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KANGOO 3 POCKETS
STERILE SURGICAL DRAPE

@D @ prenLekd

Primary packaging: pouch Description:
Secondary packaging: cardboard box

- Easy storage of long endoscopic accessories,
- Prevent fall accessories.

Reference | Description | Dimensions (cm) | Minimum delivery quantity

NLS/SF3-M | Sterile surgical drape with 3 pockets | 75 x 130 | 100
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BACK TO SUMMARY

Description:

BITE-BLOCKS

NLS/BBS-O2

CJ-JHY-KD-BI

VTL/BTO7

@ LA

Primary packaging: pouch
Secondary packaging: cardboard box

- Protection of the teeth and the endoscope during digestive endoscopies.

Opening diameter

Minimum delivery

References Description Strap )
mm / fr quantity

NLS/BBA Ergonomic bite-block Spandex 20/ 60 100

CJ-JHY-KD-BI Ergonomic bite-block Rubber 20/ 60 250

NLS/BBS-O2 Bite-block with oxygen connector Spandex 17.8x26/53 100

VTL/BT07 Pediatric bite-block Spandex 19x 16 /48 100



STONE EXTRACTION BASKET @

ROTATABLE & WIRE GUIDED

STANDARD
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"
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Primary packaging: Pouch Description:
Secondary packaging: cardboard box

Standard :

- Stainless steel multi strand wire,

- 4 angled wires.

Rotatable & wire guided :

- Composed of 4 single nitinol wires,

- The rotatable shape and the spiral shape of the basket facilitate the capture of stones,

- In case a stone is blocked in the extraction basket, a basket wire can be broken to free the stone,
(connect to a universal lithotripsy handle)

- Compatible with short or long guide wire (0.035" max)

References Basket Catheter Minimal working channel | Minimum delivery
diameter (mm) Length (cm) Diameter (mm) diameter (mm) quantity
WS-2420GL025 25 200 24 238 10
WS-2420GL03 30 200 24, 28 10
WS-2420GL035 35 200 24 28 10
NLS/BKS-20-24-195G 20 195 3.1 3
NLS/BKS-30-24-195G 30 195 3. 37
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STANDARD HOT SNARES
POLYPECTOMY SNARES
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Primary packaging: Pouch
Secondary packaging: cardboard box
Ref D ipti S idth Catheter Mini deli i
eferences escription nare width (mm) Diameter (mm) _ Length (cm) inimum delivery quantity
CJ-ADR-23-230-O10 10 23 230
CJ-ADR-23-230-O15 15 23 230
CJ-ADR-23-230-O20 20 23 230
CJ-ADR-23-230-O25 25 23 230
CJ-ADR-23-230-O30 30 23 230
CJ-ADR-23-230-O35 35 23 230
CJ-ADR-23-230-O40 Oval 40 23 230
CJ-ADR-23-230-045 " 45 23 230
CJ-ADR-23-230-O50 50 23 230
VTL/SN-24-240-O | 0% 10 24 240 10
VTL/SN-24-240-O | 5* 15 24 240
VTL/SN-24-240-O20* 20 24 240
VTL/SN-24-240-O25* 25 24 240
VTL/SN-24-240-O30* 30 24 240
CJ-ADR-23-230-H15 15 23 230
CJ-ADR-23-230-H25 25 23 230
Hexagonal
CJ-ADR-23-230-H30 30 23 230
CJ-ADR-23-230-H35 35 23 230
CJ-ADR-23-230-C15 15 23 230
Crescent
CJ-ADR-23-230-C25 25 23 230
46 | * Special request, delivery time on demand

Minimum diameter of working channel (mm) : 2,8mm



EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / Jiangsu Vedkang Medical Science &Technology Co.,Ltd
Name and address of the manufacturer: / No.52, Guoxiang Road, Wujin Economic Development
Nom et adresse du fabricant: / Zone,Changzhou, Jiangsu , China

Nome e indirizzo del fabbricante:

Européischen autorisierten Vertreter:/ Prolinx GmbH

European Authorized Representative: Brehmstr.56,40239, Duesseldorf, Germany
Représentant européen autorisé:

Rappresentante autorizzato europeo:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: /

the medical device: / Disposable Polyp Snares
le dispositif médical: / UMDNS CODE 15989
il dispositivo medico: GMDN CODE 58039
derKlasse: /

of class: / 1Ib

de la classe: /

di classe:

nach Anhang IX der Richtlinie 93/42/EWG / according to annex IX of directive 93/42/EEC /
selon I'annexe IX de la directive 93/42/CEE / secondo l'allegato IX della direttiva 93/42/CEE

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 93/42/EWG und deren Umsetzungen in nationale
Gesetze entspricht.

