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auss Fibrinogen'tr00

IVD kit containing the following materias received is

HL

HL-3-24

HL-3-11

HL-3-21 Kaolin

SA

ETY DECLARATION

:100 NIH/mL 2 mL

e Buffer 25 mL

Calibrator 1 mL

pension: 0.5 g/L 5 mL

HL-6-0695

HL-6-1081

N/A

N/A

Each m
refer to

I has been for the chemicals used in its man

table above for t SDS of materials that contain haza
aco ion that reouires azard warnings to be applied to the I

hazard atement.

lf the p contains addit materials which were found to conl
subsl or contain them t concentrations or quantities l,ess than
classif i under EU regu ion 45312010 or ELJ regulation 12

defined not applicable (N/

Tel + 0)191 4828440 Helena Biosciencesi EuroPe

Fax (0)191 4828442 Queensway South, Team V

info@hele -biosciences.com Gatesfread, Tyne arrd Wear,

United Kingdom-biosciences.com

ture, Please
materials at
and/or

Trading Estate,
1 1 oSD,

Page 1 of '1

HL-€i- DOI 2015/0e(



s

s
3

E

.E

b
E

5

6
E

5

.9

,g
E
6

q
n

E:

ii

!l

o

5

N

F

E

s

p
dt:
J

E

I
c
E
E

z
6

.U

?,i

+ :6: 0d
t $ o*=E

s I8.:6 .6u

= 
.9 eB

fl i#*
5 aeS

3 (: CE
i 9Fd
! v 6'i I E+
i !33
I 6 --.>
3 gi-t

$ qE{g geE
* #si
F : E6g !q3e e. !.9

- F 1T:UP o <*A
; tr i'Ift
F E."E:E
,il ;FPis
E 4h:9E'
X 3F66E
E - ..

5
i
I
E

E

6

a

I
e

T

+

I

==

5

14 ?

efrE
: oe

i?fr- 3
!FeeqI r :I ;
FEfTFP 3 o*= d

I

a9
Bl

NY I

6E Q I 9

ffri r r
Q=d ; ;
Ey d 5 :IH t F EF'r E I i[:€ q q

nP d E 4

E+A 5 6
6Ee- S &
F{ 5 c C

g6: r r
AFA X EgB*g 5 5
Frg ; ;
5E5 ? I8;8 e 3

'' ':

iE EE F r55;

EEFBgE5h

;gRq
=5xs i *3i r t:,[
-P E s ,

!6 4 r i
:d + c' :

<i H 9.9:9
hi6 i s'li + zii' g *:E " is lti g !p r{ i F.o "3 i: _ 6^E :i! q * 

=s$_ F:i = F *ti9E E{ :' i &9
sX HE e E Ai3F E_i g s- 6:qBe : ,d h n+h

eAx XE n r
+€q 5E 8 i:r: HE i 6 FEEE 3$rQ h ;:33
8EE cc = F i o'io
$i$ $iEi E ;
o 4 ! -Y i ; d E o oildd " "ri E E € ,:
EEX:YB:= S ;EEi y g,E t E q. -gs 6; x : f :6 *! I f E E : ^

H ln H ,E : ilS
H** H *F E s g 3B$zzz i H< i -6 3 PEe
F}3 &$F+g EJSEI.g

R!A
rq * e
Er q I
rf q ;qpF
-q< B
66c€?i :EFidEe i
:eE '" L
9si I T
l"rl d ,B5: E JEgE F F:{I I Jlri F E:;i ; a:$g- E EI5i ! ! o9...X P 9 !

z.lHe* E i 6I :i :+5 5 X d

$, *FBil E i Rct g xii H s,=E ;ii i;3i i :E! *r_ ii g"d r Y9e I
gEEi RIei Fgg n-9;i;Hi I .E:d f "rri i era I :ax i ii,! !i Et3 E E,Fr ! +
r:i ri gE; -D 

=.Fd,9 :: dtFdg I g

lE sl oHgHR . ! EgE :i $i3!! sfrH E !::r ii 6Y<Er b66 r n'ilB il D;ieE izz 4 ?

EE $l PFI:F ois E $

3I
t
p

E

5

$I
&I
e

I
i Ee-e- i:FtHE i; FFF. qr Ri

r 2 ':!oV

E eI E56E
6 E,F $A+X
H &F IIPX8

E 90

.;esHs ii
$s"€*;1 -g:
5H6FqF,;9e
; ce 5v fi ! x E

E gHFF9.s E 3

22

560S
*3 q 5
E S P>i
: &9s
gPfrT
dc-tYtso6

i€ $ i
giE$
ssEii
Ii c i,te;r,i
rEFis
P * F:;

$H:ii
F =d ii69 .,ot i* 12

e * 9,!
iaFi
6id:_
/t :26hsia9Fs PH s [FaFs $;Etq

! e F_ x E xF i
i3 ei itgg6
i?'i'* iFsiE

aiiE e ii;Ea
siFF i EEtf e

6iEs ! gali6
gq;:B E $frEEE
+0EE 9.gB3ac

t^ r oI
6!i 5-PeE;Bf

igfigaeri[gE
$ErSgEEuEiS

_-tr

22

Eb3

^f
SP

22

'3.
E€8F

i 3 4 Ee'

Eag-QiEF*5
8;E I IxaeFa

^EEI

EE;;

&6
qY
,6i
9d

n

^9

B - HTt] s *'x

E r Ecibg "r ;FgE3 i 5FUS5 f 36*c
€ d ^cd:: d E+htE F gBgE
D tr AEAoi 6 FF*eC : "'=Y
@<::ox

i 16 g

+- x
: 5 X.:'- i
=A dyd e
F.d '.hg i:i d+ t ;
Fq AEi E6F 8ts& s

e! CnY F:P I
d's f

f x : s
:IF I g
l eg +,r€-56 g !s-lH 3 a-. e,5; I E.

F oc :
E

B - lli a
Fla'?He
Iigsti[Fsi
F E99 

gFE 
E?5

FEiiEE6*EI

n

q:;€ E

HF * i I
E So::?; E;:95:+ .E "'EiiPN " "---"

t

gf 1222ge ;.i'ii
b 6 t =--
.! B F:
9< 6 E xxr< o O oonc tr

:E @ I Yr
JX fl P€[s8* H F 6hfBl 6 tF*d>

> i9

:9i
6d 6

P*X
;sF
s i3
6Qx

JOP

;;h
dYX
6 0,F
F-'6Xb
esa
ig-s=
dh;9{:
dflt
a,: o

E FE
66 r
6t_
E Ft{

n<9

--'
ao6
HF X

q

?

I
q

3

I

e

1

9

9

3

c

g

5

;
+:

P

',t

Jt

P.

9:{
it: +

&

6

xoq
sg

R3
Eh
fr;iE

I f q
6;d
n 9s
9:9
ei*3:;

5 c8
Bq&
o P 9:lEi>

x o 6: Ex: E i5s;t4d 5 ifFE-d c Fa:E
'l! ; iedi+ [ &dsX
IJ E 8Pd:B e EeuEq6 S - 4645t d d E:i8
; d : E6g<d ) E 336:s il I cr6s

3 3 i--

e^< c
gc) d') ,3

;d

(=qP .9
E

f9 E.9- E

x i; :
d + i I
o0dF qi Io 't e
E
o F8 .!
IY}
o dt E

: 36 co l! 5

s Y; 9
.=
s E>o Pi: 2
- ds 6
o :" - ;
s -c F'

" o3

H !i TF( €€ E ,o a: ; 5
Oc

E nrt X ro iE -il "
Pi- $t ;$
2X HP tr -9j:- Ad : i

is5 s:E *Boo> I i6 q
l>o g ;P 

= 
j

6CY E !I -c{,Fv< F Fi H 3



Decl ration of

HL-7-01 37 DOI2115lo7 (7)

ln of the
the la of the Member

CE marking.Devices

Decla n of conform
Require ts and Annex
sections
AorE.
appr0pfl

to 5. The below li

body in the

Product
Gode

51 86

ss to the

Description

Routine Con

rsigned declare
Code conforms

Full ttJam M.J. Stephe

191 482 8440

191 482 8442
-biosciences.com

Tel

Fax

inJo

+44

+44

wvwv.hele -biosciences.com

ConformitY

Directive 98l79lEC on the a

States relating to ln Vitro Dia

to applicable sections clf An
lll (EC Declaration of Conform
terJ products are rrot classified und
roriate technical filels will be made

t tl"ris is required.

the devices registered against
the said Directives.

Title:

Date: 28

Helena Biosciences

Queensway Sor-rth, Team

Gateshead, Tyne and

United Kingdom

irnation ot
stic Medical

I - Essential'
) imposed by
Annex ll Lists
ailable to the

ification Code

above GMDN

ng Director

201 5

lley Trading Estale,

NE1.1 OSD,



Decl ration of

HL-7-0 |

ln Appli n of the

DOI2015107 (7)

of the Member
CE marking.

to 5. The below li

ss to the
body in the

the
Devices

sections
Aorts.
appropri

Declarat n of conform
Require ents and Annex

Description

Routine

ned declare t
Code conforms t

M.J. StephenFull Nam

Signed:

Tel +44

Fax +44

info@hel

191 482 8440

191 4828442
-biosc ie nces.com

biosciences.comwvVw.hel

Gontormity

I Directive 98l79lEC on the a

States relating to ln Vitro Dia

to applicable sections of Anne
lll (EC Declaration of Conformit
terJ products are not classiiied und
rpriate technical f[les will be made
tl"ris is required.

at the devices registered
the said Directives.

