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Avantor Performance Materials B.

Hematology- Reagents, Stains,

Teugseweg 20

7418 AM Deventer

The Netherlands

herewith declares the following:

The reagents (see attached list)

label where applicable. The

98/79/EC and the conformity

Diff Analyzer H32 is in compliance

Measurement, Control and

The products are not part of List

to self-registration.

This declaration is valid for all the

market bv ourselves on or after

Deventer, the Netherlands.

January 6, 2015

Dr. J. Mittendorf
QA & RA Manager
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of CE conformity

reg. no. 38013066 who is an established manufacturer of

and Calibrators and producls for Histopathology located at:

labeled with the J.T.Bakero label and have the CE mark on the

comply with the In Vitro Diagnostic Medical Devices Directive

procedure according to Annex lll. The Benespheratt 3 Part

IEC 61010, Safety Requirements for Electrical Equipment for

Use.

and List B of Annex ll of the IVD Directive 98l79lEC but are subject

medical devices described above and which are placed on the

date hereof and which bear the CE marking.



J.T.Baker@ roduct list

.r115 901oPC

610 CN frec

610 CN free

3431 1000

3511 1000

t511 5000
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for CE marked products

34160500 CvMer Erma 500 ml

3841.1000PE CvMet Hl2 CN Frcc l Iitcr

3851.1000 CvMet H20 I Liter

3425.0500 CvMe t KX CN Free 500 rnl

2985.1000PE CvMet LH 53 I hrcr
3489.1000PE CvMer IIBA
34r 8.100OPE CvMet MD(l) l litcf
2984 1000PE vMet N(DrD 53

3488.050oPE vMe t ltD0I) 500 ml

3497.0500PE vMer lvlH CN Free 5il0 nl
3852.1000 vMer Micro I liicr
3863 1000 yh{cr llicrc CN frcc

-]44i 0500PE yMcr ilfindray 500 ml

3440 0500PE vMcr Ilindral CN Frcc 500 rrl
3484.1000PE vMct NR III l lircr

34861000PE vMcr NR III CN Frtc I lircr

3485 1000PE vMcr NR V I lircr

2988 5000PC vMcr Rubl CN Frce 5lircr
1480 5000PC vMer SF Baso 5L

3481.5000PC vMer SF Diff 1 5L

3482 0500PF, CvMer SF Drff2 500 ml

37?5 1000 CvMct ST 1600/2000 I lircr

3759.5000 CvMct ST 1600/2000 CN frcc 5 hrcr

3759.1000 CvMer ST 1600/2000 CN free

3788 CyMe t STX/STL i hrer

3475.5000PC
2989.5000PC I-cucoLtsr Ruby 5 ltcr
J011 LvzerGlobinrM 500 ml

J169 LyzerGtobio 6s15ml
)111 LvzerGbbin PCE 6r15nn
351Ll000PE RBCI-r'serM l lircf
3518G 1000PE RBCl-lsc G l Lircr

3514.0500P8 wBCSrabiliserM 501) ml

Reticulocyte Reagents
3493 1000PL, RctiClcarru NIfIG I lircr

317 4 RetiCounrnl Itlnrl
2953 02l0PF, RetiCounr AS 2t{) nn

3117 RcriCount CD 15x135ml
:1494 0200PE ReuCount G 200 ml

Cleaners
350?.9020 Bhnbne Solunr,n Heb 20lircr
3947 Biankins Soludon 1600/2000 20 hrcr
3763 DerecioTerserM 5 Lirer

3766 DetecroTeree l lirer
2970.090OPE DerecroTerse BS 900 m]

391',7 HtpoChlorite 5litcr
3900 ProClealrM 5Ircr
1768 1000 ProClcan 1L micros

3432 r 000PE
3432.5000 ProClcan Abacus 5lircf
3902 0r00PE ProClcan CD 100 ml

3862 9020PC Proclcan Exrra 201itcr
3862 5000 Proclean Exrra 5liret
3862 1000 PnrClcan Errra I lircf
3867 1000PF. ProClcan llxrra
t498 r 000PE ProClear NIx5 1 liLcr

3901 ProClean Plus 100 ml
3442 5000P8 Rinse luind.a\. 5lircr
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/ANTOR'

Product no. Product Pack size

Stains and Dyes
3800.1000PE Eosin-Y Alcoholc I Lter

3800.2500PE Eosin-Y Alcoholtc

3EUo 9200 Eostn-Y Alcoholic 200liter
3446.1000PE, Eosrn Y 0.5% Aqueous 1 liter

344(.9200 Eosin Y 0.5% Aqueous 200lirer

1856.0100 Gremsa 0.1 Iircr

3856.0500 Giemsa 0.5liter

3856.1000 Giemsa 1 lir€r

3856 2500 Giemsa 2.5 hter

3856 9r80ST Gremsa 180lit€r
38701000 Hem^tor-yhne (Maltr) l lircr
1E70.2500 FlematoxfLn€ (M,te4
3873.1000 Hcmator-vline (Harris, Gill 1 1 hrer

3873.2500 emrroxvl.rne fllanis, Gill I
387 3 9200 HcmatorrLne (Hanis, Gill I 200 Ltcr

38791000 Leisbman 1 Iirer
3855.0500 Mav Gninwald 500 ml
3655.1000 May Griinwald I Lter

3855.2500 MaI Grnnwald
3554.i000PE Paparucolaou Solution 2A l liter
3554.25UUPE Papanicolzou Solution 2A 2 5 lir€r

3554.9200Pts PrDanicohou Solurion 2A 200liter
3555 ltlUUPE Pnpanicolzou Soludon 2B 1 lircr
3555.2500P8 Papaoicolaou Solution 28 2.5lircr
355C ! UUOPE Papanicolaou Solution lB 1 lter
3556 2500PE Papanicolaou Solurion 3B

3556.9200PE Paoarucolaou Solution 3B 200 liter
J876.1000 Shorr 1 liter
3878.1000 \t righr l liter

Clearing agenr
t905.2500PE llrraClc.rrlrr

1905 5000PE Ultr:Clcrr 5 liter
r905.9010PE UltraClear 10 litet
t]905 9200 UltraClear 200 lrcr
Mounting media
3921.0500 Ulrral{nn' 500 ml
3921 0600 UIrraKitr 6x100ml
-1921.9025ST UlrraKit 25ltter
3882 0500 Mountine Medium High 500 ml
3883 0500 ng Medium Low 500 ml

Fixatives
3933.1000 10% v/v Buffered Forrnalde 1lite.
3931.5000PC 10% v/v Buffered Formalde 5 liter
3933.90i0PE 100/o v/v Buffered Fomaide 10 ltet
3933.9020 Itt% v/v Buffered Formalde 20lttet
393J.9200 100/o v/v Buffered Formajd€ 200 lit€r
3880.r 000 Bouint Fixadve 1 lircr
3869 1200 Cervix Fixative 12 x 125 ml
3884.9010PC rtolosy fixative LBCNT 10 lirer
3409.9010 Immuno PBS 20x concentra l0lirer
3059 PBS, diluong flrud for blooc rouprng 20 hrer

3059.9U10PC PBS, diluting fluid for blooc rouPrng l0lrrer
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HL-7- 0511 DC DOI 2013/08

In Application of the
the laws of the

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

f Conformity

ncil Directive 98l79lEC
States relating to /n

on the approximation of
Vitro Diagnostic Medical

Devices & CE

Declaration of confo ance to applicable sections of Annex l- Essential
x lll (EC Declaration of Conf ormity) imposed by
listed products are not classified under Annex ll Lists

ate technical files will be made available to the
this is required.

Product
Code

5376
5376H

Clauss
Clauss

en 100
en 100

l, the undersig ned
Classilication Code

Full Name: lvl.J. Steph

Tel +44 (0)191 482 8440

Fax +44 (0J191 482 a442

inf o@helena-biosciences.com

www.helena-biosciences.com

84",_

GMDN
Classilication Code

55997
55997

Helena Biosciences Europe

Oueensway South, Team Valley Trading Estate,

Galeshead, Tyne and Wear, NE11 0SD,

United K ngdom

e that the devices registered against the above GMDN
s to the said Directives.

Title: Managing Director

Date: 05 Aug 2013



Declar
Product

Authorized R

In Application of

Declaration of
Essential Requi
Conformity) i

Group EDMA C

Product Code

I, the undersigned
Code conforms lo lhe s

Signed:

Procedure Number D Issue No3. 37 of37

laws of the Member
CE marking.

ion of Conformity
': Helena Biosciences EuroPe

Colima Avenue, Sunderland
Tyne & Wear, SR5 3XB, England

e For: Helena Laboratories, Inc
1530 Lindbergh Drive
Beaumont, TX 7 7 7 04-07 52
USA

Council Directive 98179/EC on the approximation of the
relating to In Vitro Diagnostic Medical Devices &

brmance to applicable sections of Annex I -
ents and Annex III (EC Declaration of

by sections 2 to 5.

cation Code: 1302500100

Description: 5l E5, SARP (Speciality Assayed Reference Plasma,

10 x 1ml)

thqt the devices registered qgqinsl the qbove EDMA Classification
Directives.

