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Si certifica che il
this is to certify that

Sistema di Gestione per|la Qu

Quality Management System.

messo in atto da
implemented by

NUOVA APTACA S.r.l

Via Monte Bianico, 4 - IT 20900 MONZA (M

nella Sede Operativa di —E
Qperative Unit

Reglone Monforte, 30 - IT 14053 CANELLI (AT) " |

8 confor-me alla norma| -
is in compliance with the standard

UNI EN 1SO 9001-2015 (ISO 9001-201

per i seguenti Processi
concerning the following kinds of Procgs:

| Gestione| della fabbricazione ed immissione in-co mercio
~ peril prelievo di.campioni biologici irv orifizi natu ali e in.
Progettazmne e fabbricazione di dispositivi medico dia nostici

Q-

alit

di tamponi sterill
mbite chirurgico.
er laboratori di analisi.

Co‘mmercnallzzazmne di dispositivi medici diagnoshci' in vitro.

Commermahzzamone di articol: dallaboratorio

Management of the manufacrurmg and placing on the market of sterile tampons for sampling of bfofoﬁiéaﬂ specimens

in natural ofifice andin surgical field, Design and mapufacturing ord fagnosr;c
of analyss. Mq:karmg of medfca! and dragnasnc devices m wtro Mar.{'er

This Cartilicate shail satisfy the requirements ‘ostablistivein the Rules for the (et M‘mmm in fo

medlical devices for fgboranjnbs
ng of faboratory. am'des'.j

applicalita,

|I presente C_ertificata & saggettc al rispetto detle condizlani stabiiite dai Regolamu ntl f per la cerllﬂTz!ime in vigore appncablll

- In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fa

e riferiminto.alla Ilngua italiana

n cases pfd;m-ppmcybenwcn the fanguacges used i’ ]'he\ xrm-dnmrri afthe content of thig ce/ilﬁt’ilg‘ please refor to the ltalian fanguage i
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articoll ger- laboratorio analisi

disposable labware
www.kima.it Messt
"GBGH
STR.
2001
MOLI
Piove di Sacco, 26/02/2019
DISTRIBUTOR AGREEMEN)
To whom it may concern, we hereby declare that:
KIMA sas — Via Leonardo Da Vinci 22 ~ 35028 piove di Sacco -
|

appoints "GBG-MLD" SRL — STR. TIGHINA 65. - 2001 CHISINAL

as éuthorized distributor of KIMA plastic labware products in the
GBG MLD has the right to import and distribute KIMA plastic lak

ThiTs Agreement is valid one (2) years from the present date.

The Distributor does not have any possibility to oblige the co
delivery time as well as prices without prior written authorization

'S

MLD" 8RL
TIGHINA 65
CHISINAL
DOVA

—

(PD) - ITALY

) -MOLDOVA

ware products,

mpany KIMA s;

from KIMA sas.

territory of MOLDOVA

as with quantities or

KIMA sas keeps the right to modify the prices according to the market of the raw materials.

KIMA S.1.l. - Via Leonardo da Vinci, 22 - 2.1, Tognana - 356028 PIOVE DI SACCO (PD)
Tel, +39 049 9719511 - Fax +39 049 9719542 . 9719543 - Registro [mprese Padova, Co

lice Fiscale ¢ Partitd

Italy - e-mail: Info@kima.il - Cap, Soc. € 50.000,00 iV,

IVA 01466290283 - REA PD 160089




3 #
: 3

ICIM

CERTIFICATO n.
CERTIFICATE No.

S CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI

4265/4/C

WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITE

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Pjove di Sacco

ltalia

E CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN 1SO 13485:2016

Sistema di Gestione per la Qualila / Quality Managenient System

PER LE SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVITIES

EA: 29
Commercializzazione di prodotti def Gruppo: kit diagncﬁtici.
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,

provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbfology
plastic disposable labware, test tubes with predetermined vacuum and sterile needle

Rilerirsi alla documentazione de| Sislema di Geslione per la Qualit aziendale per 'applicabilita dei requisil-della norma fdi riferimento,
: v EE o

slandard req

fon|of the Quality M. 1t Syslem for delails of application fo

Per informazioni puntuali e aggimate circa eventuall variazionf Intervenute nello slato dalla certificazione di cui al presefile certificato,

si prega di conlallare il n° telefonico +39 02 725341 o indirizzo g-mal info@icim.iL
For timely and updaled information about any changes in the certilication slatus roferred to in this cedificals,
plesge contact the number +39 02 725341 or email address infe@icim. A,

