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To whom it may concern

AUTHORIZATION

RADIOMETER

Radiometer Medical ApS
Akandevej 21

2700 Brgnshg]

Denmark

Phone: +45 38 27 38 27
Fax: +45 38 27 27 27
CVR No. 27 50 91 85
www.radiometer.com

April 15, 2010

Hereby we, company Radiometer Medical ApS, Aakandevej 21, DK-2700 Bronshoj, Denmark, authorize
Echipamed Plus, Valea Trandafirilor str. 24B, off. 80, MD-2001 Chisinau, Moldova, to be our official and
exclusive distributor on the territory of Moldova, at its own expense and peril to participate in negotia-
tions, tenders, to sign contracts and to execute any other actions necessary for sale and marketing of

our products in Moldova.

This authorization is valid till revoked.

Kind regards
Radiometer Medical ApS
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To whom it may concern

International Sales Division
Akandevej 21
DK-2700 + Brenshgj - Denmark

Phone: +45 38 27 38 27
Phone (dir.): +4538 27 21 64
Fax: +4538 27 27 11
CVR No.: 13496188
e-mail: rint@rint.dk
http://www.radiometer.com

November 9, 2007
SKV

Declaration about secure use of Radiometer equipment

Radiometer analyzers are made by using the most advanced production methods. The equipment
are developed and tested together with the original Radiometer consumable items like
electrodes, membranes, reagents and only exact tolerances are accepted.

It is a known clinical fact that accurate blood gas results are crucial when used as diagnostic tools.
In fact, it is better to have no blood gas result than to have an inaccurate result.

In order to guarantee proper and secure results from the analyzer only the original Radiometer
consumable must be used.

Besides that above mentioned, numerous problems may arise from using non-Radiometer
consumable items on the Radiometer blood gas analyzers (ABL series), and as such we must
emphasize the importance of using only Radiometer consumable items on the analyzers.

Below is a general list of problems that may be caused by the use of non-Radiometer consumable
items. This is a general and it applies to most Radiometer analyzers.

Inaccuracy and Imprecision

Carry-over between measurements

Destruction of enzyme

Deposits/precipitation, clogging

High drift on calibrations

Decreased analyzer performance, long downtime, shorter lifetime, invalid results and
repeated measurements

7. Excessive control ranges on QC

8. Lost confidence and repeat measurements

9. Increased yearly cost

DB WA

Remember that patient safety is the most important area in modern health care, and among the
critically ill patients the accurate blood gas results are necessary.




RADIOMETER MEDICAL ApS CPENHAGEN aibi

i

ﬁﬁmumst,”mﬁ%

To whom it may concern E’JZEZZ?E,"?! Mk aion

DK-2700 + Branshgj - Denmark

Phone: +45 38 27 38 27
Phone (dir.): +45 38 27 21 64
Fax: +45 38 27 27 11
CVR No.: 13406188
e-mail: rint@rint.dk

http://www.radiometer.com

November 9, 2007
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Heknapauus 0 HageXHOM Ucnonb3oBaHuu o6opyaosanus Radiometer

AHanusatopbl bupmbl  Radiometer cO3AalOTCA NMpU  UCNONb30OBaHWM CaMbIX NEPeAoBbiX METO[0B
npoussoacTea. OBopypoBaHue paspabaTbiBaeTCs U TECTUPYETCS BMECTE C OPHUIMHANBHLIMU PAacXOAHbLIMM

maTtepuanamu c¢upmbl Radiometer, Takumu kak anexktpoAsl, MeMBpaHbl, peakTUBbI, U NPUHUMAIOTCS
TONbKO TOYHbBIE AOMYCKHK,

3TO U3BECTHBIA KIMUHUYECKWA (haKT, YTO TOMHbIE PE3ynbTaThbl ra30B KPOBKM SBMATCH PELIaoWUM MaKTopoMm
KOrfa UCNonb3yTCH B Ka4YecTse AUarHOCTUMECKUX WHCTPYMEHTOB. PakTW4ecku, nyylle He UMETb HUKAKOro
pesynbTaTta rasos KpoBW YeM UMETb HETOMHbIA pe3ynbTar.

YroBbl rapaHTMpoBaTh TOYHbIE W HAfEeXHble pesynkTaTbl BbljaBaemble aHanusaropamy, HeobxogMmo
UCNONb30BaThk TOMIBKO OPUrMHanbHbIe pacxoaHble MaTepuans! ¢upmel Radiometer.

