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VELVET GRIP CERT. : ISO 9001: 2005

Disposable NITRILE GLOVES

ASWSS BRAND  www.curagrip com

MANUFACTURING ACCREDITATIONS
ISO 9001: 2015

cac
QUALITY MANAGEMENT SYSTEM
CERTIFICATE

Certificate No. 00121Q30150RIM/1300
We heraby certify that

Zhonghong Pulin Medical Products Co.,Ltd.

e e ot Gt 97V ESC0%0E S0 198

uge Sgeria e Cowy
VTR AL R, abree Court), TRAGENAR T2y S0 Previes, %R Clvi 0 t)

by reason of its
Quality Management System
hos been awardec this certificate for comgliance with the stancard

GB/T 19001-2016 / 1SO 9001:2015

The Quaity Management Systam Appiies in the following sres

Ousigr. Dwwnoorrar are Erocamiar = krle v \iry Gisvs

Canified since: Jumeey 17,2002 Valid froey: Jummey §.3001 Vil uriil; Jummey 7, 2534

CHINA QUALITY CERTIFICATION CENTRE
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Disposable NITRILE GLOVES

VELVET GRIP CERT. : ISO 13485: 2016

ASWSSBRAND  www.curagrip to

MANUFACTURING ACCREDITATIONS
ISO 13485:2016

A JAN

o . id
. TUVRheintand _ TOVRheintand

Certificate — Certificate e
Quality Management System Quality Management System
EN IS0 13485:2016 EN IS0 13485:2016
Rogistration No. $X 20086841 Ragisration No.: SX 2050604-1
Organization: Zhonghong Pulin Medica Products Co., Lid. Organtzation: Znonghong Puin Medical Products Co,, Lid

Viest Industrial Park, Lusnnan County, Tangshan Cy, Waost industrisl Park. Lusnnan County, Tangshan City,

063500 Hebel, PR China 083500 Hebss, P.R. China

The scopa of certification siso covers the following:

Examination Glaves Na.  Facility Scope
01 clo Zhonghong Pulin Medical Products  Distribuion of Pasient Examination Gloves
Co., Ltd.
West industrial Pork. Luannan County,
Tangshan Cty, 063500 Hobe,
PR Chna
n2 wlo Minghao Medical Products Co., Lid. Design and Developrent, Manufactiue of
Wast industrial Park, Luannan County,  Patient Examination Gloves
Tangshan Gy, 063500 Hebw,
PR. China
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Qutwty TaragEmart syt b reden devces
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Raport No. 100131115 110 Roport No.: 180131115 110
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Expiry date: 20260414 Explry date: 2024-04-14
isaus data: 20210413 Issue date 20210413
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Certificate
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West inustral Pan, Luasnan County, Tangstan City, Lol
083500 Hetei, 7 R. Chna gt 7
Regitraton No. SX 7089604-1
Orgarszatan Zranghong Pulin Medical Procducts Co., Lid,
Wast Indusirial Park, Lusnnan County, Tangshan Chy,
063500 Hobel, PR China Apphcation for: GMS
Certitcate No. - X 2069684.1
Requrement  EN 150 134852016
The scope of cartficaion alo covers e folowng:
A0 olo The Fiest Tangshan Beanch Company  Design and Devekoment, Manudactire of
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Disposable NITRILE GLOVES

VELVET GRIP CERT. : EN 455: 1-4

ASWSS BRAND  www.curagrip com

INTERNATIONAL STANDARDS

EN 455:1-4

Test Roport No. 7191240823 EEC20/01-LDY Test Report No. 7191240823-EEC20/01-LDY
@uted 20 Oct 2020 $~4 dated 70 Oct 2020
V|
- , . e
S e e o 2 e 5 T4 W AR P 4 S+ et & e Lo
BESULTS.
At v Sarvpie: Nu Orngoustts Exae Gioves, L4 No. 2020008, Sun, 509 5
[ Co L [y
e 31 200 Tamse 1. fesits by £ 45512000
I i B
TEsTEO FOR. Cuause Tostn oated oy
SOSTTA P Wt Pieas Co. e 3 |oracem | swtnctiem w0 m ° Passes
Luwewan County,
Tangshan City, China.
P Ton Ll e o
IESTOATE IMuegen) ioeces) Mt | eects
23002090 0 1 L 13 e Pansed
Aug 200,20 Oct 2020 i
)W gen i 15 - [
sawsis wn',..,
T W)Force o trnes | SHNRECO 1 78 Passed
S8 | Product Dessipten | Coour | LaeNe | Size | recawed Manutacire ™ ges
() 5 [EiFoon w
N rd I I oy e For nrie
Exam Glewas. Pacouns Co Lie Testeg (W) Doverigmen 19 T4 Passed
S o a5 spected by at. 1001 7 copa 2t a
{T0arC
METHOO OF TEST.
t ENass2020 Medc goves x s Use e |
2t g o Do o et Cose | Tes Seureenerty ety i
T Aaiers M Bhe o G e
2 Ewas330m noce ghven e nge i -
£0cAaGRQ WK e das of masCTe
2 Requeemerss snd lesting fr physcsl propertes o  accorduncn wih EN S0 1532312003 - — Paved
3 EN 45532015 Medical ghove for single use i e
it 3. Raquesments st testing for Dol evaston mentecuie 5 e packageg
Cinuse 4.4 Powder yee
Ot 4. Lavabing
Tivet e
Aty e st 3 et
T -~ e T A e P P i
- e R e (o £201
piaegray i Lo
Test Report No. 7191240823-EEC20/01-LDY
Tost Report No. 7191240823-EEC20/01-LDY @ ated 30 Oct 2020 @
e 20 Oct 2020
" S
b s
BEMARKS:
EENATS (conrd)
T Labeiing sequirecmats orw assessn) hesed 00 Mmbeited Deckaging aeorn by Gt on 20 Oct 2020
Sampte Mo Dupcastis Lo Goves, Lot NG 20200638 s Soe &
2 NA: Not sppicatie for the submitied sample.
Lot 4Bty for EN 45522015 Clnuge 44
Cloume | Ten Requeements el 1 S
&b Tor powsoes e gowes. The IAm i
52 [ Quantly Of COwORY resOues @ Nt 052 mg ger Pove Puased
POV | ncend 2 g per gowe Yoo Pon Kmang w
Tates Jor EN G553 2075 Clauie & . :hnumns-w-w
Cnae | Toss m—-— Rt
™ G Secied 1 BN 1041 SR0AT 5073 and e APPENDRL
emare ymcts gvan 1 EN 50 152233 2013 W okowiog
lwmwv
e packaging of -h-nmum_lunb- NA
180 1833313913 wyroc bor
q
Tt s wtuin (e b ijc T KRG "
BCpIracn: - B
45 [ Laveneg ' powdered or powoer dpe. Congsy
) sote powsersd poves o be aoefed M e Rikwng O
o, Sitice powden st b -
asepticay pres 10 urdertaking cperodve procedures it arder 10
n:'-“"““'—M' Phots 1 Nerte Disposatse Exom Gloves. Lint No_ 20200428, Sikee
Iateting shef st rcude:
-y A