Data emissione Emissione corrente Data di scadenza

\First issue ! Current issue Expiiing date
18/01/2007 18/01/2019 1710172022
b
ICIM S.p.A.
Plazza Dan Enrico Mapelll/75 - 20099 Sesto San Glovanni (MI)

waw.iim. il

ACCREDIA “‘k

U1 T TVACKARG T ACTREDITAMENT O

) SGQ N° 004 A

Q i

U

t% Mambro degll Accord! di Mutve Riconoscimanta EA, 1AF ¢ ILAC

signatory of BA, TAF and ILAC Mutual Retognitlon Agreements

s

cIsQ Is a member of

S NSRS A W LI S e
THE STEANATIONAL CERTIFPCATICN NETWORK

www.lgnet-cartification,com

} |
IQNet, the assoclation o(lh:e wurlz!’f first cless
certification bodles, is the largest provider of managemunt

‘Systemn Certiffcation I the world.

IaWet|ls composed of mare thap 30 budies and county

ovar 150 subsldiaries all over the glabe,

(PD)

&~

FEDERAZIONE

www.clsg.com

€150Q & la Federazione Italiana di Organismi di
Certif del istemi ti ges 4,
CISQ Is the Italian Fedaration of managoment
system Certificarion Bodies,
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ICIM

CERTIFICATO .
CERTIFICATE No.

4264/4/C

] GERTIFICA CHE IL SISTEMA Di GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT 5YSTEM OPERATE

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

\/ia Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028
ltalia

£ COMFORME ALLA NORMA / 18 IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualitd / Quallty Management System
PER LE SEGUENT| ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 29

Commercializzazione di prodotti del Gruppo: kit diagn
tetreni di coltura per microbiologia, articoli in plastica per labof
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,

nstic,
atorio analisi,

SOSRRRG

THE IHTEHM\T'UM-GWTII’IGMW W NETWORK
www.lgnet-certification.com

1QNet, the assoclation of tha world's first class
cartiticatlon biodies, Is the lergest provider of management
System Certification in the world,

1QHet s composed of more than 56 budias and counts
over 150 sutisidiarfes all ovar|the globe:

Piove di Sacco (PD)

plastic disposable labware; test tubes with predetermined vacuum and sterile nesdles.

Rilerirsi alla tocumentazione del Sistema di Gestione per ta Qualit aziendale per fappliczbilita del requisili della nofra di fiferimento,
Refer to he documantalion of the Qualily Managermen System for delails of application lo reference slandard fequiremants,

| relatieey Schema specifico.

lant systems” and specific Scheme.

I presente certificato & soggetto al fispetto del documento ICIM “Regolamento per a cerlificazione cei-siglami di gestiorie” e &
The use and the validily of this certificale shall salisfy {he requirements of the ICIM document *Rules for the certificaton afcompany nanagem

i Per informazioni puntuli e dogiornate circa eventuali variazioni infervenule nello stato dela certificaziona di cui al presenta certificato,

sllprega di conlatiare il n* telefonico 439 02725341 o indirizzo e-mail Info@icim.l

! For limely and updated information-about any changes in tha certification stalus rafarred lo ithis cerliffoals,

please conlact ihe number +39 02 725341 or email adarest: info@icim.it

Jo

ICIM S.p.A. 1
Piazza Don Enrico Mapelli, 75 |- 20093 Sesto San Giovanni (MI)
ww iim.il

Data di scadenza
Expiring dale
17/101/2022

Emissione corrente
Current issue

18/01/2019

Data enlissione
First isslie

18/01/2007

ACCREDIA

=

l‘ﬂ‘ LT TTALLAND D[ TAMENTO

|

=

] SGG Ne 004 A

m

4 Membto degh Accordl di Mutue Ricanoscimento EA, TAF:2 ILAC

Signatory of EA, JAF and ILAC Mutual Recognition Agreements

FEDERAZIQKE

www,clsg.com

c1sqeln Faderazione ltaliapa di Organismi di
Certificazione del sistem| di gestione atlendale.
CISQ Js the Italisn Fedaration of management
system Certification Bodies.




VACHEREY-NAGEL

50 Declaration of Conformity

EC Declaration of Coi
Producls

The procedure for EG declaration of conformity was

according to EN 150 8001 12008 and EN ISO 13485:2012+AC:2012 ag

Annex |V, except chapters 4 and 8.

