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EC Certificate

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V'

(Devices in class | in sterile conditions, sterilised systems or procedure packs)
No. G2S 044992 0016 Rev. 01
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Manufacturer Beijing Reagent Latex
Products Co.,, Ltd.
Ciqu Industrial Zone, Tongzhou District
101111 Beijing
PEOPLE'S REPUBLIC OF CHINA

HEREA

Facility(ies): Bejing Reagent Latex Products Co., Ltd.
Ciqu Industrial Zone, Tongzhou District, 101111 Beijing,
PEOPLE'S REPUBLIC OF CHINA

136 [ -6864B8 /A BB R MR

Product Sterile Disposable Examination Gloves.
Category(ies):

ERERS BREN

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned

manufacturer has implemented a quality assurance system for manufacture in accordance with MDD

Annex V. This quality assurance system covers those aspects of manufacture concerned with
intaining of the resp 1 devi

to the requirements of this Directive. It is subject to periodical surveillance. See also notes overieat.
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Report No.: BJ1987907
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Stefan Preify
Head of Certfication/Notified Body

Ei

OR

7
il

A

Page 1of1
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOVSOD  Cerification Body + 80339 Munich « Germany

*
w
=
<
o
o
=
| =
o
©
*
=
<<
™
o
=
<
w
N

ERERCEIF$

Public Health Service

Food and Drug Administration X
92001 Boul Page 2 - Ms. Smith
ille MD

MAY 2 5 2001

Please note: this response to your premarket notification
submission does not affect any obligation you might have under
P sections 531 through 542 of the Act for devices under the
273];{:3 g::?z?;ngagz)i{t;rOduCts Electronic Prodl:\CE Radiation Control provisions, or other Federal
it HWAREoeiStes laws or regulations.
P.O. Box s N 3 " N
This letter will allow you to begin marketing your device as
Crofton, Maryland 21114 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
010947 thus, permits your device to proceed to the market.
Trade/Dovice tne: | Stow Lotus Power Pree Later, ¢ you devive specitic advice for your device on our labeling
Claim (50 Micrograms or Less) rt‘agulatlgn (21_CPR Part 801 and add)t1ona11y 809.10 for_
Regulation Number: 880.6250 diagnostic devices), ‘p}ease contact the (_Jfflce of Comp11an?e at
ilegulatory Class: I (301) ?9?*5.5_12. Addl.tlt_)nally, for questions on thg promotion and
ot chdes ooy advertising of your device, please contact the Office of )
March 29, 2001 Compliance at (301) 594-4639. Also, please note the regulation
Received:  March 29, 2001 entitled, "Misbranding by reference to premarket notification”
(21CFR 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

D¢ Ms. Smith:
TS "http://www.fda.gov/cdrh/dsma/dsmamain.html".

We have reviewed your Section 510 (k) notification of intent to
market the device referenced above and we have determined the
Qovice 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 S £
that have been reclassified in accordance with the provisions of nrea
the Federal Food, Drug, and Cosmetic Act (Act) . You may,
therefore, market the device, subject to the gemeral controls
provisions of the Act. The general controls provisions of the
Act include requirements for annual registration, listing of
Gevices, good manufacturing practice, labeling, and prohibitions
against misbranding and adulteration.

sincerely yours,

4. Timothy A. Ulatowski
"Directo:

Division of Dental, Infection Control

and General Hospital Devices
Office of Device Evaluation
Center for Devices and
Radiological Health
1f 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
ions, Title 21, Parts 800 to 895. A substantially

equivalent determination assumes compliance with the Current Good
Manufacturing Practice requirements, as set forth in the Quality
System Regulation (QS) for Medical Devices: General regulation
(21 CFR Part 820) and that, through periodic QS 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 i

Enclosure
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