


Data: “26” mai 2020
Licitatia Nr.: ocds-b3wdp1-MD-1587029359985

Catre: IP Universitatea de Stat de Medicina si Farmacie "Nicolae Testemitanu”

Prin prezenta REPROMED S.R.L. distribuitor si service autorizat Philips Health
Systems pe teritoriul Republicii Moldova declara urmatoarele:

1. Toate bunurile ofertate la licitatia Nr.: ocds-b3wdp1-MD-1587029359985 de
catre REPROMED S.R.L. vor fi transportate si descarcate la depozitul/sediul
indicat de catre Cumparator.

2. REPROMED S.R.L. are experientd specifica de minim 3 ani in livrarea
bunurilor similare.

Semnat: electronic
Nume: Lidia LISII
Functia in cadrul companiei: Administrator

Denumirea companiei: REPROMED S.R.L. L.S.












Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
N | Avii6ls /57ﬂ din | 51,05.2020

1. Destinatia / Haznauenue

Pentru participare la achizitii publice

2. Date despre contribuabil / Mrdopmauns o HanoronmaresnbIiHKe

Denumirea Codul fiscal / Numirul de identificare
Hanmenopaune Duckaneipii Koz / Moentuduraunonnelii Homep
|S-C. REPROMED SR.L. 1005600054977 |
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitatii

AJlpec OCHOBHOTO MECTOPACIO/IoieHHA (YIHla, HOMep) Kona - HaumenoBsan#e HaceIeHHOr0 MyHKTa

|Cuza-Voda bd. nr.29 bl.1 |0110-SEC.BOTANICA |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/
[MoareepaeHMe OTCYTCTBHA MM HAJTHYHMA HELOMMKH COITIACHO JaHHBIX MHpOpMALMOHHOH aBTOMATHIHPOBAHHOI
CHCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha nary

BBIJAYH JTaHHOM CIIPaBKHM HENOMMKA Iepe]] HAlMOHATBHEIM TyOIHYHEIM OI0KETOM COCTABJISET:
0,00 lei/neii.

4. Valabil pini la / leficreurenen no 05.06.2020

5. Autentificarea Serviciului Fiscal§ aeHue ["ocynapcTBeHHOH HANOroBO#H ClyKObI
Sef al DGACM Nina GHENCIU
Funcfia/Jomsnocts Numele §i prenumele/®@asiinig n uas

L.§/ M.IL

T.Ceban, tel.82-34-3

Numele §i prenumele/®avnms 1w ums

Executor:

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 21.05.2020 ora 11:51:56
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,00)
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CO Number CO 20-027 Effective Date: 16 Jan 2020

DECLARATION OF CONFORMITY
Directive 93/42/EEC concerning Medical Devices

Legal Manufacturer: Electrical Geodesics, Inc.

We, the undersigned, hereby declare that the medical device specified in this declaration, conforms to
the provisions of the Council Directive 93/42/EEC concerning Medical Devices (and its amendments)
and therefore bears the CE mark of conformity on its labeling.

o Conformity to the applicable Essential Requirements for Safety and Performance per
Directive 93/42/EEC, Annex II: Essential Requirements has been proven.
* The device classification (Class lla) has been determined per Directive 93/42/EEC, Annex
IX: Classification Criteria.
e The appropriate Conformity Assessment module per Directive 93/42/EEC, (Reference: EC
Certificate No. 3821850CEO01). Full Quality Assurance System of the directive, Annex I
excluding (4).
Regulations Directive 93/42 /EEC Annex |, 11, VII, IX, X (MDD)
Directive 2007/47 /EC (MDD Amendment)
Directive 2011/65/EU (Hazardous Substances)
Directive 2008/34/EC (WEEE)
Regulation (EU) No 207/2012 (elFU)

Standards Applied EN ISO 13485:2016

EN 1SO 14971:2012

EN 60601-1:2006 / AC:2010 +A1: 2013

EN 60601-1-2:2015

EN 60601-2-26:2003

EN 62304:2006 + AC:2008

BS EN 62366-1:2015 to EN 62366:2008EN I1SO 10993-1:2009 /AC:2010
EN 1041:2008+A1:2013

= ENISO15223-1:2016

Product Codes See Table 1, Page 3 - includes product codes under this declaration.

Product Classification This product is a Class Ila medical device based on Rule 10.1, 10.3 of
Annex [X of the Directive.
GMDN Number 11467 Electroencephalograph
UMDNS Number 11-467 Electroencephalographs

Notified Body DEKRA Certification B.V
Meander 1051, 9825 M] Arnhem

500 East 4™ Ave., Suite 200, Eugene, OR 97401 USA
Phone: +1.541.687.7962 Fax: +1.541.687.7963
info@egi.com www.egi.com
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PO Box 5185, 6802 ED
Arnhem, The Netherlands
NBID: 0344
EU Authorized Rep Medical Product Service GmbH (MPS)

Borngasse 20

35619 Braunfels

Germany

Phone: +49 (0) 6442 962073
Fax: +49 (0) 6442 962074

Address of Manufacturer & Electrical Geodesics, Inc.

Location of Declaration

Date of Declaration

Expiration will be

Declared by:

500 E 4th Ave, Suite 200
Eugene, OR 97401, USA

August 23, 2019

This Declaration of Conformity is valid until any modification of this
document or the expiration of any of the supporting certificates listed

above.

