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AMPri

Technicky list

C. vyrobku: 34-039
Popis vyrobku: promedica (AP11110LF-AP11114LF)
Latexova vysetiovaci rukavice, bezprasna, bila, nesterilni
POPIS VYROBKU
material E latex O nitril O vinyl O polyetylen (PE) O bavina
barva bila O modra O matova O cernd O smés
vlastnosti O zapraiené ] bezpradné [] nesterilni [ obouruké
povrch I se vzorkem O se vzorkem O zdrsnéné uvnitf chlorované
na prstech z vnéjsku potazené
polymerem
VELIKOSTI
XS (5-6) S (6-7) M (7-8) L(8-9) XL(9-10) | XXL(10-11)
Sirka <80mm 80 mm + 10 mm 95 mm + 10 mm 110 mm = 10 mm 115mm 10 mm -
délka 2240 mm 2240 mm 2240 mm 2240 mm 2240 mm
manZeta dlan konce prst
0,08 mm 0,10 mm 0,12 mm
REGULACNI ZALEZITOSTI
Nafrizeni (ES) [ O Kategorie | O Kategorie Il E.‘ Kategorie Ill O zadny vyrobek
2016/425 o OOP 0oP
Smérnice ES [ Ttida 1 O Ttida 2a O T¥ida 2b O Trida 3 O sterilni O's funkci méfeni | O zadny
93/42/EHS oZP zdravotnicky
prostfedek
Tento produkt splriuje pravidla pro ochranné rukavice uréené pro styk s [ ano One

potravinami: Nafizeni (ES) ¢. 1935/2004

S

NORMOVANI
EN 388:2016 odolnost proti | odolnost proti | odolnost proti [ odolnost proti | odolnost proti | test narazu
mechan. rizika odéru fezu trhani trhani fezu test TDM
test Coupe
Stupen neni relevantni oo
EN ISO 374-1:2016 chemicka latka kéd uroven doba priniku degradace — p——
chem. rizika 40% hydroxid sodny K 6 <480 min 149% 503911/ Tvp €
30% peroxid vodiku P 2 <30 min -15,6 %
37% formaldehyd T 1 <10 mi 22,4%
EN 374-4:2013 crvaideny 2o
degradace

EN ISO 374-5: 2016
ochrana proti
mikroorganismi
m

Rukavice je chranéna proti mikroorganismm (virové, bakterie a plisné. Zkouska podle ISO 16604 — metoda B.

v-@u
VRUS

EN 420:2010
ochranné
rukavice

Rukavice splriuji pozadavky normy EN 420:2010.

EN 455 lékaFské
rukavice na
jedno pouziti

Rukavice spliuji pozadavky norem EN 455-1, EN 455-2, EN 455-3, EN 455-4.

IN
433

EN 455-1:2000
nepropustnost

Test zadrZeni vody: rukavice ma AQL (urover jakosti) < 1,5 (kontrola vzorkd podle 1SO 2859-1,
obecnd uroveri kontroly I)

AQL

(9

cytostatikum

Cisplatin
1,0 mg/ml

Cyklofosfamid
20 mg/ml

Darcarbazine

SENE CHEMICKE LATKY (kontaktujte nés, pokud potfebujete vi

Etopsid
20 mg/ml

Melfalan

Methotrexat
25 mg/ml

Ifosamid

Stupen
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Technicky list
C. vyrobku: 34-039
Popis vyrobku: promedica (AP11110LF-AP11114LF)
Latexova vysetiovaci rukavice, bezprasna, bila, nesterilni
LOGISTICKE UDAJE — KRABICE \

obecné informace
material karton
pocet kust v krabici 100
EAN krabice velikost XS
EAN krabice velikost S
EAN krabice velikost M
EAN krabice velikost L
EAN krabice velikost XL
EAN krabice velikost XXL -
PZN krabice Gr. XS -
PZN krabice Gr. S -
PZN krabice Gr. M -
PZN krabice Gr. L -
PZN krabice Gr. XL -
PZN krabice Gr. XL -

rozméry
délka 240 mm
Sitka 120 mm
vyska 70 mm
hmotnost
velikost Cistd hmotnost celkovd hmotnost
XS 500 g 560 g
S 550 g 610g
M 600 g 660 g
L 650 g 710g
XL 700 g 760 g
XXL - -

LOGISTICKE UDAJE — KARTON

obecné informace
material karton
krabic v kartonu 10
EAN karton velikost XS
EAN karton velikost S
EAN karton velikost M
EAN karton velikost L
EAN karton velikost XL
EAN karton velikost XL -

rozméry
délka 390 mm
Sitka 250 mm
vyska 250 mm
hmotnost
velikost Cistd hmotnost celkovd hmotnost
XS 5600 g 6100 g
S 6100 g 6600 g
M 6600 g 7100 g
L 7100 g 7600 g
XL 7600 g 8100 g
XXL - -
O DA PA A

obecné informace

druh palety europaleta
rozméry
pocet karton(i v jedné vrstvé 9
pocet vrstev na paleté 7
vyska palety 190 cm
hmotnost
velikost Cista hmotnost celkové hmotnost
XS 384 kg 409 kg
S 416 kg 441 kg
M 447 kg 472 kg
L 479 kg 504 kg
XL 510 kg 535 kg
XXL - -
C.rev.: 1

dne: 12. 9. 2019
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Zprava o kvalité

