D I A M 9 N Diamond Dlagnostics Inc.
333 Fiske Street » Holliston, MA 01748 USA
508.429.0450 » Fax: 508.429.0452

Smart Lab Solutions i
diemonddiagnostics.com

To whom it'may concern

Manufacturer's Authorization
Date; 2/21/2020

We Diamond Diagnostics, Inc who are official manufacturers of Radiometer ABLS consumables and,
having factories at 333 Fiske Street, Holliston, MA 01 746 USA, do hereby declare that

ECHIPAMED PLUS SRL

str. Valea Trandafirilor 24 “B”, of. 80

MD-2001, Chisinau

Republic of Moldova

is our official distributor and local representative for Radiometer ABLS consumables of Diamond
Diagnostics Inc, in the territory of the Republic of Moldova.

We declare that above mentioned company is authorized to quote, sell, subsequently negotiate
and sign contracts, as well as to perform installation and after sales service Radiometer ABLS
consumables, manufactured by us.

We hereby extend our full warranty with respect to the Goods offered by the above company.

This authorization letter will remain valid until 31.12.2020.

Diamond Diagnostics, Inc

MWQUMQL

Colleen Halloran
Customer Service Specialist

Reason: MéldSign 1gnature
Location: Moldova




global assurance

This is to-certlfy that the Qual:ty Management System of:

on MA 01 74_6'
- United States of America

_{See‘ 2 ppencsnx for additional Iocanons)

-apphcable to:

- The demgn manufacture and warehousing of blood electrolyte systems, consumables
;;'__and the re-manufacture of clinical diagnostic equipment

~ has been assessed and approved by
i 'Natlonal Quahty Assurance, U.S.A., against the provisions of:

Certificate Number: 16590
. EAGCoder 34
" Certified Since: November 10, 2005

Valid Until: November 6, ZDZG ..... e
Reissued: November 7, 2017

Cycle Issued: November7,2017
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This approval is subject to the company maintaining its system to the required standard,
Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI-



* Diamond Diagnostics Inc.

:333 Ei‘:s'ke, Street | .

- Central function listed above. See appendix for additional locations

. applicable to:

_ The design, manufacture and warehousing of blood electrolyte systems, consumables
 and the re-manufacture of clinical diagnostic equipment .

' has been 'é’s:jsessed and approved by

Certificate Number. 17163
EACCode: 34
. Certified Since: February 7, 2006 s

Valid Until: November 6, 2020
Reissued: November 7, 2017

Cycle Issued: November.7, 201?

| T
MANMGEMENT SYSTEMS
CERTIFICATION BODY

Page 1 of 2




BAMEIND"

DIABNOSTIODS

DECLARATION OF CONFORMITY

Diamond Diagnostics Inc. hereby ensures and declares that the product(s) listed below
comply with the requirement of the European Union In Vitro Diagnostics Medical Device
Directive 98/79/EC.

A Diamond Diagnostics Inc. ezuton kijelenti és biztositjia, hogy az aldbb felsorolt termékek megfelelnek az In Vitro Diagnosztikai
Orvostechnikai eszkozokrél sz6l6 Europai Unios 98/79/EC iranyelvben foglaltaknak.

Diamond Diagnostics Inc. versichert und erkl& hiermit, daf die im Folgenden aufgefihrten Produkte den Auflagen der IVD-Richtlinie fur In-
vitro-Diagnostika der Europaischen Union (98/79/EC) entsprechen.

Diamond Diagnostics Inc. assure et declare par la présente que le(s) produil(s) listé(s) c- dessous sont conformes aux exigencies de la
directive européenne 98/79/CE relative aux dispositifs medicaux de diagnostici in vitro.

Diamond Diagnostics Inc. asegura y declara que los productos listados a continuacion cumplen con los requisites establecidos en la directive
98/79/EC de la Comunidad Europea para dispositivos medicos de diagnastic in vitro.