et eyl
) lnn.lr-mngam":m me NA
——— ﬁis

n-.«.

CcRBED -

Proto 3 wmummmz—nm Lot No. 20000428

CUR_VG_71 CERT_LNN_EN_250122_v15




Disposable NITRILE GLOVES

VELVET GRIP CERT. : EN 455: 1-4

ASWSSBRAND  www.curagrip com

INTERNATIONAL STANDARDS

EN 455:1-4

Test Roport No. 7191240823-EEC2001-LDY . Test Report No. 7191240823-EEC20/02-LDY @
Sated 20 Oc1 2020 @ dated 20 Oct 2020
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VELVET GRIP

Disposable NITRILE GLOVES

CERT. : EN 455: 1-4

ASWSS BRAND  www.curagrip com

INTERNATIONAL STANDARDS

EN 455:1-4

Test Repoet No. 7191240823-EEC20/02-LDY
Gated 20 Oct 2028

g
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Test Report No. 7191240823 EEC20/02-LDY
@anc 20 Oct 2030
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VELVET GRIP CERT. : EN 455: 1-4

Disposable NITRILE GLOVES

ASWSS BRAND  www.curagrip com

INTERNATIONAL STANDARDS

EN 455:1-4

Tost Report No. 7191240823-EEC20/03-LDY Tast Report No. 7191240823-EEC20/03-LDY
dated 20 Oct 2020 dated 30 Oct 2020 @
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VELVET GRIP

Disposable NITRILE GLOVES

CERT. : EN 455: 1-4

ASWSS BRAND  www.curagrip com

INTERNATIONAL STANDARDS

EN 455:1-4

Tost Roport No. 7191240821-EEC20/04-LDY
duted 29 Oct 2039
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Test Report No. 7191240823-EEC20/04-LDY @
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VELVET GRIP

Disposable NITRILE GLOVES

CERT. : EN ISO 21420, 374-2, 5

ASWSS BRAND  www.curagrip com

INTERNATIONAL STANDARDS
EN ISO 21420, EN ISO 374-2, EN 374-5
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TECHNICAL REPORT
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5% W o
Comfortatie on ft
o ® 1 e
51 Glove Confortatie on 12
lengh. comtart WA 2116 mm WA
iy 8 M5 M M0
Comfuriabie on
*s m M
Contunatss on 8
010 B
Comtoraie oo fe
Sze Mrumum on darate / mm
>0 ae
520estesty | Sonttie 1 &7 50
ra a8
-y 50

22 March 2021 (Page 3ot 5)

CUR_VG_71 CERT_LNN_EN_250122_v15

SATIRA TECHNICAL REPORT

=2

WORK REQUESTED

Sumgrien Sescrad a8 Disposatie Powcer From Nitcde Gloves relersocad ms ZHPFNOZ. colout biue. e X5(5-

ll&snvnnun. XL{5-10) wers receives by SATRA on { March 2021 for lesting i accontance wih EN
190 3742 2010 and EN IS0 374.5 2016,

SAMPLE SUBMITTED

TESTING REQUESTED

EN 50 31430, 1o

EN 150 21420; 2020 Clauss 5.2 — Dustarty

EN 150 574.2: 2019 Chnse 7.2 - Ax sk

EN 150 374.2: 2019 Clouse 7.3 ~ Waler leak

EN 150 3745 2016 Clouse 5.3 ~ Profection aganst wses (150 16604 2004 Procedure )

EN 150 2V 2

CONCLUSION

Tre ampms decreed = Powdec Frue Nirts Gioves releronced as ZHPFNOZ. colour. tue, 62e
XS(S6). 50671 W78 LiB-0).

EN 150 29420; 2020 Clause 5 1 ~ See beiow tatie

EN 150 20420 2020 Clause 5.2 - Lavel §

EN 150 3742 2015 Cln 7.2 - Pass

EN S0 3742 2019 Clacee 7.3 - Pass

EN ISO 5748 2018 Chaime 5.3 - Pass

EN 150 20420 2000 Clause 4.2 - Pass PAHL, pH vilio and DVFa

S/I\TRA TECHNICAL REPORT
|

Taithe &~ EN 150 3742 2019 Tost Rasus

Sl fout. szl fonrres) | Pest
Tousl ar prasmse wed s
Samgie sze Leats
>4 NO lnaba Setectea
72 A%k et o7 o lnsks detected
74 N ks Sbecse A Pase
[ No lisha ctected
010 NO lodha Setected
S sor Leaas
Se NG ks Suson S)
&7 o leabs Setecsect
T3 Warlet ook \est 14 [pTp—— A Pase
a8 No leaks Sotectea
810 No lesks cotected

Additional Information / Notes

Noto @ - Estmates uncerinty of Meacuemant apslied at polet of that e g 12 Aopbed hrce of 1 ikrasce
it 10 e it ety recuiwerts of P sandied

ranghong Co_ il
BATRA Rufeesice:  CHTONGXIE 210
Dt 23 Macen 2021 (Pwge 40 9)
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VELVET GRIP

