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\/ ELVET GRIP curaden GENERAL INFORMATION

sposable NITRILE GLOVES

INTRODUCTION Curaden AG - better health for you - is a public limited company
CURADEN: from Switzerland and has been in existence for more than 60 years (foundation).

GENERAL INFORMATION:

* Model: Nitrile VELVET GRIP blue (Premium) i+ Thickness (material): min 0.05 mm
* Country of Origin: China e AQL: 15
* Material: pure nitrile *  Minimum order quantity:
* Color: blue (more colors available!) e 2>1.400 boxes = 1 pallet
* Packaging: GLOVES PACKED FLAT * Dimension (Length x Width):
* Pieces per box: 100 « Small: 240 mm x 85 +/- 5mm
* 1 Carton: 10 boxes (1.000 pcs) * Medium: 240mm x 95 +/- 5mm
* 1pallet: 120x100cm * Large: 240mm x 105 +/- 5mm
* 1.400 boxes e X-Large: 240mm x 114 +/- 5mm
* 40 HQ Container * Features:
* 33.600.500 boxes* * Powder-free: Yes
Delivery time:  t.b.d. * Latex-free: Yes

* Ambidextrous, textured fingertips
* Medical grade
* Non-sterile

» Storage conditions: 25C

* Shelf-life: 3 years from date of manufacture
with the above storage conditions

* Sizes:S, M, L, XL

CERTIFICATION: (See page 5)
Manufacturing Accreditation Declaration of Conformity
ISO 9001:2015, ISO 13485:2016 EC-REP

International Standards

EN 455:1-4; EN 374:1,2,4,5; EN 374-3 (EN 16523-1:2015); EG-Type
certification, EN ISO 21420, EN 1186

Regulation Compliance

CE Marked, FDA 510K
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V E LV ET GRIP curaden SOP/ USP

osable NITRILE GLOVES

ADD ON INFOS Packaging Unit
- Exchange rate: EUR / USD: 1,16 Packaging Unit: 1 pallet = 1.400 boxes
- 3 months contract: total volume Size: 120x100cm
- Price validity: October 2021 1 HQ container: 33.600 boxes = 24 pallets
- MOQ: 1.400 boxes = 1 pallet Division:
- Production capacity: < 20 Million boxes p.m. - 10% Small
- Sample: EU: € 39,- | USA: $ 49,- (incl. Delivery) - 40% Medium
- 40% Large
- 10% X-Large

*Price lists and price information are non-binding and are subject to price changes, errors and misprints,

USP — UNIQUE SELLING PROPOSITION:

Consists of pure nitrile (in comparsion to most other products offered by competitors which consists
normally of about 60-85% nitrile)

Are packed flat, one by one into the box (not stuffed)

Premium product for competitive prices (around 10-25% below current market prices of comparable
quality)

PREFINANCED option: Payment after delivery (CIF, DDP, C&C, see page 4)

3 delivery options: CIF EU, DDP EU, Cash and Carry (C&C) — e.g. start with C&C -> CIF / DDP
Small (e.g. 1 pallet) to very large quantities available — e.g. start with small quantities
Samples are possible in advance (if desired)

Certifications and documents in advance with excellent test results (e.g. Degradation: 40% sodium
hydroxide (K), level 6 — which is 4,3%)

Secure supply chain - everything from a single source (raw materials — production — transport — delivery)

SOP - easy to implement, ready-made templates for buyers

ICEWEV S EV Y
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VELVET GRIP curaden CERT. : ISO 9001: 2005

Disposable NITRILE GLOVES

MANUFACTURING ACCREDITATIONS
ISO 9001: 2015

-

cac
QUALITY MANAGEMENT SYSTEM
CERTIFICATE

Certificate No.
We hersby certify that

s by reason of its
Quality Management System
has been swarded this certificate for compliance with the stancard
GB/T 19001-2016 / ISO 9001:2015

The Quality Management System Applies in the following eres

Deskgr, Dwvezman: and Praducin o Nirie and ey Glzvas

Certfind since: Jeummey 17,2013 Valid from: Jasmry 5,021  Valid unt: desmey 7, 3004

CHINA QUALITY CERTIFICATION CENTRE

et B s X4
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VELVET GRIP curaden CERT. : ISO 13485: 2016

Disposable NITRILE GLOVES

MANUFACTURING ACCREDITATIONS
ISO 13485:2016

. TOVRheinland 3 TOVRheiniand
Certificate — Certificate B
EN ISO 13485:2016 mm‘l‘“:ﬂ'.m
Regmtration No Registration No.

Organzason Orperiseton

The sccpe of certfication also covers the folowng:

Scope: Design Pasent "
No. acility Scope
”m Owtritation of Patent Examination Gloves.
02 Deaign and Devalopment, Manufactur of
Patiort Exarminaton Gloves

0 e -oies
Gunty rarwpersert wysiam b reeccal devcen

Frool hes bees funished Dal e guments sected 1 e Sovenectonad sndent o Aaied. The Gusity
TaragETISS SyvHaT B SUHCH 15 yaty rveence

Report No.: =
Eftective dote 20210415 Slieilan it 20210815
Expey date: 20240414
s by s Isaus date 20210413
lssuo date: 20210813
DAKKS ({ pAKKs
( pakks 8.
pers v L)
Busimess Stream Products
Cersteation Deparyrant
Certificate
TOU Rhaitand LOA Prahecs Gt « 1106 K -
Quality Management System W 011 b arst
EN IS0 13485:2016 -
Do Apd 13 350
Regeason No
‘Organtzation:
tor:
Cescate o
Requrement ~ EN1SO 134852018
The s00pe of carsfication slso covers s folowing:
o Design mnd Development, Manufacture of
Putiant Examnation Goves Doar Madem or 5.
Enciosed plasse fnd D new cansficate No. | repiacng he prevous
owtiicate
Vith efectve dute Of e rew Cortcale the Srevicus CRIACEIS DeCOTS Inva
o4 Design end Deveiopment, Manutacture of
Patient Examation Goves et
267)
Cartfcaton body
10y s
Jster )
e G s

FReport No

TV TS R et et g 4 e e e v

Effective date: 20210415
Exply dato. 20240414
Iasue date 20010413
{{ pAKKs

08

M s pisrne.
priyrean
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VELVET GRIP curaden CERT. : EN 455: 1-4

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN 455: 1-4

Test Report No.
""m'.’_'_"m_” @ dated 20 Oct 2020

28 S
e e e & B 1OV B 2 i S o e & g 3y o 3 g
BESULYS:
sunser: Sample: Nirke Deposatie Exam Gioves. Lot No. e Szes
Add rvra
g var Iatie 1 Resuty bor EN 455 12020
e el Bl
Clause | Towm et —
JIESTED FOR;
Hl AR 10 s ° Passed
4 4
Seow Vi OMedan) (pucen) oty
JESTDATE: Lyl * M0 n 40 Posand
.
22 A4 2020 10 14 Aug 2020, 20 Oct 2020 [rev— "'E‘ 1 o Passad
e =
DESCRPTION OF SANPLES: >
a)Foroe o treak. o n 78 Passed
Eample ~N 260
SN | Procuct Descrigtion | Colow | Lot No. | Siow | moaived. Maritactue s [EiToce mowek
i anos cratenge | "%
Exam Gloves__ |2 o > testeg () Py ) 74 Passad
e By Gl l’,gz"; 280
) A} b4
1 EN455.:2020 Medical gloves b shge se Clause | Teas [r— Rets | oot
Pt 1 Racpmerrarts ard st fr froeccen fom hokes
e DaCKIGING W tre cume of manulachure
2 ENA4552 2015 Mescal glowes b u. e EN 150 152231 2012
P2 Raqremesds s tasing e pyecal pepartien T LA | g N 10K 20084A12013. Dot of il b
3 EN4SSI2015 Medical glove for wre use cane e _—
Part  Requrements and bestng for DOOPCH evalistion
Clause 44 Powoer-free gloves
- Clause 45 Latelng

