsn der Medizinprodukie Richtlinie S3MI/EEC orfill
sompites with the reguirements of the Meadics! Devive Direntive 834 VEES.

Diese Erlddrung bezeht sich aul Armnax B for products of class lia
This degiaration 5 based on

Notifizierte Stellen fir Produkie der Hlasgse is, Im. iz, iib

{ Motified Body for products of class is, Im, lia, b

TUV Rheinland LGA Products GmbH « Tiliystr. 2 - 80431 Nirnbarg,
Regisiration- MriNo: 0187

Funktion Nama Datum  Unterschrift
Function Name Date  Signature
Genehmigt (GM Q&R Or. Martin Peters (
Approved by !

DaciD DOC-DOC T00-034-234 s v0Q
Belnngs o GOF G{) -32.03 Sagic Tamp 1D BYEMPG1 032 an w0

Ciympus Burgical Technologies Europe Page 1 of 4



A

LIST OF RELATED ITEMS

Foliowing products belong (o the Product-Family:

PFOOT-TELESCOPES, AUTOCLAVABLE

(WITHOUT CHANNEL)

Product Name: | Catalogue Nof MDD geg'gﬁﬁmg with
Mode! Name: Class Serial-No / Lot
Telescope. 07, 4 mm, autoclavable A220008 | la 107608
Telsscope, 12°, 4 mm, aata@iavai}:e A22001A iz 107815
Telescops, 30°, 4 mm, auloclavable AZ2002A Ha 107825
Telescope. 70°, 4 mm. autociavable AZ2003A Ha 107640
Telescope, 110°, 4 mm, auloclavabie AZ2004A iia 107817
Telescope, 30°, wideangle, 4 mm, autoclavable A22008A iz 107635
Telescope, 1.8 mm, 0°, 210 mm, autociavable AZT7644A He 000887
Teisscope, 1.8 mm, 30°, 210 mm, autociavabie A3TE5A Hla 403014
Telescope, 3 mm, (°, avtoclavable AABTZA it 807581
Telescope, 3 mm, 12°, autoclavable ALBTEA lia 704205
Telescope, 3 mm, 30°, wideangle, autociavable ALBT4A lia Bl48E7
Telescope, 1.9 mm, 0°, 280 mm, autoclavable A4BTBA ila 008671
Tetescope, 1.9 mm, 30°, 280 mm, autoclavable ALBTTA la 014810
Telescope, 5.4 mm, 30°, short, autoclavable A48B1A la 406385
Telescope "TrusView I1*. 4 ram, 0°, suloclavable A708404A Ha 008408
Telescons "TrueView 11", 4 mm, 30°, autociavabdle AT0841A Ha 008410
Telsscope "TrusView I, 4 mm, 70°, autoclavable AT0OB42A la 008414
Telescope "TrueView 11, 2.7 mm, 0° aufoclavable B AT0860A la 1006027
Telescope "TrueView 1", 2.7 mm, 30°. avtoclavable ATDOB1A lia 100033
Telescope “TrueView 1", 2.7 mm, 70°, auloclavabile ATDBEZA lta 101246
zéifasgége TrueView 1", 2.7 mm, 30°, short, auto- | ATODBRA Ha 100021
Telescope, 1.8 mm, 0%, 85 mm, autociavable ; ATS04A fa 004197
Telescope, 1.9 mm. 307, 65 mm. autaciavable L A7S05A lta 004196
: Telescope, 1.9 mm, 0°, 118 mm, autoclavable ATE06A Ha 004188
Telescope, 1.9 mm, 30°, 115 mm, aulociavable ATED7A Ha 004188
Telescope. 4 mm, 0°, angled, autoclavable AB1000A Ha 000801

DoclD DOG-D0C_100-034-234 _de_v00
Belongs to GOP. GOP-03.08

Basic Temp 1)

GTEMS-0.1_032_en_ 0D

Olympus Surgical Tachnologies Eurape
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Product Nama:

. Catslogus Nof

Y 4 N - y ¢
MDD Beginning with |

Model Name: Class Serial-No fLot
Telescope, 4 mm, 30°, angled, autoclavable AB1001A fla 000805
Talescope, 4 mm, 70°, angled, autoclavable ABT002A lia 0Doos0Y ’
Telescope, 2.7 mm, (7, angled. autociavable ABI010A Ha E 000912
| Telescops, 2.7 mm, 30°, angled, autociavable ABIO1IA ia i 000918
Telescope, 2 7 mm, 70°, angled, autoclavable AB1012A lia 000920
Teiescope, 4 mm, 30°, angled, suteclavable ABI031A fta 311484
Telescope, 4 mm, 70°, angled, autoclavable AB1032A ha : 311538
Telescope, 2.7 mm, 30°, angled, autoclavable AB1041A Ha 300003
Telescope, 2.7 mm, 70°, angled, autoclavable AB1042A Ha 311533
Telescope, 4 mm, 12°, autoclavable WAZDD18A Ha 515008
Telescope. 4 mm, 30°, autoclavable WAZDO17A Hia 35074
Telescope, 4 mm, 707, auloclavable WAZO018A Ha ‘ 515004
Telescope, 4 mm, 12°, long, auloclavable WAZDDZ1A a 408387
Telescope, 4 mm, 70°, long, auicclavabie WAZ00Z3A ila 405380
Telescope QES%LTE 4 mm, (°, MDY auloclavabie WAZTA00A HE 878378
gf;iesmg}e “OES ELITE" 4 mm. 12°, HD, sutoclave- WAITA124 iz 674582
giescza@e “OES ELITE” 4 mm, 30, HD, autoclava- WA2TA304 ia 674642
Telescope "OES ELITE", 4 mm, 30°, wide-angle, HD. | o 1orazwa fa 674632
autoclavable
gij%cepg "OES ELITE" 4 mm, 707, HD, auloclava- WAZTAT0A ia 575735
g;ﬁ%ﬁi "OES ELITE", 4 mm, 12°, PDD. HD, au- WAZT4128 fa 875398
Telescope, 5.4 mm, §°, aviociavable WABD372B ia 203872
Telescope. 5.4 mm, 30°, auioclavable WAS0373RB fia ) 204338
Telescope, 5.4 mm, 45", autcclavable WASO374E fla 203812
;i?:g@?& mu'ﬂm 507, 480 mm, quicicfock, auto- WABZO05A fta 401293
zgztfié;;pe, 10 mm, 45°, 460 mm, quick lock, auto- WAS2006A la 404298
Telescope, 10 mm, 0°, HD, quick lock, autoclavable WAS3000A lla 406319
iTeigsccpe, 10 mm, 307, HD, quick fock, autoclavable WAB3005A a 406410
Telescope, 10 mm, 45% HD: quick lock, auloclavable WAS3010A fia 408418
Telescope, 10 mm, 70°, autoclavable WASST00A HE] 544026
Telescope, 10 mm, 90°, autociavable WASS108A la 544031
Telescope, 4 mm, 0°, connector for light guide on WAGS200A a 548585
bottom, autoclavable

Docid DOC-DOC_100-034.234_de_v00
Beiongs o GOP. GOP-03.03

Basic Ternp 1D GTEMP-0,1_03Z_en vl

Otympus Surgical Tachnologies Europe

Page Jof 4
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FProduct Hame:

Catalogus Nof

MDD

Beginning with

Model Name: Class Serial-No / Lot
Telescope, 4 mm, 30°, connector for fight guide on - " i e
bottom autoclavable wage201A | e basdEs !
Tetastope, 4 mm, 30°, connecior for light guids on . 05, " .
{op, autociavable - WASE2024 e 548567
Telescope, 4 mm, 457, connector for light guide on 2 PURA | £
bottom, autoclavable WA9B203A e 048588
Telescope, 4 mm, 45", connecior for light guide on A BRAA L n
10p, autociavable WADS204A : 8 548588
i Telescope. 4 mm, 707, connector for light guide on h § )
: ' s W 5 ‘ i g
| boltom, autociavable WASBZ05A ® 548590
Telescope, 4 mm, 70°, connector for light guide on } i fan
top, autoclavable - WABB206A e 545581
Telescope "OES ELITE". 4 mm, 30° WA2TA30P la 877201
fTeiesccse "OES ELITE" 4 mm, 70° WAZTA70P Ha 647155
RYa Y vt =L 157 ut soom ,
555‘;%80;}8 OES ELITE" 4 mm, 16", HD, autoclava WA2T415A Ha 578897
%;eeﬁescog}s ‘OES ELITE" 4 mm, 22 °, HD, autoclava- WAZTAZZA s 678835
Change Log
Rev., [Date Prapared by Description of Changes CR.Mo.
00 22082013 8.Llange Newly issued to cover the prod-
uct family in one document
g1 25.07.2014 B.lange New item WA2T4124 added £-871
02 04.08.2014 Blange New item added: WAZT430A E-871
a3 20.08.2014 B langs New dtem added: WA2T43WA E-871
04 10.06.2014 B.Lange New items added: WAZT4004, =871
WAZTATOA
as 19092014 Lange New item added: WA2T412P E-871
08 2015-05-22 B.lLange Annex Vil removed from fist of -
applicable Annexes
a7 2015-08-13 B Kapperiz Mew ftems added: E-0871
WAZTA30P, WAZTATOR
08 2015-12-08 B. Kapperiz New items addad: E-G871
WAZTA18A und WAZT4Z24,
Docld  DOC-DOC_100-034-234_de_v(0

Belongs o GO

GOP-03.03

Basic Temp 1D GTEMP-0.1_032_en_v00
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Spolednos:

L Fax: + 49 (40) 6 69 66- 139

"Olympus Winter & Ibe GmbH
- Kuehnstr, 61

22045 Hamburk, Nemecko

PO Box 701709

- 22017 Hamburk. \cmc»}\a

Telefon: +49 (40) 6 69 66

[

Timts prohiafujeme, Ze nisledujiel

Nazev vvrobku

v

- viz seznam souvisegjicich polozek

%t

Katalogové Sislo / nazev modelu

viz seznam seuvisejicich polozek

Potinaje Cislem série / davky

viz seznam souvisejicich poloZek

- Yyrobkova fada

PFOO01 teleskopy. autoklavovatelné (bez kanalu)

Klasifikace vyrobku

viz seznam souvisgjicich polozek

splfiuje pozadavky smérnice 93/42/EHS o zdravotnickych prostfedeich

Toto prohldseni je zaloZeno na:

% Priloha I pro vyrobky tfidy lla

Notifikovany organ pro vyrobky thic
TUV Rheinland LGA Products {;mi

e

Registratni u 0197

v is. Im, Ha, b
{ - Tillvstr. 2. 90431 Norimberk

sla:
| Funkee

Datum Podpis

- Reditel pro kvalita a

cJméno

| Dr. Martin Peters

regulatorni zalezitost

Tdent. dokumenne DOC-DOC 160 034-
Pait! do GOP GOPO3 03

234 de w0
[dent. &isle zakladni Sablony: GTEMP-0.1_032_en i
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SEZNAM SOUVISEJICICH P

i

i\ééiéﬁe’iﬁﬁé%&é virohky patfi do virobkové ?aéx

OLOZEK

F001 TELESKOPY, AUTOKLAVOVATELNE

(BEZ KANALU)

Nazev vyrobku: Katalogové &isle/ | MDD | Podlinaje fislem
ndzey modelu Tlida série [ daviy
Teleskop, 0, 4 mm. autokldvovatelny A22000A ia 107608
Teleskop. 127, 4 mm. autokldvovatelay A220014 ila 107615
Teleskop. 30”7, 4 mm. autokldvovatelny A22002A lia 107625
- Teleskop. 707, 4 mm. autokldvovatelny AZ2003A lia 107640
Teleskop. 1107, 4 mm, autoklavovatelny A22004A Ha 107817
Teleskop, 307, smkcuh x 4 mm, autoklavovateiny A220054 la 107635
Teleskop. 1.9 mm, 0°, 210 mm, autokiavovateiny A3764A Ta 000897
Teleskop, 1.9 mm, a*’} 21 Omm autokldvovatelny A3T6SA Ha 003014
Teleskop. 3 mm, 0", aamkmwmtd ny A46T2A ila 807561
Teleskop, 3 mm. 12°. autoklavovatel Iny ALBTIA ia 704205
Teleskop, 3 mm. 30, SirokothlY, autokldvovatelny Ad6744 Ha 604887
Teleskop, 1.9 mm. 0", 280 mm. autokldvovateiny A46T76A la 009671
Teleskop. <} mim. 3{} . 280 mm, autokldvovaielny A4677A la 014810
Teleskop. 5.4 mm. 30, kratkv. autoklavovatelny A4881A a 406395
Teleskop , Truc\’ iew ﬁ 4 mm, 0", autoklavovatelny AT709404 ia 008408
Teleskop . TrueView I1°. 4 mm. 30", autoklévovatelny AT0941A Ha 008410
Teleskop ., TrueView H". 4 mm. 70", autokldvovatelny AT0942A ila 008414
Teleskop ., TrueView 11, 2.7 mm. (', autoklavovateiny AT0960A lla 100027
Teleskop . TrueView 11", 2.7 mm. 30, autokldvovatelny ATO961A ia 00033
Teleskop TrueView 1", 2.7 mm, 707, autoklavovatelny ATOD62A Ha 101246
Teleskop, TrueView 11, 2.7 mm. 30°. kratky, ATO963A ita 106021
autokldvovatelny
Teleskop. 1.9 mm, 0", 65 mm, avtoklavovateiny ATS04A ila 004197
Teieako;} 1.9 mm. 307, 65 mm, autoklévovatelny AT7S05A ila 004196
Teleskop. 1.9 mm, 0°, 115 mm, autoklavovatelny ATS06A ila (04189
Teleskop. 1.9 mm, 307, 115 mm, autoklavovatelny ATSOTA Ha (04186
Teleskop, 4 mm. (", ?dhmm autoklédvovalelny AB1000A ila 000901

tdent dokumentu: DOC-DOC_J00_ 034234 de il
Pattf do GOP: GOP-03.03

ident, fis
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| Nizev vivobku:

- Katalogové ¢isio /|

MDD | Podinaje lislem |

nazev modely THida série / davky
- Teleskop, 4 mm, 30", zahnuty. autoklévovatelny ; ABIOUIA la 400905
Teleskop. 4 mm, 70", zahnuty, autoklavovatelny ABIO02A lia 006909
Teleskop. 2.7 mm. 0", zahnuty, autokldvovatelny ARI0I0A Ha GO0912
Teleskop. 2.7 mm. 30", zahnuty, autoklavovateiny ARIOTTA iia 000816
Teleskop. 2,7 mm, 70", zahnuty., autokiavovatelny ABI012A la 000920
Teleskop. 4 mm, 30", zahnuty, auoklavovarelny A81031A la 311484
 Teleskop, 4 mm, 70", zahnuty. autoklavovatelny AZ10324 ila 311538
Teleskop, 2.7 mm, 30", zahmuty. autoklavovarelny ABI041A fia 300003
Teleskop, 2.7 mm, 707, zahnuty, autoklgvovatelny AB1042A Ha 311533
Teleskop. 4 mm, 12", autoklavovatelny WAZ0016A la 515009
Teleskop, 4 mm, 307, autoklévovatelny WAZO017TA fla 535074
Teleskop, 4 mm. 70", autoklavovatelny WAZ0018A fa 315004
Teleskop, 4 mm, 12, dlouhy, autoklavovatelny WAZ0021A lla 405387
Teleskop, 4 mm, 70°, dlouhy. autoklavovatelny WAZO0I3A Hla 405389
Teleskop JOES ELITE®, 4 mm. 0°. HD. autoklavo. WA2T400A Ha 675379
vatelny
Teleskop ,.OES ELITE™. 4 mm. 12°, HD. autoklavo- WAZT412A ila 674582
vatelny
Teleskop LOES ELITE®, 4 mm. 30", HD. auioklavo- WA2T4304A ila 674642
vatelny ~
Teleskop LOES ELITE™, 4 mm, 30", girckothly, HD.  WA2TIIWA {la 674632
autoklévovatelny
- Teleskop L OES ELITE™ 4 mm. 70°. HD. autoklavo. WAZT4T70A ia 675733
vatelny
Teleskop LOES ELITE™. 4 mm. 12°. PDD. HD. WAZT412P ila 675398
autoklavovaielny
Teleskop. 5.4 mm, §', autokldvovatelny WASU372B la 203872
Teleskop. 5.4 mm, 30", autoklavovatelny WAS03738 1a 204335
Teleskop, 5.4 mm, 45", autoklavovatelny WAS3I74B ila 203812
Teleskop, 10 mm. 30", 460 mm. rychloupinaci, WAS2005A Ha 401293
autoklavovatelny
Teleskop, 10 mm, 45" 460 mm. rvchloupinacl. WA32006A lia 401298
autcklavovatelny
Teleskop, 10 mm. 0. HD. rvchloupinaci, WASIONO0A ila 4066319
autoklavovatelny
Teleskop, 10 mm. 30" ED, rvchloupinaci. WAS3003A a 4064190
autoklévovatelny
Teleskop, 10 mm, 45" HD. rychloupinaci, WAS3010A HE 206418
autoklidvovatelny
Teleskop, 10 mm, 70, autckldvovatelny WASGI00A Iia 344028
Teleskop. 10 mm, 90", autoklavovatelny WAS6105A ila 544031
Teleskop. 4 mm. (", konektor pro svétiovod ve spodui WASEZ00A ila 548585
Cast, autoklévovatelny

