ITALCERT

CERTIFICATO N° 5055GQ03

CERTIFICATE N° 5055GQ03

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System -

messo in atto da
implemented by

NUOVA APTACA S.r.l.
Via Monte Bianco, 4 — 1T 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

& conforme alla norma
is in compliance with the standard

UNI EN 1SO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
-eoncerning the following &inds of Pracesses

Gestione della fabbricazione ed immissione in commercio di tamponi sterili

per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.

Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi,

Commercializzazione di dispositivi medici e diagnostici in vitro.

Commercializzazione di articoli da laboratorio

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimen
in natural orifice and in surgical field. Design and manufacturing of diagnostic medical devices for labhratorias

of analysis. Marketing of medical ana’ n’.ragnost/c devices in vitro, Mdfké’[//}g of /d/)Ofﬁf()/ Y ar t/c/a 5.

Il presente Certificato @ soggetto al rispetto delle condizioni stabmle dai Regolamenli per la cemflrazmne in vigore applncab|l|
This Certificate shall satishe the requirements establisted in the Rules for the cedtification in force applicable,

In caso di discordanza tra le lingue utilizzate nelia traduzioné del contenuto del presente cettificato, fare riferimento alla lingua ftafiana
In eases of discrapancy betwween the langusges used in the anstition of the contept of tyis certificate, plkase afer 1o the italian tangage
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“ ITALCERT

CERTIFICATO N° 505DMO05

CERTIFICATE N° 505DM05
Si certifica che il

this (s ta certify that

Sistema di Gestione per la Qualita

Quality Management Systein

messo in atto da
implemented by

NUOVA APTACAS.r.l.
‘Via Monte Bianco; 4 = 1T 20900' MONZA (MB)

nella Sede Operativa d|
Operahve Unit "~

Reglone Monforte, 30 —1IT 14053 CANELLI (AT)

& conforme alla norma
is in compliance with the standard

UNI CEl EN 1SO 13485-2016 (ISO 13485-2016)

per i sequenti Processi
concerning the following kinds of Processes
Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi me
Commercializzazione di dispositivi medlCI e dlagnostla in vitro. i
Management of manufacturing and placing on the market of sterile tampons for sampling of biological qpf'umens i)

natural orifice and in surgical fleld. Design and manufacturing of diagnostic medical devices for analysis ldhoratories.
Marketing of medical and diagnostic devices in vitro.

|l presente Cerhhmto & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili
s Certificate shol sousfy the requiremenits established i1 The Rules for the certification in force opplicabie
tn caso di dmcordanza tra le lingue utilizzate nella traduziene del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of discrepancy ( slwesn ihe (ang m':(/es used n .‘he iras )v’{mon .)f the ¢ sontent of { this certificate, please yefer o the Nalian tanguage
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Certificado ES10/81672

The management system of

DELTALAB, S.L.

Pol. ind. l.a Llana, Plaza De La Verneda, 1
08191 Rubi (Barcelona)

has been assessed and certified as meeling the requirements of

ISO 9001:2015

For the followina activities

Design, manufacture and sale of laboratory material for the collection, transport and g‘%% -
%

._Efs ¥

conservation of samples for,microbiological, molecular biclogy, haematology,
biochemistry, histology, microscopy and colorimetric analysis.

iCommercialization of equipment for the storage of prepared sdnip ryogenic stored
samples, general labware and industrial packages.

Disefio, fabricacién y comércializacién de material de-laboratorio para la toma,
transporte y conservaciol muestras para anlisis icrobislogia, biologia
molecular, hematologia, Bioguimica, histologia, microscopia y coloracion,
Comercializacion de equlpos para el almacenamiento:de muestras preparadas,
almacenamiento de muestras para crlogemzaclon, material general de laboratorio y
envases industriales.

in/ from the following sites

Pol. Ind. La Liana, Plaza De La Verneda 1- 08191 Rubi (Barcelona)

This certificate is valid from
29 November 2017 until 11 October 2019.
Issua 7. Certified since October 2010.

