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] @ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Haslth Servica

Food and Drug Administration
* §200 Corporate Boulevard

NOV 1 3 2003 Tpm o -

Zibo Blue Sail Chemical Corporation Limited
C/0 Ms. Yuhong Chen

Tuv Rheinland Beijing Ollice

Rm 707, AVIC Bldg, No. 2

No. 2 Dong San Huan Nan Road

Chaoyang District,

Beijing, 100022,

P.R. CHINA

Re: K032783

Trade/Device Name: Blue Sail (Brand) Powdered Vinyl Patient Examination ploves,
White (Mon-Colored)

Regulation Number: 880.6250

Regulation Name: Patient Examination Glove

Regulatory Class: |

Product Code: LYZ

Dated: September 3, 2003

Received: September 8. 2003

Dear Ms. Chen:

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 markeied predicate devices marketed in
interstate commerce prior Lo May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassificd 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.

Il your deviee is classified (see above) into either class Il (Special Controls) or class 111
{(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In

ition, FDA may publish further announcements concerming your device in the Federal
Register.
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Please be advised that FDAs issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your deviee complics with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Aet’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CTR Part 801); good manufacturing practice
requirements as set forth in the quality systems (Q5) regulation (21 CFR Parl 820); and if
applicable, the electronic product radistion control provisions (Seclions 531-542 of the Act);
21 CFR 1000-1050.

Thas letter will allow you to begin marketing your device as desenbed in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a

legally marketed predicate device resulis 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 regulatio
please contact the Office of Compliance ai (301) 594-4618. Also, pl note the regulation
entitled, "Mishranding by reference to premarket notification” (21CT'R Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Imternational and Consumer Assi al its toll-free
mu'l'lhu' {am:. 1533 2041 u‘{?:ﬂl] 443-659? or al its Internct address

(21 CFR Part 801},

Chiu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Lental Devices
Office of Device Evaluation
Center for Deviees and
Radiological Health

Enclosure




3.4 Indications for Use Statement: Include the following or equivalent Indications for Use
page. The mformalon, data and labeling claims in the entire 5100k} submission must support
and agree with the Indications for Use statemen

INMCATIONS FOR USE

Applicant:_Zibo Blue Sail {Themi

510(k) Number (if known): * 1K OD2T83

Bl o | (Bracd)
Device Name:_Powdered Vinyl Patent Examination Gloves, Whit(son-colored)

Indications For Use:

Powdered vinyl patient cxamination glove 15 o dispossble device intended for medical
purpases that is wom on the examiner’s hand or finger 10 prevent contamination between

paticnt and examiner.

Susanse. F hoon®
Division of Anesthesiology, General Hospital.
Infection Control, Dental Devices

510(k) Number 41 0.3 2 782

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

Concurrence of CORH, Office of Device Evaluation (ODE)

(Optional Format 3-10-98)
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DEPARTMENT OF HEALTH & HUMAMN SERVICES Public Haalth Servios
Food and Drug Adminkstration
8200 Corporate Boulsvard
NOV 1 3 2003 sci ot

Zibo Blue Sail Chemical Corporation Limited
/0O Ms, Yuhong Chen

Tuv Rheinland Betjing Office

Em 707, AVIC Bldg, No. 2

No. 2 Dong San [Tuan Nan Road

Chaoyang District,

Beijing, 100022,

P.R. CHINA

Re: K032781
Trade/MDevice Name: Dlue Sail (Brand) Powder Free Vinyl Patient Examination
Gloves, White (Non-Colored)
Regulation Number: 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: |
Product Code: 1.Y7.
Dated: Septemiber 3, 2003
Received: September 8, 2003

Drcar Ms. Chen:

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) o legally marketed predicate devices marketed in
interstale commerce prior o May 28, 1976, the enactunent date of the Medical Device
Amendments, or to devices that have been reclassified inaccordance with the provisions of
the Federal Food, Dirug, and Cosmetic Act {Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, the device, subject 1o the general
controls provisions of the Acl. The general controls tons of the Act include

requirements for annual registration, listing of devices, manul'a-r:.tunng praclice,
labeling, and prohibitions against misbranding and adu -

If your device is classified (see above) into either class [1 (Special Controls) or class [II
(PMA), it may be subject to such additional controls. Existing major regulations alfecting
vour device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In
addition, FDA may publish further announcements conceming your device in the Federal
Register.



Page 2 — Mr. Yuhong

Mease be advised thalt FDA's issuance of a substantial equivalence delermination does not
mean that FDA has made a determination thal 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}; good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sectiong 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing vour device as described in vour Section 510(k)
premarket notification. The FDA finding of substantial equivalence of vour device to a
Ieglllynmh‘.mt predicate device results in a classification for your device and thus, permits

ishranding by reference to premarket notification” (21CFR Part 807.97). You
pther general information on your responsibilities under the Act from the
mall Manulaciurers, International and Consumer Assistance at jts toll-free

Sincerely yours,

Chiu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological 1lealth




3.0 Indications for Use Statement: Include the following or cquivalent Indications for Use
page. The information, daia and labeling claims in the entire 510(k) submission must suppor
and agree with the Indications for Use statement.

INIMCATIONS FOR USE
Applicant._Zibo Blug Sail Chemical Co_1Ltd,

$10(k) Number (if known) * | 0% A7 €]
Plur Saul (Arard)
Device Name _ Powder Free Vinyl Patient Examination Gloves, White{non-colored)

Indications For Use:

Powder free vinyl patient examination glove is a disposable device intended for medical
mmﬂuumwtﬁnm':hndmﬁngﬁmmmimuanbﬂwm
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510(k) Number__ (10 3.4 7

=

{F"é_EASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODF)

(Optional Format 3-10-98)
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