EC Certificate TUVRheiniagd
Directive 93/42/EEC Annex V

Production Quality Assurance
Medical Devices

Registration No.: DD 60114668 0001

Report No.: 16803824 004

Manufacturer: LEBOO HEALTHCARE
PRODUCTS LIMITED
A-1001, Lar Valley International
No. 168 Guang'anmen Wai St.,
Xicheng District
100055 Beijing
China

Products: Medical Devices
(see attachment for products and additional sites included)

Replaces Approval, Registration No.: DD 60096669 0001

Expiry Date: 2019-10-20

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class ili devices covered by this
certificate an EC type-examination certificate according to Annex il is required.
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Notified B
Fffactive Date: 2017-04-01

Date: 2017-04-01
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TUV Rheinland LGA Products GmbH - Ti!lystZ - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Direc
concerning medical devices with the identification number 018

; Da 08 TUv TUEY and TUV are registered trademarks. Uniisation and application requires prior approval




TUV Rheinland

LGA Products GmbH

TillystraBe 2, 90431 Nirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

DD 60114668 0001
16803824 004

LEBOO HEALTHCARE
PRODUCTS LIMITED

A-1001, Lar Valley International
No. 168 Guang'anmen Wai St.,
Xicheng District

100055 Beijing

China

aspects of manufacture concerned with securing and
maintaining sterile conditions:

gites included:

surgical Gowns, sterile Surgical Drapes,
. surgical Packs, Sterile PRouct

Linwan Industrial park, Xiantao City, 433000,
Hubei Province, China

penchang Rd, Xiantao city, 433000, Hubei Province, China

Date: 2017-04-01

TUVRheinland

$0v TUEY ang TUV are repistered trademarks Utiisaton and application requirs pro’ approval




EC DECLARATION OF CONFORMITY

Name and address of the manufacturer: LEBOO HEALTHCARE PRODUCTS LIMITED
A-1001, Lar Valley International, No.168 Guang'anmen Wai
St., Xicheng District, Beijing 100055, China

We declare under our sole responsibility that

the medical device: Sterile Surgical Gowns; Sterile Surgical Drapes;
Sterile Surgical Packs; Sterile Pouches

of class: Is

according to annex X of Directive 93/42/EEC

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

Conformity assessment procedure: Directive 93/42/EEC Annex V

Registration No.: DD 60114668 0001

TUV Rheinland LGA Products GmbH
Notified Body: TillystrafRe 2, 90431 Niirnberg, Deutschland
CE 0197

Report No.: 16803824 004
Issue date: 2014-10-21
Expiry date: 2019-10-20

The above mentioned declaration of - RN REAFTHOARE" b
Conformity is exclusively under the
responsibility of

COoRy>
Beijing, April 1%, 2017 Guangju nt R rgg‘qﬁ@ﬁi» -

| Place, date / / Name and function /
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EC DECLARATION OF CONFORMITY

Name and address of the manufacturer: LEBOO HEALTHCARE PRODUCTS LIMITED
A-1001, Lar Valley International, No.168 Guang'anmen Wai St.,
Xicheng District, Beijing 100055, China

We declare under our sole responsibility that

the medical device: -Non-woven Products: Surgical Gowns, Surgical Drapes,
Surgical Packs, Pouches, Caps, Coveralls, Face masks, Suits,
Underpads, Gloves, Towels, Wipes, Sheets, Packs, Shoe
Covers, Aprons, Gowns, Trousers, Sleeve Covers, Slippers,
Pillow Covers, Beard Covers, Bags, Bibs, Rolls, Briefs, hair
bands;

-Disposable PE products: Shoe Covers, Tray Covers, Pouches,
Caps, Gloves, Aprons, Gowns, Sleeve Covers, Bags

-Disposable Vinyl Examination Gloves

-Disposable Nitrile Examination Gloves

- Disposable PVC products (Covers, Aprons, Rolls, Sheets, Bags)
- Disposable Paper products (Mask, Caps, Rolls, Sheets, Bags)

of class: Class |

according to annex IX of Directive 93/42/EEC

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

Conformity assessment procedure: Directive 93/42/EEC Annex Vil
The above mentioned declaration of l PACTRCARE ox| BN T g
Conformity is exclusively under the Leboo Healthcare Products }.lmited

responsibility of ¥ L UND)

Beijing, April 1%, 2017 Guangju

/ Place, date / / Name and function / ‘Y\M,,

11
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Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization
LEBOO HEALTHCARE
PRODUCTS LIMITED
A-1001, Lar Valley International
No. 168 Guang'anmen Wai St.,
Xicheng District
100055 Beijing
China

has established and apglies a quality management system for medicai devices
for the following scope:

Manufacture and Distribution of Medical Devices

(see attachment for products and additional sites included)

Proof has teen furnished that the requirements specified in

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012

are fulliled. The quality management system is subject to yearly surveillance.

Effective Date: 2020 04-01
Certificate Registration No . SX 60114870 0001

An audit was performed. Report No.. 16803824 004

Tris Certificate is valid until: 20201020
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TUV Rheinland LGA Products GmbH - Tillystrafie 2 - 90431 Niirnberg
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TUVRheinland
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TUV Rheinland v
LGA Products GmbH
Tillystrale 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: SX 60114670 0001
Report No.: 16803824 004

Organization: LEBOO HEALTHCARE
PRODUCTS LIMITED
A-1001, Lar Vaiiey Internationai
No. 168 Guang'anmen Wai St.,
Xicheng District
100055 Beijing
China

Scope: Productes:

Row. 0

Non-woven Products: Surgical Gowns, Surgical Drapes,

Surgical Packs, Pouches, Caps, Coveralls, Face Masks,

guits, Underpads, Glow

Shoe Covers,

Pillow Covers, Beard Covers, Bags, BEibs, Rolls

- Disposable PE Products: Shoe Covers, Tray Covers,

Caps, Gloves, hprons, Gowns, Sleeve Coverg,
- Dispousable Patient Examination Gloves

gites included:

<

Linwan Industrial Park, Xiantao City, 43300
Hubed Provinge, China !

Manufacture of the a.m. products

Fenchang R4, :
ETO Steri Ation of Sur

Surgical Pacas, Pouches

Certification Body

Deutsche
Akkreditierungsstelle
0-2M-14169.01.02
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Date: 2020-04-01
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o, Tewels, Wipes, Sheets,

r@
Aprons, Gowng, Trousers, Sleeve Qovers,

fantao City, 433000, Hubel Province,
gical Gowns, Surgical Drapes,

Packs,
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