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510(k) SUMMARY
Air Purifier 3707 UVC

This summary of safety and effectiveness is provided as part of this Premarket
Notification in compliance with the Safe Medical Device Act of 1990 revisions to 21
CFR, Part 807.92. Content and Format of 1 510KK) Summary.

1. Submitted By:

Dr. John Yuen

John Manufacturing Ltd.,

6/T., Yau Lee Center, 45 1loi Yucn Road,
Kwun Tong, Hong Kong

China

F")

Contact Person:

Dr. Arthur King Ma, JD DBA

A GROUP

18780 Amar Road, STE 202-203

Walnut, CA 91789

Tel: 1-626-581-1290 Fax: 1-626-581-1291
Cell: 1-626-786-0075

3. Date Prepared:
QOctaber 27, 2003
Date Revised:
Apnl 02, 2004
June 2, 2004

4, Proprietary Name:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Air Purifier 3707 UVC
Common/Usual Name:
Air Purifier
Classification Name:

§ 880.6500 Medical Ultraviolet Air Purifier. A device designed to remove
particles from air, as class II devices, product code FRA, and it is reviewed by

General Hospital Devices.
Predicate Device:
AiroCide ThO2 (K023830)
Dcvice Description

Air Purifier 3707 UVC device is an adjustable and portable personal system for
treating air in a specified area of a room. Air Purifier 3707 UVC device contains
an air tteatment system, including a housing unit with an air inlet and a treated air
outlet, a blower and a filter for removing contaminants from the air flowing along
the flow path. Air Purifier 3707 UVC device contains alsc an air filtering

systeinn with an Ultraviolet radiation tubc which purified air.

Intended Use:

The air purifier 3707 UVC is used to reduce airborne particics, such as: dust,

smoke, pollen, mold spores, animal hair, dust mites that may cause aliergy in rooms or
enclosed areas such as treatment rooms, hospital wards, intensive care hospital wards and
residential homes.

10.

Performance Standards:

No performance standards have been established for such devices under Sections
514 of the Federal Fond, Drug and Cosmetic Act. However, the Air Purifier
3707 UVC complies with the Standard for Electrostatic Air Cleaners, UL 867 and
the Capadian Standard for Electrostatic Air Cleaners, CSA C22.2 No. 187-
M1586.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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i Substantial Equivalence:

The Air Purifier 3707 UVC is substantial equivalence to AiroCide Ti02 (K023830) 1n
respect to intended use, characteristics and device descriptions,

End of 510(k) Sumimary
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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é" DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
S C
Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

JUL 1 22004

John Manufacturing Limited
C/O Mr., Arthur King Ma

A GROUP, Incorporated

18780 Amar Road Suite 202-203
Walnut, California 91789

Re: K033448
Trade/Device Name: Air Purifier 3707 UVC
Regulation Number: 880.6500
Regulation Name: Medical Ultraviolet Air Purifier
Regulatory Class: 11
Product Code: FRA, FRF
Dated: June 29, 2004
Received: June 29, 2004

Dear Mr. King Ma:

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.

If your device is classified (see above) into either class II (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 §98. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Page 2 - Mr. King Ma

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); 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 (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 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),
please contact the Office of Compliance at (301) 594-4618. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Internationa} and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html

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 Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Indications for Usc

510(k) Number (if known): K033448
Device Name: Air Purifier 3707 UVC

The air purifier 3707 UVC is used to reduce airborne particles, such as: dust, smoke,
pollen, mold spores, animal hair, dust mites that may cause allergy in rooms or enclosed
areas such as treatment rooms, hospital wards, intensive care hospital wards and

residential homes.

Prescription Use . OR Over-The-Counter Use __
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEED

Concurrence of CDRH, Offics of Device Evaluation (ODE)

{(}Qiyfsion Sign-Off)
vision of Anesthesiolog GJ .
Infection Control, Dental g'ewoggra' Hospital,

510(k) Number- l< 02 234YL

Page 1 of 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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July 1,2004

To: Ms. Feli A. Marshall, Nurse Consultant, INCB, DAGID
Phone No.:  301-443-8913 Fax No. 301-480-3002
RE: K033448 Total page: 03

Dear Ms. Feli Marshall:

Regarding the above application, kindly refer the following below in connection to our
telephone conversation:

1. We have deleted the claim that the subject device can remove and/or reduce
bacteria in the air from the indication of use.

2. Moreover, we have deleted claim that the subject device can remove and/or
reduce bacteria in the air from its packaging.

3. Please refer the fax for our proposed packaging.

Please give the undersigned a call at or 626-786-0075 should there is any other concerns
or questions that you might encountered,

I thank you very much for your kind attention in this matter and look forward for your
approval for the subject device.

hur King M
For and on behalf of
John Manufacturing Ltd.

P.S. Please let me know if I need to submit any additional information therefore, I can
mail the originals to you.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301?7&?81 18. @Z-
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Indications for Use

510(k) Number (if known): K033448

Device Name: Air Purifier 3707 UVC

The air purifier 3707 UVC is used to reduce airborne particles, such as: dust, smoke,
pollen, mold spores, animal hair, dust mites that may cause allergy in rooms or enclosed
areas such as treatment rooms, hospital wards, intensive care hospital wards and
residential homes.

Prescription Use OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEED

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 5
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Proposed Packaging:

Air Purifier 3707 UVC

The air purifier 3707 UVC is used to reduce airborne particles, such as: dust, smoke,
pollen, mold spores, animal hair, dust mites that may cause allergy in rooms or enclosed
areas such as treatment rooms, hospital wards, intensive care hospital wards and
residential homes.

US Sole Agent:

A GROUP

18780 Amar Road, STE 203

Walnut, CA 91789

Customers Service No.: 626-581-1290
Manufacturer:

John Manufacturing Ltd.

6/F., Yau Lee Center, 46 Hoi Yuen Rd.,
Kwun Tong, Kowloon, Hong Kong
FOR EXPORT USE ONLY

READ INSTRUCTION OF USE AND CARE BEFORE USING.

1 R LUS

E155326

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118 2\_}/
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Tuly 1, 2004

To: Ms. Feli A. Marshall, Nurse Consultant, INCB, DAGID
Phone No.:  301-443-8913 Fax No. 301-480-3002
RE: K033448 Total page: 03

Dear Ms. Feli Marshatl:

Regarding the ahove application, kindly refer the following below in connection to our
telephone conversation:

1. We have deleted the claim that the subject device can remove and/or reduce
bacterin in the air from the indication of use.
2. Moreover, we have deleted claim that the subject device can remove and/or

reduce bacteria in the air from its packaging.
3. Please refer the fax for our proposed packaging.

Please give the undersigned a call at or 626-786-0075 should there is any other concerns
or questions that you might encountered.

1 thank you very much for your kind attention in this matter and look forward for your
approval for the subject device.

For and on behalf of
John Manufacturing Ltd.

P.S. Pleasc lot me know if I nced to submit any additional information therefore, [ can
mail the originals to you.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 2<

Bl
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Tuly 1, 2004

To: Ms. Feli A. Marshall, Nurse Consultant, INCB, DAGID
Phone No.:  301-443-8913 Fax No. 301-480-3002
RE: K033448 Total page: 02

Dear Ms. Feli Marshall:

Regarding the above application, kindly refer the following below in connection to our
telephone conversation:

1. We have deleted the claim that the subject device can remove and/or reduce

bacteria in the air from the indication of use.
2. Moreover, we have deleted claim that the suhject device can remove and/or

reduce bacteria in the air from its packaging.

Plcase give the undersigned 2 call at or 626-786-0075 should there is any other concerns
or questions that you might encountered.

] thank you very much for your kind attention in this matter and look forward for your
approval for the subject device.

Very uuly your

or and on behalf of
John Manufacturing L1d.

P S. Please let me know if I need to submit any additional information therefore, I can
mail the originals to you.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. @

Bl
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Indications for Usc

510(k) Number (if known); K033448
Device Name: Air Purifier 3707 UVC

The air purifier 3707 UVC is used to reduce airborne particles, spch as: dust, smoke,
pollen, mold spores, animal hair, dust mites that may cause allergy in rooms or enclosed
areas such as treatment rooms, hospital wards, intensive care hospital wards and
residential homes.

Prescription Use OR Over-The-Counter Use __
(Part 21 CFR 801 Subpart D} (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEED

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. /‘

B2
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Proposed Packaging:

The air purifier 3707 UVC is used to reduce airborne particles, s'uch as: dust, smoke,
pollen, mold spores, animal hair, dust mites that may cause allergy in rooms or enclosed
areas such as treatment rooms, hospital wards, intensive care hospital wards and
residential homes.

US Sole Agent:

A GROUP

18780 Amar Road, STE 203

Walnut, CA 91789

Customers Service No 1 626-581-12%90

Manufacturer:
John Manufacturing Ltd.
G/F., Yau Lce Center, 46 Hoi Yuen Rd._,

Kwun Tong, Kowloon, Hong Kong

FOR EXPORT USE ONLY

@

£155326

Questions? Contact FDA/CDRH/QC! \TUS@fda.hhs.gov or call 301-796-8118. ‘2%




Air Purifier

Records processed under FOIA Requesﬁ%(ﬁglgﬁb}?ej%efi WEBH on 03-07-2016.

Installation and Operation

No Installation is required. Just plug the unit into any standard electrical outlet and
operate it by the switch.

Placement

Never place the unit on or near electronic devices that contain electronic circuits or any
flammable gases such as oxygen or gas.

Warnings:

Do not use the unit with any extension cord.

Do not use the unit when hands are wet. You may get hurt {fowm
electric shock from water contract.

Do not operate the unit near any flammable gases or oxygen.

Do not operate the unit at any outdoor as it is designed for indoor
use.

Do not block any opening of the unit.

Never let children to operate the unit.

Always unplug the unit before performing any maintenance.

Manufacturer: John Manufacturing Ltd.,
6/F., Yau Lee Center, 45 Hol Yuen Road,
Kwun Tong, Hong Kaong
Chinsa
Telephone:  852-2341-1228

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 2 C[
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Precaution when consumers want to clean and give the subject device a regular
maintenance, the following steps are highly recommended:

1. It is recommended that an Adult User should provide routine service the unit every
two weeks.

2. Remember to unplug the unit before any cleaning,

3. Clean the outside of the unit and surroundings with a damp cloth moistened with

common household detergent. Dry it up afterwards.

4. Dust filler — Take off the dust filter and wash the dust filter using tap water. Allow it
to dry completely before putting it back. Place the filter until it is property fitted.
Never operate the unit without the filter in place. (CAUTION: Even all the fungus
and airborne particles would become carbonaceous dust after the treatment by the
ultraviolet radiation tube and there should be no harm for consumers but consumers
are advised to put on gloves when cleaning the Air Purifier 3707 UVC.)

5. Do not directly or indirectly touch the emission tube or other interior parts of the
product. Do not attempt to clean or otherwise tamper with the interior parts of the
product.

6. Since the UV lamp is disposable, UV lamp can be replaced when it is burns out.
Please unplug the device with any input of electricity before charging the UV lamp.
Wash the used UV lamp with tap water and put it in a garage bag before disposing.
(CAUTION: Even all the fungus and airborne particles would become carbonaceous
dust after the treatment by the ultraviolet radiation tube and there should be no harm
for consumers but consumers are advised to put on gloves when cleaning the Air
Purifier 3707 UVC.)

7. Filter can be replaced as needed. 2 Extra filters are included with purchase.
(Normally, it is advised to replace the filter every 6 month even with the regular
cleaning in every 2 week to ensure the best results.) Please unplug the device with
any inputs of electricity before charging the filter. Wash the used filter with tap
water and put it in a garage bag before disposing. (CAUTION: Even all the fungus
and airborne particles would become carbonaceous dust after the treatment by the
ultraviolet radiation tube and there should be no harm for consumers but consumers

are advised to put on gloves when cleaning the Air Purifier 3707 UVC.)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. BD
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July 5, 2004

To: Ms. Feli A, Marshall, Nurse Consultant, INCB, DAGID
Phone No.:  301-443-8913 Fax No. 301-480-3002
RE: K033448 Total page: 10

Dear Ms. Feli Marshall:

Regarding the above application, kindly refer the following below in connection to our
telephone conversation:

1. We have deleted the claim that the subject device can remove and/or reduce

bacteria in the air from the indication of use.
2. Moreover, we have deleted claim that the subject device can remove and/or

reduce bacteria in the air from its packaging.
3. Please refer the fax for our proposed packaging.

Please give the undersigned a call at or 626-786-0075 should there is any other concerns
or questions that you might cneountered.

[ thank you very much for your kind attention in this matter and look forward for your
approval for the subject device.

Very truly yours,

Arthur King Ma
For and on behalf of
John Manufacturing Ltd

P.S. Please let me know if I need to submit any additional information therefore, I van
mail the originals to you.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

Al

2\
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Indications for Use

510(k) Number (if known): K033448
Device Name: Air Purifier 3707 UVC

The air purifier 3707 UVC is used to rednce airhorne particles, such as: dust, smoke,
pollen, mold spores, animal hair, dust mites that may cause allergy in rooms or enclosed
areas such as treatment rooms, hospital wards, intensive care hospital wards and
residential homes.

