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Bedford, Magsachusetts 01730

TO

MEDICA CORPORATION, having facilitigs at 5 Oak Park
authorize the company:

GBG-MLD SRL
65 Tighina Site

Ofi
Chis
Rept

to be!
analy

GBG
afore

GBG
place

GBG:
and |
repla

GBG
Easy

writin

b

/MEDICA

Medica Corporatio:n
5 Qak Park Drive

Tel 781 276 489?
Fax 781 275 27311

www.medicac‘orp,cmp

-

HOMIT MAY CONCEIBN:

607
nau, MD-2001 .
blic of Moldova \

zers as well as qssocia}ed reagents

.MLD SRL is authorized by MEDICA
mentioned products.

UTHORIZATION

our DISTRIBUTOR for{the EasylLyte®, EasyElectro|
and consumabief

.MLD SRL is aulhorizerdi by MEDICA
d by the government and other instit

“MLD SRL responsibilit
=asyStat® analyzers ar
cement parts.

d providing

;MLD SRL is also authorized to proyv

Electrolytes™, EasyBloodGas™ a
| |

o
This puthorization is effective immediately

g by Medica Corporatior.

Davi
VP,
MED

‘Hagopian /U |
ales & Marketing
CA CORPORATION

es include sgles of the EasyL,
ervice as well ag

de warranty se
hd EasyStat® a

LETTER

Drive, Bedford, MA 01

in Moldova,

CORPORATION to enter tenders and

CORPORATION to present offers on
tions for Medica products and consum

yte®, EasyElectrolyt
maintaining a supply

ice for the Medica Eas
alyzers.

and is valid until

730, USA, do hereby

ytes™, iEasyBloodGasTM and EasyStat®

quote for all

ur behalf to tenders
bles

bs ™, FasyBloodGas™
of reagents and

'YLVtFr‘@,

December 31, 2022, Unless revoked earlier in




This is to certify that the quality management 5 | rertificate Number:
. §082581-01

MedycaCorporatiom pui it

Main Site: 5 Oak E'_ark Drive Certificate Issue Date:

|
i 2019-01-01
usetts 01730 United States i

| 2021-04-16

| |
Bedford, Massac

Certificate Expiry Date: | *

has been :;;fsq#s,;dﬂ by Intertek als conforming to the requirements of:
|
-.: i} v 5 ) |
3485:2016
'~ |

b | |
y management system is applicable to:

The Design, Dev '1|0pment, Manufacture, Service, DJstribution of in-yitro

dnagnostr&, gdi al devices, in-vitro diagnostic test Hits, in-vitro diagnostic < ﬂ g g N
(
R

reagents ts, in-vitre  diagnostic anailvzers/ software usdd in the diagnosis and
manager'ril tof cancer, immune status, disease status, autoimmune talin Nlolaovean )
status, cardiac arkers, protein metabolism, endodrine disorders, bloed resident
analytes, uri ﬁalv is, blood gases. | | htertek Testing Services NA Ltd.,
) ' 829, 32nd avenue, Lachine, QC, H8T 311,

"-'aﬁada

| ZZaRSPUNGES
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Ce

‘Decla

ration ¢

f Confornriity

'i:“'r.-.-_nl.'m-.;l 2

The Netherlands

Declare under sole respohsibi
acces

In Vitro Diagnostic Medical Devices
October 1998. [t is certified that this
above mentioned EU Dire:sc;tive and darries the CE

Vital Scientific B.V.
Van Rensselaerweg 4
6956 AV SparpkerenIDieren

lity tha

t the product it
sories) and to, which this declafation relates,
98/79/EC) of t
broduct is regi

mark.

Product : Clinical chemiistry analyzer
Model : Flexor XL

Catalog No. : 6002-700

GMDN code : 56673 (Analyzer)

Product cﬂassifiéatiom

Products for self declara‘;[ion (also referred to as:
Conformity assessment procegure

n a(,cordance with Annex Il of the

: 56682 ( Dry ISE)

VDD

Dther Devices”)

dicated below (inc
sonforms to the prg
he European Parlig
stered in accordang

uding all spares and
visions of the EU Di}repti\Je on
ment and the Council of :
ke with the requirements of

27 -

The [product (including all spares arfd accessories) may be marketed without any restrictions within
the following countries and regions: ;
e The Netherlands (NL)
. All member states of the Edropean Union (EU)
« All other states that are parf of the Europgan Economic Ared (EEA)
Spankeren, Febryary 2011 4
/:'/% (s U P G
- |AAltink
---1 Managing iDirector
[ Code: 6002-700¢ i* “ IiBocs N b0, | Version: 06 \
I o .- V]

28




€

Decld

ration ¢

»f Conformity

|
List of applied (harmonized) stanjdards
i
Applied standards T
f . Safety refuirements for eledtrical equipment for
Safety =G 61'010'.1.'2001 measurement, control, and laboratory use. Part 1: General
Second edition ; !
_ requiremgnts | |
; Safety requirements for electrical equipment for ’
B%?g;g]ogz‘st measurement, control and aboratory use. Part 2-081:
b Iy Ir Particulaf reqwrements for automatic and semi- autorharm
edition
‘ laboratory equipment for anplysis and other purpo:es B
EC 61;010-2- Safety requirements for elegtrical equipment for
101:2 f02 First measurefment, control, and |aboratory use. Part 2-101:
Vi Particulaf requ1rements for injvitro diagnostic (IVD)
edition .
| medical devices
EMC EN 61326-1:2006 Equipment for measurement, control and laboratory use
f Electrical equipment for megsurement, control and
=, laboratory use — EMC requi rements — Part 2-6: Particular
26-2-6: ; :
b 61326-2-6:2005 requirements — In Vitro diagnostic (IVD) medical
| equipment .
i EN55011:2007 Emission — class A |
EN 61000-3-2:2006 | Limit for harmonic currents pmissions | |
EN 61000-3-3:1985 Con A . '
! +A1:2001, +A2:2005 Limitatioh of voltage fluctuations and flicker i :
EN 61000-4-2:1985 R . ; . ‘
FA1:1998, +A2:2001 Electrostatic discharge (ESD) immunity 5
EN 61000-4-3:20p6 | Radiated electromagnetic field immunity. I
EN 61000-4-4:20p4 | Electrical fast transient (EF nmmonity
EN 61000-4-5:2006 | Surge transient immunity |
=== | |
5211621883 -0 16 Conduoljped Radio-Frequengy disturbances immunity
EN 61000-4-11:2p04 | Voltage dips and interruptigns immunity | B
} | In vitro diagnostic systems - Requirements for user
UsTr Manual | EN 591:2001 manualg for in vitro diagnogtic instruments for professional
use.
'Petformance | EN 13612:2003 Performance evaluation of |VD medical devices
| E[ S ey - el
Sytnbols EN 980:2003 dGra'phlcal Symbols for use [in the labeling of medicali
_ evices |
Rigk analysis | ISO 14971:2007 Med!cal dev!ces - Applicatipn of risk management to
- medical|devices ‘
Quglity ‘ [t Quality systems - Model fof quanty assurance in de§ign,_—
systems |SG 901:2008 development, production, installation and servicing.|
1SO 18485:2003 Medlggi devices—Quality rhanagement SYstems_
Requirgments for regulatory‘pu‘rposes P AR
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