
----------------------------------------------------------------: 

ORDIN DE PLATA NR.: 942                              TIP.DOC. 1 : 

                                DATA EMITERII:11 octombrie 2021 : 

================================================================: 

PLATITI: 8000-00          LEI: Opt Mii lei 00 bani              : 

                                                                : 

                                                                : 

================================================================: 

PLATITOR:  (R) 'BIOSISTEM     CONTUL DE PLATI/CODUL IBAN        : 

MLD" SRL                      MD95ML000000002251429243          : 

                              CODUL FISCAL :1010600028048  /    : 

                                                                : 

                                                                : 

================================================================: 

PRESTATORUL PLATITOR                                CODUL BANCII: 

BC"Moldindconbank"S.A. fil."Invest" Chisinau        :MOLDMD2X329: 

================================================================: 

BENEFICIAR (R)Institutul d    CONTUL DE PLATI/CODUL IBAN        : 

e Cardiologie IMSP            MD98ML000000002251902161          : 

                              CODUL FISCAL :1003600150613 /     : 

                                                                : 

                                                                :               

================================================================: 

PRESTATORUL BENEFICIAR                              CODUL BANCII: 

BC"Moldindconbank"S.A.                              :MOLDMD2X   : 

================================================================: 

DESTINATIA PLATII:Pentru garantia pentru:   TIPUL TRANSFERULUI  : 

 oferta la procedura de achizi?ie public:      NORMAL/URGENT  :N: 

a nr. ocds-b3wdp1-MD-1630655182514 din 1:                       : 

1.10.2021                               :                       : 

                                        :                       : 

                                        :               L.S.    : 

========================================: ___________           : 

                   CODUL TRANZACTIEI:001: ___________           : 

        DATA PRIMIRII:11/10/2021        : SEMNATURILE           : 

      DATA EXECUTARII:                  : EMITENTULUI           : 

                                        :-----------------------:  

CONDUCATOR:Web Poiata Vitalie                                   : 

 MIIGYwYJKoZIhvcNAQcCoIIGVDCCBlACAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb: 

 

DQEHAaCCBGwwggRoMIIDUKADAgECAhNHAACjbi1rgFksQ0G4AAAAAKNuMA0GCSq: 

 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4: 

 

DTIxMDEyODExMzgwNVoXDTI0MDEyODExNDgwNVowgZ8xCzAJBgNVBAYTAk1EMRA: 

gYDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQml  : 

________________________________________________________________: 

                        (semnatura electronica)                 : 

CONTABIL-SEF:Web Nasedchin Alexandr                             : 

MIIGZwYJKoZIhvcNAQcCoIIGWDCCBlQCAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb3: 

DQEHAaCCBHAwggRsMIIDVKADAgECAhNHAACjcahRKqbJeg8QAAAAAKNxMA0GCSqG: 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4X: 

DTIxMDEyODExMzkxOFoXDTI0MDEyODExNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAw: 

YDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQmlv  : 

________________________________________________________________: 

L.S.                    (semnatura electronica)                 : 

CONDUCATOR:            _________________________________________:          

                        (semnatura manuala)                     : 

CONTABIL-SEF:          _________________________________________:          

________________        (semnatura manuala)                     :  

SEMNATURA PRESTATORUL       L.S.                                : 

                                        :-----------------------: 

MOTIVUL REFUZULUI                       :      L.S.             : 

----------------------------------------------------------------: 

 







I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare gi licenfiere a unitdlilor de drept

EXTRAS
din Registrul de stat al persoanelor juridice

nr.8506 din28.04.2021

Denumirea completil Societatea cu Rispundere Limitati dIOSISTEM MLI)>>.
Denumirea prescurtati: (dIOSISTEM MLD> S.R.L.
Forma juridici de organizare: societate cu Riispundere Limitattr.
Num6rul de identificare de stat gi codul fiscal: 101060002804g.
Data inregishnrii de stat: 12.08.2010.
Sediul: MD-2001, str. Albiqoara,l6ll,ap.(of.) 7, mun. chiqintru, Republica Moldova.
Obiectul principal de activitate:

1 Activitatea farmaceutici;
2Importul, fabricarea' comercializarea, asistenfa tehnictr gi (sau) reparafia dispozitivelor
medicale gi (sau) a opticii;
3 Acordarea asistenfei medicale de cltre institufiile medico-sanitare private;
4 Comerful cu ridicata al calculatoarelor, echipamentelor periferice qi software-ului;
5 intrefinerea gi repararea maginilor de birou qi a tehnicii de calcul;
6 Consultafii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.

Administrator: POIATA VITALIE,
Asociafi:

1. POIATA VITALIE 33,40 oh

2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVI\IKOV DMITRII 33,30 YO.

Prezentul extras este eliberat in temeiul art.
inregistrarea de stat a persoanelor juridice gi
Registrul de stat la data de: 28.04.2021.