Prescription Use OR Over-The-Counter Use -
(Part 21 CIR 801 Subpart D) (21 CFR 807 Subpart C})

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEED

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of' 1

D2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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510(k) SUMMARY
Air Purifier 3707 UVC

This summary of safety and effectiveness is provided as part of this Premarket

Notification in compliance with the Safe Medical Device Act of 1990 revisions fo 21

CFR. Part 807.92, Content and Format of 1 510KK) Summary.
1. Submitted By:

Dr. John Yuen

John Manufacturing Ltd.,

6/F., Yau Lee Center, 45 Hoi Yuen Road,
Kwun Tong, Hong Kong

China

bha

Contact Person:

Dr. Arthur King Ma, JD DBA

A GROUP

1R780 Amar Road, STE 202-203

Walnut, CA 91789

Tel: 1-626-581-1290 Fax: 1-626-581-1291
Cell: 1-626-786-0075

[F¥ ]

Date Prepared:
October 27, 2003

Date Revised:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

23
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April 02, 2004

June 2, 2004
4, Proprietary Name:

Air Purifier 3707 UVC
5. Common/Usual Name:

Air Purifier
6. Classification Name:

§ 880.6500 Medical Ultraviolet Air Purifier. A device designed to remove
particles from air, as class I[ devices, praduct code FRA, and it is revicwed by

General Hospital Devices.
7. Predicate Device:

AiroCide TiO2 (K023830)
8. Device Description

Air Purifier 3707 UVC device is an adjustable and portable personal system for
treating air in a specified area of a room. Air Purifier 3707 UV device contains
an air treatment system, including a housing unit with an air inlet and a treated air
outlet, a blower and a filter for removing contaminants frorn the air flowing along
e (low path. Air Purifier 3707 UVC device contains also an air filtering
system with an Ultraviolet radiation tube which purified air.

Air Purifier 3707 UVC device employs Ultraviolet radiation tube to eliminate
germs, viruses, funguses and airbome microorganisms or particles in the air.
When air full of germs, viruses, funguses and other harmful airborne
microorganisms or particles in the ait woved into the device, ultravielct radiation
tube generates ultraviolet to eliminate germs, viruses, funguses and other harmful
airborme microorganisms or particles in the air. Then purified air is emitted to

exhaust frame.

Q. Intended Use:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. % \—{
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The air purifier 3707 UVC is used to reduce airborne particles, such as: dust,
smoke, pollen, mold spores, animal hair, dust mites that may cause allergy in rooms or
cuclosed areas such as treatment rooms, hospital wards, intengive carc hospitel wards and
residential homes.

10. Performance Standards:

No performance standards have been established for such devices under Sections
514 of the Federal Food, Drug and Cosmetic Act. However, the Air Purifier
3707 UVC complies with the Standard for Electrostatic Air Cleaners, UL 867 and
the Canadjan Standard for Eleotrostatic Air Cleaners, CSA C22.2 WNo. 187-

M1986.

11. Substantial Equivalence:

The Air Purifier 3707 UVC is substantial equivalence to AiroCide TiO2 (K023830) in
respect to intended use, characteristics and device descriptions.

End of 510(k) Summary

25

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Precaution when consumers want to clean and give the subject device a regular
maintenance, the following steps are highly recommended:

1. It is recommended that an Adult User should provide routine service the unit every

two weeks,
2. Remember to unplug the unit before any cleaning.
3. Clean the outside of the unit and surroundings with a damp cloth moistened with

common household detergent. Dry it up afterwards.

4, Dust filler — Take off the dust filtcr and wash the dust filter using tap water. Allow it
to dry completsly befure patting it back. Placc the filter until it ia property fitted.
Never operate the unit without the filter in place. (CAUTION: Even all the fungus
and airborne particles would become carbonaceous dust afier the treatnent by the
ultraviclet radiation tube and there should be no harm for consumers but consumers
are advised to put on gloves when cleaning the Air Purifier 3707 UVC.)

5. Do not directly or indirectly touch the e¢mission tube or other interior parts of the
product. Do not attempt to clean or otherwise tamper with the interior parts of the
product.

6. Since the UV lamp is disposable, UV lamp can be replaced when it is burns out.
Please unplug the device with any input uf electricity before charging the UV lamp.
Wash the used UV lamp with tap water and put it in a garage bag before disposing.
(CAUTION: Even all the fungus and airborne particles would become carbonaceous
dust after the treatment by the ultraviolet radiation tube and there should be no harm
for consumers but consumers are advised to put on gloves when cleaning the Air

Purifier 3707 UVC.)
7. Filter can be replaced as needed. 2 Extra filters are included with purchase.

(Normally, it is advised to replace the filter every & manth even with the regular
cleaning in every 2 week to ensure the best results.) Please unplug the device with
any inputs of electrlcity before charging tie filter, Wash the uscd filter with tap
water and put il in a garage bag before disposing. (CAUTION: Even all the fungus

and airborne particles would become carbonaceous dust after the treatment by the

>l

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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ultraviolet radiation tube and there should be no harm [or vunsumers but consumers

are advised to put on gloves when cleaning the Air Purifier 3707 UVC.)

Table of Comparisons

Predicate Device

Proposed Device

AiroCide TiO2 (K023830)

Air Purifier 3707 UVC

a7

Classification Name: Medical

Ultraviolet Air Purifier

Classification Name: Medical Ultraviolet

Air Purifier

Classification: Class I1
Product Code: FRA

Classification: Class I
Product Code: FRA

Regulation No.: 880.6500
Reviewed By: General Hospital Devices

Regulation No.: 880.6500

Reviewed By: Gencral Hospital Devices

Indication for Use:

Potential applications include
removing and mineralizing airborne
contaminations of pathogens and/or
harmful molds and volatile organic
compounds present in rooms or
enclosed areas: treatmenl rooms,
haspital wards, intensive care hospital
wards, holding areas In jails,
operating rooms, homeless shelters,
pediatric waiting areas, command
and control vehicles, embalming
rooms in funeral homes, postal
facilities, etc.

Indication for Use: The air purifier 3707
UVC is used to reduce airborne particles,
such as; dust, smoke, pollen, mold spores,
animal hair, dust mites that may cause allergy
in rooms or enclosed areas such as treatment
roomns, hospital wards, intensive care hospital
wards and residential homes.

Device Description:

Mobility: Adjustable and portable
Parts/Elements: A housing unit, an air
inlet treated air outlet, a blower, a
filter, a hcater and humidifier.

Device Description:

Mobility: Adjustable and purtable
Parts/Elements: A housing unit, an air inlet,
treated air outlet, a blower, a filter, an
Ultraviolet radiation tube.

Performance Standards:

No performance standards have been
established for such devices under
Sections 514 of the Federal Food,
Drug, and Cosmctic Act.

Performance Standards:

No performance standards have been
established for such devices under Sections
514 of the Federal Food, Drug, and
Cosmetic Act. However, the Electro-Optical
Ajr Sterilizer with Ionizer device complies
with the Standard for FElectrostatic Air
Cleaners, UL 867 and the Canadian Standard
for Electrostatic Air Cleaners, CSA C22.2

£l

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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No. 187-M1986.

Conclusion: The AiroCide TiO2 device Conclusion: The Air Puritier 3707 UVC
is the predicate device to the proposed | device 1s substantially equivalent to the
device, namely, the Air Purifier 3707 AiroCide TiO2 device due to the substantially

UVC device due to their substantially equivalent features,
equivalent features,

Instruction of Use

Air Purifier
Model No. 3707 UVC

Installation and Operation

No Installation is required. Just plug the unit into any standard electrical outlet and
operate it by the switch.

Placement

Never place the unit on or near electronic devices that contain electronic circuits of any
flammable gases such as oXygen or gas.

Warnings:

Do not use the unit with any extension cord.

Do not use the unit when hands are wet. You may get hurt from
electric shock from water contract.

Do not operate the unit near any flammable gases or oxygen.

Do not operate the unit at any outdoor as it is designed for indoor
use.

Do not block any opening of the unit.

Never let children to operate the unit.

Always unplug the unit before performing any maintenance.

Manufacturer: John Manufacturing Lid.,
6/F., Yau Lee Center, 45 Hoi Yuen Road,
Kwun Tong, Hong Kong
China

Telephone:  852-2341-1228

Questions? Contact FDA/CDRH/OCE/DID-at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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USA Contact: A GROUP Incorporated
18780 Amar Road, STE 202-203

Walnut, CA 91789
Telephone  626-581-1290

24

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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4 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

JUL 1 2 2004 | Rockville MD 20850

John Manufacturing Limited
C/O Mr. Arthur King Ma

A GROUP, Incorporated

18780 Amar Road Suite 202-203
Walnut, California 91789

Re: KO033448
Trade/Device Name: Air Purifier 3707 UVC
Regulation Number: 880.6500
Regulation Name: Medical Ultraviolet Air Purifier
Regulatory Class: 11
Product Code: FRA, FRF
Dated: June 29, 2004
Received: June 29, 2004

Dear Mr. King Ma:

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.

If your device is classified (see above) into either class II (Special Controls}) or class III
(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
addition, FDA may publish further announcements concerning your device in the Federal

Register.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Page 2 - Mr. King Ma

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); 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 (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 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),
please contact the Office of Compliance at (301) 594-4618. Also, please note the regulation
entitled, “"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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 (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html

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 Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Indications for Usc

510(k) Number (if known): K033448
Device Name: Air Purifier 3707 UYC

The air purifier 3707 UVC is used to reduce airborne particles, such as: dust, smoke,
pollen, mold spores, animal hair, dust mites that may causc allerpy in rooms or enclosed
areas such as treatment rooms, hospital wards, intensive care hospital wards and
residential homes.

Prescription Use OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEED

Concurrence of CDRH, Office of Device Evaluation {ODE)

o tad,

I(:'Dl\nsmn Sign-Off)
ivision of Anesth GJ
Infection Contral, 5’;‘””;95% neral Hospital,

510(k) Number l< 03 34 L‘}Ce

Page 1 of |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ,5
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ—401)
9200 Corporate Blwd.

May 12, 2004 Rockville, Maryland 20850
JOHN MFG., LTD. 510(k) Number: K033448

C/0 A GROUP Product: ELECTRO-OPTICAL

18780 AMAR ROAD, STE 203-203 ATR STERILIZER

WALNUT, CA 91789 WITH IONIZER

ATTN: ARTHUR KING MA

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files Under
Review. Please refer to this guidance for information on current fax
and e-mail practices at www.fda.gov/cdrh/ode/a02-01 html.

The deficiencies identified represent the issues that we believe need to be
resolved before our review of your 510(k) submission can be successfully
completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug,

and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in your attempt to respond
to the deficiencies. We believe that we have considered the least burdensome
approach to resolving these issues. If, however, you believe that information
is being requested that is not relevant to the regulatory decision or that
there is a less burdensome way to resolve the issues, you should follow the
procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Issues" document. It is available on our Center web page at:
http://www.fda,gov/cdrh/modact/leastburdensome.html

If after 30 days the requested information, or a request for an extension
of time, is not received, we will discontinue review of your submission
and proceed to delete your file from our review system. Pursuant to

21 CFR 20.29, a copy of your 510(k) submission will remain in the Office
of Device Evaluation. If you then wish to resubmit this 510(k)
notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that

you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. C,Qg



Records processed under FOIA Request #2016-966; Released by CDRH on 03-07-2016.

If you have procedural or policy questions, please contact the

Division of Small Manufacturers International and Consumer Assistance (DSMICA)
at (301) 443-6597 or at their toll-free number (800) 638-2041, or contact me
at (301) 594-1190,

Sincerely yours,

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Section

Cffice of Device Evaluation

Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. (_Z @
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DEPARTIZENT OF HEALTH AND HUMAN SERVICES Public Health Service

February 02, 2004

JOHN MFG., LTD.

C/0 A GROUP

18780 AMAR ROAD, STE 203-203
WALNUT, CA 91789

ATTN: ARTHUR KING MA

Based on your recent request,

Food and Drug Administration

Center for Devictes and

Radiological Health

Qffice of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blwvd.
Rockville, Maryland Z0850

510(k) Number: K033448

Product: ELECTRO-OPTICAL
AIR STERILIZER
WITH IONIZER

Extended Until: 05-APR-2004

an extension of time has been granted

for you to submit the additional information we requested.

If the additiconal information is not received by the "Extended Until"
date shown above your premarket notification will be considered

withdrawn.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (301) 594-1190.

Sincerely yours,

Marjorlie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. [ C) (Q
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A Group Realty & Investment, Inc.

18780 Amar Road, Suite 202-203, Walnut, CA 91789
Tel.: (626) 581-1290 Fax. (626) 581-1291

January 26, 2004

Feli A. Marshall, Nurse Consultant, INCB, DAGID (HFZ-480)

Food and Drug Administration

Center for Device and Radiological Health

Office of Device Evaluation "
Document Mail Center (HFZ-401) S
Rockville, Maryland 20850

S s . .
U N

VIA FACSIMILE at 1-301-480-3002
VIA First Class Mail to both (HFZ-401 & HFZ-408)

LG
RE: Extension Requested fro 501(K) Numberzw ]( v33 /J )3’

Dear Feli A. Marshall:

RO€ o Z- 034wy

U,

Relative to the above, please accept our request for extension on preparing our reply and
provide to you with the additional information.

i ss of conducting numbers of tests with a laboratory; namely, -
and results from those tests will be used to answer some of the critical
questions proposed by you in relation to our application.

