DIA. | Dia.Pro

PRO | Diagnostic
BioProbes

Letter of Authorization

We, “"Dia.Pro Diagnostic Bioprobes S.r.l.”" located at Via G. Carducci, Nr. 27 -~ Sesto San

Giovanni (Milan) 20099, Italy, authorize

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

MD-2001 CHISINAU

REP. MOLDOVA

in various tenders with Dia.Pro ELISA products.

We, Dia.Pro Diagnostic Bioprobes S.r.l shall supply our distributor GLOBAL BIOMARK
GROUP - MOLDOVA SRL with all products in strict compliance with the existing "Distr
Agreement” reY 0117 valid until 31-Dec- 2020 with possibility of renewal upon agre
between both ‘partles for an addlt|onal perlod

Dia.Pro D|agnolst|c Bioprobes S. rl will grant the supply of all awarded tenders unt
natural explry‘ of which a documental proof has to be provided to Dia.Pro by the dist
GLOBAL BIOMAhI(ETING GROUP - MOLDOVA SRL.

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

Dia. on Dia tIC Bioprobes S.r.l.
DIA.PRO.
\guprbes C)Mwmmnc BIOPROBES Sl
Dr.ssa Riorenza Scozzesn
Legal Represe tative

as our exclusive distributor for the territory of the Republic of Moldova, to participate

ETING
ibution
ement

| their
ributor

DIA.PRO Diagnostic Bioprobes S.r.l,
‘ Sede legale e lab.; Vid G.Carducai, 27 —- 20099 Sesto S.Giovanni (M1) — Italia
Tel, 439 02 27007161/6450 » Fax +39 02 44386771 + hito:/iwww., diapro.it » E-mail: info@diapro.it
Capltale sociale €50.000,00 |.V. - P,IVA: 11924660159 Reg. Imp. 11924660159 - REA 1509959




IDIA. | Dia.Pro
JPRO | Diagnostic

BioProbes

EC DECLARATION OF CONFORMITY

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

' PRODUCT HBs Ab
CODE: SAB.CE (96 tests)

CLASSIFiCATION ANNEXII - 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 I\

. except Section IV) of the Directive 98/79/EC),

| RELEASED BY EC NOTIFIED BODY N° 0318

o DESIGN CERTIFICATE N° 2003 12 0390 ED
‘ RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 03 j 3

~

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M1) - DECEMBER 2013
EMISSION ‘
SIGNATURE

Legal Representative [],‘."I.,';'.... i
Dr.ssa Fiorenza Scozzesi /

Rev: | 12/2013

DIA.PRO Diagnoslic Bioprobes S.r.1,
| Sede legale e lah.: Via G.Carducci, 27 — 20099 Sesfo S.Giovanni (MI) — ltalia
Tel, +39 02 27007161/64560 + Fax +39 02 26007726 » hitp:/iwww.diapro.it * E-mail: info@diapro.it
Capilale soclale €50.000,00 LV: - PIVA: 11824660159 - 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 HBc Ab
CODE: BCAB.CE (96 tests)

CLASSIFICATION ANNEX II - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX 1V

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

NOTIFIED BODY AEMPS —n° 0318
(EC) CERTIFICATE(S) e IFULL 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 0391 ED

)

RELEASED BY EC NOTIFIED BODY N° 0318
o 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) — DECEMBER 2013
EMISSION

SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

[(Rev: 1273013 |

DIA.PRO Diagnostic Bioprobes S, 1.1,
Sede legale e lab.: Via G.Carducel, 27 - 20099 Sesto S. Giovanni (MI) — Italia
Tel, +39 02 27007161/6450 » Fax +39 02 26007726 htp:iiwww.diapro.it « E-maif; info@cdiapro.it
Capitale soclale €50.000,00 1.V, - P.IVA: 11924660159 — Reg. Imp. 11924660159 ~ REA 1509959




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

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

ANNEXII - 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 1V —
except Section V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
DESIGN CERTIFICATE N° 2003 12 0392 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 - JANUARY 2004

Legal Representative
Dr.ssa Fiorenza Scozzesi

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

DIA, PROY
u}ff‘umfu

[Rey: Tiam013 ]

DIA.PRO Diagnoslic 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 « hitp:/fwww.diapro.it » E-mail: info@cdliapro.it
Capitale sociale €60.000,00 V. - P.IVA: 11924660159 ~ Reg. Imp. 11924660159 ~ REA 1509959




Dia.Pro
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BioProbes

EC DECLARATION OF CONFORMI'

Iy

DIA.PRO DIAGNOSTIC BIOPROBES S.IR.L.