Name of manﬁfacturer
Address:

conifirm that the following test strips for professional use

Name of product

\Medi-Test Glucose PN
Medi-Test Glucase
Medi-Test Glucose 3
Medi-Test Glucose/Keton
Medi-Test Protein 2
Madi-Test Keton
Medi-Test Nitrit
Medi-Test Combi 2
Medi-Test Urbi
‘Medi-Test Combi 3
Medi-Test Combi 3A
Medi-Test Combi 5
Med|-Test Combl 5N
Med|-Test Combi 55
Madi-Test Combl 6
Medi-Test Combi 6A
Med|-Test Combi 7
Med|-Test Combi 7L
Medi-Test Comb! 8L
Mad|-Test Combi 8
Medi-Test Combi 10
Medi-Test Combi 10L
Medi-Test Conibj 10 SGL
Medi-Test URYXXON Stick 10
Med|-Test Combl 11
Mad]-Test Mikroalbumin

ity fo

established on the basis of a
cording to t

MACHEREY-NAGEL Gm

AGEL Gm
nder-Stras

MACHEREY-
Neumann-Ne
D - 52355 Due
Germany

ren

Reference numbers

93017; 930965
93001; 83024
93003; 93026
93020; 93025
93004; 93027
93005; 93028
93006: 93029
93015, 93037
93012

93050
93007, 53030
93009; 83032
93035; 83036
93055
93018; 93078
93013; 93034
93010; 83022
83031

93021

83011 93023
93056
93058; 93079
93067; 93077
93068; 93087
93060; 93087
930874

= TJ

se 6-8

itro

ull que
he VD

directive 98/79/EC

bH & Go. KC
bH & Go. KG

tic

lity assurance system

AW WTAN A T

FFEEE) MAGHEREVNAGEL GmibH & Ce, K +Naumann Haandes: St 6:8 52308 Dirun | ety
:‘EE-"' DE/Internatiohal: CH: - FR: J
A7) Tel:  +d924210690 Tl +41623886600 Tel:  +33988 €8 2268
Fox: +4924 21 969-189 fFax: +4] 623838505 Fax: | +33388717688

E-mall: info@mn-nat.com E-mall: seles-ch@mn-net.com .

E-mal: sales-fr@ma-net.com

st
Tal.:
Fan:
E-mall: 5

+[1 484 621 0984
-+ 484 821 1272

res-us@mn-netcom

1

2




‘OEJIEPAJILHOE ATEHTCTBO - o e
110 TEXHUYECKOMY PEI'Y/IHPOBAHIIIO i METROJIOTUY
| | CHCTEMA JOBPOBONBHOM CEPTHOMKALIMATOCT P

~ «EACAUDIT» : Y
“PEIMCTPALIAOHHSIY HOMEP POCC RU.32028.04AC]

OPTAH IO CEPTHOUKALIMY OO0 «'OPTECT»

[ H [ | | PEPMCTPALIMOHHBIN HOMEP BOCC RU.32028

" {HH 7717616798 OTPH.1087746489060. - :

| Opmanuecknii aapec: 109028, Pocans, T Mockes, Cepebpannucckas taGepesksat, 1. 27
AUDIT | atax 4, nom: 1,»&&«(111; o : i S e

“we CEPTUOUKAT COOTBETCTBUS

Peruﬂpaﬁﬁuﬁu_mﬁ nomep Ne 04EAC1.CM,00813

O0n1e¢TBO ¢ OrPAHHYEHHOI 0TBETCTBEHHOCTHI0 «MunnMen»

(HuAMERQEAHG THfLR) : ' i

yIIOHEBO, Yil. [locceiinan, K.17A
; =

oI ok
occeiiaan; L1TA

241520, Pocens, bpanckas o6nacTs, BpsaHckuii-paion, c.-.C
(i{\pmp_mec.xuﬁ anpec ) 3
241-‘5'20, Poccun, Bpsainckan o6nacTs, BpaHcKHil pation, c. Cynonc-no, yi1. 111

(haxvmicexHit anpec nnum)- gore:

WHH: 3234007127 _ OI'PH: 1023202138332

HACTOSIIIHI CEPTH®UKAT YIOCTOBEPSET COOTBETCTBHE

CHETeMBI MeHEKMENTa KavecTsa HMICTHA. MCAHIIHCKUX O6mecTBa ¢ OrpaHHYeHHOH OTBETCTBEHNOCTEIO
«MunnMen» Tpefosannsm TOCT 1SO 13485-2017 . (ISO 13485:2016) (M:Eeann Mepunumickue, - CHeTeMBl
MeHe/MenTa RaYecTna, Cucremume'.T_peﬁonamm_'-nnn eseit perynapoBanng pnue:imnb_ll'b- K [IpoH3B0ACTBO
aafiopaTopiioft MOCYABL, METHUMHCKHX H3AeHil, npuBopos ® mpHHAjIeKHOCTEI, KPACUTENEH, peareuTos H
#abopoB peareHTUB N in-vitro IRArHOCTHRA