AMPri

190926QM-03

Klient: promedica
Sériové ¢.: 34-039
Popis vyrobku: PROMEDICA

latexové rukavice bezprasné

Kontaktni osoba v
oddéleni prodeje:

Diana Bounatian

Kontaktni osoba v
oddéleni kvality:

Imke Tiralongo
quality@ampri.de

Datum:

26.9. 2019

Potvrzeni

Materidl manzety:

Skladovatelnost:

Pou7iti:

Hmotnost rukavice:

Sila k protrhnuti:
Pevnost v tahu:

ProdlouZeni:

Potvrzujeme ndsledujici vlastnosti vyse uvedené rukavice:

Rukavice je vyrobena vyhradné z latexu. Tedy i manZeta je vyrobena z latexu.
3 roky

vySetfovaci rukavice. Také na jedno pouziti.

S:55+/-0,3g

M:6,0+/-0,3g

L:6,5+/-0,3g

XL:7,0+/-0,3¢g

2 6 N pred skladovdnim i po ném

zadna specifikace podle EN 455

Zadna specifikace podle EN 455
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AMPri

Zprava o kvalité 190926QM-03
Prasek: bezprasné (< 2 mg/rukavice podle EN 455-3)
EN 374-2: EN 374-2 je zkuSebni norma pro EN ISO 374-5. Vzhledem k tomu, Ze norma EN 1SO

374-5 je podle technického listu a prohlaseni o shodé dodrZzena, znamena to, Ze
zkouska byla provedena podle normy EN 374-2.

EN 16523-1: EN 16523-1 je zkuSebni norma pro EN ISO 374-1. Vzhledem k tomu, Ze norma EN ISO
374-1 je podle technického listu a prohlaseni o shodé dodrZena, znamena to, Ze
zkouska byla provedena podle normy EN 16523-1.

Imke Tiralongo
Vedouci kvality / specialista na OOP

Strana 2 ze 2
Tento dokument je strojového plvodu, je platny bez podpisu



AMPri

AMPri Handelsgesellschaft mbH
Benzstrasse 16

21423 Winsen (Luhe) - Germany
Telefon: +49 (0)4171 / 8480 - 0
Homepage: www.ampri.de

e-mail: inffo@ampri.de

Technical Data Sheet

Article-No.:

Article-Description:

34-039

promedica (AP11110LF-AP11114LF)

Latex examination glove, powder free, white, non sterile

PRODUCTDESRIPTION
material Latex O Nitrile O Vinyl O Polyethylen | cotton
(PE)
colour white O blue O mint O black [ mix
characteristic O pre- powder free non sterile ambidextrous
prowdered
surface textured O textured O embossed chlorinated inside
fingertips polymer coated outside
XS (5-6) S (6-7) M (7-8) L (8-9) XL (9-10) XXL (10-11)
width <80 mm 80mm+10mm | 95 mm + 10 mm [110 mm # 10 mm| 115 mm + 10 mm -
length >240 mm >240 mm > 240 mm > 240 mm > 240 mm -
cuff palm fingertips
[ 0,08 mm [ 009mm |  o012mm
REGULATORY AFFAIRS
PPE-Regulation O category| O category I Category Il |LI no PPE-
(EC) 2016/425 article
MD-Directive Class 1 O Class 2a O Class 2b O cClass3 O sterile O with mea- O no
93/42/EEC suring medical
function device
This product is in compliance with the rules for protective gloves, which are intended to come yes O no 1l
into contact with food: Regulation (EC) 1935/2004 Q f

STANDARDISATION

EN 388:2016 abrasion blade cut tear resistance puncture blade cut impact test

mechan. risks resistance resistance resistance resistance

Coupe-Test TDM-Test

Level not applicable

EN ISO 374-1:2016 |chemical code letter level breakthrough degradation

chem. Risks time 1SO341-1/Typ C
Sodium hydroxide 40% K 6 > 480 min -14,9 % =

EN 374-4:2013 Hydrogen Peroxide 30% P 2 >30 min -15,6 % o

Degradation Formaldehyde 37% T 1 > 10 min -22,4 % A

EN ISO 374-5:2016
microorganism

The glove is tight against microorganisms (viral, bacteria and fungi). Test according to I1SO 16604 - method B

N 150 378 52016

VIRUS

tightness

EN 420:2010 |The glove meets the requirements according to EN 420:2010 |

protective gloves

EN 455 The glove meets the requirements according to EN 455-1, EN 455-2, EN 455-3, EN 455-4 N

medical gloves for

single use 455

EN 455-1:2000 The glove has an AQL <1.5 in regards to the water retention test ( sampling inspection in acc. to 1SO 2859-1, AQL

freedom from general Inspection Level 1)

holes

ADDITIONA D A onta ou need more brea oug e

cytostatic drug Cisplatin Cyclophospha- Darcarbazine Etopside Melphalan Methotrexate Ifosamide
1,0 mg/ml mide 20 mg/ml 20 mg/ml 25 mg/ml