. Stephenson Title: Managing Director

Date:31/10/2003ffh.-^
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To whom it mav concern

TORY REAGENTS & INSTRUMENTS

l. the undersigned, Mrs Oget
Reagenis and

are manufactured bY BIOLABO S.A.S in its'hlaizy facilities (Les Hautes Rives, F-02160, France) for a

world-wide distribution European Union (EU).

1)

2)

, Regulatory Affairs Director of BIOLABO S.A S, certify that our

tents (AccoRDtNG To ATTACHED Ltsr, 5 PAGES) - -

requirements (Annexe 1) of European Directive IVDMD

reviewed by checKing the technical files, including the following

Requirements of above mentioned European Directive'

specifications).

(BIOLABO Standard Operating Procedures, ISO 9001:2008 &

and references.

and references.

including customer's information

File for checking

File for device's

File for performance

Process
13485:2004

Labelling

Package inserts

File for batches T

Risk Analysis, based on EN ISO 14971.

]) BIoLABO S.A S Quality
and ISO '13485:2004

4) | declare that the above
fully comply with European

5) | commit myself to provide
be reouested related to

EGULATORY AFFAIRS DIRE

These products fulfil the
98/79/CE.

Es6ential requirements
information :

r Management is ISO 9001:2008 certified under No 1999/12367 10

under n-' 2OO8/31601,4, by AFAQ (French Association for Quality

is true and sincere. certifying the product mentioned above

98/79/CE"

r competent French Republic authorities any information which would
product, whaiever is the origin of such request which may come from

their foreign homologues.

This Declaration is issued at France, on 20 Oclober 2014.

Adress. L6s Hautes Rives F42160
BIOLABO S AS wtth e capital ot 1197@
wEB : http://www,biolabo.fr 6m

(FRANCE) - Phone. I (33) 03 23 25 15 50' Fax: (33) 03 23 25 62 56

SIRET 317 398 832 0@38 - VAT I FR 82 317 398 832 - NAF 20592
I : inf o@b iolab o fr



des Di itifs / Devices DesignationBIOLABO - D6siqn
URIC ACID Uricsse

URIC ACID Uricase

URIC ACID Uricase Method

ALBUMIN BGC MEthOd

ALT/GPT (IFCC ) Single viai

ALT/GPT (IFCC ) Single

ALTiGPT (IFCC ) Single

ALT/GPT (lFCC.) Single

AST/GOT (lFCC.) Single

ASTiGOT (|FCC,) Single

AST/GOT (IFCC ) Single

AST/GOT (lFCC.) Slnsle

BICARBONATE EnzYmalic Melhod

BICARBONATE Enzyrnatic Method

TOTAL & DIRECT BlLlRuBlN Sulfanilic Acid Method

TOTAL BILIRUBIN Sulfanrlic Acid Molhod

OTRECT BILIRUBIN Sufanilic Acid

TOTAL BILIRUBIN DCA

DIREOT BILIRUBIN OCA

CALCIUM Arsenazo lll

cALcluM cPc Method

CHLORIDE Colorimetric Method

CHOLESTEROL CHOD'PAP Method

CHOLESTEROL CHO9-PAP liquid Ready lo

CHOLESTEROL CHOD'PAP

Non EEIeTifiEd CHOLESTEROL CHOD-PAP

Non Esterified CHOLESTEROL CHOO'PAP lvlethod

HDL.CHOLESTEROL DiTECI MEthOd

HDL,CHOLESTEROL Direct Method

HOL-CHOLESTEROL Oiecl Method

CHOLESTEROL-HDL (PTA) Prdcipitanl

LOL-CHOLESTEROL Oirect Method

LDL-CHOLESTEROL Direcl Method

lsoenryms lmmunoinhibition Method

Acide Sulfanilique

DESIGNATION FR

UR|QUE Mdthod€ Uricase

URIOUE [,lethode U case

URIOUE Methode Uricase

T/TGP (lFCC.) Monordactit

T/TGP (IFCC ) Monoreactif

T/TGP (lFCC.) Nlonor6ectif

T/TGP (lFCC.) Monor66clif

T/TGP Methode Colorim6trique

CNPG3

CNPG3

CNPG3

MSIhOdE E-PNPG7

M6thoda E"PNPGT

M6thode E-PNPG7

Mathoda Enzymetique

(lFCC.) Monoreacrif
(lFcC.) Monor6acllf

(lFCC.) Monor6actlf

(lFCC.) Monor6ac,tif

/TGO M6thode ColorimeUhue

Solution Solde 0,4 N

BICARBOIIATE Mdthode

BICARBOMTE M6thOds

DIRECTE Methodo

BILIRUBINE DIRECTE M6IhOdE

Mdthode AFenazo lll

M6thode CPC

CHOLESTEROL.HDL (PTA)

CK - MB Methode

CK . MB [46lhode

80351

80001

87601

80002

9902S

99059

80027

80121

a0227

80327

92027

99523

99123

99223

80023

90123

80223

93261

80025

80125

EO225

80325

92025

92026

99E32

99852

80403

80443

80553

97 443

97553

90004

80004

80005

80't 06

1P80106

86656

99656

d /JJD

90206

90406

90426

86536

86516

90416

90816

82526

97217

97317



on des D itifs / Devices DesignationBIOLABO - D6signat

Fer

u Fer

ALKALINE PFIOSPHATASE (DEA)

AClo PHOSPHATASE Kinetic Method

ACIO PHOSPHATASE End Point Method (PNPP)

PHOSPHOLIPIDES Colorimetric enzymatic Mothod

PHOSPHOLIPIDES Colorimeldc enzymatic Method

lnorganlc PHOSPHOROUS U-V. Meihod

TOTAL PROTEIN Biuret Method

TOTAL PROTEIN Biuret Method Ready t0 use

US PROTEIN PYrogaloll Red Melhod

TRIGLYCERIDES GPO i,EIhOd

TRIGLYCERIDES GPo Method

. UREA Colorimelric Melhod

UREA Colorimetric Method

UReAUV Knetrc Method

UREAUV Kinetic Method

,. UREA U-V High Lin€arity Kinetic Method

' uREA,U.v. t!i9!L!!9C!!LKl!9!q!9@

l'emploi

I'emploi

dque (Cyanm6th6moglobine)

dque (cy.MdthenDslobi@: 1/50)

n6e

tabilitd - Haute Linesrite

) Cinotique

r Point Final (PNPP)

ndtrique snzymatique

netnque 6nzYmatique

uret

uret Prgt a lemploi
je Pyrogallol

te Linearte

b Linearit6

92207

92307

80107

80008

92108

92308

97408

97089

97099

80110

80210

80310

811 10

81210

81310

80009

87109

87409

16G18

1P80209

LPETEO9

3502200

82250

92011

92111

92511

9988'1

99891

87212

9a212

92214

92314

82560

3300060

99110

80015

80016

LP87016

97016

80019

87319

80221

80321

92032

99032

99132

c

F

ESIGNATION FR

K - NAC IFCC Monoreadif

K - NAC IFCC Monorgaciit

REATININE M6thode cin6tiquo

ER ( 6FBC) Bathophenanthroline

ER Methode direcle (Ferdne)

.T F. Capecatd Totale de Fixation d

.1.F. Capacit6 Latente de Fixation

|6-PDH M€thode cinethue U V.

i6-PDH lyophllis6e (mdthode U.V.)

iAMirA GT GPiIA soluble

iAlrMA GT GPNA soluble

;AMMA GT GPNA SOIUbIE

|AMMA GT GPNA €rboxYle

}AM|.4A GT GPM cerboxyle

iAM[rtA GT GPt'lA carboxyl6

;LUCOSE GOD.PAP

}LUCOSE GOD.PAP

iLUCOSE GOD.PAP

iLUCOSE GOD.PAP

iLUCOSE GOD-PAP Llquide Prot I

'LUCOSE 
GOD-PAP Liquide Pret i

'IEMOGLOBINE M6thod€ Colorlmd

{EMOGLOBINE Mgthode Colorim6

..D.H (LDH-P) Methode SFBC mo(

..D.H, (LDH-P) M6thode SFBC mo(

,.0 H. (LDfi-P) M€thode SFBC mor

"ipase M6thode cinetique

-ipase M6thode cindtique

VIAGNESIUM Calmegite

WAGNESIUM CALMAGITE HAUI€ I

,HOSPHATASE ALCALINE (DEA)

)HOSPHATASE ALCALINE (OEA)

