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all supply our distributor GLOBAL BICMAT
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u cts,
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M ilan, 3 l-January-2O18

!-" O.dr:c__m*eUn 
OSE,S

San

Dr,ssa
Legal R

ZESI

tative

D I A. P RO Diagnltstic Bioprobes S. r. /,

Sede legale e ]ab.: Via G.Carducci, 27 - 20099 Seslo S. Gioya nni (Ml) - ltalia
\39 02 27007161/6450 , FaX +39 02 44386771 , http:/lwww.cliapro,it, E-mait: info@ctiaprc.it
0apitale sociale €50.000,00 LV, - P.IVA: 11S214660159 - Reg lmp. 11924660159 .- REA I SOSSSS



EC

)lA"
RQ

ECI,ARA

L,,

tOstic

s[:es

TION OF CONFORIWN V
MAN[JIU C'I'UREII DIA,PRO DIAGNOSTIC BIOPROtsES S.R,i,"

VIA G. CARDUCCI NO 27 * 20099 SES'I'O SAN
GIOVANNI (MILANO) - ITAI,Y

PRODI]CT HIls Ab
CODE:SAB.Ctr (96 tests)

CLASSIF CATION ANNEX II * LIST A
CONIIORMIT}' ASSESSMENT ROU?D ANNEX IV

'VE 
HEREBY DDCLARE THAT THE ABOVB MBNTIOI.IED

PI{ODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98179IEC

FOR IN VJTRO DIAGNOSTIC DDVICES.

NOTIFIE BODY AEN4PS - no 031 8
(DC) CER TIFICATE(S) e

o

a

FULL QUALITY ASSiJIU\NCE SYSTI'M N"
2003 12 0388 CT (in accorclance n'ith Annex I
except Section IV) of the Dilective 98179/EC),
REI-,NASED tsY EC NOTIIIIED BODY N" 03

DESIGN CEITTIFICATE N' 2003 12 0390 LD
REI.DASED BY EC NOTII]IED tsOI]Y N" 03

UNE EN ISO 13485 No 2013 l1 0039 E).j,
I{bLEASED BY EC NO'|IFIED BODY N" 03

I

8

o

,I,ACII & DATD OF NII{ST ISSUE MILANO. JANUAITY 2OO4

PLAC]I &
trMISSIOI

DATtr OF CURRENT sEs'r'o sAN GIOVANNI (N4t) - DECI]MBUR 20 3

SIGNATU
Lcgal I{epr
Dr,ssa [iior

3E
esentative
etrza Scozzcsi

. . ._rr t., :). !./ .....-:.J:
'i1

. . .i
.. ...1-,' -' I ' i

! r,

0r3

+re 'i,''.' {,ll;,,"f,'lladiapro,itCapi 60159._ nER tsOSssg

Itev: I l2l2



EC

tlliil 
6

!8
E

]ECLARA

i*stic
pbes

TION OF COI{FORMI Y
I\{ANUFI CTUREIT DIA,PiTO DIAGNOSTIC] BIOPROtsES S,R,L,.

VIA G. CARDUCCI NO 27 - 20099 SBSI'O SIAN
GIOVANNI TMII,ANO) _ trTALY

PRODT]C T' HBc Alr
CODE: IICAB,CD (96 tests)

CLASSIF CATION ANNEX II - L]ST A
CONT'OR }IITY ASStrSSMENT ROUTE ANNEX IV

i/E HEREBY DECLARE THAT THD ABOVE MENTION]4D
T'RODUCT MEETS THD PROVISIONS OF TFIE COUNCIL

DIRECTIYE 98,179/EC
FOR rN VITRO DIAGNOSTTC D.EVTCES.

NOTIIiIEI BODY AEMPS - no 0318
(r C) C:DR F',rcATB(S) €

e

€

FULL QrJALrTy ASSL]T{ANCE SYSTF;M N"
20;03 12 0388 CT'(in acooldancc rvith Annex I
except Section IV) of the, Dilcctii,e 98179lEC),
REI,EASED BY EC NOI'IFIED BODY NO 03

DESIGN CERI'IFICATE;N'2003 12 0391 bD
RDI-EASED BY EC NOTIFIED BODY I\" 03

trNE EN ISO 13485 N" 2013 11 0039 Et,t,
RELEASED BY DC NOTIIIIED BODY NO 03

r

8

oo

8

PLACI.] & DATII OF FIRST ISSIJE M LANO - JANUAITY 2OO4
PLACN] &
IMISSIOI

)ATE OT CURRENT sDs'ro sAN crovANNr (Mr) - DECT'MBBR 20 3

SIGNATU
Legal Rcpr
Dr.ssa lTior

;enfatil'e
rza Scozzesi

'1'. " 1.'