34 alLegii nr.220-XYI din l9 octombrie 2007 privind
a intreprinzltorilor individuali 9i confiqnd datele din

er$
Specialist coordonator
tel.022-207-840

9{

:E

'f)w
Date cu cuacter personal. operator: I.p. "Agentia servicii publice" Io 0000059



 
c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 16/1 of.7 

tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 

 

 

 

 

Lista fondatorilor Biosistem-mld SRL 
 

 

 

 

Nr. Nume, Prenume IDNP 

1. Vitalie Poiata 0983103892591 

2. Alexandr Nasedchin 2002001070747 

3. Dmitrii Kojevnikov 0972305012362 

 
 

 





c/f 1010600028048; adresa: str. Albișoara 16/1 of.7, or. Chișinău 
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 

Către Grupul de lucru pentru evaluarea  

Procedurii de achiziție nr. ocds-b3wdp1-MD-1630655182514 

Din 20 sept 2021, 16:00 - 11 oct 2021, 12:00 

din cadrul   IMSP Institutul de Cardiologie 

Declarație 

Prin prezenta, SRL „Biosistem-mld”, declara ca : 

 Va înregistra în Registrul de Stat al Dispozitivelor Medicale a Agenției Medicamentului și

Dispozitivelor Medicale bunurile contractate pînă la momentul livrării acestora.

 Va prezenta monstre, în termen de 3 zile de la solicitarea autorității contractante.

 _______________Vitalie Poiata 

L.Ş. 



GIMA S.p.A.  EXPORT DIVISION 
Via Marconi, 1  tel. +39 02 953854209/221/225 
20060 Gessate (MI) – Italy  fax +39 02 95380056 
www.gimaitaly.com  export@gimaitaly.com 

 
Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226 
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 – 20121 Milano 

 

Gessate, 7 February 2012 

 

CONFORMITY OF GIMA PRODUCTS 
 

According to the annex VII of the Council Directive 93/42/EEC  

as amended by the European Directive 2007/47/EEC concerning medical devices 

 

GIMA declares that all medical devices illustrated on 

GIMA INTERNATIONAL CATALOGUE 

meet the provisions of the following Council Directive (when applicable) 

93/42/EEC AS AMENDED BY THE EUROPEAN DIRECTIVE 2007/47/EEC 

as below: 

A) For all products classified in CLASS I, we have in our company a technical file as 

required from annex VII, and it is available a certificate of conformity signed by the 

responsible inside the EU (generally GIMA). 

 

B) For all products in CLASS IIa and IIb it is available, or it will be available in one month,   

a declaration of conformity signed by an official European Notified Body or the ISO 

9002 certificate of the manufacturer.

 
 

 
 

 

GIMA S.p.A. 
Q.A. Department 
Nicola Manzoni 

 



 

 

Kiwa Cermet Italia S.p.A.  

Società con socio unico, 

soggetta all’attività di 

direzione e coordinamento di 

Kiwa Italia Holding Srl  

Via Cadriano, 23 

40057 Granarolo dell’Emilia 

(BO) 

Tel +39.051.459.3.111  

Fax +39.051.763.382 

E-mail: info@kiwacermet.it 

www.kiwacermet.it 

 

 
 

 

 

Reg. Number 10164 - A Valid From 2018-10-01 

    

First issue date 2012-10-15 Last change date 2018-10-01 

    

Valid Until 2021-10-14 IAF Sector 29      

    

    

Quality Management System Certificate 

ISO 9001:2015 
 
 

We certify that the Quality Management System of the Organization: 

GIMA S.p.A. 
Is in compliance with the standard UNI EN ISO 9001:2015 for the following 

products/services: 

 

Trade, packaging and service of medical devices (MD), in vitro diagnostic 
products (IVD), personal protective equipments (PPE), biocides, veterinary 
items, medical accessories furniture and aids 
 

 

 

Chief Operating Officer 

Giampiero Belcredi 

 

 

 

 

 

 

 

The maintaining of the certification is subject to annual surveillance and dependent on the observance of 
Kiwa Cermet Italia contractual requirements. 

  

  
  

This certificate is composed of 1 page. 

 

GIMA S.p.A.   

Registered Headquarters 

-   Via Grossi, 2 20121 Milano Italia 
Certified Sites 

-   Via Marconi, 1 20060 Gessate ( MI )  Italia 



 

 

Kiwa Cermet Italia S.p.A.  

Società con socio unico, 

soggetta all’attività di 

direzione e coordinamento di 

Kiwa Italia Holding Srl  

Via Cadriano, 23 

40057 Granarolo dell’Emilia 

(BO) 

Tel +39.051.459.3.111  

Fax +39.051.763.382 

E-mail: info@kiwacermet.it 

www.kiwacermet.it 

 

 
 

 

 

Reg. Number 10164 - M Valid From 2018-10-01 

    

First issue date 2012-10-15 Last change date 2018-10-01 

    

Valid until 2021-10-14   

    
    

Quality Management System Certificate 

ISO 13485:2016 
 
 

We certify that the Quality Management System of the Organization: 

GIMA S.p.A. 
Is in compliance with the standard UNI CEI EN ISO 13485:2016 for the following 

products/services: 

 

Trade, packaging and service of: medical devices (MD), in vitro diagnostic products 

(IVD), medical accessories, furniture and aids, 

 

 

 

Chief Operating Officer 

Giampiero Belcredi 

 

 

 

 

 

 

The maintaining of certification is subject to annual surveillance and dependent upon the observance of 
Kiwa Cermet Italia contractual requirements. 

