Dossier d'information type Euro Pharmat

DISPOSITIF MEDICAL

" SENSISKIN [ pcum‘n
g‘ Sans latex B . =

Note : According to the device medical (DM) concerned, this folder will be a reference, a type or family of DM

1. administrative information related to the company Date Update: 27/09/2017
Date of issue: 27/09/2017

1.1 [Name: Laboratoires EUROMEDIS

1.2 |Full address: Tel: + 33 344738360
Z.I. la Tuilerie Fax: + 33 344735732
60290 NEUILLY - UNDER - CLERMONT e-mail: euromedis@euromedis.fr

Website: www.euromedis.fr

1.3 [Coordinates of the corresponding

materiovigilance: Tel: + 33 344738360
Mr. Eddie ZERBIB Fax: + 33 344735732
Quality Manager le-mail: eddie.zerbib@euromedis.fr

2. information on device or equipment

2.1| Name: according to the nomenclature d' Europharmat®

2.2| Trade name:

SENSISKIN® BLUE-PURPLE POWDERFREE NITRILE EXAMINATION GLOVE 240 mm

2.3| Nomenclature code: 11882
2.4| Code PBDA * (ex if applicable TIPS):

2.5|Class of DM: Class I PPE category: Category ITT
Applicable EU directive: 93/42/EC Applicable EU directive: 89/686/CE
i . C C .
C;;Wd'"q To annex Ho.: IX Chapter 3 and Chapter 3 According to annex No.: Chapter IT article 11
Declaration of conformity EC Certificate CE0465 of the CIMAC

Date of first placing on the market in the EU: 2011-12

Manufacturer of DM: Laboratories EUROMEDIS

Applicable to the company manufacturer certificate: ISO 9001: 2008 and ISO 13485: 2003
Certifying body: LNE/G-MED_

Standards applicable to the medical device:
- Directive 93/42 EC for medical devices
EN 455-1/2/3/4 - non-reusable medical gloves
- Directive 89/686 CE for protection equipment individual
EN 374-1/2/3 - protective gloves against chemicals and micro-organisms
EN 420 - Gloves of protection General requirements and test methods
EN 388- Gloves of protection against mechanic risk
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DISPOSITIF MEDICAL

Description of the device (photo, drawing, dimensions, volume,...) : can be connected to the point 8 :
according to data sheef.

Glove blue-purple nitrile offering a very good resistance to chemical aggression and an amazing flexibility
allowing a touch of sensitivity

Ambidextrous examination glove is available in 5 sizes T5/6 - T6/7 -7/8 - 8/9 T-T9/10

Single use: Yes Food: Yes
Color: Blue - Violet Color code on the packaging: Yes, see size table.
Texture: rough distal end Origin: South East Asia
Shape: Ambidextrous Kit: No
Edge: rolls
Dimension of the device: (see annex 1)
Size Length in mm Width in mm Thickness in mm (:0.01)
Mini Cuff Palm Finger
T 5/6 XS 240 70-79 0.06 0.06 0.08
240 80-89 0.06 0.06 0.08
T 7/8 M 240 90-99 0.06 0.06 0.08
T 8/9 L 240 100-109 0.06 0.06 0.08
T 9/10 XL 240 110-119 0.06 0.06 0.08

2.7

References Catalogue :
For each reference specify :

REFERENCE:

Packaging / packaging

UCD (Control unit): the box

CDT (Multiple of UCD): quantity per carton
QML (Minimum delivery quantity): carton

The product Reference Units / Boxes / Units /

specification box carton carton
T5/6 127550 100 10 1000
T6/7 127551 100 10 1000
T7/8 127552 100 10 1000
T8/9 127553 100 10 1000
T9/10 127554 100 10 1000

2.8

Composition of the device and accessories:

Latex: No vulcanizing Agent: Yes
Presence of DEHP: No
Animal or biological product: No
* Nitrile
¢ Phenol
e Zinc oxide
* Sulphure
¢ Titanium dioxide
 Zinc dibutyldithiocarbamate
 Potassium hydroxide
Devices and accessories associated with list. NA
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Characteristics of the reference:

Standard | Test Results
93/42/CE
EN 455-1 Sealing Level 1 inspection: AQL = 1.5
EN 455 - 2 Minimum breaking force
-Before aging accelerated 6.2>N
-After aging accelerated: 6.1>N
EN 455 - 3 Residual powder rate <0.1 mg/glove
EN 455 - 4 Determination of shelf life 5 years
IS0 10993-1 Cytotoxicity Compliant
Sensibility Compliant
Irritation Compliant
89/686/CE
EN 374-1 Terminology Compliant
EN 374 - 2 The water leak test Compliant
EN 374 -2 Air leak test Compliant
EN 374 -3 (L) Sulphuric acid 96% > 30 min index 2
(K) Hydroxyde sodium40%: > 30 min index 2
(6) Diethylamine > 30 min index 2
(J) N-Heptane > 30 min index 2
(P) hydrogen Peroxide 30% > 30 min index 2
(O) Ammonia 25% > 30 min index 2
EN 420 Size and dimension OK
EN 388 Abrasion resistance Level O
Cut Resistance Level O
Resistance to tearing Level O
Puncture resistance Level O
IS0 10993-1 Cytotoxicity Compliant
Sensibility Compliant
Irritation Compliant
ASTM D 6978-05 Chemotherapy drugs fest Tested see pageb
ASTM F 1671-07 Bacteriological and viral penetration Tested see pagelO
Food
compliance with regulations on
Directive 2002/72/EC of 6/08/2002 | -Test of overall migration materials of materials and
equipment in contact with
foodstuffs

Results of the report PN94809A (page 5) of the test of

CYTOTOXIC

Index to permeation

Carmustine (BCNU), 3.3 mg/mi (3,300 ppm)

Cisplatin, 1.0 mg/ml (1,000 ppm)

Cyclophosphamide (Cytoxan), 20.0 mg/ml (20, 000ppm)

Dacarbazine (DTIC), 10.0 mg/m1(10,000 ppm)

Doxorubicin Hydrochloride, 2.0 mg/mi (2,000 ppm)

Etoposide (Toposar), 20.0 mg/m1 (20,000 ppm)

Fluorouracil, 50.0 mg/ml (50,000 ppm)

Paclitaxel (Taxol), 6.0 mg/mi (6,000 ppm)

ThioTEPA, 10.0 mg/m1 (10,000 ppm)

Methotrexate, 25 mg/ml, (25,000 ppm)

Mitomycin C, 0.5 mg/ml (500 ppm)

Vincristine Sulfate, 1.0 mg/m1 (1,000 ppm)

Ifosfamide 50.0 mg/ml (50,000 ppm)

Mitoxantrone 2 mg/ml (2,000 ppm)

ermeation according to the ASTM D 6978 (EN 374-3)

Tableau 1 — Indices de performance 4 la perméation

Temps de passage mesuré | Indice de performance
(min) ala permeation

>0 !
>3 2
>60 3
>10 4
>U) §
>480 §
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2.9 |Area - directions:
Use: Medical and industrial
Information: Chemical-resistant glove review

3 sterilization process:

Sterile DM: No

4. conservation and storage conditions

Normal conditions of preservation & storage: should not be exposed to moisture and sunlight
Special precautions: single use

Duration of validity of the product: 5 years

Presence indicators temperature there is: NA

5. operating safety

5.1{ Technical security : Comply with standards EN 455-1/2/3/4, EN 374-1/2/3, EN 420 and EN 388
5.2

Biological safety: NA

6. usage tips
6.1 | Instructions: NA

6.2 [Information: (destination CE marking) Protection of the patient and of the user during care

6.3 [precautions: Do not open with an object cutting
6.4 | Contre - Indications: NA

7. additional information on the product

Bibliography, report clinical trials, or pharmaco-economic studies, improvement of service: specific

recommendations of "use (support restrictions, technical platform, the operator qualification, etc.)...:
All the information in the technical dossier

[+3)