B’r&a artin
Head of Quality

f{)"quq ‘&)ZD

Date

500 East 4" Ave., Suite 200, Eugene, OR 97401 USA

Phone: +1.541.687.7962 Fax: +1.541.687.7963

info@egi.com  www.egi.com
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Table 1: Product Codes included under this Declaration
Product Reference Numbers Assumption
Date of CE
0344
GES 400/400MR | 140032(x) (all configurations) 31 DEC
Systems 140064(x) (all configurations) 2018
140128(x) (all configurations)
140256(x) (all configurations)
1303032
1303064
1303128
1304256
HC GSN 31 DEC
HCGSN | HC 220 HC 230 2018
130 MR GSN | MR GSN
Ref. No Channel | Size Routine | EOL Date
No. / LTM*
4730010 32 Large Routine
4730011 32 Large LTM
4730020 32 Medium | Routine
4730021 32 Medium | LTM
4730030 32 Small Routine
4730031 32 Small LTM
4730040 32 Ped L Routine
4730041 32 Ped L LTM
4730050 32 Ped S Routine
4730051 32 Ped S LTM
4730100 32 Inf Routine
47cm
4730110 a2 Inf Routine
44cm
4730120 32 Inf Routine
43cm
4730130 32 Inf Routine
42cm
4730140 32 Inf Routine
40cm
4730150 32 Inf Routine
38cm
4730160 32 Inf Routine
37cm
4730170 32 Inf Routine
36cm

500 East 4™ Ave., Suite 200, Eugene, OR 97401 USA
Phone: +1.541.687.7962 Fax: +1.541.687.7963

info@egi.com  www.egi.com
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4730180 32 Pre Routine
34cm

4730190 32 Pre Routine
32cm

4730200 32 Pre Routine
30cm

4731030 4751030 | 64 Small Routine

4731031 4751031 | 64 Small LTM

4731020 4751020 | 64 Med Routine

4731021 4751021 | 64 Med LTM

4731010 4751010 | 64 Large Routine

4731011 4751011 | 64 Large LTM

4731000 4751000 | 64 XL Routine

4731001 4751001 | 64 XL LTM

4731040 4751040 | 64 Ped L Routine

4731041 4751041 | 64 Ped L LTM

4731050 4751050 | 64 Ped S Routine

4731051 4751051 | 64 Ped S LTM

4731100 4751100 | 64 Inf Routine
47cm

4731110 4751110 | 64 Inf Routine
44cm

4731120 4751120 | 64 Inf Routine
43cm

4731130 4751130 | 64 Inf Routine
42cm

4731140 4751140 | 64 Inf Routine
40cm

4731150 4751150 | 64 Inf Routine
38cm

4731160 4751160 | 64 Inf Routine
37cm

4731170 4751170 | 64 Inf Routine
36cm

4731180 64 Pre Routine
34cm

4731190 64 Pre Routine
32cm

4731200 64 Pre Routine
30cm

4732030 4752030 | 128 Small Routine

4732031 4752031 | 128 Small LTM

4732020 4752020 | 128 Med Routine

4732021 4752021 | 128 Med LTM

4732010 4752010 | 128 Large Routine

500 East 4™ Ave., Suite 200, Eugene, OR 97401 USA
Phone: +1.541.687.7962 Fax: +1.541.687.7963

info@egi.com WWww.egi.com
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4732011 4752011 | 128 Large LTM
4732000 4752000 | 128 XL Routine
4732001 4752001 | 128 XL LTM
4732040 4752040 | 128 Ped L Routine
4732041 4752041 | 128 Ped L LTM
4732050 4752050 | 128 Ped S Routine
4732051 4752051 | 128 Ped S LTM
4732100 4752100 | 128 Inf Routine
47cm
4732110 4752110 | 128 Inf Routine
44cm
4732120 4752120 | 128 Inf Routine
43cm
4732130 4752130 | 128 Inf Routine
42cm
4732140 4752140 | 128 Inf Routine
40cm
4732150 4752150 | 128 Inf Routine
38cm
4732160 4752160 | 128 Inf Routine
37cm
4732170 4752170 | 128 Inf Routine
36cm
4732180 128 Pre Routine
34cm
4732190 128 Pre Routine
32cm
4732200 128 Pre Routine
30cm
4733030 | 4743030 256 Small Routine
4733031 | 4743031 256 Small LTM
4733020 | 4743020 256 Med Routine
4733021 | 4743021 256 Med LTM
4733010 | 4743010 256 Large Routine
4733011 | 4743011 256 Large LTM
4733000 | 4743000 256 XL Routine
4733001 | 4743001 256 XL LTM
4733040 | 4743040 256 Ped L Routine
4733041 | 4743041 256 Ped L LTM
MicroCel GSN 479XXSS 31 DEC
100 XX: channel count (32, 64, 128, 256) 2018
SS: size (XL-01, L-11, Med-21, Small-31)
Physiol6 4600786 31 DEC
Package 4600787 2018
4600405

500 East 4™ Ave., Suite 200, Eugene, OR 97401 USA
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4602842
GeoSource 2.0 6150036 31 DEC
(Visualization 4602001 2018
software for GES
400 systems)
Net Station 6150034 31 DEC
(Visualization 6150035 2018
software for GES | 6150041
400 systems) 6150042
6150044
6150045
Revision History
Version Date CO# Description of change
01 NA NA Initial release
02 23 May 2019 19-221 Updated referenced
standards list and added in
date of transfer to Dekra CE
Mark
03 23 Aug 2019 19-354 Corrected part numbers for
HCGSN
04 16 Jan 2020 20-027 Updated standards
references and removed
end of life products.
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