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TECHNICAL DATA SHEET

Product Name Single-use Nitrile Patient Examination Gloves
Picture Certificate CE
FDA

Sizes XS S M L XL

Details 100 pcs/box, 1000pcs/carton, 4 mil medical grade nitrile gloves

Weight | S-3.7g M-3.99 L-4.0g XL 4.1-4.5 g

Packaging Box  24x12.7x6.7 cm S-M-L_XL
Carton 34x27x25cm S-M-L-XL

Usage To conduct medical examination, diagnostic and therapeutic procedures to protect patient and user from cross
contamination or infection

Material Nitrile (Carboxylated Butadiene Acrylonitrile)

Cuff Finishing Beaded

Colour Blue

Type Ambidextrous

Surface Finish Full Textured/Finger Textured

Specifications sheet

Medical
Nitrile
Gloves

(Non-Sterile)
4.0 -4.5 Grams per
gloves not Ordinary

A (€
A

IS0
N TUV

3.5 grams
1SO 14001:2004
Specification
9”4.0-4.5 gram per
gloves
Length >240mm +- SGS [ H[
10mm
Width 100+- 3
Thickness Specifications: ASTM D5151, ASTM D6319,D 6978(Chemo
mn 4.0-4.5Gram weight, Medical Grade Nitrile  gloves only), ASTM F1671 viral penetration
Cuff .07Zmm h dical Grad | | ly) |
gloves Medical Device Regulation EU 2017/425 UNI an
Palm .09mm Latex Free EN455 1-2-3- clause 4.4 CLEARED ,‘
Finger 11 mm Disposable UNIEN 374-1-2-3-4 \@'//
Powder Free Module D
Non-Sterilized EN420
EN388

AQL1/15



|Product Characteristic

Weight size Length | Width Thickness (mm) Tensile Strength (Mpa) | Ultimate Elongation ( % )
(mm) (mm) Cuff Palm Finger 214 2500%
XS 230 7543 0.05 0.06 0.08
S 230 8543 0.05 0.06 0.08
9°3.0g M 230 95+3 0.05 0.06 0.08 15-20 450-500
L 230 10543 0.05 0.06 0.08
XL 230 11513 0.05 0.06 0.08
Size Length | Width Thickness (mm) Tensile Strength ( Mpa) Ultimate Elongation (%)
(mm) (mm) Cuff Palm Finger 214 >500%
XS 230 7543 0.06 0.07 0.09
9°3.58 S 230 85:3 0.06 0.07 0.09
M 230 953 0.06 0.07 0.09 15-26 500-520
L 230 105+3 0.06 0.07 0.09
XL 230 11513 0.06 0.07 0.09
sige |-Length | Width Thickness (mm) Tensile Strength (Mpa) | Ultimate Elongation (%)
(mm) (mm) Cuff Palm Finger 214 >500%
XS 230 7543 0.06 0.07 0.10
9°4.08 S 230 85:3 0.06 0.07 0.10
M 230 95+3 0.06 0.07 0.10 29-36 500-540
L 230 10543 0.06 0.07 0.10
XL 230 11513 0.06 0.08 0.10
size Length | Width Thickness (mm) Tensile Strength ( Mpa) Ultimate Elongation ( %)
(mm) (mm) Cuff Palm Finger 214 >500%
XS 230 7543 0.08 0.10 0.11
9°4.58 S 230 85:3 0.08 0.10 0.11
M 230 95+3 0.08 0.10 0.11 15-28 500-540
L 230 105+3 0.08 0.10 0.11
XL 230 11543 0.08 0.10 0.11
size Length | Width Thickness (mm) Tensile Strength ( Mpa ) Ultimate Elongation ( %)
(mm) (mm) Cuff Palm Finger 214 >500%
XS 230 7523 0.09 0.10 0.11
9°4.8g S 230 85:3 0.09 0.10 0.11
M 230 9513 0.09 0.10 0.11 17-26 500-530
L 230 10543 0.09 0.10 0.11
XL 230 11513 0.09 0.10 0.11
Size Length | Width Thickness (mm) Tensile Strength (Mpa) | Ultimate Elongation ( %)
(mm) (mm) Cuff Palm Finger 214 >500%
XS 230 7543 0.09 0.11 0.13
9°5.08 S 230 85:3 0.09 0.11 0.13
M 230 953 0.09 0.11 0.13 18-24 530-560
L 230 105+3 0.09 0.11 0.13
XL 230 11513 0.09 0.11 0.13
Size Length | Width Thickness (mm) Tensile Strength ( Mpa ) Ultimate Elongation ( %)
(mm) (mm) Cuff Palm Finger 214 2500%
XS 230 7543 0.10 0.12 0.14
9°5.58 S 230 85:3 0.10 0.12 0.14
M 230 95+3 0.10 0.12 0.14 2225 550-630
L 230 10543 0.10 0.12 0.14
XL 230 1153 0.10 0.12 0.14
Length | Width Thickness (mm) Tensile Strength (Mpa) | Ultimate Elongation (%)
Size :T]::; (mm) Cuff Palm Finger 214 =500%
9°%6.6g XS 230 753 0.11 0.13 0.16
S 230 8543 0.11 0.13 0.16
M 230 9543 0.11 0.13 0.16 20-33 530-600
L 230 105+3 0.11 0.13 0.16
XL 230 11543 0.11 0.13 0.16
sige |ength | Width Thickness (mm) Tensile Strength ( Mpa) |_Ultimate Elongation ( %)
(mm) (mm) Cuff Palm Finger 214 >500%
XS 295 753 0.13 0.16 0.21
9"8mil S 295 8543 0.13 0.16 0.21
M 295 953 0.13 0.16 0.21 26-34 510-550
L 295 105+3 0.13 0.16 0.21
XL 295 11543 0.13 0.16 0.21
Length | Width Thickness (mm) Tensile Strength (Mpa) [ Ultimate Elongation ( %)
Size :2::; (mm) Cuff Palm Finger 214 >500%
12°6.0g XS 295 7543 0.07 0.09 0.13
S 295 8513 0.07 0.09 0.13
M 295 95+3 0.07 0.09 0.13 31-41 510-540
L 295 10543 0.07 0.09 0.13
XL 295 11513 0.07 0.09 0.13
Size Length | Width Thickness (mm) Tensile Strength (Mpa ) | Ultimate Elongation (%)
(mm) (mm) Cuff Palm Finger 214 >500%
XS 295 7543 0.09 0.12 0.17
127.58 S 295 85:3 0.09 0.12 0.17
M 295 9543 0.09 0.12 0.17 29-41 550-650
L 295 10543 0.09 0.12 0.17
XL 295 11513 0.09 0.12 0.17
Length | Width Thickness (mm) Tensile Strength (Mpa) | Ultimate Elongation (%)
Size ::::; mm) | cuff | Palm | Finger 214 >500%
. XS 295 75+3 0.12 0.17 0.20
1271048 S 295 8543 0.12 0.17 0.20
M 295 9543 0.12 0.17 0.20 29-41 550-650
L 295 105+3 0.12 0.17 0.20
XL 295 11543 0.12 0.17 0.20




2. Contract Manufacture and Power of Attorney for “AIM-X" Brand




Translated and Affidavit copy in Russian







Hebei Titans Hongsen Medical Technology Co,, Ltd.

TI':I;ANS TITANS GROUP

Quality And Innovation First

MEDICALSERYETT
Ref.:298/Reese
Email: info@titans-cn.com
P.0. Box 533,Hi-Tech development zone, Shijiazhuang, Hebei Province
(311)85370099 Phone (311)85370818 Fax
TO WHOM IT MAY CONCERN
Date: 9" September 2020
Dear Sir/Madam,

RE: Contract Manufacture for “AIM-X” brand

We, Hebei Titans Hongsen Medical Technology Co., Ltd of Eastern Industrial Accumulation Area,
Nangong City, Hebei Province, 051800, The People’s Republic of China do hereby confirm that we contract
manufacture our polymer based, patient examination gloves for the “AIM-X" brand.

The gloves are powder free, nitrile gloves, our factory has ISO certifications and CE certifications in line
with EN374, EN455 as well as others for the sale of our goods in the European Union.

The company is FDA approved, with FDA registration Number 3010582952 and FDA owner/operator
number 10045284.

Our range of nitrile gloves have the necessary FDA 510K certifications which can be verified on the FDA
register at the hyperlink Https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm.

The gloves manufactured for the AIM-X brand are those with the FDA 510K number K163146.

Should you have any questions and/or queries, please do not hesitate to contact us.

TR AR BTN ER AT
& %

Yours faithfully

it
Bl

Lu Wenxin
Chairman




Hebei Titans Hongsen Medical Technology Co, Ltd.

TITANS ™o .

MEDICAL STR IR (1)
Ref :331/Edie
Email: info@titans-cn.com
P.O. Box 333, Hi-Tech development zone, Shijiazhuang, Hebei Province
(311)85370099 Phone (311)85370818 Fax
POWER OF ATTORNEY
Nangong city September 25, 2020

Hereby, "HEBEI TITANS HONGSEN MEDICAL TECHNOLOGY CO., LTD" from the
Eastern Industrial Accunmlation Zone, Nangong City, Hebei Province, 051800, People’s Republic
of Chima - "Manufacturer” (heremafter referred to as the Manufacturer), represented by Chairman
Lu Wenxin, grants the nght to Partmership with "POSTEL-SYSTEMS" LLP (BIN No.
040940004993), registered at the address: 26/1 Zhubanov Street, Nur-Sultan, 010000, Republic of
Kazakhstan represented by its director Mukashev Birzhan Talgatovich, acting on the basis of the
Charter, to be an authonzed representative (heremafter referred to as the Authonzed
Representative) of the manufacturer on issues related to products related to personal protective
equipment under the trademark (brand) "AIM-X", ncluding the circulation of manufactured
medical products in other countries.

To this end, the Authonized Representative has the nght to camry out procedures for assessing
the confornuty of the quality, efficacy and safety of medical devices through techmical,
toxicological and clinical tests in order to obtain state registration or other registration, as well as
make changes and additions to the regulatory and/or working documentation and declare and
certify medical devices manufactured by the Manufacturer.

The manufacturer grants the Authonzed Representative the nght to perform any actions on
his behalf related to the above instructions.

This power of attorney i1s valid until October 1, 2023. With the nght to the Authonzed
Representative to delegate the power of attorney to the official Distnbutors of the trademark (brand)
"AIM-X", partners and other persons.

«HEBEI TITANS HONGSEN MEDICAL TECHNO!

(Stamp)

Y5 LW o




o Hebei Titans Hongsen Medical Technology Co, Ltd.
TITANS GROUP
.nTANS Quality And Innovation First

meoicAL I (2 1
Ref_:206/Reese
Email: info@titans-cn.com
P.0. Box 533 Hi-Tech development zone, Shigazhuang, Hebei Province
(311)85370009 Phone (311)85370818 Fax
I'EHEPAJIBHAJ TOBEPEHHOCTD
ropox Haurye «25» cenadpa 2020 roxa

Hacroameaym xonmanua «HEBEI TITANS HONGSEN MEDICAL TECHNOLOGY CO.,
LTD» u3 Bocrounol mpoMmINLIeHHOH 30HH! HakomaeHHA., ropoax Hamrym, mposmemaz X303:.
051800, Kurafickas Hapoanaa Pecny6nuka — «[Ipomssoxurensy (zamee — IIpoHssoauTens), B
nune IIpencenarens Jly B3HbcHED, NpenocTaBIfeT NMpaBO 10BApHIIECTBY C OTPaHHYEHHOH
orseTcTBeHHOCTBIO «POSTEL-SYSTEMS» (BHH Ne 040940004993), 3aperucTpHEpoBaBHOMY 1O
anpecy: Pecny6naxka Kasaxcran, 010000, r. Hyp-Cyaran, ya. Kyb6anosa 26/1 s 1ane JapexTopa
Myxamesa bupaxaga TanraropHua IeHCTBYIOmEro Ha OCHOBAaHHH YCTaBa, OBIT
VOOMHOMOUEHHBIM  IpeicTaBHTedeM (Jazee —  YIONHOMOWYEHHBIH  NpeICTABHTENb)
NPOH3BOJHTENIA IHO BONPOCAM BHINYCKAeMOH NPONYKIHH CBA3AHHOH CO CpeIcTBaMH
HHIHBHIYATBHOH 3alIHT5! NPOJIYKUEH NOJ TOProBoH MapkoH (Spermom) «AIM-X», B ToM gnCTe
obpamesHeM OPOH3BOIEMOH MeIHIHHCKOH IPOIYKIHE Ha TEPPHTOPHE JPYTHX CTPaH.

Jna 31oro YnoaTHOMOUeHHBIH NPeICTABHTEIb HMeeT NPaso MPOBOIHTb MPOLEIYPHl OeHKH
COOTBETCTBHA KauecTsa, 3P QeKTHBHOCTH H 0e30MacHOCTH MeJHIHHCKHX H3JeTHH MOCpeICTBOM
TeXHHYECKHX, TOKCHKOJOTHYECKHEX H KIHHHYECKHX HCIOBITAHHE B NeIAX INOTy4eHHA
rOCYJApPCTBEHHOH pErHCTPalHH HIH HHOH PeTHCTPalHH, a TaKke BHOCHTb H3MEHeHHA H
JIOMOTHEHHA B HOPMATHBHYK H/HTH pafoduyl0 JOKYMEHTAaUHI0 H IeKTapHpOBaTh H
CepTHOHIHPOBATH MeIHIHHCKHE H3TeTHE MpoH3BoIEMEle [IpoH3BOIHTEIEM.

[IporsBoIHTETs OpeJOCTAaBIAeT Y NOJHOMOYEHHOMY NpEICTABHTETI0 NPaBO BHIOMHATH
TMoOble JeHCTBHA OT er0 HMEHH CEA3AHHBIE C BHIIEYKA3aHHBIMH NOPYUeHHAMH.

Hacroamas nosepemsocTh IXeHcTsHTensHa 10 1 oxtadps 2023 roma. C mnpasom
YnonHOMOYEHHOMY  OpeICTaBHTENI0  NepeloBepHA  JOBEPEHHOCTH  O(HIIHATBHBIM
JucTpudproTopaM Toprosoi MapkH (6p3raa) « AIM-X», naprHepaM B HHBIM THIAM.

«HEBEI TITANS HONGSEN MEDICAL TECHNOL

0. LTD»

.




3. ISO CERTIFICATE OF FACTORY

TUVRheinland

Certificate

" The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Hebei Titans Hongsen Medical
Technology Co., Ltd.

" Eastern ér_ldus;(r_ial Zonce
angon ity, Xingtai City
0%1800 Hebei
China

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of
Single-use Patient Examination Gloves

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-06-27
Certificate Registration No.: SX 60129395 0001
An audit was performed. Report No.: 16804328 004
This Certificate is valid until: 2021-05-10

Certification Body

)

=
{ DAKKS
\\\;\:///‘, Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

P

Date 2018-06-27

TUV Rheinland LGA Products GmbH - TillystraBe 2 -9 4

Tel.: =49 221 806-1371 Fax: +48 221 806-3935 e-mail:cert-validity@de.tuv.com http:/Aww.tuv.com/safety




SGS INSPECTION REPORT

Report No.:

263-P-7.4-01-FO02-CR3-HL-
EPM

TAOWTO00213433 Rev 1

INSPECTION REPORT
( Special for Epidemic prevention maternials)

INPORTANT INFORMATION RECARDING THE SCOPE AND LIMITATIONS OF THE INSPECTION AND REPORT

The scope of this report is Imited 20 a VISUAL INSPECTION ONLY for the workmanship and basic function check of the procduct.
Ferformance index and compiiance of the product are NOT Included In the scope of this report. This report Is 3 reasonabile attempt to
identify any obvious or significant defects apparent In those areas of the product fully accessible and visbie to the inspector at the time of
e inspection. This Report Is made solely for the use and benef of the Client named on the front of this report.

To PosTel-Systems LLP/AIM-X Global LLP | Date: | 21-Sep-2020
At Abdul Halim Choudhury
From : Elvis Dong | E-mail : | elvis.dong@sgs.com
SGS File No.: CNTAO10288544 Product family view
Buyer : PosTel-Systems LLP / AIM-X Global LLP

— Aim-X (Suzhou) Protectve Engineenng &
S Manufacturing Co.. Ltd.

) Hebei  Titans  Hongsen  Medical

—— Technology Co.. Ltd.
Style Number: 0001
Product description: z:tm Nitnle Patient Examination
P.O. Number: POZCKY2020082700001
L/C Number: N/A
Service performed : | FRI
Inspection Date : 18-Sep-2020
Inspection Location : | Shenzhen, Guangdong, China
Inspection Criteria
Reference sample provided by Not Available
Client mstruction/specification YES
SGS WI number P-INSP-WHHL-111
Other N/A
Overall Inspection Conclusion: Subject to client’s evaluation
Inspection Summary:
1. Quantity : Subject to chent’s evaluation
2. Style, color : Subject to chent’s evaluation
3. Workmanship appearance / function : Conform
4. Data measurement / field tests: Subject to chent’s evaluation
5. Packing : Subject to chent’s evaluation
6. Marking / label : Conform
Problem Remark:
Inspector:  Chuanhong He Factory Representative:

mw-—mnumm-mmamn—u-g»-wgwmz Afervion s drwan 1o

he of hnbiiny, saues defned tereks
mm-dn-m-“mmmmnnc«mm-nmd.mnm“un-dca-\h
l—y The G » acle bty & %0 It Clertt snd s peton o w e ol ther sghts and
dox Ay WY'L“‘ dh“c d— s usbewtal wnd offe -

mhmnh“lﬂmdhh

[Rev.D1: Apr. 2™ _ 2020]




2G2-P-7.4-01-F02-CR3-HL-
EFM

Report No.: TAOWTD02134332 Rev 1

- Found the SIZE L with purple(21 cartons) and blue color (62 cartons)

- Found the SIZE S with purple{12 cartons) and blue color (8 cartons)

- No equipment is available for tensile strength test, thickness, and elongation test and water leakage test.

- No reference sample was available for comparison during inspection.

- Found the color box with color deviation.

Remark - Found the SIZE S with purple and blue | Remark : Found the SIZE L with purple and blue

color color

Remark : Found the color boxes with color deviation.

Inspector:  Chuanhong He Factory Representatve:

mmumnumm.mmum&-m:«mms AZervion s drwwn o
the lestation of Labiity, Indemnificetion and jrteckcs
AnWd&m.“NmmwhhmmdhthMd]“ﬁhhl‘dM
Imstructionn, f sny. The Company's scle resporsbiity & %o its Clert and s document does sot szonends parles 1 » Sumascton fom exescsing of ther sghts end
ctiigetons usder he ction do Ay shoetred forgery or febsification of Bhe coment o sppesrince of S document is ushewial sad cflenders
sy be prosecuted 1o the Adlet exlert of e e *

[Rev.01: Apr. 2™ _ 2020) Page 2 0f 16




2G3-P-7.4-01-F02-CR3-HL-

EFM
SG s Report No.: TAOWT002134332 Rev 1
1.  Quantity: Subject to client's evaluation
No Inspection Qty.
Style / lteem! P.O. No. %Tyer " I Qty. for insp.) Number of Cartons
i Packed | NotPacked | Packed Not packed
1 S 200 0 20 0
2 M POZCKY20200 2000 200 0 20 0
3 L 82700001 1000 0 100 0
4 XL 600 0 60 0
Total: | 2000 2000 0 200 0
2. Style & Color Conformity: Subject to chent's evaluation
Comments:
No refer sample was available for comparison during inspection
3. Workmanship Appearance / Functional Inspection Findings: Within AQL
Inspection Method Applied:
ANSI/ASQ Z1.4-2003 (R2018) , Single sampling plans for normal inspection,
Level Il Sample size:  500pcs
Acceptance Quality Limit (AQL) for: Critical: N/A Major: 1.0 Minor: 1.5
Defect description Critical Major Minor
For S size ,sis 52 pcs
No defect 0 0 0
For M size ,s/s 50 pcs
Black spot on glove 0 0 1
For L size ,sis 252 pcs
Dent mark on glove 0 0 2
Dirt mark on glove 0 0 1
Missing color on glove 0 0 1
For XL size ,s/s 146 pcs
Foreign material on glove 0 0 1
Total defectives: | 0 0 6
Maximum allowed: | 0 10 14
Inspector:  Chuanhong He Factory Representative:

'YP-ME—MMD-M'“.WWJW“-gm:wﬂ-:mi AZeerion s dowwn 1o

T

the k of utiiny,
Any haider of this docurment s thet

Imstructons, f ey Nm&rm-btwmdh

under e

e nmmnnmd-mmmﬂuu—dm

partes o % Mumacton fom exescsing o ther sghts snd

mhmﬁdbhuumdho—

[Rev.01: Apr. 2™ _ 2020)

bwyuuﬂmdh o

of fus document s ushewfal wnd cflenders

Page 30f 16



2G8-P-7.4-01-F02-CR3-HL-
EPM

Report No.: TAOWT00213432 Rev 1

2 jor L dent mark-minor

3 for L dent mark-minor 4 for L dit mark-minor

&

5 for L Missing color -minor 6 for XL foreign matenal on glove-manor

Inspector:  Chuanhong He Factory Representatve:

“This docurment s hewsed by e Company ander s Cenersl Condtorm of Service scoemmible ot Mo Wewww sgn comfen'T erme-and-Condiform snpe . Afarrion i drewn to
the Iestation of labiity, Indemrificetion und jurisdction aaues defined Sereis.