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it.

remplit toutes les exigences de la directive sur les dispositifs médicaux 93/42/CEE et de ses transpositions en droit
national qui le concernent.

soddisfa tutte le disposizioni della direttiva 93/42/CEE e della loro trasposizione nel diritto nazionale che lo riguardano.

Konformitdtsbewertungsverfahren: / Richtlinie 93/42/EWG Anhang I, ohne Abschnitt 4
Conformity assessment procedure: / Directive 93/42/EEC Annex Il, excluding Section 4
Procédure d’évaluation de la conformite: / Directive 93/42/CEE Annexe Il, hors section 4
Procedura di valutazione della conformita: Direttiva 93/42/CEE senza Allegato Il, sezione 4

Registrier-Nr.: /
Registration No.: / HD 60141076 0001

N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: / TUV Rheinland LGA Products GmbH
Notified Body: / Tillystrafe 2
Organisme notifié; / 90431 Niirnberg
QOrganismo notificato: Deutschland
CE 0197 @, [ [
CL&@ZLO% }Of? 9?' de Cao He (Management Representative)

Ort, Datum / Place, date / Name und Funktion / Name and function /

Lieu, date / Luogo, data Nom et fonction / Nome e funzione

1M



Annex of EC declaration of conformity —Disposable Polyp Snares

Vedkang REFs TYVIL REFs
VDK-SD-23-230-10-A1 CJ-ADR-23-230-010
VDK-SD-23-230-15-A1 CJ-ADR-23-230-015
VDK-SD-23-230-20-A1 CJ-ADR-23-230-020
VDK-SD-23-230-25-A1 CJ-ADR-23-230-025
VDK-SD-23-230-30-Al CJ-ADR-23-230-030
VDK-SD-23-230-35-A1 CJ-ADR-23-230-035
VDK-SD-23-230-40-A1 CJ-ADR-23-230-040
VDK-SD-23-230-45-A1 CJ-ADR-23-230-045
VDK-SD-23-230-50-A1 CJ-ADR-23-230-050
VDK-SD-23-230-10-A1R CJ-ADR2-23-230-010
VDK-SD-23-230-15-A1R CJ-ADR2-23-230-015
VDK-SD-23-230-20-A1R CJ-ADR2-23-230-020
VDK-SD-23-230-25-A1R CJ-ADR2-23-230-025
VDK-SD-23-230-30-A1R CJ-ADR2-23-230-030
VDK-SD-23-300-30-A1R CJ-ADR2-23-300-030
VDK-SD-23-230-15-C1 CJ-ADR-23-230-H15
VDK-SD-23-230-25-C1 CJ-ADR-23-230-H25
VDK-SD-23-230-30-C1 CJ-ADR-23-230-H30
VDK-SD-23-230-35-C1 CJ-ADR-23-230-H35
VDK-SD-23-230-15-B1 CJ-ADR-23-230-C15
VDK-SD-23-230-25-B1 CJ-ADR-23-230-C25
VDK-SD-23-230-10-A1 CJ-ADR-23-230-MFO10
VDK-SD-23-230-15-A1 CJ-ADR-23-230-MFO15
VDK-SD-23-230-20-A1 CJ-ADR-23-230-MFO20
VDK-SD-23-230-20-A1RT CJ-ADR2-23-230-NG20
VDK-SD-23-230-25-A1RT CJ-ADR2-23-230-NG25
VDK-SD-23-230-30-A1RT CJ-ADR2-23-230-NG30
VDK-SD-23-230-25-A3 CJ-DADR-23-230-025B

Changzhou, 2018-01-02
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ZERTIFIKAT & CERTIFICATE ¢

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, IIb or Ill)

No. G118 0181710 019

Manufacturer: Hangzhou AGS MedTech Co., Ltd.

Building 6, Kangxin Road No. 597
Qianjiang Economic Development Area
311106 Hangzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)

Eiffestral’e 80
20537 Hamburg

GERMANY
Product Stone Retrieval Balloon,
Category(ies): Disposable Guide Wire,

Disposable Biopsy Forceps,
Disposable Grasping Forceps,
Disposable Swinging Biopsy Forceps,
Disposable Stone Extraction Basket,
Disposable Sclerotherapy Needle,
Hemoclip,Polypectomy Snare,
Sphincterotome, Biliary Stent,

Nasal Biliary Drainage Catheter

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate
is mandatory. See also notes overleaf.

Report No.: SH18718EXT01
Valid from: 2018-03-19
Valid until: 2023-03-18

Date, 2018-01-22 M

Stefan Preil}

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany UV
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ZERTIFIKAT @ CERTIFICATE ¢

Product Service

EC Coertificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or Ill)

No. G118 0181710 019

Facility(ies): Hangzhou AGS MedTech Co., Ltd.
Building 6, Kangxin Road No. 597, Qianjiang
Economic Development Area, 311106 Hangzhou,
Zhejiang, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOV
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