  

Refer to quality manual for details of exclusion of UNI CEI EN ISO 13485:2016 requirements. 
  

This certificate is composed of 1 page. 

 

GIMA S.p.A.   

Registered Headquarters 
-   Via Grossi, 2 20121 Milano Italia 
Certified Sites 

-   Via Marconi, 1 20060 Gessate ( MI )  Italia 



























DEKRA Certification B.V.

j
B.T.M. Holtus

¦
J.A. van Vugt

Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

  

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-product-safety.com  Company registration 09085396

CERTIFICATE
Number: 2090418

The management system of the organization(s) and locations mentioned on the addendum belonging to:

Medtronic EMEA Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ  Heerlen
The Netherlands

including the implementation meets the requirements of the standard:

ISO 9001:2015
EN ISO 13485:2016
Scope:
Sales, order management, warehousing and distribution of medical devices. 
Including regulatory affairs, post market surveillance, technical service, customer education and spine 
loaner operations

Certificate expiry date: 1 July 2024
Certificate effective date: 1 July 2021
Certified since: 1 July 2006

This certificate is valid for the organization(s) and/or locations mentioned on the addendum.



page 1 of 6

ADDENDUM
To certificate: 2090418 

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ  Heerlen

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-product-safety.com  Company registration 09085396

Certified organization(s) and/or locations:
Different scope

Medtronic Trading NL B.V.
Larixplein 4
5616 VB  Eindhoven 
The Netherlands

Sales, order management and distribution of medical devices. 
Including customer education

Medtronic Italia S.p.A.
Via Varesina 162
20156  Milano
Italy 

Sales, order management and distribution of medical devices. 
Including customer education.

Medtronic Danmark A/S.
Arne Jacobsens Alle 17
2300  Kopenhagen
Denmark 

Sales, order management and distribution of medical devices. 
Including customer education

Medtronic Finland Oy
Lentajantie 3
01530  Vantaa
Finland 

Sales, order management and distribution of medical devices. 
Including customer education.

Medtronic AB
P.O. Box 1034
164 21  Kista
Sweden

Sales, order management and distribution of medical devices. 
Including customer education

Medtronic Norge AS
Martin Linges vei 25
1364  Fornebu
Norway 

Sales, order management and distribution of medical devices. 
Including customer education.



page 2 of 6

ADDENDUM
To certificate: 2090418  

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.
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DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-product-safety.com  Company registration 09085396

Medtronic Africa (Pty) Ltd.
Waterfall Distribution Campus CNR 
K101 and Bridal Veil Road Waterfall 
Midrand
1685  Gauteng
South Africa 

Sales, order management, warehousing and distribution of 
medical devices. Including customer education and spine loaner 
operations.

Medtronic Medikal Teknoloji Ticaret Ltd  
Sti
Saray Mah. Esnaf Sk. Akkom Ofis Park 
Laodik Plaza Sitesi B Blok Apt: 2/8
34764  Umraniye - Istanbul
Turkey 

Sales, order management and distribution of medical devices. 
Including customer education

Medtronic Ibérica S.A.
Calle de Maria de Portugal, 11
28050  Madrid
Spain 

Sales, order management and distribution of medical devices. 
Including customer education.

Medtronic Ibérica S.A.
WTC Almeda Park Placa de la Pau, s/n. 
Edificio 7, 3 piso Cornella de Llobregat
08940  Barcelona
Spain 

Sales, order management and distribution of medical devices.

Medtronic Portugal LDA-
Rua Tomas da Fonseca Torre E, 11 
piso
1600  Lisboa
Portugal 

Sales, Order Management and distribution of medical devices 
including customer education.

Warehousing and distribution of medical devices, including spine 
loaner operations
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Medtronic EMEA Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ  Heerlen

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands
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Medtronic Portugal, LDA-
Avenida Gomes Pereira 61B
Benfica
1600  Lisboa
Portugal 

Sales, Order Management and distribution of medical devices. 
Including customer education.

Warehousing and distribution of medical devices, including spine 
loaner operations.

Medtronic GmbH
Earl-Bakken-Platz 1
40670  Meerbusch
Germany 

Scope for EN ISO 13485:2016: Sales, order management and 
distribution of medical devices. Including customer education.
ISO 9001:2015 excluded

Medtronic GmbH
Mollsfeld 12
40670  Meerbusch
Germany 

Scope for EN ISO 13485:2016: Sales, order management and 
distribution of medical devices. Including customer education.
ISO 9001:2015 excluded

Medtronic Osterreich GmbH
Milennium Tower, 20th floor Handelskai 
94-96
1200  Wien
Austria 

Sales, order management, warehousing and distribution of
medical devices. Including customer education

Medtronic (Schweiz) AG
Talstrasse 9
3053  Munchenbuchsee
Switzerland 

Sales, order management, warehousing and distribution of 
medical devices. Including customer education

Medtronic France SAS
9, boulevard Romain Rolland
75014  Paris
France

Sales, order management and distribution of medical devices. 
Including customer education
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Medtronic Hellas S.A.
Avenue Kifisias 24 Building B
151 25  Marousi Pref. Attica
Greece 

Sales, order management and distribution of medical devices. 
Including customer education.