Disposable NITRILE GLOVES

CERT. : EN ISO 21420, 374-2, 5

ASWSSBRAND  www.curagrip com

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

SATIRA TECHNICAL REPORT

==

Protection Against Viruses Tost Results

Testing was conducted st 8 thed party lshoriory and 1000/Bg under er reference 21RO00BEZ The
tubocutory is CNAS accradiedg o (50 17025 2017 w150 16604 2004 nchuded in B accrediation

Tosie e
‘Sempie ZHPPNGL, colowr e
Tiire of phage
Tost Swp 1 Step 2 Seep 3
mecnod | S| 0 upa's min) | (14 kPa tmin) | fonPe, dmimy | TOEEVTS | Comment
D oo | s | Peesion | _Perwesior | Feien | =
e E T e m— Acecte
el 1 Nt <1 Pass
° puostans | pwense | oeestion
:‘u" % estie ik nemtio Py ey
ity i
soen 2 vatie | % = = procy
penevam Senevate penetwe

i
SATRA Refererce  CHTU208228 2100
Dae: 23 Mach 2021 Page Sot9)

Sgll\TRA TECHNICAL REPORT
!

TwwtMeiod Wi iwemce & et atg PO CEN SO/TS W100201

Marrum Allcestre
lm--u—m 12y

]
[ = |

| IR | [ | T T
Mok b 02
PO = g po owgram = ppm = ot p el
Arrar
ApENDD
No. Name of Ansiptes CAD Mo o Narra of Anaytes CAS Mo
Chvysere et e 383
so2a 205562
T2 X582
| A a ) Flhand

B e LT L T T Lomirs SR VIR S—

Ao
Aty o Tast harmin) heroid
ot
) ot o 0
R PASS

Mot Koy 10 N detnchnd (<Owincion Liml]  Owincsicn Lt gl &
NG g s kg T » e e

CUR_VG_71 CERT_LNN_EN_250122_v15

SATRA TECHNICAL REPORT

Innocuousness Test Results.
Tstng gty satwnory At B rete e 001 The
laboratory is CNAS sccredied to 1SO 17025 2017,
Loestion Bty
e
= DAPENI2 ot Blow S
B Voles - BN 550 394392000
Vot Muthurs |
20710
| | 158 |
T Tt
) : "oy
Jrs Meshas - [
Ve o I..
Joup of Apavas Lattmt oy C a1
Ve 74
Coanctaswe PAss

Mot (May ey Cw bmgree Celshes 1'C) Tamp = Terpeann
R

(Page s et




VELVET GRIP CERT. : EN ISO 21420, 374-2, 5
Disposable NITRILE GLOVES W

ASWSSHRAND  www.curagrip tom

INTERNATIONAL STANDARDS

EN ISO 21420, EN 1SO 374-2, EN 374-5

CUR_VG_71 CERT_LNN_EN_250122_v15
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Disposable NITRILE GLOVES

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

ASWSS BRAND  www.curagrip rom

INTERNATIONAL STANDARDS

EN 374-1, EN 16523

SATRA TECHNICAL REPORT

e
Customes detafis.  SATRA Teshnology L9 SATRA refesence: 21 -
Neuibioyaimigorone] You reference:  CHTANS08 Sampies of gioves descrbed s ZHPFNG2, colour: Bue were receved on e 1* June 2021 for
oy, Narchang Diabct testng in accordance wih EN 16523-12015+A1:2018 and assessment in accordance with the
o oo vaprp = Datecfrepon 1% Ay 2021 requrements of EN 150 374-12016+A1.2018
mum Samples receved: 1¢ June 2021 SAMPLES SUBMITTED:
42378 Dateisjwerk 3 June to 6 Ay
cartied cut 202
TECHNICAL REPORT
SATRA Technology Sarvices (Dorggamn) Lid:
Customer Zhonghong Pk Medical Sroucs Ca., Lig
West nddoatril Park. Luatma County
Targshan Cty
Hebe
Crea
083520
Sbied  EN |?|‘mlmlg1ambmnvmmmm
s e
‘Samples descrbed as ZHPFNCZ
colour Bue
— CONCLUSION:
Bt oy WWhen a5508500 11 accordence with e requirements of EN IS0 374-1 2016+41:2018 e samples of
gloves described #s ZHPFNOZ, colour Bhus achieved the fofowing performance evess:
Iy Chaenical Parformance bvel
The samplas sted 90 NoE Meet wity
it o4 o WMethancl (CAS: 67.86-1) the minmum breskihrough tme for &
|V o e ATRA s 8 level 110 be achieved
- & sampies sested 9 not meel Wi
| rrHeptane (CAS: 142.82:5) he minmum braskthrough tme for &
b
o et b (e Pt 11058
e 26% Ammaonsum fydraxide (CAS. 1335-21.6)
[ 30% Hydrogen perowice (CAS 7722-84-1) 2
oo i vty Full resats ar roponied in the felowing tbles:
o the wanter maars
29N and SATRA
Py
e e
wr e a - oq ED 8’o
pAL QQ-
Repod sgoed by Lucy Cove aQ
seeadl o FATRA Tachnoogy Servoms (Dengguan) Tgrad
Cremica & Ana Technology L "
e SATRA Reference’  CHMOS1415521221C [ 2 =
Ihoge 3 0030 Datw 16" by 2028 (Page 2 £ 10}

SATIRA. TECHNICAL REPORT

z SATIRRA TECHNICAL REPORT
i—— == &)

