Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
| PR s || o

Solicitantul IM”"Vivamed International” SRL, cu sediul Mun. Chisindu, str.
Mircea cel Batran 16, tel./fax: 022-92-68-01/022-92-68-02, e-mail:
Mﬂmm solicit inregistrarea in Registrul de stat al dispozitivelor
medicale a urmatoarelor categorii si tipuri de dispozitive medicale pentru introducerea
si punerea la dispozitie pe piata a:

Bonete chirurgicala barbati
Bonete chirurgicala barbati cu banda absorbanta
Bonete medicale bufante
Bonete chirurgicale femei
Halate nesterile marimea S
Halate nesterile marimea M
Halate nesterile méarimea L
Halate nesterile marimea XL
Halate nesterile marimea XXL
Halate nesterile marimea XXXL
Bahile de unica folosinta
Halat Chirurgical eurostandart ranforsat XL
Halat Chirurgical eurostandart ranforsat XXL
Halata chirurgical steril ranforsat S
Halata chirurgical steril ranforsat L
Halata chirurgical steril ranforsat M
Halata chirurgical steril ranforsat XL
Halata chirurgical steril ranforsat XXL
Halat chirurgical steril S
Halat chirurgical steril M
Halat chirurgical steril L
Halat chirurgical steril XL
Halat chirurgical steril XXI
Se anexeaza urmatoarele acte:
Certificatul CE;
Declaration of Conformity;
Actul prin care producdtorul isi desemneaza reprezentantul.

Data 17.09.2023 Semnatura

Digitally signed by Belan Irina
Date: 2023.09.16 18:33:31 EEST
Reason: MoldSign Signature
Location: Moldova




Tabelul de receptionare a notificarii

(se completeaza de catre Agentie in momentul depunerii notificarii de catre
solicitant)

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile
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Anexa nr. 2

La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE
Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: IM ,Vivamed International” SRL cu sediul Mun. Chisindu, str. Mircea cel

Batran 16,

declar pe proprie raspundere, cunoscand prevederile art. 3511, Codul Penal al Republicii
Moldova cu privire la falsul in declaratii, cd documentele si datele furnizate pentru notificarea

dispozitivului medical:

Bonete chirurgicala barbati A2300
Bonete chirurgicala barbati cu banda A2390
absorbanta

Bonete medicale bufante A2085
Bonete chirurgicale femei A2400
Halate nesterile marimea S H4200
Halate nesterile marimea M H4300
Halate nesterile marimea L H4400
Halate nesterile marimea XL H4500
Halate nesterile marimea XXL H4600
Halate nesterile marimea XXXL H4700
Bahile de unica folosinta L1000
Halat Chirurgical eurostandart ranforsat XL H6750
Halat Chirurgical eurostandart ranforsat XXL H6760
Halata chirurgical steril ranforsat S H6725
Halata chirurgical steril ranforsat L H6745
Halata chirurgical steril ranforsat M H6735
Halata chirurgical steril ranforsat XL H6755
Halata chirurgical steril ranforsat XXL H6765
Halat chirurgical steril S H6520
Halat chirurgical steril M H6530
Halat chirurgical steril L H6540
Halat chirurgical steril XL H6550
Halat chirurgical steril XX| H6560

Sunt autentice si corespund realitatii.

Director Beregoi V.

Semnétura:

Dat#-17.09,2023



CARESTONE MEDICAL & PROTECTIVE PRODUCTS CoO., LTD.

1.3 8Q. KM. Industrial Garden, Developmant Zone, Anging City, Anhul Province, China
Ted: +86-556-529 0167 /0168 /0168  E-mail: info@carestonemed.com

Authorization

Date: Sep. 15, 2023

Subject: Registrati f medical devi

We, Carestone Medical & Protective Products Co., Ltd. located 1.3 SQ. KM. Industrial Garden, Development Zone, Anqing City,

Anhui Province, P.R. China

assign IM Vivamed International SRL, situated on 16, Mircea cel Batrin Rd., Chisinau MD-2044, Republic of Moldova as authorized

representative in correspondence with the conditions of directive 93/42/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the registration of medical devices

we supplied in the territory of the Republic of Moldova.