Title: Ma

Dirte: 28

Helr:na Biosciences

Queensway South, l-eam

Gateshead, Tyn,e and W

Unite<i Kingdom

imation of
stic Medical

| - Essential

) imposed by
Annex ll Lists

lable to the

ification Code

against th above GMDN

ing Director

201 5

lley Trading Egtate,

NE1 1 OSD,

';i
..1
,i

'i
'.1

I
rl

1

ir

Ll

'.i

l.I
. i.l

I
I
I

:,1 |
l.;l

I'I
I
I
I

,

l

i

:

I

i

l

I

I

I

... I

..ri
{
l

i

I



Decl ration of

DOr 2015/07 (7)

ln Appli n of the Cou
the law of the Member

CE marking.

Declara of conforman
RequI nts and Annex

to 5. The below lisections
A or'8. to the app
app body in the eve

Devices

Product
Code

51 83

DescriptIon

Routine

l, ther

Class;if
ned declare

n Code conforms

M.J. Steohenso

info@hel

191 4828440
191 4828442
biosciences.com

Tel +44

Fax +44

-otoscte nces.com

NE11 OSD,

Conformity

I Directive 9E/79/EC on the a

States relating to ln Vitro Di

to applicable ser:tions of An
lll (EC Declaration of Crrnformit

products are not classified u

riate technical files will be made
t this is required.

ol l3A

the devices registered against
the said Directives.

Title: Man

Diate: 28 J

Helena Biosciences Eu

Queensway South, Team

Gateshead, Tyn,e and W

Uniterl Kingdom

roximation of
c Medical

| - Essen'tial

) imposed by
Annex ll Lists

vailable to the

fication Code

above GMDN

Director

2015

Trading Estate,



iF
:!
ii

,!fr
:i l'!<
:3

ir:'t3t
,lcE

!-." F

:lU6

!E1

;d E

;;e

i :i:i :aod

E

lo

noi---

5

aq:
g is P r

ts:

E

5

F

e

{,6

!9:
B R: S

l9: I
E::

5

na

Fd o

E !$ ?

6 :9 E
c !i; -u; 9t iJ
o ;j g

3Eii3

t q;
ts?T

E EF'

Ee:
r {3
6 ts?
a' 9F! IF
: 9.6

!s Ei;i9 *!e'
6E ei:oe ?oP
i+ :16
s4 d6E

$! i E s

ai Fi i
l; 66k

!E i a$3
. as b E!iii fr "eeE

' 33 F gEg

tl BA 3 eBFi ;B E EqE

E i; s Ei; gi

i If f rql g,

i Ai E :EE il
$ $a I !p.ia i

E5

E6

>E
q-

b9!.;E
E;i{ig F

HE5

! F{
Y!9

3 e-6

EgE
6gE
eER

b:B
dg t

€s.'

g;3

3Ea

l

o

eE

is
3*

6F
i nn

"8

OF

>;

E4qi
'*6

, E6

e3
o8

8.9
.E

3:
,€!

u 9pF E3

< EE-

t !;

Ig

6d

E9
bE
6E
Ed

d9

Er
XE
!8

OF
ES

EE

5o

-ad
ie

Ft

6f

3

$

E

3

g

q

E

c

!ssi€l

8

A:::

6a-

r99?
:3.F8

fii;i2i
;i

se
u*

EF
e9

..3

PP
E6

{9
bE

E :F
T :E

i h9: !€
: 

'EI rR

i H€iF6! ,?9

" !g
f E;

i" FR

.!'.: e I
oP ^!
:1.: t 3
ll9 r EE
Ir:5 e*

::E -t gg

II : E ;F
i,; r 95
ii* 5 EE

;I! P EEjj: 3 fi'E

ii
):

.i

22 ;5

"E E:
!,E E gE' :E
E-s *E
u q= io
eii =;E*"5 S:
--ts€ o idig EX!3e EsEl+ t!I^:3 ;5, nE6 .iO'_E: 6[;-E 5F
oFo ;_:

EEE iEF=E EE

-E: s6o
grX €gF

EEq 5-E
:Fe 6q:
Frc :"iEEt; e6;
eE: #!HnHP rtP
u,'l: i" 3tr ;;E Y'9

E efr :5e
e Fss s:!
E eEE 9i! ig g?H E;P i0.=:5 ;.r ary'96i i=: ^i E5: 

= 
egr:F o<e n ;3E 9

e. eEg E ::i E

EFSE=i;gE

€3
a6
d'F
sS

p.q

E-E3

5

5

'3$ffi EE

Ei4E EiaasE F^'EESa *i

:i E E gE

,&l6E !t
:EE:E E!
.HiEg :E

E[ai ;!
BiEE :I
ggEi E[
e(.i .E

EEEa Ec"
<6-: :Ssiii f;q

*$gs;geeli eF

i35Eb $E
. i+5; 3d.;ii: h

q: E 8tF Nra

Fig;3 ii 
"

E pEs5,' 4F* 5

gEEEEiEfliEE

E 9eie,'i E SBg 9

a:

E6

'g

E}
P9.
x€iP

"EI:7
Er p*

:

=

9a
ni
Fd
9z

ts:

E;

d
=
E

F

..

=o

€l ePReE;!EE8T

: g I s Egr ' i, g !E€ H s.s;' Ei E €E

t$f:i.€IEEigE,;€E,i;,;eti
afl3FF*i*Egg:iE
i ; 35i:i: :;i €eci-Eg-rE

i;u";r,;Eli:gifi5E
E s = ;sic,ae;el,i 

iEifr,gE E Ei
Eigr:u€ g F;$5H5;E;

EIEEEEE E ***** ii gBE 
E sE E 

gg

r< ': d'::A 6 EE
e ! 1i9
*F E ;:
9t : xft
E. ! iF:- : &:

ifr E ii:; ; ::i Etp 95rF E "sEts 5 E5b! ! tia; i :t
:!

r !j 6i *9
:F. E EE :E

;: ! E! E:I:* EH" ;!ftE ;EE I:
-;ti i E EE * EEEEil{ ErEH:g

gi[i'-E'Eiiitu[

B! B $ 
ge 

ErIFF B

!>
6

i
I
1i

l:
!

!:
9
t:
t:
l9
i3

t!

19

its

p

ia

i5
il

sg
30
!o

.E'r

] EF

3g
sE

EEP

.

.:

<a

'a=

qi 989 F
<i
d*EE9
942

E ;r: 3 r *X scP n d i

+ i:F E ii p

*!
sifl
9;
t3
it€
E3
f,.9

Ri

f8

8g

!;

g'

E

a

I'

,&

ii e

qg j

*.9

I i39 ^ EE

9 fr <c
? P eCF d frA
E EEF.
6. &Ht R: EEE iB : E! 5

fli ::s 
=6i i 39 ag, E +; s: ii 3e ;t q+! I

E E EE 
'9 : F! !1s q q: i

5 F5E 8
: E Ed j
c g 48 F5 3Eg E

E14gl
€ie p:

E. E E:
;HH:! dal

$ H 5 i:
6 tr i! o.

E E E iii

6

2db:
<;zla.Pz<aa;;:E;;;qE E ! 9; F: U

535,J883;
9qtgE!ps

EeeEE,FE€
3

8

d

t66

5 E:8i

{3 E:

S: ri 9i

3 E 6:5i

FI

g

;I
3.

q

^9
9,4

!5ld

Ei;
F!

Et

E6

s

3

I

9

&
9

g

E
F

I

P

F

E

a
E9

ri

E:A
E+f

[:iEi

,&
e

F:.:: E

t,i i'ii 5

, ti'Ei
6:

i 8i:l' ils:"
3: E:q
!s6! qi!:i !4E:qe6

! 1d i r
fg,saE

-II.FFFEq9999
E66666
E E'5 E 5 E

*,
iI E !.HBB$

-
I
3
E

eF 6€ g

SFES!
AT €;I :E: E$3 *
E< o4q d

!r eeP :E; EEI c
E$ sg.: i!s g!.fl .
H! -gE egI fiFE gFh Z3g ;:,q ;osi ?E; lEE i>EX Etg Eg€ P
-E P!5 6;! e;i !oF €8t g'

ir q;? 
E€; EsS E6P dE: :i3 :Bi :

:E E nsE ?5te9: .eF
gdg x d :
3€8 E P e

=lgF ; f-'a!!i
PdP ^s 2!;EsE
EPF : eHciii
:Hi E Fgetff
EEi a giaE€E

EF
8P

EE

*6
!5 FEs5€ ZfrEsE aEE4F ::9'v 1""5!s !;3
Ft

a9
e$
OK
9E
eP9dE;

-9P F!E- E ! n 99E.'5 PE;
EiP 385oEF i =es
€3s 5 EEE:
6qu a *ed6-5E E ;irezP& f ;€d;
=ls u iP€B
EEE $ g*::oEn g -:eePE: F [fiEb
FE* i sH:€

EE
X o-Q
'= 9=
b il';
N E_A
E ixa oa

o
o
N

o
I

q)

o
o

Eoo
o-

9;ESlarq,
igEq
-ilp
6EEi
r,19:

6EiF
i*teg

t l<l
P;p=
e:Bt
ri*E
q: +id:*l
e 9t'
?IEql
,PA-_

6 ig!l
Ei'!:
9f6d

lcEii,
FiSit f *
Ff;E*I 6'
F$E!IF i;l: SiiS &
g EEJii E

Fe Ei'l 31

* lks{ Si

fiE€iIi E

;:;i$ H
i:i6E g

F+;fE tr

U)
c)

f\-

o

o
o
o

o

=
Oo
oqEE
9.9 aPe 6tr: t
I@o."E A

:ryE&is
:di?5d
dp
A gt
: fr-<

9 6r

: d;