. list of appendices to the file (if there is one)

- Permeation for cytotoxics
- Viral Penetration
- CE certificate cat IIT CIMAC
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Testing. Dw:!nplncnt. Problem 5Solving. ARFICH RUEER CEVELCPREHS LAB NI e

Mairch 24, 2011

= TEST REPORT -
PN 94809 A

CHEMICAL ANALYTICAL SERVICES
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Pagse 1 af 4 — PN 84808 A

SUB.IECT: Permeation tealing par ASTM D 8878085 an sample submifted by the above company

RECEIVED: Glove sample idenfified as Man-Sianie Blue Powder Free Nitrlie Examinabion Gloves = Cobalt Blus,
Production Date Juns 10, 2010, Batch# 016105427, Size Medium.

NG E ¥ DRUGS:
Table 1. Listolthe Testing Shemotherapy O
TESTING CHEMOTHERAPY DRUGS CHEMICAL SDURCE

| Carboplatin Teva: Lot T0056LA Exs:nrath:ln 0a/Z012.
Canmustine [BENU] | Briswol-nyers, Lotk DETO04A; Explration 05/2013
Ers.plﬂtln Tewa: Lokt 10GEA3KA F_leratlun 012013
Cyclophoaphamide [Cytexan) Sigrma, Lot O7EK1553, Expiraton 1262011
Cacarbazine (OTIC) Haspira, Lot# ROZZ22344; Exgiratan 052012
Croxonubicin Hydrochiorde Ben Venue, Low 1827762 Expiration (/2012
Etoposide (Toposar) Tews; Lokt 513110018, Expiration 0272013
Flucrouracl APP; Lotk 5100345, Explration 1272011
ltosfamide Baxter, Lot 0F337A; Expiration 0872013
Methoirexate intas | Lom K5340, Expiraticn 472011

Mitomycin € S’nga Lok 0481086, Expiration /3012
Mitaxanirane Sigma, Lat 05001241, Expiration 1272013
Packtze| | Taxol, Hospira, Lot W1SASERAR. Exp, Dar2011
Thictepe USF; Lot# |, Catalog# 65400, Expiration 122011 |
Vincristing Sulfata IJSF‘; Lot 30J245 Expiration 0872012

www.ardl.eam

2B37 Gilchist Rd: | Akron, Ohio 44305 | answeregDandl.com
Tedl Fres [B00) B30-ARDL | Workdwide (330) 704-6500 | Fax (230} 7245810
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Paga 2 .of 4 - PN S4808 A

I:DLLE[:] I MEDIA;
Tabie 2 Collechion Media for Testing Chemaotherapy Drugs
TEST CHEMICAL AND CONCENTRATION = COLLECTION MEDILM
Carbaoplating 10 mgmi (10,000 ppm) Destilled Waler | —_y
Camusting {BCNLUY, 3.3 mgiml {35,300 ppm) 10% Ethanal Agueous Solution
| Cisplatin, 10 mgimi (1,000 ppm) Destilled Water =
Cyelophospharmics (Cytoxan), 20.0 mgiml (20, 000ppm ) Dasiilled Viats:
Dacarbaznng (DTIC), 10.0 mgiml {10,000 ppm) Deatilied Vatar
Dioxonehicin Hydrochioride: 2.0 mgimi (2 000 ppm) Crestilbed Water
| Eloposica [Toposar), 20.0 mp/ml (20,000 ppm) Degtilled \Wates —
Flugrouracil, 500 mgfml (50,000 ppm) 820 pH Sodium Hydrovids Solution
fesfanvde, 50.0 mg/ml (50.000 ppm) Dasiilled WWaler
Mathotrexate, 26 mgfmi, (25,000 ppri) Destilled Vi ater
Mitamyzin C 0.5 mgiml (500 ppmyj Degtilled \ietes
Mitoxantrone. 2 mafim! (2,000pem) Crstilied Viater
Paclitseel {Tawsl), 8.0 mg/mi (5,000 pom) 30% Methanal Aguecus Saluticn
Thinteps, 10.0 ma!ml {10,000 ppm} Destillad VWater
Vincratine Sultate, 1.0 mgdmi (1.000 ppm) Distilizd VWater

