oy

—

T S T WY i o e
T Y et 1.|-.-|.-|.__._""-r..-'-|_.""l"_.'1-- P

# A BB, g 1 -
(3 e e e T

-’

LI oy o

-

'\--L‘\.rﬁ_ Lyt LF

A {4 Wt

RS R

R

i ST
Il:‘l w.i:%ﬂ s :' e TS c 4 " LF e e s s By St b i g L h Ry i T x 3 8 b i L Fobb R L
£ 5 e ey ‘ EE ) . - agr HyLieR oL ;1*- '.':. I b 4 e Le | G4 1y - I ; - "W'
" r | A ._-- [ i g | = |"- da i £ o =y H i. 4 i ® j }-l' [
E o f-...l' -l 'ﬁ f’ . : ,f ‘: N ‘:r .-""- rﬁ‘r EIE_H-.E m-"'m : ‘ }f [T it AL | "3...__ Lo I B el e GV o -:'-' q._‘—ll_-j-\_}“- " e l':"-.—-f - :-I' e L= 'Ll'l -'3'-""-"'"". Wi LR M e it ) ""I-‘u e ) 'la'H-h 2l ALV "'"'i' -I'j Ll"-.'-r-‘. . 3 |'-""-- g L"‘ =il """E..u-i" AL i =iy b = P *""I e .._. ’*-HI-_ :_ “r’-'d — ame Ermm ‘-';‘-l-u "J-’E} ft;i:m lh
= Ly v e AT Y P [ T T L T e 1 i ey I S v b e ST S T e S oA T L U B T e T iy S T R e o o T e o T g e T R S R LTI
_4 In W e W IF — .'_ 2 n‘_‘_""_" i -__ L = =l - R Pl g P = T = | - Y E : 3 . S am - S ¥ ‘B . — i
E - L e e R s - i el il e - - P__, L - u g e T B T il Al S, = e S AT e T T - : g | = e b -y - o -l "I-' P o - = e R e P —— S T P ST S P a——— iy 5 = AT
L § &R L N F W o = mwx T3 I S e gl 6~ e\ e i i i £ e -7 e . Ty
. k I L'. l"‘:-"' ,L.l I .-‘:ﬂ":"'ﬁa L : L a T ", - il g m w—— - ™ - - . - & Ty o -'.| A e - - " e : I e e o il . -t . — L] =L, il
’;I h_d .*'i"" s E- i 1,,:__; ."!!:- - - __", -"'_f b L ;—l : — L L — i b 4 _ f'- . ; '-'. Ay 7 . SRy — i - P ] - Ny [ - l
e & g Y- ™ " e R . t o o Ra O ";p e = 1 - . j Ty 2N e A ! W o
BRE=T Gy § W55 25 N B P P S BT e gheEY . AR o i LGN,
AN IF A VT AN ) T o RN Ed YO | -l O e W \
A, 1 i T - ; 3 g FES R b 1 LR y oty . | § - s £ ig B - 1
. e, AL LR —te, B F o) - e \ % ] J R, y
:.ll }r‘é’. _-“- -l.:----n;_'ﬂ ; = i ey ".lt g e A o 1 |"'I = " -~ - L - 1”_ o |
g L) iy ) AETR §i b A - i 0 o T AR -~ S l
S E & o e e o g e < 1
% y - | - T L . - & . -
- P ; - - - - T . 4 & k '
= “ {}"1‘*&' - 'ﬁ-hlh- 4 ',f J F=1 e - W Vo e o~ g -w-las | o
880 f 2 ety SN A DoG-{
‘ !r v ﬂu -ﬂ-—‘.:‘-l-- r.r. f :-“'—b s E-.- . 4 - ‘h- E: 4
% N B O L I L 734 A s {
X j | L N \: '!,r-ﬁ _ ":- ¥ J_l':‘_l 2 {' 3 ::-' .|. 4 S b 4 o II. - ¥ [ L
Sl AR e T 57 B e
TN - P T SE SR - F 3
E 3"-:“! Ek e, LLALE Y K 2Tt
QA ST TR DR O ) o s2e0 Iy
L ] '.::;L -._;: - _-r 1—1-.' ;.,,__h I F ,; { o _._. .Z. ‘ '.“'- A e