Este certificado es valido desde
29 de noviembre de 2017 hasta 11 de octubre de 2019.
Edicion 7. Certificado desde octubre de 2010..

Authorized by

Direccion de Certificacion

SGS ICS Ibérica, S.A. (Unipersonal)
k CiTrespaderne, 29, 28042 Madrid, Espana.
t-34 913138115 1 34913138102  www.sgs.com

Page 1 of 1

This docurmint ;5 issed by the Cﬂmpan\r autjaslioils Gazlerm Conditions of Cerfficaion
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chant-directorny, Any th z forgery or fak

of the cantant or appearance ehihis document i Linlawlul and ofienders may t\e
prosecutad to the fulles extant of the law,




Certficate ES10/81671

The management system of

DELTALAB, S.L.

Poligono Industrial La L:lana, Plaza De La Vemeda 1,

08191 Rubi, Barcelona. Spain

has been assessed and certified as meeting the requirements of

150 13485:2016 .,
EN ISO 13485:2016

Faor the following activities

Design, manufacture and sale of sterilé and nonsterile medical devices
for the collection, transport and conservation of biological samples for
clinicai and IVD analysis.

Distribution of non-active medical devices and in vitro diagnostic
medical devices.

Disefio, fabricacion y comercializacion de productos sanitarios
estériles y no estériles para la toma, transporte y conservacion de
miestras. blolog;cas para andlisis clinicos y de WD.

Distribucién de productos sanitarios no activos y productos sanitarios
para diagnostico in vitro,

This cerlificate is valid:from 11 October 2019 until 11 October 2022
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 10 September 2022

Issue 9. Certified since 12 October 2010

Authorised by
UKAS
MANAGIMEN |
SYSTEMS
0005
SGS United Kingdom Ltd
Rossmore Business Park -Ellesmere Port: Cheshire CHB5 3EN UK
t-+44 (0 )151 350-6666" f +44 (0)151.350:6600 wrww. 55,601
HC SGS 13485 2016 0118

Page 1 of 1
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Certificate ES19/86440.01

DELTALAB, S.L.

Pol. Ind. La Llana
Plaza de la Vemeda, 1
08191 Rub!, Barcelona

has heen assessed as pat of the management system of DELTALAB GROUP
certilied organization as meefing the requirements of

For thé following activities:

Design, manufacture and sale of laboratory material for the collection,
transport and conservation of samples for. microbiological, molecular biology,
hematology, biochemistry, histology, microscopy and colorimefric analysis.
Commercialization of equipment for the storage of prepared samples,
cryogenic stored samples, general labware and industrial packages.
Commercialization of equipment and instrumentation for the laboratory,
diagnostic kits, healthcare products, cosmetics and food for

special medical purposes.

in  from the following sites

Pol. Ind. La Llana, Plaza de la Verneda, 1 - 08191 Rubi (Barcelona)

Valid from
- 29 August 2019 until 29 August 2022
Issue 1.

This document is part of Certificate N°. ES19/86440.
The validity of this document is subject to the certificate.

Aulhorized by

Certification Management

SGS INTERNATIONAL GERTIFICATION. SERVICESIBERICA, S:A.U:
ClTrespaderne, 29. 26042 Madrid. Espaia.
134913138115 § 2491 3136102 www.sgs.com

Page 1 of 1

This document is issued by the Company slitsect o is General Condiinns of Cectficaion
Seivicas actessible al wwv.sgs.camiterns_and_condibions.ilm. Attenton is drawn 1o iz
limitaiions of fability, indeninification and jurisdiclional issues established therein, The
anlhenlicity of his document may be verifed al hilpdhawwsgs comienicertiied-lianls-
and:producisicerified-client-diradory. Any unzulhorized afieration forgery or Talsification
of the coniznt or sppearance of this docuent is unlawlul and offenders may be
prosecutad to (e fullest extent of she taw.
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DNV-GL

MANAGEMENT SYSTEM
CERTIFICATE

Hencreuresad.

