DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

DIRECTIVA PRODUCTOS SANITARIOS PARA EL DIAGNOSTICO IN VITRO 98/79/CE
MEDICAL DEVICES DIRECTIVE FOR IN VITRO DIAGNOSTIC 98/79/CE

FABRICANTE PRODUCTO: DELTALAB S.L.U.
PRODUCT MANUFACTURER:

DIRECCION : Plaza de la Verneda, 1
ADDRESS : Pol. Ind. La Llana

08191 RUBI (Barcelona) Spain

DECLARAN BAJO SU RESPONSABILIDAD QUE EL PRODUCTO:
DECLARE UNDER THEIR RESPONSIBILITY THAT THE PRODUCT

Nombre TUBOS
Name TUBES

Finalidad Prevista Envase para la recogida de muestras clinicas humanas.
Intended Use Specimen receptacles for clinical human samples.

Coédigo GMDN 14175
GMDN Code

CUMPLE LOS REQUISITOS DE LAS DIRECTIVAS:
CONFORMS WITH THE REQUISITES OF THE DIRECTIVES:

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

FECHA:21 de abril de 2009 DATE: 21/04/2009

Nombre: Name JO¢
Firmado:

Signed
Cargo:
Function

Dire

CDCE-43 Rev. 8




"DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

DIRECTIVA PRODUCTOS SANITARIOS PARA EL DIAGNOSTICO IN VITRO 98/79/CE
MEDICAL DEVICES DIRECTIVE FOR IN VITRO DIAGNOSTIC 88/79/EC

ANEXO 1 — DESCRIPCION DE ARTICULOS

ANNEX 1—- ARTICLES DESCRIPTION

[REF DESCRIPCION DESCRIPTION
300500 TUBO 11X55 PS TUBE 11X55 PS
300300 TUBO 11X70 PS TUBE 11X70 PS
300800 TUBO 12X75 PS GRADUADO PS TUBE 12X75 GRADUATION
3008002 | TUBO 12X75 PS REFORZADO TUBE 12X75 PS
300800.1 | TUBO 12X75 PS SIN ENRASES TUBE 12X75 PS
300400 TUBO 12X88 GRADUADO TUBE 12X88 PS GRADUATED
300700 TUBO 13X75 PS TUBE 13X75 PS
301700 TUBO 13X100 PS TUBE 13X100 PS

TUBO 16X95 PS GRADUADO FONDO
300900 REDONDO TUBE 16X95 PS GRADUATED
300705 TUBO 16X100 PS TUBE 16X100 PS
300100 TUBO 16X150 PS PS TUBE 16X150
400500 TUBO 11X55 PP TUBE 11X55 PP
400800 TUBO 12X75 PP TUBE 12X75 PP
400800.1 | TUBO 12X75 PP SIN ENRASES TUBE 12X75 WITHOUT RINGS PP
400700 TUBO 13X75 PP TUBE 13X75 PP
400400 TUBO 12X88 PP GRADUADO TUBE 12X88 PP GRADUATED
401700 TUBO 13X100 PP PP TUBE 13X100
400900 TUBO 16X95 PP TUBE 16X95 PP
400705 TUBO 16X100 PP TUBE 16X100 PP
401100 TUBO 15X50 PP TUBE 15X50 PP
300702 TUBO 13X75 PS TAPADO TUBE 13X75 PS CAPPED
300907 TUBO 16X100 PS TAPADO TUBE 16X100 PS CAPPED
300804 TUBO 12X75 PS TAPADO Y ETIQ TUBE 12X75 PS CAPPED LABELLED
300704 TUBO 13X75 PS TAPADO Y ETIQ TUBE 13X75 PS CAPPED&LABELLED
300904 TUBO 15X95 PS TAPADO ETIQ TUBE 15X95 PS CAPPED LABELLED
300908 TUBO 16X100 PS TAPADO Y ETIQ TUBE 16X100 PS CAPPED LABELLED
301403 TUBO 12ML PS TAPADO FALDON TUBE 12ML PS CAPPED
401402 TUBO 12ML PP TAPADO FALDON B/U PP 12ML TUBE CAPPED I/B
300903 TUBO 16x95 PS TAPADO TUBE 16x95 POLYSTYRENE CAPPED
300913 TUBO 15X95 PS TAPADO TUBE 15X95 PS CAPPED
400908 TUBO 16x95 TAPADO 305007 16X95 PP TUBE CAPPED 305007
400908.0 | TUBO 15X95 TAPADO 305007 OXIDO TUBE 15X95 CAPPED 305007 ST
300706.B | TUBO 13x75 PS TAP/ROJO BETA CAPPED PS TUBE 13X75 RED CAP/B
400908 B | TUBO 16x95 TAPADO 305007 BETA 16x95 TUBE CAPPED 305007 BETA
300912 TUBO 15X95 PS TAPADO 305002 15X95 TUBE PS CAPPED 305002
300909 TUBO TAPADO 16x100 ESTERIL B/U TUBE 16X100 STERILE CAPPED
400906MD | TUBO 16x100 PP TAPADO 308106 16x100 TUBE PP CAPPED 308106
429910 TUBO 15ML PP CONICO 15ML CONICAL TUBE PP
429920 TUBO 15ML PP CONICO 100U 15ML CONICAL 1UBE 100U/BAG PF
429900 TUBO 50ML PP CONICO S50ML CONICAL TUBE PP
429901 TUBO 50ML PP CONICO FALDON 50ML CONICAL TUBE SKIRT PP
429926 TUBO CONICO 50ML PP PP TUBE 50ML CONICAL