MoMVUMO BLILLEYNOMAHYTOrO, B pesynbTaTe WCNONb3oBaHUs Ha ras3oBbix aHanusaTtopax gpupmbl Radiometer
(cepun ABL) pacxogHbix matepuanos apyrux dupm (Non-Radiometer) MmoryT BO3HUKHYTb MHOrOYUCneHHble
npobnemel, U B CBA3KW C 3TUM Mbl AOMKHBI NOAYEPKHYTb BAXKHOCTb MCNONB30BAHUS Ha aHanu3aTopax ToNbKOo
pacxoAHbiX MaTepuanoB hupMbl Radiometer,

Hwwxe npuseaeH obimit nepeyeHb npobnem, KoTopele MOryT ObiTb BbI3BaHbl WCMONbL3OBAHMEM PACXOAHbIX
marepuanos apyrix dwvpm (Non-Radiometer). 310 ofuwmne npobnembl W OHM OTHOCATCA K OONbLIMHCTBY
aHanusatopoB upmbl Radiometer.

OTKNOHEHWE M HETOYHOCTE B pesynbTarax

OcTaTok MeXay UIMEepPeHUMU UCKaX@IoWuii peaynbTaThbl

Paspywenrve hepmerTa

Qcapok/ocaxaeHve, 3arpasHeHne

Bbicokuit apehd npu kanudpoekax

CHMXeHue NPou3BOAUTENBHOCTY aHanW3aTopa, ANUTENbHbIA NPOCTOR, YKOPOUEHHbIA XKUSHEHHbIA
LUKN, HEBEPHbIE pe3ynbTaThl U NOBTOPHLIE W3MEPEHNA

3aBblLLEHHNE KOHTPONBHOrO Ananasoxa npu nposeaeHun Koxtponsa Kavecrtea

MoTeps yBEPEHHOCTW B pesynbTarax n NoBTOpeHe U3MepeHni

YBenu4eHne exerofHbix aatpat

Prn b (O
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MomHute, 4To BGe3onacHOCTe NauMEHTOB SBNAESTCA HaubBonee Ba)XHbiM HanpaBneHWeM B COBPEMEHHOM
MEAULMHCKOM 34paBOOXpaHeHuu, 1 Ana nayweHTbl Haxo4salwMecs B KpUTUHECKOM COCTOSHUW HYXAAKTCA B
Nony4yeHnn TOYHbIX PE3yNbTaTOB rasos KPoBH.

Best regards
RADIOMETER MEDICAL ApS
International Sales Division

Simon Kvetny
Regional Manager

lMepeeod ¢ aH2nUlCKO20 ﬂsbmé
Omdena nepesodoe Top2oso- ;g
Hamanbel nﬂceuu t?‘“\
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

L Eeyh i SR

By Royal Charter

This is to certify that: Radiometer Medical ApS
Akandevej 21
Branshaj
2700
Denmark

Holds Certificate Number: MD 672317

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, development, manufacture, installation and servicing of blood gas analysers,
transcutaneous blood gas and pulse oximetry monitors, fluorescence immunoassay analysers,
blood collection devices and associated reagents, solutions, calibrators, controls, accessories
and clinical laboratory information systems.

cu, C_eaed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2017-05-11 Effective Date: 2020-12-16
Latest Revision Date: 2020-12-14 Expiry Date: 2023-12-15
m Page: 1 of 2
i ..making excellence a habit"
003

An eectron < ceri fcate cen be authenticated gnline,
Printer copies can be va dated at www.bsigroup.com/CientDirectory

irformation and Contact: BSI, Kiremark Court, Davy Averue, Knowini, Miton Keynes MXS E"? Tel
0SI Assurence U Linited, registered in England untfer number 7805321 at 389 Chiswick High Road
A Member of (he BSI Group of Companies.



Certificate No: MD 672317

Location Registered Activities

Radiometer Medical ApS Design, development, manufacture, installation and servicing
Akandevej 21 of blood gas analysers, transcutaneous blood gas and pulse
2700 Brenshgj oximetry monitors, fluorescence immunoassay analysers,
Denmark blood collection devices and associated reagents, solutions,

calibrators, controls, accessories and clinical laboratory
information systems.