MANUFACTURER
VIA G. CARDUCCIL N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HDV Ab
CODE: DAB.CE (96 tésts)

|
CLASSIFICATION ANNEX I1- LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX 1V

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 F QJLL 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° (3

e DESIGN CERTIFICATE N° 2003 12 0393 ED
RI%ILEASED BY EC NOTIFIED BODY N° (0318

o UNE ENISO 13485 N° 2013 11 0039 EN,

RELEASED BY EC NOTIFIED BODY N° 0318

S ‘
PLACE & DATE OF FIRST ISSUL

MILANO - JANUARY 2004

PLACE & DATE OF CURRENT

SESTO SAN GIOVANNI (MI) — DECEMBER 2013

EMISSION
SIGNATURE DiA. PRO
Legal Representative DIAGNOS G- ,_;‘g{_|;-;1'ig‘i_:ili';; &l
Dr.ssa Fiorenza Scozzesi ) . ) }f r_.f
( fArLL
el rf{
//

[Rey: [ 1272013 |

DIA.PRO Diagnostic|Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducei, 27 - ?0099 Sesto S.Giovanni (M) — ltalia
Tel. 39 02 2700716 1/6450 » Fax +39 02 26007726 hitp:/iwww. diapro.it » E-mail: info@diapro.it
Capitale sociale €50.000,00 |V, - P.IVA: 11924660 159 - Reg. Imp. 11924660159 - REA 1508959




'“EiiI!TIFiCAD,O"DE EXAMEN CE DE DISENO

¥

de acuerdo con el Anexo IV, punto 4, dela Directiva 98/79/CE
| BC DESIGN-EXAMINATION CERTIFICATE
in ag%cairdance with Annex IV, Section 4, Divective 98/79/EC

PRORROGA/EXTENSI ON —- Fecha inicial/ Initial date: 11/12/2003

E!i.a'cllla de Gltima prérroga/ Last extension date: 27/11/2013
Certificado ri"/Cert{)‘ici:teéno Fecha de validez/Date of validity ON n*/NB no
2003 12 0390 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

Fabricante/Manuafuctirer:
Nowmibre/Namé: DIA. Pro 'D;Jagnnstic Bioprobes S.r.l.
Direceion/dddress: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Ttaly).
Representante sutorizado ante la UR/duthorized EU representative:
Nombre/Name: Idem  Diveccién/Address: Idem

Para eliproducto/For the product: |

Categorta/Catugory: Productos Sanitarios para Diagndstico “In Vitro™ / In Vitro Ljiagnostic Medical Device:
Grupo.genérico/Generice éruq:p: Diagndstico de enfermedades infecciosas / Diagnogtic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to Uils Certificate.

Elaborado en/In the fnci‘?itiés: ; 1

Dia. Pro Diagnostic Bioprobes S.r.l.
Via'G. Carducci, 27 -20099: Sesto San Giovanni — Milano (Italy).

1 ; T
Este certificado debe ir é.coimpaﬁadn. por ¢l certificado CE de Sistema de Garantia de Calidad Total N
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance Svsten
Certijficate N” 2003 12 0388 CT.
Este certificado es conseeuencia de la evaluacion de la documentacion téenica del diseiio contenida en e
expediente N° 2003 05 0240, y garantiza que el diserio de los productos descritod cumple los requisitos dg
la Directiva/ This certificate is issued on the assessment of the design documentition contained in dossier
N°2003 05 0240, and guarantees that the design of the described products Julfil the requirements of the
Directive,

]

Madrid, 18 de noviembre de 2018 | v
DIRECTORA DE LA AG-ENGJA ESPANOLA DE MEDICAMENTIOS Y PROIZ#UCTOS SANITARIOS

dGencis

m‘gfé’-“"" eSpafiola de

b 'Camentog

ro ;
ductos Sanitarjog
Fdo. M# Jesus Lamas Diaz
Firmade digitalmente por Agencla Espz’.ﬁ ide Madicamantos y Produsios Sanilarios Localizador: 62Y62AGS53D :
Fecha de |a firma: 18/11/2018 : 5
. J

fmo enla a[illcacibn Localizador de la Web dc la AEMPS

Puede comprobar 4 autenticidad del do?y :

| C/ CAMPEZQ, 1- EDIFICID 8

[CORRED ELECTRANICO | Pagina 1de 2 i
: : i 28022 MADRID
unU.’!‘iH@aamps.os | Tel.|(+34) 802,101,322 /(+34) 51.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822,54.89




. CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de 1a Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in m.f,ardance with Annex IV, Section 4, Directive 98/79/sC

