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per il prelievo i campioni biologici in orifizi naturali e in ambito chirurrg
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Comme ciallizzazione di dispositivi medici e diagnostici in vitro,
M a nagernen i: o f man ufac 'ng ond placirtg on the mcrrket af :;terile tarnpans for sarnpling of biological

natural orlfice ancl in field. Design'and ntanufqcturing of d[agnastic medica[ c]evtces far analysis I

Marketing of ntedicoL <tnd diagnostic deuices tn v[tro.

ll presente Cert o d soltgetto al rispetto delle condizioni stabilite dai Regolamenti pef la certificazione in vigore applicabili
!: CfrlJifdii s/r.,]/ s(xis[\.the t'iquibttehts estab]islFcl iE |hc Rtles lFt lh? tetifi.aticr it1 [Dtft oppiitablr

ln caso di discordanza ]e lihgue Lrtilizzate nella traduzione del contenuto del plesente cerfificato, fare riferimento alla lingua italiana

|CyL'|.|!rcanti)E|4l1!uac]esttsPtlhlltelt'a'lsk::ionr[l]Eio!'1|ct1|o[|histe!'!ii(ottl'|ieosttt:|l

Gestione

I Viale Sarca, 3

sl /-s-(f,'c lloir? liALC|:R I

;2011-10- 30

Data cli'Rinnovo
Renewol Dote .

201'/-10-30

Data di Delibera
DeLIberation Dote

: 2019-01-04

d conforme alla norma
is ip comp[ittitce with lhe stot'tdtrrcl

Nl cEt EN lso 134'85-2016 (lSO 134:85-2016)

per i sequenti Processi
concernir'tg the f,lllo'ttinq kittds of hocesses

fabbricazione e immissione in commercio di tamponi steri

:NUOVA APTACA S.r.l.

Prima Emissione ITALCER'T

. Via Monte Bianco; ,tl ' 'lT 20900'MoNZA (MB)

nella Sede OPerr:ativa:di .

Regione Monforte,30- lT 14053 CANELLI (AT)

L.AM M I NISTRA:I ORE DEIEGAIO
I MAruAGl,vc otnrcl'oii' l.' '

I n n r'.r(.r:
k *,fui+lo ('{'

Dr. Ing. Robefto Cusolito

t+dta di Prima Emiss one
F[rst lssLte Date

2007-10-30

i,
ITALCERT S.f.li

sGQ N. 02lA
vembro degil Aceidi dl Mutuo Rlconos(ldento EA, IAF c luc
stqnaNry ol E4 IAF lnd IUC illtual Recqnlloa AgreenPnB

- 20126 Milano (Ml) l tel. +39 026610487ei I fax. + 39 0266101479 | www.italcert.it I

anali$

men$

to4t



Pol. Ind l..a Llana, Plaza De La Vemeda, 1

081 9'1 ttubi (Barcelona)

has been assessed and ceflified as meeling lhe requirementtl of

DELTALAB, S.L.

Design, man and sale of
of samples for,

biochemistry
Cotnmercialization equipment

Disefro,
transpone

Pol, I

'icaci6n y com'b n dg laboratorio para la toma,

conservaci6n..id $: s Oe,microbiologia, biologia

, hematologjii, bioqiiimila' hittologia, microscopla y coloraci6n,
rci6n de equitrioS:paiiteI dliriacenathlentorde mueslias preparadas,

de muestras para criogenizaci6n, material general de laboratorio y
envases industriales.

in/ from the following sites

. La Llana, Plaza Qi,La Verneda 1 - 08191 Rubi (Barcelona)

llertificado ES1 0/81 672

The management syslem (ll

This certiflr;ate is valid frorn

29 Novernber 201 ,z until 11 October 2019.

lssu,:: 7. Certified since Octobet 2010.

Este certificado es v6lido desdt:

29 de noviembre de 2017 hasta 1 1 de octubre de 2019.

Edicion 7. Certificado desde octubre de 2010..