N

B
TESTING REQUIRED:
TostProperty | S0Pl ZHPFNGR. cokur: Biue Performance
o EN 16623-120150A1 2015 - of material o permestion by Chemial e
Pt 1 by a g Nomalised ion rate (NPR) 1 )
RESULTS AND REQUIREMENTS: Vosas ya0is | o)), [owtecton tchrrq Pinde] The
*A12018In L LAl '”u-;*l;
ENISO 374-120165A1:2018- e ol Coleciin madum ___Cry ar (apen op)| o]
Part 4 for chemical nses. Tabie | Permeation sl Cotection meu fow rate__33 - 380 mAT_| ermrine
perfomance vl BOPCRLON [Tesitomporatire @33 1)C____|
ion parformance | Measured breakthrough Spacimen "; ity . fmin ,'. tme | time fora
Svol Lme (moute e s e enn 1 08 < Toved 115 Bo
~ ols Wi
>3 Uuoses § g - Achiwed
= v
Towt towiit. G
e | Uow c
B T Visuni sppesrance of
S40 ‘e fosting Swellen
Performance levels are based on the lowest indradual result achioved per chemical
PERMEATION RATE GRAPHS

Chatienge chemicat Methanol

e —
il —c]
i ——
[ 8 -
i
|
T
"
EATHA Tachnelogy Services (Dengguam) L "EATRA Tachrokgy Services (Dengguan) L
SATRA Reference CHNOI 14150212000 SATRA Reference: CHWO 1 416821224C
Datn 15% July 2021 (Page 3 of 10} Datw 1 ey 2021 Page 4 of 10)
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VELVET GRIP

Disposable NITRILE GLOVES

CERT. : EN 374-1, EN 16523

ASWSS BRAND  www.curagrip com

INTERNATIONAL STANDARDS

EN 374-1, EN 16523

SATIRA. TECHNICAL REPORT

==

[ Tostproparty [ Semple | ZHPFNG2, color Bue [ ——
N
16523.4:2015
SA12018 In
Accordance
with SATRA
SOP CAT-008
[re—
ety
wrdadoed
ersons
) - S |
Visusl Swal
specimens afer tesing
PERMEATION RATE GRAPHS
Cralenge chanical. =-riagtane
i T IS o -
= I o
g o= =
H - 2
$ =
i 7 N B T
‘e e
EATHA Tachnaiogy Services Dongguan) il
SATRA Reference CHMI 1419821 225C
Date 15% Jduly 2021 Page 5 of 90)

SATIRA TECHNICAL REPORT
==

| Tostroparty | 3 | ZHPFNG2, color Bue

Rccordance lecion medium $8iTng fale: 45 _ g5 mimn

| o co crmtnt o it 3 105y __45 2 U |
| so8 cAT 028 Tos wrpersies BiC Level 2
=== T e
Unng PTFE {mm) (mins)”
pemasion con i i Between 31
o o Betweer 31
dmamnen | ——3- & Betweer 37
Yot roscit Batween 311045 |
Ui See below
Mool lil Swoten anc sighty discolored

For SOP CAT-025 where both the P1 and Pu are cbserved in the same samping range. uncenanty
samplg

is expressa o8 e kne ifersnce bebeen ine rid-poln of e raogs and e previs
This uncertinty 1 induded in e reporied resut

PERMEATION RATE GRAPHS
Chatlenge chemieal 0% Hydrogen Perciide

—_——
——
e —

Hycrogen
smocth curve

EXTAA Tachnalogy Services (Oongguan) Uil
SATRA Refeence:  CHMIII41B8212RC
Dt 15% by 2021 Page 7ot 90)

CUR_VG_71 CERT_LNN_EN_250122_v15

SATIRA. TECHNICAL REPORT

@
| TostiProparty Sample ZHPFNG2, color Bue Performance
| Chemcal Amenonsum
Normalised pemmeaton rae (NPRI 1 min
EN Detecton tachnaue Soeciney
' 1652312015 | Yo L~ " {contruous messurement) |
»A1 201810 [Calecion medum _Deiorised water (dosed 166p
jecion meaium simng rale.
m Joach cedl sormtant % witwn § VOM) 4595 ikl
| sop car.o08 Tost 23:1)°C Level 1
time
Specimen s
Uy FTFE {mem) {mins)
.-;L.u— 1 2] 1
i vtae b £t 5 o 3
Piviiby 5 55 1
Tost result: 12
Ui <1
Y P Swolen and discolored
PERMEATION RATE GRAPHS

Chakarge chemical 25% Ammenium Hysauede

15% Juby 2021 (Page 8 ot 90)

SATIRA TECHNICAL REPORT
== &)

o EN 1652312015541 require the test specimen s
irformaton is incicatve only

. vn:ummmmmm-:nm-mwm every & mimites. Due 1o e complexity of
e datecton technique. the minimum samping Taquency for Inal resuts = 60 miwtes.
annwzmaszwmw'm ot possible BreskPrough time s calcusted
using Inesr interpoiation etween the discrete samping poets.

. » whére s average
permesation the NPR Due i detection techrue.
sampling Fequency as specifed in table § of EN 16523.12015+A1:2018 Is nat posstle.
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VELVET GR|P CERT. : EN 374-4

Disposable NITRILE GLOVES

ASWSSHRAND  www.cura

INTERNATIONAL STANDARDS

EN 374-4

SATRA  TECHNICAL REPORT

% Tt +4a 5 108 €10008

SATRA  oiwisiSite.
==

P 444 01 1938 410808
—

G s
o vy
WORK REQUESTED:
Cumomee dutwn SATRA Tachnclogy 159 SATRA refecens 1en0
- Unk $10, Xinzhongyn Gerden ” Sampres of gloves descibed as Osposabie Powder Free Nirie Glaves referenced as
Road Your rwlevence  CHTOO0SA2S 2ZHPFNQ2, colcur Blue were recetved on the 5" March 2021 for testing in accordance with

EN IS0 374-4 2019,

T Damctiper 2 A
g.m-nwm Serpies received 5 March 2071 SAMPLE SUBMITTED:
520078 Outeisiwork 18" 1o 4% Apel 2021
carmied out
TECHNICAL REPORT

SATRA Technalogy Services (Dungguen) Lid:
Gustomer Zronghong Pulin Nedcal Products Co . Uil
Vst insustrial Park, Lusnnan County

Tangsnan Cey
Hatai
Chna
063500
Sebvect ENISO 3744 of resistance. by CanQerous Sampie descrbed as Disposatle Powder Free
Nitrte Gloves referencad as ZHPFNO2 colour. Blue.

