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B BRAUN
SHARING EXPERTISE

Va§co®Sensitive 5
MANUSI DE EXAMINARE SI DE PROTECTIE NESTERILE / FISA DE DATE

",

B. Braun Melsungen AG confirma faptul ca
Manusile Vasco® Sensitive respecti urmitoarele standarde, directive si reglementari:

Certificate CE si Standarde aplicate

Dispozitiv medical clasa I conform Regulamentului privind dispozitivele medicale (UE) 2017/745

EN 455 1-4, ASTM D3578

Echipament de protectie individuala Categoria III conform Regulamentului privind echipamentul de protectie
individuala

(UE) 2016/425

EN 420, EN 374, EN 16523, ISO 16604, ASTM F1671

Certificate de calitate
ISO 9001, ISO 13485

Informatii si declaratii de conformitate in conformitate cu PPER (UE) 2016/425:

www.bbraun.com/gloves-declarations-of-conformity

https://www.sritranggloves.com/en/update/document

Sri Trang Gloves (Thailand), Public Company Limited
d 10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110, Thailand
Www.sritranggroup.com

Digitally signed by Sarco Alexandru
B. Braun Melsungen AG Date: 2022.10.11 14:14:16 EEST

Dr. Hans-Ulrich Gaudin /semnatura indescifrabili/ Reason: MoldSign Signature
Location: Moldova

Sef afaceri globale de reglementare OPM Germania
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B BRAUN
SHARING EXPERTISE

5 Vasco® Sensitive
MANUSI DE EXAMINARE SI DE PROTECTIE NESTERILE / INFORMATII DE
REGLEMENTARE

Informatii referitoare | MDR (EU) 2017/745 (CLASA I), EN 455

la dispozitivele M € a0
mD] @ K &
. 10
Conformitate "
. < Qr Conformitate la contactul cu alimentele conform 1935/2004 / CEE
alimentara

Informatii referitoare C €
la echipamentele de 2777 Regulamentul PPE (UE) 2016/425 (Cat. III); EN 420: 2003 + A1:2009

protectie personala

Testat in EN 374-1:2016
conformitate cu: Nivel de EN 374-4:2013
ISO 374-1/Tip B Litera cod Test chimic permeabilitate degradare medie
K Hidroxid de sodiu 40% Nivel 6 -18,2 %
DII P Peroxid de hidrogen 30 % Nivel 3 3.3%
“ T Formaldehida 37 % Nivel 5 -28.2 %

Testat conform EN 16523-1:2015

Niveluri de performanta conform EN 374-1:2016 + A1:2018 1 2 3 4 5 6
Timpi de descoperire masurati (min.) >10 > 30> 60> 120> 240> 480

Nivelurile de degradare indicd modificarea rezistentei la punctie a manusilor dupa expunerea la substanta chimica
provocati. NOTA: in cazul in care specimenele testate au dat o fortd de punctie crescutd dupd expunerea chimica,
rezultatul este raportat ca o degradare negativa.

150 374-5:2016

&)1

VIRLS

AQL 1.5
Rezistentd la bacterii si ciuperci - trecut
Rezistenta la virus - trecut

EM 421:2010

Protectie Impotriva contaminarii radioactive cu particule.

Aceste informatii nu reflectd durata efectivd a protectiei la locul de munca si diferentierea dintre amestecuri si
substante chimice pure. Rezistenta chimicd si de penetrare a fost evaluatd in conditii de laborator din probe
prelevate numai din palma si se referd numai la substanta chimica testata. Poate fi diferit daca substanta chimica
este utilizatd Intr-un amestec. Se recomanda sa verificati dacd manusile sunt potrivite pentru utilizarea prevazuta,
deoarece conditiile de la locul de munca pot diferi de testul de tip in functie de temperaturd, abraziune si degradare.
Cand sunt utilizate, manusile de protectie pot oferi o rezistentd mai mica la substanta chimica periculoasa din cauza
modificarilor proprietétilor fizice. Miscarile, blocarea, frecarea, degradarea cauzatad de contactul chimic etc. pot
reduce semnificativ timpul efectiv de utilizare. Pentru substantele chimice corozive, degradarea poate fi cel mai
important factor de luat in considerare in selectarea manusilor rezistente la substante chimice. Inainte de utilizare,
inspectati manusile pentru eventuale defecte sau imperfectiuni.
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B BRAUN
SHARING EXPERTISE
Vasco® Sensitive
MANUSI DE EXAMINARE SI DE PROTECTIE NESTERILE / FISA DE DATE

MARIME REF DIMENSIUNI MANUSI (EN 455)
100/90* BUC. litimea palmei lungime totali
XS 6067500 <80 mm
S 6067526 80+ 10 mm
6067549 95410 mm >240 mm
L 6067565 110 + 10 mm
XL* 6067590 >110 mm
PROPRIETAII FIZICE Specificatii minime Valoare tipici
Grosime perete Deget 0.08 mm 0.14 mm
Palma 0.08 mm 0.12 mm
Manseta 0.08 mm
Forta la rupere (conform | Pe durata valabilitatii 6N 8.IN dupé uzura
EN 455)
Alungire la rupere Tnainte de uzuri 650% 816%
(conform ASTM D 3577) | Dupa uzurd 500% 916%
Rezistentd la tractiune | Inainte de uzura 18MPa 28 MPa
(conform ASTM D 3577) | Dupi uzurd 14MPa 25 MPa
DESIGN MANUSA Culoare Alb natural
degete drepte, potrivire
Forma ambidextra
Manseta Margini rulate, manseta
obisnuita
Finisaj suprafata Deget texturat
Suprafata interioard | acoperit cu polimer, fara
manusa pulbere
Suprafata exterioard | clorurat
manusa
MATERIAL MANUSA Continut de proteine < 50
ng/g
Cantitatile mai mici nu
sunt considerate a fi
fiabile, avand in vedere
variatia preconizatd a
procesului in fabricarea si
Latex de cauciuc natural | testarea interlaboratorie
(NRL) (EN 455-3:2020)
contine latex de cauciuc
natural care poate
provoca reactii alergice,
inclusiv reactii
Risc de alergie la latex anafilactice
ACCELERATORI Zinc-ditiocarbamat
Fard tiurame si mercaptobenzotiazoli MBT
Pachet dozator 100/90 buc. 240 x 122 x 65 mm (L x Wx H)
Cutie de transport 10 pachete de dozator 340 x 249 x 250 mm (L x W x H)
Durata de valabilitate 3 ani
Depozitati la temperatura
camereli,
Protejati de praf, umiditate,
Conditii de depozitare lumina solara si 0zon
Ambalajul este facut din
‘n’ material reciclat.
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5 Vasco® Sensitive 5
MANUSI DE EXAMINARE SI DE PROTECTIE NESTERILE / PROPRIETATI

DE BARIERA — COMPONENTE CHIMICE

Testat de SATRA, Regatul Unit in conformitate cu
EN 16523-1: Determinarea rezistentei materialului la permeabilitatea chimica.