Medtronic Hellas S.A. Diabetes Shop
Mesogeion Avenue 2-4
115 27  Athens
Greece 

Sales, order management and distribution of diabetes medical 
devices. Including customer education.

Medtronic Romania SRL
Ploiesti 42-44, Building B, B2 Wing, 2nd 
floor, district 1 Baneasa Business & 
Technology Park
013696  Bucharest
Romania 

Sales, order management and distribution of medical devices.
Including customer education.

Medtronic Hungária Kft.
Bocskai ut 134-146 Cepulet 3. emelet
1113  Budapest
Hungary 

Sales, order management and distribution of medical devices.
Including customer education.

Medtronic Serbia Ltd.
Bulevar Zorana Djindjica, 64a
11070  Belgrade
Serbia 

Sales, order management and distribution of medical devices. 
Including customer education.
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Medtronic Poland Sp.z o.o  Medtronic 
Customer Care Center of Experience
Warsaw
Polna 11
00-633  Warszawa
Poland 

Order management of medical devices.

Medtronic Trading Ltd.
10 Hamada Street
4673344  Herzlya
Israel 

Import, sales, order management and distribution of medical 
devices.
Including customer education

Medtronic Czechia s.r.o.
Prosek Point, Budova B, Prosecka 
852/66
852 66  Praha
Czech Republic 

Sales, order management and distribution of medical devices. 
Including customer education.

Medtronic Bulgaria EOOD
48 Sitnyakovo blvd., R-N OBORISHTE 
DISTR., floor 7
1505  Sofia
Bulgaria 

Sales, order management and distribution of medical devices. 
Including customer education.

Medtronic Limited
Building 9, Croxley ParkHatters Ln
WD18 8WW  Watford
United Kingdom 

Sales, order management and distribution of medical devices. 
Including customer education.
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Medtronic Ireland Limited
Block 3090-3094Lake Drive, Citywest 
Business Campus
D24 NW2F  Dublin
Ireland 

Sales, order management and distribution of medical devices. 
Including customer education.

Medtronic B.V.  
Medtronic Service & Repair EMEA
Jan Campertstraat 21-A
6416 SG  Heerlen 

Order management, warehousing and technical service of 
medical devices including field service EMEA.

Medtronic Slovakia s.r.o.
CBC III, Karadzicova 12
821 08  Bratislava
Slovak Republic 

Sales, order management and distribution of medical devices. 
Including customer education.

Medtronic Belgium
Burgemeester E. Demunterlaan 5
1090  Brussel
Belgium 

Sales, Order Management and distribution of medical devices. 
Including customer education

Medtronic Croatia
Folnegoviceva 1c
10000  Zagreb
Croatia 

Sales, order management and distribution of medical devices. 
Including customer education.

Medtronic Slovenia
Ameriska Ulica 8
1000  Ljubljana
Slovenia 

Sales, order management and distribution of medical devices

Addendum expiry date: 1 July 2024
Addendum effective date: 1 July 2021



































Istituto SupeIiore di Sanità

Mod. 2201 -155

Organismo Notificato 0373
Sezione Presso O.N.DI.CO.

Notified Body 0373
lInit relaring ro O.N.DI. co.

Certificato nO
Certificare no. QPZ-1746-14

Addendum nO
addendum no. 01-14

Data di emissione
IS.we date
Data di scadenza
Expirydate

30.09.2014

29.09.2019

APPROVAZIONE DEL SISTEMA DI
GARANZIA DELLA QUALITA'
DELLA PRODUZIONE E/O DELLA
STERILIZZAZIONE

secondo " Allegato V della Direttiva Europea 93142/CEE e
successive modifiche ed integrazioni.
(recepita in Italia con il D.Lgs. n. 46 del 24.02.I997 e
successù'e modifiche ed imegrazioni)

L'Istituto Superiore di Sanità, Organismo
Notificato 0373, certifica che il sistema di
garanzia della qualità della produzione e/o
della sterilizzazione attuato da

APPROVAL OF QUALlTY
ASSURANCE SYSTEM FOR

PRODUCTION
AND/OR STERlLlZATION

according to Annex V of EC Directive 93/421EEC
and subsequem modifications and integrations.

(rrampost.'d iII Iraly hy (ile D.Lgs. n. 46 isslled on
24.02.1997 and sllbseqlle1lt modijiClJ(iofls (md illlegratiotls)

The IstitulO Superiore di Sanità. Notified Body
0373. certifies rhar rhe qualiry a.l'surance .l'ystem

for rhe production
andlor .l'rerilizarion enforced br. .

INDUSTRIA FARMACEUTICA GALENICA SENESE S.r.l.

Sede Legale/ Registered Offiee:
Via Cassia Nord, 351 - 53014 Monteroni D'Arbia (SI) ITALIA

Alrre sedi del Fabbriccrnte IOtller sile." of rhe MeUl/!faCfllrer:

Sede Produttiva! Productùm Site: Via Cassia Nord, 351- 53014 ,\/onteroni D'Arbia (SI) Italia

per il dispositivo/i far tile device(s)

MD Ol13 Dispositivi 11011 attivi per perjllsiolle e cOllservazione degli organi,
sterile/Noll-actil'e perjllsion alld orgalls preservatioll device, sterile ("diallegalalten!,a/",

tecl/llieal shl'l'I).