%rznﬁiw&m‘fﬂf
CARESTONE MEDICAL & PROTECTIVE
¥@AeOUCTS CO., LTD.

i

Name: Robert Yan g, 00 oo ad Signature(s)
Position: M. D.
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Verification of Conformity

Applicant: CARESTONE MEDICAL & PROTECTIVE PRODUCTS CO., LTD.

Address: 10F, Bldg13, Guangcaihuijie, Tianzhushan East Road, Anging City,
Anhui Province, China

Product(s): Shoe Cover, Boot Cover, Sleeve Cover, Coverall, Apron, PE

Glove,Rain Coat, PE Hood, PE Pants, Shower Cap, Vinyl Glove,
Latex Glove, Nitrile Glove, Endoscope Hood Set, Pouch, Cap, Face
Mask, Beard Cover, Isolation Gown, Surgical Gown, Scrub Suit, Lab
Coat, Mattress Cover, Bed Sheet, Pillow Case, Non woven Roll,
Bandage, Hairband, Ear Cover, Dental Bibs, Kimono, Identification
Bracelet, Bikini, Under Pad, Slipper, Kidney Tray, Urinal,
Respirators, Goggles

Type(s): See Annex of details

Product Classification: Class |
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The submitted technical files including test report of the above products have been
reviewed against the self declaration requirements of conformity for CE marking
according to Medical Device Directive (93/42/EEC).

Standard(s) used for showing compliance with the essential requirements in the specified directive(s):
Standard(s): EN IS0 14971:2012; EN ISO 15223-1:2016;

EN 1041:2013; EN IS0 10993-12009/AC:2010;
EN [SO 10993-5:2009; EN ISO 10993-10:2013

The review result of the technical files and test report support the self declaration for the
devices listed above. Where the manufacturer affix’s the CE marking to the product listed they
must ensure that all the requirements of the appropriate EU directive(s) have and continue to be
met.

SUNGO Cert GmbH

(€ Gsungo

SUNGO CHINA OFFICE Tel: 021-68828052 Emailinfo@sungoglobal.com Website: www.sungogroup.com
Add: 13" Floor, No.1500 Century Avenue, Shanghai 200122, P.R.China

