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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 



       
 

     
 

Fecha / Date: 17/01/2017                                                                                             CDCE-14 Rev.13.15 
Pag. 3/8 
 

 

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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 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 6696  
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    No.  Location  Scope 
  H 
/01 BIOSYSTEMS S.A. 

Costa Brava 30                                                                  
08030 Barcelona                                                                 
Spain 

Design, development, manufacture, 
distribution, installation and service of 
instruments and reagents for:                     
- Clinical diagnostics.                                    
- Agri-food analysis.                                   
- Veterinary diagnostics. 

/02 BIOSYSTEMS, S.A. 
Pol. Ind. Can Tapiolas                 
Naves 12, 13, 21 y 22                                         
08110 Montcada i Reixac (Barcelona)                                             
Spain 

Reagent labelling and assembly.        
Storage of raw materials for instruments, 
instruments and reagents for:                     
- Clinical diagnostics.                                    
- Agri-food analysis.                                    
- Veterinary diagnostics.                    
Dispatched of stored product. 

 

 2022-12-15    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 

 

 



        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 6696 

 

 Certificate Holder: 
 

 BIOSYSTEMS S.A.  
 

 Costa Brava 30 
08030 Barcelona 
Spain  
 
 including the locations according to annex 
  

 

 Scope:  Design, development, manufacture, distribution, installation and 

service of instruments and reagents for: 

- Clinical diagnostics. 

- Agri-food analysis. 

- Veterinary diagnostics. 

Reagent labelling and assembly. 

Storage of raw materials for instruments, instruments and reagents 

for: 

- Clinical diagnostics. 

- Agri-food analysis. 

- Veterinary diagnostics. 

Dispatched of stored product. 

 
   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 
 

 Validity:  The certificate is valid from 2022-12-19 until 2025-12-18. 

 First certification 1996 

  

  

 2022-12-15   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  
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C E R T I F I C A T E
No. QS5 044751 0140 Rev. 02

Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Certificate Holder: Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.
Mindray Building
Keji 12th Road South
High-Tech Industrial Park
Nanshan
518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: See Page 2 for Overall Scope Statement.

Standard(s): ISO 9001:2015

The Certification Body of TÜV SÜD America Inc. certifies that the company mentioned above has established and is 
maintaining a quality management system that meets the requirements of the listed standards.

SH2005501

2020-08-12

Report No.: 

Effective Date:

Page 1 of 4
Date of Issue: 2020-08-20

http://www.tuvsud.com/


C E R T I F I C A T E
No. QS5 044751 0140 Rev. 02

Page 2 of 4
Date of Issue: 2020-08-20

Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Overall Scope Statement Design and Development, Production and 
Distribution of Medical Electronic Equipment 
(including Patient Monitor and Accessories, Vital 
Signs Monitor, Center Monitoring System, Telemetry 
Monitoring System, Pulse Oximeter, Temperature 
Probe, Flow Sensor, Ambulatory Blood Pressure 
Monitor, Defibrillator / Monitor and Accessories, 
Electrocardiograph, Anesthesia Machine and 
Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment 
and Accessories, Digital Radiography System, 
Radiography System, Hematology Analyzer, Clinical 
Chemistry Analyzer, Urine Analyzer, Microplate 
Reader, Microplate Washer for In-Vitro Diagnostic 
Use, Chemiluminescence Immunossay Analyzer, 
Flow Cytometer, (Auto) Sample Processing System, 
Auto Slide Maker and Stainer, Glycohemoglobin 
Analyzer, Specific Protein Analyzer), Reagents for 
Hematology Analyzer, Reagents for Clinical 
Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents 
for Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for 
Glycohemoglobin Analyzer, Disposable Anesthesia 
Mask, Reusable Anesthesia Mask, Respiratory Mask, 
Disposable Breathing Circuit, Reusable Breathing 
Circuit, Heat and Moisture Exchanger, Filter, 
Breathing Bag

http://www.tuvsud.com/


C E R T I F I C A T E
No. QS5 044751 0140 Rev. 02

Page 3 of 4
Date of Issue: 2020-08-20

Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
 Mindray Building, Keji 12th Road South, High-Tech 

Industrial Park, Nanshan, 518057, Shenzhen, 
PEOPLE’S REPUBLIC OF CHINA

  
Facility Scopes:
 