chemicals on gloves descrbed as Dispasatle Powder Free Nitte Gloves
refrenced a5 ZHPFNG2. colour Blae

CONCLUSION
Sty ot oo Vihen nssessad in acordance with EN 150 374-4 2019 the samples of gloves descnbed as
" ?.:';ww - Disposatile Powder Free Natle Gioves referenced a8 ZHPFNO2. colour: Biue achieved the
folowing degracaton resuls:
e Chemical Waan degradation (%
g n-Hegiane (CAS' 142-82.5)
) are b o et SATHA Mwrmbebon A% eramide T722-84-1)

25% Ammonium fydraxide (CAS: 1338-21-5)

Rigle|2igla

rctas
wd SATRA
s o Ao‘: :‘m:;nn ycravide x uvwl}!)
o e Methand (CAS. 67-55-1)
wpcacemay N
TESTING REQUIRED:
e /"\  ENISO374-4 2019, Prowctive gloves aganst dangoross ChHamicals and miro-
e ‘)qED 3}' crganisms. Part 4 WEMICHS. qED 8P
s i, ATHA /"\ Q'o
Aegen sgned by Luey Cove QU
Dwsanmart {)—ﬂlw'ﬂhw * &
[ EATAA Technclogy Services (Danggues ) Lid Ggned [ 9
(Page 1ol 8y SATRA Reterence mmnm&n
Datx 36 Aprt 20 (Page 2l &)
~—— .
SATIRRA. TECHNICAL REPORT SATIRA TECHNICAL REPORT
e
RESULTS: Sempie duscriplion Depoastie Poyder Fes NTs Gt
. Creposstie Powter Free e Gioves Challange chemical 2% Sodum M s e
Supir Sucrpeont retarenced s ZHPFND2. colou Ba Tost tanparature | C: @331)
Chatlenge chemicak s Heplane (CAS 142-82.5) SRR Giowe 1 Glove 2 Giowe 3
Tost temperature  °C: 32 1) Dopcaiptoniy: 54 24 558
s Giove 1 Glove 2 Giow 3 Moan degradation (OR) % E)
Dogrodwion! %t 8 X 461 Standard deviation (goe)/ % 282
Waan degradation (OR) % 53 UoM /29 59
Standsrd dovistion {ogs)) Xt A% L Appearance of samples et issting: Swollsh
UoM /2% 4z
[Agpesrance of samples sher festing: Tio change Sample descripion: Thapcastis Pouiar Fros Wty Cioms| ||
Crepositie Powder Frea NoWs Gioves | Chalinge chamical. 37% Formaidetiyda (CAS: 50-000)
Semvie Suenmer referenced as ZNPFNOQ. colonr Bue Towt tamparature | C- 2311)
Challenge chemical: Xk Hydrogen peranide (CAS T722.5&1) = Glows 1 Glove 2 Gioved
Tout temperature | C: [EPXI) Sgiatetion I 400 4‘ 73
Giove 1 Giove2 Glow3 Wean degradation (OR)/ %: £
ool 219 3 a3 Standard doviation (aos) 1% 1
Muan degradation (OR)/ %: ) UoM /2% ]
Standard deviation (e) | %- 1 Appaarance of samples after testing: Swolen
UoM /2 % z
[ Appaarance of sampias afec festing 6 chango ‘ Samplo description: et as SO et B
u_ml_dl— Challangs chemical: Motnanl (CAS §7-56-11
Samplo deacription: T s e st tom parature | C: @en)
Chatlenge chemical- 25% Ammenium hydrodde (CAS msm-m | %: Glove 1 Glave 2 Glove3
Tost < @311 5 °""““”;m s % s
Giave 1 Giove2 Giow 3 oan dograation (OR) | %:
Digemisial: w0 %6 i Standard deviation (ose) ] % 70
Woan ation (OR)/ % a2 VoM 12 %: Ses below”
Standard deviation {osa) / %: 198 L_Appesrance of sunples sher testing: Swoken
UoM 1% 131
*As & result of the low s et Is cose 1o
L Appearsnce of ssmples aflertesting: | Swolenanddscoloured | mmmwmwammmm\n hence that force s suiect 1o
rosdl of the test =2
for the spe -pnn ge chemical was vary high.
m".vmnumqmm gave an incressed punciure foros afler chemical exposure, the
resdt is reporied as 8 negatve degradation
EATAA Tachnaiogy Services (Donagaant Lid Sorad [ EATAA Tachnaiogy Services qoa-gnm (7] Tgned [
SATRA Reference OIS 1/21 10 CE SATRA Reterence CHMOD08831/21 1008
Datw 28" Agril 2 6% A 2001 Pagescl®y

CUR_VG_71 CERT_LNN_EN_250122_v15 15 of 21




VELVET GRIP CERT. : CE 2777

Disposable NITRILE GLOVES

ASWSS BRAND  www.curagrip com

REGULATION COMPLIANCE
CE 2777

[ ™

-
SATRA
|~

Mottt Basy: 2777 SATIA ot et

EU Type-Examination Certificate

Certificate number:

Tha ELS Type-E3
g e EU Type- v wd
of Annex || of e PPE Category M produst.
Prochuct refarerne: Descrifgion:
Disponsble Powser Froe Nirike Gloves
Celeur: Blie, Back
Sizes Classificstion:
‘5"," BN 150 374-1:2010441:201W Type B BN 150 3744:2010
567
M8 (K} Sodum fysrcaode 4% 43
L8} (P} Hysogen perside 3r% M1
XLB10) (T) Formaigetryde 37% M2

BN 150 374-5:2016
Profection sgunst Bacterial and Fung
Protaction agmnst Viuees

[ B !