B BRAUN

SHARING EXPERTISE

Componenta chimica

Nr. inregistrare CAS

Nivel realizare

Timp raspuns

permeabilitate

Acetona 67-64-1 nerecomandat imediat
Acetonitril 75-05-8 nerecomandat imediat
Cloroform 67-66-3 nerecomandat imediat
Diclorometan 75-09-2 nerecomandat imediat
Dietilamina 109-89-7 nerecomandat imediat
Dietil eter 60-29-7 nerecomandat imediat
Dimetilsulfoxid DMSO 67-68-5 nerecomandat imediat
Etanol 70 % 64-17-5 nerecomandat imediat
Bromura de etidiu 1% 1239-45-8 nivel 6 > 480 min
Acetat etilic 141-78-6 nerecomandat imediat
Formaldehida 37 % 50-00-0 nivel 5 > 240 min
Benzina 8032-32-4 nerecomandat imediat
Heptan-n 142-82-5 nerecomandat imediat
Hexan-n 110-54-3 nerecomandat imediat
Peroxid de hidrogen 30 % | 7722-84-1 nivel 3 > 60 min
Metanol p.a. 67-56-1 nerecomandat imediat
Acid azotic 10% 7697-37-2 nivel 1 > 10 min
Acid azotic 65% 7697-37-2 nivel 1 > 10 min
Hidroxid de sodiu 40% 1310-73-2 nivel 6 > 480 min
Acid sulfuric 47% 7664-93-9 nivel 1 > 10 min
Acid sulfuric 96% 7664-93-9 nivel 1 > 10 min
Toluena 108-88-3 nerecomandat imediat
Tricloretan 71-55-6 nerecomandat imediat
Xilen 95-47-6 nerecomandat imediat
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Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA, FRANCEZA si
ITALIANA in temeiul autorizatiei nr. 17602, eliberatd de Ministerul Justitiei din Romania, certific exactitatea traducerii
efectuate din limba ENGLEZA in limba ROMANA, céa textul prezentat spre traducere a fost tradus in intregime, fara

omisiuni, si cd, prin traducere, inscrisului nu i-au fost denaturate continutul si sensul.
Traducator si interpret autorizat,

Valerica Patru (17602)

ustitiel

pret autorizat
: a, ltaliand
Hripbhia TT17602

7{/\/ LA
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B/ BRAUN

SHARING EXPERTISE

® " n
Vasco® Sensitive
NON STERILE EXAMINATION AND PROTECTIVE GLOVES | DATA SHEET

B. Braun Melsungen AG confirms that
Vasco® Sensitive gloves comply with the following standards and regulations:

EC CERTIFICATES AND Medical Device Class | according to Medical Device Regulation (EU) 2017/745

APPLIED STANDARDS
EN 455 1-4, ASTM D3578

Personal Protective Equipment Category Il according to Personal Protective Equipment Regulation
(EU) 2016/425

EN 420, EN 374, EN 16523, ISO 16604, ASTM F1671

QUALITY CERTIFICATES ISO 9001, I1SO 13485
PERSONAL PROTECTIVE Information and Declaration of Conformity according to PPER (EU) 2016/425:
EQUIPMENT

www.bbraun.com/gloves-declarations-of-conformity

https://www.sritranggloves.com/en/update/document
Sri Trang Gloves (Thailand), Public Company Limited

“ 10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110, Thailand
www.sritranggroup.com

B. Braup Melsungen AG

Dr. Hans-Ulrich
Head of Global Regulatory Affairs OPM Germany
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B/BRAUN

SHARING EXPERTISE

® " n
Vasco® Sensitive
NON STERILE EXAMINATION AND PROTECTIVE GLOVES | REGULATORY INFORMATION

MEDICAL DEVICE
INFORMATION

MDR (EU) 2017/745 (CLASS 1), EN 455

S &
mp] @ 2K 4 f

FOOD COMPLIANCE

Q'r Conformity for food contact according to 1935/2004/EEC

PERSONAL PROTECTIVE
EQUIPMENT INFORMATION

C € 2777

PPE Regulation (EU) 2016/425 (Cat. Ill); EN 420:2003+A1:2009

Tested in accordance with: Code Test chemical EN 374-1:2016 EN 374-4:2013
IS0 374-1/Type B letter Permeation level Mean degradation
K Sodium hydroxide 40% Level 6 -18,2%
[E P Hydrogen peroxide 30% Level 3 3,3%
- T Formaldehyde 37 % Level 5 -28,2%
Tested acc. to EN 16523-1:2015
Performance levels acc. EN 374-1:2016 +A1:2018 1 2 3 4 5 6
Measured breakthrough times (mins) >10 >30 >60 >120 >240 >480
Degradation levels indicate the change in puncture resistance of the gloves after exposure to the
challenge chemical. NOTE: Where the test specimens gave an increased puncture force after che-
mical exposure, the result is reported as a negative degradation.
ISO 374-5:2016 AQL < 1.5
Resistance to bacteria and fungi pass
Dﬂ Resistance to virus pass
VIRUS

This information does not reflect the actual duration of protection in the workplace and the differentiation between mixtures and
pure chemicals. The chemical and penetration resistance has been assessed under laboratory conditions from samples taken from the

palm only and relates only to the chemical tested. It can be different if the chemical is used in a mixture. It is recommended to check
that the gloves are suitable for the intended use because the conditions at the workplace may differ from the type test depending on
temperature, abrasion and degradation. When used, protective gloves may provide less resistance to the dangerous chemical due to
changes in physical properties. Movements, snagging, rubbing, degradation caused by the chemical contact etc. may reduce the actual
use time significantly. For corrosive chemicals, degradation can be the most important factor to consider in selection of chemical
resistant gloves. Before usage, inspect the gloves for any defect or imperfections.
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Vasco® Sensitive
NON STERILE EXAMINATION AND PROTECTIVE GLOVES | TECHNICAL DATA

