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Leboo Healthcare Products Limited

Tel: +B6 10 82608020 £XT 8009

Fax; +86 10 82608720

Email: ivy@leboo.com.cn

Website! wiww.leboo.com.cn

Add; AI-1502 _.a:m Rang World Building,: Suzhou Read, Haidiar District, Beijing 100080, China

Date of issue; Feb, 19, 2014

CERTIFICATE OF AUTHORISATION

Distributorship for Leboo Healthcare Products Ltd products.

To whom it may concern
This is to certify that,

ECOCHIMIE Ltd.

5/1, Cuza Voda str.

2060VID, Chisinau,

Repubiic of Moldova

Tel/fax +373({22)-52-34-32, 52-34-22
infoecochimie@gmail.com
info@ecochimie.md
www.ecachimie.md

is our authorized distributor for the complete Leboo Healthcare Products ttd
product line.

This company is able to provide competitive and professional sales information,
to take parts in tenders and after-sales service of Leboo Healthcare Products Lid
_products to their customers in his area and to participate in tenders on behalf of
beboo Healthcare Products Ltd

EC Certificate . MV Rheinland
Directive - 93/42/EEC. Annex W
Praduction Quality Assurance

Medical Devices

Registration Na.: DD 60096669 000
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Manufacturer; LEBQO I.n..h._..._._,_ﬁh..m_.m 3 a3%S
PRODUCTS LIMITED oS
Room 1312, Ziren-Xintiandi: Building >o = m
106 Majlapu East Rd,Fangtai =582
160068 Beljing 205§ 8
China e i
Products: hupedbn of manufacture conssrned with securing and
maintaining . storile conditions:
Sterdle Sursical Cownd, Sterile Surgical-Drapas,
Sterils Sureieal Packs, Stardile Houshes
{oes attachment for additional aftes included)
Aepluces Approval, Peagistration ¥o.! 0D E0028T24 2001
Expiry Date: 30191020

Tho Nofifled: Bady hereby desinces that the requirsments of Annox M of the dirctive 934 2/EEC have
boen met for tha: lated produsts. This above numed manifostorer kes established snd applios & quality
aRsurbnco system, which is sublact fo pacdodic sarvaillancs, dafinad by Annex V, eection 4 af the
nfgramantioned dirgotive. For placing on the market ol closs I and class I devices covored by this
cariificats an EC' typa- -epmmination cortificete secording 1o Annex Il 1= required.
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Effective Data:

Z0LE-10-F3
Crate: 2O014=10-3%
TUV Rheinland LGA Products GmbH - Tillystraie 2 - 90431 Niirmberg

TUV Rijeiland LG& Products GmbH in & Notitiod Body according to Directive B3/G2/EEC
canceming medical devices with' the Mdotifleation number 0197,
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mec. 3/1, Rev. 0

TUV Rheintand
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TUV Rheintand s Aingae

LGA Products GmbH
Tillystrake 2, 90431 Niirnberg

Attachmant ta

Cartificate
Registration No.:
Report:No.

DD 60096669 0001
16803824 001

LEBOO HEALTHGARE

PRODUCTS LIMITED

Room 1312, Ziran-Xintlandi Building
106 Majiapu East Rd Fengtai
100068 Belfing

China

Manufacturer:

Sifes:included:

Facilicy: 1:
Liinwan Tndustrial Park, Hiantag ity 433000,
Hubel Pravines,  Chinh

FREEREEEIE | I
Pafichang Pd, Xiantas Cicy, 433000, Hubed Provinee, Chind

Data:

Attachment to
Ragistration No.:
Repart No.:

Organization:

Scope:

(( pAKKS
-

== Akkeodiderenpite®s
D-Th-1416%-01-02

Date: -2014-10-21

LGA Products GmbH
Tillystrale 2, 90431 Niirnberg

SX 60026670 0001
16803824 001

LEBDO HEALTHCARE

PRODUCTS LIMITED.

Hoom 1372, Ziran-Kintiandi' Building
106 ..2%#?... East Rd Fenatal
100068 Beijing

China: i

Ercdiets:

= Hon-woven Brodusta: Surgical Gowns, Surgical Drapes,
Surgical Packs, guuh Cipa, Coveralia, Face: Manks,
Suibs, Ondespads, Glovan, Towels, Wises, Snsetq, Packs,
Shos Covers, hprons, Gowns, Trousecs, Sleéve Covers)
Biilod Covers, Beard Covers; Bags, Bibe, Aolls

= Disppsable VE Froduets: Shos Covess, Tray Covers, Peuches:
Cape, Gloves, Aprons. Gown, Sleeve Covers, Sags

- Dizposabie Patient ExsminAtion dloves

Siton dneluded:

e e o S ;

GLifwan Iodistsial Paxk, Ridntao Cigy, 433000,

Hubel Provincs, thina

el
panchang Rd, ¥imntho City, 433000, Hubei provines ' tHina

Cartification Body
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TOVRheinland
Certificate

. The Certification Body of
TUV Rheintand LGA Products GmbH

hereby ceriifies that He crganizatian

LEBOO HEALTHCARE
PRODUCTS LHVITED
A-1506, Lar Valley International
No. 168 Guang'anmen Wal St.,
Xicheng District
100055 Beijing
China

has estabiished and applies & qually mensgemant sysiem for medical davices
for the Tollowing scope:
Manufzcture and Distribution af Disposable Madical Davices

{see atfachment for produgts included)
Proof has been fumshed ihat ihe requirements specifisd in
EN ISO 13485:2016
are iuffitad, The quality management system is subject to yeary surveillance.