Ydent. dokumentu: DOC-DOC 100 034-234 de vi0
Patff do GOP: GOP-03.03
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- Nazev yirobku: Katalogové &islo / . MDD | Podinaje série
nazey modely PHda | Cislem [ ddvky
Teleskop. 4 mm. 30", konekior pro svétlovad ve spodni WABE201A iia 548586
¢asti. autoklavovatelny
Teleskop, 4 mm. 30", ki‘me%mf pro svetiovod v hom| WAGE202A {la 548387
é&% autokldvov ai»‘i
Teleskop. 4 mm, 45", L\Lmekior pro svétlovod ve spodni WABSE2034 ila 548588
casti, autoklav ovamhu )
Teleskop, 4 mm. 45, konektor pro svétlovod v horni WAGE204A ila 548589
{asti, autoklavov aidm’ _
Teleskop, 4 mm, 70" km}e‘z{tor pro svétiovod ve spodni WARG203A a 548390
 Cast, autokldvovatelny
Teleskop. 4 mm. 707, konektor pro svdtlovod v horni WAGE20064 ila 545591
f‘;% ¢asti, autokldvovatelny
) Teleskop .OES ELITE, d mm. 30" WA2T430P . lla 677201
Teleskop LOES ELITE, 4 mm, 70° WAZTA70P Ia H47155
Teleskop JOES ELITE, 4 mm. 167, HD. autoklavo- WAZTL16A ila $78892
vatelny
Teleskop OES ELITE. 4 mm, 22 . HD. autoklavo- WADT422AP la 678839
vatelny
Zména
Revize Datum | Vypracoval  Popis zmény C.CR
00 22.08.2013 B. Lange Nové vydani pro zahrmuti vyrobkové | ---
fady do jednoho dokumentu
01 25.07.2014 B.Lange Pfidana nové polozka WA2T412A E-871
02 04.08.2014 B. Lange Ptidana nové poloZzka WA2T4304 E-871
. 03 20.08.2014 B. Lange Piidéna nové polozka WA2T43WA E-871
B 04 10.09.2014 B. Lange Pridany nové polozky WA2T400A, E-§71
WAZT470A
03 19.09.2014 B. Lange Pfidéna nové polozka WAZ2T412P E-871
06 22052015 B. Lange Ze seznamu aplikovatelnyeh polozek | -
vyimuta pifloha VII
a7 L 13.08.2015 B, Kappertz | Pridany nové polozky: E-0871
" WAZTA30P, WA2T470P
08 09.12.2015 B. Kappertz © Pridany nové polozky: E-0871
WA2T416A s WA2T422A

ident dekumenty: DOC-DGC 760 034234 de v00
Patfi do GOP: GOP-03 03

ldent. &islo zikladni sablony: GTEMP-01 032 en il

Ulympus Surgical Technologies Farope
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Jako tlumoénik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne

As a sworn Interpreter of English Janguage appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002. | hereby certify that the translation
is a literal transtation of the attached document.

This interpreting act is entered under NOI v of the Journal.

kulaté razitko. Lenka Petrdsovd, tlumodnthk juzvka anglického
round stamp: Lernka Petrdsovd, interpreter of English language
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© We hereby declare that the above mentioned product complies with the requirements of EC

DECLARATION OF CONFORMITY(MDD)

ot

8,

=1

» Manufacturer

. Address

. Model

. Name of product

. Serial or Lot Ne.

Clagsifination

OLYMPUS MEDICAL SYSTEMS CORP.

2951 Isbikawsa-cho, Hachioji-shi, Tokyo 192-8507 Japan

UHL4

HIGH FLOW INSUTFFLATION UNIT

from 7200019 to 7311842, from 7321548 to

Class IIa

Authorized representstive in EU

Name

Address

{ Directive 95/42/EECOMDD)under the sol
¢ valid in manufactured devices with the above Serial/Lot number.

Olympus Europa Holding GmbH

Wendenstr, 14-18 20097 Hamburg, Germany

e responsibility as  legal manufacturer. This Declaration of Conformity is

+ This declaration is based on : MDD, Annex 11.3

e

| 8. Notified Body Approval

Issued by

Address

. Applied Standards

Place

Signature

Name

Title

Date

TUV Rheinland LGA Products GmbH {0187

Tillystrasse 2, D-90451 Niwnberg, Germeany

Refer to the Essential Requirements Checklist for above mentioned product.

2851 Ishikawa-cho, Hachigji-shi, Tokyo, Japan

Susumu Nishina

Chief Manager
Markst Quality Administration
Regulatory Affairs & Quality Assurance Department

2013/03/07

Revision 1

[N-OI8 D28001 Appendix §]



PROHLASENI O SHODE (MDD) OLYMPUS

1. Vyrohce OLYMPUS MEDICAL SYSTEMS CORP.
2. Adresa 2851 Ishikawa-cho, Hachioji-shi, Tokio,192-8507 Japonsko
3. Model UHI-4

4. Nazev vyrobku PROFUKOVACI JEDNOTKA § RYCHLYM PRUTOKEM

5. Vyrobni &islo od 7200019 do 7311842, od 7321843 do

8. Kiasifikace Trida lla

7. Autorizovani zastupci v EU

Nazev Olympus Europa Holding GmbH

Adresa Wendenstr. 14-18, 20097 Hamburk, Némecko

Timto prohladujeme, védomi si své vyhradni odpovédnosti iako opravnéného
vyrobce, Ze vy$e uvedeny vyrobek spliiuje pozadavky smérnice Rady 93/42/EHS
(MDD). Toto prohlaseni o shodé plati pro vyrabéna zafizeni s vyse uvedenym
cislem série / &islem déavky.

Toto prohidseni vychézi z: MDD, Priloha 11.3

8. Certifikace systému jakosti

Vydal TUV Rheinland LGA Products GmbH (0197),
Adresa Tillystrasse 2, D-90431 Norimberk, Némecko
9. Pouzité normy Viz seznam zékladnich poZadavki na vy$e uvedeny
vyrohek
Misto 2951 Ishikawa-cho, Hachioji-shi, Tokie, Japonsko
Podpis podpis neditelny
Jméno Susumu Nishina
vrehni Feditel pro zajist'ovani kvality na trhu,
Funkce oddéleni pro regulatorni zaleZitosti a zaji§tovani kvality
Datum 7.3.2013
Revize 1

[N-OIS D28001 Pfiloha 3]



Jako tlumoenik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne
28.2.2002. ¢4, 134172002 stvrzuji. 2e preklad souhlasi s textem ptipojené listiny.

Tlumocnicky tkon je zapsan pad por. &. .. deniku,

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002. 1 hereby certify that the translation
is a literal translation of the attached document.

This interpreting act is entered under No.: oo of the Journal.

g

kulaté razitko: Lenka Petrdsova, Humoénik Jazvka anglického
round stamp: Lenka PetrdSovd. interpreter of English language






DECLARATION OF CONFORMITY(MDD)

1. Manufsctures OLYMPUS MEDICAL SYSTEMS CORP.

2. Address 2551 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan
3. Model LYMPUS URFITYPE VY

4. Nume of product URETERC-RENO VIDEOSCOPE

5. Serial or Lot No. from 2800001 to, from W040020 to W551265

Classification Class 1ia

o0

-y

. Authorized representative in EU

Name Olympus Europs SE & Co. KG
Address Wendenstr, 14-18 200987 Hambure, Germany

e hereby declare that the above mentioned product complies with the r&gmrsmemg of EC

f‘ irective 83/42/EECIMDD)under the sole responsibility as 2 legal manufacturer. This Declaration of Conformity is
velid in manufactured devices with the sbove Sexial/Lot number.

This declaration is based on ' MDD, Annex I},

2. Notified Body Approva

. Issued by TUV Rbeinland LGA Products GmbH (0197
Address Tillystrasse 2, D-50481 Nurnberg, Germany
i
§ 4. Applied Standards e £ s E »
/e - Refer to the Essential Requirements Checklist for above mentioned product.
: - T SR URTIILITI T
y Place 2861 Ishikewa-cho, Hachioi-shi, Tokvo, Japan
S
X
Signature
Name Hircki Moriyama
Genersl Manager
Medics!l Quality Department Medical Quality &
Title Regulatory Division
iht: J
Date 2018/10/01

Revision 3

N-QIS D28001 Appendix 3]

ey
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o [ - & 4 . & [ Y iats
Prohladeni o shoda (MDD

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORPE,

2. Adresa 2051 Ishikawa-cho, Hachioii-shi, Tokio 182-8507.
Japonsko

3. Model OLYMPUS URFTYP V

4. Nazev vyrobku URETERQO-RENQ VIDEOSKOP

5. Cislo série nebo davky od 2800001 do. od W040020 do W551265

. Klasifikace Tiida lla

(o 4]

4

. Autorizovani zastupci v EU

Jméno Olympus Europa SE & Co. KG

Adresa Wendenstr. 14-18, 20097 Hamburk, Némecko

Timto prohladujeme, védomi si své vyhradni odpovédnosti jako opravnéného
vyrobce, e shora uvedeny vyrobek spifiuje poZadavky smérnice ES 93/42/EHS
(MDD). Toto prohiageni o shodg plati pro vyrabena zafizeni s vyde uvedenym Cislem
série / &islem davky.
Toto prohladeni je zaloZeno na: MDD, piiloha 1.3
8. Schvalen! notifikovaného organu:

Vydal TUV Rheinland LGA Products GmbH (0197)

Adresa Tillystrasse 2, D-00431 Norimberk, Némecko

9. Pouzité normy: Viz seznam zakladnich poZadavkl pro vyse uvedeny vyrobek.

Misto vydani 2051 ishikawa-cho, Hachioli-shi, Tokio, Japonsko
Podpis neditelny

Jmeéno Hiroki Morivama

Funkce generaini feditel,

regulatorni zaleZitosti a oddéleni zajistovani kvality
divize kvality a Zivoiniho prostredi

Datum 01410/2015 (ddommarn

Revize 3
IN-OI8 D28001 pliloha 3]



Jako dumocnik jazvka zimiickéh( Jmenovany rozhodnutim Krs 1ského soudu v Ostrave ze dne

28.2.2002. ¢). 134172002 stvrzuii. 7e pFeklad souhlasi s textem pripojené listiny.

e N . , NG Far N .
Humotnicky tikon je zapsan pod por. ¢. .07 s deniku,

AS a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28. 2002, reference No, 1341/ 2002, 1 hereby certify that the translation
is a literal translation of the attached document.

This interpreting act is entered under No.: ... of the Journal.

Dne/on: .. . o0

kuleié yazitho: Lenka Petrdsovd, thumodnik Jazyka anglického
round siamp: Lenka Petrdsovd. interpreter of English language
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Declaration of Conformity
T2004 01 and T2004 02

November 24, 2014

Manufacturar;
DaPuy Mitek, Inc.
a8 Johnson & Johnson company
325 Paramourt Drive
Raynham, MA 02767 USA

OEM:
Gyrus Medical, Fortran Road, St. Mellons
Cardiff CF3 OLT, United Kingdom
Manufacturas Zapaliname SA de CV Dept. Gyrus ACMI Nave 28.
Carretera Saltlilo-Zacatacas Km 4.5, Parque Industrial
La Angostura, Saltliio, Mexico C.p, 25315

European Authorized Reprasentative:
DaPuy international Ltd,
St Anthony's Road
Leads L811 BDT England

Notifled Body: BSi
Kitemark Court,
Davy Avenue,
Knowlhlli,
Mliton Keynes,
MKS 8PP, UK
identification Number; 0086

Quality Management Certificate FM 77318

Products: See attached list
Classification: Class lib, Rule 8 of Annex IX of the MDD

We declare that the above-mentioned products meet the provisions of the Councll Directive 93/42/EEC of
June 14, 1993, and amending directive 2007/47/EC concerning Medical Devices, All supporting
documentatlon s retalned under the premises of the manufacturer.

Conformity Assessment Route: Annex I1.3 of the MDD
Full Quality Certificate CE77316
Start of CE Marking: June 30, 1997

Novembe/ 254 2014

Date

Director Regulatory Affairs

T2004 01 and 02 L o _ Page 1of 3
DePuy Mitek, a Johnson & Johnson company
325 Paramoufit Drive, Raynham, MA 02767, USA
Tel: +1{508} 977-3800 Toll Free: +1{800) 356-4835 Fax: +1-{508) 977-6955




® DePuy Mitek

e oo

November 24, 2014

DePuy Mitek, belng the manufacturer/design site, declares to the best of its knowledge that tha products
covered by this declaration conform to the provisions of the recast RoHS Dlrective (2011/65/EU) for
medical devices (RoHS2), as transposed Into Natlonal Law.