€ci
s _ub

o 6:
.z i2
d r!
q .Ea
;5<3 ;a

Z i L9
I * 3E
F, if; €i
A EC €E( :! 33
P - *.
l

!od
io:
F9gii

E,"
;s
6E
B .91

E 8E
t qg

; d:

s _q6

fl €;
6 33
E OE

igq
E5i
I :q

" esEi
E l$i;
E ;5df
f,
p F do

5u

Tfl
Ltd
i!
FlOFC: : E

6p
o9f,B { d{
3 = 6P
! ! 96
E ; S:
E r: 'l r:.9
9!, = Ye5>' a <6'6Y, : dX'EF:... E doitRI: t {-3

g ;6: eq
crooo. d 33b o9

U ;O

9 9G

- N6

<l ;o.:

, ::€ g efEi; EE: t isg!; r,9 3 3 -E !{E?- 6:--; )< Your
T IE E I Y

.E 5EF,i: fB - '"

5<

! ,58S
E rB.E.E
b, edd6

E

E

,E

E

t
E
g
s
E

3

I

- q9
d 6b

6 g:l

E ia
: P€

q q'

:*E'EI = Eb

g E i,g

fiqEE

3

3I

E

E
I

E

'E

P

,,, P

;p
z1

E

!

s€

* $ir di :
Y Se

li

=d
-
uJ

f
J]

F

v

9
.2

90



Decl ration of ConformitY

HL-7-0136 DOI 2015/07 (6)

In Appli of the Cou Directive 98/79/EC on the a

relating to ln Vitro Diagthe laws
Devices

of the Member
CE marking.

Declar n of conform to applicable sections of Anne

Require ts and Annex lll (EC Declaration of Conform

sections
AorB.
appropri

to 5. The below li

ss to the a
lect products are not classif ied und

oriate technical files will be made

Product
Code

51 85

l, the un
Classif ica

body in the this is required.

Description

Calibration Pl

ned declare the devices registered against
Code conforms the said Directives,

Full N M.J. Stephen Title:

Signe'd: Date: 28 J

Tel

Fax

+44 191 4828440
191 4828442
-biosciences.com

Helena Bioscienr:es EuroPe

Queensway South, Team V

Gatreshead, Tyne anrJ Wear

United Kingdom

+44 (

nces.com

NE1 1 OSD,

oxirnation of
Medical

il - Essential
imposed by

Annex ll Lists
ilable to the

ilfication Code

above GMDN

ing Director

2015

Trading Estate,



Decl ration of

DOr 2015/07 (1)

lnA ion of the Cou
the laws of the Member

CE marking.

Declarati n of conforma
Require and Annex
secticlns
AorB.
appropri

to 5. The below li

ss to the a

Devices

Product
Code

ccu+ri

| +ha. rrnt! UtG url

Classif ica

body in the

Description

Calibration

ned declare t
n Code conforms t

M,J. Steohenso

Signe'd:
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191 4828440
191 4828442
-biosciences.com
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Directive 98/79/EC on the ap
Vitro Diagrefating lo ln

to applicable sections of Anne
lll (EC Declaratircn of Conform
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ate technical files will be made
this is required.

t the devices registered against th

the said Directives.

Tillle: Man

Date: 30 J

Helena Bioscien,oes Europe

Querensway South, Team V

Gateshead, Tyne and W

United Kingdom

NE1 1 OSD,

oximation of
tic Medical

il - Essential
imposed bY

Annex ll Lists
vailable to the

GM
Clas fication Code

above GMDN

ing Director

201 5

Trading Estate,



SA TY DECLARATION

Product escription c libration Plasma

Product ode 5 ;04R

The prod ct as received is an VD kit containing the following material

Product iode F roduct DescriPtion

HL-3-.14

HL-3-.14

HL-3-14

HL-3-14

Each n
been fc
concen
regulat

Tel
Fax

+44
+44

HL-6-0

SA

rrial has been ass<

I to contain either
,ions or quantities
45312010 or EU re

)191 4828440
\191 4828442

DOr 2015/08(

Calibrant 1 1mL

Calibrant 21mL
Calibrant 3 1mL

Calibrant 4 1mL

sed for the chemicals used in its manuf
o hazardous substances or cclntain the
ss than those requiring classification un

ulation 127212008.

Helena Biosciences EuroPe

Queensway South, Team Valle

Gateshead, TYne and Wear, N

United Kingdom

and has
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rEU

Trading Estate,

11 OSD,
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OB-Hi Rapid T
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Wash hands
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smoke, drink, or eal

of all strecimens and

ling results should be l(
well of tho device AnY

invalid and must be
lhe lesrt in a

should not be

ARATION
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oughly after performing the lesl

I CDC Universal Precautions for biqsaletV

areas wlrere specimens or kit readertareas wltere specimens 0r l(it reageTls are

erials usecl lo perlorm the test as bio-lazardous

J 1O minules afler a specimen is applibd lo lhe

,sults interpreted outside 10 minules dhould be
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with slrong air flow, i e electric fan or:kcng air-The Orslte FOB-l-li RaPid -fesl 

is lateral llow chromatograPhic

qualilative detection of fecal orcull in human fecal sPecimens in

professionals a$ a screening test
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Any !se o. interpretation of this test result must also rely on clinical findings
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SUMMARY EXPLANA'ION OF THE TEST

The Anlerican cancer Societv and for Disease Cont.ol an occult blood

the €arly deteclion of colorectal .Two types ol

dye t€sts and (iFoBT)

The guaiac lests al€ widely ulied but accuracy, Tho guaiac dyo is a

phenolic compound lhat can t{) to quinono by hydrogen Peroxidase
hemoglobin (hHb) resulting iD a

guaiac tesls are much lower lhan
color change. The sensitivitY specilicity ol

of immunochemical assays, The accuracy of lhe

guaiac tests is related to dietary including hemoglobin trom and uncooked

frurts and vegetables. Non-cancerous tract bleeding and intake may also

cause false positive results wilh

lmnunochemical tesLs are highlY for the deteclion of hHb to the guatac

method l-he results of FOB tests (|FOBT) are not by dielary
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ctal cancer by 60%".icreenin0 tests reduced mortarlity of
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All roagents are to use as suPplied unused Lest devices unopened at 2 q0"C. The

positivs arrd controls should be
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*l
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ol human

the control line

not dovelop, the
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Step 2
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Absence of lhe T line suggesls a

antibodies fegardl€ss of the color
test result is invalid, and the

REAGENTS

1 Individually sealed foil l)ouches
a One cassette lest device
b One desiccant

2 Stool collection devices, each
R201 1)

3 Palient lD stickers
4 One package inserl

MATERIALS MAY BE

Posilivia FoB Rapid lesl
ne(,ative control,

MATERIALS
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Note lt is

1

2

Step 1i

Step 2:
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Step 4l
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the stool collection

Hold stool 0ollection device

uL) of solution into the
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This package inserl frust be completely before

tollow lhe instructions InaY test fesults
Do not open tho soaled pouch

Do not use any kil comPonents
Do not use lhe components
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ready lo conduct the assay
their staled expiration date

any other type of test kit as a fubstitute for the

block the sample well and
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5 Bring all reagents to room ure ('15-30'C) before use.
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lnternal Control: This test

develops after adding
procedure and rePeat t€rst with

ExlDrnal Controli Good
positive and negative, tr)

the {ollowing circumstar$es
a /\ new operator use!; lhe

b. /\ new lot of tesl kits is used.

c /\ new shipment of tesl kits
d. -fhe temperature durng
e The temperature of the tesl
f -lo verify a higher lhln
g. -fo investigate the cause of

NF(;ATIVE Rl:SULTT ll
co[]entralion of hllb in lhe
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PoSITIVE RESULT: ln
test indicates that the
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e obtainecl even when a gastrointeslinill disorder

and concenlrations losted:
4 Oietary iron lFe2'F63*,
5. Glucose
6. Horseradish Peroxidase

OF THE TEST

Rof6rBnce Inlormation: can Colon
httpr//ww.cancer.org.

AL, A comparison oF Fecal oc:cult

J [.4ed. 1996i 334:155-159
or by immunochemical fecal ocoull

1011-1024.
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2 00C mq/dL
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INVALID; lf no C line the assay is invalid
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fecal specimen collected, eollect

CHARACTERISTICS

Se nsilivi(v
The analytical sensilivity of the

!!ecificitv

is 25 ng/mL hHb in buffer or 3.5 hHb in leces

The Onsi/e FOB-Hi ltapid is specilic to human The following
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of any color
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for
Saito H.
(Review),
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]'eli 858-457
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EFI
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thDrie substances into
levels of FOLJ standard
concenkaLions tested, {he

Or,Si16 FOB-H| Rapid I est

Datc releascdl
English Vcrsion

Fot Export Onl.y, Pot R*sole In the US/l
'1 Chicken Flemoglobin 2
2 Turkey Hemoglobin 2

3 l'ig Hemoglobin 2
4 lleef Hemoglobin 2

5 Goat Hemoglobin 2

Do$e Hook Effect

The OrSile f:oB-Hi Rapid Test settes do not show any hook
hHb in bufferup Lo lhe concentration of 4

BjJ)roducibilitv
Known posilive specimens
were obserued Similarly,
tesled in multiple assay

jn mullrple assays and
negative specimens produced

cllnical Pertormance

A btal of 1 35 specimens wete
and by a leading comfirercial F

the following table:

and tested by Lhe Orslle
rapid test. Comparison for all

RelaLive Sensi(ivity; 95 tl%,

I nterferonce

Specificity: 98 8%, overall

common substances (Duch pain and fever medicalion, blood

affect the performance of the FOB-H| Rapid Test This was
serum and negative serum

and positive). The results

6 Horse Hemoglobin
7 She6p Hemoglobin
B Fish Hemoglobin
9 Rabbit Hemoglobin

mg/mL
mg/mL

2 mg/mL
2 mgimL

5

prozone eflect

may
udied by spiking
spiked with two

at lhe
ot the

-Hi Rapid Test' Gassette

acid 20 mg/dl
100 nrg/dL
40 nrg/dL
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testing for the
give inaccuEle
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non-rBaclivo result
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il the quantity of occult

FO8-Fli Rapid Test
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obtained with this test

Found Early? (onlino) A
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Aulhofired
RepreseDtath e

Date of Inanulaclut e

studied do not atfect the



I hereby
reqLllre
Parli
require

Eddy V
Techni

ffim
rllilnil N0 0115{Q?97 VArNo

DEC ATION OF

D L

PR DUCT IDENTIFICA' toN

Froduct lame Catalog re number
RPR Car ron kit 04

o4
1 504
500A

MANUFACTURER

Name -orne Laboratories
Address Jnit 1 Cutbush Parkl Int

fanehill
-ower Earley
3erks, RG6 4UT

ustrial Estatr

Country Jnited Kingdom

ME,

,clare that the pr
rts and provision
and of the Cour
rts of Directive 9

ation is valid fror

uis
)irector

NS OF CONFORN

lucts listed above con
of Directive 98l79lEC
l(also Sl 2002 No.61
7gtEC).

