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• CE Certificate • CE Certificate 

roup o Lid .• 

ddl' ·: outh Tongda Road. E l d1stnct. Jmzhou i1y. Hebei, 052260. hma. 

D«I m 1h I the MOO de-cribcd hcr~-afler 

Produ n:unc nnd Model: 

Dl,p o able ,...-11 r11 mlnullon lo, 

, l. L ond XL 

1eet th p ,ision of thc, ounc,I Dim:1ivc 93 42/EEC s amended by 2007147 E 

Provn:i fthe Regula11 n ( ) 2017n 4 "'h' h apply I them. 

nd 

Ex nun 11 n •lo,c rdance "'i1h 1he rul sci 

ou11nAn Il l 

pplicd hannonw:d 1"'1<iwt!,: N455-l:2000. E 455-2:2015. •N-155-3:2015. 

1497 1:2012. , I 13485:2016. 

II of Medico I Devi c D111:cm c 9 

amcndcdb nd 111clcS2 inll1OR201774 . 

The E d I mu n of onfonnity is i ucd under 1hc le n: pons1b1h1 of hij111.Lhullllg 

Hongrny Gr up o L1.d 

The produ c n be pl ccd the follo,.•mg E mar~ . 

CE: 
1gna1un:: ~ 

0 IC . 1 r h 03, 2020 

R ,ul tory uth n1y 

Holder. 

Product 

Id ntlf tlon: 

Tested cc. to: 

CE RTIFI CA TE 
or Conformity 

R atration No.: 

R pon No.: 

AK 60003547 0001 

21100703 003 

Sh111 zhu n Hongr s_y Group 
Syntex H thcare P"roductt 
Co .. ltd. H bel Province 
No. 1 F njl zhuang lndustr I Zono 

X City. 062360 
Ch a 

.. . ..... .. 

A 
TUV 

TUV I nd Product S fety GmbH - Am Grun St n • 0 -51105 K In 



• EU Exam Certificate • EC Declaration 

_.._ 
--CO.LIO 

_T ___ _ 
-Cir -05ZZIIO 
aw.a 

--7TT1 SATRA...-IUlll>r.P11&3 

Certificate number: 2TT7/11050-02/E00-O0 
Ths EU Type Exanwlabon Cenificate coven lhe blowlng p,oducl gnlUll(s) suppon,d by lesllng IO lhe releYanl 

--speaficallOIIOand--ollhet«hnle:alflleclocl<menlall(Wl 
Foi<,w,ng lhe EU Type.e-,.,alJOn tt,,s Pfl)duct grOUP ha$ been shown to sal!Sly lhe appkeble ~ he.lltl> and 

sa,le!y requrer,,ems ol Amel< 11 ol lhe PPE Re,iula1ian (EU) 2016/-425 as a Category 111 ~ 

Product r.te-: 

PF2001 ·XS 
NPF2002.S 
NPF2003-M 

PF2004l 
NPF2005-Xl 

Sizes 
6 
7 
8 
9 
10 

XS 
s 
M 
l 
XL 

Cl.aulflc.ulon: 

EN ISO 374-1 :2016 TYl'E B 
4o,I, Sodun hydronle 
~ Hydrooen pe,o,ade 
37~FOlfflaldeho/de 

EN ISO 37~:2016 
Pr'OlecbOtl ag;:,or,st baden., and lung, 
Prolecbon aga,,,51 WU5 

-.wr-~~ 

Lev.t 
6 
3 
4 

Lev.t 
p 
p 

ISO 37"-1.2016, J T•..t 2013, EN ISO 37&.5 2016, EN 420 200:,.AI 2009 

Ttdncal ""°""'"""'..,i-

EN 374-4:2013 Oqod'1tlon % 
-160 
268 
3'I 0 

SATRA CHTll211907/1112l/SPln .... 3. CHT027190711S2:YJSIA. CHT027190711S2JIJS/B, CHT0271907/IS23 
SGS HL50134/2019 

Signed.., bohaf ol SATRA 
0.,., fnl lnuod: IOIOl/2011 
0.,., ol ... , 15/07/2019 

,..,.,, 

EC Declaration of Conformity 

~urer 
Shijla7"-'CI Hongray Gtoup Co ' Lid 
Sculh Tur,gd,I Rd Ell~I OGI. ~ . 0522&0 

Hebei. China 
Tel t 86-311.a:16109(M 

Fu •a&.311-838109(M 

wllose S#lgle AulhMzed RoptP,~nl t,w 

C8IWltldllanGmbH 
NIBdarThenstr 71 40474 OOsseldorf. 
Gerrr9ny 
01 Code OEI0000048026 
Tel/Fax, 0211 3003 6818 
Emal lnfoOcatetechlon com 

We, lhe menullldurer, th declare IN! the produds 

Disposable Nltrlle Examination Glove 
UMONS.CO..: 11-NZ 

Meet the pro,nslona of MOR 2017'745 EU which apply 10 them 

The medcal device ha been na,gned IO cl8A I ecxonlong lO Annalt VIII cl \he MOR 
2017'7-45 EU 

CE 
Thia DedaratJon ol confomliy Is valid In connodion 
respeclive blllc:h ol produced dellices 

the ,e se document for the 

The produc:I concerned has been manufactured under a quaily manage<1*ll system 
according 10 Annex IX ol MOR 2011n.s EU 

Fcaow\ng the procedure relabng lo the EC OeclaratJon ol Conlonnlly MIi OU1 In Annex N ol 
~OR 2017n .S EU 

Shljlarl,uang Hongn,y Group Co., Ltd. 
South Tongda Rd., Eut 01st. Jlnzhou, 052260 

Jjnzhpu Chjna 2Q20-Q4-01 
Pt.e,, , dllte 

EC-olConfonnrr 



• CE Technical Certificate • SGS EN455 Compliance 

CE TECHNICAL DOCUMENTATION REVIEW REPORT 

Address 

Produd(s) 

Type(s) / Model(s) 