Since the busy schedule of the laboratory and the time needed for assembling the
necessary cabinets, the first available schedule given to us will be on the third week of
February, 2004, therefore, please grant us a 45 days extension from February 05, 2004,

We appreciate it very much for your kindness attention in this matter and should there is
anything else needed, please give the undersigned a call.

Thank you very kindly for you attention and approval for our request.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. { 07
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A Group Realty & Investment, Inc.

18780 Amar Road, Suite 202-203, Walnut, CA 91789
Tel.; (626) 581-1290 Fax. (626) 581-1291

January 26, 2004

Feli A. Marshall, Nurse Consultant, INCB, DAGID (HFZ-480)
Food and Drug Administration

Center for Device and Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

Rockville, Maryland 20850

VIA FACSIMILE at 1-301-480-3002
VIA First Class Mail to both (HFZ-401 & HFZ-408)

j<e 3344
RE:  Extension Requested fro 501(K) Number: K03448 ————

Dear Feli A. Marshall:

Relative to the above, please accept our request for extension on preparing our reply and
provide to you with the additional information.

We are in the process of conducting numbers of tests with a laboratory; namely, -
_ and results from those tests will be used to answer some of the critical
questions proposed by you in relation to our application.

Since the busy schedule of the laboratory and the time needed for assembling the
necessary cabinets, the first available schedule given to us will be on the third week of
February, 2004, therefore, please grant us a 45 days extension from February 05, 2004.

We appreciate it very much for your kindness attention in this matter and should there is
anything else needed, please give the undersigned a call.

Thank you very kindly for you attention and approval for our request.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-81%'. { [ U‘g
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administrationm
Center for Devices and
Radionlogical Health

Qffice of Device Evaluation
Document Mail Center (HFZ—401)
9200 Corporate Blwd,

January 06, 2004 Rockville, Maryland 20850
JOHN MFG., LTD. 510¢(k) Number: KO033448

C/0 A GROUP Product: ELECTRO-OPTICAL

18780 AMAR ROAD, STE 203-203 AIR STERILIZER

WALNUT, CA 91789 WITH IONIZER

ATTN: ARTHUR KING MA

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notificatien submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files Under
Review. Please refer to this guidance for information on current fax
and e-mail practices at www.fda.gov/cdrh/ode/a02-01 html.

The deficiencies identified represent the issues that we believe need to be
resolved before our review of your 510(k) submission can be successfully
completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug,

and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in your attempt to respond
to the deficiencies. We believe that we have considered the least burdensome
appreoach to resolving these issues. If, however, you believe that information
is being requested that is not relevant to the regulatory decision or that
there is a less burdensome way to resolve the issues, you should follow the
procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Issues" document. Tt is available on cur Center web page at:

http: //www.fda.gov/cdrh/modact/leastburdensome.html

If after 30 days the requested information, or a request for an extension
of time, is not received, we will discontinue review of your submission
and proceed to delete your file from our review system. Pursuant to

21 CFR 20.29, a copy of your 510(k) submission will remair in the Office
of Device Evaluation. If you then wish to resubmit this 510(k)
notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that

you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. L (, $
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If you have procedural or policy questions, please contact the

Division of Small Manufacturers International and Consumer Assistance (DSMICA)
at (301) 443-6597 or at their toll-free number (800) 638-2041, or contact me
at (301) 594-1190.

Sincerely yours,

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radioclogical Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

(17
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blwd.

November 05, 2003 Rockville, Maryland 20850
JOHN MFG., LTD. 510(k) Number: K033448

C/0 A GROUP Received: 03-NOV-2003

18780 AMAR ROAD, STE 203-203 Product: ELECTRO-CPTICAL AIR
WALNUT, CA 91789 STERTLIZER WITH
ATTN: ARTHUR KING MA IONIZER

The Food and Drug Administration (FDA), Center for Devices and Radicological
Health (CDRH), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCTIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

The Act, as amended by the Medical Device User Fee and Modernization Act of 2002
(MDUFMA) {(Public Law 107-250), authorizes FDA to collect user fees for premarket
notification submissions. (For more information on MDUFMA, you may refer to our
website at http://www.fda.gov/oc/mdufma) .

Please remember that all correspondence concerning your submission MUST be

sent to the Document Mail Center (DMC)(HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the one above will not be considered
as part of your official premarket notification submission. Also, please note

the new Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files Under Review".
Please refer to this guidance for information on current fax and e-mail

practices at www.fda.gov/cdrh/ode/a02-01. html.

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you
have other procedural or policy questions, or want information on how to check
on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at (301)594-1190.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. l %g
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (BFZ-401)
9200 Corporate Blwvd.

October 30, 2003 Rockville, Maryland 20850
JOHN MFG., LTD. 510(k) Number: K033448

C/0 A GROUP Received: 29-0CT-2003

18780 AMAR ROAD, STE 203-203 Product: ELECTRO-0OPTICAL AIR
WALNUT, CA 91789 User Fee ID Number: 11732 WITH
ATTN: ARTHUR KING MA TONTZER

The Food and Drug Administration (FDA) Center for Devices and Radiological
Health (CDRH), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DTSTRIBUTION UNTIL YOU RECEIVE
A LETTER FROM FDA ALLOWING YOU TO DO SO.

The Act, as amended by the Medical Device User Fee and Modernization Act of
2002 (MDUFMA) (Publiec Law 107-250), specifies that a submission shall be
considered incomplete and shall not be accepted for filing until fees have
been paid (Section 738(f)). Our records indicate that you have not
submitted the user fee payment information and therefore your $10(k) cannot
be filed and has been placed on hold. Please send a check to one of the
addresses listed below:

By Regular Mail By Private Courier (e.g., Fed Ex, UPS, etc.)
Food and Drug Administration U.S. Bank

P.0O. Box 956733 956733

St. Louls, MO 63195-6733. 1005 Convention Plaza

5t. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration referencing
the payment identification number, and a copy of the User Fee Cover sheet
should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should be faxed te CDRH at (301) 594-2977 referencing the

510(k) number if you have not already sent it in with your 510(k) submission.
After the FDA has been notified of the receipt of your user fee payment, your
510(k) will be filed and the review will begin. If payment has not been
received within 30 days, your 510(k) will be deleted from the system.
Additional information on user fees and how to submit your user fee payment
may be found at htrp://www.fda. gov/oc/mdufma.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS @fda.hhs.gov or call 301-796-8118. [ % (e
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Please note that since your 510(k) has not been reviewed, additional
information may be required during the review process and the file may be
placed on hold once again. If you are unsure as to whether or not you need
to file an application with FDA or what type of application to file, you
should first telephone the Division of Small Manufacturers, International
and Consumer Assistance (DSMICA), for guidance at (301)443-65%7 or its
toll-fee number (800)638-2041, or contact them at their Internet address
http://www. fda.gov/cdrh/dsmamain.html, or you may submit a 513(g) request
te the Document Maill Center at the address above. If you have any

questions concerning the contents of this letter, you may contact me at
{301) 5%4-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Office of Device Evaluation
Center for Devices and
Radiclogical Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

%7
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A Group, Inc. ( 035

18780 Amar Road, Suite 202-203, Walnut, CA 91789
Tel.: (626) 581-1290 Fax. (626) 581-1291

October 27, 2003

Food and Drug Administration

Center for Devices and Radiological Health

510(k) Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850 =

Major Resource Documents =
a2
To Whom It May Concern: -0

RE: FDA 510(k) Premarket Notification Submission for Electro-Optical Air Stgilizerf:

with lonizer
N

Relative to the above, please see the enclosed package containing the following items:

1. Two copies of Premarket Notification

2, A coii of medical device user fee cover sheet with the Identification Number:

Please process this submission and inform the undersigned accordingly.

Thank you very kindly for your attention in this matter.

S
| 28

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Form Approved:OMB No, 0910-0511 Expiration: Date: August 31, 2006. See instructions for OMB Statement

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATICN
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER:
\Mtite the Payment identification Number on your check.

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken to
properiy submit your application and fee payment:

Electronically submit the completed Cover Sheet to the Food and Drug Administration {FDA) before payment is sent.

Include 2 printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember
that the Payment identification Number must be written on the check.

Mail Check and Cover Sheet to the US Bank Lock Bax, FDA Account, P.O, Box 856733, St. Louis, MO 63195-6733. (Note: In no
case should payment be submitted with the application.)

if you prefer to send a check by a couriet, the courier may deliver the check and Cover Sheet to: US Bank, Atin: Government
Lockbox 856733, 1005 Convention Plaza, St. Louis, MO 63101. {Note: This address is for courier delivery only. Contact the US
Bank at 314-418-4821 if you have any questions concerning courier delivery.)

For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:

hitp rarww Fda goviedrb/mdufmadfags Mmi#3a. You are responsible for paying all fees associated with wire transfers.

6. Include a copy of the completed Cover Sheet in volume one of the application when submifting to the FDA at either the CBER or
CDRH Document Maii Center.

N =

W

&

1. COMPANY NAME AND ADDRESS (Include name, street 2. CONTACT NAME
address, city, state, country, and post office code) ARTHUR MA
A GROUP, INC. 2.1 E-MAIL ADDRESS
13780 AMAR ROAD, STE 202-203 am@agroup.org

WALNUT, CA 91789
2.2 TELEPHONE NUMBER (Include Area Code)

626-581-1280
1.1 EMPLOYER IDENTIFICATICN NUMBER (E!N)
061638912 2.3 FACSIMILE (FAX) NUMBER (Include Area Code)
626-581-1201

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, piease refer to the application
descriptions at the following web site: hitp://www.Tda.gov/oc/mdufma

i applicati - 3.1 Select one of the types below:
Premarket notification (510{k)); except for third party reviews EOfigi““' Application

[ Biokogics License Application (BLA) Supplement Types:
Premarket Approval Application {PMA) D Efficacy (BLA)

D Modular PMA

(] panel Track (PMA, PMR, PDF)
Real-Time (PMA, PMR, PDP)
180-day (PMA, PMR, PDP)

D Product Development Protocol (PDP)
D Premarket Report (PMR)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status.)

EYES. | meet the small business criteria and have submitted the D NO, | am not a small business
required qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:
$BD-04-

5. 18 THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

D This application is the first PMA submitted by a qualified small |:| The sole purpose of the application is to support
business, including any affiliates, parents, and partner firms conditions of use for a pediatric population

|_‘_‘_‘_| This biologics application is submitted under section 351 of the |:| The application is submitted by a state or federal
Public Heatth Service Act for a product licensed for further government entity for a device that is not to be distributed
manufacturing use only commercially

6.1S THIS A SUPPLEMENT TG A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE N A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If sq, the application is
subject to the fee that applies for an original premarket approval appiication (PMA).}

Cves Mo

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2004)

Form FBA 3601 (DB/2003)

st s A PES s Aalstortus Sos 02103
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Information on Sterilization

The proposed Electro-Optical Air Sterilizer with Ionizer device required no special
sterilization due to its built-in Ultraviolet radiation tube, which emits ultraviolet
radiations to destroy germs, remove airborne particles all allergens, such as: dust, smoke,
pollen, mold spores, animal hair and dander, dust mites, and harmful fibers, that may lead

to allergic reactions.

However, should an end-user wants to clean and give the proposed device a regular

maintenance, the following steps are highly recommended:

1. It is recommended to routine service the unit every two weeks.
2. Remember to unplug the unit before any cleaning.
3. Clean the outside of the unit and surroundings with a damp cloth moistened

with common household detergent. Dry it up afterwards.

4. Use a soft brush to lean the carbon fiber on the front outlet grill.

5. Dust filler — Take off the dust filter and wash it by tap water. Allow it to dry
completely before putting it back. Place the filter until it is property fitted.
Never operate the unit without the filter in place.

6. Do not directly or indirectly touch the emission tube or other interior parts of
the product. Do not attempt to clean or otherwise tamper with the interior

parts of the product.

(The forgoing maintenance information was printed in the user manual.)

1

Questions? Contact FDA/CDRH/OCE/DID at CD%H-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Tabie of Comparisons

Predicate Device

Proposed Device

Breathe Easy (RespirAid Ltd.) K981841

Electro-Optical Air Sterilizer with Ionizer

Classification Name: Medical

Recirculating Air Cleaner

Classification Name: Medical Recirculating
Air Cleaner

Classification: Class 11
Product Code: FRF

Classification: Class 11
Product Code: FRF

Regulation No.: 880.5045
Reviewed By: General Hospital Devices

Regulation No.: 880.5045
Reviewed By: General Hospital Devices

Indication for Use:

The Breathe Easy device is a medical
Recirculating air cleaner designed to
remove airborne particles and
allergens, such as: dust, smoke,
pollen, mold spores, animal hair and
dander, dust mites, and harmful
fibers, that may lead to allergic
reactions.

Indication for Use: The Electro-Optical Air
Sterilizer with lonizer device is a medical
Recirculating air cleaner designed to
remove airborne particles all allergens,
such as: dust, smoke, pollen, mold spores,
animal hair and dander, dust mites, and
harmful fibers, that may lead to allergic
reactions.

Device Description:

Mobility: Adjustable and portable
Parts/Elements. A housing unit,, an air
inlet treated air outlet, a blower, a
filter, a heater and humidifier.