PRORRQGA!EXTENSION——- Fecha inicial/ Initial date: 11/12/2003
lTcha de ultima prorr ogaf Last extension date: 27!11;’2013

Certl‘ ieado. n°/Cerr{ﬁpate no Fecha de validez/Date of validity | ON n"/NB "o
2003 12 0390 ED Desde/Fror}n 19/11/2018 Hasta/To 18/11/2023 ’ 0313

A favoi" de/In faveur of
F cante/ ucturer:

Nombre/Name: Dia, PIIO ﬁiag:mstic Bioprobes S.r.l. _
Direa.eiciniftddwn Via G. Carduccl, 27 -20099— besto San vaanm Milami: (Ltaly),

Nmnbremem? Idem l}iiecciunf/:lddress Idem

Tipo de producto / Dewce ype: Reactivos y productos reactives,: calibradores y materiales de control
ntrol

para el dlagndstico de enfermedates infeveiosas / Reagents, und reagent products, calibrators and cor
materials for diagnostic af human infectious diseases.

Clasiﬁcj:!ﬁ;i6nfC‘JassUEcr.f.firm.'. Lista A, Anexo Il / List A, Annex I )

uantificacién en muestras
icas de Inmunoabsorcion
ion

Reactiyos y productos) rulntwoa. para la determinacidn, confirmacién y ;]
humanas de murcadni-esl de infeccion por Hepatitis B, mediante téc
enzimética (ELISA)/ Re|at,reu{s and reactive products for the determination, confirmation and quantifica
in human specimens of rpm ‘kers of Hepatitis B infection, by Enzyme- -linked immunosorbent assay (ELISA)

INANDO: [VD 0203]
HBs Ab ELISA c;i;alitati?o-cuantitﬂti'\zo | ELISA qualitative-quant;'tative
. SAB.CE (96gies§s)

Este certificado ampar'a odas las marcas de estos productos incluidas por el fabricante en su
declaracién de conformidad. / This certificate covers all trademarks of these |products included by' the

manyfacturer in his declaration af conformity,

. Madrid, 19 de noviembre de 2018 ;
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y F’RODUCTO&, SANITARIOS

48eNncia egpa
: RPanola
.I ]I Medicamongog o
pr‘oducios y

Sanitariog

Fdo, M# Jests Lamas Diaz

’ Localizador: 6’Y6F‘AG’S‘ED
Fecha de lalfirma; 19/11/2018 i

|3 {
Fuade c.ornprutrar I3 autenticidad del documama enla aphcamon LocanzadTr de la Web de la AEMPS

Firmacdo dlg_ltafm'qnte por: Agencia Espa;r\i'ie]a de Medicarﬁenlos y Produclo:s Sanitarios }
I
I

3 H i
[CURREO ELECTRONICO | | i Pagina 2 dg 2 [ C! CAMPEZOQO, 1 - EDIFICI( &
| 28022 MADRID
unDSW@aempsl_ea [ Tel, | (+34) 902.101. 322/ +o4) 91,822 .54.47
1 (+34) 91,822 52.89

ORGANISMO NOTIFICADO 0318 |

i
| i
I |
il i
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CERTIFICADO DE EXAMEN CE DE DISENQ

de acuerdo con el Anexo I, punto 4, de la Directiva 98/79/CE
| EC DESIGN-EXAMINATION CERTIFICATE

in accordance with Annex 1V, Section 4, Directive 98/?F/E C

PRORROGA/EXTENSION — Fecha iniciall Initial date: 11/12/2003
Fecha de (ltima provrog/ Last extension date: 27/ 11120*3‘
1] i

|
|

Certiﬁc:i‘:dn n“fC'm'r{ﬁcézfefna Fecha de validez/Date of validity ! ON n°/NE |ino
200312 0393 ED | Desde/From|19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of: | \

Fabricante/Manufacturer: |

Nombre/Name: DIA, P;'{l Diagnostic Bioprobes S.r.l.

Direecion/dddress: Via G, Carducel, 27 -20099- Sesto San Giovanni — Milano (Italy).
it whorized EU representative:

NombﬁE/Name: Idem I)_'iri:_'cciém‘xl dafress: Tdem i

Para el producto/For the product; |

Catego?xfi’:{frﬁ‘awgm;v: Productos Sanitarios para Diagnastico “In Vitre™/ In Vitre Diagnostic Medical Devicey
Grupo genérico/Generie groyp: Dingndstico de en fermedades infecciosas / Diagnostic of infectious diseases
Tipo/ Type: Especificndos en Anexos de este Certificado/Specified in dnnexes to thiy Certificate. \ &

Elaborade en/ln the facilities: | I_ »

Dia. Pﬁ@' Diagnostic Bioprobes sl !
Via G. \Cﬂ_rducci} 27 -20099- Sesto San Gigyanni — Milano_(Italy).

