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MANUFACTURING ACCREDITATIONS
ISO 9001: 2015

QUALITY MANAGEMENT SYSTEM
CERTIFICATE
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CERT. : ISO 13485: 2016
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MANUFACTURING ACCREDITATIONS

ISO 13485:2016
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Quality Management System
EN 1SO 13485:2016
Registration No.-
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INTERNATIONAL STANDARDS

EN 455: 1-4
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CERT. : EN 455: 1-4

INTERNATIONAL STANDARDS

EN 455: 1-4
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INTERNATIONAL STANDARDS
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EN 455:1-4

Test Report No. .
datod 20 Oct 2020 @

e
BESUATS iconra).
Sample Nirke Dispossols Exnm Gloves Lot No.
Ladke 4: Bauda for EN 455 32015 Cuuie 4.9
G | Teus Reqirements Remsts | Remakh s
24 | & o powoer-ven Sovea: Th i

Quantity of powder residues shal not £.96 my per gove Passed
82 | bmegosms | 2o o

Tathe S Resats tor EN 45530015 Clause 46

Cisuse [ Teers Roqurements. ey
T 303101 10 e 1abeling speciied In EN 1041.0006+A1 2013 and Bw
roloeart aymicia given i EN 150 15223.9:2012. the folowieg
oqurements apcky

ol

the EN N

m1mtznzmmm
The latoling shal mmnmnwuﬁm

The symiot NA
wmmqw-mcmnm
MMMI‘W -

) -
48 | Labetng e s powce 89 o gt b Gy
]
auaent. CAUTION. Sulfaco powdir 231 be e
-m.wmm Ao procedures in oroer 15 L
mhud”m“ s L
o) for 0 okl
kg st oot nckate
- Sl ghed e sy i ety Na
trppoutkmesicil of low prjetn.
<3ty e ncaBon of 1o peenon of e
= ™
MwauN e e
Inlerved results | Pascod
Test Report No.
daed 20 Oct 2020 oy
0 gy
Puia 50w tut B Rugerth i oed Lt e Iolewing bevws
"o The et st w0
atese v e bt iy ke
45 o (¥ ¥ o 0t TV 50 PS8 ey vy

-l
140 00 €4S L8 10 A0OCAX: PRI O
2 o sy eronss h 3 ot Wb sbelintmiplednonbonet & fu Clor, TUY 50D PSD Seuts amerme 20

rcerabity b1 Sa wecy o siarien o fe et neve
g

1 Nty v wyore
mairg ey o bt B romy k1w

. geas. g
fuvat ety TN SUD PSS 1ty avoribrnint & s pawadis,

.

N TV S0 PEE € e b e

h-. e Gt gt of b T 300 o

EXachon ) Skt X01

CUR_VG_71 CERT_LN_EN_30012023_v32

Test Report No.
daod 20 Oct 2020

55 Bvgmon

REMARKE:
1

o By cSant on 20 Oet 2020

2. NA Notacplcatie kor e sutmited sample

Yeo Poh Kmong %n

Aeocie Engneer Ergnoer

Pt 1) Nk Cenpratohs £t Oovacs, L% o,

PRolo 2: Packeging Artwork for Narke Dteposatle Exsm Glowes, Lot No.

Test Raport No.
dated 20 Oct 2020

e s et i e s oty ey e 0 030 g e e
__..‘..c._:"._.v A T8 P e e e e i By 7 [EEE)
e pr e

sunigcr:
Al o
I wost.

TEET RATE:
22 1l 2020 10 18 A 2(G0, 20 Ot 2000

Sampe
Product Duscrgsion | Colour | Lat N9, | Size | monvend Menutscrurec
Ipecag,
Bue

‘Nirie Ospusatie
Exam Glowes.

ET

=

ot

FEE

METHOD OF TEST:
1 EN 45512020 Medial goves R seghe v
Pt 1 Recurements and sesting for escam bon nales.

