Dia.Pro
Diagnostic
BioProbes

Letter of Authorization

I
|
We,lf“Dia.Pro Diagnostic Bioprobes S.r..” located at Via G. Carducci, Nr. 27 - Sesto San
Gioleianni (Milan) 20099, Italy, authorize

GLOBAL BIOMARKETING GROUP - MOLDOVA SRL
Str. Tighina 65, Oficiu 607

MD-2001 CHISINAU

REP. MOLDOVA

as ohr exclusive distributor for the territory of the Republic of Moldova, to participate
in varlous tenders with Dia.Pro ELISA products.

\
We, Dia.Pro Diagnostic Bioprobes S.r.l shall supply our distributor GLOBAL BIOMARKETING

GROUP -~ MOLDOVA SRL with all products in strict compliance with the existing “Distribution
Agreement” rev.0117 valid until 31-Dec-2020, with possibility of renewal upon agreement
between both parties for an additional period.

Dia.Pro Diagnostic Bioprobes S.r.l will grant the supply of all awarded tenders until their
natural expiry, of which a documental proof has to be provided to Dia.Pro by the d|>tr|butor
GLOBAL BIOMARKETING GROUP - MOLDOVA SRL i

Sincerely yours, Date: Milan, 31-January-2018

Dia. Prq Di gnci tIC Bioprobes S.r.l. i,
el Coty DIA.PRO,SZom 1272\
PR (Cole_ ~——BIAGNOSTIC ¢ rwﬁz;@ﬁg \or‘!. ;
Dr.ssa #lorelw?a ScozzeSI
Legal Representative
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DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale ¢ lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M!) — Italia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 « htip:/iwww.diapro.it » E-mail; info@diapro.it
Capitale sociale €50.000,00 1.V, - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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EC DECLARATION OF CONFORMITY

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

PRODUCT HBs Ab

| CODE: SAB.CE (96 tests)

CLASSIFICATION ANNEX 11— LIST A i
CONFORMITY ASSESSMENT ROUTE | ANNEX IV T

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

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV —
except Section TV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0390 IEDD '
RELEASED BY EC NOTIFIED BODY N” 0318

e UNE ENISO 13485 N°2013 11 0039.EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004 |
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M) - MAY 2018
EMISSION
SIGNATURE

“Leg‘al Representative

Dr.ssa Fiorenza Scozzesi
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DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — ltalia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 « http.//www.diapro.it + E-mail. info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11824660159 — REA 1509959



EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

;‘ ; VIA G. CARDUCCIN® 27 — 20099 SESTO SAN

| GIOVANNI (MILANO) - ITALY

PRODUCT HCV Ab

CODES: CVAB.CE (192 tests)
CVAB.CE.96 (96 tests)
CVAB.CE.480 (480 tests)
CVAB.CE.960 (960 tests)
CVAB.CE.DB (192 tests)

CLASSIFICATION ANNEX 11— LIST A - |
CONFORMITY ASSESSMENT ROUTE |ANNEX IV B -

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 o
(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N° |
2003 12 0388 CT (in accordance with Annex 1V
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
e DESIGN CERTIFICATE N° 2003 120392 ED |
RELEASED BY EC NOTIFIED BODY N° 0318 |
e UNE EN ISO 13485 N° 2013 11 0039'EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004 -
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MARCH 2018 |
EMISSION
SIGNATURE

L.egal Representative
Dr.ssa Fiorenza Scozzesi

Rev: 0?@
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DIA.PRQ Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Mi) - Italia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 » http.//www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 .V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 ~ REA 1509959
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EC DECLARATION OF CONFORMITY

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

PRODUCT HCV IgM

- CODE: CYM.CE (96 tests)

a

CLASSIFICATION ANNEX 11— LIST A

ICONFORMITY 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°
2003 12 0388 CT (in accordance with Annex IV —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
DESIGN CERTIFICATE N° 2007 09 0532 ED
RELEASED BY EC NOTIFIED BODY N° 0318
UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318 ‘

PLACE & DATE OF FIRST ISSUE

MILANO — SEPTEMBER 2007 |

Dr.ssa Fiorenza Scozzesi

PLACE & DATE OF CURRENT SESTO SAN GIOVANNT (MT) - MARCH 2018 ‘
EMISSION N
SIGNATURE -
Legal Representative
\J'f t [Utf,?_

0315 |

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab,: Via G.Carducci, 27 — 20099 Sesto S. G/ovann/ (Ml) — italia
Tel. +39 02 27007161/6450 + Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 V. - P.IVA: 11924660159 - Reg, Imp. 11924660159 — REA 1509959



EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
1 1 VIA G. CARDUCCIN® 27 — 20099 SESTO SAN
i‘ GIOVANNI (MILANO) — ITALY

PRODUCT HDV Ab

| CODE: DAB.CE (96 tests)
'CLASSIFICATION ~ |ANNEXII-LISTA ]
CONFORMITY ASSESSMENT ROUTE |ANNEX IV -

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

[NOTIFIED BODY

AEMPS —n° 0318

(EC) CERTIFICATE(S)

¢ FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0393 ED
RELEASED BY EC NOTIFIED BODY N° 0318

o UNE ENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N® 031K

PLACE & DATE OF FIRST ISSUE

MILANO — JANUARY 2004

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNT (MT) - MAY 2018

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 (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 .V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



EC DECLARATION OF CONFORMITY

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

PRODUCT HDV IgM
I
\

CODE: DIM.CE (96 tests)

\CLASSIFICATION ANNEX II-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 AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0395 ED
RELEASED BY EC NOTIFIED BODY N° 0318

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

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004 B
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M) - MAY 2018
EMISSION
SIGNATURE

\Legal Representative

‘Dr ssa Fiorenza ScozzeSI
\

‘/ “‘)ERE LIMIT \\

Rev: | 05/2018

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 44386771 » http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg, Imp. 11924660153 — REA 1509959
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EC DECLARATION OF CONFORMITY

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

PRODUCT HBc Ab

| | CODE: BCAB.CE (96 tests)

\CLASSIE ICATION ANNEX 11 - LIST A
'ICONFORMITY ASSESSMENT ROUTE | ANNEX IV

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

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV -
except Section TV) of the Directive 98/79/EC), |
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0391 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE ENISO 13485 N° 2013 11 0039 EN,

 RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) MARCH 2018
EMISSION
SIGNATURE

Legal Representative
Dr ssa Fiorenza Scozzesi

wars a— S

s

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 44386771 » http.//www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 15609959



EC DECLARATION OF CONF()RMITY

}MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R. Ly
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) - 1TALY

‘PRODUCT 1 HBc¢ IgM
‘\ : CODE: BCM.CE (96 tests)

CLASSIFICATION ANNEX I - 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 AEMPS —n° 0318
(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV —
except Section TV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318 ||
o DESIGN CERTIFICATE N° 2004 03 0424 ED !
RELEASED BY EC NOTIFIED BODY N° 031%8 |
e UNE ENISO 13485 N° 2013 11 0039 EN, |
RELEASED BY EC NOTIFIED BODY N° 0318 i
|

PLACE & DATE OF FIRST ISSUE MILANO — APRIL 2004

\PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 2018
\EMISSION
‘SIGNATURE