429901 | TUBO 50ML PP CONICO FALDON 50ML CONICAL TUBE SKIRT PP ]
429926 | TUBO CONICO 50ML PP PP TUBE 50ML CONICAL ]
429927 | TUBO CONICO 50ML PP FALDON 50ML CONICAL TUBE SKIRT PP ]
429946 | TUBO 15ML PP CONICO B/U PP 15ML CONICAL TUBE I/B

42992610 | TUBO CON.50ML PP B/100UDS 50ML CONICAL TUBE PP B/100

42992710 | PP 15ML CONICAL TUBE I/B 50ML CONICAL TUBE SKIRT 100UB |
429927S/E | TUBO CONICO 50ML C/FALDON B/U 50ML CONICAL TUBE SKIRT I/W PP
429900SP | TUBO 50ML PP CONICO SIN ROSCAR | 50ML CONICAL TUBE PP SEP.CAP

401207 | TUBO CONICO 16x100 PP TAPADO CONICAL TUBE 16X100 PP CAPPED
420900E | TUBO 12ML PP SITAPON C/FALDON PP 12ML TUBE W/SKIRT W/OUT CAP
401202 | TUBO CONICO 16x102+TAPON 16MM | CONICAL TUBE 16x102 + CAP 16MM
301500 | TUBO CONICO 12X75 PS PS CONICAL TUBE 12X75

301200 | TUBO CONICO 16X102 PS CONICAL TUBE 16X102 PS

401200 | TUBO CONICO 16X102 PP CONICAL TUBE 16X102 PP

301213 | TUBO CONICO 16X105 PS CONICAL TUBE 16X105 PS

301212 | TUBO CONICO 17X105 PS CONICAL TUBE 17X105 PS

301201 | TUBO CONICO 16X100 PS CONICAL TUBE 16X100 PS

401201 | TUBO CONICO 16x100 PP CONICAL TUBE 16X100 PP

301201 | TUBO CONICO 16X100 PS CONICAL TUBE 16X100 PS

401204 | TUBO CONICO 16X100 PP CONICAL TUBE 16X100 PP

301205 | TUBO CONICO 301200 TAP/305502 PS TUBE 12ML CONICAL CAPPED
301403.11 | TUBO 12 ML TAPADO /ETIQ. STERIL | hpesaammt B oL

429900.10 | TUBO 50ML PP CONICO B/100 UDS 50ML PP CONICAL TUBE B/100PCS
429901.10 | TUBO 50ML PP CON. FALDON B/100 50ML CON. TUBE SKIRT PP B/100
429910.10 | TUBO 15ML PP CONICO B/100 UDS 15ML CONICAL TUBE PP B/100 PCS
401403 | TUBO 12ML PP TAPADO FALDON PP 12 ML TUBE CAPPED )
300802 | TUBO 12X75 PS + TAPON 305802 PS TUBE 12X75 + CAP 305802

