ASANUS

EG- Konformitédtserkldrung

Declaration of Conformity

Das Unternehmen / The Company

ASANUS Medizintechnik GmbH
take off Gewerbepark 2

F 78579 Neuhausen ob Eck

Germany (Kreis Tuttlingen)

b

erklart hiermit unter alleiniger Verantwortung, dass folgende Produkte, siehe Anhang dieser Konformitatserkl&rung
herewith declares under sole responsibility. that following produsts, according Annex of this declaraction

UMDNS Bezeichnung / UMDNS description UMDNS Code GMDN Code Kiasse/class | Regellrule
; e W siehe Anhang siehe Anhang
nicht schneidende !nstrument_e_ non—cuttmg instruments BAS BTANS sed Annex | | 6

unter Berlcksichtigung der EG-Richtlinie 93/42/EWG gefertigt wurden. Die Produkte sind konform mit den
Grundlegenden Anforderungen des Anhang VIl der EG-Richtlinie 93/42/EWG und dirfen somit mit

c 6 gekennzeichnet, von uns in Verkehr gebracht werden.

have been manufactured under consideration of European Medical Device Directive 93/42/EEC. The Products are
., Conforming to the Essential Requirements of the Medical Device Directive 93/42/FEC annex VIl and may therefore be
¥

f

placed into market labelled with

Diese Erklarung besitzt eine Gilltigkeit bis einschliellich 01.06.2018
This declaration is valid until 2018-06-01.

2

Datum / Date: 27.05.2015 7 1.
Geschaftsfuhrung — Armin Schorer
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Anhang EG-Konformitétserklarung

annex of declaration of ¢

onformity

>

ASANUS

. Nomenklaturbezeichnung/UMDNS Descri

ption
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_ gs-Konformitéitserklérung AS(Z )\

g*-declaf?tf@ﬁ of conformity
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ASANUS

ES- Prohlaseni o shodé

Declaration of Conformity

9

Prohlasuje na svou vyluénou odpovédnost, %e nasledujici vyrobky,

Spoleénost | The Company

ASANUS Medizintechnik

GmbH take off

Gewerbepark 2 78579
Neuhausen ob Eck

Némecko (okres
Tuttlingen)

viz pfiloha tohoto prohlageni o shods

herewith declares under sole responsibifity, that following products, according Annex of this deciaration

UMDNS popis / UMDNS description UMDNS kod GMDN kéd tfida/class | pravidio/ru
le
Nefezajici nastroje non-gutting instruments ;I":zng:ﬂohu Isee \g;ep:{:zg ‘ 1 6

byly vyrobeny pii dodrzeni Smérnice o zdravotnick
poZadavkim pfilohy VIl této smérnice 93

have been manufactured under consideratio
are conforming to the Essential Requir
therefore be placed into market, labell

Datum: 27.05.2015

Toto prohlageni plati do 01.06.2018 véetna.

ych prostredcich 93/42/EHS. Vyrobky odpovidaji zakladnim

{42/EHS a smi byt oznadeny p¥i uvadéni na trh CE.

Jednatel - Armin Schorer - podpis

n of European Medical Device Directive 93/42/EEC. The Products
ements of the Medical Device Directive 93/42/EEC annex VIl and may