\Legal Representative
\Dr ssa Fiorenza Scozzes1

05/2018

O

‘ DIA.PRQ Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — ltalia
Tel. +39 02 27007161/6450 + Fax +39 02 44386771 » hitp://www. diapro.it « E-mail: info@diapro.it
Capltale sociale €50.000,00 |.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 15609959



Dia.Pro
Diagnostic
BioProbes

EC DECLARATION OF CONFORMITY

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

WE HEREBY DECLARE THAT TH

MANUFACTURER

i o VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY ) ]

PRODUCT HSV1 1gG '
CODE: HSV1G.CE (96 tests)

CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

I ABOVE MENTIONED PRODUCT MELETS

THE I’ROVISIONS OF THE COUNCIL DIRECTIVE 98/79/F.C
| FOR IN VITRO DIAGNOSTIC DEVICES,

[SO CERTIFICATE(S)

UNI CEI EN ISO 13485-Nr 50 100 5931/B
RELE{%SED BY CERTIFICATION BODY TUV

UNI CEL EN ISO 9001-Nr 50 100 5931/A i
|
Italia S.r.l. '

PLACE & DATE OF FIRST ISSUE

MILANO — OCTOBER 2004 | J

PLACE & DATE OF CURRENT
ISSUE

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

SESTO SAN GIOVANNI (MI) - DECEMBER 2013 |

12/2013

i o W e

S —

DIA.PRO Di

agnostic Bioprobes S.r.l,

Sede legale e lah.; Via G.Carducci, 27 - 20099 Sesto S.Giovanni (M) - Italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « hitp./www.diapio it » E-mail: info@diapro it

Capitale sociale €50.000,00 |.V. — P.IVA: 1

1924660159 ~ Reg. Imp. 11924660159 - REA 1509959
\



Dia.Pro
Diagnostic
BioProbes

EC DECLARATION OF CONFORMITY

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

MANUFACTURER

VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

GIOVANNI (MILANO) - ITALY -
PRODUCT HSV2 IgG

CODE: HSV2G.CT. (96 tests)
\CLASSIFICATION GENERAL IVD -
CONFORMITY ASSESSMENT ROUTE | SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MELTS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/ILC
| FOR IN VITRO DIAGNOSTIC DEVICLES,

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 ISSUL

MILANO ~ OCTOBER 2004

PLACE & DATE OF CURRENT
ISSUE

SESTO SAN GIOVANNI (M1)  DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

f e
f _/.;m.ﬂ!- Lidgmng
P i
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Rev: | 1242013
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DIA.PRO Diagnostic Bioprobes S.rif
Sede legale e fab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — llalia
Tel, +39 02 27007161/6450 » Fax +39 02 26007726 + htip.Awww.ciapro.it « E-mail: info@diapro.il
Capitale sociale €50.000,00 1.V. - P.IVA; 11924660159 — Reg. Imp. 11924660159 - REA 1508959




Bio Probe é‘;

EC DECLARATION OF CONFORM] ’”E"‘Y

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

PRODUCT HSV1IgM
I CODE: HSVIM.CE (96 tests) )
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE | SELF CERTIFICATION

WE HEREBY bECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/1EC
FOR IN VITRT) DIAGNOSTIC DEVICIS.

I1SO 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
[talia S.r.l.

PLACE & DATE OF FIRST ISSUE MILANO — OCTOBER 2004 B j!

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — DECEMBER 2013
ISSUE
SonlTE T T

Legal Representative
Dr.ssa Fiorenza Scozzesi

1212013

L r——— e e BT T T e e . o o e e e . =

‘ DIA.PRO DIaJHOSHCi Bioprobes Sr.,
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (MI) - Italia
Tel. +39 02 27007161/6450 + Fax +39 02 26007726 hitp:iiwww.diapro.it « E-mail: info@diapro it
Capitale somale €50.000,00 LV. - P.IVA: 11924600159 Reg Imp. 119246601568 - REA 1509959
\
|



Dia.Pro
Diagnostic
Bio Probes

EC DECLARATION OF CONFORMITY

\‘ 3 : !
MANUFACTURER DIA,PRO DIAGNOSTIC BIOPROBES SR.L.

VIA G, CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HSV2 [gM
e CODE: HSV2M.CE (96 tests)
CLASSIFICATION GENERAL 1VD -

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT 'ﬁHF ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FORIN VlTRb DIAGNOSTIC DEVICES.

A3

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

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

PLACE & DATE OF FIRST ISSUE MILANO - OCTOBER 2004

PLACE & DATE OF CURRENT SFSTO SAN GIOVANNI (M]) - DEC EMBER 2013
ISSUL \

SIGNATURE o :

\chal Representative

‘]Dl .ssa Fiorenza Scozzesi

DIA.PRO Diagnostic|Biopiobes S.rl.
Seds legale e lah.: Via G.Carducei, 27 - ?0099 Sesto S.Giovanni (M) - Italia

Tel. +39 02 27007161/6450 « Fax +39 02 26007726 + http./iwww.diapro.il + E-mail: info@diapro.it
Capitale sociale €50,000,00 1 V. -~ P.IVA: 11924660159 Reg. Imp. 11924660159 — REA 1509859



Dia.Pro
Diagnostic
Bio Probes

.C DECLARATION OF CONFORMITY

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

MANUFACTURER

| | VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT CMV IgG
CODE: CMVG.CE (96 tests)

CLASSIFICATION ANNEX 1 LIST B

CONFORMITY ASSESSMENT ROUTE | ANNEX TV ]

WI HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE C()UNCIL

DIREC

TIVE 98/79/EC

TOR IN VITRO DIAGNOSTIC DEVICIS.

INOTIFIED BODY

AEMPS - n° 0318

(EC) CERTIFICATE(S)
H

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

e UNIENISO 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
IEMISSION

SESTO SAN GIOVANNI (MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzcsi

e o e e S AL LA A 5

- ————

DIA.PRO Diagnostic Bioprabes S.r.l.
Sede legale e lab.: Via G.Cardlcci, 27 — 20099 Sesto S.Giovanni (Mi) ~ Ifalia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 » hilp/iwww. diapro.it « E-mail: info@dliapro if

Capitale soolale €50.000,00 1.V, - P. IVA1 1
\
!

1924660159 - Reg. Imp. 11924660159 — REA 1509959



Dia.Pro
Diagnostic
BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER " |DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
o | ' | VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
| | GIOVANNI(MILANO) — ITALY
PRODUCT CMV IgM

CODE: CMVYM.CE (96 tests)
CLASSITICATION ANNEX 11 - LIST B
CONFORMITY ASSESSMENT ROUTE |ANNEX IV B

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

o UNIIN ISO 13485 N° 2013 11 0039 EN,

PLACE & DATE OF FIRST ISSUE

MILANO ~ MAY 2004 ]

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

12/2013

B 1 e 0 1 i £ N s s . et e 0 R T T B . e 8 e

R T T e

DIA.PRO Diagnostic Bioprobes S.r.l.
Sedle fegale e lab.: Via G,Carducci, 27 - 20099 Sesto S.Giovanni (M) - ltalia
Tel, +39 02 27007161/6450 + Fax +39 02 26007726 « hitp/Awww.diapro.it « E-mail: info@diapro.il

