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Declaration of Conformity

HL-7- 0137 DC DOI 2013/10 (6)

DeclJration of conformance to a

on the approximiation of
Vitro Diagnostic Medicat

ve 98179lEC
ng to /n

Requirements and Annex lll (EC'
secti0ns 2 to 5. The below listed prod
A or B,: Access to the appropriate
appropriate body in the event this is

Full Najire: M,J. Stephenson

Signed

Tef +aal(0)191 4828440
Fax +44 (0)191 4S2B44z

/h,&/

sections of Annex I - Essential
)eclaration of Conform'ty) imposed by
cts are not classified under Anne>< ll Lists

nical files will be made available to the

GMDN
Classification Code

30590

registered against the above GMDN
ectives.

Title: Managing Director

Date:3

Prodqc
Code

t Description

Routine Control N5186

l, the undersigned declare that the c
Classification Code conforms to the said

7'l 6rGBfi"frl&Dn

Helena Biosciences E

Queensway South, T6arn

Gateshead, Tyne and Wear,

United Kingdom



Declaration of ConformltY

l-,lL'7- 0138 Dc Do|2013i10 (6)

i

ull fame: M.J. Stephenson

ln Aoolication of the council Directive gSFgEc on the approxinration of
ih. iii;;; the Member statbs'rlelatihg ro ln vitro Diaignostic Medical

aole sections of Annex I llssential
ciaration of Conformity) impos-ed by

s are not classified under Ahnerx lt Lists
nical files will be made available to the
irecl,

GMDN
Classificatilon Code

30590

es re1;istered against the above GMDN
ectlves.

SignPd: ,(/r,il

Full Name:

Tel +44 (O)191 4828440
Fax +44 (0\191 4828442
inf oQhelena-biosciences.com

www]helena-biosciences.com

:.D

7,

llelena Biosciences Europe

Queensway South, Team Valley Trarling Estate,

Gateshead, Tyne and Wear, NE:1 1 OSD, '

tJnited Kingdom



Declaration of

HL-7- 0135 DC DOt 2013/10 rc\

Produpt

Gorrtormity

e 98/79/EG on the approximartion of
ting to ln Vitro Diagnostic tfledical

t'

,

ble .sections of Annex I - Essential:
claration of Conformity) imposed by
s, are not classified under Annex ll Lists

cal files will be made availabler to ,the
ired.

l, the undersigned declare that the dt
Classifilation Code conforms to the said

Code

5'183

M.J. Stephenson

Tel +4al (0)191 482 8440
Fax +44 (0)191 4828442
inf o@ hel$na-biosciences. com

www. helqn a-b josciences. com

Description

Routine Control SA

GMDN
Classification Code

30590

regisl,ered against the above GMDN

Helena Biosciences Europe
Queensway South, Team Valley Trading Estate,
Gateshead, Tyne and Wear, NE11 OSD,

United Kingdom

ilr,U
6s#86-FI&!!n



Declaration of Conformity

HL-7- 0511 DC DOI 2013/08 (3)

appropriate body in the event this i

Product
Code

5376H

Signed:

Tel 4a Q)l?t 482 B44o
Fax +44 (0\191 482 8442
info@ helena-biosciences.com

www. helena-biosciences.com

GMDN
Classification Code

55997
55997

regis;tered against the above GMDN
ives,

Director

Hel<;na Bioscie

Queensway South, Team Valley Tracling Estate,
Gateshead, Tyne and Wear, NEi j O{lD,

United Kingdom

Description

Clauss Fibrinogen
Clauss Fibrinogen

l, the unQersigned declare that the d
Classification Code conforms to the said

Full Name: M.J. Stephenson

e 98l79lEC on the approximation of .

ting to ln Vitro Diagnostic:Medical

ble sections of Annex | - Essential
claration of Conformity) imposed by

secilons z to b. I ne betow listed F

A or B, Ar:cess to the appropriat

*'.9 \''.

'\l{eri
. \\-'l



Declaration of Conrformity

HL-7-"051'tr DC DOt 201sl08 (3)

ln Application of ttre Gouncil

s - Essential
mposed by

s nnex ll Lists
ll ilarble to the

the laws of the Member
Devi,ces,& CE marking.

