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

ORDIN DE PLATA NR.: 226                              TIP.DOC. 1 : 

                                DATA EMITERII:26 mai 2020       : 

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

PLATITI: 1500-00          LEI: Una Mie Cinci Sute lei 00 bani   : 

                                                                : 

                                                                : 

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

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

MLD" S.R.L.                   MD95ML000000002251429243          : 

                              CODUL FISCAL :1010600028048  /    : 

                                                                : 

                                                                : 

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

PRESTATORUL PLATITOR                                CODUL BANCII: 

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

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

BENEFICIAR (R)USMF "Nicola    CONTUL DE PLATI/CODUL IBAN        : 

e Testemitanu"  IP            MD19AG000000022512015544          : 

                              CODUL FISCAL :1007600000794 /     : 

                                                                : 

                                                                :               

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

PRESTATORUL BENEFICIAR                              CODUL BANCII: 

BC"MOLDOVA-AGROINDBANK"S.A.                         :AGRNMD2X   : 

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

DESTINATIA PLATII:Pentru garantia pentru:   TIPUL TRANSFERULUI  : 

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

ca nr. ocds-b3wdp1-MD-1587029359985 din :                       : 

28.05.2020                              :                       : 

                                        :                       : 

                                        :               L.S.    : 

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

                   CODUL TRANZACTIEI:001: ___________           : 

        DATA PRIMIRII:26/05/2020        : SEMNATURILE           : 

      DATA EXECUTARII:                  : EMITENTULUI           : 

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

CONDUCATOR:Web Poiata Vitalie                                   : 

 MIIGQQYJKoZIhvcNAQcCoIIGMjCCBi4CAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb: 

 

DQEHAaCCBEowggRGMIIDLqADAgECAhNHAABcVycdZVmKkP29AAAAAFxXMA0GCSq: 

 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4: 

 

DTE5MDEyODEwMTYyOFoXDTIxMDEyODEwMjYyOFowfjELMAkGA1UEBhMCTUQxGjA: 

gNVBAoTEUJpb3Npc3RlbSBNTEQgU1JMMRIwEAYDVQQLEwkwNjkyMDAzMTQxFzA  : 

________________________________________________________________: 

                        (semnatura electronica)                 : 

CONTABIL-SEF:Web Nasedchin Alexandr                             : 

MIIGUgYJKoZIhvcNAQcCoIIGQzCCBj8CAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb3: 

DQEHAaCCBFswggRXMIIDP6ADAgECAhNHAABcVpWe/gMeSmneAAAAAFxWMA0GCSqG: 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4X: 

DTE5MDEyODEwMTQwNFoXDTIxMDEyODEwMjQwNFowgY4xCzAJBgNVBAYTAk1EMScw: 

YDVQQKEx5NZWRlY29yIFNSTCwgQmlvc2lzdGVtIE1MRCBTUkwxEjAQBgNVBAsT  : 

________________________________________________________________: 

L.S.                    (semnatura electronica)                 : 

CONDUCATOR:            _________________________________________:          

                        (semnatura manuala)                     : 

CONTABIL-SEF:          _________________________________________:          

________________        (semnatura manuala)                     :  

SEMNATURA PRESTATORUL       L.S.                                : 

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

MOTIVUL REFUZULUI                       :      L.S.             : 

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

 



 
Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;  

     Banca: BC "Moldindconbank" S.A. fil. Invest; Codul bancii: MOLDMD2X329;  
Adresa poştală a băncii: mun. Chişinău, bd. Moscovei, 14/1; 

 

adresa: str. Albișoara 16/1 of.7, MD-2001 Chișinău, Republica Moldova 
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  

licitației publice Nr. ocds-b3wdp1-MD-1587029359985 

din 28.05.2020 

din cadrul IP Universitatea de Stat de Medicină și 

Farmacie ”Nicolae Testemițanu” 

 

 

 

Declarație 

 

Prin prezenta, SRL „Biosistem-MLD”, declara ca,  

- va asigurara transportarea și descărcarea bunurilor la depozitul/sediul indicat de către 

Cumpărător 

-  are experiență specifică în livrarea bunurilor similare minim 3 ani 

- termenul de valabilitate al reactivelor și consumabilelor ce au termen de valabilitate, la 

momentul livrării, nu va fi mai mic de min 80% din termenul de valabilitate total al produsului 

 

 

 

 

 

                           _______________Poiata Vitalie 

       L.Ş. 









 

S/REF 

N/REF: PS/DP/MST 

Date: 01/12/2015 

Subject: Information to the addressee  

DELTALAB, S.L 

PLAZA DE LA VERNEDA, 1 

POLIGONO INDUSTRIAL LA LLANA 

081191 RUBÍ 

(BARCELONA) 

In response to your email dated 24/11/2015 requesting information on the products detailed below, 

which are included as items for general laboratory use in your company´s catalogue, and after having 

made the relevant inquiries, I can inform you that: 

•! Slides 

•! Uncoated cover slides 

•! Pasteur pipettes  

•! Tips for general purpose pipettes  

•! Sample cups and cuvettes 

•! Spreaders for extensions 

•! Calibrated loops 

•! Petri dishes 

•! Vials 

•! Caps 

•! Serological pipettes 

•! Cryovials 

•! Ritips 

•! Cassettes for biopsy 

•! Microtitre plates 

•! E.S.R. system stands 

•! Anticoagulants and preservatives in bulk 

•! Stains for microbiology. 

These products do not fall under the scope of Royal Decrees 1591/2009 

of 16 October and 1662/2000 of 29 September, which regulate medical devices and medical devices for 

in vitro diagnostics respectively. These decrees transpose Directive 93/42/EEC on medical devices and 

Directive 98/79/EC of the European Parliament and of the Council dated 27 October 1998 on in vitro 

diagnostic medical devices to Spanish legislation, therefore their marketing falls under commercial 

legislation, consumer and user protection legislation and any applicable specific legislation. 

THE HEAD OF THE DEPARTMENT OF SANITARY PRODUCTS 
[Illegible signature] 

Mª del Carmen Abad Luna 

EMAIL 
mpizarro@aemps.es 

[Seal: Spanish State Agency of 
Medication and Sanitary Products] 
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      C/CAMPEZO, 1-EDIFICIO 8 
28022 MADRID 

TELEPHONE: 91 822 52 61 
FAX: 91 822 52 89 

Doña Marta Casanova Hernández, Traductora e 

Intérprete jurada de inglés nombrada por el Ministerio 

de Asuntos Exteriores y Cooperación certifica que la 

que antecede es traducción fiel y completa al inglés de 

un documento redactado en español. 

