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LORNE

" LABORATORIES

'EC DECLARATION OF CONFORMITY

3 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 Il) !
" and complies with the essential requirements and provisions of Directive ..

' 98/79/EC of the European Parliament and of the Council (also S1 2002 .~
||| No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformify with the hétiO'ﬁéi:sféndarcis transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612;2002

BS EN 13640:2002 L
- BS EN 13641:2002 : N

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. =~ . SR R i '

This declaration of_égﬁfdr:m'if'y is issued uhj’de’f the sole responsibility of Lorne.

" Laboratories Ltd and is valid from:13 April 2016.

Eddy Velthuis
Technical Director

*
Lorne Laboratories Limited | Tel: +44 (0) 118 921 2264
Unit 1 Cutbush Park Industrial Estate | Fax: +44 (0) 118 986 4518
" Danehill; Lower Earley | Email:info@lornelabs.com
-Berkshire RGB4UT United Kingdom | www.lornelabs.com

; . fegisterad office as above. Registeted in England No. 04540757; VAT, No. 820 9655 66



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 II) :
| 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 I1SO 13485:2012
BS EN 13612:2002
BS EN 13640:2002
BS EN 13641:2002
BS EN ISO 14971:2012
BS ENISO 18113, parts 1&2

‘g & & ® & o ©

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

'Thié declaration 6f,qfqnfqr”mity' is issued under the sole responsibility of Lorne
' Laboratories Ltd-and is valid from 13 April 2016. |

Eddy Velthuis
Technical Director

i - § o Lorng Laboratories Limited | Tel; +44 (Q) 118 921.2264
e : ' ' Unit:1 Cutbiish Park Industrial Estate | Fax:+44{0) 1189864518
Danehill, Lower Earley | Em agilsinfo@lornelabs.com
Berkshire R664UT United Kingdom | www.lornelabs.com

File o 12841 " :
150 111;;-3061’; 150 5001:2008 Registared office a5 above. Registered in England No. 04540767, VAT No, 800 3655 &6
|



'LABORATORIES

@ LORNE

. ECDECLARATION OF CONFORMITY

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

Product name Catalogue-number
- RF Latex kit 830100A -

. has been ciassmed as non List A, non List B (Directive 98/79/EC, Annex II)
~ 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 ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 182

The confonmty assessment procedure performed was in accordance with
Annex Hl of Directive 98/79/EC ‘

': Thls declaration of conformity is issued underthe sole respon5|b|l|ty of Lorne

' Laboratories Ltd and is valid from 13 April 2016. :
. i1

% |

:EddyVeithuis
. Technical Director

) Lorne Labgratories Limited Tel: +44 (0) 118 9212264
Unit:1 Cutbush Park Industrial Estate Fax: +44 {0) 118 986 4518

| m ’
a@; V Danehill, Lower Earley | Email: info@lornelabs.com
Qs | Berkshire RG6 4UT United Kingdom | www.lornelabs.com
waze

File Mo A12241] ! A B . . "
Ls(.l t:faas:ma':lw 0112008 Registered office as above. Registerad {n England No. 04540797, VAT No, 8003655 66
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yLORNE

LABORATORIES

' EC DECLARATION OF CONFORMITY

' Lorne L aboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
Strep Test kit 860050

has been classified as non List A, non List B (Directive 98/79/EC, Annex II)
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 confbrmity with the national standards transposing harmonised

standards: . ;

BS EN 980:2008

BS'EN ISO 13485:2012
BSEN13612:2002

BS EN. 13640:2002

BS EN'13641:2002
BS'ENISO 14971:2012

BS EN IS0 18113, parts 182

The co:ﬁ'ﬂfiéhﬁiiy éés'éséhﬁehf prodé_dure pel';formed 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 24 March 2016.