Este certificado debe ir %.co!mpaﬁado por el certificado CE de Sistema de Gargntia de Calidad Total NP
2003 12 D388 CT/ Thrﬁ&‘: cc:er.'l'ﬁmt(e must be aceompanted by the EC Full Quality Assurance Systen
cengﬁc-;;arga N°2003 12 0388 CT. | ‘
Fste certificado es consecuencia de la evaluacion de la documentacion téenica del disetio contenida en ¢
cxp;di@bt- N° 2003 05 0240, y garantiza que el diseffo de los productos deseritos cumple los requisitos d
la Directiya/ This certificate is issued on the assessment of the design documentation coniained in dossiel
N4 200805 0240, and guarantees that the design of the described products fulfil the requirements of th
Directive, ' i

| |

‘ | | Madrid, 19 de noviembre de 2018

RA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

|
: i 5
’I }E I medie 23Pafiola o
. ca'hﬂ ¥
Productos o 25 ¥

i
Sanitaripg

DIRECTO

Fdo. Mja JésUs Lamas Diaz

Firmado digilalrienle por: Agencia Espafiolaide Medicamentos y Productos Sanitarios Localizador: GJECB290C8-

Fecha de la firma: 18/11/2018 | | | | 1

Puede comprobir 14 autenticidad del duciurnajﬂu enla aélicacién Logalizador de fa Web de la AEMPS

G/ CAMPEZO, 1 - EDIFICIO B

; 24022 MADRID
Tel,| (+34) 802,101,322 /(+34) 91,822.59.97
i Fax: (+34) 91.822.52.89

[CORREO ELEGTRONICO ] t | \ Pagina 1 de 2
0n0318@_aa|‘nps.asl {

ORGANISMO NOTIFICADO 0318




(“ERTIFICADO DE EXAMEN CE DE DISENO
de muerdo con ¢l Anexo IV, punto 4, de la Directiva 98/79/CE

| \ EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annay IV, Section 4, Directive 98/79/IC
PR(')RROGA!EXTENSION—- Fecha inicial/ nitial date: 11/12/2003

Fr:clya de tltima prorroga/ Last extension date: 27/11/2013

Cel‘tﬂ’it‘lado no/Certif a‘e no F‘echg‘ de validez/Date of validity ON n°/NB no'
2003 12 0393 ED Desde‘/Fro}p;lWlleﬂlS Hasta/To 18/11/2023 0318

A favor d,e!In Suvour oft| | ,

Eabricante/Manufucturer: ! ‘

Nombre/Name: Dia, Pro Dlngnostlc Blop»robqs S.r.l.
Direceitn/Address: Via G. Carduccl, 27 -20099- Sesto San Giovanni~ Milan¢ (Italy).

eErL.mantantg autorizado ante la UEr‘Au{har!;ed EU representative:

Nombrc;‘Name Idem Dueccmn/Addres» Idem |

|
calibradores y materiales de control

Tipo de; Traductu / Dewce type: Reactivos y productos reactivos,
para el‘dl agnéstico de enfermedades infecciosas / Reagents, and reagent prodm.la calibrators and control
materzab Jfor diagnostic of human infectious diseases. I
Clasifi uu,iunfﬂ!fm;/:mr.-on* Lista A, Anexo IL{ List A, Annex I o
Reactivos y productos reactwos para Iz determinacion, confirmacién y ¢uantificacién en muestras
humanag de marcadores de infeecion pnr Hepatitis D, mediante técnicas de Inmunoabsor ¢ion
entimétlcn (ELISA)/ Reagmia and reactive prpducrs for the determination, con’f rmation and quantificafion
in humcmi specimens of mmi’kers of Hepatitis D infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: IVD 0203] | |
HDV Ab ELISA cualitativo / ELISA qualitative
.1 DAB.CE (96 wéts)
Este cu‘dﬁcado ampma :udas las marcas he estos productos incluidas pnr el fabrlc'mtc en st
declaracign de conformidad / Thgs certifi catq‘covers all irademarks of these pr oducts included by the
manufacﬂ{r@r in his declaration of conformity. || |
| !
| | Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGE'NCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
¥ @gencia pgpan
’I i ' ’”edfca,SSi?""’ de
| Productos sanirarmg’
|
i Fdo. M® Jests Lamas Diaz
1]
|
Flrmado d|g|talmen{a por; Agencla Esp'iﬁola de Medlcamantos y Produclns Sanltarios Localizador:_éJECEZQO ] I
Fecha de la firma: 10/11/2018
Pueds comprobar |4 autentlcidad del domrm:fnw an la aplicacién Locallzedor de ia Web de la AEMPS il
[correo ELECTRGNICO | Pégina 2 de 2 CI CAMPEZO, 1 - EDIFICIO &
un0318@aemps.es| i Tmf‘(+34) 902.101 azzmaa 91 agﬁq Eca!)?
Fax: (+34) 51.822,52.88

