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s-" ntt.$-Jr,,i"i'

onEtcN GOVFnNM[fJ I"

tcls into foreigr] countries , ihe U 5. Foctcl aird l.) rcl

conoerrring tht Prvciuct(s) lo bc exporrecl li$ted E.liclw

ruqn{* e1f N*me of M*nulacturer/Disirihutor, Address

$ee Attacfecl t,ist

istribution *ft*r(s) wltich prr:cluce s/distriirr-rte:; it') r; st.iblr:cf
g, ancf Cosrpr:lic Ar:i.

in, and legall! exported fron, lhe Unitecl Statet oi
(he prodr,rct{s) is procluced ls subjoci lo perinciic
nt(s), at that ljne, aLlpearecl tc he i11 bsltlnii.tlnt(s), at that ljne, aLlpearecl tc he it1 bst;lniitll

cotltplranqe witn cui'rr)nr gu$cJ n)flniJfactLrnng pracuc& recluirenr*nts fo1 the prr;cJr.rctisi li:-teci ah o

.,,./4'". . //'/" " '/fj )- /./
OAPT Sean fr,'l. t3oyd, [/PH, USPHS
DepLrty Directur for Hugulatnry Alfairs
O{licB of Compliance
Center fr.rr Devices and Fladiolagical l-lealtli
U.S. Food and Di'ug Ac|ninistratinn, DHHS

Th cerlificate is valid from No\rember 13, 2017 to Novernber 12, 201 9.



No. 2046-1 1-2017
|ll to Foreign Governmept - Name ot Pr+duct{s) Attaohment e1o{2

of tu rer/Disribu to r

OFIIVE

usA 01?30

ol

P3s

s
Na./K,Analyuer

tiLyte frlus NalK./Cl Analyzsr

EilsyIyte F-XPA.ND Na/KlctiOa/l I Anaiy':i{x

H.]syLyte Na/F; AnoJy;rRf

Et]syLyte Plus Na/ltCl Anal'1zer

f":lsyl-yto Lithium Na/.K-/Li Ari,ily?9r
ElsyLy{e Caiciunr NB/K/Ca/pll ArlRiyt€l
EdsyLyte Plus Na/fVCl Analyze

11"]''*i:lsyt.ytc el
E isylyls
f;t{syt-ytu o0ftL
L:lsyl yte Na/KlCllLi S,5lulio,)s Pack $tIS$l1

ElsyL.vle Ns./K S0lulion6 F\ack. 4001111..

E.]syLf i.e NalK golutiorrs faek. 60Cm[.

fiElsylyfe Na/l(/(]l $o[rtion$ Pack. 40offi1

HNsytyte Na/KiCl Solutions Pa(\. S0Corl.

fifsyLyUe lldlFJLi Solutjons Pach e0ornl

*lfsyLyte Na/l</t"i Solutirirs packi grornL

il;Jsyl-yte NalK/t..i tjoiuliofls Pack 40omL.

ti;f syLyte f'la/lvl..; Solu tirtfrs Packl Silin) L

Etlsyl yte Na/K/Ca/pH Solulron$ l:aih 4DOmL

fa yLylrr Na.i Llentrode

Eafiyl"yiL, Reference Electrode
EafVl..Vte Tubrnq Klt

SaFyLyte QDarterly OFsreltin4 Kil



2132

2257

2258

2292
t)Q a

3s09

2492

2541

?544

257 1

2572

2574

2590

?595

2596

I 074

259A

lio, 2046-1 1 -201 7
to Foreiga Government " Name ol Froduet(s) Altaehrnent

ls Disposable Rsference Eleclrod*

$arlple Deleclor

Mombrane As$embly

Caprllaiy Adspler Cleaning Kit

Tubes

S0ltuion (50m1)

Lyte Probe tMpdrs (6 ct )
l-yte lnternal Filling Solutiort (1egmL)

Lyte Prinler Paper (3 rollsisylyte r,rmer Paper (J roilsi

sylyte C Series Pfinter Paper] (5 roll3)

lfium Troubleshooting Kit

Kir

2514

28.15

2843

7118-l

Urirte Solution (50mL)

Test Llye $o!0lion {50m1)
syl-yte liaprilsry Adapler K[

l. Sample Cups (500 cl.)

L Sanple C$ps (500 ct )
vaporalion Caps (500 ci )

syLyte 0aily Cleaner Cup

Quality Control KLt

rvel Quallty Control Ki(

ly Control Sample Cups (6q ct )

Rin6e/Cleaning Solutjon Kii

P9ee 2oa2



MecJlca Corporaticin
5 Oak lrark Drive

Fax 781 275 2731
rf ,#j rlt4ilrcilc0rp.1} QFI

Pftrd{tels l:ot l1<rallh Cafe

s olConformity

a

ce afll Date: Bedford Massachusetts, USA, March 30, 2017

Mofiel/Type;

Efsylyte Na/K, Na/K/Cl Na/K/Li, Na/K/Cl/Li,

Na/K/Ca/pH, Na/K/Cl/Ca/ti

EasyElectrolytes Na/K/Cl, Na/K/Li

USA

declares that the oroducts listed are covered bv Annex lll of Directive 98/79/EC. These

are for professional use onlv and are not listed on Annex lf, List A or Annex ll, List B of
rmity with the Annex l, 'Essential Requirements" and provisions of council Directive
rices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and El

ing national laws of the Member States.