B/BRAUN

SHARING EXPERTISE

SIZE REF GLOVE DIMENSIONS (EN 455)
100/90* ps. Width of palm Total length
XS 6067500 < 80mm
S 6067526 80 £ 10 mm
M 6067549 95 + 10 mm > 240 mm
L 6067565 110 + 10 mm
XL 6067590 > 110 mm
PHYSICAL PROPERTIES Min. specification Typical value
Wall thickness Finger 0.08 mm 0.14 mm
Palm 0.08 mm 0.12 mm
Cuff 0.08 mm
Force at break During shelf life 6N 8.1 N after ageing
Elongation at break Before ageing 6509% 816 9%
After ageing 500% 916%
Tensile strength Before ageing 18 MPa 28 MPa
After ageing 14 MPa 25 MPa

GLOVE DESIGN

Colour

Shape

Cuff

Surface finish
Inner glove surface
Outer glove surface

natural white

straight fingers, ambidextrous fitting
rolled rim, regular cuff

fingertip textured

polymer coated, powder-free
chlorinated

GLOVE MATERIAL

Natural rubber latex (NRL)

Latex allergy risk

Protein content < 50 pug/g

lower claims are not considered to be reliable given the expected
process variation in manufacture and inter-laboratory testing
(EN 455-3:2020)

containing natural rubber latex which may cause allergic reac-
tions including anaphylactic reactions

ACCELERATORS

Zn-dithiocarbamate

Free of thiurames and mercaptobenzothiazoles (MBT)

LOGISTIC INFORMATION

Dispenser pack
Transportation carton
Shelf life

Storage conditions

9y
e

240x 122 x 65 mm (Lx W x H)
340 x 249 x 250 mm (L x W x H)

100 / 90 pes.
10 dispenser packs
3 years

store at room temperature,
protect from dust, humidity, sun light and ozone

Packaging is made from recycled material
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B/BRAUN

SHARING EXPERTISE

® ] ]
Vasco® Sensitive
NON STERILE EXAMINATION AND PROTECTIVE GLOVES | BARRIER PROPERTIES - CHEMICALS

Tested by SATRA, UK in accordance with

EN 16523-1: Determination of material resistance to permeation by chemicals.

CHEMICAL CAS REGISTRY NO. PERMEATION BREAKTHROUGH
PERFORMANCE LEVEL TIME
Acetone 67-64-1 not recommended immediate
Acetonitrile 75-05-8 not recommended immediate
Chloroform 67-66-3 not recommended immediate
Dichloromethane 75-09-2 not recommended immediate
Diethyl amine 109-89-7 not recommended immediate
Diethyl ether 60-29-7 not recommended immediate
Dimethylsulfoxide DMSO 67-68-5 not recommended immediate
Ethanol 70 % 64-17-5 not recommended immediate
Ethidium bromide 1% 1239-45-8 level 6 > 480 min
Ethyl acetate 141-78-6 not recommended immediate
Formaldehyde 37 % 50-00-0 level 5 > 240 min
Gasoline 8032-32-4 not recommended immediate
Heptane-n 142-82-5 not recommended immediate
Hexane-n 110-54-3 not recommended immediate
Hydrogen peroxide 30 % 7722-84-1 level 3 > 60 min
Methanol p.a. 67-56-1 not recommended immediate
Nitric acid 10% 7697-37-2 level 1 > 10 min
Nitric acid 65% 7697-37-2 level 1 > 10 min
Sodium hydroxide 40 % 1310-73-2 level 6 > 480 min
Sulphuric acid 47 % 7664-93-9 level 1 > 10 min
Sulphuric acid 96% 7664-93-9 level 1 > 10 min
Toluene 108-88-3 not recommended immediate
Trichlorethane 71-55-6 not recommended immediate
Xylene 95-47-6 not recommended immediate
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MANUSI DE PROTECTIE S| EXAMINARE
LATEX DIN CAUCIUC NATURAL | AMBIDEXTROUS | NESTERILE

VASCO® MANUSI DE EXAMINARE SI DE PROTECTIE PENTRU TRATAMENTUL PACIENTULUI

CONFORMITATE STANDARD

TMBRACARE Sl FIXARE

PROPRIETATI TACTILE

18

Vasco® manusi de examinare si de protectie sunt conforme cu
EN 420, 455 si 374, si sunt calificate pentru conformitatea
alimentara. Rezistenta chimica este testata pentru anumite
substante. (fisa de date: www.bbraun.com =» Cautare rapida
a produselor =» Prevenirea Infectiilor)

Captuseala interioara sintetica a Vasco® Sensitive si Basic
reduce frictiunea pe piele. Acoperirea interioara impreuna cu
bordura laminata asigura o manevrare usoara.

n zona degetelor, ménusile sunt texturate pentru a permite o
buna prindere fara a restrictiona proprietatile de alunecare,
adaptate pentru manipularea instrumentelor, precum si
pentru tratamentul pacientului.



MANUSI DE PROTECTIE S| EXAMINARE

Vascoe Sensitive

= manusi de examinare fara pulbere conform MDR (EU) 2017/745, EN 455

= manusi de protectie conform Regulamentului PPE EU 2016/425 (Cat. Ill),
EN 420, EN 374 (Tip B)

= clorurate si cu strat interior fara latex

= grosimea medie tipica a peretelui la palma :0.12 mm

SIZE SALES UNIT REF
XS 100 6067500
S 100 6067526 ~
hn‘\w

M 100 6067549
L 100 6067565 1S0 374-1:2016/Type B 150 374-5:2016 I

W @ @ S aais
XL 90 6067590

c € 2777

Vascoe Basic

= manusi de examinare fara pulbere conform MDR (EU) 2017/745, EN 455

= manusi de protectie conform Regulamentului PPE EU 2016/425 (Cat. Ill),
EN 420, EN 374 (Tip C)

= cu strat interior fara latex

= grosimea medie tipica a peretelui la palma : 0.09 mm

SIZE SALES UNIT REF

XS 100 6066608 S

s 100 6066616 an

M 100 6066624

L 100 6066632 s EE ', S
XL 90 6066640

c E 0534

Vascoe Powdered

= manusi de examinare conform MDR (EU) 2017/745, EN 455

= manusi de protectie conform Regulamentului PPE EU 2016/425 (Cat. |
EN 420, EN 374 (Type C)

= grosimea medie tipica a peretelui la palma : 0.09 mm

SIZE SALES UNIT REF

XS 100 6066502

S 100 6066526 E‘.