, ;',,,,,i: -,!i!i.,,r.'
, iJ: i i,

li', i,
i,, .;,..;
ii '
tr:

1

Ilcvi 12/2(

Tel ,ie i,i' !,!,",,".f,'liadiapro.itOapi 601s9 _ nrn tsosssd



B io bes

E|CLA T

p
l$#h-

I

i--] [c* . $";] rl tr

$stic

CT'URIIR

Cd'TION
WITY ASSDSSMF]NT I UTE ANNEX IV

I] HEREBY D RE THAT THE ABOVE MEI{TIONED
R.ODUCT MBETS HE PROVISIONS OF T'FI [] COUNCIL

RECTIVE 98I79IEC
FOR IN RO DIAGNOST'IC DBVICES.

ts ODY
(trc) cDR rrrCATB(s)

AT'E O]T ITIRST ISS
SESTO SAN GIOVANNI (MD - DECIIMBUR 20ATE OIT CURRENT

DIA.PITO D]AGNOSTIC tsIOPROBEIJ S, R,I-,
VlA G. CAI{DUCCI N'27 _ 20099 SESI-O |SAN

CIOVANNI (MILANO) _ I]'ALY
IICV Ab
CODES; CVAB.CI (192 tests)

CVAB,ClE.96 (96 tests)
CVAB,CE.480 (480 tests)
CVAB.CE,960 (960 tcsts)
CVAB,CE,DB ('192 tests

CLASSIF ANNEX IT _ I,ISI'A

EMPS - no 0318

F'ULL QUALTTY ASSURANCE SySTftM N
20A3 12 0388 C1'(in accor:dance u,itli Amiex I
except Section IV) of tJre Directive 98179/EC),
I{ELEASED BY I]C NOTIFIED BODY NO 03

DESIGN CERTIFICA]'E N" 2OO3 12 0392T)
I{ELEASED BY EC NC)TIFIED BODY N" 03

UNE EN ISO 13485 N" 2013 11 0039 El'I,
ITELEASED RY EC NOTIFIED BODY N" 03

MILANO _ JANI.JARY 2AO4

IIMISSI



EC Ni OF COI\F'ORMT V
MANUFI CTUREII. DIA.PRO DIAGNOSTIC BIOPROBES S,I{.I,.

VI,A G. CARDUCC1 N9 27 _ 20099 SES]-O SAN
GIQVANNI (MILANO) _ I:fAI,Y

PRODUC I HD\/ Ab
CODE: DAB.CE (96 tests)

CLASSIF (:]ATION ANNBX II _ LIST A
coNFoRl \,IITY ASSES SMENT ROUTItr A\ {EX IV

IiE HEREBY DEC
PRODUCT MEET

FOR IN V

LARE'T
S THD P-

DIRICCT
I:|RO D]

HAIT THtr ABOVE MtrNTIONDD
ROVISIONS OF THD COUNCIL
.IVE 98/79lEC
IAGNOSTIC DEVICES.

NOTI]TIE BODY AEh4 S-n"0318
(EC) CER rFrcATrl(s) FULL QUALITY ASSURANCE SYS;TI]I\4 N.

2Q03 12 0388 CT (in accolclance ivith Arutex I
e,\cept Section IV) of the Directive 98179lEC),
RELEASED BY EC NOTIFIED BODY N" 03

DES1GN CNRTIFICATI] NO 2OO3 12 0393 IiD
RBLEASED BY EC NOTIFIED BODY N' 03

UNE EN ISO 13485 N. 2013 1 I 0039 E],1,

RELEASED BY ECJ NO'|IFIED BODY N" 03

tt

8

8

PLACD ct IIATE OlJ FIRST ISSUIJ N4 LANO _ JANUAIT\'2OO4
PLACT] & 

[

u\{LSST.OI)
INATE OF CURRNNT S ]ST() sAN GIOVANNI (N4r) - DECEMBI]R 20 3

SIGNATU
Legal l[epr
I)r',ssn Fiot

B
sert tative
nza Scozzesi

.'. .1 r .. j'