Level
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AMPri

AMPri Handelsgesellschaft mbH
Benzstrasse 16

21423 Winsen (Luhe) - Germany
Telefon: +49 (0)4171 / 8480 - 0
Homepage: www.ampri.de

e-mail: inffo@ampri.de

Technical Data Sheet

Article-No.: 34-039

Article-Description: promedica

Latex examination glove, powder free, white, non sterile

O DATA BPA
general information =
material carton LAT_Exov_E i %ﬂ
pieces per subpacking 100 ZAPRASENE VYSETROVACI RUKAVICE o
EAN subpacking size XS %
EAN subpacking size S @
EAN subpacking size M o £
EAN subpacking size L 2
EAN subpacking size XL s
EAN subpacking size XXL N
PZN subpacking Gr. XS (\ >4
PZN subpacking Gr. S g N
PZN subpacking Gr. M O BILE ..100 kS promedlco
PZN subpacking Gr. L
PZN subpacking Gr. XL -
PZN subpacking Gr. XL LATEXOVE
B GE ZAPRASENE VYSETROVACI RUKAVICE
length 240 mm
width 120 mm
heigth 75 mm
weights
size net weight gross weight
XS 500 g 560 g
S 550 g 610 g
M 600 g 660 g
L 650 g 710 g
XL 700 g 760 g
XXL - -
ZAPRASENE VYSETROVACI ZAPRASENE VYSETROVACI LATEXOVE
O DATA OUTER PA RUKAVICE RUKAVICE 10100 Kt/ Pices
general information PROMEDICA PRAHA GROUP, a. s. PROMEDICA PRAHA GROUP, a. s.
mateial carton
subpacking per outer packing 10 LATEXOVE  Xs 5-6 O LATEXOVE
EAN outer packing size XS OxI00 kst /Preces nmoriové latexavé vylettovaci ukavice
EAN outer packing size S Bilé 5 67 Disposable Latex Examination Gloves Bilé
T e
EAN outer packing size L s
EAN outer packing size X c oo o || INMRIMAN
EAN outer packing size XL 8 v | -
measures & size XL 9-10¢ |H"II‘I'""'IIm"I‘II' | gl ‘ 8 9|@% ol
length 390 mm S
width 250 mm
heigth 250 mm
weights
size net weight gross weight
XS 5.600 g 6.100 g
S 6.100 g 6.600 g
M 6.600 g 7.100 g
L 7.100 g 7.600 g
XL 7.600 g 8.100 g
XXL - -
O DATA PA
general information
kind of palette |euro—pa|ette
measures & size
cartons per layer 9
layers per palette 7
heigth of the palette 190 cm
weights
size net weight gross weight
XS 384 kg 409 kg
S 416 kg 441 kg
M 447 kg 472 kg
L 479 kg 504 kg
XL 510 kg 535 kg
XXL - -
Rev.-no.: 1
date: 12.09.2019
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AMPri

QM-Report 190926QM-03
Kunde: promedica
Client:

Art. Nr.: 34-039
Serial No.:

Art.-Bezeichnung: PROMEDICA

Art. description: latex gloves powderfree
Ansprechpartner Diana Bounatian
Vertrieb:
Contact person sales
dept:

Ansprechpartner QM: | Imke Tiralongo
Contact person QM quality@ampri.de
dept.:
Datum: 26.09.2019
Date:

Bestatigung:

Confirmation

We confirm the following characteristics for the above mentioned glove:

Material of cuff: The glove is made exclusively of latex compound. Therefore the cuff is also
made of latex.

Shelf life: 3 years
Application: the gloves are examination gloves. This includes a single use.

Glove weight: S: 55+4/-0,3¢g

M: 6,0+/-0,3¢g
L: 65+/-03¢g
XL:7,0+/-0,3¢g

Force at break: > 6 N before and after aging

Tensile strength: no specification according to EN 455

Elongation: no specification according to EN 455

Seite 1 von 2
Dieses Dokument wurde maschinell erstellt, und ist ohne Unterschrift gultig




AMPri

QM-Report 190926QM-03

Powder level:  powder free (< 2 mg/gloves in acc. to EN 455-3)

EN 374-2: EN 374-2 is the test standard for EN ISO 374-5. Since EN ISO 374-5 is
fulfilled according to the data sheet and declaration of conformity, this
means that the test was carried out according to EN 374-2.

EN 16523-1: EN 16523-1 is the test standard for EN ISO 374-1. Since EN ISO 374-1 is
fulfilled according to the data sheet and declaration of conformity, this
means that the test was carried out according to EN 16523-1.

Imke Tiralongo
Supervisor Quality Management / PPE Expert
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