ITALCERT

CERTIFICATO N° 5055GQ03

Si certifica che |l
this fs to certify that

Sistema di Gestione per la Qual ta

Quality Management Systerm. -~ »

messo in atto da
. implemented by

NUOVA APTACA S.r.l.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nelI Sede Ope| atwa d

Oper ative Unit -

Regione Monforte; 30 — IT 14053 CANELLI AT

- & conforme alla norma
is in compliance with the standard

UNIEN ISOz«9OOI~/2015 (150-9001-2015).

per i seg uenti Processi
concemm(} the fo//onqng /(/ndc ofP/ OC&’SSé’b

: per |l prehevo d] camp oni biolog|C| in or|f|21 naturah e in amblto ch|rurgxco
Progettazwne e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Commercializzazione di dispositivi medici e diagnostici inwvitro.

’ } L7 Commeraallzzazmne d| artlcoll da laboratorlo

i nat//fd/ ouf/cp and | /n surg/( al f/e/a’ De5/gn and manufacz‘unn 19 of d/agnOft/c med/ca/ devices for /abomior/es
of analysis. Markeling of medical cmn’ dfagno r‘.*r devicas inwvitro. Mdrkf'rm g of fdbﬂ.-’:‘?fofy crfrrde

Il presente Cemflcato & soggetto al rispetto (Ielle condmo i stabilite dai Regolamentl per la certlflcazsone in yi%(e 1})|.)7’Sgbi|l 1/
\ I I'/m Lc'ltl//cut:" shall satisfy the leqwemenkumbll o in the Rules for the certific feation:in force applics S : c
In caso d| d|scordanza lra le I|ngue UUIIZ/alO nclla traduzione del contenuto dcl prcscnte certlﬁcato fare nfer' naht
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& ITALCERT

CERTIFICATO N° 505DMO5

Si certifica che il
this is to certify that

Sistema di Gestione per la Quallta

Quality /Vanug( menf System

messo in atto da
implemented by

NUOVA APTACAS.r.l.
Via Monte Blanco 4 - IT 20900 MONZA (l\/lé)

nella Snde Operativa di !
ppemnve Unit o - i

Regione Monforte, 30 — [T 14053 CANELLI (AT)

& conforme alla norma
is in compliance with the.standard

UNI CEl EN ISO 13 485 2016 (ISO 13485 2016

per i SQ(]UPﬂtI PI’OCGSSI
‘ concerning th ID following ;\mds of Plo(esses

Gestlone della fabbricazione e irf fnl 5|c»ne [n commerc:lo‘dl tampom sterili

peril prehevo di campioni bIO|OgICI m Ol’llel naturali e in’ amblto chirurgico.

|
Progettazione e fabbricazione di dlspo ItIVI me=dlco dlag'\ostlu ‘per laboratori di analisi.

Commercializzazione di d|siposmw medlc1 e dlagnost|c1 in vitro.
Manaqemem of manufaciurtng and pl acing on.the tharket of sterile tarpons for. sampling of biological specimens in
natural orz/‘zce and {n surg cha_ “field. Design and manufacturing of diagnostic medical devices for analysis laboratories.

Marketing of medical and dia jr’?DS[lC devzces invitro.
[

Il presente Certificato & soggetto al rispetto delle condlzu)m stablllt(l dai Regolamenn per la ccrﬂﬂcaztone in wgore appl|cab|ll
This Certificate sholl musfy the re qu:mmnls esmuhshed in the Rules for (lw:uz Nuon i /omo agphca‘m
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Esteemed:

SISUCLICRE | T1GHINA 65 CHISINAU CAP 2001 () M
Estimados sefiores;

APTACA i tih

‘ NUOVA APTACA S.R.L. ] .0; "tlf"cate of conformlty an

Reglone Monforte, 30 - Canelli (Asti) [TALY | assurance

TEL. +39 0141/83.50.75 - FAX +39 0141/83.62.92 | !
E-mail: info@aptaca.com — http://www.aptaca.com | Certificato di COﬂfOI'mlta e di qua!lta

Certified Company e Certrﬁcado de calrdad
UNI EN ISO 9001 & UNI CEI EN ISO 13485 i

I.M. “GBG-MLD"” S.R.L

Item code . Lot number ATHIEAIES T Expiry date. Commercial lnvbige._n‘{f' :
Codice Articolo ! ‘Numero Lotto /| | ||| Datadiscadenza | i RiDd s
Cddigo | Lote st Caduecidad [l Facturan’?