Eddy Velthuis

' Technical Director

‘Unit I Cutbush Park Industrial Estate /|Fax: +44 (0) 118 986 4518
panehili, Lower Earley

lim - Email: info@lornelabs.com
Berkshire RG64UT United Kingdom |

Lorng Laboratpries Limited l Tel+44 (0) 118 921 2264
3 'ojlvww.lo rnelabs.com
%

v
Registered bffice as above. Registéred in Enq(gl.-ml N, (4540797, VAT Hi 800 3655 65
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|| Date; 21-01-20

To Whom It May Concern

Letter of Authorisation

\E

LABORATORIES

- T_hié-‘_i's t6 confirm that GBG-MLD SRL of str. Tighina 65, of 607, MN-2001, Chisinau;
Republic of Moldova is an authorised distributor for Lorne Laboratories Limited in

Moldova.-

iy G'__BG-'_MLD.,SR_.L ié‘.’au’c‘hcﬁr__ised- to present proposals, offer quotations, accept orders.

‘and participate in tender number 18/ooo3 for the National Blood Transfusion Center
for products on behalf of Lorne Laboratories Limited. This authorisation is valid until

| 31.12.2021.

3 Theunderﬂlgnedherewmh states that the above is true and correct.

i LABO RATORIES '.M's;j-.z'ii_l ED
1§ liJﬁtFElNguibush Park Industrial Estale
' ) Danehill
Lower Earley
Borkshire RGE 447

w o B ey

lanJohn
Managing Director

% Lot

. And duly authorised to sign this Authorisation on behalf of Lorne Laboratories Limited

Lotne Laboratories Limited

Ynitl Cutbush Park Industrial Estate
:Darighill, Lower Earley

‘Berkshire RGE4UT United Kingdom

150 0012008

Tel: +44 (0) 118921 2264
Fax: +44 {0) 118 986 4518
Email: info@lorneldbs.com
www.lornelabs.com

Reglstered office as dbove, Reglslered in England Mo, 04540797 VAT Np: 800 3655 66
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THE INTERNATIONAL GERTIFIGATION NETWORK

£ N www.lgnet-certiflcation.com

CERT|F|CATO n. 4265/4/C
CERTIFICATE No.

i §I GERTIFICA GHEIL SJSTEMA DI GESTIONE PERLAQUALITADI = - =
 WEHEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY -

H - i UNITA OPERATIVE | OPERATIVE UNITS

5. Zonia Industriale Tognana - 35028 Piove di Sacco (PD)
[talia

IgNat, the association of the world’s Ffirst chass
cdrtification bodles, Is the fargest provider of managemant
Systam Cortification in the worid,

Igiet is compoged of more than 30 bocdles and counts
over 150 subsidiaries all over the globa.

Via Lepha.rdo Dai Vingl;

: . E (;.GNFORME ALLA NORMA / 18 IN COMPLIANCE WITH THE STANDARD
" UNICEIENISO 13485:2016

Slstema di-Gestione per la Quallta | Quaily Management-System

“PERLE SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTVITIES
EA::29 |
|| Commercializzazione di prodotti. del-Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoliin. plastica: per {abgratorio analisi,
5 rovete con vuoto predeterminato e aghi sterili. B

Trading of the products of the Gf Oqﬁ: diagnostic kits, culture media for m;‘crobfblogy,
plastic disposable tabwere, ‘lest tubes with predetermined vacuum and sterile needles.

Riferirs! alla dacumantazione del Sistema di Gaskoné per la Qualita aziendals par fapplicabibta def requisil della narma d riferimento,
Refer o the documentation of the Quallty Management System for delails of appiicalion 0 refererce slandsrd requirBments.

| I Per informazioni puniliall & aggiomate circa avenlual varlazion intarvetiute nallo stato della certificazions di cul al presente cerfifizaln,

“ " siprega di conlaltare i n” telefonico +39 02 726341 o indirfzz0 e-mail info@icim.iL

| For fimely and updated informalion aboul any changes in the cerificalion sfatus referred fo in Ihis certificate,
i please conlact the pumber+39 02 725341 o amai adiross info@icim.il

