DICHIARAZIONE DI CONFORMITA UE / EU DECLARATION OF CONFORMITY

Fabbricante: BIOSIGMA S.p.A.
Manufacturer: Via Valletta, 6
30010 - Cantarana di Cona (VE) - ITALY

Tel. +39.0426.302224 - Fax +39.0426.302228

E-mail: info@biosigmaeu.com

http://www. biosigma.com - http://www. biosigma.it
SRN Numero di Registrazione Unico:
SRN Single Registration Number: IT-MF-000030370

Dichiara sotto la propria responsabilita che i dispositivi medico-diagnostici in vitro:
Declare under its own responsibility that in vitro diagnostic medical devices:

PROVETTE E TAPPI

TEST-TUBES AND STOPPERS UDI-DI di Base: 803367356TUBES&CAPSAY
Vedi elenco codici allegato Basic UDI-DI:

See the enclosed codes list

Contenitore di campione idoneo a contenere un campione biologico
umano al fine di effettuare analisi diagnostiche di laboratorio anche con
tecniche di biologia molecolare

Sample container suitable for containing a human biological sample in
order to carry out laboratory diagnostic analyzes also with molecular

Destinazione d'uso / Intended purpose

biology techniques
Classificazione secondo il REGOLAMENTO (EU) | [X] Classe A/ Class A [0 Sterile / Sterile
2017/746, Allegato VIII. O ClasseB/ Class B
Classification according to REGULATION (EU) O Classe C/ Class C
2017/746, Annex VIII. O Classe D/ Class D

Sono conformi al REGOLAMENTO (UE) 2017/746 DEL PARLAMENTO EUROPEO E DEL CONSIGLIO del 5 aprile
2017 e, se del caso, a qualunque altro pertinente atto legislativo dell'Unione che preveda il rilascio di una
dichiarazione di conformita UE;

Are manufactured in compliance with REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 5 April 2017 and, if applicable, with any other relevant Union legislation that provides for the
issuing of an EU declaration of conformity.

Organismo Noatificato incaricato della valutazione Nome: Non Applicabile / Not Applicable
della conformita (se consultato):

Notified Body (if consulted): N° identificativo/Identification No.

Certificato N°/ Registration No.

Cantarana di Cona (VE), 27/01/2026 Nome e funzione / Name and function
Luogo, data / Place, date MARCOLIN MARTINO
Legale Rappresentante / Legal Representative

(/i' {/
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Biosigma S.p.A.

T o~ S, S, a dominique Dutscher Company
K\IMQ Via Valletta, 6 | 30010 Cantarana di Cona (VE), Italy | Tel. ++39 0426 302224 | Fax ++39 0426 302228
CERTFED 2 % | E-mail info@biosigmaeu.com | www.biosigma.it www.biosigma.com | Cap. Soc. 99.000 €i.v. | C.F.
T % S "% . ?%L?E?xolzﬁ:oslo égggggzgnlz MZ02A0U | P.IVA IT 03328440270 | N. 298577 R.E.A. di Venezia | Registro A.E.E. IT09030000005843
5O 13485 X 7 ©oNecC 9 o 9 NP | RINPPA
TEEST Y SGS 7 SGS. w _SGS

Pag.1di5 DCUE Rev.06: 27/01/2026

,9\\05'


http://www.biosigma.it/
http://www.biosigma.com/

DICHIARAZIONE DI CONFORMITA UE / EU DECLARATION OF CONFORMITY

ELENCO CODICI/ CODES LIST

‘ REF DESCRIZIONE DESCRIPTION UDI-DI

Provetta conica 10ml in PS tappo giallo Conical tube 10ml in PS Yellow stopper

04175948001 etichettata in rack labelled in rack 8033673560054
Provetta conica 10 ml in PS tappo BLU Conical tube 10ml labelled in PS BLUE

4204/V etichettata in rack stopper in rack 8033673560061

BSM910/AZ CAP DISK AZZURRO per microprovette LIGHT BLUE CAP DISK for microtubes 8033673568937