17 May 2015.

Unit l Cutbu

Berkshire R

ITY

ply with the
of the Eurol
which tran

Laboratories Lir

Park Industrial F.

tanehill, l.ower l--

4UT r.Jnited KinF

l(nd olfrcr! n5 alrdvo R!

n

S

ate
'tey

om

ES

l:l'
JFl;

ln Ent

LOR
ABORATO

Iet: +44 {0) 118 921

P6x; +44 (0) lL8 986

Emait: info@lornel

www.lornela

the

E
ES



E LABORATORI
GREAT BRITAII{

KIT COIMP

1) RPR
a lipid

): Carbon particles

, lecithin and
pH 7,0 containing a

cap): Artificial serum with

cap): Animal serum conl

NOT SUPPLIED

delivering 50 pl
of rotating at 80-100

to reach room tempera The

ano
reduced at low temper

one droo of each Posi
circles on the slide test.
gently before using

gently to remove air bubbl

position and
(20 pL) of lhis reagent next the

to

, spreading them over the entire
stirrers for each sample
rotating table at 80-1

s could appear if the test

RESULTS

ion (medium to large nps)
and within lhe accepted

the presence of reagtn.
ion (small clumps) a

a weak positive
of the test procedure, ES

constitutes a negative re t ano
of the test procedure,

be performed in the
using dilutions of the

as follows:

s in the same way as

st positive dilution series.

straight after the 8-minute
that a negative result

due to drying of the reagent.

S LTD.

I the
and

DIRECTIONS FCIR

SUMMARY

At one time, syphills was major medical disease wi a host of
different manifestations primarily through conIacI.

agent ofThe advent of penicillin in 1 changed this. The
syphilis is Treponema a spiral bacterium (spi The
soirochete causes sonle aoe to the heart and the

wrn
)rn

these fragments. are two
of syphilis. TPHA which

detect antibodies to
seroloqic tests, which

pallidum, and
Reagin in infected people.

PRINCIPLE

When used by the techniques, the
agglutinate (clump) it-t presence of reagin. No
usually indicates the of reagin (see Limi

KIT DESCRIPTION

Lorne RPR Carbon l(it is
detection of syphilis, The

non-treponemal serologic test for the
RPR Carbon Antigen mtcro

particulate carbon, which in the microscopic of results,
nll the reagents are at optimum dilution for with all

some tissue fragments, T
antibodies, called rezrgins,
different tochniques for the

recommended techniques
addition. F:or lot referernce

-20oC. Specimens must be
hacmolysis and lipaemia.

patient's immune

from bacterial conl

be worn when handling
and a laboratory coat.

, releasing
produces

Labels).
reagents,

2) RPR
titer >

3) RPR

7) Plastic

MATERIAL

a) Pipette
b)
c) 9 rlll s

QUALITA

1. Allow

2. Ftlace

4)

o.l

1.

the need for dilution or
and expiry date see Labels.

STORAGE

Do not freeze. Reagent vi should be stored at 2 - on receipt.
Prolonged storage at res outside this range result in

accelerated loss of reagent v.

SPECIMEN COLLEC]IION

Specimens should ber with or without
aseptic phlebotomy lf testing is delayed
be stored at2-BoClorT da or for up to 3 months at or

Swirl
dropper
the mi
F'lace
the
sanlpres
Mix the
su rface
Place
for 8
after

INTERP

from

5

o
usrng an
tens can

fbrn

PRECAUTIONS

The kit is for in vitro use only.
Do not use kit past e ation date (see Vial and

1.

2.
3.

4.

5.

'1.

2.
3.
4.

5.

6.

products derived numan or
from infectious agents. must be

of each vial and its
RPR Positive H319 - Causes serious irritation.
Follow the statement given in the

DISPOSAL OF KIT AND DEALING WITH

For information on disoosal kit reagent and
spillage site see Material Data Sheets. on request.

CONTROLS AND ADVICE

It is recommended the Positive and Negative
tested in parallel each batch of tests. T must be
considered invalid if do not show expected
Shake all the reagents before use to ensure eneity.
Do not interchange s between different
lhe circles on the tination cards should be touched
with fingers, as this invalidate the test results.
LJse of kit and lion of results must be

ified personnel in accorproperly trained and
requirements of coun where reagents are in use.
The user must the
other techniques.

suitability of the for use in

Protective clothing
such as disposable
No known tests can
antmal sources are
taken in the use and

within
the

within
tne

SEMI OIU

1. 'The

as the
ota E/t-

2 Make

3. Test I specrmen
teohnique

4. Read test irnd note the

STABILITY THE REACTI

by
1ne

i oul
with

Slide tests
period to
inconectly i

0e
the

tng
be

RPR CARBON KIIT:

Antigen (Red

buffer 20 n
ve Control

bottle(1 x2ml
Needle (xl ).
agglutination

rotating table
solution,

TECHNIQUE

reagents and
of the test may
pL of the sample
controls into
RPR-carbon

micropipette in a
and add one

be tested.

the circle. Use
slide on a
Falsu' positive
than 8 minutes.

TION OF QUAL

a positive
proceoure,

til'e: Weak
of the test area

itative test

dilutions of
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2. A Non Reactive result itself does not exclude a
syphilis. Clinical should not be made on
single test result,
laboratory data.

should integrate both

3. False oositive results been reported in

infectious viral pneumonia,
l:^^^^ ^^pregnancy ano

4. Bilirubin (< 20
g/L), do not

hemogtobin (< 10 g/L)
Rheumatoid factors (>

interfere. Other may interferes.
5. False positive or results may also occur

end of needle

LIMITATIONS

1. RPR carbon t€)st is
samples should be
TPHA and FTA-Abs

a) Not expelling air
b) Not maintaining

1.

Prior to release, each
the Recommended T

1.

mentioned in ther

2

J The reagent
lnternational Sta
reference number
Prozone effectl No
>_11128.

5. Diagnosticsensitivil
6. Diagnosticspecificil

DISCLAIMER

with treponemic
the results.

bottle and

nended Techniques.
of Lorne RPR Syphilis K
niques to ensure
is calibrated against

for human syphilitic

effect was

100%
100 %.

for the performance of

al. Gastrointestinal

pbsition when the antigen.
c) When the specimen from the

some of the; being drawn up in to
Contaminal.ion of
lmproper storage

materials
test materials or omissi

Deviation from recommended techniques

SPECIFIC PE CHARACTERISTICS

The kit has been

d)
e)
f)

The user is respon
method other than
Techniques.

mentioned in the

Any deviations be validated prior to
established laboratory
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AVAILABLE KIT SIZES

For the availability of sizes, please contact:

Lorne Laboratories
Unit 1 Cutbush Park I Estate
Danehill
Lower Earley
Berkshire, RGO 4UT
England
ret +44 (0) 118 921 2264
l=ax. +44 (0) 1 1 8 986 451 8
E-mail: info@lornelabs.com

500 Tests Per Kit

for syphilis.

by all the

Reactive
sucn as

of
ofa
ano

SUCN AS

lipids (< 10
lU/mL),

in a vertical

of reagents

pro0eoures

is tested by
reactivity.
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(NTBSC

up to titers

kit by any

use usrng
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Ag apid Test
The OnSite H Rapid Test is a

detection of he

than 1 ng/mL.

Uses human m or plasma

Can be

Result in 15 mi

Individually seal

Ond cassette ce

One desiccant

Plastic d

titis B surface (HBsAg) in human serum or plasma at a

laterbl flow chromatographic immunoassay for

without the use of boratory equipment

foil pouches contai

Package insert (lnstruction for use)

he qualitative

equal to or higher
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LOR E

DIRECTIONS FOR

SUMMARY

In acute streptococcal the toxic
stroptolysin O (ASO) is in response to
antigens liberated by streptococci of
lnformation on extent and of infection can be

moasuring serum ASIO Elevated ASO levels
found in patients from scarlet fever,
arthritis, tonsillitis, and
healthy carriers.

streptococcal infections

PRINCIPLE

When used by the
reagent will agglutinate

d techniques, latex
in the presence of

exoenzyme
o

A, C and G.
obtained by

also been
rheumatoid
well as in

in the
-strerptolysin
absence of

of ASO
for use

free from bacterial ion, fibrin,

use only,
ation date (see Vial and x Labels).

be worn when handling
and a laboratory coat.

REAGENTS AND MA REQUIRED

a) Small glass / plastic test
b) SerologicalPiPettes.
c) Graduatedcontainer.
d) I g/L saline solution.

