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APPLICANT: ‘
MR. LIN CHIN YU
SHIJIAZHUANG HONGRAY PLASTIC PRODUCTS CO., LTD.
NO. 135 XIN-HUA WEST RD.
SHIJIAZHUANG, CHINA
TEL. 886 2 772-0306-7
FAX. 886 2 771-2601
AGENT:

CONTACT PERSON

MR. LIN CHIN YU

SHIJIAZHUANG HONGRAY PLASTIC PRODUCTS
NO. 135 XIN-HUA WEST RD.
SHIJIAZHUANG, CHINA

TEL. 886 2 772-0306-7

FAX. 886 2 771-2601

MR. DON MORRIS

14 LEEWARD ISLAND
CLEARWATER, FL. 34630
USA

TEL. 800-366-9545
FAX. 813-443-3482

‘Device Class: 1

Product Code: 80LYZ

Specification: Glove, Patient Examination, Vinyl Powder Free
meets all of the requirements of ASTM Standard D5250-92

Device Description: Glove, Patient Examination, Vinyl Powder Free
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Tntoended Tlens A alava iz worn on the hand of healthecprs 2nA nilor
perouiilicl LU preveul contamination between healthcare peoooinel aud
the patient's body, fluids, waste or environment.

Inner Surface: Powder Free
Biocompatibility Testing: Primary Dermal Irritation in Rabbits
and Guinea Pig Sensitization (Buehler) by Consumer Products

Testing Co., USA.
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9.0 Quality Characteristics
Powder Free 10"
SPECIFICATION OF VIKYL GLOVES
(AKBIDEXTROUS)
SIZE ] SHALL HEDTUH LARGE X-LARGE | TEST conF
SPEC
CIRCUHFERENCE
OF PALH (K/H) 178 210 218 230 J15-5-2045.5.9
(IHCH) 6-3/4 7-3/4 8-1/2 9 .
TOTAL LEBKGTH . 240 245 245 245 JIS-8-2045.5.9
(£ 5U/K)
LNGTH OF .
FIKGERS (H/K) . .
THUKBS 55 57 61 63 JI§-2045.5.¢9
IKDEX FIRGER 66 70 75 78
HIDDLE FIHGER- 74 81 88 62 -
RING FINGER 69 74 70 82
LITTLE FINGER 54 5§ 60 62
CIRCUNFERENCE
FINGERS .
THUKB 63 71 78 83 JIS-5-2045.5.9
IKDEX FINGER- 56 64 70 74
KIDDLE RINGER 59 88 72 16
RING FPIKGER 56 63 69 73
LITTLE FIKGER 50 57 62 66
! TERSILE SIRENGTH | Hin. Kia. | Hin. dila. | 415-2045.5.2
(Hpa) 10.0 10.00 10.00 10.00
%k?xc?rlnu 350% 350% 350% 350% JIS-2045.5.2
.
VEIGHT (g/pc) 7.0 8.0 9.0 9.5 +0.2¢
THICKKESS Finger Tip 0.08ux * 0.02ax
Cuff 0.09xn £+ 0.02an
Palm 0.15xw £ 0.02un
QUALITY UKDER 4X PIHHOLE RATE - | RDA GLOVE 1000
ASSURAKRCE KL VATER LEAK
TEST

0.0 anclusion: Shinjiazhuang Hongray Plastic Products Co., Ltd.
Vinyl Patient Examination Gloves meet ASTM Standards - meets
pinhole requirements and labeling claims. ASTM D5250-92
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"h Food and Drug Administration
9200 Corporate Boulevard
Nov 5 1938 Rockville MD 20850

Mr. Lin Chin Yu

Shijiazhuang Hongray Plastic Products Company, Limited
No. 135 Xin-Hua West Road

Shijiazhuang,

CHINA

Re: K982720
Trade Name: H-Ray Non-sterile Powder-Free Vinyl Patient
Examination Gloves
Regulatory Class: I
Product Code: LYZ
Dated: October 19, 1998
Received: October 20, 1998

Dear Mr. Lin Chin Yu:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to 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). 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.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Regqulations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, the Food and Drug Administration (FDA) will
verify such assumptions. Failure to comply with the GMP
regulation may result in regulatory action. In addition, FDA
may publish further announcements concerning your device in
the Federal Register. Please note: this response to your
premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of
the Act for devices under the Electronic Product Radiation
Control provisions, or other Federal laws or regulations.
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This letter will allow you to begin marketing your device as
described in your 510 (k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. Additionally, for questions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address "http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

€. Timothy A. Ulatowski
Director
Division of Dental, Infection Control,
and General Hospital Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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