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EC DECLARATION OF CONFORMITY 
 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

PRODUCT HBc Ab 

CODE: BCAB.CE (96 tests) 

             

CLASSIFICATION ANNEX II – LIST A 

CONFORMITY ASSESSMENT ROUTE ANNEX IV 

   

WE HEREBY DECLARE THAT THE ABOVE MENTIONED 

PRODUCT MEETS THE PROVISIONS OF THE COUNCIL 

DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 
 

NOTIFIED BODY AEMPS – n° 0318 

(EC) CERTIFICATE(S)  FULL QUALITY ASSURANCE SYSTEM N° 

2003 12 0388 CT (in accordance with Annex  IV – 

except Section IV) of the Directive 98/79/EC), 

RELEASED BY EC NOTIFIED BODY N° 0318 

 DESIGN CERTIFICATE N° 2003 12 0391 ED 

RELEASED BY EC NOTIFIED BODY N° 0318 

 UNE EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY EC NOTIFIED BODY N° 0318 

 

PLACE & DATE OF FIRST ISSUE MILANO – JANUARY 2004 

PLACE & DATE OF CURRENT 

EMISSION 

SESTO SAN GIOVANNI (MI) – MARCH 2018 

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 
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s\
\D\
ol'

a
!
q
q
c,r
o
I
T

d
7
o
a

:
o)
"'
I4+
'1

+
"11$.o
".
NOol
,T

N9
r.9
'11Nf

{,,
+f.o
.a

o
\P

NP
T+

=rTt
I:'-------_

=[s6@
-

s
s
N
R\

-o
-o
ol
oqi -t'=d^E* >

3E9i5 ot9rd=!(85oIilIi
E#nto
E-=:s
*i3s=
=; *9 e!P;9 f
eif: I
s i iE 

=

$iFEE
H-9fi *-6

os
o{
o
3

€i
--o

XF

xc
3Y

I

i'o

io
..R

x

=x
g
c)

o
I

-F

{DOE'l

o

:r'

-aiXLN5-
N)

NO

t-
o
sx

-
o

G'
o
--l

@

o

c

(,
o
o

o
F
o
$

^

'a't

(D

a

(D

F

ol
o

.)
(D

3

7.o A
C}l.'>

i(,
a'\ o\/ (,
o\6
nOXB
O\O

its
oo o

s:.i>
-OEi O
90=
r(uoo
o(D

ii:-'
T

-E-E Oootr>>+
>>:(OOo
IISootr
II
ss
@>

:s
!
F
s

T
o

T
I\

!
o

-trss
o

6\
I
o

ss

\-
@o

=x-o
q-o+o

s

O
N

-G

F
s

-o
IIs

-o
trss
o
t
o
s-o
trss
T
o

--
;o

> r?

4;
-s

SE

oO
n36so;
ts<

9;i=
S :'.
o''
ss]:
_6

+x
oo
-Hox
=:ig€
>6
o-ts
9;
OS
o
o

^>x9(uo
>o
tr-s
UP

=9T

OF9FOF
r.)uvva.tv; > s >; >

n t E ii t
So;oSo:4>4:+
i"S<S;Ss >; @ s >
:@i-=
E o 5 o= o

=L>k=E"^Y=:FY:A - A=A:Y-^i=Y
>:x oiH-E=Hoqo

q

^Oo=r=;>;
dQ6
<s€
690

o

ll
!!oo
ocoo
TIoo

ss
xxoooo
oa
IOoo
:Ivo

otr
yo

-oOONO

-ood

o
I



I
o

-oo
o

^-t-

X^ Ei i
tx9ii o
!Yrai=33EIoirlt;
iEer.,
er;rl
=; F9 +

r; s g ;
s* qE:
s:gt t
3F93 E

*sHHE-6
os
o{
o
3

s
s
N
R!

Fr ar I'rt
Fi:Ti 

="1 ts:o..x
o\onIu-*"oo=
No!?
;-Fox'NE
o5 x

A

4s
I.H

w

ttEIP
^' 

*-- v
vu

la=itsP

8E I
- .. l:
XXiEEEz
aq

=-F il
5c)Oo

I

3

A

EiH

J

A' IJ9664
IQ

Hl'{)x+
\O+Lrr Aco i.b

f'l)a+4
NJ

L
't)

\o

ql
if
E
a!
o

H
',lf

\1-

c
H

*6

h8
og.P
OO
@O
O\O

uJ .troox>VS

Fo
-To^

oo9rtp7o
odr\ -.15€
a(D*lxc\oaolAOiw
= a).