ORG‘AN|$MD NOTIFICADD 0318 |
| i |

. |
[ i




ﬁg Monobind Inc.

The Wodld Resourca for Dingnastic Products =0

100 North Poin

e Drive

Lake Forest, CA 92630
TEL 949.951.2665
FAX 849.951.3539

March 26, 2019
AUTHORIZATION LETTER

To whoin it may concern:

Herewith, we Monobind Inc., 100 N. Pointe Dr., Lake Forest, CA 92630 USA, do confirm that
MLD”SRL with its address: Republic of Maldova, Chisinau, MD-2001, str. Tighina 65, office 607,
exclusive distributor our AccuBind® ELISA and Acculite® CLIA products and accessories in Moldo
Global Biomarketing Group is authorized to promote and supply our products, to contract fo
delivery and take part in tenders with our products.

This authorization is valid until 31 March, 2020.

On behalf of the Monobind Inc. "533.;‘&’3"15?{'%"‘%
S,
72, o A %
o p— AR T

"4 E Y | 1978 #

o, g

Alicia Jerome Volkov b ML

Marketing Director & Corporate Officer

‘ Monobind Irc.
150 13485 Certified Company

“GBG-
is the
va. IM
r their




B

We, ____Maonobind Inc. ;

having a registrated office at: 100 North Pointe Dr. Lake Forest California, 92630 USA, assign Global

Blomarketing Group Moldova, having a registrated office at $tr, Chisinau MD -2001, Moldova, as

authgrized representative in correspondence with the conditions if directive, 98/79/EEC.

We declare that the company mentioned atlpoveiis authorized to register, notify, renew or modify the

registration of medical devices on the territory of the Republic of Moldova,

Place:1.00 Narth Pointe Lake Forest Ca, 2630 USA Date: 10/19/2017

Respegtiully,

A hato (e—

Antho ny Shatola
Quality Assurance Director
Monabind Inc.

Manobind Inc.
150 13485 & 180 8001 Cedified Company

AR, IMSNobing, col
100 North Poirste Driv
Laka Forast, CA 9263

TEL 949.951.266
FAX 949.951.353

v

L]

0
o
B




2013-09 DoC_MB_v08
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}Declarjatioh of Conformity
gnobind Inc | L

DECLARATION OF CONFORMITY

1) Manufacturer (Name, department); Monobind Inc.

Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES
and
2) European authorized representative‘ CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951 DB MAARN THE NETHERLANDS;

(on product leEIIa printed as:
CEpartngr4U | ESDOORNLAAN 13, 3951DB MAARN‘ THE NETHERLANDS. www.cepartner4u.eu)

3) PI’DdU th_:]_ (name, type or model/batch number, wetc)

Immuno assa?/ products;
ELISA, ‘
CLIA,

Control,
Instruments (see appendix)

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

Title Document No.
In vitro Diagnostic Medical Devices Directive 98/79/EC

5) Additional information {Conformily procedure, Notified Body, CE cerlificate, Registration nr., etc.).

Conformity assessment procedure for CE marking: /n vitro Diagnostic Medical Device Directive,

Annex ||
Registration nr, : NL- CA002-22758 and NL- CA002-22762

Lake Forest, USA; 2013-09-16 Mhn‘h’k

Tony Shatola; QA Director, Monobind Inc.

(Place & date of issue (yyyy-mm-dd)) (name; (unction and signature of maaufacturer)
Maarn, NL; 2013-09-16 s %
QIga Teirlinck; Consultant, CEpartner4U BV

(Place & dafe of issue (yyyy-mm-dd)) (n;ame; function and signature of authorized representative)
i

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2011:X :
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Appendix
Date: 2013-09-16

List of devices.