301202 | TUBO CONICO 16X102 PS CONICAL TUBE 16X102 PS

301402 | TUBO 12ML PS TAPADO FALDON BlU | TUBE 12ML PS CAPPED I/B

301403.G | TUBO 12ML PS TAPADO BETA TUBE 12ML PS CAPPED BETA

TC10PP | TUBO 15X95 PP GRAD TUBE 15X95 PP GRAD

TC10PS | TUBO 15X95 PS GRAD TUBE 15X95 PS GRAD

TC12PP | TUBO 16X100 PP TUBE 16X100 PP

TC12PS | TUBO 16X100 PS TUBE 16X100 PS

TH3PP | TUBO HEMOLISIS 11X55 PP TUBE HAEMOLYSIS PP 11X55

TH3PS | TUBO HEMOLISIS 11X55 PS TUBE HAEMOLYSIS PS 11X55

TH5-12PP | TUBO HEMOLISIS 12X75MM PP TUBE HAEMOLYSIS PP 12X75MM
TH5-12PS | TUBO HEMOLISIS PS 12X75 TUBE HAEMOLYSIS PS 12X75

301207 | TUBO CONICO 16x102 PS TAPADO CONICAL TUBE 16x102 PS CAPPED
300507 | TUBO 11x55 PS + TAPON 305307 TUBE 11x55 PS + CAP 305307

401307 | TUBO CONICO 16x102PP+ T.305507 CONIC TUBE 16x102PP + C.305507

300011 | TUBO 16x100 PS + TAPON 308101 TUBE 16x100 PS CAPPED W/308101
301206 | TUBO CONICO 16X102+TAP.305502 PS CON. TUBE 16X102 + CAP305502

CDCE-43
Fecha: 30/07/09



IMPORTADOR : DELTALAB S.L.

IMPORTER :
DIRECCION : Plaza de la Verneda, 1
ADDRESS : Pol. Ind. La Liana
08191 RUBI (BARCELONA) — SPAIN

FABRICANTE PRODUCTO: SIMPORT
PRODUCT MANUFACTURER:
DIRECCION: 2588 BERBARD P!i.ON BFLOEIL
ADDRESS QUEBEC J3G 485

CANADA
REPRESENTANTE EUROPEO: EMERGO EURCPE
EUROPEAN REPRESENTATIVE:
DIRECCION: MOLENSTRAAT 15
ADRESS: 2513 BH. THE HAGUE

THE NETHERLANDS

DECLARAN BAJO SU RESPONSABILIDAD QUE EL PRODUCTO:
DECLARE UNDER THEIR RESPONSIBILITY THAT THE PRODUCT

Nombre MICROTUBOS CON TAPON

Name MICROTURES WITH TAPS

Codigos 4092.5N, 4092.2N, 4092.2AM, 4092.2V, 4092.2A, 4091. 14,

Codes 4091.1A, 4091.1V, 4091.1AM, 4091.2N, 4091.2A, 4091.2V,

4091.2AM

Finalidad Prevista RECIPIENTES PARA LA RECOGIDA DE MUEST#- &
CLINICAS

Intended Use SPECIMEN RECEPTABLES FOR CLINICAL SAMPLE
COLLECTION

CUMPLE LOS REQUISITOS DE LAS DIRECTIVAS:
CONFORMS WITH THE REQUISITES OF THE DIRECTIVES

EC Directive 98/79/CE Directiva Productos Sanitarios para el Diagnostico
“in vitro”.
“In-vitro” Diagnnstics Medical Devices Directive.

FECHA: ¢1 DICIEMBRE 2.003 DATE: DECEMBER 01" 2.503
Nombre: Name 7 N e _________' ‘:
Firmado:
Signed
Cargo:
Function




: il

FABRICANTE PRODUCTO: INDUSTRIAS AULABOR S.A.
PRODUCT MANUFACTURER:

DIRECCION: Avda. de la Llana, 115-117
ADDRESS 08191 RUBI (BARCELONA) - SPAIN
DISTRIBUIDOR AUTORIZADO : DELTALAB S A.

AUTHORIZED DISTRIBUTOR :

DIRECCION : Plaza de la Verneda, 1

ADDRESS : Pol. Ind. La Llana

08191 RUBI (BARCELONA) - SPAIN

DECLARAN BAJO SU RESPONSABILIDAD QUE EL PRODUCTO:
DECLARE UNDER THEIR RESPONSIBILITY THAT THE PRODUCT

Nombre COLORANTES DE MICROBIOLOGIA

Name MICROBIOLOGICAL STAINS

Codigo 805030, 805130, 805010, 805000, 805020, 805120, 805040, 805140,
Code 805050, 805150, 805011, 806030, 805001

Finalidad Prevista Tincion de portaobjetos

Intended Use Slides stainers

Caédigo GMDN 16961

GMDN Code

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIREC liVAS:
CONFOR S WITH THE REQUISITES OF THE STANDARDE AN DIRECTIVES.