Catalog GMDN ‘
D CE Da "
Number escription Mark Date Code GMDN Description
225023 | VAPR 3 Foatswitch October 7, 2002 | 56336 Remote cantrol, footswitch
225024 | VAPR VUE RF Generator July6,2010 | 3sgoz | Endotherapy ""';‘:;‘fr"'f;: distharmy system
227214 | VAPR Wireless Footswitch July 6, 2010 36336 Remote control, footewitch
Universa! foot-contrelled alectrosurgleal
225002 | VAPR Handplece June 30, 1957 35708 diathermy systam conducting unlt, single-use
2250037 | VAPR Footswitch June 30, 1997 36336 Remote control, footswitch
225301 | Side Effect Electrode June30, 1997 | 35703 | .‘:;:Vrm"';;:f“‘::m';‘l‘n";ff{f::f‘,':‘l"“
225302 | Angled Side Effect Electrode June30,1987 | 35703 | , nweefesteontraletaeon e
225303 | End Effect Electrode June30,1997 | 35703 | vnverte '°°!. ;‘:‘;ﬁ:ﬁn“:;‘!"::‘f}:f&‘.
225304 | Angled End Effect Electrode June30,1997 | 35703 | , LnemenLCone e dee e e
225305 | 90° Hook Electrode June 30,1987 | 35703 d,:::l\;z;.,‘g:;c:::mm_ﬂ::::I:?:;;:l‘:‘t‘m
225101 | VAPR'T Thermal Side Effect August 21,1998 | 35703 d“‘:ﬁ:‘;g;‘,‘ foot-controlld slectrasurgleal
system conaucting Unlt, singla-use |
225104™ | VAPRT Thermal Angled Encl Effect | August 21,1998 | 35703 | , snivers ';:;“‘c’:m'c’tfn":f"‘,"’l gl
" " Universsl foot-controlled electrosurglcal
225112 VAPR T Thermal Rev. Angled Slda August 21, 1998 | 35703 diathermy system canducting unit, single-use
: December 14, Unlvareal foot-controllad electrosurglca!
225312 | Electrode Flex Side Effect 1988 35703 dlatharmy systam canducting unit, single-use
December 14, Unlversal foot-controlled electrosurgical
225314 | Electrade Flex End Effact 1998 35703 diathermy systern conducting unlt, single-use
" . December 14, Univarsal foct-controlied electrosurgical
225322 Electrode Flex Thermal Side Effect 1998 35703 diatharmy system conducting unit, single-use
L2 Decamber 14, Universal foot-contralled alectrosurglcel
225324 Electrode Flex Thermal End Effect 1998 35703 diathermy system conducting unit, single.use
225202 | 2.4 VAPR End Effect Electrode August 25, 1999 | 35703 d,a‘:,:‘;‘;:";‘s’;;:;f;‘;:’l}:;‘n":;ﬁ;":}"’,‘:’t"“
g unit, singie-use |
October 26, Universal foat-controlled electrosurglcal
225201 | 2.3 VAPR Side Effect Electrode 1599 35703 diathermy system conducting unit, single-use
225211 2.3 VAPR Side Effect Electrode January 11, 35703 Unlvarsal foot-controlled elactrosurgical
{Short} 2000 dlathermy system conducting unit, single-use
225401 | 2.3 VAPR Suction Sheath January 21,2000 | 35703 d|Bf;‘m:‘s';s‘;:::::mzfn;’:m":::‘l':f&“
o , . February 24, Universal foot-controlled electrosurglcs|
223402 3.5 VAPR Suction Sheath 2000 35703 dlathermy system conducting unlt, single-use
225203 | 2.3mm Wedge Elactrode Aprii 20,2000 | 35703 d,ﬂ‘:g:‘:f;;‘:ﬁ‘;;‘gg;’;’mjZ‘;“{:z}’,{;_,':‘im .
225213 | 2.3mmWedge Electrode Short Aprii20,2000 | 35703 | a‘t’;“!‘fr;;‘a';:;ﬁmﬂ';j’n:ﬁz‘ﬁmﬂ "
225350"" | VAPR 3.5mm 80" Suction Electrode | August31,2000 | 35703 | a‘:gg;’;‘;;:;tﬂ“gz;ﬁgmﬂﬁ;‘,ﬁ’;}‘@“ﬂm
— Universal foot-controlled alactrosurgleal
225252 | VAPR TC Electrode August 31, 2000 | 35703 dlathermy system conducting unlt, single-use
225360 | Large Diameter Suction Electrode October 7,2002 | 35703 Unlversal foot-controlled alectrosurgical
226361 | VAPR LP (Low Proflle} Suction Decamber 5, 35703 Unlversal foot-controlled electrosurgical
T2004 01 SVCE - e - r——— “ “:‘m_,‘["vgge ; §f3

”.Dé'l;dy Mifek,' aJohnson & Johnson- é&;ﬁbany

325 Paramount Drlve, Raynham, MA 02767, USA
Tel: +1{508) 977-3800 Toll Free: +1(800) 356-4835 Fax: +1-(508) 877-6955

RER 2




@ DePuy Miktak

T e November 24, 2014
Catalog GVIDN
D
Number escription CE Mark Date Code GMDN Description
Electrode 2008 digthermy system conducting unit, single-use
September 26, Universal foot-controllad electrosurglcal
225870 | VAPR 530 Electrode 2005 85703 dlathermy system conducting unit, singla-use
227301 VAPR 3.5mm Side effact Electrode September 19, 35703 Univarsal foot-controlled alactrosurglcel
' with integrated Handplece 2006 diantharmy system conducting unit, singla-use
227305 VAPR 3.5mm Hook Electrode September 19, 35703 Univarsal foot-controlled elactrosurgicel
with Integrated Handplece 2006 diatharmy eystem conducting unit, singla-use
VAPR 3,5mm Angled Side Effect Unlvarsal foot-controliad electrosurglical
227302 | piectrode with integrated Handplece | AP 20:2007 | 88703 | yugharmy syatem conducting unlt, single-ute
VAPR 2.3mm Waedge Elactrode with Unliversel foot-contraliad electrosurgleal
227203 Integrated Handplece May 22, 2007 35708 dlathermy systam conducting unit, single-use
. VAPR 2.3mm Wedge Elactrode Univereal foot-controlled elactrosurgleal
227213 | (short) with Intagrated Handplsce May 22,2007 | 85703 | yutharmy system conducting unit, single-use
; ‘ Universel foot-controlled alectrosurgical
227855 | VAPR S50 Electrode June 19, 2007 35703 dipthermy system conducting unlt, single-use
VAPR 3.5mm Flex Slde Effect Universal foot-controlled elactrosurgleal
227312 Electrode with Integrated Handplace July 2, 2007 35703 dlathermy system conducting unit, single-use
VAPR 2.3 Side Effect Electrode Unjvarsal foot-contralind electrosurgical
227211 (Sihnii) with Integrated Handplece, July 20, 2007 35703 dlathermy system conducting unit, single-use
VAPR 2.3 End Effect Electrode with Universal foot-controlled electrosurgical
227202 Integrated Handpiece, 140mm August 14,2007 | 35703 diathermy system conducting unit, single-use
VAPR Temperature Control End October 15, Univarsel foot-contralied electrosurgical
227252 | Effact Electrode with integrated ' 35703 )
2 tl it, .
Handplece, 2.3mm x 140mm 2007 diathermy system conducting unlt, single-use
- Unlvarsa| foot-cantrollad electrosurgical
227504 | VAPR Premiere50 Electrode Aprli 18, 2009 35703 diathermy system conducting unl, singla-~use
| Univarsal foot-controlled alectrosurglcal
227204 | VAPR Premlere90 Electrode August 5, 2009 35703 dlatharmy system conducting unit, single-use
Unlversal foot-controlled electrosurgical
228147 | CoolPulse Electrode with Handswitch July 6, 2010 35703 dlathermy system canducting unlt, single-usa
228146 CoolPulse Electrode without November 29, 35703 Univarsal foot-controlled electrosurglcal
Handswitch 2010 dlathermy system condicting unit, single-use
2.3mm Wedge Electrode with Universal foot-controlled elactrasurgical
228203 | Handcontrols April 16, 2012 35703 diatharmy systam conducting untt, single-use
3,5mm Side Effect Electrode with Aptll 16, 2012 35703 Universal foot-controlied electrosurgical
228300 | Handeontrals ’ diathermy system conducting unit, single-use
3.5mm Hook Electrode with April 16, 2012 35703 Unlverszl foot-controlled elactrasurglcal
228305 | Handcoritiols dlathermy system conducting unit, single-use
4.0mm VAPR $90 Electrode with Aprit 16, 2012 35703 Universal foot-controlled elactrosurgical.
228370 | Handcontrols ) diathermy system conducting unlt, single-use
3.0mm VAPR P50 Electrade with April 16, 2012 35703 Univarsal foot-controlled electrosurgical
228504 | Handcontrals i diatharmy system conducting unit, single-use
ARCTIC Suction Electrodes Dome | August 25, 2014 35703 Universal foot-controlled electrosurgleal
225029 | Tip diathermy systern conducting unit, single-
use
] Endotherapy electrosurglcal dlathermy
225021 | VAPR 3 Generator October 7, 2002- | 33602 system genarator diathermy system
conducting unit, single-use
End of List

*1: Obsolete per ECO414790, 429940, 440867, 440869 In 2013. The cades will be removed In October/2018-or later,
*2: Obsolete per ECO429947, 429940 and 429948 In 2013,

12004 01
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ljePuv Mitek, a Johnson &Johnsancompanv o

325 Paramount Drive, Raynkam, MA 02767, USA
Tel: +1({508) §77-3800 Toll Free: +1(800) 356-4835 Fax; +1-(508) 977-6955




@ DePuy Mitals

-,vﬁmmﬂm ettty

November 24, 2014

The products listed below do not yet comply with the provisions of the recast RoHS Directive
(2011/65/EU) for medical devices (RoHS2), and cannot enter the European market. Tharefore, ERP system
blocks were implemented to restrict product from entering the EU untll compliance is documented. They
continue to meet the requirements of the MD&D and stli] bere the CE mark.

S:::m Dascription CE Mark Date Gc?::‘ GMDN Daserlption

225011°% | VAPR Il Generator August 31, 2000 | 35703 cﬁ:;l:;r;:xmmn.l:,::'m:;ga‘!ﬂ“ |
ez w7 | S | e
s [unpsticon et | o | e o,
225307"" | Angled Winged Electrods June 30,1897 | 35703 di-Lt’iﬂvr:nr;.s,;:__t:tmcggm:ﬂ:;?:f;'f:'ﬂ..
azsie | s e il e WP ol

*2: Obsolete per ECOA29947, 429540 and 428948 in 2013,
*3: Going through obsolescence

T2004.01 and 02

 Pagedof3

"DePuy Mitek, a Johnson & Johnson company
325 Paramount Drive, Raynham, MA 02767, USA
Tel: +1{508) 977-3800 Toll Free: +1{800) 326-4835 Fax: +1-(508) 977-6955
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Soudni pfeklad z anglického jazyka

(logo DePuy Mitek)

a Johnson & Johnson company 24, listopadu 2014

Prohldden! o shodé
T2004 01 2 T2004 02

24. listopadu 2014

Vyrobce:
DePuy Mitek, Inc.
a Johnson & Johnson company
325 paramount Drive
Raynham, MA 02767 USA

OEM vyrobce:
Gyrus Medlcal, Fortran Road, St. Mellons
CardIff CF3 OLT, Spojené krélovstv(
Manufacturas Zapaliname SA de CV Dept, Gyrus ACMI Nave 28,
Carretera Saltlllo-Zacatecas Km 4.5, Parque Industrial
La Angostura, Saltlllo, Mexiko C.P. 25315

Evropsky zplnomocné&ny zéstupce:
DePuy International Ltd.
St Anthony's Road
Leeds LS11 8DT Anglie

Ozndmeny subjekt: BSI
Kitemark Court,
Davy Avenue,
Knowihili,
Milton Keynes,
MKS 8PP, Spojené krélovstv(
Identifikaénl &islo: 0086

Certiflkdt managementu kvality FM 77318

Vyrobky: Viz pfilo¥eny seznam
Klasifikace: T¥ida \lb, pravidioc 9 pFflohy IX smérnice o zdravotnickych prostiedcich

Prohladujeme, Ze vy$e uvedené vyrobky splfiu)f ustanovenf smérnice Rady 93/42/EHS ze dne 14. &ervna
1993 a novelizaénl smérnice 2007/47/ES o zdravotnickych prostiedcich. Veskerd podplirné
dokumentace Je uchovavéna v provaznich prostorach vyrobce.

Postup posouzen( shody: Pfloha 11.3 smérnice o zdravotnickych prost¥edcich
Certifikat komplexnf( jakosti CE77316
Zahd]en( pou#ivdni oznatenf CE: 30. ¢ervna 1997

(podpis neditelny) 24, listopadu 2014
Ruth Forstadt Datum
feditelka pro regulatorni zdleZitosti

T2004 01202 Stranalze3
DePuy Mitek, a Johnson & Johnson company
325 Paramount Drive, Raynham, MA 02767, USA
Tel.: +1(508) 977-3800 Bezplatna linka: +1(800) 356-4835 Fax: +1-(508) 977-6955



(logo DePuy Mitek)

# Johnson & Johnson company

24, listopadu 2014

Spole€noast DePuy Mitek, kterd je vyrobcem / mistem ndvrhu, prohladuje podle svého nejlepétho védom, te vyrobky,
na které se vztahuje toto prohlé8eni, vyhowvul ustanovenim pfepracované smérnice o omezen! poufivan{
nebezpednych ldtek (2011/65/EU) pro zdravotnlcké prostfedky (RoHS2), v podobé transponované do vnitrostétniho

