Dia.Pro
Diagnostic
BioProbes

Létter of Al.flthoriza

We, “Dia.Pro Diagnostic Bioprobes Si.r.l.“’ located
Giovanni (Milan) 20099, Italy, authorize

GLOBAL BIOI‘HARKETING‘GRC'UP - MOLDOVA ¢

Str. Tighina 65, Oficiu 607
MD-2001 CHISINAU
REP. MOLDOVA

as our exclusive distributor for the territory of the Repub

in various tenders with Dia,Pro ELISA products.

We, Dia.Pro' Diagnostic Bioprobes S.r.| shall supply our distrib
GROUP -~ MOLDOVA SRL with all products in strict compliance

Agreement” rev.0117 valid until 31-Dec-2020, with
between both parties for an additional period.

Dia.Pro Diagnostic Bloprobés S.r.l will Igrant the sup

natural expiry, of which a documental proof has to be provideg

GLOBAL BIOMARKETING GROUP - MOLDOVA SRL.

Sincerely yours, | Date: Milan;

Dia.P Duagn? tlc Bloprobes S.r.l.
J DIA.PRO.
»{W ;e f"‘} (% p1AGNOSTIC BIOPROBES S.tl
Dr.ssa Fiorenza Scozzesi
Legal Representative

tion

at Via G. [Carducci, Nr. 27 - Sesto San

possibility

ply of al

lic of Moldova, to participate

utor GLOBAL BIOMARKETING

with the existing "Distribution

of renewal upon agreement

awarded tenders until their

1 to Dia.Pro by the distributor

31-January-2018

puBL\LLL: -
DIA. PR“@‘Bmgnué?[c Bioprob
Sede legale e lab.: Via G. Carq:'ucu 27~ 20099 §

Tel. +39 02°27007161/6450 » Fax +39 02 44386771 * hitp, /fwww diapro.

Capitale sogiale 650 000,00 1.V, — P.IVA: 11924660159 — Re

es S.r.l.
Sesto S.Giova

1. Imp 1192466
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t + E-mail. info@diapro.it
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CERTI FICAD@ DD EXAMEN CE DE DIFENC

deac erdo con ¢l Amxu 1V, punto 4, de la Directiva 98 i79'/CE

| BC DESIGN-EXAMINATION| CERTIFICATE
in acwrdmzce with /'u.rw. 1V, Section 4, Directive 98/79/EC

PRéRlllCIf‘AIEXTENSION— Fecha inicial/ Initial dale: 11/12/2003
!Tq:cha de Gltima prérroga/ Last extension date: 27 11/201‘3

Certificado 11°/Cgrl{‘fmfite no Fecha de validez/Date of validity ON n°/NB no |

12003 12 0390 ED Desde/From 19/11/2018 Hasta/Tp 18/11/2023 0318

A favor de /In favrrm afr.
Pabrieante/Manuficlur

\Nmnbrc/Name. DIA. Pr 0 Diagnostlc Bloprobes Sl
‘DlFECC]OH/AddN’SS'VIﬂ G. (,alduccu 27 20099 Sesto San Giovanni - Milano (Ttaly),

Re;nrcsentantc autor imdo mlte Ia Uli/d uthorized £U representative:
'Nombre/Name: Idem I)it ecc!on//hz’d) e&s Tdem

 Para el producto/For fhg;n*odmt - |
Categoria/Category: Productos Sanitarios para Diagndstico “In Vitro” / In [itro Diagnosiic Medical Devices
Grupo genérico/Generic group: Diagnastico de enfermedades [nfecciosas / Piagiostic of infectious diseases
"Tipo/Type: Especificados en Anexos de este\Cerhﬂc,ulufSpem/:ed in Annexes to this Certificate.

‘Elaborado en/In theﬁfd.{sffea.

iDia. Pro' Diagnostic Bmp}nbus Sl |
Vla Lv Cardutcn. 27 20099« Sesto San GlOVdnm Milano (Italy).

il ! v
Este certlfcado debe ir n(,ompanddo por é] dertificado CE de Sistema d¢ Garantia de Calidad Total N°

11200312 0388 CT/ This ‘w tificate muvt\b& accampamed by the EC Full Quality Assurance System
C’erttfcateN"Z()03 12 0388
'Este ¢ertificado es conswuenua de la evaluagion de | il documentacion té¢nica de! diserio contenida en el
‘expediente N° 2003 05 0240, y garantiza que ¢l disefio de los|productos descritog cumple los requisitos de
la Directiva/ This cer ty‘z;,r.&{e is issued on the dssessment of the design doci mentqgtion contained in dossier
N°2003 05 0240, and guarantees that the design of the desdribed produdts fullil the requirements of the
Directive,

| || Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENGIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencia
{554 es
Medig Paiiola de

‘ &menio
Produdteg Sanj rarno:

Fdo. NA‘* Jesus Lamas Diaz

Facha de la firma: 1071 14‘2018 |
Puede comprobar la autenticidad del daeumema an la aplicacion Lnr.aliz:gdor de la Web do |3 AEMPS

[CoRrRED ELECTRONICO _]
on0318@atmps.es

| Pagina 1 de 2 , C/ CAMPEZO, 1 - EDIFICIO 8 |
! 28022 MADRID

Tel.

_ _ {(+34) 902,101,322 /§+34)91 .822.59.97 |
ORGANHMD NOTIFICADQ 0318 : Fax: (+34) 91.822.52,89 |




-i i | §
i CFR’I IFICADO DE EXAMEN CE DE DISENO
de L‘ el do con el Anexo IV, punto 4, de la Direetivy .98/7‘i:/CF,

C DESIGN-EXAMINATION CERTIFICATE }lr

ceordance with Annex IV, Section 4, Directive §8/79%EC

PRORROGA/EXTENSION — Fecha iniclal/ Initial dafe: 11/12/2003
Féclia de dltima prérroga/ Last extension date: 27 11/201i.3

Cextifiendo n®/Certificate no Fecha dd validez/Date of validity | ON n°/NE no
180T | i ; ol
2003 12 0390 ED Desde/From 19/11/2018 Hasta/Tp 18/11/2023 0318

A favor de/In favour ofs’ = |
Fabricante/Manufacturers i

Nombre/Name: Dia. Pro Diaguostic Bwprdbes S.r.l.
Direccién/Address: Via , Carducci, 27 -20099- Sesto San|Giovanni = Milung (Italy).
Representante autorizado ante Ia UE/Auythori ed EU repr: el talive:
Nombre/Nante: Idem  Direccion/Address: Idem '

i 1 ; .
Tipo de producto / Device type: Reactivos y productos reactivos, calipradores y materiales de control

parg el diagnéstico de el‘ltermcdades iufeceiosas / Reagents, end reaged! products, calibrators and control
materials for diagnostic Q/ hamcm infectious discases.