Sh,llil2humg Hongruy ~ Co Lid 

Soulh Tongda Rood, East ~stnct. Jnzhou City, Hebel, 052260, 

Chna 

Review the oompk)lenoss ol lhe Teclnall OoamenlabOn according 

to the l8Qllrements cA Medical Devices Olrec!Ml 93142/EEC Amex 

VII the Rogulat1011 (EU) 2017fl45 Aooox II and Ill 

Examnabon N,U, Glows 

~Free / XS, S, M, l , XL 

Oassl 

(Acc0r1ing !O Amex IX Section 1111 1 and 1 4 Of the Medical Devices 

Olr8dMl 93142/EEC & Annex VIII Chapler Ill 4 1 rue 1 ol Medical 

Oevoce Regu uons 2017fl45) 

Jooo 06, 2019 

Otaing the exarnorlDbOn ol the Techlllcal OownentllllOn (No HRG

JSWJ.000, ROYISIOn C, De ed 2010-05-10), no noo-cornpllance 

IICC0fOllO to the requranents ol Medlcol Oevtces Om1CIM1 

93142/EEC Annex VII & the Rogulalion (EU) 20171745 Amex II and 

Ill was delacted 

Sqiarure~ 

Oa1e. June 06, 2019 

Regulatory Aulhon1y 

SGS 
VER/FICA TIO OF E 455 CO DJT/0 'AL COMP LIA CE 

SHHG15100..1938MOO 
TRILE GlOIIE(NO-STERILE. AMBIOEXTROUS.POINOER 

FREE) 
XS.S M L.Xl 

~ SHIJIAZHUANG HONGRAY GROUP CO L TO 
SOUTH TONGOA RO EAST DIST JIHZtiOIJ CITY, HEBEi, 
~2200, CHINA 

~- SHIJIAZHUAHO HONGRAY GROUP CO , LTD 
SOUTH TONGOA RO EAST DIST JINZHOU CITY, HEBEi, 
~ . ClilHA 

5'1ffloent aamplea or the prodUCI ,. ... - ** ..., '°""""'De In _ ,orrn11y 
THI 5....sa,d BS EN-056-1 2000 MEDICAL GLOI/ES FOR SINGLE USE'

PARTI REO\JIREMENTS 1'NO TES'TTHG FOR FREEOOM FROM 
HOLES 

••'-"'!he 
Tat Repon umbefttt 

BS E.HAS&-2.2015 MEDICAL GLOVES FOR SINGLE USE· 
PART.I REOUIREME.NTS AND TESTING FOR PKYSICAL 
PROPERTIE 
BS 45~-201 S MEDICAL GlOIIES FOR SINGLE USE.PART :l 
REOUIR ENTS ANO TESll G FOR BIOLOGICAl 
EVALUAllOH (CLAUSE• 4M & POWDER&LABELLIHG) 

SHHG1510041938MD __ ,...,_.., _______ .. __,_.,. _____ .. _,,, ... _ "' ...,.._ .. _""'_ .. _.., _______ _ .,.,,.....,.,. __ 
-1120tS ___ ..,IGS,CllC_r __ c:o uo • ..., ..... __ .,..,. .. _,,, ... ----~:.::=-...... _,,,.,._~--_,,,SGS ______ ) 

,................ • .......... a....,. ............ c..---.... ,...... ...... ... ·---··--·....-... ..._._ ... ,...__ ..... 
........ rl ........ M..._...,......_......,..._ •S--, .......... ____ ...,,... .... ..... ,,0-............. ~ ... ___... •• ...... .., .. .___. ... ____ ,._._._.~ ........ _ .. ......,.. ..... ......_.___.. 

SGS PAPER 
16 31774 1 



• China Medical Export Certificate • Declaration of Conformity fi

4-' ,f.~ A~ J~.ffl Pfil 
PEOPLE'S REPUBLI OF IN 
~ ff Wii-Wvx iTh 1:1..l ffi -ii£ an 

ERTIFI TE F R E P RT TIO F MEDI AL 
PRODU T 

ff -If, ::6"A"JUt~ 20200026 
Certificate NO. , Certificate of medical device e1ports llllde in 1hijlazhuena 
Issued by II bel Drua Supe"hlon Adalnlnratlon . 2020002 

i"'dU5~, Wl'.Jff~ 
Produ<: t (s) , Details as per altached I 

Ui!l'J, WR..Jff~ 
Model, Details as per atlachad list. 

i"'ii t£ffi 4--*jtiiE-it, 1U!. Ht~ 
Reglstnition certificate Cs), Detab 811 par atlachod 1st 

Vil, ::6"*lt•~•• &•~¾~ 
Manufacturer, Shijiazhuang Srntax Rubber Products Co., Ltd. 

Vtt4£Rr, i'J~tti• flrlt*lt#'i' 301 llUt•• 
Address of aanufecturer: South 307 National Road, Fanjiaz.huana, Xinji. 
Hebel Province 

~i"'y'fiiJ!i24-JljtfiE~ , X•-t-ffJUl!.Jk.f. 201sooo2 -If 
Manufacturing License(s), lledlcal devlc on file under xinji Food and l)njg 
Supervision Adllinistration.Hebei Province No.20180002 

'SiiEIJJJ:J£i"'i!l.Bl'lt-i!FtElftEil~i"'~ffl1!. This Is to cer1lfy that the 
above products have been registered to be manufactured and sold in 
China. 

liflJHf!<t B M3!: 2022 • os 11 28 B 
This certification valid until, liar. 28,2022 

4-t£, ~ 
Remark, nothing 

IDJIAZ GHO GRAYGRO OLTD ~~ 
HR 0 :TB TO~GDA RD. E.A DIST. JDIZROl: cm ·. HEBEi, 052260, CllDi 

DE LARA TIO OF O .FORMITY 

We hereby de larc thnt ibc Dispo!,Ob)c Powder Free iuile Ex8JllUUlcion Gloves. 

manufa rured by subsidiary companie, under hiji!lzhuan Hon ray Group Co. Ltd. with the 

izc of . . M. Land XL meet !he provi,i.on, of the Dire ti,·c 93 4 EE a, amended by 

200 /EEC. 