Any hoider of thin & I dvined thet i rtadeed h efects he Company's findings ot the me of i infervention anly nd withis the lests of Clents
Imstructonn, f wny. The Compuny's scle resporsbiity & % ity Clertt und s does mot perten 10 % urmacton from exercsing ol ther sghts wnd
otk usder the ot fhorited slerwion, forgery or fubsificeton of e o wp of s s usbewtl wod oflenders

- Any
sy be prosecuted 1o the Adlet extert of e e

[Rev.D1: Apr. 2™ _ 2020) Page 4 of 16




2G3-P-7.4-01-F02-CR3-HL-
EPM

S G S Report No.: TAOWTD0213433 Rev 1

4. Product-Specific Data Measurement / Field Test on Reduced Sample Size:  Subject to chent’s evaluation

Check points Qty Test Result Specification/Tolerance
S 235x82, 235xB4, 235x83, 235x82,
235x83mm
M 240x90,, 238x93, 240x22, 239x00, S  >=240x80+/-10mm
. . 240x92mm M >=240x95+/-10mm
Unitsize check | Sisize | 71— 0105, 245x107, 247x105, 240x106, || L  >=240x110+-10mm
245x106mm XL  >=240x>=110mm
XL | 245x113, 245x115, 246x114, 246x114,
_ 246x115mm
Cuff thickness: 2.24, 2.38, 2.28, 2.32,
2.32 mil
5 Palm thickness: 2.87, 2.76, 2.68, 2.76,
2.83 mil
Fingertip thickness: 3.19, 3.74, 3.86,
3.62, 3.27 mil
Cuff thickness: 2.26, 228, 2 .36, 2.36,
2.28 mil
M Palm thickness: 2.76, 2.87, 2.80, 2.76,
2.87 mil
4Flwtp33 4' ;hic:mess: 3.88 421,304,
Unit thickness . 33,413 mi
check Sisize Cuff thickness: 2.38, 2.38, 2.20, 225, NA
2.28 mil
L Palm thickness: 2.83, 2.83, 2.87, 2.09,
2.83 mil
Fingertip thickness: 3.28, 3.54, 362,
3.12, 3.82 mil
Cuff thickness: 2.28, 2.28, 2.28, 2.20,
2.56 mil
XL Palm thickness: 3.15, 2.87, 2.68, 2.76,
2.87 mil
Fingertp thickness: 3.58, 3.62, 3.29,
3.48, 3.25 mil
g’;‘d"e(x'g'L‘) spes | [XL] 41414243 44 I N/A
S 24x12.7x8.7cm
; . M 24x12.7x8.7cm
Box szecheck | 1/sze |7 24x12.7xB.7cm .
XL 24x12.7x8.7cm
Number of pes = ==
check per gift | 1/ size T 01 100pcs
o XL 100
S 34x27x25cm
Carton size . M 34x26.5x25¢cm
check Vsize | = 34x27x25cm —
XL 34x27x25cm
Inspector:  Chuanhong He Factory Representative:
Wmm-mnuw,m-o-“mdm ible wt o Meww agm. o/l erre-and-Condiorn mpe A s drwan 1o
the Iestation of Fatiity, ind nd priesch ooy Teree
Any holder of Bhis do L d thet 4 WMNW‘M’.NM&.MM““MI‘GC&K.
Imstructonn, f sny. The Compuny's scle respomsbiity & % ity Clerdt snd s partes 1o % Mumacton fom exescsing o ther sghts end
usder e forgery or fubuid d te o P of hn s unhewtl wod cfenders

mumunuumun—

[Rev.01: Apr. 2™ _ 2020) Page 5 of 16



2G3-P-7.4-01-F02-CR3-HL-
EFM

SG S Report No.: TAOWT002124332 Rev 1

S 4 20kg

Carton weight . | M 4 55kg

check | Vs2® [[T 4 85kg .

XL 5.25kg

Carton drop test 1 Passed 78cmx 10times

Barcode scan 5 Passed Can be scan and comected

5. Packing:

5.1 Individual packing conformity : Subject to chent's evaluation

Comments:

Each set (100 pcs ) per color box

5.2 Inner packing conformity : Not Applicable

Comments:

NA

5.3 Export packing conformity - Conform

Comments:

10 sets per 1-wall corrugated cardboard export carton sealed with gummed tape

5.4 Samples selected from carton numbers:
Total selected 14 cartons for inspection and no carton number

6. Marking / Label:

8.1 Bar code: Conform
Pls refer to photo

6.2 Shipping mark conformity: Conform
Comments:
Pls refer to photo

6.3 Marking & label conformity: Conform
Comments:
Pls refer to photo

7. Informative Remark:
Nil

Inspector:  Chuanhong He Factory Representatve:

mm-um-w,m-wmaw—n--gm:wmz Afeevion s drwan 1o
the Iestaton of by, Indemnificeion end prisdiction ssues

Any hoider of this do - thet =i geed hy L hmmdh“d.mﬂmﬂhhl‘dm
Imstructons, f wny. fhtc-c—v-ﬂrm-bhwmdh peton o n from e ol ther sghts and
ctligetons usder e Any Pored bwyu“:‘nd.- o P of $un document s “-“-d Merders

sy be prosecuted 1o the Aullet extert of e e *

[Rev.Dl:Apr.z".znzn] Page 6 of 16



2G3-P-7.4-01-FO02-CR3-HL-
EPM

Report No.: TAOWT00213433 Rev 1

8. Inspection Environment:

Lighting : Room lighting
Sufficient

Inspection place : Warehouse

Inspection done on: Table

Cleankness : Clean

Weather condition: Rainy

Cargo storage: Orderly, easy to count

Inspector: Chuanhong He Factory Representative:

“Thin document is baued by Be C y ender s Gen mam&-m=mm= Aervion s drwwn 1o
the bestaton of fatiiy, Inderroeson wnd Lrtecc 2w

Any holder of this do - that isforrmats b L e Corpany's findngs ot the Sme of B infervention only end withis the lests of Clents
Imstructons, f wny. mwam-u-a—nmu—mmmnmmu-mmmdm-cnun
otligetons usder e ction dox Any Rerwiion, forgery or febsiication of e coment o sppesrince of s document s ushewial sad cflenders

sy be prosecuted %o the Adlet extert of the e *
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(3) (10)

Inspectorr  Chuanhong He Factory Representatve:

“This document i hewed by the G y ender its G i Conditorm of Service scoemndble ut Mo Mwww sgn comfen'T srma-and-Condiorm snpe. AZerrion i drewn to
the kestation of Latdity, w-mm-m-‘

Any hoder of this docurment i sdviaed thet i~formation corteed b reflocts e C /s findings ot the Sme of B infervention only end withis e lests of Clents
Imstructonm, f any. mmmm-uua—-nahmmhummu-mm-——udmmn
cliigatons under e * Asry umsasth erution, forgery or feldfication of Bhe coment o sppesrince of s document ks ushewial wad cflenders

oy be prosecuted 1o the Audlet exlert of he e *

[Rev.01: Apr. 2™ _ 2020) Page & of 16




2G3-P-7.4-01-FO2-CR3-HL-
EPM

Report No.: TAOWTD0213433 Rev 1

(15) (16)

Inspector- Chuanhong He Factory Representative:

“This docurment i bewued by the Compuny cnder s Genersl Condtiorm of Service scoesmdble st Mo Wwww sgn comfenT erma-and-Condiform spe. AZeron b drewn to
the kestation of hubiity, w-mm—-ﬁu-n

Any hoider of thin docurment s sdvised thet information d b efocts he C /s findings ot the Sme of B infervention only nd withis the lests of Clents
Imstructons, f wny. h.m&m-b.&lmdhmmhmmmh-mm-ﬂ'd!-m“
ctiigetions usder the om dox Any deruion, forgery or febsiiceton of the coment o sppesrince of s document s usbewfl wad cflenders

sy be prosecusted 1o the Adlet exlert of e e
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Inspector:  Chuanhong He Factory Representative:

mmnmn-mm-wmum&-gmzmME Aervion s dowwn 1o
the Iewtation of Lubiity, w-\d prtncict

Any hoider of Bhis do that isforrmas gned h reflects he C /s fndings ot the Sme of B infervention only and withis the lests of Clents
Ml-y h-m&M-bh&lmahmmhn-m*h.mmmdh-w“
> usder he Any shoets wion, forgery or febsiiceton of e o e of un document s ushewil ead ofle

ey be prosecuted %o the Adlet extert of he e *
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Inspector:  Chuanhong He Factory Representative:

“Thin document is bewed by e C y wnder it G i Condtorm of Service scoemmdbile wt Mo Wwww sgn comfenT srme-and-Condiform spe. ARerrion i drewn to
the Iestation of Iabiity, Indemnificetion end jurisdction saues defined Serels.

Ay hoider of this & s ndvined thet information contseed b efocts he C /s findings ot the Sme of Bx infervention only snd withis e lests of Clents
Imstructons, f sny. The Company's sole resporsbiity & %o ts Clert! snd s document does sot szonends parles 10 # Murmsscton fom exescsing ol ther sgihts end
olfigetons under the Hom do Any fhorited sierwion, forgery or febifcaton of Bhe coment o sppesrence of $us document is usbewfl sad cfenders

sy be prosecuted 1o the Audlet exlert of he e *
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Inspector:  Chuanhong He Factory Representatve:

“Thin docurment is hesued by e C y ender s G i Condtorm of Service scoemmitle wt Mo Wwww sgn comfen'T erme-and-CondiSorm spe. AZeron i drewn 1o
the Iestaton of Iadiity, iIndemrificetion nd prisdction saues defined Seresin

Any holder of this & s ndvined thet nf: . b efects he Corpeny’s findngs ot the Sme of B infervention anly end withis the lests of Clents
Imstructon, f wny. The Company's sclhe respomsbiity & % it Clerrt snd s does mot partes 1o » urmacton from exercsing of ther sghts end
ctfigetons usder e ctiom dex ortx. Any fhots forgery or febdificaton of e o P of s do s usbewtal wad offend

sy be prosecuted %o the Adlet extert of e e *
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Inspector:  Chuanhong He Factory Representative:

mwumnumm-mmamﬂuw Aecrion i drewn 1o
the leutation of ubiity, u—u-n-a rinchcts

Any hoider of B do that isforrmas gned b reflects he C /s findings ot the Sme of B infervention only wnd withis the lests of Clents
Imatructonn, f any. mm&m-h-&lmdh does mot partes 1o % Surmacton from exescsing of ther sghts end
otfigetons usder the cion do Any erwdion, forgery or febsificeton of Bhe coment o sppesrince of s document s ushewfal sad cffenders

ey be prosecuted 1o the Audlet exitert of he e *

[Rev.01: Apr. 2° _ 2020] Page 13 of 16




2G3-P-7.4-01-F02-CR3-HL-
EPM

ReportNo.: TAOWT00213433 Rev 1

Inspectorr  Chuanhong He Factory Representative:

mw-mnumm-mmaw“-mgw-m“canu-g AZeevion s drwwn 1o
the lestation of iy, Indemnificetion snd Jrisdics

Any hoider of this do Y that inforrmas dned h refects he Company's findings ot the Sme of B infervertion anly end withis the lests of Clents
Imstructons, f wny. mm-&m-u-m-m«- does mot partes 1o % umacton fom exescsing of ther sghts snd
otfigetons usder he ction do ferwion, forgery o febdfceton of e o of fum do I usbewtal wad cfenders

mumunuumdmn—
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(51) (52)

Inspector:  Chuanhong He Factory Representative:

“Thin document i hewed by the Company ander its Genersl Conditiorm of Service scoesmdble wt Mo www sgs comfen/T erma-and-Condiorm g Aferion i drewn 1o
the Iestaton of by, iIndemnficetion end Jrisdction aaues defined Serels.

Any hoider of thin document s sdvised that isformation contsined hereon reflects he Compeny’s findings ot the Sime of B infervention only snd withis e lests of Clents
Imstructonn, f sny. The Compuny's scle respomsbiity & % it Clertt and s does mot partes 1o % urmacton fom exescsing o ther sghts ind
otfigetons usder te ction do Any shoeized forgery o fubdificaton of Bhe coment o sppesrince of Tis document ks ushewial sad cflesders
oy be prosecuted 1o the Audlet exlert of he e *
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End of Report

Inspector:  Chuanhong He Factory Representatve:

mm-un-m,m-mmam-—.u-gmzmﬂmoccow-g AZeerion s drwan 1o

the b of hutiiny, & nd prisdction asues defined terels.
Ay hoider of this o I wdvined that ok hereon refex mmmunma.mmu*nn-am
Imstructorn, f sy Nm&m.hhwmdh e 1o % Mwmaacton fom exercsing o ther sghts end
ctfigetons usder he 2 Any h’yumndln o P of $un do s ushewtal wad cfenders
musy be prosecuted 1o the Adlet extert of e e *

Page 16 of 16

[Rev.01: Apr. 2™ _ 2020)



CERTIFICATE OF CONFORMITY

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / Hebei Titans Hongsen Medical Technology Co.,Ltd
Name and address of the manufacturer: / Eastern Industrial Zone, Nangong City, Xingtai City, 051800
Nom et adresse du fabricant: / Hebei, China

Nome & indinzzo del fabbricante:

We,the manufacturer declare under our sole responsibility that /
Nous, le fabricant, déclarons étre seuls responsables des responsabilités suivantes: /
Nai, il produttore, dichiariamo di essere | soll responsabll delle saguenti responsabilita:

Wir, dar Haretallar arklfiran dace wir allein fiir dia fnlnanden Veranhuwartiichiveitan veranhamrlich gind: J/

das Medzinprodukt: /
the medical device: / Single-use Nitrile Patient Examination Gloves

le dispositif médical: / Model: (XS SM.L XL)>
il dispositive medico:

der Klasse: / Class |

of class. /

de la classe: /

di classe:
nach Achang X der Richthnie S¥42EWG / according 1o annex X of directive SN4JEEC /
selon I'annexe (X de la croctive SMMUCEE | secondo fallegat X dela SVEICEE

den einschlgigen Bestimmungen der Medizinprodukte-Richtlinie 93/42EWG und deren Umsatzungen in nationale
Gasetze entspncht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen _Endprifprotokoll®. /

meets the orovisions of the directive 93/42/EEC and its transpositions in national laws which apoly to it. The declaration
15 valid in connection with the “final inspection report” of the device. /

rempM toutes les exigences de la directive sur les dispositifs médicaux 9/42/CEE et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au srapport de I'inspection finales du produt. /

soddisfa tutte le disposizioni della direttiva 83/42/CEE e della loro trasposizione nel diritio nazionale che lo riguardano.
Questa dichiarazione ¢ valida in congiunzione con il “rappono ¢ ispezione finale” del prodotic

Konformititsbewerungsverfahren, / Richtlinie 93/42EWG Anhang VIi
Conformity assessment procedure: / Directive 93/42/EEC Annex VII
Procédure d'évaluation de la conformite: / Directive 93/42/CEE AnnexeVIl
Procedura di valutazione della conformita: Direttiva 93/42/CEE senza Allegato Vil

This Declaration of Conformity covers all medical devices as specified in the product ist belonging to this declaration
and is only valid in connection with a batch specific Certificate of Compliance for all products concemed bearing the CE
mark.

EC REP : MedNet EC-REP GmbH -
Address - Borkstrasse 10 | 48163 Muenster Garmany

c € Wo‘m L% |
Nangong, Mar, 30th 2020 WenxinLu___Chairman
Ort. Datum / Placs, date | Name und Funihon | Name and functon /
Lieu, date / Luogo, data Nom et foncion ( Nome e fundore

111



Name: Hebe: Titans Hongsen Medical Technology Co., Ltd
Address: Eastern Industnal Zone, Nangong City, Xingtai City, Hebei, China
Declares that the MDD described hereafter
Products name and Model: ;

X5, 5, M, Land XL
Meet the provisions of the Council Directive 93/42/EEC as amended by 2007/47/EEC
Exammation gloves are classified as Class I medical devices in accordance with the
rules set out in Annex II{

Apphed harmonized standards: EN455-1:2000, EN455-2:2015, EN455-3:2015,
NISO14971:2012. ENISO 13485:2016.

Conformuty assessment procedure: Annex VII of Medical Device Directive 93/42EEC

The CE declaration of conformuty 1s 1ssued under the sole responsibility of Hebei Titans
Hongsen Medical Technology Co., Ltd

The products can be placed the following CE mark.

TN AT




ISO 9001:2015

Certificate

@ TOV. TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www .tuv.com

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

s
&

MLy,
L
AP

< "
ot iec) S
NITiok ARRANS

ISO 9001:2015
01 100 1430839

TITANS

MEDICAL SRHVEETT

Hebei Titans Hongsen Medical Technology Co., Ltd.

Unified Social Credit Code: 91130581054013624U

Registration Address: Eastern Industrial Accumulation Zone,
Nangong City, Hebei Province 051800, P. R. China

Operation Address: Dongjin Sreet, Eastern Industrial Accumulation
Zone, Nangong City, Hebei Province 051800, P. R. China

Manufacturing and Sales of Single-use Medical Rubber
Examination Gloves

Proof has been fumished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2019-02-14 until 2021-04-08.
It remains valid subject to satisfactory surveillance audits.
First certification 2015

This certificate information can be searched on CNCA official
website hitp:/Avww.cnca.gov.cn

2019-02-14

TOV RheiMand Ce‘rt GmbH
Am Grauen Stein - 51105 Kéln

(( DAKKS

Deutsche

A TUVRheinland®
Akkreditierungsstelle

D-ZM-16031-01-00 Pre(:Isely ng ht.

Al



EN374-1-2-3-4

Test Report No. 7191237186-EEC20/01-WBH

dated 26 May 2020
Note: This report i3 Issued subject 10 the Testing and Certification Reguiations of the TOV 200 Group and the PSB Singapore
General Terms and Condtions of Buziness of TOV 20D F28 Fte Lid. In addion, this report Is govemed by the
terms set out within this report.
Add value.
SUBJECT: Inspire trust.
Testing of Gloves submitted by Hebei Titans Hongsen Medical Technology Co., Ltd
on 30 Apr 2020.
TESTED FOR:
Hebei Titans Hongsen Medical Technology Co., Ltd
Eastem Industrial Zone, Nangong City,
Hebei Province, China
TEST DATE:
15 May 2020 to 26 May 2020
DESCRIPTION OF SAMPLES:
Sample
SIN | Product Description | Colour Lot No. Size | received Manufacturer
(pieces)
1 S
2 . . M 5 boxes of Hebei Titans Hongsen
Disposable Nitrile | o, | >020/04/18 100 pes for | Medical Technology Co..
Gloves B
3 L each size Ltd
- XL
TWV SUD PSB
Laboratory: Phone - +65-6385 1333 Regional Head Office:
TUV SUD PS8 Pee. Ltd. Fax: 65776 8570 TUV SUD Asia Pacific Pee. Lad.
No.1 Science Park Deve E-mal: enquines@h-sud-psb.og 1 Science Pask Drive, £02-01
Singapore 118221 e bur-zd-pes =g Sfmgre a1
Co. Reg : 199002667R war Page 1 of 9



Test Report No. 7191237186-EEC20/01-WBH
dated 26 May 2020 "TovE

PS8 Singapore

METHOD OF TEST:

The tests were conducted in accordance with the following test standards:

EN 1SO 374-1:2016 Protective gloves against dangerous chemicals and micro-organisms
Part 1: Terminology and performance requirements for chemical risks

Clause 5.1 General requirements
(Test method described in EN 420:2003+A1:2008 Protective gloves — General requirements and test
methods)

Clause 5.2 Penetration
(Test method described in EN 374-2:2014 Protective gloves against dangerous chemicals and micro-
organisms — Part 2: Determination of resistance to penetration)

Clause 5.3 Degradation

(Test method described in EN 374-4:2018 Protective gloves against chemicals and micro-organisms.
Determination of resistance to degradation by chemicals)

Clause 5.4 Permeation

(Test method described in EN 16523-1:2015 Determination of matenial resistance to permeation by
chemicals. Permeation by potentially hazardous liquid chemicals under conditions of continuous
contact)

Clause 8 Marking

Clause 7 Information supplid by the manufacturer

Page 2 of 9



Test Report No. 7191237186-EEC20/01-WBH

dated 26 May 2020

PS8 ‘:‘m},‘_u-
RESULTS:
Table 1: Results for tests according to EN ISO 374-1:2016 Clause 5.1-5.4
Sample: Disposable Nitrile Gloves, Lot No. 2020/04/18
2 Inferred
Clause Tests Specification Results Result
. - Refer to Table 3 for results of EN .
Protective gloves against
dangemus%hemigs ol 420:2000, Clause 4, Clause 5 Complied
comply with the requirements
5.1 Re(ztexr':::lent grver‘\”nyn = The submitted glove and Not
EN 420:2009, Clause 4, Clause | Packaging not tested to EN 420 tested
5 and Clause 7 Clause 7 Marking and information
) as requested by client.
Size - -
No leakage . "
Protective gloves shall not leak < for both tests —
when tested according to EN M No leakage Complied
5.2 Penetration | 374-2:2014, 7.2 and 7.3. for both tests P
7.2 Air leak test No leakage .
7.3 Water leak test L for both tests | ComPlied
No leakage . .
- for both tests plied
Degradation Results (%)
Glove 1 -35.0
Glove 2 -334
Sies | Clove3 -31.3 NA
Average -33.2
Standard 18
Glove 1 274
determined according to EN . Glove 2 11
3744 for each chemical claimed | Size M —oc 57 NA
- age .
nthe Standard
53 Degradation | marking and reported in the user Deviation 19.3
B Gilove 1 4.0
Tested Chemical: 40% Sodium z"eg 3:'3
Hydroxide Szel - - NA
Average 221
Standard
Deviation d
Glove 1 -15.9
Glove 2 -24.3
Size Glove 3 -31.6 NA
XL Average -23.9
Standard 78
Deviation )

Page 3 of 9



Test Report No. 7191237186-EEC20/01-WBH

dated 26 May 2020

PS8 E‘avv“_-_:-
RESULTS (cont’d):
Table 1: Results for tests according to ISO 374-1:2016 (cont'd)
Sample: Disposable Nitrile Gloves, Lot No. 2020/04/18
- Inferred
Clause Tests Specification Results Resuit
Breakthrough Time
(mins)
Glove 1 251
Glove 2 289
Glove 3 251
Each combination of protective Mean Value 264
glove/test chemical shall be
classified according to Table A Lowest Value 251
see remark 4), using the results -
.(as iven in EN) 18523.1.2015, | The breakihrough time ocourred
5.4 Permeation g b after 240 mins, the tested glove is | Complied
8.5.1.1 or 8.5.1.3 for the dlasst 5
nomalized breakthrough time. s as Level 5.
No color change was observed on
Tested Chemical: the glove test specimen after the
40% Sodium Hydroxide test.
*The gloves palm area were taken
randomly from any size of “S, M, L
and XL."
Type of glove: Type C
The permeation performance at
least level 1 against one test
chemical
Table 2: Results for tests according to ISO 374-1:2016 Clause 8and 7
Clause Tests Specification Results
Protective gloves against dangerous chemicals shall be marked in
accordance with the requirements for protective gloves in EN 420 and NT
with the following:
8 Marki 6.3 Marking of Type C gloves (The permeation level shall be at least
ng Class 1 against minimum of one test chemical):
The tested chemical shall be identified by its code letter which shall be NT
marked under the pictogram and a reference to 1ISO 374-1:2016/
Type C.
f i it Not
- tested

Page 4 of 9



Test Report No. 7191237186-EEC20/01-WBH

RESULTS (cont’d):
Table 2: Results for tests according to I1ISO 374-1:2018 Clause 6 and 7 (cont'd)
Sample: Disposable Nitrile Gloves, Lot No. 2020/04/18

dated 26 May 2020

PS8 Singapcre

Clause

Tests

Specification

Results

Labelling

The information supplied by the manufacturer shall be in accordance
with the requirements as defined in EN 420 and the following wamings
shall be added in the user instructions:

“This information does not reflect the actual duration of
protection in the workplace and the differentiation between
mixtures and pure chemicals.”

