Ll deltalab =U DECLARATION OF CONFORMITY

ber of SCOGP
S e e e N AR T TS e S SR TASA
Caodigo / Code: CDUE-115 Rev.1 Fecha de emisién/Date of issue: 28/02/2025

Pagina/Page: 1/8

El fabricante / The manufacturer:

DELTALAB S.L.
Plaza de la Verneda, 1 - Pol. Ind. La Llana
08191 RUBI (BARCELONA) — ESPANA /SPAIN
SRN: ES-MF-000000153

DECLARA BAJO SU EXCLUSIVA RESPONSABILIDAD /
DECLARES UNDER ITS SOLE RESPONSIBILITY
Que el producto / that the product:

UDI-DI Basico / Basic UDI-DI | 84356058UDI-DI-156B

Familia de producto / RECIPIENTES PARA LA RECOGIDA DE MUESTRAS Y/U ORINA

Product family SAMPLES AND / OR URINE COLLECTION CONTAINERS
(Codigos segun Anexo 1/ Codes in Annex 1)

Finalidad Prevista / Recogida de muestras bioldgicas y/o de orina, con el proposito de

Intended Use realizar un examen por diagnastico in vitro.

Collection of biological and/or urine samples, for the purpose of in
vitro diagnostic testing.
Codigos GMDN y EMDN / Codigo GMDN / GMDN Code: Ver Anexo 1/ See Annex 1

Codes GMDN and EMDN Coadigo EMDN / EMDN Code: Ver Anexo 1/ See Annex 1
Clase del riesgo/ De acuerdo con el anexo VIII — Clase A, no estéril (Regla 5¢)
Risk Classification According to Annex Vill — Class A, non-sterile (Rule 5¢)

CUMPLE CON / CONFORMS WITH:
Reglamento (UE) 2017/746: Productos Sanitarios de Diagnéstico In Vitro
Regulation (EU) 2017/746: In Vitro Diagnostic Medical Devices

Consulte la lista de normas aplicables (armonizadas) en la documentacién técnica /
Refer to the list of applicable (harmonized) standards in the Technical Documentation

En/At Rubi (Barcelona) ESPANA/SPAIN

Dr. Pongsuda Pongtanya Anna Mir
Directora General / Managing Director Responsable Tecnico / Technical Director
7~ /?4/ gij deltalab
pELTALAB S. L + Dot ind L2 Lia

Plaza de la Vemne c‘1 - a
08191 Rubi - b‘”SE OF 434 936 994 512
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ANEXO 1 — DESCRIPCION DE ARTICULOS /
ANNEX 1 — ARTICLES DESCRIPTION

Subfamilia de producto / Product subfamily: RECIPIENTES PARA LA RECOGIDA DE MUESTRAS
- NO ESTERILES / SAMPLE COLLECTION
CONTAINERS - NON STERILE