BSM910/BI CAP DISK BIANCO per microprovette WHITE CAP DISK for microtubes 8033673568982

BSM910/G CAP DISK GIALLO per microprovette YELLOW CAP DISK for microtubes 8033673568968

BSM910/RA CAP DISK ROSA per microprovette PINK CAP DISK for microtubes 8033673568975

BSM910/RO CAP DISK ROSSO per microprovette RED CAP DISK for microtubes 8033673568944

BSM910/V CAP DISK VERDE per microprovette GREEN CAP DISK for microtubes 8033673568951

BSO113 Vacustopper @ 13mm per richiusura provette | Vacustopper universal in PE @13mm for 8033673562355
vuoto predeterminato predeterminated vacum tubes re-closing
Provetta conica 10 ml graduata in PS tappo Conical tube 10ml graduated in PS WHITE

BSP111 BIANCS stopper 8033673562607
Provetta conica 10 ml in PS tappo BIANCO Conical tube 10ml labelled in PS WHITE

BSP112 Lot stopper 8033673562645
Provetta conica 10 ml in PS tappo BIANCO Conical tube 10ml labelled in PS WHITE

BSP113 etichettata in rack stopper in rack 8033673562706
Provetta conica 10 ml in PS tappo BLU Conical tube 10ml labelled in PS BLUE

BSP113/BLU etichettata in rack stopper in rack 8033673562713

BSP128 Provetta tipo pediatrico in PS Pediatric tube in PS 8033673562782
Provetta 10 ml in PP con granuli e Tube 10 ml in PP with granulars and 3033673562850

BSTA18 acceleratore tappo BIANCO in rack f:;gulatlon accelerator WHITE stopper in
Provetta 10 ml in PP con granuli e Tube 10 ml in PP labelled with granulars and 8033673562959

BSTA19 acceleratore tappo BIANCO etichettata in rack f;flg ulation accelerator WHITE stopper in

. . Tube 10 ml in PMMA with granulars and

Provetta 10 ml in PMMA con granuli e . .

BSTA21 acceleratore tappo BIANCO in rack f:;gulatlon accelerator WHITE stopper in 8033673563000

. . Tube 10 ml in PMMA labelled with granulars

Provetta 10 ml in PMMA con granuli e . .

BSTA22 acceleratore tappo BIANCO etichettata in rack fan;( coagulation accelerator WHITE stopper in 8033673563123

CL600 Microprovetta da 0,5 ml conica, CLEARLINE | Microtube 0,5 ml conical, CLEARLINE 8033673563604
Microprovetta da 0,5 ml conica, tappo a vite, Microtube 0,5 ml conical, screw cap,

cLeo1 CLEARLINE CLEARLINE 8033673563611
Microprovetta da 0,5 ml conica, tappo a vite Microtube 0,5 ml conical, screw cap suitable

CLe02 per CAP DISK, CLEARLINE suitable for CAP DISK , CLEARLINE 8033673563635
Microprovetta da 0,5 ml conica, tappo a vite Mic;rotube 0,5 mi conical,_ screw cap stitable

CL603 per CAP DISK con collare, CLEARLINE SCT?XELC(I)\;ECAP DISK with collar, 8033673563659
Microprovetta da 0,5 ml conica, tappo a vite Microtube 0,5 ml conical, screw cap with o-

CLe04 con o-ring, CLEARLINE ring, CLEARLINE 8033673563673
Microprovetta da 0,5 ml conica, tappo a vite Mir;rotube 0,5 mi conical,_ screw cap suitable

CLE0S per CAP DISK con o-ring, CLEARLINE Scbi’?ﬁ;%’;%b_c""’ DISK with o-ring, 8033673563697
Microprovetta da 0,5 ml conica, tappo a vite Microtube 0,5 ml conical, screw cap suitable

