
Hf, Sertif icats
0irective Sgl4ZlEEC Annex V
Production OualitY Assurance

IVledical Devices

Hegistration No.:

Xeport No.:

nD 601 14668 0001

1 SB038A4 004

llfianu{teturer:

i .i., :r.

LEBOO HEALTHCABE
PHSDUCTS LIMITTD
A-1CIO1. Lar ValleY lnternational
No. 168 Guang'anm*n Wai St"
Xicheng District
100055 Beiiins
China

I"iedicai $evice*

tsee aLtachment for

Replaces APPr"ovaI,

producLs and additional sices included)

Reqis:'rat.i.on No. r DD 50096669 0001

Ihe Noriliecl Body hereby declares that tlre requirements o{ Annex v of the directive 93/42/EEC have

boer; rnet for the ristad products. The ,bore nam"d manufacturer has estabrishod and applies a quality

a$surance sy$tsm, wlrich is subiect to perioOic surveillanca' defined by Annex V' section 4 of the

alorementioneddirsctive'Forplacinsontt''"-*u'ttetofclass':-"X1,:':::,lTrilvicasclleredbvthis

Expiry Oate: 201"9-r0-20

::?ffi:I'::-[J'lfil;rmination certiricate according to Annex lll is requirod'

,-{#ry-hNotified

tifective Date: 2ar7 - 04 - o 1

{)ste; 201?-04-01 {ffi

fUV Rheinland LGA Products GmbH - Tillys{
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TUV Rheintand LGA Products GmbH is a Notified

cnncerning medical devices with the
Body aucording to
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t0VRneintand

Doc. 1/1, Rev. 0

Atta*hrnent
Csrtifie ate
R*glstration
Repeirt No.:

tCI

No.:

TUV Rheinland

LGA Products GmbH

Tillystraf$e 2, $0431 Nilrnberg

ilD so1'146S8 0001
16803824 004

LEBOO HEALTHCAHE
PRODUCTS LIMITED
g"iOO1, Lar ValleY lnternatior:ral
No. t68 Guang'anmen Wai St"
Xicheng District
1OOO55 Beiiins
China

l

I

I

i

Manutilctur*l:

A$p*(:Ls c'f m,anufaclure con{*::n*ci witi: secu:;ing and

rrill :ii:a j.::ir:;1 st'eriie ;r:n<lili c:rs:

1'1.*.r:lr.i..j il']i]r.g i c"x-i. [icwl.:s, St'er'.i',Iel Sr.i:rgica^i ]fr:ep*S,

rl'r-irr : i..l.i' 5'.i:.r:]jr;li L:;rcks, St'r:r'i1* ]lc:lci:e$

Sii.es included:

L:.o'vr6'.rtlndusLrialPar:k'XianLaoCity'433000'
Iiiri:ei i:::ov:i'nce, China

Fenchang Rd, Xianf,ao City' 433000' Hubei Province' China

Date: 2017'04-01

, r' :i ii : I r r \ i'dr'ri('Idsr€ uirad!ma45 Lllr'atr'nd'Dp['ai'onrcqutrotD@ aDp'o'dr



EC DECLARATION OF CONFORMITY

Namc and address of the manufacturer:

We declare under our sole rcsponsibility that

the medical device:

of class:

llcgistration No.

Notificd BodY:

meets the provisions of the directiv e 93l42|EEC and rts transpositions in national laws which apply to it'

ConformitY assessment Procedure:
Directive g3lA2lEEC Annex V

LEBOO HEALTHCARE PRODUCTS LIMITED

A-1OOl, Lar Valley lnternational' No'168 Guang'anmen

St., Xicheng District, Beijing 100055' China

Sterile Surgical Gowns; Sterile Surgical Drapes;

Sterile Surgical Packs; Sterile Pouches

ls

according to anncx lx of Dircctive 93l42lEEC

DD 601 14668 0001

TUV Rheinland LGA Products GmbH

TillystraRe 2, 90431 N0rnberg' Deutschland

cE 0197

Reoort No.: 16803824 004

lssue date: 2014-10'21
Expiry date: 2019-10-20

:'r':

Leboo Healthcare P.loducts"limitgt

l.. " r:, ; ii ;:-1

The above mentioned declaration of

Conformity is exclusively under the

responsibilitY of

t3ei1ing, April 1''' 2017

/ Place, date /

111



EC DECLARATION OF CONFORMITY

Namc and address of the manufacturer:

We declare under our sole responsibility that

the medical device:

of class

LEBOO HEALTHCARE PRODUCTS LIMITED

A-l00l,LarValleylnternational'No'168Guang'anmenWaiSt''
Xicheng District, Beijing 100055' China

-Non-woven Products: Surgical Gowns' 
-surgical 

Drapes'

Surgical Packs, po'"nl",-C"i"' Coveralls' Face masks' Suits'

Underpads, Gloves, ;;;;lq wipes'. sheets' Packs' shoe

Covers, Aprons, c"*nt'-i-'sers' Sleeve Covers' Slippers'

Pillow Covers, Beard 
'i"'"it' e;Ss' Bibs' Rolls' Briefs' hair

bands;

-Disposable PE products: Shoe Covers' Tray Covers' Pouches'

J"p!, cror"", Aprons, Gowns' Sleeve Covers' Bags

-Disposable Vinyl Examination Gloves

-Oi"io"rUfu Nitrile Examination Gloves

- Disposable evc p'oa'"i;L;;;;;' Aprons' Rolls' Sheets' Bass)

- Disposable eup"' p'oi"'Jt" tllll"r' Caps' Rolls' Sheets' Bags)

Class I

according to annex lX of Directive 93l42lEEC

meetstheprovisionsofthedirectiveg3l42lEECanditstranspositionslnnationallawswhichapplytoit.