ftermit ltemit Itemit

AccuBind®  AccuLite® | ltem# Qiﬁ”" o® [nstrum EDMS code First|date of

Device typas ELISA CLIA Conttol ent CE-narking
Microwells Microwells |
Thyrold : !
Tolal | riidothyronine| (tT3) Test System 125-300 175-300 12.04.01,05.00 | Low | 2005-11-11
ﬁF;o_'r'riIdolhyrunine (fT3) Test Stystem 1325-300 1375-300 12.04.01.01.00 | Low 2005-11-11
Thyroxine (tT4) Test|System 225-300 275-300 12.04.01.07.00 | Low 2005-11-11
Free Thyroxing (fT4) Test System 1225-300 1275-300 12.04.01.02.00 | Low 2006-11-11
Thyrotropin (TSH) Test System 325-300 375-300 12.04.01.11.00 | Low | 2005-11-11
Rapid TSH Test System 6025-300 6075-300 12.04.01.11.00 | Low 2010-06-29
| 73-Uptake (T3U) Test System 525-300 575-300 12.04.01.06.00 | Low | 2005-11-11
Thyroxine-Binding Globulin (TBG) Test System 3525-300 3575-300 12.04.01.09.00 | Low 2005-11-11
[ Thyroglobulin (Tg) Test System 2225300 | 2275-300 12.04.01.08.00 | Low | 2005-11-11
Tota-l- Thyroxine (tT4), Total Triidothyronine (tT3) |
& Thyroid Stimulating Hormone (TSH) Thyroid 8025-300 8075-300 12.04.01.01.00 | Low 2005-11-11
Panel (VAST) Test System
ﬁal Triidothyronine (T3 SBS) Test System 8125-300 B175-300 12.04.01.01.00 | Low 2010-06-29
Total Thyroxine (tT4/SB3) Test System 8225-300 8275-300 12.04.01.01.00 | Low 2010-06-29
Free Thyroxine (fT4)| Free Triiodothyronine
(fT3) & Thyroid Stimulating Hormone Free 7025-300 7075-300 12.04.01.01.00 | Low | 2010-06-29
Thyroid Panel (VAST|) Test System
Neonatal Thyroid & Genetics o i
IEmalai TSH|(N-TSH) Test System 3425-300 3475-300 12.04.01.90.00 | Low | 2005-1 1—‘%1
Neonatal (N-T4) Thytoxine Test System 2625-300 2675-300 12.04.01.12.00 | Low | 2005-11-11
Neonatal 170HP (N-170HP) Test System 5525-300 5575-300 12.05.01.07 Low | 2008-02-01
Neonatal TBG|(N-TB(3) Test System 8925-300 8975-300 12.04.01.09.00 | Low 2013-09-16
Autolmmune Thyraoid ' - ; |
Anti-Thyroglobulin (Anti-Tg) Test System 1025-300 1075-300 12.10.03.04.00 | Low | 2005-11-11
Anti-Thyroperoxidase (Anti-TPQ) Test System 1125-300 1175-300 12.10.03.01.00 | Low | 2005-11-11
Fertility & Prenatal }
| Luternizing Hormone (LH) Test System 625-300 675-300 12.05.01.05.00 | Low | 2005-11-11
Eiclss Stimulating Hormone (FSH) Test System 425-300 475-300 12.05.01.04.00 | Low 2005-11-11
P_rol_a_ctin Hormone (RRL) Test System 725-300 775-300 12.05.01.08,00 | Low 2005-11-11
g;(;‘tffﬂt]'” Hormlofie Sequemall(PRLs) Test 6025-300 | 6075-300 12.05.01.08.00 | Low | 2008-11-11
Ig-yl;iégw%an Chorionic Gonadoliropin (hCG) Test 825.300 875-300 12.05.02.05.00 | Low | 2005-11-11
e ot SRR e 8825-300 | 8875-300 12.05.02.05.00 | Low | 2013-00-16
Rapid B-Human Chorionic Gonadotropin (Rapid | 3325-300 12.05.02.05.00 | Low | 2005-11-1{1
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-hC(G) Test System

Human Chorionic Gonadotropin (hCG) , Human

Prolactin (hPRL), Human Luteinizing Hormone _ _ 12.05.01.90.00 | Low 2006-08-24
(hLH), Follicle Stimulating Hormone (FSH) Sass-e00 H875-300 T

Fertility Panel (VAST) Test System

Alpha-Fetoprotein (AFP), Human Chorionic

Gonadotropin [{ hCG ), Unconjugated Estiol (u- 8525-300 8575-300 12.05.01.90.00 | Low | 2010-06-29
E3) Triple Screen (VAST) Test System

Pregnancy Associated Plasrna Protein - A ¥ 2 2 24 13-09-16
(PAPP-A) Test System 7925-300 7975-300 12.05.02.10.00 | Low | 2013-09-16
Sterold

