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Codigo

)N/
de/
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DOS-CE-BILI ++ I

53',, 3
BIL]RUBIN TOl' 4rl Brro 060oi02so 5J2 9
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CREATIN]NE JA FE LrRCO-060Q /070( DOS-Ctr-rlRC.O-R&Std 532 I
CF(DATININE PA JL crRSL-0630/0250 I]OS CD CRSL 532 0
t)ItI,I,Cl'LT,ILIRU N ENVOY RIDV-0850 DC)S.CE.B]DV s3? 3

]1NV ci PSI.-0 B5(-l DOS-C'Fl-Cl P:it" R&Std

533("

(.lt-Lr(]osE l|( s CI ISl. 0tr0{)i 0250 DOS-C] F),TJ I-1SL-
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UIJII\ llE^4o il4(io I)OS. C E-FJFJ \4 C) 324
rRoN 1'tB( t.lJCA-005() t)()s Ctt-1'il.ic 5.190
LACTATE LACT,O 1OT) DOS,TJI], I,,ACT 5 3:14

!X{IC]I{L]PROl'EIN ,Ll $ PRrU-0600i 0250 DOS Ctr.PI{IU II&Std 534€
j Pl-losPFl()RL.tS Pi{o s-06 00 //0230

DOS CD"},IJOS.R&SId 59 r'2PHOSP]JORLJS tr ,/()y FHOS-085t)

TOTAL BILRLTBIN iNVOY Bt't'v-0850 DOS-CE-I1I'I'V 53'229.T'OlAL PROTEIN PRTB-O6t)O DOS, CE.PRTB

5398s
,IO'IAL 

PROTEJN IWQY PITOB,OBSO
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DOC-CE-ASVD
AST/Cl DOS_CE_ASAT

4+1 SL

TI.-R r\ QF'

0410/0430
CHES-0053

cr(s1--0850

CKMB-OO3O

CMS L-0850

DOC-CE_ASSL 4+ ]

CHOLII'l DOS-Ctr-CHES
CK ENV

CK NIB

DOS CE CKSI,

DOS-CE-CI{iVIB
CI{ MR tr

DOS-CE-CJMSL

DOS CE-CKNA

cMSr_ 04t01

CI(NA OO3O

cr(sL-0410/ DOS,CE-CKSL

DOS Ctr.GISL
GAMMA T $L Irt- GrsL-0400/
GGT EJVY GtsL-0850

LLSL-0850
DOS-CE-LLSL

LDHP OO3O DOS_CE_LDHP
T ]PAqtr L-I

LIPASE

SIREN : 3lB 365 228 - RCS AIENCT)N



EL tT Systems SAS
triel

ot Sees - F
33 (0)2 81 2l ClO Fax .

ti cont

DECLARAT

Nous, E

bit[6
tj con aux exigences essenti

de diagnostic in vitro et a -tte atton est basee sur le contenu
syfteme seion la norme NF l:N

liste -jointe).

DECLARA

W€, Cllnical Sy.stems SAS,

to the
reagents be/onglng to

deviced to the
ofappendlces I and L

hea/th code,
declan ts Dased on the contents

of our s according to the standard
liq,

DECLARACI6

Tech Clinica/ Systems SA_t, Z,
que los reactivos pertenecientes a/

E.

t/ son colrornes con /os requisitos est
,"o,665tpara diagnistico in vitro y el c
dqclaracign se bdsa en e/ contenido de
)na de cblidad segin la nornta NF EN 1.,

Tel :

ITech Ctinicat Systems SAS,
les reactifs appartenant au gr

ELI]
that

tiuestro

VaJ6rie

rratrs Mdlager
de /os Aslntos Reglementarios

,.-..-.|j-*

par actrons simplifi6e au capitalde 1 219

DCCt'-C3 I, / Junio 20 tB

N : 3 lB 365 228 - RCS ALENCON

+33 (O)2 22 28 V7 5

ZOn19

rnp Q

des ar
Ce cle

: chpq
) 1348

DEICONFORMTTE CE

ielle 51500 SEES France, d6clarons sous tlotre
ROLYTES/OLIGO-ELEM ENTSr, rdf"r.n.., dun, lu II et III de la Directive Euroo6enne 98/7etCF ,at.+;

CONFORMIDAD

e 61500 SEES
cTROLTTOS/OL
anexos I y III
pib/ica,

::y te?tc1.y estd respaldado trtor ta certitTcacl6n oero (LErctncacton valida hasta el 27 de JuIo 202,0).

