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DECLARATION DE CONFORMITE CE GROUPE 1 - METABOLITES DIVERS

GROUP 1 - MISCELLANEOUS METABOLITES
Nous, SEPPIM S.AS., zone industrielle 61500 SEES France, dédarons sous notre seule responsabilité que GRUPO 1 — ZM._.DWO—.HﬁOM VARIOS
les réactds appartenant au groupe 1 «METABOLITES DIVERS », références dans fa hote crjomnte, sont conformes
aux ecxigences ossenticlies des annexes [ et 1T de la Directive Européenne 93/73/CT relatve aux dispe

médicaux de diagnostic 7 viro ot au code de la santé publique. "DESIGNATION DU _Nm..wO,:M\ REFERENCES/ | NOM DU DOSSIER CE/

Cette déclaration s'appuie sur fe contenu de cheque dossier technique DOS-CE-XXXX, REAGENT DESIGNATION/ : REFERENCIAS EC FILE NAME/

{vorr Iiste ci-jointe). DESIGNACION DE REACTIVO : ' NOMBRE DEL ARCHIVO CE
Sées, ke 08 Mars 2012 Q:J ATE LACT-0100 . DOS-CE-LALT

ML 0920 ;i:: \:q::\

Cb:C\Qﬁ,CCxCN}D Do CE AUSL

3-CHE-ACHR

DECLARATION OF EC CONFORMITY

we, SEPPIM S.AS., Zone Industrielle 61500 SEES France, hereby certify, under our own responsit
that the reagents belonging to Group 1, "MISCELLANEQOUS METABOLITES”, such as listed herete, conform te
the cssential requirements of appendices T and HE of Furopean Directive 9 EC, relating to m vitro diagnosue
miedical devices and to the pu ith code - - —
deciaration is based upcrn the contants of each DOS-CE-XXXX technica CREATININIG JA )
{See attached fist).

L BITD 0600
NOUEE | EBIDT 060070250 DOS CE I
O-06OD /D250

F,TCC :OcC\C\CT HOS Ch

CREATININE PAP SL P CRSL- COWD C S50 DOS-CECRSL

Sées, March 8%, 2012 A cc;c
CTU,M\O‘LOC\Ou:C\:ﬂCC\
0307 /0T0T 10250/04553

LR 070070800

5-CL-TIRC

DOS-CL-GPSL

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.AS, Zone Industriell> €1500 SEES France, declarames bajo nuestra nica responsabilidad
que 1os reactivas pertenecientes al grupo 1 @ "METABOLICOS VAR] ', referenciados en {2 ista ad
Wformes con los requisitos escnciales de los anexos 1y 1 de fa Direciva Buropea 98/79/CF
madicos para mic:aﬂmo i vitro y el codige de salud pubhica.

S0 S contenida de cada archivo

SL-0600,0250

MO 040070500

w6 (iSpos
PREP-OO00/0250
S DOS CEXXXX .

L0600, 02

I8 06007023t

Valerie GOURDON,

Frangoise DEBIAIS, i

AV-0100/70500

. i R 1
atory Affairs Manager Frisider ’ .
sonsable de fos Asuntos Re Prosider .
4 | i .
ik P A 1 . " (1 .
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DECLARATION DE CONFORMITE CE GROUPE 2 - ENZYMES

GROUP 2 — ENZYMES
Nous, SEPPIM S5.A.5., zune industrictie 61500 SEES France, déclarons sous notre scule responsabil teé que GRUPO 2 — ENZIMAS

tes reactifs appartenant au groupe 2 « ENZYMES », référencés dans la liste c-jointe, sont conformes aux
exigences cssenticllos des annexes [ et HI de la Directive Européenne 58/79/CE relative aux dispos

de diagnostic /n vitro et au codc de la santé publique. DESIGNATION DU REACTIF/ REFERENCES/ . NOM DU DOSSIER CE/
Cette déclaration s'appuie sur lc contenu de chaque dossier technique DOS-CE-XXXX. REAGENT U.me~02>ﬂ~02\ REFERENCIAS EC FILE NAME/
(Vor hste ci-jointe). DESIGNACION DE REACTIVO S NOMBRE DEL ARCHIVO CE
ACID PHOSPHATASE PACI-0030 DOS-Cl-PACE
ALP HEA) 81 PASL-0400G;70420705 DOS-CE-PASL
— - . . . .
ALP (DEA} PALC OU30G;7 0200 DOS-CLE-PAL
DOS-Ci-A i

DECLARATION OF EC CONFORMITY )
DS U ALAT

We, SEPPIM S AS., Zone industnclle 6150C STES France, hereby certify, under our own resporist
that the reagents belonging to Group 2, "ENZYMES”, such as histed hereto, conform to the essential requirements
of appendices T and 11T of Eyropean Directive 987/ refating o vitro diagnostic medcal devices and to the

DOS R AM

ASNT/GOT 4+ 1 51 DC-CE-ASBSE 40

antents of cach DOS CE XXXX techn

DOLB-CE-A

1G]

CHOLINESTERARE DOS-CR-C

CRONAC SL [Ble 7 < M R

CROMB SL C 7 i Az_c 130,02 ;Cf C *

DECLARACION CE DE CONFORMIDAD

NAC 7 / :: 3070200 DOS-CH
Nasotros, SEPPIM S.A.S, Zone Industrelie 51500 SEES France, dedaramos bajo nuestra tnica responsal : CRME : . . o
que los reactivos pertenccientes ai grupe 2 0 "ENZIMASY, referenciados er sta adjunte, son conformos GAMMA OT SL GASL 010070420,05007025
requisitcs esenciales de los anexos 1y I de la Diwectva Europea 38;79/CE sobre dispositvas medicos par - .
g_m@:ouri invitroy el 3353 de salud GAMMA-GT S0 10400 O20,00500/0250

acion osta doc tada por sy contendo do cada archve tocmca DOS-CE-XXXX
wfenta) ¢

Esta doc
Mer

0

200

MA

Valerie GOURDON, :m:na_ﬂ. DEBIAIS,
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DECLARATION DE CONFORMITE CE

Nous, SEPPIM 5.A.S., zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité que
les réactifs appartenant au groupe 3 «ELECTROLYTES/OUIGO-ELEMENTS», références dans la liste ci-jointe, sont
conformes aux exigences essentielles des annexes I et III de fa Directive Européenne 98/79/CE relative aux
dispositifs médicaux de diagnostic 1 witro et au code de la santé publique.

Cette déclaration s'appuie sur le contenu de chaque dossier technique DOS-CE-XXXX.
{Voir liste ci-jointe),

Sées, le 13 Septembre 2010

DECLARATION OF EC CONFORMITY

We, SEPPIM S.AS., Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents belonging to Group 3, “ELECTROLYTES/TRACE-ELEMENTS”, such as listed herato, conform to
the essential requircments of appendices 1 and 111 of buropean Directive 98/79/EC, relating ta /in witro diagnostic
medical devices and 1o the public health code.

This dectaration is based upon the contents of each DOS-CF-XXXX technicat file.
{Spo attached hist)

{See attached hst),

Sées, September 13", 2010

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.A.S, Zone Industrielie 61500 SEES France, declaramos bajo nuestra dinica responsabilidad
que los reactivos pertenecientes al grupo 3 @ "ELECTROLITOS/OLIGO-ELEMENTOS”, referenciados en la fista adjunta,
son conformes con los requisitos esenciaies de los anexos 1y 111 de ta Directiva Eurcpea 98/79/CE sobre dispositivos
médicos para diagndstico /n vitroy el codigo de salud piblica
Esta declaracion estd documentada por su contenido de cada archivo téenico DOS-CE-XXXX
{Ver lista adjunta)

Sées, 13 ae Sent e ge ZU10

Valérie GOURDON,

Responsable des Affaires Reglementaires T
Regulatory Affairs Manager o

Responsable de los 05 Reglementaros. |
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GROUPE 3 —~ ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 — ELECTROLYTES / TRACE-ELEMENTS
GRUPO 3 — ELECTROLITOS / OLIGO-ELEMENTOS

! DESIGNATION DU REACTIF/
REAGENT Umm~02>~,~02\
! Umwmﬁz>0~02 DE REACTIVO

CALCIUM ARSENAZO

REFERENCES/
REFERENCIAS

CALA-0600/0250

dmwr

EC FILE NAME/

NOM DU DOSSIER CE/

NOMBRE DEL ARCHIVO CE

DOS-CE-CALA

CALCIUM QO%Q

CALO-0600

i
|
|
|
i
|
i

O:rOT:um

‘ COPPER

FIRON ﬂ,:_NCZ >\CWOT

4

CHLO-0600/0250
QC;\ DQ uc

Euﬁ} oooo

TTTZ GQ:: :»JC

LMAGITE

£>ﬁ217: M CA

MAGN-0600/0125

DOS-CE ﬁ)hC

DOS CE m HLO
UOw Om OS<
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DECLARATION DE CONFORMITE CE

Nous, SEPPIM S A'S | zone industriclle 61500 SEES France, déclarons sous rotre scule responsabilité que
les réactifs appartenant au groupe 4 «LIPIDES », référencés dans fa fiste ci-jo Nt conformes aux exigences
essenticlles des annexes 1 et 111 de la Directive Curopéenne 98/79/CE relative aux dispositifs médicaux der
diagnostic i witro et au code de la santé publique.