, ;o ,],|l'\

Rcv: | |

T

s/lc 8r'oprcDes S.r,/.
7 - 20099 Seslo S.Giova nrti (Ml) - ttatia
7 7 2 p, htt p ://www. cli a p ro. i l, E - m ai I : i rt f o@cl i a p r<>. i t
6601 59 - Reg. Inrp. 1 1 9246601 ss - REA 1 509959



r" ' ffiri:lii,iiliik',r

it)i
ICAD0'DE EXAMITN CIl DE DISHNd

de,se el Ancxo tV,lpilnto 4u r!$ Is Directlva 98179/CB

D

Fec e uluma p

Clerdfi ba d o i' I Certifi ciaa

2003,,12 0390 EP D

ilo Fecha de validez/Date of validitY

esde/Fron 112023

nulNB

03

ON o

8

,'

t",,nl tlo I I

llare el nrrrlrrcl n/Far rl
Cutegori*
Qrtlpo ge

TinilT\tnt
tt I

Elaboraclo enlln the litcilltics: l

Dia. Pro'.1

Via:G, Cnrducci. 27 -20099r Ses - Nlilano (Ita!y!

, ar aorrEzo, l - EotFtoli 2-s022 l\4AI)
rel,:l (+34) so2.101 ,322 l(+34r 91.822.sI

I Fux: (+34) 91,822,5,

ado CE de Sistenra de Gari{ntia de Calidad llotal N

npanied b.y the EC Full Qgalitl, tl's's'urrtnce 'S)''s'ten

la documentacidn ticnica clel diseLio contentcla en e

o de los plocluctos rJescl'ito$ cumplc los lequlsitos c|

ent oJ the design rlocuntentqilon conlained in dos'sie

the clescribed products./ul/ll the reqtiretttetLt,, of lh'

i

re de 2018 |

AMENTIS Y PRO+UCTOS sANlr,ARlor:

ilT,:::.:"oadora dc ...,vtrrCUtDgnt^,pr",tu"tor'.".;;;;"J 
i

Lamas Diaz

"u"t-" 

----r-:::l*-::
lil autentlcldad dBl dooiJnrBhto en la adllcacidn Localizador de la Web dc la AEMPS

t: !

Di

)8
ltD
.s7
.89



';::

Ccrtj

2Dl
fi,cado n"/Ca e flo

)3 12 039

Fecha devalidezlDate of validitY

DesdelFroln L9 ILL/20L8 Hasta/To l8l
ON n"/N.B

il2023 03.t

d)

Afa de/In:fityoat of::

(Italy),

ur.tos rcactivosr cnlibrntlo.res y materiales de con

Reagents, rurtl reagenl pra(htct,t, calibrator's 'cnd cor

A, Annex II i j i

conllrrnaci6n 5' (uantificaci6n cn mucs

B, mediante t6c{icas de Inmunoabsorr
de tern'tin ati o n, c oil/ir mcLl io rt atr d q u a nl i f ic a

cli.on, by Enzl,rt'te-linkecl irrilntuno s ot'b enl ass'ty ( EL,t

I

I

E L I SA qua lit ativ e - q uon tlt o tiw

ra5
l0rl
i.ott

trol
,h'ol

l''i

Este
decl
I''TQN

D./\u.L_L (vO:[e!i[sJ

DE LA AGENCIARECT

iljnffr:{ii#j
s Lamias Diaz

Firmado

15t11 t2018

por: Agenoia E6pliqld de Medioamentos y Productol Sanitarios I Localizador:6itY6 D

|Il autentir)idad del doctlnlenlo en la aflicaci6n Locallzqdgr de la Web de la AEMPS
.:--_ . 

i
P'gina 2 de 2 c/OAMPEZO,I-EDil'lc

l0 NoTlFlcADo 0318

Fecha de la

ORGANIS

lF34) 902.101.322 t(+341. 91.822

' Fa^t 1"34t91 822



":Ei;il
- i; ll i;i

6 lj:i il

; :t,il

g

i?

i:()

*,2
Pi'6 ri

()

r12

i

ao
d
t-
z
a
o
oI'
l
aI * ^,
. € oi:> 'r us

6? fitrf
=u a.cr ,'lNi 3e" iil3g ,i53 ii
P R s-69 it
:!l 5.op t:
FO ftf A '!d= .s
E |l tn
oF -lP!:
m{ :-it! ,a

;'Z -il'-< ii
€fi>ii

oz
(,

l
D

d
oF
O
Ug
o

!