Y

Llasmcac1on/Clasey’zurz‘;(m. Lista A, Anexo I1 | List A, Annex 1T : i

Redl‘thOS y plOdUCtOS reactivos para lp determinacion, confirmacign y cuantificacién en muéstras
humanas de. marcadmleal de infeccién por Hepatitis B, mediantp técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Ret’.rg‘lnis' and reactive products jor the|determination, cm&mnauon and quantification
in human specimens of r'mrrke:s of Hepatitis B infection, b) Enzyme-linked immunosorbent assay (ELISA)

INANDO: IVD 0203] | |
I |

- HBs Ab ELISA;;c;lialitativo-cuar'!tit_ativo | ELISA gualitative-( wantétative

|
- . SAB.CE (96

Este certificado ampanrra jodas las margay de estos projucfos inclufdas Jgor el fabricante en su
declaracién de conformiddd. / This certificate covers all trademarks of these |products included by'the
manufacturer in his dudq};ar;on of conformity,

| Madrid, 19 de noviembre de 2018 i LA
DIRECTORA DE LA AGENGIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

i dgoncia
i a5
| Medid Panola de

Fadmanto
’ 8
Productog samtariog

Fdo. M2 Jesus Lamas Diaz

s b B
Locallzﬁfﬁﬁ-{ﬂb{’ﬁ?.ﬂgﬁgD

Firmado digitalmente por: Agencia Espﬂﬁbla‘ ‘de Medicamentos y Froductos Sanitarios
Fecha de la firma: 16/11/2018

Pueda comprobar la aulentu idad del ducumanm enla aplicacion Local,zador de la Web de ig AEMPS

Pagind 2 de 2 C/ CAMPEZQ, 1 - EDIFICIO 8
! 28022 MADRID

Tel] (+34) 902,101, 322 /(+34) 91.822.59.97

Fax: [+34) 91.622.52.89

[GDRREO ELEGTRUNICO .
on0318@aemps .es

| |
ORGANISMO NOTIFICADO 0318
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'i“E‘RTIFICAD(I) DE EXAMEN CE DE DISENQ
de ncuc do con el Ane&o\IV, punto 4, de la Directiva 98{79/CE

FC DESIGN-EXAMINATION CERTIFT CATE
in ar.cardrmce with Annex 1V, Sectiod 4, Divective 98/79/EC

|
PRORROGA/FXTFN.SFON»—- Fechs iniclal/ Initiel daje: 11/ 2/2003
I‘cci a de dlthma provy ug.if Lm: e).ienrsfan date; 27111/2013

Certificado n"/Cerr{}‘f;,ate no Fecha de validez/Date of validjty ON n*/NB no
200312 0393 ED = Desde/From 19/11/2018 Hastw/Tp 18/11/2023 0318

A favor de /In fuvour of:
Rabricante/Manuficturer: \

Nombre/Nase: DIA. Pro Diagnostic Bioprobes S.r.l,
Direccién/Address: Via G Cal duecl, 27 -20099- Sesto San Giovanni - Milano (Italy).
Representante 51111:0rimt10 nt Authorized EUrepres mrm'ivc:

Nombre/Name: 1dem Dh LLLM]L"AI’!J!‘GSS. Tdem |

'Para el producto/For n’uz pmdmt. | i
Ca(egorla/Calegorvv Prnduct(.w Sanitarios para Diagndstico “In Vitro™/ In Vitro Diagnostic Medical Devices
' Grupo genérico/Genetic é; s Diagnostico de enfermedades infecciosas / Ppiggnoistic of infectious diseases

Tipa/Type: Especificndos en Anexos de este, Cu‘tlhc.ulm‘Spe:cr,faed in dnnexes to thig Certificate, -« .

‘Elabbrado en/In t/zej:mdrﬁes" | A -

Dia. Pro Diagnostic Bluplobes Sl St [ o
Via G Carducci, 27 —2039 +Sesto San GlOVallll] ’Milano (Haly).

Este certxﬁcado debe ir acompanado por el oemﬁ:,ado CE de Sistema d¢ Gargntia de Calidad Total N°
2003 12 0388 CT/. This ceritficate must| be accompanied by the EC Full Quality Assurance System
Cunj‘w{e N72003 12 0'1'88 cr,
I“qtr* certificado es wmccuancw de la evulnaclen de ta documentacian tégnica del diserio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de Jos/producios dgscritos cumple las requisitos de
o Directiva/ This certificate is issued on ihe assessinent of the design dociymentgtion contained in dossier
N 2003:05 0240, and guar‘%tmem that the dfszs'h of the desaribed produdss filfil the requirements of the
Directive.

' ‘ | Madrid, 19 de noviembre de 2018 '
DIR['(JTORA DE LA AGENCIA ESPANOLA‘DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

ngnc',

i medis 19 eSpadioly gy |
Ca e nto
q
Produdtos Sdmtdrlog
i . i X
Fdo. M? Jesus Lamas Diaz 2 '
Firmado digitaimente por: Agencia Espaﬁola d Medicamentos y Produclos Sanitarlos ||. _f__ qah?ador Gi&{,dzgﬂca |
Fecha de la firma: 19/11/2018 | o 3
' Puede (omprobar la aulenlludad del documento en la aplicacién L,onai'izadnr de la Web de 1a AEMPS
ICORREo ELEGTRONICO j : Pagina 1 d 2 | & D
onD318@asimps.es | Tel.{ (+34) 002,101, 1224{:3. 1) bﬁ
i : ¢ & ] v [FANTERERIGR, HEI
ORQANISMOINC'TIFICADC 0318
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cuerrlo con el Anexo IV, punto 4, d

~iny

ERTIFICADO DE EXAMEN

EC DESIGN- EMMMI TION
__!ac.
RO
toh

vordance with Anngx 1V, Section

)GA/EXTENSION — Fecha inic
a de ultima pl‘jérf“oga/ Last exten

g la Directivy
CERTIFICA
4, Directive §

al/ Initial dai
sion date: 27

CE DE DISI

(NO

1 98/79/CF,
TE |
18/79/EC

e 11/12/2003
11/2013

Certificado n*/Certifi
2003 12 0393 E

¢ o

b

F;ec‘ ade validez/)
Desde/From 19/11/20

Date of valid
18 Hasta/7

ON n/NB no
0318

ity

» 18/11/2023

A favor de/In fuvour of:.

Nmubrchame' dem

gbrigantg[Mauu{actufe
Nombre/Name: Dia, Prrﬂ Diagnostic Bloprqbes Sl

Dil eccion/Address: Via Carducci, 27 ~20099 Scatu San

Iblrecciénffiddwss Idem

Giovanni—]
sentative:!

VIﬂan(:fr (Italy).

Tipo de: producto / Dewce type: Reactivos y productos re
para el dlagnéstico de ehfermedades infecciosas / Reagents,

mar‘erlals Sfor diagnostic af knma.n infectious diseases.

Clasifi q;mon((?!a,v.;g/;car:

Reactivos y productos
humanas de marcado
enzimdtica (ELISA)/ Re
in human specimens of
[NANDO: IVD 0203]

res de infeccion poy Hepatitis

HDV Ab ELISA guahtatwo / FUSA|quah tative

Este certificado ampar
declaracion de conform
manufacturer in his decla

d
DIRECTORA DE LA AGE,'NCIA ESPANOLA I%E MEDICAN

* DAB.CE (%.

teSls)
g todas las marcas
idad. / This certifica
ration of conformity.

