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GBG- MDL SRL

Global Bforrarketmg CroUp

Moldova

65 Tighina 8tr., office 607

MD-2001 Chisinau
Republic of Moldova

By lnerféb‘y,
Dietzenbach|
Moldova, 65

Germany,

‘and toirepre

we, NovaTeo Immundiagnostica GmbH, Waldstr
declare that GBG-MDL SRL Global Biom
: Tighina Str., office 607, MD-2001 Chisinau, Republic of
is our authorized drstri:utor designated by us to promote, to registel
ent’ ourlprfadths in the territory of the Repubhc‘of

INo

To whomever it may conc.erri:

'This dﬂclara ion is valid until December 31" 2020 unless termi

before the date of expination.

| With b(‘ast regards

_ agerm
63128

Geschallslihrung: |
Brina-haria Duchmann Bearlif

ach 12095

Handelsregister: HRB Ofian

i

N ",
Waldatraﬂ;e 23 A6
\Distzenbach, Germany

Doutsche Bank

B1Z 800700 24
Kto.-Nr. 0106120
BIG: DEUTDEDBFRA

IBAN: DE 20 5007 00240010 612000
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|

WaldstraBe 23 Al

Tal.: +49 (0y60 74
Fiix: 48 (0) 60 74
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3128 Dislzenbach),

ternet: www.Nove

ver 18", 2019

3 AB, 63128
keting Group
Moldova
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ﬁg Monobind Inc.

The World Resource folr Diagnostic Products

www.monobind.com

100 North Painte Drive
Lake Forest, CA 92630

TEL 949.951,2665
FAX 943.851 /3639

Orange Coun%ty, California, ?anuaw 10, 2020

IM Global Bi_on?\arketiing Group Moldova SRL,

Tighina str.65,office 607 \

MD--ZOOl,Chisipau, Republic of Moldova
|

Commercialization Agreemént

To Whom It Mjay Concern:

We, Monobind Inc., an ISO 113485 certified company specializing in the resegrch, 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 Moldoya.

! |
This is also to jconfirm that IM Global Biomarketing Group is the exclusive disFribut br our AccuBind®
ELISA and AccuLite® CLIA products and accessories in Moldova. IM Global Biomarketing Group is
authorized to promcte and supply our products, to contract for their delivery|and tigke part in tenders
with our products. |

This authorization is valid until January 1, 2021. ¥ 4

On behalf of the Monobind Inc.
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Alicia Jerome Volkov % o #
Marketing Director %, ATIRRS A

Monobind Inc, e I o

Monohind Inc.
1SO 13485 Certified Company




Certificate of Registration
of Quality M
to I.S. EN ISO 13485:2012

The National Standards Authority of Ireland c
Monobind Inc.

100 North Pointe Drive

Lake Forest, CA 92630

USA |

has been assesséd and deemed to ;ampiy will

requirements of the above standard in respec
operations given below: :

lanagement Syste

t of

i

h th

ies that:

e |
the scope d

\f

The Design, Manufacture and Distrik
Vitro Diagnostic Medical Device Imn

and Related Reagent Products and E

| |
Additional sites coveﬁed under this multi-site!: certification
Annex (File No. MD19.4585)

. fodts

App:roved by:
Susan Murphy
European Medical D

Approved| by:
Geraldine Larkin
Chief Ex_ei::utive: Officer
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Registration Number: MD19.4585
Certification Granted: May 18, 2010
Effective Pate: Oct 29, 2017
Expiry Daite: Oct 28, 2020

| | w - )
National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +:

13485201 2-MSP-US (2.0
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articoli per laboratario | analisi
disposable labware

Messrs
*GBG-MLD" SRL
STR. TIGHINA 65
2001 CHISINAU
MOLDOVA |

www. kima.it

Piove di Sacco, 26/02/2019

DISTRIBUTOR AGREEMENT

To whom it may concern, we h@reby declare that:

KIMA sas — Via Leonardo Da \j/inci 22 - 35028 piove di S%cco - (PD) - ITALY

appoints "GBG-MLD" SRL — STR. TIGHINA 65. - 2001 CHIi’SINAU -MOLD

OVA

! !
as authorized distributor of KIMA plastic labware productsﬁ in the territory of M(
stic labware pro

GBG MLD has the right to import and distribute KIMA pla
= : [

This Agreement is valid one (2) years from the present de{te.

