APPROVAL TOVRheinland
EC Directive 93/42/EEC Annex V, Article 3
Quality Assurance System Production

Registration No.: DD 60042214 0001

Report No.: 15045885 001

Manufacturer: Nubenco [(Shanghai) Company Lid.
Am 6302, Building 6, No. 399
Cai Lun Road, Pudong District
201203 Shanghal
China

Scope: Mamifacture of Medical Devices
[gee attachment for preducts included)

Replaces Approval, Registration Mo.: DD 0025883 d001

Date of Expiry: 11.13.2016

The Notified Body horeby authorizes tha guality manspement system established and applied by the
company meantioned abowve. The requirements of Annex V, Articla 3 of the directive have been maet.
Thiz approval is subject to periodic survelllance, defined by Annex V, Article 4 of the aforementioned
EC Directive, and can be used by the company with the manufactufer's declaration of conformity.
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Date 12.12.2011 o

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg
Accredited by Zentralstells der Lander filr Sicherheitstechnik [ZLS] and
Zontralstalle der Lander filr Gesundheitsschutz bel Argneimitteln und Medizinprodukten |ZLG],

Motified under No. D197 to the EC Commission,

(E The CE marking may ba used i all ralevant and affective EC Directlves are complied with. ':E
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TOV Rheinland i A il
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: DD 60042214 0001
Report No.: 15045885 001

Manufacturer: Nubenco (Shanghail Company Ltd.
Rm 6302, Building 6, No. 3
Cai Lun Road, Pudong District
201203 Shanghai
China

Scope: Products:
- Bierile Byrinoes for Single Use
- Brerile Infuslon Bere for Single Us=
- Sterile Infusicn Sets with Burette
- Bkerile Blood Transfusion Sets for Single Uas
- Btmrile Hypodermic Hoedles
- Brpalp Vein Bete for Blngle Use
- Dencal Heedlea
- I. V. Catheters
- Fistula Weedles
- Lancecs
- Bteril= Bucticn Cathoters
= Bterile Feeding Tubes
- Bterils Melstcn Cathers=rs
- Ddeposable Surgical Blades
- Bterile Scalpel with Plastlie Handle
= Burgical Gloves
- Wound Orsinage Systems
- Hebulizers
= Btopococks
- Excenglen Tubss
- Oaygen Masks
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Date 12.12.2011

=T NN s oL LT ETD T




, =
TUVRheinland

TUV Rheinland Do, 2/2, Rev, 0
LGA Products GmbH
TillystraBe 2, 90431 Niirmberg

Attachment to

Registration No.: DD 60042214 0001

Report No.: 15045885 001

Manufacturer: Nubenco [Shanghail Company Ltd.
Rm 6302, Building 6, No. 399
Cai Lun Road, Pudong District
201203 Shanghai
China

Scope: Productei

- Mapal Oxygen Cannula

- Laryngeal Mask Devices

- Multi-vent Masks

- Tracheal Tubss

- Orapharyngeal hirwayn

- Endobronchial Elocker Tubes

- Lap Sponges

- Sterlle Gauze Swabs with X-ray detectabla
- BEerile Gauze Balls with X-ray detectabls

Rspecke of manufackure concerned with securing. and
maintaining sterile conditiona.
Sterila Stomach Tubes
= Bemrile Rastsl Tuhes
- Orin= Bags
= Sterils Non-wowven Swabe
Sterile Gauze Swabsa
- Adhesive Wound Dressings
- Transparent Island Dressings
- Transparant Semi-permeabls Dressings
<= Burgical Filma
- Ombkilical Clamms
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