     En Salamanca, a 15 de diciembre de 2015 

I, Marta Casanova, Sworn Translator and Interpreter of 

English named by the Ministry of Foreign Affairs and 

Cooperation, hereby certify that the foregoing is a true 

and complete translation into English of a document 

written in Spanish. 

In Madrid, 15 December 2015 

 

[State seal] 

MINISTRY OF HEALTH, 

SOCIAL SERVICES AND 

EQUALITY 

Agencia Española de Medicamentos 

y Productos Sanitarios  

[Spanish State Agency of 

Medication and Sanitary Products] 

 

[State seal] 
MINISTRY OF HEALTH, SOCIAL 

SERVICES AND EQUALITY 

SUPPORTING RECORD 

AGENCIA ESPAÑOLA DE 

MEDICAMENTOS Y PRODUCTOS 

SANITARIOS 

[SPANISH STATE AGENCY OF MEDICATION 
AND SANITARY PRODUCTS] 

EXIT 

Registration No: 26082/RG53761 

Date; 14/12/2015 09:24:32 
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DECLARACIÓN DE CONFORMIDAD CE 
CE DECLARATION OF CONFORMITY

El fabricante / The manufacturer: 

DELTALAB S.L. 
Plaza de la Verneda, 1
Pol. Ind. La Llana 
08191 RUBI (BARCELONA) – SPAIN 

Declara bajo su responsabilidad que el producto: 
Declares under its responsibility that the product: 

CONTENEDORES PARA MUESTRAS NO ESTÉRILES 
GENERAL SPECIMEN CONTAINER NON-STERILE  

(Códigos según Anexo 1 / Codes in Annex 1) 

Finalidad Prevista: Recogida y conservación y/o transporte, de cualquier tipo de muestra 
para diagnóstico (por ejemplo, orina, heces, esputo, mucosa, tejido) para análisis y/u otra 
investigación. 
Intended Use: Collection and preservation and/or transport, of any type of diagnostic 
specimen (e.g. urine, faeces, sputum, mucous, tissue) for analysis and/or other investigation. 

Código GMDN / GMDN Code: 47775

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIRECTIVAS: 
CONFORMS TO THE REQUISITES OF THE STANDARDS AND DIRECTIVES: 

Directiva 98/79/CE:   Directiva Productos Sanitarios para el Diagnostico “in vitro”.
                                   Transposición a la legislación española en Real Decreto 1662/2000.  
Directive 98/79/EC:   “In-vitro” Diagnostics Medical Devices Directive. 
                                   Transposition to Spanish legislation in Real Decreto 1662/2000.

Clasificación:            Anexo 3, Clase: Otros 
Classification:           Annex 3, Class: Other 
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ANEXO 1 – DESCRIPCIÓN DE ARTÍCULOS 
ANNEX 1 – ARTICLES DESCRIPTION 

 
 

REF DESCRIPCIÓN DESCRIPTION 

202840 FRASCO DE SEGURIDAD 20ML SECURITY CONTAINER 20ML 

202841 FRASCO DE SEGURIDAD 40ML SECURITY CONTAINER 40ML 

202842 FRASCO DE SEGURIDAD 60ML SECURITY CONTAINER 60ML 

202843 FRASCO DE SEGURIDAD 90ML (Ø48-h75) SECURITY CONTAINER 90ML (Ø48-h75) 

202844 FRASCO DE SEGURIDAD 120ML SECURITY CONTAINER 120ML 

202845 FRASCO DE SEGURIDAD 250ML SECURITY CONTAINER 250ML 

202846 FRASCO DE SEGURIDAD 500ML SECURITY CONTAINER 500ML 

202847 FRASCO DE SEGURIDAD 1000ML SECURITY CONTAINER 1000ML 

202848 FRASCO DE SEGURIDAD 90ML(Ø53-h68) SECURITY CONTAINER 90ML(Ø53-h68) 

300100 TUBO 17 ML PS 16X150 MM PS TUBE 16X150 

300101 
TUBO PS 8ML 16X75MM GRADUADO 

C/BORDE 
PS TUBE 8ML 16X75MM GRADUATED 

WITH RIM 

300300 TUBO 4 ML PS 11X70 MM TUBE 11X70 PS 

300400 TUBO 6 ML PS 12X88 MM GRADUADO TUBE 12X88 PS GRADUATED 

300500 TUBO 3 ML PS 11X55 MM TUBE 11X55 PS 

300700 TUBO 13X75 PS TUBE 13X75 PS 

300702 TUBO 13X75 PS TAPADO TUBE 13X75 PS CAPPED 

300704 TUBO 13X75 PS TAPADO Y ETIQ TUBE 13X75 PS CAPPED&LABELLED 

300705 TUBO 10 ML PS 16X100 MM TUBE 16X100 PS 

300800 TUBO 5ML PS 12X75 MM GRADUADO TUBE 5ML PS 12X75MM GRADUATED 

300802 TUBO 12X75 PS + TAPON 305802 PS TUBE 12X75 + CAP 305802 

300804 TUBO 12X75 PS TAPADO Y ETIQ TUBE 12X75 PS CAPPED LABELLED 

300900 TUBO 10ML PS 16X95MM GRADUADO TUBE 10ML PS 16X95MM GRADUATED 

300903 TUBO 16x95 PS TAPADO TUBE 16x95 POLYSTYRENE CAPPED 

300904 
TUBO 10 ML PS 16X95 MM TAPADO 

ETIQUETADO 
TUBE 16X95 PS CAPPED LABELLED 

300907 TUBO 16X100 PS TAPADO TUBE 16X100 PS CAPPED 

300908 TUBO 16X100 PS TAPADO Y ETIQ TUBE 16X100 PS CAPPED LABELLED 

300911 TUBO 16X100 PS TAPADO C/308101 TUBE 16x100 PS CAPPED W/308101 

300912 TUBO 16X95 PS TAPADO 305002 16X95 TUBE PS CAPPED 305002 
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REF DESCRIPCIÓN DESCRIPTION 