préva.
Katalogové Datum Kéd
a GMDN
islo Popls oznaten! CE | GMDN Popls dle GM
225023 | No¥nfspinaé VAPR 3 7. Mjna 2002 | 36336 Daikové oviddan/, nofnl spinad
6. tervence Generdtor endoterapeutického elektrochirurgického
225024 VF generdtor VAPR VUE 2010 33602 diatermického systému
227214 | Bezdrétovy nonl spinat VAPR 6. e:g‘;;”“ 36336 Diilkové ovlédani, notnl spinat
- 30, dervna Unlverzain{ vodivé Jednotka elektrochirurgického diatermického
225002 Rukojet VAPR 1997 35703 systému s nonim ovidddnim, na jedno pouliti
" 30, Cervna
225003 NoZnf spinaé VAPR 1997 36336 Délkové ovlddéni, noini spinad
, 30. fervna Univerzainl vodivé Jednotka elektrochirurgického diatermického
225301 | Elektroda s boénim plisobenim 1997 35703 systému s notnim ovidddnim, na jedna poulitl
225302 Zakfivend elektroda s éelnfm 30. dervna 35703 Univerzaln! vodivé Jednotka elektrochirurgického diatermického
plisobenim 1997 systému s nofnim oviddénim, na jedno poulitt
30. fervna Univerzéinf vodivd jednotka elektrochlrurgického diatermického
225303 Elektroda s &elnfm pisobenim 1997 35703 systému s nonim oviddanim, na jedno pouliti
225304 Zak¥lvens elektroda s telnim 30. tervna 35703 Unlverzdinl vodivé Jednotka elektrochirurgického dlatermického
plisobenim 1997 systému s nodnim oviddénim, na Jedno pouliti
Y 30. éervna Univerzdinf vodivé Jednotka elektrochirurgického dlatermického
225305 Hakova elektroda 90 1997 35703 systému s no¥nim ovladddnim, na Jedno pouditl
* . Unlverzdini vodivd Jednotka elektrochirurglckého diatermického
225101 VAPR T tepelnd s bo&nim plsobenim 21, srpna 1998 | 35703 systému s notnim ovldddnim, na jadno pousiti
«1 | VAPR T tepelna zakfivend s &elnim Univerzdinf vodivd jednotka elektrochirurgického diatermického
225104 plsobenim 21.srpna 1998 | 35703 systému s noZnim oviddénim, na jedno poulit
* . Univerzdinf vodivé jednotka elektrochirurgického diatermického
225112 VAPR T tepelnd rev. zakfivend botni 21, srpna 1998 | 35703 systému s nonim ovlddanim, na Jedno pouiti
14. prosince Univerzéinf vodivd Jednotka elektrochirurglckého diatermického
225312 Elektroda flex. s boénim plisobenim 1998 35703 systému s noznim ovlddanim, na Jedno pousiti
N 14, prosince Unlverzaln{ vodivé Jednotka elektrochirurgického diatermického
225314 Elektroda flex. s éelnim pGsobenim 1998 35703 systému s noknim ovlddanim, na Jedno pousit!
225322°1 Elektroda flex. tepeind s boénim 14, prosince 35703 Univerzdin{ vodivé jednotka elektrochirurglckého diatermického
plsobenim 1998 systému s nonim oviddanim, na jedno pousiti
2253242 Elektroda flex. tepeind s Zelnlm 14, prosince 35703 Univerzainf vodivé Jednotka elektrochirurgického diatermického
plsobenim 1598 systému s no¥nim oviddanim, na jedno pousit!
Elektroda VAPR 2,3 s &einim Univerzainf vodiva jednotka elektrochirurglckého diatermického
225202 plsobenim 25.srpna 1999 | 35703 systému s noZnim ovldddnim, na jedno poudit(
Elektroda VAPR 2,3 s boénim Univerzéinf vodivé jednotka elektrochirurgického diatermického
225201 plisobenim 26. Hina 1999 | 35703 systému s nofnlm ovlddanim, na jedno poulitl
Elektroda VAPR 2,3 s boénim Univerzdin{ vodivd jednotka elektrochirurgického diatermického
225211 plisobenim (kratkd) 11. ledna 2000 | 35703 systému s noZnim oviddénim, na Jedno poulit!
. Univerzain( vodivé jednotka elektrochirurgického diatermického
225401 Odsévacl pouzdro VAPR 2,3 21. ledna 2000 | 35703 " systému s nognim ovlddanim, na jedno poutiti
" , Unliverzdinf vodivd Jednotka elektrochirurgického diatermického
225402 Odsévacl pouzdro VAPR 3,5 24, (nora 2000 | 35703 systému s nofnim ovlddanim, na jedno poushi
Univerzéinl vodiva jednotka elektrochirurgického diatermického
225203 Klinové elektroda 2,3 mm 20. dubna 2000 | 35703 systému s nodnim oviddanim, na jedno pouditi
Univerzainf vodiva jednotka elektrochirurgického diatermického
225213 Klinové elektroda 2,3 mm krétké 20. dubna 2000 | 35703 systému s nodnim ovlédanim, na jedno pouditi
*1 o Univerzéini vodiva Jednotka elektrochirurgického diatermického
225350 Odsavac/ elektroda VAPR 3,5 mm 90 31.srpna 2000 | 35703 systémus s noZnim ovidanim, na Jedno pouditi
Univerzaini vodiva jednotka elektrochirurgického diatermického
225252 Elektroda VAPR TC 31.srpna 2000 | 35703 systému s no¥nim ovl4dénim, na jedno poudit!
225360 Sﬂf;‘g::'emmda s velkym 7.Hjna 2002 | 35703 Univerzainf elektrochirurgicky s nofnim oviédsnim
225361 Odsévacf elektroda VAPR LP (nizky S. prosince 35703 | Univerzéini vodiva jednotka elektrochirurgického diatermického
T2004 01202 Strana 2ze 3
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Katalogové Datum Kdd
Popls Popis dle GMDN
&islo P oznalen({ CE | GMDN _ P
profil} 2003 systému s nodnim oviddidnim, na jedno pouditi
Univerzdin vodiva jednotka claktrochirurgického diatermického
225370 Elektroda VAPR 590 26. 14F 2005 35703 systému s nofnim oviddanim, na jedno poutit! |
Elektroda VAPR 3,5 mm s boénim Univerzéin( vodivé Jednotka olektrochirurgického diatarmického
227301 | ssobenim s Integrovanou rukojet! 192412006 | 35703 systému s nonim ovidddnim, na jedno pouliti
Hékova elektroda VAPR 3,5 mm Univerzéini vodiva jadnotka elektrochirurgického diatermického
227305 s Integrovanou rukojet( 19.28/ 2006 | 35703 systému s noZnim ovldddnim, na Jedno poutitl
Zakilvend elektroda VAPR 3,5 mm
Univerzdinl vodivd jednotka elektrochlrurgického diatermického
227302 ls‘ut:(c:;zgn plsobenim s Integrovanou 20. dubna 2007 | 35703 systému s notnim ovldddnim, na Jedno pousit!
227203 Kiinova elektroda VAPR 2,3 mm 22, kvétna 35703 Unliverzéini vodiva jednotka elektrochirurgického dlatermického
s integrovanou rukojet! 2007 systému s nonim oviddanim, na Jedno pouliti
227213 Klinové elektroda VAPR 2,3 mm 22. kvétna 35703 Univerzain vodivé Jecinotka elektrochirurglckého diatermického
(kratkd) s integrovanou rukojet! 2007 systému s no¥nim ovladanim, na Jedno poullt(
19. ¢ervna Univerzdin/ vodivé jednotka elektrochirurgického dlatermického
227335 Elektroda VAPR S50 2007 35703 systému s noknim oviddénim, na Jedno poulit(
227312 Elektroda VAPR 3,5 mm flex. s bo&nim 2, ervence 35703 Univerzéin! vodivé Jadnotka elektrochirurglckého diatermického
plsobenim s Integrovanou rukojet( 2007 systému s noinim oviddénim, na jedno poulit!
Elektroda VAPR 2,3 s boénfm
! 20, &ervence Unliverzdini vodivd jednotka elektrochirurgického diatermického
227211 pisobenim (kratks) s integrovanou 2007 35703 systému s no#nim ovladénim, na Jedno pouXltf
rukojeti, 85 mm
Eiektroda VAPR 2,3 s éelnim
. i Unlverzdini vodivéd jednotka elektrochirurgického diatermického
227202 r;:;o’::!m s integrovanou rukojeti, 14, srpna 2007 | 35703 systému s notnim ovladanim, na jedno poutiti
Elektroda VAPR s regulacl teploty
Univerzain{ vodivé jednotka elektrochirurgického dlatermického
227252  |s ¢elnim plsobenim s integrovanou 15, Fjna 2007 | 35703 systému s noZnim ovlddanim, na Jedno poutit!
rukojet, 2,3 mm x 140 mm
Unlverzainf vodivd Jednotka elektrochirurgického diatermického
227504 J Elektroda VAPR Premiere50 13. dubna 2009 | 35703 systému s no3nim ovlddanim, na Jedno pouditl
. Univerzdinf vodivé jednotka elektrochirurglckého diatermického |
227204 Elektroda VAPR PremlereS0 5.srpna 2008 | 35703 systému s noknim ovlédanim, na jedno poudit!
6. tervence Univerzainf vodivd Jednotka elektrochirurgického diatermického
228147 Elektroda CoolPulse s ruénim spinatem 2010 35703 systému s nodnim ovlddénim, na Jedno pousiti
228146 Elektroda CoolPulse bez ruéntho 29. listopadu 35703 Univerzdini vodivé Jednotka elektrochirurglckého dlatermického
spinake 2010 systému s no#nim ovidddnim, na jedno poutit!
Kiinova elektroda 2,3 mm s ruénimi Univerzainf vodivé Jednotka elektrochirurgického diatermického
228208 | idacimi orvky 16. dubna 2012 | 35703 systému s nonim oviddénim, na Jedno pousiti
Elektroda s bonfm plsobenim 3,5 mm Univerzalnf vodivé Jednotka elektrochirurglckého diatermického
228300 | O nimi oviddacimi prvky 16. dubna 2012 | 35703 systému s no¥nim ovlddnim, na Jedno pousit!
Hékov4 elektroda 3,5 mm s ruénimi Univerzaln{ vodivé Jednotka elektrochirurgického dlatermického
228305 ovlddacimi prvky 16.dubna 2012 | 35703 systému s noZnim ovlddanim, na Jedno pouliti
Elektroda 4,0 mm VAPR $90 s ruénimi Univerzainf vodivd Jednotka elektrochirurgického diatermického
228370 ovlddacimi prvky 16. dubna 2012 | 35703 systému s nonim ovlddinim, na Jedno pousit!
Elektroda 2,0 mm VAPR P50 s ru€niml Unlverzdin{ vodiva jednotka elektrochirurgického diatermického
228504 ovlddacimi prvky 16. dubna 2012 | 35703 systému s na¥nim oviddanim, na jedno poufiti
Univerzéin( vodiva jednotka elektrochirurgického
225029 Odsdvacl e’lektrody ARCTIC 25, srpna 2014 | 35703 | dlatermického systému s nonim ovlddanim, na jedno
s vyklenutym hrotem pouit!
Generétor endoterapeutického elektrochirurgického
225021 Generdtor VAPR 3 7. Hjna 2002 | 33602 | dlatermického systému, vodivé jednotka diatermického
systému, na jedno poulitf
Konec seznamu

*1: Vroce 2013 jif neplatné dle ECO414790, 429940, 440867, 440869. Kédy budou odebrény v fjnu 2018 nebo pozdéji.
*2:V roce 2013 jiZ neplatné dle EC0429947, 429940 a 429948,
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NfZe uvedené vyrobky zatim nespliiujf ustanoven( pfepracované smérnice o omezen( pouilvani nebezpeénych latek
(2011/65/EU) pro zdravotnické prostfedky (RoHS2) a nemohou vstouplt na evropsky trh, Z tohote divodu byla v ERP
systému nastavena blokace zabrafiujfc! vstupu vyrobk( do EU, dokud nebude dolofen soulad. | nadale splfiujl
poZadavky MD&D a stéle nesou oznaéen{ CE.

. Popls ommatentcE smn Popls dle GMDN

2s0is™ | cenror a1 1.0 200 | 35703 | PP e
225001 | Generator VAPR® 30 fenma | 35703 Unveradinf vt e et ditermicito
sy [z statty | P | e | b s

¥2: V roce 2013 JIZ neplatné dle ECO420947, 429940 a 429948,
*3: Prochdz( zneplatné&nim
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Jako tlumoénik némeckého a anglického jazyka, jmenovany rozhodnutim Krajského soudu
v Brné dne 28. unora 1994 (&.j. Spr 1518-93), stvrzujl, Ze pfeklad souhlasl s textem pfipojené
listiny. Jedna se o prostou kopli originéinf listiny.

Tlumoénik:
Ing. Pavel Skfivanek










EC - DECLARATION OF CONFORMITY
to Medical Device Directive 93/42/EEC

——

| Olympus Winter & lbe GmbH
Kushnstr. 61

22045 Hamburg, Germany
Company!
P.O.Box 701708

22017 Hamburg, Germany
Telefon: +48 (40) 6 68 66-0
Telefax: +48 (40} 6 62 66-2108

| We herewith declare that the product

Productname; Light Guides and Accessories

Catalog No./ Modelname: See List of Related tems

' Beginning with Serfal-No/

See List of Relgted ltems

Lot
tProduct Family: PFOS0
Product classification: Class |

complies with the requirements of the directive 83/42/EEC concerning medical devices.

%’s’his declaration is based on: | Annex VI

§ For products of cless Is, Im, lla, b and i
i Notified Body: TUV Rheinland LGA Products GmbH -~ Tillystr. 2 ~ 80431 Nirmberg,
‘ Registration- No: 0197

z Function |Name | ST, BN T Y

§ﬁ§3prosfed by IRA Birger Langs 2,

, ‘ = 1 b
1

Auinorn Blange

SocumentiD: DoC-PFO30_v00_en>

Bolongs o GOPISOP: SOP-7.3_ 014 Approval Management Tamplate-iD: Temp-4.2_ 014 _an 0

Tlymipus Surgioat Technologies Europe - Hamburg Page 1 of 2



LIST OF RELATED ITEMS

Following products belong to the Product-Family:

PF030 ~ LIGHT GIUDES AND ACCESSORIES

Beginning

Producinams; (-atalog No./ with Ssrigi-
Modelname: NG / Lot
: io / Lot
 LG-adapter, light guide WAQ32xxA to Storz, Wolf lelescope ,5(332{}3 A 053w
LG-adapter, OES telescope to Woif LG cable ADG334 e
LG-adapter. Wolf LG {old) to Olympus light source AQ480 erw
. LG-adapter, Olympus ielescope {o Olympus LG cable AD4AR4 e
L Gadapter, 907, DES telescope 1o OES LG cable A0 e
LG-adapter, Storz telescope to OES LG-cable with condensor A3022 TTW
1LG-adapter, Olympus LLK to Winter & tbe light source A3199 a8
LG-adapter, Olympus LG to Olympus light source A3200 85w
LG-adapter, Olympus LLK to Storz light source A3Z01 85w
LG-adapter, Glympus LG to Woll light source AR207 REW
[ LG-adapter. light guide WAD32xxA fo ACMI telescope A3213 osIwW
"Handle, for anoscope, procloscope, rectoscope, 1or WAQ3ZxxA | o
light guide cable A3214 055w
LG-adapter. Storz/Woif LG to Clympus light source  A3215 B7W
LG-adapter, Cireond/ACMI LG 1o Olympus light source 00332 BTV '
LG-adapter Olympus LG 1o Takel light source VWADDS31A 85w
LG-adapter, fight guide WAD32xxA to Storz telescope WADZD21A os2wW
- LG-adapter, light guide WAD32xxA to Wolf telescope W AD3072A NE3W
'LG-adapter, Olympus LG to Machida light source WAO3023A P
“Light guide, size' S, plug type. 3 m, CF iype WADB200A aaw
Light guide, size S, plug type, condensar, 3 m, CF type WAG3DOZA 24W
“Light guide. size M. plug type, 3 m, CF type WAO3210A W
s Light guide, size M, plug type, condensor, 3 m, CF type WAD32124 AW ;
 Light-guide cable, 2.8 mm, 3 m, CF type WADB3300A 145W0001
Light-guide cable, 4.25 mm, 3 m, CF type WAD3310A | TABWODOT |
LG-adapter, OES Pro light guide to Wolf telescops WAZQ022A 1T
Date

Function |Name

%Approveﬁ by RA Birger Lange

#3

iwf'?’—-?

Changelog

o,

Rev. Date Prepared by Description of Changes ‘\i

00 04072014 | Blange
3 2 ¢ document,

New Hlems added (WAD3300A, WAZ31(

Author B Lange
Document-iD: DEC-PFO30_W00_en>
Belongs o GOR/SOR: SOP.7.3_014_Approval Management

Newly issued to cover the product fami

Oiympus Surgical Technologies Surape - Hamburg



OLYMPUS

ES —PROHLASEN{ O SHODE
vydané v souladu se Smérnici 93/42/EHS o zdravotnickych prostiedcich veetné
jejlch dodatki

Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburk., Némecko

Spoletnost:
PO Box 701709 .
22017 Hamburk, Némecko

Telefon: +49 (40) 6 69 66-0

Fax: + 49 (40) 6 69 66-2109

Timto prohlasujeme, Ze nasledujici

Nézev vyrobku Svétlovody a prislusenstvi
Ratalogové ¢islo 7/ ndzev | viz seznam souvisejicich poloZek
modelu
Pocinaje ¢islem série / davky viz seznam souvisejicich poloZek
Vyrobkové tada PFO30

- Klasifikace vyrobku Trida |

spliuje poZzadavky smérnice 93/42/EHS o zd avotnickyeh prostiedeich.

Toto prohlaseni je zalozeno | Priloha VII
na

Pro v¥robky tHdy Is. Im, Ila, lIba 11
Notifikovany organ: TUV Rheinland LGA Products GmbH - Tillvstr. 2, 90431 Norimberk

A Registracni islo: 0197
' Funkee Jméno Datum Podpis
Schvalil reguladni Birger Lange 07.07.2014 necitelny
zéleZitost

Autor: B, Lenge
tdentifikatni &islo dokumentu: DoC-PFO3G_ 00 _en.doe
Patti do GOP/SOP SOP-7.3_014_Approval Muanagement Idenutikacni éislo Sablony: Temp-2.2_014_en v00

Olympus Surgical Technalogies Europe ~ Hamburk Strana 1 ze 2
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OLYMPUS

SEZNAM SOUVISEJICICH POLOZEK

Nasledujici virobky patfi do virobkové Fady:

PF030 ~ SVETLOVODY A PRISLUSENSTVI

P ., 1
Nazev virobku: :

Katalogové ¢islo

Potinaje ¢islem série /

;m;x\ mod lu dévky
LG adaptér, seedovad WAD3 2xaA K ieleskopu Storz, Walf 32034 453w
LG adapiér, teleskop OFS ke kabely Woll LG A(?Sf‘w ] T6W
LG adaptér, Wolf LG (stard) & svdtelndmu zdroii Olvmpus AL460 BTW
LG ‘uhvncr. teleskop Olvmpus ke kabelu LG Qlvinpus ADd64 SZW
3 adapier, 902 teleskop € ke Kabelu QES LG A3Z021 SYW
i, adaptér. teleskop Storz ke kubelu OBS LG s kondenzatorem A30Z2 TTW
L4 adaptér, Olvmpas LLK & svételnému zdroll Winter & Ibe A3199 §3W
- LG adaptér, Olvinpus LG ke svérelnému zdroli Olympus A3200 S3W
¢ LG adapiér, Olvmpus LLK ke svitelnéntu zdroii Storz A3201 BSW
LG adaptér, Olvmpus LG ke svérelnému zdrofi Wolf A3202 g5W
LG adaptér, svétlovod WAOIZxxA K teleskopu ACMI «\32 3 053w
Rukajer. pro anoskop. proktoskop, reluoskop. kabel ke svéitovodu A3Z214 053w
WAD3 2RNAL
LG ac Storz/Woll LG k svételnému zdroll Obvmpus A3213 §7W
LG adapidy, Cireon/ACME LG K svéielnémy ii Olvmpus 00332 7w
LG adaptér. Obvpus LG k svieindmu zdroii Takei WANDIZIA BIW
1.4 adaptér, svétovod WANIZRxA K teleskopu Storz WAONI021A (32w
LG adaptér, svétlovod WAOI2xxA K teleskopy Wolf WADZE22A N33W
- LG adaptér. Olvmpus LG K svételnému zdroli Machida WAD3(23A &SW
L Svdtloved. velikost S, zéstrekovy tvp. 3 m, nvp OF WAD3I2004 J4W
Svetloved, velikost 8, zasutkovy tvp. kondenzdtor, 3 nu. wvp OF WAD3Z202A 34W
Svetlovod. velikost M, Ckovy tvp, 3 m, typ CF WANI2I0A 34w
Svetlovod. velikost M. zéstrékovy tvp, kondenzator, 3 m, tvp CF WANI2I2A 34w
Rabel ke svétlovodu, 2.8 mm, 3 m, tvp CF WAJIIN0A 143W0001
Kabel ke svétlovodu, .23 mm. 3 m, tvp CF WADIZI0A H43W0O0T
LG adapiér, sy8tiovod OES Pro K wleskopy Wolt WAIOR22A 17w
Funkce Jméno Datum Podpis
Schvilil Regulaéni Birger Lange 07.07.2014 necitelny
zéleZitosti
Zména
Revize | Datum Vypracoval | Popis zménv C.CR

00 04.07.2014 | Birger Lange

Pridany nové
WA33ZI0A)

> polozky (WAQ3

3004,

Nové vydan{ pro zahrnuti vyrobkové | -
rady do gednoho dokumentu.