'
§

The Distributor does not have any possibility to oblige the company K{IVIA g
delivery time as well as prices without prior written author{zation from KIMA sa

KIMA sas keeps the right to mbdify the prices according tio the market of

ducts.

DLDOVA

as with quantities or
s.

the raw materials.

Rg;r{z
/ /@ ifegtor 7
| SHLL.
\ o Da Vincl, 22

35028 PIGVE DI SACCO (PD)
«_ ParlfialVA 01466290283

il: Info

KIMA S.r.l, - Via Leonardo da Vinel, 22 - Z.1, Tognana - 35028 PIOVE DI SACCO (PD) laly - e-ma
e Parli

Tel. +39 049 0719511 - Fax +39 049 9719542 - 9719543 - Regislro Imprase Padova, Codice Fiscale It

Bkima.ll - Cap. Soc. € £0.000,00 i.v.
a IVA 01466290283 - REA PD 160069
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Tl PTEIATIONAL GERTIFCATION NETWORK
www.ignet-certificetion.com

|

G

1QNet,| the association of the world’s first class
ertification podies, Is the largest grovider afmanagwnum
lspstem Certification in the world,

IQNet i5 equmpased of more than 310 bodles and counts
ovilr 150 subsidiarfes all over the globe.

CERTIFICATO n. 4265/4I/C
CERTIFICATE No. i

St CERTIFICA GHE IL SISTEMA DI GESTIONE PER LA QUALITA;DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

'KIMA S.R.L.
i

UNITA OPERATIVE / OPERATIVE UNITS

a Industriale Tognana - 35Q28 Piove di Sacco (FD)
ltalia

%

e .,

|
Via Leonardo D‘a Vinci, 22 - Zoﬁ
|
|

| |
E CONFORME ALLA NORMA / /S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gesliode per la Qualita / Quality Management Sysre;m
| [

PERLE SEGUEN'Ij'I ATTIVITA / FOR THE FOLLOWING ACTIVITIESI
EA: 29

Commercializzazione di prodotti del Gruppo: kit di?gnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Tradling of the products of the Group: diagnostic kits, culture /ngdia for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Rifericsi alla dosurmentazione de| Sislema di Géslione per fa Qualits aziendale per Iapplicabilita dei requisii della norma di riferimento.
Refer {o the documentation of the Qualily Managemen! Syslem for details of application to reference standard requirements.

| ¢
Per informazion punluali & aggiomale circa evenluali variazioni infervenute nello slato della cerfificazione di ¢ui al presente certificalo,

sl prega di confatiars il n° telefonico +39 02 725341 0 indirizzo e-mail info@icim.il. |

For timely and updaled information aboul any changes in the certificalion stalus referred o in 1his certificale,
please conlact H‘m number +39 02 726341 or email adoress inlo@icim.it.

Data emisslone Emissione corrente Data di scadenza

First issue Currenl issue Expiring date

18/01/2007 18/01/2019 17/01/2022

| o
1 M\
U
T ML i
 IMs.pA. |
Piazza Don Enrico Mapelily75 - 20099 Sesto San Glov%nni M)
wwwicim.il
S ACCREDIA ,.
e LI aLiAse T Accebitasuia ||
o ] |
- | www.clsg.com
= |
0 N°
8 SGQ N° 004 A | F150 & la Federazione Itallana di Drganism| di
E% gertificazione del sistem| di gestione aziendale.
S Membro degll Accordi di Mutun Riconoscimento EA, [AF e}lLAC [°15() Is the Itallan Federatlon of magagement
Signatory af EA, TAF ani ILAC Mutual Recognition Agreements system Certification Bodlas
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1Qhiet,

certification

ICIM

CERTIFICA}TO n. 4265/41A
CERTIFICATE No. : |

S| CERTIFICA CI-iE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM QPERATED BY

MEUS S.r.l.