300913 TUBO 16X95 PS TAPADO TUBE 16X95 PS CAPPED 

300914 TUBO 16x95 TAPADO 305002 16x95 TUBE CAPPED 305002 

301200 TUBO CONICO 16X102 PS CONICAL TUBE 16X102 PS 

301201 TUBO CONICO 12ML PS 16X100 MM CONICAL TUBE 16X100 PS 

301202 TUBO CONICO 16X102 PS CONICAL TUBE 16X102 PS 

301205 TUBO CONICO 301200 TAP/305502 PS TUBE 12ML CONICAL CAPPED 

301206 TUBO CONICO 16X102+TAP.305502 PS CON. TUBE 16X102 + CAP305502 

301207 TUBO CONICO 16x102 PS TAPADO CONICAL TUBE 16x102 PS CAPPED 

301212 TUBO CONICO 12 ML PS 17X105 MM CONICAL TUBE 17X105 PS 

301213 TUBO CÓNICO 12ML PS 16X105MM CONICAL TUBE 12ML PS 16X105MM 

301403 
TUBO 12ML PS 15X102 MM TAPADO 

FALDON 
TUBE 12ML PS CAPPED 

301700 TUBO 7 ML PS 13X100 MM TUBE 13X100 PS 

309201 FRASCO 30ML PS ETIQUETADO 30ML UNIVERSAL LABELLED PS 

309202 FRASCO 30ML PS 30ML CONTAINER PS 

309206 FRASCO 30ML PS TAPON ROJO 30ML PS CONTAINER RED CAP 

309207 FRASCO 30ML PS TAP.CU SEPARADA PS 30ML CONTAINER SEPARATED CAP 

309222 FRASCO 30ML PS B/U 30ML CONTAINER I/W PS 

309402 FRASCO 40ML PS PS 40ML CONTAINER 

309501 FRASCO 60ML PS ETIQUETADO PS 60 ML CONTAINER PRINTED LBL 

309502 FRASCO 60ML PS 60ML CONTAINER PS 

309505 FRASCO 60ML PS T/AZUL CONTAINER PS 60ML BLUE CAP 

309552 FRASCO 60ML PS ESPATULA 60ML CONTAINER WITH SPOON PS 

400400 TUBO 6 ML PP 12X88 MM GRADUADO TUBE 12X88 PP GRADUATED 

400500 TUBO 3 ML PP 11X55 MM TUBE 11X55 PP 

400700 TUBO 5 ML PP 13X75 MM TUBE 13X75 PP 

400705 TUBO 10 ML PP 16X100 MM TUBE 16X100 PP 

400800 TUBO 5ML PP 12X75 MM GRADUADO TUBE 5ML PP 12X75MM GRADUATED 

400806 TUBO 75X12 PP TAPADO T/ROJO TUBE 12x75 PP CAPPED 305806 

400900 TUBO 16X95 PP TUBE 16X95 PP 

400908 TUBO 16x95 TAPADO 305007 16X95 PP TUBE CAPPED 305007 

401100 TUBO 5 ML PP 15X50 MM TUBE 15X50 PP 
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REF DESCRIPCIÓN DESCRIPTION 

401200 TUBO CONICO 12 ML PP 16X102 MM CONICAL TUBE 16X102 PP 

401201 TUBO CONICO 12 ML PP 16X100 MM CONICAL TUBE 16X100 PP 

401202 TUBO CONICO 16x102+TAPON 16MM CONICAL TUBE 16x102 + CAP 16MM 

401204 TUBO CÓNICO 12ML PP 16X100 MM CONICAL TUBE 12ML PP 16X100MM 

401307 TUBO CONICO 16X102 PP TAPADO CONICAL TUBE 16x102 PP CAPPED 

401403 
TUBO 12ML PP 15X102 MM TAPADO 

FALDON 
PP 12 ML TUBE CAPPED 

401700 TUBO 7 ML PP 13X100 MM PP TUBE 13X100 

408702 FRASCO 150 ML PP AL VACÍO CUP F/VACUUM COLLECTION 150ml 

408726 FRASCO 150 ML PP B/U AL VACÍO CUP F/VACUUM COLLEC.150ml I/B 

409201 FRASCO 30ML PP ETIQUETADO 30ML CONTAINER LABEL PP 

409202 FRASCO 30ML PP 30ML CONTAINER PP 

409222 FRASCO 30ML PP BOLSA UNITARIA 30ML CONTAINER I/W PP 

409402 FRASCO 40ML PP GRADUADO 40ML CONTAINER PP GRADUATED 

409426 FRASCO 40ML PP B/U GRADUADO 40ML CONTAINER I/W PP 

409501 FRASCO 60ML PP ETIQUETADO 60ML CONTAINER LABELLED PP 

409502 FRASCO 60ML PP 60ML CONTAINER PP 

409507 FRASCO 60ML PP ROSCADO T/VERDE 60ML SCREW CAP CONT PP C/GREEN 

409511 FRASCO 60ML PP ETIQUETADO T/AZUL 60ML BLUE CONTAINER LABEL PP 

409552 FRASCO 60ML PP C/ESPATULA 60ML CONTAINER W/SPOON 

409556 FRASCO 60 ML. B/UNIT. CUCHARA 
60 ML PP CONTAINER WITH SPOON 

UNIT BAG 

409602 FRASCO 30ML PP C/CUCHARA 30ML CONTAINER WITH SPOON PP 

409662 FRASCO 30ML.T/AZUL CUC S/ROSC SCREW CAP CONT.30ml PP 

409701 FRASCO 150ML PP ETIQUETADO 150ML CONTAINER LABELLED PP 

409702 FRASCO 150ML PP 150ML CONTAINER PP 

409703 FRASCO 150ML PP SIN ROSCAR 150ML CONT SEPARATED CAP PP 

409707 FRASCO 150ML PP T/VERDE PP 150 ML CONTAINER GREEN CAP 

409711 FRASCO 150ML AZUL ETIQUETADO 150ML BLUE CONTAINER LABEL PP 

409752 FRASCO 150ML PP C/CUCHARA 150ML CONTAINER WITH SPOON PP 

409756 FRASCO 150ML B/U ESPATULA PP 150ML CONTAINER I/W SPOON PP 

409802 FRASCO 50ML PP 50ML CONTAINER PP 

409826 FRASCO 50ML PP B/U 50ML CONTAINER I/W PP 
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REF DESCRIPCIÓN DESCRIPTION 