EC Directive 98/79/CE Directiva Productos Sanitarios para el Diagnostic
“in vitro”.Medical Devices Directive for ‘in vitro”

(0]

diagnostic.
FECHA: 01 DICIEMBRE .003 CATE: DECEMBER 91" | 2.003
Nombre: Name ['Raen | nane | inarae D o o _~_ l
Firmado:
Signed B o _i
F?I:rc%;:::n | Uiractornt yun utivo




M deltalab

DECLARACION 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:

TINCION VITAL DE RETICULOCITOS
RETICULOCYTE STAINING KIT
(Caodigos segun Anexo 1/ Codes in Annex 1)

Finalidad Prevista: Recogida y transporte de sangre para una posterior determinacién
cualitativa y/o cuantitativa de los reticulocitos en una muestra clinica, mediante métodos
manuales, semiautomaticos o automaticos de recuento celular.

Intended Use: Collection and transport of blood for a qualitative and/or quantitative
determination of reticulocyte red blood cells in a clinical specimen using a manual, semi-
automated or automated cell count method.

Cdédigo GMDN / GMDN Code: 55862

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”.
Transposicion a la legislacion espafiola en Real Decreto 1662/2000.
Directive 98/79/EC: “In-vitro” Diagnostics Medical Devices Directive.
Transposition to Spanish legislation in Real Decreto 1662/2000.

Clasificacion: Anexo 3, Clase: Otros
Classification: Annex 3, Class: Other
ector
{';
Fecha / Date: 21/11/2013 CDCE-42 Rev.7

Pag. 1/2



AL deltalab

ANEXO 1 — DESCRIPCION DE ARTICULOS
ANNEX 1 — ARTICLES DESCRIPTION

REF DESCRIPCION DESCRIPTION
801000 KIT RETICULOCITOS RETICULOCYTE COUNTS KIT
Fecha / Date: 20/11/2013 CDCE-42 Rev.7

Pag. 2/2



FABRICANTE PRODICT( DELTALADB 5.4
PRODUCT MANUTE CTURE R

DIRECCION: Plaza w2 » Veeda, 1
ADDRESS F.081C1 R S AIN

DECLARAN BAJC cU RESFONSAE IDAD UUE EL PRUDUCTO.
DECLARE UNDER THEIR RESPONSIRILIT Y THAT THF . RCGDLT

bre SRS TUBOS CON TAPG K
oo ORCGTURBES WITH TAES

LuuIge o 0407 200401, 200403, 200407, 200410 Nuz o0 AL M0
Cedes ~U92.7N, 4092.2AM, 4062.2V, 4082 2A, 4497 PN i
139240 4792.6M7% 900117, 900007, 20040¢ .
Q11 0911V 4N9 AN, 4091 2N 40915 - &

4791

Flnslicdad Pravicte SECIPIENTES PARS TAREC Q0. T MraTe
TNMICAT
il [ls SIMENRECER 77 - B EOHR {7
LLEC it

Ctpr OB RERMEL LG DE LAE DIREL [y AS:
CONFOPMS WTH THE FE ISITES OF Té 7 LLRFECT /S8

EC Oiro Uivg, 2RT79R ¢ Dirac - va resuctos Sonitan s oo w o Diagns 2ico
“in vitQ”,
“In=vi* 0" L. »-wutics Yadice Dewies Digodso

FECHA: 01 DICY=A 227 2003 S (ECEABET . L8

[ Nombie: vame " s
Firmado:

S L g - s —
Laiyo: ' Di-= (o1 E )
Funcuun | - =l - . g IS N » &




DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY
DIRECTIVA PRODUCTOS SANITARIOS PARA EL DIAGNOSTiC;O_ IN VITRO 98/79/CE
MEDICAL DEVICES DIRECTIVE FOR IN VITRO DIAGNOSTIC 98/79/CE

FABRICANTE PRODUCTO: DELTALAB S.L.
PRODUCT MANUFACTURER:

DIRECCION: Plaza de la Verneda, 1
ADDRESS Pol. Ind. La Llana

08191 RUBI (BARCELONA) SPAIN

DECLARAN BAJO SU RESPONSABILIDAD QUE EL PRODUCTO:
DECLARE UNDER THEIR RESPONSIBILITY THAT THE PRODUCT

Nombre PORTAOBJETOS Y CUBREOBJETOS
Name SLIDES AND COVER SLIDES

Codigos B100001, B100002, B100003, B100004, D100001, D100002,
Codes D100003, 0100004, B101818, B102020, B102222, B102232,

B102240, 8102424, B102432, B102436, B12440, B102450,

B102460, D101818, D102020, D102222, D102232, D102232,
D102240, D102424, D102432, D102436, D102440, D102450,

D102460

Finalidad Prevista Diagn¢stico de muestras clinicas humanas.
Intended Use Diagnostic of clinical human samples.

Cédigo GMDN 15185
GMDN Code

CUMPLE LOS REQUISITOS DE LAS DIRECTIVAS:
CONFORMS WITH THE REQUISITES OF THE DIRECTIVES

EC Directive 98/79/CE Directiva Productos Sanitarios para el Diagnostico

“in vitro”.
“In-vitro” Diagnostics Medical Devices Directive.

FECHA: 13 de Junio de 2005 DATE: 13" June, 2005 J
Nombre: Name | ROSA LUQUE LINARES
Firmado: [
Signed
Cargo:
Function

CDCE-34 Rev. 3



DECLARACléN DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

'DIRECTIVA PRODUCTOS SANITARIOS 93/42/CEE - MEDICAL DEVICES DIRECTIVE 93/42/EEC

FABRICANTE PRODUCTO: DELTALAB, S.L.U.
PRODUCT MANUFACTURER:

DIRECCION: Plaza de la Verneda, 1
ADDRESS Pol. Ind. La Liana

08191 RUBI (BARCELONA) - SPAIN

DECLARAN BAJO SU RESPONSABILIDAD QUE EL PRODUCTO:

DECIL ARF UNDER THEIR RESPCONSIBILITY THAT THE PRODUCT

Nombre: CONJUNTO ESCOBILLON. Sistema invasivo estéril de toma de
muestras con y sin medio de transporte marca EUROTUBO.

Name: Invasive sterile EUROTUBO swab kits for sample collection with and
without transport medium

Tipo: Producto de un solo uso, invasivo quirdrgico de uso pasajero.

Type: Single use, surgically invasive device for transient use.

Finalidad Prevista: Conjunto escobillon de un solo uso in-vivo para la recogida de muestras
clinicas humanas.

Intended Use: Single-use swab kit for in-vivo for clinical human samples collection

Codigo GMDN / GMDN Code: 13914

CUMPLE LOS REQUISITOS DE LAS DIRECTIVAS:
CONFORMS WITH THE REQUISITES OF THE DIRECTIVES

ESCOBILLON - Swab

Directiva 93/42/CEE Directiva Productos Sanitarios (corregida por la Directiva 2007/47/CE).
Transposicion a la legislacion espafola en Real Decreto 1591/2009.

Directive 93/42/ECC Medical Devices Directive (as amended by 2007/47/CE Medical Devices
Directive). Transposition to Spanish legislation in Real Decreto 1591/2009.

Clasificacion: Clase lla
Classification: Class lla

TUBO CONI/SIN MEDIO DE TRANSPORTE - Tube with or without transport medium
Directiva 98/79/CE Directiva Productos Sanitarios para Diagnostico In Vitro. Transposicion a la
legislacién espanola en Real Decreto 1662/2000.

Directive 98/79/EC In vitro Diagnostic Medical Devices Directive. Transposition to Spanish
legislation in Real Decreto 1662/2000.

INFORMACION ADICIONAL / OTHER INFORMATION:

La presente declaracién de conformidad tiene su apoyo en el Certificado CE niumero 2005 06 0474 CP de
Garantia de Calidad de la Produccién de acuerdo con los Anexos V y VIi de la Directiva 93/42/CEE emitido
por la Direccion General de Farmacia y Productos Sanitarios, Organismo Notificado nimero 0318.

This declaration of conformity is supported by the CE Certificate number 2005 06 0474 CP Production
Quality Assurance according to Annexs V and VIl of the Directive 93/42/EEC issued by the Direccién
General de Farmacia y Productos Sanitarios, Notified Body number 0318.

