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Manufacturer:

Name: ANHUI DEEPBLUE MEDICAL TECHNOLOGY
CO.LTD.

Address: No. 777 Jimingshan Road, High-Tech Development
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(Manufacturer).

Product Name: Ten Respiratory Pathogens Antigen Test Kit
Classification: Others

N Conformity Assessment Route: IVDD 98/79/EC Annex IIT (excluding section 6).
Q&"”’. Ref No:RP1021NNO-X Basical UDI-DI: 69520627J175LY
Applicable Standards:

EN ISO 13485:2016
(EN ISO 13485:2016/AC:2018,
ENISO 13485:2016/411:2021)

ENISO 14971:2019
ENISO 18113-1:2011

ENISO 18113-2:2011
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EN 13641:2002
180 15223-1:2016
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www.dbluemedical.com

EC Declaration of Conformity

‘Whose Authorized Representative:
Name: MedUnion S.L.
(ES-AR-000019366)

Address: Carrer de Tapioles,33, 2-1,

Zone, 230088 Hefei, Anhui, PEOPLE'S REPUBLIC OF Barcelona, 08004, Spain
Tel: +0034-644173535

We, Anhui Deepblue Medical Technology Co., Ltd. (Manufacturer), here declare that the below mentioned
medical device meets the provisions of Directive 98/79/EC which apply to them. The declaration of
conformity is exclusively under the responsibility of Anhui Deepblue Medical Technology Co., Ltd.

EN 13612:2002

EN ISO 23640:2015

4

\J
()

AR
4
‘l‘!‘::lli

ZHANG CHAO

)

b

Name of Authorized Signatory

AX)
W

:

&‘l
L5t

'c!'
T

Position Held In The Company

"

7
()

VAR
G

Signature

{4
el

’,

o
e

o
20

Date

A/
2

L

o
= |

N k@
2023-07-01 =

00
g

by
_‘0;‘.0.

Place

X
o

'_
0
P

5%
()

N
AS '

/i< tilvezaan
' *_4\ N xa.!%!:!r‘r ’.

.’

'
J

AR )
PN

i
"‘ i“

Y

vl
(X
Al

4

4.9

KA
el
»

X

t’i

'-’t:f.i",i:‘A"-""-:‘.!'J-"""“;l:tii‘,":!"; ;ﬁ:g:::,ti" i""‘:‘;' ",""-,-5\4'.1'-"';';-!-:'.’ 7
'é.’}!{tﬁf}!}.’.‘l‘.*I':w‘g:g:g:o:0,0.';’J:t:(o:go‘o‘f’o'o:o:o’o}O‘QQ‘Q'g:.'.:o:o,o‘o‘q':.v &

&7y
W

B O BB 0 DARALE 18 %
2 e RREE L

ShEyy

35
s“

L

(YN

4

)

7, e
AN
" u.'a:ﬂ\:é NN

; KR
RS

L QB B B R B S
Qf"“v,v""ﬁ‘
W ’AW‘"""."t’;’o’o’:

7\ ()

()

.i‘;"; .‘-‘!;ﬁl':'
N

00

Yol '.’.' "“ e el (A "' VORI ""7'.' R
R TR

oy
i"‘ ."-

0]
W

i
&)

T
4

\J
4

) g.‘lir?"‘;
0‘:0 XA

3

A/
L

,_-,‘.,..-.
RIEXAR AR
0.0‘0‘0‘0‘”

A

gy
S

%

X

Y

%

J:‘o' ‘)

o
./
¥

-'!7]‘2!" ;; r -'t-].'l
“":‘I'}l’ﬂ‘i“‘:"

R
“‘*"’6’ 0

X
5
0

Y,

00
’ ’ ’a‘n’h

win
ot
0’0’ ()

{)

l';; "';!.'g:g{
““‘s’:‘:"

c.!‘

: '.,-,
§

A

gy
W u"

"
X4\

)

30 040
¥,
»

X
%

¥
)

00
A

"""-’!'Ig:ﬁ 'r"
l‘i‘ ‘t“‘:’:‘ W

()

-
T,

R It
Y
.‘;l‘.v

NN

I

M

i
()

TR e
A KRN
o.t‘O‘O‘Q"‘.