Tovsin r

sy e st 1 [——
Tow 30 8 st i Seve 90 900 he o P L.
— et s

T — o

Test Report No
T No.
s e i

it o
8 b
REMARKS.
RESULTS (contdl.
'L
Samgle: Nevta Dgostée Exam Gloves, Lot No. Bue, Sun 8
2 NA Not appicatie for e mutmitnd sampe
Tatie & Sesds for EN 45532015 Qpuse 44
Clase | Tosn Requrements Resuts ! Remans "_-"" v
e oo P00 g o 2T &/_
por 2 B Quartty of powse resizues shal cct 0.52 mg per glove Pussed S -
a2 Assockate Engreer Engree:
Isms Masscal Hewh Servces (NAM)
Couse | Tess Rouwemenes Rewnts APPENDEK:
Tn 303400 10 he labeting toeciid 1 EN 1041 2006+A1 2013 and e
st wystots Gven 1 EN ISO 15223-12012. e folwing
requrements apply
a
1 ackaging of ol least the smalles! DRCKAGING o weh e EN N
150 1822342012 symeo for latexc
uter atex masch may causse aberp< RIS NS .
WaphacIC Y
) the iateing shall nclude 3 prominart ARcaton of whethe the Comgly
48 |Latetrg Gove & powcernd o powoe See
) sturie powdernd shal Do Latbec wen T foflowng o
easvwent Suface powder sha be removes '™ PRom 1: Narke Owsosatee £ xam Glowes. Lot No.
minimize e (1K of verse S3808 (EICtNE
& for aey g e
1abebing shal not nchuds”
" NA
o low proten.
any urkstited indcaton of the presence of atercens.
o v " N
eocass e,

Phcto 2. Packagng Actwcrk for Nesie Ouposstie e Giowes. Lot No.
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VELVET GRIP curaden CERT. : EN 455: 1-4

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN 455: 1-4

Test Report No.
datod

20 Oct 2020 @ Test Report No.
dated 20 Oct 2020
2 oo

S Toms o o e & Tk B0 P08 P S S0 S et o oo LT
Piamns ot Put s Ropor & wiamd under Fu blowng WAL Add e
Sy v
e T S0
155 moroven. receranch o wekaes Pu rmARh . s @ s of mih ratespt. 3 tat 1Y S0 KB = ey way
s A’ IESTED FOR:
g e o g o ke oS
1 Tha serpmt sertomd @ 7w ROOT 6B SATINS RapeTTeL OO0 %y T Clet TN SUD PER Pwvter mesms %
oty by Pe maay o vlrnaion o e B reve W0W Wt g0 O FeAAKLM CTugTTeT o amy ovelen
b
1
g oy 7 budes Par vy be ) o Tl e
. TesToATE:
~ 22 A8 2020 10 14 Aug 7020, 30 Oct 2020
s e
QESCRIPTION OF SAMPLES.
. i
Tontog wne Camtcat hogssats o fu PN 510 . Sonche
BN | Procuct Descripton | Colowr | LotNo. | Sie | secewed Manutachser
Lomses)
P | e W w
et 0 Septertw 200 Lot sre = h”lwa!ﬂ””
METHOO OF TEST,
1. EN 45512020 Medical gloves fox sihge 1se.
a1 an teating for Sweckcem from hoke

2 EN 4552 2015 Meccis gloves for
PA Raurunents and asiag o Shyscs ropartes

3 EN45532015 Medcal glove for single use

X and sesting for Btogal evakation
- Clause 4.4 Powder-drea ghoves
Claume 4.6 Ladeting
Tov g P
P o ot
i s b Sunm Y0 e Pt P 0
P et L

Test Report No. @
dated 20 Oct 2020 Test Report No.
‘dated 20 Oct 2020

P8 S

e
BESULTS:
BESULTS (contd)
Sample Nirte Daposatie Exam Gloves, Lot No.
Sample. Nirle Disgcastse Exam Gioves, Lot No
Tate 1. Rpsls for EN $55-1.2020
- e of Fiebar | Achuave o [y Ludte ¢ Resuts for EN 49522015 Claune 4.4
- (pioces) - Clause | Tessm Regaremares Rewsts ( Remans —
T [ Trewaom To rowder Fee gives The i
Shat not leah 0 ns 3 Passed b
5o ooy - -i"—'in-"":'::;;‘"""“ 1.08 mg per glove Passed
Table 2 Rty for EN 45522015 Clauges 4.
Fioqueements | Number wwied | [ derred | Lubde 5 Resuste for EN 45522015 Coune 4.6
Canse Tosts
Adnan) (mm) Oadan) | rwaus
Dmoraions. Clacse | Tests Hmausements it
4 L .’; . st I 203000 10 6 Abeng Specios 1 EN 1041 2008+A12013 and e
Diwan ) | (oSN " ) Passed o e —
Vo mwwn
¥y - he NA
)Fore sveak ’__:":"“ n o Pasns o cngig of ¢t e st
s bjForce o Brask
ot e e echusng »
tosteg (N} b~ " 71 Passnd e, :
(e T s v s ed
fulas 46 | Lateneg -p—a}un—uh i L
o
Tt 3 Raufta for EN 35522013 Claase 1 e Sctfvce powder st 5 ™
Cose | Tomts Requtmenn Rents | Toeme enanizs the ek of adverse epve
o e preduct
17 packagng weh e dake o mundachse soeing whal ot e -
| \a0eS | N 1061:20080A1. 2013 e of P | ey ypasterganicty of kow prcsen;
s Gefnod as the packaging <
" it e 7
process e ghen
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VELVET GRIP curaden CERT.: EN 455: 1-4

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN 455:1-4

Test Report No.
Test Report No. . dated 20 Oct 2020
dated 20 Oct 2020 @

o8 Sevan
e
BEMARKS:
L 2026, P ke St s Mo s s e B Pioming S
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w
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Test Report No.
Toot Report Mo, @ dated 20 Oct 2020
datod 20 Oct 2000

s T e e o o 70N 06 i P s ot P o BESULTS:
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RN Wo o | o | RS T | raered
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N
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— ornais
DESCRIPTION OF SAMPLES: wiFoce sibak [ STRUSCY " s ]
):’ 260
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Descrpton | Colowr | LotNo. | Sam | recaved Manutactum s For e
Ntrin Ossposatie testng (N) goves. i ) L8} Passed
Exam Gloves | ™ R = 7 caps 41
e Ty Chet. 150,001 % 509,000 pcen (P0MITC
Tatée 3 Rencta lor BN 83522018 Cone 7
METHOD OF YEST, T}
Cause| T
1. EN 45512000 Medical gloves for shgle Sae s ""'-'::m Sese resuts
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= a5 De ose  =adcre
3 EN 42522015 Mecca ghoves ke segle e  accardance wih 18223 12002
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Canve 4.4 Powes rea
Clause 4.6 Labeling
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e ™
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VELVET GRIP curaden CERT. : EN 455: 1- 4

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN 455:1-4

rmmm“_wu Ymmh‘“.“"

1 v 58 g

RESULTS cant. Manxs:
Sampie: Nerte Dgosable Exam Gioves, Lot No 1. Labeling ty chent an 20 Oct 2020
Tale 4 Resudy tor EN 43532015 Cinsn 4 & 2 NA Not apgicatie S the sutmiies sampie
Cose | Tess pep— pr— —— -~
a4 | Powder. | T powder-oe gowes. The el
52 oo ‘Quanity of powdn remdaes shal ot 0.96 mg par gove Pasens

hoves | excens 2 mg per gove Yoo Pon Keaeg i
Latie 5 Resuts for EN 45532015 Quse 4.6 Assocute Engineer
Cumse | Tests Requrements Resuts.