-certitied

n tneyJI I

h Vitro

EeisyEldctrolytes and accessories per attachment



106

1s0

151

1 q')

1_03

z)6

r.20

721"

r22
123

028

109

r.12

t.1_5

11i

a26
11A

814

815

843

118

598

108

L07

757

Accessories

Accessory

11 04 04 01

2V07 11.02

1,tl 04 04 02

tt 04 04 02

1[ 04 04 02

Lt.04 04 07

I[" 04 04 02

11 04 04 02

r,l:04 04 02

11 04 04 02

rI 04 04 02

1.1 04 04 02

t1.04 04 a2

11 50 02 04

11 50 02 04

21Al rr02

EasyLyte Na/( Analyzer

EasyLyte Plus Na/K/CI Analyzer

EasyLyte Lithi 1.rm Na/K/ti Analyzer

Easylyte Calcium Na/K/Ca/pH Analyzer

EasyLyte Na/K/CllLi Analyzer

Easylyte EXPAN D Analyzer, Na/ R/CI/ Ca-ti
Easylyte EasySarnpler

tasylyte K+ Electrode

Easylyte Na+ Electrode

EasyLyte Cl- Electrode

EasVLVte Li+ Electrode

EasyLyte Ca++ Electrode

Easylyte pH Electrode

Easylyte Disposa ble Reference Electrode

EasyLyte Refeience Electrode

EasyLyte Menl brane Assembly

EasyLyte Na/l( 800 ml Solutions Pack

EasyLyte Na/K/Cl 800m1 Solutions Pack

EasyLyte Na/l(/ti 800m1 Solutions Pack

Easylyte Na/K/Ca/pH 800m1 Solutions Pack

EasyLyte Na/K/Cl/Li 40OmL Solution Pack

EasyLyte Na/K 400m1Solutions pack

EasyLyte Na/K/Cl 400m1 Solutions Pack

EasyLyte Na/K/Li 400m1 Solutions Pack

Easylyte Na /K/ Ca l pH 400m1 Sol utions Pack

Easylyte Na lW Cll Li 800m1 Sol ution Pack

EasyLyte Na/K/Cl/ca-Li 800m1 Solutions Pack

EasyQC Bi-Level Quality Control Kit

EasyQC Tri-Level Quaf ity Control Kit

Easylyte Quality ControlSample Cups (60)

Daily Cleaning Solution Kit

Easylyte Daily Cleaner Cup

Easylyte So I utions Va lve

EasyLyte Sample Probe

EasyLyte Sam ple Detector



Efsyty
cftalor
z+04

2100

21s2
210s

2\tr
2177

2123

2141
) qoq

2le6
11745

z1s3

2ls0
21e2

2178

272
27L
zu)
295
276
274
7118

2144
?ee4

Accessories, contin rled

No. Accessory

EasyLyte Tubing Kit

EDMA Code

2L07 Lt02
2L07 rr02
11 04 04 90

11 04 04 90

11 04 04 90

1r" 04 04 90

2L07 tt02
2L 07 1,1,02

2L07 LI02
2707 1L02
2L07 rLA2
27 07 1"L 02

2t 07 1"102

2tQ7 rIO2
11 30 01 11

21071.1"02

2t07 tl.02
2L07 7102
2r07 1"r 02

2107 rt02

EasyLyte Calciunf Tubing Kit

EasyLyte tnternaf Filling Solution (125mt)

EasyLyte Wash Sblution (50m1)

EasyLyte Urine Qiluent (500m1)

EasyLyte Standaqd Solution, Urine (50m1)

EasyLyte Probe \JVipers {6)
Eas'yLyte Printer Paper (3 rolls)

EasyLyte EasySarppler Sample Cups, 500u1 (500)

EasyLyte Sample Cups 2.0rnl (500)

Anti-Evaporatiol Caps (500)

Ea syLyte Ca pi | | a fy Tu bes

EasyLyte CapillarV Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit

EasyLyte Red Dyp lest Solution {50m1)

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Ctea$ing Solution Kit

Easylyte C Series Printer Paper (5 rolls)

Easylyte Barcodg Reader Kit

7tl07



02

UJ

lyte Accessories

No. Accessory

EasyEtectrolytes Na/K/Cl Ana lyzer

EasyElectro lWes Na/K/Li Analyzer

Easyflectrofyte Reagent Mo dule Na/K/Ct

EasyElectrolyte Reagent Module Na /K./ Li

[asyStat/EasyElectrolyte Na Electrode

EasyStat/EasyElectrolyte K Electrode

EasyElectro lyte Cl Electrode

EasyElectro lyte f i Electrode

EDMA Code

21" 07 ).r 02

2t07 1"r 02

l"t 04 04 02

r1_ 04 04 02

L1 04 01 07

11 04 01 06

l_1 04 01 03

11 04 01 04

11 04 04 01

1"1 04 01 90

2107 L1 02

1.t 07 0L 27

11 30 01 1.1

11" 04 04 90

r"1 50 02 04

11 50 02 04

2107 r,02
2I07 LI02
2_L 07 LI 02

T,07 TT02
2-1" 07 1"102

2L07 tr02
2t07 11.07

2107 Lt07
2107 11"02

2107 L702
2107 t[02

2
f

4
A

n?