Design and Development, Production and Distribution of 
Medical Electronic Equipment (including Patient Monitor 
and Accessories, Vital Signs Monitor, Center Monitoring 
System, Telemetry Monitoring System, Pulse Oximeter, 
Temperature Probe, Flow Sensor, Ambulatory Blood 
Pressure Monitor, Defibrillator / Monitor and 
Accessories, Electrocardiograph,  Anesthesia Machine 
and Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment and 
Accessories, Digital Radiography System, Radiography 
System, Hematology Analyzer, Clinical Chemistry 
Analyzer, Urine Analyzer, Microplate Reader, Microplate 
Washer for In-Vitro Diagnostic Use, Chemiluminescence 
Immunossay Analyzer, Flow Cytometer, (Auto) Sample 
Processing System, Auto Slide Maker and Stainer, 
Glycohemoglobin Analyzer, Specific Protein Analyzer), 
Reagents for Hematology Analyzer, Reagents for 
Clinical Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents for 
Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for Glycohemoglobin 
Analyzer, Disposable Anesthesia Mask, Reusable 
Anesthesia Mask, Respiratory Mask, Disposable 
Breathing Circuit, Reusable Breathing Circuit, Heat and 
Moisture Exchanger, Filter, Breathing Bag

  
  

http://www.tuvsud.com/


C E R T I F I C A T E
No. QS5 044751 0140 Rev. 02

Page 4 of 4
Date of Issue: 2020-08-20

Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Facility(ies) Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
 1203 Nanhuan Avenue, Guangming District, 518106 

Shenzhen, PEOPLE’S REPUBLIC OF CHINA
  
Facility Scopes:
 
 

Design and Development, Production and Distribution of 
Medical Electronic Equipment (including Patient Monitor 
and Accessories, Vital Signs Monitor, Center Monitoring 
System, Telemetry Monitoring System, Pulse Oximeter, 
Temperature Probe, Flow Sensor, Ambulatory Blood 
Pressure Monitor , Defibrillator / Monitor and 
Accessories, Electrocardiograph,  Anesthesia Machine 
and Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment and 
Accessories, Digital Radiography System, Radiography 
System, Hematology Analyzer, Clinical Chemistry 
Analyzer, Urine Analyzer, Microplate Reader, Microplate 
Washer for In-Vitro Diagnostic Use, Chemiluminescence 
Immunossay Analyzer, Flow Cytometer, (Auto) Sample 
Processing System, Auto Slide Maker and Stainer, 
Glycohemoglobin Analyzer, Specific Protein Analyzer), 
Reagents for Hematology Analyzer, Reagents for 
Clinical Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents for 
Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for Glycohemoglobin 
Analyzer, Disposable Anesthesia Mask, Reusable 
Anesthesia Mask, Respiratory Mask, Disposable 
Breathing Circuit, Reusable Breathing Circuit, Heat and 
Moisture Exchanger, Filter, Breathing Bag

http://www.tuvsud.com/


(( DAk��sche 
Akkreditierungsstelle 
D-ZM-11321-01-00 

Certificate 

-
-

Product Service 

No. Q5 044751 0164 Rev. 02 

Holder of Certificate: 

Certification Mark: 

Scope of Certificate: 

Shenzhen Mindray Bio-Medical 
Electronics Со., Ltd. 
Mindray Building 
Keji 12th Road South 
High-Tech lndustrial Park 
Nanshan 
518057 Shenzhen 
PEOPLE'S REPUBLIC OF CHINA 

tuv-sud.com/ps-c:ert 

Design and development, 
production and distribution of 
Active medical devices (intended) for monitoring, 
diagnosis, anesthesia, breathing and intensive care; 
ln-vitro diagnostic instruments; 
Non-active accessories 
for breathing therapy and anesthesia; 
ln-vitro diagnostic reagents and kits (intended) 
for hematology, clinical chemistry, 
immunology and cell analysis 
(For detail information see following pages) 

The Certification Body of TOV S0D Product Service GmbH certifies that the company mentioned above 
has estaЫished and is maintaining а quality management system, which meets the requirements of the 
listed standard(s). See also notes overteaf. 

Report No.: 

Valid from: 

 

Date, 

Page 1 of 3 

2020-07-24 

SH2005501 

2020-09-01 
 

Christoph Dicks 

Head of Certification/Notified Body 

TOV SOD Product Service GmbH • Certification Body • RidlerstraBe 65 • 80339 Munich • Germany 
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