M.J. Stephenson

98,79lEC on the approximation of
ting to ln Vitro Diagnostic Medicatr

GMDN
Classification Code

55997 :

qtrao7 :

against the above GMDN

Title: Managing Director

ion
a{UI

cta
WI

ran'

Fu Name

Signed:

Tef +44 (0)l 91 482 B44o

Fax +44 (0\191 482 8442
info@ h elenalbioscjences.com

www. h elena-biosciences.conr

/&'
a{J

Queensway South)



Declaration of Conformity

HL-7 0700Dc Dot 2015/09 (1)

In Application of the Council
the laws of the Member State
Deviaes & CE marking.

able sections of Annex | . Essential
laration. of Conformity) :impor;ed by
are not classified under Annex ll Lists'

A or B. Ar:cess to the technical files will be made availabler to the
appropriate body in the event this i required. :

Declaiation of conformance to
Requiiements and Annex lll
sections 2 to 5. The below listed

Product
Oode

l, the pndersigned declare that the
Classif ication Code conforms to the

Helena Biosciences

Queensway Soul

Gateshead,

on the approximationr of
Vitro Diagnostic l\rledical 1

GMDN
Classification Code

55981

Date: 28 Sep 2015

Description

APTT Si L Minus

Signed:

Tef +44(0)191 4828440
Fax +44,, (0)191 482 8442
info@ h elbna-bioscie nces. com
www, helcn a -bioscie nces. com

(h,il

7,
United K
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A.fovontor

dFcla ie-s the.fbllbwin g :

dne J.T.Baker label, comply with the ln 'Vitro

Jlthe requirefnents of ISO 13485 S.tandar-d,
ln;Vltfo Diagnostic Med ical Dpvices.

'lt of the IVD Directive 98/79iEC but are

dsscribed:above and whibh are placed'
ahd whii?h bearlhe CE marking, ' . . .

ln.attached list are la

allthe IVD m
on or after th

!\i:6.lt-olt:j 1J i)l
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J.T.Baker roduct or CE marked roducts

Ivlicro CN free

Nlindrav CI'J Free
1L tlicros

ts for'dilutinpl ar:rd lvsin
DihridrM 100 Plus

Cr',\fet SIr Basr,

CvNIct Str DiiF 1

yl\fe c SF Difi 2

3481.5000PC
Diluirl Abacus 3482.0500Pr110 liter
DilLrid r\bacus et ST 1600/2000
DilLrid ,\C 900 -3759.1 000 Mct ST 1600/2000 CN frce

N4et ST 1600/2000 CN frcc

NRIII
3963.9010

DiluicL Azide ftee 3484.1 00OPE

Cylvtct NR III, CN Fre e

DiluicL lII Diff lvlet NR \z
Diluiil ITI I)iff Seaccon taincr Cvl'tct XIH CN Frcc
Diluid Il,rrrr 20 li rcr

3483,9020PC 34fi7.1000PE

Diluid Shearh 3200-4000
Diluid ST 1600/2000 6x15ml

6x1jiml
3495.901 0PC 10x10ml

'zcrGlobin CN frc:e 6 x 15 rnl
SLr:atlr Iiluicl 3000/350t)

CN-fr,:e Lvse Diff AC 900

1 lirer
5 litcr

1l- rnicros

trM 1[)00 CN free
3773,5000PC

.1823 1000

L.lcr 4500 CN fi'ce

10 Iitcr
i\{ct 3200 CN lice 3867,1 00OPE ProClcan Extta

3500 CN flcc ProClean Extra
ProClean Extla

ClNIet 530+ CN free 1 0 litcr
fet 590 CN free

'NIct 610 CN free
CyXIct 610 CN fiee

1 0 liter ProClean Abacus

343 1 ,1 00(]1

1444, I(Xl(jPll

Cylllct 9000 CN free

CyNft:t Abacus CN tj.ce
Cytr,let Abacus EO

Blan liins Solution 1 600 / 2000
IJ1'pochlorire 0.570

HypocJrlorite 0,570

3477,0500P11

3478 1000PE

et Abacus Baso

I\,Ie r APR CN ftce .1442 5000PE lUnse trfindr
C1'li,Ier APR EO

3479.1 000PE r\PR Baso II 3941.1 000PE hlorite NR
FIlpoChlorirc NR

t r\utomated PtoClean l\fX5

:i841. I 000 PE

Mct Autornrted CN Frce
Cl'NIet llrnra

ts foi s-part !7BC diff. on STK.S and MaxM.