Effective Date: Z0M7-10-31

Certificate Registration No.:

SX 60124215 Q01

An autit was performed. Report No.:

This Cerlificate is valid untit
Centification Body

aleedifierungsstefie
OZM-14188.01.02

Date 2047-10-31

TUV Rheinland LGA Products GmhH - ._.__.._/ww.“_.mmm 2 - 90424
Tol: wd® 221 ADG-1377 Fen e8f 231 00.0808 u__..-“.......ri..._q._.._m.k5.35-:.:,.&3&323553

R

. e
TUVRheinland

TUV Rheinland poe, 173, Rev. @
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.:  SX 60124315 0001
Report No.: 16803824 005

Organization: LEBOO HEALTHCARE
PRODUCTS LIMITED

A-1506, Lar Vallev International
Ne. 168 Guang'anmen Wai St.,
Xicheng District

100055 Bejjing

China

Scopo! EYoducts:

- Non-woven Products: Surgicnl Gowns, Surgical Drapss,
Burgical Zacks, Pouches, Caps, Coverxalls, Face Magks,
Suits, Underpads, Gloves, Towels, Wipes, Sheebh, Packe,
ghos Covers, Aprons, Gowns, Trousers, Slesve Covers,
Pillow Covers, Besxd Covers, Bags, Bibs, Rolls

- Digposable 2 Products: Shoe Covers, Tray Covers, Pouches,
Caps, Gloves, Agrons, Gowng, Sleeveé Cuvers, Bags

- Digposabie Pacient Examination Glowes

Certification Body
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Data: 2017-10-3% _.




ﬁ m EC DECLARATION OF CONFORMITY m m

Manufaclurer: LEBOQO HEALTHCARE PRODUCTS LIMITED

Room 1312, ZIran-XIntiandi Bullding, 106 Majiapu East Rd,
ng, 100068, China

whose single Authorized Representative: SUNGO Centification Company Li
RM101, MAPLE ROUSE, 118 HIGH STREET, PURLEY, LONDON,
ENGLAND.

We declare under our sole Em_un:m__u ity
that -

-non-waven products: Surgical Gowns, Surgical Drapes, Surgical Packs,
Pouches, Caps, Coveralls, Face masks, Suits, Underpads, Gloves,
Towels, Wipes, Shaets, Packs, Shoe Covers, Aprons, Gowns, Trousers,
Sleeve Covers, Pillow Covers, Beard Covers, Bags, Blbs, Rolls, Briefs,

" Disposabie PE products: Shoe Covers, Tray Covers, Pouches, Caps,
Gloves, Aprons, Gowns, Sleeve Covers, Bags, Sheets, Pillow case, Pallet

the medical device

Class |

according to annex IX of direcl 934 2/EEC

of class

meets all the provisions of the directive 93/42/EEC (or 90/385/EEC) which apply to it.

Confarmity assessment procedure

(EB00 ARALTHCARE PROSLGTS LIl 152

k5% ‘m?m_ﬁ w.ﬁ_r.m _mh_? u
~LEBOD BEALTHGARE PRODUCTS LIATED

The above mentioned declaration of
conformity is exclusively under thi
responsibility of

Bejjing, 18102013
Flace , date

Fage 111

h m EC DECLARATION OF CONFORMITY m m

Manufacturer: LEBOO HEALTHCARE PRODUCTS LIMITED

Room 1312, Zitan-XIntlandi Bullding, 106 Majlapu East Rd,
ﬂnvm_u_.hn_._.-...m. 10000, China

whose single Authorlzed Representative: = SUNGO Certification Company Limited o
RM101, MAPLE HOUSE, 118 HIGH STREET, PURLEY, LONDON,
ENGLAND.

We declare under cur sole respons
that :

-Sterile non-woven products: m:au_nm_ Gowns, Surgical Drapes, Surgical
ns, Coveralls)

the medical device

of class Class Is

aecerding le annex IX of direcl. 93/42/EEC

C € 0197

Compllance of the designated praduct with the Directlve 93/42/EEC has been assured vla assesament of the quallty
managementi system by the Notified Body

It bears the mark

TOV Rheinland LGA Products GrbH
TillystraBe 2, 904341, Niirnberg, Germany
Registration No.: DD 60096669 0001
Report No.: 16803824 001
Issue date: 2014-10-21
Explry date: 2019-10-20

The product concerned has baen manufactured under a quality management system according 1o Annex V of
Directive 93/42/EEC.

Conformity assessment procedure  DMREEC, Annex W A il 3

e ab ) N LERD0 BEALTHCARE BRODUGTS LIMM T2
e above mentioned declaration of 3

conformity Is exclusively under the ERERERRTRLHELR

lity of

Lu Guangjun. Management Representative

Place , date

Legally binding signature, Function

EC Declaratlon of Conformity
Page /1
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