PHOSPHATASES A0IDES Methoc

PHOSPHATASES ACIDES M6thoc

PHOSPHOLIPIDES M6lhode colori

PHOSPI-IOLIPIDES M6lhode color

PHOSPHORE Inqrganique frethod

PROTEINES TOTALES l,lethode E

PROTEINES TOTALES Methode E

PROTEINES U.S. M6thode Rouge

TRIcLYCERIDES M6thode GPO

TRIGLYCERIDES Methodo GPO

UREE M6thode colorimdtrique

UREE Methode colorlm€tique

UREE U.V. M6thode Cinetique

UREE U.V, Methode Cinetique

UREE U,V, Methode Cinetique flal
UREE U V M6thode Cinetique Hal

923'15

s2330

KIT CALCULS URINAIRES Mdthol

KIT CALCULS URINAIRES M€rho,

e qualit€tiva chimique

e oualitativ€ chimloue

,, SIONE ANALYSIS SET Chemical qu8lilative method

SfoNE ANALYSIS€ET Chemical qualitative method



BIOLABO - D6signat on des Dispositifs / Devices Designation
OESIGNATION GB

REF OES}GNA'ION FR

95010

95011

95015

95020

95403

95406

95806

95506

95516

95526

95801

95013

95089

95289

95012

953'15

BIOLABO EXATROL-N TEux nornal

BIOLABO EXATROL.P TAUX PAthOK

BIOLABO MULTICALIBMTOR CAI|

BIOLABO EEQ Evaluation €xterne d

BIOLABO CONTROLE PEDIATRIQI

CALIBRATEUR CHOLES'EROL.HI

CALIBRATEUR CHOLESTEROL-LT

CALIBRATEUR IIDULOLr'CK.MB

56rum de controle HDULDUCK.MB

serum de controle HDULDUcK-MB

Calibrant LIPASE

contr6le NormalAMMONlAc / ALcl

contr6le Patho. AMMONIAC / ALCC

G6P0H Contrdl€ Normal (h6moly3!

G6-PDH Controlg D6licient (h6molyl

Contdle udnairo 'Toux 1" et "Taur :

KIT CALCULS URIMIRES Contr0k

x

,lquos
rateut MulUparamettique

r lp qualite

L

Lipides'Taux 1"

Llpides 'Taux 2"

|qL / BICARBONATE

CL / BICARBONATE

ihumaln lyophiiisg)

at humain lyophiliB6)

s Positifs ot NAqatifs

BIOLASO EXATROL'N Normal values

BIOIABO EXATROL"P Pathological values

BIOIABO MULTICALIBMTOR Multipaf amelric calibralor

BIOLABO EOA Etternel Ouelity Assesmanl

BIOLABO PAEDIATRIC CONTROL

HDL'CHOLESTEROL CALIBRATOR

LDL.CHOLESTEROL CALIBRATOR

HDULDUCK-MB CALIBRATOR

Control 6enrm HDULOUCK-MB'/Lipides "LeveJ 1"

Control sBrum HDULDUCK'MB/Llpides "Level 2'

LIPASE Calibrator

Normal Conitol AMI',IONlA,/ ALCOHOL / BICARBONATE

Pathological Conkol AMMONI,A/ALCOHOL/ BICARBONATE

G&PDH Nomal Control (Lyophilised human hemolysod blood)

G6'PDH Deflclent Conirol (Lyophillsed human hemolysed blood)

Udnary Control "Lovel 1" and 'Level 2"

STONE ANALYEIS SET Posltive and Negatlve Controls

13880

13885

1388 t

13702

13704

'13712

13883

13560

13570

13660

13670

13565

13450
13451
13456
13980

13970

13961

13962

13963

13210

13211

13212

13302

13305

13307

BIO-TP T6mps de QuickTaux de P

BIGTP Temps de Quic.k Taut de P
glO.TP Temps d€ Quick Taux do P

BIO-TP Ll(Lo,v lsl)TemF de Ouick Tau

6|O.TP Ll (Low lsl) TemF de Qoick Tau

8|O'TP Ll ll-ow lsl) Temps do ouick Tau

TAMPON OWREN KOLLER

BIO-CK Temps d€ Thrombopiaslin.

BIOCK Temps dc Th.omboPlastinE

BlO.SlL Temps de Thromboplasllnr
[46thode s[ic€
BlO.SlL Tamps d€ ThromboplaEtinl
Methode silice

CHLORURE DE CALCIUI\,I O,O25M

BIGFIBRI Do qu€

lBto-FtBRt Do qu€

ITAMPON FIB

leto-TT r"rp

de Plasmas d€ Rdfercnce
du Taux de Prothron

BIOCAL
Plasma de r6f6rence
Pour la calibratlon lors de lo debr.r

du Temos de Quick fTaux de Prl

CONTROLE TAUX NORI

CoNTRoLE TAUX PATI

GoNTROLE TAUX PATI

Conlrol I

Control2
ll- Plarma Dgflcienl

V - Pla6ma D6ticient

actor Vll - Plasma D€fici€nt

rthrombin€ OP)
)thrombine (TP)

)lhrombln€ (TP)

do Prothronbine ffP)
de Prothrombine (rP)

ds Prolhrombine (TP)

Pgrtielle acfivee (TCA)

Pertielle activde (TCA)

acttvC€ $CA)

aEtiv6e (rCA)

du Fib.inogene
du FibrlnogOne

binE fiemps de Ouick)

nation du fibrinogdne
thrombine %)

tqux
CLOGIOUES HAUT5

OLOGIOUES BAS

.n:;

BIO-FlBRl Chronomalric datormination of Fibrinoge

FIBRINOGEN BUFFER

BIO^TT Thrombin Time

TP.CAUSET
Standard

'..n



BIOLABO - Designat cles Di / Devices LJeslgnallon
^rctl! rY|nN Ge

13308

13309

13310

13971

13972

DESIGNATION FR

Factor Vlll - Pla6ma D6flcient

Factor lX - Plasma Oellclent

Factor X - Plasma D6ficient

Control N - Plasma ds controle Nive

Oontrol P - Plasrna de controle Nive

u 1 Pour I'hemostaBe

u 2 pour I'hgmollase

F86tor Vlll ' D6ncient Pl8sma

FactorX - oBficient Plasma

Factor X - oeliclent Plasma

Control N - Control plasma bvel 1 for coagulatioi

9905TH

9905TO

99054H

9305Ao

99058H

99058O

9905CH

9905CO

990584

9905PK

9905P19

9905P2

99058M

9905R8

9901PC

9901NC

99054

99056

99058

081050

097'100

098100

3800100

3800150

4500100

4500200

085100

Antigones Febriles Pour T€sts dev

Antiggnes F6bdles Pour Tests de V

Antlgbn€s F6bdles Pour Tests de V

i. Typhi H (d.H)

i Typhi O (9,12-0)

i. Peratyphi AH (a-H)

i. Par.typhi AO (1,2.12€)

l. P8€typhi BH (FH)

s. Paratyphi Bo (1,4,5-o)

S. Ps.atyphi Cl-l (c-H)

S. ParatyphiCO (6.7-0)

Brucella abodus

Poleus OxK
Proteus OX19

Protou3 OX2

Brucella Melitensis

Rose Bengal (B- Abonue)

Cont.0le Positif PolWElent

Contr6le N6gatlf Polyval€nt

ASLO-LATEX

idFl F6lix (4x5ml)

idel F€lix (6x5ml)

idal FAlix (8x5ml)

Stalned Febdle Antlgens For Widal Felix Tests (4x5ml)

StElned Febrlls Anligens Fot Wdal Felix Tests {6x5ml)

Stelned Febrile Anugens For Widal Felix Tests (Exsml)

ASLO-LATEX

CRP-LATEX

FR-LATEX

RPR.CHARBON

RPR-CHAREON

HCG-LATEX

RFOSOE

RF/CAL.SET5 1

RF/CAL SH1

RF/CONT1

RF/CONT5

CRPO5OE

CRP62OE

CRP/CAL-SET51

CRP/CAL-SH 1

CRP/CONT-L1

CRPiCONT-15

CRPiCONT-H1

CRP/CONT-H5

ASLOo50E

ASLO62OE
ASLO/CAL-H1

ASLO/CAL SH1

Facleurs Rhumatoldes (RF) - Tesl

Facteurs Rhumatoides (RF)- Tesl

BIOLABO RF ( Kit de CglibrElion )

BIOLABO RF Calibrsnt Super Hau

BIOLABO RF Controle

BIOIABO RF Controle

CRP - Test tmmunoturbidimdtriqu

CRP - Test lmmunolurbidimetriqu

BIOLABO CRP ( Kit de calibratiol

lmmunotutbidim6trhue

lmmunotuIbidimdtdque

e

i:,
1,

RHEUI,,IATOID FAU IOK (rK) - rurplomEUrs I

RHEUMATOID FACTOR (FR) - Turbidimetric lmmunoassay

B|O|-ABO RF ( Standard set >

SIOLABO RF Standard SuP6t High

BIOLABO RF Control

BIOLAEO RF Conirol

CRP Turbidimetric lmmunosssaY

CRP Tuft idimetric lmmunoassaY

BIOLABO CRP ( Slandad Set t
BlOI-ABO CRP Standard Super ftigh

BIOI,qBO CRP Control Lovv

BIOLAgO CRP Control Lo'4

BIOLABO CRP conlrol High

BIOLABO CRP Cont(ol High

... ASLO Turbidimetfic lmmunoassal

'': ASLO Tutbidimenc tmmunoassa!