409852 FRASCO 50ML PP CON ESPATULA 50ML CONTAINER WITH SPOON PP 

409902 FRASCO 200ML PP 200ML CONTAINER PP 

409905 FRASCO 200ML PP AZUL TRANS. ETI CONTAINER 200 ML PP BLUE-PLAIN LBL 

409915 FRASCO 200ML PP AZUL TRANS S/E CONTAINER 200 ML PP BLUE 

409926 FRASCO 200ML PP B/U 200ML CONTAINER PP I/W 

410046 FRASCO 50 ML PP T/PRECINTO TAMPER EVIDENT CONT.50ml H80mm 

410047 FRASCO T/BISAGRA 50ml H=80mm HINGED LID CONT.50ml H=80mm 

410056 FRASCO PRECINTO 50ml H80mm B/U HINGED LID CONT.50ml H80mm I/B 

419802 FRASCO 50ML PP T/PRECINTO 50ML CONT SEALED CAP PP 

419805 FRASCO 50ML PP T/PRECI AZUL PP 50 ML CONT. SEALED CAP BLUE 

419825 FRASCO 50ML PP T/PREC.AZUL B/U 50ML CONT SEAL.BLUE CAP I/W PP 

419826 FRASCO 50ML PP T/PRECINTO B/U 50ML CONT SEALED CAP I/W PP 

429900 TUBO CONICO 50 ML PP TAPADO 50ML CONICAL TUBE PP 

429901 
TUBO CONICO 50ML PP FALDON 

TAPADO 
50ML CONICAL TUBE SKIRT PP 

429903 TUBO 50ML PP CON.FALDON S/TAP 50ML CON.TUBE SKIRTE PP NO CAP 

429910 TUBO CONICO 15ML PP TAPADO 15ML CONICAL TUBE PP 

444602801 FRASCO DE SEG. 60ML T/AZUL CHILD PROOF CONT 60ML BLUE LID 

444602802 ANTI-CHILD. SIN TAPON CHILD PROOF CONT.60ML NO CAP 

444602901 FRASCO SEGURIDAD 60ML T/AZUL CHILDPROOF CONT 60ML BLUE LID 

444602903 ANTI-CHILD BLANCO T/BLANCO 60 CHILD PROOF WHITE CONTAINER 60 

444603202 
FRASCO DE SEG. 30ML T/BLAN 

PRECINTO 
SECURITY CONT. 30ML WHITE CAP 

444603204 F.SEGURIDAD BLANCO 30ML T/BLANCO CHILDPROOF WH.CONT 30ML B/CAP 

444603300 FRASCO SEGURIDAD 60ML T/BLANCO CHILDPROOF CONT 60ML WHITE LID 

444603305 ANTI-CHILD.AZUL TAPON BLANCO CHILD PROOF BLUE CONT.WHITE CAP 

444603306 ANTI-CHILD. VERDE TAPON BLANCO CHILD PROOF GREEN CONT.WHITE CAP 

444603308 ANTI-CHILD.ROJO TAPON BLANCO CHILD PROOF RED CONT.WHITE CAP 

444603402 F. SEGURIDAD 125ML T/BLANCO CHILDPROOF CONT 125ML WHITE LID 

202845N TARRO HISTOLOGIA 250ML NEGRO HISTOLOGY CONTAINER 250ML BLACK 

202846/T FRASCO DE SEGURIDAD 500ML TAPADO SECURITY CONTAINER 500ML CAPPED 

202847/T 
FRASCO DE SEGURIDAD 1000ML 

TAPADO 

SECURITY CONTAINER 1000ML CAPPED 
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REF DESCRIPCIÓN DESCRIPTION 

300500.8 TUBO 11X55 PS TUBE 11X55 PS 

300800.1 TUBO 5 ML PS 12X75 MM SIN ENRASES TUBE 12X75 PS 

300800.2 TUBO 12X75 PS REFORZADO TUBE 12X75 PS 

300900M TUBO 16X95 PS GRAD.CAJA 5X100 TUBE 16X95 PS GRAD.CASE 5X100 

309202.4 FRASCO 30ML PS PS 30 ML. UNIVERSAL PLAIN LBL 

309202.NR FRASCO 30ML PS 30ml CONTAINER PS NO SCREW 

309202V FRASCO 30ML PS TAPÓN VERDE 30ML CONTAINER PS GREEN CAP 

309202.WO FRASCO 30ML PS SIN TAPÓN CONT.30ML PS NO CAP 

309222.1 FRASCO 30ML PS B/U ETIQUETADO CONTAINER 30 ML. UNIT BAG LABEL 

309501BE FRASCO 60ML PS B/50 CÓD. BARRAS 60ML PS CONTAINER B/50 BAR COD 

309502.10 FP-60 S/ROSCAR C/600 T/ROJO CONT.60ML C/600 RED CAP 

309502.6 FRASCO 60 ML. PS ETIQUETA BLANC PS 60 ML. CONTAINER PLAIN LABEL 

309602E 
FRASCO 30ML PS CON ESPATULA 

ETIQUETADO 
30ML CONTAINER  WITH SPOON PS 

309622.1 FCO.30 CUCH. ETIQ. ESP. B/UNIT. 
PS 30ML SPOON+LABEL+UNIT BAG 

CONT. 