P\
I

*

r

-F Ei

:bi
(:i

€'tsia .31

c Pi:3:i
F,3i
d:'!
t !i

c

q

!

t

I

3.3;i! t iq
[i: i-{
3.E 

.53

u 5 sra
.EE:!
3 " s\-.::-sk
EflF5a;ss
>,.u I :
:9 i 0t
EEiE
EFf},
E - S.R
E d'r:c.s.5'
:FE i r ,:
iiQ.g E.l ?p'X SEtrJE. S
e ! d-: 5
€ &\; ;i..3E SE:;E$ S!; rE oi::: €E€.J E ;qEsVF :;gidt'- + ;:v = v
;; q 

ca97 € <e- < 9
>,;;*
?? E
EE
9t

ij

.:l
tsl

t4

.(

.{

;i
9
il

-it

'!i

nh
.ES

afr

b!
F\

"P.oE"

:t

Edla<

x.il H
>,F,5! V\
€E€t I.vtrE,F
+E F

ee.!
e o o'
rsE
9E to:-!,s; =\5 5!\
:.EN.
;E.g';r !--c
,eii
Fer

E

s 
=HF,iE

! {Nfr'su
g E.s
r'I;
'E:i$
,i€il
sdni ri
EJHi s'Ft??
IFE

u" i:i
5 -!r 

':
Ee:
!cE

= g*

N
.E
o
O
E
o

j

.:l

o

o
E
LL

* x,"o
sdi
3 s.i
3. 

"' t'

-l,o':'():i
9. i
L'Ed
;'e x

4t

ct

2-s :its t
a! €3:s E

5i 3ii: h
€ \ o 

=w 
_ L.e* €5Ei A

titgigF
5," ,sgix fH
3: EE*r lif
i,E €€!* tp
3$ -'iSS frE
Eg ,E!$$ irH

5:i€ii*#
!liEgii=f;
eEi=ziifr
;:,s g*iil 

E

a,3
- 3!
u 9i
G IF
.3Eg
:! tn\{;
.$> 6
i.EF.:'Eg
-$ El
\" ,-o a
Xlllt:ZE
s :'9
\h=*ts1

'!HC: s,=
u dE
- <:* ri -
s 5;tlt(6; dk
E_v.-E

I

t
t:

F<

Fi

?:

Ix
FI
Rx
H
i:
I
I

I

r
i\
Rn
X
R)p
R

lr
-N

i{
tr
K,

?1ril

(-)

I

I
r
€
i
t
F'

E

;
,"
x

7

6I

fl
-
i

G

i
Y

-l,j

x

I
t

'AE
q1

e
U
z
AJ

X

E
l.
!l

tZ,

tf)

L)
z,

z,

X

=

.ri

.Q

rl;
rii
;ti
i i:1

F
G



EiN$
- 3?; .i

na5

9,1 i:
frN t2

;-i ii i1
0

=8

j

Eni lrl- 1;l
!l€t,
E lHl+
FIJI B

s 19I
,i l,{J 3

r.l
:r3;i
?i
;l
.rl
.rl
:r

. tl;:,

:

rl
ll

r:,

'- l2
az;s
0rI

,s
o
o
E
o
J

,f,

o
!

IDi
3 -'{
3fir"

o.:' Y
.qDi;o o;'e h

Cq
{

-

2s :ivS 8

3a gE:i E
Es :rii s EFi i.€!r f:;t 'E*$I ooAtT\^.F
--.: ; C E Y l\

g$ lrix p

+I E€iT F

ET 5s;R rB
?; EEfi !Eqt €€!* eFis -Eii ts?! r!li iB
;t 3a^3{ :r!'i5 f3;.i "8;; ;Eir nH,

i$u ,: i,i $ =H

;st rB^il Ei'tsDr Il d ! h:;:i iFSF, H

€Ei E6iE EEl.! [.EEse f
'sF !E.AF V D!iRd,-3bsio t

n

t

ii;
;,?

rti
F
|E

E
t:tsE
l6l s
l_ql E
IU] H

lpi!e

tsl ?

;:
-.i

,r
!

{i

i!
i:.

!