Applicdharmonizcdstandards: E 455-1 :2000, E,'4 - :201 . EN 0149 1:2012, E:sl 0 

134 :2016. 

onformil)' as smm1 procedure: Follow the proccd1,re refomd 10 in Annex VII of Medi al 

De,i e Dire 11,·e 93 42 EEC as amended by 200 '4 , EEC. 

ignamre: ~ 

Date: February 26. 019 

Tide: QA Director of Hon gray Group 

hijiazhuan Honp:ay Group Co .. Ltd 



• ISO 9001 Certificate • ISO 13485 Certificate 

I 
l 
I 
I 
I 

I 
i 

' ' ~ I s 
~ 
• 

Certificate 
Standiud ISO 9001 :2015 

Cert,fica1e Registr No 01 100 1732303 

C rtlficele HOider Shijiazhuang Hongray Group Co., Ltd. 

Scope 

V lld1ly 

www.lUV com 

umried Soaal Credrt Code 91130100728799919R 
Registrubon Address South ongda Rd , Eest Dist . 
Jmz.hou c,1y, 052260 Hebel, P R Chma 
Operauon Address same es et>ove 

mcludtng Ille locatlOIIS BC.Cording to enn x 

Manufacture end OtstnbubOn of Pa1,en1 E.xammatJon Gloves 

Proof has been furnished by means or n ud11 lhal the 
requirements ollSO 9001 2015 rem l 

The cer1Jf1CBte IS valid from 2020-04- 1 O unnl 2020-1 o. 19 
It remams v IKI subJBCI 10 seusfactory surve,llance ud, 
F1rsl certmcallon 2017 

TIiis certJficala mlormallon can be searthed on CNCA iClal 
w bSII hUpJJ\oiww tnC8 gov en 

2020-04-14 

(( DAI< --· Cl,-lllll .. l.ot 

& 

/;!. TUVRheinland 
Pr cis ly Righi. 

Certificate 
The Certification Body of 

TUV Rh In nd LGA Product1 GmbH 

llll!otv-, 

Shijiazhuang Hongray 
Group Co .• Ltd . 

South Tongda Rd .• East Dist. 
Jinzhou 

052260 Hebei 
P.R. China 

TUVRh ·ntand 

ha heel encl eppti• • Q IY ma~t 1y11em for medlca; deYlca 
lot 11'19 I ,ng 

M nufacture nd Ol.s11ibution o f Patient Ex min tion GlovH 

lsea attachment for altH ncludedl 

ar 

E ec:t,_. o.• 

EN ISO 13485:2016 

T Qual, y rnanageme,,1 syll..,, ,s subject 10 ~ r y su 

18801058 009 

202().10-25 

TUV Rho nland LGA Products GmbH • Ti lly1traSe 2 • 90431 N mberg 
I •4 4 I 1 J 1.f, '!:'I , 



• Canadian Medical Licensing 
   Licence MDALL #88362 

• EN420 Technical Certificate 

Active licence listing by company 

Manufacturer 
SH AZHUMIO H0"8AAY GAOUP CO TO 
5oull1oogdalld.,£atl0.... 
Jtr>atw .CNCIS2260 

COfflPony ID IZl742 

Licence No.: 88362 

l°y1>1:-f 
- dou 2 
De""'° llnlt - dato 2012.02·28 Uc..,._.,._ ElW/IMTlON GLOVES Nl"TR £ 

Device detalla 

Dovtceftmlaw-

2012.02,21 POWDER FllEf. hlTRIU! 
01..0~5 

ATION 

kfNIJ .. rft1"1'11N•--

2012-02·28 NEGPl"2001 

2012·02·28 :EGPF'200:2 

2012-02-28 NEGP.-.oo:J 

2012-02-28 NEG"f2004 

2012-02-29 EGP~ 

2012·02·28 NEGPF2005 

2012-02-29 NEGPFJOOI 

2012-02-28 NEGPl'l0Cl2 

2012·02-28 EGPF3003 

2012 02 211 £Gl>fl004 

2012-02-28 NEGPF300b 

2012-02·28 EGPFl008 

2012 02·28 NEGPF~I 

2012-02-28 GPF5002 

2012-02-28 NEGPr!IOCO 

2012-02-28 NEGPF~ 

2012-02-28 NEGPF~ 

2012-02·28 MGPF~ 

2012-02-28 G"F600 

2012 02 28 NEGPre002 

2012-02·28 NEGPRI003 

2012·02·28 NEGPFIOO< 

Condlllon ol luue: 

~ Hong,3y Group Co • Lid 
Soult> Tongda Road, East OISlncl 
.MZhouCCy 
Hebe, 
Clw1a 
052260 

SATRA rel~ CHTD2719G7 I 1823 

Date of report' 17"'.Juy 2018 

Sampies rea!!llled 9" Jwle2018 

0a1e(s) wa1c 
c.,m,;,d oul 

4 -12".July208 

TECHNICAL REPORT 

Test agans1 20 2003~ A 1-2009 lor 1he dlsposable nrlnle f/la'ic (XS, S, M, XL, 
_, ~ 115 NPf2001 .2!1()5_ 

n..,-,maybe_lD_,,.,..,.pr...-_••notdlo,,gedo,...,.,woy ·-notbepwl,,hed.lor ...... byin<Uing•.,------· -alSATRA 

Raoubolf'YWl"'"'-,_,_onlylD.._....,p1oo..--1oranatyoaand-bySATRA ~1o.-.1or 
gumraonly. 

Tom 11a1.....-11ieUKAS-SchodulelorSATRAM~ Ol,_GIIUCh-and ._ _______ ..__alUKAS>«•-11onand.,.-on__,. SATRA 

knowtodgo_ 

A H tllifaaory te-.sl r port In no ••Y Imp 1.Mt m. pc-oduc.l tea:led app,O'Ved by TRA and no w•r•nty is 
gt,en 10 M perform- ol 11M p,oducll ltd. ATRA hal noc bt lloblo for .,y t ub I io.s or cltmoge 
lncuned by 1M cknl n • .-..ult o r WlfCNmetlon a upplled In the repon. 

The_..nyal,.,_(UoMl.,.,_,_ __ onall>ndard.......-«ymuillpl,odby•~- 2. 
-p,o,,dooloracon--ol-lOly9S~ 

(Page I of 7) 



• FDA 510k Certification 
   Licence #K182156 

,# ffl!I U.S. FOOD & DRUG 
~ - AD INIUltATION 

Dc-cc:mber 10. 201 

10. 

_ m,n uon ,lo, . (Olu ), T sled ri r "ith 

aminali n I , c 

Dear mhy Liu· 

la, Ill (PM1\).11 m be 

pubh h fu.nhcr 11nnoun cmeni... 