C€cile GOUETAULT.

al Systems Sl\S--------_

ES - France

Fax : +33(0)2 33 28 77 51

;22E 00036



DCC[,-C

ELIT
7^^^

61 50
Tel :

ch Clinic:
nd ustriell
)ees - i

33 (0)2 3
rlitecholo

Systems SAS

nce
81 21 00 Fax : +33 (0)2 22 28

GROUPE 3 - EL
GROUP 3 - ELI

GRUPO 3 - ELE,

cl

R s / olrcQ-ELEMEN'rS
, / TRACE-ELEMEN|S
/ oLrGo-,ELEMENTaSt^u tl

DESIGN
REACTI
REAGEI
DESIGN

TIOIN D]

.DESIG
CION DI
l

AR:JENI

TION/
REF'EREN
RDFEREN

ESr
AS

NOIIT DU DOSSIER. CEl
EC FIX,E NAME/
NOMBRE DEL
ARCIIIVO CE

Code G

GMDN
Codigo

VIDN/
)od.e /
iMDN
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DOS-CE-CALA_RB:Srd +s'. 39CA].CILIM trNVOY CALA-0850

CI.ILORID cHr,o-0600 02:iq DOS-OE-CHLO_Rf[Std 60( )l
IRON CIII )MAZU] oL FECA-06OO DOS-CE_FECA

8

IRON EN\i )Y PEFE-0850
DOS_CE-FEFE-R&StdIRON FER ]NE; trEFE-0230/ 3

IRON ]TER OZINE ITEFR_O6OO i DOS_CE-IiEF^R R&Std
MAGNESI M OALA AGITtr MAGN 0600 DOS CE-MAGN RSrlStd

+67 5
MAGNI]S] M I'NV( Y MAGX.OB5O

DOS-CE-MAGX-R&,StroMAGNES]I M )(Y-i,rr YL I MAGX-0230
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GI
(

G,

t4
,4
4l

- LIPIDES
_ I.IPIDS
- LfiFIDOS

DESIGNA1
REACTIF/
REAGENT
DESIGNAC
REACTryC

"ON DU

)ESIGN
ON DE

ROI

TION/
REF'ERENCE
REFERENCI,

)l
S

NOM DU DOSSIER.
cD/
DC FILE NAME/
NOMBRE DEL
ARCI{ryO CE

Code GMI
GMDN Co
Codligo GJ

N/
e/
:DN

CHOI,ESTE clHot, 02,201 4',2 DOS_CE-CIJOL

5335
CIJOi.ESTF TOL, E,N OY CHST,-OB5O

DOS_CE CI.{SLCHOLtrSTE TOL, SL cHSL-049s/ r
0507 t0707 /o

t00
t5 a)

0
o

7O(

CHOLESl'E rot HD SL Z\J HDLL-0'23OlO B0/ c I !)( DOS-Ctr-HDLL s339
CHOLESTE IOL LDL JL 2G LDLL O23O I O BO 0 90 DOS-QE-I,DLr. 5339
HDL CHOI,I STI'ROL

STI}RO1-

HDLC_OO6O DOS-CE_HDLC
5339HDL CHOL ENVOY HDLL O85O DOS_CE_HDLL

LDL CHOLE JTERO]. ENVOY LDLL_OB5O DOS_CE_LDLL 53395
TRIGLYCER DES TRrc-0200/04 X] DOS-CE_TRIG

53460
TRlGLYCIIR DES 8N ,OY 1'GML-08s0

DOS CE-TGMLN
TRIGLYCER
NEW

EIJ M OSL TGMr'04251O
p!21lot

95 /t,O

7 /0' '507, 0497
TRIGLYCER

{

-G'/- I'31) -Juit

) F.'s: SL

)cidtd pai a

rt iJkl) i,/trl

TGML-02s0/0, ii.i
vv l

tions sinrplifiee au capital de 1 21

t 2017

I

l

-i'

J'JZ I:I _S

{,i f
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Clinical Systerns SAS
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Sgres - France

N/
e/
DN

+f3 (0)2 33 81 21 00 Fax: +33 (0)222
elit€chg roup, com

ON DU REACTIF/
DI)SIGNATION/
TO.N DE REACTryO

GROUPE 5 - cALrB RA NIS / STA N Dl\ R DSGROUP 5 : CON L I B RA TO R S / S TA ftt D A R DSGRUPO 5 - COII\T, TBRADORES/ESTANDARES