' ' BIOLASO ASLO Siandard Higf

, ',, BlOl'AgO ASLO Standard Super Higf

ti:)



BIOLABO - D6signal ion des Di itifs / Devices Destgnatton

rnoturbldlmelrique

rqt'Jrbldim6trique
jnolurbidimetrique

loturbidim6trique

effiqu€

6lrique

KENZA tiilAx BiochemisTry PHOTOMETER

KENZA 12OTX - AUTOMANC BIOCHEMISTRY ANALYSER

KENZA 24OTX. AUTOi'ATIC BIOCHEMISIRY ANALYSER

KENZA 24OISE - AUTOMATIC BTOCHEMISTRY ANALYSER
wilh ISE Module

ISE Module

BIO SOLEA 2. COAGULOMETER 2 CHANNELS

BIO SOLEA 4. COAGULOMETER 4 CHANNELS

SOLEA 1OO. FULL AUTOMATED COAGULATION ANALYSER

AS LO/CAL-SET4

ASLO/CONTl

ASLO/CONT5

APOA162OE

APO862OE

APOAlOSOE

APOBO5OE

A1B/CAL-SETs1

A1B/CAL_H 1

A1S/CONTI

1l

DESIGI'IATION FR

BIOLABO ASLO ( Kit do CElibretion

BIOLABO ASLO Control€

BIOLABo ASLo Conkole

APOLIPOPROTEINE Al - T€st |mF

APOLIPOPROTEINE B - T€St IMM(

APoLIPOPROTEINe Al - Test lmn

APOLIPOPROTEINE B - Test lmmr

BIOLABO AI B ( Kit de Calibratlon '
BIOLABO AIB Cslibrant HEUI

BIOLABO A18 Control€

BIOIABO AIB Controle

Microelbumine-Test lmmunoturbidi.

Micro6lbumine-Test lmmunoturbidk

KENZA MAX

KENZA 12OTX

KENZA 240 TX

KENZA 240 ISE

720 tsE

BIOSOLEA 2

BIOSOLEA 4

soLEA 100

PHoTOMETRE KENZA MAX BloC

KENZA 12OTX. ANALYSEUR AUI

KENZA 24OTX . ANALYSEUR AU]

KENZA 24OISE - ANALYSEUR AU

av€c module ISE

[,lodute ISE

8IO SOLEA 2 - COAGULOMETRE

BIO SOLEA4 -COAGULOMETRE

SOLEA 1OO. ANALYSEUR AUTOI

emisTry

)MATIQUE DE BIOCHIMIE

)MATIOUE DE BIOC}IIMIE
'OMATIOUE DE BIOCHIMIE

2 CAMUX
4 CANAUX

IATIOUE O'HEI\4OSTASE
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EC

Dia Pro
Di, nostic
Bio lrobes

WEHEREBY
PRODUCT M

TION OF CONFORMITY

ECLARE THAT THE ABOVE MENTIONDI)
ETS THE PROVISIONS OF THE COUNCIL

DIRECTTVE 98179/EC

frterTii/ro-',1

FOR VITRO DIAGNOSTIC DEVICES.

Sede legale e
DIA.PRO Diagnostic Elop,obe6 S.rl

.: Via G.Carclucci, 27 - 20099 Sesfo S.Giovanni (Ml) - ltalia
Tel. +39 02 270071

DIA.PI{O DIAGNOSTIC BIOPIIOBES S.R.L.
VIA C. CAI{DUCCIN'27 _ 20099 SES'I'O SAN
CIOVANNI (MILANO) _ IlALY
HBs Ag one Version ULTRA
CODES: SAGIULTRA,CE (192 tests)

SAGlULTRA.CE.96 (96tests)
SAGI ULTRA. CE.480 (480 tests)
SAG1ULTRA.CE.960 (960 tests)

SAG I ULTRA.CE.DB (l 92 tests

PRODUCT

AEMPS - n' 0318NOTIFIDD BODY
r FULL QUALITY ASSURANCE SYSTEM N.

2003 l2 0388 CT (in accoldance rvith Annex IV -
except Section IV) of the Directive 98179lEC),

RELEASED BY EC NOTIFIED BODY N'0318
o DESIGN CERTIFICATE N'2008 12 0588 ED

RELEASED BY EC NOTIFIED BODY N' 03I8
. UNE EN ISO 13485 N" 2013 I I 0039 EN.

I{ELEASED BY EC NOT]FIED BODY N" 03 18

(EC) CIRTTFTCATtr(S)

MILANO , DECEMBER 2OO8PLACD & DATD OF FI
SESTO SAN GIOVANNI (MI) _ DECEMBEIT 20I3PLACD & DATE OF CU

N,MISSION
SIGNATURB
Legal Replesentative
Dr.ssa Fiorenza Scozzesi

capltale soclale €50.
' Fax +39 02 26007726. hllplwww.didpro.il . E-tnail: itllo@cliapro.il
01.V. - P IVA: 11924660159-Reg. lmp 11924660159-REA1509959



Dl,A.
pR0J

:

Dia Pro
nostic

Bio 'robes

EC DECL TION OF CONFORMITY

WE HEREBY DCLARE THAT THE ABOVB MENTIONED
ETS THtr PROVISIONS OF THE COUNCIL

DIRDCTIVE 98179IEC
PRODUCT

FOR VITRO DIAGNOSTIC DtrVICES.

fltrvl-it ti3l

Sede legale e
DIA.PRO Di agnostic Bioprobes s. r.l.

.: Via G.Catducci, 27 - 20099 Seslo S.Giovanni (Ml) - llalia
Tel. +39 02 27007161

O DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCIN' 27 _ 20099 SES'I'O SAN

VANNI (MILANO) _ ITAI,Y
HBs Ab
CODE: SAB.Ctr (96 tests)

PI{ODIJCT

ANNEX II _ L]ST A

AEMPS - n' 031 8NOTIFItrD BODY
r FULL QUALITYASSURANCE SYSTEM N"

2003 l2 0388 CT (in accordance with Atrnex IV -
cxcept Section IV) of the DiLective 98179/EC),
REL'IIASED BY EC NOTIFIED BODY N'03I8

r DESIGN CERTIFICATII N" 2003 120390 ED
REI,EASED BY EC NOTIFIED BODY N" 03I8

o UNE DN ISO 13485 N' 2013 11 0039 EN,
ITELEASED BY EC NOTIFIED BODY N" 03I8

(DC) CERTIFICATE(S)

MILANO _ JANUNRY 2OO4PLACII & DATII OF
SAN GIOVANNI (MI) _ DECEMBI]R 201 3PLACtr & DATtr, OF CU

DMISSION

tl I ti _ :] ti i-l_
SIGNATURIE,
Lcgal Replesentative
Dr.ssa Fiolenza Scozzcsi

Capltale sociale

, Fax +39 02 26007726. htlp:/fuiv,lw.diapro.il . E-mdiL itilo@diaprc.it
I l.V. - P.IVA: 11924660'159 - Rog. lmp. 'l1924G60159 - REA 1509959



plA"
pRoJf

Dia Pro
nostrc

Bio Iobes

EC DECL TIOI{ OF CONFORMITY

WE HDREBY ECLARE THAT THE ABOVE MENTIONED
PRODUCT TS THE PROVISIONS OIITHE COUNCIL

DIRECTIVD 9A19NC
VITRO DIAGNOSTIC DEVICES.FOR

tlt \. I tz2or3l

D lA. PRO Diagnoslic Bioprches S. r.l.
Sede /ega/e e : Via G.Caduccl 27 - 20099 Seslo S.Giovanni (Ml) - llalia

Tel. +39 02 , Fax +39 02 26007726 , hltplwvw.diaprc.it ' E-mait info@diapro.il
) I.V. - P.lVAr 11924660159 - R€9. lmp. 'l,|924660159 - REA 1509959

MANUFACTURtr,II DIA.PRO DIAGNOSTIC BIOPROtsES S,R.L,
VIA G, CARDUCCI N" 27 _ 20099 SES'fO SAN

O) _ ITALY
PRODUCT

CODE: BCAB.CE f96 tests)

CLASSIFICATION

NOTIFIED BODY AEMPS - u' 03 18

(DC) CERTIFICATI'(S) . FULL QUALIT'Y ASSUITANCE SYSTEM N.
2003 l2 0388 CT (in accordance rvith Arlrex IV -
except Section IV) of the Directive 98/79/EC),
RELENSED BY EC NOTIFIDD BODY N' 03 I8

o DESIGN CERTIFICATE N" 2003 l2 0391 ED
REI-EASED BY EC NO'f IFIED BODY N' 031 8

r UNE EN ISO 13485 No 2013 l1 0039 EN,
RELEASED -BY I]C NOTIFIED BODY N' 03I 8

PLACE & DATtr OF FIRST
PLACtr & DATtr OF C
EMISSION

SESTO SAN GIOVANNT (MI) - DECEMBER 201 3

SIGNATURE
Legal Replesentative
Dr',ssa Fiorenzn Scozzesi

Capital€ sociele €50.