Device Description:

Mobility: Adjustable and portable
Parts/Elements: A housing unit, an air inlet,
treated air outlet, a blower, a filter, an
Ultraviolet radiation tube and a high
negative voltage carbonated fiber.

Performance Standards:

No performance standards have been
established for such devices under
Sections 514 of the Federal Food,
Drug, and Cosmetic Act. However,
the BREATHE EASY complies with the
IEC 601-1.

Performance Standards:

No performance standards have been
established for such devices under Sections
514 of the Federal Food, Drug, and
Cosmetic Act. However, the Electro-Optical
Air Sterilizer with lonizer device complies
with the Standard for Electrostatic Air
Cleaners, UL 867 and the Canadian Standard
for Electrostatic Air Cleaners, CSA €222
No. 187-M1986.

Conclusion:. The BREATHE EASY
device is the predicate device to the
proposed device, namely, the Electro-
Optical Air Sterilizer with lonizer
device due to their substantially
equivalent features.

Conclusion: The Electro-Optical Air Sterilizer
with Ionizer device is substantially equivalent
to the BREATHE EASY device due to the
substantially equivalent features.

Questions? Contact FDA/CDRH/OCE/DID at CII}IQ-LFOISTATUS@fda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Proposed Package for The Electro-Optical Air Sterilizer with Ionizer device
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Proposed Package for The Electro-Optical Air Sterilizer with Tonizer device

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.!civ or call 301-796-8118.
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Proposed User’s Manual for The Electro-Optical Air Sterilizer with Tonizer device

Electro - Optical Air Sterilizer with Ionizer
WODEL NO, 3707UVC
USER MANUAL

-07-2016,

FEABURES

.mn Sterjlizing Function

W_n emission tube in the Sterilizer gencrates short-wavelength yltra-vialet rays

the destruction of bacteria, fungi and virus in the air,
wu ventilation system will draw air from the outside of machine to the
ifterior of it. The emission tube will r.;nc discharge the said ultra-violet rays
%H the annihilation of bacteria, fungi and virus in the drawn-ip air. The
@:Don— air will then be driven out inta the surrounding atmosphere. The

- gpality of the ajr in the environment is thug improved.
'

{®V-C light has been proven to w.n an effective way to destroy bacteria, fungi
%n virus.

©

BIPORTANT NOTE

ﬂ Ordinary masks filter particles down to 3 microns.

m More sophisticated masks may go further to 0.3 micron:

m. Many infectious viruses have diameters less than 0.1 micron. They go right

through these filters, but cannot escape the Ultra-Violet rays extermination.

~* ioni%zation by thi

Ionizing Function

The air we breathe is electrically charged with .mno.. particles, called ions, that
tevitalize the atmosphere. Thesc naturally charged.ions are abundant en the
seacoasts, mountaintops, and in the "greal outdoors™. The process of negative
ionizer ¢reates 4 sensation similar to the cleaning of the
atmosphere after a rainstorm.

Tonizers produce negative ions ta be dispersed into the surrounding air. These
icns draw tiny pollutants together to form larger particles, which will then

settle onto the floor becaunse of the action of gravity and magnetic effect.

Air drawn in -
through the
dust filter

Clean air with
lots of particles
jonized by
carbon fiber

[ HAREEYY |

Ionizing function
indicator (Green)

Switeh”

Alr containing
virus, bacteria

and fungi is
being drawn in
the Air Sterilizer.

RNV |

erilized air
diven out to’

x

r@&dssed under FOIA R
.

2.

mm:.o_.::&nm

Amﬁomﬁwonm Air sterilizing

function indicator
(Yellow)

4

APPLICATIONS

.+ Afr Sterilizing Function

Sterilizing exhaled air from virus carriers while Improving quality of
alr inhaled by users,

Jonizing Function

This safety-designed equipment will improve your surrounding air quality. It
is perfect for your home wnn.uap.n office. This product can remove pollutants

- “{rom air such as secondary tobacco smoke, greasy cooking smoke, airbarne

wunnﬂ.:: insecticide dust, pet fur, pollens and more.

Suitable for lifts, hospitals, clinics, schools, hotels, karackes, v»ia_
libraries, restaurants, video game centers, club houses, and other
“residentfal, commercial, industrial, and small indoor environment.

IMPORTANT SAFETY HZmHNdnHHOh :
- A slight sensation may be H.o_:m the carbon fiber in the front of air oca%;

touched. This is normal and presents no danger. This sensation may m_u@n_eo felt
if you touch a person or a large metal object whils your other hand is o%vn unit.

- Always rerhember to unplug the unit before any cleaning.
- Do not clean the unit by spraying with, or immersing in water.
- Do not insert any oE.ann into the openings of the vait,

- If the supply cord is %::ww_um it must be replaced by the chsmwnpﬁnﬂ its

service agent or similarly qualified person'in order to aveid a hazard.

hhs.goﬂ or call 301-7

INSTALLATION AND OPERATION

No installaticn is required. Just plug the unit into any standard npnnﬁnwﬁﬁznﬁ
wma operate : by the ms_:ow The air sterilizer and the ionizer _fa& both )

1 e e st kS, S

jcontinually be nwﬂ.ﬁ&

PLACEMENT . _Aln

Never place the unit on or near electronic devices that contain electroni@Rircuits
or may be damaged by electrical fields, like audio tapes, video tapes, m@w disks,
computers, wrist watches, radios, telephones, ete.

Place the product away »._d_.n unn.imurw.a_n wall to prevent dust- nonzﬁa@uoa on
z._oB.

MAINTENANCE

- It is recommended to routine sarvice the unit every two weeks.

- Remember to unplug the unit before any cleaning.’

- Clean the outside of the upit and surroundings with a damp cloth Eowu@& with
common household detergent. Dry it up afterwards. @

- Use a soft brush to clean the carbon fiber on the front outlet grill. T

- Drust filter - Takes off the dust filter and wash it by tap water, Allow mmm dry
compietely before putting it back.. Place the filter until it is preperly fied.
Never operate the unit without the filter in place.

- Do not directly or indirectly touch the cmission tubs or other interior @3 of tht
product. Do not 9223.; te clean or officrwise tamper with the intexior parts
of the product

/DID at CD

Al

CE.

TECHNICAL INFORMATION
Operating voltage: 220V-240V 50 Hz

Questions? Conta
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Manufacturer Information

Name of Manufacturer: John Manufacturing Ltd.

Address: 6/F, Yau Lee Centre, 45 Hoi Yuen Road,
Kwun Tong, Kowloon, Hong Kong, R.P. China

Telephone Number: 852-2341-1228

Fax Number: 852-2343-4319

Primary Contact Person: Dr. John Yuen

Alternative Contact Person: Ms. Vivian Lam

Questions? Contact FDA/CDRH/OCE/DID at CB8H-FOISTATUS@fda.hhs.gov or call 301-796-8118.

( e
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510(k) SUMMARY
Electro-Optical Air Sterilizer with Tonizer

This summary of safety and effectiveness is provided as part of this Premarket
Notification in compliance with the Safe Medical Device Act of 1990 revisions to 21
CFR, Part 807.92, Content and Format of 1 510Kk) Summary.

1.

Submitted By:

Dr. John Yuen

John Manufacturing Ltd.,

6/F., Yau Lee Center, 45 Hoi Yuen Road,
Kwun Tong, Hong Kong

PR China

Contact Person:

Dr. Arthur King Ma, JD DBA

A GROUP

18780 Amar Road, STE 202-203

Walnut, CA 91789

Tel; 1-626-581-1290

Fax: 1-626-581-1291

Cell: 1-626-786-0075

Date Prepared:

October 27, 2003

Proprietary Name:

Electro-Optical Air Sterilizer with Ionizer
Common/Usual Name:

Air Purifier

Classification Name:

§ 880.5045 Medical Recirculating Air Cleaner. A device designed to remove

particles from air, as class Il devices, product code FRF, and it is reviewed by
General Hospital Devices.

Questions? Contact FDA/CDRH/OCE/DID at Cli}léh-FOISTATUS@fda.hhs.gov or call 301-796-8118. l (a/bf
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7. Predicate Device:
Breathe Easy (RespirAid Ltd.) K981841
8. Device Description

Electro-Optical Air Sterilizer with Ionizer device is an adjustable and portable
personal system for treating air in a specified area of a room. The Electro-Optical
Air Sterilizer with Ionizer device contains an air treatment system, including a
housing unit with an air inlet and a treated air outlet, a blower and a filter for
removing contaminants from the air flowing along the flow path.

Electro-Optical Air Sterilizer with Ionizer device contains also an air filtering
system with an Ultraviolet radiation tube and a high negative voltage carbonated
fiber, which purified air, is emitted to exhaust frame grid, to further ionized and
purified.

Electro-Optical Air Sterilizer with Ionizer device employs photoelectrons to
eliminate germs, viruses, funguses and airborne microorganisms or particles in the
air comprising a three-dimensional housing, an exhaust frame grid. Ionized air is
emitted from exhaust frame grid. When air full of germs, viruses, funguses and
other harmful airborne microorganisms or particles in the air moved into an air
aggregation wall through air aggregator, and then into said air inlet, which is
between ultraviolet radiation tube and air aggregation wall. Ultraviolet radiation
tube generates extreme ultraviolet to eliminate germs, viruses, funguses and other
harmful airbome microorganisms or particles in the air. Then purified air is
emitted to exhaust frame grid, to further ionized and purified through high
negative voltage carbonated fiber. From exhaust frame grid, fresh air filled with

anions is emitted to improve the room air.

9, Intended Use:

The Electro-Optical Air Sterilizer with lonizer device is a medical
Recirculating air cleaner designed to remove airborne particles all allergens, such as:
dust, smoke, pollen, mold spores, animal hair and dander, dust mites, and harmful fibers,
that may lead to allergic reactions.

—

Questions? Contact FDA/CDRH/OCE/DID at CIZ}Q-LFOISTATUS@fda.hhs.gov or call 301-796-8118. } (0/:’)
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10. Performance Standards:

No performance standards have been established for such devices under Sections
514 of the Federal Food, Drug and Cosmetic Act. However, the Electro-Optical
Air Sterilizer with lonizer complies with the Standard for Electrostatic Air
Cleaners, Ul 867 and the Canadian Standard for Electrostatic Air Cleaners, CSA
C22.2 No. 187-M1986.

11.  Substantial Equivalence:

The Electro-Optical Air Sterilizer with lonizer is substantial equivalence to the
BREATHE ESAY cleared under K981841 in respect to intended use,
characteristics and device descriptions.

End of 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at qu-FOISTATUS@fda.hhs.gov or call 301-796-8118. l W
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INDICATIONS FOR USE
510(k) Number (if known):
Vios iohe :
Device Name: Electro-Optical Air Steﬁliier—-with{lonizer . ‘
.t“f:\‘ A
Indications for Use: The Electro-Optical Air Steyilizer with Tonizer device is

a medical Recirculating air ‘cleaner designed to removed

airborne particles all allergens, such as: dust, smoke,

pollen, mold spores, animal hair and dander, dust mites,

and harmful fibers, that may lead to alIerg reactlons sor -

respiratory infection. i R Sa N
VoL * ’ ﬁllwx f?;cl(

RPN

(Division Sign-OfY)
Division of Dental, Infection Control,
And General Hospital Devices

510(k) Number

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEED
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over the Counter Use
(Per 21 CFR 801.109)

Questions? Contact FDA/CDRH/OCE/DID at CE]IJH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

1
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ‘ Za/‘g
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‘DEPARTMENT OF HEa.TH & HUMAN SERVICES - Public Health Service

Food and Drug Adrministration

9200 Corporate Boulevard
Rockville MD 20850

0CT 13 j008

RespirAid Limited

C/0 Ma. sShoshana Friedman
Push-med Limitd

117 Ahuzah St. Ra'ananna 43373
ISRAEL

Re: K981841
Trade Name: BREATHE EASY, Models AD and CD
Regulatory Class: 1II
Product Code: FRF
Dated: August 24, 1998
Received: September 4, 1998

" Dear Ms. Friedman:

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 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).
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 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. 1In 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 sectiong 531

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

(3]
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Page 2 - Ms. Friedman

through 542 of the Act for devices under the Electronic
Product Radiation Control provisions, or other Federal laws or.
regulations.

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 desgire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitrg diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. Additionally, for guestions 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™ (21CFR 807.97). "Oth&f gerneral
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/dsma/dsmamain.html®.

Division of Dental, Infection Contro.
and General Hospital Devices
Office of Device Evaluation -
Center for Devices and
Radiological Health

Enclosure

(&3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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EfECtro="Optical’ir Steérilizer with lonizer
MODEL NO. 3707UVC

USER MANUAL

FEATURES

Air Sterilizing Function

The emission tube in the Sterilizer generates short-wavelength ultra-violet rays
for the destruction of bacteria, fungi and virus in the air.

The ventilation system will draw air from the outside of machine to the
interior of it. The emission tube will then discharge the said ultra-violet rays
for the annihilation of bacteria, fungi and virus in the drawn-in air. The
purified air will then be driven out into the surrounding atmosphere. The
quality of the air in the environment is thus improved.

UV-C light has been proven to be an effective way to destroy bacteria, fungi
and virus.

IMPORTANT NOTE
M Ordinary masks filter particles down to 3 microns.
B More sophisticated masks may go further to 0.3 micron.