Capitale sociale €50.000,00 LV. - PJVAj: 1
|

1924860159 — Reg. Imp. 11924660159 - REA 1509959



a J- JU B
Diagnostic

EC DECLARATION OF CONFORMITY

WANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

. VIA G. CARDUCCIN® 27 — 20099 SESTO SAN
| GIOVANNI (MILANO) — ITALY

PRODUCT Chlamydia Trachomatis IgG
I CODE: CTG.CE (96 tests)
CLASSIFICATION ANNEX I1— LIST B ____

CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCII.
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 TV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIENISO 13485 N° 2013 11 0039 EN, |
RELEASED BY EC NOTIFIED BODY N° 0318 |

e |

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2009 -
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 2018
EMISSION
SIGNATURE

Legal Representative

Dr.ssa Fiorenza Scozzesi

[Rev: [ 0572018

Zaitinnn e = s = -

‘ DIA.PRO Diagnostic Bioprobes S.r..
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) - ltalia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 » hitp.//www.diapro.it - E-mail: info@diapro. i
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660169 — Reg. Imp. 11924660159 - REA 1509959



EC DECLARATION OF CONFORMITY

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

il"RODUCT Chlamydia Trachomatis IgM
| CODE: CTM.CE (96 tests)
CLASSIFICATION ANNEX 11 - 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 TV -
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIENISO 13485N°2013 110039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2009 B
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MT) — MAY 2018
EMISSION
SIGNATURE DA
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 (M) — Italia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 1.V, — P.IVA: 11924660169 — Reg. Imp. 11924660159 —~ REA 1509959



Dia.Pro
Diagnostic
Bio Probes

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
I CODE: TOXOG.CE (96 tests) i
CLASSIFICATION ANNEX 11 - LIST B

CONFORMITY ASSESSMENT ROUTE |ANNEX 1V il

WE HEREBY DECLARE THAT THE ABOYE 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 [V —
except Section V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318 |

o UNIENISO 13485 N°2013 11 0039 EN,.
RELEASED BY EC NOTIFILD BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO -~ MAY 2004 I
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION ‘
SIGNATURE a
Legal Representative FLRRE Libig

l;)r.ssa Fiorenza Scozzesi

e == s szame = e —— e, - —

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 26007720 » hitp:#/www.diapro.it « E-mall: info@diapro.il
Capitale sociale €50.000,00 V. - P.[VA: 119246601569 ~ Reg. Imp. 11924660159 — REA 1509959



Dia.Pro
Diagnostic
Bio Probes

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 TgM
CODE: TOXOM.CE (96 tests)
CLASSIFICATION ANNEX 11 - LIST B

CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WL HEREBY DECLARE THAT THE ABOVE MENTIONIED
PRODUCT MELTS THE PROVISIONS OF THE COUNCIL.
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —11° 0318
(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°

2004 05 0442 CT (in accordance with Annex 1V —
except Section I'V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
e UNIENISO 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 (M1) ~ DECEMBER 2013
EMISSION |
SIGNATURE -

Legal Representative
Dr.ssa Fiorenza Scozzesi

[Revi | 122013 |

ST B . S S— i,

DIA.PRO biagnos!ic Bioprobes S.r.l.
Sede legale e lab.. Via G.Carch:/cci, 27 — 20099 Sesto S.Giovanni (Mi) — ltalia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « hitp:/iwww.diapro.it + E-mail. info@diapro.i
Capitale sociale €50.000,00 I.V. — P.IVAI 11924660159 — Reg. Imp. 1 1924660159 — REA 1509959
|



Dia.Pro
Diagnostic

EC DECLARATION OF CONFORMITY

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

PRODUCT HP IgG
o CODE: HPG.CE (96 tests)
CLASSIFICATION GENERAL IVD B

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.

SO CERTIFICATE UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY AEMPS (AGENCIA ESPANOLA
DE MEDICAMENTOS Y PRODUCTOS
SANITARIOS)

PLACE & DATE OF FIRST ISSUE MILANO - MARCH 2004 _
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MARCH 2019
ISSUE

SIGNATURE

Legal Representative
}Pr.ssa Fiorenza Scozzesi ' .

I ‘ -
i

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — ltalia
Tel. +39 02 27007161/6450 + Fax +39 02 44386771 « hitp.//www.diapro.it » E-mail: info@diapro.if
Capitale sociale €50.000,00 1.V. — P.IVA: 11024660159 — Reg. Imp. 119246601569 — REA 1509959



Dia.Pro
Diagnostic

BioProbes

EC DECLARATION OF CONFORMITY

I

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

PRODUCT HP IgM
‘ CODE: HPM.CE (96 tests)
CLASSIFICATION GENERAL IVD B

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 UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY AEMPS (AGENCTA ESPANOLA
DE MEDICAMENTOS Y PRODUCTOS
SANITARIOS) _ |

PLACE & DATE OF FIRST ISSUE MILANO — APRIL 2004

PLLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MARCH 2019
ISSUE

SIGNATURE

}Leg‘al Representative
}Pr.ssa Fiorenza Scozzesi

Rev: | 0572018

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — ltalia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 » hitp.//www.diapro.it + E-mail: info@diapro.it
Capitale sociale €50.000,00 1.V, — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



EC DECLARATION OF CONFORMITY

MANUFACTURER

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20096 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT

HBs Ag one Version ULTRA

CODES: SAGIULTRA.CE (192 tests)
SAGIULTRA.CE.96 (96 tests)
SAGIULTRA.CE.480 (480 tests)
SAGIULTRA.CE.960 (960 tests)
SAGIULTRA.CE.DB (192 tests)

CLASSIFICATION

ANNEX II - LIST A

CONFORMITY ASSESSMENT ROUTE

ANNEX IV e

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°
2003 12 0388 CT (in accordance with Annex TV
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2008 12 0588 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNEENISO 13485 N°2013 11 0039 TEN.
RELEASED BY EC NOTIFIED BODY N° 031%

PLACE & DATE OF FIRST ISSUE

MILANO — DECEMBER 2008

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MT) - MARCH 2018

%SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

[Rev: [ 0372075 ]

DIA.PRO 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
Capitale sociale €50.000,00 LV. — P.IVA:

44386771 ¢+ hitp://www.diapro.it « E-mail: info@diapro.it
11924660159 — Reg. Imp. 11924660159 — REA 1509959




: ﬁg Monobind Inc.

The Warld Resourece for Diagnostic Froducts

www.monobind.com

100 Narth Pointe Drive
l.ake Forest, CA 92630

TEL 948.951.2665
FFAX 949.951.3539

Orange County, California, January 10, 2020

IM Global Biomarketing Group - Moldova SRL,
Tighina str.65,0ffice 607
MD-2001,Chisinau, Republic of Moldova

Commercialization Agreement

To Whom It May Concern:

We, Monobind Inc., an ISO 13485 certified company specializing in the research, development and
manufacturing of in vitro diagnostic products for clinical and research application, located at 100 North
Pointe Drive, Lake [Forest, California 92630 USA;

Hereby authorizes and entitles IM Global Biomarketing Group from Moldova legally registered at Tighina
str.65,0ffice 607 MD-2001,Chisinau to effect clinical trials and evaluation of goods, registration of the
goods at Health Ministry of Moldova, receive certificate of registration and conclude an agreement on
consulting and examination of the documents needed for the registration in Moldova.

This is also to confirm that IM Global Biomarketing Group is the exclusive distributor our AccuBind®
ELISA and Acculite® CLIA products and accessories in Moldova. IM Global Biomarketing Group is
authorized to promote and supply our products, to contract for their delivery and take part in tenders
with our products.