“The chemical resistance has been assessed under laboratory
conditions from samples taken from the palm only (except in
cases where the glove is equal to or over 400 mm — where the
cuff is tested also) and relates only to the chemical tested. It can
be different if the chemical is used in a mixture.”

“It is recommended to check that the gloves are suitable for the
intended use because the conditions at the workplace may differ
from the type test depending on temperature, abrasion and
degradation.”

“When used, protective gloves may provide less resistance to
the dangerous chemical due to changes in physical properties.
Movements, snagging, rubbing, degradation caused by the
chemical contact etc. may reduce the actual use time
significantly. For corrosive chemicals, degradation can be the
most important factor to consider in selection of chemical
resistant gloves”

“Before usage, inspect the gloves for any defect or
imperfections.”

For reusable gloves, the manufacturer shall provide the relevant
instructions for decontamination.

If there is no information about decontamination. then it is intended for
single use only and the following waming shall be added: “For single
use only.”

Inferred result

Not
tested
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Test Report No. 7191237186-EEC20/01-WBH

dated 26 May 2020

P38 Singapcre
RESULTS (cont’d):
Table 3: Results for EN 420:2003+A1:2009
Sample: Disposable Nitrile Gloves, Lot No. 2020/04/18
Test EN 420:2003+A1:2009 Requirements Resuts | Infered
Results
Size - -

I. Determination of pH S 7.0 Passed
Value, M >35and <985 7.0 Passed
pH value L 7.0 Passed

XL 7.0 Passed
Size Minimum length of glove (mm) - -

Il. Sizing, S (6) 220 250 Passed
minimum length of M (7) 230 250 Passed
glove (mm) L (8) 240 260 Passed

XL (9) 250 270 Passed
: Smallest pin diameter fulfilling )
Leve — test conditions (mm)

11l. Dexterity, 1 11 Size -
level of 2 8.5 S 5 -
performance 3 8 M 5

4 6.5 L 5
5 5 XL 5
REMARKS:

1. For Clause 5.2 Penetration, the test sample will be four gloves of each size, with an overall minimum of 16
gloves per performed test (Air leak test and Water leak test). If one sample fails the penetration test, the
test shall be reported as having failed.

2. For Clause 5.3 Degradation, the test specimens for each size will be 3 gloves and B8 specimens will be cut
from each glove. For each glove, 3 specimens wil be exposed o the challenge chemical (40% Sodium
Hydroxide) and 3 specimens will be unexposed. After prepare the specimens, and exposed to 40% Sodium
Hydroxide for 1 hour, puncture the specimen and record the peak force required.

3. For Clause 5.4 Permeation, The palm area of the glove sample was mounted between two halves of a test
cell. The test cell consisted of a two-compartment cell with 40% Sodium Hydroxide on glove’s normal
outside surface and Ultrapure Water on the glove's normal inside surface. Testing were carried out at
ambient temperature (23°C £ 2°C). The collecting medium were sampled and analysed for 40% Sodium
Hydroxide at 10 min (level 1), 30 min (level 2), 80 min (level 3), 120 min (level 4) . 240 min (level 5) and
480 min (level 8). The extracts were then analysed by lon Chromatography. The results were used to
calculate the permeation rate of 40% Sodium Hydroxide through the glove material. Based on the result,
the minimum rate of sampling was determined. The tests were repeated at 10 min, 30 min, 60 min, 120
min, 240 min and the sampling interval of 11 min and collected until 480 mins. The extracts were then
analysed by lon Chromatography for the Normalised Permeation Rate. A blank test was camied out exactly
with the same procedure except Ultrapure Water was used.

Note: Chemical transfer referred to the quantity of chemical which had passed through per cm? of glove
sample at the termination of the test. The thickness of the glove is 0.04mm.

Page 6 of 9




Test Report No. 7191237186-EEC20/01-WBH

dated 26 May 2020

REMARKS (cont’d):

4. Table A Classification of Glove Levels According to Breakthrough Time for Clause 5.4 Permeation

Breakthrough Time (mins) *

Permeation performance level

>10

1

>30

> 60

>120

> 240

> 480

(= IS I I VU ]

PS8 E‘C')_}»\l.l-

* The breakthrough time is deemed to have occurred when the analytical equipment detects a permeation

rate of 1 ug/cm¥min.

5. NA: Not applicable for the submitted sample.

8. NT: Not tested.

L'ee Dai Yi
Engineer

sl

Wong Bee Hui
Product Manager

Medical Health Services (NAM)
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Test Report No. 7191237186-EEC20/01-WBH
dated 26 May 2020

Please note that this Report is issued under the following ferms :

1.

This report applies to the sample of the spaGific productiequipment given at the time of its testing/calibration. The resuts are not used to
indicate or imply that they are applicabie 1o other similar items. In addision, such resuls must not be used to indicate or imply that TUV SUD
PSB approves, fecommends Of endorses the manufacturer, supplier or user of such productiequipment, or that TUV SUD PSB in any way
guarantees” Me later performance of the productiequipment. Uniess otherwise stated in this report, no tests wese conducted o determine
long term effects of using the specific productiequipment.

The sample/s mentioned in this report is/are submitted/supplied/manufactured by the Client TUV SUD PSS therefore assumes no
responsiility for the accuracy of information on the brand name, model number, ongin of manufacture, consignment or any information
suppliad.

Nothing in this report shall be interpreted 1o mean that TUV SUD PSB has verified or ascertained any endorsement or marks from any other
testing authonty or bodies that may be found on that sample.

This report shall not be reproduced whally of in parts and no reference shall b2 made by the Cliant to TUV SUD PSB or o the report or resuls
fumished by TUV SUD PSS in any agvestisements or sales promoson.

Uniess otherwise stated, the tests were carmed out in TUV SUD PSB Pte Lid, No.1 Science Park Drive Singapore 118221.

Juty 2011
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TUV, TUEY ardd TUY sl v pitrogpan @ Markaon . E v Nutiaung snd Waesws rdung Sodat div vorhad oo 2ustinmusg

weneiim &

EN 374 Latest Test TUV Rheinland

Business Stream Products
Certification Department

TUY Ahsiriond LGA Produdls GmEH - BO431 Nimbesy

Mr. Wenxin Lu

Hebe: Tans Hongsen Medical
Technolegy Co., Ltd

Eastern Industrial Zone
Nangong City, Xingtai City
051800 HEBEI

CHINA

Application for : EU type-examination certificate PPE
Certificate No. . BP 60151281 Sheet 0001

Device : Protective gloves against chamicals and micro-organisms

according to EN 1SO 374-1+A1:2018
Type : N4BCBL1 XS/ISM/MD/LG/XL-Q
NS0BLK1 XS/ISMMDILGIXL-Q
Test requirement . UEReg 425/2016
EN ISO 374-1:2016+A1
Dear Mr. Lu,

The submitted sample of the product has been tested and in this configu-
ration found to be in accordance with the above mentionad requirements.

Enclosed please find your EU-Type-Approval
certificate No. BP 60151281 0001.

Kind regards

Certification body

Dipl.«Ing. C. Albrecht

Test sample: no, documentation available

TUVRheinland ®
LGAN
Precisely Right.

Comact

Tel +48 811 6555223
M| servonde tuv com

Date August 12, 2020

TUV Rhanknd
LGA Products GmbH

Tiystrale 2
80431 NCmberg

Tol +4% 5118555225
Fax +40 971 855.6228
Mal servieeiDde tw sem
Web yww tue comizafely

Board of Maragamant

Dipl-rg.
205 Mibler, Spokesman

Dl -Krm
Dr, Meg Schidsaer

Chatrman cf %
Supanssory Board

Dipt-ig
Rar Schaller

Nuremberg HRE 26013
VAT Ne.: DE 811835480



Inhaber:

Produkt:

Identifikation:

ZZERET, IR 15K RSk

EU-Baumusterpriifbescheinigung
Verordnung 2016/425/EU
Personliche Schutzausriistung

" L
TUVRheinland

Registrier Nr.: BP 60151281 0001
Bericht Nr.: 60399914 002 3

Hebei Titans Hongsen Medical
Technology Co., Ltd.

Eastern Industrial Zone
Nangong City, Xingtai City
051800 Hebei

P.R. China

gemaR EN I1SO 374-1+A1:2018

Binmalhandschuhe NSOBLK1 X8/SM/MD/LG/XL-Q , puderfrei
N4SCBL1 XS/SM/MD/LG/XL-Q , puderfrei

Typ C: Schutzindex Chemikalie K: NaOH40%, Klasse 6
Material: Nitril, wanddicke ©0,07-0,08 mm

Grdften: xs(e), 8(6,5%), M[7,5), L(8,5), XL{9)

Farbe: schwarz (N50) / blau (N48)

- PSA Kategorie III - {iberwachungspflichtig Modul C2 -

Die EU-Baumusterbescheinigung bezieht sich auf das o0.g. Proedukt. Es wird bescheinigt, dass das Produkt
den grundlegenden Anforderungen nach Anhang Il der Verordnung 2016/425/EU entspricht. Das Zertifikat
stellt kein allgemein giiltiges Urteil (ber die Serienfertigung des Produktes dar und berechtigt nicht zur
Nutzung eines TUV Rheinland Priifzeichens. Der Inhaber ist berechtigt, diese Bescheinigung im Rahmen

seiner EU-Konformititserklirung gemaR Anhang IX zu verwenden.

Giiltig bis: _11.08.2025

Datum .12.08.2020

Benannte Stelle

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nurnberg \

Benannt durch die Zentralstelle der Linder fiir Sicherheltstechnik (ZLS).

Notifiziert unter Nr. 0197 bel der Kommission der Europiischen Gemeinschaft.

C € Die CE-Kennzeichnung darf bei Einhaltung aller zutreffenden EU-Richtlinien angebracht werden. ( €




CERTIFICATE
EU Type-Examination Certificate

Regulation 2016/425/EU
Personal Protective Equipment

TOVRheinland

Registration No.: BP 60151281 0001
Report No.: 60399914 002

Holder: Hebei Titans Hongsen Medical
Technology Co., Ltd.
Eastern Industrial Zone
Nangong City, Xingtai City
051800 Hebei
P.R. China

Product: Protective gloves against chemicals and micro-organisms
according to EN 1SO 374-1+A1:2018

Identification: Disposable gloves NSOBLKL XS/8M/MD/LG/XL-Q , powder-free
N4SCBL1 XS/SM/MD/LG/XL-Q , powder-free

Type C: pPerformance level chemical K: NaOH40%, class 6

Material: nitrile, wall thickness 0,07-0,08 mm

Sizes: Xs(6), sle,s5), M(?,5), LI(B,5), XL(S}

Colour: black (NS0) / blue [N43)

- PPE Category III - obligatory monitoring module C2 -
The EU type-examination certificate refers to the above mentioned product. This is to certify that
the product complies with the essential requirements of Annex Il of the regulation 2016/425/EU.
Thie certificate does not imply assessment of the production of the product and does not permit
the use of a TUV Rheinland mark of conformity. The holder is entitled to use this certificate in
connection with the declaration of conformity in accordance with Annex IX.

Valid till; _11.08.2025

Date 12.0

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg
Notified by Zentralstelle der Linder fiir Sicherheitstachnik (ZLS).

Notified under No. 0197 to the EC Commission.

( ( The CE marking may be used if all relevant and effective EC Directives are complied with. ( (




EN 374 1-2-3-Part 4 (SGS)

SGS 2

rt No. : CH:TX:9420047921-1 DATE : 09/10/2018]

NABL ACCREDITED
Cantficane No. TCE1TE"

TEST REPORT

HEBEI TITANS HONGSEN MEDICAL TECHNOLOGY CO LTD

EASTERN INDUSTRIAL ZONE NANGONG CITY

XINGTAI CITY, HEBEI, CHINA 051800

A/C F619201 SGS-CSTC STANDARDS TECHNICAL SERVICES (TIANJIN) CO., LTD.

CONTACT PERSON :
THE FOLLOWING SAMPLE(S) WAS/WERE SUBMITTED AND IDENTIFIED BY/ON BEHALF OF THE CUSTOMER AS :
SAMPLE DESCRIPTION GLOVES
LOW WEIGHT POWDER FREE BLUE NITRILE EXAMINATION GLOVES
COLOUR BLUE
COUNTRY OF DESTINATION EUROPE
COUNTRY OF ORIGIN CHINA
PHOTO APPENDIX.
SAMPLE RECD ON 17/09/2018 TESTING PERIOD : 17/09/2018 - 20/09/2018
Test Method / Standard Clause/Test Name Status / Performance Level
Proeectve glows - General equirements
Sizing Refer enclosed pages.
EN 420:2003+A1.2009 Dexterity Per lovel 5
pH Value Pass
Protective qlovos lgﬂllst chemicals and micm-organmns Determination of IDSISIIHQ penetration
EN 374-2:2014 Clause 4.1 — Air leak test
Clause 4.2 — W ater leak test Pass
Permeation by Liquid chemical under conditions of continuous contact.
Methanol Level - 0
Toluene Level - 0
EN 16523-1:2015 Diethylamine Level -0
n-Heptane Level - 0
Sodium hydroxide 40% Level - 6
Sulphuric acid 96% Level - 0
Resistance to Degradation by Chemicals
Methanol Refer results.
Toluene Refer results.
EN 374-4:2013 Diethylamine Refer results.
n-Heptane Refer results.
Sodium hydroxide 409% Refer results.
Sulphuric acid 96% Refer results.

Per pro SGS India Private Ltd.
K. P

K. PACHAIYAPPAN
ASST. MANAGER
Email your Test Report Related Enquiries at Feedback. SLT(@sgs.com
Test report revised to comect the thickness.

This report cancels and supersedes report no. 9420047921 Dated 20/09/2018 Issued by SGS India

JOE Na : 1842825471 Page | of 4 Cortol No. 9425061387
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time of s intarvantion only and within the limits of Client's instructiors, # any. Tho&mum muhsﬁuilndh“ does not partios to
lmiunumiﬂwr#swdigmmu& Arny wed Son, forgery or falsification of the content or appearance of
this do may bo d 10 the hullast axtort of the law.
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reproduced axcopt in full, without pricr appeoval of e Company.
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"NAEL ACCREDNTED
Cenificane No. TCE17¢"
TEST REPORT
Revised report.
Egn No. : CH:TX:9420047921-1 DATE : 09/10/2018|
RESULTS
EN 420 : 2003+A1: 2009 Protective Gloves — General requirements and test methods
Clause Test Name Result Average Standard skzing
Szing
Declared size XS
5.1 Circumference (mm) 164 162 163.0 6
Length (mm) 243 244 2435
Declared size S
Circumference (mm) 175 174 1745
Length (mm) 242 241 2415 6%
Declared size M
Circumference (mm) 190 192 191.0
Length (mm) 240 244 242.0 7%
Declared sze L
Circumference (mm) 206 208 207.0
Length (mm) 240 241 2405 :
Declared sze XL
Circumference (mm) 224 226 2250 .
Length (mm) 240 242 241.0 8'%
Performance level
Dexterity
52 Smallest Pin Diameter (mm) 5 5 5 5 5 5
*-> Fit for special purpose.
EN 374-2 : 2014 Protective gloves against chemicals and micro-organisms — Part-2: Determination of resistance pentration
Clause Test Name Test Resuits Performance level
41 Air leak Test Specimen # Leakage
(Air Pressure Used : 0.5
kPa) Size XS No Leakage
Size S No Leakage Pass
SzeM No Leakage
Szel No Leakage
Sze XL No Leakage
42 Water leak test Specimen # Leakage
Size XS No Leakage
Size S No Leakage Pass
SzeM No Leakage
SzelL No Leakage
Sze XL No Leakage
LA EM d Pam-...
JOE Na : 184282547 1 Page 2 of 4 Corntiol No. 9425051387
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NABL ACCREDTED
Cenificane No. TCE17¢°
TEST REPORT
Revised report.
Emn No. : CH:TX:9420047921-1 DATE : 09/10/2018|
RESULTS
pH VALUE
With reference to ISO 3071:2005/Analysis by pH meter
Extraction Solution : KCL
GLOVES - BLUE
Value 6.8 35-95
Note : pH value of extraction medium :5.0-7.5
Temperature of the extraction solution : 25¢2°C
Note: Requirements given as per EN 420:2003 +A1:2009 (Clause: 4.3.2).
EN 16523-1:2015 ination of i i rmeation by chemicals — 1: Perme
iquid chemical under conditions of inuous
Performance
Chemical Loop Analytical Mean "f: :::," evel
CAS NO systemv/collection technique thickness : min accordance to | Observation
medium used (mm) (minutes) EN ISO 3741:
2016 Table 1
Continuous 0.05 <1
Methanol Open loop/ measurement 0.04 <1 Level - 0 Moderate
67-56-1 Nitrogen With 0.05 <1 swelling
GC-FID
Continuous 0.04 <1
Toluene Open loop/ measurement 004 1 0 Severe
108-88-3 Nitrogen With 0.05 ‘1 Level - swelling
GC-FID <
D'?g'o_yg“;'e om measureme?n ggg :: Level-0 Sev'ere
With PID 0.04 <1
Continuous 0.04 4
n-Heptane Open loop/ measurement 004 B Level - 0 Slight
142-85-5 Nitrogen With 0.05 H ) swelling
GC-FID
Continuous
Sodium
- measurement 0.05 > 480
hydroxde osedloop! With 0.05 > 480 Level - 6 No change
1310-73-2 Conductivity 0.04 > 480
electrode
Continuous
Sulphuric acid measurement 0.04 2 Severe
26% osed loop! With 0.05 3 Level - 0 swelling &
7664-93-9 Conductivity 0.04 2 colour change
electrode
e Em of me‘..’.
JOE Na : 1842825471 Page 3 of 4 Contol No.9425051 387
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SGS

NAELACCREDNTED

Ceonificane No. TCE17¢°
TEST REPORT
Revised report.
EQH No. : CH:TX:9420047921-1 DATE : 09/10/2018]
RESULTS
EN 374-4:2013 ive Gloves Chemicals and Micro Organisms — De ion of resi
ion by chemicals
Chemical / Test Results
CAS NO Exposure Duratlon | porcentage change In puncture resistance Ohaoron
Glove sampie Result (%)
1 723
Methanol : 2 584 .
67-56-1 6015 minutes 3 677 Severe swelling
Mean 651
Standard Deviation 7.051
Glove sample Result (%)
1 814
Toluens . 2 789 "
108-88-3 SRS Mtanian 3 818 Severe swelling
Mean 807
Standard Deviation 1.571
Glove sample Result (%)
1 47
Diethylamine . 2 911 -
109-89.7 6015 minutes 3 892 Severe swelling
Mean 97
Standard Deviation 2.826
Glove sampie Result (%)
1 381
n-Heptane . 2 400 .
142.85.5 6015 minutes 3 381 Moderate swelling
Mean 387
Standard Deviation 1.096
Glove sampie Result (%)
Sodium hydroxide . byl
40% 605 minutes 3 } 48 No change
1310-73-2 -
Mean 86
Standard Deviation 5.662
Glove sample Result (%)
Sulphuric acid ; :%
96% 6015 minutes B 100 Complete degradation
7664-93-9
Mean 100
Standard Deviation 0.000
***** End of Report"****
JOE Na : 1842825471 Page 4 of 4 Control No.9425051 387

MMIMMNWMEWWdWWWWMmMMMn

httpJwww_sgs . comberms_and conditions.htm and Terms and Conditions for electronic doocuments www mudoamwﬂﬁthlﬂﬁmihnblhowd
. indeennification and junisdicion issuos WMAWWdMMuMMMMWMM atthe

mdn-ﬂvmuﬁaﬁwﬂmhhﬁdCMm il any. Tha
lmﬁunumiﬂwr#ﬂmd

this document is unlawiul and offendars may bo prosacuted 1o the Rullast axtent of the law.
Unlass ofwewise statod the resuls shown in this 1ost rapoet refier only to the samplols) testod and such samgple(s) aro ratained for 30 days only. This documant cannot bo

reproduced axcopt in full, without pricr appeoval of e Company.

sole responsibiity is 1o s Client and this dooument does not exonarata parties to

under the transaction documents. Any unauthorizod akoration, forgery or falsification of the content o appearance of




EN 425

Certificate CN19/42142

Ihe Fensgement syslsm of

Hebei Titans Hongsen Medical
Technology Co., Ltd.