ed with CE,

Sir. 1ze 3




;’Joha ES-prohlaseni o shodé

x of declaration of conformity

ASANUS

Wﬂjk,aturns oznacen! /UMDNS Description UMDNS |GMDN |T¥ida [Pravidlo
[ igkovt forma. dentalni Tray, impression, dental 16-350 16350 | 6
T TAdapler connection parts 11-726 11726 [ 6
5o 5 lupou eyeglasses 11-667 37337 [ 6
clip, vascular 16-028 37699 | &
clip applier 10-894 10894 | 6
Dentalni ruéni nastroj, jine File, dental, hand-heid, margin finishig 16-667 31863 I 6
Depressor 16-486 16486 | 6
Dilatator, jiné Dilator, athers 15-215 11254 | 8
Dilatator, trachealni Dilator, tracheal 11-263 11263 | 6
[ Dilatator, utarus Dilator, uterine 11-266 11266 ] ]
| Dilatator, vaskulami dilator, vascular 11-268 11268 I 8
|Elevatorium, jing elevator, others 15-218 32370 I 8
| Extenzni jednotka Extension and traction equipment 14-105 34491 | 6
Nitovy néstroj Instrument, ligature passing and knot tying 11-704 32589 | 6
Fixace fixation, retainer 13-368 13368 ! 5
Vodici nastroj guide, instrument 11-927 37150 | 6
= Cévni tunelovy nastroj tunneling instrument 16-985 35950 | 6
h’ Hak, jiné Hook, surgical, others 15-258 35105 I 6
Hak, jiné hooks, surgical, others 15-225 35105 | 6
Hak, trachealni hook, tracheal 12038 12038 | 6
Kladivo-palitka mallet 12-421 12421 | 6
HF-chirurgicky pfistroj adaptér. kabel Cableflead, electrosurgical unit 11-493 35041 ! 6
Kanyla, jiné cannula, others 15-206 37101 i 6
Katelr, moove cesty Catheter, urinary . 10-764 10764 | )
Katetr, jiné catheter, others 15-209 10685 ; 6
Svorka, arterie Clamp, artery 10-865 10865 | 6
Svorka, bronchus camp, bronchus 10-867 10867 1 6
Svorka, Bulldog clamps, bulldog 10-868 10866 | 6
Svorka, cévni clamps, vascular 15-882 15882 | 5
Svorka, pupecni Clamp, umbilical 10-876 10876 | 8
Svorka, pediatricka Clamp, paediatric 15-881 15881 | 6
Svorka, penis Clamp, penile 16-452 16452 | 6
Svorka, hadicka clamp, tubing 10-875 10875 | 6
Svorka, jiné clamps, surgical, others 15-212 10861 | 6
Laryngoskop laryngoscope 12-293 12293 | 6
M&fi vykonu, ultrazvuk, diagnosticky set measuring 16-842 37558 | g
LZice, medikamenty medicinal scoops 16-633 35845 | 6
Lu loupe 15652 15652 | 6
Ustni bariéra Gag, oral 11-822 35085 | 6
% Drzak jehel . needle holder, micro 12-726 12726 | 6
Perkusni kladivko percussion mallets 12-986 34347 | 8
Pinzeta forceps 14-257 177 I 8
Saci Spicka, vieobecné pousiti sugtion tubes 16-883 16883 | 6
Hadice Tubing 14-238 14238 | B
Sroubovak, kost screwdriver, surgical 13517 33968 | 6
M&nE citlivosti sensory tester 13-043 37348 | 6
Sonda, oko probe, eye 13-119 13119 i 6
Sonda, jiné probe, others 15-237 13117 | 6
Spachtle, plice Spatula, lung 13-649 13649 | 8
Spachtle, jiné spatula, others 15-249 32318 | 6
Spekulum, nazalni Speculum, nasal 13- |35350 I 8

654 J
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-prohlaseni o shodé
declaration of conformity

speculum, ear 13-662 35348 | 6

Speculum, rectal 13-665 35351 | 5

speculum, others 15-250 . 35517 | &

speculum, vaginal 13-666 38352 | 6

mirrow 12-647 31106 I 6

spreader, others 13-707 13707 | 6

flush syringes 15-256 13928 ] 6

Tourniguet 14-072 14072 I 6

stethoscopes 13-750 13750 | 6

Fork, tuning 14-255 32526 | 6

e light, headband, surgical 11-963 32239 [ )

stripper 13-823 13828 | 6

[l o Pelvimeter 10-546 12980 | 6

" {Hgk na rany, samozaviraci retractor, self-close 13-390 32077 i 6

%ﬁnw ini pliers, dental 15710 15710 r 6

Kbggé, porodnické, vice-Ucelové Forceps, obstetric, general-purpose 11-788 35082 | 6

- | Klests, tkar /stievni Forceps, intestinal 11-797 11785 | 6

b ez, ledviny Forceps, kidney 16519 16519 |1 5

Klesté, jiné forceps, others 15-221 32842 I 6

Klesté, tampon pliers, swab 11791 11791 | 6

)
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Tlumoénicka dolozka:

Jako soudni tlumoénice jazyka némeckého a anglického, jmenovana rozhodnutim Krajského
soudu v Ceskych Budgjovicich, Ceska republika dne 9. dubna 1992 pod &islem 348/92,
potvrzuji timto, Ze text némeckeého/anglickeho originalu souhlasi s prekladem.

Preklad je zaznamenan pod &islem ... %93, ....... mého tlumoénického deniku.

\ Praze dne 4L’5‘L>f5 .............

Mgr. Radka Benesova, Ph.D.
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