N
o
Is
I

o
=
o
o
OlI
o
o

! l')
no OiPo
s:.i>+q s<us

^xxx
qo

----ioN' q

>>>=sss+
ee9s,
OOO@
oooP
t++sss
>@>
@

--ols(3)o{*
>+
-s

o

s
-
.E

:
I

I+s

sa
@o

=l-o
6O5c)

s
o

>:

x-
rt >

;s
s-

5@
Oo3-
{a
=s#s;s
-o+s

I

trss
I
o

ts

^-
!J>si
o:
o6s-
v=
=Ti>
Oo
>f,s6
;o:=
=id:s
>g
=:oJ+:'. s

'tr.s::s
G_+6

=

s
vo

o
f
o

-o
o

o
7\

=
o
o

=o
Es
o
Is

o

o
oo
I

o

A
tr
s;s
F
s

-
3s

a
I
o

,,E*t"FI v Y v9 v
Y S: S Y S

€ 1E t€ A

F?Ct;r
=i:i=i€Hia€t
E*+RC*:Y A= s i

P=Roh
E-F=X
#ddeqs
aaa:;;iPFEE5

)

---
)oo

ITI

*x x{ss-.r>>
,AA
ioQ
3 o;x+6
FY+Ao6
d5duQtr

I

-
3

=o
I

',:.o G(

-,o (

oQ (

}'E
o

rio
s8

rd
o:

o

f
D

o
o
I

o

o

ooooooooo
666
ooo
@@PEEE

o
o
o
o

o

ITto

=;=

irc



t
o

-o ili8$

BefE:$
* tI 3 ; +iEero g

E =9T $

13ifi ; 1

r;ss i +
:* q€: $

s:$= t f

EEg*gI
- x f.oF

oFs
o
-{
o
3

r r ).i ta ltli-lrFXllEE:EF
=Elts;
'loC^O HVHo\osLsFEExi- :66-6
RXi- FYtsi9:o X=Avt
5HX
od
UH

=irE ;-,l\o
ArlPxesor=F

=85oHtg'1 .
=E=o:':98
o=g

I-tr
<+UA

s
s
N\

E
sx

I
o
o
@
o
o
@

o

G).)
o

o
E

o
^

^
o
s 
o
I

N
@

s
o

o
l

o
o
I

o

i t')
no o

si>
+F g

io
OO
r(D

ON.-

-tr-tr-EO
>>>=sss+qtqi,
OOO@
IIIS

IIIl+lsss
>@>
@

T

*]lo
a^

-s
o

Is
I

Fo
s
^
I

I
o
l

o

o
is
o
(,

s

=
6

7-

rl >

o>
o6s-

Oo
i-
*o
<F
-E

;e
=-i

Is
I

\s
T
o

-:
o;
AF
rl >

o:

\-
UI

:>
>f,s6
;o
<F

;sct
,'l S
'' o
'tr"\

G-
o

:
s
Ir
o
I
o
l

f
o
o

o
o
a
=
o
o
o

=o
Es
I\

-)

')
f,
?r
D

)l
ll

I
=l

sr

=c
s

To:
3s

x
I

:53515x>s>;>
i i E t€ n

tsaiatsniiYiiiis<s:ss >; @s >; Ti -; -i 6 
= 

o;5
ig=9Eg:A s iri:A:Y li s Y

rXh oh
E-X=H#. ;
sq-o
=i=Y:Y
i++
d0d

o

a--
JC!)oo
JO!
f,oo
III
f,oo
Jlv v
J>>

xoa

xi6
>iT

r!9E
o

I

=o
f

;io 6csa sc
.-O C.. +
L; ;

OCt-

::o(/)o
NO
'd::o
eo

o
i

O
o
o

I

c

o
o
I

ooooooooo
ooo
ooo
ooo

o

o
Io

o

\Too
;<
=>



3
s[.---_
*t09
o@

l

s
,$
N
er\

\

-
o

-̂o8{
g FEi ;E dE= E

ie*li fl

ifi;fr: €

irEEi zJs qo! > :Etrd!' $

$gilEE H

F-EE T :
c ggE 

c
-^N) oi

os
o{
o
3

3.t!