M 100 6066542

L 100 6066569 [:[il @Eﬁ] Q? —
XL 90 6066581

c € 2777
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SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000108
ad 1= No. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 80230 Thailand
Tel: (66) 74-471-471
Fax: (66) 74-201-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,

Hat Yai, Songkhla 90110 Thailand

Tel: (86) 74-344-863

Fax: (66) 74-344-677, 74-237-423, 74-237-832

1avil 10 5o 10 NUUWBSINUU Fuamalnn
Funomalnn Fandeasvan 50110 Ussinalng
wasInsAwn: 074-344-663

WoSWNG:  074-344-657, 074-237-423, 074-237-832

usan ASasulnawd (UsainAlne) 910A (Unasu)
n=Gouiavi 0107562000106
y- 1avil 110 nuuMINgeUaGe Fuaw=ad sunemalnn
Fandazavan 80230 Ussindlng
wesInsAwri: 074-471-471
wosWng:  074-291-650

X/
SRITRANG

GLOVES TTHANLAND

Konformitatserklarung
Declaration of Conformity

Wir

We

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Manufacturer according to Medical Device Regulation (EU) 2017/745

erklaren in eigener Verantwortung,
dass das/die Produkte

Vasco® Sensitive

Latex Untersuchungs- und Schutzhandschuhe
zum einmaligen Gebrauch. Unsteril. Beidhandig
passend.

Basis UDI-DI: 88591306LC01TD

(Artikelnummern siehe Anlage 1)

mit den Anforderungen der Medizinprodukte
Verordnung (EU) 2017/745
Uibereinstimmt/Ubereinstimmen

Konformitatsbewertungsverfahren
nach Artikel 52 Absatz 7
der oben genannten Verordnung

Klassifizierung
gemanl Anhang VIl der oben genannten
Verordnung
Klasse |

Bevollméchtigter in der Europdischen Union
(Artikel 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Deutschland

Des Weiteren erkldren wir in eigener

Verantwortung, dass oben genannte/s

Medizinprodukt/e die Anforderung zu
folgender EU Verordnung

hereby declare in our own responsibility
that the products

Vasco® Sensitive

Natural Rubber Latex examination and
protective gloves for single use. Non sterile.
Ambidextrous.

Basic UDI-DI: 88591306LC01TD

(article numbers see attachment )

are in conformity with the requirements of the
Medical Device Regulation (EU) 2017/745

Conformity Assessment Procedure
according to article 52 section 7
of the Regulation named above

Classification
according to annex VIII of the Regulation named
above
Class |

Authorized Representative for the European
Union (Article 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Furthermore, we declare in our own
responsibility that the above-mentioned
medical device/s meet/s the requirements of
the following EU Regulation

Page 1 of 3

This document and its contents are confidential of Sri Trang Gloves (Thailand) Public Company Limited only. Do not copy, discuss with or give to people not designated.



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pahtong,

Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-291-650

No. 10 Soi 10, Phetkasem Road, Hat Yai

Hat Yai, Songkhla 90110 Thailend

Tel: (86) 74-344-663

Fax: (66) 74-344-677, 74-237-423, 74-237-832

Javi 10 390 10 NUUIWBSINGU Fvamainng
unamalnni Fandeadvan 90110 Usainalne
wasInsAwn: 074-344-663

WoSIWING:  074-344-667, 074-237-423, 074-237-832

usun Asadulnawd (UsainAlne) 911a (UnTsu)
nadowiavi 0107562000106
Winawlned: 1avil 110 nUUNRYRUDTE suaw:ed Sunemalnn
Fandaauva1 90230 Us:inalny
wosinsAwri: 074-471-471
wosIWNG:  074-291-650

7/,

"~ GLOVES TIHANLAND

VERORDNUNG (EU) 2016/425 iiber
personliche Schutzausriistungen

erfiillt

Klassifizierung
Kategorie Il (hohes Risiko)

Benannte Stelle
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
[reland
Kennnummer 2777

Giiltig bis 18.05.2023

gemalf giltigem
EN ISO 13485: 2016 Zertifikat
Zertifikatsnummer: Q5 099188 0004 Rev. 05
Benannte Stelle: TUV SUD Product Service
GmbH
Glltig bis: 31 October 2023

ISO 9001: 2015 Zertifikat
Zertifikatsnummer: QS5 099188 0010 Rev. 02
Benannte Stelle: TUV SUD America Inc.
Glltig bis: 11 October 2023

EU-Baumusterprifungszertifikat: 2777/10466-
04/E04-01
Ausgestellt am: 15.04.2020
Glltig bis: 18.05.2023
Benannte Stelle: SATRA Technology Europe
Ltd.

Hat Yai, 2021-05-01

Natt u (/

Nattawut Promthong
Senior Assistant Technical Product Management

Regulation (EU) 2016/425 on personal
protective equipment

Classification
Category Il (high risks)

Notified Body
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
|dentification number 2777

Valid until 18.05.2023

according to our valid:

Certificate of EN ISO 13485: 2016
certificate number: Q5 099188 0004 Rev. 05
certification body: TUV SUD Product Service

GmbH
valid until: 31 October 2023

Certificate of ISO 9001: 2015
certificate number: QS5 099188 0010 Rev. 02
certification body: TUV SUD America Inc.
valid until: 11 October 2023

EU Type-Examination Certificate: 2777/10466-
04/E04-01
Issued on: 15.04.2020
valid until: 18.05.2023
Notified Body: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01

Aé{n/ ¢

Sureerat Choosri
Product Manager (Glove)

Page 2 of 3

This document and its contents are confidential of Sri Trang Gloves (Thailand) Public Company Limited only. Do not copy, discuss with or give to people not designated.
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SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usan Asasilinawd (UszinAlne) 91da (Unsu)

Registration number 0107562000106 naiouavi 0107562000106 /

Hendaquartar No. 110, Kanjanavanit Road, Pahtong, dwinaulnng 1avit 110 nUUMRYILITL Fuaws=m Sunemalnng
Hat Yai, Songkhla 90230 Thailand Fandaagvar 80230 Ussinalng //
Tel: (66) 74-471-471 wosInsAwn: 074-471-471 \ /
Fax: (66) 74-201-650 Wwedng:  074-291-650