B T S Fs <o S ‘o -. } ! \ Uig A ]
£ T APy : B SR N
ad 357 . A T/ B\ El B
fr=d B - \ S B L K1) ey R
oo = — b | oy | { | i a
l'.-- _‘; t- e W ) -.‘ - 5, A i l'.. ; II i’
A = o Tl 3 .
= - ""‘ ] ? - i = e
E {-_: i J;f! " "-_ - .-r: E e .i‘; Jiﬂ % ;
7 I: 'i: Figier.r ; i b - " 3
1= =~ gy - §
HEIR YANGZHOU SARAGUARD MEDICAL SUPPLIES CO., LTD. ~;;---*-f' IS E
| = i;h"_t . ' g e
=1 Man ufact ; : ;o
Elg urer C Z
) - 1 Standard workshop no. 1, Phase l omprehensive Bonded one, No. 9 i | 2
A 3 15
r"tf*'*- . ' wd fa=
I e#, Yangtze Jiangnan Road, Yangzhou city, Jiangsu Province, 225100, Chlna e |
?1—.: e A p { ,H{_ﬁ
- - . r I o
iy B - & 4 &=
. _H_-I i‘.r E:‘F-}* ¥ :-r-'r"’"-‘E ‘?
E: %:‘ =) 1 "--?'r w_ r'f:.r.
- i:: ‘s :I E_ -';'ud, J‘ J s -!l;..._
-{::'4. Ev‘ f ] > 1: { 1 Ay
Eed B Y - §
gﬁr#if s *‘=TE
t.:‘l '__'J_'.i '._--'r_ : - :‘-:‘-' o
ﬁ e 'r"g S E Ili
£ 2 B | Ed §
oy - | L ®
E 5-1‘5 ‘BT ! ;. B
e ot ‘ -k B
& E lomavix Sociedad Limitada Fls
il BCLE - . &) o
(1L European R |4 £
- 5 1 4 1 o r =
- j;_.___{_ R . f - . . ]-;1_4 [
it B W u ? S
- | ' Representative: Calle de Aimansa 55, 1D, Madrid 28039 Spain
deee3 g () Al R
::?:.I_{I' L:- ] y 1 -.--,_" -.--'
EE Y SRN: ES-AR-000001202 AR
- sai B o T o — P ) o
o E . v 1
_T';I” : __k | _...-..,.5 ok T f ._IH""r: 1'r_._-.-—|. w_-\.._-'
_ K —_f - - "”‘i el
: -z S s - TR - W e
: g gt _:j_;- &J—-\.‘.' _;"IF,_ I:"i . 't }.I 1 j >
§ & e T { i ".:_lﬂ,_, B> ]
R § s pread, L Al R
% :E-[" e TR o I 'y
Ly :Ig ,'_;‘L' _.1; IE'---'_'- n'“ O e J ¥ I..-_,:}I.,_. - h.ﬁ" 2
3 :I: = "'_I‘.i ' "'ll — F nqlﬁ-l.i' "q..‘I‘_ I :{ = :r__ {p.
¥ E E;- ,}.:: by --! h ,.|r"'-.l'I “Hﬁ':!.:': o gy il f'r.
v 1 .:'.'.--h..._ -\.-'ﬂ-- .' I,Pr ‘-1-"_"_"l..'. ..l‘.__.‘-__ i k.
g Rnr§ sroak B
; ““E'ﬁ““’;‘:' = BaS|C UDI DI 697596459DN EGVQ L i § o
w prss j F s —
E § £k o= a1 ¢ [ s B
== K 7 ek e
E = T B ' e - ;
F:.-'.-i.‘r‘ i, I" 'F"' .I.\_.-'I I, 3
'_,"“_...f "3 : P gt i - i E_“T
ey AT 5 i
| B8 BV b R | | 15
) ’l‘l‘ i ':'. My g f_';‘:-.‘_ 5 3
: = ".r. T | o
E;é f:i {7
| Dl 3§ fithts 7
: é i_:-;-i G5 r' g —
; .\I-::-—i..ri' l‘|' Y "'.-l' ol
Fom o,
8 |ntended Use: Use to medical examlnatlon diagnostic and therapeutic disposal of
i"‘:'-.’.::
q s
{i -r..ll..
1= COH amlna ed medical materia
T f--r-u F : »
¥ [ pe— b
1 E}’H. 11
| -