Aara HauanuHos cepTudmkaunmu:
21 wigHs 2018 - 31 aerycTa 2021

20 nexabps 2000

Ceprndrar N%:
-2009-AQ-MCW-FINAS

HacToAwMWM yoOCTOBEPAETCH, YTO CUCTEME MEeHeAXMeHTa opraHn3auni

AO «TEPMO ®ULLUEP CAMEHTUDUK »

KybuHckas, 4.73, nutep A, xopnyc 1, CaHkT-NeTepbypr, Poccuinckas degepaums,
196240

bbina npwW3HaHa COOTBETCTBY}OUJ.GFI CTaHOdpPTY

ISO 9001:2015

HacToswmit cepTudukaTt AeicTBUTeNeH Ana ciedylowen obnacru:
NPOU3BOACTBO NO3ATOPOB MUMNETO4YHbIX N CNELUMASIBHOIO
OANATHOCTUMECKOIO NAACTUKA.

Mecto 1 AaTa:
Mocksa, 21 mioHn 2018

Hessinonuenue yonosuin Aoropopa Ha cepTudinkalnio AenseT
sy wpanaTond e omie HV Gl BUSINESS ASSURANCE FINLARD OY AR, K

Finnish Accreditation Service

5001 (EN 1S0EC 17021)

HanMetil CepTUQUKaT HegERCTBUTEABHLIM.

Andtara 5

O7 BeINyCKaoWero oduca:

DNV GL - Business Assurance
TpexnpyAHbi# nepeynok 9, cTp. 2, Mo
PoccMiCcKan ®enepaunn

CHBE,

Ceprew Fpy6uH

/
NpeacTasuTeNb PYKOBOAGTER
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BEuonoruyeckuit UHQUKaTop KOHTPONA NapOBOH CTEPUIIU-
3aluu, oAHopa3osbId, «bMOTECT-M2-Bunap»

WHoukaTop 6UoaoruYecKuin «BUOTECT-N2-BuHap» npea-
CTABNAET COBOM HOCMTENb B BUAE NNACTUKOROIA NPOBUPKK
Thna Anneraopd/CTEKNAHHOIO PNakoHa ¢ BbICYLIEHHbBIMY
Cropami 6aKTepuii, 3anakoBaHHbINA 8 BYMaXHO-NNEHOYHYIO
CTEPUNM3AUMOHHYIO ynakoBky. VIHANKaTOp NpeHasHaYeH Ans
KOHTpONS 3 heKTMBHOCTM NPOLIECCa NAPOBOI CTEPUAN3aLNY
MEANUMHCKNAX U3Tenui.

B komnnexT «buoTECT-MN2-BuHap» Bxoaat: 6 6u0N0rn4eckux
MHANMKATOPOB, ChNakoH CO CTEPUNLHON NTaTeNbLHOR CPeaoi,
cTEpUNLHAA NPOBUPKA TUNa INNeHAOP/CTEKNSHHLIA (hNaKoH
B dTePUNN3ALMOHHON YIAKOBKE, CTePUALHbIA LUNPUL, C UTNoY
uq‘ﬂ 0T6Opa NUTATeNbHOM cpeabl.

W anKaTopbl He TPEOYIOT COBNI0AEHUA OCOOLIX Mep 6e30MacHoOCTH.

[ apaHTHiHBIA CPOK XPAHEHUA - 24 MecsLa NPy cofrioasHuM YCNOBKIA XpaHEeHUA 1 TPAHCNOPTMPOBAHUA.
TY/9398-090-11764404-2011

PervcTpauMorKoe yaocTosepenue Ne ®CP 2012/14116 07 27.11.2012 r. Cpok AeACTBHS: HE OTPaHNUEN.