Dia Pro
Di, nostic
Bio I'obes

WE HEREBY
PRODUCT M

TION OF CONFORMITY

ECLARD THAT THE ABOVtr, MENTIONED
ETS THE PROVISIONS OF THE COUNCIL

DIRECTIVE 98179IEC
FOR VITRO DIAGNOSTIC DEVICES.

Sede lega/e e
DIA.PRO Diagnostic Bioprobes S.r.l.

: Via G.Carduccl, 27 - 20099 Sesto S.Giovattni (Ml) - llalia
. Fax +39 02 26007726 , htlplwww.diapro.il . E-ntail: info@cliaprc.il

frEvTrrrroRl

Tel, +39 02 27007
Capitale sociale

PRO DIAGNOSTIC BIOPROBES S.R.I-,
VXA C. CAIIDUCCI N' 27 -- 20099 SESTO SAN
CIOVANNI (M ILANO) - TIALY
I{CV Ab
CODES: CVAB.CII (192 tcsts)

CVAB.CE.96 (96 tests)
CVAB.CE.480 (480 tests)

CVAB.CE.960 (960 tests)
CVAB.CE.DB ( I92 lests

PRODUCT

CLASSIFICATION

AEMPS - n' 0318
o FULL QUALITY ASSURANCE SYSTEM N"

2003 l2 0388 CT (iu accordance rvitlt Annex IV -
except Section IV) ofthe Dilective 98/79/EC),
I{ELEASED BY DC NOTIFIED BODY N" 03I8

. DESIGN CERTIFICATE N" 2003 12 0392 ED
R.ELEASED BY EC NOTIFIED BODY N" 0318

o UNEENISO 13485N'2013 ll0039EN,
BY EC NOTIFIED BODY N' 03 I8

(trC) CDRTIFICATE(S)

MILANO - JANI.JARY 2OO4PLACE & DATE OF
SESTO SAN GIOVANN] (MD _ DECEMBER 20I3PLACD & DATE OF CU

EMISSION
SIGNATURD
Legal Represcntative
I)r'.ssa Fioleuza Scozzesi

,00 LV. - P.lVAi 11924660159-Reg lmp 11924660159-REA1509959



D!4.
PROJ

:

Dia Pro
pi, nostic
Bio Tobes

EC DEC TIOI{ OF COI{FORMITY

W[, HEREBY D THAT TIIE ABOVE MENTIONED I'RODUCT MT'ETS
THE I'ITO ONS OF TH[, COUNCIL DIRNCTIVT,9E/79NC

TO IN VITRO DIAGNOSTIC Dtr,VICES.

tRc"TrrDoRl

Sede legale e
DIA.PRO Diagnoslic gioproDes S.r,l

: via G.CatduccL 27 - 20099 Seslo S Giovanni (Ml) - ltalia
Tel. +39 02 270071 , Fax +39 02 26007726, htlplwww-diaprc il' Ernail: lnfo@diaPro.it

DIA,PRO DIAGNOSTIC BIOPROBES S,R.L.
VIA G, CARDUCCI N' 27 _ 20099 SESTO SAN

VANNI (MILANO)_ ITALY

CODE: IIPG.CD (96 tests
I'RODUCT

CLASSIFICATION
CERTIFICATION

UNI CEI EN ISO 900I'-Nr 50 100 s93llA
UNi CEI EN ISO 13485-Nr 50 1 00 593 l/B
RELEASED By CERTIFICATIoN eotv rUv
Ilalia S.L.l.

ISO CDRTIFICATtr(S)

MILANO _ MARCH?OO4I'LACE & DATD OF
SAN GIOVANN] (MI)_DECEMBER 2013PLACE & DATE OF C

ISSUE
:.1: -"'.. r: "' "

il i 'i.l ri il:. ; ii, iillii li" ;.)i' lit ,

.///{t-?r1'
SIGNATURE
LcgaI llcpresentative
Dr.ssa Iiorenza Scozzesi

Capitale sociale €50, l.V. - P IVA: 1 19246601 59 - Reg lnrp 1 19246601 59 - REA 1 509959



plA.
pR0J

:

Dia Pro
ti, nostic
Bio 'rabes

EC DECLA TION OF CONFORMITY

WE HEREBY ECLARE THAT THE ABOVtr MENTIONED
PRODUCT THE PROVISIONS OF THE COUNCIL

F'OR
DIRECTIVE 98179IEC

VITRO DIAGNOSTIC DtrVICES.

- JANUAITY 2OO4

tltc\iTilizo-l3l

Sede legale o
DIA.PRO Diagnostic Eioprobes S.f,/.

' Via G.Carducci,27 - 20099 Sesto S.Giovanni (Ml) - ltalia
Tel +39 02 2700716 , Fax +39 02 26007726 ' hltp:/y'rwwv.diapro.il , E-nnil: info@diapro.il

DIA,PRO D]AGNOSTIC BIOPROBES S.R.L.
VIA C. CARDUCCINO 27 _ 20099 SESTO SAN
CIOVANNI (MILANO) - ITAI,Y

CODE; DAIJ.CE (96 tdsts)
PRODUCT

ANNEX II _ LIST ACLASSIFICATION

AEMPS - n" 03I 8NOTITIDD BODY
. FULL QUALITY ASSURANCE SYSTEM N.

2003 l2 0388 CT (in accordance rvitlr Annex IV-
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N'03I8

. DESIGN CDRTIFICATD N" 2003 12 0393 ED
RELEASED BY EC NOTIFIED BODY N' 03I8

o UNEENISO 13485N'2013 1100398N,
RELDASED BY EC NOTIF]ED BODY N' 031 8

(trC) CDRTIFICAT-E(S)

PLACD & DATtr OIT
SAN G]OVANNI (MI) - DECEMBER 2013PLACE & DATE OF

EMISSION
SIGNATURE
Legal Representative
I)r'.ssa lliorcrrza Scozzesi

{);& !'li{).

Capitale sociale ,00 | V. - P lVAr 1 1924660159 - Reg lmp 1 1924660159 - REA 1509S59



2013-09 DoC-MB_vO8

Declaration of ConformitY

(see appendix)

lmmunoassay products;

ELISA,

CLIA,

Control,

lnstruments

/n vrtro Diaonostic Medical

Address: ESDOORNLAAN 13,
(on product labels printed as:
CEpartner4U , ESDooRNLAAN '13,

l DB MAARN, THE NETHERLANDS;

1DB MAARN, THE NETHERLANDS. www cepartne14u.eu)

3) Product(s) hane, type or

5) Additionalinformation prccedure, Notified Body, CE cerlificale, Registrction nL, elc )'.

Conformity assessment for CE marking: /n vffro Diagnostic Medical Device Directlve,

Annex lll

Registration nr. : NL- CA002 and NL- CAr002-22762

4l

1) Mejl@lgIel(Na'ne, Monobind

Address: { 00 North Pointe, FOREST.

ano

Lake Forest, USA; 2013-09-1

(Place & date of issue (yyw-mm-dd))

Maarn, NL; 2013-09-16

(Place & date of issue (yw-nn-dd))

lnc.

CA 92630. UNITED STATES

CEpartner4U BV,

ks-rar
Tony Shatola; QA Director, Monobind Inc.