StandertuTectncel sovsteston wibed
N 10 21400:2020; N 180 304120100 A1 205K BN 150 31452010

Tuchoce repotaitppeod docsmants:
SATHA

Vi el
spedmbwtesama LF2L  Gunosy Brown g

A

CUR_VG_71 CERT_LNN_EN_250122_v15
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Disposable NITRILE GLOVES

VELVET GRIP CERT. : EN 1186

ASWSSHRAND  www.curagrip tom

INTERNATIONAL STANDARDS

EN 1186

Test Ruport No.: 7218452521 Test Roport No.: 7216452521
‘Repoet Date: 11 April 2019 Report Date: 11 Aprit 2019

RECEIPT DATE / TEST DATE

b St VM- 20T 01-Mdar-2070
TEST LOCATION TOV 500 Ghina —
TOV SUO Produces Testing (hangtal) Co. Uit BY/ON BEHALF OF THE CLIENTS AS
B-34, 0. 1966 Du Hol Rowe, Mistiens Distoct s
Shanghal 201108 PR Chwa rmhnss ot o vl v, S
Sample Spectication:  Mesien
CLIENT NAME Zhangneng Pulin Medical Products Ca., Lid. B No Dt 20190327
CLIENT ADDRESS West indatiar Pank. Luaenan Courfy, Tangstan Cty. Marutacturer !
TEST PERIOO DF-Mur-2019-08-Mar-2019 SAMPLE NO.
TEST REQUEST In accortance wit Caun of Eupope Res AP (2004) &
T21848262.1 B e
TEST METMOO(S)
1 For mater | Rutiter
- comohasce
#o0d cantact appicatons
- An sgechind o RE 100081
teut )
TRST RESULT(S)
1. Overat Migration Tast - win refesmsce 1o EN 1186, Fat 2. Part 3 & Fart 14
e
Sieradornin) Usest Tuat Condten Pewite) Purmnatis Lt
L] Imggl
10% Ethanat 70T tet 2 hours <0 )
% Acetic scid 700 4o 2 hours 50 ©
s Etrano 00°C for 2 heurs 50 )
1so-oxtane 40T e 0.5 howr 0 w
= T oVG dencees mikgram per Kiogram oGS
2 Spmciicaton is qucted bom Eungeas Rescuton Res AP 2008) 4 on ntiber o te
o fo0d Cormact webcaton.

3 < denctes s than
e, This seport s o isbermat uise Gy by e clinrt.

e

e e et s . st ppte <END OF THE TEST REPORT-

e gy L msiny
A8 o Tasng Bhasgpt Ca. 33

v, 0 8 Pt Tog, ot T i ot s T
¥ T Mg 300 0 e e g e et o 1

e e o ] S Ty bt B
] =

¥ G 4 G
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VELVET GRIP

Disposable NITRILE GLOVES

CERT. : FDA 510K

ASWSSHRAND  www.curag

REGULATION COMPLIANCE

FDA 510K

U.S. FOOD & DRUG

Home | Food | Orugs | Medicat Devices | Radation Emiting Products | Vaseises, Blood & Biologics | Animal & Seturinary | Covmetes | Totnece Products

510(k) Premarket Notification

© FOA Ko © WaicalDavices © Dalabases

00 | Den | Ragatin L | ASwre S | Bk | FUGk | SCE | Switcme | e
CPATINN | M2y e | X Aot | Mt | B | TR

| MamSowrsn 2
Dovie Claalicsben oo oo 3
Name
10 Number ¥fram
Devioe Nams. FowserFrne Nve Pallat Examinatior Giove, B Colores, Hon S, Temes 5er
\ne With Cremcmengy Dnagi.
Apghcant Znonghong Pulin Medicel Produc Co. Lia.
‘ctigang insaatialFaa. Lusnnan County
Torgeran. CH 083802
Apptcant Contact linge Ul
Coeravpomtent nongheng Pulin Madicel Praguas Co Lit
$00. 10 Fout Samkers Placs
Torea, GA NSt 807

Cortespondent Conact s S
Rogulation lumber  B0.0208
Clansificaon Prodeet 24
Code

Scbvquant Produst L2C

Cote

[ sy

Ovciien Dale s

Deeision Suestanaly Exumant SESE)
Ragulabon Medial 1 gy espial

510k Review Panel Garenl sl

Swwrnary fomary

Trpe Tressonsl

Reviewnd By ird Pary iz

Combinabon Prodect e

'mulvponu oeaw02

uwmwm llu"etlmlMWV*IDEOIVW|WIVI'MAMWI‘MWH
Ouutacn | ETH| b | Enginh

Page 2 -Da Shi Ki716m

and i applicable, e electoaic product radistion comml proy tsions rs«@l.sc of the Act); 21 CFR
1000-1050,

1 you desite specific alvico for yuse device om our bheling = yqn Part H01), plesse comtact e
Divishom of dasiry e Consemr ¥dwation (DICE) #t i tofglos smber mxm.u 041 ue (301) P96
THO00 e 2t its Dutcrnet nddvess batp wa g Canll by
Alsa, plesse note the regulation entitled. “Misbrasding -‘.n.:-m 21 CFR Past
907.97), Fox questions regardeng the repoting of ad teguation (21 CFR Part
203, plesse o to il waw S g Ml ik faniline D the CORH'
Office o Sorvestlance and Biometrics Div

Vou may otesin other goneral miorma g B s responyibilinlpunder e Act fom the Dvvison of
! toll-free J o (301) T96-7H00 ot ot itn

Enchmary

CUR_VG_71 CERT_LNN_EN_250122_v15

4 B0 us. 00D & DRUG

AsuimLTaTON é
0\}\-&" 15,247

<

% Da SN
= L
N— O
Re: KI7IRT3 Q
Trmde Device N Fowdet 1 '@r-mt iow Glove e Colored. Nou Sterie.
oth Cheow \
Regutation Nuesber 2 <
Ragubation Name: Pat (Tm.nm l’-k- \)
Regulatory Class: €1 %
Product Code: 1ZA Q
Dutod: Cxcsober 13, 201