CL606 per CAP DISK con collare e o-ring, suitable for CAP DISK with collar and o-ring, 8033673563710
CLEARLINE CLEARLINE

CL610 Hjcroprovetta da 0,5 mi con base, Microtube 0,5 mi self-standing, CLEARLINE 8033673563734
Microprovetta da 0,5 ml con base, tappo a Microtube 0,5 ml self-standing , screw cap,

cLe11 vite, CLEARLINE CLEARLINE 8033673563741
Microprovetta da 0,5 ml con base, tappo a vite | Microtube 0,5 ml self-standing, screw cap

CL612 per CAP DISK, CLEARLINE suitable suitable for CAP DISK , CLEARLINE | 8033673563765
Microprovetta da 0,5 ml con base, tappo a vite Mic;rotube (.)’5 mi self-standing, Screw cap

CLe13 per CAP DISK con collare, CLEARLINE sullable sutable for CAP DISK with collar 8033673563789
Microprovetta da 0,5 ml con base, tappo a vite | Microtube 0,5 ml self-standing, screw cap with

CLe14 con o-ring, CLEARLINE o-ring, CLEARLINE 8033673563802
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CL615 Microprovetta da 0,5 ml con base, tappo a vite Mic;r(ﬁ‘lube 0t,5b;nl fselféitgng;'ggk sctr,c:w cap 8033673563826
o , Suitable suitable for with o-ring,
per CAP DISK con o-ring, CLEARLINE CLEARLINE
Microprovetta da 0,5 ml con base, tappo a vite | Microtube 0,5 ml self-standing, screw cap
CL616 per CAP DISK con collare e o-ring, suitable suitable for CAP DISK with collar and 8033673563840
CLEARLINE o-ring, CLEARLINE
Microprovetta da 1,5 ml conica, graduata, Microtube 1,5 ml conical, graduated,
CL720 CLEARLINE CLEARLINE 8033673563864
Microprovetta da 1,5 ml conica, tappo a vite, Microtube 1,5 ml conical, screw cap,
CL721 graduata, CLEARLINE graduated, CLEARLINE 8033673563871
. . . Microtube 1,5 ml conical, screw cap suitable
Microprovetta da 1,5 ml conica, tappo a vite . , ,
CL722 suitable for CAP DISK , graduated, 8033673563895
per CAP DISK, graduata, CLEARLINE CLEARLINE
Microprovetta da 1,5 ml conica, tappo a vite Microtube 1,5 ml conical, screw cap suitable
CL723 per CAP DISK con collare, graduata, suitable for CAP DISK with collar, graduated, 8033673563918
CLEARLINE CLEARLINE
Microprovetta da 1,5 ml conica, tappo a vite Microtube 1,5 ml conical, screw cap with o-
CL724 con o-ring, graduata, CLEARLINE ring, graduated, CLEARLINE 8033673563932
Microprovetta da 1,5 ml conica, tappo a vite Microtube 1,5 ml conical, screw cap suitable
CL725 per CAP DISK con o-ring, graduata, suitable for CAP DISK with o-ring, graduated, 8033673563956
CLEARLINE CLEARLINE
Microprovetta da 1,5 ml conica, tappo a vite Microtube 1,5 ml conical, screw cap suitable
CL726 per CAP DISK con collare e o-ring, graduata, | suitable for CAP DISK with collar and o-ring, 8033673563970
CLEARLINE graduated, CLEARLINE
Microprovetta da 1,5 ml con base, graduata, Microtube 1,5 ml self-standing, graduated,
CL730 CLEARLINE CLEARLINE 8033673563994
Microprovetta da 1,5 ml con base, tappo a Microtube 1,5 ml self-standing, screw cap,
CL731 vite, graduata, CLEARLINE graduated, CLEARLINE 8033673564007