\

FECHA: 31 de Agosto de DATE: August 31, 2010
/
Nombre/ Name JOSE SAEZ W/
Firmado/
Signed
Cargp/ Director Gene
Function

CDCE-54 Rev. 8



%

DECLARACI()N DE CONFORMIDAD CE
\CE DECLARATION OF CONFORMITY

mnecrm PRODUCTOS SANITARIOS 93/42/CEE - MEDICAL DEVICES DIRECTIVE 93/42/EEC |

ANEXO 1 — DESCRIPCION DE ARTICULOS

ANNEX 1- ARTICLES DESCRIPTION
| _REF. |, _DESCRIPCION - DESCRIPTION |
L 300200 | ESCOBILLON MAD.+ALGODON PEEL | SWAB I/W PEEL WOOD+COTTON J
L 310200 | ESCOBILLON MAD.+ALGODON FLOW | WOOD+COTTON SWAB FLOW )
| 2CC2C1 !LESLJUL)ILLUIV r3TALGODUN PEEL | SWAD I/W PEEL PS+LO I 1 ON i
300202 | ESCOBILLON PS+VISCOSA PEEL | SWAB I/W PEEL PS+VISCOSE |
L 310202 | ESCOBILLON PS+VISCOSA FLOW | PS+ViSCOSE SWAB FLOW |
( 300203 | ESCOBILLON ALU+ALGODON PEEL | SWAB I/W PEEL ALUM+COTTON ]
200211 1 EE(EZI(_)BILLON PS+ALGODON B/2 SWAB B/2 PS+COTTON ‘
10211 1 Efg\(l)vBlLLON PS+ALGODON B/2 E&COTTON SWAB B2 FLOW T
| 300210 | ESCOBILLON MAD.+ALGODON B/2 | SWAB B/2 PEEL WOOD+COTTON ﬂ
300250 | ESCOBILLON MAD +ALGODON TUBO | SWAB IN TUBE WOOD+COTTON
300259 | ESCOBILLON MAD.+VISCOSA TUBO | SWAB IN TUBE WOOD+VISCOSE b
300261 | ESCOBILLON PS+ALGODON TUBO | SWAB IN TUBE PP+COTTON ]
300252 | ESCOBILLON PS+VISCOSA TUBO SWAB IN TUBE PS+VISCOSE ]
| 300251 | ESCOBILLON ALU.+ALGODON TUBO | SWAB IN TUBE ALUM+COTTON
300253 | ESCOBILLON ALU.+VISCOSA TUBO | SWAB IN TUBE ALUM+VISCOSE
300263 | ESCOBILLON PS+DACRON TUBO SWAB IN TUBE PS+DACRON |
s00250.1 | o PIHHON MAD+ALGOD. PURO 1 syap iv TuBE wooD+PURE COTTON
{ 310253.1 | ESCOB. ALUM+VISCOSA FLOW | ALUM+VISCOSE SWAB FLOW q
[ 300230.1 | HISOPO MADERA B/100 STERIL | STERILE SWAB - 100 UNITS/BAG
300290 | STUART MADERA+ALGODON STUART SWAB WOOD+COTTON
300291 | STUART ALUMINIO+ALGODON STUART SWAB ALUM+COTTON
300295 | STUART PS+VISCOSA STUART SWAB PS+VISCOSE
300280 | CARY BLAIR MADERA+ALGODON CARY BLAIR SWAB WOOD+COTTON
300280.2 | CARY BLAIR PS+VISCOSA CARY BLAIR SWAB PS+VISCOSE
| 300287 | AMIES PS+VISCOSA AMIES SWAB PS+VISCOSE
] 300285 | AMIES CARBON PS+VISCOSA AMIES SWAB CARBON PS+VISCOSE
] 300284 | AMIES LIQUIDO PS+VISCOSA AMIES SWAB LIQUID PS+VISCOSE T
300297 | VIRUS PS+DACRON VIRUS SWAB PS DACRON
300299 | CHLAMYDIA PS+DACRON CHLAMYDIA SWAB PS+DACRON
300285.M | AMIES CARBON PS VISCOSA 6x100 | AMIES CHARCOAL PS RAYON 6X100
| 300285LS2 | AMIES CARBON PP VISCOSA-RAYON | SWAB PP+VISCOSE+AMIES CARBON
300287LS1 | AMIES PP VISCOSA — RAYON PP AMIES VISCOSE + RAYON
300287.5 | AMIES PS VISCOSA CAJAS 6x100 AMIES PS VISCOSE CASES 6X100 ]
300285.IR | AMIES CARBON VISCOSA AMIES CHARCOAL TRANSPORT SWAB {
L 300287.IR | AMIES VISCOSA AMIES CLEAR TRANSPROT SWAB
300296 | H. VIRUS ALUM. ALGODON SWAB FOR VIRUS WIRE+COTTON TIP |
] 300294 | VIRUS ALUMINIO + DACRON VIRUS SWAB ALUMINIUM DACRON
2002688 | paceFLON PS*DACRONPEEL /548 ps+DACRON IND. WRAPPED
300287.LC | AMIES PS+VISCOSA T/ROJO ET. ES | AMIES PS+VISCOSE RED CAP SP.LA ]
| 300284.R | AMIES LIQUIDO PS+VISCOSA T/ROJO | AMIES SWAB LIQ. PS+VISC. RED CAP