o

xl-

xc
<Y

I

<
H
o
'd

X

(,
CD

t}

3

r-ra-

Ff; 5€
=E'l!;HE-o\oHoEt.)F(^.'l {
t..
tx
,Y-(Jr
\PL:.< i

5'N
Fl r+
O@u
;-
i'J

\o

F

9F
EF-OF3E_o83Eui
=o!': g

5.tr
<s

g|\
ES
oeHS
E6
ASYS

=:r 'RI6*
REHsE$R8vs

F
I

*-i
io,ii\'*

|'; 
!|t.a

F
o

l'J
IJJ

F
E4rtr

l.J !.)
N

I !'1 Oc
EH EExr |l c

HE XE
FH 5tro

qur

l.J

o
Gtt

ts
tr
oo
A
o

o

5(

s
h

6P
SEH(DoEt
E9

F
tD

F

Ev
e

'+r
'o

zr

E*
€5
iEE6

Ef
EC
EH
FE
trh
os{xo

HEux
OF
*E
'H

EEe*56
xx
AE

E

.q€

X
x

a

o
a

oro
Fo

a

X
E
!t
h
o

aE

€

Fi

o
-
diS ;:, g

sE$
.E
a

oci
oQot

a
a

a

i
s

I
I

o
B
a
a

t



E

S
F}N
F\x\'

-
o

-o8\
g FEi ;5 16= b3 9Io -o

e:6 9: q

ig;t i *5-=9T X

l9aE = 
;'; *-9 + ir

si€g; ?;

";S 
qo! > e

_€crd!' $
dari - :-:s&'d= E E

SeEe I S

F-EE T :
e Ef E $
H sfi$ E-e!

Aos
o
o
3

,rO itz
i': o

N;

.D

t-1

H

H

oe

IHj-l _r F4PE:qeci
=E'';
'roc

o
HNtr
h:N=N\oyoo
NTJ:o=

N)-Ot)

tJ
9o

it

=
Hi5€F'.d=5

3TE
^!Ptr-oi!i
=E::EP

r?
v
-_tr
<-

qJo
ox
a6
Fo

5Xofr
>t .5xd
UA
XI x

+:E
ES

E-lv<
I

!\.,

FI
.t

E

NJi
ir;

Fr +'1 (
Eo' :<(oH {
3i To; I9rS t
YS :s'o i*Y

o

!i
on

OE

oo
n
o

H

o
rA)
x<a)oat
!v
oxi

(D

d

p
N

tslo
a
o
o
v
o
e

-

rE> k
J<T Fl"E c
DHE

IT' E !
? EH €5 55 E

iE s €
qyE id E'6 FD-lO F
rQ.trt:iE{d=t^v
!VH!6Y

^Fl 
o

: *a=

=sF

t-
E

r
o

v

-
F]

-€
@

FI

o
q
s

o
o

ts

X

4

o
''lp,

Y/:
: a.j

iA
\iQ
1r l'
1\-:

r.iz^ 
H

z
t')
;1

o

a
rl

a

C)o

a
c

o
F]

o
I
a
a

F]

o

;
@
Fl

I

6
F]

.)o
HQt<

s( gi



o

-oosTo:tq -t'= \

; tl; ;F 16= a

gtr i i aiirtso ;HtrEOm I
giir 

= ;
ais$* i
Fe ds I E

59il; s 3
A9HE E N

$ ErB s
H gfi$ 

H-6! \os
o
o
3

t;
:': o

tD

t-16

q

Xo
oK-(!

l-'l )--'l |<lriFP:gqAcj
=El
VHH

''iOq
o

7:::
\o

5XL
b.)-

OriN)
'Olv
;-
i.)

-ixeE,
d=EOEE
ZF

o85g,4a:rtr
=o:':gR
oiF
O'
<F

oN)
Ei.
Qo'9r<

tr5
,a

F

FD

=E

F?

o

Fl

B

o
H

c
F

F]
G
o

o

.FE
€

F]

0i
Fl

FE

Q
FD

X
'o

o
.'l

3
H

FJ

=!

<sAO
Fo58
AtYEFla
 Q
AF
-)o
v,':J
9q,> X'

te
AE
o<
vi

I

R
d
S
FSN
NN
N







Certificato n. 1976/MDDCERTIFICATO CEDichiarazione di approvazione del sistema qualità(Garanzia di qualità della produzione)
CERACARTA SPA 47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

Visto l'esito delle verifiche condotte in conformità all'Allegato V, punto 3 e tenendo conto dell’Allegato VII, punto 5 della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:
mantiene negli stabilimenti di:47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italyun sistema qualità che assicura la conformità dei seguenti prodotti:Carte per registrazione ad uso medicoModd. come da documento allegato "ELENCO CARTE DIAGRAMMATE CLASSE I F.M. REV.15 - 16/10/2017"; valido solo se provvisto di timbro IMQ. Marca Ceracartaai requisiti metrologici ad essi applicabili della direttiva suddetta (in tutte le fasi della fabbricazione) ed è sottoposta alla sorveglianza prevista dal punto 4 dell'Allegato V.Riferimento pratiche IMQ:DM17-0017248-01.Questa Dichiarazione di approvazione è rilasciata dall'IMQ S.p.A. quale organismo notificato per la direttiva 93/42/CEE e s.m.i.Il numero identificativo dell'IMQ S.p.A. quale organismo notificato è: 0051.