Dataomissione - .  Emissione corrente Data di scadenza
First issue | ! Current Issue Expiring dale
184"(31}2:0.07 e i 18/01/2019 17/01/2022

| B AMA,
- tccm S.p.A.
Plazza Don Enrico Mapellf/76 — 20099 Sesto San Glovanni (M)

|
|
| wwwicinmit
|
|
|

ACCREDIA 1%

 TUAL LAY DAL P

CI5Q & la Federazidng (taliana dl Organismial
Certificazlona dab s di pestione arlendale.
€I5Q Is the Iia sgeration of mapagemant

systam Certification Bodles, ’

SGG N 004 A

0860CM_02.{T

_M_eni__h'_ro‘_dgigll_i\tmi-di dl Mutuo Riconoscimento EA, 1AF e ILAC
Slanatory of EA, 1AF and ILAC Mutual Recognition Agreemants
3 i .




EN

74083

e

&y

B

= o e
I e

oo e p A T

THE INTERNATI

ERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:
GRUPPO VACUTEST KIMA
Head Offlce and Operative Unit
Via dell'industria, 12 - 1-35020 Arzergrande (PD)
: Operative Units
MEUS S.r.l. - Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 1-35028 Piove di Sacco (PD)
2l MEUS. S.r.l. - Via deil'lndustria, 216 - -35020 Arzergrande (PD)
ROLL S.r.l. - Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 1-35028 Piove di Sacco (PD)
. KIMA S.r.l. - Via Leonardo Da Vinci, 22 - Zena Industriale Tognana - 1-35028 Piove di Sacco (PD)
B4 ~ VACUTEST KIMA S.r.l. - Via dell'Industria, 12 - 135020 Arzergrande (PD) _
|| VACUTEST KIMA S.1.l. - Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 1-35028 Piove di Sacco (PD)

has implemented and maintains a

| : Quality Management System

for the following scope:

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and production of
Holdars for vacuum sampling. Design and production of diagnostic kits for btood and hiological liquids analysis. Design and
production of culture media for microbiology. Design and production of sterile needles and devices for collection of
haematological samples. Trading of the producis of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles, Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materiais for medical devices.

which fulfils the requirements of the following standard:

ISO 13485:2016

T T ST VAT

TION NETWORK

| ! lssued on: 2019-01-18
' First issued on: 2007-01-18
; Expires on: 2022-01-17

This attestation Is directly linked to the IQNet Partner's-ariginal
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-103425

/@fféﬁv

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

_ IQNet Partners*: ‘
AENOR Spain ARNOR Certification France APCER Portugal CCC Cyprus CISQ ftaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAYV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Qy Finland INTECO Costa Rica™
IRAM Argenting IQA Japan KEQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAT fivlamd
? ' NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SIL srael SIQ Slovenia
| ISIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg, Russia TSE Turkey YUQS Serbia
' | TQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding Ginbtl and NSAI Inc.;

* The list of IQNel pariners 18 valid at the-time of issue of this certificate. Updated information is available under www.ignet:certification.com
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CISQ is a member of

L 4 %
" e e =
THE INTEANATIONAL CERTIFICATION NETWORK

3 www.lqnet-certification.com

L , 4
v 1
4 [QNet, the assoclation of the worid s first closs

certification bodlas, is the Ia_rgest provider of management
' System Certification In the world,

| I IQNet is composed of moare than 30 hodlas and counts
[elf| ! - over 150 subsidiaries sif over the globs;
| £ -+ ¢

CERTIFICATO n. wake
 CERTIFICATE No.

7" S| GERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY.CERTIFY THAT THE QUALITYMANAGEMENT SYSTEM OPERATED BY
| ; Sede / Head Office
; Qi Via delllndustria, 12 — 35020 Arzergrande (PD) - ltalia
1 i { L fie. . Unita Operative / Operative Units
MEUS S.ridl - Via Leonardo da Vinci, 24B — 26 ~ 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
{f s MEUS S.r.l. - Via dellindustria, 2 - 16 — 36020 Arzergrande (PD) - ltalia \
ROLL $.R.L. - Vla Leonardo Da Vincl, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via:Leonardo da Vincl, 22 ~ Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
AINE VAGUTEST KIMA 8ir.l, - Via dellindustria, 12 — 35020 Arzergrande (PD) - ltalia
VACUTEST KIMA 8.r.l. via L, Davingi, 22 Zona Industriale Tognana - 35028, Piove di Sacco (PD) - Nalia