I

o2

t4
L5

0s

ut'

o4

EasVStat/EasyBloodGas/EasyElectro lyte Ref erence Elqctrode

EasyElectro lyte Spacer Electro de

EasyElectrcl lyte Troubleshooting Kit

Daily Cleaning Solution Kit

Red Test Dye Solution
EasyElectrolyte Urine Dituent

EasvQC Bi'Level Quality Control Kit

ol Kit

Kit, Na/(/Cl
Kit, r!a/K/Li

Kit

ample CuPs



Declaration mity

e Materials B.V. reg. no. 380 established manufacturer of

nts, Stains, Controls and Cal ucts for Histopathology located at

or. J. rr,ritl"noo,t
on & nA Manaser

page t Jr +



rtnarked products

Produr no Product Pack size

Hemz olop.r Analvzer
2983 BeneSpherarM 3-patt DifF

H ematolo ev Anall, zer H32
1 unit

Clinic I Ch, n tty Analyzet
2946 BeneSph erarM Clinical Chemistrl'

Analtzer C12

'L unlt

Diluer ts

3961 Diluid 100 Pius 20 liter

2990.9010PC DiluidrM 22 1 0 iiter

3954 D uid 590 l0 litet

3969 Diluid 610 l0 litet

3430.91 t0 Diluid Abacus Z0 liter

3430.91 0 Dilr.rid Abacus 1 0 litet

3996 )iltrid AC 900 Z0 litet

3476.91 Z0I'C )iluid APR Z0 litet

39s7 )iluid Azide ftee 20 litet

2901.1)l ()PC )iluid BS34 10 litet

3963 Diluid III Diff 20 liter

3963.9 0 Diluid III DiTf 1 0 litet

3459.9 l0 Diluid Erma 2D ltter

3419.9 2OPC Diluid 1vI5 20 liter
3439.9 ZOPC Diluid Mindrav 20 liter

3483.9 2OPC Diluid NR 20 litet

2981.9 2OPC Diluid Ruby 20 Etet

3832.9 z0 Diluid/Sheath 3200-4000 20 liter

3976 Diluid ST 1600/2000 20 liter

3495.9 OPC Sheath D 10 litet

3471.9Q20PC lhcath Fluid 3000/3500 20 liret

Lvses
3998 lN-[tee l-vse DifF AC 900 5 litet

37 44 vMet 1000 CN ftee 5 liter

2986,0 OOPE vMetrM 22 500 ml

3469.9 lOPC CyMet 3000 1 0 litet

3823.1 00 CvMet 3200 CN free 1 Iitet

3839.s0ooPC CrMet 3500 Litet

3825 lvMet 3500 CN ftee 5 Iiter

3173.5 ()OPC lvMet 4500 CN free i litet

39'75 lvMet 530i CN free 10 liter

3911 lvMet 590 CN free 5 Iitet

3910 lvMet 610 CN free 1 0 liter

3977 lvMet 610 CN ftec 5 Iiter

3445.1 OOPF vMet Abacus Baso 1 htet

3431.1 00 lvMet Abacus CN free 1 liter
i444 3vMet Abacus EO 1 liter
\479 rnnf)tr CvMet APR Baso II 1 liter