Cette céclaration s'appuie sur te contenu de chaque dossier technique DOS-CE-XXXX.
{Vorr iste ci-jointe)

We, SEPPIM S.A.S., Zone Industrielle 61500 SEES Fran
that the reagents belongimg to Group 4, "L IPIDS”, such as histed hereto, conform
anpendices 1 and 111 of Curopean Directive S8/79/8C, relat 1o witro diagno
public tiealth code
s declaration s bascd upon the ¢
{See attached st

der our own responsibility,
the essential %2:952;4 ot
¢ medical devices and to the

ts of cach DOS-CE

Sees Y, 2010

Nosotros, SEPPIM SLALS, Zone Industrie
que les reactivos pertenecientes al grupo 4 ZECO
requisitos esenciales de los anexos [y HI de la Do
diagnostico m witioy el codigo de salud publica.
£sta doclarac onts documentada por su conterido de ¢ads armve toomce DO I XXX
{Ver lista ad

tiropea 98779/

S Wb Mo de 2012

Vatérie GOURDON,

vammwmm DEBIAIS,

005 - N

Hajo nuestra Bnica responsabilidad
ta adjunta, son conformes con fos
sobre dispasitivos medicos para

1 ALFY
FYEEZLS

ESOEOHNT NE BN SO 1TSS

DESIGNATION DU REACTIF/
REAGENT DESIGNATION/

_ DESIGNACION DE REACTIVO _

CHOLESTERO!

Zong ir

TGML Of./ﬁou

m_._._.mn:m..o%

snclic 6100 SEFEN Trnee

PRRSY

12338121 00 Fay 3y

GROUPE 4 — LIPIDES
GROUP 4 - LIPIDS
GRUPO 4 - LIPIDOS

"REFERENCES/
REFERENCIAS

CLCC 0700
: CN,\,:, (1135

;0700

04277051 J\C\:;
TOGML-025070455

NI

3-06G 0400

AEESOCON BN 3RS

AN

{ NOM DU DOSSIER
. EC FILE NAME/
| NOMBRE DEL ARCHIVO CE
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GROUPE 10 — PROTEINES SPECIFIQUES / GROUP 10 — SPECIFIC PROTEINS

DECLARATION DE CONFORMITE CE .  GRUPO 10 - PROTEINASESPECIFICAS
DESIGNATION DU REACTIF/ REFERENCES/ I'NOM DU DOSSIER CE/ i
Nous, SEPPIM S.A.S., zone industrielle 61500 SEES France, dédlarons sous notre seule responsabilité que REAGENT U.mm—02>.302\ REFERENCIAS _, EC FILE NAME/ !
les réactifs appartenant au groupe 10 «PROTEINES SPECIFIQUES », référencés dans la liste ci-jointe, sont DESIGNACION DE REACTIVO i _| NOMBRE DEL ARCHIVO CE
conformes aux exigences essentielles des annexes [ et III de la Directive Eurcpéenne 98/79/CE relative aux |

CRE 1P ICRP-0400 DOS-CE-CRP 1P
dispositifs médicaux de diagnostic in witro et au code de la santé publique . .

Cette déclaration S‘appuie sur le contenu de chague dossier technique DOS-CE-XXXX. CRP P CALIBRATCR 1] ICRP 0042 DOS CE-CRPCAL
(Voir liste ci-jointe). R P - . .

CRP I CALIBRATOR SET TCRP-0043 DOS-CE-CRPCAL |
Sées, le 13 Janvier 2011 - s - T

CRP P CONTROLT ICRP-0046 DOS-CE CRPCON

CRP I CONTROL I

IORP-0047 P DOS CE CRPCON

APO AT P IAPA-0400 DOS-CE APA !

DECLARATION OF EC CONFORMITY APO B 1 1ARB-UH00 HOS CE-ALD B

; i APO A1/BIP CALIBRATOR 1! TAPC-0042 DOS-CE-APOCAiH :

we, SEPPIM S.AS., Zone Industrielle 61500 SLES france, hereby certify, under our own respons i - R 4 - B

that the reagents belonging to Group 10, "SPECIFIC PROTEINS”, such as listed hereto, conform to the essential APO AL/BIP CONTROL APO-0048 ﬁ DOS-CE-APUCon W

requirements of appendices 1 and II1 of Luropean Directive 98/7S/EC, relating to /7 witro diagnostic medical -~ e ; : T, I S T
devices and to the public health code. TRANSIERRIN I HE-U400

This deciaration is hased upan the contents of each DOS-CE-XXXX technical
(See attached list).

0004 1,0042

Gées, January 137, 2011

1 DOS-CE PROCOXN

1 DOS-CE-MAL

PALBUMIN 1 CATIBRATOR

DECLARACION CE DE CONFORMIDAD

DOS-CR-MALA

BALBUMIN I? CALIDRATOR

e - . , .. P DOS-CH-MALCa! i

Nosotros, SEPPIM 5.ALS, Zone Incustrielie 61500 SEES France, declaramaos bajo nuestra unica responsatihided T I S : —
que los dispositivos pertenecientes at grupo 19 ;" PROTEINAS ESPECIFICAS ", referenciados en la fista adjunta, son UALBUMIN IP CO 1GR-CE-MALCon ;
conformes con los requisitos esenciales de fos anexos 1y 1l ce la Directiva Europea 98/79/CE sobre dispositives o e e e B

médicos para diagndstico # witro y el cadigo de salud publica. #ALBUMIN 1 CONTROL #
Esta declaracion estd documentada por su contenido de cada archivo técnico DOS-CE-XXXX e e
(Ver lista adjurta)

DOS-CE-MALCon

BUs Ch

Vatérie GOURDON, Frangoise DEBIAIS,

. Cower

Responsable des Affaires Reéglemerntares R President o

Regulatory Affairs Manager . President o

Respensable de 'os Asunios Reglementarios . .- Presdente SR .
B S~ N N - r

NOCICTE
i
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DECLARATION DE CONFORMITE CE

M S.AS., zone indust

Sées, le 10 fé

Ve, SEb
© the devices bel
hareta, conf

SPOSIHVOS

OERS

Vatérie GOURDON,

nt au groupe 12 \%D,,. S ur LAV,

jointe, sont conforme:

rier 2009

DECLARATION OF EC CONFORMITY

AL, Zone Indu
g Lo Group 12,

1 SAS, Zone Industnelie 61500 SLES France, declaram

pertenecientes a e grupo 12 ¢ " SOLUCIONES D LIMPIEZA +
refarenc Eu.,n en la iista ad

nta, son cenformes con los

vos medices para dia
o do

cante

N 1
| ./J\,W.EU/._ m :‘./223 SOLUTION | S

Frangoise DEBIALS,

mE.ﬂmnzo.‘oc_o

mm_u_u__s

NIED

SNE PN SO 13485

GROUPE 12 - SOLUTIONS DE LAVAGE POUR EQUIPEMENTS VITAL SCIENTIFIC
GROUP 12 - CLEANING SOLUTIONS FOR VITAL SCIENTIFIC EQUIPMENT
GRUPO 12 —SOLUCIONES DE LIMPIEZA PARA LOS EQUIPOS VITAL SCIENTIFIC

i

LNA-5900

"DESIGNATION DU PRODUIT/ REFERENCES/ NOM DU DOSSIER CE/

| PRODUCT DESIGNATION/ REFERENCIAS EC FILE NAME/

| DESIGNACION DEL PRODUCTO NOMBRE DEL ARCHIVO CE
D AYSTEM SOLUTION SLEY-5900
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_ eeror A0 Veetor-Best . Rev. 01 i g, T eerom v