400004.1 FRASCO 125ML PP 57X73 125ML CONTAINER PP 

400500.B TUBO 11x55 PP B/400 TUBE 11x55 PP B/400 

400706E TUBO 10ML C/A.BORICO TAP.ETIQ.B/U 100ML TUBE W/BORIC A. CAP.LAB. I/W 

400800.1 TUBO 5 ML PP 12X75 MM SIN ENRASES TUBE 12X75 WITHOUT RINGS PP 

400906BOR TUBO 16X100 TAP- 308106 AC. BOR TUBE 16X100 PP CAP ACID BORIC 

400906MD TUBO 16x100 PP TAPADO 308106 16x100 TUBE PP CAPPED 308106 

409201.S FRASCO 30ML PP ETIQUETADO 30ML CONTAINER LABEL PP 

409201.SE FRASCO 30ML PP ETIQUETADO B100 30ML CONTAINER LABEL PP B/100 

409202.8 FRASCO 30 ML TAPADO TAPON AZUL 30ML CONTAINER PP BLUE CAP 

409202.WO FRASCO 30ML PP SIN TAPÓN CONT. 30ML PP NO CAP 

409203.2 FRASCO 30ML PP T/BLAN ENV. SEP PP 30 ML+ WHITE CAP SEPARAT.C/1800 

409203.2A FR.30ML PP T/BL.ENV.SEP.C/ANO PP 30ML WHITE CAP SEP.PLAIN BO 

409502.2B FR.60ML ETIQ.T/ROJO 10X50 CONT.60ML LABEL RED C.10X50 

409502.2C FR. 60ML PP ETIQ.T/ROJO 16X50 60ML CONT. PP LABEL RED CAP 16X50 

409502.4 FRASCO 60ML S/ROSCAR 38X65 PP 60ML CONT. UNCAPPED 38X65MM PP 

409502.4Y FRASCO 60ml S/ROSCAR PP T/AMA 60ml CONT.UNCAPPED PP YEL/LID 

409502G FRASCO 60ML GRADUADO 60ML CONTAINER GRADUATED PP 
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REF DESCRIPCIÓN DESCRIPTION 

409502G.4 FR.60 GRAD.S/ROSCAR TAP.SEPARA CONT.60 GRAD.UNCAPPED SEP.CAP 

409507G FRASCO 60ml PP GRAD.T/VERDE 60ml CONT.PP GRAD.GREEN CAP 

409511.4 FR.60ML AZUL CLARO S/ETIQUETA 60ML LIGHT BLUE CONTAINER 

409511.5 FR.60ML AZUL TRANSL. ETIQ. BLANC 60ML CONTAINER TRANS.BLUE LBL 

409552.Y FRASCO 60ml PP C/ESPÁTULA T/AM 60ml CONTAINER W/SPOON YEL/LID 

409552G FRASCO 60ML PP GRADUADO C/ESPA 60ML CONTAINER W/SPOON GRADUAT 

409552.TA FRASCO 60ML PP C/ESPATULA T.AZUL 
60ML CONTAINER PP W/SPOON BLUE 

CAP 

409702.3 FRASCO 150ml PP TAPÓN BLANCO PP CONTAINER 150ml WHITE CAP 

409702.P FRASCO 150ML PP ROSCADO 150ML PP CUPPED CONTAINER 

409702.PB FRASCO 150ML PP ROSCADO T.BLA 150ML PP CUPPED CONT.WHITE C. 

409703.5 FRASCO 150 ML. T/AZUL S/ROSCAR 150ML CONT SEPARATED BLUE CAP 

409703WC 
FRASCO 150ML PP SIN ROSCAR 

T/BLANCO 
150ML PP CONT.SEPAR.CAP WHITE 

409711.4 FR.150ML AZUL CLARO S/ETIQUETA 150ML LIGHT BLUE CONTAINER 

409711.5 FR.150ML AZUL TRANS. ETIQ. BLANC 150ML CONTAINER BLUE TRANSL.LB 

409805.6 FRASCO 50ML PP T/ROJO SEPARADO 50ML PP CONTAINER SEP. RED CAP 

410046.5 FRASCO T/PREC.50ml H80mm C/500 HINGED LID CONT.50ml H80 C/500 

410046A.5 FRASCO T/PREC.50ml 500UD AZUL HINGED LID CONT.500U BLUE 

410046R.5 FRASCO T/PREC.50ml 500UD ROSA HINGED LID CONT.500U PINK 

420900E TUBO 12ML PP S/TAPON C/FALDON PP 12ML TUBE W/SKIRT W/OUT CAP 

429900.25 TUBO CONICO 50ml PP B/25 50ml CONICAL TUBE PP B/25 

429900SP TUBO 50ML PP CONICO SIN ROSCAR 50ML CONICAL TUBE PP SEP.CAP 

429901.25 TUBO CON.50ml PP C/FALDON B/2 50ml CONICAL TUBE W/SKIRT B/25 

429910SP TUBO 15ml PP CONICO SIN ROSCAR 15ml CONICAL TUBE PP SEP.CAP 

429927S/E TUBO CONICO 50ML C/FALDON B/U 50ML CONICAL TUBE SKIRT I/W PP 

44462903M ANTI-CHILD BLANCO T/BLANCO 60 CHILDPROOF WHIE CONT.60ML WC 

309202.O FRASCO 30ML PS ST. EO CONTAINER 30ML PS ST.EO 

429930 TUBO 50ML PP CONICO  IMPRESO B/25 50ML TUBE PP CONICAL PRINT 25/B 

429940 
TUBO 15 ML PP CONICO IMPRESO 

GRANEL 
15ML TUBE PP CONICAL PRINTED IN 

BULK 

429945 TUBO 15 ML PP CONICO IMPRESO B/25 15ML TUBE PP CONICAL PRINT 25/B 
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REF DESCRIPCIÓN DESCRIPTION 

429950 
TUBO 50 ML PP CONICO IMPRESO C/F 

B/25 
50ML TUBE PP CONICAL PRINT SKIRTED 

25/B 

300500MI TUBO 11X55 PS TUBE 11X55 PS 

175723 TUBO 5ML PS 13X75 TAPADO ROJO TUBE 5ML PS 13X75 CAPPED RED 

175724 TUBO 10ML PS 16X95 TAPADO ROJO 10ML TUBE PS 16X95 CAPPED RED 

400903 TUBO 10ML PP 16X95 TAPADO ROJO 10ML TUBE PP 16X95 CAPPED RED 

661035 TUBO 10ML PS 16X95 TAPADO NATURAL 10ML TUBE PS 16X95 CAPPED NATURAL 

408702C FRASCO VACÍO 120ml LOTE IMPRESO VACUUM CONT.120ML CML 

408726.A FRASCO P/VACÍO 120ml B/I C/AN. CUP F/VACUUM 120ml I/B PLAIN/C 

400805 TUBO 75X12 PP TAPADO T/AZUL TUBE 75X12 PP CAPPED C/BLUE 

202844/T FRASCO DE SEGURIDAD 120ML TAPADO SECURITY CONTAINER 120ML CAPPED 

409557 FRASCO 60ML PP C/ESPATULA T/VERDE 
CONTAINER 60ML PP W/SPOON GREEN 

CAP 

419802.T FRASCO 50ML PP T/PREC. DESTAPADO 
CONTAINER 50ML PP C/TAMPER EVID. 