ERTIFIKAT @ CERTIFICATE @
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ERTIFIKAT € CERTIFICATE @

Annex to Cert. No.: EU128518

SUNGO CHINA OFFICE Tel: 021-88828052 Email:i

Product Name Type
Shoe Cover 14X36cm, 14X38Bcm. 14X38cm, 14X40cm, 14X41cm, 14X51cm, 14 .5X36cm,
14.5X38cm, 14.5X39%cm, 14.5X40cm, 14.5'41cm, 14.5X51cm, 15X36cm,
15X38cm, 15X38cm, 15X40em, 15X41cm, 15X50cm, 15X51cm, 17X40cm,
17X41cm, 18X42cm, or as
Boot Cover S,M.LWITH TIES WITH ELASTIC or as
Sleeve Cover 20X40CM, 20X42CM, 20X43CM, 20X44CM, 20X45CM, 20X50CM, 22X40CM.
| 22XA42CM, 22X43CM, 22X44CM, 22X45CM, El&ﬂﬂll 25X40CM, 25X42CM.
- 25X44CM, 25X45CM I:Ir-
Coverall S.M,L XL XXL XXXL 150X220CM.or as
Apron 70X110CM,76X110CM 80X 110CM,80X125CM /80X 130CM,B0X140CM _BOX 180C
M, 80X 170CM,120X80CM or as required
PE Glove S ML
Rain Coat S,ML XL JOCL XKL XKL
PE Hood 105X125+25CM, EEI125+25EH nsxnuscu or as
PE Pants 70*120cm, 70*125cm, 70*150cm, 70*170cm, 75"120cm, 75"125cm, TE"IEU:HI
75*"170cm
80*120cm, 80"125cm, B0*150cm, 80*170cm, 85*120cm, 85*125cm, 85*150cm,
85*170cm
86*120cm, BE6*125cm, 86™150cm, 86*170cm, or as required
Shower Cap S ML, or as required
Vinyl Glove SM.L
Latex Glove S.M,L
Nitrile Glove S5M.L -
E::lnnmp-Hmd UK design with 2 hoods, DE design with 1 hood, Or as required
Pouch Sterilization Roll ( Reel), Self sealing Sterilization Pouch, Sterilization Gusset
Pouches in Roll, Sterilization Heat-Sealable Pouch, Tyvek Sterilization Pouches &
Roll
Cap 187, 217, 24" B4X12CM, S, M, L, or as required
Face Mask 1ply, 2ply, 3ply, 4ply
Beard Cover 18", 21", 24" or as your required
Isolation Gown 110X120CM,115X137CM, 120X 140CM. 130X 150CM 140X 150CM. Or as required
ical Gown 12511%“,13031505“,14{111%! 150X 180CM, 160X 160CM, ﬂrﬂl‘gﬂ_‘
Scrub Suit S ML XL 2XL 4XL BXL.or as
Lab Coat S(100 x 130), M(103 x 136), L(107 x 142), XL(110 x 148), XXL(112 x 156),
XXAXL(116 x 162), or as required
Mattress Cover 200"80+20cm, Special specifications can be customized.
Bed Sheet 80*200cm, 140*240cm, or as requested
Pillow Cover 48*27cm, or as required
_Non woven Roll BOCMX200M, 120CM * 200M, or as required
Bandage 1.Elastic cotton gauze bandage, cotton
yam:21s.32s 40s;mesh:22 20,18,17,13,12 threads efc.
2.100% cotton . Width:2.5cm, Scm, 7.5em, 10cm, 15cm, 20cm max.
| Length. 4m, 5m, 10m.or as
Hairband 4" x 5.5%( not stretch ) , stretch up to 13°
Special specifications can be customized.
Ear Cover Bcm, B.5cm : can be customized.
Dental Bibs 13" X 18™ 2ply, 13° X 18- 3ply, Special specifications can be customized. _
Kimono 100x140cm, can be customized.
Identification 1.9x25cm, 2.5x25¢cm, 1.9*25.5cm, Special specifications can be customized.
Bracelet
Bikir Women - (18x5)x47cm, Man - (21+4)x51cm, Special specifications can be
customized.
Under pad 33x45cm, 45x80cm, B0x60cm, B0x90cm, B0x80cm, B0x150cm, 100x220cm
Special specifications can be customized.
Slipper 11x28cm open toe, 11x28cm close toe, Special specifications can be customized.
| Kidney Tray mrm,mmmhm
| Urinal 500-1000ml, Special specifications can be customized
Respirators FFP1 with or wio valve, FFP2 with or wio valve, FFP3 with or wio valve
Goggles 16%5.5"11.5cm, with multi-holes, 41g/pc, Special specifications can be customized
END OF THE ANNEX




“F..._.“ i Lr W ¥ 7 ' . . - ! + a . i - x 5 .
L §oal ] ] | | ! : - W ; e L s
il e .h..._ Vi 4 ) N L Al . L \ X \ ¥ ip | y L Y , ] b o o

! ._-._.. th«ﬂ_. i ..-.. X X XN W o W K I L i N 1 L r ' AT AV TR N B T T " d W Oy ¥, .”._._.__ b=l

4 1 o R ¥ |
- | ATAY Wi LU T ! ; ) i % X L N et R
L]

!

T

L L L T P e L] I TTTIImmmTmMmMMm R RN R R IR RE R R R RN 'TL] PR RN NN N RN R RN II.‘.-.III.III.-.,._I_I.I-_.-_I_‘ I-..II‘I.-.II_I”I.-_II l..i.lllllf_ ] v ..H..