Jara perucrpannn: 19-03-2019

Cpox nefictsus ao: 18-03-2022

PyRoOBOOHTENE op_;rgna % /g

B. M. IoronuH |

o cepTH(uRan:
. B (ronnKes)
/%’ TPV 7 E. 1. Kyp6arosa
v (moamHclL)

HACTOANLWA CEPTHOUKAT 0BAILIBAET ORTAHHIAUMO TID/IAEPKUBATE COCTORHME BRINONHAEMBIX PABOT B COOTBETCTBAN ¢
BLIUIEYKASAHHBIMMA CTARTAPTAMM, 4TOBYAET HAXORHTECATIOA KOHTPONEM OPFAHATIO :%PTHW AUMA CUCTEMBl
[0EPOBO/ILHOW CEPTUOWKALWY "EAC AUDIT' WNOATBERKAATECA MTPY NPOXOXAERUM EEr0/IHOFO MHCNEKLMOHHOTO KDHTPDNA
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Honeywell

THE POWER OF CONNECTED

EU Declaration of Conformity

Personal Protective Equipment:

Brand: Honeywell
Name: Polysafe
ltem Code: 1002550
Type*%: Eye Protection - Safety Eyewear
|
Manufacturer: HONEYWELL SAFETY PRODUCTS U

10 Thurber Boulevard
02917 Smithfield
UNITED STATES

SA INC

This declaration of conformity is issued under the sole responsibility of the manufacturer:

HONEYWELL SAFETY PRODUCTS USA INC

The object of the declaration described above is in conformity with:

| 2016/425

o the relevant Union harmonization legislation: Personal Protective Equipment Regulat’on (EU)
1

The fulﬂlment of the applicable essential health and safety requirements set out in Annex |l has been

demonstrated.
!

-i the relevant harmonised standard(s) and/or technical specification

satra Technology Europe Ltd

The notified body:
! Number: 2777

Performed the EU type-examination and issued the EU type-examination ¢

2777/12512-01/E00-00 .
\

Siqn"ed for and on behalf of: HONEYWELL SAFETY PRODUCTS U

Place of issue: Smithfield

Date of issue: 4/16/2019

Name: Manuel Reynoso

Function: Quality Assurance Manager Sr

U A QQI fotM oe)

s): EN 166:2001

certificate number;

SA INC




MANAGEMENT SYS

CERTIFICATE

Cepraprar NO: | Nata HauansHon cepTMhUKEaLMM:
59828—2009)-AQ-MCW-FINA$ 20 pexabpn 2000

HacToawnMm \/JD.OC'I‘EOBGDFIETCFI, YTO cucTeMa MeHeaXMeHT

AO «TEPMO ®ULLEP CAUEHTUOU

Nelctautened:

21 wioHA 2018 - 31 asrycra 2021

a opraHuszauunin.

K»

Ky6uHckas, 4.73, nutep A, kopnyc 1, Caukr-NeTepbypr, Poccuiickasy denepauns,

196240

6bljb'la NpU3HaHa coOTBETCTBYIOWEN CTAHAAPTY:
ISO 9001:2015
|

HacTogwmi ceptudukaT aencTeuTeneH Ans cneaytouwei obnactu:
NnPOU3BOACTBO NO3ATOPOB MUANETOYHBIX U CNELUAJTbH(

AWATHOCTUYECKOIO NAACTHUKA.

Mecro u pgata: |
Mockaa, 21 uioHs 2018 |
|

[4)
FINAS

Finnish Accreditation Servise
s001 (EN ISQ/IEC 17021)

OT BEINYCKAKWETO

oro

puca:

DNV GL - Business Assurance
TpexnpyaHsld negeynok 9, cTp. 2, Mon:rﬂ!a,
Poccuitckaf ®enepaynn

S, Ghvop oive

Cepreii Fpy6uH

W [\arogopa Ha cepTUdHKaun0 AenaeT AaHHbIA CepTndikaT HegercTBUTEIbHEIM,
Y| G BUSTMESS ASSURANCE FINLAND OY AP, Kedasatama 5, 02150 fspoo, Fistant, FEL 4304

MpencTaBuTENL PYKOBOACTRA

1i 202 42040,
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