EN4ss.22018 v-uuwuutr
it 2 Reguirements o Seating for lmw-

mﬁsam:wp« snge e

Part X Requrements and testing for bichagicst evatuation
- Clause 4.9 Powcer fioe Sovs

- Clause 4.6 Labeing

&

=

ey Phore < 383 g o O
0l e v in s Lt IV 538 i e B L
Pty [T — o

Colm R o




VELVET GRIP

Disposable NITRILE GLOVES

CERT. : EN 455: 1-4
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INTERNATIONAL STANDARDS

EN 455:1-4
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INTERNATIONAL STANDARDS

EN 374-1-2, EN 374-4-5, EN 21420
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This curtificats does not inply wssssament of the productian of The peoduct and doss not permit i 2024.03-07. ey
wunol.'wmmdm’uﬂ-w Tha holder Is entitied to use Bis certificms in
connactios with the dechustics: af confermity In accordance with Annex IX. Dans of sampie picking: 2022.03.31
Valet il 07.03.2024.
Bast regans
Ose  0S03I2
17
X Al L X /1
TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Narni Cuirtcaten {immbres
Nowbiad by Zantraletslle dar Liscer fir Sicharhaitstechnik (ZLS). ool St e Dol

Notitied undar N5, 0197 to the EC Camaissios.

€ The CE marking may be caed it af relovant wd effaceive EC Directivos are complied
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VELVET GRIP CERT. : EN 1186

isposable NITRILE GLOVES

ASWISSBRAND  www.curagrip.com

INTERNATIONAL STANDARDS

EN 1186

‘Tost Report No- Tast Ropert Ne..
Roport Date: 11 April 2018 Roport Date: 11 April 2919
RECEIPY DATE ) TEST DATE
SmEcy Cromfcal Tost 01 Mae-20190 01-Mar-2070
TEST LOCATION TGV 500 China THE FOLLOWING SAMPLE(S) WASWERE SUBMITTED
TOV S0D Products Teateg (Shasghw) Co., Lid BY/ ON BEHALF OF THE CUENTS AS
534, e 1990 0u 44 Ao, kg Otk Sampi Nome: Powsnt free niia glove. e
Bhah Sampie Spectcsten:  Mesum
CLIENT NAME Bath NoDate:
CLIENT ADORESS Wasiagesrss 4
TEST PERIOOD 01-Mhar-2019-08-Mar- 2010
TEST REQUEST 1n acourdance with Council of Euope Res AP (2004) 4
Bhue glove
CONCLUSION PASS
wan 1he cverat mgraticn.
redgaremuniis | as said n Esropean Reschion Res AP (2004] 4 00 nter
105 Ueed 101 100 CoMact SppiBONS. I
&
TEST METHOD|S
1. For mmern! - Rubtber
E P a b 10 L
Prapared By = Otk gt £ (@004 4 ¢ 1 o
-ALSDNMM REGULAmN(EVINﬂ 1072011 and s swndments, mwm»ﬁl!i& P;
2 (Tont oty ot 185 P
‘1“ Hﬂ 14 [supstivie
“ Cav -]
(Cyrnia Cao | TEST RESULT(S)
Rapent Ot
1. Oversl Migration Test - with iwfermnce o EN 1180 Part 2 Part 58 Part 14
Weomaim
Smuamis) Used Test Condtion frawnid Permeati Limit
[=ghg)
0% Ethared T0C for 2 hows 5.0 60
% Acstc acd 0 C for 2 hows <6.0 @
W Etharol 60T for 2 haues ~S0n &
Inorockarm A0'C for 0.5 hows 5.0
Wt T mgAg ertas MAGHa por MCRrarT 1000stt
2 from.

3 han
MNata: Thes repart & for Injeenas use onfy &y e chert.
Neotw [1] Cerma Terws & Gorvdbwes on weripesd cxedoet (3] The reaats e iy e b b i 1) e oot
e lgmntn, be.

-END OF THE TEST REPORT-

e AR et
} i
T e o e o -
opa soatad s et ey To GRS

Cmm s Lot
TN 200 Pt mwlh\.ﬂ
e Wl et
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VELVET GRIP

Disposable NITRILE GLOVES

CERT. : FDA 510K

ASWISSBRAND  www.curagrip.com

REGULATION COMPLIANCE

FDA 510K

U.S. FOOD & DRUG

INISTRATION

Tobaceo Products

510(k) Premarket Notification

© FOAHome © Medical Daviczs @ Datsbssss LI

(’3' 3107 | o | MAGHFAONX Ling | ANEIS W | NS | BUA | SOE | CHESRCRON | Sass
Lo CrmTIE 2 | Mo ouny Sradsss | s st | Vs Rescre | G4 | TRLC

New Sear Sack To Search Resuln
Devica ClassMcation *ri 2
Name
B40(k} Number WIT1ETE
Device Name Powder Free Nitrle Patient Exomination Glove. Blue Calored, Non Sterile, Testec For
\se With Chemothamoy Drugs
Applicant
Applicant Contsct
Correzpondent