RECOMMENDED QUALITA TECHNIQUE

LABORATORIES LTD.
GREA-T BRITA \J

((

Red cap): Human serum
containing a

.0 mL, Blue cap): Animal

ASO Positive Control (1.0
ASO concentration > 200

2)

4)
5)

4,

5.

1,

2.

1.

ASO Negative Control
containing a preservative
Pipette-Stirrers.

O antibodies. No ag{lluti ion generally indicates
anti-streptolysin O (see Limitations).

KIT DESCRIPTION

Lorne ASO L.atex Kit is a test for the
antibodies. All the are supplied at optimal

z Place 50 pL rrf the and one drop of each
Nr:gative controls into ate circles on the slide test.
Swirl the ASO-latex t gently before using and

Disposable agglutination

Allow the reagents and
The sensitivity of the test

drop (50 pL) next to the
Mix the drops wilh a

Swirl the slicle gentlY
macroscopically. False
is read after more than

to reacn room ture.
be reduced at low , res.

and

after 2 minutes read the S

results could appear if ) tesl
mtnutes.

the accepted limitations of
of ASO in specimen < 200 |

acute streptococcal
repeated at weekly

with all recommended
dilution or addition. For
Vial Labels.

without the for further
reference number and date see

STORAGE

Do not freeze. Reagent should be stored at 2 - on receipt,
Prolonged storage af atures outside this range result in

accelerated loss of reragent

SPECIMEN COLLECTION

Specimens should be with or without
aseptic phlebotomy . lf testing is delayed
be stored al 2-8"C for 7 or for up to 3 months at

e to be testedr
, spreading them over

surface of the circle. Use erent stirrers for each
ont re

reagents,
such as disposable
Materials used to the kit were tested source ano

N' +2 and HBsAg
no known tests

human or animal

disposal of eacl'r vial
Care must be taken in

its contents.

DISPOSAL, OF KIT AND DEALING WITH

For information on of kit reagent and
spillage site see Material Data Sheets. on request.

CONTROLS AND

found to be negative
microbiological tests.
that products dr:rived
from infectious agenl

ASO Positive and Conhols must be
with each batch o1 s. Tests must be

INTERPRETATION OF'QU ATIVE RESULTS

Positive: Ag{Jlutination latex particles constitutes a

result and within the limitations of the test
indicates a level of ASO i the soecimen > 200 l.U/ml
Negative: Ncr visible
a neoative result and

of latex pafticles

procedure, inrjicates a

RECOMMEDED ATIVE TECHNIQUE

The semi-quantitative can be performed in the
as the quantitative
g/L saline solution,

using dilutions of the

2. Make doubling dilutions as follows:

'li:st the specimen
cluantitative tetchnique

in the same. way

A Agglutination of the sera

5. Normal levels of ASO in

RESULTS

is < 200 LU/ml.

The til.re is exprerssed as reciprocal of the highest
showing macroscopic agglut
dilutiorr, the titre is 1600,

e.g. if this occurs in

by
the INTERPRETATION OF ANITATIVE RESULTS

T using an
tens can

-2OoC. Specimens rnust
gross lipemia and gross

PRECAUTIONS

1.

2.
3.

A

'1.

2.

3.
4.

5.

6

The kit is for in vitro
Do not use kit past
Protective clothing

controls do not show
All the reagents must
Shake the reagents
Do not interchange
Use of kit and
properly trained and
requirements of the
The user must

a pproved
guarantee

are free
use ano

ola

in parallel
invalid if

other techniques.

KIT COMPONENTS S

1 ) ASO Latex Reagen 5U
streptolysin O, pH,

results.
allowed to reach 18-25oC
before use to ensure

between different
tation of results must be I out

withpersonnel in accord
try where the kit is in use.

the suitability of the for use in Positive results may indicate
which case the test should
determine the progression of

coated withLatex particles
a preservative.

n O (ASO) In Serum.ASO Latex Kit: F

Document reference :CEPl031A ument issue number: 511112019 Page 1



STABILITY OF THE

Slide tests should be
period to avoid the

immediately after
that a negative

incorrectly interpreted as ive due to drying of the

LIMITATIONS

1. be obtained in

streptococcal in as well as in healthy
Hemoglobin (<, 10 bilirubin (< 20 mg/dL),
g/L), rheumatoid
substances may

(< 300 lU/mL) do not

3

4

Early infections in from 6 months to 2
false negative results.
A single ASO does nol
information about the state of the
biweekly intervals 4 or 6 weeks are
the disease evolution
Clinical diagnosis not be made on
test result, bul integrate both clinical

6. False positive or false results may also
a) Contamination materials
b) lmproper test materials or
c) Deviation from

False positive results
scarlet fever, aoute

SPECIFIC

6. Diagnosticsensitivity:
7. Diagnosticspecificity:

DISCLAIMER

1. The user is

recommended techniques

CHARACTERISTICS

for the performance of I

mentioned in the

al of Medicine 1992.

1

2

3

4

5

T he kit has treen sed by all the
mentioned in the
Prior to release,

Techniques,
lot of Lorne ASO Latex K

Recommended T to ensure suitable
The ASO-latex. sen is calibrated against
lnternational S ASO available from
Analytical sensitivity:
assay conditions.

(t 50) lU/mL, under

Prozone effect: No
lU/mL.

effect was

%
To

method other than
Techniques.

2. Any deviations be validated prior
established

BIBLIOGRAPHY

1.

2.
3,
A

5,
6,
7

Haffejee . Quarterly
305: 641 -658.
Ahmed Samir et al. Annals 1992;21:
Spaun J et al, llull
The association of

Hlth Org 1961;24:271-
Pathologists 1961 ,

Picard B et al. l-a P se Medicale 1983i 23t 2-6.
Klein GC. Applied
Young DS. Effects

1971;21:999-1
drugs on clinical labor

AACC Press, 1995.

AVAILABLE KIT SIZES

For the availability of sizes, please contact:

Lorne Laboratories
Unit 1 Cutbush Park
Danehill
Lower Earley
Berkshire, RGO 4UT
United Kingdom
ret +44 (0) 118 921 2264
Fax'. +44 (0) I 1 8 986 4518
E-mail: info@lorn

100 Tests Per Kit:
5.0 ml ASO Latex

1.0 ml Positive Control

Document reference : CEP|031A issue number: 5l'l'l 12019 Page 2
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tfE LABORATORIES LTD.
GREAT BRITAII'.I

RAPID LATEX KIT
DIRECTIONS FOR U

SUMMARY

C-Reactive Protein (CRP)
Tesponse to
disappears when
in cases of bacterial
malignant diseases and is
arthritis, viral infections
detectcd in patients
operations as well as in
other bullaous lesions.

Lorne CRP Latex Test Kit
consists of latex particles

-20oC Specimens must
gross lipaemia and gross

PRECAUTIONS

y appears in serum of
conditions and tissue

conditions subside. lt is

, active rheumatic
seen in association

tuberculosis. CRP

3) CRP Negative Control
containing a preservative

4\ Pipette stirrers.
5) Disposableagglutination

MATEIRIALS AND

a) Serological Pipettes.
b) Mechanical rotator

rpm.
c) Vortex mixer.
d) Small Glass or Plztstic T

drop (50 pL) next to the
Mix the drops with a
surface of the circle, Use
F'lace the slide on a

minutes. Falsr: positive

1. Positive: Visible agglutin
positive result and within

Nregative: No visible
a neoative result and

Make doubling dilutions
solution as follows;

e cap, 1 mL): Animal

REQUIRED

with adjustable speed of

Tubes.

shaker at 80-100 r.p.m
could appear if the test

tn
ano

found
ano many

rheumatoid
also been

PRINCIPLE

When used by the rec techniques, latex
reagent will agglutinate ) in the presence
agglutination generally i absence of CRP (see

KIT DESCRIPTION

for the detection of CRP est reagenl
with rabbit Anti-CRP

result in

blood transfusions surgical
with burns, vulgaris and

in the
CRP. No
tations).

e) Distilled or Deionised
f) I g/L saline solution.

RECOfvIMENDED QUALITA TECHNIOUE

to reach room tem zrture1

Place 50 uL of the (Note 1) and one drop
be reduced at low

'100

latex reagents are
recommended technioues without need for dilution or
addition. For lot reference and expiry date see Labels.

STORAGE

Do not freeze. Reagent should be stored at 2 - on receipt.
Prolonged storage al

Allow the reagents and
The sensitivity of tlre test

Positive and I'Jegative con
test.

into seoarate circles on

J

4

Swirl the CRP-latex genlly before using and
). All the
with all

each
slide

to be tested.
, spreading them over €rntire

stirrers for each

at optimal dilution for

accelerated loss of reirgent
outside this range

v'

SPECIMEN COLLECTION

Specimens should be with or without
aseptic phlebotomy tech lf testing is delayed
be stored at 2-8oC for 7 or for up to 3 months at or

1'or 2
reao

after more than two mi

INTERPRETATION OF ATIVE RESULTS

Lrsrng an
tens can

procedure, indicates a of CRP in the specimen > 6

of latex particles 'consl

accepted limitations of

tination of latex particles itutes

IESI

the accepted limitations of
of CRP in the soecimen < 6free from bacterial tion, fibrin,

use onry.
ation date (see Vial and B Label).

reagenrs,be worn when handling
and a laboratory coat,
the kit were tested a source and

approveo
guarantee

are free
use ano

ination of a

on request,

Controls be
must be

USC,

ty.
between different

procedure, indicates a

RECOMMENDED ATIVE TECHNIQUE

1

2

The semi-ouantitative test be performed in the way
asi the qualitative test dilutions of the serum.

the specimen using 9 saltne
1.