o P
Hija!

e I§ 2 I

T

—

A

T

— —— T
T T T ST T T e A s L R e S P L R R
g [ .

'*-
- W :
- i= : !‘q_—_f-r—a—'—-qr-ﬂ-——m—blﬂ .._... J].J" fﬂfﬁmﬁd

. 1

VAR o b

T T Sl it I e, VTR i T i g i, Gl P =5

s e I,.-H.H .F_'F'-l-l-"ll*!"'-*Fl“.—i'-l'"H"‘"'l s tad- W'“‘meﬂ*uwﬁ'mh -

o T

SSIf cation (MDR, Annex Vlll): Class |, Rule 1.

Cla
.ﬁm:f; :

o AT 'i'_' ¢ v

5
¥
; E
] JI"__':;' s " > o . [ . '.‘ r:..*"
| § B i':i‘:f i' 3 i - e Ly !*""'E: 48
._ = 't-"""".i 1." S = 3 .-ﬂ‘i"ﬂulﬂ- H'._, F f-’h.p_d: .". ;,..,. ) .IlL—_.-_.-l '
| "CB f rmity Assessment Route: EU DECLARATION OF CONFORMITY followin the Annex 47 B
} & '-’*'*'f.ill b oy e ;.'.-..%
l._: i_;f'--'-,lj e f T ":J :I'-_.,I 733 o
A === + F e - A |
e |22 II-+ Annex 1l + Article 19 of MDR (EU) 2017/745. B el
b B Yiul REERLCONEN - foor o, i e §
%.: 'S r“f":;f ﬂ"' i - ol - HI" "5:4.-. -_4.:-.-1---.#-:::-.-"'- --—‘r_-_-: .'..:..-1:--_ -----n;I--~-r—:|.-t---.‘1l-.--:5l %‘:::_‘i
a & Lol P ,--'._.‘_ - e = i : 7’ T SO P A {‘ =is
i‘q .E' Ef”::?; iﬂ;:qu:':r‘ - "2 b !, . g Lty e wowriTeecsch P
Rl & ALl Ll e AN - i S8 20k anna B
NE T Bty e p T L =P F A e el
iy B B Fazrf Hitl T R, i A Yool Nore
B RS & Ferid ~-'*"'~ir" “-:"’1 g P et L R Wehaky el e
;‘r'll | Eh_’:i__r 'L;”.: ‘L_-_];:F : - ! — L s_,l '.-"'“" ﬁ;.- E‘ L __I::-_-":_—I:-g E::§ l '
. .'r*_f;;" .'.L‘-'_L : : i : 4 g4 (8 s |
] o e#f_;,--;;g =il
Hal=p e ereW| eclare that the above men ioned products meet the transposition into natlona awvi=i=ll
B W — '_";: 2 | ":""_ _.',_.'"_ .
i ¥t s 3 by ¢ itz e |
e Bl f 3 PRy : jo& T Ry OB
1 Iaw : the rovisions of the followin eqgu atIOI'I an tan ar s. All supportin s gl - 1 - B
f‘f § .E W 't E-r...-:nF s 2 vt 1 el / "TF-J Pupa
e o Boat by . e of - SI - § -—
i 2 é - =y {5 S £ < / :"‘.:"14 ﬁ}g :
MO8 TE By N TS e 122 <8 B |
i E E:..ﬁw £ e 5 f XN P o T
Hals ocumen ations are retained under the premises of the manufacturer. iy 111
‘B E=F ‘,_‘,-n { A 8 ¥ LA SR
g’ e E.‘i:ﬂ:. R o Y R 7t § T @ q
1 E 5rT) B ."h'm '- ' _ e 2 sl g | PRl Borg
o W gomg oy VAT LA el okt B
L l he manufactu reris excluswely responsible for the declaration of conforrmty W s |
s b -_-‘ ] INITERITE . e .
i 3 ?" '_'-L'FT'T"'! Eii § -1 I8 }\F? - ' apeady Wk :'