Cyl'let H12 CN Irree 3938G.1 000P8
1842 1000
1853,1 000 RedCount NIH 6x15ml

\{ct ill DilT
Nlct III DifF

RetiCIear N,IFIG
93.1 000PE

ClMcr LII Dil.f CN tl.ee ReriCount G
A,fct I Il Dil'f CN Fr-ec ti countrNl

1852 I 000
l{-X CN F'ree Rcticoutt CD l5 x .1,5 nri

fet X,[icro
3 852,0500 N4et lr4icro

Cytrfct X,|cro CN tice
Cyllct tr'Iicro CN frce

i; 
i\
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Ct,o"t NjT"c)[R
NYIlFOHJV1A tsICd MATSfl IALS

H*trt"av C"",-i. 3.5 ml

3'721 /3722/3723 8 Ptr,IC LowlNormal/Hi 8 nrl

3124 /3125 /3726 8 Pl{C Loli/Norural/Hish 2.5 rrr|
1633/3634/3635 t pX46' 1 61r,/Nor:rn.alll-lish exr 2.5 nrl

3101 /3'tO2/3703 8 PIr{Cl Lorv/Norrlal/IJigh 1l

1922/ 3923 / 3924 8 Illt,IC L/N/H Swelab 4.5 url

37 46 SPlvtcl I xL,1 xN,l xH 3 x 2.5 rnl

31 41 lPI,IC4xNotmal 4 x 2,5 tt.

37 48 lPA,IC4xNolural 4x8tnl
37 49 JPNICI 4xLow 4x2.5ml
i751 I PNIC, 1x L.4 x N 1x ll 6x2,5rr
37 34 / 31 35 / 3736 3-D jff Corrtrol L/N/FI 2.5 irl
3630 /31531 /3632 3-Djff Conrrol I./N/H ext 2.5 nrl

3820/3i321 /j822 3-DifFControl L/NIH 4.5 nrl
37 52 3-DiffCorrriol 4xLoiv 4x2.5nr
31 53 3-Diff ContLol 4 x Norm /.,tq.,.1

\7 54 3-Diff Contiol 4x Hirlh 4x2.5ml
31 82 / 3183/ 3784 C/\-Diff Control L/N/FI +.J Il
3601/3t108/3609 CA-Diff Control L/N/FI z.f nI
3610/31t11 /3612 DIA DiFf 5 C.onLtol I-lN/H 4.5 nrl

3131 /3132/3133 XE-Di[f ContLol L/N/tl 4.5 rrl
\693 / 3b94/ 3695 SF-Diff Conrrol L/N /FI 4,5 rnl
3613 /3614/ 361s BC Diif 5 Cqntr:ol L./N/H 4,5 Lnl

Nrrrn bcr Ptod uct Contend

$t

3864.1 000

3864.2500

I'apanicolaou 2A OG6 1 iircr

Sraihs and Dyes Papanicolaou 2A OG6 2.5 Iiter

3554. I 000PE Papunicolaou So.luiion 2A I lltct 3865.1 000 Papanicolaou 2R t.)range IJ 1 lr[el

3554,2500PE Pap;rnicolaou,Solution 2A 2.5 IrreL' 3 rJ65.2500 Prpen colaou 2B Orange II 2,5 Jirer

.3554 9200P8 Papanicolaou Solutjon 2A 200 liter 3 866.1 000 Papan colaou 3B IiA 50 I ter

3555,1i)0(]PE Pa;ritp1.o1',nr'' Solution 2B 1 ltter 3866.2500 Prpanicolaou 38 IiA 50 2,5 ]l ter

3555,250OPE Papauicolnou Solurion 28 2,5 Iiter 3876,1 000 Shorr t lrtcr
3556.1r100P11 Pagllnicolaou Solr,rrion 3B 1 liter 3 878,1 000 Wright ..j I liteL
3556,2 500PE Paprnicolaou Solution 38 2,5 )tter Clearirrg agent
3556.9:Z00PE Pap:Ln icohou Solurion 3B 200 liter 3905.2500PF. UltraCle at 2.5 Iitet
3800,1 D0OPE Eosinc-Y z\lcohoLic 1 liter 3905.5000PF1 UltraCle ar 5 litcr
3800.21;0OPE Dosirrr>Y l\lcoholic 2.5)iret 3905,901 OPE UlrraClear I 0 [itcL
380 1,1 000P8 Eos r Y 0.5% Aqueons 1 liter 390s,9200 UItr aClcar 200 I i tcr

3801.21;00P8 Eos tY 0.5%, Aqncous 2.5Ii ter Mor.rnting media
r871 1 000 Eosinc: Solr,rtjon 0.2olt t<:aC,y, ro