9

t:

n

g

E

I

I

I

I

J

,

'aJ

;

I

I

I

\
'd

E

i:

xx
S Ir

Rh;E
il I .$x
R$ES
FA Ef
l'i .f : .0

XFiElr: nug*tE
P \' d'r
Fx lln
Fl:Zs
NiSi
$t F I
[3 u d€
Fs 3{F/rxqE O VitFli;

o f,'",sE
oi

l

i

a

'z'6ktH
2E
HX

:t
UI,

er:4E
XEE Ji.
;n

<f,
E
F

U

*rur
3 e'i
d0g
sc!t) ,! j:
3f ; BPr(C\ X
o.: Ic's ; id
Xoii F;'s h 5c: .#

rFr iiim,lB4 Z
fd :
d{.I

--

a
E
s
I=z
U)
a
o

o

&

aQ
EVN2
o!J
Y>g<

6>

;<
;\z.E<
oo_
sffi

oz
tu

Uo
u
-O
Lr.l
x.
o

8.5 s.i
i't E< t

I E-tS ;
q

- t !'fr nE E\:
:9E5: :
0E -:

Duir5EEi: u -oEgFS LS.g,i.E e
>'E ij; SE-.;O .:r99Ft E-
G d n: c
EF.i U

EE$O ?;e,j'H T E E
Ea{:{ ,, ,l Ar3Ei.s : a ;El\'i S E- I'Egf& r € E

Ei{;i' + ; t
:iil = 

A e

e';i;B ^3 ^^q E

lE{B E ^EfrBe' !i-.cn = EiiQeN P'!€i!$ E i;3.83 Esgi4! ; Hi'EFt F

€€:l:" H 58ddu F

iEql: i 33333 e
l.se$E i ooooir E
ss'lsci E Ei*E!t- s

H E i€'t. c
&,Ei zV '3

6

{

d

o

=:!-t

?4:!
.i: ;:F
iq

8F
!*

Ea.

!&r

oY"

:\ 6

XHU-9 s

- !.?'a

E.E E
E U,IId!-s
nE g

pEE

-=f\od
9E F"

^i.s s9 ilr !
: .E q:.
:! ]j'iz F

,+i s
F 4A

g
d9 itratl !: ::

R =iii sF
I +Jli
E,J:E! n.F

sE,i
E:E.T.-H
I q:
qn9
xE{\ r-l
!Jg"i P.F
EEiXFEt l:E
s !d'rt J.9Fe;
qcaE
.s .x ,"

z8
r.J i
:.P

i-

'z F.

2E<=
X;

l.\ >6!
^t
<{

E
f

l



Cerfif

200i
c devalidezlDate of validity j tlN n"/NB

lgllll}0lS Hasta/ro 18/lI/2023 03

lo

8

lln lhvour pf:

Nombrlb/

Para u ducto I F or tlt e Dru (Iu ct !

Categoqir
Grupo ge

'I'inolTio

Ela > enlln tlrc Jirltliliet;:
Dia, Irfio'
Via G. C

ti agn ostic BioJrrohes S,r.l.
rducci.2l -2frA99- Sesto San Giovan - Milano {ttul1'),

D

Finr

Fec

P uer

l:)ste ce

2003 I

Certiftt

listc oc

cx1:vdir

Irr Dils
N',200
Diruati

RECTC

rado digil

radelal

l0 com0f

j

.r1)

1)

:gt

riti

rhl

iii

t;

\r
,/ ri

I do por el cert

) te ntrtl ltc n

:

icado es c
, \tD 1nn1

'rl 'l'hi.t rc
t lt),)n -,

ii
i

; : Fdo' Ma Jer

' -.*- -'.-_-'-
e por: y''gencia Espdfrolaide Medicamenlos y Producto

a ailicaci6n Lobalizad

Padina 1 d

:i

i ' ORGANISI\::
1

:i

;H,'ffri{lffi"T

ificado CE de Sistema de Garrintia dc Calidad Total N

;companied by the EC Full 
lualiDt 

A'ss'trrcutce Sy.tten

I

t cle la docnnrcntaci6n tdcrlica cf el diseflo colrlen ida en c

lisurlo do 1os procluclus dc.si:r-itoi curltpJc los rcqrtir;itos; di

t,\lneill ctf'the tla,s'ign cktt'tr.ntattlitliotr t;ttttltlittt'rl in do,v.si'e'

tt o/'tlrc ds,r(riheil profttr;l't lhtlil Ihe rt'rltrire.tnettr's of lltt

i

noviembre de 2018 
|

I MEDICAMENTOS Y PROqUCTOS SANITARI(lS
I

;ris Lilmas Diaz I

j Sanilarios , Localizador: CiJE(-:8290(

cr de la Web de la AElvlPS

e2

t0 N0TlFlcADO 0318

i C/ CAlvlPElZO, I - EDlFlCl
; 211022 lvlAD

Tel,i (+34) 9o2 1o1.322 /(+34) s1,u22.5!
Fax: (+34)91,822.5:

I

r8 
l

_i

OB
ltD
|.?)1

r.89

OORREO ELE

on031B@



A favor

Tipo d?;l
para el dl

nwterials

Clasificr:r

s reacflvos, calibradofcs y tnateriales de co

nts, and reagent produvLs, calibrators and c(

nnex II j '

i6n, confirtnaci6n y i'uantificacidn cn' mue

tis D, mediante tdctilcas de Inmunoabso:
th e d e t ermin ati o n, c o rfi r m a li o tt tt n cJ t1 u a n t di c

, by Enzvme-linked iniltuttosorbenl as'sa.1t (El

o:

productos incluidas $or tl fabricante en,,i

de confornridad, / This certificat4 covers a-ll lrademqrl$ of theselprotltrr:ts includetl by

'in hts eleclat'ation of cbnformity. i 
'

rasRea

hurna
enzl

in hu
tN

Flnrado dlgll poc Agencla Espaholaide Medlcainentos y

Fecha de la

I
i Fdo. Ma Jes0s Lamas Diaz :

.

a Jes0s Lamas Diaz 
i

on
ot1

A)

i

Toi.i (+34) 902,

no/CertlJicalc no

0393 ED:
rbcnd ae

Desde/.Froitr, tr

0N n"/l/B

031

tic Bionrobes S'r'1,

cct, Zl'-20099- Sesto San Giovanni - Milano (Italy)'

Nume : Idem :Dii;ec ciilnllAddress :

on031 B@6emps

9i1 1/2018

Localizador:



100 North Drive
Lake Forest, 02630

1.2665
.35s9

.GBG-

is the
IM

tlreir

TEL 949.
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Alicia Jeirome Volkov
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., Lake Forest, CA 92630 USA, do confirrn that

, Chisinau, MD-2001, str. Tighina 65, office 607

cculite@ CLIA products and accessories in Moldr
omote and supply our products, to contract fc
5.

Monobind Inc.
ISO 13+BS Certified Cornpany
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1)

and

2)

Addres
(on prod
L'E

3)

4)

Title

stic Medical Device Directive

NL- CA002-22758 and

2013-09-'16

(yyyy-mm-dd))

1 3-09-1 6

Qlga Teirlinck; Consultant, CEpartne14U BV

(nime; function and signature of authorized representative)

2013-09 DtoC MB

Declai ailolt of Conformity

NFORMITY

LAAN 13, 3951DB Ma.annru,ooRNLAAN 13, 3951QB Ma,arnru, iIHe NeTneRLANDS;
ls printed as:
sDooRNLAAN 13, 3951D8 Mnnnni TH! NETHERLANDS. www.cepartne14u.eu)

(name, type or model/batch number, etc.)'.

t Rroducts;

(see appendix)

(ngme; function and s:ignature of

F

l,

lc (yyyy-mm-dd))