Pie-™! be ds,1-.ed th I I DA\ 1 mm e o a ulmon11 I cqu1,11lencc dcu:nmnoll n does n I mean 1h01 FD,\ 
ha made o dc1cnnino11on 1ho1 your dc,1cc mph \\llh other l\,'quu·cincnh of1he c1 or ") ed<!rtll 

KI 21 - K thy IU 

ndo urc 

f 

inccrcly. 

Clarence W. Murray Iii Ill -5 
F r Tin Ki ng. Ph D. 

Ith 

r gc 2 



• 100% Latex Free, No allergy 

• Protein Free, Nitrile Gloves 

• 5 Mil Thickness 

•  Highly Elastic and Super Soft 

•  Rolled Rim to facilitate easy donning  

• Designed to give a natural rubber-like feel 

• Textured in finger tips for enhanced grip 

• Fluid Resistant: Yes 

• Puncture resistant and powder-free nitrile 

• CE Certification, FDA 510K Listing 

• EN-374 Resistance to Chemical Certification 

• EN-455 Certification 

• CHEMO Certification 

• EU Type - Examination  

• Health Canada MDL Licensed

atex Free No allergy

SPECS

C tifi ti FDA 510K Li ti

CERTIFCATIONS 

~ ~ CE ~ITTl n•, ~ A. It~, 
~ "" w ~ )( I _=:J TOV '--1/ 



Medical Device Licence Approved
Licence NO: 88362

United States FDA Medical
Licence NO: K182156

l+I Health 
Canada 

Sante 
Canada 

It=,~ s10(k1 Cleared 



Top Side Easy Identifiable Sizing French + English 
Side Labels

Back Side  
Corner Sides 



Box Packaging 

Sample Glove Sample Glove



bljl, zbu og Hongl' y roup o .. L td. 
Soulh Toogda Rd.. wt°"" Jmzhou C, J{,be, • 052-60.Clw>a 

P rformnn e ling 

The tandard, u..:d for production of Powder Free N,tnk Exruninatioo lo,cs (Blue) arc 
m.ainlybascd on ASTM D6319-19. In a nlao c with ph)"ical requirements est bfuhcd 

by A TM s1a11datd. the followinl! an the ph)"i al ttquimncnt and dimen ional 1cstinl! 
ttSuhs: 

Tcchnologi al 
Chan, lcri,ti 

Lea th 
(mm) 

Width 
(mm) 

Palm 

Residual 
Powder 

tandard Test 'FDA 
Oiudancc 

for size 

Inspection 
Lcnl and 

AQL 
Rcsuh lbllll\JIIY Condu ion 

XS: 230- JSoun 
: 23-l-242mm 

1: 230.242mm 
L: 238-244oun 

XL: 23 - 41 mm 

- IWll 

86-88 nun 
96 -9Swm 

108-110 mm 

116-11 mm 

0.1 25-0.13rum 

0.12-0.1 ,run 

0. Sm 

Pass 

Pa<s 

Pa<, 

Pass 

Pa~ 

111c detailed tcstin rcpon of the J!lo,·cs is ana bed herein. 

bljluhuaog Hongra~· roup o., Lid. 
Sovtb Toop, Rd EaS1 Om limhou C, .fld><, , OS 60.ciw.. 

Powdtr t> tlog 

T~tia1 rtqaHINI.: 

Foo -~ wtlh r.-..duol powda coou...,. defioed "' 
NunJ., ExauwiabOO Glo-.-a 

T Ill 1bod,: 

06319-19 umdard Speaf,abOD For 

As <pttt6ed m ASTM 06124-06 ( 20(7) taodard T ... M<dtod r..- Rnoduol Poo.d..- °" MedlCal 
Glo,u 

T . l~rtair ""a n:: 

.... XS M L XL 

Sample quantuy s s s s s 

A,.,.. < <OOlclll (DJ&IP"'"<") oss OS6 OS9 0~60 061 

Po,.da CoCllcot Cntmo 01 tDO<< lhan 2mafl!lo\"C" for powda fr« alcr,-. 

oadu.1ioa: 
The _.._ for Powdt< Fr« N11nk Eu.mmabOO Glo, (Bluo) coo,pl ,,.,,i, ,..,dual pov;dtt 
conl<GI reqwi-..,,..,. ,p<afi,d ,n AS 06319- 19 Standard Spea.fiabOD rm ,Ink &:annnat,.., 
Glo,-.-. 



Shijiazhuang Hongl'ay Grnup Co. Ltd. 
South Tongda Rd., East Dist. Jinzhou City,Hebei , 052260.China 

PHYSICAL&PINHOLE TESTING 

Testina requested: 
For compliance with ASTM D6319-19 Standard Specification for Nitrile Examination Gloves, testing items are as follow : 
l. Phy ical Dimen ions and Phy ical Property: 
2. Pinhole 

Testing ::\lethods: 
As pecified inASTM D6319-19. ASTM D 1 1-19 and FDA 1000ml Water Leak Te t (21 CFR 800.20). 
1. Testing results for Physical Dimensions and Phy ical Property (13 pieces for each size are tested): 

Size Item Std 1 2 3 4 5 6 7 8 
Length (mm) (min) 220 230 234 237 238 234 236 231 236 

Width(mm) 70±10 77 77 78 77 77 78 78 77 

Toickocss Finger 0.12 0.12 O.L 0.12 0.11 0.12 0.12 0.13 0.13 
(mm) (min) Palm 0.14 0.13 0.12 0.12 0.13 0.14 0.13 0.13 0.13 

XS 
Tensile Strength 14 16.8 17.9 16.8 15.9 16.7 17.8 16.8 16.9 <Moa) (min) 

Before aging 
Elongation(%) 

(min) 500 530 520 510 530 510 530 530 530 

Tensile Strength 14 16.1 15.9 16.4 15.9 16.7 17.4 17.8 16.9 
(Moa) (min) 

After aging 
Elongation ("/o) 