B Many infectious viruses have diameters less than 0.1 micron. They go right
through these filters, but cannot escape the Ultra-Violet rays extermination.

Air containing
virus, bacteria

and fungi is
being drawn in
the Air Sterilizer.

Sterilized air
driven out to
surrounding
atmosphere

Air sterilizing

function indicator

Questions? Contact FDA/CDRH/OCE/JID at CDRH-FRISTATUS @izl ongwy) or call 3oté[36-8118.



Ionizing Function
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The air we breathe is electrically charged with tiny particles, called ions, that
revitalize the atmosphere. These naturally charged ions are abundant on the
seacoasts, mountaintops, and in the “great outdoors”. The process of negative
ionization by this ionizer creates a sensation similar to the cleaning of the
atmosphere after a rainstorm.

lIonizers produce negative ions to be dispersed into the surrounding air. These
ions draw tiny pollutants together to form larger particles, which will then
settle onto the floor because of the action of gravity and magnetic effect.

Air drawn in
through the
dust filter

Clean air with
lots of particles
ionized by
carbon fiber

Ionizing function
indicator (Green)

Switch

APPLICATIONS

1.

Air Sterilizing Function

Sterilizing exhaled air from virus carriers while Improving quality of
air inhaled by users.
Ionizing Function

This safety-designed equipment will improve your surrounding air quality. It
is perfect for your home and your office. This product can remove pollutants
from air such as secondary tobacco smoke, greasy cooking smoke, airborne
bacteria, insecticide dust, pet fur, pollen and more.

Suitable for lifts, hospitals, clinics, schools, hotels, karaokes, banks,
libraries, restaurants, video game centers, club houses, and other
residential, commercial, industrial, and small indoor environment.

i
L
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8\%’ ‘k




IM P O RRERNSIPrEoe FSEIINIIN QP IREACEFTHIN & 966; Released by CDRH on 03-07-2016.
- A slight sensation may be felt if the carbon fiber in the front of air outlet is

touched. This is normal and presents no danger. This sensation may also be felt

if you touch a person or a large metal object while your other hand is on the unit.
- Always remember to unplug the unit before any cleaning.
- Do not clean the unit by spraying with, or immersing in water.
- Do not insert any object into the openings of the unit.
- If the supply cord is damaged, it must be replaced by the manufacturer or its

service agent or similarly qualified person in order to avoid a hazard.

INSTALLATION AND OPERATION

No installation is required. Just plug the unit into any standard electrical outlet
and operate it by the switch. The air sterilizer and the ionizer will both

continually be operated.

PLACEMENT

Never place the unit on or near electronic devices that contain electronic circuits
or may be damaged by electrical fields, like audio tapes, video tapes, floppy disks,
computers, wrist watches, radios, telephones, etc.

Place the product away from non-washable wall to prevent dust accumulation on
them.

MAINTENANCE

- It is recommended to routine service the unit every two weeks.

- Remember to unplug the unit before any cleaning.

- Clean the outside of the unit and surroundings with a damp cloth moistened with
common household detergent. Dry it up afterwards.

- Use a soft brush to clean the carbon fiber on the front outlet grill.

- Dust filter - Take off the dust filter and wash it by tap water. Allow it to dry
completely before putting it back. Place the filter until it is properly fitted.
Never operate the unit without the filter in place.

- Do not directly or indirectly touch the emission tube or other interior parts of the
product. Do not attempt to clean or otherwise tamper with the interior parts
of the product.

TECHNICAL INFORMATION

Operating voltage: 220V-240V 50 Hz
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 30(1:&/%11’8.
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MODEL NO. 3707UVC

hEIZBAER] ZL 03121269.7

hEEAHE ZL 03242958.4
UK USA HKG
PATENTED & DES.PAT.

068-1082

Questions? Contact FDA/CDRH/OC{I;@%&H CcD
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REVISED:3/14/95

TUE SIO(K) DOCUHEHTATIOH FORHS ARE AVAILABLE ON THE .LAN UNDER, 510(K)

BOILERPLATES TITLED ~DOCUMENTATION™ AND MUST . BE FILLED QUT WITH
EVERY FINAL DECISION (SE, HSE, NOT A DEVICE, ETC.).

: o ‘sunsTANTInL zquxvnnzncz' (sz) DECISION HAKING DOCUMENTATION

T SO & I@SBWS’
Reviewer: : };£& ' -TYherFNZII

“DaaDf INSD

pivision/Branch:

Device Name: SICCHO OP'A"(_CG-O A‘(«Z 5"“"‘-’-—‘«‘-— WIM IOH‘J-“G

Product To Which Compared (S510(K}) Number If Known):

YES NO
i. 1s Product R Device u/’ 1f NO = Stop
2. Is Device Subject To 510(k)? if NO = Stop
3. ‘same Indication Statement? v/f If YES = Go To 5
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness? P
S. same Technological Characteristics? . V/ If YES = Go To 7
6. could The New Cha:acteristicﬂ Affect If YES = Go To 8
Safety Or Effectiveness? :
7. Descriptive Characteristics Precise t// If NO = Go To 10
Enough? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop HE~
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10.. Performance Data Available? If KO = Request
' e Data
11. Data Demonstrate Equivalence? L// Final Decision:
RE

Note: In addition to completing the form on the LAN,

"yeg" responecs to

questions 4, 6, 8, and 11, and every “no" response requires an

cexplanation.

Questions’._? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118

lo
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1. -Intended Use:

2. pDevice Deascription: provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary). to support the statement. I8 the device 4lfe-supporting or
 life sustaining? Is the 'device implanted (short-term or long-term)? Does
" the' device design use software? I8 the device sterile? Is the device for
single use? Is the device ovef-thé—counﬁer-or,preBCrlption use? Does th
device contain drug or biological product as a component? Is this devic
a kit? Provide ‘a pummary about the devices design, materials, physical
properties and toxicology profile if important.

EIPLPLNATIONS T0 “YES®" AND “NO™ ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1. Explain why not a device:
2. Explain why not subject to 510(k}:

3. How does the new indication differ from the predicate devicé‘s

indication:

4. Explain why there is or is not a new effect or safety or effectiveness
issue:

S. pescribe the new technological characteristics:

L 6. Explain how new characteristics could or could not affect safety or

effectiveness: ' )

7. Explain how descriptive characteristics are not precise enough:

8. Explain new types of safety or effectiveness questions raiged or why t

questions are not new:
9. Explain why existing gcientific methods can not be used:
10. Explain what performance data is needed:

*

11.- Explain how the performance data demonstrates that the device is or i:
not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

4f]

Questions?
estions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118
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i K i
Internal Administrative Form

YES NO

Did the firm request expedited review?
Did we grant expedited review?

\

Wik =

. Have you verified that the Document is labeled Class IIl for GMP
purposes?
If, not, has POS been notified?

X

\

Is the product a device?
Is the device exempt from 510(k) by regulation or policy?
Is the device subiject to review by CDRH?

\

R E

Are you aware that this device has been the subject of a previous NSE
decision? —

9. If yes, does this new 510(k) address the NSE issue(s), (e.g., ——
performance data)?

10. Are you aware of the submitter being the subject of an integrity
investigation?

11.1f, yes, consult the ODE Integrity Officer.

12.Has the ODE Integrity Officer given permission to proceed with the
review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. %
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Tuiy 9, 2004

To: Ms. Feli A. Marshall, Nurse Consultant, INCB, DAGID
Phone No.:  301-443-8913 Fax No, 301-480-3002
RE: K033448 Total page: 10

Dear Ms. Feli Marshall:

Regarding the above application, kindly refer the following below in conncetion to the
fax:

1. We have revised the device description.

Please give the undersigned a call at or 626-786-0075 should there is any other concerns
or questions that you might encountered.

I thank you very much for your kind attention in this matter and look forward for your
approval for the subject device.

Very truly vours,

Arthur King Ma
For and on behalf of
John Manufacturing Ltd.

P.S. Please let me know if | need to submit any additional information therefore, I can
muail the originals to you.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. [5
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July 9, 2004

To: Ms. Feli A. Marshall, Nurse Consultant, INCB, DAGID
Phone No.;:  301-443-8913 Fax No. 301-480-3002
RE: K033448 Total page: 10

Dear Ms. Feli Marshall:

Regarding the above application, kindly refer the following below in conncection to the
fax:

1. We have revised the device description.

Please give the undersigned a call at or 626-786-0075 shwould thers is any other concerns
or questions that you might encountered.

I thank you very much for your kind attention in this maiter and look forward for your
approval for the subject device.

Very truly vours,

Arthur King Ma
For and on behalf of
John Manufacturing Ltd.

P.S. Pleasc let me know if I need to submit any additional information therefore, [ can
mail the originals to you.

B

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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510(k) SUMMARY
Air Purifier 3707 UVC

This summary of safety and effectiveness is provided as part of this Premarket
Notiftcation in compliance with the Safe Medical Device Act of 1990 revisions (o 21
CFR, Part 807.92, Content and Format of 1 510Kk) Summary.

i. Submitted By:

Dr. John Yuen

John Manufacturing Ltd.,

0/T., Yau Lee Center, 45 11oi Yucn Road,
Kwun Tong, Hong Kong

China

b

Contact Person:

Dr. Arthur King Ma, JD> DBA

A GROUIP

18780 Amar Road, STE 202-203

Walnut, CA 91789

Tel: 1-626-581-1290 Fax: 1-626-581-1291
Cell: 1-626-786-0075

3. Date Prepared:
QOctober 27, 2003
Date Revised;
April 02, 2004
June 2, 2004

4, Proprietary Name:

S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Air Purifier 3707 UVC
5. Common/Usual Name:
Air Purifier
6. Classification Name:

§ 880.6500 Medical Ultraviolet Air Purifier. A device designed to remove
particles from air, as class I1 devices, product code FRA, and it is reviewed by

General Hospital Devices.
7. Predicate Device:

AiraCide TiO2 (K023830)
8. Device Description

Air Purifier 3707 UVC device is an adjustable and portable personal system for
treating air in a specified area of a room. Air Purifier 3707 UVC device contlains
an air treatment system, including a housing unit with an air inlet and a treated air
outlet, a blower and a filter for removing contaminants from the air flowing along
the flow path. Air Purifier 3707 UVC device contains also an air filtering

systesn with an Ultraviolet radiation tube which purified air.

9. Intended Use:

The air purifier 3707 UVC is used to reduce airborne particles, such as: dust,
smoke, pollen, mold spores, animal hair, dust mites that may cause allergy in rooms or
enclosed areas such as treatment rooms, hospita) wards, intensive care hospital wards and

residential homes.

10. Performance Standards:

No performance standards have been established for such devices under Sections
514 of the Federal Food, Drug and Cosmetic Act. However, the Air Purifier
3707 UVC complies with the Standard for Electrostatic Air Cleaners, UL 867 and
the Capadian Standard for Electrostatic Air Cleaners, CSA €222 No. 187-
M1986.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ([é
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. Substantial Equivalence:

The Air Purifier 3707 UVC is substantial equivalence to AiroCide Ti02 (K023830) in
respect {o intended use, characlenstics and device descriptions.

End of 510(k) Summary

- W- LAY FUN X

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ((2
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The air purifier 3707 UVC is used to reduce airborne particles, such as: dust, smoke,
pollen, mold spores, animal hair, dust mites that may cause allergy in rooms or enclosed
arcas such as trcatmcnt rooms, hospital wards, intcnsive carc hospital wards and

residential homes.

Prescription Use OR Over-The-Counter Use
(Part 2| CFR 801 Subpart D} (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEED

Concurrence of CDRH, Office of Device Evaluation {ODE)

Page 1 ot'1

Precaution when consumers want to clean and give the subject device a reguldr
maintenance, the following steps are highly recommended:
1, It is recommended that an Adult User should provide routine service the unit every

two weeks.,

2. Kemember to unplug the unit before any cleaning,

1D

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Clean the outside of the unit and surroundings with a damp cloth moistened with

W

common household detergent. Dry it up afterwards,

4, Dust filler — Take off the dust filter and wash the dust filter using tap water. Allow it
to dry completely before putting it back. Place the filter until it is property fitted.
Never operate the unit without the filter in place. (CAUTION: Even all the fungus
aid aitburne particles would becowe saibonaceous dust aflter the Usatweut by the
ultraviolet radiation tube and there should be no hann for consumers but consumers
are advised to put on gloves when cleaning the Air Purifier 3707 UVC))

5. Do not directly or indirectly touch the emission tube or other interior parts of the
product. Do not attempt to ¢lean or otherwise tamper with the interior parts of the
product.

6. Since the UV lamp is disposable, UV lamp can be replaced when it is burns out.
Please unplug the device with any input of electricity before charging the UV lamp.
Wash the used UV lamp with tap water and put it in a garage bag before disposing,
(CAUTION: Even all the [ungus and airburne parlicles would boome carbonsceous
dust after the treatment by the ultraviolet radiation tube and there should be no harm
for consummers but consumers are advised to put on gloves when cleaning the Air
Purifier 3707 UVC.)