1 e v - s lflr g e i b o VL Et % iy i
3PS B g o | R Fed e | ¥
= 8 F kb, 'T“:-t;rf;??--“]i- : f Rrdrt RSy ) g £ B
ER i‘ .G ,ﬁfh.:_ I B AL T VBT X B !
: g E . LT s C E A Bl {5
|l 1. General applicable regulations, d irectives: =]
] % "'.’_:.-'E ?"L "*..':_.‘::r.,_ ‘1' st anussinel & 3 Hﬁ
4 fr':-_-‘j' . r 5 . i, |;- ‘- 'Tl e EL ;E E

.- ;:rhf L &0 *-f='} . : f
£ ?';::::h; e v Lo ¥ A B
(= Regulatlon (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on'- - | ||
b B '-eu *"’ _.v-e-*--;?_-w \1
= i”-‘~ é g des { B % § i
':':E %—:44 iy ‘# " "'k ﬁ - ~< 4 #"“""‘* '-}E
) FADA *'* 4510 8
Ai=1=8 5 - et R ] B
wEEEED N 4R
1=lig Re ulation (EC No 1223!2009 and re ealln Councﬂ Directives 90/385/EEC and 93/42/E EC 2 B
ey ey oy T "":I FLY: . O H
B s e Lo Buag § §
‘E} s :I;-_%'E J { : { -1 , E { E ;'E
i £ &% B : R ECR N
Hlm il
& .'..-_1~' 3 + 8o 8153 n
A=l RN 8
BEpE s it x
(it Applied standards common specifl catlon uudanoe il
i 3 xow Eé 1, wiip fad § 8
o \anhy ged | : § b f B
A é-‘\-—g g-Jr.' ..' }rﬁ{ b gy ;
¥ Tt bay S e @R
R + o i Fe1 ] 8
ij i .'_'i-E':;r‘ } ";if';:; )
08 j-d bt Fonl & I
:’1 f:,; b : | B 1..;4; ¥ l’?;
51 1:2016, EN 1041:2016, EN ISO 14971:2019, EN 62366-1:2015+AC:2015, ISO 10993-1:2018, . |/ .
L Bk e = e - :. b | -l-
i | 5'..‘.1:.% wa | oy o = ™ E = & ] --.‘!2 415
i 5“-'-?_ 1 ;., 1 £ q
1. 1SO 10993-5:2 » | (|
; | e | » ! -, . ; L=
009, ISO 10993-10:2010, ISO 188:2011, 1ISO 21171:2006. MDCG 2019-15. Ll
o éir o B : g o' ) Al BT ET
B e & ST W e Y |
[‘5* i r-f_r*-rf, } "n e AT~ 1 £ “1® s £ 1 | ﬁ
PR o > . Yarala
R e B et R f b el B i
FEH'- X BN gis 3~ o |
::. i T “,_-'_: i ; s " \ % ) b i
5 2 bt fad s . SRR e
R }:‘1;{;*‘. ik ) s feig B ;} .
4 E-; iq_.ll.--. r.: ".':-1- =y 1.‘..u--'ll- 1..*._,.: 'ﬁ .;. _iq i .,I
{ ) Bl B L fomd Bl § |
{ ot b S fatn, w BN R S
Hels ighature = S|
BUEiEs/, g e\ e et
B E RSB ¢ K i "'3 &
:;I . ™ J ? r = - ¥ bl '::! ? l':