(min) 400 530 530 510 530 510 490 510 500 

Length (mm) (min) 220 233 238 237 238 236 236 234 236 

Width (mm) 80±10 87 88 87 86 87 86 88 86 

Thickness Finger 0.13 0.12 0.13 0.12 0.13 0.13 0.14 0.12 0.13 
(mm) (min) Palm 0.13 0.14 0.14 0.13 0.13 0.13 0.14 0.14 0.13 

s Tensile Strength 14 17.0 16.1 16.4 15-9 16.6 18.1 17.4 17.6 (Mpa) (min) 
Before aging 

Elongation ("/o) 
(min) 500 510 520 550 540 510 530 530 540 

Tensile Strength 14 15.7 15.9 16.4 17.0 16.7 17.4 175 16.9 
After aging 

rMoa) (min) 
Elongation (%) 

(min) 400 480 480 520 430 510 500 410 500 

9 10 11 
235 239 237 

77 78 77 

0.13 0.14 0.13 

0.14 0.14 0.14 

17.5 18.4 18.6 

510 520 500 

16.8 16.4 18.6 

500 500 520 

236 239 242 

88 88 87 

0.12 0.13 0.13 

0.13 0.13 0.12 

17.0 18.4 17.6 

510 500 540 

16.8 16.4 18.6 

520 500 420 

12 13 
235 230 

78 77 

0.13 0.13 

0.13 0.13 

18.9 20 

530 520 

18.6 18.8 

510 490 

239 242 
87 87 

0.13 0.13 

0.13 0.13 

18.4 18.0 

520 510 

18.6 19.0 

500 S30 

2 



Length (mm) (min) 230 

Width(mm) 95,HO 

Thickness Finger 0.13 
(mm)(min) Palm 0.13 

M 
Tensile Strength 14 

{Mo;i) (min) 
Before aging 

Elongation(%) 
(min) 500 

Tensile Strength 14 fMoa) (min) 
After aging 

Elongation(%) 
(min) 400 

Length (mm) (min) 230 

Width (mm) 110:!:10 

Thickness Finger 0.12 
(mm)(min) Palm 0.13 

L 
Tensile Strength 14 tMoa) (min) 

Before aging 
Elongation(%) 

(min) 
500 

Tensile Strength 14 
After aging 

tMoa) (min) 
Elongation (%) 

(min) 400 

Length (mm) (min) 230 
Width(mm) 120±10 

Thickness Finger 0.13 
(mm)(min) Palm 0.13 

XL 
Tensile Strength 14 

(Mpa) (min) 
Before aging 

Elongation(%) 
(min) 500 

Tensile Strength 14 tMoa) (min) 
After aging Elongation (%) 

(min) 400 

Shijiazhuang Hongray Group Co. Ltd. 
outh Tongda Rd., East Dist. Jinzhou City,Hebei , 052260,China 

240 238 242 238 236 238 236 240 

97 97 96 98 96 97 98 96 

0.13 0.14 0.12 0.13 0.14 0.14 OJ3 0.13 

0.13 OJ_ 0.13 0.13 0.14 0.13 0.14 0.12 

162 15.9 16.4 15.9 16.7 18.1 17.8 16.9 

530 520 550 500 510 500 550 510 

16.4 15.8 16.4 16.2 16.7 17.4 17.5 16.9 

500 480 510 500 510 490 510 500 

240 238 242 238 238 240 238 240 

109 110 110 110 109 109 109 109 
0.13 0.12 0.12 0.13 0.13 0.12 0.13 0.12 

0.13 0.13 0.12 0.13 0.13 0.14 0.13 0.13 

16.0 15.9 16.4 15.9 16.7 18.1 17.8 16.9 

540 520 550 520 510 500 550 520 

15.6 15.9 17.1 15.9 16.7 17.2 17.8 16.9 

490 480 510 510 510 490 510 400 

241 238 232 238 236 240 238 240 
117 117 116 116 116 116 116 116 

0.12 OJ_ 0.13 O.L 0.13 0.13 OJ_ 0.13 

0.12 0.13 0.13 0.13 0.13 0.14 OJ_ 0.13 

16.0 15.9 16.2 15.2 16.7 17.1 17.0 16.9 

550 520 520 500 510 500 520 500 

15.7 14.9 16.4 16.9 16.7 17.4 17.8 16.9 

450 480 510 450 510 490 520 500 

230 239 242 242 242 

98 97 97 97 97 

0.13 0.12 0.14 0.013 0.13 

0.14 0.13 0.13 0.12 0.13 

17.9 18.4 18.6 18.6 19.9 

520 520 530 500 540 

16.8 17.0 17.6 18.6 18.4 

490 450 520 530 500 

238 239 244 242 240 

109 109 108 110 109 
0.13 0.12 0.12 0.13 0.13 

0.14 0.12 0.12 0.13 0.14 

175 18.4 18.6 18.6 19.7 

520 500 550 500 540 

16.8 16.1 18.6 17.0 16.7 

500 500 520 510 490 

238 239 240 236 240 
11 6 116 116 116 116 

0.13 0.13 0.12 O.L 0.13 

0.13 0.14 0.12 0.13 0.13 

17.5 17.6 18.6 18.1 18.0 

520 500 550 530 520 

16.8 16.4 18.6 17.6 19.0 

500 490 520 510 460 

3 



Shijiazhuang Hongray Group Co. Ltd. 
South Tongda Rd .• East Dist. Jinzhou City,Hebei . 052260.Chin.a 

2. TestinJ1:Results for pinhole testing: as per ASTM 05151-19 and FDA 1000ml Water Leak Test (21 CFR 800.20). 
Testing Criteria 

Accepted/ Rejected Criteria Testing Result Conclusion 
Lot size Round ample size Cumulative sample size 

Ac Re 

35 000 and above First 125 125 1 7 
Second 125 250 4 10 

Third 125 375 8 13 125 glove are 
Fourth 125 500 12 17 ampled, 0 piece Pass 

Fifth 125 625 17 20 leak 
Sixth 125 750 21 23 

Seventh 125 875 25 26 
Conclusion: 
The samples for Powder Free Nitrile Examination Gloves. Tested for Use with Chemotherapy Drugs (Blue) complies with ASTM 06319-19 tandard Specification for 
Nitrile Examination Gloves. 