L BT ST A ! ; | BESTA

! Q@h&b Page 2 0f 3 : .;m m\InM\e ﬁ

[ - I T I i
REF ,

Identificatio

No. | Product name

T [
IMMUNcassay ri

+1. Vectohep A-lgG
L quantitative determination of igG to 3mvm: is A virus

| 'Enzyme immunoassay kit for the guantitative and
qualitative determination of IgG to measles virus in

|
2. VectoMeasles-ilgG

122 | VectoHanta-IgG

W 23. : VectoHanta-IgM

.24 VectoNile- _m_s

25 <onz,_m lgG

26, VectoNile-IgG-avidity

‘ blood serum (plasma)
. B Enzyme immunoassay kit for the detection of igh 8
m <m.Qo§mmm_mm IgM :measles virus in blood serum (plasma) | D-1358
4 i Rotavirus-antigen-EIA-BEST Enzyme immunoassay kit for the detection oﬁ D-1652
. ~human retavirus antigen
3 >Qm:o<:cw m::@m: EIA-BEST Enzyme immunoassay kit for the detection of ! D-1654
I o T ‘human adenovirus m::@m: B
| Enzyme to
VectoEBV-NA-1gG “nuclear antigen of Epstein-Barr virus in U_ooa serum: D-2170
(plasma) . |
I i Enzyme immunoassay kit for the detection of IgG to i
i VectoEBV-EA-IgG iearly antigens of Epstein-Barr virus in blood serum: D-2172 |
| {plasma) o o]
| W Enzyme immunoassay kit for the detection of _@7\_ to ;
8. . VectoEBV-VCA-IgM viral capsid antigen of Epstein-Barr virus in blood' D-2176

. : serum (plasma)
'S ,,<m§o_<._canw._@0

Enzyme immunoassay kit for the detection of IgG to D-2602
~mumps virus in blood serum (plasma) _ L
Enzyme immuncassay kit for the detection of _mz 6,

“10. VectoMumps-igM

D-2604
o T ~mumps virus in blood serum (piasma)
11 ' Toxocara- 60 EIABEST Enzyme immunoassay kit for the detection of IgG to| D-2752
= ~Toxocara antigens in blood serum (plasma)
Enzyme immunoassay kit for the detection of _mm 1o 3152
) 12, Trichinella-IgG- @>\m EsT Trichinella antigens in blood serum (plasma) ﬂ e
3 “Yersinia- _@O EIA-BEST Enzyme immunoassay kit for the detection of IgG 8, D-3202
A _causative agents of yersiniosis ey
"4, <mam_3_m _@> EIA-BEST Enzyme immunoassay kit for the detection of IgA 8 D-3204
- . Causative agents of yersiniosis o -
15 <mﬂm3_m‘_m§‘m_>>mmmﬁ Enzyme immunoassay kit for the detection of 6_<_ to; D-3206
1 o causative agents of yersiniosis o R
Znzyme immunoassay kit for the detection of gG to
16 Echinococcus-lgG-EIA-BEST  £chinococcus granulosus antigens in blood serum D-3356

of igG toi

7. Ascaris-lgG-EIA BES

! ) ‘_?_‘._anmmwm; for
18 lgA-Transglutaminase-EIA- ot m?i% n of IgA 10 ot
{BEST |
__plood serum (plasma) )
Snzyme wmmunoassay kit for c  Guar
: 3T : wnase-E1A- X . 26
19 18G m:w@FMwR_:moq Eia derarmination of 1gG to tsste transglutaminase in - D-3/6C

BES hiood serum (plasma)

the am»m?:_am:o; ot
" v oa serum

Fnzyme immunoassay kit for tl
peosinogen 1 concentratio

Zrhzyme immuncasea

= Kt far the lRD?:Jm:D: of
pensinogen 2 concent

e i
aticn i biood serw

v
3
r

AO Vector- —wri

m:wf:m _33c:ommmm<

‘Hantavirus in blood seru

m3N<3m immunoassa

~<

m3N<3m _33csommmm< kit for the amﬁmo:o: om IgM 6
+West Nile <_Em in o_ooa serum (plasmaj

Enzyme immunoassay kit for the detaction of _mc 8
West Nile Virus in blood serum Eﬁmwaw,

Enzyme immunoassay kit for Sm a@m?:,:m:o: of
avidity index of IgG to West Nile Virus in blood
serum (plasma)




Certificate

date 2018-07-13 Page 1of 1

No. D1213100017

mdc medical device certification GmbH
ceriifies that
“Location ‘ ) o , ) ! [ :

- AD Vector-Best ’

for in vitro

VECTOR

LA
‘ building 36, Koltsovo

AQ Vector-Best 1830559 Novosibirsk region, Russian - ;
AQ Vector-Best, i design and aw_\m_ouEmlr uﬁomca~,01‘ow?ma_nm_

Research and Production area j dest (
L eg s . Pasechnaya str, 3, devices for in vitro diagnosiics
UC__Q:J@ wm. QOffice 21 A‘ Koltsovo :630117 Novosibirsk, Russian Federation |

630559 Novosibirsk region
Russian Federation
with the locations listed in the attachment
for the scope

Design and development, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry}

nas introduced and applies a

Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Recquirements for reguiatorny

i

Fead of Certification Bod ' ¥ .
PR~ PrT. 1 oy,
B T TR .
wx i w M i 5
{ DAKKS Pt N NS
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EasyBloodGas and EasyStat Accessories

Catalog No.
6201
6202
6203
6204
6101
6301
6303
6304
6305
2118
6402
6503

6603

Accessory
mum,.\m»wm\ﬂwm«\m_oalﬁwn pH Flertrode
EasyStat/EasyBloodGas pCO2 Electrode
EasyStat/EasyBloodGas pO2 Electrode
EasyStat/FasyBloodGas/EasyElectrolyte Reference Electrode
FasyBloodGas Reagent Module

EasyBloodGas Troubteshooting Kit

EasyQCley,

_Hm_oowAmmmm:am_amH.«o_ﬁchm<mo.2::i
EasyQC Level 2 Blood Gas and Electrolyte Quality Control
EasyQC tevel 3 Blood Gas and tlectrolyte Quality Contro!

Daily Cleaning Solution Kit

Red Test Dye Solution

EasyBloodGas Demonstration Kit
EasyBloodGas Sampler
tasyBloodGas/Easytlectrolyte Pump Tube
EasyStat/EasyBloodGas/Easytiectroiyte Printer Paper (5 rolis)
EasyBloodGas Sensor Module
EasyStat/EasyBloodGas Valve Module
Compression Plate

Serial Cable, 25-pin

Serial Cable, 9-pin

Barcode Reader Kit

EasyStat Reagent Madule
EasyStat/FasyElectrolyte Na Electrode
EasyStat/tasyElectroiyte K Electrode
EasyStat Ca Electrode

EasyStat Cl Electrode

EasyStat Troubleshooting Kit
Bi-Level Hematocrit Quality Control

EasyStat Demonstration Kit

EasyStat/LasyBloodGas Capiliary Tube Kit
CasyStat Sampler
tasyStat Pump lube

EasyStat Sensor Module

EDMA Code
11703104
11703104
11703104
11040401
11703110
21041001
11703150
11703150
11703150
11010127
11703190

21041001
21041001
21041001
21041003
21041001
11703110
11040107
11 04 0106

110401 02
11040103
21041001
13017003
21041001
21041001
21041001
21041001
21041001

21041001

tasyEiectrolyte Accessories

Catalog No. Accessory

4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405

24085
4406

4404
4306
6504
6505
4506
4507
4508
7302
4522
4539

£518

6537
6520

EasvElectrolyte Reapent Module Na/K/Cl
FasyElectrolyte Reagent Module Na/K/Li
tasyStat/tasybiectroiyte Na tiectrode
EasyStat/fasyElectrolyte K Electrode
Easytlectrotyte Cl tlectrode
Easytiectrolyte Li Electrode
EasyStat/LasyBloodGas/EasyLlectrolyte Reference Electrode
EasyElectrolyte Spacer Ciectrode
tasytiectroiyte Troubieshooting Kit
Daily Cleaning Sofution Kit

Red Test Dye Solution

CasyElectrolyte Urine Difuent
EasyQC Bi-Level Quality Controf Kit
EasyQC Tri Level Quality Control Kit