4 \_ 3 'F".-I- % : - g _-:_-;' "\_ ’: *,f
Ly g =g S s oy {,i E o
'-“'.r; } i L L) - 3 \ L | - : -__ _:! _.:_...1.. g Ei
{ ! ™ VIR g et ey '\g; 43
-y ‘ ] : " — :‘ : ._r'__ + - - t s ]
: | s a7 A7V ey A ) {1'
"‘i oy A\ T F. ¥ i?
I - T -w-_l. = & . i
E‘ a by ! 4 o -f.-.,‘hm o - . Er:
5 \ N ol A A et i
; \ | \ N1 1 Ty y e swms 3t 1S
55 , : ! l A \ . , . o B
U i ,,'J . 4 !I } % TR - ‘1 ? _?' E';:
b ! L L] 1 ] " - ¥ | - 3
o i x (20 Onerid " T . ~Ganes R
by A \ P ey A ] N, RN Y, @Oy e J R E
k “75 ) P £ / \ e I - | e e il
ié L J 1 " \, . T_I{ V. e ».1-'.. ¥ i - o .;’i 11 *"'-3!\,-::;@2"'--1.. " - irj
/] 5 T - , " = W ; 4 1 : =
|""-l a ; % J . g I i “ A \ 2
Place/date \ e DAY A RN
- i .x,;,-- - ., T, ; g, o A o Roalbadl % o T, g
} 1:..1:‘-,9 ..,,: o e, : i Ty e b, s ¢ T‘."‘.a, - l"'“':‘b“"‘i'ﬂ"' . ﬁ 'I:E
e *!-a...;' "8 r"’iﬁ"“%:'-,‘ A T BTN x | A\ TN g S0 AN el N O AT e e ) W
‘g"' . ‘r?}:..- ;_l‘:ii .1“"“-.!--."'1 2 l-r‘ ;F#:F" ':‘f}-‘.ﬁ- }E- -':;‘. ‘ "1_'._:';!__ : 'J'j.\ ; 'b'. 2 % " = 1 - !'; ‘. - | % v .n-'l : - . i W } ’ ’ F' ' ".-: """" ol A If ﬁ" ;ﬂ‘rér:.z;h“n{hb:-.ﬁ‘. .{:'t :.'J
A E P i},"’f"”.‘;ﬂ;”“’}%ﬁ-? f.”.,,r# g et 4 1N T P Wy, e £ 1SS P AF [ cmh A | . !“‘ ¥ T\ e il T & Y& H
AV AE RS s b e AR ERC RN ¥ Rt s L it W BRRREL Gt Uiy o s> i b s A N o W fwwe"'j g Ko £ 1
e ' { | l--"'--'.’-- % . 4 . .-l t b S il e '-"M. b P "3 .:. -I-'.- i > -' 1 ;-"-ll'—l-'l"--li--d'l'-n-.—l e — - - i. 5 A i E . - - -h } T Y - h-u - T s e e S y i - [1s . :-..- i:- i -I '.L i-: - I""* : . 4 '
:: . i é " _“ .’jpl 15:.“"!# E . :i.. “. I'*".L R 3 AT it " al'r __'.‘_,L- . lr't_ e o A i E e g _-.-..'l.-.rl:-.: ‘-|.-r--"—:';.:_r Foad } - : ; - .__l‘ - .-"Th i .-1_ & 1 L "l-_- . H... T = =  div : o ey . -'-h- '.1: 1.”-... . - - = :l" :l": _‘- F| ‘.hr -._'L 11 lu-r’ﬁl i_-""‘h-? L:I