Dese Da Shi

s O
Recervel: Oktubes 13, 2017 ‘é
O

ifh 1 market the device refirenced

o the i for use stated i the

or 10 May 28, 1976, the
oes than n{\‘, rechissifiod i accontance

We buve reviewed your A10N )
above and bave descrmined §d device is

At at requine apprarval uf «
¢ Vice, subect 10 the general
+ mchude cogrnments for anmal
nd prebubetions agunst
e warract Hshlity warrantics
and not "
(Spevial £ o chans T (PMAL # may be
wubject 1o sditeal contry afllec device cam be found in the Code of
Foderul Regubstions, Titldy. e, I&m) publish further mmouncements

concersing your device in

Plesse e adyined that FI),

hae made 3 determination i =
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VELVET GRIP

Disposable NITRILE GLOVES

CERT. : FDA 510K

REGULATION COMPLIANCE

FDA 510K
fi PORGHONG

S10(k) SUMMARY ﬁ73
b
Preparatien Date: - Nov 8% 2017 Q
e gt

Conpany Name: ca
Addrow Pach il Park, Canty
Tany 063502
-

Coutry (} \é

Phone No.
Fax No.

il %
Comtact Persan: (\)

Contat Persos

Contact Email

Nase of the Desi '2 Qs

Device trade o o

Colored, Noa-Sterile, Tested

Devie comeson or usual :

Device Classification N A -

Device Classificatiop 7 -
bl \ )’ 2

Regulation N
FDA Device Class: e |
Product Code. LZA, LZC

Prodicate Device: “2‘0

Class | pasient I hav for Deugs. Powder Pree,
L2C, which meets afl the of ASTM w-.um'uumuo
Device Name: Fxammation Glove, Blse Cobored, Nos-
Seerile, Tnx«lﬁ-t

Coprany Nane: Imn—l

SIO(K ) Nesmber: nwa

o
¥

zmucnouc
-is PULIN
Summary of the Techmaliugieal Characseristios of the Devier: \‘\)®

The wbsout device is e follom ing rod t ASTM ot

oguivalere sundwd Q

: o e -

Deanemseen ASTM stand 0 AN

Pyl Prepernes ASTM o 1910 %

Froedem o pusboles NCFR

AS i |

=y AS 510 aml =
4

Hioccmpaiality Sl Levi ’ hin i wsdet

S uf the smdy
0 Bl mm. s Contact semataey snder

N condee s {0 condemnn o the siudy |

(\},

Sebutastial Fquialence @—nh
Bench teats were  that apecficatons and the
Propuscd desice ey L.;- o .n. evic. The tes el

dermmnatratod that ot devicg, with the wing standande

ASTM D6Y19-10 Standard

spplacatsn
ASTM DS151.06 (2011 :@nn.,m Yo Do in Medical Gloves.
ASTM DOI 24600 (20 idad Test Reaie ot Miedial Gloves.

ASTM DIO7805 Prctice i .lme- 10 Permaation by

Chemasthers
The subject device meets ug device. Both device
hi the same sézes. color,

The minimum hreak ection 1 ihject device o belrw 30

minmes. simedar w case K15 )

The minimum breakibevugh of This e subject device is ot SK 5 mamtes.
The subject device it huv i predicate K151750 (Blue)

Thiotepa for sbjoct device b inchided m
Labeling. samdr w
The subject devioe o prodicate K 151750 ot pabin, and sinilar ength

peedicate K1S1750 (lue). Oé
na

CUR_VG_71 CERT_LNN_EN_250122_v15

PRl ZHONGHONG
15 PULIN

\Q

Device Description: ‘\)
The subject device in this $TO) Notification i 4 Pow n\lhu‘lll.—-nun
Gilove, Alue Coloned. Nom-Sterile, Testod for Use with C
The subject device s & patiest examunatum ghov mu,‘ e b cole,
powdor free sod non-stenle (as per 21 CFR , clasa 1)

an

The principle operation of the medscal peulection for the

wearer and the device meess all the w(n(x Barmier Protoction, sensike
propertics -u:r.m.-/\smm tamdand 5 for Nawsle Examinatsce
. 6

Imtended use of the

a2 i M@*ﬂp—a“--nmw
Thess ghvws woos sl e Asnu Rexpproved 201 1)
Standard Pracsice fom As el G lm Dreg

Thviug and Comcentr B'%xhlk\nlmhmu-blm

Cremuntine (BONURY Wml uv

anhnn 1.0 mgml C}
Sophosgtande Cy au N

C)u-ﬂ:-: 100

Dacartuaine -m’u‘) | 0\)

Dosoruncin Hy 0 my o A4

[—— iy 240

Flunrouracil $0.0 >

Hosfantide $0.0 mg s "‘ C) ‘M:G $
::E:"ﬁ"‘;g%@\ Q\é‘ N
n.:: .'«'3..‘ » 0 “;QC)Q

Viscrestine Sulfate 1.0 mg/ml

Pleane nooe thae e folk:  have y Vow permention times: Canmuaime (ICNU)

MTu-.n.dl':-b "-C.‘}Q\

W

The sedyect device 19 bas ing sdeniical spevitiction -||hrm| cate @mnw-a
thickiess a1 snirouns 005 and length ot s
The difference -ulabchq -nmmmumn@ he safety a0d effectiveness
0 the sabjoct dev

The suect device and the preticate deviee K151 740 Wlue) share intended wie, sne
Natnsle materul. wnne compliance with ASTM There ce betwoen the
utsnw.m.em.lmepmlummu\ls wmﬂ Itended we, oo

Cumsequently, the gloves that are the, @ntm mQ.g.nm_.»,q. alent tu &
logalty n..m.n.:.muq'lm

Sabutantial Equis alest
Clanicad dama o it e ‘.