Conrtisol Test System 3625-300 3675-300 12.06.02.04.00 | Low | 2005-11-11
DHEA-S Test System 5125-300 5175-300 12,05.01.02.00 | Low | 2010-05-29
Dehydroepiandrosterone (DHEA) Test System 7425-300 7475-300 12.05.01.02.00 | Low | 2011-09-26
Estradiol (E2) Test System 4925-300 4975-300 12.05.01.03.00 | Low | 2010-06-29
Unconjugated Estiol (u-E3) Test System 5025-300 5075-300 12.05.02.02.00 | Low | 2010-06-29
Froyesterone Test System 4825-300 4875-300 12.05.01.06.00 | Low 2010-06-29
2)8/:[!\‘:1rm0ne Binding Globulin (SHBG) Test 9125-300 9175-300 12.05.01.09.00 | Low 2013-00-16
| Testosterone Test System 3725-300 | 3775-300 12.05.01.10.00 | Low | 2007-11-01
Frec Testosterone Test System 5325-300 5375-300 12.05.01.10.00 | Low | 201C-06-29
17a-OH Progesterone Tes¢ System §225-300 5275-300 12.05.01,07.00 | Low | 2010-06-29
17a-OH Progesterone - Sl Test System 9825-300 9G975-300 12.05,01.07.00 | Low | 2010-10-18
Growth & Bone Metabolism o |
Growth Hormone (hGH) Test System 1725-300 17756-300 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
ésygjpyg]roxymam'” 02 (V”T""“ D3) Test 7725-300 | 7775-300 12.06.03.10.00 | Low | 2011-09-26
Diabetes I
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-Peplide 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-MI3 Test System 2925-300 2975-300 12.13.01.02.00 | Low 2005-11-11
Troponin | (cTnl) Test Systflsrn 3825-300 3875-300 12.13.01.07.00 | Low 2005-11-11
Bigoxm (DIG) Test System 925-300 975-300 12.08.01.01.00 | low | 2005-11-11
ﬁ@w_Sensitivity CRP (hs-CRF) Test System 3125-300 3175-300 12.13.01.90.00 | Low | 2005-11-11
—Mﬁ)globin Test System 3225-300 3275-300 12.13.01.05.00 | Low | 2005-11-1/1

it
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Declaration of Conformity

lteni# ltermt S ® Iteniit Al ;
AccuBing®  Acculite® | IeMix WoWEw  jnetrm Risk'  First date 0
CDnIFo! ent Gy codeitil s CE-marking

Deylo i ELISA CLIA
Microwells Microwells

Infectious Diseases _ i

| 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 1525-300 1575-300 15.01.04.03.00 | Low 2005-11-1[]1
m‘\ H. Pylori |gA Test System 1625-300 1675-300 15.01.04.03.00 | Low 2005»11-:11

Cancer Markers | ! | i : =g e b :
Tpha-Fetoprotein (AFP) Test System 1925-300 1875-300 12.03.80.01.00 | Low 2005—11~‘:|‘|
a-- 125 Test System 3025-300 3075-300 12.03.01.06.00 | Low 20051 1-‘|1 1

CA 15-3 Test System 5625-300 5675-300 12.03.01.02.00 | Low 201 O~06~.!9

CA -19-9 Test System 3825-300 3875-300 12.03.01.03.00 Low 2005-1 ‘i- 1

Carcinoembryonic Antigen (CEA) Test System 1825-300 1875-300 12.03.01.31.00 | Low | 2005-1 1'- 1

Cans Toer S e e o' Anigen 4625300 | 4675-300 12.03.01.31.00 | Low | 2010-06-29

(ngehccifﬁ’g?g;‘t‘?nf” Chorionic Gonadotropin | 9455300 | 2075-300 12.03.01.90.00 | Low | 2005-11-11

Allergy & Anemia | : : )

Ferritin Test System 2825-300 2875-300 12.07.01.02.00 | Low | 2005-1 1}‘ 1
 Folale Test System 7525-300 | 7575-300 12.07.01.03.00 | Low | 2010-08-29
| Immunoglobulin E (IgE) Test System 2525-300 2575-300 12.02.01.02.00 | Low | 2006-11-11

;;Z't'j;f"i” SARLE Reqrphar (STIR) 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 | 2011-08-26
| Folale, Vitamin B-12 (VAST) Test System 7825-300 7875-300 12.07.01.00.00 | Low | 2013-08-16

Miscellaneous Controls ' ;

m '.lthyroglobulin (Anti-Tg), Anti-

Thyroperoxidase (Anti-TPQ) Control — Positive AIT-101 12.50.01.16.00 | Low 2010-06-29

