
eclaratlon о Gоптоrml
мапufасturеr Van Oostveen Medical BV

Herenweg 269
3648 СН Wilnis
Netherlands
Tel: 003'| 297 282101
Fах:0031 297 288316
e-mail: info@Tomed.nl
website : www.romed.nl

Notified body TUV NORD CERT GmbH,
Langemarckstrasse 20, 45141 Essen,
Gеrmапу

Notified body lD пumЬеr 0044
Validity of this declaration of сопfоrmitу until 29 Julч 2020
Ргоduсt 3-рагt insulin sуriпgе 1 ml with mounted

needle 29Gx1l2, sterile, fог single use
Ref: ЗlS-,1МL

Вrапd RoMED
Classification (MDD, Аппех lX) IIа

ROMED HOLLAND
laration of Gonformi

We, with so|e responsibility iп drawing up this declaration of conformity, dесlаrе that the
above mentioned рrоduсt meets the provisions of the following ЕС Council Diгесtiчеs and
Standards, All supporting documentation is геtаiпеd uпdеr the ргеmisеs of the mапufасtuгеr

DIREcTlvES

Gепеrа! applicable directives :

Medical Device Dirесtiче: COUNC|L D|RECT|VE 93l42lEEC of 'I4 June ,1993 сопсеrпiпg
medical devices (MDD 93l42|EEC) ассогdiпg to Аппех ll as amended Ьу counci| directive
MDD 2007l47lEEc,

standards

Harmonised Standards (pubtished iп the Official Jоurпаl of the Еurореап Communities)
applicable to this product lSO 7864:1996 and lSO 7886-'1:1997

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



ЕG -Zertitikat I EG-Gertifiaafe
gem.93l42lEWG Anhang ll orrne(al / асс. 93/42/ЕЕС АППеХ ll without(4)

Hiermit чlird bescheinigt, dass die Fiгmа / Ihls ceгtifles, 
'Лаt 

the со!прапу

Vап Oostveen Medical В. V.
Herenweg 269
3648 сН Wilnis
The Netherlands

fijr die Pгodirkte / die Kategclrie, Liste dеr Produkte siehe Anlage ,1

for the prodLlcts i prcduct cale(]ary: Lls/ Of plDducts see а])/,ёх 1

Skalpellklingen, SkalpeIlen, Bluttransfusionssets, Blutlanzettan, elektronische Blutdruckrnessgeriite, Kondome,
Trachealtuben, Fоlеу Ballon Katheter, chirurgische Handschuhe, lnfusionssets, lntravenёse Katheter, Nadeln,
Paraffingaze, lпtrачепёsе lnfusionsbestecke Kopfhautvenen, ýpritzen komplett mit KanOle, ТuЬеrkuliпsрritzеп,
lnsulinspritzen, digitale Тhеrmоmеtеr, 3-WеgеhЁhпе, Aneroide BIutdruckmess9erЁte, Тhеrmоmеtеr,
Untersuchungshaпdschuhe, Spritzen, Urinbeutel, Тrорfеr ftir Medikamente.

вJades, Scalpe/s, 9lood Аdrпiпistrаflол Sets, 8/ood Larrcets, Electronic Sphygmamanomatgrs, Сапdоms,
Tracheal ТчЬеs, Foley Ваllооп Catheters, Surgical G/oyes, lпfusiоп Sets, InfravenoOý Catheters, Need/es,
paraffin Gauze, Scalp Vеiп lnfusiotl Sets, Sуriлgеs complete wifh Needle, ТuЬеrсuliп ýyringes, Iпsuliп Syriлges,
Digital Thermometers, Тhrее Way Stopcocks, дпеrоid Sрhуgmоmапоmеtеrs, Тhеrmаrпеtеrs, Ехаmiпаtiоп
Gloves, Syriпges, Uriпе Bags, Droppers for Меdiсiпе,

еiп Qualitёtssicherungssystem filr die Attslegung, die Fertigung tlrrd die Епrlkопtrоllе dеr gепаппtеп Produkte пасh Ma8gabe
cies Дпhаrrq ll (otlrre Дbschrritt 4) dеr Richtlinie 9З/42iЕWG апwепdеt. Zusitzlich zr.rr CE-Kennzeichnung muss die Кеппummеr
dеr Вепаппtеп StelIe angebracht wеrdеп. Dio Gultigkeit dieses Zerlifikats Ьеrчht auf dеrАчfrесhtеrhаltt_tпg des QualitAts,
sicherungssystems iп UБегеiпstimmuп9 mit den Апfоrdеruпgеп der Richilinie und sеiпеr UbeMachung durсh die Вепаппtе
Stelle gem. Апhапý ll Abýchnitt 5. Das Zertifikat ist Uпtеr kеiпеп Urnstanden 0ЬеrlrаgЬаr.

hasestab/lshedaqualllysysleпl/orrJesigл. рrоdчсtiопапdliпаl aеsrлgасс, totheroqLliromentso{Annexll (withoutýoctlon4)
ol the directive 9З/42,/ЕЕС. дс!сJitiопаt lo thт CE-marking the поtitiсаtiоп пutпЬеr al lhe Notified Body has to Ьв affixed. The
vaiidity of this сегtifiсаtе ls baso,cj ()п the mаiпtепапсе of the qualify systenl iп ассаrсlапсе with the reclLlirёments of the directive
alld lts suryerlia |,Ice Ьу lhe Natified Васlу according Дппех ll sбсIlоп 5, The certilicate mау llot Ье lrапSfвrrеd utlder апу
clr0Urnsiarces,

Reg.-Nr, i R99.-No, 04 232 0413З5
Bericht Nr. i Report No. 3523 7665

fr,|,ь;
Zertifizierungsstelle fttr Medizinprodukte
Cerliticatiotl bady lоr rпеdiсаl deylces

GOlti9keit l Validity
чап l frоm 2019-03-12
bis / unfll 2024-03-11
Edition 4

Essen, 201 9-03-1 2

45141 Essen www.tuev-n<rrd-coгt.de
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TLjV NORD CERT Gmьн Langemarckýtl,a8e 20

Вепаппtе Stelle Кепп-Nr. 0044 i No/iflcd Body lD, No.
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