FasyEtectrolyte Capillary Tube Kit

EasyEtectrolyte Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
tasyStat/EasyBloodGas/LasyElectrolyte Printer Paper (5 rolls)
EasyElectrotyte Sensor Module

fasyElectrolyte Valve Moduie

Compression Plate

Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

Easyllectrolyte Sensor Module, Li

e
Cable, 25-

r
31l &3]

Serial Cable, S-pin
Barcode Reader Kit

EDMA Code
110301
110301

11040107

11040106

11040103

11040104

11040401

11040190

21041001

11010127

11703190

110404 9C

11500204

11500204

21041001

21041001

21041001

21041001

21041001

21041001

21041001

1041001
1041001
21041001
21041001
21041001
21041601
210641001
21041001

[ ]



Easylyte Accessories
Catalog No. Accessory

2070
2101

2102
2113
2106
2150
2151

2152
2152

2103

2100
2492
2309
2111

Easylyte EasySampler

Faculy
£ Ly

mx»m_mm:um
Easylyte Na+ Electrode

Easylyte Cl- Electrode

Easylyte Li+ Electrode

fasytyte Ca++ Electiode

Easylyte pH Electrode

Easylyte Disposable Reference Electrode
Easylyte Refrence Electrode

Easytyte Membrane Assembly

Fasylyte Na/K 800mL Solutions Pack
Easylyte Na/K/Cl 800mL Solutions Pack
/K7
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
Easylyte Na/K/Cl/Li 800mL Solutions Pack
Easylyte Na/K 400mL Solutions Pack
Casylyte Na/K/Ci 400mi Soiutions Pack
Easylyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
Easylyte Na/K/Cl/Li 400mL Solutions Pack
FasyQC Bi-level Quality Control Kit

CasyQC Tri-Ltevel Quatity Control Kit
tasylyte Quality Control Sample Cups (60)
Daily Cleani
EasylLyte Daily Cleaner Cup

t 800mL Sotutions Pack

g Solution Kit

Easylyte Solutions Valve
Fasylyte Sample Probe
Easylyte Sampie Detector
Easylyte Tubing Kit
Easylyte Calcium Tubing Kit

Fasytyte Internal Filling Solution {125mt)}
fasylyte Wash Solution (S0mL)
1ent (500mt)

fasylyte Urine D

wlion
asylyte Probe Wigers {6)
asylyte Printer Paper (3 rolls)

EDMA Code
21041001
11040106
11040107
11040103
11040104
11040102
11703102
11040401
11040401
21041001
110301
1103
103
110301
110301
110301
110301
110301
110301
110301
11500204
115002 04
21041001
11010127
21041001
21041001
21041001

ot

o
¢}
01

J

21041001
21041001
110404 90
11040490
11040490
0404 90
416 01
41003

4
N

1
1

b

NN

G
G

Easylyte Accessories, continued

Catalog No. Accessory

2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544

Easylyte EasySampler Sample Cups, 500ul (500)
Easylyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500}

tasylyte Capillary Tubes

Easylyte Capillary Adaptor Kit

Casylyte Capillary Adaptor Cleaning Kit
Fasylyte Red Dye Test Solution (50mL)
Fasylyte Troubleshooting Kit

EasylLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li}
Fasylyte Quarterly Operating Kit

Easylyte Maintenace Kit

Easylyte Sample Tray

Fasylyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Sofution Kit

Casylyte C Series Printer Paper {5 rolls}

EDMA Code
21041001
21041001
21041001
21041001
21041001
11040490
11640490
21041001
21041001
2104 1001
21041001
21041601
21041001
11010127
21041001
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ANEXO NYANNEX NO: 1
CERTIFICADQO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con ¢l Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex 1V (except Section 4j of Directive 98/79/EC
PRORROGA/ENTENSION — Fecha inicial/ / 11/12/2003
Fecha de altima prorroga/ Last exrension date: 27/11/2013

Certificado n®/Certificate no

2003120388 CT

Fecha de validez/Date of validity ON n"/NB no

Desde/From 27/11/2018 Hasta/7o 18/11/2023 0318

A favor de/In fuvour of:

Fahricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G, Carduccd, 27 -20099- Sesto San Giovanni — Milano (1taly ).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem  Direccion/Address: ldem

Tipo de producto / Device type: Reactivos v productos reactivos, calibradores ¥ materiales de
control para ¢l diagnéstico de enfermedades infecciosas [ Reagents. and reagent producs,
calibrators and control materials for diagnostic of bunan infectious diseases.

Clasificacion/Classification: Lista A, anexo W/ List A, Annex 11

I. Reactivos ¥y productos reactivos para la determinacion, confirmacién y cuantificaciéon de
marcadores de infeccion en muestras humanas mediante téenicas de Inmunoabsorcion
enzimatica (ELISAY Reugents and reactive products for the determination. confirmation and

querttification of mfection markers in fiman samples by Encvme-linked immunosorbent assay
(ELISA INANDO VD 0201 1VD 0202: IVD 0203]

1.L HBs Agone

SAL
- SAGTCE 9O (90 tests)
- SAGT O AN
- SAGLCTE Yo

V2 ests) Deserito en e certificade Deseribed i the coriitic
2003 12 G389 1)

F80Hes )

60 tests)

1.2. HBs Ab

- SABCEMN

1.3. HBce Ab

- BOABCH (vnh ests)

aifc

ado e

ANEXO !

CERTIFICADO CEDES

IANNEX .ZQ”. 1
TEMA DE GARANTIA DE CALIDAD TOTAL

de acuerdo con el Ancexo IV (exeepto punto 4) de la Directiva 98/79/CE

ECFULL Q

{LITY

ASSURANCE SYSTEM CERTIFICATE

in accordance witl Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/ENTENSION — Yecha iniciall fmridd e 11/12/2003
Fecha de iltima prorroga/ Last extension date: 27/1172013

Certificado n"/Certificate no

Fecha de validez/Date of validity ONn"/NB no

2003 12 0388 CT Desde/From 27/11/2018 iasta/To 18/11/2023 0318
1.4 HBe 1
- BOMCE (96 tests) Deserito en ef centificado Described  m ithe

L5 HBe Ag & Ab

- HBECE (96 tests)

1.6. HBs Ag Confirmation
- SCONF.CEA20 tests)
- SCONFE CE 30 (40 tests)
1.7. HBs Ag one Version UL TRA

= SAGIUTTRA CE192 tests)
- SAGHIULTRA CH96 (96 tests)

cortificate 2004 U5 0424 1D

Desento en el certiticado o the
cortificate 2064 03 0423 ED
Descrito en el certiticado Described e the

certificate 2006 110511 ED

Deserito ¢n : cado /
certificate 2008 120588

excrthed o e

- SAGITULTRA CF 480 (480 tests)

- SAGHUTTTRA CF U6b{unt) s

s)

- SAGIULTRA CEDB (92 tests)

L8 HOV Ab

- CVABCE
- CVAB.CE Y0 (Y0 108}

- CVARCE =806 280 ests)
- CVARBCEF 9501960 testsy
- CVABCE DB

TSVO NGTIRICADRC 0308




ANEXO NYANNEX NO: 1
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo 1V (excepto punto 4) de la Directiva 98/79/CE
ECFULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex 1V (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial i dater TH12/2003
Fecha de altima prorrogal Last extension dare: 27/11/2013

ON n“INB no
Desde/From 27/11/2018 Hasta/To 18/11/2023 0318

Certificado n®/Certificate no

200312 0388 CT

Fecha de validez/Date of validity

CERTIFICADO CEDE S

EXO N°/A;
‘EMA DE GARA

EXNO: 1
I'HA DE CALIDAD TOTAL

de acuerdo con ¢l Anexo IV (excepto punto 4) de la Directiva 98/79/CE

ECF

'LL

0

UALITY

ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex 1V (except Section 4) of Directive 98/79/EC

PRORROGA/EXTENSION

Fecha micial/ /

! et 1171272003

Fecha de dltima provrogal Last extension date: 27/1172013

1.9. HCV Ab Confirmation

1),

Descnito en ¢l ce
2005 09 485 ED

- CCONF.CE (12 tests)

110 HOV TgM

Descrito en el ceruticado  Descrthed m the certificate

2007 09 0332 1D

- CVMCE (96 tests)

1L11. HCV Ab (Format 20)

Desernto en e do Deserthed v the cortificate

2015100842 1D

- CVABCEEG (192 tests)

- CVABCEEG96 (96 tosts)

- CVARBRCE EGAR0 (480 tosts)
- OVARB CE FG 960 (960 tests)