è conforme ai requisiti applicabili della
Direttiva Europea 93/42/CEE e successive
modifiche ed integrazioni .

• J.'1l1l~J:••1" In:nico ~ pltr1~ inl"l:",nl ••d.,J p~nl~ (;"r1ilic1l10
In" uclmiml ~h"rl is"" ;m••~mJparI tJ/ Illi. (~"jfìr(l"',

is iII compliance Il'irh the al'l'licable
reqlliremellls of COllneil Direcril'e 93/42/EEC
alld sllbsequetlr motii(ic:alio/lS alld illtegmriolH.

Istituto Superiore di S.mità - \'iale Regina Elena, 299 - 00161 Roma Ilal" - tel./fax. +3906-19902108- ••••'W\\••iss.it

MoJ.09.211 Rev.02 p. 1/2



Istituto SupeJioredi Sanità

ALLEGA TO TECNICO

Mod.2201.ISS

Organismo Notificato 0373
Sezione Presso O.N.DI.CO.

Notified Body 0373
Unit relating IO O.N.DI. CO.

TECHNICAL SHEET

Il Certificato nO
The Certificate no. QPZ-1746-14

Addendum nO
addendI/II!no. 01-14

di CI/i il presellle allegato tecnico è parte
integrante. è da considerarsi riferito solo
al/ai segl/ellle/i prodotto/i soggetto/i a
sorveglianza:

oJ which tilis techniml sileet is an integrai
parto reJers only to tile Jollowing product(s)
that are sl/bject to sl/rveillance:

MD 0113 Dispositivi non attivi per perfusione e conservazione degli organi,
sterilelNon -active perfusion and organs preservation device, sterile
Classe (Class): Ila

Nome prodotto
(Producf name)

SOLUZIONE DI BRETSCHNEIDER MODIFICATA, STERILE
Soluzione er la conservazione de li or ani da fra imito

Istituto Superiore dì Sanità - ,'iale Regina Elena, 299 - 00161 Roma hai ••.- (el./fax. +39O(H9902108 - www.iss.it

Mod.09.21/ RC".02 p.212
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�Ĵ
�
*"*

C����!
(W

Y�	�P]*�)�;�2"*;
�"�J
��;�);;)�
3;��!
((��*+��J
3*��+)�!")+��+�3�
*;"4"����2Z*;
��<���+�3�
*;"8
�̂
)�;�
<)"(��
�;�
);�
3;*

C����!
(W

a-1�M-��$�b�6>��0-

cdedfghhijkdelmnjoipqrsturcvjwvxyzvru{
cgfmp|}~��~|�|}j��p��p��



����������	
���
��
����
�����������

����������

��������������������

� 

!"��#$%� ��

&�"����"'()*"���
+,�-.�,--���/0.�

1*(!
23(��
405,/��6.,5

	
7")"�2
��
��8,-,$6

9':"�(���!";"*(��
<0-.�=>06���/0.�

&(�"2(���&(�


���?�����@A('"!��!(��
405,/�%�$�

BC/�6.,%,=0.,$6�$%�D�/,=05�E�8,=�-F

G�=>6,=05�->��.��6=5$-�/�.$�.>��H��.,%,=0.�#

BD�/,=05�E�8,=�-F
�")I�)":"7"��
!"*"�(::"7"�I
��:�(::(�
2:��)(2��
J�:
����
��'(3"�2
�
�*�2:��''��;'�"!"��#K=.,8����/,=05�/�8,=�-�%$��
�5$$/��060����6.L�.>���$����50.,$6�06/�%5�,/-�=$6.�$5

��M�&)�(�:�&'�)NJ���&O�	M�&J�PQRS1��	TJ��1TR	PQRS����1"):
�(�I
��
��I
�;�)"�2
J�
!
*(I2
"33(3"�2
�
��"��3"�2
�
2!�:�))"2
���1U):
��;���V
��I
�;�)"�2J�*(�W�2�!"�X"!
�(2!�
2!�:�X"2)�
�
��7('

B����!
'Y

Q�9ZR)�(�:[J�Q�9M�&O�	���1"):
�(�I
��'
�*�*":�(;
�
)"���Q
�\�*U:(IV
�
)")�1U):
�

B����!
'Y

BD�/,=05�E�8,=�-F
�")I�)":"7"��
!"*"�I
��"'�:�(::(�
2:��!
'�)(2��
��#D�/,=05�/�8,=�-�%$���5$$/�.��0.��6.