.._w‘".l.l||.|llln..4l._...l|....__ W el i ol e e e i o i, —— T
— _.._”.l.t-.-_-.‘h.ﬂ.q.-f.ﬂ T R e ™ ™ i e p e o, [ ﬂ..,.... . L_.__llp. e ,:.-_.r..r— )
(" o Lt I.i__. AR T R ' ! il " i 3 -, P et - P T W Hema
IR e-T X N SRR YN AT ) L Y DAY VN A N PN W NN
1 i F 1 ¥ J [} [ i L | ' ¥ A L) 1 ! I g 151 8 4 r ¥ oy iy F - -
. |

-\.__.-_ﬁ-‘b ¥ __._ LA LYY T TRV UA N
: H IV cZ0 HEHIR RN
#ﬂ.mﬁ_ N .Lu WL N WA

-
=

L1
—
7
P,
o’
X
.
- =
]
v
1
L
i
&
I
=
*

a
L
o
J=s
—
-
%
.|
o
i
. =

| ||| 4 k"1 “. ¥ = [ £1TY .—.I_..... 1 ..r_.__ I ._—,:
L1 [T £ ¥ i .LEMH..“—;I__L m. P

=15
X -
i,
-
-
i

L
-
j_'_
£
d
T
-
&
.
£
e
‘N
Y
.
?'
"
T
o
=

=

R"r'
i
2
i
e
Lo
.,
el
ol
-
-
5 =,

. i
nbui;
A

-
|
-l
-

ons

L

5

o

-~
-

e

T

F

¥ a2
=l B gpigal
oAt
'{.:qp.

o
q,:-

5

ol

Ir
e

.l'E\.\l
o
‘
'r-\. H
=
-8
.
S
L
<
| ]
.‘:-'
products meet
-
20k
ol
>
- -
x . - il -

S . - -
o .
.ﬁ{

"
':‘-\.
-
P
Y
g

o
W iy
-

T
i

ra -.\_,."

o
i

(8

S

"":.,.a-" 2"
mewvw? -

—— .- =
e ™ ™ ™ ol e e i e i ™ ™
- o~ .

Tox,

EN 1S0 16223-1; 2016.

EN IS0 10993-1:2020
=20

- "

_J x
.\_g_

= i
-
L]

- EN IS0 10883-10: 2013

o
e
=
=
L.
-~

e e o T ™ ™ R
S
o
Tt
e
'\{
M
-
Y
F L = . L b A
-~
X
ITY
i

U DECLARATION OF CONFORMIT
. Accarding to Regulation (EU) 2017745 on Medical Dévices. ™~ ™. .
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1.3 Sq. Km. Industrial Gardon, Anging Development Zone,
Tel :0049-1715606732 E-mail: info.m@luxusiw.de

17", 18°, 19", 20", 21%, 24", 64*12cm, S, M, L

Annex Il + Annex Ill of Regulation EU 2017/745 (MDR)

AD500, A1000, A1100, A1200, A1300, A1500

A2000, AZ060, A2085

Kochstr .1, 47877, Wilich, Germany
A2300, A2400

EN ISO 1041:2008+A1: 2013

EN ISO 10993-5:2009
" EN 62368-1: 2015

CN-MF-000027756
Luxus Lebenswelt GmbH

DE-AR-000005110

Eapa
697T549344CAPSAS
Class |, rule 1

EN ISO 14971; 2019

Caps

2
i Ty
T3
" Carestone Medical & Protective Products Co. (td. <

-
;

= -—-—v—_-.':..-u-l—--—-—p.-—- -
A
!

—
1

i

on

o . i

T iy

W & e

- -

e i g™ |
¢ - .
.-1'1...- }':.

:.‘-\.J" F]

- F

':H:"u

Y

-

p

Lo
.

St

dlation (EU

o

of the manufactirer,

]

of the Reg

sions

Py

e
23S

ol

el
premis
T
o -E(:: :
g S

_ art . e - i _ — . - - % o " |
W O o T o T T o T N T o o O i W T T S

o il e i ol e, ol e e i ot e e e e il e s i, e e e i, i B e S T e e il e i e B i W i By %
i &
1"\-\._;_"' FETe
Fa

: ]lmmanufacmrar ha;quﬁth_-'dudari under our sole réépiunsjhili'ty.tl']al the. al;_-mfﬂ-ﬁ‘mlidhﬂd; ;

Basic UDI-DI:

Cunfunnuy_mm Procedure:

- Classification According to MDR Ax. VIII:
ﬂppimd Standard & Common

Specification:.
Product fiudm't_:aplugua Number:

e
iy

-
Ay
& ‘Hh

S
o il
g

W
| & A%
WS A
B’
\ i |
& L 9 *
Y
N
1 ¥ % R
1 R |
i PN ....
f f L s ! ST
\ Y . \ . . ¥ = d L ¥ i f
o | " - .......... .“ i / ¥ 1 3 d 7 (] 1.... ...... | 1 ¥ 1 | K ..1..n .L.1 ._.-.._..1_ T [
ST e SR AR 9 B AR A \vrirs T8 T AP A e S B T REN. s TR AP s T WARY
= / " . " | f | \ r &
o = , y T e N T . W o W W W W W W W W,
e uw al il . i t y
AR l...-_r.rr-_.ﬂri._rrl-r-i.rltltl
A h Ty

=

] ] j r — n
ll.rull_.vllr_-_lIr-_:!h:ii.liilliu-i|.-.-it..-.ll.1|.l.lll.l|lllll-.l._-llliIlii.:!r-_-:-iil_l_-_.-:-=llﬂjlilllittl1it1 T, EEssEEs s - FemsEnEs .d_l_r.v .

v e ALY Ve . . ] ; T AR/
0.0, %00.0.8.0 9479998 §0 8000008 R8T 008 0880, 0 S 0PGSO R L0 P
LR L . LIE B T A W ¥l - ' 4 -5 oy bl g o L L S 4 F P B . Bod L W AN el SRR ..".n" i .... [l ...-.h..l.!..-. LA

.