3417.( NNDE CrMet APR CN ftee 500 ml

3478.1 IOOPE lvMet APR EO 1 litet
2950.1 i00Pt CvMet ASA 2.5liret
2951.l ;0OPt CvN{et ASB 500 ml

2952,' )1OPC CvN4et AS CIN Free 1 0 liter

37 55 :vMet Automated 5 liter

2982.050OPF lyMet BS3 CN free 500 ml

2902.1 lt,uyr lvMet BS34 CN Free 1 liter

3968 0s00 lvMet III DifF 500 ml

3968 lvMet III Diff I liter

3964 vMet III DifT 5 liter
3511.1 )00 vMet III Diff CN Free 1 litet

351 1.5000 lvMet III Diff CN free 5 liter

2c 4

341 6.0500 3r'Met Erma 500 ml

3841.1 00 PE CvMet H12 CN Frcc
'I Iitcr

3853.1 00 CvMet H20 I Iiter

\425 050 lvMet I(X CN Free 500 ml

2985.1 00 PE CvMet LH 53 Itc
3489 OOQPE CvMet NIBA I liter

341 8.1 00 PE CvMct )lDfl) 1 litcr

2984 u0(luB CvMcr N{Dfl) 53 li rcr

1488,0500PE Cvl{ct }tD0l) 500 nrl

3497.050 PE, lvMet IVIH CN Irree 500 nrl

3852.1 oo0 CyMet Micro I lttcr

I 863.1 0C lvMet lVlicro CN flrce 1 T- nricros

3441.050 PE lvMe t lvlinclrav 500 rnl

3440.05c PE lvMet lvlindral CN Free 500 ml

1484.1 0C PE vNIet NR III [itcr

3486.1 0C PE lvMet NR III CN Frcc litcr

3485.1 0C PE CvMet NR V I lltcr

u 988.50C PC Cvl\4et Ruby CN Frcc 5 litcr

1480 50t PC CvMet SIr Baso 5L

3481.500 PC CvMet SF Dil'f 1 5L

J482.05( PE CvMet SF DifF 2 500 rrl

3175.10t lvMet ST 1600/2000 Itcl

3759.50( lvMet ST 1600/2000 CN ftcc 5 lr tcr

3759.^lO( lvMet ST 1600/2000 CN free 1 Iiter

3788 lvMet STX/STL I llte f

3475.50( PC -cucoLt'sc 5 Iitcr

2989.50( PC Leuco]-vsc Rubv 5 Urcr

3077 Lvzcr:GlobinrM 500 ml

3769 .r,zerGlobin 6x15rnl
3771. LvzerGlobin PCE (r x 15 rrl

351 3.1 0( PE RBCI I'scru I Iircr

351 8G.1 000Ph, RRCLT'sc G 1 litcr

351 4.0500PE \XBCStabiliserM 5(X) nrl

Reticul rcvte Reagents
3493.1000PE ReriClearrM MHG i tcL

\77 4 ReticounrTnr 30 nrl

2953.Q21, PE etiCount AS 210 ml

777 RetiCount CD 15 x 3.5i ml

\494.021 )PE RetiCount G 200 ml

al

3s07.9020 Blanking Solution Hgl: 20 litcr

3947 Blankins Solution 1 600 / 2000 20 L tcr

3763 DetectoTerqe rM -5 Iirer

3'766 )etectoTerse 1 liter

2970.0900PE )etectoTerge BS 900 ml

3917 HrpoChlorite litcr

3900 ProCleanrM 5 litcr

3768.1 000 ProClcan 1L nricros

3432.1000PE ProClean Abacus I lrtcr

3432.5000 ProClean Abacus 5 litcr

3902.01 00PE ProCIean CD 100 rnl

3862.9020PC ProClcan Extra 20 Iitcr

3862.s0Q0 ProCIean Extra 5 liter

3862.10 ProClcan Extra I lttcr

3867.1 00OPE ProClcan llxtra -z=-=\< 1L rlictos
3498. l 000PE Pr'o(.lcan MX5 ,z'^usl\\i-1.!-E t 1 litcr

3901 ProClean Plus /4n i.2i*- l0 m1

34425000P8 Ri n se l\'l in d ra(aY ".'r



Prodt rcr no Ptoduct Pack size

"N

Rea ent Pr rcks

)-91,0 Reagent Pack BS34 1 pack

Het r rnl y Controls and Calibrdtors

3421 t i42B/ Ito 8-Pararnetet Control L/N/H 2.5 ml

3463/ \464 / +65 8-Parametet Contiol L/N/H 2.5 ml

3707 I \702/ 703 8-Parametet Contiol L/N/H {.5 ml

3746 8-Parametet Conrol L*N*H 3x2.5ml
37 47 8-Parametet Contfol 4xN x 2.5 ml

3751 8-Patarneter Contiol 1 xL*4xN+ 1 xH 1x2.5ml
i633/3634/ 635 8-Parameter ConLrol ext L/N/FI 2.5 ml

3433 )434/ 4-11 3-Diff Control L/N/H 2.5 ml

3502 \503/ ;04 3-DiFf Conttol L/N/H 4.5 ml

3466 3-Diff Conuol 4xL {x2.5ml
3461 l-Diff Control 4xN 4 x2.5 ml

3468 3-DifFControl 4xH 4x2.5ml
3421 \422/ 423 3-Diff Conrrol ext L/N/H 2.5 ml

3681 \682/ 583 5D Control L/N/H 5.0 ml

3684 ioit)/ 586 ADV-Diff Control L/N/H 3.5 ml

3613 )61.4 )615 BC-Diff 5 Conttol L/N/H 4.5 ml

3940 3al Set 1 x 2.5 ml

3452 34s3/ 454 D-Diff Control L/N/H ].0 rnl

3838 D_Diff Control 2xl-|2xN+2xH x 3.0 ml

4s6 / +57 I{-Di[f Contlol L/N/H )ml

3424 Platelet Control Ext. value x3ml
J693 3694/ 695 SF-Diff Control L/N/H ERE rlS
3698 3699 WBC reduced RBC Control LIH 

"4
tt/

3731 3732/ t33 Xe,-Diff Contt"l L/N/H A| 5 mt

3652 36s3/ 654 {E-RET Control L/N/H tl'"T.',"l' 13.0 ru[, 
^ "' "1

Paqe 3df4
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LORNE
LAI}ORATORIIIS

and is in conformity with the
standards:

Eddy Velthuis
Technical Directol'

Lorne Laporarole,s [-td declares that the following in vitro diagnostic reagent:

Product name Catalogue number

RF Latex kit 8301 00A

n List B ( Annex ll)
rements irective
t and of t 2002
ments of ).

national standards transposing harmonised

. BS EN 980:2008

. BS EN ISO 13485:2012

. BS EN 1361 2:2002

. BS EN 13640:2002

. BS EN 13641 :20Q2

. BS EN ISO 14971:2012

. BS EN ISO 18113, pafts 1&2



LORI.{E
T.ARORATOR II]S

declares that the followiqg in vitro diagnostic reagent:Lorne Laboratories Ltd

standards:

. BS EN 980:2008

. BS EN ISO 13485:2012

. BS EN 1361 2:2Q02

. BS EN 13640:2002

. BS EN 13641:2002

. BS EN ISO 14971:2012

. BS EN ISO'18113, parts 1&2

Laboratories Ltd and is valid from 13 April 2O161

Eddy Velthuis
Technical Director

I o I lJr Pcll l,D I ()(2.

The conformity adsessment procedur
Annex lll of Directive 98/79/EC.

This declaration of conformity is issue

Product name Catalogue number

CRP Latex kit 8$01 o0A

Lorne l-aboratories Li m

Unit l Cutbush Park lndustrial Estat

hsr

264

Berkshir$ RG64UT United Kingdom I wwwlornelabs.com

Rsgistcred olli60 d$ nbovo, Retijstcrod in fflel0trd No. u45{0791 vAT flc. srlft lr}55 G(r

tbush Park lndustrial Estat 86 4518

Danehill, Lower Earle elal)s.com

and is in conformity with the national standards fransposing harmonised



Declaration of Conformity

HL-7- 0511 DC DOt2013/i)8 (3)

[he laws of the Member States relating lo ln Vitro Diagnostic ltlledical
Devices & CE mykine.

Declaration of c{nformance to applicable segtions of Annex I Essential

ln Application oi the Gouncil Directive 98/70/EC on the approximation of

claratio;r of Conformity) imposed by
ts are ndt classified under Annex ll Lists
nical filds will be made available to the
ired.

DQscription

Clpuss Fibrinogen .1 
00

Clfluss Fibrinogen 100

l,vi/*^

Product
pode

5376
5376H

l, the undersigned declare that the devices registered
Classification Code conforms to the said Directives,

Full Name: M.J. Stephenson

Heleng Biosqiences Europe

Queefsway South, Team V

Gateshead, Tyne and Wear,

Unite( Kingdom

GMDN
Classification Code

55997
55997

aoainst the above GMDN

Title: Managing Director

Date: 05 Aug 2013$igned:

[ul +44(0)1el 48284!cl
Fax +44 (0\151 482 8442t.

I nro(9, n ete na-Dtosct en ces.co m

www.helena-biosciencei.crom



Declaration of Conformity

HL-7-0664DC DOt 201 5/013 (1 )

pevices & CE marking.

leclaration of cdnformance to applicable ,"btion. of Annex I Essential

fn Appf ication of the Council Directive 98,7E,EC on the approximation of
fhe faws of the Member States relating to ln Vitro DiaEnostic Medical

froductpode

5267L

Description

Th1'omboplastin L

GMDN
Classification Code

55983

l, the undersigned declare that the devices registered against the above GMDN

flassification 
Code conforms to the said Directives.

flull 
Name:

f 
ioned:

M.J. Stephenson Title: Managing Director

Queensway South, T'

Helena Biosciences

Gateshead, Tyne and

United Kingdom

{tr -slo -a'5'- *S.\

*tr$w*o



Declaratiron of Conformity

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

fn Appfication of the Council Directive 98l79l,EC
the laws of the Member States relating to /n
Devices & CE marking.

Declaration of conformance to applicable secfiions of Annex | - Esserrtial

appropriate bodf in the event this is required.

Requirements and Annex lll (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are no! classified under Annex ll Lists
A or B. Access to the appropriate technical file$ will be made available to the

l, the undersigned declare that the devices registered
Classification Code conforms to the said Directives.