This authorization is valid until January 1, 2021.

On behalf of the Monobind Inc.
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il ) A Tl
o & NP 0R
{ :,'_{_‘C‘! -‘1’__,;3.‘

L)

[/ 3 %

‘- o s"‘é‘\ K] %

o _? H NOV. S =

t U §

il ® L 1978 j

Alicia Jerome Volkov ”f_@ “Ey o &
Marketing Director ", ':: 7

Monobind Inc.




@ NSAI

Quality System Approval Certificate
In Vitro Diagnostic Medical Devices Directive 98/79/EC

The National Standards Authority of Ireland as a duly designated
Notified Body, (identification number 0050), for the purposes of the European Communities
(In Vitro Diagnostics Medical Devices) Regulations (S.I. No. 304 of 200])

APPROVES THE QUALITY SYSTEM APPLIED BY

Monobind Inc.

100 North Pointe Drive
Lake Forest
CA 92630
| USA

‘i For the Product Family

Total and Free Prostate Specific Antigen (PSA and Free PSA) IVD, kit,
chemiluminescent immunoassay (CLIA) and enzyme immunoassay
(ELISA) and control |

GMDN Code: 54664, 54669

Oh the basis of examination under the requirements of Annex IV, Section 3 of Directive 98/79/EC,
'I\he use of the NSAI Notified Body identification number 0050 in conjunction with CE Marking of
Conformance for this product is hereby authorized.

Registration Number:

| ) Last Amended on:
Remains valid until:

|
|
ls
Signed
} i Appraved by:
} Geraldine Larkin
‘ Chief Executive Officer, NSAI
|
|
This,

- Original Registration:

304.1006

28 October 2011
10 July 2018

27 October 2022 /-

9 ,.« A
// 4 g 2000
{o it v 3

Approved by:
Susan Murphy
European Medical Device Operations Managct

certificate remains valid on condition that the Approved Quality System is maintained in an adequate and efficacious manner.%
Details of the current product range and operational locations included within the scope of this approval can be obtained from NSAT

¥ National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Treland.

Cert-120: ECQS (1VD) NL A4 (6)
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Declaration of Conformity Page: 1 of 5

ﬁB Monobind Inc.

DECLARATION OF CONFORMITY

1) \‘ Manufacturer (vame, department): Monobind Inc.

Add?ress: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES
\

,;
2) ‘ European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on Hroduct labels printed as:

CEpf%irtner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartnerdu.eu)
I

3) H PI’OdUCt(S[ (name, type or model/batch number, etc.).

and

Immunoassay products;

ELIl%S%A,

CLIj/{-\,

Com}trol,

Insf‘ruments ‘ (see appgw_c_ﬁi_x)

4)  The product(s) described above is in conformity with:

Title Document No.

In vitro Diagnostic Medical Devices Directive 98/79/EC

!
5) H Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.).
i
Cor??formity assessment procedure for CE marking: /In vitro Diagnostic Medical Device Directive,

AnﬁFx Il |
R‘.eg;istration nr. : NL- CA002-22758 and NL- CA002-22762

Lake Forest, USA; 2013-09-16

Ashahla |

| J
\ , bé
\ Tony Shatola; QA Director, Mono {
(F’lact!e & date of issue (yyyy-mm-dd)) (name; function and signature MZ:facrurerJ

\

Maarn, NL: 2013-09-16 _/j/ -
| A

‘i Olga Teirlinck; Consultant, CEpartner4U BV
|
iy

(Place & date of issue (yyyy-mm-dd)) (name; function and signature of authorized representalive)

|
o
; Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2011-X

il



ﬁB Mongchind Inc.

List of devices.

Declaration of Conformity

2013-09 DoC_MB_v08

Page: 2 of 5

Appendix

Hemt Itemit

Itemit

Date: 2013-09-16

Device types Acgtir?;r‘;d@ Arffﬁ,ﬁb@ “e”:foif;w@ Jni.t:;t;m EDMS code g::s ’gg‘::rﬁ:g
i Microwells ~ Microwells f |
Thyroid ] i -
-Iotal Triidothyronine (tTS) Test System 125-300 175-300 - 12 04.01.05.00 | low 2005-11-11
’Froe Triidothyronine (fT3) Test Stystem 1325-300 1375-300 12.04.01.01.00 L(_)w 2_0_054 1__11 _
1 hyro><|no (tT4) Test System’ 225-300 275-300 12.04.01.07.00 Low 2005-11-11
F ree Thyroxine (fT4) Test System 1225-300 1275-300 12.04.01.02.00 | Low 2005-11-11
'Ihyrotropm (TSH) Test System 325-300 375-300 12.04.01.11.00 | Low 2005-11-11
-Papld TSH Test System 6025-300 6075-300 12.04.01.11.00 | Low 2010-06-29
<T 3-Uptake (T3U) Test System 525-300 575-300 12.04.01.06.00 |.ow 2005-11-11
Vlhyroxme Binding Globulin (TBG) Test System | 3525-300 | 3575-300 12.04.01.09.00 | Low | 20051111
iFhyroglobulin (Tg) Test System 2225-300 2275-300 12.04.01.08.00 | Low 2005-1 1—.11
Total Thyroxine (tT4), Total Triidothyronine (1T3) 0
& Thyroid Stimulating Hormone (TSH) Thyroid 8025-300 8075-300 12.04.01.01.00 | Low 2005-11-11
‘Panel (VAST) Test System
I'1"ota| Triidothyronine (tT3 SBS) Test System 8125-300 §175-300 12.04.01.01.00 | Low 2010_06 29
Total Thyroxine (tT4 SBS) Test System 8225-300 §275-300 12.04.01.01.00 | lLow 2010- g)_é_
Free Thyroxine (fT4), Free Triiodothyronine i
(fT3) & Thyroid Stimulating Hormone Free 7025-300 7075-300 12.04.01.01.00 Low 2010-06-29
Thyroid Panel (VAST) Test Systemn [
Neonatal Thyroid & Genetics
‘Neonatal TSH (N-TSH) Test System 3425-300 | 3475-300 12.04.01.90.00 | Low | 2005-1 111 |
Neonatal (N-T4) Thyroxine Test System 2625-300 | 2675-300 12.04.0112.00 | Low | 2006-11-11
Neonatal 170HP (N-170HP) Test System 5525-300 5575-300 12.05.01.07 Low 2008-02-01
‘chonatal TBG(N-TBG) Test System 8925-300 8975-300 12.04.01.09.00 Low 2013-09-16
Autolmmune Thyreid
Anti-Thyroglobulin (Anti-Tg) Test System 1025-300 | 1075-300 12.10.03.04.00 | Low | 2005-11-11 |
-A-\nti-Thyroperoxidase (Anti-TPO) Test System 1125-300 1175-300 12.10_03.0% .00 | Low | 2008-11-11
Fertility & Prenatal
Luteinizing Hormone (LH) Test System 625-300 675-300 12.05.01.05.00 | Low | 2005.11-11
Folicle Stimulating Hormone (FSH) Test System | 425-300 475-300 12.05.01.04.00 | Low | 20051111 |
gmrarun Hormone (PRL) Test System 725-300 775-300 12.05.01.08.00 | Low | 2005-11-11 j‘
EJ:/';E?T‘]'” Hormone sepgental(PRLS) Test 6025-300 | 6075-300 12.05.01.08.00 | Low | 2005-11-11 |
:y;u(\man Chorionic Gonadotropin (hCG) Test 825-300 875-300 1205020500 | Low | 2005 11 1
EI#Q"S ?Ex(whé";ﬁgéch%%"f ?Ztsrto g.iyrl;tiﬁended 8825-300 8875-300 12.05,02.05,00 | Low | 2013-09-16
Rapid B-Human Chorionic Gonadotropin (Rapid | 3325-300 12.05.02.05.007 6w * 120081111

T vy,

e
" o

Tt 1 "
.P,\\ e 3




r@ Monohind Inc.