Approved by : Zhun Chunyan Reviewed by: Xu Lihua Prepared by: Xing Lifang Zhang Hui 



Additional Test Reports SGS 

llljlazlmang Bongrny Group o .. Lid. 
Soudl Taqda Rd.. w1 D ,_ Ju».ho<I Cuy.Hebft • OS2260.Cbma 

flflUltlld:.i l D ftc11 lou,i0Dt dt\Ottd b)" *O ~ oad l')"pt •mplt 
(\"=n .... 1 D,r .. ,. l=l mmNli• .. Luk, l = Two ~(inu .. L .. k) 

Ru:a 

Round II Glo, • /I G!o.n II Glo\-aM G1o,.,, II GloHSII 

I 

~ ~ ~ ~ ~ 
Round. Glo,..,. /1 Glo.-../1 Glo,c1M Glo\T> M Glo\·r<II 

I 

~ ~ ~ ~ ~ 
Round II Glo,uil Glo\'c1/I Cilons • Cilo,u/1 Glon,o~ 

f 

~ ~ ~ ~ ~ 
Round /I Cilo,..,., Cito\"<>" Glo\'a• Glon•s/1 Glo\·cs • 

I 

~ ~ ~ ~ ~ 
Round# Glo,,,. /I Gio-.,,. /I Glo\-..• Glo,--...# Glo\-a I 

I 

~ ~ ~ ~ ~ 
Round fl Glo\= 11 Gio-· .. II Glo\-... 1!1 Glo,.,, I Glo\-.. f 

I 

~ ~ ~ ~ ~ 
Ca 111 c-lu1ioD: 1ne- ..... 

pmbo '"" 
far Powcla- Froe Nunle Eumrn.1,- Glo,..,. 

<"'!llll<menl<ofIDA 1000ml Wa1tt Leak THI (2 1 CFR800.20) 

Appro,'td by • Zhu Chuoyon 

~-..wed by Xu Lbua 

Cumubtin ll 
D ftcc 

umu.btfrf" 1' 
C lovntKIHI 

Otll.5 

f 

f 

I 

I 

f 

(B Jue) ..,.,., CM 

SGS 
Test Report Do , APR OG,2010 

SHUIAZHUANG HONGRAY GROUP CO_ LTD 

SOUTii TONGDA RD .• EAST DIST . .IINZHOU CITY. HEBEi. O!i22!10. CHINA 

THE TEST REPORT ISTO SUPERSEDE THE TEST REPORT No_: SHHL 1eo2007538MO 
DATE: MAR. 28. 2010 
Tho~..,..ple{>)w•-..submitlediNldldemiliodbytheclienlu: 

Sample o..cn,,_. : DISPOSABLE JTRILEGLOIIE 

Styte/"-No. 

CounuyolOrigon 

Sami,leff-.v,gO

Tu&,gPonod 

THI Pemnned 

T...tR_...i 

T nl Ruull(>) 

: XS.S.M.l.XL.J()(L 

: CHINA 

: FEB. 211. 2010 

; FEB. 211. 2010 TO MAR. 28, 2010 

: SELECTED TEST(S) AS REQUESTED BY I\PP\.ICA/ff 

: 1, EN45S-1:2000MEDICALGLOVESFOR SI GLEUSE 

PART 1: REQUlREMENTSANDTESTINGFORFREEDOM 

FROM HOLES 

2. EN 4~2: 2015 EDICAL GLOVES FOR SINGLE USE -

PART2: REQUIREMENTSANOTESTINGFOR PHYSICAL 

PROPERTIE 

3.EN 455--3: 2015 MEDICAL GLOVES FOR SINGLE USE

PART3:REQUIREMENTSANOTESTINGFORBIOLOGICAL 

EVALUATION CLAUSE4.4 &4.0 

: FOR FURTHER DETAILS. PLEASE REFER TO THE 

FOLLOWING PAGE(S) 

: THE SUBMITTED SAMP\.E "4ET niE TEST REQUIREMENT. 



SGS 
Test Report D-: APR. 00,2010 Page; 2 ol8 

T~sl Condu cted: 

Numbet of IHI sample 

The type ol gloYK 

Mar&J!ac:<unng bold! -
BatchSC<e 
Sample size 

um-olra,--,tamw,g 
glav@s 

Delects obH<vl!d-- "II 
TfflRHUh 

Test It~ 

200Pieces 

oamination/pmcMJr gloves 

I 
I 

XS. S, M, L XLXXl 

None 

Nodo,r.ci,; 

Pass 

Clause 

5 
1 

wa,enightness h!5I ID< d@!edian of holes 
RtfflfftUl>ng 

Nate 

• 1&2 

2. EN 4~2: 2015Medlc.>lgloves lo,sitlgte uu-part2: R.ciu,n,ments andiesungforphysicalprope,tie 

Nu-ol>Htsample 

Type 

The manufacturingbincl, -

Siu 
Defects obH<ved bofcnt !eSlil'CI 

TesaResuh 

104Pieces 

uam l>Dnlpcocedunt ~ 

I 

XS, S, M. L XL XXL 

Nodefects 

Pass 

Resu 

Pass 
Pass 

Pass 

Nat• 
--#3--

#1&4 

I 

_ .... ·-- ....... ..._!"',..,. 

SGS 
Test Report Na.: SHH.. ICl0200763CIMD,OI Da : APR 00,2010 

Number oflffl sample 51'\eces 

Fonis~s ol glovH 

O.IKtsobse<vedbefo<elesllng 

TestR..,.,Jt 

Pow<te,ed-m,e gloves olhe< lhan ...,_., glovH 

Nodoof""" 
p~~.5 

Pass 

No<e: 
\ . Asiwrchn1'sdedan1, lhesegiofts((oursize: XS, S, M. LXL XXl)onlysiudifflO<Ml1. ihe 

INlteriill is the same, illld only the glove ol size M ...,. tested. 
2. SHn,s .. l , 
3. SH n,sull 2. 
4 . SH n,sul 3. 
5. Test-ing to EN IS02117l-200CI. 
Cl. The powdefofsarnplewas0.3mg< 2mg. 