& Negative

High Level Fertility Control — Single Leve! — |
Progesterone, Estradiol, Human Chorionic FC-300 12.50.01.16.00 | Low 2010-06-29

Gonadotropin

Maternal Control = Tri Level - Human Chorionic

Estriol

Thyroglobulin (Tg) Control - TTi Level TG-300 12.50.01.16.00 | Low 20'IU~06§—29
H. Pylori IgG Control - Positive & Negative HPy-1gG-300 12.50.01.16.00 | Low 2010-06519
H. Pylori IgM Control — Positive & Negative HPy-IgM-300 12.50.01.16.00 | Low | 2013-08-16
H. Py.lori IgA Control — Positive & Negative HPy-IgA-300 12.50.01.16.00 | Low 2013-09@16
[in‘j)id Binding Globulin (TB() Control — Tri- TBG-300 12.50.01.16.00 | Low | 2013-09:l8

‘Hi;c.ellaneous Instruments . !
Autoplex ELISA & CLIA Analyzer INOOG 21.02.10.01 Low | 2010-06+2

9
Autoplex Generation 2 ELISA 8 CLIA Analyzer INOOB-2 | 21.02.10.01 Low | 2013-08:16
Lumax CLIA Analyzer INOO1 21.02.10.01 |l.ow 2006-08r24
Neo-l.umax CLIA Analyzer INO10 21.02.10.01 Low 201 1-091:-26
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ot e Itemitt O.;p‘urer'ﬁ: i i
Microwells Microwells
Impulse 2 CLIA Analyzer ! INOOS | 21.02.10.01 | Low | 2006-08-24
Impulse 3 CLIA Analyzer | | INOO7 | 21.02.10.01 | Low | 2010-06-29
Lumax96 CLIA Analyzer | | INOO4 | 21.02.10.01 | Low | 2007-03-1
Tu_Matic CLIA Analyzer ' INOOS 21.02.10.01 Low | 2011-08-26
Eldex 3.8 ELISA Analyzer | ; INOO3 | 21.02.10.01 | Low | 2007-09-10
Neo-Eldex ELISA Analzyer | IN009 | 21.02.10.01 | Low | 2011-09-26
Prlsr-.;lf\lic ELISA Analyzar | INO13 21.02.10.01 Low 2013-0$~‘ 6
| Plate Washer Microplate Washer IN0D2 | 21.02.10.01 | Low | 2010-06-29
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Certified |

DECLARATION OF CONFORMITY

Product Family TOTAL AND FREE PROSTATE SPECIFIC ANTIGEN (PSA and FP

SA)

Specific|Product Details
Producl:iDescription Item # ltem # EDMS Code GMDN | GMDN | Risk|Class
' ELISA CLIA ELISA | CLIA |
i Code Code |
Total PSA Immunoassay 2125-300 | 2175-300 | 12.03.01.32.00 | 54664 | 54665 | High/ List B
Free PSA Immunoassay 2325-300 | 2375-300 | 12.03.01.33.00 | 54668 54669 High::’ List B
Cancer VAST Immunoassay | 8425-300 | 8475-300 | 12.03.01.32.00 | 54664 | 54665 | High/List B
Multi Ligand Control ML-300 ML-300 12.03.01.32.00 | 38207 | 38207 | High( ListB
'] w f
Manufacturer | |
Name Monobind Inc. :
Address 100 North} Pointe, Lake Forest, CA 92630
Country United States
I I \
Representative ;
Name CEpartner4U BV,
Address Esdojornlaw‘an 13, 3951DB Maarn
Counitry The Netherlands
Telephone +31 (0)6 — 516.536.26

Notified Body
Name
Body|ID Number
CE Cert #
Registration #

Monobind Ing. declares that the product listed fis in conformity with the Annex 1V, IVD Type List B essentia
and provisions of Council Directive:

requirements
|

And is in confiormance with the foIIowin;g standards:

EN 13612—2002
ISO 18113:2009

\
Place and date

| Under the principles of 1SO 13485:2003
!
i

NSAIl

0050

304.1006
NL-CA002-2011-23306

Means of Conformity

98/79/EC

‘ \
EN 980-2008 ISO 14971:2009

EN 13640:2002

EN 13641;2002
|

Signature

Monobind Inc. October 28, 2011

Signature kSM.}g’Q

Name Tony Shatola Titte QA Director
100 North Pointe Drive i Phone: +1.949.951.2665 www.monolé)ind.com
Lake Forest, California 92630 1USA Fax: +1.949.951.3539 info@monobind.com
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