2 R e e A S IS I
“:‘:? TRt B D0 ST L% R et ) S R R S s P R B
L "-.":-"'I : lwrlllﬁ'hil‘llllilﬁ"Ill'ﬂiiil-liﬂlj .'ﬂ'ﬁllﬂ‘“Illll;;ll-ll'lIrlli.llllIlll“i]ll-“.l-‘-‘.ilir-".h.l{‘"i .
=y pr 1 :ﬂ‘.‘- = 2 W -
| £ - I
“.‘5:.;_ LS ’ < a;f’ ST N R A T o e A S P “:n.'a_ X
AR s Sess = |
S : ELI DECLARATION OF GGNFDRMITY Sz .
> :{ e e e -+ Acearding to Regulation (EU) 2017/745 on Medical Devices. <~ e 0
i -“E li : .-4- . a : ¥ . s ) " ...- il g - ."‘ ' - h“ E-
4 _ < _Manufacturer: ... . - ca:astunnuedmalaprutactmpmdumsco TR A . :
. -Z_':_-T..‘[_' o5, ot S Wy 1.3 Sq. Km: Industrial Gardon, Anging Dnvelnpmantzuna Ani'ﬁ.ll Ehirh ,E i
- ; - ]
LR LT - - [, . . £ .-..;|' L = -
HOf O SRN: =2 CN-MF-000027756 TR
S v L —
s | r: . ~Elropean Representative Luxus Lebenswelt GmbH - ﬁ :
: . . Kochstr .1, 47877, Wilich, Germany .‘E :
Heol = Tel :0049-1715605732 E-mail: info.m@luxusiw.de :; :
HO i
L) - DE-AR-000005110 )
Y = P
:|% . Trade Name: Isolation Gown == ::' :
SPR 1 ; : ! K
-;'l Product Name: Isolation Gown 4 H
W ‘ - F i .
L g :
: !1 - Specification: S-110*110cm, M-110x120cm,  L-115x137cm, - XL<120x140cm 5
) . XXL-130x150em, XXXL-140x150cm, as per required Tl
“E ]z
: t :': 7~ “Product Code/Catalogue Number: H4200, H4300, H4400, H4500, H4600, H4700 =4
gty [ S - 33
: ‘gll - Basic UDI-DI: 697549344ISOLATIONGOWNSER i
k - "
: — T
i|#1 - Ciassification Acc. to MDR Ax. VIli: Class |, rule 1 WE
He | ME
1l . Applied Standard & Common EN IS0 14971: 2019 ME
L] . L]
i]¢1 ~ specification: ENISO 15223-1: 2016 |
HNE EN 1041: 2008+A1: 2013 5 :
H b4 EN ISO 10993-1:2020 EN IS0 10993-5:2000 ) 4 |
g b EN ISO 10993-10: 2013 ol
e EN 62366-1: 2015 3
H Mg
ALk ; . 110
: ﬁ . Conformity Assessment Procedure: Annex Il + Annex Ill of Regulation EU 2017/745 (MDR) E :
s EEAS ' B
PSR asp- e p K
i ME
s1él ke H
He ) Bl
e . . P G
e B
: ; '-..Wa the manul'.mrmrar hammth declare undar our sole responsibility that the abwu—rrmnhmad pmduuts marut the,” - 3
: ' 1 ; prwlslnns nfﬂ'haﬁagulatim (EU) 2017/745 on Medical Devices (MDR). All supporting du-mmantaﬂnns are mtamd' E E
Wil | .
el undﬂrﬂwpr&nﬂsmafmamanufamm 4 RIS = 3l
. - I . : x i 1 i . : S ! .; :
187X 3
H i -
= & . - .-\.-. g i E :
1M - : e y H
g .i I.- g e 1:,...-;_._'.,;..-:- -f.\_--{::'\-'dr 1 I E E
= - f____‘ian;\"iﬂ Eﬂmt Managﬂr et o P DO Y ¥ LS Mqiﬂ@’ Mﬁﬁnﬂi $
.q.-.-.l‘_ - .11'_'_ o v : T . * L - . i : iy |.. " r, ". |' e _J - J: l:,---\..- _-.-L\-I ; r!. = ﬁ o . | LS
o b, T D 1 Oy s 'r”} s 1 C ;
* AT SoS SR S gl i
ST e S A Sy -
e "?n_ “_ e e e TR 5
b el . ‘-"'a"-f-.."' "'q..'-"i-"J'.l.""-l"'.l.."'"'.."f.""‘.i-.“""-."'l".."-"..'I"."-'-.\F..'-"...‘l'.-.'".."-".."I"..".'...‘I"...""...‘I"..T...“H"-.‘F TR L L D P L e . :-
d _.--" el i il il i ——
S TR S a IS ':‘::‘:'t'f'.".':*_':'":'"t';:';‘:'?*":?';: “:-f" PR
} ftﬂ.:”‘;rq_‘r Tt 1-;' T e .'“ . ™ e L | - T g gy i gy 2 “'1-.1— -y b
e iy ""_’ s e J—"' "'. "‘-"h':-" o = W, L e gy ey L gy A e i o P ':‘”'{“*
ROt e e B 25 o x Dot A B T WS a g F dy e S8  T vE A SSOAF K




v 4l : i J ! ' J ., r ’ 8 of 1 o f T Y
% Sl O - \ ¥ o K A S . L ' 5 . 5 f 8 X 2 i L .-_..ﬂ-rn”-.\uf _n_.. “.... .u.. 5 L s
b 2SN, . X i . ot _ iy KRR AT, o KX

PR .-.-:-:-“.- L] ] .I.-..il..- kbbb bk n b b A R LR R R AL E T RS P AL R S L P P T PSR S PESTISTt .Ii.l..l T ILl Il L] l.I.-lll_l.!it.lﬂ.t SEEEREEEE l : M