Madrid, 19 de noviembre

o - Lista A, Anexo 11 [ List A, Anne;

reactivns para la determinacién,

agents and reactive prpducts for the
narkers of Hepatitss D infection, by

e estops pro
le covers all i

activos, cali
and reugen

x II

confirmaci
D, mediant
determinatid
Enzyme-lin

ductos inclu

ademarks of|

de 2018
JENTOS Y

hr.ldme‘. y materiales de control
tprO(lLu,ts calibrators and control

i
in y’ cuantlt'cam(m en muestras
i tecmcas de Inmunocabsorcion

., confirmation and guantification
ed inimunosorbent assay (ELISA)

|
|
i
|
H
',

idas pnr el fabrlcante ul ,su
these plodzz( ts included by the

PRODUCTOS SANITARIOS

a
m%ﬂéiffa 98panoly de
i prog Fdmentog y
Odugtos Sanitarige
Fdo. M? Jests Lamas Diaz
}
| :
_Flrmado digttalmente por: Agshcla Espa‘in[a:da Medlcamentos y Prod‘uckos Sanltarios "'Lnc:aIlzsi'd'f.ai:':G.JE(.Df.’»:.*E!Qf;_E.’QT
Fecha de la firma; 19/11/2018 ~ =l B et S &/
Puade comprobar |a sutenticidad del do::umunln en la aplicacion L.ucal]za}dur dela Web de |3 AEMPS N V%D : w"s}-
CORREO ELECTRONICO Pagma 2de2 cl CAMF‘EZG 1. EDIFICIO 8
l J jenl MA%RID
on0318@aemps.es | Tel.! [+34) BOZ.401, 322!( +3 i“BI B22.50.97
, ORGANISMO NOTIFICADO 0318 r. Faxi (+34191,822.52.89
|
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N OF CONFORMITY

W HEREBY ]JI;‘CJ;ARB THAT lHL ABOVE]
THE PI}:OVISIONS OF THE COUNCI

. FORIN VITRO
I
1|

DIAGNOST

MIENTION]
L, DIRECT]

IC DEVICES.

MANUFACTURER | | DIA.PRO|DIAGNOSTIC BIOPROBES S.L.L.
1 | ' VIA G. CARDUCCI N 27 — 20099 SESTO SAN
Al A | : GIOVANNI (MILANO) -~ ITALY
PRODUCT ' HAV IgM
CODE: AVM,CE (96| tests) |
CLASSIFICATION | | GENERAL IVD |
CONFORMITY Assnszs,MENT ROU I‘E SELF CERTIFICATION

IVE 98/79/1.C

l‘aG' CER FIFI‘CATE(S)
||

"TUNI CEI EN

| ltalia 8.l

UNI CEI EN
RELEBASED

BY CERT]

IS0 9001-Nr 50 1
1SO 134851-N1'50 100 5931/B

FICATION BODY TUV

ED PRODUCT MEETS _

PLACE & DATE OF IIRST ISSUE | [MILANO — SEPTEMBER 2003 i
PLACE & DATE OF GURRENT | SBSTO SAN GIOVANNI (M) - DECEMBER 2013
ISSUE .- | .

SIGNATURE |
Legal Réprescntative

L L

OB s :

Drussa Fiorenza Scozzesi | L 3
; l § !
' i
- i
I /__/_"'.
| l |
i DIA. PRO D.‘agnos!!c Bioprohes S.l. o
Sede !egm!e o lab.: Via G.Carducdi, 27 — 20099 Seslo S.Glovanni (Mi)— ltalia

Tol. +3¢ 02 27007161/6450: Fax +39 02 26007726 ¢ hlip:
Capitale aociai#EﬁO 000,00 LV. - P. IVA ‘119246601.}9 Reg. Imp: 1162469

Aww, dlapro.i

v E-mnil: info@cliapro it/ "
0169 ~ REA 1509959
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Dija.Pro
fagnosti ¢
BioProbes
|
|
k S - L { -
EC DECLARATION OF CONFORMITY
MANUFACTURER DIA PROIDIAGNOSTIC BIOPROBES S.R. L,
VIA G. CARDUCCI N 27 - 20099 SESTO SAN
N | GIOVANNI (MILANQ) - ITALY
PRODUCT HBs Ag one Version ULTRA
CODES: SAGIULTRA.CE (192 tests)
SAGIULTRA.CE.96 (96 tesls)
SAGIULTRA.CE.480 (480 tests)
SAGIULTRA.CIE960 (960 tests)
SAGIULTRA.CE.DB (192 tests)
CLASSIFICATION ANNEX I] - LIST A -
| CONFORMITY ASSESSMENT ROUTE | ANNEX IV
1
WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.
NOTIFIED BODY _ AEMPS —n¢ 0318
(EC) CERTIFICATE(S) | o [FULL QUALITY ASSURANCE SYSTIEM N°
2003 12 D388 CT (in accordance with Annex 1V —
exeept Section V) df the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
o DESIGN CERTIFIGATE N° 2008 12 0588 =D
LELEASED BY LE( NOTIFIED BODY N° 0318
o UNE ENISO 13483 N°2013 11 0039 EN,
1 RELEASED BY E( NOTIFIED BODY N° 0318 |
PLACE & DATE OF FIRST ISSUE__| | MIIANO — DECEMBHR 2008 e
PLACE & DATL OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE .
Legal Representative 1\ |
Dr.ssa Fiorenza Scozzesi j
Revi [ 122013 N
= NORSIRE (5 ooy SN | VO O O O O
DIA,PRO Diagnostic Bioprobes S.r.f.
Sede legalg e lab.: Via G.Carilucci, 27— 20099 Seslo S.Giovayni (M) — lalia
Tel. +39 02 27007161/6450 « Fax +39 (2 26007726 + hitp/www.diapro jl « E-mail: info@diapro.it
Capitale sociale €£*0.000,00 LV, =PIV 1‘19246601 59 ~ Reg. Imp. 11924660159 ~ REA 1509959
\
(—x"‘x‘
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Dia.Pro |
Diagnostic
BioProbes

A

EC DECLARATION OF CONFORMITY

MANUFACTURER

DIA PRO|DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI NP 27 - 20099 SESTO SAN

GIOVANNI (MILANQ) - ITALY
H
@

PRODUCT Bs Ab
ODE: SAB.CE (96|tests)
CLASSIFICATION | ANNEX I -LIST A

CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE HEREBY DECLARE ETH AT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC

FOR IN VITRO :DIAGNOSTIC DEVYICES.

NOTIFIED BODY AEMPS —n? 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°

2003 12 0388 CT (ip accordance with Annex TV —

cxcept Section IV) of the Directive 98/79/EC),
RELEASED BY E(t NOTIFIED BODY N° 0318

o PESIGN CERTIFICATE N° 2003 12 0390 ED
RELEASED BY EC(f NOTIFIED BODY N° 0318

e UNEENISO 134839 N° 2013 11 0039 EN,

~ RELEASED BY (¢ NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY]| 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) —~ DECEMBER 2013
EMISSION !
SIGNATURE ‘

Legal Representative
Dr.ssa Fiorenza Scozzesi

— =

Rev; | 1272013

|
DIA.PRO Diagnostic Bioprohes S.1.1.
Sede legalg e iab.: Via G.Cartlucct, 27 - 20099 Sesto S. Giovanni (Mi) - ltalia
Tel. +39 02 27007161/6450 « Fax +39 (12 26007726 « htip:iwww.diapro fit « E-mail: info@diapro.il
Capitale sociale €50.000,00 LV. — P.IVA: 11924660159 - Reg. Imp. 11924650169 - REA 1509959




DIA. | Dia.Pro
_IPRO | Diagnostic
Lgx;-.-%%fﬁm AP e At Y
i Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO|DIAGNOSTIC BIOPROBES S.R.L.
T VIA G. CARDUCCI NP 27 - 20099 SESTO SAN
GIOVANNI (MILANQ) - ITALY
PRODUCT HBe Ag&Ab
CODE: HBE.CE (96|tests)
CLASSIFICATION | ANNEX Il - LIST A
CONFORMITY ASSESSMENT ROUTE | ANNEX IV
- WE HEREBY DECLARE THAT THE ABOVE MENTIONED

| PRODUCT MEETS THE [PROVISIONS OF THE COUNCIL |
DIRECTIVE 98/79/EC

| FOR IN VITRO PIAGNOSTIC DEVYICES.