Castern Industrial Zone,
Nangong City. Hebed Province. 051800. P.R. China

03 beon eceoaded ond cortifed m mostng the requirament of

Regulation (EU) 2016/425

Module D

For he lobowing actvites

Manulacture of Nitrile Protective gloves.

(Nate: all products markad CE0O598 must have a valid EU Type
Examination Certificates issued under Module B or a valid EC type-
examination certificate Issued under Article 10 of the PPE Directive
89/6BG/EEC.)

Thia certificate is valid from 7 November 2013 until 21 January 2022
and remains valid subject fo satisfactory survedlance audits.

Re certification audit due before 27 November 2021

138u@ 1. Cartibad since 7 November 2019

ka(\::..

3GS FIMKO QY, Nolified Budy 0598

P.O Bo 30 {SArkinkmentis 3) 00011 Halsiski Firland
1+350 5 608 161 +1589 852 5474 www sgs.com

Poge 10f 1

e By 0 Company subpeet b s Shces of

Certficaton Servom scoembl
“l“.h?duwﬂﬂm
. cho ied b

v

SGS

(4]
FINAS

Finmish Accreditation Service
S003 (EN ISONEC 17065)




are registered hridcamerks |

and TaV

A TUVRheinland®

Precisely Right.

Business Stream Products
Certification Department

TOV Rheinland LGA Products GmbH - 90431 Narnberg Contact

Tel. +49 811 855-5225

Ms Mlng‘Llu ; Mail service@de tuv.com
TUV Rheinland (China) Ltd.
Unit 707, AVIC Building Date May 28, 2015

No. 10B, Central Road

East 3rd Ring Road, Chaoyang Dist.
100022 BEIJING

CHINA

Application for : EG-Baumusterbescheinigung PSA

Certificate No. : BP 60101629 Sheet 0002
Device . Protective gloves
against chemicals acc. to EN 374/1:2003, EN 374/2:2014, EN 16523-1:2015
Type : TITANFINE REF HS6213, HS6214, HS6215, HS6216 & HS6217
Dear Ms. Liu,

Enclosed please find the above mentioned certificate. As agreed upon
we kindly ask you to pass on the certificate to the licence holder:

The license holder is:

Hebel Hongsen Plastics
Eastern Industrial Accumulation Zon
CHI 051800 Nangong City, Hebei

Kind regards

Certification body

C. A

Dipl.-Ing. C. Albrecht TOV Rheinfand
LGA Products GmbH

Tillystrale 2
90431 NUrnberg

Tel. +49 911 655-5225
Fax +49 911 655-5226
Mail service@de.tuv.com

Web www tuv.com/safety

Board of Management

Dipl.-Ing.
Jorg Mahler, Spokesman

Dipl.-Kfm.
Dr. Jérg Schidsser

Nirnberg HRB 26013
UST-ID Nr.: DE 811835490



EN 455-1-2-3, Clause 4.4

/A TOVRheinland®

@ OGLoBALWeBSTES CONTACT ADDRESSES WORLDWIDE v LANGUAGES v

Home Product Ci

System C C [~ FAQ Q Search

ertinedi

HOME »» HEBE] TITANS HONGSEN MEDICAL TECHNOLOGY CO., LTD. , CERTIFICATE NO. AK 60090340

<< Back

Certificate No. AK 60090940

Order Number:

Certified Product:

Fulfilled Standards:

Date of Issue:

Certificate Type:

Further Information

Hebei Titans Hongsen Medical
Technology Co., Ltd.

Easter Industrial Zone
Nangong City, Xingtai City

051800 Hebei

China (Mainland)

AK 60090940

3091541

Gloves (medizinische Einmalhandschuhe)
Model Designation:

Titanfine

EN 455-1:2000
EN 455-3:2006

The standard(s) listed here reflect the status at the time of the release of this certificate.
2013-12-19

Certificate of Conformity

The certificate of conformity (CoC) refers to the product specified in the certificate. The certificate

demonstrates that a product sample was tested and evaluated at a specific time, and found to be in
with the specified in the

A CoC is relevant to importers and exporters to prove that products comply with local regulations.

This certificate does not imply an of the product's tion and does not permit the use of a
TOV Rheinland test mark.

2 Request more information on Hebei Titans Hongsen Medical Technology Co., Ltd.
2 Al product certificates of Hebei Titans Hongsen Medical Technology Co., Ltd.
¥ Al certified management systems of Hebei Titans Hongsen Medical Technology Co., Ltd.

TOV RHEINLAND CORPORATE WEBSITE

DDATA PRIVACY DECLARATION

LEGAL DISCLAIMER |  COPYRIGHT ©2015 TOV RHEINLAND

LOGIN



Products A TUVRheinland®
Priufbericht-Nr.: 21231019_001 Seite 4 von 2@
Test Report No.: Page 4 of 9
Absatz EN 455-1; EN 455-2; EN 455-3, clause 4.4 Messergebnisse - Bemerkungen | Bewertung
Clause Anforderungen - Prifungen / Requirements - Tesfs Measuring resulfs - Remarks | Evaluation

Der Originaltext wird nur auszugsweise wieder gegeben. Details sind dem Original-Dokument zu
entnehmen.
The original text is reproduced only in part. For details, be referred to the original document.

EN 455-1 - Medizinische Handschuhe zum einmaligen Gebrauch - Teil 1: Anforderungen und
Priifungen auf Dichtheit

EN 455-1 - Medical gloves for single use - Part 1: Requirements and testings for freedom from
holes

Anwendungsbereich
Scope

Normative Verweisungen
Normative references

Begriff
Terms and definition

Anforderung
Reguirement

Medizinische Handschuhe zum einmaligen Gebrauch mussen dicht sein.
Medical gioves for singie use shall not leak when fested

Wasserhalteprufung zur Feststellung von Undichtigkeiten
Wartertightess test for detection of holes

Bild 1

Die Handschuhe missen entsprechend der geprifte Menge/
Qualitatsgrenziage (AQL) bei der Prifung dicht sein. tested quantify:

s 10 Stiick/pieces
Glove must be waterproof upon the examinafion in NIT

according to quality imit (AQL). akzeptierte Fehler/
accepfed defects:
0 Stick/pieces

zZmo
ooo®E

Untersuchungsniveau und akzeptables Qualitatsniveaus /
Inspection level and adequate assesment level of quality:
S4 Wasser-Leck-Priifung / Water

leakage
Wasser-Leck-Prufung / water leak tesf

dicht/ not | undicht/
1 leaking leaking
10 0

>
"
|
I
il
1
|-
-

O Dmax

Fowy 04



ey A TUVRheinland®
Priifbericht-Nr.: 21231019_001 Seite 5 von @
Test Report No.: Page 5of 9
Absatz EN 455-1; EN 455-2; EN 455-3, clause 4.4 Messergebnisse - Bemerkungen | Bewertung
Clause Anforderungen - Prifungen / Requirements - Tests Measuring resulfs - Remarks | Evaluation
EN 455-2 - Medizinische Handschuhe zum einmaligen Gebrauch - Teil 1: Anforderungen und
Priifung der physikalischen Eigenschaften
EN 455-2 - Medical gloves for single use - Part 1: Requirements and testing for physical
properties
1 Anwendungsbereich
Scope
2 Normative Verweisungen
Normative references
3 Begriffe
Terms and definition
4 MaRe
Dimensions
Maflie der Operationshandschuhe
Dimensions of surgical gloves
Tab. 1 - P O
GroRe Median der Lange | Median der Breite F O
Size Median length Median width N/A =
[mm] [mm] NT |
5 2250 674
5.5 2250 72+4
8 2 260 775
8,5 2 260 835
7 2270 BO£5
7.5 2270 855
8 2270 1026
8.5 2280 1086
2 2280 1146
9.5 2 280 1216
Maflie der Untersuchungshandschuhe
Dimensions of examination/procedure gloves
Tab. 2 Median der Lange/ Median P
GroBe | Median der Lange | Median der Breite | | length: 246 mm F O
Size Median length Median width NA O
[mm] [mm] NT O
Extra klein/ <80 Grolte Median der
extra small Size Breite
Klemn/ small 80+ 10 Median width
Mittelgrol/ - 25+ 10 _ [mm]
medium Extra klein/ 78
Groll/ large 110 * 10 extra small
Extra groR/ 2110 :':t':"g 3'"[;" g
ro
SLER G medium
Grof/ large 107
Extra grolt/ 115
exfra large

Rwv 04



Produkte - . o
s A TUVRheinland®
Prufbericht-Nr.: 21231019_001 Seite 6 von @
Test Report No.: Page 6 of 9
Absatz EN 455-1; EN 455-2; EN 455-3, clause 4 4 Messergebnisse - Bemerkungen | Bewertung
Clause Anforderungen - Prifungen / Requirements - Tesfs Measuring resulfs - Remarks | Evaluation
S ReiBkraft
Strength
51 Allgemeines
General

Unterschiedliche Handschuhmaterialien verlangen unterschiedliche Anforderungen fir die Reilkraft,
um annehmbare Eigenschaften zu gewahreisten. Die absoluten Reilkraftwerte komrelieren nicht direkt

mit der Gebrauchstauglichkeit. Die Auswahl angemessener Handschuhmaternialien fur den
beabsichtigten Gebrauch muss Teil des Risikomanagements sein.

Different glove materials require different force at break requirements fo ensure an accepfable

performance. Absolute force af break values do nof directly comrelate with the in use
Selection of appropriate glove materials for the intended application shall be part of the nsk

management process.

52

ReiBfestigkeit
Force at break

Tab. 3

zu prifen im Anlieferungszustand und nach Belastung
to test in delivery conditions and after challenge testing

Reilkraft
Force at break
[N]

Reilkraft
Force at

Operationshandschuhe
Surgical gloves

- aus Naturkautschuklatex 290
from natural rubber latex

Anlieferungs
zustand
delievery
conditions

75

- aus allen anderen elastomeren 200
Matenalien
from all other elasfomeric
maternals

nach
Belastung
after
challenging

75

Untersuchungshandschuhe
Examinafion/ procedure gloves

- aus elastomeren Materialien
auller Nitril
from elastomeric materials
except nitrile

I

6.0

- aus Nitril 26,0
from nitrile

- aus thermoplastischen 236
Materalien
from thermoplastic materials

Zmo
ooo@E

Rwv. 04



Produkte y . 5
rhaarvors A TUVRheinland®
Prifbericht-Nr.: 21231019_001 Seite 7 von @
Test Report No.: Page 7 of 9
Absatz EN 455-1; EN 455-2; EN 455-3, clause 4.4 Messergebnisse - Bemerkungen | Bewertung
Clause Anforderungen - Prifungen / Requirements - Tesfs Measuring resulfs - Remarks | Evaluation

EN 455-3 - Medizinische Handschuhe zum einmaligen Gebrauch - Teil 3: Anforderungen und

Priifung fur die biologische Bewertung

EN 455-3 - Medical gloves for single use - Part 3: Requirements and testing for biological

evaluation

Anwendungsbereich
Scope

Normative Verweisungen
Normative references

Begriff
Terms and definition

Anforderung
Requirement

41

Allgemeines
General

Medizinische Einmalhandschuhe miissen nach den
Nommen der Reihe EN I1SO 10993 beurtedt werden. Teil
1 dieser Reihe beschreibt allgemeine Prinzipien zur
Regelung der biologischen Bewertung von
Medizinprodukten und muss zur Auswahl der
entsprechenden Prifverfahren in den anderen Teden
der Sere herangezogen werden.

Ein Risikomanagementprozess nach EN I1SO 14871
muss eingefihrt sein.

Medical gloves for single use shall be evaluafed as
descnbed in the EN ISO 10993 series. Part 1 of this
senes descnbes the general principles governing the
biological evaluafion of medical devices and shall be
used fo select the appropriafe tests as descnbed in other
parts of the senes.

A risk management process in accordance with EN ISO
14971 shall be established.

mDo
S
poon

Chemikalien
Chemicals

Handschuhe dirfen nicht mit Talkum (Magnesiumsilikat)
gepudert semn.

Gloves shall not be dressed with talcum powder
(magnesium silicate).

mDo
5
oBE0O0

Soweit technische Alternativen bestehen missen
Chemikalien, die als allergen bekannt sind, vermieden
werden. Wenn maglich, mussen erlaubte Grenzwerte far
extrahierbare Chemikalienreste unter Anwendung

der EN ISO 10982-17 festgelegt werden, wobei diese
Grenzwerte einzuhalten sind. Falls dies nicht moglich ist,
muss die Hohe der chemischen Ruckstande .so gering
wie vemunftigerweise praktikabel” (ALARP = as low

as reasonably practicable, siehe EN ISO 14871) sein.

mDo
S
poon

ey 04
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Absatz

EN 455-1; EN 455-2; EN 455-3, clause 4.4

Messergebnisse - Bemerkungen

Bewertung

Clause

Anforderungen - Prifungen / Requirements - Tesfs

Measuring resulfs - Remarks

Evaluation

Chemicals known to be allergenic shall be avoided if
technical alternatives exist. Wherever possible allowable
limits for leachable residual chemicals shall be
established using EN ISO 10993-17 and these limits
shall be complied with. Wherever this is not possible, the
residual chemicals level shall be "As Low As
Reasonably Pracficable™ (ALARFP — see EN ISO 14371).

Der Hersteller muss auf Anfrage eine Liste von
chemischen Inhaltsstoffen zur Verfugung stellen, die m
Herstellungsprozess zugesetzt wurden, oder
bekanntermalien entstehen (z. B. Akzeleratoren,
Antioxidantien, Biozide) und von denen aufgrund von
aktuellen Daten bekannt ist, dass sie unerwunschte
gesundheitliche Folgen hervorrufen konnen.

The manufacturer shall disclose, upon request, a lisf of
chemical ingredients either added dunng manufacturing
or already known to be present in the product such as
accelerators, antioxidants and biocides, thaf are known
to cause adverse health effects based on current data.

mo
5
pooo

43

Endotoxine
Endotoxins

Wenn der Hersteller sein Produkt mit _niedriger
Endotoxingehalt” kennzeichnet, muss die Endotoxin-
Kontamination Gberwacht werden. Solchermalen
gekennzeichnete Handschuhe dirfen nicht mehr als
20 Endotoxin-Einheiten (EU) an Endotoxin je
Handschuhpaar enthalten.

The manufacturer shall monitor the endofoxin
confamination of sferile gloves if the gloves are labelled
with Tow endofoxin content”. For such labelled gloves the
endofoxin confent shall not exceed the limit of 20
endofoxin units per pair of gloves.

mo
S
pooo

44

Puder
Powder

Der gesamte Anteil des Puderrickstands, darf fur
puderfreie Handschuhe nicht mehr als 2 mg je
Handschuh betragen. Jeder Handschuh, der mehr als
2 mg Puder enth3lt, ist ein gepuderter Handschuh.

For powder free gloves the total quantify of powder
residues shall nof exceed 2 mg per glove. Any glove
confaining more than 2 mg powder is a powdered glove.

Pudergehalt

quantity of
powder

ZMU
ooo@E

Vinyl
(synthetic)
Examination
Gloves

<1
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Absatz

EN 455-1; EN 455-2; EN 455-3, clause 4 4 Messergebnisse - Bemerkungen

Clause

Anforderungen - Prifungen / Requirements - Tesfs Measuring resulfs - Remarks

Bewertung
Evaluation

45

Bestimmung des Protein Gehaltes
Determination of extractable protein content

Schutzhandschuhe aus Naturkautschuk missen -
hinsichtlich ihres extrahierbaren Proteingehalts die in
EN 455-3 festgelegten Anforderungen erfillen.
Naturkautschuk: Lowry- Priifmethode

so genng wie vernunftigerweise praktikabel (ALARP)

Natural rubber gloves shall be submitted to requirements
stated in EN 455-3 on extractable protein content.
natural rubber: latex Lowry- tesf method

as low as reasonably practicable (ALARF)

le'U

oE00

Anmerkung 2um Proteingenalt

Bericht vom 13./14. Apri 2005 (ber die 117. Sitzung der Voriaungen KunststoMommission des BIR
S&mn
- R:s”l:oenanngy o

Im Hndilck auf de Begrenzung des Proteingehaltes hatte das Bundesinstitut fr Arznelmittel und
Mediznprodukie (BIAAM) vor einigen Jahren Im Rahmen gner Riskobewertung for medizinische Handschuhe

Naturkautschuliatex dass
aus " m Wmmmmm::amwﬁ.
Mathodk wurde aus Kinischer Sicht de Einhaltung eines Wertes von 30 mg/ig (30 pg/g) s gesignate

Malnahme zur Riskominimierung angesehen.

Angesichts der vorlegencen Untersuchungsergebnisse der Im Hanoel befindiichen Procukie
(Bedartsgegenstande aus Naturkautschukmatenialien) sprach sich dle KunststoMkommission dafOr aus, ais
ersten Schitt zur Minimierung des Risikos einen Richtwert von 200 mg islichem Protsin pro kg (200 ug

loslicham Protein pro g) Bedartsgegenstand voridergehend zu duiden (2002).
Note on protein content

of 13/14. April 2005 about the of the Interim Commission of PI3SICS of the BR nstmute
Repor Aprt meeting (Fegeral

on contact with Iatex-containing consumer products, distribuion of soiubie proteins
With regards to the mitation of the protein contert, the Federal Insttute for Drugs and Medical Devices (BIAM)
had found 3 risk 3ssessment for medical gloves made of NSl rubber IStex a few ago, that profein
thresholds bejow wihich a sk s ruled out by cinical data curently can not be
Taking Into account the analytcal methodalogy adherence 1o 3 vaiue of 30 mg/kg (30 Pgg) Was regarded 35 an
appropriate Massure to minkmize the risk from a chnical perspeciive.

maﬂ!lmﬂm (commoaities made of natural rubber material),
e e SpOke In favor of 3 first Step towards minimizing the risk of 3 guideine, fo tolerate 3

mummmmwmmmmmmg)dmnmmm
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Kennzeichnung
Labeling
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A TUVRheinland"

Precisely Right.

Business Stream Products
Certification Department

TUV Rseinisnd LGA Products Gmasl - 0431 Nimberg Comact
Ms. Ming Liu Tel +48 91! 6555220
TOV Rheinland (China) Ltd. e e
Unit 707, AVIC Building Dute May 20, 2015
Ne. 108, Central Road
Easl 3rd Ring Road, Chaoyang Dist.
100022 BEIJING
CHINA
Application for : EG-Baumusterbescheinigung PSA
Certificate No. . BP 860101629 Sheet 0002
Device . Protective gloves
against chemicals acc. to EN 374/1:2003, EN 374/2:2014, EN 16523-1:2015
Type : TITANFINE REF HS6213, HS6214, HS86215, HS5216 & HS6217
Dear Ms. Liu,
Enclosed please find the above mentioned certificate. As agreed upon
we kindly ask you to pass on the certificate to the licence holder:
The license holder is:
Hebe: Hongsen Plastics
Eastern Industrial Accumulation Zon
CHI 051800 Nangong City, Hebel
Kind regards
Certification body
Dipl.-Ing. C. Albrecht TOV Rrainkand
LGA Products Gmok
Thyseale 2
$0£31 Nomberg

Tel. +49 011 855-5225
Fax +48511 0554228

Mal servoafide tuv com
Vit www iy comisaiety

Board of Management

Oipt-ing
Jorg Mahler, Spokesman

Dipl-im.
Dr. Jorg Schilaser

Nirnberg HRB 26013
UST-0 Nr: DE $11335480



A TUVRheinland’

Precisely Right.
Business Stream Products
Certification Department
TUNV Rfwsverd LGA Prodects Gtk « 904357 Noumbesg Contset
Mr. Wenxin Lu Tel. +40 911 6354229
Hebei Hon Plastics Mal servica@de tuy com
Technelogy Co,, Ltd Dute May 28, 2015

Eastern Industrial Accumulation Zon
051800 NANGONG CITY, HEBEI
CHINA

Application for : EG-Baumusterbescheinigung PSA
Certificate No. : BP 60101629 Sheet 0002

Device - Protective gloves
against chemicals acc. to EN 374/1:2003, EN 374/2:2014, EN 16523-1:2015
Type - TITANFINE REF HS6213, HS5214, HS6215, HS6216 & HS6217

Test requirement : see Certificate
Dear Mr. Lu,

A specimen of above mentioned product has been tested and found
1o be technically in compliance with § 20 and § 21 of the ProdSG
{= German Product Safety Law).