£ CONFORME ALLA NORMA /1S IN COMPLIANCE WITH THE STANDARD

UNI CEIl EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

\ ' : EA: 14 - 29

ngeitaz_ionq e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici'e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione & produzione di kit diagnostici per 'analisi del sangue.e dei liquidi biologici. Progettazione e produzione di
terrent di coltura per microbiologia. Progeitazione e produzione di aghi e dispositivi sterili per Il prelievo ematico.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad inigzione per articoli medicali.

Design and praduction of fest fubes with predetermined vacuum for collsction of haematological samples, biological liquids

and uring .‘:;ampres‘ Production of test tubes for micro-collection of hasmatological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
praduction of cullure media for microbiology. Design and praduction of sterile needles and devices for collection of
hasmatological samples, Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic

labware. Injection moulding of thermoplastic materfals for medical devices.

Riferksl alla documéntazions del Gislema di Gestions pes |a Qualita aziendale per [applicabilts dei requisiti della noma i rifeimento.
Refarlo lhe documeniation of the Qualily Managerient Systam for delails-of application lo raference stantdard reguirerments.
' Per informazion punluzli e aggiaiale cirea evantuall varlazioni inlervenule nello slalo della eertificazione di cuf 21 presenta certificato,
#i prega df confallare | n® felefonico +38 027 26341 o Indirizzo e-mall info@icim.iL
Far fimely and updated informalion aboul any changes in the carfificalion status refarad fo in this cerfificate,

i

i
|
|
i please canlact the number +39 02 725341 or el address info@icim.i.
|

Data emissione Emissione corrente Data di scadenza
First isspe Current issue Expiring date
18/01/2Q07 18/01/20189 17/01/2022

i ) . 3

\ ( !

b

i i v/f_x}

| ICIV S.p.A.

" ; ! Piazza Don Enrico Mapelli, 79~ 20099 Sesto San Giovanni (MI)

: wiww icim.it

ACCREDIA %

VINTE HO O] ACCHIZNTAMEN 10 -

\

- ]

SGQ N° 004 A CI5G &.Ja Federfzione Italiana di Organisml dl
| | Certificaz|dnie-del sisteml di gestiene azlendale.

¢IsQ is the Ttalian Faderatlon of management
system Cartification Bodles.

www,clsq.com’

0860CHM_T2 |

Marmbro pegli Acmrdi di Mutuo Riconoscimenta EA, 1AF e ILAC
SignatorT of EA, 1AF and [LAC Mutual Recognition Agreements
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“ ITALCERT

' CERTIFICATO N° 505DMO05

" CERTIFICATE N° 505DM05

Si certifica che il
this is to certify that

-__-Si_s.te-ma di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

NUOVA APTACAS.r.l.

v;a Monte Bianco, 4 =T 20900 MONZA (MB)

: nella Sede Operativa d[
OperativeUnit-  © " o e

Reglone Monforte, 30 - IT 14053 CANELL[ (AT}

& conforme alla norma
is in compliance with the stapdard

UNI CEI EN ISO 13485-2016 (ISO 13485- 2016)

per l seg u entl Processi
concer ‘ning the following kmris of Pf oCesses

Gestlone della: fabbncaz;one e immissione in commercio di tamponi sterili
per il prelievo ch campioni biologici in orifizi naturali e in ambito chirurgico.

Progettazuone e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.

Commercsahzzazmne di dispositivi medici e diagnostici in vitro.

Managemem“ of manufacturing and placing on the market of sterile tarmpons for sampfmg of bmfogsz specimens in
natumi orifice and in surgical fleld. Desic gn and manufacturing of diagnostic medical devices for analysislaboratories.