B���,-]�=50--F
^̂�(

B���K�E_�=$/�-F

�������J���1����@��:VU'
2
��X"!
��()�):
�"'"3(:"�2�̀�Rab

M�2*
2:�(:��"�I
��I��:
"2
�I'()�(:"*V
�
!�
��*��I�2
2:"���M�2*
2:�(:��)�;���I'()�(�I��:
"2)�(2!�
V
��*��I�2
2:)

B����!
'Y

1*(�W"(:��"�!"�*('��
���O
(:�
X*V(2�
�)

B����!
'Y

BD�/,=05�E�8,=�-F
�")I�)":"7"��
!"*"�I
��'(��
):"�2
�!
'�)(2��
��#D�/,=05�/�8,=�-�%$���5$$/��060����6.

B���,-]�=50--F
^̂�W

B���K�E_�=$/�-F

�������J���1����@�	(!"(:"�2

�!)��W":��
�!"�'
�*�*":"���Q
�\�*U:
�(!)��W
�

B����!
'Y

���*�2*
2:�(:��"���O
��*�2*
2:�(:��)

B����!
'Y

c,0�d,��$�e�5=��/,

fghgijkklmnghopqmrlstuvwxufymzy{|}yux~
fjips����������m��s��s��



����������	
���
��
����
�����������

����������

��������������������

� 

!"��#$%& ��

'�"����"()*+"���
,-�./�-..���01/�

2+)!
34)��
516-0��7/-6

	
8"*"�3
��
��9-.-$7

:(;"�)���!"<"+)��
=1./�>?17���01/�

')�"3)���')�


���@�����&A)("!��!)��
516-0�%�$�

BC0�7/-%->1/-$7�$%�D�0->16�E�9->�.F

G�>?7->16�.?��/��7>6$.�0�/$�/?��H��/-%->1/�#

BD�0->16�E�9->�.F
�"*I�*";"8"��
!"+"�I
��()��
*;"�3
�!
(�*)3��
��#D�0->16�0�9->�.�%$���6$$0��171����7/

J"(;�"��I
��!")("*"���K
��!")(L4
�*

B����!
(M

N"3

�+�3�
��+�3+
3;�);��"���O�P"3��*
;*�Q";R�R
��+�3+
3;�);��*

B����!
(M

'()*�)<�)4"�3);��"���'()*�)�<�)+;"�3);��*

B����!
(M

B���S�ET�>$0�.F

�������U���2����&�	)!");"�3U���2����&��;RL(
3
��V"!
��)*�*;
�"("4);"�3�W�XYZ

���<"(;�"���K
��<"(;
�*

B����!
(M

N"3

�+�3�
��<"(;�"���O�P"3��*
;*�Q";R�R
��<"(;
�*

B����!
(M

N"3

�+�3�I()*�)<"(;�"���O�P"3��*
;*�Q";R�I()*�)<"(;
�*

B����!
(M

'()*�)<"(;�"���'()*�)<"(;
�*

B����!
(M

BD�0->16�E�9->�.F
�"*I�*";"8"��
!"+"�I
���(;�)<"(;�)4"�3
��#D�0->16�0�9->�.�%$���6/�1%-6/�1/-$7

B���-.[�>61..F
\\�)

B���S�ET�>$0�.F

�������U���2����&��;RL(
3
��V"!
��)*�*;
�"("4);"�3�W�XYZ

N"3

�+�3��(;�)<"(;�"���O�P"3��*
;*�Q";R��(;�)<"(;
�*

B����!
(M

:(;�)<"(;�"���:(;�)<"(;
�*

B����!
(M

:(;�)<"(;�"�I
���"�3";"��!�3;�");�"+"����
3;)(�+R)"���3";��(;�)<"(;
�*

B����!
(M

]-1�̂ -��$�_�6>��0-
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This is to certify that 

KORDON TIP SAĞLIK ARAÇ GEREÇLERİ  

MÜHENDİSLİK PROJE İTHALAT LTD. ŞTİ. 

10006/1 NO:43 A.O.S.B. ÇİĞLİ - İZMİR / TÜRKİYE   

Branch: 354. SOK NO:4 2. SANAYİ SİTESİ BORNOVA - İZMİR / TURKEY 

complies with requirements of 

ISO 9001:2015 
This certificate is valid concerning all activities related to;  

 

MANUFACTURING, DESIGN AND SALES OF ETHYLENE OXIDE STERILIZERS AND ETHYLENE OXIDE CARTIDGES. PRODUCT REALIZATION AND SALES OF 

BIOLOGICAL INDICATORS, STERILIZATION REELS, CHEMICAL INDICATORS, AUTOCLAVE TAPES, STERILIZATION DOCUMENTATION LABEL CHEMICAL 

INDICATORS, ETHYLENE OXIDE CARTRIDGE STORAGE CONTAINERS, WASHER INDICATORS, AUTOMATIC CARTRIDGE ACTIVATORS AND CONTAINERS, ETHYLENE 

OXIDE DETECTORS, AUTOCLAVEABLE BIOHAZARD BAGS, PATIENT TRANSFER SYSTEM, BOWIE & DICK TEST PACKS, WRAP PAPERS, BIOLOGICAL INDICATOR 

INCUBATORS,  CHEMICAL VAPOR INDICATOR CLASS V FEED,EO INDICATOR CHEMICAL CLASS V FEED, RESIDUAL PROTEIN TEST, ULTRASONIC WASHING 