The certificate is issued with the reservation that the licence holder
applies all information required in § 6 of the ProdSG related to name
of the manufacturer and, if need be, his authorized representative /
the importer including their respective addresses on the product, its
packing and/or the usar's manual prior to marketing the product in the
Eurcpean Economic Area.

Enclosad please find the certificate of approval
No. BP 60101629 0002.

TUV Rhenlang
Kind regards LGA Products GrrkH

Titystralls 2
Certification body 9:4'3' NOmberg

( Tel +49 911 mm
C " /(’&A v Fax +49911885.5226
Dipl.-Ing. C. Albrecht Web waw Sy combsafty
Board of Mansgavent
Dat-ing
Jerg Mahier, Spokesman

Dipl -Kém,
Dv. Jorg Schiteser

Test sample: stored by warehouse Lepzig

Nirnberg MRB 20613
UST-ID Nr.: DE 311835450



ZERTIFIKAT
EG-Baumusterbescheinigung
Richtlinie 89/686/EWG Artikel 10
zuletzt gedndert durch Richtlinie 96/58/EWG
Persdnliche Schutzausriistungen

TUVRheinland

Registrier Nr.: BP 60101629 0002
Bericht Nr.: 21231212 002
Inhaber: Hebei Hongsen Plastics

Technology Co., Ltd.
Eastern Industrial Accumulation Zone
051800 Nangong City, Hebei

China
Produkt: Schutzhandschuhe

gegen Chemikalien gemiiB EN 374/1:2003, EN 374/2:2014, EN 16523-1:2015

Identifikation: TITANFINE REF HS6213, HS6214, HS6215, HS6216 & HS6217
Material: Nitril, blau, puderfrei
GrofRen: XS - XL

Erganzung: Schutzhandschuhe entsprechen auch
EN 374-2:2014 und EN 16523-1:2015.

Die EG-Baumusterbescheinigung bezieht sich auf das o.g. Produkt. Es wird bescheinigt, dass das Produkt
den grundlegenden Anforderungen nach Anhang Il der Richtlinie 89/686/EWG entspricht. Das Zertifikat
stelit kein allgemein giiltiges Urteil (iber die Serienfertigung des Produktes dar und berechtigt nicht zur
Nutzung eines TUV Rheinland Prifzeichens. Der Inhaber ist berechtigt, diese Bescheinigung im Rahmen
seiner EG-Konformitatserklarung gemiR Anhang VI zu verwenden.

Giiltig bis: _19.05.2020 a.n.nn;.;\ﬁggﬂ’:
/S

—

Datum 28.05.2015

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
Benannt durch die Zentralstelle der Lander fiir Sicherheitstechnik (ZLS).

Notifiziert unter Nr. 0197 bei der Kommission der Europiischen Gemeinschaft.

(( Die CE-Kennzeichnung darf bei Einhaltung aller zutreffenden EG-Richtlinien angebracht werden. ( €






CERTIFICATE
EC Type-Examination Certificate
EEC Directive 89/686/EEC Article 10
as last amended by EEC Directive 96/58/EEC
Personal Protective Equipment

- L]
TUVRheinland

Registration No.: BP 60101629 0002
Report No.: 21231212 002

Holder: Hebei Hongsen Plastics
Technology Co., Ltd.
Eastern Industrial Accumulation Zone
051800 Nangong City, Hebei

China
Product: Protective gloves

against chemicals acc, to EN 374/1:2003, EN 374/2:2014, EN 16523-1:2015
Identification: TITANFINE REF H56213, HS6214, HE6216, HS6216 & HS6217

Material: nitrile, blue, powderfree

Size: Xs - XL

Addition: Protective gloves also follow requirements of
EN 374-2:2014 und EN 16523-1:2015.

The EC type-examination certificate refers to the above mentioned product. This is to certify that
the product complies with the essential requirements of Annex Il of the directive 89/686/EEC. This
certificate does not imply assessment of the production of the product and does not permit the use
of a TUV Rheinland mark of conformity. The holder Is entitled to use this certificate in connection
with the declaration of conformity in accordance with Annex VI.

Valid till: _19.05.2020

Date -28.05.2015

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nuirnberg
Notified by Zentralstelle der Liinder flr Sicherheitstechnik (ZLS).

Notified under No. 0197 to the EC Commission.

(€ The CE marking may be used if all relevant and effective EC Directives are complied with. ((



ARDL CHEMOTHERAPY GLOVES ASTM D6978 Certification

AXRON RUBRER DEVELOPMENT LABORATORY, INC. Testing. Development. Problem Solving.

April 10, 2018

* TEST REPORT -
PN 140485

PHARMACEUTICAL SERVICES

Prepared For:

Blake Ma
Hebei Titans Hongsen Medical Technology Co., Ltd.
The Eastern Industrial Accumulation Area Nangong,
Xingtai City Hebei, 055750
China

Prepared By Approved By:
Ana C. Barbur, M.S.
Assistant fov, Vice Prasidant, Analytical & Chemical Sanioes
‘:-‘ An AZLA IBO 17025 Accrediied ‘:’%lr;%?mewéymﬂ:‘:ﬂmm Numbers 25501 & 255 02 ISO 9001:2008
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Testing. Development. Problem Solving.

AKAON RUBBER DEVELDPNENT LARORATORY, INC

April 10, 2018

Hebel Titans Hongsen Medical Technology Co., Ltd.
Page 1 of 8 — PN 140485

SUBJECT: Permeation testing per ASTM D 6978 on sample submitted by the above company.

RECEIVED: One glove type identified as Low Weight Powder Free Blue Nitrile Examination Gloves; Lot#
18030515A0501.

DRUG SOURCE

Bleomycin Teva; Lot# 313219068, Expiration 09/2019
Busulfan Sigma Aldrich; CAS# 55-98-1; Lot# BCBS3842V
Carbopiatin Teva; Lot# 16H18KA; Expiration 08/2018
Camustine (BCNU) ma Aldrich; Lot# 018M4057V: Expiration 03/2019
Cisplatin WG Critical Care; Lot# 7L04842; Expiration 04/2019
Cyclophosphamide Sandoz Inc; Lot# 17101325; Expiration 10/12/2019
Cytarabine Sigma Aldrich; Lo#¥ 060M5051V: Expiration 092018
Cytovene (Ganciclovir) Sigma Aldrich; Lot 097M4004V; Expiration 12/2018
Dacarbazine (DTIC) Teva; Lot# 313220828: Expiration 11/2019
Daunorubicin _Sigma Aldrich; Lot#t 125M4750V- _Expiration 03/2019
Docetaxel Hospira, Lot# DC21714A,; Expiration 05/2019

Doxorubicin Hydrochloride

Actavis; Lot# 7LJ5121; Expiration 07/2019

| Ellence

USP, Lot# F01341; Expiration 08/2018

Etoposide (Toposar) Teva; Lot# 313216668; Expiration 08/2019
Fludarabine USP; Lot¥ HOK220; Expiration 11/2018
Fluorouracil Accord; Lot# PT04853; Expiration 11/2018
Gemcitabine (Gemzar) Hospira, Lot GL31714A; Expiration 10/2018
Idarubicin Teva: Lot# 313226588B; Expiration 02/2020
Ifosfamide West Ward; Lot# BHO0O7; Expiation 11/2018
Innotecan LC Labs; Lot# RCN-105. Expiration 03/2024
Mechiorethamine HCI Sigma Aldrich, Lot#MKBWA4481V: Expiration 03/2019
Melphalan USP, Lot ROS8TO. Expiration 02/2019
Methotrexate Hospira, Lot# E134437AA; Expiration 082019
Mitomycin C Mylan; Lot# 7801652; Expiration 10/2019
Mitoxantrone Sigma Aldnich; Lot MKCDA4771; Expiration 03/2019
Oxaliplatin Cipla Ltd; Lot# GE70447: 07/2019
Paclitaxel (Taxol) Hospira; Lot# D048885AA; Expiration 08/2018
Rituximab Hetero: Lot RB1711A: 12/2019

| Thiotepa Sigma; Lot# SLBV7203, Expiration 03/2019
Trsonex Sigma Aldrich; Lot# BCBQB570V. CAS# 1327-53-3
Vincristine Sulfate Hospira; Lot# E047139AA: Expiration 04/2019
Vinorelbine Actavis, Lot 7805012, Expiration 05/2019

www.ardl.com | 2887 Gilchrist Rd, | Akron, Ohio 44305 | answers@ardl.com | Toll Free (800} 830-ARDL

Fax (330) 794-6610 | Worldwide {330) 794-6600
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Hebei Titans Hongsen Medical Technology Co., Ltd,
Page 2 of 6 — PN 140485

COLLECTION MEDIA:
The collection media, which were selected, are listed in Table 2.

TEST DRUG AND CONCENTRATION COLLECTION MEDIUM

| Bleomycin, 15 mg/mi (15,000 ppm) Distilled Water
Busulfan, 8 mg/mi (6,000 ppm) Distilled Water
Carboplatin, 10 mg/ml (10,000 ppm) Distilled Water
Carmustine (BCNU), 3.3 mg/ml (3,300 ppm) 10% Ethanol Agueous Solution
Cisplatin, 1.0 mg/ml (1,000 ppm) Distilled Water
Cyclophosphamide (Cytoxan), 20.0 mg/mi (20,000ppm) Distilled Water
Cytarabine, 100 mg/mi (100,000 ppm) Distilled Water
Cytovene. 10 mg/ml (10,000 ppm) Distilled Water
Dacarbazine (DTIC), 10.0 mg/m! (10,000 ppm) Distilled Water
Daunorubicin, 5 mg/ml (5,000 ppm) Distilled Water
Docetaxel, 10.0 mg/mi! (10.000 ppm) Distilled Water

| Doxorubicin Hydrochloride, 2.0 mg/ml (2,000 ppm) Distilled Water

| Ellence, 2 mg/mi (2,000 ppm) Distilled Water

| Etoposide (Toposar), 20.0 mgimi (20,000 ppm) Distiled Water

| Fludarabine, 25 mg/ml (25,000 ppm) Distilled Water
Fluorouracil, 50.0 mg/mi (50,000 ppm) 9.20 pH Sodium Hydroxide Solution
Gemcitabine (Gemzar), 38 mg/mi (38,000 ppm) Distilled Water
Idarubicin, 1 mg/mi (1,000 ppm) Distilled Water
Ifosfamide, §0.0 mg/mil (50,000 ppm) Distilled Water
Irinotecan, 20.0 mg/ml (20,000 ppm) Distilled Water
Mechlorethamine HCI, 1.0 mg/ml (1,000ppm) Distilled Water

| Melphalan, 5 mg/mi (5,000 ppm) Distilled Water
Methotrexate, 25 mg/ml, (25,000 ppm ) Distilled Water
Mitomycin C, 0.5 mg/ml (500 ppm) Distilled Water
Mitoxantrone, 2.0mg/mi (2,000ppm) Distilled Water
Oxaliplatin, 2.0 mg/ml (2,000 ppm) Distiled Water
Paclitaxel (Taxol). 6.0 mg/ml (6,000 ppm) 30% Methanol Aqueous Soluticn

| Rituximab, 10 mg/mi (10,000 ppm) Distilled Water

| Thiotepa, 10.0 mg/ml (10,000 ppm) Distilled Water
Trisenox. 0.1 mg/ml (100 ppm) Distilled Water
Vincristine Sulfate, 1.0 mg/mi (1,000 ppm) Distilled Water
Vinorelbine, 10 mg/ml (10,000 ppm) Distilled Water

JESTING CONDITIONS:

Standard Test Method Used: ASTM D 6378

Deviation From Standard Test Method: Used 1" Permeation Cell
Analytical Method: UVVIS Spectrometry
Testing Temperature: 350°C+20

Collection System: Closed Loop

Specimen Area Exposad: 5.067 cm2

Selected Data Points: 6-25Mest

Number of Specimens Tested: Inest

Location Sampled From: Cuff area




Hebei Titans Hongsen Medical Technology Co., Ltd.

Page 3 of 6 ~ PN 140485

UVIVIS Absorption Spectrometry was used to measure the absorbance of test chemicals, which permeated through
the specimens into the collection medium, The collection medium was circulated in a closed loop at 11 ml/minute of
flow rate through the testing period. Data collection was performed according to the programmed schadule by means
of UV Winlab software from the Perkin Elmer Corporation. The list of the characteristic wavelengths is shown below.

TESTING CHEMOTHERAPY DRUGS WAVELENGTH (nm)
Bleomycin, 15 ma/ml (15,000 ppm) 290
Busulfan, 6 mg/ml (6,000 ppm) 197
Carboplatin, 10 mg/ml {10,000 ppm) 192
Carmustine (BCNU), 3.3 mg/mi (3,300 ppm) 229
Cisplatin, 1.0 mg/ml (1,000 ppm) 199
Cyclophosphamide (Cytoxan), 20.0 mg/mi (20,000ppm) 200
Cytarabine, 100 mg/ml (100,000 ppm) 272
Cytovene (Ganciclover), 10 mg/ml (10,000 ppm) 251
Dacarbazine (DTIC), 10.0 mg/mi (10,000 ppm) 320
Dauncrubicin, 5 mg/mi (5,000 ppm) 269
Docetaxel, 10.0 mg/ml (10,000 ppm) 231
Doxorubicin Hydrochloride, 2.0 mg/mi (2,000 ppm) 232
Ellence, 2 mg/ml (2,000 ppm) 233 & 253
| Etoposide (Toposar). 20.0 mg/ml (20,000 ppm) 2056
_F ludarabine, 25 mg/ml (25,000 ppm) 261
Fluorouracil, 50.0 mg/ml (50,000 ppm) 269
Gemcitabine (Gemzar), 38 mg/mi (38,000 ppm) 202
Idarubicin, 1 mg/ml (1,000 ppm) 257
Ifosfamide, 50.0 mg/mi (50,000 ppm) 200
Innotecan, 20.0 mg/ml (20,000 ppm) 200
Mechlorethamine HCI, 1.0 mg/mi (1,000ppm) 194
Melphalan, 5 mg/mi (5,000 ppm) 260
Methotrexate, 25 mg/ml, (25,000 ppm ) 303
Mitomycin C, 0.5 mg/ml (500 ppm) 217
Mitoxantrone, 2.0mg/ml (2,000ppm) 242
Oxaliplatin, 2.0 mgiml (2,000 ppm) 199
Paclitaxel (Taxol), 6.0 mg/ml (6,000 ppm) 231
1nux'lnab. 10 mg/mi (10,000 ppm) 192
| Thiotepa, 10.0 mg/ml (10,000 ppm) 199
Trisenox, 0.1 mg/ml (100 ppm) 181
Vincristine Sulfate, 1.0 mg/mi (1,000 ppm) 220
Vinorelbine, 10 mg/mi (10,000 ppm) 212




Hebei Titans Hongsen Medical Technology Co., Ltd.
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Thickness (mm)

Testing Chemotherapy Drugs Sample 1 Sample 2 Sample 3 Average (mm)
Bleomycin 0.055 0.050 0.048 0.051
Busulfan 0.051 0.054 0.049 0.051
Carboplatin 0.050 0.056 0.051 0.052
Carmustine (BCNU) 0.054 0.052 0.052 0.053

Cisplatin 0.051 0.051 0.051 0.051
Cyclophosphamide 0.055 0.050 0.051 0.052
Cytarabine 0.052 0.051 0.053 0.052
Cytovene (Ganciclovir) 0.048 0.053 0.051 0.051

|_Dacarbazine (DTIC) 0.052 0.053 0.051 0.052
Dauncrubicin 0.054 0.055 0.052 0.053
Docetaxel 0.051 0.051 0.054 0.052
Doxorubicin Hydrochloride 0.054 0.051 0.050 0.051

_Ellence 0.050 0.051 0.051 0.051

|_Etoposide (Toposar) 0.053 0.048 0.048 0.050

| Fludarabine 0.054 0.046 0.049 0.050
Fluorouracil 0.048 0.047 0.049 0.048
Gemcitabine (Gemzar) 0.055 0.052 0.051 0.053
Idarubicin 0.056 0.050 0.055 0.054
Ifosfamide 0.051 0.053 0.053 0.052
Irinotecan 0.054 0.052 0.056 0.054
Mechlorethamine HCI 0048 0.047 0.054 0.049
Melphalan 0.053 0.053 0.055 0.054
Methotrexate 0.048 0.050 0.051 0.050
Mitomycin C 0.051 0.050 0.050 0.051
Mitoxantrone 0.049 0.045 0.054 0.050
Oxaliplatin 0048 0.053 0.056 0.052
Paclitaxel (Taxol) 0.050 0.050 0.050 0.050
Rituximab 0.052 0.051 0.051 0.052

Thiotepa 0.050 0.051 0.058 0.053
Trisonex 0.050 0.046 0.057 0.051
Vincristine Sulfate 0.051 0.049 0.051 0.050
Vinorelbine 0.051 0.053 0.051 0.052
Weight/Unit Area (g/m2) 47.4




Hebei Titans Hongsen Medical Technology Co., Ltd.
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aremmauGn | STEADY STATE
TEST CHEMOTHERAPY DRUG AND DETECTION TIME PERM. RATE OTHER
CONCENTRATION Samole 1.2.3 (Sample 1,2,3) OBSERVATIONS
(Sample 1,2,3) (ug/cm?minute)
i (Minutes) i
my;nhs e— 5240 N/A Shgh:;eling_ and no
Busulfan. 2240 N/A Slight swelling and no
| 6 mg/mi (6,000 ppm) degradation
Carboplatin, 2240 N/A Slight swelling and no
10 mg/mi {10,000 ppm) degradation
Carmustine (BCNU), 8.5 03 Moderate swelling and
3.3 mg/ml_(3,300 ppm) {12.7.13.4.8.5) (0.3.03.0.3) no degradation
3.0 mgimi 1,000 ppm) T i - Tl
Cyclophosphamide (Cytoxan), =240 N/A Shight swelling and no
20.0 mg/ml (20,000ppm) degradation
Cytarabine, 240 NIA Sight swelling and no
100 mg/mil (100,000 ppm) degradation
Cytovene, =240 N/A Slight swelling and
10 mg/mi (10,000 ppm) discoloration
Dacarbazine (DTIC), 2240 NIA Slight swelling and
10.0 mg/ml (10,000 ppm) discoloration
2aunonl4bs:e;\do 5240 NA Slight swelhnq and no
[ 5 mg/ml (5,000 ppm) __degradation
10.0 mgler:"ll (10,000 ppm) i o s.ghm:‘t'i::d "
Doxorubicin Hydrochlonde, 2240 N/A Slight swelling and no
2.0 mg/mi (2,000 ppm) degradation
Eloncr:.' - ; =240 NJA Sllgh:’:;ggz%md no
mg/ 000 ppm n
Etoposide (Topesar), 2240 NIA Moderate sweling and
20.0 mg/ml (20,000 ppm) slight degradation
;gj dn;/r?r;:rz;SOOO ppm) >240 NA SIIQMQQW:::?;: e
Fluorouracil, >240 NIA Slight swelling and no
50.0 mg/ml {50,000 pprm) _degradation
Gemcitabine (Gemzar), 5240 N/A Slight swelling and no
38 mg/mi (38.000 ppm) degradation




Hebei Titans Hongsen Medical Technology Co., Ltd.

Page 6 of 6 ~ PN 140485

MINIMUM

STEADY STATE
TEST CHEMOTHERAPY DRUG AND | BREAKTHROUGH | “orou oare OTHER
CONCENTRATION DETECTION TIME | (sample 12,3 OBSERVATIONS
( (M::_j"‘;") (Hglcmiminute)
Idarubicin, Slight sweling and no
| 1 mg/ml (1,000 ppm) >240 g o ottt
Ifosfamide, 5240 NA Slight swelling and no
50.0 mg/ml (50,000 ppm) radation
Innotecan, +240 NIA Moderate swelling and
20.0 mg/ml (20,000 ppm) ne degradation
Mechlorethamine HCI, 240 N/A Slight swelling and no
1.0 mgiml (1,000ppm) degradation
Meiphalan, 2240 NIA Slight swelling and no
5 mg/ml (5,000 ppm) _degradation
Methotrexate, 2240 NIA Slight swelling and no
25 mg/ml, (25,000 ppm ) degradation
Mitomyein C, ight swelling and no
0.5 mgimi (500 ppen) o i N endaon
Mitoxantrone, 2240 N/A Sight swelling and no
2.0mg/mi (2,000ppm) degradation
Oxaliplatin, 240 N/A Sight swelling and no
2.0 mg/ml (2,000 ppm) degradation
Pachtaxel (Taxol), >240 N/A Moderate swelling and
6.0 mg/ml (86,000 ppm) slight degradation
Ritwdamab, 5240 N/A Shight swelling and no
10 mg/mi {10.000 ppm) degradation
Thiotepa, 381 16 Siight swelling and no
| 10.0 mg/mi (10,000 ppm) (51.2,36.1,45.6) (2.1,1.5.1.2) degradation
Trisenox, 240 N/A Shight swelling and no
0.1 mg/ml (100 ppm) degradation
Vincristine Sulfate, 240 N/A Slight swelling and no
1.0 mg/ml (1,000 ppm) degradation
Vinorelbine, 2240 N/A Slight swelling and no
10 mg/ml (10,000 ppm) deﬁradahon

Tiffany L. Heller
Assistant Manager
Phamaceutical Services

\.l

\

/

Y.