Olga TFirlinck; Consultant, CEpartner4U BV

(name: fudplioh and signatu.e of authoized rcptesentative)

vs. 2011-X

ooclaration form: Standard ISO/IEC 17050-1 r201 0



Appendix
Date: 201 3-09-16

Lrst of

2010 06-29

2010 06-29

Free Thyroxine (fT4) FreeTriodothyronne
(fT3) & Thyrord St mu aiing Hol.mone Free
Thyrord Panel (VAST)lesl SysLem

Neonatal (N-T4) Thyroxine Test System

Neonatal 17OHP (N-173HP) Test System

Neonatal TBG (N-TBG)Tesl Sysiem

2013-09 DoC N.4B v08

Declaraton of ConformitY
Page: 2 of 5

2005-11-1 |12 04 01 05 00Tota Tridothyron fe (113)Test System
2005-11-t I12.04 01 01 00Free Tr idothyronine (fl3) Test Stystem
2005-T 1-1 |12 04.01 07 00Thyroxrne (tT4) Test System
2005-11-1 |12 04 01 02 00Free Thyrox ne (lT4) TesL Syslem
2005-11,1 112 04 01 T100Thyrotfopln (TSH) TesL System

1204 A1 11.40Raprd TSH l esl Systenl
12.04.01.06 00 2AA5 11-',lIT3-Uptake (T3U) Test Siystem

20a5-11-1 |12 04 01 09.00Thyrox ne B nding Globulin (TBG) Test System

2005-1 1-1112 04 01 08.00ThyrogLobuln (Tg) Tesl System

12.04.01.01 00 2005 TT-1 |
Tota Thyrox ne (tT4), Tolal Tr idolhyronine (tT3)
& Thyroid Stimulating Hormone (TSH) Thyro d
Panel (VASI ) Test System

12 04 01 01 00Tota Tn dothyron Fe (il3 SBS)Test Systern

12 04 01 01 00Tola Thyrox ne (tT4 SUS)Test Systern

12 04 01.01 00

2AA5 11-1\12.04 01 90 00Neon:tal TSH (N-TSH)Tesl Syslem

2DA5-11 1 I12 A4 01 12 0A

12 04 01 09 00

T2 10 03 04 00 2005-T 1,T rAnl-Thyrog obu in (AnLr-Tg) Test System

2005-11-T I12 10 03 01 00An t -Thyfop e roxid ase (l\nt -TPO) Test System

12 05.01.05 00 2005-11-1 rLuterniz ng Hormone (Ll) Test System

2005-11-1 I12 05 01 04 00Fol c e St mu aL ng Horirone (FSH) Test System

12 05 01 08 00 2005-11 T IProlactin Hormone (PR )TeslSyslem

12 05 0r 08 00 2005 11 1 r

2005-T 1 r I12 05 02 05 00B hunran Chonon c Goiadotrop n (hCG)Tesl
Systenr

12 05 02 05 00 Low 2013 09 1li
g F !man Chorion c co.adotrop n Extended
Ran0e iExt Rafge hCG) Test System

12 05.02 05 00 2005-11-1 lRap d B-Human Chorio ric Gonadotrop n



2013-09 DoC l\l B v08

Declaration of Conform ity

12.05.01.90.00

Alpha Fetoprotein lAFP), Human Chorionic
Go'rrdo('opir ( hCG ) rJncon_uSaLpd Fslol ("-
E3) Triple Screen (VAST) Test System

12 05 02.10 00Pregnancy Associated rlasma Protein - A
(PAPP-A)TesL System

2005- 11 1 r

12 05.01.03.00Estradrol (82) Test Sysiern

12 05 A2 02 AOUnconjugated Esliol (u-E3) Test System

12 05 01 06 00

12.05.01.09.00

12 05 01 10 00Testosterore Tesl Syslrm

12 05 01.10 00Free Tesloslerone Tesl System

12 05 01.07 00T 7o-OH Progesterone I est System

T2 05 01 07 00 2010-10-1817o-OH Progesterone - S Test System

2005-l1 I IcrcMh Hormone (hGH) Test System 12 A6 04 02.04

12 06 03 13 00Parathyrold llornrone (PTH)Test System

12 06 03 T0 00 2011 09 2ri

12 06.0T.03 00 2005-11-1 I

12 06 01 03 00Rapid nsulin Test Syst{rm

C'Peptide Test System 12 06 01 .01.00 2005-11-1 1

12.06 01 03 00

CK-[,lB Test System 1213.O1 02.04 2005-11-1 |

Tropon n L (cTnl) Test System 12 13 01 07.00 2005-11-1 |

12.08 01.01 00

H gh SensiLvity CRP (hi CRP)Test Sysiem 1 2.13.01 .90 00

1213.01 05 00

Flurnan Chorioric Gonadotropin (hcG) Human
P.o,a"r ' (rPRL) Ll-rr:'1 L-re,rizi"g Hormone
(hLH) Fo I cle St mulating Hormone (FSH)
Fertil ty Pane (VAST)lesl System

DHEA'S T€st System

D-r jd oepia'drosl6rofe (DFfA)--st Sy<r.n

nsu n Test Systern

D gox n (DlG) Test System

2005-11-1 I

2005-11-1'

2005 1T,1-

2AD5-11-1'
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2005-11,1 115_01 04 03.00

2005,11-1 I'15 01 04 03 00Anti'H Pylori lgM Test rSysLem

2005-11-1 115 01.04 03 00Ant -H Pylori lgA Test System

2005-11-1 IA pha-Fetoproieln (AFP) Test System
2005- t 1-1 |12 03 01 06.00CA-125 Test System

CA T 5-3 Test System

12 03 01 03.00 2005 11-11CA -19-9 Tesl System

12 03 01.31 00carc noernbryon c Antieen (CEA) Test System

12 03 01 31 00Nexl Generatlon Carc noembryonic Antigen
(cEA)Test Syslem

2005 1T 1lT2 03.01.90.00Free F'Subunlt Hunran Chorlonic Gonadolroorn
(fl]hCG)TestSyslem

12 A7 A1 02 AO 2005-11-1 1Ferritin Test System

12 07.01.03.00Fo ate Test system

2005-11 1l12 A2 A1 02 A0lmmunoglob!lin E (lgE) Test Syst€m

12.07.01.06 00

12.47.42.04.4OVitamin B-1 2 (812) Test System

12 07 01 00.00Folate, V tarnin B 12 (VAST)Test System

12.50 01 16.00
Anlr-Thyroslobu In (Anti.Ts), Antr-
Thyroperoxldase (Ant I PO) Contro - Pos tive
& Ncgatve

12 50 01.16 00
High Level Feriiity Con!rol- Single Level-
Progesterone, Estrad ol Human Chor onic
Gonadotrop r

l2 50 01 16 00

f,"'laterna Cofkol - Tr Level - Human Chorionic
conadolrop n Free Beta Human Chor ofic
Gonadotrop n Subunit, ,\lpha Feta Protein,
Estflo

12 50 01 16.00Ihy.og obu if (Tg) ControL Tr Level

12 50 01 16 00H Pylo lgG Con(rol >ositive & Negative

12.50 0T 16 00 2013,09-1riH Pylor lglv Control- ros trve & Negatve

2013-09-T {i12 50 01 16 00

12.50 01 16 00

21.42'10.01Autoplex ELISA & CL A l\nalyze.

ALrtoplex Generanon 2 EL SA & CLIA Ana yzer 2't.02 10 a1

2't 02.10.41

2't 02.10.41

lnlectious Diseases

Anl-H Pylor 1gG Tesl ilystem

H Pylor lgA Control- Pos tive & Negatrve

Irr.oro Br or g Globui-\lBG, Conl-o -Tn-

2010-06-29

2010-06-29
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Monobind, Inc.
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,l 9.u-lll]! oev cEs

i rso90or 1003 rro rr13r r00r
. NSAtCertlfied NSAI C{t'tie<,

ATION OF CONFORMITY

AND FREE PROSTATE SPECIFIC ANTIGEN (PSA and FPSA)

SDecific Product Details

Product Description Item #
ELISA

Item #
CLIA

EDMS Code GMDN
ELISA
Code

GMDN
CLIA
Code

Risk Class

Total PSA lmmunoassay 2125-300 217 5-300 12.03.01.32.00 54664 54665 High/ List B

Free PSA lmmunoassay 2325-300 2375-300 12.03.01 .33.00 54668 54669 High/ List B

Cancer VAST lmmunoassay 8425-300 8475-300 12.O3.O1.32.OO 54664 High/ List B

Multi Ligand Control ML-300 L4L-300 12.03,01 .32.00 38207 38207 High/ List B

lvlo

Pla

sis

Na

Manufacturer

Name
Address
Country

Representative

Name
Address
Country
Telephone

Notified Body
Name
Body lD Number
CE Cert #
Registration #

nobind Inc. declares that the t

uirements and provisions of C

I is in conformance with the f(

EN 13612-2001
ISO 181 13:2009

Under the orincil

ce and date

nature

TE

1.00 North Pointe Drive
Lake Forest, California 9

lVono
100 N

Unite(

CEpa
Esdo(
The N

+31 ((

NSAI
0050
304.1

NL-Ci

Mean

listed i

Directh

ing standl

EN 9€

EN 1:

of ISO l3

Signa

Monol

kst
Tony I

USA

rind Inc.

orth Pointe, Lake Forest, CA 92630
I States

1ner4u BV,

rrnlaan 13, 3951D8 [,4aarn

etherlands
r)6 - 516.536.26

106

\002-2011-23306

s of Conformity

s in conformity with the Annex lV, IVD Type List B essential
/e: 98/79/EC

ards;

0-2008
641:2002

485;2003

ture

:ind lnc.

l^ahtr
Shatola

ISO 14971:2009
EN 13640:2002

October 28, 2011

Title QA Director

Phone: +1.949.95L.2665
Fax: +1.949.951,3539

www,monobind,cor
info@ monobind.cor
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AO Vector-Best hereby under own rgsponsibility and declares that the products listed
on pages 2-3 are in
of Annex I Directive

with applicable provisions and fulfill the essential requirements
of 27 October 1998 regarding in vitro diagnostic medical devices.