2.

3.

4.

The kit is for in vitro
Do not use kit past
Protective clothing
such as disposable
Materials used to
found to be negative
microbiological tests.
that products derrived
from infectious agent

Shake the reagents
Do not interchang;e

Hlv 1+2 and HBsAg
/er, no known tests
human or animal s

disposal of each vial
Care must be taken in
its contents,

DISPOSAL OF KIT T AND DEALING WITH

For information on kit reagent and
spillage site see Material Data Sheets,

GONTROLS AND AE)VICE

It is recommended Positive and
tested in parallr:l wil each batch of tests. T
considered invalid if do not show expected resutIS,
nll the reagents must allowed to reach 18-25oC

before use to ensure hom

1.

2.

3.
4.
5.

Terst the specimen
quantitative technique
Agglutination rrf the sera

5 Nolmal levels of CRP in

NOTIESi

in the same way

are < 6 mg/|,

may give false
{est the sample again usirig

Use of kit and i tion of results must be
properly trained and personnel in

out by 1. High CRP concentration

with the results (pro-zone effect),
of 20 1tl.requirements of where kit is in use. user must

determine the suitabil of the kit for use in other

KIT COMPOT{ENTS S

1) CRP Latex Reagent
lgG anti-human ORP,

2) CRP Positive Crrntrol
CRP concentration >

mL): Latex particles with goat
, 8.2, containing a

cap, 1 mL): Human with a
mg/L containing a

RESIJLTS

The titre is exoressed as reciprocal of the highest
showing macroscopic
the titre is 48.

: e.g. if this occufs in dil

Protein (CRP) In Serunr.CRP Latex Kit: For

96 (6 x 16

Document reference : Pl850A Document issue number: 3/09/2015 Page 1 of 2



INTERPRETATION CIF ATIVE RE

The elevation of CRP above normal indicates
inflammation, or both with ter reliability. Regular
CRP levels is often used
and of guiding theraPY. C

a means of assessing

indicators of inflamma
ate (ESR) may become

result of non-in conditions. In these
inflammatory disease may excluded if CRP is

STABILITY OF THE'RE

Slide tests should be
rotation period to avoid

immediately after
sibility that a negative

incorrectly interpreted as tive due to drying of the

LIMITATIONS

l,Reactions read beyond
2. The results obtained

two-minute interval may
this assay must be

of the differential and medical history of
3. There is no between the strength of

C-reactive protein
4. Hemoglobin (< '10 bilirubin (s 20 mg/dL) and

Rheumatoid factors (>g/L), do not i

interfere. Other may interfereT.
5. False oositive or false results may also

a) Contamination materials
b) lmproper stor test materials or
c) Deviation from recommended techniques

CHARACTERISTICSSPECIFIC PERFORMANC

The kit has treen
mentioned in the Techniques.
Prior to release, each of Lorne CRP Latex T
by Recommencled to ensure sui
l-he CRP-latex is calibrated to
Material ERI\4-DA 4
Analytical sensitivil
assay conditions,
Prozone effect: No
mg/L (Note 1).

6 (5-10) mg/1, under

Diagnostic : 95.6 %.
Diagnostic s :96.2%.

'1.

2.

3.

A

5.

6.

7.

practical significance than
Erythrocyte sedimentation

determination is

effect was

for the performance of
mentioned in the

and lnfectious

al. Journal of Clinical

;36:257 -264.
. Clinica Chimica Acta; 1

DISCLAIMER

1. The user is

1

2
3

4

5

6

method other than
Techniques. i

2. Any deviations be validated prior
established

BIBLIOGRAPHY

Lars-Olof Hanson et
'1997;10:196-201.

Current Opinion in I

M.M. Pepys. The 1 981 ; March 21i 653 -
Chetana Vaishnavi.
6: 139 - 144.
Yoshitsugy Hokama
1987: 1: 15 - 27.
Yamamoto S et al. Veterinary
lmmunopathology 1

Charles Wadsworth

- 318.
7. Young DS. Effects of

AACC Press, 1995,

AVAILABLE KIT SIZES

on clinical laboratory

For the availability of sizes, please contact:

Lorne Laboratories
Unit 1 Cutbush Park
Danehill
Lower Earley
Berkshire RGO 4UT
England
lel +44 (0) 118 921 2264
Fax: +44 (0) 1 1 B 986 451 8
E-mail:

by all the

oamage,
ol

activity
of greater

dtsease,
asa

2-minute
may oe

invalid.
a part

patient.
and

(< 10
100 lU/mL),

of reagents

proceoures

Kit is tested
reactivity.

Reference

described

up to 1600

kit by any

use usrng

diseases

1 996:

Status

and

: 138:309

test, 4th ed.
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RF Latex kit: For Of Rheumatoid

128 (8 x 16

lies in aiding in the

PRINCIPLE

dilution for use with all

Prolonged storage at
accelerated loss of reagent ty.

SPECIMEN COLLEGTION

Specimens should be dr
phlebotomy technique. lf
stored at 2-8oC for 7 days

-2OoC. Specimens must
gross lipeamia and gross

1.

2.
3.

found to be negative
microbiological tests.
that products derrived
from infectious
disposal of each vial

RAPID LATEX K-II
DIRECTIONS FOR

SUMMARY

Rheumatoid faclors are
determinants in the Fc
rheumatoid factors are

Shake the reagents
Do not interchange
LJse of kit and
properly trained and
requirements of cou

in a number of rheum
erythematosis (sLE)

allowed to reach 1B-250C
before use to ensure hom

RF Positive Ciontnrl (Red
concentration > 30 lU/mL

a) Glass Test Tubes (10 x
b) F'ilsteur and Graduated
c) Vodex mixer.
d) Mechanical rotator with

RECOMMENDED QUALITA

Allow the reagents and
Tfre sensitivitv of the test

Shake the RF-latex

Place the slide on a

minutes. False positive

1 mL): Human serum
a preservative.

oap, 1 mL): Animal serunt

(1 8 each).

REOUIRED

or 12x75 mm).
S.

speed of 80-100 rpm,

E TECHNIOUE

vigorously or use a
(50 pL) next to the

LOR

a group of antibodies direoted to

of the lgG Although
disorders,
S jogren's

-rheumatoid conditions, it'
of rheumatoid arthritis

outside this range result in

LABORATORIES LTD.
GREAT BRITA ..I

KIT COMPONENTS

FIF Latex Reagent (5 mL): particles coated with
globulin, pH, {i.2, and a servative.

aRF

1)

2)

3)

4)
5)

such as systemic
syndrome, as well as in central role RF Negative Control

preservative.
Pipette-Stirrers.
Reusable Agellutination

When used by techniques, latex in reagent MATERIALS AND
will agglutinate (clunrp) in of rheumatoid (llF). No
agglutination generally absence of RF (see

KIT DESCRIPTION ,

L.orne RF Latex Kit its for detection of factor. The
latex reagent is a of polystyrene latex coated
with human gamma which agglutinate in the presence of
l?heumatoid Factor (RF) latex reagents are at optimal

the needtechniques wi
for further dilution or
date see Vial Labels"

For lot reference and exprry

STORAGE

Do not freeze. Reagernt should be stored at 2 - on receipt.

to reach room e ture1

F lace 50 pL of the and one drop of each ano
be reduced at low tem

Negative controls into ate circles on the slide test.

and a

rnlxer
Lo be

erntire

lor 2
"^^n

PRECAUTIONS

The kit is for in vitro use only
Do not use kit past e ion date (see Vial and
Protective clothirrg be worn when handling
such as disposable s and a laboratory coat.

allowed to reach 18-250C4.
5.

All the reagents must
Materials used to the kit were tested source ano

before use and add one
tested.
Mix the drops with a , spreading them over
surface of the circle. Use erent stirrers for each

shaker at 80-100 r

s could aooear if the test
afl.er more than two

INTERPRETATION OF QU ATIVE RESULTS

1. Positive: Visible of latex particles tes a

positive resullt and within accepted limitations of test
procedure, inclicates a

2. Negative: No visil:le
of RF in the specimen > 8 il.
ination of latex particles in rnilky

liquid constitutes negative and within accepted ltons
of test procedure, level of < 8 lU/ml RF in s

RECOMMENDED SEMI.QU ATIVE TECHNIQUE

The semi-ouantitative test be performed in the
asi the qualitative test dih-rtions of the serum.

serum specimen in I g/LMake doublinlg dilutions
follows:

J Terst the specimen in the same way as
quantitative technique
Agglutination of the sera

5. Normal levels of RF in is < 8 lU/mlL

without anticoagulant an aseptrc
ting is delayed, fresh can De

for up to 3 months at or
from bacterial conl

Labels).
reagents,

HM+z and HBsAg usi

, no known tests
human or animal are free

use andCare must be taken in
its contents.

fbrn

DISPOSAL OF KIT T AND DEALING WITH

For information on kit reaqent and decont ination of a

on request.spillage site see Material Data Sheets,

CONTROLS ANO ADVICE

It is recommended RF Positive and Negative Controls be
tested in parallel wit each batch of tests. T must be
considered invalid if do not show expected results.
All the reagents must

1.

2.

3
4
5

approveo
guarantee

use,
ry.

rts between different
of results must be c out by
personnel in with the

where kit is in use. user must
determine the suitabili of the kit for use in other

a latex method do notResults obtained wil
those obtained with

with
Rose Waaler test. in the

results between me do not reflect differences the ability
to detect rheumatoid

Document reference : CEPI830A issue number: 6107 120'17 Page 1 of 2



RESULTS

The titre is expressed the reciprocal of the
showing macroscopic
the titre is (8 x B lU/mL) = lU/mL.