1.12. HDV Ab

Feciaticade Deserihed wthe

2003 120393 1D

Descrnto e

- DAB.CE (Y6 tests)

L13. 1DV Ag

< DAG CE (90 0vi)

L4 1DV JgM

K

{00 ossg wado  Descriped mi e certijieaid

Certificado n®/Certificate no

2003120388 CT

Fecha de validez/Date of validity

ONn"/NB no

Desde/From 27/11/2018 Nastario 18/11/2023 0318

LISSHTLV & Ab

HTLVAB.CIL: (192 tests)

HTLVAB.CEY6 (96 tests)
HTEVAB.CE 480 (480 tests)
HTLVAR CE 900 (960 tests)

HTLVABULTRACL (192 tests)
HTLVABULTRA.CEY0 (96 tests)

HTLVABULTRA CE48(

HIEVARUL

Desenito en el certificado

1.16. HILV 1 & IT Ab Version ULTRA

}(A80 tosts)

RALCE DGO (960 Lo

HTLVABULTRA CEDB (192 tests)

LI7.HIV AB & Ag

IVCONB Clo (192

1o
W

SS)

IVCONMB CE.Y6 (96 tests)

IVCOMB L

IVCOMB CE 960 (960 10sts)
IVCOMB.CE DB (192 ests)

CROANISNO NG

feate 2005 12 0493 ED

Deserito en el certificado
certtficare 2011 110775 ED

el
foate 2008 UZ 0339 B

Described m the

fiescribed e the




ANEXO NYANNEX NO: 1

«

RTIFICADO CE DE SISTEM TiA CAi

TEMA DE GARANTIA DE CALIDAD

PRORROGA/EXTENSION — Fecha inicial/ Inivial dare: 11/12/2003
Fecha de altima provroga/ Last exiension date: 27/11/2013

i3 i
de acuerdo con el Anexo 1V (excepto punto 4) de la Directiva 98/79/C _;
ECFULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

ON n"/NB no
0318

Certificado n®/Cerrificate no Fecha de validez/Date of validity
200312 0388 CT Desdestrom 27/11/2018 HastarTo 18/11/2023

Reactivos ¥ productos reactivos para la determinacion, confirmacion y cuantificacion de

marcadores de infeceion en muestras humanas mediante téenicas de PCR en tiempo real/
Reagents and reactive products for the determination.  confirmation and quantification of

infection markers in hunan samples b Real-Time PCR INANDO: IVD 0203]
2.1. HBV DNA Quantitation (QT)

- HBVDNAQT.CE (30 tests)
- HBVDNAQT CE.25 (25 testy)
- HBVDNAQT CL1 10O 1100 tests)

- HBVDNAQT.CE S0 (150 tests)

2.2. HDV RNA Quantitation (QT)

Desernto en el centificado
icere 2009 11 0660 ED

- DRNACE (50 tests)
- DRNACE 25 (25 tests)

- DRNACE _ccic:?mz
DRNA CE 130 (150 tests)

Deserito en el centiticado

certificate 2012 09 0790 ED

Described o the

Described mthe

3. Reactivos v productos reactivos para Ia determinacion, confirmacion v cuantificacion de
marcadores de infeccion en muestras humanas mediante ensayvos de quimioluminiscencia
(CLIAY Rewgents and reactive products for the determmation. confirmation and quantitication of

;

mifeciion murkers in hwnan samples by Chemilminescence Imnsiodssay

IND O201: IVD 0202: 1VD 0203]

3.0 DEACCHEMILUNX HOV Ab

Dese

cortitic

SANTSVC NGTCATC S8

INANDO:

ANEXO NY/ANNEX NO: 1
TEMA DE GARANTL ADTOTAL
de ac :el_c con el Anexo 1V (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4} of Directive 98/79EC
PRORROGA/EXTENSION — Vecha iniciaV/ It date: 11/12/2003
Fecha de altima prorvoga/ Last extension dute: 27/11/2013

Certificado n®/Certificate no Fecha de valides/Date of validity ON n"/NB no
2003 12 0388 CT Desde/From 27/11/2018 Hasta/To 18/11/2023 0318

3.3. DIA.CH

HLUX HIV Ab & Ag

Described e the

- RAIVCOMB.CE (100 tests) chﬁ._:. en

3.4 DIACCHEMELUX HBe Ab

certificado - Descrihed e the
07 0863 1D

- RABCAB.CE (100 tests) Deserito

35 DIACHEMILUN HTLV I & 1T Ab

- RAHTLVABCE (100 tests) Descrito en ol certiticado - Deseribed m the
certificate 2018 110878 1D

Fste certificado ampara todas las marcas de estos productos inciuidas por el fabricante en su
declaracion de conformidad. /iy cornficare covers all tradenarks of these produces meluded by the
Hornti

nunndiacturer i s declaration of ¢

Madrid. 26 de noviembdre ae 2018

DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

[l TP
VEtGs g5,

Fdo M? Jesus Lamas Diaz




O SANIDAD, CONIIMO
Y BIEMEST,

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL

de acuerdo con ei Anexo IV (excepto punto 4) de ia Directiva 98/79/CE

;IS I AT ITY ACCIID INCD CVOTIAS SR TII I, A TE
LU FULL QUALIT T A3DURANNUIL O I3 T LW Fh=-~ﬁ~r,,‘-u

in accordance with Annex IV (except Section 1) of Directive 98/79/EC
PRORROGA/ENTENSION — Fecha iniciaV Ml date: 10/052014
Fecha de dltima provreoga/ fast extension dute: 27711720113

Certificado n"/Certificate no Fecha de validesz/ Date of validity ON n"/NB no
2004050442 CT Desde/ From 26/11/2018  Nasta/To 18/11/2023 0318

A favor de /In favour o

Fabricante/Manufucturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes Sl
Direccion/Address: Via G, Carducci, 27 -20099- Sesto San Giovanni — Milano (1taly).
Representante autorizado ante la UE/ Authorized EU representative:

Nombre/Name: Idem  Direccion/Address: 1dem

Para los producto

or the products:

Categoria/Category: Productos Sanitarios para Diagnostico “1n Vitro” / b U ro Diagnostic Medical Devices

Grupo genérico/Generic group: Diagnostico de enfermedades infecciosas / 1 iagnostic of mfections diseases
S & 4 ;

po/Type: Especificados en Anexos de este Certificado - Specified in Anneves 1o this Cernticate

Elaborado en/ln the facilities:

Bia. Pro Diagnostic Bioprobes Sl

1 Via . Carducci, 27 -20099- Sesto San Giova :E — Milano (Italy).

ste cert NG
Hhus ceruticate must be accompanied by desten examination certtticate: NO

icado de examen de dise

ado debe ir acompanado por ce

de Cabdad v del examen de da

Este cartiticado es comsecuencr de laauditonia del Sistema O

de Garantd

cion wentea conteiida en el expediente o 2003 0> 02300y parant i
requisitos de fa Divectiva, - Thus cernficate s msued the pull qualiy assurance systemr andit, and the exaninanon of the
w20 RNTRN] fuces fultil the

docum

que los productos deseritos cumplen 1o

and guaraniees ther the deserihed pr

documentation contamed o dos
i of the Directive

ot

require

Madrid. 23 ge noviermbre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MECICAMENTOS Y PRODUCTOS SANITARIOS

-

is Larmas Diaz

EXO N/AN]
E GARAN
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CL
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION - Fecha inicial/ Jnitial duare: TOA5/2004
Fecha de dltima prorrogal Last extension dare: 27112013

X NO: 1

B XY
1R

Certificado n"/Certificate no Fecha de validez/Date of validity ON n"/NB no
2004050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

A tavor de/In favour of:

Fabricante/Manufucturer:

ombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l
Direccion/ Address: Viz G, Carducei, 27 -200099- Sexto San Giovanni — Milano (1taly).
Representante autorizado ante la UK/ Authorized EU representative:

Nombre/Name: Idem  Direccion/Address: ldem

lipo de producto / Device type: Reactivos v productos reactivos, calibradores v materiales de
VCTHAS Q\t\ \.m.i.,:‘.:\ .::k\:ﬁ.\/v

il
control para ¢l diagniostico de enfermedades infecciosas / /
calibrators and conrol materials for diagnostic of lnuman mfections diseases.