Unijté Operative / Operative Units

IgNet Is e
ovEy

il
Via Leonardo D‘a Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia
Progettazione e produzione di kit diagnostici per I'analisi del sangue € dei fiquidi biologici. Progetrqz:‘one i

| produzione di terreni di coltura per microbiologia.; |
Progett%azione e produzione di stampi per articoli in plastica per laboratorio analisi.
MEUS S.r.t. - Via dell'Industria 2-16 - 35020 Arzergrande (F?D) — ltalia
Progettazione e produzioﬁe di aghi e dispositivi sterili per il prefievo ematico.

£ CONFORME ALLAINORMA / /S IN COMPLIANGE WITH THE STANDARD |

UNI CEI EN ISO 13485:2016 |

Sistema di Gestione per |a Qualita / Quality Management System [

|
PERLE SEGUEI\iITI ATTIVITA | FOR THE FOLLOWING ACTIVIT)E"S |

! EA: 14

! é
Progettazione ‘e produzione di kit diagnastici per 'analisi del sangue e dei liquidi biolagici.

Progettazione e produzione di terreni di coltura per microbiologia. Progettazione e produzione {

aghi e dispositivi sterili per i prelievo ematico. Progettazione e produzione di stampi per &
plastica per laboratorio analisi.

rticoli

Design and production of diagnostrfc kits for blood and biological liquids analysis. Design and
production of culture media for microbiology. Design and production of sterile needles and devic
for collection of haematological san?p/es. Design and production of moulds for plastic labware,

Riferirsi alla documenlazione del Sislema d:i Gestione per la Qualita aziendale per 'applicabilita dei requisiti della norma di riferimento
Refar to the d {alion of the Quality M: { System for delails of application fo ref  standard requi f
Per informazioni puntuali e aggiomate circé evenluall variazioni inlervenule nello stato della certificazione di cuial presente certificato,
si prega di conlatiare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updafed informgtion aboul any changes in the cenification sltafus refefred lo ift this certificate,
pleass contact the number +39 02 725341 or email address info@icim.it. |

Data emissione Emissldne carrente Data di scadehza
First issue Current issue Expiring date :
18/01/2007 18/01/2019 17/01/2022
' \ ,4"\
| ) |
: o\ VA ‘
: ICIN' S.p.A.
Piazza Don Enrico Mapelli, {5 ~ 20099 Sesto San Giovanni (Ml) |
w icim.il |

'ACCREDIA

i
NI ARG DN ACERDITAMENTEN | e

SGQ N° 004 A

tAernbro degll Accordi 1 Mutuo Riconoscimenta EA, 1AF & [LAC

Signatory of EA, 1AF ar}‘d ILAC Mutual Recognition Agreements
. |

0860CM_02_IT

CISQis a memt;er of

e e t————
o INIIHNA"DN#LCIJIIIII:T“W NETWORK
ww.Ignet-certificetion.com

the essaciation of the vrorid’s first clas:
bodles, /s the largest provider of management
Eystem Certification in the world,
mposed of more than 30 bodjes and caunts
l- 150 subsidiarles all over the giobe.

Fs'nﬁﬂ_hx‘wk

cl

www.clsq.com

150 & la Federaziona Itallana di Grqpnlsm[ di

srtificazlony del sistern) dl gestlone gzlandala,

156) Is the [tallan Federation of managemant
system Certification Eon‘les.|
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lsystem Certificatian in the warld.

IgNet is e
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CERTIFICATO n. 4265/4/B
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT S YSTEM OPERATED BY

ROLLS.RL.