!tse
I I ltcf 3921,0500 UltLal(irr 500 nrl

3921.,0600 Ultr:aI{rtt 6 x 100

ni3871 2:i00 Eosinc Soltrtion 0:2o/o tcady.to
Lrse /

2.5 Ltet

Fiiatives
3856,0 | 00 Gicnrsr 0.1 Iite r:

3933.1 000 l)ok i /:, Bu [fcr ed

Formaldchyrle
I LiLcr

J8 5 6,0:;00 Giemsa 0.5 lirer
3856,1 000 Gienr s a I liter 3933,5000PC 70o/o v/t, Buffered

Fornraldehyde
5 rtcL

3856.25,00 Gienrsa 2.5 Lter
3870,1 Cr00 Hema toxyljne et (i!Ia1'cL) .[ ]iter 3933,9010 (PE) 1,00k u./t,Buffered

Folraldehvde
10 ilirer

(?E)3870 2-500 I-lenratoxy re er (1vIa1'er') 2,5 liter
187.r.1 000 I-Ieilatoxylinc (lIaLLis, Gil) II) 1 litcr

3933,e020 eE) 100/o v /s, Buffetccl
Formnlde hrrde

20 lsrct
nrF.)

3 873,250t) He nratoxyl ne (HaLris, Gill II) 2,5 liter 3869,t200 Ccrwix Fixativc 12 x 125
ml

3 {J79.1 000 l-eishrnan 1 litct
Jtj55.0500 | N.lay Criinwercr 0.5 lltcr 1880,ii000 Bouin's Fixative ll lcr
3855,1000' I MryGrtinrvald I Uter E{ 10 Imrnuno PBS 20x

co n ccn trated
I 0 Iiter:

3855,2500 | \,Iay Griinrvald 2 \ lirP.l'c

Page 3; of 3

F\i

ADV-Diff ControI L/N/H
3690/ 3691 /3692 ADY Retic 1/2/3

-Diff Con trol
-Di[f Courrol 2x I-.N.FI

CD 4l( Re tic l/2
(r x .1,0 rnl

3,[) nrI

AC-Difl Cont:Lol i
I(,Diff Conrrol
VBC recluced Plt (lontrol L/H

2,5 nrl

Laser conitols fdr Coulter MaxM. Gr::nS and STKS

Set fot Cell Anal
Cal Ser 1

1'iatelet Lontrol tr;t, vaiLrci

Plrosohate Buffered Saline,

PRS, cliluting fluid for

3681 /3682/3683 5D Control Low

3059,901 0rrc
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Medica Corporatibn
5 Oak Park Drive

Bedford, M 01730
4892
2731

i rp.Com

Producls For Health Care

Declaration of Conformity C €

Product Name:

EasS4Lyte and acqessories per attachment

- - - -EasyElectnof yle a ld-accessories per.attach m e n

EasylStat and accessories per attachment

EasyBloodGas arid accessories per attachment

Manufacturer ,

d Medica Corioration
5 Oqk,Pa* Drive, Bedford, Massachusetts, 01

Represehtative

lrc nefl Emergo Europe, Molensiraat 15

NL-2513 BH The Hague, The Netherlands
Tel: +31 70 345 Bti70

Fax; +31 703467299

Means of Conformity
j

Medio'l Corporation declares that the products listed are
council Directive: 98fi 9/EC

Place and Date: Bedford, Massachusetts, USA, March 1

N a/K,' N a/l(Cl; N a/l{Li, N a/l(0|/Li, N a/t(Ca4r H

al Kl Cal Hct, p H/pCO2ip02lN a/l(C l/H ct

l
prov s ons ol
I



EasyBloodGas and EasyStat Accessories

Catalog No. Acc{ssory

ozv J

6202,

6203

6204

6101

6305

271"8

6402

6503

bou5

6306

6505

6506

6507

6508

6518

6537

6520

770L

7205

7205

7207

7208

7301

7309

7603

7303

7306

7304

7506

1302

EasyStat/EasyBloodGas pH Electrode

EasyStat/EasyBloodGas pCO2 Elec

EasyStat/EasyBloodGas pO2 Elect

Ea syStat/EasyB lo odGa s/Ea syE lectro

o5u.r.