7. Filter can be replaced as needed. 2 Extra filters are included with purchase.
(Normally, it is advised to replace the filter every 6 month even with the regular
cleaning in every 2 week to ensure the best results.) Please unplug the device with
ony inputs of electricity before charging the filter. Wash the used filter with tap
water and put it in a garage bag before disposing. (CAUTION: Even all the fungus
and airborne particles would become carbonaceous dust after the treatment by the
ultraviolet radiation tube and there should be no harm for consumers but consumers

are advised to put on gloves when cleaning the Air Purifier 3707 UVC.)

Table of Comparisons

Predicate Device Proposed Device

AiroCide TiO2 (K023830) Air Purifier 3707 UVC

Classification Name: Medical | Classification Name: Medical Ultraviolet
Ultraviolet Air Purifier Air Purifier

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ( q‘
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Classification: Class I
Product Code; FRA

Classification: Class I1
Product Code; FRA

Regulation No.: 880.6500
Reviewed By: General Hospital Devices

Regulation No.: 880.6500
Reviewed By: General Hospital Devices

Indication for Use:

Potential applications mclude
removing and mincralizing airborne
contaminations of pathogens and/or
harmful molds and volatile organic
compounds presemt in rooms or
enclosed areas: treatment rooms,
hespital wards, intensive care hospital
wards, holding areas in jails,
operating rooms, homeless shelters,
pediatric waiting areas, command
and control vehicles, embalming
rooms In Tfuneral homes, postal
facilities, etc.

Indication for Use: The air purifier 3707
UVC is used to reduce airborne particles,
such as: dust, smoke, pollen, mold spores,
animal hair, dust mites that may cause allergy
in rooms or enclosed areas such as treatment
rooms, hospital wards, intensive care hospital
wards and residential homes.

Device Description:

Mobility: Adjustable and portable
Parts/Elements: A housing unit, an air
inter treated air outlet, a blower, a
filter, a heater and humidifier.

Device Description:

Mobility: Adjustable and portable
Parts/Elements: A housing unit, an air inlet,
treated air outlet, a blower, a filter, an
Ultraviolet radiation tube.

Performance Standards:

No performance standards have been
established for such devices under
Sections 514 of the Federal Food,
Drug, and Cosmetic Act.

Performance Standards:

No performance standards have been
established for such devices under Sections
514 of the Federal Food, Drug, and
Cosmetic Act. However, the Electro-Optical
Air Sterilizer with Ionizer device complies
with the Standard for Electrostatic Air
Cleaners, UL 867 and the Canadian Standard
for Electrostatic Air Cleaners, CSA C22.2
No. 187-M1986.

Cunclusivn; The AiroCide TiO2 device
is the predicate device to the proposed
device, namely, the Air Purifier 3707
UVC device due to their substantially

Conclusion: The Air Purifier 3707 UVC
device is substamiially cquivalent to the
AiroCide TiQ2 device due to the substantially
equivalent features.

cquivalent featurcs.

Instruction of Use

Air Purificr

Model No. 3707 UVC

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

FaAGE B7
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Installation and Operation

No Installation is reguired. Just plug the unit into wny staudard clectrical outlet and
operate it by the switch.

Placement

Never place the unit on or near electronic devices that contain electronic circuits or any
flammable gases such as oxygen or gas.

Warnings:

Do not use the unit with any extension cord.
Do not use the unit when hands are wet. You may get hurt from

electric shock from water contract.
Do not operate the unit near any flammable gases or oxygen.
Do not operate the unit at any outdoor as it is designed for indoor

use.

Do not block any opening of the unit.

Never let children to operate the unit.

Always unplug the unit before performing any maintenance.

Manufacturer: John Manufacturing Ltd.,
6/F.. Yau Lee Center, 45 Hoi Yuen Road,

Kwun Tong, Hong Kong
China
Telephone:  852-2341-1228

USA Contact: A GROUP Incorporated
18780 Amar Road, STE 202-203
Walnut, CA 91789

Telephone  626-581-1250

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 21
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration
Memorandum

From: Reviewer(s) - Name(s) Feli /mmﬁaﬂ l

S o iy f f
Subject:  510(k) Number \‘“/US 3 L/L/g/g

To: The Record - It is my recommendation that the subject 5 10(k) Notification:

ORefused to accept.

Dé{;ures additional information (other than refuse to accept). - | t@ M

[1s substantially equivalent to marketed devices. fn 104
[JNOT substantialty equivalent to marketed devices.

other (e.g., exempt by regulation, not a device, duplicate, eté.)

s this device subject to Section 522 Postmarket Surveillance? CIYES O nc
Is this device subject to the Tracking Regulation? CIves [ Ne
Was clinical data necessary to support the review of this 510(k)? LIvEs tno
[s this a prescription device? Lyes [ Nc
Was this 510(k) reviewed by a Third Party? ClyEs O n¢
Special 510(k)? Oves [ ne
Abbreviated 510(k)? Please fill out form on H Drive 5 10k/boilers OvEs O n¢

uthful and Accurate Statement DRequestcd [ Enclosed e foe_ Muﬂap .
A 510(k) summary OR [JA 510(K) statement ~ +f# fo feviaad

[ The required certification and summary for class IIT devices
%@ indication for use form S be MWA

Combination Product Category (Please see algorithm on H drive 510k/Boilers)

Animal Tissue Source {dves [ONO Material of Biological Origin O ves Hn

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
£ No Confidentiality (1 Confidentiality for 90 days [] Continued Confidentiality exceeding 90 -

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
Periaq/"’ gg0-S04S
FeA [ve [l 220:65D

oo Vo ol s TOCR € 2oy

(Branch Chief) (Bra[}ch Code) (Date)

Final Review:
QuestionkP Doistien FONGHIREJOCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-79613#18)
Revised:4/2/03 (.Q/l
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510(k) “SUBSTANTIAL EQUIVALENCE™
DECISION-MAKING PROCESS

New | )j vICT i??‘?mplan.ti %

Marketed Deviee *

| @

Diescriptive Isformation Docs New Device Have Same  NO - Da the Differences Alter the Intended Not Substantially
about New or Marketed Indcation Statement!™ ¥ Therapeutic/Diagnostic/ete. Citect YES  Equivalent Determination
Device Requested as Needed (in Deciding. May Consider impact on

YES Safety and Effectiveness)?™*
New Device Has Same Intended NO
Use and May be “Substantially Equivalent” ‘
New Device Has O

[Joes New Device Have Same

Technological Characteristics,  NO Could the New

¢.o. Design, Materials. ete? —%* Characeristics Do the New Characteristics
Aftect Safety or — Raise New Types of Satety  YES »O

1S
@ l Eftectiveness? or Effectiveness Questions?
A

@ @ New Intended Use

NO Are the Descriptive NO
Characteristics Precise Enough NO
@ to Ensure Equivalence? @
NO
Are Pertformance Data Do Accepted Scientific
Available o Asses Equivalence? YLS Methods Exist for
Assessing Effects of NO
the New Characteristics?
YIS

@ YES
v

Are Performance Data Available  NO
To Assess Effects of New

Performance

Data Required
Characteristics? ***
YES
Co v D
Y
g Pertormance Data Demonstrate Performance Data Demonstrate
Equivalence? ———— () @] < Equivalence?  ——
YES YES NO

NO

“Substantially Equivalent” @
Te Determination To

* S10(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassitied post-Amendments) devices is unclear.

** This decision is normatly based on descriptive information alone, but limited testing information 15 sometimes required.

A [2ata maybe in the 5LO(k}. other 510(k)s, the Center’s classification {iles, or the literature.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. (_(%
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PR EEE R 2

ET ] TX REPORT ET:33
ETFI I T T SRR LT T LT

TRANSMISSION OK

TX/RX NO 3899
CONNECTION TEL 916265811281
SUBADDRESS

CONNECTION ID

§T. TIME 05/11~20:53
USAGE T 02'15

PGS. 6

RESULT OK

N

DHHS/PHS/FDA/CDRH
DIVISION OF ANESTHESIOLOGY,
GENERAL HOSPITAL, INFECTION CONTROL
AND DENTAL DEVICES
9200 CORPORATE BOULEVARD
HFZ-480
ROCKVILLE, MARYLAND 20850

F/A

FROM: ms. Fel' marshall

DATE: &/u/p¢

TO: Artfuce Moo

PHONE #: bl -S8( =290
T olecalbeomn
FAX #: 62% -8B1~129( @ Tk . fetis

SUBJECT: kKoazuyg®

t Q
ADDITIONAL COMMENTS:  KiquecT fon bellebrovall Torformabeam

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.h#s.gov or call 301-796-8718.
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DHHS/PHS/FDA/CDRH
DIVISION OF ANESTHESIOLOGY,
GENERAL HOSPITAL, INFECTION CONTROL
AND DENTAL DEVICES
9200 CORPORATE BOULEVARD
HFZ-480
ROCKVILLE, MARYLAND 20850

IF/A

FROM: ms. Feld marshat!

DATE: $7nlp4

TO: Artfice Moo

PHONE #: b2k -331 290

FAX #. 626 -5%1- 24/

SUBJECT: Koazuyg

ADDITIONAL COMMENTS:  Kiquec? fon Aetbebsoval Dirformateon
M J

Encloswres (_'rnaa'mha%!ﬁe,m ~* Tha?hfely-hecerote .Sla.émmi:_'

# OF PAGES & COVER SHEET: & ielecding ~face sheel -
PHONE NO: (301) 5—%@6 >
FAX NO: (301) 480-3002

THIS DOCUMENT 1S INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVLEGED, CONFIDENTIAL AND
PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW. If you are not the addressee, or a
person authorized to deliver the document to the addressee, you are hereby notified that any
review, disclosure, dissemination or other action based on the content of the communication is
not authorized. If you have received this document in error, please immediately notify us by
telephone and return it to use at the above address by mail. Thank you.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. /l D
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Scrvice

Food and Drug Administration
Memorandum
i
72707
From: Reviewer(s) - Name(s) t}!l O- . W’lanfmﬁ
Subject:  510(k) Number K 633 ¢ 9 '
To: The Record - It is my recommendation that the subject 510(k) Notification:

[IRrefused to accept.

Bﬁquim additional information (other than refuse to accept). T._(Zq,rw totd
[Cl1s substantially equivalent to marketed devices. e pemo didlis

i{sfoa

[INOT substantially equivalent to marketed devices.

Cother (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarkct Surveillance? LvYES O No
Is this device subject to the Tracking chulatlon‘? CIyEes O ~o
Was clinical data necessary to support the review of this 510(k)? OyEs O no
Is this a prescription device? CIvyes 1 NO
Was this 510(k) reviewed by a Third Party? OdvyEs O NO
Special 510(k)? CIves 1 nNo
Abbre\rlated 510(k)? Please fill out form on H Drive 5 10k/botlers {JYES 1 ~No

Truthful and Accurate Statement Béqucsted [ Enclosed
%10(1() summary or [3A 510(k) statement 4—0 b /u,u.zeJ
[1 The required certification and summary for class I1i devnces

The indication for use form fo Eua Aol

Combination Product Category (Please see algorithm on H drive 510k/Boilers) //

Animal Tissue Source 1 YES VKO Material of Biological Origin [ YES =g\

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
3 No Confidentiality [ Confidentiality for 90 days d Continued Confidentiality exceeding 90 ¢

Predicate Product Code with class: - Additionat Product Code(s) with panel (optional):

199/ . ¥
Review: M@/){ //(,//

(Branch Chief) (Bednch Codc) ¢/ (Date)

Final Review: _ ,ic ’

Q ?
uestions? (Eﬁt Eﬁ?&/ﬁ%@ QQE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796- S{Qatc)
Revised:472/03 |

FeF (8ol
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510(k) “SUBSTANTIAL EQUIVALENCE™
l)[-ié?lS[ON-MAKING PROCESS
K033 Gy

New Device is Compired 1o

Starketed Deviee ®

l

Does Few Deviee Have Same NO

Indifation Statement’™ —>

l YES

New Device Has Same Intended
Use and May be "Substantially Equivatent”

()

Descriptive Information
about New or Marketed
Device Reguested as Nevded

Therapeutic/Diagnostic/etc. Efleet
(in Deciding, May Consider Impact on
Safety and Effectiveness)?**
NO
4_._—-—

Daes New Device Have Same @

Teclnological Characteristics.  NO Could the New

v Design Materials, ete.? Characteristics

oni

(»)

Eitectiveness?

Do the Differences Alter the Intended

YES

New Device Has
New Intended Use

Do the New Charactenistics
Alliect Satety or — Raise New Types of Satety YES
ar Effectiveness Questions?

Not Substantially
Lguivalent Determination

A
NO Are the Descriptive NO
Characteristics Precise Enough NO
@ to Ensure Equivalence? @
NO
Are Performance Data Do Accepted Scientific
Availabic to Asses Equivalence? YES Methods Exist for
Assessing Effects of NO
the New Characteristics?
YES
@ YES
¥
Performance Are Performance Data Available  NO
Data Required To Assess Etfects of New
Characteristics? ***
YES
) <,
Y
»  performance Data Demonstrate Performance Data Demonstrate
Liquivalence? 0 Eguivalence? — #———
YES YES NO

NG

To @

“Substantially Equivalent”
Determination

+

marketed and “predicate” (pre-Amendments ot rectassified post-Amendments) devices is unclear.
** This decision is normally based on deseriptive information alane, but Timited testing information is sometimes required.
LR

Data maybe in the 310(K). other S10(K)s. the Center’s classification files, or the literature.

w @

S10(k) Submissions compare new devices to marketed devices. FDA requests additional information if' the retationship between

189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.