UNIITA OPERATIVE / OPERATIVE UNITS

Via Leonardo DalVinci, 24A - Zoha Industriale Tognana - 35028 Piove di Sacco (PD)

} ‘ Italia

! 3
E CONFORME ALLA ‘NORMA 1 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Geslione per la Qualita / Quality Management Syst?m

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIE:'S
EA: 14

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per Panalisi del sangue e dei liquidi biologi
Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

. Design and production of Holders for vacuum sampling.
Design and production of diaghostic kits for blood and biological liquids analys
Injection moulding of thermoplastic materials for medical devices.

Riferirai alla documentazione del Sistema di Gestione per ia Qualila aziondale pir Isppicabilitd dei requisit della norma di riferimenta.
Refar l‘n (he documanialion of the Qualily Maragement Syslem for detais of application lo refarence siandard requiramanis,
Per informazioni puntual & aggiomake circa evenluall variazioni Inlenvenulz nello siato desa certificazione di eui al presente cerlificato,
si prega di conlatiare il n° telefonico +39 02725341 0 indirizzo e-mall info@icim.it. |
For limely and updated informalion aboul any changes in he cerfificalion stalus refarred lo i this certificate,
pleasa conlac! the pumiber +30 02 725341 or amail address info@icimit.

=

S.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022

) 0 "

\ il

ICIM S'p.A.
Piazza Don Enrica Mapelil, 75~ 20099 Sesto $an Giovanni (M)
wicimil

ACCREDIA %

LLA LR AL D ACCROANLETE. || %

SGQ N°004A

0860CM_02_IT

|
Membro degll Accord| di Muliis Riconoscimento EA, IAF e‘lLAC
Signatory of EA, 1AF and ILAC Mutual Recognition Agreements

EN

www,cisg.com

F15Q & la Federazione ltallana di Org
lartificaziona del sistemi di gestlone
FISQ Is the Italian Federatlon of maii
system Certification Bodles

the assaclation of the world's first clas)
badias, s the largest pravider of managemeant

tmposed of more than 0 borfias and oty

janisml di
aziendale,
ragemant




£ISQ is a member of
B anE e i b

sl

T |
]l INTEANATIDNAL CERTIFICATION NETWORK
www.ignet-certification.com
IoNet,|the assoclation of the world's first cluss

cartification bodies, {5 the largast provider of managament
ystem Certification [n the world,

- N
"
1QWet 1s eqmposad of more than 30 bodles and cdunt
ovdr 150 subsidiaries all over the globe.

CERTIFICATO n. " |
CERTIFICATE No. |

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI I
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPE!?ATED BY |

VACUTEST KIMA S.r.l.

|
| Sede/ Head office | !

Via dell‘lndus‘tria, 12 - 35020 Arzergrande (PD) — Italia,
Ufficl direzionali @ amministrativi

Unita Operative / Operative Unlis | |

Via dell'lndus:tria, 12 - 35020 Arzergrande (PD) — ltalia LT LI

Progettazione e prédt:zione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e|urine.

Produzione di provettq per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostic, terreni ¢l

coltura per microbiologia, articoli in plastica? per laboratorio analisi, provette con vuolo predeterminato e aghi sterill.
Via Leonardo Da Vinci, 22 - 35028 Piove di Sacco (PD) [

Uffici commerciali e magazzino. I |

: |
E CONFORME ALL?A NORMA / /S IN COMPLIANCE WITH THE STANDARD |

UNI CEI EN ISO 13485:2016

Sisterna di Gesj[ione per la Qualita / Quality Management Sy:stem

PER LE SEGUENTIATTIVITA / FOR THE FOLLOWING ACTIVIT?ES

1 EA: 14 - 29 | i [

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo emati{l‘,o, liquidi
biologici e urine. Produzione di provette per microprelievi di sangue. Commercializzazione di pradotti
del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in plastica per latToratoric

analisi, provette con vuoto predeterminato e aghi sterili.