Ana C. Barbur, M.S,
Vice Presdent

Analytical & Chemical Services

AKRON RUBBER DEVELOPMENT LABORATORY, INC.




FDA CERTIFICATE OF FACILITY

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?rid=163704

FEI NUMBER: 3010582952

of Health & Human Services

Follow FDA | En Espaiiol
SEARCH

ADMINISTRATION

U.S. FOOD & DRUG

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing -
© FDAHome © Medical Devices @ Databases ol o

New Search Back To Search Results

Establishment:

HEBEI TITANS HONGSEN MEDICAL TECHNOLOGY CO._LTD
Eastern Industrial Accumulation Area,

Nangong

XingtarHeber, CN—051800
Registration Number: 3010582952
FEI Number*: 3010582952

Date Of Registration Status: 2020

Owner/Operator:

HEBEI TITANS HONGSEN MEDICAL TECHNOLOGY CO. LTD
Eastern Industrial Accumulation Area,

Nangong

Xingtai, Hebei CN 0513800

Owner/Operator Number: 10045284

Official Correspondent:

Jiao Lu

Eastern Industrial Accumulation Area,
Nangong

Xingtai, Hebei CN 051800

Phone: 086-17732-152991

US Agent:

JICHUN LU

3211 E7th St

Seventh Street House lic
Tulsa, OK US 74104
Phone: 918 6401480 Ext
Email: Hahaha689@Qaq.Com

* Firm Establishment Identifier (FEI) should be used for identification of entiies within the imports message set

Page Last Updated: 05/04/2020

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | 58737 | Tiéng Viét | 3+= 01 | Tagalog | Pycckuii | << | Kreyol Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B35 | —2
| English




Establishment Registration of Hebei Titans Hongsen Medical Technology:
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start search=1&showList=1&establishmentName
=hebei%20titans&regNum=~& StateName=& CountryName=&OwnerOperatorNumber=&OwnerOperatorName=& P
roductCode=&DeviceName=&ProprictaryName=&establishmentType=&PAGENUM=10&SortColumn=Establish
mentName20%25ASC&RegistrationNumber=3010582952

artment of Health & Human Services

Follow FDA | En Espafiol

(plY U.S. FOOD & DRUG I

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing

© FDAHome © Medical Devices ©® Databases ‘ o
1 result found for Establishment Registration
or Business Trade Name : hebei titans New Search
Establishment Registration or FEl Number :
3010582952

Establishment .
Name

Current

Registration Number Registration Yr

HEBEI TITANS HONGSEN
MEDICAL TECHNOLOGY CHINA 3010582952 2020
CO.LTD

Polymer Patient Examination Glove - Powder Free Nitrile Patient Examination Gloves, Blue
Color (Brand Name: Titanfine)

Contract Manufacturer; Manufacturer

» Surgeon's Gloves - Powder Free Latex Surgical Gloves, White Color (Brand Name: Titanfine) Confract Manufacturer; Manufacturer
» Surgeon's Gloves - Powder Free Nitrile Surgical Gloves, White Color (Brand Name: Titanfine) Contract Manufacturer; Manufacturer
» Polymer Patient Examination Glove - Powder Free Nitrile Gloves (Black); Powder Free Nitrile
Gloves (Cobalt Blue);, Powder Free Nitrile Gloves (Ice Blue), Powder Free Nitrile Gloves Contract Manufacturer; Manufacturer
(White)

Polymer Patient Examination Glove - POWDER FREE Blue Nitrile GLOVES Tested For Use
With Chemotherapy Drugs

Patient Examination Glove, Specialty - POWDER FREE Blue Nitrile GLOVES Tested For Use
With Chemotherapy Drugs

Polymer Patient Examination Glove - Polymer Patient Examination Glove Contract Manufacturer; Manufacturer

Polymer Patient Examination Glove - Powder Free Blue Nitrile Examination Gloves, Tested
For Use With Chemotherapy Drugs

Manufacturer

Manufacturer

Contract Manufacturer; Manufacturer
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For Use With Chemotherapy Drugs Contract Manufacturar; Man er

Face Mask (Except N35 Respirator) For General Public/Healthcare Personnel Per lie Manufackirer
Guidance - Face Mask



FDA CERTIFICATE WITH 510K REGISTRATION NUMBER
e Chemotherapy Gloves www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K181130

New Search Back To Search Results

Device Classification Name Patient Examination Glove, Specialty

510(K) Number K181130
Device Name Powder Free Blue Nitrile Examination Gloves, Tested For Use With Chemotherapy Drugs
Applicant Hebei Titans Hongsen Medical Technology Co., LTD.

Eastern Industrial Zone
Nangong, CN 051800

Applicant Contact Shaozhang Nan

Correspondent Beijing Believe-Med Technology Services Co., Lid.
Rm. 8912, Building #15, XiYueHui, No.5, YiHe North Rd.
FangShan District
Beijing, CN 102401

Correspondent Contact Ray Wang
Regulation Number 880.6250
Classification Product Code LZC
Subsequent Product Code  LZA

Date Received 04/30/2018

Decision Date 08/10/2018

Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hospital

510k Review Panel General Hospital

Summary Summary

Type Traditional

Reviewed By Third Party No

Combination Product No

Predicate Device: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=k163146
5. Predicate Device Identification

510(k) Number: K163146
Product Name: POWDER FREE Blue Nitrile GLOVES, Tested for Use with Chemotherapy Drugs
Manufacturer: HEBEI HONGSEN PLASTICS TECHNOLOGY CO., LTD.

New Search Back To Search Results

Device Classification Name Patient Examination Glove, Specialty

510(K) Number K163146
Device Name POWDER FREE Blue Nitrile GLOVES, Tested For Use With Chemotherapy Drugs
Applicant HEBEI HONGSEN PLASTICS TECHNOLOGY CO, LTD

ESTERN INDUSTRIAL ZONE
Nangong, CN 051800

Applicant Contact Shaozhang Nan

Correspondent BEIJING BELIEVE TECH. SERVICE CO., LTD.
5-1206, BUILD 332, DAFANGJU, NO.25 BANBIDIAN RD.,LIYUAN,
TONGZHOU DISTRICT
Beijing, CN 101121

Correspondent Contact Ray Wang

Regulation Number 880.6250

Classification Product Code LZC
Subsequent Product Code LZA

Date Received 11/09/2016

Decision Date 02/13/2017

Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hospital

510k Review Panel General Hospital

Summary Summary

Type Traditional

Reviewed By Third Party No
Combination Product No



« Powder Free Nitrile Patient Examination Gloves
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=k163553

Device Classification Name Polymer Patient Examination Glove

510(K) Number K163553
Device Name Powder Free Nitrile Patient Examination Gloves, Blue
Applicant HEBEI TITANS MEDICAL SUPPLY TECHNOLOGY GROUP. LTD.

EAST OF JINGQIANG COMMUNITY, DAQING ST, XINGTAI
Nangong, CN 051800

Applicant Contact Shaozhang Nan

Correspondent Beijing Believe Tech. Service Co., Ltd.
5-1206, Build 332, DaFangJu, No.25 BanBiDian Rd.,
TongZhou District

Beijing, CN
Correspondent Contact Ray Wang
Regulation Number 880.6250
Classification Product Code LZA
Date Received 12/18/2016
Decision Date 05/22/2017
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hospital
510k Review Panel General Hospital
Summary Summary
Type Traditional
Reviewed By Third Party No
Combination Product No

Predicate Device: Powder Free Nitrile Patient Examination Gloves
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=k131440

Device Classification Name Polymer Patient Examination Glove

510(K) Number K131440

Device Name POWDER FREE NITRILE PATIENT EXAMINATION GLOVES, BLUE

Applicant HEBEI HONGSEN PLASTICS TECHNOLOGY CO, LTD
5 CAREY STREET
Pennington, NJ 08534

Applicant Contact Charles Shen

Correspondent HEBEI HONGSEN PLASTICS TECHNOLOGY CO, LTD
5 CAREY STREET
Pennington, NJ 08534

Correspondent Contact Charles Shen

Regulation Number 880.6250

Classification Product Code LZA

Date Received 05/20/2013

Decision Date 09/25/2013

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty General Hospital

510k Review Panel General Hospital

Summary Summary

Type Traditional

Reviewed By Third Party No
Combination Product Yes



6.1 FDA 510K NO.: K181130: Powder Free Nitrile Examination Gloves, Tested for use
with Chemotherapy Drugs

72 B U.S. FOOD & DRUG

ADMINISTRATION

Hebei Titans Hongsen Medical Technology Co., LTD.

% Ray Wang

General Manager

Beijing Believe-Med Technology Services Co., Ltd.

Rm. 912, Building #15, XiYueHui, No.5, YiHe North Rd.
FangShan District

Beijing, 102401 Cn

Re: K181130
Trade/Device Name: Powder Free Blue Nitrile Examination Gloves, Tested for Use with
Chemotherapy Drugs
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: Class I
Product Code: LZA, LZC
Dated: July 16, 2018
Received: July 20,2018

Dear Ray Wang:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class I (Special Controls) or class IIT (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/CombinationProducts/GuidanceRegulatorylnformation/ucm597488.htm); good
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820)
for devices or current good manufacturing practices (21 CFR 4, Subpart A) for combination products; and, if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn
(http://www.fda.gov/Training/CDRHI earn). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

Clarence W. Murray lii lll -S

For Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: 06/30/2020
See PRA Statement below.

510(k) Number (if known)
K181130

Device Name

Powder Free Blue Nitrile Examination Gloves, Tested for Use with Chemotherapy Drugs

Indications for Use (Describe)

The Powder Free Blue Nitrile Examination Gloves, Tested for Use with Chemotherapy Drugs is a disposable device
intended for medical purposes that is worn on the examiner’s hands to prevent contamination between patient and

examiner.

The proposed device was tested for use with Chemotherapy Drugs as per ASTM D6978-05 Standard Practice for
Assessment of Medical Gloves to Permeation by Chemotherapy Drugs:
Chemotherapy Drug Permeation

The following chemicals have been tested with proposed device.

Chemotherapy Drug Concentration Breakthrough Detection Time in Minutes
Bleomycin 15 mg/ml (15,000 ppm) >240
Busulfan 6 mg/ml (6,000 ppm) >240
Carboplatin 10 mg/ml (10,000ppm) >240
Carmustine (BCNU) 3.3 mg/ml (3,300ppm) 8.5(12.7,13.4, 8.5)
Cisplatin 1.0 mg/ml (1,000ppm) >240
Cyclophosphamide(Cytoxan)  20.0 mg/ml (20,000ppm) >240
Cytarabine 100 mg/ml (100,000ppm) >240
Cytovene 10 mg/ml (10,000ppm) >240
Dacarbazine(DTIC) 10.0 mg/ml (10,000ppm) >240
Daunorubicin 5 mg/ml (5,000ppm) >240
Docetaxel 10.0 mg/ml(10,000ppm) >240
Doxorubicin Hydrochloride 2.0 mg/ml (2,000ppm) >240
Ellence 2 mg/ml (2,000ppm) >240
Etoposide(Toposar) 20.0 mg/ml(20,000ppm) >240
Fludarabine 25 mg/ml(25,000ppm) >240
Fluorouracil 50 mg/ml(50,000ppm) >240
Gemcitabine (Gemzar) 38 mg/ml(38,000ppm) >240
Idarubicin 1 mg/ml (1,000ppm) >240
Ifosfamide 50.0 mg/ml (50,000ppm) >240
Irinotecan 20.0 mg/ml (20,000ppm) >240
Mechlorethamine HCI 1.0 mg/ml (1,000ppm) >240
Melphalan 5 mg/ml (5,000ppm) >240
Methotrexate 25mg/ml (25,000ppm) >240
Mitomycin C 0.5 mg/ml (500 ppm) >240
Mitoxantrone 2.0 mg/ml(2,000ppm) >240
Oxaliplatin 2.0 mg/ml(2,000ppm) >240
Paclitaxel (Taxol) 6.0 mg/ml(6,000ppm) >240
Rituximab 10 mg/ml(10,000ppm) >240
Thiotepa 10.0 mg/ml (10,000ppm) 36.1(51.2,36.1,45.6)
Trisenox 0.1 mg/ml (100ppm) >240
Vincristine Sulfate 1.0 mg/ml (1,000ppm) >240
Vinorelbine 10 mg/ml(10,000ppm) >240

*Please note that the following drugs have low permeation times:
Carmustine (BCNU): 8.5 minutes and Thiotepa: 36.1 minutes

FORM FDA 3881 (7/17)

Page 1 of 2

PSC Publishing Services (301) 443-6740  EF

5-1



Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) X Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer

Paperwork Reduction Act (PRA) Staff

PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (7/17) Page 2 of 2

5-2



510(k) Summary

4. Proposed Device Identification

Trade Name: Powder Free Blue Nitrile Examination Gloves, Tested for Use with Chemotherapy

Drugs

Device Name: NITRILE Patient Examination Gloves (Powder Free)

Common Name: Patient Examination Gloves

Regulatory Information
Classification: I

Product Code: LZA, LZC

Regulation Number: 21 CFR 880.6250

Review Panel: General Hospital

Indication for Use:

The Powder Free Blue Nitrile Examination Gloves, Tested for Use with Chemotherapy Drugs is a

disposable device intended for medical purposes that is worn on the examiner’s hands to prevent

contamination between patient and examiner.

The proposed device was tested for use with Chemotherapy Drugs as per ASTM D6978-05 Standard
Practice for Assessment of Medical Gloves to Permeation by Chemotherapy Drugs:

Chemotherapy Drug Permeation

The following chemicals have been tested with proposed device.

Chemotherapy Drug
Detection Time in Minutes
Bleomycin

Busulfan

Carboplatin

Carmustine (BCNU)

Cisplatin
Cyclophosphamide(Cytoxan)
Cytarabine

Cytovene
Dacarbazine(DTIC)
Daunorubicin

Docetaxel

Doxorubicin Hydrochloride
Ellence

Etoposide(Toposar)
Fludarabine

Fluorouracil

Gemcitabine (Gemzar)
Idarubicin

Ifosfamide

Irinotecan

Concentration

15 mg/ml (15,000 ppm)
6 mg/ml (6,000 ppm)

10 mg/ml (10,000ppm)

3.3 mg/ml (3,300ppm)

1.0 mg/ml (1,000ppm)

20.0 mg/ml (20,000ppm)

100 mg/ml (100,000ppm)

10 mg/ml (10,000ppm)
10.0 mg/ml (10,000ppm)

5 mg/ml (5,000ppm)
10.0 mg/ml(10,000ppm)
2.0 mg/ml (2,000ppm)

2 mg/ml (2,000ppm)
20.0 mg/ml(20,000ppm)
25 mg/ml(25,000ppm)
50 mg/ml(50,000ppm)
38 mg/ml(38,000ppm)

1 mg/ml (1,000ppm)
50.0 mg/ml (50,000ppm)

20.0 mg/ml (20,000ppm)

Breakthrough Minutes

>240
>240
>240
85
(12.7,13.4,8.5)
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240

Page 2 of 7



510(k) Summary

Mechlorethamine HCI

Melphalan
Methotrexate
Mitomycin C
Mitoxantrone
Oxaliplatin
Paclitaxel (Taxol)
Rituximab

Thiotepa

Trisenox
Vincristine Sulfate

Vinorelbine

1.0 mg/ml (1,000ppm)
5 mg/ml (5,000ppm)
25mg/ml (25,000ppm)

0.5 mg/ml (500 ppm)
2.0 mg/ml(2,000ppm)
2.0 mg/ml(2,000ppm)
6.0 mg/ml(6,000ppm)
10 mg/ml(10,000ppm)

10.0 mg/ml (10,000ppm)

0.1 mg/ml (100ppm)
1.0 mg/ml (1,000ppm)
10 mg/ml(10,000ppm)

*Please note that the following drugs have low permeation times:
Carmustine (BCNU): 8.5 minutes and Thiotepa: 36.1 minutes

5. Predicate Device Identification

510(k) Number: K163146

>240
>240
>240
>240
>240
>240
>240
>240
36.1
(51.2,36.1,45.6)
>240
>240
>240

Product Name: POWDER FREE Blue Nitrile GLOVES, Tested for Use with Chemotherapy Drugs

Manufacturer: HEBEI HONGSEN PLASTICS TECHNOLOGY CO., LTD.

6. Device Description

The proposed device, Powder Free Blue Nitrile Examination Gloves, Tested for Use with

Chemotherapy Drugs is a disposable device intended for medical purposes that is worn on the

examiner’s hands to prevent contamination between patient and examiner.

The proposed device is a Powder Free Nitrile Patient Examination Glove that is available in multiple

sizes

The proposed device is provided non-sterile. The proposed device is made of Nitrile. The proposed

device acts as a barrier.

The proposed device was tested according to the following standards: ASTM D6319-10, ASTM
D5151-06, ASTM D6124-06, and ASTM D6978-05. These standards are identified in the following

section “Non-clinical test conclusion.

Page 3 of 7



510(k) Summary

7.

Technological Comparison Tables

Table 1 General Comparison

Item Proposed Device (K181130) Predicate Device (K163146) Remark
Product Code LZA, LZC LZA, LZC SAME
Regulation
21 CFR 880.6250 21 CFR 880.6250 SAME
Number
Class I 1 SAME
The Powder Free Blue Nitrile
o The POWDER FREE Blue
Examination Gloves, Tested o
. Nitrile GLOVES, Tested for
for Use with Chemotherapy .
. . . Use with Chemotherapy Drugs
Drugs is a disposable device | . . o
. ] is a disposable device intended
Intended use intended for medical purposes ] ] SAME
. . for medical purposes that is
that is worn on the examiner’s .
worn on the examiner’s hands
hands to prevent .
o to prevent contamination
contamination between . .
] . between patient and examiner.
patient and examiner.
Design Feature ambidextrous ambidextrous SAME
Single-use indication, powder | Single-use indication, powder
. free, device name, glove size free, device name, glove size
Labeling ] o ] o
. and quantity, Nitrile and quantity, Nitrile SAME
Information o L
Examination Gloves, Non- Examination Gloves, Non-
Sterile Sterile
Bleomycin, Busulfan,
Carboplatin, Carmustine
(BCNU), Cisplatin,
Cyclophosphamide(Cytoxan),
Cytarabine, Cytovene, Fluorouracil, Etoposide
Dacarbazine(DTIC) , (Toposar), Cyclophosphamid
Daunorubicin, Docetaxel, (Cytoxan), Carmustine
Doxorubicin, Hydrochloride, | (BCNU), Thiotepa, Paclitaxel
Chemotherapy Ellence, toposide(Toposar), (Taxol), Doxorubicin
Drug Fludarabine, Fluorouracil, Hydrochloride, Dacarbazine Different
ifferen
Permeation Gemcitabine (Gemzar), (DTIC), Cisplatin, Carboplatin,
Claim Idarubicin, Ifosfamide, Docetaxel, Ifosfamide,

Irinotecan, Mechlorethamine
HCI, Melphalan,
Methotrexate, Mitomycin C,
Mitoxantrone, Oxaliplatin,
Paclitaxel (Taxol), Rituximab,
Thiotepa, Trisenox,
Vincristine Sulfate,
Vinorelbine

Irinotecan, Mechlorethamine
HCL, Methotrexate,
Mitomycin C, Mitoxantrone,
Vincristine Sulfate
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Table 2 Device Dimensions Comparison

Proposed Device (K181130) Designati Size Tolerance
on XS S M L | XL
Length, | 230 | 230 | 230 | 230 | 230 min
mm
Width, 70 | 80 | 95 | 110 | 120 +10
mm
Thickness, mm:
Finger 0.07 +0.02
Palm 0.05 min
Cuff 0.05 +0.02
Predicate Device (K163146) Designati Size Tolerance
on XS | S M L | XL
Length, | 230 | 230 | 230 | 230 | 230 min
mm
Width, 70 | 80 | 95 | 110 | 120 +10
mm
Thickness, mm:
Finger 0.10 +0.03
Palm 0.08 +0.03
Cuff 0.06 +0.03
Remark Different
Table 3 Performance Comparison
Item Proposed Device (K181130) Predicate Device Remark
(K163146)
Colorant Blue Blue Similar
Tensile . .
15 Mpa, min 15 Mpa, min
Before Strength
Physical | Aging Ultimate . .
properties Elongation 500% min 500% min SAME
After Tensile . .
. 14 MPa, min 14 MPa, min
Aging Strength
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510(k) Summary

Ultimate . .
. 400% min 400% min
Elongation
. Comply with ASTM
Comply with ASTM D6319 SAME
D6319
. . Not detected, in
) Not detected, in accordance with .
Detection of Holes accordance with SAME
ASTM D5151
ASTM D5151
Max. 0.32 mg per .
Powder Content Max. 0.35 mg per glove Different
glove
Table 4 Safety Comparison
Proposed Device ) .
Item Predicate Device (k163146) Remark
(K181130)
Material Nitrile Nitrile SAME
Under the conditions .
o Under the conditions of the study,
Irritation of the study, not an .
o not an 1rritant
irritant
Under the conditions .
. s . Under the conditions of the study, o
Biocompatibility | Sensitization of the study, not a . Similar
.. not a sensitizer
sensitizer
. Under the conditions
In Vitro
o of the study, not /
Cytotoxicity .
cytotoxic

Different Analysis:

1. The proposed device has different chemotherapy drug permeation claim to the predicate device.

The chemotherapy drug permeation results for the proposed device meets the specifications of ASTM

D6978 except for Carmustine and Thiotepa.