Cédigo EMDN / EMDN Code: W05030102

REFERENCIA DESCRIPCION / DESCRIPTION GMDN UDI-DI

202840 FRASCO DE SEGURIDAD 20ML / SECURITY CONTAINER 20ML 47775 08435263806694
202841 FRASCO DE SEGURIDAD 40ML / SECURITY CONTAINER 40ML 47775 08435263806700
202842 FRASCO DE SEGURIDAD 60ML / SECURITY CONTAINER 60ML 47775 08435263806717
202843 I(:gfgr%%)DE SEGURIDAD 90ML (248-h75) / SECURITY CONTAINER 90ML 47775 08435263806731
202844 FRASCO DE SEGURIDAD 120ML / SECURITY CONTAINER 120ML 47775 08435263806748
202845 FRASCO DE SEGURIDAD 250ML / SECURITY CONTAINER 250ML 47775 08435263806762
202846 FRASCO DE SEGURIDAD 500ML / SECURITY CONTAINER 500ML 47775 08435263806779
202847 FRASCO DE SEGURIDAD 1000ML / SECURITY CONTAINER 1000ML 47775 08435263806786
202848 gmf(%%sl?seg)EGURlDAD 90ML(953-h68) / SECURITY CONTAINER 47775 08435263806793
309201 FRASCO 30ML PS ETIQUETADO / 30ML UNIVERSAL LABELLED PS 47775 08435263811711
309202 FRASCO 30ML PS / 30ML CONTAINER PS 47775 08435263811728
309222 FRASCO 30ML PS B/U / 30ML CONTAINER I/W PS 47775 08435263811780
309402 FRASCO 40ML PS / PS 40ML CONTAINER 47775 08435263811926
309501 FRASCO 60ML PS ETIQUETADO / PS 60 ML CONTAINER PRINTED LBL 47775 08435263811940
309502 FRASCO 60ML PS / 60ML CONTAINER PS 47775 08435263811971
309505 FRASCO 60ML PS T/AZUL / CONTAINER PS 60ML BLUE CAP 47775 08435263881295
309552 FRASCO 60ML PS C/ESPATULA / 60ML CONTAINER PS WITH SPOON 47775 08435263812039
309602 FRASCO 30ML PS CON ESPATULA / 30ML CONTAINER WITH SPOON PS | 47775 08435263848168
409201 FRASCO 30ML PP ETIQUETADO / 30ML CONTAINER LABEL PP 47775 08435263815702
409202 FRASCO 30ML PP / 30ML CONTAINER PP 47775 08435263815719
409222 FRASCO 30ML PP BOLSA UNITARIA / 30ML CONTAINER I/W PP 47775 08435263815764
409402 FRASCO 40ML PP GRADUADO / 40ML CONTAINER PP GRADUATED 47775 08435263815931
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REFERENCIA DESCRIPCION / DESCRIPTION GMDN UDI-DI

409426 FRASCO 40ML PP B/U GRADUADO / 40ML CONTAINER I/W PP 47775 08435263815955
409501 FRASCO 60ML PP ETIQUETADO / 60ML CONTAINER LABELLED PP 47775 08435263816198
409502 FRASCO 60ML PP / 60ML CONTAINER PP 47775 08435263816228
409511 FRASCO 60ML PP ETIQUETADO T/AZUL / 60ML BLUE CONTAINER 47775 08435263816297

LABEL PP

409552 FRASCO 60ML PP C/ESPATULA / 60ML CONTAINER W/SPOON 47775 08435263816464
409557 \I;VR/’QFS)SSI\?%I\QEEZ %/EF?PATULA T/VERDE / CONTAINER 60ML PP 47775 08435263885729
409602 FRASCO 30ML PP C/CUCHARA / 30ML CONTAINER WITH SPOON PP 47775 08435263816518
409701 FRASCO 120ML PP ETIQUETADO / 120ML CONTAINER LABELLED PP 47775 08435263876703
409703 FRASCO 120ML PP SIN ROSCAR / 120ML CONT SEPARATED CAP PP 47775 08435263816587
409707 FRASCO 120ML PP T/VERDE / PP 120 ML CONTAINER GREEN CAP 47775 08435263876888