--.. ·-..,._,. .. sa,;..,_!SQIUj 



SGS 
Test Report 

Sample Quanlily: 200pcs 

AOL= Ui Acc9pi: 7 Reject: 8 

2. Dimensions 

-v-: Length (mm): 2~ 
Width (mm): 78 

-v-: Length (mm): 244 
Wd!h(mm):87 

Medi.Jnvalue: 
Lingth (mm): 245 
Width (mm): IMI 

Mediiinva,,o; 
Length (mm): 242 
Width (mm): 108 

Found: 0 

Data: APR O&, 2010 

-. ....... ·-_,. ... to1C.-!l(ll l 

SGS 
Test Report StH.1602007536f,0,01 Date APR 06.2016 Page 5018 

Met:llal value 
Lengtn (nvn). 248 
WIOUI (nvn)" 11• 

Me11l.lnV31Ue 
Length 1rnmr 245 
Wkltn (nvn) 119 

Reqw-emen stt table 1&2 

Tob ie 1 Dimensions tor surgical gloves 

size ,m;yl.11\ length Medl.11\ """"' 
lnmm inmm 

5 ~ 250 67 ± 4 
55 ;a, 250 n ±• 
6 ,i,260 n ±s 
65 ;..260 83±5 
1 ll= 270 89± 5 
7.5 ii> 270 95± 5 
8 ~ 270 102"±;6 
85 ;;, 290 108± 6 
9 iir 280 114:::6 
95 ;;,290 121 :::6 

244 243 
120 119 

Tobie 2 Dimensions for 
txomlMl~« gloves 

size Meaian iengm Mealanw1Glh 
lnmm 11mm 

El<llllsmal ..;so 
srnao 80 ± 10 
Mel1ium ;;,240 95± 10 
Large 110± 10 
Exira u,rge .. ,,o 



SGS 
Test Repon 

S1<e 

Force •t fl. 1fl 8.7Q fl.27 D.02 B.2!1 fl.3& """*'Nl 
__ , 

b<u·- D.4 1 fl.50 fl..50 fl .38 fl.!18 fl.40 
CNllongo ,_....,NI 

Median value: 
Fon,e at bn!al< during -~ e (N~ fl.02 
F oroe at bn!alt - c:halleOfle t.ftting (N~ 11.50 

Throughoui aMtf liif• tnttd 
ac:c.ord"ing to 5 2 and whhln 1'2 
month of m•nufKtuf t ltd 
.uorchna to U 

o) ~r•• 11 la;u,g'algbo.a. 

>8.0 

~lot: APR. 00.2010 

M 

fl.27 fl.3B 8.118 8.38 Q.02 

fl.23 D.38 fl.n fl..50 fl.!18 

I.om n»UonJproe-idur e glo'lfl 

bl <I 
,e D 

bJ ~ra ~ u or,. -;'.i:l"l'U •Ke;C ;l::Ntii. .ff'INII llrml .,.""QF.la&IC r,lb,_._ I•; 

po,yw,yi<N -! 
R.mark: 
I. TheoompleMlec!iofj.,._n,forW01en,gh..,...,1..,fordetKt>onol-,s-.ato200 

pcs n-Hd by SGS. 

8.110 fl.!18 

fl .1B fl.05 

SGS 
Test Report 

$>mp,. P~oto: 

Dill 1-PR 06.2016 ~ 7of8 



SGS 
TestRepon tkl.: SHHl 1 l!0Zl0753et.O<J I Da.12: APR. CCI.20111 

d 

--=-==- 7 
SGS auth@nlicate the pholD on original n,pc,rt only 

"'End cl Repon·" 

Page; 8cl8 

SATRA 
I 

Omomer~: ~.uhuang Hongray G«iup Co .. lid 
South Tongda Road, East Disllic:t 
Jlllzhou Clly 
liebel 
Ch"" 
0522GO 

SATRA ~-CHT027 11107 /1823 
ISPT Is..,_ 2 

D of r.,,.,,c 02 July2018 

Samples recelvtd: 8 JuM 2018 

Date(s) 'MWk 
CMMC!out: 

20-27Jun<t20I8 

TECHNICAL REPORT 

Conditions or Issue: 

T..-.g of gloves idfiltnd as "D,,posat,le ndrile a- m........a, NPF2001-2005"., 
aa:ordMc:ewtlh EN 374-2:21114 

R~ceD ,-1 ,,.,.,.,,_ CHT0271907 l1823 /SPT cut.d 29 .Jurw 2018 

lhs report ,nay be --ID -partio-s ~.,.. it ls nol CNllll(d .. any ... , . ~ IIIUSI net be P\lb(sh~ lot 
.,_,.,.. byr!CNding ilin-. - Nprior. wnttll l*ffl!SMWI clSATRA 

Testsmad;edll;,l-tlle\J<AS--!orSATRAAl.,~cl-ofsucl,11!51Silnd 
IMCOffi'l\oncsbawd "'°" tleman. OUISidt SMscopocl UKAS accndila!ion andart baMd on""'""" SATRA 
~ 

A Atisfxlofy Ifft ~ In no ••Y implies that 1M ........... - is --by SATRA and no •-ty is 
giffn u to Che po<fonnM>CO or the produd tntod. SATRA - not be ublo for any su~nt loss 0< ci-ge 
incwncl by the dionl n a rnul ot inlonnafion supplltil in Che '-'-

Sue Clayion 
T eehnolog,st 
Sal ty Product Tenng 



SATRA 
JFHMHHBI 

Testing 

TECHNICAL REPORT 

~ fo, _i..,g _. ®ndillon.d lo,• lu>I 24 houn; in• ®ndilioned ..,..,,rm..,, m•in- al (23"2) "C 
and(~)~ ntlauYe humidity. Tesu,g wu carried out · · the same Oflvironmffll 

Requirements 

Tabllt 2. Req"""1ef\tS lor EN 374-2: 2014 

Test Results 

Tat.. 3. EN 374-2:.2014 Test lMUlts lo, rJ,Nff idMtifJod as "Disposal>N, nilnle ~ reference NPF'200 1-200!i" 

Cbuw/Tfft Tfft RHlm UoM Result 

Total air prH..,,.. uffd: 2.112 kPa 

Sampi.~ ~-· XS 

7.2AileulHI s ±2.8mmHJ(I 

,__ __ 
M G- owr-lnll.>!MI during le-sting 

L 

XL 

s..mpi..a. ~-
XS Nole ·-s Nole -7.3 w ....... Ifft A PASS 
M No ksclel.ecied 

L No le ·-XL No Inks cletecll!d 

Sl>ijia%huang Hongtay Gtoup Co •• Lid 
SATRA Rel._ CHT027III07 /1823 /SPT IHU@ 2 
D.aoc 02 July 2018 (Page 3of 5} 