6303

6304

EasyBloodGas Reagent Module
EasyBloodGa s Troubleshooting Kit

EasyQC Level 1 Blood Gas and Elec

EasyQC Level 2 Blood Gas and Elec

EagyFloodcas Sampler

6504 EasyBloodGas/EasyElectrolyte Pump

EasyQC Level 3 Blood Gas and El

Daily Cleaning Solution Kit

'Red fest Dye Solution

EasyBloodGas Capillary Tube Kit

EasyploodGas Demonstration Kit

EasyStat/Ea syB loodGa s/Ea syElectro

EasyBloodGas Sensor Module
Easy$tat/EasyBloodGas Va lve Modu

Compression Plate

Seria I Ca ble, 25-pin 
:

Serial Cable, 9-pin

Ba rcode Reader Kit

6a syStat Reagent Module'

EasyStat/EasyElectrolyte Na Elec

Easy$tat/Ea syE lectro lyte K Electrode

EasyStat Ca Electrode

Easystat Cl Electrode

Easy$ta t Troubleshooting Kit

Bi-Leyel Hematocrit Qua lity Contro I

EasyStat Demo nstration Kit

EasySfatlEasrf BloodGas Ca pilla ry Tube

EasySitat Sa mpler
EasySlat Pump Tube

EasySlat Sensor Module
Frobe Wipers

Electe nce

lity C

lity c

lity C

tfere

i

fluali

fuali
fuali

rol

[ol
rol

nr[o

nrro

Cont

Cont

Cont

rlnter Paper (5

EDMA Code

tt70 3L 04

rL 70 31. 04

Lt 70 3L 04

11 04 04 01

11 70 31 10

2l 04 t0 0I
11 70 31 50

tL:lo 3150.

11 70 31 50

17 0t ot 27

11 70 31. 90

2L 04 tO Ot

2t 04 t0 07

21 04 10 01

21 04 10 01

21 04 L0 0L

27 04 tO 01"

2104t001

11

2to4 10 0t
2104 I00t
27 04 tA 0t
2t 04 t0 01

1770 3L70
11 04 01 07

11 04 01 06

r_1 04 0102
11 04 01 03

21 04 10 01

13 01 70 03

21 04 10 01

21 04 10 01

2t 04 r0 0L

lfi>
+;

7
\

1

I Yqn
hEt



4r02

4103

7205

/zuo
4203

4204

6204

4207

4301

2118

M02
M03
2874

28ts
MQ,
4406

M04
4306

6504

o)u)
4506

4507

4508

1302

4522

4539

6s1.8

6520

EasyEl e ctrolyte Accessories

Catalog No. Accessory

EasyElectrolyte Reagent Module N

EasyElectr:olyte Reagent Module N

EasyStat/EasyElectrolyte Na Ele

EasyStat/EasyElectrolyte K Elect

EasyElectrolyte Cl El ectrode
EasyEl ectrolyte Li El ectrode
EasyStat/Ea5y Bl oodGas/EasyEl ectrol
EasyElectrr:lyte Spaqe r Electrode
EasyElectrolyte Trou bl eshooting Kit
Daily Cleaning 5olution Kit
Red lest Dye Solution
EasyElectrolyte Urine Diluent
EasyQC Bi-Level Quality Control Kit

: r-rrt99 rfj fyel Oyal itv control Kit
' EasyElectrolyte Demonstration Kit, I

EasyEler:trolyte De monstration Kit,

EasyElectrolyte Capillary Tube Kit
EasyEf ectrolyte Sa m pl e r

EasyBlorrdGas/EasyEl e ctrolyte P u mp

EasyElgctrolyte Sensor Module, Li

Serialf,abler,25-pin
Serial Cable, 9-pin
Barcode Reader Kit

ference Ele

finter Paper (5

EDMA Code

110301.
11 03 01

1L040107
11 04 01 06

11 04 01 03

11 04 01 04

11 04 04 01

11M0190
2L04 7001.

11,OL0727

11 70 31 90

11 04 04 90

11 50 02 04

11 50 02 04

2104 to 0t
21 04 10 01

21 04 L0 01

2IMIOOL
2L04 t00L
2LMrO01.
zLMTOOI
2104L001.

2104 L00L
21041.00I
21.0410 0L



Easylyte Accessories

Catzrlog No. Accessory

2O7O Easylyte EasySampler

210X: ,' Easyf-Yte K+ Electrode

270r'. . Easylyte Na+Electrode

ZLIii Easyfyte Cl- Electrode
270e; EasyLyte Li+ Electrode

2L5Ct EasyLyte Ca++ Electrode
2157, Easylyte pH Electrode
2152

2103

2258 ,EasyLyte Membrane Assembly

EasyLyte tlisposable Refe rence Ele

Easylyte Refrence Electrode l

2120

2121

Easyliyte N a/K 800m1 Solutions Pack

Easytiyte Na/K/Cl 800m1 Solutions p

EasyLyte Na/ K/ Cl / Li 800m L Sol ution
Er;tlti; rurirqoori sorrfioor FuiL
EasyLyte Na/K/Cl 400mL Solutions P