ConformitY assessment Procedure
Directive g3lAzlEEC Annex Vll

'Ihe above mentioned declaration of

Contotmity is exclusively under the

responsibilitY of

Beijing, APril 1'', 20'17
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/ fllace, date /
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Leboo Healthcare Products Limited
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TUVBheinland

Certifisate
Tlre Certificatiorr Eody of

TUV Rtreinlanel LGA Products GmbH

Itr::rr:t:y ccrlricl th.:t the crgarrreltron

LEBOO HEALTHCARE
PffODUCT$ LIMITED

A-1001, Lar Valley lnternational
No. 168 Guang'anffren Wai St,,

Xicheng District
100055 Beijing

China

h;r: csr;:'nii:.,rred ;inir ,,,,",,**,3,,111,j 
lJ [];]ll;f,l;;inl 

systcnl f*r meciic;:r devices

Manufacturo attci Distritrutitrri of Moclical Devices

(seo attachmont fr:r prociucts arrd additional sitos included)

['rc,of hils treen furnrsltr] lhat tlre requirentr:nts sprcilied in

EN ISO 13485 i2O12
EN ISO 13485:201 z/AC 1?.012

i rr: [.rlIrl!ir'cj Tlrt cqu;riiti r:i:)f ai],Jlrl#rlt s'r'rt':rr, r: suttject to yearly survu'illance'

Efteclrve []ate r 2020 04'01

Ci.:r1i{icli|: i1r:Sistrartion f'Jo , $X 601 146,t0 0t101

.rir ;rLrriil ',,,';1t pgrfornred Rr"pnrt l'.Jc i iiBl)l8?'1 {}0Jl

J'hrr Certrliiate is '.'alicl unlil: ?0;10 10'21)

ff nattsr\ (ltui1( lr,l
/{kt rcd ji i rl I u n[151(:l l0

0',1lll'trl 16r"01'0?

f ),,"rli i.lil7r) [.r11' .]1

Certification Body

TUV Rlrcinland LGA ProcJucts GmbH - Tillystrafle 2 '90431 Nilrnberg
T[] r,{ulll1{;,[.t;];,1 prrl +.1!iir lJU0,:]li], r.11.1rl (r:l \,,r'](J:yrll,ir.lIlt;'v(l:rrnl'1l.plir\Ystu{CDltl'0{tl{:ll'

H
itv lttteit*""*TUVlcnr:"'*-



AffiffiKrffng,&uum,
tirl

TUVRheinland

Drit:, :/r., !i,::-,'. ilrUv Rheinland

LGA Proclucts GmbH
TillystraBe 2, 90431 Nluntberg

Altachlrtorrt
Certiticate
Registration
Report No.;

tn

No.:

Organization:

sx 60114670 0001
16803824 004

LEBOO HEALTHCARE
PROOUCTS L}MITED
A-10O1, Lur V.riiuy lntsrnationai
No. 168 Guang'arrmelr Wai St,.
Xiclreng Oisrricr
1OOO55 Beijing
ChirTa

Scope: rr.'r.;,ilrrr.:tt r; :

- l{c'11 "ir'li)1.,r.1:'r F:o,:,ir.iL-ill: i,,lrigl':ll- lirr,i;-rs, l'lrir,:icaI Drap*s,
lllttr{tr'.il 1:-..r,(-'.i:-:. lrr,-rr.;,{:l"ti:,t, 'J,:;:, rlr;r,:r-r1:1t -, l''i.(it:: lula!}}tB,
ijrlri.li, i.l:rr-jL::.Ir t',ii:,. r,-l l1;-.;'is, 'l'r:rrtIl, l'lipr:::;, llil{:t:t"$, Fir{:k'r,i,

:.1:trl' r,.U,.,i_,:.::, fiJ.:::C;tl], GOi!-tll], T'I-C,.JSrjrI], 3It,;.,'t: UOV{:fi:),
ll.Lil"u',,; {lp,.rrsry-1:, Lle,rrri r.lo'u'erL, [ags, I!.irl,t, Rol1s

- Di:t1)c>r,:iii,rlr FE P::cr1',lct:t : Shoe tavers , 'l':";t'"' Co','ur:l+, Fcrticttep,
C-t[)r;, rl.] i-:'.'i'::, /rpr:ons, Gott't'ts, 51ec'"'c r.]t:','cr:'l ,

- I-1.i. :,;I>c r,l,.ll: l i.] F;i t j- r nb. D:.:;imi n.: E i or: Li lovr: s

:l i l-Lr:'.; I ir:, l r"ri1, r,:J ;

I.,inw;rtt TrlrlurrLr:'j.a.l ?ar1';, i'iiar'.t;r'c CJ"iy, {ll0
]1uk;r:i Irr"i:r',,.i rlr":l-:, ;lLi.n,r
l',:'r:-nlf,ir'i r;:-r r: :.1r,' ..:.;'t. lr-' :',,]'.:,:. t::.1

i.r,:::i,:]h.fr,il ::ir:, jr:i.:r l::.'l(] ilti-]r, 'i.llill.l[' , i]':i:e.i I]::Lr','i.na",
Ll l'O 5:c:':..1.j.:,:al:.ll'r o: lrl-::illr:,r1. iic"ri:tdl , .!)'.r:g:.ca1 Ilrapec,
5r"rrgi,:n.L Ii;L:,'..s, Lr(ltrr:h*i.-:

t,

ll'DAkl(Sr\ 
Dcu'.sthc

D 7Nl.1d1$$ ll1,0l

Datc: 2020-04-01

Cortificalion Body "6eIry
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