Questa Dichiarazione di approvazione è soggetta alle condizioni previste dall'IMQ nel "Regolamento per la certificazione CE dei dispositivi medici in base alla direttiva 93/42/CEE".

Emesso il: 2017-11-18
Data Scadenza: 2022-11-17 IMQ



Certificate No 1976/MDDEC CERTIFICATEProduction Quality Assurance System Approval Certificate
CERACARTA SPA 47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

On the basis of our assessment carried out according to Annex V, section 3 and considering the Annex VII, section 5 of the Directive 93/42/EEC and its revised version, we hereby certify that:
manages in the factories of:47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italya quality assurance system ensuring the conformity of the following products:Electromedical recording chart paperType ref. as to annexed document "ELENCO CARTE DIAGRAMMATE CLASSE I F.M. REV.15 - 16/10/2017"; valid only if provided with IMQ stamp. Trade mark Ceracartawith the relevant metrological requirements of the aforementioned directive (as far as all the manufacturing stage is concerned) and it is subject to surveillance as specified in section 4 of Annex V.Reference to IMQ files Nos:DM17-0017248-01.This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its revised version.Notified Body notified to European Commission under number: 0051.

This Approval Certificate is subjected to the provisions laid down in the “Rules for managing the EC Certification of Medical Devices on the basis of the Directive 93/42/EEC”.

Date: 2017-11-18
Expiry Date: 2022-11-17 IMQ

This is a translation of the Italian text, which prevails in case of doubts



ELENCO CARTE DIAGRAMMATE CLASSE I F.M.   REV.15 - 16/10/2017Codice famiglia identificativo Descrizione famiglia22.01 Pacchi stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)21.01 Rotoli stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)32.01 Schede e  dischi stampati medicali

                      
     Carte diagrammate per tutte le apparecchiature di elettrodiagnostica. Materiale di consumo ed accessori elettromedicali. Carte per apparecchi registratori industriali. Rotoli e pacchi speciali per sistemi esattoriali, di controllo, lotterie. Etichette radiofrequenza e soluzioni integrate. 

Chart Papers for all electrodiagnostic equipments.Disposable and electromedical accessories. Chart Papers industrial recording instruments. Special rolls and fanfolds for tickets checking systelottery. Rfid labels and chain solutions.   Sede (Head office and works) :   Via Secondo Casadei, 14 - 47122 FORLI� � ITALY  Tel : 0039 0543 780055 � Fax : 0039 0543 781404 http : // www.ceracarta.it � e-mail : info@ceracarta.it. Capitale Sociale :  � 1.000.000 int. vers. Registro Imprese FORLI�-CESENA P.I. / C.F. / VAT.N. IT 00136740404 R.E.A. FORLI� N. 72646 � N. MECC. FO 006863     

������������
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EC DECLARATION OF CONFORMITY 
 

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
VIA G. CARDUCCI N° 27 – 20099 SESTO SAN 

GIOVANNI (MILANO) – ITALY 

PRODUCT HCV Ab 

CODES: CVAB.CE (192 tests) 

               CVAB.CE.96     (96 tests) 

               CVAB.CE.480 (480 tests) 

               CVAB.CE.960 (960 tests) 

               CVAB.CE.DB (192 tests) 

CLASSIFICATION ANNEX II – LIST A 

CONFORMITY ASSESSMENT ROUTE ANNEX IV 

   

WE HEREBY DECLARE THAT THE ABOVE MENTIONED 

PRODUCT MEETS THE PROVISIONS OF THE COUNCIL 

DIRECTIVE 98/79/EC  

FOR IN VITRO DIAGNOSTIC DEVICES. 
 

NOTIFIED BODY AEMPS – n° 0318 

(EC) CERTIFICATE(S)  FULL QUALITY ASSURANCE SYSTEM N° 

2003 12 0388 CT (in accordance with Annex  IV – 

except Section IV) of the Directive 98/79/EC), 

RELEASED BY EC NOTIFIED BODY N° 0318 

 DESIGN CERTIFICATE N° 2003 12 0392 ED 

RELEASED BY EC NOTIFIED BODY N° 0318 

 UNE EN ISO 13485 N° 2013 11 0039 EN, 

RELEASED BY EC NOTIFIED BODY N° 0318 

 

PLACE & DATE OF FIRST ISSUE MILANO – JANUARY 2004 

PLACE & DATE OF CURRENT 

EMISSION 

SESTO SAN GIOVANNI (MI) – MARCH 2018 

SIGNATURE 

Legal Representative 

Dr.ssa Fiorenza Scozzesi 
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