=

" 0318
UALITY A
0388 CT (i)
setion T'V) @
ED BY E(
CERTIFI(
ED BY EC
ISO 13483
ED BY E(

AEMPS —n
o FULLQ
2003 12
J:e,xcept S
RIELEAS
o DESIGN
RELEAS
o UNE EN
RELEAS

NOTIFIED BODY
(EC) CERTIFICATE(S)

SSURANCE SYSTEM N°

1 accordance with Annex 1V -
f the Directive 98/79%EC),
NOTIFIED BODY N° 0318
'ATE N°© 2004 03 0425 ED
NOTIFIED BODY N° 0318
N° 2013110039 EN,
NOTIFIED BODY N° 0318

o
NI (MI) - DECEMBER 2013

MILANO — APRIL 200
SESTO SAN GIOVAN

PLACE & DATE OF FIRST ISSUE
PLACE & DATE OF CURRENT
IMISSION

SIGNATURE ' YA
Legal Representative )
Drissa Fiorenza Scozzesi

Revi [ 1272013 ]

| DIA.PRO Diagnostic Bloprobas S.r.l.

Sede lagale e lab.: Via G,Carducei, 27 — 20098 $eslo S.Giova

Tal. +39.02 2700716/1/6450 + Fax +39 02 26007726 + htlp/iwww. diapro,
Capitale sociale €50,000,00 L.V, - PIVA: 11924660159 — Reg. Imp. 119246

i (MI) - ltalia
it + E-mail: info@diapro.it
50159 — REA 1509959




Dia.Pro

DIA.,

PRO | Diagnostic
| BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G, CARDUCCI Nf 27 — 20099 SESTO SAN
GIOYANNI (MILANQ) - ITALY
PRODUCT HBc Ab
CODE: BCAB.CE (96 tests)
CLASSIFICATION ANNEX ] - LIST A o
CONFORMITY ASSESSMENT ROUTE | ANNEX 1V ]
|
WE HEREB& DECLARE liTHAT THE ABOVE MENTIONED
PRODUCT MEETS THE ﬂ’ ROVISIONS OF THE COUNCIL

DIRIICTIVE 98/79/EC
FOR IN VITRO PI,AGNOS TIC DEVICES.
NOTIFIED BODY AEMPS -n90318 |
(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTIEM N°
2003 12 (0388 CT (i} accordance with Annex 1V —
excepl Section IV) off the Dircective 98/79/EC),
RELEASED BY EC)NOTIFIED BODY N°© 0318
o DESIGN|CERTIFICATE N° 2003 12 0391 ED
RELEASED BY ECNOTIFIED BODY N° 0318
o UNE EN|ISO 13485{N°2013 11 0039 [IN,
RELEASED BY ECINOTIFIED BODY N° 0318
PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004 o
PLACE & DATLE OF CURRENT SESTO SAN GIOVANNI (MT) — DECEMBER 2013
EMISSION
SIGNATURE A B
Legal Representative HAGRUSTIG-AHOI0
Dr.ssa Fiorenza Scozzesi | !
[Rev: | 1272013 &
DIA.PRO Diagnostic Bioprobes S.r.,

week, 27 - 20099 S,
2 26007726 « hitp:,
: 11924660159 - Re

asto S.Gloval
AMww. diapro.i
§. Imp. 1182464

ini (Mi) — Italia
» E-mail: info@diapro.il
01569 - REA 1509959

Tel. +39 02 27007161/6450 « Fax +39 0

Sede legale|e lab.: Via G.Card
Capitale sociale €50.000,00 |.V. ~ P.IVA
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e JPRO i
[t 71T I 5 - ‘
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRODIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI NP 27 - 20099 SESTO SAN
GIOVANNI (MILANQ) - ITALY
PRODUCT HCV Ab
CODES: CVAB.CE (192 tests)
CVAB.CE6 (96 tests)
('VAB.CE.480 (480 tests)
CVAB.CE.960 (960 tests)
CVAB.CE.DB (192 fests)
CLASSIFICATION | ANNEX 1] — LIST A ]
CONFORMITY ASSESSMENT ROUTE | ANNEX IV ]
WE HEREBY DECLARE THAT THE ABOVE MENTIONED

PRODUCT MEETS THE PROVISIONS OF THE COUNCIL

DIRECTIVE 98/79/LLC

[

FOR IN VITRO DIAGNOSTIC DEVICES.
NOTIFIED BODY _ ALEMPS —n? 0318
(EC) CERTIFICATE(S) | o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 D388 CT (i accordance with Amnex [V ~
except Section [V) gf the Directive 98/79/EC),
RELEASED BY E( NOTIFIED BODY N° 0318
o DESIGN CERTIFICATE N° 2003 12 0392 D
RELEASED BY E( NOTIFIED BODY N° 0318
o UNE ENISO 13488 N° 2013 11 0039 IEN,
RELEASED BY E( NOTIFIED BODY N° 0318
PLACE & DATE OF FIRST ISSUE MILANO - JANUARY| 2004
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MT) - DECEMBER 2013
EMISSION
SIGNATURE O

Legal Representative
Dr.ssa Florenza Scozzesi

e TY -

Rev: | | 2/Wﬂ

e U S, AP

DIA.PRQO Dil;agnosrfc: Biopro

Sede legale o lah.: Via G.Carglueci, 27 - 20099
Tel. +39 02 27007161/6450 » Fax +39 02 26007726 « hilp,
Capllale sociale €50.000,00 LV. — P.IVA: 11924660159 - Re
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g. Imp. 119246
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Dia.Pro
Diagnostic
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRODIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI NP 27 - 20099 SESTO SAN
GIOVANNI (MILANQ) - ITALY

PRODUCT HDV Ab
CODE: DAB.CE (96 tésts)
CLASSIFICATION | “ANNEX 1] —LIST A

CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
| DIRECTIVE 98/79/EC

FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY | TAEMPS —n? 0318
(EC) CERTIFICATE(S) | o FULL QUALITY ASSURANCE SYSTEM N°

2003 12 D388 CT (in accordance with Annex 1V —
except Section IV) df the Directive 98/79/EC),
RELEASED BY E( NOTIFIED BODY N° 0318
o DESIGN CERTIFIGCATE N° 2003 12 0393 ED
RELEASED BY E(] NOTIFIED BODY N° 0318
o UNE ENISO 13483 N° 2013 11 0039 EN,
RELEASED BY E( NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUL MILANO — JANUARY| 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M)~ DECEMBER 2013 |
EMISSION _ ,
SIGNATURE, O1A | PRO
Legal Representative MARHOETIL |HOPRTRES o
Dr.ssa Fiorenza Scozzesi ' FA
40 \
(= 1|

Rey: | 1272013 ) 24 “< i3

DIA.PRO|Diagnostic Bioprobes S.r.1. ShLTPTN Y
Sede legale e lab.: Via G.Carducel, 27 — 20099 Sesto S.Giovanni (M) — ltalia Ay~

Tel, +39 02 27007161/5450 « Fax +39 02 26007726 « hilp:fiwww.diapro.ft » E-mail; info@diaprolil
Capilale sociale €50.000,00 |V, - P.IVA: 111 924660159 - Reg. Imp. 11924660159 - REA 1509859
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!
Dia.Pro
@AF’@Q nost
Bio Probe