2. The proposed device has different thickness specification to the predicate device, but all thickness of

proposed devices meets the specifications of ASTM D 6319.

3. The proposed device has different powder content to the predicate device, but all powder content of

proposed devices meets the specifications of ASTM D 6319.

8. Non-Clinical Test Conclusion

Bench tests were conducted to verify that the proposed device met all specifications. The test results

demonstrated that the proposed device complies with the following standards:

e ASTM D6319-10, Standard Specification for Nitrile Examination Gloves for Medical
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510(k) Summary

Application.

e ASTM D5151-06 (Reapproved 2011), Standard Test Method for Detection of Holes in
Medical Gloves.

e ASTM D6124-06 (Reaffirmation 2011), Standard Test Method for Residual Powder on
Medical Gloves.

e ASTM D6978-05 Standard Practice for Assessment of Medical Gloves to Permeation by
Chemotherapy Drugs

e ISO 2859-1:1999, “Sampling Procedures for Inspection by Attributes — Part I: Sampling
Plans Indexed by Acceptable Quality Level (AQL) for Lot-by-Lot Inspection.

e ISO 10993-10: 2010, Biological evaluation of medical devices - Part 10: Tests for irritation
and skin sensitization.

e ISO 10993-5:2009 Biological Evaluation of Medical Devices - Part 5: Tests For In Vitro
Cytotoxicity.

9. Clinical Test Conclusion

No clinical study is included in this submission.

10. Comparison Conclusion

The conclusions drawn from the nonclinical tests demonstrate that the proposed device is as safe, as
effective, and performs as well as or better than the legally marketed predicate device.
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6.2 FDA 510K NO.: K163553 Powder Free Nitrile Patient Examination Gloves, Blue

FRVICES
O >y,
» sy

: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

REALTH 4
< ‘4,

«v%ﬁ Food and Drug Administration

“avaza 10903 New Hampshire Avenue
Document Control Center - WO66-G609
Silver Spring, MD 20993-0002

Hebei Titans Medical Supply Technology Group.,ltd.

% Ray Wang

Official Correspondent

Beijing Believe Tech. Service Co., Ltd.

5-1206, Build 332, Dafangju, No.25 Banbidian Rd., Li Yuan, Tongzhou District
Beijing, BeiJing 101121 CN

Re: K163553
Trade/Device Name: Powder Free Nitrile Patient Examination Gloves, Blue
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: 1
Product Code: LZA
Dated: April 27,2017
Received: May 1, 2017

Dear Ray Wang:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class 111 (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR
Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in



Page 2 - Ray Wang

the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely,

Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: January 31, 2017
Indications for Use See PRA Statement below.

510(k) Number (if known)
K163553

Device Name
Powder Free Nitrile Patient Examination Gloves, Blue

Indications for Use (Describe)
The powder free nitrile patient examination glove is a disposable device intended for medical purposes that is worn on the
examiner’s hands to prevent contamination between patient and examiner.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [X] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443-6740  EF

41



Premarket Notification 510(k) Submission Tab #3 510(k) Summary

5. Predicate Device Identification

510(k) Number: K131440
Product Name: Powder free Patient Examination Gloves, Blue Color
Manufacturer: Hebei HongSen Plastics Technology Co., Ltd.

6. Device Description

The proposed device, Powder Free Nitrile Patient Examination Gloves is a disposable device
intended for medical purposes that is worn on the examiner’s hands to prevent contamination

between patient and examiner.

The proposed device is Powder Free Nitrile Patient Examination Gloves, and includes variations of
different size and color. The colors of proposed device is Blue.

The proposed device is not provided as sterilized
The proposed device is made of Nitrile.

7. Non-Clinical Test Conclusion

Bench tests were conducted to verify that the proposed device met all design specifications as
compared to the predicate device. The test results demonstrated that the proposed device complies
with the following standards:

ASTM D6319-10 (Reapproved 2015), Standard Specification for Nitrile Examination Gloves for
Medical Application.

ASTM D 5151-06 (Reapproved 2011), Standard Test Method for Detection of Holes in Medical
Gloves.

ASTM D6124-06 (Reaffirmation 2011), Standard Test Method for Residual Powder on Medical
Gloves.

ISO 2859-1:1999, “Sampling Procedures for Inspection by Attributes — Part I: Sampling Plans
Indexed by Acceptable Quality Level (AQL) for Lot-by-Lot Inspection.

ISO 10993-10: 2010, Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization.
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Premarket Notification 510(k) Submission

Tab #3 510(k) Summary

Substantially Equivalent Comparison Conclusion

Table I1I-1 General Comparison

Proposed Device Predicate Device (k13 1440) Powder free
ITEM Powder Free Nitrile Patient Examination Patient Examination Gloves, Remark
Gloves, Blue Blue Color
Product Code LZA LZA Same
Regulation No. 21 CFR 880.6250 21 CFR 880.6250 Same
Class 1 I Same
The Titan powder free nitrile patient
The powder free nitrile patient examination | examination glove, blue color, is a|
glove is a disposable device intended for disposable device intended for medical
Indication for
medical purposes that is worn on the purposes that is worn on the examiner’s Same
Use
examiner’s hands to prevent contamination hands or finger to prevent contamination|
between patient and examiner. between patient and examiner. It has blue
color and is sold as non-sterile.
Powdered or
Powdered free Powdered free Same
Powered free
Design Feature ambidextrous, smooth ambidextrous, smooth Same
Single-use indication, powder free, device Single-use indication, powder free, device
Labeling
name, glove size and quantity, Nitrile name, glove size and quantity, Nitrile Same
Information
Examination Gloves, Non-Sterile Examination Gloves, Non-Sterile
Table I1I-2 Device Dimensions Comparison
Proposed Device Size
Designation Tolerance
Powder Free Nitrile Patient Examination XS S M L XL
Gloves, Blue Length, mm | 230 230 230 230 230 min
Width, mm 70 80 95 110 120 +10
Thickness, mm:
Finger 0.10 +0.03
Palm 0.08 +0.03
Cuff 0.06 +0.03
Predicate Device (k131440) Size
Powder free Patient Examination Designation Tolerance
XS S M L XL | XXL
Gloves, Blue Color
Remark Different 1

3-3




Premarket Notification 510(k) Submission Tab #3 510(k) Summary

Different 1 analysis:

The proposed device has different size specification to the predicate device, and all specific size
specifications for the predicate are not available for comparison, but the predicate and proposed device
both meet the specifications of ASTM D 6319.

Table I1I-3 Performance Comparison

Proposed Device Predicate Device (k131440)
ITEM Powder Free Nitrile Patient Powder free Patient Examination Remark
Examination Gloves, Blue Gloves, Blue Color
Colorant Blue Blue Same
Tensile
15 MPa, Comply with ASTM D6319 Same
Before Strength
Aging Ultimate
500 % min Comply with ASTM D6319 Same
Elongation
Physical
Tensile
Properties 14 MPa Comply with ASTM D6319 Same
After Strength
Aging Ultimate
400 % min Comply with ASTM D6319 Same
Elongation
Comply with ASTM D6319 Comply with ASTM D6319 Same
Be free from holes when tested
Be free from holes when tested in
Freedom from Holes in accordance with ASTM Same
accordance with ASTM D5151
D5151
Meet the requirements of ASTM
Powder Content Max. 0.32 mg per glove Same
6319

Table I11-4Safety Comparison

Proposed Device Powder Predicate Device (k131440)
ITEM Free Nitrile Patient Powder free Patient Examination Remark
Examination Gloves, Blue Gloves, Blue Color
Material Nitrile Nitrile Same

Under the conditions of the study,
Irritation L
not an 1rritant
Biocompatibility Comply with ISO 10993-10 Same
Under conditions of the study, not a

Sensitization
sensitizer.
) Meets recommendations as outlined Meets recommendations as outlined
Label and Labeling ) ) ) ) Same
in the Glove Guidance Manual. in the Glove Guidance Manual.

Based on the comparison and analysis above, the proposed device is determined to be Substantially
Equivalent (SE) to the predicate device.



CE CERTIFICATE

Certificate No. AK 60090940

Certificate Holder:

Certificate
Number:

Order Number:

Certified Product:

Fulfilled
Standards:

Date of Issue:

Certificate Type:

Further Information

Hebei Titans Hongsen Medical
Technology Co., Ltd.

Eastern Industrial Zone
Nangong City, Xingtai City
051800 Hebei

China (Mainland)

AK 60090940

3091541

Gloves (medizinische Einmalhandschuhe)

Model Designation:
Titanfine

EN 455-1:2000
EN 455-3:2006

The standard(s) listed here reflect the status at the time of the
release of this certificate.

2013-12-19

Certificate of Conformity

The certificate of conformity (CoC) refers to the product specified in
the certificate. The certificate demonstrates that a product sample
was tested and evaluated at a specific time, and found to be in
conformity with the assessment requirements specified in the
certificate.

A CoC is relevant to importers and exporters to prove that products
comply with local regulations.

This certificate does not imply an assessment of the product's
production and does not permit the use of a TUV Rheinland test
mark.

¢ Request more information on Hebei Titans Hongsen Medical Technology Co., Ltd.
« All product certificates of Hebei Titans Hongsen Medical Technology Co., Ltd.
« All certified management systems of Hebei Titans Hongsen Medical Technology Co., Ltd.

Copyright ©2015 TUV Rheinland. All rights reserved.
Any utilization of this material - including the duplication on thereof - requires prior consent.



CE Technical Documentation Review Report

Applicant:

Report Number:

Examination intent:

Product(s):

Type(s)/Model(s):

Classification:

Examination period:

Date of expiry:

Review result:

TUV Rheinlane (China) Ltd.

Medical Services

Rev.01, 2002-10-10

Hebei Titans Hongsen Medical Technology Co., Ltd.
Eastern Industrial Zone, Nangong City, Xingtai City, 051800
Hebei, China

16804425.002

Examination the completeness of the Technical
Documentation according to the requirements of the Medical
Devices Directive 93/42/EEC Annex VI

Single-use Nitrile Patient Examination Gloves

Powder- free
(size: XS, S, M, L, XL)

Class |
(according to manufacturer’s declaration)

Aug.22.2018
Jan.28.2020

During the examination of the provided Technical
Documentation (No.: HS20180410, Revision: A, dated 2018-
04-12), no Non-compliance according to the requirements of
the Medical Devices Directive 93/42/EEC Annex VIl was
detected.

Unit 707, AVIC Bldg., No. 10B, Central Road, East 3rd Tel: (8610)6566 6660 Fax: (8610)6566 6667
Ring Road, Chaoyang District, Beijing, 100022, P.R.China e-mail: info@bij.chn tuv.com Intemet: http://www.chn tuv.com



TECHNICAL PRODUCT TESTING REPORTS

A_ TUVRheinland*

Precisely Right.

Business Stream Products
Certification Department

TUV Rhainland LGA Products GmbH - 80431 Nomberg Contact
Mr. Wenxin Lu Tel. +49 8911 655-5225

: . Mail servi v,
Hebei Hongsen Plastics SRR
Technology Co., Ltd. Date May 28, 2015

Eastern Industrial Accumulation Zon
051800 NANGONG CITY, HEBEI
CHINA

Application for : EG-Baumusterbescheinigung PSA
Certificate No. : BP 60101629 Sheet 0002

Device : Protective gloves
against chemicals acc. to EN 374/1:2003, EN 374/2:2014, EN 16523-1:2015
Type : TITANFINE REF HS6213, HS6214, HS6215, HS6216 & HS6217

Test requirement : see Certificate
Dear Mr. Lu,

A specimen cf above mentioned product has been tested and found
to be technically in compliance with § 20 and § 21 of the ProdSG
(= German Product Safety Law).

The certificate is issued with the reservation that the licence holder
applies all information required in § 6 of the ProdSG related tc name
of the manufacturer and, if need be, his authorized representative /
the importer including their respective addresses on the preduct, its
packing andfor the user's manual prior to marketing the product in the
European Economic Area.

Enclosed please find the certificate of approval
No. BP 60101629 0002.

TOUV Rheinland
Kind regards LGA Products GmbH
35 A Tillystralle 2
Certification body 90431 Nurnberg
( Tel. +48 911 855-5225
C . i/l Fax +49 911 655-5226
Mail service@de.tuv.com
Dipl.-Ing. C. Albrecht Web wvaw tuv comisafety
2 S Board of Management
Test sample: stored by warehouse Leipzig
Dipl.-Ing

Jbrg Mahler, Spokesman

Dipl.-Kfm.
Dr. Jérg Schidsser

Nlrnberg HRB 26013
UST-ID Nr.: DE 811835490



Produkte i i ®
b A TUVRheinland
Prifbericht-Nr.: 21231212_001 Auftrags-Nr.: 3137466 Seite 1 von 15
Test Report No.: Order No.: Page 1 of 15
Kunden-Referenz-Nr.: Ord. 1140017489 Auftragsdatum: 03.02.2015

Client Reference No.: Order date:

Auftraggeber: Hebei Hongsen Plastics Technology Co., Ltd.

Client: Eastern Industrial zone, Nangong City, Hebei, P.R. China
Priifgegenstand: Schutzhandschuhe / Protective gloves

Test itemn:

Bezeichnung / Typ-Nr.: Nitrilhandschuhe (12 inch, blau) / nitrile gloves (12 inches, blue)

Identification { Type No.:

TITANFINE REF HS6213, HS6214, HS6215, HS6216, HS6217

Auftrags-Inhalt:
Order content:

Baumusterprifung / EC Type Approval

Priifgrundlage:
Test specification:

EN 374-1:2003, EN 374-2:2003, EN 374-3:2003

Schutzhandschuhe gegen Chemikalien und Mikroorganismen
Protective gloves against chemicals and micro-organisms

Wareneingangsdatum: 23.02.2015
Date of receipt:
Prifmuster-Nr.: A*91054

Test sample No.:

Priifzeitraum: 27.02.2015 - 06.05.2015
Testing period:
Ort der Priifung: Prifstelle fur Textilien und

Place of testing:

PSA Leipzig

Priiflaboratorium:

TUV Rheinland LGA Products

Testing laboratory: GmbH
Priifergebnis™: Pass
Test result™:
gepriift von / teﬂe({by: kontrolliert von / rewewed by

Jo:- 67- K@g 5
07.05.2015 Ji Voigt / Saghverstéandige/Expert 07.05.2015 M. Sc tz/Sachverstan iger/Expert
Datum Naine / Stellung Unterschrift Datum Name / Stellung Unterschrift
Date Name / Position Signature Date Name / Position Signature
Sonstiges / Other:

Zustand des Priifgegenstandes bei Anlieferung:

Condition of the test item

Prifmuster vollstéandig und unbeschadigt

* Legende: 1= sehr gut

P(ass) = entspricht 0.g.

Legend: 1= very good

P(ass) = passed a.m. test specification(s}

at delivery: Test item complete and undamaged
2=gut 3 = befriedigend 4 = ausreichend 5 = mangelhaft
Prufgrundlage(n) F(ail) = entspricht nicht 0.g. Priffgrundiage(n) N/A = nicht anwendbar ~ N/T = nicht getestet
2 = good 3 = salisfactory 4 = sufficient 5 = poor

F(ail) = failed a.m. test specification(s) N/A = not applicable N/T = not tested

Dieser Priifbericht bezieht sich nur auf das o.g. Priiffmuster und darf ohne Genehmigung der Priifstelle nicht
auszugsweise vervielfaltigt werden. Dieser Bericht berechtigt nicht zur Verwendung eines Priifzeichens.
This test report only relates to the a. m. test sample. Without permission of the test center this test report is not permitted to be

e

duplicated in extracts. This test report does not entitle to carry any test mark.

TUV Rheinland LGA Products GmbH - Tillystrae 2 - D - 90431 Nurnberg - Tel.: +49 911 655 5225 - Fax: +49 911 655 5226

Mail: service@de.tuv.com * Web: www.tuv.com




Prociakte A TUVRheinland®

Priifbericht-Nr.: 21231212_001 Seite 2 von 15
Test Report No.: Page 20of 15

Liste der verwendeten Priifmittel
List of used test equipment

Prifmittel Prifmittel-Nr. / ID-Nr. Nachste Kalibrierung
Test equipment Equipment No. | ID-No. Next calibration
pH-Messgerat pH 340i 7440146 08/2015
pH meter pH 340i
Stahllineal GOST 427-56 7440161 01/2016
steel ruler GOST 427-56
Stite fur Fingerfertigkeit 7440197 11/2015
Pins for finger dexterity
Martindale-Scheuerpriifgerat Martindale 103 7440134 09/2015
Martindale Abrasion Tester Martindale 103
Handschuh Schnitt-Tester 3394/A Couptest 7440107 12/2015

Glove Cut-Tester 3394/A Couptest

Universalprifmaschine Inspekt Desk 10 7440191 03/2016

Multipurpose testing machine Inspekt Desk 10

Universalpriifmaschine Inspekt Desk 20 7440192 03/2016

Multipurpose testing machine Inspekt Desk 20

Luft-Leck-Prufung 7440196 05/2016

Air leakage Tester

Prifgerat zur Penetration Wasser 7440193 05/2016

Tester for penetration of water




i A TUVRheinland®

Prifbericht-Nr.: 21231212_001 Seite 3 von 15
Test Report No.: Page 3 of 15
Produktbeschreibung
Product description
1 | Produktdetails 5-Finger-Handschuh
Product details 5 finger gloves
2 |Artikel / Modell Nitrilhandschuhe (12 inch, blau) / nitrile gloves (12 inches, blue)
Article | Model TITANFINE REF HS6213, HS6214, HS6215, HS6216, HS6217
3 |GroRe / Lange XS, S, M, L, XL
Size / Length
4 |Leistungsstufen chemisch/ chemical mechanisch/ mechanical:
Felormarse.pvels ()  Ethyl acetate 0 1001

(K) NaOH 40% 6
(L) H>S04 96% 1

5 |Verwendete Materialien |Nitril / nitrile
Used materials

6 [Chargennr. -

Charge no.
7 |Sonstiges Vorhersehbare Verwendung wurde betrachtet. Zurzeit liegen fir das/die Produkt/e
Other weder Schutzklauselverfahren an, noch ist ein erhohtes Unfallaufkommen

bekannt.
Foreseeable use was considered. Currently neither a safeguard clause procedure
has been invoked nor is an increase in accidents known for this / these product

(s).
8 [Mitgeltende Dokumente | Prifbericht Permeation / Test report permeation
/ Prufberichte Bericht-Nr. / report nr.. AZ196659 (17.03.2015)
Further aplicable
documents / test reports

Nitrile glove, 12 inches, biue, powder free
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Priifbericht-Nr.: 21231212_001 Seite 4 von 15
Test Report No.: Page 4 of 15

Absatz EN 374-1:2003, EN 374-2:2003, EN 374-3:2003 Messergebnisse - Bemerkungen | Bewertung

Clause Anforderungen - Priifungen / Requirements - Tests Measuring results - Remarks | Evaluation

Der Originaltext wird nur auszugsweise wieder gegeben. Details sind dem Original-Dokument zu
entnehmen.
The original text is reproduced only in part. For details, be reffered to the original document.

EN 3744 Schutzhandschuhe gegen Chemikalien und Mikroorganismen Protective gloves against
1 chemicals and micro-organisms

1 Anwendungsbereich
Scope

EN 374 gilt in Verbindung mit EN 420
EN 374 should be used in conjunction with EN 420

EN 420 | Gestaltungsgrundsatze und Handschuhkonfektionierung — Allgemeines
4.1 Glove design and construction — General

- bei normalen Tatigkeiten Schutz auf der gegeben P
héchstm dglichen Leistungsstufe F

- minimale Zeit zum An-/ Ausziehen N/A

- gesamte Leistung nicht wesentlich herabgesetzt durch N/T
Nahte

o000

- in foreseeable conditions of use, protection at highest given
possible level

- minimal time for put onftake off

- overall not significantly decreased by seams

EN 420 | Widerstand des Handschuhmaterials gegen Wasserdurchdringung
4.2 Resistance of glove materials ti water penetration

wenn gefordert, muss der Widerstand des -—- P
Handschuhmaterials gegen Wasserdurchdringung nach F
folgenden Prifvorschriften gepriift werden: N/A
- Lederhandschuhe nach EN 344-1 N/T
- Textile Erzeugnisse nach EN 20811

OoxO0O

if required, the gloves materials where resistance to
water penetration have to tested according follow test
methode:

- leather gloves according to EN 344-1

- textile products according to EN 20811

EN 420 | Unschéadlichkeit von Schutzhandschuhen
43 Innocuousness of protective gloves

EN 420 | Allgemeines
4.3.1 General

- beim Gebrauch Schutz ohne gesundheitliche gegeben P
Schadigung F

- alle enthaltenen Substanzen, die bekannt sind, N/A
Allergien zu verursachen, sind anzugeben N/T

000X

- protection at use without harm to user given
- all substances contained which are known to cause
allergies are named
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Priifbericht-Nr.: 21231212_001 Seite 5 von 15
Test Report No.: Page 5 of 15
Absatz EN 374-1:2003, EN 374-2:2003, EN 374-3:2003 Messergebnisse - Bemerkungen | Bewertung
Clause Anforderungen - Priifungen / Requirements - Tests Measuring results - Remarks | Evaluation
Azo-Farbstoffe
Azo dye stuff
< 30 mg/kg — =] O
F (|
nach / according to: 1907/2006/EU N/A
N/T O
EN 420 | Bestimmung des pH-Wertes
4.3.2 Determination of pH-value
Der pH-Wert fur Handschuhe muss gréRer als 3,5 und pH-Wert P
kleiner als 9,5 sein. pH- value F |
Innenhand 6,8 N/A =
The pH value for all gloves shall be greaterthan 3,5 and Palm N/T =]
less than 9,5.
EN 420 | Bestimmung des Chrom(VI)-Gehaltes
4.3.3 Determination of chromium (VI) content
Der Chrom(VI1)-Gehalt von Handschuhen, die Leder - P [
enthalten, darf bei der Bestimmung nach dem Prif- F |
verfahren nach EN ISO 17075:2007 3,0 mg/kg nicht N/A
Uberschreiten. Enthalt der Handschuh verschiedene N/T O
Arten von Leder, muss jede Leder Art, unabhéngig
davon, ob sie mit der Haut in Bertthrung kommt oder
nicht, separat gepriift werden und die vorgenannte
Anforderung erflllen.
The quantity of Chromium VI in gloves containing leather
shall not exceed 3,0 mg/kg when determined according
to the test method described in EN ISO 17075:2007. If
the glove includes different types of leather, whether in
contact with the skin or not, each leather type shall be
tested separately and comply with the above
requirement.
EN 420 | Bestimmung des Protein Gehaltes
4.3.4 Determination of extractable protein content
Schutzhandschuhe aus Naturkautschuk miissen - P O
hinsichtlich ihres extrahierbaren Proteingehalts die in F B |
EN 455-3 festgelegten Anforderungen erfiillen. N/A
Naturkautschuk: Lowry- Priifmethode N/T O
so gering wie vernunftigerweise praktikabel (ALARP)
Natural rubber gloves shall be submitted to requirements
stated in EN 455-3 on extractable protein content.
natural rubber: latex Lowry- test method
as low as reasonably practicable (ALARP)
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EN 420 | Reinigung
4.4 Cleaning

Sofern Pflegeanweisungen angegeben sind, sind die in - P
den spezifischen Normen aufgefiuhrten relevanten =
Prifungen an den Handschuhen durchzufihren, bevor N/A
und nachdem sie der héchsten empfohlenen Anzahl von N/T
Reinigungen unterzogen worden sind. Die Leistungs-
stufen diirfen durch die empfohlene Anzahl der
Reinigungen nicht negativ beeinflusst werden.

oxO0O

If care instructions are provided, the relevant tests of the
specific standards shall be performed on the gloves,
before and after they have been subjected to the
maximum recommended number of cleaning cycles. The
levels of performance shall not be negatively affected
throughout the recommended number of cycles.