FRASCO 120ML AZUL ETIQUETADO / 120ML BLUE CONTAINER LABEL

409711 PP 47775 08435263878820
409752 FRASCO 120ML PP C/CUCHARA / 120ML CONTAINER WITH SPOON PP 47775 08435263878745
409756 FRASCO 120ML PP ESPATULA B/U / 120ML CONTAINER PP SPOON I/'W 47775 08435263878783
409802 FRASCO 50ML PP / 50ML CONTAINER PP 47775 08435263878639
409826 FRASCO 50ML PP B/U / 50ML CONTAINER I/W PP 47775 08435263878653
409852 FRASCO 50ML PP CON ESPATULA / 50ML CONTAINER WITH SPOON PP | 47775 08435263878691
409902 FRASCO 200ML PP / CONTAINER 200ML PP 47775 08435263816921
410047 E%SE?\]?'%OAI\\APL PP T/SIN PRECINTO / CONTAINER 50ML PP NO TAMPER 47775 08435263851106
202844/T l:zR(;ASE(?A?DiEEGURIDAD 120ML TAPADO / SECURITY CONTAINER 47775 08435263877274
309202.NR FRASCO 30ML PS / 30ML CONTAINER PS NO SCREW 47775 08435263872590
309202.WO FRASCO 30ML PS SIN TAPON / CONT.30ML PS NO CAP 47775 08435263871074
309202V FRASCO 30ML PS TAPON VERDE / 30ML CONTAINER PS GREEN CAP 47775 08435263849639
309222 1 EAR\QSLCO 30ML PS B/U ETIQUETADO / CONTAINER 30 ML. UNIT BAG 47775 08435263811797
309501BE EI;PISSCO 60ML PS B/50 COD.BARRAS / 60ML PS CONTAINER B/50 BAR 47775 08435263811957
309502.10 FP-60 S/ROSCAR C/600 T/ROJO / CONT.60ML C/600 RED CAP 47775 08435263811988
309502.6 EAR\QEEO 60 ML.PS ETIQUETA BLANC / PS 60 ML. CONTAINER PLAIN 47775 08435263811995
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REFERENCIA DESCRIPCION / DESCRIPTION GMDN UDI-DI
409202.WO FRASCO 30ML PP SIN TAPON / CONT. 30ML PP NO CAP 47775 08435263871098
FRASCO 30ML PP T/BLAN ENV. SEP / PP 30 ML+ WHITE CAP
409203.2 SEPARAT.C/1800 47775 08435263815740
409203 2A ES.SOML PP T/BL.ENV.SEP.C/ANON / PP 30ML WHITE CAP SEP.PLAIN 47775 08435263815757
409502 4 FRASCO 60ML S/ROSCAR 38X65 PP / 60ML CONT. UNCAPPED 47775 08435263816259
38X65MM PP
FRASCO 60ML PP T/AZUL NO TAPADO / 60ML CONTAINER PP BLUE
409502.4B CAP UNCOVERED 47775 08435263887082
409502 4Y FRASCO 60ml S/ROSCAR PP T/AMAR / 60mlI CONT.UNCAPPED PP 47775 08435263868791
YEL/LID
409502G FRASCO 60ML PP GRADUADO / 60ML CONTAINER GRADUATED PP 47775 08435263816266
409502G.4 FR.60 GRAD.S/ROSCAR TAP.SEPARA / CONT.60 GRAD.UNCAPPED 47775 08435263816273
SEP.CAP
FRASCO 60ML PP GRADUADO T/AMARILLO / CONTAINER 60ML PP
409502G.Y YELLOW CAP SCREWED 47775 08435263893014
409507G FRASCO 60ml PP GRAD.T/VERDE / 60ml CONT.PP GRAD.GREEN CAP 47775 08435263869460
409511.4 FR.60ML AZUL CLARO S/ETIQUETA / 60ML LIGHT BLUE CONTAINER 47775 08435263816303
409511 5 E;._SOML AZUL TRANSL.ETIQ. BLANC / 60ML CONTAINER TRANS.BLUE 47775 08435263816310
409511 5A ESI._SOML AZUL TRANSL.ETIQ. BLANC / 60ML CONTAINER TRANS.BLUE 47775 08435263894141
FRASCO 60ML PP T/ROJO C/CUCHARA C/GRIS / 60ML CONTAINER
409512 TRANS BLUE LBL 47775 08435263891669
409602E EAR\QSCO 30 ML.PP. CUCHARA ETIQ. / 30ML CONTAINER W/SPOON PP 47775 08435263848175
409702 FRASCO 120ML PP / 120ML CONTAINER PP 47775 08435263876727
409702B FRASCO 120ML PP B/50 / 120ML CONTAINER PP B/50 47775 08435263888324
409702.P FRASCO 120ML PP ROSCADO / 120ML PP CUPPED CONTAINER 47775 08435263876789
FRASCO 150ML PP ESPATULA B/U BOLSA 50 / CONTAINER 150ML PP
409756.50 /W SPOON BAG/50 47775 08435263893397
409805.6 E%SCO 50ML PP T/ROJO SEPARADO / 50ML PP CONTAINER SEP.RED 47775 08435263844634
409902.4 FRASCO 200ML PP S/ROSCAR / 200ML CONTAINER PP SEPAR.CAP 47775 08435263873146
409902P FRASCO 200ML PP / CONTAINER 200ML PP 47775 08435605804074
175723 'IR;Lé%O 5ML PS 13X75 PS TAPADO ROJO / 5ML TUBE PS 13X75 CAPPED 47775 08435263881837
175724 TUBO 10ML PS 16X95 TAPADO ROJO / 10ML TUBE PS 16X95 CAPPED 47775 08435263881851