Office No. 10 Soi 10, Phetkasem Road, Hat Yai, &linanu 1avil 10 20 10 NUUIWBSINGU Fvamalnng B)f]
Hat Yai, Songkhia 90110 Thailand Funamalnng Sandeauvan 90110 Usainalng (&SRU TRA NG
Tel. (66) 74-544-563 1wasTnsAwn: 074-044-663 GLOVES THAILAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 WOSIVING:  074-344-667, 074-237-423, 074-237-832

Anlage | / Attachment |

Art.-Nr. / Art. No. Produktname / Product name Klasse / Class Kategorie /
Category
6067500 Vasco Sensitive | 1
6067526 Vasco Sensitive | 1l
6067549 Vasco Sensitive | 1
6067565 Vasco Sensitive | 1l
6067590 Vasco Sensitive I 1l
Page 3 of 3

This document and its contents are confidential of Sri Trang Gloves (Thailand) Public Company Limited only. Do not copy, discuss with or give to people not designated.



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106

Headquar No. 110, Kanjanavanit Road, Pahtong, finanulvng: iavt 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 1woslnsAwri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln [
Hat Yai, Songkhla 90110 Thailand aunamalnnd Jundnaaval 80110 UssinAlne
Tel: (66) 74-344-663 uasinsAwri: 074-344-663
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832

Declaratie de conformitate
Noi,

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Fabricantul, in conformitate cu Regulamentul (UE) 2017/745 privind dispozitivele
medicale,

declaram prin prezenta pe propria raspundere
ca produsele

Vasco® Sensitive

Manusi de examinare si de protectie din latex, pentru
o singura utilizare. Nesterile. Ambidextre.
UDI-DI de baza: 88591306LC01TD

(pentru numerele articolelor vezi anexa 1)

respecta cerintele
Regulamentului (UE) 2017/745 privind dispozitivele medicale

Procedura de evaluare a conformitatii
conform articolului 52 alineatul 7
la Regulamentul mentionat mai sus

Clasificare
conform anexei VlII la Regulamentul mentionat
mai sus
Clasa |

Reprezentant autorizat pentru Uniunea
Europeana (Articolul 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Mai mult, declaram pe propria
raspundere ca dispozitivul (dispozitivele) medical(e) mentionat(e)
mai sus indeplineste (indeplinesc) cerintele
urmatorului Regulament UE

Regulamentul (UE) 2016/425 privind echipamentele
individuale de protectie



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 (oslnswri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, dneiu: @i 10 309 10 nUUIWSSINGU Fuamalin 6‘\‘, F\”TRANG
Hat Yai, Songkhla 90110 Thailand gunomalin Gandaziaven 80110 Ussindlng <A
Tel: (66) 74-344-663 uasinsAwri: 074-344-663 GLOVES THANLAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832
Clasificare

Categoria Ill (risc crescut)

Organism notificat
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Numar de identificare 2777

Valabil pana la 18.05.2023

conform documentului nostru valabil:
Certificat EN ISO 13485: 2016
numar certificat: Q5 099188 004 Rev. 05
organism de certificare: TUV SUD Product Service
GmbH
valabil pana la data de: 31.10.2023

Certificat ISO 9001: 2015
numar certificat: QS5 099188 0010 Rev. 02
organism de certificare: TUV SUD America Inc.
valabil pana la data de: 11.10.2023

Certificat de examinare de tip UE: 2777/10466-
04/E04-01
Eliberat la data de: 15.04.2020
valabil pana la data de: 18.05.2023
Organism notificat: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106
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Fax: (66) 74-291-650
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Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

“

Office: Mo. 10 Soi 10, Phetkasem Road, Hat Yai, &neiu: 1avi 10 80 10 nuUIWSSINUBU Fuamalnn § =) G
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng R H TR A N
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Anexa |
Nr. art. Denumirea produsului Clasa Categoria

6067500
6067526
6067549
6067565
6067590

Vasco Sensitive
Vasco Sensitive
Vasco Sensitive
Vasco Sensitive
Vasco Sensitive



B/BRAUN

SHARING EXPERTISE

Vasco®
Instructions for Use

Glove for single use compliant with PPE regulation (EU) 2016/425, EN 420 and EN ISO 374

[ UVHCTPYKLWA 3A NON3BAHE PbkaBuua 3a egHokpaTHa ynotpeba B cvotsetcreume ¢ Pernament (EU) 2016/425, EN 420
EN ISO 374 3a nuyHute npepnasHu cpeacTsa.

NAVOD K POUZITi Jednorazové rukavice odpovida nafizeni EU o osobnich ochrannych prostfedcich 2016/425,
EN 420 a EN ISO 374.

Pl GEBRAUCHSANLEITUNG Einmalhandschuh konform mit PSA-Verordnung (EU) 2016/425, EN 420 und EN ISO 374.

B MANUAL DE USO Guante desechable conforme a la regulacion PSA (EU) 2016/425, EN 420 y EN ISO 374.

KASUTUSJUHEND Uhekordne kinnas vastab isikukaitsevahendite mairusele (EL) 2016/425, EN 420 ja EN ISO 374.

MODE D'EMPLOI Gant a usage unique conforme au réglement EPI (UE) 2016/45, EN 420 et EN IS0 374.

UPUTE ZA UPORABU Rukavice za jednokratnu uporabu u skladu s Uredbom (EU) 2016/425 o osobnoj zastitnoj
opremi, EN 420 i EN ISO 374.

M HASZNALATI UTASITAS Egyszer hasznalatos keszty(i az egyéni védéeszkozokrél szol6 rendelet (EU) 2016/425,
EN 420 és EN ISO 374 szabvanyokkal 6sszhangban van.

ISTRUZIONI PER L'USO Guanto monouso conforme al regolamento DPI (UE) 2016/425, EN 420 e ISO 374.

NAUDOJIMO INSTRUKCIJA Vienkartinés pirstinés atitinka PSA-reglamentg (ES) 2016/425, EN 420 ir EN I1SO 374.

LIETOSANAS NORADIJUMI Vienreiz lietojamais cimds atbilst Regulai (ES) 2016/425 par individualajiem aizsardzibas
[idzekliem, EN 420 un EN ISO 374.