EN 420 | Elektrostatische Eigenschaften
4.5 Electrostatic properties

wenn erforderich/ if required: - P
Das Prifergebnis muss in den Herstellerinformationen F
angegeben werden zusammen mit den Informationen N/A
nach 7.3.11. Es durfen keine Piktogramme fur N/T
elektrostatische Eigenschaften verwendet werden.

OoxO0O

The test result shall be reported in the information
supplied by the manufacturer accompanied by the
information stated in 7.3.11. Electrostatic pictograms
shall not be used for this property.

EN 420 | Komfort und Leistungsfahigkeit
5 Comfort and efficiency

EN 420 | GroRen
5.1 Sizing

EN 420 | GroRen und MaRe der Handschuhe
51.2 Sizes and measurements of glove

Tab. 2, | [Hand- Handumfang | Hand- | Mindestldnge des GroRe Handschuhlénge P
Tab. 3 schuh- | Hand circumA lange | Handschuhs Size Glove length F
groBe | ference Hand | Minimum length of] [mm] N/A
Glove [mm] length | glove 298 N/T
size [mm] [mm] 300
6 152 160 220 301
7 178 171 230 299
8 203 182 240 305
9 229 192 250 -
10 254 204 260
11 279 215 270

O00X

e (= Lo ol RN (o)

N N
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EN 420 | Handschuhe fur besondere Anwendungen
513 Gloves for special applications
fur den speziellen Zweck passend - P O
(eindeutig angegeben in der Gebrauchanweisung) = (]
N/A
fit for special purpose N/T O
(clearly stated in instruction for use)
EN 420 | Beweglichkeit
5.2 Dexterity
Tab. 4 Leistungsstufe | geringster Durchmesser des Stites | | Prufstift/ pin: S mm P
Performance smallest diameter of pin F 0
level [mm] N/A .
1 1 N/T O
2 i Stufe /
3 8
2 6.5 Level 5
5 5
EN 420 | Wasserdampfdurchlassigkeit (WDD) und Wasserdampfaufnahme (WDA)
53 Water vapour transmission (WV'T) and Water vapour absormption (WVA)
EN 420 | sofem durchfilhrbar, missen Schutzhandschuhe -— P |
5.3.1 wasserdampfdurchlassig sein F O
sofem gefordert: WDD > 5 mg/ (cm?h) N/A
N/T O
protective gloves shall allow water vapour transmission.
if required: WVT: >5 mg/ (cm2.h)
EN 420 | wenn die Schutzstufe eine Wasserdampfdurchlassigkeit | --- P O
53.2 verhindert oder ausschlief3t, sollte dennoch der Effekt F 5]
des Schwitzens so viel wie méglich reduziert sein N/A
falls gefordert: WDA: > 8 mg/cm? fiir 8 h N/T O
where protection level inhibits or excludes water vapour
transmission, effect of perspiration has to be reduced
if required: WVA: > 8 mg/ecm? for 8 h
2 Normative Verweisungen
Normative references
3 Begriffe
Terms and definition
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4 Priifverfahren

Method of testing

Ausfuhrliche Prifverfahren werden in folgenden Teilen dieser Norm angegeben / detailed test methods
will be found in the following parts of this standard:

Penetration EN 374-2 / Penetration EN 374-2
Permeation EN 374-3 / Permeation EN 374-3
5 Anforderungen
Performance requirements
5.1 Kleinste flissigkeitsundurchdringliche Lange P O
Minimum liquid proof length F ]
N/A (X1
N/T [
5.2 Penetration
penetration
5.21 Handschuhe miissen dicht sein bei der Priifung nach den in den entsprechenden Abschnitten der

EN 374-2 angegebenen Prifverfahren und beide Priifungen miissen bestanden werden nach den
Kriterien in den entsprechenden Abschnitten der EN 374-2. Sollte eine Prifung nicht durchfihrbar sein,
muss der Grund angegeben werden.

Gloves shall not leak when tested according to the test methods in EN 374-2 (5.2 and 5.3) and both
test shall be passed according to the criteria in the relevant clauses of EN 374-2. If one test proves
unsuitable, the reason shall be reported.

522 Ein Handschuh wird als bestandig gegen Mikroorganismen angesehen, wenn er mindestens der
Stufe 2 bei der Priifung gegen Penetration nach Anhang A der EN 374-2 entspricht.
A glove shall be considered as micro-organism resistant when it conforms to at least level 2 of the
penetration test of annex A of EN 374-2.

Tab. A1 Annehmbare gepriifte Menge/ P
Leistungsstufe /| Qualitatsrenzlage/ | Prifniveau / tested quantity: F O
performance acceptable quality Inspection 10 Stiick/pieces N/A - O
level level unit levels akzeptierte Fehler/ NT O
Niveau / level 3 < 0,65 G1 accepted defects:

Niveau / level 2 <15 G1 0 Stick/pieces
Niveau / level 1 <40 S4

Luft-Leck-Prufung / Air leakage

Wasser-Leck-Priifung / Water leakage

Luft-Leck-Priifung / Air leakage

dicht/ not | undicht/
leaking leaking |
10 0

Wasser-Leck-Priifung / Water
leakage

dicht/ not | undicht/
leaking leaking
10 0
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53 Permeation
Permeation
5.3.1 Bezogen auf die Durchbruchzeit wird jede Kombination Schutzhandschuh/Prifchemikalie in Klassen
eingeteilt, die fir jede einzelne Chemikalie gelten, bei der die Permeation durch den Handschuh
verhindert wird (siehe Tabelle 1). — Prifung gemaR EN 374-3
Each combination protective glove/ftest chemical is classified, in terms of breakthrough time, according
to each individual chemical for which the glove resists permeation (see table 1). —testing in acc. to
EN 374
532 Ein Handschuh wird als bestandig gegen Chemikalien angesehen, wenn ein Schutzindex von
mindestens Klasse 2 bei drei Priifchemikalien nach Anhang A erhalten wird.
A glove shall have at least a permeation performance level 2 when tested against three chemicals
taken from the list of test chemicals in annex A.
Anhang A/ Kennbuchstabe| Priifchemikalien
Annex A Code letter | Chemical
A Methanol / Methanol
B Aceton / Acetone
C Acetonitril / Acetonitrile
D Dichloromethan / Dichloromethane
E Kohlenstoffdisulfid / Carbon disulphide
F Toluol / Toluene
G Diethylamin / Diethylamine
H Tetrahydrofuran / Tetrahydrofurane
| Ethylacetat / Ethyl acetate
J n-Heptan / n-Heptane
K Natriumhydroxid 40 % / Sodium hydroxide 40 %
L Schwefelsdure 96 % / Sulphuric acid 96 %
Tab. 1 Durchbruchzeit / Schutzindex / 3 _ | B
Measured breakthroug time | Permeation perfomance || Pruf- Durchbruchzeit /|| F .
[min] level chemikalie / bMea-;Ufedh N/A =
> 10 Klasse / class 1 Chemical ma:fm? a N/T O
> 30 Klasse / class 2 [min]
> 60 Klasse / class 3
>120 Klasse / class 4 Ethyl acetate 0
> 240 Klasse / class 5 Level 0
> 480 Klasse / class 6
NaOH 40% >480 Level 6
H.S04 96% 22 Lavial
Schutz gegen geringe
chemische Risiken/
protection against low
chemical risks
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54 Mechanische Kennwerte

Mechanical characteristics

Fir jedes Handschuhmodell, das fiur den Einsatz zum Schutz gegen Chemikalien und/oder
Mikroorganismen empfohlen wird, miissen Angaben zu folgenden mechanischen Prifungen getroffen
werden

For each glove style recommended for use against chemicals and/or micro-organisms the obtained
performance level shall be reported in the instructions supplied by the manufacturer for the following
mechanical tests:

Abriebfestigkeit / Abrasion resistance;
Schnittfestigkeit / Blade cut resistance;
WeiterreiRfestigkeit / Tearing resistance;
Durchstichfestigkeit / Puncture resistance

nach den in EN 388 beschriebenen Prufverfahren
according to the test methods described in EN 388.

EN 388 | Abriebfestigkeit

6.1 Abrasion resistance
Tab. 1 | ["Leistungsstufe Abriebfestigkeit [Zyklen] | | Durchbruch bei ca. [Zyklen] P
Performance level Abrasion [cycles] Breaktrough at about [cycles] | F .
1 100 s =
> 500 1. Lage / layer | 2. Lage / layer | NIT O
3 2000 100-500 ---
500-2000 -
- Boop 500-2000 -
Schleifpapier / abrasive paper: 500-2000 R
Klingspor PL31B Gritt 180
niedrigster Wert zur
Klassifizierung / lowest value
for classification: Stufe /
100 level 1
EN 388 | Schnittfestigkeit
6.2 Blade cut resistance
Tab. 1 Leistungsstufe Schnittfestigkeit [Faktor] . P .
Performance level Blade cut resistance [Factor] Indexi: 1,1 1,1 F .
1 12 1.1 1,1 N/A
> 55 1.1 14 N/T O
7 11 1.1
3 5,0 ’ :
4 10,0 1.1 1.1
5 20’0 Index I: 1,1 1,1
niedrigster Index | zur
Klassifizierung / lowest Index |
for classification: Stufe /
1.4 level 0
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EN 388 | WeiterreiRfestigkeit
6.3 Tear resistance
Tab. 1 | [Teistungsstufe WeiterreiRfestigkeit [N] Einzelwerte [N] P O
Performance level Tear resistance [N] Several values [N] F L
1 10 N/A (x]
> 55 1. Lage / layer | 2. Lage / layer | NIT  [J
3 50 1,78 -
1,97 -
4 75 3
1,92 —
1,67 ---
niedrigster Wert zur
Klassifizierung / lowest value
for classification: Stufe /
167N | level0
EN 388 | Durchstichfestigkeit
6.4 Puncture resistance
Tab. 1 Leistungsstufe Durchstichfestigkeit [N] . P &I
Performance level Puncture resistance [N] Einzelwerte [N] 3 .
1 20 several values [N] NA O
2 80 21,22 27,88 N/T O
3 100 26,88 26,20
4 150
niedrigster Wert zur
Klassifizierung / lowest value
for classification: Stufe /
21,22 N | level 1
6 Kennzeichnung
Marking

Die Kennzeichnung von Schutzhandschuhen muss in Ubereinstimmung mit dem entsprechenden
Abschnitt in EN 420 erfolgen, sowie dem entsprechenden Piktogramm und der Nummer der EN 374.

The marking of protective gloves shall be in accordance with the relevant clause in EN 420. The
appropriate pictogram shall be used together with number of EN 374.

EN 420 | Kennzeichnung und Information — Allgemeines

7.1 Marking and Information — General
Alle Angaben miissen prazise und umfassend sein und gegeben P X
mindestens in der offizielle Sprache des Bestimmungs- F ]
landes. N/A O
N/T |

All details have to be precise and in official language of | given
country of destination.
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EN 420 | Kennzeichnung und Information — Kennzeichnung
7.2 Marking and Information — Marking
EN 420 | Jeder Schutzhandschuh muss mit folgenden Angaben Diese Information befindet sich | P
7.2:1 gekennzeichnet sein: auf Verpackung F [
- Name, Handelsmarke oder andere Erkennungs- Hebei Hongsen Plastics N/A O
merkmale des Herstellers oder seines Reprasentanten | Technology Co., Ltd. N/T O
- Handschuhbezeichnung (Handelsname oder Code, der | Titanfine REF HS6213,
dem Anwender die eindeutige Identifizierung des HS6214, HS6215, HS6216,
Produkts innerhalb des Sortiments des Herstellers oder | HS6217
bevollmachtigten Reprasentanten erlaubt)
- GroRenbezeichnung zB.M
- Kennzeichnung mit Verfallsdatum Platzhalter gegeben
- das Piktogramm mit der Nummer der Norm und die gegeben
Leistungsstufen
Each protective glove shall be marked with the following | This information is available on
information: the packing
- Name, trade mark or other means of identification Hebei Hongsen Plastics
of manufacturer or his authorized repre sentative Technology Co., Ltd.
- Glove designation (commercial name or code Titanfine REF HS6213,
allowing the user to identify clearly the product within HS6214, HS6215, HS6216,
the manufacturer's/authorized representative's range) HS6217
- Size designation eg M
- Marking with date of obsolescence placeholder given
- Pictogram with number of standard and performance given
levels
fur Schutzhandschuhe, die die Anforderungen an - 5 O
Penetration und Permeation erfiillen — Piktogramm fur F O
chemische Gefahren N/A
N/T O
for gloves complying to the requirements for penetration
and permeation — chemical pictogram:
ADF
oder/or gegeben P
F O
fur Schutzhandschuhe, die nur die Anforderungen an die N/A (]
Penetration erfilllen — Piktogramm fiir wasserfeste N/T |
Schutzhandschuhe und geringen Schutz gegen
chemische Gefahren / for gloves complying tot he given

requirement for penetration — pictrogram for waterproof
gloves with low chemical protection

\jgen
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EN 420 | Kennzeichnung und Information — Kennzeichnung der Verpackung
7.22 Marking and Information — Marking of Packaging
Jede kleinste Verpackungseinheit, welche den P X
Handschuh unmittelbar enthélt, muss eindeutig mit den F |
nachfolgenden Angaben gekennzeichnet sein: N/A [
- Name und volle Anschrift des Herstellers oder seines | Hebei Hongsen Plastics N/T O

autorisierten Reprasentanten

- Handschuhbezeichnung (Handelsname oder Code,
der dem Anwender die eindeutige Identifizierung des
Produkts innerhalb des Sortiments des Herstellers
oder bevolimachtigten Reprasentanten erlaubt)

- GroRenbezeichnung

- Kennzeichnung mit Verfallsdatum

- Hinweis, wo die Information des Herstellers zu
erhalten ist

- bei einfachen Handschuhen der Hinweis, ,Nur bei
minimalen Gefahren® o. a.

- das Piktogramm mit der Nummer der Norm und die
Leistungsstufen

- CE-Zeichen gemaf Richtlinie 89/686/EWG

Each packaging enclosure that immediately contains the
gloves shall be clearly marked with the following:
- Name, trade mark or other means of identification
of manufacturer or his authorized representative
- Glove designation (commercial name or code
allowing the user to identify clearly the product within
the manufacturer's/authorized representative's range)
- Size designation
- Marking with date of obsolescence
- Note where the information of the manufacturer is to
obtain
- for simle gloves note “Only for minimal risks” etc.
- Pictogram with number of standard and performance
levels
- CE-mark in accordance to Directive 89/686/EEC

Technology Co., Ltd.
Titanfine REF HS6213,
HS6214, HS6215, HS6216,
HS6217

zB.M
Platzhalter gegeben
gegeben

N/A
gegeben

gegeben

Hebei Hongsen Plastics
Technology Co., Ltd.
Titanfine REF HS6213,
HS6214, HS6215, HS6216,
HS6217

eg M

placeholder given

gegeben

N/A
given

given
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7 Information des Herstellers

Information supplied by the manufacturer

defined in EN 420.

Informationen des Herstellers miissen den Anforderungen in EN 420 entsprechen.

The information supplied by the manufacturer shall be in accordance with the requirements for information as

EN 420 | Folgende Mindestinformationen miissen beigeflgt

7.3 werden:

- Name und volle Anschrift des Herstellers oder
seines autorisierten Reprasentanten

- Artikelbezeichnung, Code oder Nr.

- Informationen Uber verfugbare GréRen

- EN 374: 2003 und/ oder EN 388:2003, mit
Piktogramm und Leistungsstufen

- falls erforderlich, Verfallsdatum

- Informationen, wenn der Schutz nur flir Teile der
PSA gewahrleistet ist

- mogliche Probleme

- Gebrauchsanweisung, auch beim Gebrauch mit
anderen PSA

- Pflegekennzeichnung

The following minimum information shall be supplied:
- Name and full address of manufacturer or his
authorized representative
- Glove designation

- Information on available size range

- Reference to EN 374:2003 or/ and EN 388:2003
pictogram with performance levels

- if the expected shelf-life of the gloves is reduced by
aging, the expiration date have to be added

- if protection is only given, for part of gloves,
information have to be added

- possible problems

- instruction for use for gloves and also for use with
combination of other PPE

- care label

Hebei Hongsen Plastics
Technology Co., Ltd.
Titanfine REF HS6213,
HS6214, HS6215, HS6216,
HS6217

gegeben

gegeben

gegeben
N/A

gegeben
N/A

N/A

Hebei Hongsen Plastics
Technology Co., Ltd.
Titanfine REF HS6213,
HS6214, HS6215, HS6216,
HS6217

given

given

given
N/A

given
N/A

N/A

N/A
N/T

000X
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Zusatzinformationen: P
- Einzelheiten zu besonderen Priifungen, die unter N/A F ]
anderen klimatischen Bedingungen durchgefihrt N/A O
wurden, miissen angegeben werden N/T O

- falls zutreffend muss darauf hingewiesen werden, N/A

dass die Gesamtklassifizierung bei Handschuhen mit
zwei oder mehreren nicht miteinander verbundenen
Lagen nicht notwendigerweise die Leistungsfahigkeit
der duRersten Lage wiedergibt

- Ein Warnhinweis muss enthalten sein, dass in Fallen, gegeben
bei denen ein Risiko besteht, sich in bewegten
Maschinenteilen zu verfangen, keine Handschuhe
getragen werden sollten

- Es muss eine Aufstellung tber die gepriften Chemikalien| gegeben
und den entsprechenden Schutzindex fur die gepriften
Chemikalien und den entsprechenden Schutzindex fur
die Permeationspriifung enthalten sein.

Ist diese Liste nur ein Teil der verfugbaren Information,
so muss dies deutlich hervorgehoben und ein Verweis
auf weitere Informationsquellen gemacht werden, z. B.
Broschiren, Telefon- oder Faxnummern oder
Internetseiten usw.

- Die Informationen miissen einen Warnhinweis enthalten, | gegeben
dass durch die Angabe des Schutzindexes keine
Aussage gemacht wird Gber die tatsachliche Schutzdauer
am Arbeitsplatz, da weitere Faktoren wie Temperatur,
Abrieb usw. die Gebrauchstauglichkeit beeinflussen.

- Die Leistungsstufe und die annehmbare N/A
Qualitatsgrenzlage (AQL) fur die Prifung der
Penetration in der Produktion sind anzugeben.

Additional information:

- details of any special tests carried out in a different N/A
environment shall be given
- if relevant, note that for gloves with two or more N/A

non-bonded layers overall classification does not
necessarily reflect the performance of the
outermost layer

- users should be warned that gloves should not be given
worn when there is a risk of entanglement by moving
parts of machines

- shall include the list of chemicals to which the gloves given

have been tested and the performance levels obtained
in permeation testing. If this list represents only a section
of the available information, then this shall be clearly
stated and the reference to where additional information
can be obtained shall be mentioned, e.g.

separate brochure, telephone or fax no., website etc.

- Besides the information provided, a waming shall be given
added that this information does not reflect the actual
duration of protection in the workplace due to other
factors influencing the performance, such as
temperature, abrasion, degradation etc.

- The level of performance and associated AQL for N/A
penetration production control shall be reported.
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