RED
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REFERENCIA DESCRIPCION / DESCRIPTION GMDN UDI-DI
300300 TUBO 4 ML PS 11X70 MM / TUBE 11X70 PS 47775 08435263809565
300400 TUBO 6 ML PS 12X88 MM GRADUADO / TUBE 12X88 PS GRADUATED 47775 08435263809602
300500 TUBO 11X55MM PS 3 ML / TUBE 11X55MM PS 3ML 47775 08435263809626
300700 TUBO 13X75 PS / TUBE 13X75 PS 47775 08435263809664
300702 TUBO 13X75 PS TAPADO / TUBE 13X75 PS CAPPED 47775 08435263809688
300704 TUBO 13X75 PS TAPADO Y ETIQ / TUBE 13X75 PS CAPPED&LABELLED 47775 08435263809701
300705 TUBO 10 ML PS 16X100 MM / TUBE 16X100 PS 47775 08435263809725
TUBO 5 ML PS 12X75 MM GRADUADO / TUBE 5ML PS 12X75MM
300800 GRADUATED 47775 08435263809763
300802 TUBO 12X75 PS + TAPON 305802 / PS TUBE 12X75 + CAP 305802 47775 08435263840933
TUBO 10 ML PS 16X95 MM GRADUADO / TUBE 10ML PS 16X95MM
300900 GRADUATED 47775 08435263809886
300903 TUBO 16x95 PS TAPADO / TUBE 16x95 POLYSTYRENE CAPPED 47775 08435263887280

TUBO 10 ML PS 16X95 MM TAPADO ETIQUETADO / TUBE 16X95 PS

300904 CAPPED LABELLED 47775 08435263887303
300907 TUBO 16X100 PS TAPADO / TUBE 16X100 PS CAPPED 47775 08435263809985
300908 TUBO 16X100 PS TAPADO Y ETIQ / TUBE 16X100 PS CAPPED 47775 08435263810004
LABELLED
300913 TUBO 15X95 PS TAPADO / TUBE 16X95 PS CAPPED 47775 08435263810059
301200 TUBO CONICO 16X102 PS / CONICAL TUBE 16X102 PS 47775 08435263810271
301201 TUBO CONICO 12ML PS 16X100 MM / CONICAL TUBE 16X100 PS 47775 08435263810295
301202 TUBO CONICO 16X102 PS / CONICAL TUBE 16X102 PS 47775 08435263810318
301205 TUBO CONICO 301200 TAP/305502 / PS TUBE 12ML CONICAL CAPPED 47775 08435263810332
301403 TUBO 12ML PS 15X102 MM TAPADO FALDON / TUBE 12ML PS CAPPED 47775 08435263810394
301700 TUBO 7 ML PS 13X100 MM / TUBE 13X100 PS 47775 08435263810417
304208 TUBO 5ML C/FALDON T/MALVA / TUBE 5ML SKIRTED MAUVE CAP 47775 08435605804302
400400 TUBO 6 ML PP 12X88 MM GRADUADO / TUBE 12X88 PP GRADUATED 47775 08435263813609
400500 TUBO 3 ML PP 11X55 MM / TUBE 11X55 PP 47775 08435263813623
400700 TUBO 5 ML 13X75 MM / TUBE 13X75 PP 47775 08435263813661
400705 TUBO 10 ML PP 16X100 MM / TUBE 16X100 PP 47775 08435263813685
400800 g%i%g,:{lrlégp 12X75 MM GRADUADO / TUBE 5ML PP 12X75MM 47775 08435263813708
400900 TUBO 16X95 PP / TUBE 16X95 PP 47775 08435263813746
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400903 'IF\',Lé%O 10ML PP 16X95 TAPADO ROJO / 10ML TUBE PP 16X95 CAPPED 47775 08435263881943
400908 TUBO 16x95 TAPADO 305007 / 16X95 PP TUBE CAPPED 305007 47775 08435263813784
401100 TUBO 5 ML PP 15X50 MM / TUBE 15X50 PP 47775 08435263813883
401200 TUBO CONICO 12 ML PP 16X102 MM / CONICAL TUBE 16X102 PP 47775 08435263813906
401201 TUBO CONICO 12 ML PP 16x100 MM / CONICAL TUBE 16X100 PP 47775 08435263813920
401204 TUBO CONICO 12 ML PP 16X100 MM / CONICAL TUBE 12ML PP 47775 08435263813944