DECLARACI‘N DE CONFORMIDAD CE
'CE DECLARATION OF CONFORMITY

DlREﬁTNk PRODUCT OS SANITARIOS 93/42/CEE - MEDICAL DEVICES DIRECTIVE 93/42/EFC

( 200281 J\E/,SS%%%/L\LON AMIES ALUMINIO + J AMIES SWAB ALUMINIUM + VISCOSE T
' AMIES CHARCOAL SWAB WIRE+RA YON[
| 300281/1 | H.AMIES ALUM. VISCOSA C/CARBON | TIP ;
| 3002121 [ESCOBILLON PS+VISCOSA PEEL/2 [ SWAB PEEL/2 PS+VISCOSE J
. 300250.EQ | ESCOBILLON MADERA TUBO | SWAB WOOD + COTON TUBE |
| 300252.EQ | ESCOBILLON PS + VISCOSA TUBO | SWAB PS + VISCOSE TUBE _j
| 300285.EQ | AMIES CARBON PS [AMIES CHARCOAL PS |
| 500287.EQ |AMIES PS | AMIES PS !
| 300295.EQ | STUART PS [STUART PS R
| 500287NEW | AMIES PS + VISCOSA 6x100 | AMIES SWAB PS + VISCOSA 6x100
| 30020060 | FaomeD, TCOPON PEELY [ SWAB PEEL WOOD+COTTON EQUIMED
] 300202.EQ | PS+VISCOSA PEEL/U EQUIMED [ SWAB PEEL/1 PS+VISCOSE EQUIMED
300250.M | ESCOBILLON MAD.+ALGODON TUBO SWAB IN TUBE WOOD+COTTON MED
| 300261.M | ESCOBILLON PS+ALGODON TUBO | SWAB IN TUBE PS+COTTON MED |
CDCE-54

Fecha: 31/08/2010



FABRICANTE PRODUCTO: INDUSTRIAS AULABOR S.A.
PRODUCT MANUFACTURER:

DIRECCION: Avda. de la Liana, 116-117
ADDRESS 08191 RUBI (BARCELONA) SPAIN
DISTRIBUIDOR AUTORIZADOQ : DELTALAB S.A.

AUTHORIZED DISTRIBUTOR :

DIRECCION : Plaza de la Verneda, 1

ADDRESS : Pol. Ind. La Llana

08191 . RUBI (BARCELONA) SPAIN

DECLARAN BAJO SU RESPONSABILIDAD QUE EL PRODUCTO:
DECLARE UNDER THEIR RESPONSIBILITY THAT THE PRODUCT

Nombre TAPONES EN POLIETILENO

Name POLYETHYLENE CAPS

Cédigos  3053__, 3003_ _, 3058__, 3071__, 3072_ _, 3050_, 3081 __

Codes 3070_ _, 3055__, 3082_ , 3066_ _, 308502, 308506, 308602,
308606

Finalidad Prevista Tapar tubos.
Intended Use Close the tubes.

Codigo GMDN 17821
GMDN Code

CUMPLE LOS REQUISITOS DE LAS DIRECTIVAS:
CONFORMS WITH THE REQUISITES OF THE DIRECTIVES

EC Directive 98/79/CE Directiva Productos Sanitarios para el Diagnostico
“in vitro”.
“In-vitro” Diagnostics Medical Devices Directive.

FECHA: 01 DICIEMBRE 2.003 DATE DECEMBER 01", 2.003

Nombre. Name [ TrRAcaIINIEININAREQ

Firmado:

Signed

Cargo:
Function

, ‘ Director Ejecutivo