Clasificacion/Classification: Lista B, anexo 11/ List B, Annex 11

1. Reactivos v productos reactivos para la determinacion, confirmacion v cuantificacion de
marcadores de infeceidn en muestras humanas mediante téenicas de Inmunoabsorcion
enzimatica (ELISAY Reagents and reactive products for the determination. confirmation el
quaniification of infection markers in human samples by Enzyvme-lniked imnmosorbent assay
(FLIN INANDOD IVD 0303: TVD 0305

L1, OMV IgM
- ONIVATCH 96 tesy)

1.2 UMY oG

VVG CE

13 Tovo IgMl

- TONONML

tosis?

14 Tovo IpG

N




ANEXO N/ANNEX NO: |

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Diitial dare: 10/05/2004
Fecha de altima prorrogal Last extension date: 27/11/2013

Certificado n*/Certificate no Fecha de validez/Date of validity ON n°/NB no
2004 050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318
LS. RUB IgM

- RUBM CE (96 1ests)

1.6. RUB IgG.
- RUBG.CL (96 tests)
- RUBG.CE 1920192 tests)
- RUBG.CE 480 (480 tests)

TORCH IgM
- TORCHM CFE (96 tests)

L8, Chlamydia Trachomatis Iy

- CTGCE (96 tests)

R4

. Clillanwyydia Trachomatis 153

- CTMLCLE (96 tests)

110, Chlamydia Trachomatis 1gA

S CFACE 196 ests)

VAL Chlandia Pricumoniae 1

T OA testsy

CRGANSYE N TIHICATC 0348

i

ANEXQOQ NYANNEXN NO: |

pEETiEL A e DE CALIDAD TOTA

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDA OTAl
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha iniciaV Inital dare: 10/05/2004
Fecha de altima provroga/ Last extension duate: 271172013

Certificado n®/Certificate no Fecha de validez/Date of validity ON n/NB no
2004050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

2. Reactivos v productos reactives para la determinacion, confirmacion y cuantificacion de

marcadores de infeccion en muestras humanas mediante téenicas de PCR en tiempo real/

Reagents and reuctive for the deterr confirmation and  quantification of
infection markers in human samples by Real-Time PCR) INANDO: 1VD 0303: 1VD 0305]

2.1 CMV DNA Quantitation (Q1) 2™ Generation

- CMVDNAQT.2GCE (30 tests)

- CMVDNAQT.2G.CE25 (25 tests)

- CMVDNAQT 2G.CE 100 (100 tosts)
- CMVDNAQT 2G CEI30 (1S

2.2, DX COMY Assay
- Dx CMV Assay

2.3. Toxoplasma Gondii DNA

- TOXODNACE (30 toests)
FOXODNA CE 25 (25 sty

- TOXODNACED

- TOXODNA CE 150 (130 tests)

2.4 Cldany dia Trachomatis DNA

DINACE (30 sy

—~ o~

WA L
PINAT

DNACE

o~




ANEXO NY/ANNEX NO: 1
CERTIFICADO CE DF SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex 1V (except Section 4) of Directive 98/79/EC
PRORROGA/ENTENSION — Fecha inicial! fnirsal duret T0/05/2004
Fecha de wltima prorrogal Last extension dare: 27/1172013

Certificado n®/Certificate no Fecha de validez/Date of validity ON n"/NB ::J
2004050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

ANEXO NYANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/7%EC
PRORROGA/ENTENSION — Fecha inicial/ Mnitial dute: 10/05/2004
Fecha de dltima prorroga/ Last extension dute: 27/1172013

Certificado n®/Certificate no Fecha de validez/Date of validity ON n*/INB no

3. Reactivos y productos reactivos para la determinacion, confirmacidén y cuantificacion de

marcadores de infeccion en muestras humanas mediante easayos de quimioluminiscencia
(CLIAY Reagenty and reactive products for the determiation. confirmation and quantification of
infection markers in homan samples by Chemiluminescence Inmunoassay (CLI4) INANDO:
IND 02015 IVD 0202: IV 0203

3L DEACHEMIEUX Cytomegalovirus Io\
- RACMVMCE (100 tests)

3.2, DEAL.CHEMILUX Cytomegalovirus 1gG

3.3 DIACHEMILUX Toxoplasma [gV]
- RATONOMCE ()

3.4, DIACHEMILUX Tovoplasma IpG

- RATOXOG.CE (100

3.5 DIALCHEMILUN Rubella IgM

- RARUBMCE (100 e

2004 050442 CT Desde/From 26/11/2018 Nastarto 18/11/2023 0318

3.6. DIA.CHEMILUX Rubella 1gG

- RARUBGCE (100 tests)

Fste certificado ampara todas las marcas de estos productos incluidas por ol fabricante en su
dectaracion de conformidad. o /i cortficate covers all madenarks of these products pichided v the
marfacturer i his declaration of confornine

drid, 23 de noviembre de 2018

DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

PO e pan
" TERAN Gl N
:woc,n.f%us“oL de
Broductag (o5 oy

SENitario.

Fdo M@ Jesis Lamas Diaz

CRGANISMC NCTIRICADO ©
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Product List — CE Marked

ISO 13485:2012

EC — Directive 98 / 79 EC
For In-Vitro-Diagnostics

2017-11

NovalLisa® Virology

Prod. No. Name

ADVAQQ010 Adenovirus IgA

ADVG0010 Adenovirus 1gG

ADVMO0010 Adenovirus IgM

CHIG0590 Chikungunya Virus 1gG capture
CHIMG590 Chikungunya Virus IgM p-capture

OMUON110
CMVGU1I0

ACMV7110
CMVMO110

DENGO0120

EBVA0150
EBVGO150
AERV7150

EBVMO150
EBVGO580

HANGO0670
HANMO670
HSVG0250
HSVNM0250
HSV1G0500
HSV1MO0500
HSV2G0540
HSV2M0540
INFAD290
INFG0290
INFM3290
INF AG3C0
INFGG300
iINFMO300
MEAGC330
AMEAT7330
MEAME330

B
&
& D
P
oo

ot
o D

[SRSe]

"
o
na
o3
5

(SN
(S

Cytomegalovirus (CMV) 1gC
Avidity Cytomegalovirus (CMV) 1gG
Cytomegalovirus (CMV) igM
Dengue Virus igG

Dengue Virus igM

Dengue Virus igM p-capture
Epstein-Barr Virus (VCA) IgA
Epstein-Barr Virus (VCA) 1gG
Avidity Epstein-Barr Virus (VCA)
Epstein-Barr Virus (VCA) IgM
Epstein-Barr Virus (EBNA) 1gG
Hantavirus 1gG

Hantavirus igM

Herpes simplex Virus 142 (HSV) 1gG
Herpes simplex Virus 142 (HSV) igM
Herpes simples Virus 1 (HSV-1) 1gG
Herpes simplex Virus 1 (HSV-1) IgM
Herpes simplex Virus 2 (HSV-2) 1gG
Herpes simplex Virus 2 (HSV-2) igM

aG

Influenza Virus A IgA
Influenza Virus A 1gG

luenza Virus B IgA
influenza Virus B 19G
fluenza Virus B igM

Measles Virus 1gG
Avidity Measles Virus 19gG
Measles Virus ight

Parvovirus 8 19
Parvovirus B 19 i

-



Nowva
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RUBMO0400 Rubeila Virus IgM p-capture
T1CG0440 TBE 1 FSME 1gG
TICM0440 TBE / FSME IgM
PTICG044 TBE / FSME 19G pius
VZVA04390 Varicella-Zoster Virus (VZV) IgA
VZVG0430 Varicella-Zoster Virus (VZV) 1gG
VZVMOG490 Variceila-Zoster Virus (VZV) IgM
ZVG0790 Zika Virus 1gG capture
ZVMO790 Zika Virus igM p-capture

- ® .
Novalisa Bacteriology
Prod. No. Name
BOPAOQ30 Bordetelia pertussis 1gA
BOPG0030 Bordetella pertussis 1gG
BOPMG030 Bordetella pertussis IgM
BPTA0610 Bordetelta pertussis toxin (PT) IgA
BPTGO610 Bordeteila pertussis toxin (PT) iIgG
BORGG040 Borrelia burgdorferi {gG
BORMOQ040 Borrelia burgdorferi IghMi
BRUGO050 Brucella 19G
BRUMO00S0 Brucella IgM
CHLAQ070 Chlamydia trachomat:s IgA
CHLGO0070 Chlamydia trachomatis 1gG
CHLM0BO070 Chiamydia trachomatis IgM
CHLAO510 Chlamydia pneumoniae igA
CHLGO0510 Chlamydia pneumoniae 1gG
CHLMO0510 Chlamydia pneumoniae gV
CORGOC90 Corynebacternium diphtheriae toxin 1gG
CORG5CC Corynebacterium diphtheriae toxin 55 1gG
PCORGOC Corynebycterium diphtheriae toxin 5S 1gG plus
COX1G0500 Coxiella burnetii {Q-Fever) Phase 1 1gG
COX2G0600 Cexiella burnetii {Q-Fever) Phase 2 IgG
COX2ME600 Coxiella burnetit (Q-Fever) Phase 2 IgM
CPATT736 Chlamydophiia pneuroniae 'gA
CPG0738 Cnlamydophila pneumomiae igG