EasyLyte Na/K/Li 400m1Solutions P

2122 Easylyte Na/K/Li 800m1Solutions
2723 Easylyte Na/K/Ca/pH800mLSolut
2028

2109

2712

L! LJ

2714 Easylyte Na/K/Ca/pH 400m1Solut
EasyLyte N a/ K/ Cl / Li 400m LSol uti ons

EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
Easylyte Quality Control Sample Cu

Daily Cleaning Solution Kit
EasyLyte Daily Cleaner Cup

EasyLyte Sol utions Valve
EasyLiTte Sample Probe

EasyLyte Szr mpl e Detector
EasyLyte Tubing Kit

EasyLr/te Calcium Tubing Kit

fasylyte Internal Filling Solution (1

Easylyte Wash Solution (50m1)

EasyLyte Urine Diluent (500m1)

Easylyte Standard Solution, Urine (

Easylyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

2026

2874

26rt
28/3
2118,,

2598

2108

2LO7

2257

2104

2100

2492

2309

21L1.

2577

2323

2541.

J

Pa

'EDMA Code

2L047001
11 04 01 06

11_0401_07

11 04 0t 03

tl040tM
11040102
1t703102
TLUMOL
11 04 04 01'
2104700I

11 03 01

11 03 01

11 03 01

11 03 01

11 03 01

11 03 01

11 03 01

11 03 01

11 03 01

11 03 01

11 50 02 04

11 50 02 04

21 04 10 01

t7010127
21.M100L

2104 100r
27041007
27C4100t
21.041001.

2104r001
11 04 04 90

11 04 04 90

7L040490
1.1.040490

2104 t0QJ_-_

27 DS*'i \t4
,,Aflstib



Easylyte Accessqries, conti nued

Catalog No. .Accessory

2595 .,EasylyteEasySampler:Sample L (soo)

2596 *Easylyte 
Sample,Cups 2.0m1 (500)

1!O7rI5,, ' . AntiiEvaporation Capl (SOO) 
:

2293 ' , Easylyte Capillary Tu,les .

2590 Easylyte Capillary Adaptor Kit
2292

2578

2s72

2577

2105

2095

2076

zvtl
7tt8
2544

Easy[yte Capillary Adaptor Clean

Easyfyte Red Dye Test Solution (

EasrTfyte Troqbleshgoti ng Kit
Easyf-y!e TroubleShooting Kit (

Daily Rinse/Cleaning Solution Kit

Na/K/Cl

EDMA Code

2X04 100t
2la4rcot
2to4t00t
27c41007
21.04 7001
11 04 04 90

11.04 04 90

2L041001
2704IOOI
2104t007
2l,o4to0L
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tTx N,0011 ta8 .N,o!79
s6E N,.0t3U PRB N.031S
PRs lfirt?e'

dico diagnostici
tificazione e antib

and de

tesfing sysfems,

sGa N 04tA s$r N.055c tsP N.ostg

ol6d lAFindrLAc4,lul(rl i.
A9rFmodE

] PRrMA C

'ul |frorrl oe,- rriesENrE cERTlFrcAro E

'rru y)r,o,n o, rhtj pREsENr cERrFteArE

tuv.it T!Wc)

CATOI
t750 100 1,1 - Rev.02

attesta che I Ii id, is to cerllfylhat

i..s.Eoroeertallvn;

CONTRADA P VOMANO 2 -.TRAVERSA DIVIA GRECIA
ROSETO DEFLI ABRUZZT (TE)

AI DELLA NORNlA

TO CATJ'PLY THFREOU/REMENIS OF

NI EN ISO

; kit per [a determinazione di p
(rAF 12,2el

001:2015

I sale of in-vitro diagnqstic
'; i d entific at i o n' a n d'susc ep

QUESTO E vnuoo pen tu CAMPO DI APPLICAZIONE
lE lS VAI:ID THE FOLLOWING SCOPE

tazione e svilu produziong Q comrnercializzazione di tivi
: terreni di foltura per batleriologia, s mLdi

?ls

: culfure, media
for plasma determination (tAF 1i,

l:Organismo di
For the I Body

.t.

Validil lValidity

Dal / From:

Al /'l'o:

7"10'24

20-10-23

lq__r- Dala eni[qsione/ Date

17,14-:24

TUV ltalia
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Frrsl issue
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