% 230100 10 1he Bbelng speciied In EN 1D41-2008+A1 2013 and the
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sequeements sty

a

N NA
150 1522312012 symool ko latex.
Tre et

statsment pether AN the $yTOOL (FTO.Ct) CONNNS Rk =
S0 Latex whech ey Caine wherpe e mirs, SrUSG

araphywctc -
) nmnm-m‘—mdn—-n

46 | Lavesng uw-m.:mh- Comety
Surface powder shal be removed N
s e rah of $dverse vasom roactcrs o
a
Mg hat (X routa
‘9 16 suggesting relatve safety, Such 28 kow adergerity. NA
Il rcty of w prohen,
[
o s 3 8hat te gemn s
Intores reutts | Passed
Test Report No.
@ated 20 Oct 2020

e o Fut B apirt « mased e a Sshomirg weme.
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TV S0
-s--u o S e -umnﬁsﬂnn—
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S oty S By b o P
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ipaces)
o

B
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VELVET GRIP curaden CERT. : EN 455: 1-4

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN 455:1-4

Test Report No. . Test Report No. @
Gated 20 Oct 2028 @ dated 20 Oct 2020

8 S 28 o
BESULTS: BESULTS icontdl
Sampe: Nirte Dugosssie Exam Gloves. Lot Mo Samgie: Nirte Dugosstse Exam Gloves, Lot N s, Sizw XL
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ypostenpemcRy of low
eccontarce wat EN IS0 1922312012 2
7| Leseng and EN 1041 20089412013 Date of Ctaarves. Pasaad ) ':vu—i-t—dhmdm =
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Test Report No.
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VELVET GRIP curaden CERT.: EN 374 1,5

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN 374 1,5

- Produkte '] 7 »
ey A TOVRheiniand® sy A TOVRheinland
Prufberiche-Nr Aufrage e Sedte 1 von 4 Prifbericht-Nr.: Seite 2 von 24
Teat Roport No Order No Fage 1 of M Test Report No. Page 2024

-Nr. NA Aufiragsdatum: 14 05200
Gt st Crr e et o s st cquipmant
Auferaggeder:
Ciere. 1 10-Nr.
Tost equiment Boupment 1o, | -No. et cabtraton

Tost fom: B | siete Arkarga 1y s Priftercot
Bezwichnung | Typ-Nr_ Nirthandschure
Adwonfication | Type No.  Nirfe gloves. S99 aftachment 45 BV fes! raport

Preousibewachung PSA Kategire 1F | Procuct survedance PPE catagory
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EN IS0 37412016 + A1208
Tost ipechceton Scrutzhandechure gogen QelaPricae Chamdasen und Mivocrganamen

Profecive phravs spanst danperous chemoys s

2082019
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Lo Ll O T N
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Testing taboratory Gmb |
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Test rest” |
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|

«
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Sen Vo | s T Urirai
Dew _— Tt S ST —
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Test Report No. :...3“.'}“ Test Report No. Pagedof 24
T
Produktbeschreibung "‘""[ | ]m
Product description e | o Tess | ~Remwts | Evataton
1 | Procuisetass 5-Frnger Handscrun gegeben Dutais -
Product detads 5 Anger groves. entnehmen
part For detads,
2
| Artiche | Moow! Nitre goves
3 | GeoBo / Lange S (8.5). M (7.5). L(8.5). X108 1 Anwendungsbereich
Size / Leng: Scope.
. NaCH 0% Parmeston.  Kassal lovel & 2 MG Windimety
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Other p 3 5=
(Debanet | Y Asachrilt 4, Abschnit 3 und Abechnl 7. efUlen
| rocedun ax/ ese moy = -
L 420 2005. Clouse 4. Clause 5 and Clause 7.
1 Prifbenchie EN 420, — Adgemeves
Parther A1 Genera/
ama . o normaien Talighetan Schutz aut der =) P =
qegesen F a
- minkmake Zed zum An-/ Ausseten NA =]
- gmaaTin L mwtang nicht wamentich herabgesetst Sach NT OO
bl
- i 10reseeatAe CONTBONS Of LS. DrOleCHOon ¢ Nighest oven
POES D0 Jove)
« munemal time for put Ontake off
everad not. decreased Ly seams
EN420
42
warr gefordert m.as Ser Weeratand des -
« Lederhandschute nach EN 344- 1
« Testhe Erzeugnisse nach EN 20811
M requred Me GIoves Malerdls where resstance
‘water penetration Rave 10 tested S0COMIng oW jest
‘meshode
- nathar gloves accarding 12 EN 344-1
EN 20811
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424
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- bem Gebrauch Scoutz aPne gesundheitiche ) P = DIN EN 16523-1 festgeiogion Anforderungen erfalen. nA @
‘Fegetarn a Natshautscha Lowry- Pritmethooe NT o
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433
Der Chom(VI-Gehalt von Handschuten. die Leder - P =]
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vertatven nach EN IS0 170752007 3.0 mohg mett NA ®
E NT o EN 420{ Bl irostatache Eigarschatien
Adten von Leder, muss jede Leder Adt. AS
urvon, b sie Mt dor Hat 0 BarUhrung koment oder - )
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10 850 St medhd dascribed m EN (S0 170752007 ¥
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S— [
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T 2 :“ 3 :..g..‘ emschit dernoch der EMebt
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F Stute | -
iz Levels
[ ,.\ ,\