Bhocompstibility st @un 4@ e gloves were -
mmwm@ "\3\

Lezalty Whnkvln$ hh@

The legally marketod Ve -\-‘@ s fobhows. \)
KISE750 - Powdler .m%ﬂ.l— (‘*ni. Nan-Sienle, Powider
Free Nigrile Passent mu@ C hb
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VELVET GRIP o

DECLARATION OF CONFORMITY

Medical Medical

I Zhonghong Pulin Medical Products Co.Ltd. Zhonghong Pulin Medical Products Co.Ltd.
Adit: 35 Saughe Ave. Lusnnss County, Tasgehan City, Hebei China. 963500

62154167081 Fas - 00M-115-4168700 Add; West babuntriad Pack, |usanes Cruty. Tangshan Chty, 962908, Webel, Ching
Tl 00055 HETE0) ok 00N 215 (LETO0

Declaration of Conformity
Samsucr: Zhonghong Pulin Medical Produces Co. L
Addeess; 35 Songhe Ave, Lusssan County, Tangshan City, Hebet Chana.
063500
Tel: 86315 4167693
Fax: 8% 315 4165700

EU Declaration of Conformity

Mamtacharer  Znonghong Puse Medcal Products Co_Lid

Adtress West Induatrial Park. Lustvan County, Targahan Cty, 063500 Hebes, China
SN CNMF.000001106

Farcpman Lotn LBV

Represertative  korngin Adanagien il e Vird 2596AA The Hague Netreriancs

s NLARDD0000121
Product: Disposable Nitrile Examinatson Glos Produt Dponale Medcal nerte sxam gove
mm\mmmwxwuw X-Smal. Smat Medum, Large, X-Large
GMON Codu: S8
Wi herewith declare that the shove-menticmed devices comply with the Europesn UMON Code: 11882
Medical Device Regulation (EU) MDR 2017/745 and PPE Regulation (EU) 2016425, Bame LD EHTOMSHADISPFNO2XY
The EU declaration of conformity is issued under the sole rexporsibility of the
manufactiurer. Clusasfcation (MOR, Antwes V). Claws | Rue 1
Rouse: EU DECL Y g the Asnas 1|
By formulating the products, the chemscal substances selecting was tgorous, and « Ames Il « Articie 1§ of MOR [EU) 2017/745.

compliance 3o REACH. RoltS, Halogen-Free, SVHC 151.
We herowih deckare that the above mentioned de products ZHPFNDD meet the bamgoson

We strict following the standard of U S. and EU, no DEHP, BBP. DBP, and 7o fattonst law. thw proviscna of e olowng EU Regulstion end Standmds. Al supportng
DIBP is using m amy vinyl peoducts.

Products Co L1 i exchmivety tesjranaibie for he deciaration of condenmiy.

STANDARDS
s-..-t.u. Harmonssod Standards spplicable to this product are Cuiuetivion s, b
1, ENASS-2, EN4SS.3, ENASS4 Rngusston (BU) 2017/745 of #a Buropean Pattament snd of e Counc of 5 Aprk 2017 an

medical devices, amendng Ovective 200183EC. Regumson (EC) No 1782002 and
Raguiion (FC) Neo 12232000 snd sepesing Counch Denctives 00SSS/EEC and 342 EEC
Acphed standuds. commen specication. (uidence:

EYNJ 1, EN37T4.2, EN3T&-3, END

$EARETALRG HNA

Benghong )i Nl P G N 45512020, 6N 455-2 2015, N 455-3 2015, EN 4554 2000

_,-f,/,.}, PUAREAARSHREN

Signature- Bogvng Ml Tostatd G,
Dute: Sgnanure ”

a2

Date
Amo0.2Ry

Chemical

¥4 | Zhonghong Pulin Medical Products Co.Ltd.

Add: West Industrisl Park, Lusnnan Cousty, Tangshan City, 063500 Hebel. China
ol COBE-315-4 175U Fi (XB6-3 154168700

EU Declaration of Conformity - PPE

The manufucturer
Znonghony Pt Medical Products Co. Lid
Wt Inchusteiad Park, Luannan County.
Tangshan Cay, 663500, Hebai, China

&Y, CURADEN AT, 22, 6010 Krieow,
Swtzwriaret

Ooctiwes under his sol resgonsitisty, thal w PPE reference ZHPFNGD descritied
Nervutir

Promcive rikile Gove

PPE 1o e i sgainat Catmgory 11l iees

AN S0 U NN 141 9 e

@ D

0 conformity wih the povaiens of Faguliton [EURIEAIS snd win e Ewopeen

harmantewd slandarnds EN 150 $74-1:20160A1 201K %ype B, EN 180 37452016, EN 180

214202000 and in idenkcnl 55 the FPE which  aubject 10 the EL-Type scamination, under
2077, s by

DISYNP, Ruputin: of inalaret

et I atect 10 e procadne st out 0 Asex VIl {Moski £33 of e Regutation snder the

parvaion of e Noves body

SATRA Tocheokgy Eurcpe Limited
Bracmioen Burans Park. Ciones
DISYNG, Fouthic of wwharet

aRs LN
Frodess Ga, Lok
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VELVET GRIP PACKAGING

Disposable NITRILE GLOVES

ASWSSHRAND  www.curagrip tom

PACKAGING
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uspeind dldD L3AT3A
VELVET GRIP curaden

NITRILE Examination GLOVES

* Disposable Cloves

* Non-sterlie

* Ambidextrous

= Powder-free and blue
* Latex-free

OSNOUOW FIIMLIN NI 1INVYND

dI¥D L3IA3A
|

GUANTES DE NITRILO desechables

VELVET GRIP

uapeina

e e (L) C€uyg
VELVET GRIP curaden

Elnweg NITRIL-HANDSCHUHE

| * Untersuchungshandschuhe
« Nicht sterl]
* Beldseltig
* Pucerfrel und blau
T
EE te L zmp s
4
/7 wuw e \
VELVET GRIP clejtez
Arietesins 22,
NITRILE Examination GLOVES
o s amaton o L, nrer
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Disposable NITRILE GLOVES

VELVET GRIP LAST PAGE

ASWSSBRAND  www.curagrip com

curaGRIP — A SWISS BRAND Locations: Austria, Benelux, www.curaden.com
by CURADEN Denmark, France, Germany,
Headquarter: CURADEN AG Italy, Poland, Slovakia, www.curaGRIP.com
Armlehnerstralle 22 Slovenia, United Kingdom,
CH-6010 Kriens, Europe Brazil, Mexico, USA, Australia,

India, Japan, Singapre, South

Korea, Thailandi
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