DIA. | Dia.Pro
PRO | Diagnostic

II BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HSV1 IgG
CODE: HSVI1G.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE(S) UNI CEI EN ISO 9001-Nr 50 100 5931/A

UNI CEI EN ISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV
Italia S.r.1.

PLACE & DATE OF FIRST ISSUE MILANO — OCTOBER 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
ISSUE

SIGNATURE _

Legal Representative . DI [?f -‘PE{,{_(}:E;{

Dr.ssa Fiorenza Scozzesi mequ‘ zaiy‘, _“w'“ =

e
/)

Digitally signed by Ceaicovschi Tudor
Date: 2021.10.22 15:32:59 EEST
Reason: MoldSign Signature

ocation: Moldova
12/2013

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — ltalia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « http./iww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L,
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HSV2 IgG
CODE: HSV2G.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE(S) UNI CEI EN ISO 9001-Nr 50 100 5931/A

UNI CEI EN ISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV
Italia S.r.1.

PLACE & DATE OF FIRST ISSUE MILANO — OCTOBER 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
ISSUE

SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 + hitp://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



Dia.Pro
Diagnostic
BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HSV2 IgM
CODE: HSV2M.CE (96 tests)

CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE(S)

UNI CEI EN ISO 9001-Nr 50 100 5931/A

UNI CEI EN ISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV
Italia S.r.1.

PLACE & DATE OF FIRST ISSUE

MILANO — OCTOBER 2004

PLACE & DATE OF CURRENT
ISSUE

SESTO SAN GIOVANNI (MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA. PRO.
DIAGNOSTIC BIGPROBES srl
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DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 + http./Aww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 1.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959




DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT CMYV IgG
CODE: CMVG.CE (96 tests)
CLASSIFICATION ANNEXII-LISTB

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 AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex IV —
except Section V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

o UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION

SIGNATURE -

Legal Representative DIA. PRO.

DIAGNGSTIT BIOPROBES srl
; \

Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) - Italia
Tel. +39 02 27007161/6450 » Fax +39 02 26007726 « hilp:/iwww.diapro.it + E-mail: info@diapro.it
Capitale sociale €50.000,00 V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



DIA. | Dia.Pro
PRO | Diagnostic

II BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) - ITALY

PRODUCT CMYV IgM
CODE: CMVM.CE (96 tests)
CLASSIFICATION ANNEX I - LIST B

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 AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex IV —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA. PRC

DIAGNOSTIC BlOP

DIA.PRQ Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) - Italia
Tel. +39 02 27007161/6450  Fax +39 02 26007726 » http:/fvww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509859



DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT TOXO IgG
CODE: TOXOG.CE (96 tests)
CLASSIFICATION ANNEXII - LIST B

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 AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex IV —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — DECEMBER 2013
EMISSION
SIGNATURE

Legal Representative 3 :
Dr.ssa Fiorenza Scozzesi DIAGHOSTIC 80

DIA.PRO Diagnostic Bioprohes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Mi) — ltalia
Tel. +39 02 27007161/6450 * Fax +39 02 26007726 » hilp:/iwww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) - ITALY

PRODUCT TOXO IgM
CODE: TOXOM.CE (96 tests)

CLASSIFICATION ANNEX I - LIST B

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

AEMPS —n° 0318

(EC) CERTIFICATE(S)

o FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex 1V —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUL

MILANO — MAY 2004

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Italia
Tel. +39 02 27007161/6450 * Fax +39 02 26007726 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11824660159 — Reg. Imp. 11924660159 — REA 1509959




DIA. | Dia.Pro
PRO | Diagnostic

II BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT EBNA IgM
CODE: EBNM.CE (96 tests)
CLASSIFICATION GENERAL 1VD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE(S) UNI CEI EN ISO 9001-Nr 50 100 5931/A

UNI CEI EN ISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV
Italia S.r.l.

PLACE & DATE OF FIRST ISSUE MILANO - JUNE 2010

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
ISSUE

SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DMA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e fab.: Via G.Carducci, 27 - 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « http:/Avww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V, - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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