CL732 Microprovetta da 1,5 ml con base, tappo a vite Micr(;)tlube 1,5b7nlfselfc-itla3ng;'ggi<, screvdv cap d 8033673564021
’ . suitable suitable for , graduated,
per CAP DISK, graduata, CLEARLINE CLEARLINE
Microprovetta da 1,5 ml con base, tappo a vite | Microtube 1,5 ml self-standing, screw cap
CL733 per CAP DISK con collare, graduata, suitable suitable for CAP DISK with collar, 8033673564045
CLEARLINE graduated, CLEARLINE
Microprovetta da 1,5 ml con base, tappo a vite | Microtube 1,5 ml self-standing, screw cap with
CL734 con o-ring, graduata, CLEARLINE o-ring, graduated, CLEARLINE 8033673564069
Microprovetta da 1,5 ml con base, tappo a vite | Microtube 1,5 ml self-standing, screw cap
CL735 per CAP DISK con o-ring, graduata, suitable suitable for CAP DISK with o-ring, 8033673564083
CLEARLINE graduated, CLEARLINE
Microprovetta da 1,5 ml con base, tappo a vite | Microtube 1,5 ml self-standing, screw cap
CL736 per CAP DISK con collare e o-ring, graduata, | suitable suitable for CAP DISK with collar and 8033673564106
CLEARLINE o-ring, graduated, CLEARLINE
Microprovetta da 2 ml conica, graduata, Microtube 2 ml conical, graduated,
CL740 CLEARLINE CLEARLINE 8033673564120
Microprovetta da 2 ml conica, tappo a vite Microtube 2 ml conical, screw cap, graduated,
cL741 graduata CLEARLINE 8033673564137
Microprovetta da 2 mi conica, tappo a vite per Microtube 2 ml conical, screw cap suitable
CL742 ! suitable for CAP DISK , graduated, 8033673564151
CAP DISK, graduata, CLEARLINE CLEARLINE
Microprovetta da 2 ml conica, tappo a vite per Mir;rotube 2 mi conical, screw cap suitable
CL743 CAP DISK con collare, graduata, CLEARLINE suitable for CAP DISK with collar, graduated, 8033673564175
CLEARLINE
Microprovetta da 2 ml conica, tappo a vite con | Microtube 2 ml conical, screw cap with o-ring,
i o-ring, graduata, CLEARLINE graduated, CLEARLINE 8033673564199
. . . Microtube 2 ml conical, screw cap suitable
Microprovetta da 2 ml conica, tappo a vite per . i :
CL745 CAP DISK con o-ring, graduata, CLEARLINE suitable for CAP DISK with o-ring, graduated, 8033673564212
CLEARLINE
Microprovetta da 2 ml conica, tappo a vite per | Microtube 2 ml conical, screw cap suitable
CL746 CAP DISK con collare e o-ring, graduata, suitable for CAP DISK with collar and o-ring, 8033673564236
CLEARLINE graduated, CLEARLINE
Microprovetta 2 ml con base, graduata, Microtube 2 ml self-standing, graduated,
CL750 CLEARLINE CLEARLINE 8033673564250
Microprovetta 2 ml con base, con tappo a vite, | Microtube 2 ml self-standing, screw cap,
CL751 graduata, CLEARLINE Graduated, CLEARLINE 8033673564267
Microprovetta 2 ml con base, tappo a vite per Microtube 2 ml self-standing, screw cap
CL752 CAP DISK, graduata, CLEARLINE ZLLItEa:;gJ,L\JIItEabIe for CAP DISK , graduated, 8033673564281
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cL753 Microprovetta 2 mi con base, @ppo a vite per | ¢y 'S i 00 o P R RO, 8033673564304
CAP DISK con collare, graduata, CLEARLINE graduated, CLEARLINE !
cL7s4 oring grocuata, CLEARLINE | oring, Gracated, GLEARLINE | 8033673564328
