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r@ Monobind Inc,

d Fesouree for Biagnostit Produgts

www.monobind.com

100 North Pointe Drive
Lake Forest, CA 82630

TEL 949.951.2665
FAX 949.951.3539

Orange County, California, Janua;ry 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;

i

We, Monobind Inc., an ISO 13485\ certified company specializing in the research, development and
manufacturing of in vitro dlagnosthproducts for clinical and research application, located at 100 North

Pointe Drivd, Lake Forest, California 92630 USA;

Hereby autHorizes and entitles IM Global Biomarketing Group from Moldova |legally registered at Tighina
str.65,office| 607 MD-2001,Chisinau to effect clinical trials and evaluation of goods, registration of the
goods at Hefalth 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| B|omarket|ng Group is the exclusive distributor our An_cuBmd®
ELISA and Acculite® CLIA products and accessories in Moldova. IM Global Biomarketing Group-is

authorizejd fo promote and supply our products, to contract for their delivery and take part in tenders

with our praducts.
|

fhis auth’orilzation is valid until January 1, 2021.

1
On behalf of the Monobind Inc.

, o ﬁulﬂ#lh%
NGB,
R T F e RPORS ,;"
- . 'i"sl‘ &

Alicia Jeromie Volkov
Marketing Director b, e
Monaobind Inc. ! j

: Monobind Inc.
ISO 13485 Certified Company
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1 rsiis]

ifio: ] [ MEDICAL
|| QUALITY DEVICES
. i TEOEHIIE0E " | IS 13852005
MOHO bl nd ¥ ] nc. ui NSAI Certified | NSAL cmimfd

DECLARATION OF CONFORMITY

Product Family TOTAL AND FREE PROSTATE SPECIFIC ANTIGEN (PSA and FPSA)

Specifig Product Details
Product Description It‘em # Item # 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 | Hight List B’
Multi Ligand Control ML-300 ML-300 12.03.01.32.00| | 38207 | 33207 | High/ListB

MalLufacturer

Name Monobind Inc.

Address 100 North Pointe, Lake Forest, CA 82630

Coyntry United States

Representative

Name CEpartner4U BY,

Address Esdoornlaan 13, 3951DB Maarn

Country The Netherlands

Telephone +31 (0)6 — 516.536.26

Notified Body

Narhe NSAI

Body ID Number 0050

CECert # 304.1006

| Registration # NL-CA002-2011-23306
| |
| Meaps of Conformity

Monobind Ifc. declares that the product listed is in conformity with the Annex IV, VD Type List B essential
r;equiremenbs and provisions of Council Direct;ive: 98/79/EC

|
EN 13612—2002 + EN 980-2008 SO 149712009
SO 18113:2009 EN 13641:2002 EN 13640:2002

| \
Under the principles of ISO 13485:2003

| ;
/-}nd is in copformance with the following standards:

| b |

|

|

i

|

1

! \

|

| i Sign;ature
ﬁlace and date | Mon;obind Inc. October 28, 2011
S;ignature i A’Skahlg
Name : Tonj Shatola Title QA Director
1
100/ North Pointe Drive Phone: +1.949.951.2665 www.monobind.com

Lake Forest, California 92630 USA Fax: +1.949.951.3539 info@monohind.com
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