Full Name: M.J. Stephenson

on the approximation of
Vitro Diagnostic Medical

GMDN
Classification Co,de

30590

against the above GMDN

Title: Managing Director

Product
Gode

51 86

Description

Routine Control N

Signed:

Tel +4a(0)191 4828440
Fax +44 (0)191 4828442
inf o@ helena-bioscie nces.com

www. h elen a-biosciences, com

Helena Biosciences E

Queensway Sogth, Team

Gateshead, Tvne and Wear.

te

United Kingdom



Declaration of Conformity

HL-7- 0138 DC DOt 2013/10 (6)

fn Appfication of the Council Directive 98179/EC
the laws of the Memben States relating to tn
Devices & CE marking.

on the approximation of
Vitro Diagnostic Medical

| - Essential

GMDN
Glassification Code

30590

Flequirements and Annex lll (EC Declaration of Conformity) imposed by
sections 2 to 5, The below listed products are not clas sified under Annex ll Lists
A or B, Access to the appropriate technical file$ will be made available to the
appropriate body in the event this is required,

Product
Code

51 87

Description

Routine ControlA

l, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: M.J. Stephenson Title: Managing Director

Date: 31'l October 20'13Signed:

Tef +44(0)191 4828440
Fax +44 (0)191 4828442
info@helena-biosciences.conr

www. helena-biosciences.com

Helena Biosciences E

Queensway South, T

Gateshead, Tyne and W

United Kingdom

(h,JJ 
1TA"--



Declaration of Conformity

HL-7- 013s DC DOt 2013/10 (6)

fn Application of the Council Directive gAngleC
the laws of the Member States relatilng to /n
Devices a CE rpar*ing.

Product
Code

51 83

Full Name:

Signed:

Tel +44(0)191 4828440
Fax +44 1o1tst +azdltz
info@helena-bioscienc!s.com

www. helen a-biosciencgs. com

pescription

foutine 
Control SA

on the approximation of
Vitro Diagnostic Medical

GMDN
Classification Code

anEon

Title: Managing Director

Date: 31't Octo

f seotions of Annex | - Essential
ation of Conformity) imposed by
e not classified under Annex ll Lists

t I fileg will be made available to the
t

l, 
, 
the...undersrgngp declare that the devices registered against the above GMDN

L;rasstltcatton code conforms to the said Directives.

F
Helena Biosciences Europe ll I
Queensway Sortth. Team V

Gateshead, Tyne and Wear,

llnitod t(innr{nm
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H}ECI,ARATXON O CONFORIVSHTV
IAGNOSTIC] RIOPI{OBES S,R. I,.
DUCCIN'27 - 20099 SHSI'O SAN

Wtr HI}REBY DECLARE THAT THD ABOVE MtrNTIONI]D
PRODUCT MEE F'THE COUNCIL

FOR IN IVICES.

IVITLANO) - II'ALY
HBs Ag o e Vel'sion ULTRA
oot)Fls: Gl ULTRr\.CIl (1 92 tcsts)

GIUL,TI{A,ClE.96 (96 r,rsrs)
G 1 UL'lIlA, C8,480 (4 B 0 lests)
G lIJLTRA,CIi,960 (960 rests)
G1 UL,TR'\,CE.DI] ( I 92 tests

- LIST A

AE]VIPS - no 03 l8
(EC) cDRrrFrcATE(S)

r.ssa

FULL QI/ALITY ASSURANCE SYSTI]N4 N'
2003 12 q388 CT (iu accoldance ivith Anriex IV

of the Dilective 98/79lEC),
C NOTIF'IED BODY N" 031 8

CATE N" 2008 12 0588 ltD
I{ELEASED BY EC NOI'IFIED BODY N' 0318
UNE EN ISO 134B5 N'20I3 1I OO39 EN,
ITELEASED BY EC NO'I]I.IED BODY N" 03I8

N4II-ANO _ DECEMBI]R 2O()8
D & DATE OF CUITIIENT SESTO SAN GTOVANNT (Mr) - DllCEMtsEr{ 20r3
ION

ATURD
Reprcsentative
Fiolcnz.a Scozzesi

N.IANUFACTUIIEII

CLASSIFICATION

DIA.PITO
VIA CJ, C
CJIOVAN

FORMITY ASSESSME,NT ROUT]I

IFItrD BODY

& DATE OF FIRST ISSUE
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5P Declaration of $ortfarmrity fo,
Prioducts

In-vitro Diragnostir;

'f 
hr: pr-ocedure for EC declaration of colformity Was.established onlth sis of a full quality assurance system

accfrdi.ng to El\ {SO 9001 :?00F and EN ISO 13485;2012+Aai2o12 a {ing to the IVD directlve 9B/29/EC
Annpx lV, except chapters 4 and 6.

W€r

Name of manufacturer

Address:

confirnr that thr: following test strips for proies$iona) use

C€

Name of product

Medi-Test GJUrlose PN
Medi-Test Gluoose
Medi-Test Glucose 3
Medi-Test Glucose/Keton
Medi-Test Protein 2
Medi-Test Keton
Medi-Test Nllrit
Medi-Test Cornbi 2
Medi-Test Urbi,
't\4edi-Test Conrbi 3
Medi-Test Combi 3A
Medi-Test Conrbi 5
Medi-Test Conrbi 5N
Medi-Test Gombi 55
Medi-Test Corrrbi 6
Medi-Test Conrbi 6A
Medi,Test CarnbiT
Medi-Test CombiTL
Medi-Test Combi 8L
Medi.Test Cornbi 9
Medi-Test Cornbi 10
Medi-Test Combi 10L
Medi-Test Combi 10 SGu
Medi-Test URVXXON Stick 10
Medi-Test Combl 11
Med i-fest M ikr.oalbum in

