ROMED HOLLAND
Declaration of conformity

Manufacturer

Van Oostveen Medical BV
Herenweg 269

3648 CH Wilnis
Netherlands

Tel: 0031 297 282101
Fax: 0031 297 288316
e-mail: info@romed.nl
website : www.romed.nl

Notified body

TUV NORD CERT GmbH,
Langemarckstrasse 20, 45141 Essen,

Germany
Notified body ID number 0044
Validity of this declaration of conformity until | 29 July 2020

Product

3-part insulin syringe 1 ml with mounted
needle 29Gx1/2, sterile, for single use
Ref: 31S-1ML

Brand

ROMED

Classification (MDD, Annex 1X)

lla

We, with sole responsibility in drawing up this declaration of conformity, declare that the
above mentioned product meets the provisions of the following EC Council Directives and
Standards. All supporting documentation is retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives :

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning
medical devices (MDD 93/42/EEC) according to Annex Il as amended by council directive

MDD 2007/47/EEC.

Standards

Harmonised Standards (published in the Official Journal of the European Communities)
applicable to this product ISO 7864:1996 and ISO 7886-1:1997

Wilnis, The Netherlands, 27 September 2022
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M.J. van Oostveen
Managing.Director




EG-Zertifikat /| EC-Certificate

gem. 93/42/EWG Anhang Il onne (4) / acc. 93/42/EEC Annex Il without (4)

Hiermit wird bescheinigt, dass die Firma / This certifies, that the company

Van Qostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

flr die Produkte / die Kategorie: Liste der Produkte siehe Anlage 1
for the products / product category: List of products see annex 1

Skalpellklingen, Skalpellen, Bluttransfusionssets, Blutlanzetten, elektronische Blutdruckmessgerate, Kondome,
Trachealtuben, Foley Ballon Katheter, chirurgische Handschuhe, Infusionssets, Intraventse Katheter, Nadeln,
Paraffingaze, Intravendse Infusionsbestecke Kopfhautvenen, Spritzen komplett mit Kaniile, Tuberkulinspritzen,
Insulinspritzen, digitale Thermometer, 3-Wegehéhne, Aneroide Blutdruckmessgerdte, Thermometer,
Untersuchungshandschuhe, Spritzen, Urinbeutel, Tropfer fir Medikamente.

Blades, Scalpels, Blood Administration Sets, Blood Lancets, Electronic Sphygmomanometers, Condoms,
Tracheal Tubes, Foley Balloon Catheters, Surgical Gloves, Infusion Sets, Intravenous Catheters, Needles,
Paraffin Gauze, Scalp Vein Infusion Sets, Syringes complete with Needle, Tuberculin Syringes, Insulin Syringes,
Digital Thermometers, Three Way Stopcocks, Aneroid Sphygmomanometers, Thermometers, Examination
Gloves, Syringes, Urine Bags, Droppers for Medicine.

ein Qualitatssicherungssystem fiir die Auslegung, die Fertigung und die Endkontrolle der genannten Produkte nach Malgabe
des Anhang Il (ohne Abschnitt 4) der Richtlinie 93/42/EWG anwendet. Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Gliltigkeit dieses Zertifikats beruht auf der Aufrechterhaltung des Qualitats-
sicherungssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gem. Anhang Il Abschnitt 5. Das Zertifikat ist unter keinen Umsténden Ubertragbar.

has established a quality system for design, production and final testing acc. to the requirements of Annex Il (without section 4)
of the directive 93/42/EEC. Additional to the CE-marking the notification number of the Notified Body has to be affixed. The
validity of this certificate is based on the maintenance of the quality system in accordance with the requirements of the directive
and its surveillance by the Notified Body according Annex II section 5. The certificate may not be transferred under any
circumstances.

Reg.-Nr. / Reg.-No. 04 232 041335 Guiltigkeit / Validity

Bericht Nr. / Report No. 3523 7665 von / from 2019-03-12
bis / until  2024-03-11
Edition 4

Zertifizierungsstelle flr Medizinprodukte Essen, 2019-03-12

Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen www.tuev-nord-cert.de medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044
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