INDICATOR, STERILIZATION ENVELOPES,SELF ADHESIVE CHEMICAL THEY INDICATOR, HELIX CARGO CONTROL INDICATOR,LABEL GUN , WASH INDICATOR 

APPARATUS,PCD APPARATUS ,STERILIZATION VALIDATION AND CALIBRATION SERVICE, STERILIZATION REEL SEALING, CUTTING AND PRINTING MACHINE, 

NEUTRALIZATORS, HEADER BAGS, WORK STATIONS, HANGER – CUTTER APPARATUS 

 

ETİLEN OKSİT STERİLİZATÖRLERİ VE ETİLEN OKSİT KARTUŞLARI, ÜRETİMİ , TASARIMI VE SATIŞI. BİYOLOJİK İNDİKATÖRLER, STERİLİZASYON RULOLARI, KİMYASAL 

İNDİKATÖRLER, OTOKLAV BANTLARI, STERİLİZASYON DÖKÜMANTASYON ETİKET KİMYASAL İNDİKATÖRLERİ, ETİLEN OKSİT KARTUŞ SAKLAMA KONTEYNIRI, 

YIKAMA İNDİKATÖRLERİ, OTOMATİK KARTUŞ AKTİVATÖRLERİ VE KONTEYNIRLARI, ETİLEN OKSİT DEDEKTÖRÜ, OTOKLAVLANABİLİR TIBBİ ATIK TORBASI, HASTA 

TRANSFER SİSTEMİ, BOWIE & DICK TEST PAKETLERİ, WRAP KAĞITLARI, BİYOLOJİK İNDİKATÖR İNKÜBATÖRÜ, BUHAR KIMYASAL İNDIKATÖR CLASS V İLERLEMELI, 

EO KİMYASAL İNDIKATÖR CLASS V İLERLEMELI, PROTEİN KALINTI TESTİ, ULTRASONIC YIKAMA İNDİKATÖRÜ, STERİLIZASYON ZARFLARI, KENDİNDEN YAPIŞKANLI 

KİMYASAL İNDIKATÖRLER, HELIX YÜK KONTROL İNDIKATÖRÜ, ETİKET TABANCASI, YIKAMA İNDIKATÖRÜ APARATLARI , PCD APARATLARI, STERİLIZASYON 

VALİDASYON VE KALİBRASYON HİZMETİ, STERİLİZASYON RULOSU KAPATMA / KESME VE YAZICI CİHAZLAR, NÖTRALİZATÖRLER, HEADER BAG, ÇALIŞMA 

İSTASYONLARI,  ASKI – KESME APARATI, FASON ÜRETİMİNİN GERÇEKLEŞTİRİLMESİ VE SATIŞI 

 

 ISO 01 794 488  Jan. 3, 2020  Jan. 2, 2021  

 Certificate No.  Date of this Certificate  Certification Expiry Date  

 

 Dec. 26, 2019  Jan. 3, 2020    

 Date of Audit  Date of Registration  Managing Director / Director  

 



Technical
universal
verification

CE IFI E
This certificate has been awarded to:

KoRDoN TlP sAĞLlK ARAç GEREÇLER| MüHEND|SL|K PRoJE lTHALAT LTD. ŞTi.

Head ofhce: l 0006/1 No:43 A.o.S.B. ÇlĞLi - izMiR /TURKEY

Branch office: 354. SoK No:4 2. sANAYi siTEsi BoRNoVA _ izMiR / TURKEY

ln Recognition of the organisation3 Management system which complies with:

lSO 9001 :2O15
For the scope of Activities des(ribed be|ow:

ı^ııirn aııi o.'Eİ 
^ro 

gğoa mntEa @a5.ı.c6 
^ıOtnrn 

a üa (ınDca mİl İAlldbıl 
^ro 

l{lso, İıGr,/ı ac^Dğ İaİgDal ıE§ Cl{ftı ıoraoc. Arüır,arf§

'raılüıürrrFarırbı.rıE 
o*ilaot^6 Eıln adoa (rııDGa s|olrea(oaıaaı*9eııor& rrğııİcııliocarrJıloClıocoaılıl6 alİltgİona oGrlclol§

Arıoo.ıt ı,rc*^z^Dax4ııDilıarmstsrB4E a aof,İrEr rıdc. $ır ıırg4 ğGtlr ıorııol atlıaııo.s. Cl*lİ^lv^rcl lo(ııol CL^§v tCtolo ıDr^ıoi cl.İx^lct^l9 v F[lo

İ5aA rElEarİsı urı^scü9a6E rq,iilİ]ıılbİmdql3rıffioaİAt llFtııül€lıotso(oİtu.aiEql^EGrı,n§x ıü^rüırrıian,t ı(Diaraıırj5,

§rruııDl§rriü apcıİDı *E,lttlznlıaİa *ı116 clfnGıDİıEffia(İE lıııE^tG ıE^o6 ııG(ıol sillDlğ İ^ı6ai _ c(,IrE 
^ırlılı16

certificate No : '|0l5

Date of Audit :05.12.20,17

Date of Registration i 05.01.2018

Reissue Date : -

Expiry Date : 04.01.20l9

Te<hnkal universal veıffi cation

ıhis doaunrent iJ valld 61 3 yeac provided that the manag€ment system i5 !ve]l nEintained ard sunĞillafte aııdits are pĞİformed regulady.
Aftel pcrfoİmıng the sun eillance audits aertlfcate wil| be re|rsu€d. The current natus of thls c.rtific.te can b€ vi.gnd vi. www.te.hcerlaom.tr web 5ite.