Data di ana Emisslone
First fisue Date. g

2007-10-30

‘Marketing of medical and diagnostic devices in vitro.

i | presenle Certificalo & soggetto al r:spetto delle condizioni stabilite dai Regolamenu per la EE‘I‘liﬂcaZ]One in wgore applicabili.

This Cestificate shall seitisfy the regui ifaments established iy the Rules for (he certificotion (n farce appiicalie.

in caso di discordanza tra le: lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla ingua itallana
i casis oﬁnme;:arlcy amwm the mn;r:faq o5 ured m.the nanx.'rurnn af. ‘-hp content of this re;rr,l' e, please refer o e flulian language

L_AMM&NISTRATORE DELE.
=T MANAGING DIRECTOR T

[ GA

’ 2727 %" Dr.Ing! Roberto Cusolito
Data d1 Prima Emissione [TALCERT™  Data di-Rinnovo Data di Delibera -~ Data di Scadenza
" First Issue Date J'IAFU’ Ri Renewal Date . 5 Deliberation Dafe™ - . 7.2 Expiratign Date
2011:40-30 2017-10-30 . 2019-01-04 L LN 2020-10-29

ACCREDIA X |

LENTE ITALARG [ ACCRESHTAMEMI O

SGO N 023A
Mambre degll Accondl di Mutuo Riconoscimento EA; TAF & TLAC
signatory of £4, IAF and ILAC Mutial Recognition ‘Agrwamens




| CERTIFICATO N° 5055GQ04

8l i CERTIFICATE N° 5055GQO4

' "'Sl certifica che tl :
rh.-s is to certify rhat

Slstema dl Gestlone per la Quallta

Quality Management System

messo in atto da
implemented by

L s ARTACASPA.

Vla Monte Bianco, 4 — IT 20900 MONZA""(M B)

nella Sede Operativa di

Operative Unit

"7 . Regione Monforte, 30~ IT 14053 CANELLI (AT

& conforme alla norma
is.in compliance with the standard

o _UNI EN 1SO 9001- 2015 (1SO 9001- 2015)

~ per i seguenti Processi
‘concerning. Ehe [ollowing kinds of Processes

| " Gestione della fabbricazmne ed Jmmlssmne in-commercio d1 tampom sterm
,’. - iperidl prellevo di campioni biologici in orifizi naturali e in ambito chirurgico.
' Progettazmne e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
i1 Commercializzazione di dispositivi medici e diagnostici in vitro.
M o | Commercializzazione di articoli da laboratorio
Management of the manufacrunng and placing on the market of sterile tampons for sampling of biological specimens in

" natural orifice and in surgical field. Design and manufacturing of diagnostic medical devices for laboratories
il ' | of analysis. Marketmg of medical and dmg: rosqc devices in vitro. Mm k?ltng «of laboratory articles.

i
IJ presante Cemi:catu Iy soggelta al rispetto delle cond:znqnl stabllite dal Ragolamenu per Ia ceruhcazlcne In vigore applicabili,
This Cem.f‘ cata shall satisfy the requuemmrs established in the Rylus {w the cerrifi canaw in farce apm'mmm

I i
14 }n cnsu dl discordanza trale lingue ulilizate nells lraduzmné del contenuto del presente ceftificato, fare dferimento alla lingua ltaliana
1 ! o : .t coses of discreponcy bietyeen the & iggjes wsed i 1 1 of the confent of this cwrrﬂmw pleasa refer to the ftolian longiege

)

il ’ ey 'L’AMMINISTRATORE DELEGATO:
e _ MANAGINGinRECTOR

! il ! N Dr. Ing Roberlo Cusmlito

Datadi ana Emissione Data d| Prima Emissione ITALCERT g Data di Modifica. - .Data di Scadenta
ﬂrstfssuef)ate _' Frrsussue Date JTALCPRT R Modified Date -~ " Expiration Date

2011- 10-30 WO 2019108 TR v ne20Neto il

ACCREDIA %,

UL IALAND OUACCMIDTAMENTE N

1998 07- 23
Settore ;TAiF 14 - 29_
1§ &) halh

5 i S N 0FIA
| fraf b=t Hemibra degit Accordl dl Mt Riconostimunto EA, [AF & ILAC
i Signatury of EA, TAF and ILAC Mulwl Aecognition Agresments