Cocrespondeat Contact D Shi
Requlation Number
Claszihoation Product  LZ4
Code

Subssquent Product LIS

Code

Date Received 062372017

Decision Dato 2017

Decision Sutstanti lly Equivslent (SESE)
g::“:" Medical  goncem Hospital

510k Review Panal Ganars| Hospitsl

Surnmary Sumemary

e Teaditional

Rovioveod By Third Party No
Combiration Product e

Fege Last Updeted: 08/28/202¢

Note: IF you need heip acoessing informabion in ciffesen: filz formate, se2 Instructions fer Downlcacing Viewsrs and Player
Language Assiztance Aveilebie: Esparial | BRI | Tieng Vidt | 3H504 | Tagalog | Pyocmmit| dws! | Kreyal Avisyen | Frangeis | Polski | Fortuguss | iapé
Deutsan | EIES| -4 | English

FOu Mo FEAR Acl Moo taination
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VELVET GRIP CERT. : DoC.

Disposable NITRILE GLOVES

ASWISSBRAND  www.curagrip.com

DECLARATION OF CONFORMITY

Medical Medical

Declaration of Conformity

Manufachirer
Address

Prodist: Easposable Nitrile Examination (loves
Designation X-Small, Small, Medium, Larpe, X-Lamge, XX-Largo

We heremath declare that the above-mentioned devices comply with the Ewropean
Medscal Devioe Regulation (E1) MDA X117/745 and PPE Reguinhion (EU) 2016225
The EU declmation of conforaty 15 1ssied under the sole respansbility of the
marmincter

By fornmlating the prodicts, the cheuneal substances selecting was rigerons, snd
compliancs to REACH, RoHS, Halogen-Frez, SVHC 181

We grict following the standmd of 1) S and EU, no DEHP, BREP. DEF, and
DIRP 5 wsing i any viryl products

STANDARDS
Starutarcds Haernoized Standacds applicabie to this product are
ENAS5-1, ENI5S-2, ENA55-3, ENd55-1
EN374-1, EN374-2, EN374-3, EN374-5

Signative

Date

Chemical

EU Declaration of Conformity - PPE

The mantacurer

CURADEN AG, 22, 5010 Krierm,
Swizariand
Dedares under his sole responsbilly. that e PPE mfersoce duscrbed
hareaar.
Promcive e Glove

PPE 10 b Lo st Cismgory I sk
INBOIN-SI0% NI TN S0 Tygm B

Vi

S 0 conformity wih the proveions of Regubion (EUJ2016/425 snd with the Eurnpesn
narmonizad standards EN 150 374-1:2018447:2018/ype 8, EN 180 376-5:2018, EN ISO
21420:2020 and b6 Identical 10 tha PFE which &6 subject 1o 10 EU-Typa examinaticn, undor
conficata numbor 2777, Issusd by the Notfied Body:
SATRA Technoogy Eurcps Limied
Eracetown Business Pak, Conse
DISYNZF, Reputic of Insand

a0 Iz zubject 1 the procedure et out m Annex VI [Module CZ) of e Reguiaion uder the
suprvision of the Nottwd body:
SATRA Technalogy Eurcea Limted
Eracetown Buziness Pack, Clonee
DI5YN2F Ragutlic of Iend

igratum

Daw danany 04, 2022

CUR_VG_71 CERT_LN_EN_30012023_v32

EU Declaration of Conformity
Manutacnrer
Aoress:
SRN:
Eurcpean Lotz NLBY
Representative:  konngin Julsnapleni0, fe Verd, 206644 Tho Mague, Netherancs

RN

Produet. Disposatia Madical nenls axam giove
%Semak, Small Medum, Large, X-Large

GMDN Code.

LMD Cote:

Basic U

Caseficeton (MDR, Arnex VILI). Closs | Rde 1,
Corrfcemity Assassrment Route: EL CECLARATION OF CONFORMITY foiowing the Annex ||
« Areex 1l + Adicke 15 of MOR (EU) 20177745

Ve betowith deciare thet the above mentioned de products mest the transpeekion
into ratorss i, the provisions of Me foliowing EU Reguiation and Standards. Al supperting
under the pi

Is excusively responzibie for the declaration of canformity.

Genaral agpreabie reguabons. dvectives:

Regulation (EU) 2017/745 of the Ewropean Parfament and of the Coundl of 5 Aprl 2017 on
medial devices. amecding Diective 2001/83EC, Regulation (EC) No 178/2002 and
Regutation (EC) No 12232009 and repeaing Counct Drectves 30/384/EEC and S3EZ/EEC
Apgiiod standards, commen spactication, Quisence:

EN 488.1:2020, EN 455.2:2015, EN 455.2:2015, EN 455.4.2009

Sgrature.