Declaration form: Standard ISO/lEC 1 /050-1



Declar,ation of Conformity

List of

Fertility & lPrenatal

Lutcrnizing Hormone

Foliclc Stimulating

Prolar:lin Hrlrmone

Pro actin Hrlrmone S

Sysl€rnr

B-Huiran C;horionic

B-Human C;horionic
Rangrc (Ext, Range

20'13-09 DoC MB

Date: 2013-09-16

12.04.01 .05.00(tTl)) Test {3ystenr

3) fe:;t Stystem

n (TBG) Test System

Total Triidothyronine (tT3)
Hormotre riTSH) Thyroid
sternr

T:l SiE|{)) fest System

{iBlS) Te,st System

Free Triiodothyronine
Hornrone Free

12.04.01 .01 .00

12.04.01 .07.00l-hyroxine (tT4) Tes

12.04.01.02.00

12.04.01 .11.00Thyrotropin (TSH) T

12.04.01 .11.00Rapid TSH Test

l'3-Uptake (T3U)T

t hyroxine-l3inding

Thyroglobulin (Tg) T

Tot:rl fhyroxine (tT4

F'anr: (VASiT) Test

Total lriidothvroni

Total Thyroxine (tT

Free l-hyroxine (fT4
(tT3) & Thyroid
Thyroid Panel (VAS

1 2.04.01 .06.00

12.04.01.09.00

12.04.01.08.00

12.04 01 01.00

12.04 01 01 00

12.04.01.01.00

12.04.01 .01 .00

Neonatal (N-T4) Th

Neonalal TBG (N-T

Test Syr;tem

rne -[est 
Sys

3HP) Test 55

Test Sys;tem

1 2.04.01.90.00

TOHP) Test System

12.04.O1.12.00

12.05.01.07

12.04.01 .09.00

Anti l'hyroperoxidas

1-g)'Iest System 12.10,03.04.00

(Anti.TPO) Test System 12.10,03.01 .00

) Test liystem 12.05.01 .05.00

(FSiH) Test System 12.05.01.04.00

L) Tes1. S,y'stem 12,05 01.08 00

ial (PRLs) Tesl
12.05.01.08.00

onadolrr)pin (hCG) Tesl
12,05,02.05.00

'12.05.02.05.00

12.05.02.05.00Rapid B-Human



201 3-09

Declar,ation of Conform ity

Conisol Test System

t)Ht A-S Tr:st System

t)ehydroepiandrosterone (DllEA) Test Systenr

Estracliol (E2) Test System

Llnconjugaied Estiol (u-E3) l-ersl Systern

Frrogcsterone Test System

Sex I lormone Binding Globulin
Syst{)m

(SHBG) Tesl

Tesl(rsterone Test Sy:;tem

Frec I-estosterone Test {iystenr

17o OH Pnrgesterone Ters{ f}ystr:m

17o OH Prugesterone - Sll Te rst {iystenr

Growth & lBone Metabolisnn

GroMh Hormone (hGH) Tqs:lSystem

Parathyroicl Hornrone (PTFf) l-erst System

2S-flydroxyvitamin D3 (Vit4nrin Di3) Test
System

Diabetes

lnsu 11

Rapid

C-Pep

it00li- 11-

ito'10-0tj-

2101 1-09

2t01

2101

2l01Cr-O(l

2101 3i-09-

2).001"1

2t01C-06"

2101C{6

2:.010-10.

2011-05)

2011-09.

2005-1 1 .

20 1 0-06

200!t-11

Cardiac Markers

CK,lr,'l13 Te:st System

Troponin | (cTnl) Test Systern

9,9"1. (Dl9)r9'tryIgTl
Higlr Sensitivity CRP (ns-CR 

_l)

lvryoglobin fest Systern _

Pag;e: 3

-hC(l) Test

Hunran Chorionic Gonadotropin (hCG) , Human
Prolactin (hPRL), Human Luteinizing Hormone
(hLFl) Follicle Stimulating Honrn,cne (FSH)
F ertility Panel (VAST) Terst tiysli:m

Alpl)a-Fetoprotein (AFP), Hrrnirn Chorionic
()onadotropin ( hCG ), Unconiugated Estiol (u-
E3) Iriple lScreen (VAST) Test Siystem