Dy
T
*

*
GGY

CUR_VG_GGL_ZH_LONG_N_EN_211021_CUR_LN_v20 am 14 of 35




VELVET GRIP curaden CERT. : EN 374 1,5

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN 374 1,5

ot /A TOVRheinland® s A\ TOVRheiniand®
Prifbericht-Nr.: Seite § von 24 Profbericht-Nr.: Sete 10 von 24
Test Report No.: Page 9 of 24 Test Report No.- Page 10024
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Procedure Water leak fost
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Wt hevne s F ® Autiansese dos Handscruhes fosigestodl Noel o Coakage NA O
sener u ' £ O W1 kowelnoleakage |NT O
Nummer den Loses. Grolle ud Marke der Proben NA O A glove s iked with watev. A fook 5 defected by the USS  konal a0 Laakege
werson Ere Skchiprofung sl Rise. NT © wate: aroplets XS kenel no Leakage
Scritze und Locher wts duchoelii. 503 dwse o
vorhardes Bl anzugeben dms de Handachute Su
Frufung neht bestancen haber.
Carstuty remove the glove #om the wraper. box or s | 00 teara. nips and holes are
‘Record e ently code. kof number. s2e present
20 bvand of sampies. Visuaky examine K 16ars. 1D
st hokes. f 1hase aww presant. e Ghoves shad be
mocded a3 Naveg e
53 | Degradation
Gl = e e i
n der 'wird, 2u bestimmen.
3 ';,!"!“"""" - Fir den Handschuh, cer 1anger als 400 mm st geeng
Lock) wrd als Skrom aus Lufilmsen schitar. dor sich | ~ W65 kene no Lesiage | NA O Dogradetion Jsmindeet engegeien wanden
oo e A Vg madsiawaes Wy O The degradaton (DR) shal be determined according to EN 374-4 for sech chemical chaimed it ihe
A glove is immersed i water, and s inteor & XS keinel no Loakage :-mnmwnmm
ottes o Sk ot et bo rapovied
EN374] Tead
4 Patd br chemiceds
4 Profprnze
Der Weenatotes fur .
Cremiabe wird bestmmL. ndem die Workstofes for
n3gom
e Fallirichem oder
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e o
measirng nge of ater a continuous
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—— A TOVRheinland® s A TOVRheinland®
Prifbericht-Nr.: Sette 11 von 24 Prifbericht-Nr.: Sete 12 von 24
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534 | Dorstodung der Esgetisse 541 | Adgemenes
'Die Dogradation ist an fedem der drel r s Fr dun Handachuh, der Mingar s 400 mm ist, und bei dem de Handnsartiche nd de Stube
e e s i o Karmzchreng ngegeten werde Al gmtrevsm odien £ e Berstreewieding angegeten
N O o Tabetle 1 wobel de
n 1662312015 8.5.1.1 oder 8.5.1.3, angegebene Ergebrisse flir de normalsente
Die Degradation des aurch dm
Chamicabe ist 21 memitintn. OR 4% Durcrbnuchsze anzuwenden sind.
= For the giove longer than 400 mum, whevs the paim and cuf achieve Affecent pedarmance Jevela the
P wmwuuwnumbwwunwmn
g 10 Table 1, using the
Verandenungen wie Acfquelien, Schvumgten, results a5 gven in EN 16523-1.:2015. 8.5 1.1 or 8.5.1.3 for the normaized time.
Schuppmblding, Aufitsng. Farbverindeneg/ 542 A Die Permoatonsiestung mindesters Stufe 2 gogen wenigsions. Prafcromiasen
Ausbieichen. Delaminiaren sind srzugebes. Profdanum | date of the fest: g m.nmuu::z-puuw -
10082017 Type &
dsted i Tatde 2
Dutermine P degradation kx each of e Sree glove
chemcal s43 |Tpe rraresmatnrm Shtn 2 gugen
metre. @ in Tabede 2 gebsiet sind
P . Y Type 8:The parmestcn peromence shef be ofmest eve 2 ageinst mikmum of et et chamiets
chasenge chemcal
s43 |TpeC Stue 1 gogen
Determene e standavd deviation (SO) of the entsprechen, Se in Tabelle 2 gekstet ist
Gegracaton kox fhe three gloves. Type € The T aganat mevmum of gng fest chemear
5 Aatedin Totwe 2
changes such a3 sweling shanking, DritSeness.
[Kenebuchsiabe CAS RN
Nardening. sofening. flaking. cisiniegration. colow Yoo 2 | [Tenbus
Gescribed for informanon Moty Methoepy S128:
“Amen -6
i fei
7509
515
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Tab 1 Ouchbruchzes Cuobnehest | F O dirten bex dex Prisdeng rach BN 374-2: 2014, 7.2 und [
Measired breashroug tme. Mossured | nia lE 7.3 rochi undhcht warden. z: 8
fomin) resiavough
510 me jovin) goves o oven
>3 ot leak when lested according 10 EN 374-2.2014. 7.2
560 »480 Lovt & ans73
>120
> 280 ::wwc
> 480
Dl Pr0kiemhatoe) e fmdasan) s do L dor 53 | Schutz vor Vieen
Prufchammssen © Tutels 2 gercaman wasden e
Abhingiy von der Anwendung der Handachihe konolen Views wnd nach IS0 10604 | — P O
et vecamndnt wecden Vertarren B 2u testen und durden im Testiler kenen ¥ a
Tranater (<1 PFY | -~ NA =
Chemacal's) shad De faken from he st of test Bastericpragen aufwesan NT o
chemcals o Tadle 2 Offer test chamveals coud be
used depending on the appicaton of the gloves.
1 IS0 16604 Procedure B and shal exhi! o
Getectatie vanser (<1 PFLIMY of e PR-X174
85 | Anforderungen e Handschen-Typen A, B und C Rachriophage in S assay the.
Yor types A B and €
fov et
Teb 3 = = Jso Jso e _“
TypAITipe A X X X
TywB ype 8 | I I I T | = o | D Ardorderungen sind i der Tabelie 1 mugetchit.
e e — ! p— T 1 ) i L)
= 7
Hansuctuh gegen Bakiarkn und Pizs x x
ENSO| Tets e Risbans Glove profectng aganst tuciens and fng!
3748 | Part 5 Terminclogy Mandschuh gegen Vieen. Baktenen und Plze x x x
s Loishmgeariorderrg Glove protectng aganst wra_Sectevs and fungs
(= erordeich  regured
51 | Algemmns Arborderuegen
Schutzhendechuhe gegen MIroorganemen sofien dor | gegeben
EN 420 2000, Absatz 4. Abs. 5 und Abs. 7 ertisprechen. . Keenzeichnung
Profective gioves 3Qanst MCrO-OGansm fsks shal Pven :..
Clause 4 Clouse 5 and Clouse 7 an n EN 420 und mit foigen
the cowrpy of desfraton
Produce - " Produste (1 :
jatate A TUVRheinland® oty A TUVRheinland”
Prifoericht-Nr.: Sedte 15 von 24 Profbericht-Nr.: Selte 16 von 24
Test Report No. Page 150f 24 Test Report No.: Page 160/ 24
Atnaz EN IS0 374-1:2016 + A1:2018 Messergetrisse - Bomontungen | Bewertung Absars. AL:2010 { !m
Ginse | Anforderungen - Prifungen | Requiements - Tests | Msasunng resuts - Remanks | Evaluaton Cimcse Prihungen | Tess | ~Ruarks | Evatsation
EN 420] Kenazeichiung und information — Algemeines O Kerrzeichnung Permaation
EN 420 Algemanes L3 Kennzeichnung von Handschuhen des Typ A
71| Genersl Marking of Type A gloves
) = ea ( v ponts - ? O
Sie sind mindesiens in der {den) ofiielen Sprachetn) | gegeben, in Englesch F a Fig.2 Schuztansschune, Se dis F a
G0 Bessmmungsandes anzugeben NA O 5.5 angegetenen m o
NT a wrfien
Al cetails ven, in englsh at dis Phicgramm n Bad 2
courtry of destnesan o o doven Tet
o 150 374-1 29 varwencian e
N 420{ Kenmzeichnang
12 Matng Patogames angegeten werden mussen we o B 2
721 | Jooee mess Angaben [ 13 P = dargestett Wurden wetere Chemiasen geprufl. de ne
gsernumcrostoe (- n der Linte angmgeben w3 missaan dm Inbormasonen
- Name. Hardelumarke anders (ar dm Lentngsstiden n der Berutze anietung
Ertarrungamarizmale des ersisters oder senes NT O brarfunhers. onrig o
Repetmentartan
- Handschutbazeictnung (Handelsname oder Code, der For prtective gloves complying weh the hpe A
stated n 55 the pictograms in Figue 2
Progusts innermaib des Soriments des Hersielers oder shal be used with referance 10 thes part of ISO 374-1.
Rugeinentacton ermbl) The aix cooe
gegeten, 28. 5 {0.5) lnfler which shat be marked under the ACROgAT &3
- Kenezeichoung ma Vertatsdotum gegeten shown it Figure 2 If oiher chamicals ot present o the
* dan Phacgramn st der Musmere dor Norms i e ( gugeten ¥t have Been lested. intormasion sbout e
ssungastuten von ins
62 Kennzeichnung von Handschuhen des Typ B
Boa ( T - ]
Each shall Fig.3 rzgmmm?.ua :' =]
nbrmason i 5.5 angegebenan Typ-3- A @
- Kavme. trace mark or ctber means of ensfaon i aﬂ W o
of manudachrer or s muhonized mpresertatve Phngana i I
Glove (commercs/ name or code 150 374-1 dienan von "
:u-'mmnmmnmm:m -
representatve’s range) Lt
werden.
e s o ahodlaaconsn Lol Bl Pintogrartens angegeben werden mussen, e  B4d 3
Wurden wedece Chemiaien se
F with number of stanciend and pecfrmance | gven —\ kit in der Liste angegeben sind, missen de
q. /'\ For profective gioves complying with te bpe 8
4 Foquirements stated in 5.5, the piograms in Figure 3
qL Shad be used wih reference o $hes part of ISO 374-1.
< * Code letier whvch ahed be mavked under ihe piclogram
a3 shcun it Figure 3. ¥ citver chamicats ot present
the kst have Deen tested. inrmaton about the perfor-
mance wser nsuCYOns
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stuctons. BN 150) de gekarvaschod srd Stz [ 13 P ®
- the resls of , Degradason, 3745, 1| gagen Mcro-Organismen 2u betan und den gegeten ¥ C
muvunm.mnm’n Aﬂtlﬂ'\lm;:;::m st dles in der m t
Foves heve
=-'o = cgr G -2ugedg s
Cimse Information ncht die tatsschiche Lestung am
The folowing warmings shall be acded in the user| ghen Arbedspistz wiederspiget . Penetration wurde unter