DECLARATION OF APPROVAL FOR THE USE
OF PRODUCT WITH FOOD

Tre Manutoirer

Repeasantod by (EU. Switzetand) OURADEN AG, Antuanwrasse 2. 610 Kéorn. Swiasriand

Dedaraton br e DATwng Mot

Nitrile VELVET GRIP blue (Premium)

Riskevart coregary "sastomens and atbec
ot (10 Aowng egabitons

Gorural peincpes of Euope Risshuton Ri APZ004| 4 on nibber, EC Regubtions 10512004 ind

Wi food.

4l pottem s -t rwbevnd Speceic Migration Limeis [SMLI o seatrichans of e wepicatle BV o
Togristion
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VELVET GRIP CERT. : DoC.

Disposable NITRILE GLOVES

ASWISSBRAND  www.curagrip.com

DECLARATION OF CONFORMITY

Food

Global Migration Data:
o
Emanol (W) 19% 200wy TG 0 w
Acaths ackd (WIV) 3% 2rownl 10°C <0 w
Enanol (V] 9% EL <0 w0
|
Bootane 0.5 howw! 40°C <50 @

Acsoriog 1 EN 9186, e i sl s5uraree for SiTudints of focets contibnig wike, akehel and acida
R

o
o f 19 s ara Bcarang 1 e atove NEHUTSRe
Praie paormance md prepeties wil ot be sigrcartly redicad. Far goves bue wwy tn whvcted By

Septun

Daw March 16, 7022
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VELVET GRIP PACKAGING

Disposable NITRILE GLOVES

ASWISSBRAND  www.curagrip.com

PACKAGING

s | 0o e g

P3G 3 2Upnod sUES «
SLIPIGUY »
945 LON

UIUDBP LD v [

£9/Qe32[ 37 1¥LIN SLNVD

uapeind dI¥D L3IA13IAN
VELVET GRIP —

NITRILE Examination GLOVES

R RIS
| naaaed miag

* Disposable Gloves

= Non-starlle

* Ambldextrous \
= Powder-fiee and blue

» Latex-free

dldd L3N13AN

CENOVOW IVIHLIN NI 1LNVNY

GUANTES 0L NITRILO desecheables

VELVET GRIP

o e (L C€ay
VELVET GRIP curaden -

Einweg NITRIL-HANDSCHUHE

* Unterstichungsaanaschune
» Nicht steril

» Beldsaltiy

» Pudertiel und biau

[ 100 S8l =2 R

(| | VELVET GRIP EESED

NITRILE Examiration GLOVES
€ Formacy ise ira Teatn e gl inganc michhans FusioNTCHA DRI e dpisatl gukaHe tes  taeatesinmuny 1y Snamtcren Yy naBknantioen

utte e st Vs Srmascustatzrul RUses e useren e pstorininisete (rt & peetonjeiest ot e P e

R B o 0 OTELEr 16 SRS 513168 OgnS CHAATY U ymiiie V300 ¢ IVTALCI DRIAS) S RIS S WX 133 154 R0 (X

i pocdments n midcines Nebakas T Casenizcen 1S5 0SNG i P i e Ftamen 060

lkhlbnm&m.ﬂi’ che R Hanrs - TR = "

s i ccemani weyrmi ey

HI Ranjwns, ceha Hirins g b FIya: 73 modcnan (il Nigeais watm —

Do e :

ngarcais ynrnernrtis ven o g vrphre. i oo Tyt it aymnty WU 5 o ik 316k Wit ] absoshons

OliTecreyt e b 457 b o @ rpishaioge

o ™ rizgte (3 Gl s, cstord
it weymepban e Yo e i e et ster st e v bk . hrgérache # Ut t

ke b 30 0 ok 3¥ CeH pond
ion Ntriew michns
KK T4 EREI0 UPINALIG, L4 PICIOCK Neine :.m.w,. Ustwurare v IGIOIKG pUquil. SE Arseda awancng, parsanty SiyOuT WG, NU gl e ydoraondibe
it y: b
TR At WOl

mnummw [ieT) 20220081

= S, SR T o

4 ot u..........mu....n.....a § Wi
m('u- awiin
P 1M WA S 0 (5]

=

Sepamian.

IreF: ZHPFND2 3 oS

aqe g (1) 3 e

& WADE 4 PRC.  Sra-siaiy 1 iRs
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