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PRODUCT DESCRIPTION

THEEBFE

Nitrile gloves

100% T BEEER, AR NMER R AR 8Lia .,
100% Latex Free, No allergy.

SEUENIFRIES] . TIAESERE . L FIEeE

More exceeding feature of puncture-resistance, anti-bacteria’s penetration,
chemical-proof.

FETFA, REKE, REERE. FR, FETE.

Durable & Flexible, Surface-textured, Soft feeling, Comfortable donning.
#LMOEETFE. #E.

Tapered cuff is easy for donning and operating.

TE. £F. TR, BT, TZ%i#. FRFH. FEBHE. BRIERAE.

Nontoxic, Harmless and Odorless. Choiceness Formula, Advanced Technology,
Soft Feel, Comfortable, Skid Resistance and Flexible.

BERATETRE. I 28 PESFZHE.

The products are widely used in fields of medical examination, dentistry, first-aid,
healthcare, etc.

frirttee. PN, MTARTFE.
Better protection and physical property, better than latex gloves.

TMFEXABHRNTN IZ, hirERE.

Powder free gloves adopt special production technology, offering better protection.

© KBA—RMERFE.

* The products are disposable gloves.

BEAX BREFEK

Packing: According to customers’ requirements
mif T, BB =8

Types: Powder Free, White and Blue.
BlS. XS5 S5 M3 L5 XL=

Size: XS, S, M, L, XL
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PRODUCT Pictures
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AFRUEFEEHZR
Qualification Certificate List

1. By sfRB EIEAFREN ISO13485(EH. I1ISO001 B EEARIESH

Medical Device Quality Management System EN ISO 13485 Certificate,ISO 9001

Quality Management System Certificate

2. ENE—XETrSmMEREIL

China Medical Device Filing Certificate for Class |

3. FDAFHHMER

FDA Registration Information

4. MEENIHIR &

PerformanceTest Report

5. MBEETHMCEIES (DOC, HANXMHIEHRE)
EUMedical DeviceCE Certificate (DOC, Technical Documentation ReviewReport
6. ~mAEE(EV)

Product Specification(EU)

7. EN455Ji3R &

EN455 test report

8. BRIFE(EU)

Package Labeling (EU)
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January 17, 2013

Hongye Plastic Products Company, Limited
C/O Ms. Kathy Liu

Project Manager

Surprotect, incorporated

3973 Schacfer Avenue

CHINO CA 91710

Re: K122408
Trade/Device Name: Powder Free Nitrile Examination Gloves (Black, White, Green)
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: 1
Product Code: LZA
Dated: November 26, 2012
Received: November 27, 2012

Dear Ms. Liu:

We have reviewed your Section 510(k) premarket notification of intent to macket 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 intersiate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendmeats, 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 agsinst misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device jabeling must be truthful and not misleading.

If your device is classified (see above) into either ¢lass II (Special Controls) or class I (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 concemning your device in the Federal Register, |

A, UOO0O0OO OO0
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Page 2 - Ms. Liu

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made & determination that your device complies with other requirements of the Act
o any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, buz not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse cvents) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulstion (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections §31-542 of the Act); 21 CFR 1000-1050.

Hmdunmiﬁcdvmfarmdﬂvmonouhbelmlmulmmmmmum
g0 to hth da.pov/Abou e L 309, tm
nnCmmfoermmtudnlogmlHuldu(CDRHuOﬁ{e:ofComplm Also, pluu
note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part

807.97). For questions regarding the reporting of sdverse events under the MDR regulation (21
CFRPINOOSJ pleuegoh

lt.htm for the CORH's Office

ity v o g e e ey

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(m)csml 0‘I‘(30[) 796-7100mmuhumﬂm

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and
Dental Device
Office of Device Evaluation
Center for Devices and
Radiological Health

A, UOO0O0OO OO0
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Hongye Plastic Prodocts Co., Ltd
Donggso Industrial Zooe Zanbusng, Hebei, China 050000

INDICATION FOR USE

ssommmmw_ﬂa.im_

DBVI(BNM

INDICATIONS FOR USE:

A patient examination glove is disposable non-sterile device inteaded for medical
purpose that is worn on the examiner’s hand or finger to prevent contamination

between patient and examiner.
Prescription Use ANDVOR  Over-The-Couwnter-Use ___ v .
(Part 21 CFR 801 Subpart D) (21CFR 801Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED,)

Elizabeth verie__
2013.01.16 798 T PRUG " - e iR

Page 1 ot
m J—

infection Control, Demal Devicas

stopg wember:__JC 122408
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Shijiazhuang Hongray Group Co., Ltd.
South Tongda Rd., East Dist. Jinzhou City,Hebei , 052260,China

Performance Testing

The Standards used for production of Powder Free Nitrile Examination Gloves (Blue) are
mainly based on ASTM D6319-19. In accordance with physical requirements established
by ASTM standard, the following are the physical requirements and dimensional testing

results:
. Inspection
gﬁchnologlqal StandarqI/Test/FDA Level and Result Summary | Conclusion
aracteristics Guidance AQL
. XS: 230-238mm
Lengh | oo forsize S: 234-242mm
. S-2, AQL4.0 M: 230-242mm Pass
(mm) 230mm for size L: 238-244mm
M-XL minimum '
XL: 232-241 mm
XS:70£10 77-78mm
. S:80+10 86-88 mm
mﬂg;‘ M: 95+10 S-2, AQL4.0 96 -98mm Pass
L:110+10 108-110 mm
XL:120+10 116-117 mm
Palm
Thickness 0.05mm minimum | S-2, AQL4.0 0.05-0.06mm Pass
(mm)
Finger
Thickness 0.05mm minimum | S-2, AQL4.0 0.06-0.07mm Pass
(mm)
Tensile Strength (Mpa)
Before aging 14Mpa minimum S-2, AQL4.0 15.7-19.9Mpa Pass
After aging 14Mpa minimum ' ' 15.2-18.6Mpa Pass
Ultimate Elongation (%)
Before aging 500% minimum 500-550% Pass
After aging 400% minimum__| 52 AQL40 430-530% Pass
Freedom from 07125, meet
holes AQL 25 G-1,AQL2.5 | AQL25 Pass
requirements
Residual Not more than 2mg N=5 0.58mg Pass
Powder per glove

The detailed testing report of the gloves is attached herein.
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Shijiazhuang Hongray Group Co., Ltd.
South Tongda Rd., East Dist. Jinzhou City,Hebei , 052260,China

Pinhole Testing results and conclusion:

Sequential Cumulative #
S(lm le Defects locations devoted by “O’ and type Defects/
b (V=Visual Defect, I=Immediate Leak, 2= Two Minute Leak) Cumulative #
Run
Gloves tested
Round # Gloves # Gloves # Gloves # Gloves # Gloves #
0/125
Round # Gloves # Gloves # Gloves # Gloves # Gloves #
|
Round # Gloves # Gloves # Gloves # Gloves # Gloves #
|
Round # Gloves # Gloves # Gloves # Gloves # Gloves #
|
Round # Gloves # Gloves # Gloves # Gloves # Gloves #
|
Round # Gloves # Gloves # Gloves # Gloves # Gloves #
/
/

=
=7
=
=
=

Conclusion: The pinhole testing for Powder Free Nitrile Examination Gloves (Blue) meet the
requirements of FDA 1000ml Water Leak Test (21 CFR 800.20).

Approved by : Zhu Chunyan

Reviewed by: Xu Lihua

Prepared by: Xing Lifang

Zhang Hui




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

Powder Testing

Testing requested:
For compliance with residual powder content defined in ASTM D6319-19 Standard Specification For
Nitrile Examination Gloves.

Test Methods:
As specified in ASTM D6124-06 (2017) Standard Test Method for Residual Powder on Medical
Gloves

Testing results:

Size XS S M L XL
Sample quantity 5 5 5 5 5
Average content (mg/glove) 0.55 0.56 0.59 0.60 0.61

Powder Content Criteria: Not more than 2mg/glove for powder free glove.

