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Orange

Tighina
MD-2001

, California, Januery 10r 2020

ization Agreement

May Conr:erni

Inc., an ISO 13485 certified company
of in vitro diagnostic products for clinical

Lake Forest, Califr:rnia Q2630 USA;

specializing in

and research a

vwvw. monobind.com

100 l\orth Pointe Drive
Lake Forest, CA 92630

'fEL 949.951,2665
f.AX 949.951.3539

I 'riil

' 
ij ilj

research, develoPment and
located at 100 North'

legally registeted at Tighina

To Whor4

We,
man
Pointe

This authi

i

ELISA an'd

authorize]d

Hereby
s, registration of thestr.65,

goods at Ith Ministry of Moldova, receive certificate of registration and ude an agreement on

consul examination of the documents needed for the rr:gistration in

tntstsa our Ar:cuBirrd@
marketing Ciroup,is

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

with our ucts,

tiorr is valid until January 1,202L

orizes and entitles IM Global Biomarketing Group from Moldova

607 MD-200l;Chisinau to effect clinical trials and evaluation of

confirm that IM (Slobal Biomarketing Group is the exclusive c

ruLite@ CLIA products and accessories in Moldova, IM Global

the Monobind Inc,

1 ,: --r'r

(!

Volkov
rector

Monobind Inc.
ISO '13485 Certifled ComPanY
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€

DECLARATION OF CONF RMIT''T

il
T"

P ;t Family TOTAL AN D FREE PROSTATE SPECIFIC ANTIGEN (PSA and FPS,A

Spet ifi Product Details

Prod u( Description Item #

ELISA

Item #
GLIA

EDMS Code GMDN
ELISA
Code

GM DN

CLIA
Code

Risk Clast

Total Y iA lmmunoassay 2125-300 2175-300 12,03.01.32.00 54664 54665 High/ List

Free P A lmmunoassay 2325-300 2375-300 12.03.01 .33.00 54668 5,4669 .High/ List Q

Can e r'AST lmrnunoassay 8425-300 8475-300 12.03.01 .32.00 54664 54665 High/ [ist

Mut and Control tv L-300 ML-300 12.03.01.32.00 38207 313207 High/ List I

Ir/o

,Pq

Anr

flla

sig

\a

nobinr

uirem,

lisin

nat

Tte

o

-tr

J lr

ln

co

rtry

resentative

te

EDJ

rtry
pnone

fied Body
e

I lD Number
)ert #
stration #

Monobind Inc.

100 North Pointe, Lake Forest, CA

United States

CEpartne14U BV,

Esdoornlaan 13, 3951 DB Maarn

The Netherlands
+31 (0)6 - 516.536.26

NSAI

0050
304.1 006

NL-0A002-201 1 -23306

Meaps of Gonformity

declares that the product listed is in conformity with the

and provisions of Council Direcjlve:

formance with the following stanpards:

EN 13612-2002 EN 980-2008

ISO 18113:2009 EN 13641:2002

Under the principles of ISO 1b485:2003

SiOnature

te Monpbind Inc

Mhahto-
Tony Shatola

98t7qlEC

tso 14971

EN 1 3640:

lV, IVD Type List B essential

2009
r002

r 28,201 1

QA Director

North Pointe Drive

Forest, California 92630 USA

Phone: +1.949.951.2(

Fax: +1.949.951.3539

www.monobind.t
info @ monobincl.c

)om

I'
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