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1: Webs i t e fo r ver i f yi ng the ce rt i fi ca t e : http :// www.rzccp it. com/val ida te. ht ml

THIS IS TO CERTIFY THAT: the seal of BOEN HEALTHCARE
CO., LTD. on the annexed DOCUMENT is genuine.

hina Council for the Promotion of International Trade
China Chamber of International Commerce
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Yukaridaki irnza ve mllhilrtln .liangsu Eya leti Ha lk

Hukumeti DI ~ lliskiler Burosu' na a it o ldugu tasd ik
olunur.
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':G·KONFORMITATSERKLARUNG· EC DECLARATION OF CONFORMITY

DECLARATION CE DE CONFORMITE" DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: I
Name andaddress of the manufacturer: I
Nom et adresse du fabricanl: I
Nome e indirizzo del fabbricante:

Name und Adresse des Vertreters der EG: I
Name and address of the EC representative: I
Nom et adresse du representant de la CE : I
Nome e indirizzo del rappresentante CE:

BOEN HEALTHCARE CO., LTD
Unit 602. International Center. No.535, Sh enxu Road.
Suzhou , 215021, Jiangsu , China

Sungo Europe B.V.
Olympisch Stadion 24, 10076DE

Amsterdam, Netiherlands

Wir erklaren in alleiniger Verantwortung, dass I We declare under oursale responsibility that I
Nous ceclarons sous notre propre responsabilite que I Dichiariamo sotto la sola responsabllita che

das Medizinprodukl: I
the medical device: I
Ie dispositif med ical: I
il dispos itive medico:

der Klasse: I
of class : I
de la classe: I
di classe :

Nasal Oxygen Cannulae [12700], Suctio n Catiheters [17795].
Stomach Tubes [14230]. Feeding Tubes [14199], Suction
Connecting Tubes wi th Yankauer [14188,16883]. Sterile Latex
Surgical Gloves [11883]. Disposable Surgical Blades &
Scalpels with Plastic Handle [12234]. Sterile Blood Lancets
[10440]. Disposable Sy ri nges [13929]. Disposable Infusion
Sets [17984]. Disposable Tra nsfusion Sets [14126] .
Intravenous Needles fo r Single Use [12748]. Ster il e
Hypodermic Needles for Single Use [12745]. Disposa ble
Tracheal Tubes (Standard & Reinforced) [14085] , Disposable
Oxygen Masks [12448]. Non.Rebreathlng Mas ks [12450].
Aerosol Masks [12449]. Closed Suction Catheters [16779].
Tracheostomy Tubes [14096], Laryngeal Mask Devices
[16827]. Dig ital Thermometers [14032]. Disposable A ir
Cushion Face Masks [12453]. Oropharyngeal Airways [10059].
Venturi Masks [12452]. Self-destruction Safety Syr inges
[13940]. Blood Collecting Needles [12736]. Fo ley Cat heters
[10720]. Disposable Acupuncture Needles [12730]. Disposable
Breathing Circuits [15562]. Three-way Stopcocks (With

Extensi on Tube) [13803]. Nelaton Catheters [10762]. Insuli n
Needles for Single Use [15781]. Humidifier Ja r (B ubble
Humidifie r Jar) [12047] , Enteral Feeding Set (Bag) [11675].

__~ ;,,:'.c: " , _, Wound Drainage System w ith and without Trocars [16521],
,/ ,- ,: ' ' ": ',Needle Free Connectors [18066]
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.recti i\nhang IX der Richtlinie 931421E'NG/ according to annex IX of directive 93J421EEC I

selon I'annexe IX de la directive 93J42JCEE I secondo rallegato IX della diretliva 93142JCEE
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den einschlagigen Bestimmungen der Med izinprodukte-Richtli nie 93/42/EWG und dere n Umsetzun gen in nationale
Gesetze entspricht Die Erklarung gi lt in Verbindung mit dem zum Produkt geMrigen .EndprOfprotokoll", I

meets the provisions of the directive 93/421EEC and its transpositions in national laws which apply to it The declaration

is val id in connection with the ' final inspection report" of the device . I

remplit toutes les exigenees de la directive sur les disposltifs medicaux 93/421CEE et de ses transpositions en droit

national qui Ie concement. La declaration est valable si elle est associee au «rapport de I'inspection finale» du produit. I

soddisfa tutte Ie dispos izioni della direttiva 93/42/CEE e della loro trasposlzione nel diritto nazionale che 10 riguardano ,
Questa dichiarazione evalida in congiunzionecon il-rapporto di ispezione finale- del prodotto.



orm itatsbewerlungsverfahren: I
11formity assessment procedure: I

rocedure d'evaluationde la conformite: I
Procedura di valutazione della co nform ita:

Regismer.N r.: I
Registration No.: I
N°d'enregistrement I
Numero di registrazione:

Benannte Stelle: I
Notified Body: I
Organisme not ifie: I
Organismo noti ficato :

Suzhou, 2020 .11.18

Ort, Datum I Place, dale I

Lieu, date I Luogo. dala

Richtlinie 93f421EWG Anhang V

Directive 93f421EEC Annex V
Directive 93f421CEE Annexe V
Direlliva 93f42fCEE senza Allegata V

DO 2063008·1

TOV Rheinland LGA Products GmbH
TillystraBe 2
90431 NOrnberg
Deutschland
CE 0197

Name undFunktion I Name andfun~ionr

Nom et fond lon I No me e funzione
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