rq': H ""_I i.- ii-{:.‘.‘.'—-g ""h'ri.- Ilh'ﬁ'; .,-.f et Ml " 1'5'“*:5.";”-.,'.; AN -|| : : T i W Fivanm ATE EI'.:I-'_'F'.:.-'.T.*.... L S W K o i S NS e b & Ty % e B T YN L o e T e 88 A L YT .c'._; g e A T e P TR T e L TS oy R e T T I et P i A R S T :IL_T'-"E?.FI e by 'I,.f_-.ii,r"':ll.:. 'r-.;: "_-_"-1_4-_}:5-75??'% i J -} g:,'.-
‘A i E Boof .__‘;,._,__.f? i !, }I “}Iu 4 ': . iﬂ'h—-;‘,‘t., ‘-I'-I'E ,..._r_;.l..:‘ 1..%‘ II|I_.I- ragﬁ-ﬁ!‘ﬂr‘fﬁiek-ﬂt\u.'_'ﬂ:*-“:-'f -lr-‘.l'.t-l"-_i. ""‘."’_-.r = "-p"‘T':"-n""‘lr‘l'l-aw.-qu.. PR T YT TR TR Ty e TV R T g pee T T R e B - Bty g 8 — _m.._.l_:.h.__- P Tl VI e P et e """'""'""',""'1""'*-' T, ST _'_q__'ili W A 'H:. i,'._ r?. Nt Tea e— q_;n‘i-".':.:l u-:_l_ \I_". .“hr- ;;,E |- / ;l.”‘": 2 :?
! As : 3 1 ¥ “r" L ] ¥ ¥ - £ a f { . "t K 4R Ll | ) . " ML L | & 1 g Eual : - ik L Bisi'k | P 3 i y ! ¥ v i | | 4 | [ % 1" 4 = i i | I gl i e & i b ; : . - ' T + -] i
i,.:,E { ] J...:..p.l"_.:...._.-.‘_.'.rLr A L i,"‘l&;h:ﬁ‘r"ﬂ' MFFL.T‘]’.:!I!?:IL ;J‘"ﬂ“ﬁjﬂ_n‘}?a{ ﬁ;. _”.:. hiE ] ;_ :.ﬂ_ " .r ‘__j i Al ’f' i bk I'h. i __-'I I'_._--. f_ ) :.:-'1 ‘- !:- -- !-' AF J_h.-.]_‘ il I .-1 '1 4 !.-L‘- 1-.'. -l" .:A. ? tﬂ- ;,._l- 4 l':._ ih- -.-:“ R A R i : D ot 0 Rl e a At e 3 : | ] A .:5'* r : 1':4 e = 7 .‘-'I'_"a._J'I-r.:.."U - o ‘th..-;.w_",_';m Cakmrias i - .E
E‘:j:':?:f:": el ey H""'ﬁ D — S e iilﬂﬁ—ﬂ-]&."-ﬂﬁﬂ\'flﬂﬂﬁm —— T 3 T e O TUB T B A e T . 2 M U B Oner e T Y (L T 1 A 1 R TP AN ol e TS il T BT 7 i, WLl B ﬂfﬂ-‘-‘*:ﬂ*’*“m1'.'-."“HWF'M:.T*--u.ﬂ-ﬂr?‘—'-'rn‘.liﬁ-mrr'_-:.t-m-r.n--;_-ﬁl"l . "r'ﬂﬁ”"%-riht-_-k R P LI 4..-"'"-h = ‘;Ww:ﬂ
e — """"”' e "'-:"J-'.: "-"”l-'l:‘.li" Lr““jl.._. '...-._"l'."'_I S f ...'.l..'-""'_' b by B T R it LT e i s i 18 o el ST = i o Sl & — R - o A i L DN L e PR e g L - e ] L e e gl A T ™ ; . B B g = e =E i o T S AR o e TR T e - EL T e r‘:‘;‘ -IH-.-.L. _:..H:ul 1 i i :'-?':—"-r:"""i'"” e
- e T e e e e e L R T S AP s s e D e e W e . T T =i T I T T L T, oo A TR 1) ity el e el il G S L S R LR [ B L A T ) g T P 1 ot i T