Design and production of test tubes with predetermined vacuum for collection of haesmgtologigal

samples, biological liquids and urine samples. Production of test tubes for micro-collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for

microbiology, plastic disposable labware, test tubes with predetermined vacuum and sterile neeglles.

Rilarirel alla docuimentzzions del Sistera di Gastiona par la Quaita aziendale per lapplicabifi dai requisil delta narma di rilarimenlo.
Refirin this da tation of fhe Quality g { System for details of application fa reference sfandard raquientents.
Per infarmazioni puntuali & apalomate clrea eventusll variazioni intervenutz nella stalo della ceriificazione dicui al presenta cerbficato,
i prega di contaliare il n* telelonico +39 02 725341 v indirlzzo e-mail info@icim.il
For liniely and pdaled information abiaut any changes in the certification sfalus refered fo i [his ceriificale,
pisase contact (ha number+39 02 725341 or gmall sotdress info@jcim. it |
|

Data emissione Emissioﬁe corrente Data di scadenza
First issue Current Issue Expiring dale |
18/01/2007 | 18/01/2018 17/01/2022 |

ICIM S.p.A.
Piazza Don Enrico Mapelli 76 — 20099 Sesto San Giovanni (M)

o, clmil FEDiE-!i{&iIbH.E |

cisq

| www.clsq com

ACCREDIA ',

IRHCTE MALAND T ACCREDTIAMENTD |

$GQ N° 004 A | (Hi50Q & la Federazions Itallana dl Organksmi di
| chrtificazione del sisteml dl gestlone azlendale.
Membro deglt Accordi (h Mutuo Rliconoscimento EA, 1AF e 1LAC L15Q Is the Itallan Federation of managemant

signatory of EA, TAF a-.‘d ILAC Mutual Recagnition Agreements system Certlfication Hodles.

0860CM_02_IT




{BORTECHNIK

EG'KONFORMITATSERKLARUNG * EC DECLARATIOhII OF
| KABE LABORTECHNIK GmbH
| Jigerhofstrafie 17 ‘

. 51588 Nﬂmbre‘cht—EIsenToth

| Deutschland / Germany |
Wir erklaren in alleiniger Verantwortung, dass die In-Vitro- Diagnostika der Produklgr‘uppe
We declare under our sole responsibility that the in-vitro-diagnostica of product group

| capillary blood collecTon s

Name und Adresse des Hersteliers:
! Name and address of the manufacturer:

[ kapillare Blutentnahmesysteme
« Kapillarblutentnahmesystem (GK) « capiliary blood collectlor
« kapillare Probenbehiltnisse
« Blutgaskapillaren (BK)
« Hamatokritkapillaren (HK)
» end-to-end Kapillaren (EK)

« blood gas caplllarlés BK

« haematocrit capillgries (

« end-to-end capillaries (E
|

T  Andere IVD-Produkte | |
s i Other IVD-devices

den einschiigigen Bestimmungen der IVD-Richtlinie 98/79/EG und deren Umsetzu
entspricht, Die Konformitatserklarung gilt fur die durch die KABE LABORTECHNIK GmbH

meets the prowsmns of the directive 98/79/EEC and its transpositions in national laws whid
is valid for the batches released by KABE LABORTECHNIK GmbH. |
|
Rlchtl:nle 98/7T9/IEWG Aqhang
| Directive 98/79/EEC Annex Il

; Konformitgtsbewertungsverfahren:

Conformit‘y assessment procedure:

. capillary sample containgrs

CONFORMITY

ystems
system (GK)

y
iK)
K)

ngen in nationale Gesetze
freigegebenen Chargen.

h apply to it. This dedlaration

KABE LABORTECHMNIK Gmbh
Jagerhofstral3e 17
S 5 - ht-Elsenroth
Nimbrecht:Elsenroth, 21.03.2013 o e '%ﬁi"é‘?ﬁ? 2*1‘315%’3‘2”0

“André Kolpe, ﬁscnaftsfurfrr M

Kanformitaetserklaerung_IVD_PG2B.doc
[

anaging director
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