190725 2024 - 07 i

160ml urine containers in PP, with screw cap not inser{ed. ¢
Contenitori urina 150mi, in PPtappo a vite a parte, graqiuar!Q 58 x 72 mm

Device description / Descl:'iziontéai Dispositivo | Descripcion

racluated, @58 x 72 mm |

Y

We hereby declare that the Device in object is Jaallz d and tested in compliance with Quality procedures by
controls effected with specific methodologlps uova Aptaca Srl have Quality System certified " in
accordance with UNI EN I1SO 9001 and UNI N 130 13485 Standards. The Device meets the. ba3|c
requirements of security and conformity provid d loy current Regulatlons and Directives.

Si dichiara che il Dispositivo in oggetto & stato realizzatp e verificato secondo le|procedure di Qualita, can controli
effettuati secondo specifiche metodologie. Nuova Aptac 'Srl opera con un Sistema Qualita certificato conforme alle
norme UNI EN SO 9001 e UNI CEI EN 1SO 13485, |l Dispositivo risponde ai requisiti essenziali di sicurezza e di
conformita previsti dalle Normative e Direttive vigenti.
Declaramos. que‘ los Dispositivo mencionados estén fabricados y probado conforme con los procedimientos de
Calidad, con controles llevados a cabo de acuerdo con metodologias especificas. Nuova Aptaca Srl funciona con un
Sistemas de gestion de la calidad certificado .de.conformidad con la norma UNI EN 1SO 9001 'y UNI CEl EN SO
13485. El dispositivo cumple con los reqws;tos esendiales de seguridad y cumplimiento por los reglamentos y
d:rect:vas en vigor. 3 B

'l’

> The Devnce, |n mtegral package and under approupriate storage conditions, has a expiry date of 5 years

from manulacturlng date.
La validita del Dispositivo, a confezione mtegra ed |n cohdizioni appropriate di stoccaggio, & stabilita in anni 5 dalla!
data di fabbricazione. ‘

La fecha de caducidad del Dispositivo, con el emb a/aje itacto y en condiciones adecuadas de almacenamiento, se
estdblec_:e en 5 a70§ a _pa,rtlr de la fegha d_e‘fabr/c}ac on.

|

Certificate date of issue il
Data del certificato -

|Fecha de centificado

02/08/2019

Mod. DC-O4S/O?:20-‘F6/6 lof 1




DECLARATION

—

OF CONFORMITY

Forli, 19™ April 2012

The device named " ECG SUPERGEL’
company Ceracarta Spa on the basis of
directive 93/42/CEE, as prescribed in at

The writing company Ceracarta located in V

‘of the product named , " ECG SUPERGEL’
ments | of directive 93/42/CEE as amended by

such a device satisfies all the require
2007/47/EC , about medical devices an

e the Dispositive in object satisfies 1
Directive 93/42/CEE;

e the Dispositive in object must be cons
e the Dispositive in object must be
instruments for recording, diagnosis an
measuring of energy flows of electric, I
e The manufacturer has prepared and
with enclosure VII, section 3 of the dirg
o Such documentation is available at 1l
by the entitled bodies.

CERCICORT spa

1L PRESIDENT
ad’ g oo
L

1 in p
e es

idere
esclu

ctive

1¢ headquarters of Ceracarta , for an

(internal code 10158) has been produced by the
the assential requirements,see enclosure I of the
achmlent VII of the above directive.

a secondo Casadei , 14 Forli, manufacturer
, declares under its own responsability that

articular that:
sential requirements as in enclosure I of

d as belonging to Class I;
sively used together with electro-medical

d therapy, which base their functioning upqp-t_lﬁ};ﬁ;;f;
1agngtic and ultrasound type; A :
keepy the technical files updated in ag€erddnce

W

D M‘ﬂh s
4?;#" i
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Reg. Number. 101 64 - A Valid From ‘ 201 8-10-0 1
First issue date 2012-1 071 5 |_ast change dale 2018-1 0-01
Valid Until 2021-1 0-'1 4 IAF Sector 29

Quality Management :S"!ystem Certificate

ISO 9001:2015

We certify that the Quality Mazna.g_ement System of the O‘l'ganizat_ion:
GIMA S.p.A.