El GEBRUIKSAANWIJZING Wegwerphandschoen voldoet aan PBM-verordening (EU) 2016/425, EN 420 en EN ISO 374.

B BRUKSANVISNING Engangshanske oppfyller PVU-forordningen (EU) 2016/425, EN 420 og EN IS0 374.

B INSTRUKCJA UZYTKOWANIA Rekawice jednorazowe zgodne z Rozporzadzeniem w sprawie srodkow ochrony osobistej (UE)
2016/425, EN 420 i EN IS0 374.

INSTRUCOES DE UTILIZACAO Luva descartavel em conformidade com o Regulamento (UE) 2016/425, EN 420 e EN ISO 374,
relativo a equipamento de protecdo individual.

I3 INSTRUCTIUNI DE UTILIZARE Manusi de unica folosintd conform Regulamentului (UE) 2016/425, normei EN 420 si normei
ISO 374.

E3 NAVOD NA POUZITIE Jednorazové rukavice v zhode s nariadenim o OOPP (EU) 2016/425, EN 420 a EN ISO 374.

KULLANIM KILAVUZU KKD Yonetmeligi (AB) 2016/425, EN 420 ve ISO 374'e uygun tek kullanimlik eldiven.

B.Braun Melsungen AG | www.bbraun.com \ 04/2019




B/BRAUN

SHARING EXPERTISE

Bl INSTRUCTIONS FOR USE Glove for single use compliant with PPE regulation (EU) 2016/425, EN 420 and EN 1SO 374.

Instructions for use are to be used in combination with the specific product related information on each product packaging. The gloves are sold as a bundled unit
within the shipping carton. In case this bundled unit is dismantled and products are sold separately, the distributor must ensure that the instructions for use are
accompanied with each separate unit.

The gloves are classified as Personal Protective Equipment (PPE) Category Ill according to PPE Regulation (EU) 2016/425 and have been shown to comply with this
regulation through the applicable harmonised European standards. These gloves are designed to provide protection against specific chemicals tested, micro-organ-
isms and particulate radioactive contamination (if applicable). The gloves meet the EN/ISO standards shown on each specific packaging. This PPE is single-use only
and to be disposed after contamination.

EXPLANATION OF STANDARDS AND PICTOGRAMS

EN 1SO 374-1 Permeation levels are based on breakthrough times (tested acc. EN 16523-1:2015) as follows:
TypeA/B/C Permeation level acc. EN I1SO 374-1:2016 +A1:2018 1 2 3 4 5 6
Minimum breakthrough time in minutes 10 30 60 120 240 480

Type A= chemical breakthrough time >30 minutes against at least 6 chemicals from the list
Type B = chemical breakthrough time >30 minutes against at least 3 chemicals from the list
Type C= chemical breakthrough time > 10 minutes against at least 1 chemical from the list
TEST CHEMICALS:
ABCDEFGHIJKLMNOPST A _ Methanol | B = Acetone | C = Acetonitrile / D = Dichloromethane | E = Carbon disulphide / F = Toluene / G = Diethylamine /
H = Tetrahydrofuran [ | = Ethyl acetate [ J = n-Heptane [ K = Sodium hydroxide 40% / L = Sulphuric acid 96% / M = Nitric acid 65% /
N = Acetic acid 99% / O = Ammonium hydroxide 25% | P = Hydrogen peroxide 30% / S = Hydrofluoric acid 40% /
T = Formaldehyde 37 %

EN 374-4:2013 The degradation (in %) indicates the change in puncture resistance of the gloves after exposure to the respective challenge chemical.

This information does not reflect the actual duration of protection in the workplace and the differentiation between mixtures and pure chemicals. The chemical
resistance has been assessed under laboratory conditions from samples taken from the palm only and relates only to the chemical tested. It can be different if the
chemical is used in a mixture. It is recommended to check that the gloves are suitable for the intended use because the conditions at the workplace may differ from
the type test depending on temperature, abrasion and degradation. When used, protective gloves may provide less resistance to the dangerous chemical due to
changes in physical properties. Movements, snagging, rubbing, degradation caused by the chemical contact etc. may reduce the actual use time significantly. For
corrosive chemicals, degradation can be the most important factor to consider in selection of chemical resistant gloves. Before usage, inspect the gloves for any
defect or imperfections.

EN ISO 374-5: 2016 Tested for resistance to penetration according to EN 421:2010 Protection against particulate radioactive
EN 374-2:2014 contamination.

Tested for resistance to penetration by blood-borne
pathogens according to EN 1SO 374-5 / ASTM F1671
(virus resistance).
Resistance to bacteria and fungi - pass

Virus Resistance to virus - pass
The penetration resistance has been assessed under
laboratory conditions and relates only to the tested
specimen.

XXXX = Identification number of notified Body
XXXX responsible for the EU type examination and super-

vising ongoing conformity.

These gloves do not protect against mechanical risks.

PPE is for single-use only and must not be reused.

Before usage read instructions for use carefully.

EN 420:2003+A1:2009

PRECAUTIONS FOR USE INGREDIENTS / HAZARDOUS INGREDIENTS
Always check the gloves for possible mechanical damage, e.g. holes or tears, Some gloves might contain ingredients which are known to possibly cause skin
before use. Do not use damaged gloves. Glove length is appropriate to the end irritations or allergic reactions with sensitised persons. Check warning informa-
use where the risk to the wrist area is minimal. tion on specific packaging carefully. Formulation available on request.
TEMPERATURE LIMIT  STORAGE INSTRUCTIONS DISPOSAL INSTRUCTIONS
Keep storage area cool, dry and dust free, avoid ven- Dispose of the gloves in accordance with the valid regulations for this material.
o tilation and storage close to photocopy equipment.  Gloves contaminated with chemical substances must be disposed of in accor-
Protect gloves against ultraviolet light sources, dance with the regulations for the relevant chemicals.
/H/ sunlight, oxidizing agents and ozone. Store in orig-
inal packaging according to the temperature limit,

provided on the packaging.

B.Braun Melsungen AG | www.bbraun.com | 04/2019




B/BRAUN

SHARING EXPERTISE

I INSTRUCTIUNI DE UTILIZARE Ménusi de unica folosintd conform Regulamentului (UE) 2016/425, normei EN 420 si normei
ISO 374.