Other devices (all devices
Classification of oroducts:

Annex ll and self{esling devices)

Harmonized standards applied:

EN ISO 181 13-1:201 1: EN 18113-2:2011 (ln vitro diagnostic medical devices. Information
supplied by the man (labelling). Terms, definitions and general requirements, In vitro

diagnostic reagents for use); EN ISO 1 5223-1;2012 (Symbols to be used with medical

device labels, labelling and to be supplied); EN ISO 13485:20'12+AC:2012 (Medical

devices. Quality systems. Requirements for regulatory purposes); EN 13612:2002

(Performance evaluation of in
medical devices. EvaluEtion of

diagnostic medical devices); EN 23640:2013 (ln vitro diagnostic

of in vitro diagnostic reagents)l EN 13641 :2002 (Elimination or

reduction of risk of infection to in vitro diagnostic reagents); EN ISO 1497 1 :2012 (Medical

devices. Aoolication of risk to medioal devices).

Conformitv assessment procedure:

Annex lll (not including section

AO Vector-Best
Manufacturer:

Address: 630559, Koltsovo, Region, Research and Produclion area, building 36, office

21 '1. Russian Federation. tel. (383) 336-73-46, tel.lfax +7 (383) 332-67-49

Eurooean authorized reoresentative:

Bioron GmbH
Address: Rheinhorststr. 18,

621 5720 916

Date: 2017/10/16 Murat Khusainov
General Director AO Vector-Best

1 Ludwigshafbn, Germany, tel.: +49 (0) 621 5720 915, fax: +49 (0)

AO Vector'Best

EE|ED Page 1 of3Doolaration of conformity

EIA-1-17

,ta-.trii

!'.: 'j
i, ;;. r'-€
';. i,: 'i,',1I r:',t

\:-'JJ;

Valid until: 2022107 103



VECTOR ector-Best Rev.01
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EIA-1-17

Page 2 of 3

No. Product name ldentification data REF

1 Vectohep A-lgG Enzyme immunoassay kit for the qualitative and
ouantitative determination of lqG to heoatitis A virus D-0362

VectoMeasles-lgG
Enzyme immunoassay kit for the quantitative and
qualitative determination of IgG to measles virus in

blood serum (plasma)
D-1356

3. VectoMeasles-lgM Enzyme immunoassay kit for the detection of lgM to
measles virus in blood serum (plasma) D-1358

ll Rotavirus-antigen-ElA-BE il Enzyme immunoassay kit for the detection of
human rotavirus antioen

D-1652

5. Adenovirus-antigen-E IA-E :ST Enzyme immunoassay kit for the detection of
human adenovirus antjqen

D-1654

6. VectoEBV-NA-lgG
Enzyme immunoassay kit for the detection of lgc to
nuclear antigen of Epstein-Barr virus in blood serum
(Dlasma)

D-2170

7. VectoEBV-EA-lgG
Enzyme immunoassay klt for the deteciion of lgc to
early antigens of Epstein-Barr virus in blood serum
(plasma)

D-2172

8 VectoEBV-VCA-lgM
Enzyme immunoassay kit for the detection of lgM to
virai capsid antigen of Epstein-Barr virus in blood
serum (olasma)

D-2176

9 VectoMumps-lgG
Enzyme immunoassay kit for the detection of lgG to
mumps virus in blood serum (plasma)

u-zouz

10 VectoMumps-lgM
Enzyme immunoassay kit for the detection of lgl\il to

mumos virus in blood serum (plasma) D-2604

11 Toxocara-loG-ElA-BEST
Enzyme immunoassay kit for the detection of lgG to
Toxocara antiqens in blood serum (plasna) D-27 52

12. Trichinella-lgG-ElA-BEST
Enzyme immunoassay kit for the detection of lgG to
Trichinella antiqens in blood serum (plasma) D-3152

Yers in ia- lg G-E lA-BEST Enzyme immunoassay kit for the detection of lgG to
causative agents of yersiniosis

D-3202

14.
Yersinia-loA-ElA-BEST Enzyme immunoassay kit for the detection of lgA to

causative agents of Versiniosis
D-3204

1( Yersinia-l gM-ElA-BEST Enzyme imrnunoassay kit for the detection of lgM to
causative agents of Yersiniosis

D-3206

16. Echinococcus-lgG-ElA-BI ST
Enzyme imrnunoassay kit for the detection of lgG to
Echinococcus granulosus antigens jn blood serum
(plasma)

D-3356

17, Ascaris-lgG-ElA-BEST
Enzyme immunoassay kit for the detection of lgc to
Ascaris lurnbricoides antigens in blood serum
(olasma)

D-3452

18.
lgA-Transg lutaminase-Eli
LJED I

Enzyme immunoassay kit for the quantitative

determination of lgA to tissue transglutaminase in

blood serum (plasma)
D-3758

19
lgG-Transglutaminase-El
BEST

Enzyme immunoassay kit for the quaniitative
determination of lgc to tissue transglutaminase in

blood serum (plasma)
D-3760

20. Pepsinogen 1-EIA-BEST
Enzyme immunoassay kit for the determination of
pepsinogen 1 concentration in blood serum

D-3762

21. Heostnooen z-trtf\-utrD I
Enzyme immunoassay kit for the determination of
pepsinogen 2 concentration in blood serum

D-37 64
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VectoHanta-lgG Enzyme immunoassay kit for the detection of lgc to
Hantavirus in blood serum (plasma) D4902

zc. VectoHantalgM
Enzyme imrhunoassay kit for the detection of lgM to
Hantavirus in blood serum (plasma) D-4904

24. VectoNile-lgM
Enzyme immunoassay kit for ihe detection of lgM to
West Nile Virus in blood serum (plasma)

D-5150

zc. VectoNile-lgG Enzyme imfiunoassay kit for the detection of lgc to
West Nile Vlrus in blood serum (plasma) D-5152

zo. VectoNile-lgG-avidity
Enzyme imlTunoassay kit for the determination of
avidity index of lgc to West Nile Virus in blood
serum (plasma)

D-5154
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system produces
Thet€ are two

differenI techniques for the detection of syphilis. tests, which
detecl antibodies 10 Trcponemal palhdum,
serologic tests, which detect Reagin in infected

non-lreponemal

PRINCIPLE

When used by the recommended
agglutinate (clump) in the presence of

the
No

usually ihdicates the absence of reagin (see

KIT DESCRIPTION

Lorne RPR Carbon Kit is a nonlreponemal test for the
detection of svDhrlis. The RPR Carbon contains m'cro
particulate carbon, which aids in the reading of results.
All the reagents are supplied at oplimum for use wrth all

SYPHILIS SEROLOGY KIT
DIRECTIONS FOR USE

SUMMARY

with a host of
sexual contact.

The advent of penicillin rn 1943 changed thls. otiologic agent of
(spirochete). Thesyphilis is lreporoma pallidum, a spiral

spirocheie causes some damage to the heart liver, releasing
some tissue fragments. The patienl's immune
antibodies, called reagins, against lhese fragme

At one time, syphilis was a major medica
d;fl erent manifestations t|ansmitted primarily

-20oC. Specimens must be free from bacterial
haemolysis and lipaemia.

The kit is for in vilro diagnostic use only.
Do nol use kit past expiration dale (see Vial

No known tests can guarantee products
animal sources are free from inFectious
taken In the use and disposal ol each vial
RPR Positive Control: H319 - causes

ORNE LABORATORIES LTD.
GREAT BRITAIN

further dilution or
see Vial Labels.

from human or
Care must be

KIT COMPONENTS PROVIDED

1) RPR Carbon Antigen (Red Label): Carbon parlicles coated wilh
a lipid complex (cardiollpin, lecithin and cholesterol) in
phosphate buffer 20 mmol/l, pH 7.0 containing a preseNative

2) RPR Positjve Control (Red cap): Artificial serum with reagln

liler > 114.
3) RPR Negalive Control (Blue cap): Animal serum containing a

preseavative
4) Dispensing bottle (1 x 2 ml).
5) Dispensing Needle (x1).
6) Disposableagglutinationslides.
7) Plastic stirrers.

MATERIALS AND EQUIPMENT NOT SUPPLIED

a) Pipette capable of accu€tely delivering 50 Fl
b) N,4ochanrcal rotaling table capable of rotaiing at 80_100 rpm
c) 9 g/L saline solution.