" DHHSIPHSIFDAICDRIR™ """
DIVISION OF DENTAL, INFECTION CONTROL,
AND GENERAL HOSPITAL DEVICES
9200 CORPORATE BOULEVARD, HFZ-420
ROCKVILLE, MARYLAND 20850

DATE: ~Jan. ., 2004
FROM: ms. Feli Marshat!
NO. OF PAGES: s

891
PHONE NO: 301 -443-887%

FAX NO: 301-480-3002

—
J rans™!

TO: A fruk, ng Mo

FAX NO: 6o~ 581 -121!
SUBJECT: Kp3344%

ADDITIONAL COMMENTS: (Quucesf ft&. Ayl boorad) Trformation
b?aﬂe jM,
Encloswes TW Aecd rafe Stafeamens Pﬁ“’\

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
¢ TAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL AND PROTECTED FROM DISCLOSURE UNDER
M SABLE LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee,
you are hereby notified that any review, disclosure, dissemination or other action based on the content of the
communication is not authorized. If you have received this document in error, please immediately notify us by
telephone and return it to us at the above address by mail. Thank you,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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SCREENING CHECKLIST

COR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS |

510(k) Number: _\iﬁﬁig

The cover letter clearly identifies the type of 5_10(1() submisston as (Check the

appropriatebox) . B
a VS'pcc‘ial 510(k) . Do Sections 1 and 2
O - Abbreviated 510(%) - ; - Do Sé&ion; 1, 3 and 4

E/ ‘ Traditjonal 510(k) or no identification provide(i -

Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present or
Adequate

Missing or
Inadequate

Cover letter, containing the elements fisted on page 3-2 of the

Premarket Notification [510)] Manual.
Table of Contents.
Truthful and Accurate Statement.
Device’s Trade Name, Device’s Classtfication Name and
Establishment Registration Number.
Device Classification Regulation Number and Regulatory Status
(Class I, Class I, Class Il or Undlassified).
Proposed Labeling indluding the material listed on page 3-4 of the
Premarket Notification {5 10)] Manual. .

Statement of Indications for Use that is on a separate page in the
premarket submussion.

Substantial Equivalence Comparison, including comparisons of
the new device with the predicate in areas that are listed on page
34 of the Premarket Notification {5 10)] Manual.

510(k) Summary ot 510(k) Statement. -
Description of the device (or modification of the device) including
diagrams, engineenng drawings, photographs or service manuals.

\&\&\\\&\

Tdentification of legally marketed predicate device.

Compliance with performance standards. * [See Section 514 of
the Act and 21 CFR 807.87 (d))

e
=

el
=

Questions?

| Class 11 Certification and Summary. *%
Financial Certilication or Disclosure Statement for 510(k)
notifications with a clinical study. * [Sce 21 CFR 807.87 (1))

?O(_lg) Kit Ceruficauion =%

- May not be applicable for Special 510(k)s.
- Required for Class I1[ devices, only.

- Sce pages 3-12and 3-13 in the Premarket Notification [510)] Manual 2nd the

Contact KDACDEMOTEEN B } uidance.
EhD & Eﬁﬁﬂm&ﬁéa. hs.gov or call 301-796-8118.

(3L
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Scction 2: Réqﬁircd Clements for a SPECIAL 510(k) submission:

Present Inadcquate

S - 6r Missing
Name and 510(k) number of the submitter's own, unmodified —

redicate device. ,

A description of the modificd device and 2 companson to the
sponsor’s predicate device. :

A statement that the intended usc(s) and indications of the
modified device, as descobed in its labeling are the same as the -
| intended usés and in_dicatidns for the submitter’s unmodified - .
prédidtc device. _ - . _ 2
- | Reviewer’s confirmation that the modification has not altered the
fundamental scientific technology of the submitter’s predicate
device. T ' co
A Design Control Activities Summary that includes the following

elements (a-c):
a. [dentification of Risk Analysis method(s) used to assess the.

impact of the modification.on the device and its components, and
the results of the analysis.

b. Based on the Risk Analysis, an identification of the required
verification and validation activities, including the methods or
tests used and the acceptance criteria to be applied.

< A Declaration of Conformity with design controls that includes

the following statements:
A statement that, as required by the risk analysis, all
verification and validation activities were pcrformed by the
designated individual(s) and the results of the activities
demonstrated that the ptedctermined acceptance criteria were
met. This statement 1s signed by the individual responsible
for those particular activities.
A statement that the manufacturing facility is in conformance
with the design control procedute requirements as specified
in 21 CFR 820.30 and the cecords are available for review.
This statement is signed by the individual responsible for

those particular acgvitics.
Section 3: Required Elements foran ABBREVIATED 510(k)* submission:

Present Inadequate

or Missing

For  submission, which relies on a guidance document and/or
special control(s), a summary report that describes how the
guidance and/or special control(s) was uscd to address the risks
associated with the parucular device type. (Ifa manufacturer
clects to use an aliernate approach to address a particular risk,
sufficient detail should be provided to jusufy that approach.)
For a submission, which relics on a recognized standard, a
declaration of confornuty {Fora lisung of the required clements
of a declarauon of conformity, SEE chuircd Elements fora

Declaration of Conformity to a Recognized Standard, which
Questions?
ions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118 [ %




R .
ecords processed under FOIA Request #2016-966; Released by CDRH on 03-07-2016

boilers on the I drive.] __’J_ _—_J
For a submssion, which relies on 2 recognized standard without-a )
declaration of conformity, a statement that the manufacturer -
 rends to conform to a recognized standard and that supporung
dara will be available before marketing thedevice. ~ . - '
For a submission, which relies on a n_on-recognizcd stahdard that
has been historically accepted by FDA, a statement that the
manufaqurer intends to conformto 2 recognized standard and
that supporting data will be available before marketing the device.
For a submission, which relies on 2 non-fecognized standard that -
has not béen historically accepted by FDA, 4 statement that the
manufacturer intends to confortn to a recognized standard and
thit supporting data will be available before marketing the device .
and any additional information requested by the reviewer in order .
to determine substantial equivalence. -

Any additional * Tormation, which is not covered by the guidance
document, special control, recognized standard and/or non-
recogrized standard, in order to determine substantial

eguivalence.

- When completing the review of an abbreviated 510(k), please fill outan
Abbreviated Standards Data Form (located on the H drive) and list all the guidance
documents, special controls, recognized standards and/or non-recognized
<tandards, which were noted by the sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present | Inadequate
or Missing |

P

a) Biocompatibility data for all patient-contacting materials, OR
certification of identical matetial/ formulation:
b) Sterilization and expiration dating information:

QCess -
1 idati i rocess
i_iﬂ__SAT o

aeing
- or

rec

dues

| ) Software Documentation:

Jtems with checks in the “Present or Adequate” column do not require e additional
information from the sponsor. [tems with checks in the “ Missing or Inadequate”
column must be subnjitcd before substantive review of the document. '
Passed Screening Yes No
Reviewer:
Concurrence by

—_——

AN

P

Review Branch:

Questions?
stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118 [ 53
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)ate:

e ——

: tendes ident ve represent theissues that we believe need t0 be resolved
ghfc dc{l?: :::i:;d;?;gﬁ ;?g(kt): suimission can be suc?cs.?ﬁxlly com_plefcd. In dCVClOpL_ngf
e 0(; efo_ s, we carefully considered the statutory cntena a5 defined in .Sf:axq_n_Sl}(f) of
the Z&Srzrllcl;oc:d, Drug; and Cosmetic.Act for determining ;lfbstmqal_ cqu;valcx}ce of your
t{he F "We also oonsidc:.red the burden that may be i:_lcurred in your attempt to r,esg}?nd_ 0
}‘:W;? f ciéncies We believe that we have considered the l__e::asgbu.rde;n..sonj_wT approach to .
+es le' : thase issues. If, however, you believe that information is being requested that 1s
“ fCSO.Vif_lg t to the rézgulz;tbry decision or that there is a less burdensome way to resolve the
it eva:should follow the procedureés outlined in the “A Suggested Approach to -
lfs{islgi;ﬁ:g Least Burdensome Issues” document. Itis available on our Center web page at:

hep:// www.fda.gov/cdrh/modact/ leastburdensome.html

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ( %’L{(
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S10(k) «SUBSTANTIAL EQUIVALENCE” =
DECISION-MAKING PROCESS
New Device is (';-:uparcd W
@ Marketed Deviee ® @

{Jescriptive Intormation Does Nele Device Have Same NO Dot Diflerences Alter the intended - Not Substantialiy
about New or Marketed ndicaen Statement” Therapeutic/Diagnosticielc. Efect YES  Eguivaknt Determination
Device Requested as Necded (in Deciding. May Consider impact on [

l YES Safety and Effectiveness)?**
New Device Has Same latended NO
Use and May be f3ubstantially Equivaleal” ¢
; New Device Has O

@ @ New lutended Use
Dees New Derice Have Same @

Technologicy Clfcacteristics. NO Could the New

co. Desian eriats. e1c.? Characteristics Do the New Cliacacteristics

TS g € afatye np ——= Raise Ne , - .
YES Al.l_(.C['SafCl) ot RZ\I\SL: Nc.,w Types of S_at”ct) YES OO
i Effectiveness? or Cilectiveness Questions?
A
NO Ace the Descriptive NO
Characteristics Precise Enough NO

to Ensure Equivalence?
A 10

NO
Do Accepted Scientific

Ave Performance [ala

Avatiafle 10 Asses Cquivalence? YES Methiods Exist lor
Assessing Effects of NO
the New Characteristics?
YES

@ YES
v

Arc Performance Data Available NG
To Assess Effects of New
Characteristics? ***

Performance
Data Required

N YES ¢

Vi~ |
o @ J L 553 @

Perfonmance Data Demonsteate
Equivalence?

Performance Data Demonstrate
O < Equivalence?  A——
YES NO

NO

~Substantiatly Equivalend”
To \ A Determination To

N S HCK) SUDAISKIONS CHNpare Hew devices 1o marketed devices. FDA requests additional aformation if the relatiouship bebween
marketed and “predicate” {pre-Amendmaents or reclassificd past-Amendinents) devices is unclhear.

b This decisian is norally pased on deseriptive informatian atone, but limited testing information is sometimes required

Questions,GantaghFRAIGE RKHOSEIDI &) CORFLFOTS PATUSTIRIA Hifis YoV oF 5 51 -706-8118 g
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

April 19, 2004 Rockville, Maryland 20850
JOHN MFG., LTD. 510(k) Number: K033448

C/0 A GROUP Product: ELECTRO-QOPTICAL

18780 AMAR ROAD, STE 203-203 ATR STERILIZER

WALNUT, CA 91789 WITH IONIZER

ATTN: ARTHUR KING MA

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (301) 594-1190,

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
FPremarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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510(k) SUMMARY

Air Purifier 3707 UVC

This summary of safety and effectiveness is provided as part of this Premarket
Notification in compliance with the Safe Medical Device Act of 1990 revisions to 21
CFR, Part 807.92, Content and Format of 1 510Kk) Summary.

L.

Submitted By:

Dr. John Yuen
John Manufacturing Ltd.,

6/F., Yau Lee Center, 45 Hoi Yuen Road,

Kwun Tong, Hong Kong
China

Contact Person:

Dr. Arthur King Ma, JD DBA
A GROUP

18780 Amar Road, STE 202-203
Walnut, CA 91789

Tel: 1-626-581-1290

Fax: 1-626-581-1291

Cell: 1-626-786-0075

Date Prepared:

October 27, 2003

Date Revised:

April 02, 2004

Proprietary Name:

Air Purifier 3707 UVC
Common/Usual Name:

Air Purifier

Classification Name:

§ 880.6500 Medical Ultraviolet Air Purifier.

A device designed to remove

particles from air, as class II devices, product code FRA, and it is reviewed by

General Hospital Devices.

1

3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Predicate Device:
AiroCide Ti0O2 (K023830)
Device Description

Air Purifier 3707 UVC device is an adjustable and portable personal system for
treating air in a specified area of a room. Air Purifier 3707 UVC device contains
an air treatment system, including a housing unit with an air inlet and a treated air
outlet, a blower and a filter for removing contaminants from the air flowing along
the flow path.

Air Purifier 3707 UVC device contains also an air filtering system with an
Ultraviolet radiation tube which purified air.

Air Purifier 3707 UVC device employs Ultraviolet radiation tube to eliminate
germs, viruses, funguses and airborne microorganisms or particles in the air.
When air full of germs, viruses, funguses and other harmful airborne
microorganisms or particles in the air moved into the device, ultraviolet radiation
tube generates ultraviolet to eliminate germs, viruses, funguses and other harmful
airborne microorganisms or particles in the air. Then purified air is emitted to

exhaust frame,

Intended Use;

The potential application for Air Purifier 3707 UVC include removing airborne

particles, and/or dust, smoke, pollen, mold spores animal hair, dust mites and harmful
fibers present in rooms or enclosed areas such as elevators, karaoke bar, treatment
rooms, hospital wards, intensive care hospital wards, office areas, vehicles and industrial
buildings.

10.