Instructiunile de utilizare trebuie folosite impreund cu informatiile specifice ale produsului de pe ambalaj. Manusile se comercializeaza ca unitate intr-un carton de
transport. in cazul divizarii acestei unititi si a comercializarii separate a produselor, comerciantul este obligat s3 inmaneze aceste instructiuni de utilizare pentru
fiecare unitate.

Ménusile sunt clasificate ca Echipament Personal de Protectie (EPP) de categoria Ill in conformitate cu Regulamentul (UE) 2016/425 si au demonstrat c& respect
acest regulament prin standardele europene armonizate. Manusile sunt destinate ca protectie impotriva chimicalelor testate, a microorganismelor si a particulelor
radioactive (daca este aplicabil). Manusile respectd normele EN/ISO indicate pe ambalaj. Acest EPP este destinat doar pentru o folosire unica si trebuie aruncat
dupa contaminare.

DESCRIEREA NORMELOR SI A PICTOGRAMELOR

EN 1SO 374-1 Treptele de permeabilitate sunt stabilite conform timpilor de strapungere (testate conform EN 16523-1:2015) in urmatorul mod:
Type A/B/C Treaptd de permeabilitate conform EN ISO 374-1:2016 +A1:2018 1 2 3 4 5 6
Timp de strapungere in minute 10 30 60 120 240 480

Type A= timpul de strapungere a substantei chimice >30 minute pentru 6 substante chimice din lista

Type B = timpul de strapungere a substantei chimice >30 minute pentru 3 substante chimice din lista

Type C= timpul de strapungere a substantei chimice > 10 minute pentru 1 substanta chimica din lista

TEST PENTRU SUBSTANTE CHIMICE:

A = metanol / B = acetond/ C = acetonitril | D = diclorometan [ E = sulfurd de carbon/ F = toluen/ G = amin3 dietilica/

H = tetrahidrofuran / | = acetat etilic/ J = n-heptan [ K = hidroxid de sodiu 40% / L = acid sulfuric 96% / M = acid de salpetru 65% /
N = acid acetic 99% / O = ap3 amoniacald 25% [ P = ap3 oxigenatd 30% / S = acid fluorhidric 40% / T = formaldehid3 37 %

ABCDEFGHIJKLMNOPST

EN 374-4:2013 Nivelurile de degradare (in %) indicd schimbarea rezistentei la strapungere a manusilor dupd expunerea la substanta chimica testata.

Aceste informatii nu reflecta durata actuala a protectiei la locul de munca si diferentierea intre amestecuri si substante chimice pure. Rezistenta chimica a fost
evaluatd in conditii de laborator pe mostre luate doar din palma si se refera exclusiv la substanta chimica testatd. Rezultatele pot diferi dacd substanta chimica
este folosita ntr-un amestec. Se recomanda sa verificati dacd manusile sunt adecvate pentru utilizarea avuta in vedere deoarece conditiile de la locul de munca
pot diferi de cele din test, in functie de temperatura, abraziune si degradare. Atunci cand sunt folosite, manusile de protectie pot oferi o rezistenta mai mica la
substantele chimice periculoase din cauza schimbarilor proprietatilor fizice. Miscarile, agatarile, frecarea, degradarea cauzate de contactul cu substantele chimice
etc. pot reduce semnificativ durata real3 de utilizare. in cazul substantelor chimice corozive, degradarea poate fi cel mai important factor de luat in considerare la
selectarea manusilor rezistente la substante chimice inainte de utilizare, verificati daca manusile nu au defecte sau cu imperfectiuni.

EN ISO 374-5: 2016 Testat pentru rezistenta la penetrare conform EN 421:2010 Protectie impotriva contamindrii si a particulelor
EN 374-2:2014 radioactive.

Testat pentru rezistenta la penetrare de catre agentii
patogeni transmisibili prin sénge conform
EN ISO 374-5 [ ASTM F1671 (rezistenta la virusuri)
Rezistenta impotriva bacteriilor si a fungilor -

Virus dovedita
Rezistenta impotriva virusilor - dovedita
Rezistenta la penetrare a fost evaluatd in conditii de
laborator si se refera numai la mostra testata.

XXXX = Unitatea indicata este responsabila pentru
XXXX examinarea UE a tipului si pentru controlul continuu

al conformitatii.

Aceste manusi nu ofera o protectie impotriva
riscurilor mecanice.

EPP este destinat doar pentru folosirea unica si nu se
va folosi de mai multe ori.

inainte de utilizare trebuie s3 cititi instructiunile de
utilizare cu atentie.

EN 420:2003+A1:2009

MASURI DE PRECAUTIE PENTRU UTILIZARE CONTINUT / ELEMENTE PERICULOASE

Verificati intotdeauna manusile daca nu au deteriorari mecanice, de ex. gauri sau Anumite manusi pot contine elemente care pot cauza iritatii ale pielii sau reactii
rupturi, inainte de utilizare. Nu utilizati manusile deteriorate. Lungimea mdnusii ~ alergice la persoanele sensibile. Verificati avertizdrile pe ambalajele specifice.
este adecvata daca este utilizatd atunci cand riscul pentru zona incheieturii este  Formula este disponibild la cerere.

minim.
LIMITE DE INSTRUCTIUNI DE PASTRARE INDICATII PENTRU INLATURARE
TEMPERATURA Mentineti zona de pastrare rdcoroasd, uscata si Debarasati conform reglementarilor locale valabile pentru acest material.
fara praf, evitati aerisirea si pastrarea in apropierea  Manusile contaminate cu substante chimice se vor debarasa conform
o echipamentelor de fotocopiere. Protejati manusile de reglementadrilor pentru substantele chimice relevante.

sursele de radiatii ultraviolete, lumina solara, agentii
de oxidare si ozon. A se pastra in ambalajul original,
n limitele de temperatura indicate pe ambalaj.

B.Braun Melsungen AG | www.bbraun.com | 04/2019




Best Trados

Eiroun de Traduncers
Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office@besttrados.ro
VALERICA PATRU
Tel.: +40 722 555 883

Traducere din limba engleza

B BRAUN
SHARING EXPERTISE

Vasco®
Instructiuni de folosire
Minusi de unica folosinta care respectd normele PPE (UE) 2016/425, EN 420 si EN
ISO 374

INSTRUCTIUNI DE UTILIZARE Manusi de unicd folosintd care respecta
reglementdrile PPE (UE) 2016/425, EN 420 si EN ISO 374.