CLTS AN e P Eam e | b e ool terdng s | 8033673569309
. . Microtube 2 ml self-standing, screw cap
CL755 l(\:/I X:lgog:g\&e:gfo@riﬁ;r’\ gb;fjed ;far?ltaaE Z\I&fﬁg Zﬁ;ﬁfﬁeﬁ,ﬂtg%fg %\; DISK with o-ring, 8033673564342
Microprovetta 2 ml con base, tappo a vite per | Microtube 2 ml self-standing, screw cap
CL756 CAP DISK con collare e o-ring, graduata, suitable suitable for CAP DISK with collar and 8033673564366
CLEARLINE o-ring, graduated, CLEARLINE
CL800 Tappo a vite per microprovette, CLEARLINE | Screw cap for microtubes, CLEARLINE 8033673566162
CL800/AZ X?%pJ)RaR\éi)te per microprovette, CLEARLINE/ élLGEF,i\LfILI\lIJEE screw cap for microtubes, 8033673566179
CL800/G '(I;TKEES vite per microprovette, CLEARLINE/ ZIEEZORIZ\;I\S;EreW cap for microtubes, 8033673566193
CLB0O/RA Lappo a vite per microprovette, CLEARLINE! | pink screw cap for microtubes, CLEARLINE | 8033673566209
CL800/RO Lappo @ vite per microprovette, CLEARLINE/ | Rep screw cap for microtubes, CLEARLINE | 8033673566216
CL800/V ;I'/aE;gJEc)) Ea vite per microprovette, CLEARLINE/ gfé:‘fé\lgz;ew cap for microtubes, 8033673566223
CL800/BI gfgﬁgg vite per microprovette, CLEARLINE/ (V,‘VLI-II_:IZ\—ERLSI(;\rIeEW cap for microtubes, 8033673566186
CL801 -(r;aLil)E?A(\)RT_ Ivliltg per CAP DISK per microprovette, ,i%f:t/u(fe[; sglt_aEb,i\eR it;ll\tl?Eble for CAP DISK for 8033673566230
CLoouaz | (353 v pe COF BYSK per miroprovet: | LT BLUE Sorow cap sueiel® 04 | 5033673566247
CLootRA | 25 M per CAP DISK par mirorovete | PN Screw cop et for GAPDISKTor | 5033673566285
CL801/RO ‘éaL%?;)Rirﬁg/psrogég DISK per microprovette, ,I;\’qll;'cfr)oici)rzg CCaLpEZtgfﬁ\llzfor CAP DISK for 8033673566292
CL801/V ‘CI';aL;I)E;K)R:?_ I\/'Ltglp\(/alrE gg\z DISK per microprovette, anl:z‘lr:_oEtLI/\;; g;:’recmz I:EZI;-'\’ it;ﬁeéble for CAP DISK for 8033673566292
CL801/BI Tappo a vite per CAP DISK per microprovette, | WHITE Screw cap suitable for CAP DISK for 8033673566261
CLEARLINE/ BIANCO microtubes, CLEARLINE
e e e b "] 8033673566308
cuanz | a0 e bt O DK e e | LU e LA e | s033673566315
cuais | Lapbo 2 e or O DK ol v | YELLOW o cap ot 0 CAEDISC | 5033673566339
RO T e | e et i | 8033673566353
CL802/BI Tellppo a vite per CAP DISK con collare per WHITE Scrgw cap suitable for CAP DISK with 8033673566322
microprovette, CLEARLINE/ BIANCO collar for microtubes, CLEARLINE
CL810 -cr;aLFl)EF,)A?RaI]_ Ivliltg con o-ring per microprovette, gtere;A\/ R?flllj\l Evith o-ring for microtubes, 8033673566377
cLotaz | (e e oy g per mioprote, | LiGH T oL S | 8033673566334
I L T e il o 8033673566407
CL810/RA -éiFI)EF,)A(\)R?_ I\/'Ltg/cgg gzing per microprovette, glLAg,(L\ I‘giﬁ\lmé cap with o-ring for microtubes, 8033673566414
CL810/RO -éiFl)EF,JA?R?_ I\/'Ltg/cgg g-sri(r)lg per microprovette, IgEgA%[;aA\?/Ecap with o-ring for microtubes, 8033673566421
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Tappo a vite con o-ring per microprovette, GREEN Screw cap with o-ring for microtubes,