Autor: B. Lange
HmM kacnd ¢islo dokumentu: DoC-PFO3 30_v0U_endoc
Pattf do GOP/BOP: SOP-73 014 Approval ,\zamgcmcm

Identifikatni Sislo

Sablony:

Temp-4.2_014_en Vi)

Olymopus Surgical Technologies Europe - Harmburk
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Jako tumoenik jazvka anglického Jmenovany rozhodnutim Krajského soudu v Ostrave ze dne
28.2.2002. &, 134172002 stvrzuji. Ze preklad souhlasi s textem pripojené lisuny.

b . . . SRR )
lumodnicky tkon je zapsan pod pof. €. ..ase.s e dentku.

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 134172002, | hereby certify that the translation
i< a literal translation of the attached document.

This interpreting act is entered ander NOL e of the Journal.
. S T
Dae/on: ... 2o td M

kidaté razitko: Lenka Petrdsovd, thumodnik jazyvka anglického
round stamp: Lenka Petrdiova. interpreter of English language






EC - DECLARATION OF CONFORMITY

to Medical Device Directive 83/42/EEC including their amendments

§OEympus Winter & the GmbH
Kuehnsir. 61

: §22€345 Hamburg, Germany
Company:
1P.OBox 7017 09

(22017 Hamburg, Germany
“i" lefon: +48 (40) 6 89 6.0
Te;efax +44 (40} 6 68 88-2108

We herewith declare that the foll owing

Product Family: PFO70 Leakage Tester

'Productname: ‘ Leakage tester

| Catalog No./ Modelname: WA23080A
- Beginning with Serial-No /

?I_Cxt 8-1001

Pmcﬁuct Cfassfscatton i

camgx&e& wzih the reamr&menﬁs cf the cftrecf:wa* §3%2§E§EC cancerﬂmg meézca csewét:es‘

i | This deciaw;on is based on: | Annex VIl
sl e

For products of class Is, Im. Ha. ilb and il
Notified Body: TUV Rheintand LGA Products GmbH ~ Tillystr. 2 - 90431 Nurmnberg,
iR&Q;stramn ?\a 9397

?anctian &ame Date Signature

Appmved Esy RA Bzfgef Laf@e LGz f i ;
Change Log 3 )
Rev. | Date ¢ Prepared by @escnp%so?x {J%‘Changec FCR-Np,

G0 2014-02-17 Birger Lange Initial issue of tis documen:
Suthor o Nagier
Sotument i DoC-PFE?E_va0_en
Belongs to BOPISOE. S0OF. 73 {j pp wval Management TempistedD Temg 4 2.0 en vy

Olympes Surmicst Teshnoiogies EJrG,L Hambirg Page ¥ ol 0
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laho Humoénik jazvka anglického jmenovany rozhodnuum Krajského soudu v Ostrave ze dne

2822002, .0, 13412002 sivrzuji. ze prehlad soublasi ¢ textem pfipojene listing.

Tlumoeenicky ukon je zapsan pod pol. ¢ oL St Geniku,

A< @ sworn interpreter of English lunguage appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 134172002, | hereby certify that the transfation
is a literal translation of the attached document,

This interpreting act is entered under Noo e of the Journal.

3 &

Dine/on: . TSRS

kulaiv razitko Lenka Penrddovd, themodnix juzvka apglickeho
round stamy. Lenka PeiraSovd, interpreter of Englistt language
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DECLARATION OF CONFORMITY to
Annex VI of the Medical Device
Directive, Ref: 93/42/EEC as

Keyied {Medical and industrial amended by 2007/1471EC

Equipment) Lid

KeyMiad House, Stock Road, Southend-on-Sea, 882 50H,
United Kingdom

Telephone: +44 {0}1702 816333
e-mzilolympus@ulympus.co.uk,

Web: www.olympus.co.lk

Declaration Ref No: DC/MD1214-M/165

Registered fo: Device Part No (s} See Annex 1
150 8001: 2008,

180 13485: 2003 and
EN 180 13485; 2012

Description: Workstation
Sterile or Measuring? No Device or Accessory? Device
Notified Body Ref No:  N/A Classification: Class I

Declaration:

This devicelaccessory meets the provisions of Directive S3M2/EEC as amended by 2007/47/EC which apply to
it

Checklist reference 831 Issue 13 dated 15 October 2815 refers.

Applicability:

On the basis of an appropriate review of any approved changes to the design of this devicelaccessory,
the above referenced checkiist applies to all devicesfaccessories with the above part no. identified by
the following range of serial numbers andlor bateh {lot) numbers:

Serial or bateh From 21200335 (WM-NP2) Date of entry of finaf s/no or

number range: b/no data and initials.
21126645 {WM-NP2)

21125999 (WM-T2 and
MAJ- 1648

to

i the “to” numbers above are not entered, it indicates that current production of the devicelaccessory is
covered by this declaration.

Should any approved changes to the design of the product affect the validity of information contained in the
above referenced checklist, the checklist will be up-issued and re-verification that the devicelaccessory
meets the requirements of Directive 83/42/EEC as amended by 2007/47/EC carrled out and recorded on a
superseding declaration. At the time of implementation of the design change info the product, the
serialfbatch numbers of the last items manufactured to the previcus design will be entered in the “to”

section above, thus recording the full range of ems to which this declaration refers.

| declare that on the basis of the above informafion, the given numbers of the devicefaccessory detailed above are in
compliance with the requirements of Annex | of Directive 93/42/EEC as amended by 2007/47/EC. This declaration
wift be kept at the disposal of the competent authorities for a minimum of five years after the last sale of the above
device/accessory.

\ Regulatory Affairs Manager Date: @1 September 2016

. Name: Reihaneh Poursaeidi

Empowered to sign on behealf of KeyMed (Medical & industrial Equipment) ; td.,

{sgue 3 KMF 06521
30 August 2016 - CR4305




Annex i

List of part numbers and model numbers

Part Number #odel
K10021964 WH-NPZ Set 1 EU
K10021755 W-REZ Set 3 EU
Ki0021618 WHI-IP2 Set 5 EU
K10621617 WMI-NP2 Set 6 Ut
K10023069 WM-NPZ Set 7 EU
K10021767 WVI-NP2 Set 1 UK
KIODIEETS WI-NP2 Set 3 UK

10021615 WRI-NPZ Set § UK
R1DO21618 W-NPZ Set & UK
K10020640 WHA-DPZ Set 1 EU
K10020641 WM-DPZ Set 1 UK
KL0020680 WiV-DP2 Set 2 EU
K30022084 WA-DPZ Set 3 UK
HI0022085 WVI-DE2 Set 3 EU
K16022087 WHA-DPZ Set § B
K10D21616 | WM-NPZ Set 5 ROW
fssue 3

30 August 2018

[P
it i)"{scﬁ

- CR&308
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List of Accessories

Annex 2

Part Number Model
K10020333 WM-T2 Separation Transformer
K10023780 MAJ-1648 (Set B} Separation Transformer
fssue 3
30 August 2048

KIWF 08521
CR&305



PROHLASENI O SHODE

die Piilohy VII Smérnice ¢ zdravotnickych
prostiedeich 93/42/EHS ve znfni ustanoveni
Smérnice 2007/47/ES

KeyMed (Medical and Indastrial

Equipment) Lid. Prohlageni & DOMDI214-M/163
KevMed House, StockRoud. Southend-on-Sea, Essex 882 SQH.
Spojend hralovstyi Cislo / &isia dila viz Prilohal
§c1cf<"m: ~:~44({3}l?£}2) 616333 prastfedku
E-mail: obympuscrolympus.couk
www. olvmpus..co.uk
Registrovand podic: 3 oryice P ot et raan
i racovni stanice
1S0 9001+ 2008 Popi acovni stanic
IS0 13485: 2003 2
ENBO 13484 2012
Sterifnd nebo méfich: ne Prostfedek nebo pFisiulenstvi?  Prostredek
Cisio notifikovaného orgdnu:  nesdéleno Kliasifikace: Trida }

Prohifdeni:
Toto prostPedel/pristulenstvi spifiuje ustanovent Smévraice 93/42/EHS ve znéni ustanoveni Smérnice 2007/47ES

Seznam odkazd 03] vydani 13 datum S M 2015

PouZitelnost:

Na zékdad? pPisluinébo poseunzeni viech sehvalenych zmén konstrukee tohoto prostFedlu / prisladenstvi je vife uvedeny
scznam odkazé platny pro viechny prostfedky / pristufenstvi s viie gvedenym Cislem dild s ddle wvedonon Fadow
sériovych Cisel a/nebo Eisel daviy:

Rada sériovich sel Gd 21200333 (WM-NP2S I isie konedndhe
ebo fisel ddvky: R Yista série nebe daviy
niebo fisel ddvky 1126048 (WM-NP2 disia séric nebo divhy @
praraiy.

TTI25999 (WM-T2 a
MaAl- 1648

do

Pokud .. Do” neni vypluéno. znamens to, §e soulasnd viroba zafizeni / pFislufienstvi ie timto prohidSenim pokrvta.

Poliud by jakiakoliv sehvilend zmina Konstrukee virobku méla oviivnit platnost informace uvedené ve viie uvedendm
seznamu odkazb, bude tento zrevidovidn a bude znove petvrzeno, ¥e prostiedek / pFistulenstvi spliiuje poiadaviy
Smérnice SV4UEHS ve zoini Smérnice 20074VES 2 zaznamenanyeh v ndsledném probifiens. V dobt implementace
emén konstrukice vyrobku budou sériovd Sisla nebo fisla divek posiednich polofek vyrabén¥ch podle pFedeohozi
konstrukice zaznamenana do &isti o™ ve viie uvedeném oddile, aby tak byla zaregistrovéna celd Shata pololek, nn které
s totu prohiddent vetahuje,

Na zdklade poskytnuryeh informact prohlasujl. 7e vise uvedena sériov eisla nebo disla davel prostfedhu jsou v souladu se
zékladnimi pozadavky Prilohy | Smérice 9342718 Toto prohilaseni bude ulodeno & dispozict kompeientnim {ifadam po
dobu minimalag pat Jet po poskednim prodedi tohote prestredku.

Podpis: neditelny Reditel divize regulatornich zdleZitosti Datune: | 230 2016

Jméne: Reihaneh Poursaeidi

Vydani 3 KMF 08521
3 srpna 2016 CR4305



Priloha |
Seznam Cisel dil a Cisel models

| Cislo dilu Model

CK10021964 WM-NP2 Sada | EU
K10021765 WM-NP2 Sada 3 EU
K10021613 WM-NP2 Sada 5 EU
K10021617 WM-NP2 Sada 6 EU
K16023069 WM-NP2 Sada 7 EU
K10021767 WM-NP2 Sada | UK
K10026679 WM-NP2 Sada 3 UK
K10021613 , WM-NP2 Sada 5 UK
K10021618 WM-NP2 Sada 6 UK
K 10020640 WM-DP2 Sada | EU
K10020641 WM-DP? Sada | UK

K10020680 WM-DP2 Sada 2 EU
K10622084 WM-DP2 Sada 3 UK
K10022085 WM-DP2 Sada 3 EU
K10622087 WM-DP2 Sada 5 EU
K10021616 WM-NP2 Sada S ROW
Vyddn: 3 KMF 06521

3.srpna 2016 CR4305
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Jako tlumotnik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostrave ze dne
28.2.2002. ¢ 134172002 stvrzuji. ze preklad souhlasi s textem piipojené listiny.

L N R Ry
G bR F1I040

Tlumodénicky tkon je zapsan pod pof. & oo deniku.

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002, I hereby certify that the translation
is a literal transiation of the attached document.

This interpreting act is entered under No.: oo, of the Journal.

Lobdat e

DINE/ON oo,

kulaté razitko: Lenka Petrasovd. ilumocnik jazyka anglického
round stamp: Lenka Petrdiova. imterpreter of English language






Tech Fike # RAC-02 (formerly Cat. I)

BECLARATION OF CONFORMITY
Praduct Category: Ureteral Guidewires and Stone Removal Devices

We hereby declare that the distributed CE marked products, specified in the annexed product list, conform
to the product(s) covered by the “CE Marking of Conformity Centificate”, reference nurber: T699TCEDS,
issued on April 1, 2001 and delivered by DEKRA Certification B.V., Arphem, The Netherlands, Notified
Body Identification Number 0344, in accordance with Annex I of the "BC-Directive”, the Council
Directive 93/42/EEC of 14 June 1993, concerning medical devices,

In addition, we declare that the distributed CE marked products listed fall within Class Ila and meet the
provisions of the EC-Directives that apply 1o them, inclading Council Directive 201 1/65/EU.

This declaration is based on the application of the Quality System approved for the design, manufacture
and final inspection of the products concerned, in accordance with Annex II of the EC-Directive. The
conformity of the full quality assurance system set out in Annex I, is described in the said CE Marking of
Conformity Certificate, issned and delivered by DEKRA Certification B.V. This declaration is supported
by the Quality System certification based on the harmonized standard 1SO 13485 Quality System
Certificate with reference number: 160753.00, issued by DEKRA Certification, B.V.

This Declaration of Conformity covers Ureteral Guidewires and Stone Removal Devices as specified n
the product list belonging to this declaration, and is valid for all products concerned bearing the CE
marking and manufactured at the following site(s):

Gyrus ACM]I, Inc. Lake Region Medical Lid. Lake Region Medical

6765 Wedgwood Road 340 Butlersiand 340 Lake Hazeltine Dr.

Maple Grove, MN 58311 USA New Ross Chaska, MN 55318 USA
Co. Wexford

EPflex Feinwerktechnik GmbH Ireland

Head Office and Production

VogelsangsiraBe 60

72581 Dettingen/Erng

Germany

And represented within the European Union by Gyrus ACMI's Authorized Represemative at the
following address.

