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FLOWER SMART

- rukavice vysetrovaci NITRIL bez pudru, nesterilni /
examination gloves NITRIL powder-free, nonsterile
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REF POPIS/DESCRIPTION SIZE BALENI/ PACKAGING
pcs in box / carton
1323806919  Rukavice vysetiovaci XS 100/ 10
nitril, bez pudru /
Examination gloves
nitril, powder free
1323806920 Rukavice vysetrovaci S 100/10
nitril, bez pudru /
Examination gloves
nitril, powder free
1323806921 Rukavice vysetrovaci M 100/10
nitril, bez pudru /
Examination gloves
nitril, powder free
1323806922 Rukavice vysetfovaci L 100/10
nitril, bez pudru /
Examination gloves
nitril, powder free
1323806923 Rukavice vysetifovaci XL 100/10

nitril, bez pudru /
Examination gloves
nitril, powder free
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Ucel pouziti/ Intended use: Jednorizové vysetiovaci rukavice vyrobené z nitrilu, pravo-levé, s texturou prstd.
Pouzivaji se pro vykon vy3etfovacich, oSetfovacich, diagnostickych,
terapeutickych a dalsich praci ve zdravotnictvi. Téz vhodné pro pouZiti ve
styku s potravinami./

Disposable examination gloves made from nitril, ambidextrous, textured fingers.
Gloves are intended for medical, examination, diagnostic, therapeutic and
other practice. Suitable for food contact too.

Zivotnost/ Shelf life : 5let/ 5 years

Material

Vyrobek/Product Zakladni material / Raw material characteristic
Rukavice nitrilové / Nitril

Gloves nitril modré / blue

Fyzikalné- chemické parametry / Physical - chemical properties

Hmotnost/ Basis weight : 2,6 +/- 0,3 g size XS
2,8 +/-0,3 gsize S
3,0 +/-0,3 g size M
3,5+/-0,3 gsizel
4,0 +/- 0,3 g size XL
Délka/ Length : min 240 mm
Sitka dlané/ Palm width : 70 -80 mm size XS
80 -90 mm size S
90- 100 mm size M
100- 110 mm size L
110- 120 mm size XL

Tloustka / Thickness
(méreno v 1 vrstvé/

measured in 1 layer): dlan / palm - min.0,06 mm
prst/finger - min. 0,07 mm
manzeta/ cuff - min 0,04 mm
Sila v pretrhu / Force at break: >=6N
before aging 10,1 N (median value)
after aging 9,5 N (median value)
Obsah pudru/ Powder level : max. 2 mg/ pc
AQL <=1,5
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Prehled testovanych chemikalii dle direktivy na osobni ochranné prostredky /
Summary of tested chemicals acc to PPE regulation 2016/425

Type B accto EN ISO 374-1:2016 EN 374-4
Degradation ( %)
Hydrogene Peroxide 30% level 2 17,6
Sodium hydroxide NaOH 40 % | level 6 -38,4
Formaldehyde 37 % level 5 46,6

Informace o baleni /Packaging information

Single pack papirova krabicka s potiskem / paper box with printing
Transport carton bily karton s potiskem / white carton with printing
Balici paska/ pruhledna/ transparent, site / width 6 cm

Packaging tape

Normy/ Regulations

Vyrobek je vyroben v souladu s pravnimi a normativnimi poZzadavky na zdravotnické prostiedky./
The product complies with legal requirements for medical devices.

Vyrobek je testovan dle pozadavki direktivy na osobni ochranné prostiedky /

The product is tested according to PPE regulation 2016/425

ISO 374-5:2016 ISO 374-1:2016/Type B
)/\+/< s Il M D 40°C @ ﬁ
AN\ ‘T‘
Medical Device >°C VIRUS KPT
MEDICAL | REG. 2017/745 | CLASS | EM 455 AQL =15 c €
PPE REG. 2016/425 | CATEGORY Il |EM 274, EM 420 | AOL =<15 c E“”
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REACH regulace/ regulation : Vyrobek zhotoveny dle této specifikace neobsahuje karcinogenni,
mutagenni a toxické latky vcetné latek vzbuzujicich mimoradné obavy
(SVHC) dle posledni dostupné verze listiny Evropské komise pro
chemické latky (ECHA)./
The product covered by this data sheet does not contain carcinogenic,
mutagenic or toxic substances, including any of the Substances
of Very High Concern (SVHC) as listed in the latest available version of
the Candidate List published by European Chemicals Agency (ECHA).

Biologické parametry/

Biological evaluation: ENISO 10993-1,5,10
V souladu s nafizenim/ Medical Devices Regulatory (EU) 2017/745, class |
Compliance with legal PPE Regulatory 2016/425 - Cat. lll

reqiurements :

Vsouladusnormoupro ENISO 374-1,2,4,5

vyrobek / EN 16523-1

Compliance with product EN 21420 (EN420)

standard : EN 455-1,2,3,4
ISO 2859-1

ISO 16604 (dle/ accto ASTM F1671)

V souladu s normou
pro kvalitu/ EN ISO 13485:2016
Quality standards:

V souladu s normami

pro stitky a baleni/ ENISO 15223-1, EN 1041+A1
Label information and

packaging compliance:
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Doporuceni a bezpecnostni upozornéni/
Warning and recommendations

Upozornéni/Warning :

Skladovaci podminky /
Storage recommen-
dation:

Podminky likvidace/

Vyrobek je uréen k jednorazovému poucziti. Pfi opakovaném

pouziti hrozi riziko kontaminace a mUze dojit ke zhorseni vlastnosti /
The product is single use. If reused performance of product may
deteriorate, cross contamination may occur.

V uzavieném obalu na ¢istém, suchém misté pfi teplotach 5 az 40°C
Chranit pfed pfimym slune¢nim a jinym intenzivnim zarenim. (ozén)/
Recommended storage in closed packaging in clean, dry space under

temperature range 5 to 40°C.
Products should be protected from direct sunlight, other intensive light sources

and ozone.

Dle mistnich nafizeni / According to local regulations

Disposal recommendation

dation:
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