DETECTION METHOD OF CHEMICAL PERMEATION: UVAIS ABSORPTION SPECTROMETRY:

Imairemeant

Perkin Elmar UVAIS Spectrometer Lambda 25

LWVIVIS Absorption Specrometry was wied [0 measure the absarbance of fest chemicals which permested throwugh
the specimans into the collection medium. The coliection medium was clroulatad na ciosed loop at 11 mifrminule of
flow rate hrowgh the testing penod.  Data collection was performed according 1o the programmed scheduls by means
of LV Winlab softwere from the Perkin Elrmer Corporation. The st of the charactaristic wavelanging is shawn below

Takle 3. Charactenistic Wavelangths used in UNVWYIS Absarption Specromelry

TESTING CHEMOTHERAPY DRUGS WAVELENGTH (nm)
Carboplatin 182
Carmustine aag
Cisplatin 155 d
Cyclophosphamide [ Cytoxan) 200
Dacarbazine (OTIC) 320
Doxorubicin Hydrochionde 232
[ Etaposide (Toposar] 205
Fluprouracs 2689
ifesfamde (ifex) 200
hiathoirexate a0a
Mitamycin C 27
Mitgxantions 242
Paciaxed (Taxol) : 231
Thicieps === _— : 123
Vincristine 220 = I
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Page 3 of 4 — PN 94308 A

TESTING CONDITIONS:

Standard Test Method Us=sd: ASTM D &87E-05
Daviation From Standand Test Method Used 1° Permaation Call
Analytical Method UYAAS Spectromedry
Testing Temparature 35.0% £ 2.0

Caollection System: Closed Loop

Specimen Arga Expoaed 5.067 e

Satected Data Poinis, 25Nest

Mumber of Specimeans Tested: ANest

Location Sampsed From: Cuff area
Comments/Cther Conddions Magnebe st bar was used in the sampling chamber

SAMPLE CHARACTERISTICS!

_Mmmanmim{mg_[mns an; Non-Starile Elue Powder Free Nitrile Examination

[ Testing Thickness {mm) | Average Weight!/Unkt Area

| ____ Chamotharapy Drugs M. | W [k (i) (gimz) .
Eﬁ!‘E’PE!B’"" g.060 | 0058 0.058 £.058 | -
[ Cammusing 0.054 | 00567 0.085 | L0585 : 55,2
GI!-EI-IH-“I'I 0.055 0058 | OS5 0055 | 552
| Cyclephosphamide {Cyioxan| 0.0a7 Q056 | 0053 0,055 | B2

' _Cacarbazine (OTIC) 0.055 0.085 Q0.057 0.058 _ e
| Daxorubicin Hydrochiarde 0082 | 0066 okl | Y] | 55.2

| Etoposikde (Topasary 0,057 2062 | 0053 | 2. 058 552

| Flugroursed 0056 | 0055 | 0.082 |  0.054 - 552
| ifasfamide (ifex) D058 | 0058 | 0088 0 057 : 557

| Mothotresate 0056 | 0053 | 0056 0.055 M-
| Mitomyein € [ 0054 | 0055 | 0@57 | o005 | T —
hitoxanirone £.055 0054 G057 aoes | 55,2

| Paciftavel | Tavol] 0058 | 0057 | o067 0.055 55.2
[ Thislepa DOs2 | O0ES | 0.0680 ey, 0000 683 000
Vincrigine | D057 | 0056 | 0052 opss | 55 2
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Fage 4 of £ — PH 84808 A

RESULTS:

F"mdm:um D'EI'I:E JIJI'I:E 18, EEI"ID Em:h# mmns.a.z? S-TEE Madlum

TEST CHEMOTHERAPY DRUG MLMIRALIRG AVERAGE
AND CONCENTRATION BREAKTHROUGH STEADY STATE OTHER
DETECTION TIME PERM. RATE OBSERVATIONS
{Specimen1iZi3) 139':“&"1!!.'3]
" {Minutes) [mf:m Tminute)
Carboplating 10 mofml {10000 pon) Mo breakthrowah wup A Shaht awelling and
bo 240 min ] na degradation
Carmustine (BCNLUY, 3,3 mgim 1.82 I 24 Mederate suelling
13,300 ppm) 13,55 1 82 5 58 (222427T) and no degradation
Coplating 1.0 mgfmi (1. 000 pprm) bea breakthrough up T, Slight swalling and
1o 240 min. __No degradatian
Cyclophesphamide (Cyltoxan), 2000 | Ko breakthrough up A Slight swelling and
gl (20 000ppm) i 240 min. ne degradation
Decarbezine (DTS} 10.0 maimi Mo breskihrough up RIES Slight aweliing and
{10,000 ppm) e 240 min no degradation
Roxanshicin Hydrochloride, 2.0 Mo bregkinrobgh up A, Slight sweling and
mg/ml (2000 ppm) e 240 min ne degradation
Etoposide (Toposar), 0.0 mgimy Wo breakihraugh up s, Slight sweling and
(20 000 ppim) 16y 240 min o degradation
Fliorgusaall, 500 mg/ml {50,000 Mo breakthrough up MA Elrgh't swaling and
PV, . T S e Iy 240 min, ) ____ho degradation
Ifesiarmide, 0.0 mgéml {50,000 ppmi | Ko breakthrough up e Ellght swaliing and
i 240 min 0 gegradaiion
Methotraxate, 25 ma'ml, (25,000 Mo breakthrough up [ETEY Slight gwelling and
pam) b 2490 e no segradaEing
Mitormycin C; 0.5 mg/mé {200 ppm} Wo breskthrough up A Shigyhit sweiiing and
b 240 rmin no cegradstion
Mitoxastane, 2 mgiml (2 000ppm) Wi Braaktwaugh ug A Stight swalling and
bor &40 min, no degradation
Paclitaxel (Tazol), 5.0 mgiml [5.000 Mo breakthrough up A Modarate swalling
ppmi I 240 min, and no degragaton
Thiotepa, 10.0 mgéml (10,000 ppm) .83 ia Slight swelling and
(308 5.38.0.83] e e o o degradation
Winaristing Sulfate, 1.0 mgeml (1000 | No breakthraugh ug A Shight swelling and
ppm| bg 240 min, nio degradation

I

j;_ Ln@c/m?

Tiffary Ana €. Barbur, M.§,
Barie Tachnidan Managar
Prarmacaubical Eavices Chemcal, Microtalogical & Phamacaulical Seniozs

ARROM RUBBER DEVELOPRMENT LABORATORY, INC.
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DISPOSITIF MEDICAL

ASTM F 1671-07 : Test de Pénétration Viral et Baotégique
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AN.C.L Servizi S.r.. CIMAC ACCREDIA;

a80ci0 unico ﬂ
Sede legale e amministrativa 0 Centro Italiano = o
20149 MILANO E Materiali di Applicazione

‘T’iﬂé‘?mggf 2,21 Calzaturiera PRDN® 01718

Fax 02. 48008833 Membro degli Accordi di Muluo Riconoscimento
Cap. Soc.: € 10.400 i.v. EAJAFSILAG

C.F./P1.:07195040180 Signatory of EA, IAF and ILAC

Reg. Imprese n° 229059 Mutual Recognition Agreements.

Trib. di Milano
R.E.A.n° 1147818
Sede operativa: 27028 VIGEVANO (PV) - C.so G. Brodolini, 19 - Tel. 0381.84722 - Fax 0381.78383 - E

il: info@ci line.com - I : http://www.cimaconline.com

According to the EEC instruction 89/686 dated 21st of December 1989, concerning the standardisation of
legislation of ali Member Countries with regards to individual protection system and the relative legislative
decree datred 4th of December 1992, N°. 475,