STABILITY OF THE RE

incorrectly interpreted as

LIMITATIONS

)

3.

1. Using a latex test
definedwith every case of

number of positives reporteo usrng vaflous

Slide tests should be
period to avoid the

straight after the
that a negative

to over 90%.
positive results is

examination.
), bilirubin (< 20 mg/dL)
Other substances may

test materials
of test materials or

recommended

CHARACTERISTICS

00%.
00 %.

and specificity have

for the performance of

al. The American

et al. The New Engl
3 - 368.
American Journal of

on clinical

reagent range from
The incidence of

test along with the cl
Haemoglobin (< 104

5
10 g/L) do not
False positive or
a) Contamination
b) lmproper
c) Deviation t1'om

Individuals sufferring
syphilis as well as eld

infectious

Diagnosis shot-tld
rly people may give posi
be solely based on the

method but also be comolemented with a

3

4

1.

5
t)

Diagnostic sensiitivity:
Diagnostic specificity:
The diagnostic
using 139 sanrples
competitor.

DISCLAIMER

1. The user is

IRobert H Shmerling
1991;9'1 :528- 534.
Adalberl F.

Medicine 1959; 261:
Charles M. Plotz 1

896.
6. Young DS. Effents

AACC Press, 1995.

AVAILABLE KIT SIZES

SPECIFIC

The kit has been characterised by all
mentioned in the
The RF latex
I nternational from the WHO (WHO
Arthritis Serum).
Analytical sensiitivity:
assay condition$.

8 (6-16) lU/mL, under

Prozone effect: No
lU/mL.

effect was

method other flran t
Tech niques.

mentioned in the

2- Any deviations be validated prior
established

BIBLIOGRAPHY

Robed W Dorner et Clinica Chimica Acta 1987r
Frederick Wolfe, et al.
960,

3

4

5

100 Tests Per Kit

dilution
e.g. if this occurs dilution 1/8,

rotation
may oe

due to drying of ihe

positive results are not found
arthritis, the

of latex

3-5 %.
is, hepatitis,
resul ts,

of latex
Waaler

lipaemia (s

results may also due to:

of reagents

procedures
Techniques.

ty is calibrated agai the RF
Rheumatoid

described

up to 1500

obtained
with the same ofa

kit by any

use usrng

167: 1 - 21.
and Rheumatism 1 1;34:951-

of Medicine

Journal of

test, 4th ed.
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E-mail: info@lornelabs.com

TABLIE OF SYMEOLS

tes, please contact:

state

Brtch
llumber

ln.t4lro
Diagnostic

REF Cattlogue
Reference

Store Al

r Expiry 0ate rl Manufacturt

Read Fack
lnsert

Page 2 of 2: 610712017



CISO is a member ol

www,iqnBl-certif icetion coni

!QNe?, ahe assodatton of the woild's
bodle, It lhe largest PrDvlder o(

systent Cettncation ln lhe world'

is camposctl ol more lhan 30 bodies

over !50 tabsldlarles alt over tne

r.a. ai

RUPPO VA UTEST KIMA
Sede i Office

Via dell'lndustria, 1 2 - Arzergrande (PD) - ltalia

UnitA Operative
Leonafoo Vinci, 248 - 26 - 28 -

r.l. - Vla dell'lndustria, 2 - 6 - 35020 Arzergrande (PD) - ltalia

5

426514

GESTIONE PER LA OUALTA DI

MANAGFIV/FNI SYSTEfuI OPEPJ\TED BY

Operctive Unils
Inclustriale Tognana - 35028 Piove di Sacco (PD)

ustliale Tognana - 35028 Piove di Sacco (P[]) - ltali

striale Tognana - 3502S Piove di Sacco (PD) - ltalia

ia,12-35O20 Arzergrande (PD) * ltalia
striale Tognana - 35028 Piove di Sacco (PD) - ltalia

rne e produzione di Holdefs (camicie) p€rr prellevo

sangue e dei liquidi biologici. Progettazione e prod

sterili. Progettazione e produzione di stampi per a

: termoplastiche ad rniezione per articoli medicall.

RTIFICATO n.

MEUS S.r.l. - Via

ROI-L S.R.l-.
KIMA S.R.L,

VACUTEST

n

MEUS
- Via t-eon
- Via

VACI.ITES
KlMl\ s.r.l

Data emis$iore
Fli sl issue

1810112007

sGQ flo oo4 A

RTIFICATE f'lo,
CERTIFICA CHE IL SISTEfuIA

CERTIFY TIiAT THE

Da Vinci,24A-Zona
da Vinci, 22 - Zona

KIMA S.r.l. - Via dell'lndu
L Da vfnci, 22Zona

Qualily Managetnent

Emissione correnle

Curenl lssue

18t01t2019

Data di scadr:nzt
Expiriltg date

171011202'.2

ALLA NORMA i /S /N WITH THE SII/\/D/RD

NI CEI EN I O 13485 i2016
di Gestione per la I Quality Management S/sfon?

LE SEGUENTI ATTIVITA / THE FOLLOWING ACTIVITIES

EA: 4-29

Progettazione e P provette cotl vuoto P ad uso prelievo enr;rtico, liquidi biologici e

Pfoduzrone di provette Per lievi di sangue.
Progdtazione e produzione di diagnostici per l'analisi

tefreni di coltura per iologia Progettazione e P ione di aghi e dispositivi sterili per il prelievo erna

Cornmerclalizzazione di del Gruppo: kit i. terreni di coltura per microhiologia, artir:oli in per

laboratorio analisi ptovertte vuoto predeterminaio e ln

plaslrca per analisi Stampaggio di

Design anrl productiotl of test ts with prec|etermined
of tesf lubes for nicro

for. collection of haematoksgical santples, hit

ancl urine sanrp/es of haentatological samples. Design ancJ proclL

Holdets for vacum santPling and production of kits for blood ancl biololTical liquids analysis

prodttt;lion of cLrlture nedia
h aemal ological samplet s. Tre

ntictobiology. Design produclion of sterile needles and device:; for

of lhe products of lhe diagnostic kits, ctrlture meclia for mhrobiology'

dlsroosab/e lattware, fest h/bes predetermined vacL!um sterile needtes. Design and productiort of nroulds plastic

Injecticsn rnoulding of materials for medical devices

Riferirsi alla del Sislema di Cestione Per la aziendale per l'applicsbilita d€i requislti della n0rnra di rililimen(0,

fot delails ol applicalion la rclefence s[andard tequran\nls

e eggiornate circa eventuali interuenule nello stato della certitlcdzlone di cui aI prcs€nte ct)rtillca(o

si prega di contattare il n'lelebnico /25341 o rRdirizzo e mail info@icim il'

aJ[J updald in[ornalian abQul in lhe ceij?calon stalus ralefted la htthis cenificale,

please conlxl lhe nunber +39 725341 (r enail address i1lj@icint il

liquids
nof
qn and

Relet lo lhe

Per informi)zioni

s,p,A.
20099 Seslo San Giovanni (Ml)

f'

Ct

a-l
.!:i
at
al I'lembro dcg i Accordi dl I'luluo

CISQ A la Federazlone ItEllana dl prJanlshl dl

CertlflcazlDn€ del slsteml di gestlqlre azlendale

cISQ ls the lEllan Federallon of inanagertent

Si4nntory of EA, TAt and ILAC

Piazza Don Enrico
,icinl it

ti t i" ^ i "r rt t, r" r,i 
" ^ 

e, )1.':,



RTIFICATO n,

TIFICATE No.

MEtJg S.r.l. - Via Leonardo Vinci, 248 - 26 -28 -
MIEUS .1. - Via dell'lndusttia, 2 -

ROLL S.R.l-. - Via [.eon Da Vinci. 244-Zona I

l(lMA S.R.L.-Via da Vinci, 22-Zona
VACIJTES KIMA S.r.l. - Via dell'lndt

VACUTESI KIMF S.r'.1. 1.. Da vf nci, 22 Zona

E

Per inloma:lmi

For

llata enrissione

First lssue

18t01t2047

sGQ No 004 A

14enrbro deqli AccDrdl dl iqutuo

si prega di contallafe il n' telelonico 725341 o indiizza elnail inlo@icint it
Ihe cetlilicalion slalus telered lo itt Utfs ceillicale,aDd uNaled infarnalion aboulany

please c\nlacl lhe nunbet +39 7 2534 1 u enail addrcss inlo@icint.il.

t:
a

:l
(t

CERTIFICA CHE IL SISTEIV]A

AERTIFY THAT THE

RUPPO VA UTEST KIMA
Sede / Office

Via dell'lndustria,'l 2 - Arzergrande (PD) - ltalia
Unitd Operaiive ODerative Units

ALLA NORI\4A / /S IN NCE WITH THE STANDARD

UNI EN IS
di Gestione per la

Emissione conente

Currenl issue

18t0112019

R LE SEGUENTI ATTIVITA / THE FOLLOWING ACTIVINLS

-29
Progettazione e produzione i provette con vuoto to ad uso prelievo ernatico, liquidi biologjci e

F'foduzior're di provette per nric di sangue. Proget e produzione di Holders (camicie) per prelievo s
Progettazione e produzione di diagnostici per ['analisi sangue e dei liquidi biologici. Progettazione e

terreni dicoltura per rn Progettazione e zione di aghi e dispositivi sterili per il prclievo ema
Conrnrercializzazione di del Gruppo: kit , terrenidi coltura per microbiologia, aflicoli in pla

i sterili Progettazione e produzlone di stampi perlalroratorio analir;i, provt:tte vuoto predetenninato e ag
plastica per laborator analisi. Stampaggio di je termoplastiche ad iniezione per articoli medicali

Design and production of test
and ttrine samples Pro:Juc

lJolder:; for vacuum samplit'tg.

