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Declaration

HL-7-06/3DC DOI 2015/08 (1 )

5562

l, the undersigned
Classifir:ation Code

i

I

Full Name: M.J.

Signed:

Tel +44 (0)191 482

Fax +44 (0)191 482

info@helena

Si L Minus

declare that the devices registe
to the said Directives.

of ConformitY

Conformity) imposed bY

be made available to the

1 Aug 2015

Valley Trading Estate,

www. helena-bioscience

Wear, NE11 OSD,



Declaration of ConformitY

tlL-7-0511[)C DOI 2O15lOB (4)

In Application of
the laws of the
Devices & CE ma

e Gouncil Pirective 98t7gtE
ber States relatlng to

dce to aPPlir:able

on the approximatibn: of
Vitro' Diagnostic Medical ,,

"i'i '-
. t.1.39.

Declaration of con
Reouiremernts and
sections 2 to 5. The
A or B. Access to
appropriatr-. body in

Annei< lll (Ec Declaration
ow listed produr:ts are notcw llsted proou0IS are noI
ap[ropriate technical files
evbnt this is requir,ed.

; .,),.,.,-i.

'J:!

of lAnnex | - Essential"i'
Conformity) imPosed bY

under Annex ll Lists
ll be made available to the

Product
Code

l, the undersigned
Classification Code

Full Name: M.J.

event this is requir,=d.

GMDN
Classification Code

55997
..i I

that the devic;es reg against the above GMDN

to the said Direc;tives.

TitlQ: Managing Director

Date: 12 Aug2015

Europe

y Southl Team Valley Trading Estate,
Tel

Fax

+44 (0)191 482

+44 (0)191 482

, Tyne and Wear, NE11 0SD,
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Declaration of ConformitY r

HL-7-01 37DC DOI 2o15lj7 (7)

In Application of
the laws of the
Devices & GE ma

e Council Directive
ber States relating to ln

on the approximatior of
Vitro, Diagnostic Medical

ng.

Declaration of
Reouirements and
sections 2 to 5. The
A or B. Access to
appropriate body in

ranle to applicable sec
nex lll (EC Declaration

.

of Annex I Ess'ential
Conformity) imposed by

Product
Code

51 86 Rou

w listed produc;ts are not ified under Annex ll Lists
e appropriate technical files I be made available to the
e event this is required.

GMDN
Classification Code

against the above GMDN

Contro N

l, the undersigned
Classification Code

Full Narne:

hat the devices regisler
o the said Directives.

lare
rms

Signed:

Tel +44 (0)191 4828440

Fax +44 (0)191 482 8442

inf o@ helena-biosciences.c

Title:, Managing Director

Date: 28 Jul 2015

I Europe

South, Team Valley Trading Estiate,

Tyne and Wear, NE11 OSD,

Helena Bio

Gateshead,

www.helena-bioscie nces United
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Decfaration of Confprmity

l-ll-7-0138t)(l DOI 2015tOV (7\

Devices & CE
States relating to ln

Declaration of co ance to applioable sectio of lAnnex I Essential

ng.

In Application of
the laws of the

Requirements and
sections 2 to 5. The
A or B. Access to
appropriate body in

Council Directive

Anne* lll (EC Declaration
listed oroducts are not cli

e appropriate technical files lr
event this is required.

Con,formity) imposbd by
ssifiefl under Annex ll Lists
I be made available to the

GMDN
Classification Cgde

30590

Product
Code

51 87

l, the undersigned
Classification Code

Rou e Control A

Full Narne:

Sinnad'

M.J.

that the devir:es regis agalnst the above GMDN
forms to the said Directives.

Title: iManaging Director

Date:i 28 Jul 2015

ces furope
i

uth, Team Valley Trading Estate,

ud yne and Wear, NE11 OSD,

Tel +4a (O)191 4828440
Fax +44 (0)191 4828442
inf o@.hel ena-bioscienc

Helena

Queens

www. hele n a- bioscie nces United
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N$
t\ii,i:$f'1

lntended use
Diluid. Erma is a
counting and sizi

for automated instruThe reagent is
part WBC differential,
adjusted to operate a

based on the aperture impeda
an osmolality of 3;a,0 + 20 mOs

The reagent is dilute whole blood prior to cou
and WBC Content the reagent maintains stability o

counting,

Content: Diluid*
NaCl,,Na2SOa, pr

is water based and contains:

Harmful if swal void contact with eyes, skin a

iluid. lll

There are no
performance.
performance.