F

CONFORMITY

MANUFACTURER DIA.PRO|DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 --20099 SESTO SAN
! GIOVANNI (MILANG) = ITALY
PRODUCT i HAYV IgM
CODE: AVM.CE (96 tests)
CLASSIFICATION GENERAL IVD
CONFORMITY ASSESSMENT ROUTE |SELIF CERTIFICATION B
| \
| |
WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC.
FOR IN VITRO DIAGNOSTIC DEVICES,

ISO CERTITICATL(S) |

RELEASED
Italia Sl

5O 9601
3O 1348
3Y CERT]

UNI CETEN 1
UNI CEI EN I§

L Nr 50 100 5931/A
5—Nr 50 100 5931/B
IFICATION BODY TUV

PLACE & DATE OF FIRST ISSUE

MILANQ —SH

PTEMBER 2003

PLACE & DATE OF CURRENT

SESTO SAN ¢

ISSUL

SIGNATURE NiA oo

Legal Representative BIABRDSTIE Byomon e

Dr.ssa Fiorenza Scozzesi | A |/
SO

Rev: | 1272013 |

sestacuaama

Tel. +39 02 27007 1611/6450 » Fax +39
Capitale sociale es‘ro.ooo.oo V.- Pl

DIA.PRQ Diagnostic Bioproped S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sedto S.Giav
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EC DECLARATI

ON OF

CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
e . VIA G. CARDUCCI N? 27 — 20099 SESTO SAN

' e GIOVANNI (MILANO) — ITALY
PRODUCT ' HP IgA

' CODE: HPA,CE (96 [tests)
CLASSIFICATION GENERAL IVD
CONFORMITY ASSESSMENT ROUTE | SELIF CERTIFICATION

WE HEREBY DECLARE THAT [THE ABOVE MENTIONED PRODUCT MEETS

THE PROVISIONS OF

FOR IN VITR

THE COUNCIL

O/DIAGNOST

DIREC]
¢

'TVE 98/79/EC

DEVICES.

ISO CERTIFICATE(S) |

UNI CEI EN
UNI CEI EN
RELEASED
Italia S.r.l.

=3

Y CERT

'Nr 50 100 5931/A
~Nr 50 100 5931/B
[FICATION BODY TUV

0O 9001+
O 1348

PLACE & DATE OF FIRST ISSUL

MILANO -~ MARCH 2004
PLACLE & DATE OT CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
ISSUE
SIGNATURI
s P 11( ;l‘{% .
ggggi I_:ﬁpl ese;ntgtne : mAaNOSTIE| BlopRaRE ' 5 sh.
1§84 | FOI €NZa HCOZZCSI f/p ‘{( X =
{: ¢ 7/
'/“_/l‘
: . | N 4
AT DIA.PRQ Diagnostic Bioprobes S.7.1. = F
- Sede legale e lab.: Via G.Caiducci, 27 - 20099 $esto S.Giovanni (Ml} — ltalia
Tel. +39 02 27007161/8450 « Fax +39 02 26007726 + hitp yfwww.diaprolit » E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V, - P. IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1508959
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NovaTEC

EMBH'

IMMUNDIAGNOSTICA
ls v

NovaLisa® Virology
Prod. No. Name
ADVAD010 Adenovirus 1gA
ADVG0010 Adenovirus 1gG
ADVMODD10 Adenovirus IgM
CHIG0590 Chikungunya Virus |gG capture
CHIM0590 Chikungunya Virus 1gM p,-c?pture
CMVGO110 Cytomegalovirus (CMV) 19G
CMVMO110 Cytomegalovirus (CMV) IgM
DENG0120 Dengue Virus 1gG
DENMO120 Dengue Virus IgM
DVMO0B40 Dengue Virus IgM p-capty re
EBVA0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA)I fo[€]
EBVMO0150 Epstein-Barr Virus (VCA) IgM
EBVG0580 Epstein-Barr Virus (EBN ) lgG
HANGOB70 Hantavirus IgG |
HANMOB70 Hantavirus IgM L
HSVGU250 Herpes simplex Virus 1+2| SV) 1gG
HSVM0260 Herpes simplex Virus 1+2 (HS\/) IgM
HSV1G0500 Herpes simples Virus 1 -1) 1gG
HSV1MO0500 Herpes simplex Virus 1 |H V 1) lgM
HS8V2G0540 Herpes simplex Virus 2 (HSV-2) 1gG
HSV2M0540 Herpes simplex Virus 2 (HSV-2) igM
INFAD290 Influenza Virus A IgA
INFG0290 Influenza Virus A IgG
INFM0290 Influenza Virus A 1gM
INFAD300 Influenza Virus B 1gA
INFGO300 Influenza Virus B 1gG
INFMO300 Influenza Virus B IgM
MEAG0330 Measles Virus 1gG
MEAMO0330 Measles Virus IgM
MUMG0340 Mumps Virus IgG
MUMMO0340 Mumps Virus IgM
PAIA0360 Parainflugnza Virus 1,2,3 | IgA
PAIG0360 Parainfluenza Virus 1,2,3 | 19G
PARG0370 Parvovirus B 19 1gG
PARMO0370 Parvovirut B 19 IgM
RSVA0380 Respiratory syncytial Virus IgA
RSVG0380 Respiratory syncytial Virus IgG
RSVM0380 Respiratory syncytial Virus Igl\/l
RUBG0400 Rubella Virus IgG \
RUBM0400 Rubella Virus IgM p-capture |
TICG0440 TBE / FSME IgG
TICMO0440 TBE / FSME IgM
PTICG044 TBE / FSME IgG plus

08 1-0?’.51_5_.—(_;‘;30?1



NovaTEcC

IMMUNDIAGNOSTICA SBvakH |9

VZVA0490 Varicella-Zoster Virus (VZV) IgA

VZVG0490 Varicella-Zoster Virus (VZV) 1gG

VZVM0480 Varicella-Zoster Virus (VZV) IgM

Novalisa © Bacteriology

Prod. No. Name _

BOPA0D30 Bordetella pertussis IgA

BOPGD030 Bordetella pertussis 1gG

BOPMO030 Bordetella pertussis IgM

BPTA0610 Bordetella pertussis toxin |[(PT) IgA

BPTG0610 Bordetella pertussis toxin [(P[T) 19G

BORG0040 Borrelia burgdorferi 1gG

BORMO040 Borrelia burgdorferi IgM

BRUG0050 Brucella IgG

BRUMO050 Brucella IgM

CHLAO0070 Chlamydia trachomatis 1gA

CHLGO0070 Chlamydia trachomatis 1gG

CHLMOO70 Chlamydia trachomatis IgM

CHLAQ510 Chlamydia pneumoniae IgA

CHLGO0510 Chlamydia pneumoniae I1gG

CHLMO0510 Chlamydi? pneumoniae IgM

CORG0080 Coryneb cterium diphtheqiae toxin IgG

CORG5009 Corynebacterium diphthetiae toxin 58 1gG

PCORGO09 Corynebycterium diphtheriae toxin 58 IgG plus

COX1G0600 Coxiella burnetii (Q-Fever) Fhase 1 1gG

COX2G0600 Coxiella burnetii (Q-Fever) Fhase 2 1gG

COX2MO0600 Coxiella burnetii (Q-Feveri) Fhase 2 IgM

CPAQ730 Chlamydaphila pneumoniée IgA

CPGO0730 Chlamydophila pneumoniae IgG

CPMO0730 Chlamydophila pneumoniae IgM

HELA0220 Helicobagter pylori IgA

HELG0220 Helicobacter pylori IgG

PHELA022 Helicobagter pylori IgA plus

PHELG022 Helicobacter pylori IgG plus

BORG0320 Lyme Borrelia IgG

LEPG0660 Leptospira IgG

LEPM0660 Leptospira IgM

MYCAO350 Mycoplasma pneumoniae] IgA

MYCGO0350 Mycoplasma pneumoniae| IgG —

MYCMO0350 Mycoplasma pneumoniae| IgM

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 58 1gG

PTETG043 Clostridium tetani toxin 58 1gG plus :
‘ 3 081020155 Sch:




NovaTEC

imMmmunoiacnosTion GrsH |

TREGD470 Treponema pallidum
Novalisa ® Parasites

Prod. No. Name

CHAGOD560 Chagas (Trypanosoma cruzi) lgG
TRYP0570 Chagas

ENTG0140 Entamoeba histolytica 1gG
GIA01608 Giardia lamblia antigen
LEGG0650 Legionella Pneumophila 1gG
LEGMO0650 Legionella Pneumophila IgM
LEIG0310 Leishmania infantum IgG
MAL0620 Malaria

STRO0690 Strongyloides

TOXAD460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG |
TOXGA460 Toxoplasma gondii 19G P»Tvidity Test
TOXM0460 Toxoplasma gondii 1gM J-capture
Noval.isa ® Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGD130 Echinococcus 1gG
SCHG0410 Schistosoma mansoni IgG
TAEG0420 Taenia solium 1gG
TOCG0450 Toxocara|canis 1gG
TRIG0480 Trichinella spiralis 1gG
Novalisa ® Fungi

Prod. No. Name

ASPGO680 Aspergillus fumigatus IgG|
ASPMO0BED Aspergillus fumigatus IgM
CANAD0GO Candida albicans IgA
CANGOOG;O Candida albicans 1gG
CANMO060 Candida albicans IgM

81 0201 5-.&5crj-
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vecToR AO Vector-Best | | || Rev.0l |
ﬁgfsﬁf}? EC Declam;tiun of conformity Page 1 of 3 ‘
EIA-1-17 !
|
EC DECLARATION OF CONFORMITY
B
AO Vector Best hereby ensures under own responsihility and declares that the products listed
on pages 2-3 are in conformity with appllf:able provisjons and fulfill the essential requirements
of Annex | Directive 98/79/EC of 27 Octob‘er 1998 regarding in vitro diagnostic medical devices.
|
Classification of praducts:
Other devices (all devices except Annex Ili and self-testing devices)
Harmo'nizied standards applied:
|
EN ISO 18113-1:2011; EN ISO 18113|2 2011 {In vitio |diagnostic medical devices. Information
supplled by the manufacturer (labelling). 'Terms, definitions and general requirements. In vitro
dlagnost|c reagents for professional use)[ EN ISO 15228-1:2012 (Symbecls to be used with medical
dewce labels, labelling and information |to) be supplied); |EN 1SQ 13485:2012+AC:2012 (Medical
dewces Quality management systems. R‘eqwrements for regulatory purposes); EN 13612:2002
Perfd:rmance evaluation of in vitro d|agnost|c medical devices); EN 23640:2013 (In vitro diagnostic
medical devices. Evaluation of stability of | in Vitro diagnostic reagents); EN 13641:2002 (Elimination or
reduction of risk of infection related to |n vitro diagnostic reagents), EN 1SO 149712012 (Medical
devices. Application of risk management to medlcal devices).
Conformgitvi assessment proceduyre:
Anne“x [l (not including section 6). ‘
|
| Manufacturer
AQO Vector-Best |
Address; 830559, Koltsovo, Novosibirsk Regnon, Research and Prodlction area, building 36, office
211, R ssian Federation, tel. +7 (383) 336 73-46, tel ffax +7|(383) 332-67-48
Europead authorized representative|

Bioron GmbH

Address: Rheinhorststr. 18, D-67071 Ludv{iig_shafen, Germar

621 5720 916

Date:‘ 2017/10/16

Valid until: 2022/07/03

eneral D

y, tel.: +4

urat Khu

9 (0) 621 5720 915, fax: +49 (0)

sainov
irector AO Vector-Best
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ZA0 “Vector-Best” hereby ensures unde
listed ok pages 2-4 are in conformity with
requirements of Annex | Directive 98/79/E

T .
medical devices.

Classifixl,iation of products:

Conformity assessment procedure:

Manufagcturer:

European authorized representative:

Date; 2013/04/12

fam}

= ] = e I

Bioron GmbH,

Rheinhorststr. 1
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ZAO “Veicmr-‘Best”

Rev. 01

EC Declaratiof of conformity

Page 2 of 4

No. Product name Identifjcation data ‘: REF
1. | Vectohep A-lgM \ErLLEA kit| for determination of IgM to hepatitis A 0-0357
; ] ELISA | kit for quanfitative |and qualitative| .
2. || fegtohEp|A-lgC determination of IgG to|hepatitis A|virus BaGisEe
- :
3. [Veq:tohep TTV-lgG ELISA kit for determination of 1gG o TT virus D-0802
4 iVe¢tohep E-IgG \I/Ellr_llJEA kit for determinatjon cf I1gG to hepatitis E D-1056
5. | Vectohep E-IgM ELISA kit for determinatjon of IgM to hepatitis E D-1058 |
virus | |
6. |Vettohep G-lgG \I/Ellr_LIEA |k|‘(i for determinatjion of IgG to hepatitis G 0-1252 i
| ) ELISA |kit for determination of |gG to infectious |
f7' pipeBest-lo@ borreliosis agents =132 |
| i ELISA kit for determination of |gM to infectious | |
| 8. |LymeBest-IgM borreliosis agents D-1454
9. |RecombiBest antipallidum-igG ELISA kit for determination of 1gG to Treponema 0-1852
pallidum |
10 RecombiBest antipallidum- ELISA :kit‘ for determination of tptal antibodies to D-1856
" | total antibodies Treponema pallidum i
RecombiBest antipallidum- ELISA kit for determination of IgM to Treponema
11. . 5 0-1858
g pallidum
12 | RecombiBest antipallidum- ELISA ikit for determination of tptal antibodies to 0-1857
| 4" total antibodies Treponema pallidum )
g 148l ELISA kit for determination of IgG|to herpes simplex
| 13. | VectoHSV-1,2 - 1gG virus types 1 and 2 D-2162
| ELISA kit for determination of | implex l
, : i gM|to herpes simplex i ;
| 14, | VectoHSV - IgM virus types 1 and 2 D-2154
15. | VectoHHV-8 - 1gG ELISA kit for determinatign of lgG to human herpes 02160
virus type 8
i | ELISA kit for determinatian of 19 to human herpes
16. | VectoHHV-6 - 1gG viris tyﬂ)e 8 D-2166 |
17 Ureaplasma urealyticum — ELISA kit for determination of IgG to Ureaplasma D.2254 |
" | IgG-EIA-BEST urealyticum antigens )
18 'i Ureaplasma urealyticum — ELISA kit for determination of IgA to Ureaplasma D.2258
" | IgA-EIA-BEST urealytikum antigens g ‘
19. | VectoParotitis-IgG ELISA kit for determination of 19G [to parotitis virus | D-2602
20. | VectoParotitis-IgM ELISA i:dt for determinq'tion of IgM |to parotitis virus D-2604
B e o Bl
21. | Toxocara-lgG-EIA-BEST ELI.SA kit for determination of |1gG to toxocara D-2752
e antigens M
., | Opisthorchiasis — IgG-EIA- ELISA kit for determination of 1gG| to opisthorchiasis. i
22. | . | . D-2952
BEST antigens 5
23. | Echinococcus-IgG-EIA-BEST | ELISA kit for determination of 19G to Echinococcus{ 1D-3356
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Rev. 01