Laborbedingen bewortet und bazeit sich nur auf de
“This information does nol refect the actuar duration of Qepriften Proben”

e ey S O VISR Qe T gt Vot
“The chamical resistance has Been assessed under | pven
Istoratory conditions fom sampées ken fom Me — .
i iy (ascest i cases whers e gtve & eousl £ o
- wheve Me cuff i lested alsc) and SGRNS! MCO-rGANTMS ANd COMPYVIY W e
mwunmm 1t can be cftevent ¢ requiements in 5.4. $his Shal Be stated in $he user
e Chemical is used in & miture * instructions.
W ks recommended fo check Mat the plves | pven The foiowng waming shal be added Mat Ma
e, ey e Do e v e workplece: . The penetraton resistance
:.wm ""....,:.._..,."'""‘“5"‘“" e e by Condns g o oty
the tested specimen *
When used protectve pbves may provide kess| pven P shat
resstance 10 he JINDETUS Chemcal due 10 Changes nuses ~d
in physical properses. Movements. nobing. be added “Not lesled sganaf wuses

can be e most important
factor % consider in selection of chemical resstant
gloves”
‘Belbre usage. inspect e gloves for any defect or | piven
impertecsons.”
For reusatie gloves. hmﬂmn A

ﬂmnnm-—nm.m'
"
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VELVET GRIP curaden CERT.: EN 374 1,5

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN 374 1,5

A TOVRheinland”
Genau. Richtig.
Equipment - Liste
Prufdatum van 11072010
Protdatum b 19072019
Promhtieitar Sutla Veigt
Kostenstete 556
Profbenchtsnummer
Projkinummer
Kunde TUV Rhantand (Shanghel) Co., Lad
Bemerkurg PRODUKTUBERWACHUNG PSA KATEGORIE W
v 1t
Aw o L ] |7 ritesm ey prerister [ooe.  Fangien
ol s
Judtaiee o) AW bt 20 1 osgo
fane = o0 Jra vazon
e—TE =R YN TXTET
[Marweseter 30 14 o b &3 Wby 1 [03 %6 30
e Cepre——— Ty TITETT
Bon = T

B e
oder the vt e Eraihabbrerng besttipm
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VELVET GRIP curaden CERT. : EN ISO 21420, 374-2, 5

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS
EN ISO 21420, EN ISO 374-2, EN 374-5

SATRA “miszrssw S,i\TRA TECHNICAL REPORT
ommnc A
| T ==

WORK REQUESTED
Cuntornmr detaty: SATRA redererce:
e colour. blue, size: XS(5-
Your reterence. ), S(6.7). M7-8). L{B.9). XL(5-10) were recewod by SATRA on | March 2021 ke testing in accordance wih EN
150 29420 2020, EN IS0 3742 2019 and EN IS0 3745 2016
Dute of report 23 March 2021 SAMPLE SUBMITTED

Samples received. | March 2021
Doto(s) work 422 March 2021
Garmed out

TECHNICAL REPORT

Sutject EN IS0 21420: 2020 size & detenty 8 hnocuousness teet. EN 150 374.2: 2019 ax leak
2t wator Joak, EN 150 3745 Free
an ootour: Do, 328 XH(58). SI6-7). W78 LiB-9). XL9-10).

EN 150 23420 1~ Seng

EN IS0 21420: 2020 Clause 5.2 - Dexteriy

EN 150 374-2 2019 Clinss 7.2 - A bek

N 150 374-2 2010 Clanse 7.3 - Waler insk

EN 50 374-5: 2016 Clase 5.3 - Profection aganst virsses (150 16604: 2004 Procedure B)
EN IS0 21420 2- o

CONCLUSION

colows. bue, size.