NOM DU DOSSI]DR
cE/
EC X''II.E NAME/
NOMBRE DEL
ARCHTVO CE

Ciode G
GMDN
Codigo

DOS CE,HDLL-CAL
CHOL

CREATIN]

ELICAL 2

CiLI]C,IOSE

.I'IRICiLYCE

1 
UREA Star-i

["*.'^r"

oct4

-0c 4

-ar)z

-00,5

-00s

592,'14

]TOL FIDI, 2G CAL]RRATOR

ROL ]-DL 2G CALIBRATOR

CFIOI-EST ROl, Stanclarcl 2OO mg/cll,

JTROL

E $tandard 2 mg/dL
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To Whom It May Concern:
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'1 /5 300

[f3 - Free Triidothyronirre

l4- lhyroxtne

1 375 300

I3, T4 & 1SH .- Triidothyronine,
Thyroxine & Ihyrotropin Conrbo
(VASI)

T3 - Tnidothyronine (SFlll)

I4- Thyroxine (Stls)

t ri lrr a f St' . t.rce
1 nidothyronine, F:ree I hVroxtrre I
I lryrotroprn Combo (VAg T )

12 04 01 01 001 325 300

12 04 01 07 00

127 5.300 12 04 01 02 0A

12 04 01 11 00

12 04 01 11 AQ

12 04 01 06 0t)

12 04 01 09 00

12 04 01 0B 0q)

B1 25-300 B1 /5 300

/075-300

12 04 01 01 00

12 04 01 01 00

12. 04 01 01 00

Neonatal Thyroid & Cenetics

N I'Sl-l - Neonatal fhyrofropin

N t:+ - t,trlonata' t"yrorr"
3425,300 | 3475-300

2.625-300 | 2615.300

flror nrdase I aazs.foo

12 A4 A1 9A 0A

12 04 01 12 00

12 A5 A1 A7

12 0/ 02 90 00

Autolmmune Thyroid

Anti-Tg - Anti-fhyroglogr in Antigen | 1025_3OO I tOZS_fOO

l_ll-Lutropin | 625_300 | OZS_SOO

t)RL I)rolactrn

hC(l - lluman Chorronrc
Gonadotropin

H-"'J ncc rrr. " it,,

FS11, I f l hCG sF,Rl_ Combo (VASI)

AFP, hCG, r-rE3 Combo

12 10 03 04 00

1 1 25-300 1 1 75-300 12 10 03 01 00

12 05 01 05 00 2405.1 1-1 1

475-300

7/5 300

60 i 5- 300

875 300

8375-300

85 /5-300

12 05 01 04 00

12 05 01 08 00

12 05 01 08 00

12 05 02 05 00

12 05 02 05 00

12 05 01 90 00

12 05 01 90 00

2005.11 11

toGrtrT
2005.11.1

2005-1 1-1

244511-11

2AA6 08.24

2010-06,29

12 06 02 04 00

5 1 75-300 12.05 01 02 00

7425-300 7 47 5-300 12 05 01 02 00

Date: 2Ct'1 1-09-26

Sleroid

Cort sol

frHf n s o"nA."p""gr".iu.*-
S U]TA IC

DIJEA - Dehydroepiandrosterone
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Cardiac lvlarkers

CKI\/fl .(:rrcLr1s111 g 
"u.oXn^"I t\,4 I1 \

C I ni - Troponin I

n, rl sn ,so o,;J,y c -
Re-'actrve [)roten

Myoglobrn

lrrfectious Diseases

lgrj - Antr/ll Pyion

lgM-- Anti/l l f)ylori

lgr\ - Antr/fl Pylori

Cancer Markers

AFI) - Alpha-l:etoprotein

CLA Carcrnoembryorric Anrrgen

C[A , Carcrnocrnbryonrc i\ntgt:n

flJhCG f:ree Fleta Hurran Chorionrc
Gonadotropin

Allorgy & Anemia

?-925 300 297 b-300

38 25-300 3875 300

925-300 I /5-300

3 1 25-300

3225-300

1425-300

1 925 300 1 975-300

3025,300

5625-300

3925,300

1 825 300

462s 300

2025 300

3075 300

56 /5 300

3971i 300

187li 300

F:eTr itrrr

Folate

2cti1-09 DoC MB

F: re tosterone

1i OilF) . 17 l-lydroxyproqeste

17OHP . 17-l-lydroxyp sierone

Vitamjn D3 - 25 lJydro)iyvitamin D3

12 05 01 03 Q0

12 05 02 02 AA

1? 010i 
96 oq

12 05 01 10 00

12 05 01 10 00

12 05 01 07 00

12 05 01 07 00

i201 0-06

i201 0-06

ir010-10-

7725-300 777 s-300 12 06 03 '10 00
Cirowth & Bone Metabolisrn

nClf iil^"" C-*ti+,o"no*
i,ru rrrrutn;l.CH-nf.r*

lnsulin

lnsulin I?apid

a nD^r,da

lnsulin & 0 peptrde CorriDo (VAS J')