- EC Declaration|of conformit)

Page 3 of 4

neuron specific enolase

anﬁgens‘ ;
; N : ELISA kit for determination of IgG to Ascaris|
24, | Ascarid-lgG-EIA-BEST Iumbritlzoi!des D-3452
IR | I—— ELISA kit for determination of IgG, IgM and IgA to
25, | Lamblia-antibodies EIATBEST Lamblla antibodies D-3552
el | : ELISA kit for determination of IgM to Lamblia
26. | Lamblia-IgM-EIA-BEST antibojiés D-3554 |
27. Lamblia—antigen-EIA-BEST ELISA kit for determination of Lamblia antigen D-3556 |
28 Helicobacter pylori-Cag?—\« ELISA kit for determination of |total antibodies to 0.3757
" | antigen-EIA-BEST CagA Helicobacter pylor, i
ElA.RE ELISA kit for determination of concentration of
28. § IBti-EIAtBEST thyroid-stimulating hormene AeHE0E
ELISA kit for determination of concentration of total )
30. | T3 total-EIA-BEST triiodothyronine X-3954 |
31| T4 total-EIA-BEST ELISA kit for determinatjon of concentration of total \ ,qz¢
thyroxine
| :
Ly AL ELISA | kit for determination  of antibody \
32. Jint-IPO-Bin-BEST conce!htqation to thyroperoxidase AT LS
ELISA kit for determipation df concentration of ]
35 BAPR-AEIA-BEST pregrﬁpncy-associateci plasma priotein A Brlel
34 Mycoplasma hominis-IQG- ELISA kit for determingtion of IgG to Mycoplasma D-4352 ‘
" |EIA-BEST hominis ) i
35 Mycoplasma hominis-igA-EIA- EUS,&:\ kit for determination of |gA to Mycoplasma D-4358 i
" |BEST hominis i
36 Mycoplasma pneumoniae- ELISA kit for determination of |gG to Mycoplasma D-4362
' | 1gG-EIA-BEST pneumoniae g ‘
37 Mycoplasma pneumoniae- EL!SP}. kit for determination of {gM to Mycoplasma D-4366 !
" | IgM-EIA-BEST pneurnoniae | ’
N R ELISA kit for determination of IgG to Crimean-|
38| Mecteerimenn — CHF — 1gG Cong%a hemorrhagic fever virus W-a0a2 |
L | P | ELISA kit for determination of IgM to Crimean- . -
39, fliectperimegn CHF_ilgM Congo hemorrhagicfevgrvirus B-8054
40. | CEA-EIA-BEST ‘ ELISA kit for .dete"fnination of concentration of | L o,c,
carcinogmbryonic anfigen
= ELISA |kit for determination ¢of concentration of
. [l P IR BRST Alpha-Fetal Protein | CASS
A _19E_E[AL ELISA kit for determination of concentration of |
42. | CA-125-EIA-BEST oncomarker CA-125 T-8466
Ty ¢ =i R , : - ]
43 | CA 19-9-EIA-BEST 1Eé.198)\ kit for determination of goncentration of CA| L o,-0 |
: ElALRESQ ELISA kit for detefmination pf concentration of |
44. |CA 15-3-EIA-BEST oncomarker CA 15-3 =5 __T~84?2 |
45 NSE—EIA-BEST ELISA ikit for determination pf concentration” of '-:';"T;.é-z_ﬁ'-e '-



» B . _Il
vECTOR ZAO “Vector-Best” Rev. 0] |
@@;’Efs—ﬂ a EC Declaratioiﬁ of conformity Plg j_O” e
I ‘ ELISA kit for determination of | concentration of| . orc,
46. | Feritin-EIA-BEST i | 552
‘ ELISA kit for determination of corjcentration of total A-8660
47, lgEtota|-ElA-BEST IgE _,
‘ ELISA kit for determination of concentration of total A-8662 |
48, | lgG total-EIA-BEST 19G
i - inati i f total
ELISA kit/for determination of comcentration o A-8664
49. |1gM total-EIA-BEST M 1
ELISA Kit for determination of concentration of total|  , oxae
50. | IgA total-EIA-BEST IgA |
ELISA | kit for determination of concentration of A-8752
51. | Gamma-Interferon-EIA-BEST gamma-interferon .
- ELISA | kit for determination of| concentration of |, o-c,
52. | Interleukine-4-EIA-BEST Interledkihe-4 |‘
| ELISA | kit for determination of concentration of A-8756 |
53. |Alpha-TNF-EIA-BEST alpha-tumor necrosis factor ) ]
ELISA| kit for determination of concentration of A-8758
54. | Alpha-Interferon-EIA-BEST alpha-interferon
ELISA| kit for determination of concentration of A-8768
55. | Interleukine-6-EIA-BEST Interletikine-6 R e _!
| - ELISA| Kit for determination of concentration of — , 05 |
56. | Interleukine-2-EIA-BEST Interletikine-2 |
‘ - - !
. ELISA Kit for determination of concentration of A-9004 |
57. | Procalcitonin-EIA-BEST procaloit‘jbnin 7___—‘—_ ..... |
| ELISAl kit for determination of c.oncgntration of N-| 5102
58. | NTproBNP-EIA-BEST terminal 'prohormone 5f brain natfiuretic peptide / .
; | ok ' — R4 2\
ELISA kit for determination of concentration - of Y aonder |k
L59. Troponin I-EIA-BEST tropon‘in\l <% _ ¥ |
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HIOLABO

To whom it may concern

DECLARATION OF EUROPEAN CONFORMITY

LABORATORY REAGENTS & INSTRUMENTS

|, the undersigned, Mrs Oget Isabelle, Regulatory Affairs Director of BIOLABO 8.A.S, certify that our
Reagents and Instruments (ACCORDING TO ATTACHED LIST, § PAGES)
are manufactured by BIOLABO S.A.S in its Maizy facilitieg (Les Hautes Rives, F-02160, France) for a
world-wide distribution including European Union (EU).

1) These products fulfil the essential requirements (Annexe 1) of European Directive IVDMD
98/79/CE.

2) Essential requirements are reviewed| by checking the technidal files, including the following
information .

s« File for checking Essential Requirements of above mentiongd European Directive.

« File for device's design

« File for performance (technical specifications).

e Process management (BIOLABO Standard Operating [Procedures, 150 9001:2008 &
13485:2004 certified)

¢ Labelling instructions and references.
*« Package inserts instructions anJ references.
« File for batches Traceability including customer’s informatign.
¢ Risk Analysis, based on EN I1SO)| 14971.

3) BIOLABO $.A.S Quality System Management is 1ISO §001:2008 gertified under No 1699/12367.10
and 1SO 13485:2004 certified under n° 2008/31601.4, by AFAQ (French Association for Quality
Assurance).

4y | declare that the above information is true and sincgre, certifying the product mentioned above
fully comply with European Directive 98/79/CE.

5) | commit myself to provide to competent French Republic authorities any information which would
be requested related to this product, whatever is the origin of sugh request which may come from
their foreign homologues.

Thig Declaration is issued at Maizy, France, on 20 October 2014.