{
F
Date of issue: 2 *&%j{ Signatore:
Kame: Terrence E. Sullivan
Title: Executive Director, Regulatory Affairs
Gyrus ACMI, Inc.
136 Turnpike Road

Southborough, MA 01772 USA
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Hom Ciass. Appiies Ganpiant ROHS Rationale oho " Fag  ba  Rogion

10 GUIDEWIRE 0.035 BENTSON HA ] PAA EXEMPY - NOM BEE 22-Jan-2003 European Union - Generic
108X GUIDEWIRE 0.035 BENTSON,5-UP A N NIA EXENPT - NON EEE 22-1an-2003 European Union - Generic
12 GUIDEWIRE 0,038 BENTSON HA N NIA EXEMPT - NON EEE 22-1an-2003 European Union - Generic
12BX SLIDEVWIRE 0,038 8ENTSON,5-UP [HT: [ MIA EXEMPT - NON EEE 22-Jan-2003 European Urdon - Cenarnig
13 GUIDEWIRE 0,035 AMPLATZ 1A N HIA EXEMPT - NON EEE 22-Jan-2003 European Union - Generic
138X GUIDEWIRE 0.035 AMPLATZ 5-UP A M A EXEMPT - NON BEE 22 Jan-2003 European Union - Generic
14 GUIDEWIRE 0.038 AMPLATZ HA N MIA EXEMPT - NON BEEE 22-Jan-2003 European Union - Generig
T4HX GUIDEWIRE 0 038 AMPLATZ §-UP HA N NIA EXEMPYT - NON EEL 22-Jan-2003 European Union - Generic
15 E-Z GLIDER GLIDEWIRE STRAIGHT TiP HA Y Y VENDOR DOCUMENTATION 22-Jan-2003 European Union - Gengric
158X 0.025" SUREGLIDE, BOX OF 5 A Y Y VENDOR DOCUMENTATION 21-Aug-2006 Europeas Union - Generic
15 £-2 CLIDER GUIDEWIRE ANGL F TIP HA Y Y VENDOR DOCUMENTATION 22-Jan-2003 European Unon - Generin
168X 0.025" ANG TIP SUREGLIDE BX/S HA Y Y VENDOR DOCUMENTATION 21-Aug-2006 European Union - Generic
2 PTFE 025 x 1500m 3om FXBL TP A Y ¥ VENDOR DOCUMENTATION 22-Jan-2003 Lurapean Union - Generic
228X PTFE 025x1600m 3cm FXRL TIR GW BX/I5 A Y Y VENDOR DOCUMENTATION 22-Jan-2003 European Union - Generic
24 PTFE EXTRA FIRM GUIDEWIRE 3cm FXBL TIP HA Y Y VENDOR DOCUMENTATION 22-Jan-2003 Evrapean Union - Ganenc
248X z{ﬁgéﬁg’ggiﬁg" EXTRAFIRM, Sem FLEXIBLE TIP Y VENDOR DOCUMENTATION 22-Jan-2003 European Union - Generic
25 PIFE 035 % 180cm 3om FXBL TP HA Y Y VENDOR DOCUMENTATION 22-4an-2003 furopean Union - Generic
258X e 035 x1500m Gom FLEXIBLE TIP GUIDEWIRE. . Y VENDOR DOCUMENTATION 22-Jan-2003 European Union - Generic
26 PTFE 035 X 150 CM MC GUIDEWIRE HA Y Y VENDOR DOCUMENTATION 22 -Jan-2003 European Union - Generic
268X Fxpe 025 x150cm MOVEABLE CORE GUIDEWIRE, ¥ VENDOR DOCUMENTATION 22-Jan-2003 European Uniton - Generic
28 PTFE 038 x 1500m 3om FXEL TP HA Y Y VERDOR DOCUMENTATION: 22-1an-2003 European Union - Ganeric
288X PTFE Q38x1500m 3om PXBL TIP GW BKIS HA Y Y VENDOR DOCUMENTATION 22-Jan-2003 European Union - Generic
29 PTFE 038 x 150om MC GUIDEWIRE HA Y Y VENDOR BOCUMENTATION 22-1an-2003 European Union - Generic
298% o (038 x150cm MOVEABLE CORE GUIDEWIRE. ) ¥ VENDOR DOGUMENTATION 22-Jan-2003 Eurapean Union - Generic
35 E£-Z GUDER GUIDEWIRE STRAIGHT TP HA Y ¥ VENDOR DOCUMENTATION 13-Jul-2008 European Union - Generic
368K 0.035" SUREGLIDE, BOX OF & A Y Y VENDOR DOCUMENTATION: 13-3ub-2008 Eurapsan Union - Generic
3B £-Z GLIDER GUIDEVWRE ANGLE T HA Y Y VENDOR DOCUMENTATION $3-jul-2008 turopean Union - Generic
368X O.035°ANG TIP SUREGLIDE, 85 HA Y ¥ VENDOR DOCUMENTATION 13-Jul- 2008 Ewgopean Union - Gereng
38 E-Z GLIDER GUIDEWIRE STRAIGHT TiP A Y Y VERDOR DOCUMENTATION 13- Jul-2008 European Union - Gensne
38BX 0.038" SUREGLIDE, BOX OF 8 HA Y Y VENDOR DOCUMENTATION 13-44-2006 Eurapesan Union - Generic
39 E-Z GLIDER GUIDEWIRE ANGLE 11P HA Y Y VENDOR DUOCUMENTATION 13-4ul-2006 European Umon - Generic
308X 0.0630°ANG TP SUREGLIDE, 8XU5 A Y Y VERODOR DOCUMENTATION 13-Jul- 2006 Eurapean Union - Generic
41 GUIDEWIRE EZ GLIDER TC w/iiem STRAIGHT TIP, 035" 1A Y Y VENDOR DOCUMENTATION 13-Jul-2008 Europaan Union - Geneng
418X 0.035" SUREGLIDE STIFF, 8x/5 1723 ¥ Y VERDOR DOCUMENTATION 13-0u- 20086 European Union - Generic
42 GUIDEWIRE EZ GUIDER 1C wi3om STRAIGHT TIP,.038° 1A Y Y VENDOR DOCUMENTATION 13-Jul-2006 European Union - Generic
420X 0.038" SUREGLIDE STIFF, 8X%/5 HA Y Y VENDOR DOCUMENTATION 13-1ub-2006 Earopean Union - Genaric
438X 0.035" STIFF ANGTIP SUREGLIDES HA Y Y VENDOR DOCUMENTATION 08-Qci-2010 European Urdon - Generig
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Hem Glate. Appiies Gompliant ROHS Rationalo oate " Fag e Region

448X 0.0368" STIFF ANGTIP SURECLIDES A Y Y VENDOR DOCUMENTATION 08-Qct-2010 European Union - Generic
S0BX Floppy-Tipped Nitino! Guidewire Box of § HA Y Y VENDOR DOCUMENTATION 08-Oct-2010 Eurapean Union - Generic
5700001 S-L HLCL, LY 3W10,090.0T, R HA N NIA EXEMPT - NON EEE 22-Jan-2003 European Union - Genenc
5700002 S-LHLCL 1.9,3W10,120,0T, | HES N NiA EXEMPT - NON EEE 22-Jan-2003 European Union - Generic
S700004 S5-LHLCL,3.0,3W,11,120,07 R A M NIA EXAEMPT - KON EEE Z2-3an-2003 European Union - Generic
5700005 S HLCL3.04W B 50800 TR HA M NIA EXEMPT - NON EEE 22-Jan-2003 European Union - Generic
5700008 S-LHLOL 3.0,4W 11, 080,07 R HA 8 NIA EXEMPT - NON EEE 23-Jan-2003 European Urion - Genegric
5700008 S HLCL 4.54W 850706 TR HA 3] NIA EXEMPT « NON EEE 18- Jan-2004 European Union - Generic
5700009 S-LHLCLA5,4W,8.5 0800 TR HA N PIA EXEMPT - NON FEE 22-Jan-2003 European Union - Generig
5700010 S-LHLCL4.5.4W 11,070,857 R A N MNEA EXEMPT - NON EEE 22-Jan-2003 European Union - Generig
5700011 S-LHLCL 4.8,4W,11,090,0T R HA N NIA EXEMPT - NON EEE 22-Jan-2003 European Union - Generic
5700014 S-LHLCLABSBW, 850700 TR A N NIA EXEMPT - NUN £EE 15-Jan-2004 European Urdon - Ceneric
5700015 S HLCL A5 BW 850706 [ R HA & NiA EXEMPY - NON EFE 22-Jan-2003 Europaan Uniorn - Genesie
5700015 S-LHLCL 4.5 6W,11,070.07 R HA N A EXEMPYT . NON EFE 232-Jan-2003 European Union - Gengric
5700017 5L HLCL 4 5 BW,11.070.5T R Ha 3] MNIA EXEMPT - NON EFF 22-Jen-2003 European Union - Generic
57100060 SRULKFLTW .2 4 4W,16,070.0 T.R A N NIA EXEMPT - NON $EE 22-Jan-2003 Europearn Union - Generic
5710001 SRLEFLTW2 4 W 160900 TR HA M A EXEMPT - NON EEE 22-3an-2003 European Unior - Generic
5710002 SRLKFLTW.2.4,4W,16,120,0 | R A ] MIA EXEMPT - NOM EEE 22-3an-2003 Earopesn Union - Ceneric
5710003 SRLKFLTW.3.04W18 0700 TR HA N M EXEMPT - NON EEE 22-Jan-2003 European Union - Genenc
710004 SRLK,FLTW,3.0, 4W,16 A N NIA EXEMPT - NON EEE 2e-Jan-2003 Eurapean Union - Generc
5710005 SRUKFLTWI.04W 16,120,0 TR HA N NiA EXEMPT - NON EEE 22-Jan-2003 Eurapean Union - Generic
5710006 SRLKFLTW3.04W.20,080.0 TR HA N NIA EXEMPT - NON EEE 22-Jan-2003 European Union - Ceneric
5710007 SRUKFLTW,3.0,4W,20,120.0 R HA M NIA EXEMPT - NON EEE 22-Jan-2003 European Union - Genaric
5710004 SRLCFLTW 4.5 4W, 16.080,0 TR HA N BUA EXEMPT - NON FEE 22-Jan-2003 European Union - Generic
57100040 SRLKFLTW 4.5 4W 20,0700 TR HA N NIA EXREMPT - NON BEE 22-Jan-2003 Furopgan Urnion - Generic
5710010 SRLEFLTW,4.5 4W,20,070,8 TR HA N NiA EXEMPT - NON EEE 22.4an-2003 Europgan Union - Generie
5710011 SRLKFLTW.4.5 4W 20,0800 TR HA N WNIA EXEMPT - NON EEE 22-Jan- 2003 European Uniorn - Generic
5711002 SROTHHLCL,2 4,311,120, OT.R 1A N NIA EXEMPT - NON FEE 22-3an-2003 European Umon - Generg
5711004 SRCTHMLCL,2 4,3W,11,120, 5CM.R HA N MNIA EXEMPY - NON EEE 18-Jan-2004 European Union - Generic
5711008 SUR-CATCH HELICAL BASKET, 2.0 FRIPR.OTIP HA N NIA EXEMPT - NON EEE 22-Jan-2003 European Union - Generic
5711012 SUR-CATCH HELICAL BASKET, 3 OFR.APR SCM TP HA N NIA EXEMPY - NON BEE 22-Jan-2003 European Union - Generic
5711219 SUR-CATCH NT BASKET, 1.9 Fr HA N NIA EXEMPT - NON EEE 28.-0ct-2010 ¥ 30-Jan-2015 European Union - Generic
5711222 SUR-CATCH NT BASKET, 22 FR fiA N NiA EXEMPT - NON EEE 07-Sep-2004 ¥ 30-Jan-2015 Ewopean Union - Generic
711230 SUR-CATCH NT BASKET, 3.0 FR HA ] Nis EXEMPT « NON EEE 20-Feb-2003 Y 30-don-2018 Ewropean Unlon - Genene
5720000 SRLK,GRASFFCE 2 4,3W.050, HK.R HA N NIA EXEMPT - NON BEE 22-Jan-200% Ewopean Union - Genenc
5720001 SRLK,GRASPFCP 2.4 3W, 120, HK.R fHA H PiA EXE#PT - NON EEE 22-Jan-2003 European Union - Gengre
B720002 SRLK GRASPFCP,3.0,3W.070, HIK.R 1Y 1 NIA EXEMPYT - NON EEE 22-4an-2003 European Union - Generic
5720003 SRULKGRASPFCP, 3.0,3W.080, HK.R HA M RIN EXEMPY - HON EEE 22 Jan-2003 European Linian - Generig
5720004 SRLK GRASPECE 3.0,3W 120, HIKR HA I A EXEMPT - NON EEF 223-Jan-200% European Union - Generic
8720005 SRLK CRASPFCP,3.0,3W 090, HK NR HA N A EXEMPY - NON LEE 22 Jan-2003 European Union - Generic
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Hem

5720008
GI200067
720008
5720000
BI20010
GWH3S05R

SRUCGRASPECR, 3.0,3W, 120, HIKNR
SRLICGRASPFUP,3.0,4W.080, HKR
SRUKGRASPFCR 5.0,4W, 120, HKR
SRUCGRASPFCP 4.5,3%W.070, HK NR
SRLKGRASFFUP 4.5,3W,080, HIKNR
D035 HYBRID WIRE, BOX OF 5

GYWHISDERA 0.035% ANGTIP HYBRID WIRE BUS

GWEH3B058

0.038" HYBRID WIRE, BOX OF 5

GWHOBOSRA 0.038" ANGTIP HYBRID WIRE B/

MY4wia11s
NT4W22115
MT9W30118
HTCPi8115
NTCPR2i15

NTCPAO TS

ULTRA-CATOH NT (1.8 Fr X 1185 omj STONE
BETRIEVAL DEVICE
ULTRA-CATCH NT (2.2 Fr X 115 om) STORE
RETRIEVAL DEVICE
ULTRA-CATCH NT (3.4 Fr X 115 om) 8TONE
RETRIEVAL DEVICE

RCATOH NT (1.8 Fr X 115 emy STONE RETRIEVAL

DEVICE

KCATCHNT (2.2 Fr X 115 om) STONE RETRIEVAL

DEMICE

A-CATCHNT (3.0 FrX 115 am) STOME RETRIEVAL

DEVICE

Devite ROHS  RONS
Clugs  sppiies Compliant

HA
A
158

HA

A

i
]
1A
N
1]
N
b
N
#

DOC Product List

NiA
A
A
WA
BIA

Nis

BiA

WA

ks

ROME Rationste

EXEMPT « NON BEE
EXEMPT - NON BEE
EXEMPT - NON EBE
EXEMPT - NON BEE
EXEMPT - NON EEE
EXERMPT - NON CEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPY « NON EEE

EXEMPT - NON FEE
EXEMPT - NON BEEE

EXEMPY - NON EEE

343

Approval
Dt g
22-Jan-2003
22-58n-2003
22-Jarv-2003
22-Jan-2003
22-3an-2003
2-Jan2018 N
20-Jan-2048 N
20-Jan-2018 N
20-dan-2015 N

-

28-Jul-2014 N
28302014 N
28-Jul-2014 N
2812014 N
a4 N

28-Jub-20%4 N

inpctive inactive

B/3/20159:34:03 AM

Rugioy

Ewropean Unlon - Genare
Europsan Union - Generic
Europsan Unlon - Genaric
European Union - Genaile
European Union - Genetie
European Union - Ganeric
Ewropesn Union - Geneic
European Ualon - Generic
European Union - Senarie

Eurogean Univn - Generds
European Unlon - Geneic
Europuarn Union - Geneiic
Euwsppean Usion - Generic
Euwrngean Lnion - Gesernc

Europaan Union - Benenic



Tech. soubor # RAC-02 (pivodné Kat. I1)

PROHLASENI O SHODE
Virobkovd Fada: Ureterdlni vodici drity a pFistroje k odstrafiovani kamen®

Timto prohladujeme, Ze distribuované vyrabky s oznadenim CE specifikované v piloZzendm seznamu vyrobkd
jsou v souladu s vitobkem, na nehoz / vyrobky. na néZ se vziahuje ..Certifikat oznaceni shody CE". referenéni
tislo 76997CE06. Tento certifikat. vydany dne 1. dubna 2001 & doruteny spoleénosti DEKRA Certification
B.V.. Ambem. Nizozemi. identifikatni ¢islo notifikovaného organu 0344, je v souladu s pilohou H Smérnice

Rady 93/427EHS ze 14, ¢ervna 1993 o zdravotnickych prostredeich.