Conclusion:

The samples for Powder Free Nitrile Examination Gloves, (Blue) comply with residual powder
content requirements specified in ASTM D6319-19 Standard Specification for Nitrile Examination
Gloves.

Approved by: Zhu Chunyan

Reviewed by: Xu Lihua

Prepared by: Xing Lifang  Zhang Hui



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=30196
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=30196
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=30196

\"‘,2"-— SHIJIAZHUANG HONGRAY GROUP CO LTD

HR SOUTH TONGDA RD., EAST DIST. JINZHOU CITY, HEBEI, 052260, CHINA

DECLARATION OF CONFORMITY

We hereby declare that the Disposable Powder Free Nitrile Examination Gloves,
manufactured by subsidiary companies under Shijiazhuang Hongray Group Co. Ltd. with the
size of XS, S, M, L and XL meet the provisions of the Directive 93/42/EEC as amended by
2007/47/EEC.

Applied harmonized standards: EN455-1:2000, EN455-2:2015, EN 1SO 14971:2012, EN 1SO
13485:2016.

Conformity assessment procedure: Follow the procedure referred to in Annex VII of Medical
Device Directive 93/42/EEC as amended by 2007/47/EEC.

Signature: V\/u/m&&;ww

Date: February 26, 2019

Title: QA Director of Hongray Group
Shijiazhuang Hongray Group Co., Ltd



%‘?f-—- SHIJIAZHUANG HONGRAY GROUP CO LTD

HR SOUTH TONGDA RD., EAST DIST. JINZHOU CITY, HEBEI, 052260, CHINA

DECLARATION OF CONFORMITY

We hereby declare that the Disposable Powder Free Nitrile Examination Gloves,
manufactured by subsidiary companies under Shijiazhuang Hongray Group Co. Ltd. with the
size of XS, S, M, L and XL meet the PPE Regulation (EU) 2016/425.

Applied harmonized standards: EN420:2003+A1:2009, EN 1SO374-1:2016, EN 374-2:2014,
EN 374-4:2013, EN 1SO 374-5:2016.

Signature: V\/u/m&ﬁ;’w

Date: February 26, 2019

Title: QA Director of Hongray Group
Shijiazhuang Hongray Group Co., Ltd
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TERMS AND CONDITIONS

The following conditions apply in addition to SATRA's standard terms and conditions of business and
those given in the curment certification agreement

The certificate holder is licensed to mark the products detailed within this cerdifizcate in accordance with
Annex WV (Module B) of the Regulation (EU) 20168/425 of the Eurcpean Pariament and of the council of
Bth March 2016 on personal protective equipment once you have drawn up an EU declaration of product
conformity.

Please note:

10.

Where the product is classified as category Il then CE Marking of production is reliant on
current compliance with Regulation 2016425 module C2 or Module D. (Except that specifically
produced to fit an individual user).

Full details of the scope of the ceriification and product(s) cerified are contaimed within the
manufacturer's technical documentation.

Where a franslation of this certificate exists, the English language wversion shall be considered
as the authortative text.

Cerification is limited to production undertaken at the sites listed in the manufacturers techmical
documentation.

Ongoing manufactured product shall be consistent with the product(s) certified and listed on
this certificate.

The Manufacturer shall inform SATRA of any changes to the certified product or techmical
documentation.

Where resulis obtained during type testing are within the budget of uncertainty when compared
to the pass requirement, classification or perfformance level, then it is the responsibility of the
manufacturer to ensure that the factory production control and manufacturing tolerances are
such that the product placed on the market meets with the stated requirements, classifications
or performance levels.

This certificate shall be kept together with the relevant technical documentation in a safe place
by the client named on this cerificate. Production of this cerificate and other documentation
may be required by a representative of the EC member state govermment.

This certificate relates only to the condiion of the testable items at the ime of the certification
procedurs and is subject to the expiry date shown.

SATRA reserves the right to withdraw this certificate if it is found that a condition of
manufacture, design, materials or packaging have beem changed and thersfore no
longer comply with the requirements of Regulation 2018/425.

Paga Jal 2
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