12 06 04 02 00

12 06 03 13 00

12 06 01 03 00

12 06 01 03 00

'12 06 01 01 00

12 06 01 03 00

27?.5-30A

12 13 A1 02 0A

1?_1:::a!!g
12 08 01 01 00

12 13 01 90 0031 75-300

12 13 01 05 00

15 01 04 03 00 2005-1 1 -1

1 57 5. 300 15 01 04 03 00

15 01 04 03 00

12 03 90 01 00

12 03 0l 06 00 I Low

120301 02OO I tow

12 03 01 03 00

12 03 01 31 00

12 03 01 31 00

12030190001 tow

2005-1 1-1 1

2010 06 29

?0(J5 11 11

1?- 07 01 A2 00 2045-1 1-1 1

/575-300 12 07 01 03 00

12 02 01 02 00 2005-11-1 1

12 07 01 06 00 2010-06-29

12 07 02 04 00

sTfll l'ransferrin Soluble fleceptor



Miscellaneous Contrbls

Antr Ig & Anti- TPO - Fositive &
N,egative Arti-lhyroglobul,n, Antr
I nyroperoxtdase

Human Ohorionic Gonddotropin

Thyroglobulin Control - Tri Level 12 50 01 16 0Q

12 50 01 16 00

Miscellaneous In gtruments

iC hardware + dedicated accessofles +

lO nardware r dedtcated accessories I
soFtware - Lumax Chemilumtneseence
Stflp Reader

lC hardware + dedicated Fccessonesru ildrqwdrs r ueqtoaleQ pccessofles +

software.- Neo-Lumax
Chemiluminescence Strip Reaoer

lC hardware + dedicated Acce
software - lmpulse 2

software-- pulse 3
Chemllumtn cence Strip Readel

21 02 10 01

21 02 10 01

21 02 10 01

21 02 10 01

lC hardware J dedtcated dccessorres *
soltware - Lumaxg6
Chemilumiriescence plate Reader

21 02 10.01

21 02 10 01

21 02 1A 01

21 02 10 01

lC hardware + dedicated
soFtware - LuN4atic
Cnemiluminescence Plate lReader

lC hardware + dedtcaled accessories +

soltwarc - Neo l:tciex t:l_tSn S..,^
xeaoer

lC harciware + dedicated u""u".-io" i 
" ..

21 02 10 01
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Certificate of R
QUALITY MANAGEMENT SYSTEM -

Holds Certificate Nufnber: IVID 65

and operates a Quality Management System which
I3485:2012 for the following scope:

This is to certify thqt;

For and on behalf of BSIi

Original Registration Dal-e: 2002-10-25

Latest Revision Date: 2018-04-05

The design, manufacture, supply, servic
biology products, immunochemistry prod
consumbble$.

online

By Royal Char

Helena
trading

Tyne and
NE11
United Ki

tration
2003 & EN ISO 134BIi:

(ul() Ltd
Biosciences Europe

the requirements of ISO 134815:2003 & EN ISO

of in-vitro diagnostic devices, nrolecular
ical laboratory equipment and

Compliance & Risk - Medical Devices

Effectrve Date: 2018-04-14

Expiry Date: 2019-02-28

Page; 1 of 2

..making excellence a habit

9o



Certificate No:

Location

MD 69326

!)

istered Activities

Helena Laboratori4s (UK) Ltd
trading as Helena Eiosciences Europe
Sunderland Enterprise park
Colima Avenue
Sunderland
SR5 3XE
United Kingdom

Helena Laboratories (UK) Ltd
trading as Helena $iosciences Eurooe
QueensWay South
Team Valley Tradin! Esfate
Gateshead,
Tyne and Wear
NEl1 OSD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revisiqn Datet 20lB-04-05

re..design, manufdcture, supply, servicing and repair
-vitro diagnostic devices, molecular biology products,

nmunochemistry products and medical laboratorv
nd consumables,

Effective Date: 2018-04-14

Expiry Date: 2019-02-28

design, manu and repair
itro diagnos[ic y products,
tunochemistry oratory eql
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