Is in compliance with the standard UNI EN ISO 9001: :2015 for the followmg

products/sewlces ‘
i

Trade, packaging and setfvice of medical devices (MD) in vitro diagnostic

products (IVD), personal protective equipments (PRE), biocides, veterinary
items, medical accessori¢s furniture and aids '

Chief Operating Officer
Giampiero Belcredi

The maintaining of the cemncatmn is subject to annual surveillance ahd dependent on the
Kiwa Cermet ltalla contractual reuirements. ‘

This certificate is composed of 1ipaga.

CERTIFICATE

Kiwa Cermet ltalia S.p.A,

Saccietd con socio unico, GIMA S. p. A. |

soggetta all'attivita di

direzione e coordinamento di Registered Headquarters |

Kiwa Italia Holding Srl - Via Grossi, 2 20121 Milanp ltalia q:\
Via Cadriano, 23 Certified Sites | 2 -‘r~1 Mm(‘
40057 Granarolo dell'Emilia - Via Marconi, 1 20060 Gessate ( Ml ) ltalia

(80) [

Tel +39.051.459,3.111
Fax +39.051.763.382
E-mail: info@kiwacermet.it
www, kiwacermet.it

CCREDIA

VENTT {RALRATED EX h- g RIDNTAMINTER

CERM=T




CERTIFICATE

Kiwa Cermet ltalia S.p.A.
Societad con socio unico,
soggetta all’attivita di:
direzione e coordinamento di
Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo dell'Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.362
E-mail: inffo@kiwacearmet.it
www Kiwacermet.it

C=RM=T

Reg. Number 110164 - M Valid From | 2018-10-01
First issue date 2012-10415 Last change date 2018-10-01
valid untit 2021-10:14

Quality Management Sys

ISO 13485:2016

tem Certificate

| » |
We certify that the Quality Management System of the Organithion:

GIMA S.p.A.
I in compliance with, ithe standl
products/services:

Trade, packaging and servi
(IVD), medical accessories,

Chief Operating Officer
Giampiero Belcredi

t

The maintaining of cettification ig
i Kiwa Cermet ltalia contractual re

Refer to quality manual for detail$ of exclusion of UNI CEI EN {SO 13;485:201 B
"

This certificate is composed of 1

GIMA S.p.A.

Registered Headquarters
- Via Grossi, 220121 M
Certified Sites

ard UNI CEI EN 1SO 13485:20116 for the following

e of: medical devices (MD), in vitro diagnostic products
furniture and aids, |

ﬁu"m.{
/Q_v H_D.r_n',t")“\-m "e‘,

the ohsgrvaneg"bf

subject to annual surveillance and dependen

uirements, o
q ™
~ o

“‘\-nf"

page. ' Y 4

lano ltalia

- Via Marconi, 1 20060 Gessate [ MI ) Iltalia

LN

ACCREDIA %,

TEITALLANEY 'H hl Bl AL NTO




POLYSAFE-GOGGLES - bulk

Code: 25661

Category: | Protective goggles and shiclds
Unit of ga]e: 1 pc.

Minimum order: _ 10

Type: PPE

Class: 1

EAN13: 8023279256611

Description:

provide a wide field of
shields to protect eyes fi

" superior optical clarity. Autoclavable.

‘Norms EN 166

They are a vital part of any infectious disease control programme

vision and excellent optical quality. Des
om every angle. They can fit all head siz

3.'.ep|gggctl ﬂleﬁ -.
@%ﬁv,f’%hﬁf

d\""f P
g
SR

Gima S.p.A. Via Marconi, | - 20060 Gessate (MI) Tel. +39 02 953854208

4 Fax.+39 02 35380056




oneywell

E.C. Declaration of Conformity

The manufacturer or its legal representative supplier in the European Community:

Honeywell Safety Products Europe

Declares that the Personal Protective Egu_iiment - described here after conforms to the

provisions of the European Council Directiv

89/686/CEE:

Designation: POLYSAFE Clear Polyfort Unco
Reference: 1002550
Standard(s): EN166

ated Lens

|
This PPE is the object of the below EC examination certificate n°:

EC0229

Delivered by:
INSPEC

56 Leslie Hough Way
Salford

M6 BAJ

Greater Manchester
United Kingdom

+44 (0)12 96 68 29 66

Drawn up in Manchester, on the 1?/02/2017

By: KJ Warren. |
Division: Eye and Face Protection .