The samgies. reterorces
XS(S-8). S{B-7), M(7-8), L{5-9). XL(0-10) ware fousd i actiewn the folowing resuts:

EN 550 21420; 2020 Clause 5.1 ~ Soe below tatie
EN 150 21420: 2020 Clauso 5.2 ~ Level §
guxtorce oy EN 150 374-2 2010 Clause 7.2 - Pass

EN IS0 374-2 2010 Clisse 7.3 - Pass
BN IS0 374-5 2090 Claumn 5.3 - Pass

t /“\ EN SO 21420: 2020 Clause 4.2 - Pass PAHs, pH visue and DNFa.
ZINED 8 Oetaded et are Icutod on he fosotng sagets)

i
i

Reportugred by, Gladys He q:‘
Fosexn Techrowgat *
Deparmment: Crina Testng
(Page 1640}
Date: 23 Masch 2021 (Page 2019)
SATIRA  TECHNICAL REPORT SATRA  TECHNICAL REPORT
ﬂlm EI E————
Tosting Tatsle 4 - EN IS0 3742 2010 Test Rosuts
Tenting was carmied oul in sccontance with N 150 21420 2000 and BN 150 374-2- 2019 Cliume/ Tost Test Ressts h“:‘ Resut
[ )
Sumplos or testing atheast 24 hours at(242)°C
Semutes T st Ares
Requirements. 58 N eaks Setoctod
7.2 A loak test &7 o mass Satncing
Tatve 1~ Requirements for EN IS0 21420 2020 Clause 5.2 Dedtenty :: vt - 2001 % b
Performance el [+ 1 = [ 35 T « T s 1] 2% 2o toshe detocied
Sampie sze [
Damewotoadectypnimm [ 10 | 95 | a0 | es | so | b Mo femhs detecied
or No sk delncing
Tatre 2 - Requisments for EN 150 374-2 2019 T Wadac Tonk T4 No feaks detncted o o
89 NO loaks detected
[ comme 72 mr o | No leat 1o be detected | 210 o lmaka detoctez
[oomrswaves | SenmR . | Additional Information / Notes.
Test Results Note & - of test (0.9 10 appied torce of 1o olerance
) L meets standard
Tatie 3 - EN 150 21420:2020 Test Rewuts
Cuaune / Tont | Rnqurement Towt Rassts P
-~ Lengh mm
1 2 3
s m o w
Comtoriatie on fl
&7 m  ns
51 Giove Comfortable on fa
ngih,comtt | NA 2110mm A
iy 18 46 M5 24
Comfortadie on fa
[ w2 W
Comfortable on ft
L 24 26 0
Comfortatie on 8
Se Miramurm pn Sametsr [ mm
58 50
62 Deterty | Soe tatie 1 L4 50
T8 S0
89 50
Oute: 23 Mrch 2024 PogeJot®) Date 23 Manch 2021 (Page 4 ot9)
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VELVET GRIP

Disposable NITRILE GLOVES

curaden

O better health for you

INTERNATIONAL STANDARDS
EN ISO 21420, EN ISO 374-2, EN 374-5

SATIRRA TECHNICAL REPORT

Testing was CoNuctng at & thd-party and The
laboratory s CNAS sccredied 1o 1SO 1025 2017 with IS0 16604 2004 nchaded i thee accredtation
Table aita
‘Sampie description: Disposatie Powder Free Nirfe Gloves relerenced as ZHPFNOZ. colowr blue
Titre of phage

Test Stop 1 Step 2 Step 3

method | SPOCTEN | g 10y S min) | (14APa, tmin) | (OkPadmiy | PRXIT4 | Comment
150 16004 | < conbial | Ponstiason Penevation Furataon Peneiation | Accestate |
2006 [ —centrl TNo penetrasion | No penetration | No penevation =3 Acceptatie |
Procedure 1 nvisRie Invisbie 1 Pass
s goratiate | penetate | penstrate
Uwrg 2 nvsile Imasie visie <1 Pass
Do gortrmle | ponekais | ponetiste
scrmer 3 e i = F—

porevate _peretam peretiate

Dase: 23 March 2021 (Page 5019}

TECHNICAL REPORT

TostMenod . WAm reference % lest mehod PD CEN ISO/TS 161802013

Maamr Acwabie
|‘_‘t In—---—‘m-u-v\'

I I Wt |
| 1 cone T ] 1
| w0l | o 1 [ | T | raSS
ot | Ky NO Esch 02
Raran
APPEMD
Ne. _ﬂ= CASNo. Ne. h‘m CAS Mo
Crvpsarn 218018 s 53703
XoT) [ %3
a2 1 08823
Bans ardbracens ey [ 01085
Toat Matioe N T, Specmn
Resut
Anwpe o Tost heenis) e i)
not
Drvearytrmaman DMFA) ~g N 000
Canchomon PASS 3
Nota £ ey s
YN * MM S kg * P * gart per Tekon
*** End of Report ***
Dwte: 23 March 2021 (Page 7 ot0)

CUR_VG_GGL_ZH_LONG_N_EN_211021_CUR_LN_v20

SATIRA TECHNICAL REPORT

Innocuousness Test Results
T y and er reforrnce The
\aboratory i CNAS accredied o ISO 17025 2017.
| Lacaton Sule
001 oy oy - Gowa
B g - EN 130 234202620
Tant Mathod | ry o
2000,
[Reuroment [3sas |
= 7] Rovlt
Towt boewntn) * 801
Tent Method - [
P - T
[emp ol et T pix]
Vi 5 e
nferemce
— TR

Nom (Key | deg C = degree Cotenn ('C)  Tarmp » Tampersaon
eman Rm e

Dater 73 March 2021 (Puge 6 t%)

SEATRA TECHNICAL REPORT
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VELVET GRIP curaden CERT. : EN ISO 21420, 374-2, 5

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN ISO 21420, EN 1SO 374-2, EN 374-5
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22 of 35