Reference Iumbers
93017;930865
030011 930?4
e3043;930Q0
93020; 930Q5
93004; 93027
93005; 930!8
s3006; e30{9
93015; 930Q7
e3!12
93050
93007t e30Q0
93009; 93032
e3035; e30q6

93018;93078
930'13; 93034
93010;93022
s3031
93021
O?n{ I . o?nr'.Ivvv I rj svvrs,

oenAA

93058; 93079
93047 e307V
93068; 930872
93060; 930871
930874

tulAf]ij*tliY.t{A(iFi, f |ntrH & ga, */,r1 - lf,,r:rar!n.ilxr,oa. firr E.B , f,!t!E t}*rfi f,irirrrrirry
DF/lntenrationalr :CHl FF:
TeJ,: +urg 24 21 969-0 -l.el.i +41 62 38g 55 oO Tet.: +33 388 68 22 o8rFBx: +a9242I869-199' Fax: +4t6lOBg050E Fali +39.A9g6t76BB
E.majl:inloAhn.net.oom E"rnaitlsales-ch6dvr-net,com E.nuif:sare5.hqrrlrasicr..i

Tel-; r'1 .1€l 821 0$84
Fax: +1 484 821 1272.

E mail: soles-ur@mn.net,cof l
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Dehydriated culture medium
Rel'. 0 - 3,d Ed. 2004

Page 1 of 1

GLUCOSE

for bacteria in fermentation tests (i.e. Satmonella
from other sLtgars and from starch, proteins ernd
on; high concentrations are used fclr the preparation of

PHYSICO.CHEMICAL CHARACTERISTICS

Standard
DCI I\ ame DextrOse
Ph. E r. Name Dextrosurn / Glucosum
IUPA( Name Glucosr:
Solub lity in water at 5% Complete
Humic lity < o.so "/o

Speciiic Odticat Rotation + 52.5 / + S3.5
Molar veiglht 180
Specil ic weight 7SO gll
oH

Aciditr < 0.1 5 rnl

Ash < 0.10"1,
Reduc lLspgar Confornr
Granu tornetry gg% lower to 70 Mesh

4|ohlower to 1400 Mer;h
TECHNIQUE
Glucosg cari be used as an ingredient of dehyclrated culture media and need dissolution in distilled or deioniz:ed
water dnd stprilization preferably by filtration.
QUALITV CONTROL
Dehydrlted powder
Appearfrnc;el free-flowing, homogeneous.
Colour: whitd.

STORAGE
,!

],i:|,"y:':il_t ",:1I 
nygroscopic: store the powder at 10-30 oC, in a dry environment, in its originat container t ghly

closed ?nd use it before the expiry ,cate on the label or until signs of deterioration or contamination are eviderrt.
PRESENTATION

Produ t REF \--7

GLUC( )SE 61 1 601 50p' $ar#*+,,iaa))
GLUC ,DE 621 601 l*l*
GLUC {iE 61160'15 b..'.*i?r$r'Y''-o

TABLE OF SYMBOLS 'jLr'^; :-s)iE Eat lh 00drl I r I Carttto|l_cot)su!l

_Jl ,J acctrnpirnving docunronts { 
ruranutr,.rr,c,

t--:1" -)
\ ) / Co|rtarrrsi sufltclcttt

V lor crt:- lcsls IVDq Cittalo
rrtiilbe

OUD I Fraoire,

I l)inrdlr! u,,ith carG il usebv

-l
!l Tornlrcrii(ure

b- lifrtntiorr
;,:ih Kocf, anray 1rD,rr

+{\ hctt sorrrce

EEt tral



Autfroris€d by

SGS United Kingdom Ltd
Rossmore Busine$slPark Ellosmere Port Cheshire CH65 3EN UK

t+44(0)151 350-6E66 f +44(0)151 350.6600 lww.sgs.com

r SGS 13485;2 1114

sos5

ThiD docum sl i6 itruad by ho eoruMy Erjbioet [i ilr Gonor0l Cadiliani o i



, terrenidicoltura per li ln plastipa per
analisi, provette con v e 4ghl st$rili.

Trading of the pmducls of fhe group:
kits, culture media for rnicrobialogy, p/as&b dieposab/e

fesf frbes with predatermined vacuam ond sfdrtle Reedles.

RiterirEl al [&nual6 dsfla Ouslilt per ]'qp{oabllib dei requis:ti dells Nffila lS0 13486;1012

R8lot fo QoardyMdnudJ fordsfal$ oiepp&dbn b l$O t.3d85r20{t requiomonlc

ll

Ihe 0s6

enlg d so0getlo al rispelh dol rogoldmsnto per ls certiircezlotu dei srsteoi di $stton6 perla qudla ddb
rd ttm lfuscadl/iirfe slro/lsa/@tiB raqui,?florfs ottlig rulasfat lheLY,dfficationcf'f}ftlpalry qMW

0ab
FiBt

18/ 1t2AA7

Emissione 60nente
Cufienl issae

18/01/2016

Daro di scaderza
Expking date

171011201e

ffic$
rijww.icim"it

CERTIFICATO n.