UNCOVERED 

409502.4B FRASCO 60ML PP T/AZUL NO TAPADO 
60ML CONTAINER PP BLUE CAP 

UNCOVERED 

409702B FRASCO 150ML PP B/50 150ML CONTAINER PP B/50 

309205 FRASCO 30ML PS T/AZUL ETIQ. 30ML CONTAINER PS BLUE CAP LABEL 

429906SP 
TUBO 50ML PP CONICO T/ROJO SIN 

ROSCAR 
50ML CONICAL TUBE PP SEP.CAP RED 

429901SP 
TUBO CONICO 50ML PP FALDON SIN 

ROSCAR 
TUBE 50ML PP SKIRTED SEP. CAP 

175725 TUBO 3ML PS 11X55 TAPADO ROJO TUBE 3ML PS 11X55 CAPPED RED 

409511.4TA FRASCO 60ML PP C/CUCHARA T/AZUL 
CONTAINER 60ML PP W/SPOON BLUE 

CAP 

202842A FRASCO SEGURIDAD 60ML T/AZUL CONTAINER 60ML BLUE CAP 

202844A FRASCO DE SEGURIDAD 120ML T/AZUL SECURITY CONTAINER 120ML BLUE CAP 

409512 FRASCO 60ML PP T/ROJO C/GRIS CONT. 60ML PP RED C. GREY B. 

301201CA TUBO CONICO 12ML PS 16X100 MM CONICAL TUBE 16X100 PS 
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ANEXO 1 – DESCRIPCIÓN DE ARTÍCULOS 
ANNEX 1 – ARTICLES DESCRIPTION 

 
 

REF DESCRIPCIÓN DESCRIPTION 

601603 
TUBO EDTA TRIPOTASICO 2,5ML PP 

13X75MM 
EDTA TUBE TRI-K R/BOT 2.5ML PP 

601612 TUBO EDTA TRI-K PP 4ML EDTA TUBE TRI-K 4ML PP 

601613 TUBO EDTA TRI-K PP 2,5ML EDTA TUBE TRI-K 2.5ML PP 

601702 TUBO EDTA TRI-K PP 4ML EDTA TUBE TRI-K 4ML PP 

611604 
TUBO EDTA TRI-K 3ML PP 13X80 T/GOMA 

PERF. 
EDTA TRI-K TUBE 3ML PP 13X80 

RUBBER CAP PERF. 

621610 
TUBO EDTA TRI.1ML PP 12X55MM T/PRE 

PERF. 
EDTA TUBE TRI-K 1ML PP 12X55MM 

C/PRE-PERF. 

621611 
TUBO EDTA TRI-K 2ML 16X55 FALDON 

T/PRE-PERF. 
EDTA TUBE TRI-K 2ML 16X55 SKIRTED 

C/PRE-PERF. 

621613 
TUBO EDTA TRI 2,5ML PP 13X80MM 

T/PERFOR. 
EDTA TUBE TRI-K 2.5ML PP 13X80MM 

T/PRE-PERF. 

601603.2 TUBO EDTA TRI-K 2.5ML RETRACTILADO EDTA TRI-K TUBE 2.5ML WRAP/RAC 

601702.2 TUBO EDTA TRI-K 4ML RETRACTILADO EDTA TRI-K TUBE 4ML WRAPP/RACK 

611603.1 
TUBO EDTA TRI-K PULV. 3ML 13X75 

T/PERFO 
EDTA TUBE PUL.K3 3ML PIERC.CAP 
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Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4
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710 Medtronic Parkway
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USA

In respect of:

The design, development and manufacture of sterile Endoluminal Stent Grafts, sterile
Securement Devices and Delivery Systems for Endovascular Indications, sterile Vascular
Introducer Sheaths, sterile Stent Graft Balloon Catheters, sterile Coronary Stents and
Delivery Systems, Sterile Intravascular Catheters and sterile/non-sterile Catheter Systems
for Renal Denervation.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices
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Number Device Name Intended purpose per
IFU

Class III products under the scope of CE 84868
N/A Attain Clarity Venogram Balloon Catheter See CE 593123
N/A Driver Sprint Rapid Exchange Coronary Stent System See CE 545439
N/A Endeavor Resolute Zotarolimus-Eluting Coronary Stent

System
Resolute Integrity Zotarolimus-Eluting Coronary Stent
System

See CE 514336

N/A Endeavor Sprint Zotarolimus-Eluting RX Coronary Stent
System

See CE 86406

N/A Endurant™ Stent Graft System
Endurant™ II Stent Graft System
Endurant™ IIs Stent Graft System

See CE 559659

N/A Euphora Rapid Exchange Balloon Dilatation Catheter See CE 622066
N/A Heli-FX™ EndoAnchor™ Systems See CE 669930
N/A IN.PACT Admiral (Paclitaxel-coated PTA Balloon

Catheter)
See CE 570280
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Number Device Name Intended purpose per
IFU

Class III products under the scope of CE 84868
N/A IN.PACT Falcon (Paclitaxel-eluting PTCA Balloon

Catheter)
See CE 570282

N/A IN.PACT Pacific (Paclitaxel-eluting PTA Balloon Catheter) See CE 570281
N/A Integrity Rapid Exchange Coronary Stent System See CE 91271
N/A Micra™ Introducer Sheath with Hydrophilic Coating See CE 599898
N/A NC Euphora Rapid Exchange Balloon Dilatation Catheter See CE 612356
N/A NC Solarice Rapid Exchange Balloon Dilatation Catheter See CE 630635
N/A NC Sprinter Rapid Exchange Balloon Dilatation Catheter See CE 506473
N/A Reliant Stent Graft Balloon Catheter See CE 635936
N/A Resolute Onyx Zotarolimus-Eluting Coronary Stent

System
See CE 618060

N/A Sentrant Introducer Sheath with Hydrophilic Coating See CE 595294
N/A Solarice Rapid Exchange Balloon Dilatation Catheter See CE 630580
N/A Sprinter Legend OTW Balloon Dilatation Catheter See CE 547584
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Number Device Name Intended purpose per
IFU