cLatov CLEARLINE/ VERDE CLEARLINE 8033673566438
Tappo a vite con o-ring per microprovette, WHITE Screw cap with o-ring for microtubes,

CLs10/BI CLEARLINE/ BIANCO CLEARLINE 8033673566391
Tappo a vite con o-ring per CAP DISK per Screw cap with o-ring suitable for CAP DISK

CcL811 microprovette, CLEARLINE for microtubes, CLEARLINE 8033673566445
Tappo a vite con o-ring per CAP DISK per LIGHT BLUE Screw cap with o-ring suitable

CL811/AZ microprovette, CLEARLINE/ AZZURRO for CAP DISK for microtubes, CLEARLINE 8033673566452
Tappo a vite con o-ring per CAP DISK per YELLOW Screw cap with o-ring suitable for

cLs11/e microprovette, CLEARLINE/ GIALLO CAP DISK for microtubes, CLEARLINE 8033673566476
Tappo a vite con o-ring per CAP DISK per PINK Screw cap with o-ring suitable for CAP

CL811/RA microprovette, CLEARLINE/ ROSA DISK for microtubes, CLEARLINE 8033673566483
Tappo a vite con o-ring per CAP DISK per RED Screw cap with o-ring suitable for CAP

CL811/RO microprovette, CLEARLINE/ ROSSO DISK for microtubes, CLEARLINE 8033673566490
Tappo a vite con o-ring per CAP DISK per GREEN Screw cap with o-ring suitable for

cLesniv microprovette, CLEARLINE/ VERDE CAP DISK for microtubes, CLEARLINE 8033673566506

CL811/BI Tappo a vite con o-ring per CAP DISK per WHITE Screw cap with o-ring suitable for CAP 8033673566469
microprovette, CLEARLINE/ BIANCO DISK for microtubes, CLEARLINE
Tappo a vite con o-ring per CAP DISK con Screw cap with o-ring suitable for CAP DISK

CL312 collare per microprovette, CLEARLINE with collar for microtubes, CLEARLINE 8033673566513
Tappo a vite per CAP DISK con collare e o- LIGHT BLUE Screw cap with o-ring suitable

CL812/AZ ring per microprovette, CLEARLINE/ for CAP DISK with collar for microtubes, 8033673566520
AZZURRO CLEARLINE

. YELLOW Screw cap with o-ring suitable for

Tappo a vite per CAP DISK con collare e o- . .

CL812/G ring per microprovette, CLEARLINE/ GIALLO CAP DISK with collar for microtubes, 8033673566544

CLEARLINE

Tappo a vite per CAP DISK con collare e o- PINK Screw cap with o-ring suitable for CAP

CL812/RA ring per microprovette, CLEARLINE/ ROSA | DISK with collar for microtubes, CLEARLINE | 8033673566551
Tappo a vite per CAP DISK con collare e o- RED Screw cap with o-ring suitable for CAP

CL812/IRO ring per microprovette, CLEARLINE/ ROSSO | DISK with collar for microtubes, CLEARLINE | 8033673566568
Tappo a vite per CAP DISK con collare e o- GREEN Screw cap with o-ring suitable for

CL812/V ’ ) CAP DISK with collar for microtubes, 8033673566575
ring per microprovette, CLEARLINE/ VERDE CLEARLINE

CL812/BI Tappo a vite per CAP DISK con collare e o- WHITE Screw cap with o-ring suitable for CAP 8033673566537
ring per microprovette, CLEARLINE/ BIANCO | DISK with collar for microtubes, CLEARLINE

U9005 Provetta conica 10 m con tappo Conical tubes 10 ml with cap 8033673569354

U9030 Provetta conica 6,5 ml Conical tubes 6.5 ml 8033673560047
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