HONEYWELL SAFETY PRODUCTS EUROPE
fmeneuble Edison - 21 Paris Nord H ‘%3 rue des Vanesses

BF 55288 Villepinte - 95958 RQISSY COG CELEX
SAS au capital 17 750 000 € - Sirat] 134,892 307 00157

Tel, +331 4900 787D - Fax:

ZI'Paris Nord Il 33, rue des \/ameéses BP 50288 95958 Roissy

Tel: +33 (0) 49 90 7
www.hd

979 F‘ax +33 (0)1 49 90 79 8
nevwellsafetv com
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» 25661 POLYSAFE MEDICAL - bulk
» 25660 POLYSAFE MEDICAL - with box
They are a vital part of any infectious disease control
programme for eye protection. They provide a wide field @
vision and excellent optical quality. Designed with top and
side shields to protect eyes from every angle. They can fit
all head sizes comfortably, and have superior optical clarity,
Autoclavable. Norms EN 166.
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« 25659 GIMASAFE - box of 10 pcs
Transparent protective goggle.

ce

EN170 © Thickness

: hifmm Antifog, anti-scratch polycarl
¢ 25663 HIGH PROTECTION GOGGLES -

fog resistant and anti-scratch -
Protection against: droplets and splashes of liquids and hig
speed particles at extreme temperature. Lateral protection
Protection against large dust particles (>0.5 p).

Protection against optical radiation to standard EN 170.
Resistance to surface damage by fine particles.

Resistance to fogging of oculars.

15

onate

h-

. comiortably over
Prescrplion glasses

Lateral
protection
« 25667 PROTECTIVE GOGGLES 5X7 - fog resistant and anti-scratch
superior quality goggles with excellent optical quality, high
protection and maximum comfort. Optical quality: Class |.
Protection: protection against high speed particles-low energy
and lateral protection. Protection against optical radiations to
standard EN 170. Antifog and anti-scratch.
Comfort: ultra light, soft pad technology temples, adjustable
in length. Norms: EN 166.

i ey

25644
s é%ﬁ"w

(-‘ € Only 30 g
EN 166 S
EN170 :

» 25644 SAN DIEGO GOGGLES - black - fog resistant

» 25645 SAN DIEGO GOGGLES - blue - anti-scratch

Temple length and inclination adjustment by snap motion.
Protection against high speed particles - low energy and lateral
protection, Protection against optical radiation to standard EN 170.

New temple for

Instructions in: -
Tt a better ergonomy

GB, FR, IT DE,
ES, PT NL DK,
WO, SE, Fl, GR,

PL, CZ, 51, HR,

HU, RO, BG, = |
RU, TR, SA, JP ! -

< 25260

e 25260 505 UP GOGGLES - fog resistant, anti-scratch
Protection against high speed particles - low energy and lateral
protection. Protection against optical radia__t_io_r]?tghstandard EN 170.
- extremely light 24 g only and encircling“". 7" ©4,

- elastic structure, extremely flexiblaa//gﬁgéf@%xf?ﬁ* AN

- optimal comfort and fit thanks td’i‘hg,‘foft adjustable.ngs
Y s

- neck cord included in the packagihte

(€ €

EN 166 FT

i

Weight 25 ¢

0 25261 506 UP GOGGLES - green - fog resistant, anti-scratch

¢ 25262 506 UP GOGGLES - pink - fog resistant, anti-scratch
Same as 25260 without neck cord, with below additional features:
- panoramic wrapping lens

- temple regulation in length and inclination

- soft terminal tips to eliminate local pressure




EMERGENCY

Y COVER

Code: ) . 34085 <5
Category: ‘ Err'l‘ej.rgency blankets
Unit_ of sale: . 1 pc ;
Minimum order: 1 |
Type: Med%'ic:(ll device
Class: e I i
NSIS: 363350 1
CND: : T030399 l
EAN13: - 5023279340853 _ ;

- : |
Description: ‘l Suitable for pr}otection rgainst cold and heat. Silver si*ie in keeps thg

’ gold side out reflects sunbeams. - ‘

Technical Spec_iﬁ_éafiprj:s: « Size: 160 x 210 crrll

* Weight: 67 ¢’

Gima $.p.A. Via Marconi, 1 - 20060, Gessate (MI) Tel, +39 02 953854209 - Fax.+39 02 35380056