SATRA TECHNICAL REPORT 

Work Requested 

Samples of glows.'" Table I. _,. .-.d by SATRA lo, ltiling In -,fance W!!h EN 374-2:2014 
Prol«<ive gloYes against dangftous chemicals and ~nlsms • De:ermination of,...._ 10 --· Tablo I - Samplft rwoeN..i 

Sample dHcriplion as sia!MI by the client Sczes submiad lor ... ting Colour of samples subm,tte<I 

"Disposable nlrlle glove refe<ence 
XS, S. M, LXL -NPF2001-2005" 

Conclusion 

Result 

EN 374-2:2014 
w •• PASS 

Nole • -Asperdause 4.3ol EN 374-2:2014, theglcMts sul>miu..i lo, tes,ingwefl! lcund tobe unsuitable lo, 
lhe Air leak IHI. Therefore. as per EN 374-2. only !he Water leak ..... has beOfl pe,formed. 

Shpzhuang Hoog,ay Group Co .• Lid 
SA TRA Reference: CHT0271 II07 11823 /SPT Issue 2 
D-: D2July2018 (Page2of5} 



SA RA TECHNICAL REPORT 

Testing 

5.>mplff fot .. SIO>g-., condilioned fot • IU>t 24 hours In a - emm>nnto,n m"lnu;ned a1 (23"2) °C 
.and (5Cli:5) 'II,- hl.micliry. THU,g WH urMd OU1-1he sam•-._ 

Requirements 

T- 2 • Roqui.-..-nts fot EN 374-2; 2014 

17.2 
7.3 

Nolo .. i.c1e-

Test Results 

Clouse / Test TestR..- UoM RHUII 

Tatal u-...,.UHd: 2.82 kPa 

Sample size U,3H 

XS 

72Nllo:ak .... s :t 2.8mmH!C) S-- · 
M Glows OIIM-inft>led during lffling 

L 

XL 

S.,mpi.sin Lens 
XS Nolousdeleded 

s No1ous-
7 .3 Water loak test A PASS 

M Nolo -L Noloaksclewc11<! 

XL Noloaksdetaded 

~ -.gray G""'PCo- lid 
SATRA R""'""-: CITT0271Q07 /1823 /Sf'T IHUe 2 
Dam: 02 July 2018 (P- 3 ol 5) 

SATRA 
I 

APPENDICES: 

TECHNICAL REPORT 

Sii as Di'5pooable Nitrile Glove NPF2001-2005 

Sllijiu!MangHcngrayG<""l)Co-. lld 
SATRA R•,.,.,_ CHTD271110711823/JS/9 
D la: ll"'July2018 (Pag•4 afG) 



TECHNICAL REPORT 

Tesl/Property 
Sample 

Disposable nilrile glove NPF2001-200S re ference: 
Chemic.at 40'!1. Soa111m t,ydroxlde 

Normallsed permeation rate (NPR): 1 µgJcm'/min 

EN Test Detection tedwque: Conduclimetry 
(continuoos measwementl 

16523-1:2015 information: Collection me<f111m: Deionised wale< (closed loop) 
in accordance Collection med,um stmng rale: 4S-65mUmin withSATRA (Nd, ... _ m "'lhin ± 111%) 

SOPCAT-009 Test temperature: (23:!: 1) "C 

Specimen Thickness Breakthrough time 
Uso,gP'TFE (mm)o (m ins) _..,"""' 1 0.07 >480 

"' -diMnsions 2 0.07 >480 
3 0.06 >480 

Test result: >480 
UoM: <1 

Visual appearance of 
Swollen and discolou.red spedmens alter testing: 

• I .. 

PERMEATION RATE GRAPHS 
ChalleflGe ehemic,,t '40% Sodium H)dto,dde 

j II i-,....--....----+----...-----1--~ 
I 

I Ut---+---+--r-t-------+---------j 

f 

Daz: 

• Ltd 
CHT0271007/1823/JSIA 
6"' July 2018 (Page 3 of 8) 

Performance 

Level 6 

TECHNICAL REPORT 

RESULTS: 

Sample descrlmlnn: Disposable Nillie Glove NPF2001-2005 
Challenge chemical: 40% Socfoum hydroxide (CAS: 1310-73-2) 

Test temperature I •c: (23 :!: 1) 

Degradation I %: 
Glove 1 I Glove 2 I Glove 3 

15.4 I 3.8 I -o12 
Mean degradation (DR)/%: -16.0 

Standard deviation (am,) / 'fo: 44.8 
UoM • I:!:%: 33.8 

Appearance of samples after testing: Swollen 

Sample description: Disposable Nillie Glove NPF2001-2005 
Challenge chemical: 30% Hydrogen pe,oxlde (CAS: 7722-84-1 ) 

Test temperature I °C: (23 :!: 1) 

Degraootion, %: 
Glove 1 I Glove 2 I Glove 3 

47.8 I 15.0 I 17.4 
Mean degraootion (DR) / %: 26.8 

Standard deviation (aoo) I %: 18.3 

UoM • I:!:%: 22.3 

An.,,.arance or samples after testlno: Swolen and -httv discoloured 

Sample description: Disposable Nllrile Glove NPF2001-2005 

Challenge chemical: 37% Formaldehyde (CAS: 50-00-0) 
Test temperatu re I •c: (23 :!: 1) 

Degradation / %: 
Glove 1 I Glove 2 I Glove 3 

44.9 I 21 .7 I 352 
Mean degraootion (DR)/%: 34.0 

Standard deviation (am,) I 'fo: 11.6 

UoM • /:!:%: 20.6 
Appearance of samples after testing: Swolen and discoloured 

• Absolute measurement uncerminty of the mean degradation v tue; tt is therelore inlerred 
Iha! the true degradation value, with 95'!1. confidence, Iles within the range (DR:!: UoM) %. 

NOTE: Where the le$I spedmens gave an increased puncture force aftef chemical 
exposure, the resuH is reported as a negative degadation. 

Shijiazhuang Hongny Group Co •• Ltd 
SATRA R.-.: CHT027 IG07/1823/JS/9 
D IE O'" July 2018 (P- 3 of 11} 