VELVET GRIP curaden CERT. : EN 374-1,4, EN 16523

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS

EN 374-1,4 EN 16523

g A TOVRheinland® )
ot A TOVRheinland®
Priifbericht-Nr.: Seta O von 24
Test Raport No.: Page 90t 24 Prifbericht-Nr: Saite 10 von 24
emz | EN1SO 37412018 + A1:2018 [msseegetranse - Bammrniren | Bowerring Test Report No.: Page 100/ 24
m[ Profungen | -Tosk | Remerks |M u-n[ EN 150 374-1:2016 + A1:2018 Iwmlm
- a-.[ Pritungen | - Tests l - Romarks. lm
Procedure 73 | Wanser-Lock-Pritung
71 [ Asgemenes Waler ook test
:“ o pm oy = FE 42| En Hendectuh vied mk Wasew ool Ene Undchthen | Grodel LubiackPreg! [P B
Licher vorhanden | o e s e -
Narmimer Ges Lowsa, Gréa und Macke ger Prooen NA O o e .. WIS havarestoumss [NT B
wesden aufgezeichnet. Eine auf Risse, NT O A glove s fed with waler. A lesk is Selecied by the UBS  kenes no Leakage
Schitze und Locher wird curchgeihit. Send diese water utside of the /0 kenel no Leakage
vorhanden, ist anzugeben. dass die Handschuhe die gove.
Prufung nesn bestancen haben
Cavedty remove the glove from the wranper, box or s | 1o tears, rips and holes are
packaging. Record the dentiy code, lof rumbev, size | present
and brand of samples. Visually examine for lears, 1ips
and holes. 'ﬁ-ﬂmhm”.
repavted as having faded.
72 | LulLeck-Profung = w’""‘"
A loak test
e pe—— — ~ — Dia {OR) st rch E4 3744 R ods Chkate, G I dor Kenmcacheu) argoguben i
oft _&_ﬁ_""‘;_!'_“ F a Handschu, det anger as muss. gerngsien Permeatoraergetns.
(Leck) wird ais Strom aus Lutitiasen sichibar. der sich Weine/ no Leskage |NA O n“" - ‘.mmn g
0 der Oberfache dos Handechuhes bidet W75 heinel noLeskage |NT O
VS heiw' no
& 5 ke i % i wl‘“ﬂ mw::-wnmhm::.wmnmnuummwnm
oo or. A ook ar For the grove longer than 400
Euobles om the sudsce of the glove. Shall ¢ iast be reporied.
e Verwendeter Luftdruck / ar
Tab 1 Nenndcke Ger Hanaschue (c) | LURGIUGK (1] | | pressure used: 0.5 Pa
nach Angaben des Herstellers s | Ar pressure (X)
Nomnal glove hickness (e) mem s EN374] Tet a
4 Patd
2<03 05
Gi<e<0s 20 * Profprieald
05<e<10 50
o510 €0 oege one hussige
Cramikabe wrd bestmml. indem de
mi der
ger Die Protung git Potymer.
mnmmmdnmwn—nmw lo\%
weth the LT
synihecc polymer o i wauks Q v
> *
<
; o A TOVRneintand®
') . Poducty
o A TOVRheinland®
Prisfbericht-Nr.: Sedte 12 von 24
Priifbericht-Nr.: Selte 11 von 24 Test Report No.: Page 12 0 24
Test Report No.: oM
- . o] Aeasz ENISO 374-1:2016 + A1-2018 [Messergetse - Barariirgen | Bowering
m] EN1S0 374-4:2016 + A1:2018 Imm[m : 7 | |
Ciause | Antrdenungen - Prifsgen | Requrements - Tests | Measuring resuts - Remarks | Evatation
54 | Permoation
s Se Proung
Test methods 541 | Aigemenes
534 | Darstotung der Ergebnisse Geners
E: of resuts Fr dee Mandschuh, der [anger als 400 mm it und bel dem de Handinentache ud die Sipe
Die Dogradaton st an jedem der dre 2 P El eirewchen. muss Al
Handschuhprutmusiern gegen jede spesfincre Chemiiie/ chamcal w F a : scilien i dor Bacutzecanieting angegeder
o purty NA O
Sialainen. ! nach Tabele 1 webel die
B e et R i EN 1652312015, 8.5.1.1 oder 85.1.3. angegetane Exgatrisse fir die commaksierte
Die Degradaton des Prifimusiers durch die DRI | 16 Ourchbruchazet anzumenden sind.
Dipsichaniéa Chamcaia i mw adminal o "” SRwaa% For the glove Kanger than 400 mm whers Me paMm and cuff achieve dflerert parrmance Avels. the
(S0) dor P 48 Iowest periormance level shad be Ciaimed it the marking o each chemical. AN the resuts Showd be.
APOARS ) e Lser NSUCHION
e 4 Tabie 1, using the
Verinderungen wie Auslquelien, Schvumpien, m e munnmvmvmuauuuubmmm
Sumashiog. Nty Sy, 542 |TypA Oie Permessonsieistung muss mindessens Siufe 2 gegen wenigstans sachs Prifchesikalion
Austiechen. Delamirseren sind anzugeben Profdum ( date of the I e % o .
foat: Type A: The permestion performance shal be at least level 2 against & minmum of 5ix lest chemicals
10.08.2017 dsted in Table 2
Determing the degradation for each of e thvee gove -
specimans aganst sech e chemecal o chamcal ] b G n Tabete 2 gesiet sind s
Type B The permeation performance shall be at loast leve 2 against menmum of fhvas lest chemicals
Determine the depragaton of he zample agans the STy
chadlenge chemeal 543 [T C: De — Stute 1 gegen
entsprechen, die in Tabele 2 gestet st
Detesmine the starciard deviaton (SD) of the
degradaton for the fvee Type C. The permestion performance shal e at lesst level T agavis! mnmum of gne fest chamics’
Ay changes such a3 swelng. shrinking brittieness. Tab 2
nardenng sotenng fakieg, Sisnfegratn, co0w
Oescrived fov informaton.
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VELVET GRIP curaden CERT. : CE 0197

Disposable NITRILE GLOVES

MANUFACTURING ACCREDITATIONS

CE 0197

TOVRhoinland®
Business Stream Products LaAn
Cartification Departmant Precissly Right. CERTIFICATE ! AL
EU Type-Examination Certificate YOVAtiesian
Regulation 2016/425/EU
RRGL lea Ovtet Personal Protective Equipment
Tl o0 915 9s-0028
Mt savcagn v com
Dot s o0 208 Registration No.:
Report No.:
fro— A Holder:
Cersficate No
Davice POtOCtve Goves Bosinst Chamicals 87 micro-rgansms.
sccording 1o EN ISO 374-1+A1:2018 and EN IS0 374.8:2016
Type
Teat roqurement : UEReg 42572016
EN SO 374-1:2016+AY STli
EN IS0 374.5:2016
Dear Madame or Sir. Product: Protective_goves agenat_chemicals_snd micre-orgeoisma
accoeding t0 EN IS0 374-1+A1:2018 and EN IS0 374-5:2016
A specimen of sbove mentionsd product has been fested and found
10 b techicaly in compiance with § 20 and § 21 of the ProdSG at hla gloves
{= Gaeman Product Satety Law) Colour:  blue
Material: mitrile, wall thickness 0,05 ==
The certificate s issusd with the reservaton 1ha the koence haider Sizes: B (6,5) - XL (9
mdwﬂh&ﬁ:mmwiﬂﬂl Performance paraseter: Type C, class 6, K: MaON 40V
e Emgorer INCUGNG IheIr rE3POCHVe AdATEISes 0N Bhe PrOALCY, ts TOV st - PPE Category TII - chligatery monitocing mofile €2

TOV mnlnhnd LcA Products GmbH - TillystraBe 2 - 90431
Zentraistelie der Linder fir Sicherheitstecheik (2LS).

m-na-no.0197u~ecc—ﬁnn

TV —

€€ The CE marking mey b used If o8 relevant and ffective EC Directives are compied

ZERTIFIKAT
U o

TOVAheiniand

Verordnung 2016/425/EU
Persdnliche Schutzausrilstung

Registrier Nr.:
Bericht Nr.:

Inhaber.
Produkt: Schutzhandachube_seswn_Chemikalien_und Mikroorsanismen
9emiS EN IS0 374-14A1:2018 und EN ISO 374-5:2016
Identifikation: Sinmalhandschuhe
Parbe: blau
Material: Nitril, Wanddicke 0,05 =m

8 (6,5) - XL (%)
Leistusgeparameter: Typ C, Klasse 6, Ki NaOH 40%

- PSA Xategorie IIT - Gberwachungepflichtiy Modul €2 -
Die EU-Baumusterbescheinigung bezieht sich suf des 0.g. Produkt. Es wird beschelnigt, dass das Produkt
Das

mvnmwwl.umem TillystraBe 2 - 9043
Benannt durch die Zentralstelle der Lander fur Sicherheitstechnik (. o

Notifiziert unter Nr. 0197 bei der Kommission der Ercplischen
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VELVET GRIP curaden CERT. : EN 1186

Disposable NITRILE GLOVES

INTERNATIONAL STANDARDS
EN 1186

Test Ruport No.: Test Report No.:
Rapoet Dase: 11 Apeil 2019 Report Date: 11 Apeil 2019