Instructiunile de utilizare trebuie sad fie utilizate in combinatie cu informatiile specifice
referitoare la produs pe ambalajele fiecdrui produs. Manusile sunt vandute ca o unitate
inclusa in cutia de expediere. In cazul in care aceasti unitate livrati este dezmembrata si
produsele sunt vandute separat, distribuitorul trebuie sd se asigure ca instructiunile de
utilizare sunt Tnsotite de fiecare unitate separata.

Manusile sunt clasificate ca Echipamente de protectie individuala (EIP) Categoria III in
conformitate cu Regulamentul (UE) 2016/425 al PPE si s-a dovedit ca respectd acest
regulament prin standardele europene armonizate aplicabile. Aceste manusi sunt
proiectate pentru a oferi protectie impotriva substantelor chimice testate, a
microorganismelor si a contaminadrii radioactive sub forma de particule (daca este cazul).

Manusile indeplinesc standardele EN / ISO prezentate pe fiecare ambalaj specific. Acest
echipament individual de protectie este destinat unei singure utilizari si trebuie sd fie
eliminat dupa contaminare.

EXPLICAREA STANDARDELOR SI A PICTOGRAMELOR

EN ISO 374-1 Nivelele de permeatie se bazeazd pe duratele de strapungere (testate
conform EN 16523-1: 2015) dupa cum urmeaza:
Tip A/ B/ C Nivel de permeatie conform EN ISO 374-1: 2016 + A1: 2018
123 4 5 6
Timp minim de strapungere in minute 10 30 60 120 240 480

ABCDEFGHUKLMNOPST

Tipul A = timpul de strapungere chimica> 30 minute fata de cel putin 6 substante chimice
din lista



Tipul B = timpul de penetrare chimica> 30 de minute fatd de cel putin 3 substante
chimice din lista

Tip C = timp de strdpungere chimica> 10 minute fata de cel putin 1 substanta chimica din
lista

TEST CHIMIC:

A = metanol / B = acetona / C = acetonitril / D = diclormetan / E = disulfura de carbon / F
= toluen /G=dietilamina

H = tetrahidrofuran / I = acetat de etil / J = n-heptan / K = hidroxid de sodiu 40% / L =
acid sulfuric 96% / M = acid azotic 65% P = Peroxid de hidrogen 30% / S = Acid
fluorhidric 40% /

T = formaldehida 37%

EN 374-4:2013
Degradarea (1n%) indicd modificarea rezistentei la punctie a manusilor dupd expunerea la
substanta respectiva provocata.

Aceste informatii nu reflectd durata efectiva a protectiei la locul de munca si diferentierea
dintre amestecuri si substante chimice pure. Rezistenta chimica a fost evaluatd in conditii
de laborator din probele prelevate numai de pe palma si se refera numai la substanta
chimica testatd. Poate fi diferit dacd substanta chimica este utilizata intr-un amestec. Se
recomanda verificarea faptului cd manusile sunt potrivite pentru utilizarea doritd,
deoarece conditiile la locul de muncd pot sa difere de tipul testului in functie de
temperaturd, abraziune si degradare. Atunci cand sunt folosite, manusile de protectie pot
furniza o rezistentd mai micd la substanta chimicd periculoasd din cauza modificarilor
proprietatilor fizice. Miscdrile, prinderea, frecare, degradarea cauzata de contactul chimic
etc. pot reduce 1n mod semnificativ timpul de utilizare efectiv. Pentru substantele chimice
corozive, degradarea poate fi cel mai important factor de luat in considerare in alegerea
manusilor rezistente la substante chimice. Inainte de utilizare, verificati manusile pentru
orice defect sau imperfectiune.

EN ISO 374-5: 2016 Testat pentru rezistenta la penetrare in conformitate cu EN 374-2:
2014
EN 421: 2010 Protectia impotriva contaminarii cu particulele radioactive.

Aceste mdnusi nu protejeazd impotriva riscurilor mecanice.

PPE este destinat exclusiv utilizarii si nu trebuie reutilizat.

[13]

EN 420:2003+A1:2009

Inainte de utilizare, cititi instructiunile de utilizare cu atentie.



Virus
Testat pentru rezistenta la penetrare de catre agentii patogeni din sange in conformitate cu
EN ISO 374-5/ ASTM F1671 (rezistenta la virus).
Rezistenta la bacterii si ciuperci - treci Rezistenta la virus - trece
Rezistenta la penetrare a fost evaluata in conditii de laborator si se referd numai la
specimenul testat.

C € XXXX

XXXX = Numarul de identificare al organismului notificat care raspunde de examinarea
UE de tip si de supraveghere a conformitatii continue.

PRECAUTII PENTRU UTILIZARE

Verificati intotdeauna manusile pentru posibile deteriordri mecanice, de ex. gauri sau
lacrimi, inainte de utilizare. Nu folositi mdnusi avariate. Lungimea manusilor este
adecvata utilizarii finale, unde riscul pentru zona incheieturii mainii este minim.

LIMITARI DE TEMPERATURA

°C

INSTRUCTIUNI DE DEPOZITARE

Pastrati spatiul de depozitare racit, uscat si fara praf, evitati evacuarea si depozitarea n
apropierea echipamentului de fotocopiere. Protejati manusile impotriva surselor de
lumina ultravioleta, a razelor solare, a agentilor oxidanti si a ozonului. Depozitati in
ambalajul original 1n functie de limita de temperaturd, prevdzuta pe ambalaj.

INGREDIENTE / INGREDIENTE PERICULOASE

Unele manusi ar putea contine ingrediente despre care se stie ca pot cauza iritatii ale
pielii sau reactii alergice la persoanele sensibile. Verificati cu atentie informatiile de pe
ambalajul specific. Formularea este disponibila la cerere.

INSTRUCTIUNI DE DISPOZITIE

Indepartati manusile in conformitate cu reglementirile valabile pentru acest material.
Manusile contaminate cu substante chimice trebuie eliminate 1n conformitate cu
reglementarile privind substantele chimice relevante.



Subsemnata VALERICA PATRU, traducitor autorizat de Ministerul Justitiei pe
limbile: FRANCEZA, ENGLEZA si ITALIANA cu autorizatia nr. 17602, certific
exactitatea traducerii in limba ROMANA cu textul finscrisului original in limba
ENGLEZA care mi-a fost prezentat.

Traducator autorizat,
Valerica Patru
(17602)
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