This certifiCate i5 a property ofTechnl(al uni\4rjal verlf<ation ceİtmcitlon and T.alnlng s€fvic€s co" Ltd,
Thus, thİa .ertlfiCate has to ba Ğtumed İf requ|Ğd by property owner [Jnhed A.cr€dit tion Foundatlon (uAR i5 an acaredltation body whos€ İ€adquaners

i, lo(ad ın th€ Unhed states of A.n€rlca, which i5 a member of lnternational A.credıtation Foİum (l^F).

T.chnkal univarsıl verifi <ıtıon
8elgclındlrmc vı Eğhln Hlrmctl.rl Ltd. Şti.

oruçrei5 MahaIle5i Tek5tilkent caddesi
No:] 0 AB/3017 Esen|er / lsTAN8UL

ı f
Ao'

\
%,i

§üiıca| 
unjğ

$-

l
§

TeL: m 90 2ı 2 438 20 04
. ü,€b: wwwtechceĞcom,ta

. e-maİl: ınfo€ıtechcerlcom.tr

fR 32/31.05.20r 7/oo



Technical
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This certificate has been awarded to:

KoRDoN TlP sAĞLlK ARAÇ GEREçLER| MüHENDisLiK PRoJE iTHALAT LTD. ŞTi.

Head office: l0006/,| No:43 A.o.S.B. ÇlĞLi - izMiR /TURKEY

Branch office:354. SoK No:4 2. sANAYl siTEsi BoRNoVA - izMlR /TURKEY

ln Recognition ofthe organisationl Management system which complies with:

lSO 13485 z2016
For the Scope of Activities described below:

9lEıt]z^ılo|v^lo^İntıoa^ıı§pal§aftr(5rEtQ^ID Ee5crar6 cuİlı6^roPİ{lıE raHiİ- ıl€tni^üz^IoRl l*^otnri65! woıi çrAİot§. H^lfltİ - cufaİ 
^rDAMTU9

certificate ı,|o :ıo'lO Reissue Date : -

DateofAudit :05.1220,| 7 Expiry Date : 04.01.20,19

Date of Registration : o5.o12ol8 Technkal Universal Verffication

This do<umeot is valid foü 3 }4ars provİred thrt th€ manag€ment Jystem i5 well and ru.veillan.e audits are performed regularly,

^haİ 
performinglhc surlreillance audıE cart|6c.t wil| be reissu€d. Th€ curİ$t rtatu, of thi, certifcat€ can ba vlğved vi. www.te<hcert.comır wtb site.

ıhis (ertifi<eta lr a p.operty ofTechnkal unlıref9l Verffiaatlon cartifi<atbn and Trainiırg İrvk6 co! Lld.
Thu§, thli certtfraate has to ba üunrad r,!quİ!d by poFrty ovfıef. unİtd 

^(cı€dtt 
ıbn fou.ıdation ([r^f) i5 an accĞdltatıon body whose hĞadquartaE

i5 lo@ted ln tİıe unıd st tes of Arİı€rka, ühich i§ a ınember of |nte.national Accİedtlation Fo.um (lAR.

Technkıl unıyarıı vartfi <ıtion
8.lg.l.ndlİm. n Eğıtln Hııın tl..i Ltd. Şü.

oruçreis MahaIle5i Tekstilkent cadde5i
No:10 AB/3017 Esen|erl l5TANBUL

CERTIFI E

Tel.:00 90 212 438 20 04
. web: www,techcert.com.tr

. e-mail: infoc)techcert.com.tr

İa3a31.o5-2o17lü




	ORDIN DE PLATA NR
	DOCs x 4_NEW
	fisc_22.10.2021
	Declaratie
	~Gima_EC_declaration-of-conformity
	~Gima_ISO_9001
	~Gima_ISO_13485
	EN ISO 13485_SX60147335 0001
	EC_zał V_DD60147049 0001
	EC_zał II_HD60147050 0001
	~Grena-Declaration Conformity Full 2014
	Grena EN ISO 13485 SX 601302220 0001
	2090418 (EN ISO 13485+9001) + ADD-unlocked
	CE_MITG_G1 077608 0079 Rev. 00 exp 05-26-2024
	CE G1 057574 0070 En_Oxi
	LN USA CE0123 Certificate G1 002436 0006
	GalenicaSense_Certificates
	GalenicaSenese OHSAS 18001-2007 eng
	ISO 9001 ENG

	GMP 2014
	CE Galenica Custodiol
	00000001
	00000002

	CE MEDICA---
	PC 3686 - ISO 9001 del 2021-03-22
	PC 3686 - ISO 13485 del 2021-03-22
	CE
	ISO 9001
	ISO 9001-eng
	ISO 13485 - eng
	ISO 13485-eng

		2021-10-08T17:57:11+0300
	Moldova
	MoldSign Signature