ﬁi‘wﬂ BLOL 'sbf\.-‘ A5

Z

I, OGET |z
REGULATORY AFFAIRS DIRECTOR %

Adress | Les Mautes Rives F-02160 MAIZY (FRANCE) - P one © (33) 03 23 25 15 80 - Fax ; (33) 03 23 25 62 55
BIOLABO S.A.8 with a capital of 119700 € - SIRET 317 388 832 00038 - VAT : FR 82 317 398 832 - NAF 20892
WEB | hitp://www biolabo.fr émail : info@biolabo.fr




, Dispositi

fs / Deyices Designation

BIOLABO - Désignation des

REF
50351
80001
87601
80002
59029
95059
80027
80127
80227
80327
92027
99523
99123
99223
80023
80123
B0223
49261
80025
80125
80225
50325
92026
92028
99832
99852
80403
80443
80553
97443
97553
90004
80004
80008
801086

LP80106
87655
88656
99656
87356
90206
Q90406
90426
86536
868518
90416
a0816
82626
a7217
97317

DESIGNATION FR

ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Urlcase
ACIDE URIQUE Méthode Uricase
ALBUMINE Mélhode BGC |
ALCOOL Ethanol - |
ALCOOL Ethanol \
ALT/TGP (IFCC,) Monoréactif 1
ALT/TGP (IFCC,) Manoréactif |
ALT/TGP (IFCC.) Monoréactif |
ALTITGP (IFCC.) Monoréactif
ALT/TGP Méthode Colorimetrigue
AMYLASE CNPGY

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE Méihode E-PNPG7
AMYLASE Méthode E-PNPG7? |
AMYLASE Mathode E-PNPGT
AMMONIAG Methode Enzymatique
AST/TGO (IFGC.) Monoréactif |
AST/TGO (IFCC.) Monoréactif |
ASTAGO (IFCC,) Monoréactif
AST/TGO (IFCC)) Monoréaahif
ASTITGO Méthode Colorimeétrique
Solution Soude 0.4 N

BICARBONATE Méthode Enzymatique
BICARBONATE Méthode Enzymatique
BILIRUBINE TOTALE ET DIREiCTE Méthode Acide
BILIRUBINE TOTALE Méthode Aclde Sulfanilique
BILIRUBINE DIRECTE Méthode Acide Sulfanilique
BILIRUBINE TOTALE Méthode DCA
BILIRUBINE DIRECTE Méthode DCA
CALCIUM Méthode Arsenazo ]I
CALCIUM Méthode CPC
CHLORURES Méthode Colorimétrique
CHOLESTEROL Méthode CHOR-PAP
CHOLESTEROL CHOD-PAP qiquide Prét a lempiol
CHOLESTEROL Méthode CHOD-PAP
CHOLESTEROL Non esteérifié Néthode CHOD-PF\llF'
CHOLESTEROL Non estérifie Néthode CHOD-PAP
CHOLESTEROL Méthode CHQD-PAP
CHOLESTEROL-HDL Méthodé Directe
CHOLESTEROL-HDL Méthod% Directe
CHOLESTEROL-HDL Methode Directe
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-LDL Méthode Directe
CHOLESTEROLLDLMémod%Dheme
CHOLINESTERASE Butyrylthiocholine
Isoenzyme CK - MB Méthode d'immunoinhibition
Isoenzyme CK - MB Méthode #'immunoinhibition

Sultanilique

TOTAL & DIRECT BILIRUBIN Sulfanilic Acid Method

Nt

DESIGNATION GB

URIC ACID Uricase Method
URIC ACID Uricase Method
URIC ACID Uricase hMethod
ALBUMIN BGC Method
ALCOHOL Ethanai
ALCOHOL Ethanol

ALT/GPT (IFGC.) Single Vial
ALT/GPT (IFCC.) Single Vial
ALT/GPT (IFCC.) Single Vial
ALTIGPT (IFCC.) Single Vial
ALTIGPT Colorimetric Method
AMYLASE CNPGEI
AMYLASE CMPG3
AMYLASE CNPG3
AMYLASE E-PNPG7 Methoed
AMYLASE E-PNPG7 Method
AMYLASE E-PNPG7 Mathod

AMMONIA Enzymatic Method;
AST/GOT (IFGC.) Single Vial|
AST/GOT (IFCC.) Single Vial|
AST/GDT (IFCC.) Single Vial
ASTIGOT (IFCC.) Single Vial
ASTIGOT Colorimetric Method
NaOH Saolution 0,4 N
RICARBONATE Enzymatic Method
BICARBONATE Enzymatic Mathod

TOTAL BILIRUBIN Sulfanilic Acid Method
DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN DCA Method

DIRECT BILIRUBIN DA Methad
CALCIUM Arsenazo il Methad

CALCIUM CPC Method

CHLORIGE Colotimetric Method
GCHOLESTEROL CHOD-PAF Method
CHOLESTEROL CHOD-PAP liquid Ready to use
CHOLESTERQL CHOD-PAP Method
n Eslerified CHOLESTEROL CHCD-PAP Meathod
n Esterified CHOLESTEROL CHOD-PAP Method
CHOLESTERQL CHOD-PAP Methou
HOL-CHOLESTEROL Direc! Metaod
HDL-CHOLESTEROL Direct Method
HDOL-CHOLESTEROL Direct Method
CHOLESTEROL-HOL (PTA) Precipitant
CHOLESTEROL-HDL (PTA) Précipitan:
L.DL-CHOLESTEROL Direct Method
LOL-CHOLESTEROL Direct Method
CHOLINESTERASE Butyrylthiocheline

CK ~ MB Igoenzyme Immiunoinhibilion Method

CK — MB Isoenzyme lmmuntinhibilion method

N




ELITech Distribution
13-15 rue Jean Jaures
92800 Puteaux - France .
Tél: +33(0)1 41 45 07 13
Fax; +33 (0)1.41 45.07 14
www.elitechgroup.com '

To whem'it may concern:

ELITECH DISTRIBUTION

Puteaux, 29 March 2017

Letter q)flAuthOriZation
|
|
|
|
|
|
ELITech Distribution, a company of the ELITich Group distributing labgratory diagnostic products with
headquarters at 13-15 rue Jean Jaurés, 92800 Puteaux — France, hereby confirms that the company GBG-MLD
SRL, located at Mun. Chisinau, Str. Tighina 65 of. 607, MD-2001 - Moldova the “Company”), is authorized to
market the products as listed below (the ”Product$”),} in Moldova (the “Territory”):
|
| |
All products manufactured by ELITech Clinical Systems SAS
All products manufactured by ELITechGroup BiV.

Company hereby accepts (i) to market and promo
and (i) to be subject to General Conditions of Sale

Company is- not- entitled to asmgn{Lnor transfer, toLaIJy or partially,
of this Letter of Authorization, and particularly, it | s not entitled to
sub-distributorand/or an affiliate without the prigr written consen

This Letter of Authorization is (i) valid for a period of three (3) ye
the issuer, (ii) subject to the signing of the Regulatory and Quali
mentioned company and ELITech Clinical Systems SAS and ELI
governed by and construed in accordance with French law.

ELITech Gloup S.A.S.
Represented by Romain Bergea ud

aLY,
Sociald par ac‘

CE
fons simpliliée au capilp! dla 500 000€ ~ SIREN|:
|EDJLOAV004-03/201 7

|te Products in Te
L‘.of ELITech Distr

ibution.

its respectiv
market Prod
[ of ELITech

ars unless te

ty assurance
TechGroup

538673716 - f

rritory as pe

r the provisions set out hereunder

e rights and obligations aris mg out
ucts through the |ntermtﬂdldry of a
Distribution,

rminated with a written notice by

Agreement signed by the above-
B.V. on 29 March 2017 and {iil)

iCS NANTERRE
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