A

Iy LS
Wi

T r‘; ; "';l:'.' { ¢
R

(X3

LR
"“""&’t"

3
AN

)
0

L5 0 Charuiy
WA \A
& ‘”&f#’

L)

AT
‘0,’:%.0‘;“

¥,

BrsgsE
XXAAKS

(K
AN

*upipiee e
\/
»

2
W

T
d ',

2
i.‘

g s e
R

A

-,
)
X)

X0

Frs
.4,
N A

3

5

AR

o



ii'*’o'e‘o’;"r :
9—"-‘." ) (YT
“:‘:h’.’l-“-‘ " ““ ¥
2] . ""'---‘h’.‘zi'.' A
.‘ﬁ,‘ AT %3 () LX)
3 Y
::‘:; Hrd “. .‘"’:0:.:’:.'*’"’
E:_-i: s "‘5'.'1‘-9 ""’“”v’. —
= - """"f"i"ffé’é"
::3' ‘ -...l."""'!':"’:.‘ﬁ' XA
= MR
= HHRRA N
= sl
=20 S e
‘.5.5':‘: s ‘ %’4”}}—5’:“%.
- <] 2 AR \/
= 7R R
:::: o t‘"“\\i\\\\ , 2 ""-‘,‘.!;"‘0""0' e,
=" f \‘j} )] bk "'N"'H'
= \'/“c.f SINN TR "
=! § = b 0“’ 00
ot | \ o ‘3-""&':‘3' T
=5t D \ . — o '-"f:i‘t’\'vu L
= c s : :""’i‘“"'»'n’ S0
»..-; cl & |/ & ---,—;‘,‘ﬂh‘v,
=z ar > NS
= atio =
=3 n =
—oo &, - od
:ﬁ:‘e‘, il v C d =
.-‘-:: lo . vl - N bl :’:3
== I S10n Onfo Nemed s
=2 Re his rmi e =
> a2 ) :’..
= vision R - tory ity o |
=4 evisi g han
= on D ge ;
= a or p of ad :
=i evis e e dress =
e ed B 2023 e of th onJ =
y: 07 e uly =
'0 p IO 1 T
1 duy ,20 e
ZHAN ct si 23 S
GC mnce the’ no signi :::53
HAO state ifican :‘EE::
ment t chan, ::EE
on May gges m th Séi;.
202 il 7-‘253
4 esign :': .‘E.:
=
'b-"‘
o=
S
5
!".--4‘
=
‘..—‘O
-‘e‘:::
g.-'.—::
.':::'
:—::‘.;
=
oS
sy
523

N
AN

7

\

AN

DRy
% \\ 1' ’
Al

o,
!‘0“ L
.04?-0
,.--‘—‘a-
"
g
=
O." o
1o o
el %
3 =
fog
.‘,—-4'!
P '
-"‘0'-
.-‘.-i ‘.
S,
o
-@‘"-“
.9"‘.‘
‘,’.I
--p:'c
o
‘.O' :
.a--' 2,
..4 g‘
,:" >
-r-‘;.‘
.,’0"
—
-b-".‘
t" [
A -
o "
.o-d‘ "
ooy
’-.‘1
P-- -
0--0;,
""'"i‘
.‘“. ]
e
>
-.‘!
a-p" ‘
P F
..‘-o =
"4 -~
P -
-1":-.-'
- )
.—4 ¥ -~ ]
= =4 -sﬁ"
s o
to:_' et
= woes
JoSlo! 5 -
- " ) ‘.—4‘
:.-,- 4 » '...-
J <% o—o-
== b
= 3]
."’“’ - gy
=t =
.‘.‘w 3 00“
=3 e
:::! Fe< =4
v & =
pocd e
=2 s
ot = -
..-.-" -, = |
== o]
--—;‘ .:..‘
-~ = - -ﬁ"
= T
h.'. - 2
> el
Rt 2
= =
l“_"-‘
\kb-"‘
e
” ' .;o-‘
by -
‘ ‘V - ..‘
A P2
A % ==
. ‘-q-‘—"“
‘,-_9-4
| B v
\ \ ':;':::
A V} -.LH .:::
(;;i (N AT -':::
N b =
Y T k>
) W / s - -
W 5=
/ / / X » o
Wit =
1A ==
] S ]
] 3 ;"
=
P4
(<
4 po
. o
o
'h,'v‘
a b‘.
- o
-~ ....-.‘
- .‘0
v S
v ...-
'.o-"'
‘..’.
.-.:I'"
,:..-‘r:
- -
e
I.’.‘
v cv‘-."
u"'
RS

\/
4

\.
\"
-l 0
=

()

5
)

-

o
%]

B0 D
ol »iws
AN 0' (X
l"‘.""‘;l;-._
+; g
RO
QAR ."“:t‘!‘--
A0 XXX TR
- XAR) A
t.g’i_'._‘:’:QI::;:';:‘i.;‘- D) 'L
S
b 711,
=y
Al A
= Ly
\(‘\\\\\'
NS
Y= A,
T
VY .’.O‘O:‘:""’;;:Z::.;,
() .’,0:0'0"0;';*; o
4 NY “.‘O"l.l_.':'
R0 RO,
«.0‘0""0 tivis:s
YY) e Sinig
R
: "A.W,t%'-‘ ERRE
e AKX s
: 6'" O
4 i’.“’ "f‘-
Y e

.;“""r'l'm‘-
e
‘~“_'.0‘0:o:_.;,‘:,
4
{3
[ %)

Y