ITALCERTS rl IVIaeSarca, 336 — 20126 Milano (M1) | tel, +39 0266104876 | fax. +39 0266101479|wwwlta|cert lltalcertsr!@tegalmallil
FE |
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Ministero della Salute

1l

1.5.1.2.2/2020/4

i

m l “H - Imposta di bato swolta

0004208-P=-23/01/2020
349357

DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E
DEL SERVIZIO FARMACEUTICO

UFFICIO 4 DGDMF DISPOSITIVI MEDICO - DIAGNOSTICI IN VITRO

DGDMF/04/1.5.1.e.2/2020/4

VISTA la direttiva 98/79/CE relativa ai dispositivi medico-diagnostici in vitro;

VISTO il D.lgs, n .332/2000 recante attuazione della direttiva 98/79/CE;

VISTA Distanza datata 13/01/2020 presentata dalla ditta Aptaca Spa con sede in Via Monte
Bianco, 4 - 24010 Monza (MB) C.F. 07520900155, P.IVA 00862050960; ‘
CONSIDERATO che la ditta istante ha effettuato i versamenti richiesti dal D.M. 16 Gennaic 2019;

VISTI gli atti d’ufficio;

I}AVING REGARD to 98/79/EC directive concerning the in vitro diagnostic medical devices;
HAVING REGARD to legislative Decree (D.Igs.)n. 332/2000 reporting the accomplishment of
98/79/EC Directive;

HAVING REGARD 1o the request dated 13/01/2020 submitted by the company Aptaca Spa located
in Via Monte Bianco, 4 - 24010 Monza (MB) C.F. 07520900155, P.IVA 00862050960,
|

WHEREAS this com any paid the fees required by Ministerial Decree (D.M.) January 16, 2019,
‘ : : pany paia. q
HAVING REGARD to the official deeds;

SI ATTESTA
IT IS ATTESTED

che la ditta Aptaca Spa con sede legale in Via Monte Bianco, 4 —35020 Monza (MB), Italia, e sede
Qpérativa-in. Regione Monforte, 30 — 14053 - Canelli (Asti) Italia, C.F. 07520900155, PJVA
00862050960 & il fabbricante ed ha marcato CE, come dispositivi medico - diagnostici in vitro,
sedondo le procedure previste dalla direttiva 98/79/CE, 1 seguenti prodotti:

that the Company Aptaca Spa with registered place of business in Via Monte Bianco, 4 - 24010 Monza
(MB), ltaly, and operative site .in Regione - Monforte, 30 — 14053 - Canelli (4sti), Italy,
C.F.07520900155, P.IVA 008622050960 is the manufacturer and affixed CE marking as in vitro
diag;nostic medical devices, according to the Directive 98/79/EC, to the following products:

31 Pétri dishes @ 35 mm, with triple vents, in PS, sterile R 155 Contact petri dishes @ 55 mm, with triple vents, PS, sterlle |
61 Patri dishes @ 60 mm, without triple vents, in PS, sterile R 161 Petri dishes @ B0 mm, with triple vents, in PS, sterlla R

81 P&tri dlshes @ 80 mm, without triple vents, in PS, sterile R 181 Petri dishes @ 120 mm, without triple venis, 1P, aseptic

91 Pétri dishes @ 90 mm, with triple vents, in PS aseptic 185 Contact pete] dishes @90mm, with triple vants, PS, sierlle R
101 Petri dishes @ 90 mm, without triple vents, in PS aseptic 221 Pelri dishes @ 140 mm, with triple vents, in PS, starile R

141 Petrl dishes @ 100 mm, in PS, without triple vents, aseptic 231 Petri dishes @ 150 mm, with triple vents, In'F'S, sterile R

151 Petri dishes @ 100 mm, in PS, with triple vents, aseptic 251 Petrl dishes @ 90 mm, 2 sactors, friple vents, In PS, aseptic
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