A.N.C.I. Servizi s.r.l. a socio unico - C.I.LM.A.C. section
CENTRO ITALIANO MATERIALI DI APPLICAZIONE CALZATURIERA
Authorized with the decree issued by the Ministry of Industry of the Italian Republic
On the 11" of October 2000 — Community identification N°. 0465

grants:

CLOSURE REPORT OF EC CERTIFICATION
N° 0162/23853/16 - 00862C

MODULE C2 - EC TYPE CONFORMITY BASED ON INTERNAL
PRODUCTION CONTROL WITH TESTS MADE UNDER
CONTROL OFFICER AT RANDOM INTERVALS

For the following model of personal protective equipment of Cat. IlI:

Protective glove against chemicals and micro organism - Article
"SENSISKIN bluple nitrile glove 240 mm"

Manufacturer (see notes):
LABORATOIRES EUROMEDIS

ZA DE LA TUILERIE
60290 NEUILLY SOUS CLERMONT

The validity of the closure report shall be subject to surveillance activities provided for by Directive 89/686/EEC,
to be implemented within 12 months from the issue date specified below.

Vigevano, 23 May 2017

— 7%
Respénsi 9Z(C.erﬁfic [0 2 ve
-Br.$andro-Mil i<

Closure report of EC Certification N° 0162/23853/16 - 00862C dated 23/05/2017 - Page: 1 of 5 — M52 Rev.0 06.03.17
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AN.C.I Servizi S.r.l. ( j ( j
a soC10 umco IMA_ CCREDIA
Sede legale e amministrativa |I|I o Centro Italiano LENTE ITALIANO DI ACCREDITAMENTO ©

20149 MILANO
Via Monte Rosa, 21
Tel. 02.438291

Materiali di Applicazione

Calzaturiera PRD N° 01718

Fax 02. 48008833 Membro degli Accordi di Mutuo Riconoscimento
Cap. Soc.: € 10.400 i.v. EA, IAF e ILAC

C.F./P1.: 07199040150 Signatory of EA, IAF and ILAC

Reg. Imprese n° 229059 Mutual Recagnilion Agreements

Trib. di Milano

RE.A.n° 1147818
Sede operativa; 27028 VIGEVANO (PV) - C.so G. Brodolini, 19 - Tel. 0381.84722 - Fax 0381.73383 - E-mail: info@cimaconline.com - Internet: http://www.cimaconline.com

1. Description of personal protective equipment:

Category of PPE: third category

Attestato di certificazione CE del tipo 0162/23853/16

Type of PPE: Protective glove against chemicals and micro organism
In compliance with EN 374: 2003 Part | Il and Il

Protection against anti neoplastic agents

Model of glove: glove with five fingers

Size range: from 6 to 11

Manufacturing: dipped
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¥; rz‘:‘:‘;eaggfa- 21 Calzaturiera PRON° 0171 B

Fax 02. 48005833 Membro degli Accordi di Mutuo Riconoscimento
Cap. Soc.: € 10,400 i.v. EAIAF8 ILAG

C.F./P1.:07199040180 Signatory of EA, IAF and ILAC

Reg. Imprese n° 229059 Mutual Recognition Agreements

Trib. di Milano

RE.A.n° 1147818
Sede operativa: 27029 VIGEVANO (PV) ~ C.so0 G. Brodolini, 18 - Tel. 0381.84722 - Fax 0381.73383 - E-mail: info@cimaconline.com - Internet: http://www.cimaconline.com

2. The tests and the examinations to verify the conformity of the article (in compliance with
art. 11A of Directive 89/686/EEC — Decision 768/08/EC Module C2) are performed applying
the following harmonized standards:

Standards applied:

A - EN 420:2003 + A1: 2009 — General requirements for gloves.
B - EN 374:2003 part | li e lll — Glove against chemicals and micro organism
C - EN 388:2016 — Protective gloves against mechanical risk.

3. The results of tests and examinations are contained in the following test reports:
C.LMA.C. 2017/0936 - RP - 2-RP-1 Dated 23 of May 2017

4. Requirements of the personal protective equipment:

Based on the test carried out, the model of PPE examined is conform to the model described in
the CE type certificate and that there is uniformity in production activities.