CERTIFICA'IE lVo.
4265t31C

$I CERNFICA CHE ILSISTSMA OI GESTIONE PER LA AUALITA'DI
wE HERffiY aEFr|FY nHAT THF Sld,i.uIY MANAGEMENT $}$IET/ oPEMTEO

KIIMA S.a.s.

LINITA' OPERATIVE

OFERAr/YE UN/TS

Via Leonardo da Vit\oi, 22 * Zona Industriale Tognan{
35028 Piove di $acco (PD)

Italia

E' CONFQFME Allj NORMA

/S iN COMPT/AIVCE WIIH TIiE'STAITDARD

UNI EN ISO 13485:2A12
PER tE SEGUENTI ATTIViTA'

F QR fHE F ALLOWNa ACT N ITI E8

EAl 14

Commercializzaeione di prodotti del gruppo:



ultc'r'IrNtA cnp't'14o Hnhunlr ro cr p
P,{.iIb}I OE AIE IITCTB O II 0 TEX}I l,{rl E {lliO My PE f y;il r{ P 0 ti AH I,t U l,l j\t El'P0,il0lt"t4 t{

HOHKAT COOTBETCTB14Iil

POCC RtJ.r4M02.H it7 7 93

M EAr4 rlr4 H c K r4x t43,4EnI4 ft aHo (Brlvvrr4MT >>

129301, r. Mocrna, yr, KacarKHHa, s,3 renj (49s1683-9t-ni:*lili 
ffil:;f:^\rt^,

CHPT
Ns

Cpox 4eficrnr,ra c 21.06.2016r. no 2t.o6.zot9r.

ivs l-75S73S

i ro,1QK (105 (OKI"rl:

93 9Bs4

OPrAH fIO CEPTII@IIKAIII,I}I 
11i RA. RU.t 1AVO2

IPoAyKIIPIfl Llu4nra'opu6yruaxHue naponofi creprrrr*3ar\v^

$uorQnapanrerpzqecKue xuruuqecr(He ofilropa:lontre <Me!14C-(BIIHAP)

27 -t 17 64404-2003

BbrnycK,

HOPMAI]:MBHbDI AOKYMEHTOB

|OCT ISO 11140-1-2011 (ruracc 4),

fqCT P 50444-92 (pataemr 3,5,8)

BIITENb 06qecrno c orpa,Hr"rqennofi orsercT4eHrrocrl,ro <HayuHo-[por,r3BoAcrBeFiHat
(izpua <B?lHAPu'(OOO (HflO (BIIIHAF>), Poccn.{, 105094, r, Mocrsa,
focnuranr,nrul rar, a.5, crp.7A, noryi.VIII IIHH 5023001024
Meor<l npor{sBoAcrsa-14tr009, Mogrorcxaa o6n., r.Mrrrl{rrlu, yr,Kolouqoea,A.lJ

I{pI,IICAT BbIfiAH O6ruecreo c orppHnqeuuofi o'4re' crurc <Hayr{Ho-npoH3BoAcrBeHH
6znua (BIZHAP> (oOO (HIIO P))Szpua (BIZHAP> (OOO (HIIO P))

: zrrr'Fl:J R'f \ D,rrrcrrr,

3822 00 000 0

PoCcns, 105094, r. Mocxna, loclutarsnllft sa-n, 4.5. crp.'/A, nou,VIII
ren,/$arc (495) 988-7 6-6'7

nporoKona ucuytrauufz ),{b l6-852 or 2,0.06.201ocl{oBAHr4r4

LII4UUMT >) (J!b RA, RU .2 1r4M04).

cTpaquoHsoe yAo cToBepeHr4e

a cQepe 3ApaBooxparreHus
Ne P.?H 2013/38 or 08 rperpara 20
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TUVFiheinland

Gertificate
The Certification BodY of

fUV nneinland LGA Froducts GmbH

hereby ceilifies that the organization

IIABE LABORTECHNIK GMbH
Jdqerhof str. 17

51588 Nlinrbrecht
Deutschland

has established and applies a quality management system for medical devices
for the following scope:

Design and n and distribution of
in vJtro dia nsumPtion materials

for sam tion and storage
as ical devices

Prr:of has been furnished that the requirements specified in

EN ISO 13485 i2O16

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-10-16

Certificate Registration No,: SX 60133221 0001

An audit was performerd. Report No,: 21234760 009

This Certificate is valid until: 2021-10-15

KS
Deutsche
Akkr€ditier ungsstell e
D-ZM-14169-01-02

Date 2018-10-12
Dipl.-lng. l. Munkler

TUV Rheinland LGA Products GmbH - TillystfaBe 2 - 90431 Niirnberg
Tel,i +49 22'l 806-1371 Fax: 149 221 800.3935 e-mail:cert-validity@de.tuv.com http;/Ailww.luv.oom/safety
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