: ‘ Device types

Declaration of Conformity

2013-09 DoC MB v08
LN

Page: 3 of 5|

item

AccuBind®
ELISA
Microwells

ltemit
AcculLite®

CLIA
Microwells

o temit
ltermft QSUre® 1o ctrum

Control ert

First date| of
CE-marking

Risk
Class

EDMS code |
!

—WJG) Test System
Human Chorionic Gonadotropin (hCG) , Human
Frolactin (hPRL), Human Luteinizing Hormone 5 ( 2006-08-24
(hLH), Follicle Stimulating Hormone (FSH) 8305300 | B276-300 12.05.01.50.00 | Lo ) 2006-05%
Fertility Panel (VAST) Test System L
Alpha-Fetoprotein (AFP), Human Chorionic
Gonadotropin ( hCG ), Unconjugated Estiol (u- 8525-300 a575-300 12.05.01.90.00 | Low 2010-06-29
E3) Triple Screen (VAST) Test System
Pregnancy Associated Plasma Protein - A y o 1 2 ol L 2013-09-16
(PAPP-A) Test System 7925-300 7975-300 2.05.02.10.0 ow ) _
Steroid Tisig [
Gortisol Test System 3625-300 3675-300 12.06.02.04.00 | Low | 2005-11-11 |
L i - - —————— {
BHEA-S Test System 5125-300 5175-300 12,05.01.02.00 | low | 2010-06-79
= = S ] |
Dehydroepiandrosterone (DHEA) Test System 7425-300 7475-300 12.05.01.02.00 | low 2011-09-26
f=stradiol (E2) Test System 4925-300 4975-300 12.05.01.03.00 Low 2010-06-29
Uneconjugated Estiol (u-E3) Test System 5025-300 5075-300 12.05.02.02.00 | Low | 2010-06-29
Progesterone Test System 4825-300 4875-300 12.05.01.06.00 | Low | 2010-06-29
S;:tglrzrmone Binding Globulin (SHBG) Test 9125-300 9175-300 12.05.01.09.00 | Low | 2013-09-16
Testosterone Test System 3725-300 3775-300 12.05.01.10.00 | Low | 2007-11-01
F_]iee Testosterone Test System 5325-300 5375-300 12.05.01.10.00 | Low | 2010-06-29
17a-OH Progesterone Test System 5225-300 5275-300 12,05.01.07.00 | Low 2010-06-29
1:7a-OH Progesterone - S| Test System 9925-300 8975-300 12.05.01.07.00 | Low 2010-10-18
Growth & Bone Metabolism
Catr()wlh Hormone (hGH) Test System 1725-300 1775-300 12.06.04.02.00 | Low [ 2005-11-11
Parathyroid Hormone (PTH) Test System 9225-300 9275-300 12.06.03.13.00 | Low 2011-09-26 |
e il P D3) Test 7725-300 | 7775300 12,06.03,10.00 | Low | 2011-08-26
Diabetes
Insulin Test System 2425-300 | 2475-300 12.06.01.03.00 | Low | 2005-11-11
Rapid Insulin Test System 5825-300 12.06.01.03.00 | Low | 2010-06-29
C-Peptide Test System 2725-300 2775-300 12.06.01.01.00 Low 2005-11-11
Insulin - C-Peptide (VAST) 7325-300 7375-300 12.06.01.03.00 Low 2005-11-11
Cardiac Markers
CK-MB_Test System 2925-300 | 2975-300 12.13.01.02.00 | Low | 2005-11-11 |
Troponin | (cTnl) Test System 3825-300 3875-300 12.13.01.07.00 | Low 2005-11-11
!_D_igoxin (DIG) Test System 925-300 975-300 12,08.01.01.00 | Low | 2005-11-11
High Sensitivity CRP (hs-CRP) Test System 3125-300 | 3175-300 4111
Myoglobin Test System 3225-300 3275-300
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ﬁg Monchind inc.

Device types

Itemit

AccuBind®

ELISA

Microwells

ftent

AcculLite®

CLIA

Microwells

item#t

Iitem#t QSure®  1hctriim

Control

ent

EDMS code |

Risk

Class

First darel of
CE-marking

Infectious Diseases

Anti-H, Pylori IgG Test System 1425-300 1475-300 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgM Test System 1625-300 | 1575-300 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgA Test System 1625-300 | 1675-300 16.01.04.03.00 | Low | 2005-11-11
Cancer Markers ' :

Alpha-Fetoprotein (AFP) Test System 1925-300 1975-300 12.03.90.01.00 | Low 2005-11-11
CA-125 Test System 3025-300 | 3075-300 12.03.01.06.00 | lLow | 2005-11-11 |
CA 15-3 Test System 5625-300 | 5675-300 12.03.01.02.00 | Low | 2010-06-29
CA -19-9 Test System 3925300 | 3975-300 12.03.01.03.00 | Low _2_093»11-11 ]
-_é:arcinoembryonic Antigen (CEA) Test System 1825-300 1875-300 12.03.01.31.00 | lLow 2006-11-11 |
ENCXt ngeration Carcinoembryonic Antigen 4625-300 4675-300 12.03.01.31.00 | Low | 2010-06-29
(CEA) Test System -
zglfcfé)s%’:t”g;‘g:” Chorionic Gonadotropin | 5455 359 | 2075-300 12.03.01.90.00 | Low | 2005-11-11
Alilergy &AN emialllS IS L aRN RRSEESE A B EE  Ee e S it e " 1!
Ferritin Test System 2825-300 2875-300 12.07.01.02.00 Lovv_ 2005-11 1_1 |
Folate Test System 7625300 | 7575-300 12.07.01.03.00 | Low | 2010-06-29
Immunoglobulin E (IgE) Test System 2525-300 | 2575-300 12.02.01.02.00 | Low | 2005-11-11 |
lvlrt‘f;f”'” Sqluble REGEPIOrISTIR) Test 8625-300 | 8675-300 12.07.01.06.00 | Low | 2010-06-29
Vitamin B-12 (B12) Test System 7625-300 | 7675-300 12.07.02.04.00 | Low | 2011-09-26
Folate, Vitamin B-12 (VAST) Test System 7825-300 | 7875-300 12.07.01.00.00 | Low | 2013-09-16
!\{ﬁscellaneous Controls

Ant-Thyroglobulin (Anti-Tg), Anti-

Thyroperoxidase (Anti-TPO) Control — Positive AlT-101 12.50,01.16.00 | Low 2010-06-29 |
& Negative B - J
High Level Fertility Control — Single Level - [
Progesterone, Estradiol, Hurman Chorionic FC-300 12.50.01.16.00 Low | 2010-06-29 |
Gonadotropin | ]
i\//Iat»e”r;{al antrol ~ Tri Level - Human Chorionic i