BUONOrMYEcKUil AaBTOHOMHbIA WHANKATOP KOHTPOJISA NApOBOW CTEPUIIN-
3aumu, 0jHopa3oBbIi, «<bUOTECT-M-Bunap»

[AHMKATOP BTOHOMHBII Guonoruyeckwit «buoTECT-MN-Bunap»
npeacTasnAeT co6oi HOCUTENL B BUAR NNACTUKOBOM NPOGUPKN
€ MOMLLEHHLIMIA Ha IHO BLICYILEHHBIMU CTIOpamMI 6akTepuil (24
(T). BHYTpY NNACTMKOBON NPOBMPKIM PA3MELLIEHA CTEKNAHHAA
amMnyna, Coaepxallas CTepUNLHYI0 MHANKATOPHYIO Cpeay.
MnacTuKoBan NPOGUPKA 3aKPbLITA KONNAYKOM, UMBIOLWM
OTREPCTIA, 3aLUNLLEHHbIE BakTepuansHeIM dunsTpom. Mpe-
MMYLLECTRE ABTOHOMHBIX MHAVKaTopoB «buaTECT-M-Butap»:
- WCKNIOYeHWe NHboi BOBMOMHOCTI KOHTaMMHALK Nocne
CTEPUIN3ALMN — DHO3HAYHAA TPAKTOBKA PE3YNLTaTa;

- BO3MONHOCTL Uenonb3oBaHua 8 moGom NNO, npu Hanudun
TepMOCTaTa;

- Hanuyue npo6ok, npeaoTepaLlaloLLvX BCKPbITUE UHANKATOPOB
W, [cOOTBRTCTBEHHD, KOHTAMIHALMIO TNOCTEPUINS0BaHHbLIX B BO BpEMA UX MHKYGUPOBAHWS,

- GTCYTCTBHNE HEOBXOAUMOCTY 0BECNEUEHIA ACENTUHECKUX YCNOBUIA paGoTel;

- DA3MELLEHIAE XUMYeCKOTO MHANKATOpPA 1-r0 KNnacca Ha Kax10M MHAWKATOPeE, MO3BONAOLLEr0 OTINHUTL
naomepmnmosaHHme B 0T HecTepunn3oBaHHbIX;

- BO3MOMKHOCTL PaBOTLI NepcoHana bea CrielnantHbIX HABbIKOB UCNOHEHNA MUKPOBMONOrN4ECKNX MepOnpUATUA.
[apaHTWAHLIA CPOK XpaHeHun - 24 mecsua npu coﬁmoueHmm}ycnosmﬁ XPpaHeHUs 1 TPaHCToPTUPOBAHIA.

TY 9398-090-11764404-2011 &
PerucTpaunortoe yaoctosepenue No @CP 2011/12090 o719 mapTa 2013 . Cpok AEHCTBUA: HE OTPpaHHYEH.
\
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File Nu Af2237;

150 12435:2000: 150 9001:2008

] Uit 1 Cutbush Park Industrial E§tate

LORI\L{ E

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number |
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex I
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also Si 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN |SO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Ill of Directive 98/79/EC.

This declaration of Conformitj is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

e

___.__.=-n=-="’“"'._

Eddy Velthuis
Technical Director

Lorne Laboratories L l.i‘f_.T_;l;iig;l.

Danehill, Lower Ear;JEy
Berkshire RG6 4UT United Kingdsm:

N
Registersd office a5 sbove, Reglsterst b




File No A12841; i
1$G 13435:2003, 150 9C01:2608

LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also Sl 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN |SO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex |l of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

ﬁ

Eddy Velthuis
Technical Director

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Registersd office as above, Registerad i England Ho 0




LORNE

" LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex I1)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also S| 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN |SO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN |ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Ill of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

Eddy Velthuis
Technical Diractor

Lorne Laboratories Limited Tol. va§

Unit 1 Cutbush Park Industrial Estate | Fax: rad
Danehill, Lower Earley L Email: infiy

Berkshire RG6 4UT United Kingdom www.lornela

File No A1224%;
150 17435:2003; 150 2001:2608 Registered office as above, Registared in Englarid No, DASAGTRT, VAT Mo 802 3855 65
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