16X100MM

401300 TUBO CONICO 16X102 PP TAPADO / CONICAL TUBE 16x102 PP CAPPED | 47775 08435263896770
401403 TUBO 12ML PP 15X102 MM TAPADO FALDON / PP 12 ML TUBE CAPPED 47775 08435263814002
401700 TUBO 7 ML PP 13X100 MM / PP TUBE 13X100 47775 08435263814040
300500MI TUBO 11X55 PS/ TUBE 11X55 PS 47775 08435263878264
300800.1 TUBO 5 ML PS 12X75 MM SIN ENRASES / TUBE 12X75 PS 47775 08435263809787
300800.2 TUBO 12X75 PS REFORZADO / TUBE 12X75 PS 47775 08435263809824
300900M TUBO 16X95 PS GRAD.CAJA 5X100 / TUBE 16X95 PS GRAD.CASE 5X100 | 47775 08435263852301
400500.B TUBO 11x55 PP B/400 / TUBE 11x55 PP B/400 47775 08435263846522
4008001 ;gBO 5 ML PP 12X75 MM SIN ENRASES / TUBE 12X75 WITHOUT RINGS 47775 0843526381372
420900E 'I(':LAJJB:O 12ML PP S/TAPON C/FALDON / PP 12ML TUBE W/SKIRT W/OUT 47775 08435263842265
429900SP -SI-LEJEOngML PP CONICO SIN ROSCAR / 50ML CONICAL TUBE PP 47775 08435263840087
429901SP 'SFEEQO_FESQ:ECPO g,(il\é"_ PP FALDON SIN ROSCAR / TUBE 50ML PP 47775 08435263888782
429910SP TUBO 15mI PP CONICO SIN ROSCAR / 15mI CONICAL TUBE PP SEP.CAP | 47775 08435263851670
429927S/E ;gBO CONICO 50ML C/FALDON B/U / 50ML CONICAL TUBE SKIRT I/W 47775 08435263842616
300800.1B "I__'tJLI?SOH5RI\;IéOP)? 12X75 MM SIN ENRASES / TUBE 5ML PS 12X75 MM NO 47775 08435605806856
4014038 &L&Bg;gg/lELDPgK‘Ilg(r‘IIE(I)DZRlicg/lo'g?PADO FALDON / TUBE 12ML PP 15X102 47775 08435605806887
300700B TUBO 13X75 PS/ TUBE 13X75 PS R/BOX 47775 08435605806917
400700B TUBO 5 ML PP 13X75 MM / TUBE 5ML PP 13X75 MM R/BOX. 47775 08435605806948
429900 TUBO CONICO 50ML PP TAPADO / 50ML CONICAL TUBE PP 47775 08435263817072
429901 TUBO 50ML PP CONICO FALDON / 50ML CONICAL TUBE SKIRT PP 47775 08435263817089
429903 EXEO 50ML PP CON.FALDON S/TAP / 50ML CON.TUBE SKIRTE PP NO 47775 08435263847567
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REFERENCIA DESCRIPCION / DESCRIPTION GMDN UDI-DI
TUBO FALCON 50ML S/FALDON S/TAPON / FALCON CONTAINER 50ML