Estriol [

-Thyroglobulin (Tg) Control — Tri Level il TG-300 N 12.50.01.16.00 | 1 ow 2010-0/-20
H. Pylori 1gG Contral — Positive & Negative HPy-IgG-300 12.50.01.16.00 | Low | 2010-06-29 |
H. Pylori IgM Control — Positive & Negative HPy-IgM-300 12.50.01.16.00 | Low | 2013-08-16
£t Pylori IgA Control — Positive & Negative HPy-lgA-300 12.50.01.16.00 | Low | 2013-08-16
IS\)//;CI)id Binding Globulin (TBG) Control — Tri- TBG-300 12.50.01.16.00 | Low 2013-09-16
Ih_ﬂiscellaneouss Instruments. TR
AUtoplex ELISA & CLIA Analyzer INOO6 | 21.02.10.01 | Low | 2010-06-29
Altoplex Generation 2 ELISA & CLIA Analyzer INO0G-2 | 21.02.10.01 | Low—| 2013.09-16

L smax CLIA Analyzer INOO1 | 21.02.10.01 ' '
N;;eoi_umax CLIA Analyzer INO10 21_,02,10_()_]'/'-

f
/i
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Impulse 2 CLIA Analyzer INOOS 21.02.10.01 Low 2006-08-24
|mpulse 3 CLIA/Analyzer IN0D7 | 21.02.10.01 | Low __ggmo-owé_J
l.umax96 CLIA Analyzer INOO4 21.02.10.01 Low | 2007-03-01 |
LuMatic CLIA Analyzer INOO8 | 21.0210.01 | Low | 20110826 |
Eldex 3.8 ELISA Analyzer IN003 | 21021001 | Low | 2007-09-10
Neo-Eldex ELISA Analzyer INOOS | 21.02.10.01 | Low | 2011-09-26
PrisMAtic ELISA Analyzer INO13 | 21.0210.01 | Low | 2013-09-16
Plate Washer Microplate Washer INOD2 | 21.02.10.01 | Low | 2010-06-29
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NovaTec®

immunpDiagnasTica GyaH

1 GBG-MDL SRL
' Global Biomarketing Group , Y
MOIdova Internw&, www.Noval'eml{}.corf%
65 Tighina Str,, office 607
MD~2001 Chlsmau
Republic of Moldova

November 18" 2019

To whomever it may concern:

By hereby, we, NovaTec Immundiagnostica GmbH, Waldstraie 23 A8, 63128
'Dietzenbach, Germany, declare that GBG-MDL SRL Global Biomarketing Group
Moldova 65 Tighina Str., office 607, MD-2001 Chisinau, Republic of Moldova

. is our authorized dlstnbutor designated by us to promote to register, to distribute
‘and to represent our products in the territory of the Republic of Moldova.

‘ P~
ThlS declaration is valid until December 31" 2020 unless terminated by"eﬂ'
before the date of expiration. !

F LIMSS
. J'f"!'.v N
: ;_.-*L:-Ao...\_*lq. TN
er pai 2\

v g

o

-,

W
\

| Wlth best regards

NovaTec lmimyhdiagnostica GmbH

Britta:Méria Duchmann Betlio. GrabH
1MMUND &cl?zomc;\ Gmb
General Manager Waldstrahe 23 AB

63128 Distzenbach, Germeany

I
Ciesohi [‘K tlihrung:
Brifta- M fia LJ( chmann Berlie

Heand Eﬁbf(‘@m{t‘,l. HRE Offenbach 12008 ki 5
i ; lﬁf\N e A0 5065 2124 ON05 a3 o
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DRG

INTERNATIONAL
INC.

To: Agentia Medicamentului si Dispozitivelor Medicale

We, DRG International, Inc., having a registered office located at 841 Mountain Avenue,
Springfield, New Jersey 07081, USA, assign “GBG-MLD”SRL, having a registered office at Str.
Tighina 65, Chisinau MD -2001, Moldova, as authorized representative in correspondence with
the conditions of directive 93/42/EEC, 98/79/EEC and 90/385/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify
the registration of medical devices in the territory of the Republic of Moldova.

Place: Springfield, New Jersey, USA - Date: 9 January 2020

P _ .
2 e u// _4/ ;
WS C) v
Signed: AL ALl )

Eric Van Bladel /

Chief Operating Officer
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Certificate

The Certification Body of
TOV Rheinland LGA Products GmbH

hereby certifies that the organization

DRG International., Inc.

841 Mountain Avenue

Springfield NJ 07081
USA

|
has established and applies a quality management system for medical devices
for the following scope:

! Manufacturing and distribution of in-vitro diagnostic ;
reagents used in the diagnosis of autoimmune status, cancer,
i cardiac markers, disease status, fertility testing,

pregnancy testing, diabetes and immune status

Proof has been furnished tHat the requirements specified in

EN 1SO 13485:2016
are fulfilled. The guality management jsystem is subject to yearly surveillance.
!
Effective Date: 201 8—02-321
Certificate Registration No SX 601216687 0001
An audit was performed. Report No. 2’!23815? 003

This Certificate is valid until 2020-11422
‘ \

| (( aDAleiﬁsche

Akkreditierungsstelle
D-ZM-14165-01-02

.

Date 2018-02-21 f:ﬁ ;

Dip! -Infé;gérn Hoffmann _

TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Niirnberg

Tel.: +49 221 §06-1371 Fax: +49 221 806-3935 e-mail cent-valigity@de tuv com hitp /iwww tuy com/safety
I




Liofilchem®

w/\/llcrob/o/ogy products since 1983

Page 1 of 3

To whom it may concern

Roseto degli Abruzzi, 11 January 2020

Authorization Letter

We, LIOFILCHEM S.R.L., manufacturer of diagnostics for microbiology, certified 1ISO 9001 and
ISO 13485, located in Via Scozia, Zona Industriale, 64026 Roseto degli Abruzzi (TE) ltaly

r‘do hereby authorize the company \

l
'GBG-MLD SRL

t65 Tighina Str. Office 607

MD- 2001, Chisinau
Moldova

to distribute our fo”owing products in Moldova (below defined as “the Territory”):

The medical devices manufactured by Liofilchem comply with the European Union directive

98/79/EC for in vitro diagnostic devices (IVD).

A Quality Agreement is attached to this letter a§ Annex 1.

Thls authorization is valid to 31. 12.2022 and is/not automatically renewed.

The cooperation between GBG-MLD SRL and Liofilchem can be terminated by either Party

hefore 31.12.2022 through a 30 day written notice.

(h farth,

Fablo Brocco
QOO
Liofilchem

Liofilchem s.rl.

Via Scozia - Zona Industriale

64026, Roseto degli Abruzzi (TE) ltaly
Tel +39 (858930745

Fax +39 0858930330

Capitale Sociale € 825.600 i.v.
R.E.A. Teramo h 79331 1SO 13485 by TOV SUD
Reg. Soc. Tribupale di Teramo 4124

P.1. e C.F. 00530130673

www.liofilcherh.com
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CERTIFICATO

Nr 50 100 11497 - Rev. 02

|
!
Si attesta che / This is to certify thal

TUVSUD T

IL SISTEMA QUALITA Di
THE QUALITY SYSTEM OF

LIOFILCHEM S.r.I.