CPNVO730

HELAD22C
HELGO220
PHILAD22
PHZLGO22

~=GGO653

_Z3GME850

Chnlamydop!

pneumoniae igM
~elicobacter pylori IgA
Helicobacter pylori 1gG
Helicobacter pylori IgA plus
Helicobacter zyleni 1gG plus

Legione! a Pneumophita IgG
Legione a Preumophiia igV:
Leptospia igG
Leptospira gV

MYCAO0350

vernncn
MYCGO350

Mycoplasma pneumoniae IgA
Mycoptasma preumoniae 1gG

MYCMO350 Mycopiasma pneumoniae IgM
TETG430 i toxin 1gG
TETG5043 toxin 5S IgG
PTETGO043 Clostridium tetani toxin 5S 1gG plus
Novalisa ® Parasites

Prod. No. Name

CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYP0570 Chagas

ENTG0140 Entamoeba histolytica 1gG
GIAD160S Giardia lambtia antigen

LEIGG310 Leishmania infantum 1gG
MALO620 Malaria

TOXA0460 Toxoplasma gondii [gA
TOXG0460 Toxoplasma gondn IgG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMU460 Toxoptasma gondii gV p-capture

Novalisa © Worms

Prod. No. Name

ASCGO0020 Ascaris lumbricoides 1gG

ECHGO0130 Echinococcus 1gG

FILD760 Filariasis

SCHG0410 Schistosoma manson: igG

SCHMO0410 Schistosoma manson: igM
TRO0690 Strongylodes

TAEGQO420 Taenia sohum igG

TOCGL450 Toxocara canis 1gG

TRIGC480

Novalisa ©

Prod. No.

ASPGO680 igatus 9G
ASPM0680 s fumigatus igM
CANADOGD Candida albicans IgA
CANGOO60 Candida aibicans 1gG
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CANMO060 Candida albicans IgM

NovaLisa ® Hormones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones and antibodies)

§M§vﬂ & 5% m“ o e ,U'I.f&
5O Gk W S, BB R J@I:}L
frarsuNtaABROSTICs Gt W

Prod. No. Name

ATG1010 ANti-TG

ATPO1020 ANti-TPO

TSH1030 TSH

Novaline

Prod. No. Name

TRYG2570 Chagas 1gG LineBlot
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones in plasma and serum)

Prod. No. Name
DNOVO001 Cortisol
DNOV002 Testosterone
DNOV003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOVOCS CHEA-S
DNOV006 Progestercne
DNOV007 Free Estriol
DNOV008 Androstenedione
DNOV009 Free Testosterone
DNOV011 Total Estriol
DNOVG12 Aldosterone

STEROID HORMONES IN URINE
{ELISAs for the determination of steroid hormones in urine)

Prod. No. Name

DNOVO010 Lnnary Cortisol

STEROID HORMONES IN SALIVA
{ELiISAs for the determination of steroid hormones in saiiva)

Prod. No. Name

DSNOV20 Cortisol Sativa
DSNOV21 Testosterone Sativa
DSNOV22 17 beta-Estradiol Saliva
DSNOV24 DHEA-S Saliva
DSNOV25 Progesterone Saliva
DSNOV26 Estriol Saliva
DSNOV27 Androstenedione Saliva

PROTEIN HORMONES
(ELISAs for the determination of proteins in plasma and serum)

Prod. No. Name
DNOV030 LH
DNOV031 FSH
DNOV032 Proiactin
DNOV033 AFP
DNOV034 beta HCG

THYROID HORMONES
(ELISAs for the determination of thyroid hormones and antibodies)

Prod. No. Name
DNOV051 Fee T3
DNOV052 FreeT4
DNOV053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobulin

DIABETES MONITORING
(ELISAs for the determination of specific analytes in plasma and serum)

Prod. No.

DNOV111
DNOV112

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes in plasma and serum)

Prod. No. Name

DNOV0S3 CiC-C1q
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TUMOR MARKERS
(ELISASs for the determination of specific analytes in plasma and serum)
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Prod. No. Name
DNOV 060 CEA

DNCV061 CA 125
DNOV062 CA 15-3
DNOV083 CA 19-9

MISCELLANEOUS

(ELISAs for the determination of specific analytes in pilasma and serum)
Prod. No. Name

DNOV100 Ferritin

DNOV101 HGH

DNOV102 igE

NovalLisa ® Autoimmune

Autoimmune
(ELISAs for the determination of specific autoimmune antibodies)

Prod. No. Name
ATG1010 Anti-TG
ATPO1020 Anti-TPO

Rheumatoiogy
(ELISASs for the determination of specific analytes in plasma and serum)

Prod. No. Name

RFM3010 Rheumatoid Factor igM
Novalisa Recombinant Antigens
Prod. No. Name

3ORGC04C 3orrelia burgaorfer 19G
30RMO00408 Sorrelia burgdorferi Igh
CHAGO55C Chagas (Trypanosoma cruzi) 1gG
TRYPOAK70 Chagas

~HANGO670 Hantavirus 1gG

HANMGE70 Hantavirus IgM

HELA0220 Helicobacter pylori 1gA

PHELAGZ2 tHelicobacter pylori (gA plus
HSV1G0500 Herpes simpies Virus 1 (HSV-1) I1gG
HSV1MO0O500 Herpes simplex Virus 1 (H3V-1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV-2) 1gG
HSV2M0540 Herpes simplex Virus 2 (HSV-2) IgM
MAL0G2Q Malaria

STRO0690 Strongyloides

TREGU47/0 Treponema pallidum

ZvG07390 Zika Virus 1gG capture

ZVMO790 Zika Virus IgM p-capture

Novalisa ® Quantitative Assays (WHO standardized)

Prod. No. Name
BPTA0610 Bordetella pertussis toxin (PT) igA
BPTG0610 Bordetelta pertussis toxin (PT) 1gG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG500% Corynebacterium diphtheriae toxin 5S 1gG
PCORGO0Y Corynebycterium diphtheriae toxin 55 1gG plus
RFM3010 Rheumatoid Factor IgM
RUBG0400 Rubella Virus 1gG
TETGC430 Clostridium tetani toxin IgG
TETG5043 Clostridium tetani toxin 58 igG
PTETG043 Clostridium tetani toxin 55 1gG plus
TOXG0460 Toxaplasma gondii IgG
ATOX7460 Avidity Toxoplasma gondii {gG
TSH1030 TSH
Novalisa Quantitative Assays
Prod. No. Name
ATG1010 Anti-TG
ATPC1020 Anti-TPO
BRPTACE10 Bordetella pertussis toxin (PT) tgA
BPTGS6IC Bordetella pertussis toxin (PT) igG
CORGEC3D Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 55 19G
PCORGOGS Caorynebacterium diphthenae texin 58 153G plus
HELAGZ220 Heiicobacter pylor IgA
Hz 150220 Helicobacter pylori igG
PHZLAD22 Helicobacter pylori [gA plus
PHELGC22 Helicobacter pylon igG plus
RFM3210 Rheumatoid Factor igVi

U3GC400 Rubelia Virus 1aG
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ARUB7400
TETG0430
TETG5043
PTET(G0D43
TICG0440

PTICG044

TOXG0460
ATOX7460

Avidity Rubella Virus 1gG
Clostridium tetani toxin laG
Clostridium tetani 5S toxin 1gG

Clostridium tetani toxin 58S a3

....... 11 .<(u(
TBE / FSME 1gG

TBE / FSME IgG plus
Toxoplasma gondii 1gG
Avidity Texoplasma gondii IgG

nt
plus

Mowve
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TSH1030 TEH
Antigen Assays
Prod. No. Name
GIAG160S Giardia lamblia antigen