Diamond Diagnostics Inc. #{R 3 A BA LU T 51t B S R & WO R4 1 M S IR 17 #8098/ TI/ECHE AR B LB 23R

Diamond Diagnostics Inc. assegurar e declara que o produtos listado abaixo cumprir com os requisitos estabelecido no directiva 98/79/EC do
Comunidade Européia de dispositivos médicos de diagnéstico in vitro.

Diamond Diagnostics Inc. rapaHTupyeT W 3asBNseT, MTO NEPEYACNIEHHbIE  HWKE NPOAYKTbl  COOTBETCTBYHKT TpeboBaHnaM
[OupekTusel 98/79/EC EBponenckoro co3a 0 MeAULIMHCKOM 0BOpYAOBAHUM ANA ANMATHOCTMKM IN-Vitro.

Vitro Diagnostica Medical Device 98/79EC daslaill 3 da jadll s 5 s¥1 SVl lllaie e (381 555 oliol 5 ) 5Saall latiall

Diamond Diagnostics Inc. dichiara ed assicura che | prodotti qui elecati sono conformi ai requisiti della direttiva comunitaria 98/79/CE relative
ai dispostivi medico-diagnostici in vitro.

produ(;t(s)lTennek(ek}l Produkt(e) / Produit(s) / Producto(s) / =i 8) / Produto(s) / Tpoayxr (k1) / (3) 2 / Prodott(i)

Model: Radiometer ISE & pH Blood Gas

Reagent & Controls:

RD-943837D Calibrator 1 Solution RD-944030D Calibrator 1 Solution RD-9439050 Electrode Cleaning Solution
RD-943839D Calibrator 2 Solution RD-944031D Calibration Solution 2 RD-943906D Protein Remover
RD-944071D Rinse Solution RD-944032D Rinse Solution RD-9437700 tHb Calibration Solution
RD-943795D Cleaning Solution RD-943953D Salt Bridge Solution RD-943959D Cal 1 Solution
RD-943794D Salt Bridge Solution RD-843955D Cleaning Solution RD-943960D Cal 2 Solution
RD-943791D 7.4 Buffer Eg-gﬁgggg 2:’159_50';“?"1 RD-943993D Rinse Solution

¥ § eaning solution RD-944015D Cal 1 Solution
Sg.g;f;?zﬁig‘s?oﬁ%ﬁﬂm Level 1-2-3 RD-944029D Salt Bridge Solution RD-943827D Deproteinizer Solution

DD-97123 Trinity R Combination Control Tri Level DD-92900 Mission Complete CVM BG/ISE
Linearity Control
Electrodes & Accessories:

RD-945376D pO2 Electrode RD-8480170 Membrane Pump RD-905504D Yearly Maintenance Kit
RD-945375D pCO2 Electrode RD-842194D Pump Tubing RD-LG500D Calibration Gas 100% CO2
RD-945383D pH Electrode RD-984058D Thermal Paper RD-LG505D-4 Calibration Gas 1 ABL5
RD-945633D Reference Electrode RD-984056D Printer Paper RD-LG506D-4 Calibration Gas 2 ABLS
RD-945389D Reference Electrode RD-984057D Printer Paper

(AR) Authorized Representative
Diamond Diagnostics Kft

6 Oradna Street

1044 Budapest Hungary

* Tel: + 3617872222 Fax + 3617872255
Authorized Lok A
Officer: Date: 28 December, 2017
7 Kath

isher
Global Quality Manager Quality Systems Registration
1ISO 13485:2016
ISO 9001:2015

Conformity Assessment Procedure
Annex |ll, Self-Declared
Manufacturer’'s name: Diamond Diagnostics Inc. (USA)
Manufacturer’s address: 333 Fiske Street
Holliston, MA 01746 USA
Tel: +1(508) 429-0450
Fax: +1 (508) 429-0452

The names of various manufacturers and their instruments referred to herein may be protected by trademark or other law, a
Diagnostics Inc. expressly disclaims any affiliation with them or sponsorship by them
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