Class III products under the scope of CE 84868
N/A Sprinter Legend RX Balloon Dilatation Catheter See CE 525652
N/A Sprinter Over-the-Wire Balloon Dilatation Catheter See CE 92065
N/A Telescope Guide Extension Catheter See CE 701802
N/A Valiant Navion™ Thoracic Stent Graft System See CE 702496
N/A Valiant Thoracic Stent Graft with the Captivia Delivery

System
See CE 554030
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Class IIb products under the scope of CE 84868
GMDN # Device or Generic Device Group Intended Purpose per IFU
58893
(Catheter)
35156
(Generator)

Symplicity Spyral™ Multi-Electrode Renal Denervation
Catheter & Symplicity G3™ Renal Denervation RF
Generator

The Symplicity G3™ Renal
Denervation RF Generator
when used with the Symplicity
Spyral™ Multi-Electrode Renal
Denervation Catheter is
intended to deliver low-level
radio frequency (RF) energy
through the wall of the renal
artery to denervate the
human kidney.
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Class IIb products under the scope of CE 84868
GMDN # Device or Generic Device Group Intended Purpose per IFU
46777 Talent Endoluminal Occluder System The Talent Endoluminal

Occluder System is intended
for endoluminal occlusion of
the contralateral iliac artery
in cases where an abdominal
aortic aneurysm is treated
with an aorto-uni-iliac stent
graft and subsequent
femoral-to-femoral bypass
procedure
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Class IIa products under the scope of CE 84868
NBOG code Device or Generic Device Group Intended Purpose per IFU
MD0106 Confida™ Expandable Sheath The Confida™ Expandable

Sheath is intended to be
inserted into the femoral
artery, over a guidewire, and
once expanded, to provide a
guide for catheters or devices
introduced into the femoral
iliac arteries.



Invatec S.p.A.
Via Martiri della Libertà 7
25030 Roncadelle (BS)
Italy

Manufacture

Medistri SA
Rte de L’Industrie 96
1564 Domdidier
Switzerland

ETO Sterilization

Medtronic B.V. / E.O.C.
Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

EU Representative

Medtronic CoreValve LLC
1851 E. Deere Ave
Santa Ana, CA 92705
USA

Manufacture

EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 84868
Date: 2019-08-22
Issued To: Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432
USA

Subcontractor: Service(s) supplied

Page 1 of 5

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



Medtronic Ireland
Parkmore Business Park West
Galway
Ireland

Design
EU Representative
Manufacture

Medtronic Mexico EG
Carret. Int. Km. 1969
Guad-Nogales Km. 2
85340 Empalme
Sonora
Mexico

Manufacture

Medtronic Mexico S. de R.L. de CV
Av. Paseo Cucapah 10510 El Lago
C.P. 22210 Tijuana, Baja California
Mexico

Manufacture

Medtronic Vascular
3576 Unocal Place
Santa Rosa
California 95403
USA

Design
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Phoenix DeVentures, Inc.
18655 Madrone Parkway
Suite 180
Morgan Hill
California
95037
USA

Manufacture

Plexus Corp.
Pinnacle Hill
Kelso
TD5 8XX
United Kingdom

Manufacture

Plexus Manufacturing Sdn. Bhd.
Bayan Lepas Free Industrial Zone
Phase II, 11900 Bayan Lepas
Penang
Malaysia

Manufacture
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SSP-SiMatrix, Inc.
1131 North US Highway 93
Victor
Montana
59875
USA

Manufacture

Sterigenics US, LLC
4900 Gifford Avenue
Los Angeles
California
90058
USA

ETO Sterilization

Surmodics, Inc.
9924 West 74th Street
Eden Prairie
Minnesota
55344
USA

Crucial Supplier
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Synergy Health Ireland Ltd
(Synergy Health - AST - Ireland)
IDA Business & Technology Park
Tullamore, Co. Offaly
Ireland

E Beam Sterilization
ETO Sterilization

Synergy Health Sterilisation UK Ltd
(Synergy Health - AST - Daventry)
Brunel Close
Drayton Fields Industrial Estate
Daventry
NN11 8RB
United Kingdom

E Beam Sterilization

Teleflex Medical
Annacotty Business Park
Annacotty
Co. Limerick
Ireland

Manufacture
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Date Reference
Number Action

24 August 2004 First Issued.
15 November 2004 Transfer of the following certificates from NSAI:-

Q252.322, Q252.407, Q252.426, Q252.427, Q252.428, Q252.467,
Q252.480, Q252.587, and Q252.611

D252.587 and D252.407, plus incorporation of Medtronic Vascular
Ireland as a subcontract manufacturer.

02 December 2004 Carotid and Coronary Stents and Delivery Systems added to the
scope (transfer) Medtronic Mexico (manufacture), and Titan Scan
Systems, Nutec Corporation, Sterigenics (Queensbury), Steris
Corporation-Isomedix Services (Sandy), Rocialle in Health (Mid
Glamorgan UK), and EBIS Iotron added as sub-contract sterilizers.

21 December 2004 PTCA Balloon Dilatation Catheters added to the range of products
manufactured (transferred from another Notified Body) and Isotron
Ireland Ltd added as sub-contract sterilization site.

19 August 2005 Sterilization sub-contractor name change from Titan Scan Systems
to Beam One.

03 April 2006 Addition of Sterigenics UK Ltd, as sterilization sub-contractor.
07 August 2006 Addition of AD)MEDES Schuessler GmbH as a sub-contractor for

manufacture.
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Date Reference
Number Action

11 January 2008 7149866 Subcontractor name change from EBIS Isotron, Harwell to Isotron
Harwell.  Addition of Isotron plc, Daventry as a subcontractor for E
beam sterilization.

03 October 2008 7279045 Addition of Medtronic Mexico EG, Empalme as a subcontractor for
manufacture.

14 April 2009 7341499 Correction of the legal name of the Medtronic Mexico facility and
postcode for the Isotron PLC, Daventry facility.
Addition of the activity of EU Representative for Medtronic Ireland.

13 August 2009 7432878 Certificate renewal.
Addition of Accellant Inc as a manufacturing subcontractor,
amendment to company name for Isotron PLC, Daventry, and Steris
Corporation, Sandy, Utah.
Change to address for the subcontractor, Nutek Corporation.
Addition of E Beam Sterilization for Isotron Ireland.
Rewording of scope for clarification purposes only.