-i-

b il e, il i il il . —
T e A R R T T e e o i o e e e, [ W2
o ] 3 : T : 1]
bl ' i ¥ 1 AL L I f i1l ! J __..g..__.“.um._.fp. f
F| L} % ¥ | iy P i
1 i bl L 4 H BE
il ..r__... ! A R B ”_ " " [ | F 3 = o ..-..F..n-__.n....
i} ! LA A Yy . [1 (il i)
ML) B 1 y TIT | LLLLE A L A A
1 .J | i b, i F rry i ’ 411 | 3 _____._S
10 ¢ F § [} L] 1A ¥ ! Tt i 1 [
AN L L ! AR AL | B LLL
’ ACANG VYVIAAF ViAFIAY A BN
\ ARRRRE A A AT 1A L A g
F b ! | ¥ H ! P
L Y % .l..HIv ! X F | F .m Fa
¥ ) W % Eh d | T Lig | 5
) i 1 4 % X N "
(X x . 8 (W8
.—_..l. Rl x. ¥ ! - : - r T
qt j R y 1 i
i (il ...._”I-”k1- k Lt ...ﬂ._T“_.... =
| ‘. L7 e k Ty X ;
..-.l._“... - | .._... .H.J”_\_...._.T T T ! .".. [
i’ Y i L i ] .-_.nr.u__. .__;.
b LR X O ] A A . SAS
Lo o W T Ay i i a M ool LT,
e A X SN — . \ & W H WA
1-“ A " o m.;- oA ] ..“.. \ 4 1._..”1.&...h
i LT e ¥y iy
| Y4 b4 ¥y o m._n.._. i
F e — f
i
bl

S TAY Ve ....:.1... ULy AT
- Y Y AT Y Y S
1 ! i | AR n 1 ._..._. ] ¥ J

- .-
i

e

liliiiiiiillt;'hl.l ':i-lll "
-
S
* sy 2

i, e, e, e, e, il i, e, e, e, e, e e i e e e e i i e il e il e i s ik i e . i b e o

T e

il . Sl s e i e R T e g
- _— . o ey

M - 125"145cm,
XXL - 180*160cm, XXXL - 160*160cm or as per required

ponsibility that the above-mentioned products meet the

lation (EU) 2017/745 on Medical Devices (MDR). All supporting docu

._ -_rth.-. .-.. -.- ‘hsﬁj:nfﬂ-.

e

1.3 Sq. Km. Industrial Gardon, Anging Development Zone, Anfiu

]
I

Carestone Medical & Protective Products Co., Lid. -
Annex Il + Annex Ill of Regulation ELU 2017/745 (MDR)

EN ISO 10983-1:2020 = EN 1SO 10993-5:2009

EN ISO 10963-10: 2013
EN62366-1:2015

Tel :0049-1715605732 E-mail: info.m@luxusiw.de
E3505, E3515, E3525, E3535, E3555, EA565

Kochstr .1, 47877, Wilich, Germany
DE-AR-000005110

Reinforced Surgical Gown
697549344SURGICALGOWNSUC
EN ISO 14971: 2018

EN ISO 15223-1: 2016

EN 1041: 2008+A1: 2013

Luxus Lebenswelt GmbH
Reinforced Surgical Gown

CN-MF-000027756
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Manufacturer: Carestone Medical & Protactive Products Co., Lid.
1.3 Sq. Km. Industrial Gardon, Anging Development Zone, Anhui, China

SRN: CN-MF-000027756

European Representative Luxus Lebenswelt GmbH
Kochstr .1, 47877, Wilich, Germany
Tel :0048-1715605732 E-mail: info.m@luxusiw.de

N W

SRN: DE-AR-000005110 §
Trade Name: Shoe Cover :
Product Name: Shoe Cover ‘
Product Code/Catalogue Number: L0200, L0250, L0500, L0550, L0600, L0650, LOT00, LO7S0,

LOB0O, LOBS0, L1000, L1050, L1200, L1250, L1500, L1550,
L1700, L1750, L2000, L2050, L2500, L2600

Basic UDI-DI: 687549344SHOECOVERSS3

Classification According to MDR Ax. VIll:  Class |, rule 1

Applied Standard & Common EN ISO 14971: 2019
Specification: EN ISO 15223-1: 2016
EN 1041: 2008+A1: 2013
EN ISO 10983-1:2020 EN ISO 10993-5:2009
EN ISO 10983-10: 2013
EN 62366-1: 2015

Conformity Assessment Procedure: Annex |l + Annex Ill of Regulation EU 2017/745 (MDR)

C€

We, the manufacturer, herewith declare under our sole responsibility that the above-mentioned products meet the
provisions of the Regulation (EU) 2017/745 on Medical Devices (MDR). All supporting documentations are retained
under the premises of the manufacturer.

i

Yan Wei, General Manager Anqing, Ghina Mdy 28,2023
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