. ®
Novalisa ® lgM p-capture Assays
Prod. No. Name
CHIM0550 Chikungunya Virus igM p-capture
DVMO0640 Dengue Virus IgM p-capture
RUBM0400 Rubella Virus igM p-capture
TOXM0460 Toxoplasma gondii IgM u-capture
ZVMO790 Zika Virus IgM p-capture
Novalisa © Antibody Assays
Prod. No. Name
ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas {Trypanosoma cruzi) 1gG
TRYP0570 Chagas
ENTG0140 Entamoeba histolytica 1gG
LEIGO310 Leishmania infantum igG
MAL0620 Malaria
STROT690 Strengylodes
TAEGG420 Taenia solium 1gG
TOCG0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 1gG
Novalisa * Avidity Assays
Prod. No. Name
ACMV Avidity Cytomegalovizus (CMV) 1gG

AEBV7150

Avidity Epstein-Barr Virus (VOA) 1gG

AMEA7330 Avidity Measles Virus 1gG
ARLIR7400 Avidity Rubella Virus laG
ATOX7460 Avidity Toxoplasma gondit 1gG
Novalisa ® Liquor Diagnostic
Prod. No. Name

BORGO0040 Borrelia burgdorferi 1gG
BORMO0040 Borrelia burgdorferi IgM

Aepinne
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CERTIFICATO
N° Q5 071067 0006 Rev. 00

IVEOD TUV 50D TUV SU

i)

o
A Titolare del certificato: Liofiichem S.r.i.
7 Via Scozia
W 64026 Roseto degli Abruzzi (TE)
= {TALIA
2 Stabilimento(i): Liotichem S.r.l
@ Via Scozia,64026 Roseto degh Abruzzi (TE), ITALIA
= Liofiichem S.r.,
. Contrada Piane Vomano, Traversa di Via Grecia,
64026 Roseto degli Abruza (TE}, ITALIA
Marchio di
certificazione:

Campeo di applicazione:

diagnostici in-vitro: terreni di coitura per
batteriologia, sistemi di identificazione e
antibiogramma, kit per la determinazione di
plasmaproteine. Distribuzione di altri

dispositivi medico diagnostici in-vitro
Norma(e) applicata(e): EN IS0 13485:2018
i { i - Sisterni di gestione per fa quakta -

(180 13485:2018)
DIN EN iSO 13485 2018

Product
e un sistema

siere anche no [

FB00 TUY SBD  TOV SUBL 1OV SUSRTUY SUD v Sut

.
i

TURSUD

Pagina 1 di 1
Traduzicne per suog: o

lescaj € legalmente inpegnativa.

RO

Deutsche
Akireditierungsstette
DM 112210100

Certificate

No. Q5 071067 0006 Rev. 00

(o

Holder of Certificate: Liofilchem S.t.l.
Via Scozia
64026 Roseto degli Abruzzi (TE)
ITALY

Facility(ies): Liofiichem S.r.l.
VA V Via Scozia, 64026 Roseto degli Abruzzi (TE), ITALY
Liofilchem S.r.i.
Contrada Piane Vomano, Traversa di Via Grecia, 64026 Roseto
degli Abruzzi (TE), ITALY

Certification Mark:

Scope of Certificate:  Design and development, production
and sale of in-vitro diagnostic medical
devices: culture media for bacteriology,
identification and susceptibility testing
systems, kits for plasma protein
determination. Distribution of other
in-vitro diagnostic medical devices

Applied Standard(s): ENISO 13485.2016
Medical devices - Quality management systems -
Requirements for regulatory purposes
{1SO 13485:2016)
DIN EN ISO 13485 2016

The Certification Body of TUV SUD Product Service GribH centifies that the company mentioned
above has established and is mamntaining a quality management system which meete the
requirements of the listed standard(s). See also notes cverleaf

Report No.: 1TA1070742
Valid from: 2018-12-19
Valid untit: 2021-12-18

Date, 2018-12-19
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Liofilchem

DICHIARAZIONE DI CONFORMITA CE/ EC DECLARATION OF CONFORMITY

DICHIARAZIONE DI CONFORMITA CE

La socicia Liofiichem”™ S.ri. con Sede Legaie in Via Scozia, 64026 Roseto degh Abruzz (115) Itaha, in qualita di
fabbricante del dispositive medico-diagnostico in virro clencato nella tabella allegata Revistone 310 del
08.01.2016

dichiara sotto Ju propria responsabilita

1. che if dispositivo sopra indicato soddisfa tutte Ie dis

ni .:6__95_: della |
[T recepita nella Legistazione Ttahana dal Decret

sorstativo n” 332 del 8 sette

79.CE {Allegato

che il dispositive i oggetto non ¢ incluso nell” Alleeato 11 fista A ¢ B della Direttiva 98 79°CI

3. che la documentazione teenica di cun all allegato 11 della direttiva Direttiva 98 79 CE ¢ a disposizione delle
autorita nazionali presso la sua sede ¢ sara conservata per 3 anni dall ultima data di fabbricazione del
prodotto

4. che il processo di fabbricazione segue adeguati principi di assicurazione della quahita,

5. diaver atnato ¢ di mantenere aggiornato, un sistema di sorveglanza post-produzione per i monitoraggio
det prodotti:

6. cheab dispositivo 1n oggetto ¢ stato messo in commereio munito di marcatura CI

he company Liotilch

Abruzzi (Th) Italy, as a
manufacturer of the

hereby certifies under its own responsibihity

1 that the zbove mentioned device complies with all the applicable provisions of Dircetive 98,79 EC (Annex 1)
and 1ts relevant transposition into national law

2. the above mentioned 1s notincluded in Annex 11 List A and 1B of Dircctive 98 79

3. that the technical documentation referred to at Annex 11 of the Directive 98 79 1C is available for the
national authoritics i its facility and that this doc
has been ma

nentation shall be kept for 5 vear:

after the

t product
utactured:

es ot

4. that the manttacturing process follows suttable prine

1L assurance:

S hat

nented and heep up to date, a post-produ

o sunedlance svstem for monttorine 1

products,

S that the deviee i quc

Swas mtroduced mto the market provided with CE mara

Roseto, O3«

Direttore tecmco Techn:
Dot Silvio Broceo
-
o
T i
Rﬁ\r e

- A

cat Duector

PRODOTTICE DELIB

RAVENDITA/ FREE SALE CEPRODUCT

Rev, 37 00 del 084

NLLLA PARATYRHIC 10TALE

2016

L RVACTON I . B [ BRUCELLA MELITENS 2wl .
SVEACTORTEE . : BRUGELLA SUIS e - o
LVeX FACTOR TE5T So@m? . SALMONFLLA TYPHI =4 SLIDE 5 1

AsOLE T B 96032 SALMONELLA TYPHI O SLIDE & mi
SULTHONAMION TEST 100 Dises YOUSS SALMONELLA [ YRR TUITALE 5 me SLIDE
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JlozaTopus nunerounnie, 6AH0~ M MUGrokauaiabnoie, «Jlair no TY 9443-047-
33189998-2007
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(3AO " Tepyo Gmnep Caiienrndur"). Poccun, 196240, Canwr-Tlerepbypr,
va. KyGauckast, 4 73, wopu. 1, cep A
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wopa. 1, rrep A
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Bry Meauignekoro weieans -
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11 Hosarep uunerouncit JA1HTO®- - 1000,
nevounwit JHOMN-1-1-10.

12, Jlonarop niu i 1]
13 Josarop nuaerosnni JITON-1-2-20
14, Jdosarop nunerounsit AHO-1-5-30.
15, flosatop surerounsit JHOM-1-10-100.
16. Aosarop wnetounit JIITOM-1-20-200,
Josarop puasyorenit JITTOMN-1 ::.r:x
Josaroep nuneroussi JUTON -1 100
19. Josarop usnerounont JIITMI-S-1- 1
241 Josarop puneroansit JITMIT-8-5-5¢
21 Josarop muerounsit A1HMELS 30
220 Josarop mnaetoqai JHIMIL S w - ,::.
23 Aozatop aunerognnd JIITMIT-12-1-10.
24 Hosarop mruerounsit JTIMI-12- w 0.

23 Jorarop ouneroansit JHMEEL2-30-300
26 Hesarop mpnerounmi JIITMEL 122530300,
Jlosarop nunerounwit JINMMIT- 16-5-30.

e

=t

Bpuo pyRosoamress Pe epatbhen CIyain
10 HAIOPY B GGO?G LIPAROOXpaicHun




		2019-11-27T12:46:50+0200
	avizat