>s with predetermined
of lesl tribes for micro-

for collection of haematological samp/es,
of haematological santples Desi7) 'and

and production of stic kits for bload and biological liquids analysis.
production of culture r,,rcdia microbiology, Design ar production of sterila need/es 'and devices for

h ae nt atologica I sarlp/es, Tr
disl:oserb/e I a bv,r a re, tesl tr,'bes

of the p|oducts of the diagnostic kits, culture tnedia for microbir>logy,
predete rn'tined vac Lt um sterile needles Design and prodttction of moulds

lahware tiort ntoLtldirtg of ntaterials for medicitl devices.

F(iferirsi rlla de Sistema di Geslione per la azrerdale per I appli.abr il, dei iequisili r.iella 0omu di riferim€nlo
lnrdelails ol applicalion la reference sla\dard requtrenenlsRaler lD lhe ol lhe Qrclily Managenenl

I prcserte csitlllcato 
=a

al rispeilo dei docunlenlo lCll\,,1 per la cedifcazrone dei s$lerni di geslione' e al relallvo Schenta specilico

Jhe rse and lhp vali.ltl\t oflhis cetlificiite shall rcquieilenls ol lhe lClM 'Rule.s lorlhe ceflificalion ol conpany martaget erl syslents'and specrfi(

e aggiornate circa evenl[ali variazioni nello sta(0 della certi'lcazio[e di cui al preserle ceftillcato,

4264t4

GESTIONE PER LA OUAIITA DI

MAN/GEMENI SYSTEM OPERATED BY

fndLlstriale Tognana -35023 Piove di Sacco (PD)
6 - 35020 Azergrande (PD) - ltalia

Tognana - 35028 ltriove di Sacco (PD) - Italia
riale Tognana - 35028 Piove di Sacco (PD) - ltalia

,12- 35020 Arzergrande (PD) - ltalia
riale Tognana - 35028 Piove di Sacco (PD) ' ltalia

9001:2015
I Quality Management SYstern

Data di scadenzil

Expiing dale

17101120"?_2

S,p,

.ienrtory ol tA, lAlY dnd IL C

Piazza Don Enrico - 20099 Sesto San Giovarni (Ml)

systen Cettlficatlon

CISQ is a member of

IQNct, th. assDcia,ion of the vo.l4's lirsl
bodes, Is the la.sest providcr o(
Systen Cetilncailon in the w9ild,

lr composed ol more than 30 bodies

over I50 subs[dlarles oll 6ver the

p/astic

{:l5Q d l. Federazlone Italidna dl Orba rlsmi dj
Certiflcazlone del slstemi di gestlond at:iendale

CISQ ls the ltelien FederatloD ol m.l,agefrent

t-t*_
n*
/1. tr *

per
rli in

liquids
nof
qn and



Progettazi

A4anagement of the
in natural oriflce

of analysi,

'tl

In ca50 di

Data di Prima Emissione
Fi'sl lssue Date

1998-07-23

Settore IAF 14 - 29

ITALCERT 5,r,1: lViale

Data di Prima E

ITALCERT

CERTIFI ATO NO 5O5SGQ

Sistema

CE RTI FICA TE N " 5 05 SGr203

Si certifica che il
lhis is to L'efti{y that

iGestione per la Qual
Quality Alanagement Systern .. .

messo in atto <ia
implenrcl)tad by

VA APTACA S.r.l.
r:Via Bianco,'4 -1T 20900 MONZ,A (MB)

nella Sede OperatiVa di
Opelative thit

Regione onforte, 30 - lT 14053 CANELLI (AT)

d conforme alla norma
is it cotnpliance: with lht" slartdarcl

UNI EN o 9001-2015 (l5O 9001-,2015)

per i seguenti Processi
ing the followlng kind.r of Prdcesses

delld fabbricazi ed immissione in commercio di mponi sterili

lievo.di campi i biologici in orifizi naturali er in ambi

e fabbricazione i dispositivi medico diagnor;tici per I boratori di analisi.

Commercializzazi di dispositivi medici e diarEhostici i

Commerc lizzazione di articarli da laboratorio
'ing and on the narket of ste'rile tampons lbr of bio/ogt:ca/

in surgical field. ign and manufacturing of diagnctstic clevices for labora

Marketinq of rneiJtcal diagno.stig device:; in vitro, M,arke:fing laboratory afticles.

clertificato d soggetto al delle condizioni st'abilite dal Regolamenti per: la certiflca4ione vigore applicabili
fhis tlettlrctte shall stlisfl' requienenls <tstablillied it he nilet fot thc tetlifr1litFit kri('.

scordan2a tra [e llnguc utillzzatc tiaduzione ddl tontenuto dnl presente ceitifir:ato. fare alla lihgua italiana
ol dirc,epJt)cy beltr?en lhc used h th!:tnnsl)fiaD ofthr'.conl-"nt of thls cerlif;cat!, tli'tse refe,r to Ittlhri lztguagt'

N

tvto

,AM 
MI NISTRATORE DELEGATO

IVII\NA6ING DIRECTOR
I 0 r'r r')n\,t*!d' L..c-"rL"i "r

Dr. Ing.'Roberto Cusolito

ITATCERT

s6Q N. 02rA PRD N! t22B
sq N 02m rsP l'0t5E
Png tr 097C
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Capillary ood collection
Capillary collection GK

collection GK
a prepared test v and a prepared plastic end-to-end co

Capillary bl
It consists o
$topper.
t Easy hand
r Plastic

ng
llary* with exact fil

ary with capillary
et the blood flow i

ing volume; complete inner surface
t Collection serves as cen fugal vessel; prepared for aln commo
. Light tinted vessels r bilirubin analyses

'k with gonfl ity certificate in ance with the Weights arnd

Fillthe.capi lood from ahorizontal position.
After fillin the vessel from a vertical position (
Remove the illary, press on attached stopper and mix or centri

on capillary wi

pared, unbreakable
tests

ment Resulations

ake out remaining bl



LANCETS 28

Code:

Category:

Unit of sale:

Minimrim order:

Type:

Class:

NSIS:

CND:

EAN13:

Description: 23915,23919 andneedles that can be used with device

in the market to draw a tllood sample for

boxl GB, FR, IT, DE, ES, PT, GR, PL, Ara

for 23915,239

23916

Lancets

box of 100 pcs.

1

Medical device

IIA

1369290

v0104

8023279239164

Lancets are

Gima S.p.A. Via Marconi, 1 20060 Gessate (MI) Tel. +39 953854209 - Fax.+39 02 35380056



icheng Medical (1o,. l,t,J.

558 Zhangzikrru.

l0l4S0 Beiiing China

We, the nanu , hcrervith derclirre

ll{odels:2lC I,?l
2tGil"23Gll,

3rcv.r3c\/,
I tcM_r. 2rcM:i. l
2 rGM4, 23GM"r. 2

\.,lltt thc pn-rvi {rf Dir$ct i i',i: g.},t4?ili

I lr* product :enred has been tttrr-'cl under a

I ,25G 1 ,26C 1 ,27$ li , 28ti l ,30fi I ,3
c ll . 26G Il , 2?C ll . 28G Il , 30C XL 33C II

2tclv,33cni,2 lv, ?6cfv, 27clv, 28clv,30ctrv, 33c

l'hc nreilical de l:its been aesigned Ckss IIa according to Annex fX of th{: Di
mnrk

(€
0197
quality nranagcfrreni sy

ve 93/42/iiEfl. tt bears tlp

ac:csr<iing to Annex V nt'

ld c*rtifred by the Notiiied

Directive 9J,1,I2 :c:

i',.ltrirl ittrlr:* r.rl- {

Ijoi-lr.

d*sigertted prtid*t:l rhe Dircc{ive 93/43EEC hn-t been 6.sse.ssed

heinland LGA Products Gnrbtl
Be 2,9{}fit1, Niirnberg, Gernrany
iflc*tc No-: DD 60141252 0,00.[

Issue date: 2Ol9-08-$5

Erpiry rlate: 202i1-0$27
ljoLlor"vin-q thc relirtirrt to the lleclaratl*n of Coqtbrmily sct out in annex [l
l'his l)cclaration ol' Corf,ormib, covers all rnedical dcvicas as spccified in rhc

cleclzrration aud i -v valid in connc€ti with a lntch speciflc Ce.rtificate of'C
Lrearfrrg the Cl] rn

'fhe irbol,e rnent declaral.ian ofcon{i iit' is exclusivelr, urrder lhe rcspnnsihilitl.' o l'

{itrnpan-1': []icijr Ituichcng Niedic;rl S icr; Co.^ 1.td.

Adrtrcr-s; Nr). -5 kou,Yarrgsong orr,n. | [uairou District. lUl4{10 l}cijing. llhina

lYuechao t-i

Cc

d irective 93 | 42/ F.ll(:.,

uct list belonging t<r this

for all producls concenrecl

Iffiffitrl"ffifr-dHI]RL'_
llrriclicn,ci 11 'r:.ll{r rl ,{irr;:lplic:r (:(i l-{(l

Dwla raticn of Conform itv
I{' ln.s e .s i ngl e tt u! hor ize cl

Ntrmc: i,otus Nl- Il.\r,
Torvn, Address: Koningin Julj in 10, le Verrl.

2595A4,'lhe Hague, N

t the produci

Disposablc Lancels

v, 26cv, 27Cv, 28GV, 30CV, llc V r

Ml,25GM3, 27GMl, 2S6M3, 30{iM3, llc
M'f , 26GM4, 27{:t n4. 28GM4, 30GM4, 33

UMDNS-Codt:I0440
rvhich apply to tlretn-

Pface,date Le gall y bindin g srgna fure,

Manager
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