S

SjEDE'L-EG-ALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:
|
VIA SCdZIA SNC - ZONA INDUSTRIALE
1-64026 iROSETO DEGLI ABRUZZI (TE)
\

SUB’ TUV SUD

SEDE OPERATIVA:
OPERATIONAL SITE:

CONTRADA PIANE VOMANO 2 - TRAVERSA DI VIA GRECIA
1-64026 ROSETO DEGLI ABRUZZI (TE)

£ CbNFORME Al REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI EN ISO 9001:2015

QuEsTQ CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO Di APPLICAZIONE
THIS CER %(FICA TE IS VALID FOR THE FOLLOWING SCOPE
\

‘& CEPTUOUKAT & CERTIFICADO & CERTIFICAT

Progettazione e sviluppo, produzione e commercializzazione di dispositivi
medico diagnostici in-vitro: terreni di coltura per batteriologia, sistemi di

identificazione e antibiogramma, kit per la determinazione di plasmaproteine
i | (IAF 12, 29)

Design and development, broduction and sale of in-vitro diagnostic medical
devices: culture media for bacteriology, identification and susceptibility
testing systems, kits for plasma protein determination (IAF 12, 28)

|

Per I'Organismo di Certificazione Validita /Validity

ACC RE DI A \ | For the Certification Body
VENTEATALANG £ ACCREDITAMENTO i - TUV 'taha s.r'l' Dal / From 201 7-10-24
§GA  N'0494 S N 0SSG ISP N DETE Al Ta 2020-10-23

S5GA N DIED TX N°DOIL LAH N OOT6
HCR  N'QUSF SGE N Q13K PRI N 0818
EMAS N°0I3P PRS R G770

Mémbro dagh Accordi di Fiutus Rizonoscinantn
EA 1A g ILAC

Kignatory of A 1AF and iLAC Mutval
ResogriionAgresraents

N a_(._..a_-_ C,; QA D;la emissione / Frinting Date

Andrea Coscia e
Direttare Divisione Management Service 2 ";é-;g‘r-'f“_t 20"}?"12;.24
T \) Y

PRIMA CERTIF[CAZIONE { FIrRsT CERTIFICATION: 2012-09-25

LA VALIDITA DEL PRESENTE CERTIFICATO E BU : RDINATA A SORVEGLIANZA PERIODICA A 12 MESI B AL RIESA
GESTIONE AZIENDALE CON PERIODIGITA TRIENNALE”

'-jTHE VALIDITY OF THE PRESENT GERTIFIGATE DEF}END,S ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS 4,
] COMPA‘NY'S MANAGEMENT SYSTEM AFTER THREE-YEARS™

TV Halia S.r.1. « Gruppo TUY SUD « Via Carducci 125, Pat, 23 » 20098 Sesto San Giovann (MU « itaka « www oy it v’
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Product Service

CERTIFICATO

N° Q5 17 09 71067 004
Titolare del certificato: Liofilchem S.r.l.
Via Scozia
684026 Roseto degli Abruzzi (TE)
ITALIA
Stabilimento(i): Liofichem S.r..
Via Scozia,64026 Roseto degli Abruzzi (TE), ITALIA
Liofilchem S.r.l.
Cantrada Piane Vomano, Traversa di Via Grecia,
64026 Roseto degli Abruzzi (TE), ITALIA
Marchio di
certificazione:

Campo di applicazione: Progettazione e sviluppo, produzione e
commercializzazione di dispositivi medico
diagnostici in-vitro: terreni di coltura per
batteriologia, sistemi di identificazione ¢
antibiogramma, kit per la determinazione di
plasmaproteine. Distribuzione di altri
dispositivi medico diagnostici in-vitro
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i Norma(e) applicata(e): EN ISO 13485:2016
g Dispositivi medici — Sistemi di gestione per la qualita -
5'.‘;,'1; Requisiti per scopi regolamentari
(1ISO 13485:2016)
’ DIN EN iSO 13485:2016
:'_'l : L'Organismo di Certificazione TUV SUDi Product Service GmbH certtifica che la societa
P | sopramenzionata ha istituito e mantiene un sistema di gestione gualitd conforme ai requisiti
T della{e) norma(e) elencata(e). Vedere anche note sul retro.
E N° del rapporto: IT/:X956016
[ — ‘
] gl Valido da: 20%7-12-09
0 Valido fino al: 2020-12-08

Data, 2017-12-01 ] | Mw'//

Stefan Preil}

Pagina 1 di 1 | N
Traduzione per scopi informativi, La sola versione inglese (tedesca) ¢ legaimente impegﬁm@&&g

;. ST | .
TV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80333 Minchen - Germany

ZERTIFIKAT & CE



[1alin

CERTIFICATO

Nr 50 100 11497 - Rev. 02
Si attesta che / This is to certify that

IL SISTEMA QUALITA DI
THE QUALITY SYSTEM OF

LIOFILCHEM S.r.L

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:

VIA SCOZIA SNC - ZONA INDUSTRIALE
164026 ROSETO DEGLI ABRUZZI (TE)
|

SEDE OPERATIVA:
OPERATIONAL SITE:

CONTRADA PIANE VOMANO 2 - TRAVERSA DI VIA GRECIA
I-64026‘ROSETO DEGLI ABRUZZI (TE)

3 CPNFORME AFREQUISITI DELLA NORMA

HAS BEEN FOUND TC COMPLY WITH THE REQUIREMENTS OF
UNI EN I1SO 9001:2015
\

QUESTO C‘ERTIFIC,AT}OE VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERT‘(FICATE IS VALID FOR THE FOLLOWING SCOPE
|
Progettazione e svnluppo,\ produzione e commercializzazione di dispositivi
medico diagnostici in- -vitro: terreni di coltura per batteriologia, sistemi di

identificazione e antlbiogr#mma kit per la determinazione di plasmaproteine
| (IAF 12, 29)

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 (IAF 12, 29)
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Per FOrganismo di Certificazione Validita /Validity
ACC REDIA \ " For the Certification Body
LENTER ) O ACCREEIYAMENTO ‘ TUV ]ta"a S‘r'l‘ Dal / From 2017-10-24
SGQ : N° 0494 8SI N 0S5G ISP N*DS7E Al/To 2020-10-23

8GA  NTMED TA N'ODIL LAR N OG78
SCR N“OCOF SGE N 01314 PR N 0218

EMAS M 013F PRS K 077C

Nemibie dagli Atcoedi di Motuo Rizunngsimsnin
E4 AF ¢ ILAC

Signatory of £A, 1AF and ILAG Mutyal
Recc;gpi‘ﬁionkg recrents

Dalaenrwbhé?ﬁhm gDara
ol i Q)—-cx._.. ! M i

Andrea Coscia
Direttore Divisione Managament Service

“I.A VALIDITA DEL PRESENTE CERTIFICATO E SUBDROINATA A SDRVEGLIANZA PERIDDIGA A 12 MESIE
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE®

THE VALIDITY OF THE PRESENT GERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANGE EVERY 172 MON
COMPANY'S MANAGEMENT SYSTEM AFTER THREF-YEARS"

r\r?liﬂ;;%@&;rg ;DR;W‘ \ . /

ZERTIEIKAT & CERTIFICATE o

‘ @
TV Malia S.rl. « Gruppo TUY SUD « Vi Ca:fdut:{;i 125, Pal. 23 = 20089 Sestn San Sivvanei (M1} « f1aha « waw fuy o iTﬁV '
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BEKTOP
5 EQ T AQ "Bexmop-becm”

630117, e Hosocubupck, a/s 492
mer.. (383) 227-73-60, 332-36- 34

OFPH 10"5404347550 ‘

HHH 5433104584/ KTII1 543301001 emr;gﬂ/ﬁkmcafie?t @67ve4cjof Zéﬁ " “5?

p/c 40702810244020101050 internet: http:/iwww.vector-best.ru ‘

B! CHGHpCKOM Garxe TIAO C6ep6am<

BHK 045004641 ‘

xopp. cu. 30101810500000000641 : |
IPD- & «GBG-MLD» SRL

OKBDJ121.20.2, 72.11 / OKIIO 23548172 ’ SR f
| PecnyGankn Monuosa, r. Kuinntes,

o 78 14 2079 e L2 /5T yi. Turnua.65. o.607

Yattkosckomy T.K.