SGS lC{i lb6rica, S.A. (Unipersonal)

' CiTtespaderne,29,28042Madrid.Espana.
tr.3491 .313.8115 t 3491 3138102 www.sgs.com

Authorized by

Direcci6n de Certificacion

Page 1 of '1
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Cerlif icate ESl 0/B'1 671

The'management systenr ol

DELTALAB, S.L.
Poligono Industrial l-a Udna, Plaza De l-a Verneda l,

011191 Rubi, Barcelona, SPain

has been assessed and r;ertifled as meeting tlt<,' requirements of

,,,lso if 3485:2016
ENrl$O:{,348,5:20f 6

For the following activities

and sale::of ,iteriie and nonsterile medical devices
lransport and conservation of biological sarnples for

clinical and IVD analysis.
cf non"active medical devices and in vitrer diagnostic

medieal devices.

rricaci6n y comergial izacirin .de productos sanitarios
est6riles' paia la,toma,,tlanspcide y conservaci6n de

Diseno,
est€riles y

[]istribuei6n de

mudstras,biol6gjciis,para andlisis clinicss y de !VD.

s niFrioF no aitivog y prnductos sanitarios
para diagndstico in vitro"

remains valid subject to salisfactory surveillance audits.

Re c;ertification audit du,:l before '10 Sepiember 2022

lssue 9. Cerlified sinr;e 12 October 2010

Authorised by

is valid:from 1"1 Oclober 2019 until 11 Qclober 2022

SGS United Kingdom Ltd

Rossmore Business Pbrl<.,Ellesmere Pori, Cheshire C

t +44 (0)151 3506666 f+44 (0)tSt SSd:OOOO

HC SGS 13485 2016 0118

z
I



Certificate E519/86440:01

DEil-TALAB, S,L.
Pol. Ind. La Llana

F>laza de la Verneda, 1

08191 Rubi, Barcelona

ha: been assessed as paft ol the managementsystem ol DELTALAB GROUP

certitied orgariization as me€ting the requlremonts of
t/)e

For the following activities:

Design, re and sale oflaboratory nraterial forthe collection'

ISO 1,40011201 5

of sampl€s for microbiologica[, moleeular biology,

r, histoiogyr microscopy and colorimetric analysis'

of equipment for the storage of prepared samples,

samples, general labware and industrial paekages'

n of equipment and instrumentation for the laboratory,

ostlc fits, healthcare.products, cosmetics and food for
tpecial medical Purposer$,

in / lront the follovring sites

Poll, Ind; La Llana, Plaza de la Verneda, 1 '0819'1 Rubi (Barcelona)

Valid from

. 29 August 2019 until 29 August 2022

lssue 1.

This document is parl of Certi:ticate N", ES19/86440,

l-he validity of this document is subject to the certilicate

transpod and conserv
hematology, bloch

Commerci
cryogenlc

Commercial

This dffireitis ise[ed by $o

Aulhorized by

Serlilication illandgenBnl

ses NteRHAftoNAl- c€RTlFlcArloN:sERvlcEs'IBERlcA, s'A,U.

CiTres'padenre, 23' 2tlll42 Madrid' Espada.

t 34 91 31:l 8115 f 34 91 313 t1102 www sgs.com

Page 1 of 1
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florHqecK[il uttAuxaro KOHTponf, napoe o tl cTepHJll,l-

qr,tr, oAHopasoeuil, uE TEGT-n2-BunaPu

rop 6uonorilvecxut,t ubroTEC fl2-BilHaP, nPsP-

crhsrner co6otl Hoctltelb B BilAe nflac npo6u prut

a 0nneuAopQ/creKnRHHofo Sfl aK c BblcyuleHHbllMrl

6arreonll, 3alaKoBaHHbll/ B nneH09 Hyto

nu3aqiloHHyf0 ynaKoBKy. npellHa3HaqeH fffr
nfl 3QQeKTilBH0cr|/1 np0qecca crepl4nh3aqilil

Kl4X t43Aeflhil.

B *ouuerr u SnoTECT-fl2-Bnuap, : 6 6r.ronorurrecrnx

14HAilKaropoB, SlaxoH c0 crepilnbH014 arelUHOlt CPe4Ott,

crbpuruHan npo6npra rnna 3n r.ngnHuttt $naroH
a drepnr usaqroHH0t4 ynaK0B Ke, crepiln
grir o16opa nnrareluHott cpeput.

l/riguxaropsr He rpe6yrcr co6lrc4euun

unpfiq c 14ul0l4

x Nrep 6esonacHoctt4.