QUEJIIN TZTOZ — T 'ISSO4D OSBLILIO] BIA T390 PRI3ISIBaY - YSTOPSYELOD OUel IP djeunqu) “dw; “3sy
97ZLLY W VT H SAJEY Ul p31a15iF2Y - ySTOPOYEL DO 1) 'ON uonedsi3ay (YAI) L'y A 00000 7SE 3 Jeuded

Sasiaan 350

DA3/Er/ES BADSHG X X

>

9P XI o1oba|y o

OUB||IA TZTOT — T S50)9 OSRWWIOL BIA 12210 PaJ23si33Y - pSTOYSYELOD OUSIAl 1P 3jeunqu) 'dwi B3y
STTLLY IN VI Ale| Uy pasalsiBay - STOPSYELDD LI ON uonensiday (v

e ,.tm.@..,md
> ;
3 69y 0N 82380 ﬁ >
£
&ﬂ.ﬂe 1 2y D‘i\
Insodsip fiofays o
WIUL'SS. 2 “£4/9% m_mww (s o}

7 AT A m..

e,
_uwmwm. b

'¥'A 00000 ySE 3 [euded

1

2 b

uSu; | OIYyDsi ip 85500

7T

LS

VW7 /2-OFY L2-6EY [T-8EY [T-(EW [T-9EV 1T SASHTL
“SEVLT-YEY [T-ECV LTSV LT-0EV LT Lo
SI9YDIDLS
108£2-00842-0884
. 9jaieg

90V LT-L0VL2-S0VLC
-0 LT-C0V LT~ |0V £8-£0G£2-905LC
-505£¢-208/2-016/¢-10542-005/2

809/2-L09.LT-90942 PG
G094~ 119L2-019£2-109.L3-0094 wel
SSASD DUDIE A WO
— — = P Y AL L e ALY

(luozuow PIO2IN)

sjupjuassiddoy sjobay ||

v d's VWIO

'SALDIBUP DSUCHUSLI DACTD SiJ 0 A XBUUY B4l JO SjusLIS.
oD sy Of Bupicoot  paUnice

‘OARDsIBR] 042108P. 04D PIMOS [BP (1A 040Ba|Y IO

S102/70/41 2J0ss8D

Nbal | DISIPPOS BYD PHIDNYD PWIYSIS [0 'OPIOIID Ul HDDUQFID} OUOS

AUDdulo) s Ui pail
[y PUD- DIF/THIES
pus ussss gl Adwos
‘OpPUBIZO,| 0ss3Id OJRIAIYDID oo_c.om.h 0]0DIDSDS PP BUIOD “IFWWI'SS @ 33D/Z/S6
DAIANA RlISP Wozsodsip S0 PI | Nbss 10 ILUOJUOD OuOs

wodAlejrewnd@podxs
NOISIAIQ L904X3

0> AFHELE@eW|

NOISIAIG NYITYLL

woyAleleung - mmm
Ale3i- (1IN) 2185539 0900
T ‘lUGDIRIA BIA

vdS v

cqaji-oyod a5y

BELLE-CALLT-TBLLT | BLITUBLLT

5 S8UDINIT] SPIY PBIGOSK]

lluosoq ‘sadwpys) [gosip Jad Jisny

VCLLT \TLLCECLLT

SIBNTMA

uoIDNaWInag

E0LLE-E0LLE
~LLLLT-9LLLT-S L LLTB0LLE60L44T

SIOYT 1B2UM SIADUSHUCD BUD SAOYD 183Y/M

SPOWOD 3 JUZOUDD

#°=y/Pipod

$32jA9( [DOPIW

/ 121pawt 1atsodsia

DIA ‘[IW] B105589) Ul PISSAIDPD 82,

S0 IDDPEW JO L2INID0INUDLS BL) ST
POIY Uum 7 dS ywio paudi

LOTION

un €

1DIPUT NS0TSO o 9FUDONGADY
1P DHIeND Ul | JUGDIOW BIA “(IW) JLVSSIO B 8PSs U0D “W'd'S VWIS RISIS0S D]

ALIWYO4INOD 4O NOLLY3V1D3d
V1IIWYO4INOD 1 INOIZVIVIHOIG

woAleyewd@uodxs
NOISIAIQ LYOdX3

WO A[CI eI @ e}
NOISIAIG NYVL

O3 'AjelEWIS MMM

ARyl (1IN} 2188535 09002

T ‘luodueiA BIA
V'S YWD




		2020-01-16T16:59:26+0200
	AVIZAT