Radiometer Medical ApS Design and development of software for blood gas analysers,
Indian Development Center hosted by immunoassay analysers and point-of-care systems.
Beckman Coulter India Pvt, Ltd

Building 6A,Unit 401 & 402 and 501 & 502

RMZ Eco World

Sarjapura Marathalli Outer Ring Road

Bengaluru

560103

India

Original Registration Date: 2017-09-11 Effective Date: 2020-12-16
Latest Revision Date: 2020-12-14 Expiry Date: 2023-12-15

“nis cerulcate was issued electrenically @nG remains (e preperty of BSI and is bound by the cenditions of contragy

A1 electroric cerificate can be authenticated online.
Prated coples can be vaidated &t www, bsigroup.com/ClientDi-eciory

information 2d Contact: BSI, Kitemark Cout, Davy Avenve, ¥nowid, Micn Keynes MKS 8PP, Tel: + 47 7 980940 -9
351 Asstrence UK Limited, registered in England under number 7805321 &t 389 Chisvick High Road, Lgnog Jo AL

& Wember uf the BSI Greup of Companies.




RADIOMETER (G}

EC Declaration of Conformity

Radiometer Medical ApS
Rkandevej 21
DK-2700 Brgnshaj
Denmark

We hereby declare that the product(s) described below meets the applicable requirements
of Directive 98/79/EC of the European parliament and of the Council of October 27, 1998,
on in vitro diagnostic medical devices (IVDD) as specified in Annex 111,

Class: K General [J Annex II/List A [] Annex II/List B
Product family: ABL800 FLEX - Solutions

Name Ref. No. GMDN CE-mark
58375 Cleaning solution with additive 944-126 30210 2008-12
$1820 Calibration solution 1 944-128 35933 2004-12
51830 Calibration solution 2 944-129 35933 2004-12
54980 Rinse solution 944-132 30210 2004-12
51827 Calibration Solution 1 944-133 35933 2006-11
51837 Calibration Solution 2 944-134 35933 2006-11
58377 Cleaning Met II Solution 944-136 30210 2006-11
54987 Rinse solution II 944-159 30210 2006-11
Issuance:

Name: Gitte Juel Friis Place: Copenhagen, Denmark
Title: Director Regulatory Affairs




EU Declaration of Conformity

Radiometer Medical A/S
Akandevej 21
DK-2700 Bragnshgj

takes responsibility in declaring that the following product(s)

S5362 Hypochlorite Solution

REF 943-906 from LOT NE-01 and onward

complies with the provisions in the directive:

98/79/EC (IVDD) Annex III

Issued (place): Copenhagen

Date: December 4, 2003 by: Kirsten Rong

Director of Quality

Signature: ¢+ \”}' p

F1544, udg. 2, IS 62-00-001 RADIOMETER

COPENHAGEN

&




EC Declaration of Conformity

Radiometer Medical ApS
Akandevej 21
DK-2700 Brgnshgj
Denmark

We hereby declare that the product(s) described below meets the applicable
requirements of Directive 98/79/EC of the European Parliament and of the
Council of October 27, 1998, on in vitro diagnostic medical devices (IVDD) as
specified in Annex III.

Class: X General [] Annex II/List A [] Annex II/List B
[] self-testing  [] Performance Evaluation

- Product family: ABL700 and ABLBO0O series

Model Name Article No. | Ref. No. GMDN Code* | From Serial/
LOT No.
ctHb Calibration Solution S7770 944-021 35933 Lot 30 onward

*: According to the nomenclature provided in 1S0/TS-20225

Notified Body:

As specified in the Directive and Annex mentioned above, the conformity
assessment procedure for this class of product does not require the
- involvement of a Notified Body.

Issuance:

Place: Copenhagen, Denmark

Date: 2007-10-22

F1543 Rev. 7




EU Declaration of Conformity

Radiometer Medical A/S
Akandevej 21
DK-2700 Brgnshg;j

takes responsibility in declaring that the following product(s)

S7745 AutoCheck5+ — Level 2

REF 944-075 from LOT 72 and onward

delivered from Radiometer Medical A/S after 2003-10-27, complies with the
provisions in the directive:

98/79/EC (1IVDD) Annex 111

Issued (place): Copenhagen

Date: December 4, 2003 by: Kirsten Rong

“Director of Quality

Signature: Sy

RADIOMETER

COPENHAGEN

&




EU Declaration of Conformity

Radiometer Medical A/S
Akandevej 21
DK-2700 Brgnshgj

takes responsibility in declaring that the following product(s)

D711 Membrane box for E1001 electrode — Ref

REF 942-058 from LOT 194 and onward

complies with the provisions in the directive:

98/79/EC (IVDD) Annex III

Issued (place): Copenhagen

Date: December 4, 2003 ~ by: Kirsten Reng

Director of Quality

Signature: < - Py y

F1544, Rev. 2, IS 62-00-001 RADIOMETER

COPENHAGEN

@




" EU Declaration of Conformity

Radiometer Medical A/S
Akandevej 21
DK-2700 Brenshg;j

takes responsibility in declaring that the following product(s)

D788 Membrane box for E788 electrode — pCO,

REF 942-063 from LOT 65 and onward

complies with the provisions in the directive:

98/79/EC (IVDD) Annex III

Issued (place). Copenhagen

Date: December 4, 2003 by: Kirsten Rong

Director of Quality

Signature: ‘S\ s Pﬂ &

e e —
F1544, Rev. 2, IS 62-00-001 RADIOMETER !‘@
COPENHAGEN A2




EU Declaration of Conformity

Radiometer Medical A/S
Akandevej 21
DK-2700 Brgnshgj

takes responsibility in declaring that the following product(s)

D799 Membrane box for E799 electrode — pO,

REF 942-064 from LOT 56 and onward

complies with the provisions in the directive:

98/79/EC (IVDD) Annex III

Issued (place). Copenhagen

Date: December 5, 2003 by: Kirsten Reng

Director of Quality

Signature: i TP L:lw V
LD . N R—— DL

F1544, Rev. 2, IS 62-00-001 RADIOMETER _h@_

COPENHAGEN A4
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EU Declaration of Conformity
Radiometer Medical A/S
Akandevej 21
DK-2700 Brenshgj (
takes responsibility in declaring that the following product(s)
D722 Membrane box for E722 electrode — K*
REF 942-059 from LOT 66 and onward "
complies with the provisions in the directive:
98/79/EC (IVDD) Annex III
Issued (place): Copenhagen
Date: December 4, 2003 by: Kirsten Reng ]
Director of Quality
Signature: |
F1544, Rev. 2, IS 62-00-001 RADIOMETER r@:!
COPENHAGEN =4




EU Declaration of Conformity

Radiometer Medical ApS
Akandevej 21
DK-2700 Brgnshg;j

takes responsibility in declaring that the following product(s)

D755 Membrane box for E755 electrode — Na*

REF 942-062 from LOT 63 and onward

delivered from Radiometer Medical ApS after 2003-12-07, complies with the
provisions in the directive:

98/79/EC (IVDD) Annex III

Issued (place): Copenhagen

Date: February 18, 2004 by: Kirsten Rong

Director of Quality

Signature: <.+ P«v"’lf

—— _—

RADlOMETER@
COPENHAGEN A4




EU Declaration of Conformity

Radiometer Medical A/S
Akandevej 21
DK-2700 Brenshgj

takes responsibility in declaring that the following product(s)

D744 Membrane box for E744 electrode — CI™

REF 942-061 from LOT 42 and onward

complies with the provisions in the directive:

98/79/EC (IVDD) Annex 111

Issued (place): Copenhagen

Date: December 4, 2003 by: Kirsten Reng

Director of Quality

Signature: I p P
S Pt SR ~L.

F1544, Rev. 2, IS 62-00-001 RADIOMETER '@3

COPENHAGENAK=4




EU Declaration of Conformity

Radiometer Medical A/S

Akandevej 21
DK-2700 Brgnshgj

takes responsibility in declaring that the following product(s)

D733 Membrane box for E733 electrode — Ca®"

REF 942-060 from LOT 55 and onward

complies with the provisions in the directive:

98/79/EC (IVDD) Annex IlI

Issued (place): Copenhagen

Date: December 4, 2003 by:

Kirsten Rong

Signature:

Director of Quality

F1544, Rev. 2, IS 62-00-001

RADIOMETER ﬂ@
COPENHAGEN =4




EU Declaration of Conformity

Radiometer Medical A/S
Akandevej 21
DK-2700 Brgnshgj

takes responsibility in declaring that the following product(s)

D7066 Membrane box for E7066 electrode — Glu

REF 942-065 from LOT 243 and onward

complies with the provisions in the directive: I

98/79/EC (IVDD) Annex 1lI

Issued (place). Copenhagen

Date: December 4, 2003 by: Kirsten Reno

Director of Quality |

Signature: < Qj‘mf

F1544, Rev. 2, IS 62-00-001 RADIOMETER ﬁ@:

COPENHAGENK=4
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