The model of Protective glove against chemicals and micro organism - Article "SENSISKIN bluple
nitrile glove 240 mm" conforms:

- the requirements of EN 420:2003 + A1 2009 standard, points 4.1, 4.2, 4.4, 5 and 5.2;

- the following permeation levels as specified in EN 374:2003 Part | standard;

Performance level

Diethyl amine 2
Sodium Hydroxide solution 40% 2
Sulphuric acid solution 96% 2

- the performance levels as specified in prospectus 1 of EN 388:2016 standard;

Performance level

6.1 Abrasion resistance 0
6.2 Cut resistance 0
6.3  Tear resistance 0
6.4  Puncture resistance 0
5.2  Dexterity 5

In the model of Personal Protective Equipment and its components was not detected the presence
of dangerous substances listed in Annex XVII of Regulation 1907/2006/EC and subsequent
amendments and additions.
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Trib. di Milano
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Sede operativa: 27020 VIGEVANO (PV) - C.s0 G. Brodolini, 18 - Tel. 0381.84722 - Fax 0381.73393 - E-mail: info@ci line.com - I : http://www.cimaconline.com

5. Marking of the personal protective equipment:

The following information is provided on the box containing the gloves:

- the C € mark

— the identification of Competent Body: 0465

— the article code: SENSISKIN bluple nitrile glove 240 mm
- the manufacturer name: LABORATOIRES EUROMEDIS
— the glove size

— the symbols concerning the protection provided: Protective gloves against chemicals and
micro-organisms.

— the permeation performance levels as specified in EN 374:2003 Part | standard:

Performance level Code
Diethyl amine 2 G
Sodium Hydroxide solution 40% 2 K
Sulphuric acid solution 96% 2 L

- the performance levels as specified in prospectus 1 of EN 388:2016 standard;
Performance level

6.1 Abrasion resistance 0
6.2  Cut resistance 0
6.3  Tear resistance 0
6.4 Puncture resistance 0
5.2  Dexterity 5
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DISPOSITIF MEDICAL
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Sede operativa: 27020 VIGEVANO (PV) - C.so G. Brodolini, 19 - Tel. 0381.84722 - Fax 0381.733983 - E-mail: info@ci line.com - I : http://www.cimaconline.com
6. Notes:

“making available on the market' shall mean any supply of a product for distribution, consumption or
use on the Community market in the course of a commercial activity, whether in return for payment or
free of charge.

- "placing on the market' shall mean the first making available of a product on the Community market.

- "manufacturer" shall mean any natural or legal person who manufactures a product or has a product
designed or manufactured, and markets that product under his name or trademark.

- authorised representative" shall mean any natural or legal person established within the Community
who has received a written mandate from a manufacturer to act on his behalf in relation to specified
tasks.

- "harmonised standard" shall mean a standard adopted by one of the European standardisation bodies
listed in Annex i to Directive 98/34/EC on the basis of a request made by the Commission in
accordance with Article 6 of that Directive.

— "accreditation" shall mean an attestation by a national accreditation body that a conformity assessment
body meets the requirements set by harmonised standards and, where applicable, any additional
requirements including those set out in relevant sectoral schemes, to carry out a specific conformity
assessment activity.

— "conformity assessment’ shall mean the process demonstrating whether specified requirements
relating to a product, process, service, system, person or body have been fulfilled.

- 'recall" shall mean any measure aimed at achieving the return of a product that has already been
made available to the end user.

- "withdrawal" shall mean any measure aimed at preventing a product in the supply chain from being

made available on the market.

- ( € marking" shall mean a marking by which the manufacturer indicates that the product is in
conformity with the applicable requirements set out in Community harmonisation legislation providing
for its affixing.

- The content of this EC Type-Examination Certificate is referred to the tested personal protective
equipment only.

— This EC Type-Examination Certificate may be integrally duplicated; the copy must be faithful, legible (if
pint size) and must contain the bold caption “TRUE COPY”,

2017/0936-2-CEGC-2
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