RECEWPT DATE / TEST DATE

SUBJECT Chemical Test 01-Mar- 20190 01-Mar-2019
TEST LOCATION TOv 500 China. THE FOLLOWING SAMPLE(S) WASWERE SUBMITTED
TOV SUD Producss Tastng (Shanghad) Co. Lid Y/ ON BEMALF OF THE CLIENTS AS
B-34, No.1995 Dy Mut Road, Minhang Oustrict Samgie Name: Powder bee nitriio glove. blse
Shanghe 201108, PR China
Sample Specicaton:  Medum
CLIENT NAME Baich No.Date:
CLIENT ADDRESS St ¢
TEST PERIOD 01-Mar2015~08-Mar- 2019 SAMPLE NO.
TEST REQUEST In docerdance with Councl of Eurcpe Res AP (2004) 4
Bue gove
CONCLUSION PASS
rple
stated
10 be uead o food contact appiications.
TEST METHOO(S)
1 For material - Rubiber 3 I
. for compiance AP (2004) 4 on rubiber to be
Propared By fooxd cortact wppteatons i P
- Aa spwcified in REGULATION (EL) No 102011 and its amendmaents. wiih refersnce 1o EN 1186
2( for ovecak EN 1188 Part 3 (Tost
for overal food 1106 Part 14 (aubsthute
Crd..' Cao )
( Cyvtha Cao ) TEST RESULT(S)
Orafier
1. Oveeall Mgration Test - wih relerence 1o BN 1186 Part 2. Part 3 & Part 14
Manmm
Simarets) Used Test Consison o’ Permasitie Limit
10% Emanc 70°C for 2 howrs <0
I% Acete acd 70°C for 2 hours <0
95% Emancl €0 C for 2 hours. <50
[rem— 40°C for 0.5 hour <0
Fiow T Mg Owncies malgram per kiogram KodsA
2 ries
or lood contact appications
\ ED 8 3. < denches heas than
o }v Note: This report s for inkernal use oty by the cliant
[T — @ el The tese spart /—\
oy, e -END OF THE TEST REPORT-
= e K Lot s Q
st cing o MOHEUEY  Rapons et OBce s tecmmong e e TGN Ragend tome O
TV 500 Pracucs Tassng (Srangpad Co. Las. o MMRTON 700D Cattostes sntVeivg Q * TEN B0 Pross et Shargh Co. Lt fm UG TV D Cathcaton st Testng
3 il e s Bt o gt [y Ca O e ey S S g e (a8
o e T ot gt < vave W et e g Vg St B
= Reon PR = Xaen_FAove
Pagp 113 *
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VELVET GRIP curaden

Disposable NITRILE GLOVES

CERT. : FDA 510K

REGULATION COMPLIANCE

FDA 510K

U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Orugs | Medical Devices | Radiation-Emitting Products | Vacsines, Biood & Biclogics | Animal & Veterinary | Cosmetics | Tobacco Products

510(k) Premarket Notiﬁcatlon

¥DAHome © WedcalDevices © Oatabase: &a
“op S130 | DONGR | Magiinos 4L | ASEE SW | Sa | A | <OF | Cossmemer | Sanoeos
S by capodlansoa lnnd st ppansth

lise Seaecn Bac To Search Reaults

Device Classificabon

Name Eolymer Patiant Examination Glove

S10(k) Number K1T1873

Device Hame Powder Free Nivile Patant Examination Gleve, Blue Colorsd, Non Sierile, Tested For

Use With Chemotherapy Drugs
Applicant

Applicant Contact
Correspondent

Correspondent Contact  Da Shi

Regutation Humber

Classification Product  L2A

Code

Subsequent Product  LIC

Code

Date Recerved 0az32017
Decision Date 1182017
Decision Substantislly Equivalent (SESE)
W!";" Medical  Ganaral Hospitat
810k Review Panel  Genoral Hospital
Summary Summary

Type Traditional

Reviewed By Third Party No
Combination Product Mo

Page Last Updated 08/28/2021

Nete: It you need halp acoessing information in diffeeant fils formats, see Insructions foe Downioading Viewsn and Playen.

Language Assistance Avanabh Espaficl | FMFER | Tidng Vidt | ES01 | Tagalog | Bycommit | 4! | Kreydl Ayisyen | Francais | Polst | Portuguds | Italigho
Decticn | B3R | 8 | English
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VELVET GRIP

Disposable NITRILE GLOVES

curaden

O better health for you

CERT. : DoC

DECLARATION OF CONFORMITY

Medical

Declaration of Conformity

Masrfactirer
Address

Product Disposable Nitrile Exanmunation Gloves
Deagration: X-Small, Small, Mednan, Luge, X-Lasge, XX-Large

We b h declare that the abov: devices comply with the European
Medical Device Regulason (EU) MDR 2017/745 and PPE Regulation (ELY) 2016/425
The EU declamtion of conformity is issued wnder the sole responsitality of the
manufactaes

By formulating the products, the chenucal substances sclecting was ngorous, and
comphiance to REACH, RoHS, Halogen-Frez, SVHC 181

We strict following the standard of U.S. and EU, no DEHP, BBP, DBP, and
DIBP 14 using in any vinyl products

STANDARDS
Stanchrds Hanmonized Standards apphicable 10 thas product are
N N4SS-2, 3, ENASS-4

Chemical

EU Declaration of Conformity - PPE

The mandactrer

Represeatative (KU, Switzertand): CURADEN AG, Amichnstrasse 22, 6010 Knens, Switserland

Declares under his sole respoasibility. tat the PP refesence * described hereather.
Protective nitrike Giove
PPE 1o bo used against Category Il risks.

INBOIMANINTE NSO K16 5300

S §

is In confonmity with the provisions of Regulation (EUJ2016/425 and with the European
hamonized standards EN 1SO 374.1+4A1:2018, EN ISO 374.52016°, EN ISO 21420:2020"
("swe SATRA test report) and is identical %0 the PPE which is subject 1o the EU-Type
examination, under cartificate rumber 0197 issued by the Notiied Body:

TUV Riainiand LGA Products GenbH

Tillystrabe 2
90431 Nimberg
Germany
and is sulyect 10 the procedure set out In Asnex Vil (Module C2) of the Regulaton under the
supervsion of the Nosfied body.
TUV Rheintand LGA Products GenbH
Tiysirabe 2
90431 Nombarg
Germany
QQ- Ol B
Q
<
Sqratre *
Date: Aagust 18, 2021

CUR_VG_GGL_ZH_LONG_N_EN_211021_CUR_LN_v20

Medical

EU Declaration of Conformity
Marfacturer
Aswess
san
European Lotus NLBYV

Regrasentathn:  koringin Julanaplein10, 16 Verd, 258544 The Hague, Netherlands
SAN

Product: Desgosatio Medcal nevie esam glove
X-Smal, Small, Medium. Large, X-Large

GMON Code:

UMON Cose:

Basc UDI

Clssficaton (MOR, Avnex Vil Class |, Rue 1
Conformity Assessment Route: EU DECLARATION OF CONFORMITY folowng the Annex 1|
+ Annex I8 + Article 18 of MOR (EU) 2017/745.

We herewth deciare that the above mentioned de products meet the transpostion
into rasional law, the provisions of the following EU Regulation and Standards. Al supporting

& exclusively responsitie for the cechration of conformity

General apgiicable reguaticns, drectives:

Reguation (EU) 2017/745 of the European Pariament and of the Councl of  Aget 2017 on
medcal devices, amending Dwectve 2001/BVEC. Regulaton (EC) No 1782002 and
Rogdation (EC) No 12232009 and repealing Councl Dractives H0/3BS/EEC and SGM2EEC
Apphed standards, common specfication, guidance:

EN 455-1.2020, EN 456-2.2015, EN 455-3.2015, EN 455-4:2009
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