TECT-n-BHHaP)
Er,roTECT-fl-Bnnap,

n po6u pxtt

6anepvtir(24
A CTEKI]flHHAB

KaTOpHyf0 cpeAy.

aYKOM, ilMeou.ltlM
rv Sururpout. flpe-

TECT-il-BnHaP":
TaN4ilHallhU nocne

: l: ..:i;*!

a pe3vnbr aTa;

lll-10, npn Hanvttiln

l/HAilKaTOpoB

epilJrt,l3oBaHHbtx Efl ao BpeMF ilx ttHtty6tlpoaaurr;

aoenTilqecKilx ycroailh pa6orst;

- 0?3wtculunne xnMnyuuKUr u utn4vtK?T

nf ocrepnrl,tsoBaHHbre 5Ul or uecrepu 3OBAH H bIX;

1-ro macca Ha KaxAotvt t4HAilKarope, n03Borlfll0uler0 0TIl14tll4Tb

HaBbrK0B ilcnofl HeHnr Nrrpo6noloruvecKhx Mep0npHRTl414

npu co6rrcgeHilh ycfi0B14l/.xpaHeH14ff !l TpaHcn0prllporurr^ 
,.-. i)

1 /1 2090 or1 9 Mapra 201 3 f. CpoK,AercrBrr: re orpaHneeH.

\t'\.*\\\

- HAI I4X B
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DEC RATI NOF NFOR ITY

n-orne Labora s Ltd declares that the following in vitro diagnostic reagertt:

Product name Catalogue number

ASO Latex kit 031 1 00A

has been clas
and complies

ifie<j as non List A, non List B (Directive 98l79lEC, Annex ll)

9Bl79lEC of
No.618 which ns,poses the requirelments of Directive 9817glEC)'

and is in rmity with the nationa{ standrards transposinl3 harmontsed

standards:

th the essentral requirements and provisions of Directive

EuroFrean Parliament and of the Council (also Sl 2002

The conformi assessment procedure ped'ormed was in accordance with

Annex lll of Di 98t7qlEC.

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

This decla
Laboratories

Eddv Velthuis
Technical Di ctor

so 13485.2012
3612.2002
3640.2002
3641.2002

SO 14971:2012
SO 18113, parls 1&2

n o1'conformity is issued uncler the sole responsibility of Lorne

td and is valid from 1l] APril :2016.

2t,

reii'i. ). r.Lorrre Labot'atories L

Urrit 1 Cutbush Park IndLtstrial

Danehitl, L.oler ilg,ln f

Berkshire RG6 4UT Uniled

tijli{Re*islored 0fli(u /s itxrvq Rr:

.t.o
ii i\

lii'5 ni
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DECLAR TION OF

Lorne La Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number

CRP Latex kit 8501 004

has been cl as non List A, ncln List B (Directive 981'79lEC, Annex
and complies the essential requirements and provisiorts of Directive

9i3l79lEC of European Parliament and ,cf the Council (also Sl 2002

No.618 which ransiposes the requireiments of Directive 9817glEC).

and is in rmity with the national standiards transposinlg harmonised
standards:

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

:2008
SO 13485:2012
3612"2002
36402002
36,41.2002

The conform asrsessment procedure ped'ormed was in accordance with

Annex lll of Di 98t7glEC.

14971'.2012
18113, pafts 1&2

of conformity is issured under the sole responsibility of Lorne

and is valid from 1ii April '2016.

Lortre Laboratories [inrited

Unit I Cutbush Park Industrial Estate

Danehill, Lower EarLey

Berkshire RG64UT United Kingdonr

This decla
Laboratories

Eddy Velthuis
Technical Di tor

mRl
130 1r€5 20!1, tso sn1:?ffi R4(istcr+d afli(Frrnl,ov.i R(jUilt.,rtl irr aflili r. {o

\l

.ilr

64



l5O tl4S512NJ; ISO S1:2@
Re(iste({l oflkrc r$ nlrovr: f,.:BistirPll iil .'f?.lrrtd ND- ll

DECLA TION F CONFORMITY

Lorne Labo Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number

RF Latex kit 8301 004

has been ifie<j as non List A, non List ts (Directive 98l79lEC, Annex ll)

and complies the essential requiremerrts and provisions of Directive

9Bl79lEC of European Parliamerrt and of the Council (also Sl 2002

No.618 which nsposes the requirements of Directive 98/79lEC).

and is in rmity with the national standards transposinr; harmonised

standards:

The conform assessment procedure pedormed was in accordance with

Annex lll of Di ve {18/79lEC

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

This declarati
Laboratories

Eddy Velthuis
Technical Di

so 13485.2012
3612.2002
3640.2002
3641.2002
so 1497'1 .2012
SO 18113, pafts 1&2

n of conformity is issued uncler the sole responsibility of Lorne

and is valid from 1!i APril 12016.

Lortre Laboratot ier Lintitcd

Unit I Cutbush Park IndLlstrial [:st;rie

Danehill, t ower Far leY

Be rkshire RG6 4UT United Kingdonl
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