29 July 2010 7546410 Added C.R. Bard, Inc. to the list of significant subcontractors for
manufacturing.
Extended the scope to include guidewires.

12 October 2011 7730209 Extension to scope to include Catheter Systems for Renal
Denervation.  Removal of Carotid Stents and Delivery Systems from
the scope.  Minor amendments to Isotron Daventry and Isotron
Tullamore’s addresses.
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named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Date Reference
Number Action

26 January 2012 7792125 Amendment to significant subcontractors to reflect Isotron’s name
change to Synergy Health and removal of Isotron Harwell.

25 May 2012 7842435 Amendment to the address format and zip code for the significant
subcontractor Medtronic Mexico (Tijuana).

19 December 2012 7915649 Addition of Medtronic B.V. The Netherlands for EU Representative
Activities.

22 January 2013 7945194 Extension to scope to include Superficial Femoral Artery (SFA) and
Proximal Popliteal Artery (PPA) Stents and Delivery Systems.

28 February 2013 7960715 Addition of Invatec Technology Center GmbH to the list of
significant subcontractors for manufacturing activities.

28 March 2013 7943883 Extension to Scope to include Vascular Introducer Sheaths and the
addition of Teleflex Medical for manufacturing activities.

16 December 2013 8082854 Addition of Plexus Manufacturing Sdn Bhd, Malaysia and Plexus
Corp, UK to the list of significant subcontractors for manufacturing
activities.

13 July 2014 8154862 Certificate Renewal.  Various updates and changes to the list of
significant subcontractors. Correction of the reference number for
the reissue dated 19th December 2012 on the certificate history
page.
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Date Reference
Number Action

31 July 2015 8350802 Addition of SSP SiMATrix Inc. as balloon supplier for the Attain
Clarity.

01 July 2016 8545838 C. R. Bard, Inc., Medtronic Ardian LLC, Nutek Corporation,
Sterigenics NY and Apical Instruments Inc. were removed from the
list of significant subcontractors.

09 October 2017 8696759 Certificate scope updated to add the design, development and
manufacture of securement devices for endovascular indications.

01 May 2018 8895951 Specify devices covered in this certificate are sterile/non-sterile.
Move ‘sterile Vascular Introducer Sheaths’ up in the scope after
securement devices.  Remove ‘Renal Stents and Delivery Systems’
and ‘guidewires for diagnostic or interventional procedures’ from
scope. Correction to certificate history entry #2 from '2014' to
'2004'.

06 March 2019 8786554 Traceable to NB 0086.
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Date Reference
Number Action

Current 9736517 Certificate Renewal.

Added product table per MDP4500 Appendix A.

Clarified addresses of subcontractors to exactly align with their ISO
certificate name and address.

Remove “sterile Iliac Stents and Delivery Systems, sterile Superficial
Femoral Artery (SFA) and Proximal Popliteal Artery (PPA) Stents and
Delivery Systems” from scope as the Complete SE product (iliac and
vascular indications) is no longer manufactured nor in the
distribution chain.

Remove Assurant Cobalt product (iliac product scope) it is no longer
manufactured and the last product builds expired in April 2019.

Remove subcontractors – Admedes Schuessler GmbH, Germany,
Flextronics Medical, Austria, Sterigenics, Corona, CA, Synergy
Health, Ireland related to removed products above.

Add subcontractors - Phoenix DeVentures, CA, Sterigenics, Los
Angeles, CA, SurModics, MN and Medtronic, Santa Ana, CA related
to new Class IIa product Confida Expandable Sheath.



DEKRA Certification B.V.

2
drs. G.J. Zoetbrood

e
ing. A.A.M. Laan

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-certification.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:

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

Certificate expiry date: 1 July 2021
Certificate effective date: 1 July 2018
Certified since: 1 July 2006

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

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

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

Warehousing and distribution of medical devices, including spine 
loaner operations

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

Sales, order management and distribution of medical devices. 
Including technical service and customer education.
Promotion, invoice and order management of medicinal 
products.

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

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

Medtronic Medikal Teknoloji Ticaret Ltd 
Sti
Saray Mah. Esnaf Sk.
Akkom Ofis Park Laodik Plaza
Sitesi B Blok Apt: 2/8
00000  Umraniye - Istanbul
Turkey

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

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

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

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 technical service and customer education.

Medtronic Norge AS
Martin Linges vei 25
1364  Fornebu
Norway

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

Medtronic Portugal, LDA-
Avenida Gomes Pereira 61B
Benfica
1600  Lisboa
Portugal

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

Warehousing and distribution of medical devices, including spine 
loaner operations.
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Medtronic Service & Repair CoE
C-Mill gebouw K
Jan Campertstraat 21-A
6416 SG  Heerlen

Service and repair of medical devices (excluding Imaging and 
Navigation products).

Medtronic Ibérica S.A.
Polígono Industrial La Garena
Calle Francisco Rabal 7
28806  Alcalá De Heneras, Madrid
Spain

Spine loaner operations.

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

Warehousing and distribution of medical devices, including spine 
loaner operations

Medtronic France SAS
27/33 Quai Alphonse Le Gallo
92513  Boulogne-Billancourt
France

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

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

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

Medtronic GmbH
Earl-Bakken-Platz 1
40670  Meerbusch
Germany

Distribution of medical Devices, medical equipment and related 
services.



page 4 of 5

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-certification.com  Company registration 09085396

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

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

Medtronic (Schweiz) AG
Talstrasse 9
3053  Munchenbuchsee
Switzerland

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

Medtronic Hellas S.A.
Avenue Kifisias 24 Building B
151 25  Marousi Pref. Attica
Greece

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

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

Sales, order management and distribution of medical devices.

Medtronic Hungária Kft.
Bocskai út 134-146
Cépület 3. emelet
1113  Budapest
Hungary

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

Medtronic CCO SSC Warsaw
Polna 11
00-633  Warszawa
Poland

Order management of medical devices.
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Medtronic Finland Oy
Lentäjäntie 3
01530  Vantaa
Finland

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

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

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

Medtronic Trading Ltd.
10 Hamada Street
4673344  Herzlya
Israel

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

Addendum expiry date: 1 July 2021
Addendum effective date: 1 July 2018
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