Prognancy Associated Plasrrra Protein - A
(PAPf,-A) 'fest System

12.05.01 .90.00

12.05.01 .90.00

12,05,02.1 0.00

'12,05.01 .02.00

12.05.01 .02.00

12.05.01.03 00

12.05.02.02.00

12.05.01.06.00

12.05.01.09,00

12.05.01 .10.00

1 2.05.01 .1 0.00

12.05.01,07.00

12.06.04.02.00

12.06.03.13.00

12.06.01.03.00

12.06.0'1 .03.00

12.06.01.01 00

1 2.06.01 .03.00

12.13.01.02.00

1 2,1s,01 .07.00

12.08,01.01.00

12.13.01.90.00

12.1 3.0'1 .05.00

TesI System 2425-300 2475-300

Insulin Test Systern 5825-300

tide -fest Systern 2725-300 2775-300

C-Peptide (VAST) 7325-300 7375-300

2925-300 2975-300

3825-300 387'5-300

925-300 975-300

Test System 3'125-300 3 1 /5-300

3225-300 327 5-300



2013-09 DoC MB

De cl a rati o n of Co nfo rm itY

15.01 .04.03,00

15.01.04.03.00

12.03.90.01.00

'12.03.01.06.00

12.03.01.02.00

12.03.01.03.00

12.03.01 .31 .00

12.03.01.31.00

12.03.01 .90.00

12,07.01.02.00

12,07 01 03,00

12.02.01.02.00

12.07.01 .06.00

12.07.02.04.00

'12.07.01 .00.00

AtT-1t)1 1 2.50.01 ,16.00

12.50.01 .1 6.00

HPy-19G"300

HPy-lgM-300

HPy-19A,300

TBG-3OO

12.50,01.16.00

12.50.01.16.00

1 2.50.01 ,16.00

12.50 01 .16.00

1 2.50.01 .1 6,00

12.50,01.16.00

21.02.10.01

21 .02.10.01

21.02.10.01

21.02.10.01

lnfectious Diseases

Pylori lgG Test System

ll Pylori lgivl Test Siystenr

Ant I Pylori lgA Test System

Cancer Markers

Alpha Fetcrprotein (AFP) Test Svstem

CA 125 Test System

CA l5-3 Tesl System

CA 19-9 Test System

Carcinoembryonic Antigen (OEF,) Test System

Next Generation Carcinoembryonic Antigen
(CEA) Test System

Frec B-Subunit Human Chorionic Gonadotropin
(fphCG) Test System

Allergy & rMernia

Ferriiin Tes;l System

Folate Test System

ItrnrLrnoglobulin E (lgE) Test System

TrarrsfeTrin Soluble Receptor (sIfR) Iest
Systr)m

Vitamin B- I 2 (B 12) Test Systenr

Folatc, Vitermin B-12 (VAST) Tes;t System

Miscellaneous Controls

Anti I hyroglobulin (Anti-Tg),,\nti-
Thyr opero>r:idase (Anti-TPO) llDntrol - Positive
& Ne:gative

High Level Feftility Control - Sirr,lle Level -
Progesterone, Estradiol, Hunran Chorionic
Gonadotropin

Matornal Control - Tri Level - Human Chorionic
Cionadolropin, Free Beta Hunran Chorionic
Cionadotropin Subunit, Alpher Fe1.a Protein,
Estriol

Thyroglobulin (Tg) Control - I ri L-evel

H. f)ylori lgG Control --Positive 3i Negative

H f 
)ylori lgM Control - Positive 8, Negative

H. f)ylori lg,A Control - Positi!e & Negative

Thyrcid Binding Globulin (TB(3) Corrtrol - Tri-
Lev{)l

Miscellaneous Instruments

n*""f "t f LSn A CLn n*lyr,*
Autoplex Ge,neration 2 ELISA 8, CLIA Analvzer

Lumax CLIA, Analyzer

Neo-l- lrmax CLIA Analyzer



2013-09 DoC MB

of Conformit.y
Page: 5

21.o2.10.01lmpulse 2 CLl,{ Analyzer

21 .O2,10.O1

21.O2.10.O1

21.02.10.01LuMatic CLIA Analyzer

21.O2.10.O1Eldex3SEL|SAAnalfzer

Neo-Fldex llLlSA Analzyer 21.02.10.01

21.02.10.01

Plate Washer Microolate



M lnc.

DECLARATION OF C}ONFORMITY

Family TOTAL AND FREE ATE SPECIFIC ANTIGEN (PSA and SA)

Re

Na

Prod

MonobinC

requireme

And is in r

Place and

Signature

Name

Froduct Details

12.Oif .01.32.00

GMDN
ELISA
Code

Item #
EI-ISA

12.03.01.33.00
12.03.01.32.00
12.03.O1.32.00

ind Inc,

entative

100 f!orth Pointe, Lake F:orest, CA 92630

United States

crpeirtnef+u av,
Esdoornlaian 13, 3951DEi Maarn

The I'ilethdrlands
S

r\/

ne

Body

+31 (0)6 516.536.26

lD Number

NSAI

0050
304.1006

ion # NL-CAOO -2011-23306

Means Conformity

cleclares that the oroduct listed is in with the Annex lV, IVD Type List B
98179lECnd provisions of Councfl Directive:

ISO 14971 :2009
EN 13640:2002

October 28,2011

Title QA Director

ance with the followilO

EN 13612-2002 EN 980-2008
rso 181 13:2009 En r bO+t IZOOZ

Under the principles of ISO 13485:2003

otth Pointe Drive
iorest, California 92630 IIJSA

Phone: .t7.949.95t.2665

Fax: +1.949.951,3539
www.rnono com
info@ nrono0i .com
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