ABTOpH3ALHUs OT IPOU3BOANTEIN

jj AknroHeproe obmectBo «Bextop-Becy (Poccuiickas denepauns, 630559, Hosocmbupexas
‘06HaCTB pabounit mocenok, Konsioso, HayaHo-npon3BoicTBeHHas 30Ha, KOPIYC 36, k. 211) odn-
‘ﬁnanLHo yaocrosepsier, uro «GBG-MLD» SRL (PecriyGnuka Mosinosa, . Kumvtes, yn. Turina,
‘65 od. 607) umeer npaso y4actsoBath 0T HMEHH AO «Bektop-bect» B TeHIEpax, NPOBOAMMBIX ME:
HHHHHCKI/IMI/I yUpexIeHUsIMH PecnyOuuKa I\/IOJ'II[OBd M OCYINECTRJATL PEKIAMHO-UHOOPMALMOHHOE
CONMPOBOXKIECHHE.

‘CpOK NEeACTBUSA aBTOpU3aluy 110 31 nexabps 2020 rozla BKIIFOYHTENBHO

/= ['yces FO.M.




mdc medical device certification GmbH
yAOCTOBEPAET, YTO Ha MpeanpraTiu

BEKTOP

vB/E/C/T

AO «BekTtop-bBecT»
630559, HOBOCMGMpCKaﬂ obnacTtb, p.n. KonbuoBo,
Hay4Ho-npouasoacTBeHHas 30Ha, kopnyc 36, k. 211,
Poccuiickan ®enepauus

C NPOU3BOACTBEHHLIMM NMOWaAKAMY COTMacHo npunoxerHunto Kk CepTudukary
|
NpUMeHUTErNbHO K 06nacTam

|
npoeKkTMpoBaHue U pa3paboTka, NPOM3BOACTBO U peanusauus
MeoULMHCKUX U3aenuil in-vitro AnarHocTuku
(MUP, UDA, Guoxnumus)

Bbina BBEAEHA W NPUMEHSETCS
|

CUCTEMA YTMNPABJIEHVA KAHECTBOM

|
I'Ipoae,ueHHaﬂ npoBepKa CVICTeMbI ynpasrneHns Ka4ecTBOM rokaaana,
4YTO AaHHada ciucTeMa COOTBeTLTByeT Tpe6OBaHMF|M CTaHOapTa:

EN ISO 13485

|
|
M3genus meguumHckne — CUCTEMbE MEHEMKMEHTa KadecTra —
Perynupytouive cricTemMHele TpeboBaHus
|

EN ISO 13485:2016 +IAC:2016 - ISO 13485:2016

[aTa Bblgaun 2018-07-13
Cpok gencteuna oo 2020-07-03
PervcrpaunoHHbild Ne D1213100017
OtyeT Ne P18-00489-117996
WrytrapT, NepmaHus 2018-07-13
, 2 AR L
(ﬁ"» }

Pykosogutenb cepTUDUKaLIMOHHOTO OpraHa

madical devlce carification

mdc medical device certification GmbH
Kriegerstrafte 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253£97-10

Akkeediniecungssteite
D 2ZM 16002 O6-0



e

e

Ne D1213100017 ot 2018-07-13 Ctp. 1m3 1

MpunoxeHue k Ceptucukary

MEGTOPGC“OI‘IDH{BHHQ

O6nacTb BeVUCTBUA

AQO «Bektop-Becr»,

yn. Apbysoea, 1/1,
630117, r. HoBocubupck,
Poccuitickas ®epepaums

NPoeKTUpoBaHKe U paspaboTka, NPon3BOACTBO
¥ peanuaauna MeguUMHCKUX U3aenuit in vitro
JNarHoCTUKKN

AQ «Bextop-bect»,

HayuHo-npoussodcTBeHHas 3oHa, kopnyc 36,
Poccuickas Pegepaums

630559, Hosocubupckas obnacTb, p.n. KonbLoso,

NPOEKTUPOBAaHUE U Pa3paGoTka, NPOU3ROACTRO
MaaULIUHCKUX U3Aenui in vitro AnarHocTuku

AO «Bekrtop-bect»,

yn. MaceyHas, 3,
630117, r. HoBocubupck,
Poccurckas Penepauma

npoeKkTUpoBaHue 1 paspaboTtka, NPOU3BOACTBO
MeAULIMHCKUX M3genui in vitro auarHoCTuku

i ‘HI deviGe certificatiar

GC

mdec medical device certification GmbH
KriegerstralRe GT
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10




vecToR AO Vector-Best | Rev.0l

m EC Declaration of conformity l

EIA-1-17

1 EC DECLARATIQN OF CONFORMITY

H ‘ » '

AO Vector-Best hereby ensures under own responSIblllty and declares that the products iis ted
on pages 2-3 are in conformlty with applicable provisions and fulfill the essential requirements
of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitro diagnostic medical devices

\
A

\
i Classmcatlon of products:
Other devices (all devices except Annex Il and self testing devices)

i
| |
EN 1ISO 18113-1:2011; EN ISO 1811322011 (In vitro diagnostic medical devices. Information
supplled by the manufacturer (labelling). Terms, definitions and general requirements. In vitrg
d‘lagnlostlc reagents for professional use); EN [SO 15223-1:2012 (Symbols to be used with medical
device labels, labelling and information to be supplied); EN SO 13485:2012+AC:2012 (Medical
devices. Quality management systems. Requirements for regulatory purposes), EN 13612 2002
(Performance evaluation of in vitro diagnostic medical devices): EN 23640:2013 (In vitro diagrost
medical devices. Evaluation of stability of in vitro diagnostic reagents). EN 13641 2002 (Fhreean
reductlon of risk of infection related to in vitro diagnostic reagents): EN [SO 14477 |

de\nces Appllcatton of risk management to med|ca| devices)

Harmonized standards applied:

| Conformity as%sessment procedure:
A:nnex lIl (net including section 6).

| i
‘\ | | Manufacturer:
AO Vector-Best
Address 630558, Koltsovo, Novosibirsk Reglon Research and Production area, building 36, office
2‘11 Russian Federation, tel. +7 (383) 336-73- 46 tel./fax +7 (383) 332-67-49

European authorized representative:

Bioron GmbH
Address: Rheinhorststr. 18, D-67071 Ludwigshafen, Germany, tel : +48 (0) 621 5720 915 fax +4t (0]
621 5720 916

Date: 2017/10/16

Valid until: 2022/07/03

e
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