Rovnez prohladujeme. ze distribuované virobky s oznatenim CF spadaji pod fidu Uz 2 s Inuji ustanoveni
p 3 ) ; : i P i
prisludnych smernic ES. kterd se na tyio virobky vztahuji, vietné Smemice Rady 201 1/65/ELL

Toto prohlaSeni je zalozeno na uplathovini sysiému kvality, kterv je v souladu s prilohou I Smémice ES
schvéleny pro navrhovani. virobu a findlni kontrolu pFislusnyeh vvrobkit. Shoda s celym systémem zajistfovéni
kvality specifikovanym v piiloze 11 je popsana v uvedeném Certifikitu oznadeni shody CE. ktery vvdala 2
dorutila spoletnost DEKRA Certification B.V. Toto prohladent je podlozeno Certifikatem o systému kvality,
ktery vychézi z harmonizované normy ISO 13485, Referentni ¢islo Certifikétu o systému kvality. ktery vydala
spolefnost DEKRA Centification Inc.. je 160753.00

stroje k odstrafnovani kamend, kieré jsou

Toto prohlaseni o shodé se vziahuje na ureterdini vodici drany a pris
plamé pro veskeré vvrobky s vznatenim CE

specifikovany v seznamu vyrobkd, jichZ se toto prohidseni ki, a je
a vyrabéné na nize uvedenvch mistech:

Gyrus ACMI, Inc. Lake Region Medica! Lid. Lake Region Medica)
6765 Wedgwood Road 340 Butlersiand 340 Lake Hazeltine Dr.
Maple Grove. MN 53311 USA New Ross Chaska, MN S5318 USA
Co. Wexford
Irsko

EPflex Feinwerktechnik GmbH
Ustiedi a vyroba
Vogelsangstrasse 60

72581 Dettingen/Erns
Neémecko

Vyde uvedené spolecnosti jsou v Evropské unii zastupovany zplnomocnénym zastupcem spolednosti Gyrus
ACMI ne adrese:

Gyrus Medical Limited
Fortran Rd.. 5t. Mellons
Cardiff, CF3 0LT
SPOJENE KRALOVSTV]

Darum vydant: 3.srpna 2015 Podpis: podpis nediteiny
Jméno: Terrence E. Sullivan
Funkee: vykonny Feditel, regulatomi zaleZitosy

Gyrus ACMI, Inc.

136 Turnpike Road
Southborough, MA 01772
USA
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ST AL HLCL, 3 04W 85 090 OF R Ne MNeodélenoy | Vypuao-nejedii se o BE A Evropska unie -obece
S200006 S HLCE 304W 1109007 R Ne Nesdéleno Vypngo-newdng se o i R Eavropski unie -obuend
SHIBUOE SALULCLA S AW R S 0705 1T R he desddlent Vypnuto-nejednd se o £ i Fvropska anic  obee
SI00000 N-LH w: 435AW B3G90 0 TR Ne Nesdéleno Vyimudo-needog i Eriopska viie
3700010 SAMICLA S AW 07031 R Ne Mepdelono | Vyjmuto-nejedud 5 | Vyropoha puse

STO0H1 ,7:: _ A S AW, 090401 R Nesdéleno Yypnuto-nejedna 210003 - Uviopska une obeend
ST00014 S-1.HLCL 4 5,0W. 85 070,01R Nesdeleno Vyjubsi-sicjeding 19.1.2004 o i Eviopska umie -obeeng
300013 S-LHLOL 45 6W R A 070 ST | Nesdéleno Yyimdo-neiednd » 22.1.20063 Evropshi unic - obeené
3700016 SLHCL 13 OWLO700T R INesdelons Vyhnuto-oejedod 2212003 bvropska unie ~ohoene
3700017 S-LIHLCL A S oW 070,57 1 Nesddlenn Vyjmuto-iwedna 22120 Eveopsiit uue obeend
STIHU00 SRERFLTW 2 34W 1607007 R Hesddienss Vypmuto-nejedo NN i qc_ Evrapska unic -obeend

3THO00 T

SREEFLTW. 2 4 AW 16 060 0

B

Nesddleno

Vvimuto-nejedng

Fvrapska wiue -obeg

STIH002 SREK FLTW 2 4 4W 16 120 07T R exdiiens Vypusuta-needng ueu i écw Estopshd wme -obeend
A718003 SRER FLTW 3 04W {6,07000 1 Nesddleno Vymsto-nejednd se ) R P! Eveapska unie -obecns
3710004 SREKFLTW 3 04W 16 1A Nesdelens Vypmdo-neednd se o BEE R I Esropsha wiie ~obeené
ST16005 SELEFLTW 304W 16 12007 1 HA Nesdélono Vypunta-nejedd se o BIEE 22 Lviopskd ume ~obecnd
STHO000 SRLEFLTW 3 04% 20090 0T R 1A leno Vyjmuto-nciednd se o EEE 231 M::‘. Ervropska ume -ohoend
710007 SRERFLTW A 0W 20 120 0T R 1A Nesddleno Vynaia-nejedad se o 2247 Fvropsha unse -obecod
SREK FLTW A S AW 16,000, 0T R A Za,&m_o:z Vyioto-negedng se 221 iSvropshia e -ubeond
SREKFLTW 4 5 AW 20070, 0T R 1A iesdelens Veopmato-nejodm se o BEE 221 Erviopskd ume -obeend
:E_: 5 7 F1 2. 4.8 AW 3G 070, ST R A Mesdéleono vigndo-uejedud se o KRR 221 Fvropsko wue -oheone
S710011 3AW20.090, 0T R A Nesdeleno | Yyimuto-nejednd se 0 EEE 22 Evropski ume ~obeens
Bribu2 ,;2 :_ HiL Te AW 120 0T R HA Mesdélena Vyvimuto-niejedig se o EEE 2212003 Fvropska unie ~vhecne
S7HI061 SRCTHILCT, 2 4,3W, 11,120,5 OMR Nesdsleno Vypmuto-nejedng s¢ o £ f 19 §.2004 Extopsha wie obeend
37HGOS SURAICHOPOVY  HELIKALND KOSIK 30 | (A Nesddékena Vypmuto-sejednd se o Lk 2212005 fvropskd unie ~abecne
FROAPRGTIP
S7LI012 SUR-UCHOPOVY  (ELIAbND KOSIK, 3o | HA "Hesdeiens Vypnuto-nepeding se o BE 2210003 Evropshd wie ~obewsnd
FROAPR S OM TR
3711049 SUR-BCHOPOVY NTKOSIE, 1,98R A Nesddleno Vynuto-aujedug se : 2810 2610 Ao 30012018 Evropskd wue <obeend
LATEERRY SUR-LICHOPOVY NT KOSIK , 2 FR 1A Ne Nesdslens yimuo-nejedig se o BEE 79,2004 Anp 3012013 Evropaka unie ~obeend
371123 SUR-UCHOPOVY NT KOSIK, 3.0 ER HA Mesdélena Yy mdo-nejedna se o BEE 20,2 i3 AR 3.1.2013 Evropska yaie -oheend
S726000 SREK, UCTHOPOVE KLESTE, 24 3W 090, 1k R HES Ne Nesdélenn Vyimuto-oejednd se o EEE 221 2003 Dviopskd ume -obeené
3720001 SRLK, UCHOPOVE KLESTE, 2 43W 120 HE.R UA Ne Nesdélens | Vyjuudoenciedna se o EEE wu,_ 2063 Europska unie ~ubeens
3720007 SRLE, UCHOPOVE RLESTE, 30.3W 070, HK R HEY Ne MNesdéleno | Yymuto-segedad se o FEE 21 5.: Eveopskis unie ~obecnd
wfcci SRLK, DCHOPOVE KLESTE, 3.0,3W 098, HEK X Ha Nesddlena Vypputoenejedna se o ERE Eeropeka unie -obeond
37200604 UCHOPOVE KLESTE, 303W 126 HK R A Me Mesddlens Vy gyato-msjedid se o GEE Evropsha unie ~obecne
STI005 SREK. UCBOPOVE KLESTE. 3 0.3W 090 HEK NR A g Nesdéieno Vynnuo-nejedna se o BEE Evropska e -obeend
3730046 SELE, UCHOPOVE KLESTE, 3 03W 130 HK NR HES Mo Mesdélono Vyimuto-neiedii sc o BER Faropska woie ~obeens
STICGOY SRUK, UCHOPOVE KLESTE 3 04W 090 HILR HA Ne Nesdédono Yyimudo-nepdna s¢ o EEE Svenpska it -obeeng
STH08 SHLE, UCHOPOVE Ki _J::M JOAW 120 HK R HE MNe Mesdéleno vimute-negedig s o BER Fyropska uore ~obeene
STIO0R SRLK, UCHOPOVE K} ES :: .« JW0T0 HE NR HA Ne Messdtédann dudo-ngjedng se o BEE B ¢ ~obecnd
3730010 SKRLE, UCHOPOVE KI1LESTY AW.090, HK NR HA hu Nesdsleno Yyimuto-neseidng se o FEE Evropsha paie -obeand
GWHISOSR Hybridat didt 0 035" krabice » A He Nesdéken Vyfnuto-nejedng 3 sc w;mc.u Ne ¢ -obeend
GWHISBIRA Hybudi Jra 0,033 anpeup, habice s 5 ks LA Me Mesdéleng /y ponto-ngiednd se o EEE 20.1.20158 e ~oheend
COWTLIBO3R FHvbridni drat 0,038 krabice s Sks HA < Mesdéiens Vyinuto-pejedni se o EEE 2012015 Ne i :c?f uttie ~olecnd
CGWIH3BOSRA Hyheidin deat 0 038" anptip, Keablce s 5 ks A M Nesdélena Vypato-nefednd s o FER 2012013 N Evropska unis -oheeng
WIAWIBLES Nasieoy oo odsafiovans kamendy wlisa-cutoh N1 | A Ao Ana 28 72014 e Evropska wie -obeeng
) L8k T3 em
P22 Mastrop na odsiradovani hamend sda-cateh MY | HA Koo AXD I8 01 Feropska e -oheend
(200 % 113 em)
NTIWRGLLS Mastro] na adstraiovant kamead  ulia-catech NT | HA Ne Musdéleno Vypma-gugosdid oo o EF 287 044 Exviopsha unie -obeend
L0 s 113 gmy)
NICPIRLIS astra na odstradoving kuneny X-catcl NT (1 8F s | 1A Ne Nesdeleno Yypnuto-nejedna se o PEE 28 72014 N Evrnpska wme -ubecue




1S eny o ’ .
MISCP22LS Nastrof na adstranovant bameny X-cateh NT (225 x i1 e Nesdlena Vyimuto-nejedng se o BEE 3872044 Eviopshka anie -obecné
115 e — e
NECPCOHS Nastroy na odstratovan kement Xecateh N1 (300 % | HA Ana As 1872014 VGRSt ~uhoene
P18 g

* Bmérnice Evropského parlaraenty a Rady 201165/EU e dne B, Eervea 2011, 0 omezeni pouzivéni nékierych nepezpetnych a

"EEE - glektrické a elekionické zafizeni

sk v elskirickyeh a eleldronickyoh zatizenich




Jako tumoénik jazyka anglického imenovany rozhodnutim Krajského soudu v Ostravé ze dne
28.2.2002. 5. 1341/2002 stvrzuji, ze preklad soublasi s textem piipojené listiny.

Tlumocnicky kon je zapsén pod po¥. & .. 8354115 .. deniku.

AS a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 134172002, 1 hereby certify that the translation
is 4 literal translation of the attached document.

This interpreting act is entered under NO.» v of the Journal.

Drefon: A0 A 2048

kulaté razitko: Lenka Petrasovd. thumodénik jazyka anglického
round stamp: Lenka PetrdSovd, interpreter of English language
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Tech File # RAC-G3 (formerly Cat, THD
DECEARATION OF CONFORMITY

Product Family: Ureteral Catheters and Dilators
We hereby declare that the distributed CF marked products, speeified in the annexed product Hst, conform o the produciis)
covered by the "CE Marking of Conformity Certilicate”, reference pumber: 76997CEDS, fssued on April 1, 2001 and
delivered by DEKRA Certification BV, Arnhem, The Notherlands, Notified Body Identification Number (344, in accordunce
with Annex I of the "EC-Directive”, the Council Dircctive 93M4Y/EEC of 14 lune 1993, concerning medical devices,

In addition, we declare that the distributed CE marked products Hsted fall within Class Ha and meoet the provisions of the EC-
Diirectives that apply 10 them, inchuding Counctl Directive 201 V6S/EL.

This declaration is based on the application of the Quality Svsterm approved for the dosign, manufacture and final inspection of
the products concerned. in accordance with Annex 1 of the EC-Dirsciive. The conformiry of the full guality assurance system
set out in Annex TL is described in the said CF Marking of Conformity Certificate, issued and delivered by DEKRA
Certification B.Y. This declaration is supported by the Quality Svstem certification based on the harmonized standard 180
{3485 Quality System Certificate with reference number: 16078300, issued by DEKRA Certification, BV,

This Declwration of Conformity covers Ureteral Cotheters and Dilators as specified o the product list belonging to this
declaration, and is valid for all products concerned bearing the CE murking and manufactured at the following sttetsh

Marteeh Medicat Produyess Tele{lox Medical ObM Copgprer Surgical Ing. Futirematrds Iteeventionsd

vad  Calle Mercunio No. 46 375 Annapoliz Lane North Cowporate Drive H03 Ererprise Strent
Pague Industriad Mexdoni Suie 180 : CT 0861 Athons. Texas 75751
Mesiwali, B, 21210 Plymouth. bt 58427 USA

L EPHEM Usa

Louisigna  Ave

Pak. MM

And represented within the European Union by Gyrus ACMDs Aathorived Renveeentative it the following address:
Gyrus Medical Limited

Date of issue: /Zf?"gﬁ K

e Signature: s
Name: Terrence E. Sullivan
Tide: Executive Diirector, Regualatory Affairs

Gyrus ACMI Inc.