QUALITATIVE TECHNIQUE

1. Allow the reagents and samples to reach room temperature The
sensitivity of the test may be reduced at low lemperatures.

2. Place 50 pL of the sample and one drop of each Positive and
Negative conkols inlo separate circles on the slide test

3. Swirl ihe RPR-carbon reagent gehtly before using. Inverl the
dropper assembly and press gently to remove air bubbles from
the microDioetie.

4. Place the micropipette in a vertical position and perpendicular to
the slide, and add one drop (20 uL) of this reagent next to ihe
samples to be lested.

5. l\4ix the drops with a stirrer, spreading them ovef the entile
surface ofthe circle. Use different stirers fof each sample

6. Place the slide on a mechanical rotating table at 80_100 r p.m.
for 8 min. False positive results could appear if the test is read
after more lhan I minutes.

INTERPRETATION OF QUALITATIVE RESULTS

1. Reactive: Visible agglutination (medium to large clumps)
constitutes a positive result and within the accepted limitations
of the test procedure, indicates the presence of reagin

2. Weak-Reactive: Weak agglutination (small clumps) around the
periphery of the test afea conslitutes a weak positive .esult and
within the accepted limitaiions of the lest procedure. indicates
the presence of reagin.

3. Negative: No agglutination constitutes a negahve resllt and
withih the accepted limitations of the test procedure, indicates
the absence of reagin,

SEMI QUANTITATIVE TECHNIQUE

1. The semi-quantitative test can be performed in the same way
as the quantitalive lechnique using dilutions of the serum in I
g/L saline solution.

2. Make doubling dilutions of specimen as follows:

Dilutioh Serum Saline
'v2 100 ul undiluted serum 100 ul
'll4 100 ul 1 2 diluted serum '100 ul
.IIB 100 ul l diluled serum 100 ul

1t16 100 ul 1/8 diluted serum 100 pl

3. Test the specimen dilutrons in the same way as for the
ouantitatrve technioue above,

4 Read the test and note the last positive dilution series-

STABILITY OF THE REACTIONS

Slide tests should be interpreled straight after the 8-minute rotaiing
period to avoid the possibility that a negative resuit may be
incorrectly interpreted as positive due to drying ofthe reagent

reagent will
agglutination
s).

recommended techn:ques withour the need for
addition. For lot reference number and expiry

STORAGE

Do not freeze. Reagent vials should be stored at - 8oC on receipt.
Prolonged storage at temperatures outside this
accelerated loss of reagent reaclivity.

rnay result in

SPECIMEN COLLECTION

Specimens should be drawn wilh or without using an
aseptic phlebotomy technique. lf testing is d specjmens cah
be stored at 2-8'C for 7 days or for up to 3

fibrin,

PRECAUTIONS

1

2
3

4

1.

2
3.

5

Box Labels).
Proteclive clothing should be worn when the reagents,
such as drsposable gloves and a laboratory

ils conlents.
eye i.fitation.

Follow the precautionary statement given in sDs.

DISPOSAL OF KIT REAGENT ANO DEALING SPILLAGES

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

CONTROLS AND ADVICE

considered invahd if controls do not show
Shake allthe reagents well before use to
Do not inlerchange components between

properly trained and qualified personnel in
requirements of country where reagents at

ll is recommended the RPR Positive and Cohtrols be
tesied in parallel with each batch of Tests lnust be

results.
homogeneity.

kits.
The circles on the agglutination c€rds never be touched
with fngers, as lhis may invalidate lhe test
lJse of kit and interpretation of results be cafiied out by

with the
requirements of country where reagents are
The user rnust the determine suitability o the kit for use in

use,

other techniques

ofa
on request.

RPR CARBON KIT: For Detection Of

Document reference number: Pl044A Document issue number 4101l20'17 Page I of2



LIMITATIONS

1 RPR carbon test is non-specific for
samDles should be retested with
TPHA and FTA-Abs to confim the results.

2. A Non Reactive result by itself does not
syphrlis. Clinical diagnosis should not be
single test result, but should integrate
laboratory data.

3. False Dositive results have been reported
infectious mononucleosis, viral
ptegnancy and autoimmune disoases.

4. Bilirubin (s 20 mgidL), hemoglobin (5 10
g/L), do not interfere. Rheumatoid facl
interfere. Other substances may inlederes.
False positive or negative results may also
a) Not expelllng airfrom end of needle
b) Not maintaining dispensing botlle and

position when dispensing the antigen.
c) When transferring the specimen from

some ofthe specimen being d|awn up
Contamination of test materials
lmproper storage of test materlals or

0)

0 Deviation from the recolnmended

SPECIFIC PERFORMANCE

The kit has been characterised by
mentioned ih th€ Recohhended T
Prior to release, each lot of Lome RPR
the Recornmended Techhldues to ensure
The reag€nt sensitivity is calibrated
Reactive Serum" from the CDc (Centres
and comparable to the RPR reagent from
Prozone effect: No prozone effect was

1

2

3

4

5
6

>_1t124.
Diagnostic sensltivity: 1 00%
Diagnostic specificity: 100 %.

DISCLAIMER

1 The user is resoonsible for the
method other than those mentioned in
Techniques.

2 Any deviations should be validated
establlshed laboralory procedures.

AVAILABLE KIT SIZES

BIBLIOGRAPHY

1 George P. Schimid. Current Opinion in
1994,7t 3440.

2 Sandra A Larsen et al. Clinical
11):1-21.
Sandra Larsen et al. A manual of Test
Public Health Association 1990: 1-192.
Joseph Eade l\roore et al. Gashojnteslinal
150(5):467473.
Young DS. Effects of drugs on clinical
AACC Press, 1995.

3

4

5

Kit Size Cataloque Number
150 Tests Per Kit 044150A
500 Tesls Per Kit 0445004

For the availability of other sizes, please

Lo.ne Laboratodes Limited
Unit 1 Cutbush Park lndustrial Estate
Danehill
Lower Earley
Berkshire, RG6 4lJT
England
Ielt +44 \0) 118 921 2264
Fax +44 (0) '118 386 4518
E-m arl : idEq!9l4clsbs.sgE

Document reference number: Pl044A Document issue numbe.i 4lO1l2O17 Page 2 ol2
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(> 300 lU/mL),
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Disease Conhol)
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of the kit by any
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Reviews 1995; 8

Syphilis American

1952',

test, 4th ed.



I hereby declare
requirements an
Parliament and r

requirements of

This declaration

Eddy Velthuis
Technical Dirr

@m

LORNE
LABORATORIES

DE ATION OF CONFORMITY

DUCT IDENTIFICATION

Pro( uct name Catalogue number
RPR Carbon kit 044150A

044500A

MANUFACTURER

Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate

Danehill
Lower Earley
Berks, RG6 4UT

Country

rre that
and nrr

I United Kingdom

EANS OF CONFORMITY

products listed above comply with the essr
rns nf DirecJive 9Al79lEC of the Eurooean

and of the
ts of Direc

ation is val

rector

runcil (also Sl 2002 No.618 which tran
e 98/79/EC).

lrom 17 May 2Q15.

Lorne Laboratories Limited

Unit I Cotbush Park Industrial Estate

Danehill, Lower Earley

Berkshire RG5 4UT United Kingdorn

Regisie4d off@ as abov. f,egj(€r.d

essential

sposes lhe

Tel: +44 {0} 118 921 2264

Fax:+44 (0) 118 986 4518

Email: info@lornelabs com

www.lornelabs.com

in England No.04540t97 vAl No 3c0 16!9 rj6
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Leonardo Da Vinci, 22 - Zona
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Commercializzazione di
terreni di coltura per m

provette con

Trading of the products of the
p/astlc d,sposab/e labware, test
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4265141c

SICERTIFICA CHE DI GESnoNE PER I.A QUALTTA DI

N MANAGEMENI SYSTEM OPEP.,'IED BY

s.R.L.
I OPERATIVE UNITF

Tognana - 35028 Piove di Sacco (PD)

Italia

I IS IN COMPLIANCE WfH fHE STANDARD

UNICEI E ISO 13485t2016
Sistema di Gestione Qualile I Qualily Managofienl Systen

PER LE SEGUENTIA I FOR TIE FOLLAWNG ACTIWT|ES

EA: 29

prodotti del Gruppa: kit diagnostici,
a, articoli in plasticE per laboratorio analisi,
predeterminato e eghi sterili.

diagnostic kits, culture media for microbiology,
with predetermined vacuum and sterile needles-

c$ilid &lb no@ d nlerin*iL
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biologici e urine. Produzione di provette
del Gruppo; kit diagnostici, tefreni di

Design and production of test tubes

haematological samples. Trading ot
microbiology, plastic disposable labwarc,
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