VISI ations: otheruuise the
The ent can be used through out s

nteed to reagent prerformanceNo gua

lnstructions for uSe
Diluid" Erma should used undiluted according to in

should be connected as listedinstructions for use a
Reagent may be uSe
Fudhermore reagent
Detectoterge BS.

with FJypochlorite Ct.5% or P
ay be used with ne'xt lysing

* Trademark of Avant rM Performance

rvt,il'f'tltQi e\L $

HCI and preserviatives in an

Diluid* lll Diff

non-sterile blood di

Diff is stable for

for use in cell

capqble to monitor a three-
priniiple and electronically

ng a,nd sizing of RBC, PL-f
RBCj PLT and WBC during

ic buffer compound.

clothing.

'earsiat

t shouldn't give optimised
:lf life, lgiving optimised
re given after the expiry date.

nt manufacturer's
the Operators manual.
n" as a cleaning agent.

: with Cvmet BS ano

18-30.C.



Intended use

DetectqTerqe. BS

specially filtered, non-sterileDetectoTerge- BS ib
counters, The prod{ct
diluting parts of the ins

DetectoTerge. BS q
anatyzer.

desioned for automi,rted i

diluting parts of the Intended to be used in vitro
derived from the hu r body.

Terge* BS is connected to theIn daily routine
Between every the blood aspiration prath is cleaned

be used on the BeneSphera 3

The reagent is used
instrument.

lean blood diluting pafts prior to r

The solution is iso and contains surface active
cells in the fluid also contains a harmless green dye
tubing of the i

r based and contains:
-alcohdl, NaCl, Na2SOo and preserv

Harmful if swallowed. contact with eyes, skin and clot

for three years at 18-30"C.

Theie are no visible deferiorations; otherwise tne reaqenr s
pedormance. The reagpnt can be used throug;hout shelf life,
No guarantees to reag(nt performance are given after the e

lnstructions for use

rn, cipable to clean blood
the examination of specimens

nt aslan on-line cleaner.
ith DelectoTerge* BS.
dif ferehtial hematology

cell fragments from the

rts to rlmove remaining blood
sualisiirg the reagent in the

't $ive optimised
ving optimised performance

datb

lmanufacturer's

Free, i

i

manuat.

millilitlgs HDPE bottle
I

I

- Hoiland

Version: 2.013-08-21



cu trei pFtrli,bazatpe pr
folosit pentru analiza he

asociere cu Diluid III D

Contingtul
CyMet BS3 CN Free es

Compu;i cuaternari de

IJtilizarea previlzutil
CyMet BS3 CN Free
utilizare in numirarezuullzare ln numarare? $

examinprea specimerlel
Iteactivul este proiectat

CyMet BS3

un fluid de reaclie pentru lizare
dimerisionarea celulelor. Desti
r derivate din corpul uman.

ru instrumente arutomate,

ipiul impedanfei diafragmei. C

performanla reacti.yului dupd

ie folosit fdrd diluare in con
instrucliunilor din rnanualul de

de DetecteTerge ca agent de cur

obinei prin mds;urarea opt
ff pe dnalizorul de hematologie d

Reactivul este utilizat nte de numdrarea sli dim
cu RBC pentru a eli hemoElobina inaintr: de a-l anali
pentru pumdrare gi di

pebazd de apb gi con{ine:
mo n id ; i un po li - oxi - e tilen- al chil,

Atentie si mlsuri de
Daunator daca e inghitit Evitali contactul cu ochii, pielea

Denozita
CyMet BS3 CN Free es stabil oentru doi arri la 18-30 "

Nu existd deteriordri viz bile: in cazcontrar. reactivul nu
Reactivuipoate fi utili pe toatd durata de'ualabilitate, o
Nu existd garanlii privi

i de folosi
CyMet BS3 CN Free t
tlebuie conectat confo
Reactivul poate fi folosi
cLrDiluid III Diff.

REF 2982,05OOPE CV t BS3 Cl\t Ftacon det 500 mt liber

* Marca comerciald a rr erialelor de performanld Avanto

il'nr;r, se poate folosi rr:activ

Deventer - Olanda
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Progeitazione e produzione di provette cori v
Produzione di pruvette per micropfelievi di sangUe

, si prega di conlattare il
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Sistema di Gestione 
iler 

la Qualitd I Quality Management tiystein

PER LE SEGUENTT ATT|VITA i F0R THE FOLLOWING ACTtVtTtES

EA: 14 - 29

predeterminato ad uso prelievo ematicor

N f SO 13485t2016
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of the Grcup; diagnostic kits, culture mediq
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Design and production of test tubes with vaduum for collection of
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Per infofmaei0ni p!ntuali e aggiornale circa variaziona intervonule nell0 slato della celdlicdzione di cui al
ielei0nico 139 02 725341 o indirizzo e-mail jrfO@icim it
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