429904 NO SKIRT NO CAP 47775 | 08435605816671

429910 TUBO CONICO 15ML PP TAPADO / 15ML CONICAL TUBE PP 47775 | 08435263817096

429930 TUBO 50ML PP CONICO IMPRESO B/25/ SOML TUBE PP CONICAL PRINT 47775 | 0343563853186
TUBO 15 ML PP CONICO IMPRESO GRANEL / 15ML TUBE PP CONICAL

429940 PRINTED IN BULK 47775 | 08435263853179

429945 TUBO 15 ML PP CONICO IMPRESO B/25 / 15ML TUBE PP CONICAL 47775 | 08435263875737
TUBO 50 ML PP CONICO IMPRESO C/F B/25 / 50ML TUBE PP CONICAL

429950 PRINT SKIRTED 25/B 47775 | 08435263875744

40950280 | FRASCO 60ML PP G/A.BORICO / 60ML CONTAINER PP W/BORIC A. 63348 | 08435263893069

400706E TUBO 10ML C/A.BORICO TAP.ETIQ. B/U / 100ML TUBE W/BORIC A. 63348 | 08435263874037
CAP.LAB. /W

309622.N  |FRASCO 30ml PS ESPATULA B/U / Container 30ml PS scr.cap w/sp 47775 | 08435263851519
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Subfamilia de producto / Product subfamily: RECIPIENTES PARA LA RECOGIDA DE ORINA -

NO ESTERILES / URINE COLLECTION
CONTAINERS - NON STERILE

Cédigo EMDN / EMDN Code: W05010203

Cédigo GMDN / GMDN Code: 57919
REFERENCIA | DESCRIPCION / DESCRIPTION UDI-DI
407001 FRASCO 2L NATURAL / CONTAINER 2L NATURAL 08435263814224
407003 FRASCO 2L MARRON / CONTAINER 2L BROWN 08435263814293
407005 FRASCO 2,7L 24H NATURAL / CONTAINER 2.7L 24H NATURAL 08435263814323
407006 FRASCO 2,7L 24H MARRON / CONTAINER 2.7L 24H BROWN 08435263814385
407008 FRASCO 2L NATURAL B/U / CONTAINER 2L I/W NATURAL 08435263814408
408001 FRASCO CILINDRICO 2L NATURAL / CYLINDRICAL CONT 2L NATURAL 08435263814484
408610 FRASCO 3L MARRON TAPON BLANCO / CONTAINER 3L BROWN WHITE CAP | 08435263875782
407001/T FRASCO 2L NATURAL TAPADO / CONTAINER 2L NATURAL CAPPED 08435263814248
4070010BT | FRASCO 2L NATURAL C/OBTURADOR / CONTAINER 2L NATURAL W/PLUG 08435263814286
407005/T FRASCO 2,7L 24 H NATURAL C/TAPA / CONTAINER 2.7L 24H NATURAL W/LID | 08435263814378
407006/T FRASCO 2,7L 24H MARRON C/TAPA / CONTAINER 2.7L 24H BROWN W/LID 08435263814392
4070080BT | FRASCO 2L T/NEGRO OBT B/U / CONT 2L BLACK CAP + PLUG I/W 08435263814446
408001.1 FRASCO 2L CILINDRICO B/U / CYLINDRICAL CONT 2L /W 08435263814491
4080010/T FRASCO 2L CIL T/NEG OBT TAPADO / CYLINDRICAL CONT 2L B/CAP W/PL 08435263814606
4080010BT | FRASCO 2L CILINDRICO OBTURADOR / CYLINDRICAL CONT 2L W/PLUG 08435263814637
4080010TA | FRASCO 2L NATURAL OBT T/NEGRO / 24H CYL.CONT. BLACK CAP 08435263814644
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