136 Turnpike Road

Southborough, MA 61772 USA
Annex: Product hisl

DOC-RAC-03_AA Fited in Agile on 0308888, 23 Oct 201
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Tech File: RAC-03
ftam

5920000 IRRIFLO IRRIGATION DB &Y 8
59200028X IRRIFLOWHBX S
605 URETERAL CATHETER BFR OPEN END

805BX URETAL CATH 5FR OPENEND 8X/10
BUSBX E-Z IMFUSUR SEY. BOX OF 5

GOBBX O FR DUAL LUBEN CATHET ER
G1NZBX INTRODUCER SNAP-R-PERL 10 /T2FR EA
B10248X% URQOPASE AS 10M2FR X 24 O 58X
310388X UROPASE AS 10/M2FR X 38 CM 8/8X
510468X UROPASS AS 10/12FR X 46 C8 58X
51054BX UROPASE AS {IVM12FR X 54 CM 58X
$11248X UROPAGS AR 11A3FR X 24 CM 5/8X
£11388X UROPASSE AS 11/13FR X 38 OM 5IBX
§11468X URQPASS AD TIH3FR X 48 OM 58X
611548X UROPASS AS 11713FR X 64 UM 5/BX
G12248X URCPASS AD 12/14FR X 24 O 58X
812388X UROPASS AS (QIM4FR X 38 CM 58X
B512468X UROPASS AS 12/14FR X 46 CM 5iBX
§12548X UROPASS AS 12/14FR X 84 OM 58X
513248X URCGPASBS AS 1315FR X 24 CW BIBX
813388X URCPASS AS 1HI0FR X 38 CM B3X
B513468X UROPASS AS 1BMEFR X 48 OM 58X
813548X URGPASS AGS 13415FR X 54 CM 5IBX

G830 RENAL DILATOR/IBHEATH BT

ASVIOIZEX VARIABRLE LENGTH AUCESS SHEATH
BRONDB1E  PONL BALLOON, 8mm(24Fr) x15cm
BPONDB1SK PONL BALLOOR/INFLATION DEVICE KIT, 8X15
APCNI0TE  PCNL BALLOON, 10mmi30Fn x15cm

Dovice RONE ROHS
Class  Applles Complant

128
A
118
Y
fid
1A
1ih,
o
HA
A
HA
i
HA
HA
Ha
BA
Ha
BA
HA
HA
HES
HA
1A
HA
HA
HA
HA

HA

BRONTOTEK PONL BALLOON/INFLATION DEVICE KIT. 10X18 1A

BURS0404  URS BALLOON. 4mn{12F7) x dom
BURBMO4K URS BALLOUNIANFLATION DEVICE KIT, 4X4
BURS0410  URS BALLOON  dmm(12Fr) x 10w

BURSH 10K URS BALLOONANFLATION DEVICE KIT, 4410
BURSO504  URS BALLOON  Bmm{(16F 1 x 4om
BURSOB0MK URS BALLOONANFLATION DEVICE KIT, BX4
BURSISTO  URS BALLOON, Bmm{15F 1} x 10om
BUREOSTOK URS BALLOONANFLATION DEVICE KIT, 84D
BURS0604  URS BALLOON. 8mm{18F) x 4cm
RURS0804K URS BALLOONAMNFIATION DEVICE KIT, X4
BURS0610  URS BALLOON, 8mm(18Fr) x 10om

HA
HA
HA
A
[HE:S
171
A
HA

I

R
Mis
His
N##

MIA
NI
NIA
NIA
I
NIA
NI
NiA
NIA
RN
NIA
MNA
[RI5)
N/,
biA
Y
Y
RN

NS
RIZS
HIA
NIA
Wik
MR
MR
NIA
[RHSY
WA
NS
NiA
MA
/A
P&,
Y
NIA
Y
MNIA
Nif
NFA

DOC Product List
ROHS Rationals

EXEMPT - NON BEEE
EXEMPT - NON EEE
EXEMET - NON EEE
EXEMPT . NON ERE
EXEMPT - NON BEE

VENDOR DOCUMENTATION

PHASE-QUT

EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NOM EEE
EXEMPT - NON BEE
EXEMPT - NON EEE
EXEMPY - NON EEE
EXEMPT . NON BEE
EXEMPT - NOM EEE

VENDOR DOCUMENTATION
VENDOR DOCUMENTATION

EXEMPT - NON EEE

VENDOR DOCUMENTATION

EXEMPT - NON ERE
EXEMPT - NOMN EEE
EXEMPT - NON kR
EXEMPT - NON EEE
EXEMPT - NON £BEE

Approval

Dats Flag

20-Feh-2003

20-Feb-2003

23-Jan-2003 Y
22-Jan-2003 Y
22-3an-200% ¥
22-48n-2003

23-Jan-2003 ¥
089-Lec-2014 N
08Dec 2044 N
08-Dec-2074 N
00-Dec- 2014 N
08-Dac-2014 N
08 Dec-2014 N
08-0ec-2014 N
0%-Dec- 2016 N
1B-0c-2008

18-Qct2005

09-Dec-2014 8
18-0at-2005

15-Dac-2014 N
08-Dec-2014 N
09-Dee-2014 N
09-Dec-2014 N
Zd.dan-2003 Y

VERDOR DOCUMENTATION 28-Mar-2013 N

EXEMPT - NON EEE
EXEMPT - NON BEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE
EXEMPT - NON EEE

12

O7-Fab-2014 N
0¥ -Feb-2014 N
O7-Feb-2014 N
07-Feb-2014 N
07-Feb-2014 N
07-Feh-2014 N
O7-Feb-2014 N
07-Feb-2014 N
07-Fap-2014 N
07 -Fab-2014 N
07-Feb-2014 N
07-Feb-2014 N
07-Feb-2014 N
07-Feb-2014 N
G7-Feb-2014 N

Inactive Innctlve

W2320158307 38 PM
Dote Region
Europgan Union - Generic
European Union - Generig
27-Aug-20145 European Union - Generle
27-Aug-2015 Europsan Unjon - Genanc
12-Aug-2014 Ewropean Union - Generie
Europsarn Unlon - Generic
05-00-2011 Ewropesn Union - Gernerdie
Europesn Union - Genenc
Furopean Union - Genaric
Zuropean Union - Generic
European Union - Generig
Europesn Union - Generic
European Union - Generic
European Uninn - Gererie
turopean Union - Gersric
Europaan Union - Gereric
Europsan Union - Generic
Europsan Union - Generic
European Union - Generin
Eurnpean Unon - Ganeng
Curopean Union - Ganere
Eurppean Union - Genaric
European Union - Seneric
27-Aug 2315 Buropean Umon - Generig
European Union - Gaenerlc
European Umon - Generic
Europesn Unian - Ganeric
Europran Union - Generic
Evrepean Union - Generic
Zuropean Union - Gengric
Eurapean Union - Generic
Eurapean Union ~ Generic
European Union - Generio
European Union - Generic
European Union - Generic
European Union - Generic
Europesan Union - Ganedo
European Union - Generic
Europearn Union - Generig
Eurcpean Union - Generke

[}
&
e
3
o9
]

868,

o Agile on CO-308

H

1
H

=i



Tech Filer RAC-03
Hary

BLURS0610K URE BALLOONINFLATION DEVICE KIT, 6X10

frovise ROHE ROHS
Ciaps  Appies Compliang

HA

8

NI~

300 Product List
RORE Revionats
EXEMPT - NON EEE

212

of
#
e

fad

Appravat oactive nastive

Fing
07-Feb-2014 N

2

B2320753.07:39 PM
Renlon

Eurapean Union - Generie

jivd

2
i

ted 1y Agre on 0030888

s
i

DOC-RAC-03_AA



Tech. soubor # RAC-03 (pitvednd Kat. 1)
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PROHLASENT O SHODE

¢

Virebkové Fada: Ureteralni katetry a dilats flory

Timto problaSujeme. Ze distribuovane vyrobky s oznatenin O 5?6(1‘}: thované v prilozeném seznamu virobka
1sou vosouladu s virobkem, na néhos ; vyrobky, na aéz so vaahuje | Centifikér oznsdeni shody CE, referenéni
tislo 76997CEDS. Tonte certifikat, mmzzi\ dne 1. dubna 2001 & ciogmem spolednostt DEKRA {”emma’w'z
BV, Arben. Nizozemi, identifikadni Sislo wni;%mamhg organy 344 je vsouladu s pifohou H Smérmice
Rady 93427EHS ze 14, Servna 1993 o zdran ofickyeh prostiedeich.

Rovnéz prohladuieme. e distribuovans vvrobky s oznatenim CE spadaji pod tiidu g a spliiuyi usianoveni
usaveh smérnic ES véemé Smeérmice Rady 201 /65EU.

J.}’

Toto prohlddeni je zaloZeno na uplathovani svstérnu Kvality, kreré je vsouladu s piilohou 11 Smérnice ES
schvaleny pro pavrhovani, virebu & findlof kontrolu piisludngch vyrobkd. Shoda s ce elvm systémem zajiltovani
kvality specifikovanym v priloze 1 je popstna v uvedendm Certifikdry oznadend simm CE. ktery vvdala a
dorutila spoletnost DEKRA Certification B.V. Toto prohlaseni je podioZeno Certifikdtem o systému kval liey,
kierv vychizi z harmonizované normy 15O 13485, Referendni disle Centifikaty o svstému kvality, kterv vvdala
spolecnost DEKRA Cerufication Inc | je 160733.00

Toto prohlddeni o shod? se vztahuje na urcterdlni katetry a dilmatorv, kieré jsou specifikovany v seznamu
vyrobki, jid? 2 toto prohlaSent tha, a je plainé pro veskeré virobky s oznadenim CE 2 vyrabéné na nide
uvedenyeh mistech:

XEHEG

R4

Vyie uvedené spoletnosti jsou v Evropske unii zastupovany zplnomocnénim zastupcemn spoletnosts Gyrus
ACMI, coz je spoletnost

Fortran Rd., St Mellons
Card it CV oLT
NE KRALOVSTVI

Darom vvdéng 29 =4/ 2015 Podpis: podpis necheln
Jmdno: Terrence E. Sullivan
Funkee: vikonny feditel regulntomni zélesitosy

Gvrus ACML Inc.
136 Turnpike Road
Southborough, MA 01772 USA

Prilohar Seznam virobl

DOC-RACH Zaevidovino © Agile ng CO-308866 dae 23 Fpa 2018 Stvapa e 3




s eysdoia [ 4 00y pupalay -~ oK DUIIPSN VH | 100 X {3813 uit 9 (Y1) WIS RIS I0IN U Soio]eg] 01408
Fd) O a8 gupafon - O A c:,\tvao/ Vi b X O “EXCINOS PICAORT R eI[] BU qouDjog ~PDGHS U
2:: eysdogaly i RHERER T IS T oUIRPS Vit WO p X LIS W g (5)(1) Al IR0 Bl SRR Ry 08U
R R e 7 wm ] 0 28 vupaat - [YIE uwmuz Vil 1 % 5 earduos DEAOIES ]} b Jauog NOLSOSUNY
aim pysdoing &) 5 Eupoion ~ ouA OGUD[PEIN] VAT | W0 0T X (dys 1) i ¢ S} JUais BEiniam v puofiy GicoSung
Stun sy Tl s pupoiai -~ opofiy DHDIPIAN Vil ¢ eARIdnoS DeaonpR Y] B auciig VDSOS AN
IR Ry 7L papal GI, OUAPSIR] Vil [ Y R BT S T T R ARt e ere FOSOSHNY
Stud Erdoy L pupaloi - oy DUBRPEIN Vil TTTRTY FACinoS WEAOYEIK Y o oun|re NMOLEOS U
auan o A5 s _ 4 0 as ...:%v_o: ERUTHHESY OHIPSIN Vi W G AL Wi g (M) Wop HU ST RHINIUN AT T4] GOSN
arun sdoIsy i TR 0 08 pupolan © GiRwlA DUIIPSI Vil b Y eATIANOR DEAOYHRUISY G auofie] SHOROSYNH
o pysdo Ty : G O 08 FOpala - opl A Wi ALY p TSN} HIOIS RIS CO ousjey] FOPOSUN
0~ o esdoiay ¢ 7145 0 98 pupaton - onu{dA GUPSIN] Vi Cf X EATIdNOS PRADYIGE [N Bl JaD[eg ALIDINDIG
B w3 g ¥ Lpe
otun grsdeny g SR 098 pupatau - oyl g CLMDPSIN Vil i I Bselogan sugisped e pauoiey SN
SN BEAB AT BTy SISO 95 BUPAIaN - (HAGHA OUBFPEA] $1 X% g “savnluos 3.:2:?: INOd oy ACIBONDE
U ST X (LE7)
s pgsdoiay ‘2 AL 0 0% pupalai - OjnuisA QUIIPIIN VIE |y CUad) dmoooeu mapvspad Bu geuoqsy STRONS
21101 eYSdOIATY ¢ CHISHBATEO Kl B30TIStER §6¢] GUBAPEIN Vit neqiep s S dnspd wal 159y NHTIOIASY
sut eysdoisy T Y (7 i 0 oS vapolan opwing DUIDPSBI Vil T VAVSAOLY IV UG BTN [
aran pyEdnaagg o 35 Qpoipn T HGHAA DUDIIPSIN Vil STV s FS X AL 1281 SEVAOMN Xepsels
- DL 3 3 of papolau T muinia OUIIPSIN Vil 5 IO WO up Y 0] SEVAOHDN XLoreio
ouh s pupslon - ol OUIIPIoHY Vi 7 ADIEVRY W g¢ XS Y] SSVIOUN XEH§LEL9
ann pivdosaty 25 pupalau - opafsy DUIINEAN Vil S HIAVUN 1 7 XIS SSVJOI XHPITLG
st eysdGngy E_E: AP 20UIBUIYDCY Y Vit S AV AN WO CN WLy 17 ] SSVAOUN Xtpsiin
arun eysdosy S A9 D 0% papalan OpGHA R VIL S DAV TR 9 XOLF/TT SSVIOUN X&orgiy
auan pNsdG ATy oumlearposd soepawmod @ VIt §ADIIVAY W0 gON LT SSYAOUN NHsydiy
st gepsdutasy ottotlearpuid 2IMusENG oY VH £ AMEVIN WS p7 X s p 171 SEVAOUN Xty
atun pysdoiay P 0 28 pupafau - owdAA VI SOV A W0 P SIS A SSVAONT XEpsi1o
BN e 5oy ST oS oupalan ol Vi S DAV Y W0 QF X AT 17T SSYAOUN Xdori o
St esAaIN 2§ < ax Rupalan - ORI R A Vi § ADID U WO g XL ] SSVAIONN xggriia
A gsilons 510 35 gupsiat - ouuili g OUSIPPSan; ~ Vil £ DIV W0y I 14T 1 §SVIOUN XHPEL1i9
arut oy 208 RHPALOH - OMULHAA CUAIPEI \all S HOIIVHY "W by X LIT 101 SSYAOW xelriuiy
ot pysdoiaty {008 pupalai ol SUDRPSIN Vil CHDIEV I VD Op X7 0T SSVAOUD XHOR019
i psdony 4 A1 0 98 RUPSIOU - IS GUDRPEIN] Vi S DIV "W SN WAV IO SSVAOR) HHELG1H
2rin pido sy <311 038 eupalou - Gl OUBDPRSI Vil S ADIUY I MDeT S MAT O] SEVIOUN (U019
s gsdog 16201 & Y UL e VI VHRLLL 14 T N-d VNS 2peary XHZI0Y
orun wysdeLy oyrSeaEpod saidtiyeg OUBEPEDN] Vi NS ? w,S SOELILVY INTVIX dd gol X80y
anin eysdoincy FIOT ST 2 SO sa pupaiai - oWmiaiia GUS[RIEIN Vit ADEVES 7 HOSTHNT VIVS SE904
LK WHINGY
0~ am slods it ouy A7 O 38 pupsisn - oyl Guaap Vi PEANMMANLIO S Mils YLHLVY INTY AL X4soy
o WEINGH
ot eysdoiay ouyy 44 O 08 pupafou - ol BUIRIPED PLANSYUALLO § WIS ¥LALV NIV ML SO9
AT BYSUO 143 S 0 38 vupelay - oAy GHOPPESR SHH POLLSAS IDVADHDV AN MR DR XHTo00Te8
anun gysdoIAl HH 0 0% gupslat - GlRiiA OUNIPIHN SI 1 />r OV 2%%‘7; A O &mv: OG0 6
‘ . e . suow o -
. wmp Hadpuze . s npr@aes A Aoy o
oISy SUAI IR | angEay SHOW oad priyes alanplL Py miojog
PO L S ST T EHHOIAN LBELOS 303 OV 20GNes sy




1

HIBZURZ S40IUOIPISIR B 3OUDISS -~ J37 |

HCRUDZIRY qOAHOICGIIANE B LOIRI0 A 361 oAuDadzeqau YoAIomay BAIZNOG [UHZBUI0 O 'L 0T BUAIRD g DUP 8 (TS 102 Apey » muoweped oyaysdoial SRS ,

QUG- S0 PHSHON | an PIOZT L HUH © 08 CUpIlol - A A QUHIPSIN aN Vi 01 % o earidnost EACTRIGIN BU Nolo(ig [ SnmosNNd
o . wgep gUBKITIvLE HUIRANDE. o : . sapoos s ofnqupzaas o opgoida . o
salEng o panyean L ey wmng Sspowerd pepey shpaeriy | aqosfa ey BRLL | sd

POY 6120 CF $10776/4C YDA WIBHEOS O LV oquus oo |




Jako tlumoénik jazvka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne
28.2.2002. ¢.j. 134172002 stvrzuji. ze preklad souhlasi s textem pripojené listiny.

Tlumoenicky tkon je zapsan pod pof. ¢ LILEISENY L denthu.

As a sworn inferpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002. reference No. 1341/2002, 1 hereby certify thal the translation
is a literal translation of the attached document.

This interpreting act is entered under NO.& e of the Journal.

Dne/on:

kulaté razitko: Lenka Petrdsovd, tumodnik jazvka anglického
round stamp: Lenka PetrdSova, imerpreter of English language