Performance Standards:

No performance standards have been established for such devices under Sections
514 of the Federal Food, Drug and Cosmetic Act. However, the Air Purifier
3707 UVC complies with the Standard for Electrostatic Air Cleaners, UL 867 and
the Canadian Standard for Electrostatic Air Cleaners, CSA (C22.2 No. 187-
M1986.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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11.  Recommendation for placement of number of device vs. room/enclosed area size. i
Each Air Purifier 3707 UVC unit can treat 200 Sq. Ft. — XX ﬁ&

Air Purifier 3707 UVC has a flat base so that consumers can put the device almost
anywhere they want.

12.  Substantial Equivalence:

The Air Purifier 3707 UVC is substantial equivalence to AiroCide TiO2 (K023 830} in
respect to intended use, characteristics and device descriptions.

End of 510(k) Summary

b

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.



I
z A

LAy

Records processed under FOIA Request #2016-966; Released by CDRH on 03-07-2016.

Gl
Precaution when—eonsummers—watit "to" tléan and give the subject device 2 regular
maintenance, the following steps are highly recommended: ST i ‘
{.xi"gu[ o ‘T&-l({{. —‘{V;
‘ : o o i Ll
1. It is recommended to routine service thé unit every two weeks.
'1.,%-.-?" 2. Remember to unplug the unit before any cleaning.
: . 3 Clean the outside of the unit and surroundings with a damp cloth moistened
3 with common household detergent. Dry it up afterwards. R
" : B s
¥ 4 Use a soft brush to lean the carbon fiber on the front outlet grill. _
5 Dust(iillqp)— Take off the dust filter and washtifu by tap water. Allow it to dry

completely before putting it back. Place the filter until it is property fitted.
Never operate the unit without the filter in place.

6. Do not directly or indirectly touch the emission tube or other interior parts of
the product. Do not attempt to clean or otherwise tamper with the interior
parts of the product.

7. Cocden wie o tlons pe TR U ¢
Since all the fungus, and airborne particles would become carbonaceous dust after the
treatment by the ultraviolet radiation tube and there should be no harm for consumers but

consumers are advised to put on gloves when cleaning the Air Purifier 3707 UVC.

(The forgoing maintenance information was/will be printed in the user manual.)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Table of Comparisons

Predicate Device

Proposed Device

AiroCide TiO2 (K023830)

Air Purifier 3707 UVC

Classification Name; Medical

Ultraviolet Air Purifier

Classification Name: Medical Ultraviolet

Air Purifier

Classification: Class I1
Product Code: FRA

Classification: Class I1
Product Code: FRA

Regulation No.: 880.6500
Reviewed By: General Hospital Devices

Regulation No.: 880.6500
Reviewed By: General Hospital Devices

Indication for Use:

Potential applications include
removing and mineralizing airborne
contaminations of pathogens and/or
harmful molds and volatile organic
compounds present in rooms or
enclosed areas: treatment rooms,
hospital wards, intensive care hospital
wards, holding areas in jails,
operating rooms, homeless shelters,
pediatric waiting areas, command
and control vehicles, embalming
rooms in funeral homes, postal
facilities, etc,

Indication for Use: The potential application
for air purifier 3707 UVC include removing
airborne particles, and/or dust, smoke, pollen,
mold spores animal hair, dust mites and
harmful fibers present in rooms or enclosed
areas such as elevators, karaoke bar,
treatment rooms, hospital wards, intensive
care hospital wards, office areas, vehicles and
industrial buildings.

Device Description:

Mobility: Adjustable and portable
Parts/Elements: A housing unit,, an air
inlet treated air outlet, a blower, a
filter, a heater and humidifier.

Device Description:

Mobility: Adjustable and portable
Parts/Elements: A housing unit, an air inlet,
treated air outlet, a blower, a filter, an
Ultraviolet radiation tube.

Performance Standards:

No performance standards have been
established for such devices under
Sections 514 of the Federal Food,
Drug, and Cosmetic Act.

Performance Standards:

No performance standards have been
established for such devices under Sections
514 of the Federal Food, Drug, and
Cosmetic Act. However, the Electro-Optical
Air Sterilizer with lonizer device complies
with the Standard for Electrostatic Air
Cleaners, UL 867 and the Canadian Standard
for Electrostatic Air Cleaners, CSA C22.2
No. 187-M1986.

Conclusion: The AiroCide TiO2 device
is the predicate device to the proposed
device, namely, the Air Purifier 3707
UVC device due to their substantially
equivalent features.

Conclusion: The Air Purifier 3707 UVC
device is substantially equivalent to the
AiroCide TiO2 device due to the substantially
equivalent features.

5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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INDICATIONS FOR USE

510(k) Number (if known): K033448

(O
Device Name: Air Purifier 3707 UVC '})&L&"*
J""/
Indications for Use: The potential fap/plication for air purifier 3707 UVC

include remefing”airborne particles, and/or dust, smoke,
pollen, mold spores animal hair, dust mites and harmful

fibers present in rooms or enclosed areas such ascelevators, ~ -
karaoke bar, treatment rooms, hospital wards, intensive

care hospltal wards, office areas, veh'rc}es-ﬂﬂd-mdustxm}
{ G ,2‘
4’}

¥

¥ ‘1&1.'.‘

(Division Sign-Off)
Division of Dental, [nfection Control,
And General Hospital Devices

510(k) Number: K033448

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEED
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over the Counter Use
(Per 21 CFR 801.109)

« ¥

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Truthful and Accurate Statement Lot ‘. o . Vo

I, John Yuen, believe, to the best of my knowledge, that all data and information
submitted in the premarket notification are truthful and accurate and that no
material fact has been omitted.

Ctafe

Slgnatur

YUEN, John
Submitter

([0S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES blic Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

June 30, 2004 Rockville, Maryland 20850
JOHN MFG., LTD, 510(k) Number: K033448

C/0 A GROUP Product: ELECTRO-OPTICAL

18780 AMAR ROAD, STE 203-203 AIR STERILIZER

WALNUT, CA 91789 WITH IONIZER

ATTN: ARTHUR KING MA

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning vour submission MUST
be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission, Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01 html.

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (30l) 443-6597 or at their toll-free number (800) 6£38-2041,
or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Ewvaluation
Center for Devices and

Radiclogical Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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PREMARKET NOTIFICATIN
TRUTHFUL AND ACCURATE STATEMENT?

(As Required By 21 CR 807.87 (3))

1 certify that, in my capacity as President of John Manufacturing Ltd., 1
believe to the best of my knowledge, that all data and information submitted in the

premarket notification are truthful and accurate and that no material fact has been

May 1, 2004

omitted.

K 033448

*Must be signed by a responsible person of the firm required to submit the

premarket notification (e.g., not a consultant for the 501(k) submitter.)

A3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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IKOZ3 ¢ &7

510(k) SUMMARY

Air Purifier 3707 UVC

This summary of safety and effectiveness is provided as part of this Premarket
Notification in compliance with the Safe Medical Device Act of 1990 revisions to 21
CFR, Part 807.92, Content and Format of 1 510Kk) Summary.

1.

Submitted By:

Dr. John Yuen

John Manufacturing Ltd.,

6/F., Yau Lee Center, 45 Hoi Yuen Road,
Kwun Tong, Hong Kong

China

Contact Person:

Dr. Arthur King Ma, JD DBA

A GROUP

18780 Amar Road, STE 202-203

Walnut, CA 91789

Tel: 1-626-581-1290 Fax: 1-626-581-1291
Cell: 1-626-786-0075

Date Prepared:
October 27, 2003

Date Revised:

April 02, 2004

June 2, 2004
Proprietary Name:
Air Purifier 3707 UVC
Common/Usual Name;
Air Purifier
Classification Name:

§ 880.6500 Medical Ultraviolet Air Purifier. A device designed to remove

particles from ait, as class II devices, product code FRA, and it is reviewed by
General Hospital Devices.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. (/t \_,}
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Predicate Device:
AiroCide TiO2 (K023830)
Device Description

Air Purifier 3707 UVC device is an adjustable and portable personal system for
treating air in a specified area of a room. Air Purifier 3707 UVC device contains
an air treatment system, including a housing unit with an air inlet and a treated air
outlet, a blower and a filter for removing contaminants from the air flowing along
the flow path. Air Purifier 3707 UVC device contains also an air filtering
system with an Ultraviolet radiation tube which purified air.

Air Purifier 3707 UVC device employs Ultraviolet radiation tube to eliminate
germs, viruses, funguses and airborne microorganisms or particles in the air.
When air full of germs, viruses, funguses and other harmful airborne
microorganisms or particles in the air moved into the device, ultraviolet radiation
tube generates ultraviolet to eliminate germs, viruses, funguses and other harmful
airborne microorganisms or particles in the air. Then purified air is emitted to

exhaust frame.

Intended Use:

The potential application for Air Purifier 3707 UVC include removing airborne

particles, and/or dust, smoke, pollen, mold spores animal hair, dust mites and harmful
fibers present in rooms or enclosed areas such as treatment rooms, hospital wards,
intensive care hospital wards (away from oxygen and other flammable gases).

10.

Performance Standards;

No performance standards have been established for such devices under Sections
514 of the Federal Food, Drug and Cosmetic Act. However, the Air Purifier
3707 UVC complies with the Standard for Electrostatic Air Cleaners, UL 867 and
the Canadian Standard for Electrostatic Air Cleaners, CSA C22.2 No. 187-
M1986.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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11. Substantial Equivalence:

The Air Purifier 3707 UVC is substantial equivalence to AiroCide TiO2 (K023830) in
respect to intended use, characteristics and device descriptions.

End of 510(k) Summary

tl

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Indications for Use
510(k) Number (if known): K033448

Device Name: { el “ Air Purifier 3707 UVC
%‘ . f e

Indications for Use; ‘The potential application-for air purifier 3707 UVC include

ifig airborne particles, and/or dust, smoke, pollen, mold spores animal hair, dust
mites and harmful fibers present in rooms or enclosed areas such as treatment rooms,
hospital wards, intensive care hospital wards.(away from oxygen and other flammable
gases).

Prescription Use OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEED

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of |

]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Precaution when consumers want to clean and give the subject device a regular
maintenance, the following steps are highly recommended:

6.

[t is recommended that an Adult User should provide routine service the unit every
two weeks.

Remember to unplug the unit before any cleaning,

Clean the outside of the unit and surroundings with a damp cloth moistened with
common household detergent. Dry it up afterwards.

Dust filler — Take off the dust filter and wash the dust filter using tap water. Allow it
to dry completely before putting it back. Place the filter until it is property fitted.
Never operate the unit without the filter in place. (CAUTION: Even all the fungus
and airborne particles would become carbonacecous dust after the treatment by the
ultraviolet radiation tube and there should be no harm for consumers but consumers
are advised to put on gloves when cleaning the Air Purifier 3707 UVC))

Do not directly or indirectly touch the emission tube or other interior parts of the
product. Do not attempt to clean or otherwise tamper with the interior parts of the
product,

Since the UV lamp is disposable, UV lamp can be replaced when it is burns out.
Please unplug the device with any input of electricity before charging the UV lamp.
Wash the used UV lamp with tap water and put it in a garage bag before disposing.
(CAUTION: Even all the fungus and airborne particles would become carbonaceous
dust after the treatment by the ultraviolet radiation tube and there should be no harm
tor consumers but consumers are advised to put on gloves when cleaning the Air
Puritier 3707 UVC)

Filter can be replaced as needed. 2 Extra filters are included with purchase.
{Normally, it is advised to replace the filter every 6 month even with the regular
cleaning in every 2 week to ensure the best results.) Please unplug the device with
any inputs of electricity before charging the filter. Wash the used filter with tap
water and put it in a garage bag before disposing. (CAUTION: Even all the fungus
and airborne particies would become carbonaceous dust afier the treatment by the
ultraviolet radiation tube and there should be no harm for consumers but consumers

are advised to put on gloves when cleaning the Air Purifier 3707 UVC.)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. Q"\%
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Table of Comparisons

Predicate Device

Proposed Device

AiroCide Ti02 (K023830)

Air Purifier 3707 UVC

Classification Name: Medical

Ultraviolet Air Purifier

Classification Name: Medical Ultraviolet
Air Purifier

Classification: Class 11
Product Code: FRA

Classification: Class I1
Product Code: FRA

Regulation No.: 880.6500
Reviewed By: General Hospital Devices

Regulation No.: 880.6500
Reviewed By: General Hospital Devices

Indication for Use:

Potential applications include
removing and mineralizing airborne
contaminations of pathogens and/or
harmful molds and volatile organic
compounds present in rooms or
enclosed areas: treatment rooms,
hospital wards, intensive care hospital
wards, holding areas in jails,
operating rooms, homeless shelters,
pediatric waiting areas, command
and control vehicles, embalming
rooms in funeral homes, postal
facilities, ete.

Indication for Use: The potential application
for air purifier 3707 UVC include removing
airborne particles, and/or dust, smoke, pollen,
mold spores animal hair, dust mites and
harmtul fibers present in rooms or enclosed
areas such as treatment rooms, hospital wards,
intensive care hospital wards (away from
oxygen and other flammable gases).

Device Description:

Mobility: Adjustable and portable
Parts/Elements: A housing unit, an air
inlet treated air outlet, a blower, a
filter, a heater and humidifier.

Device Description:

Mobility: Adjustable and portable
Parts/Elements: A housing unit, an air inlet,
treated air outlet, a blower, a filter, an
Ultraviolet radiation tube,

Performance Standards:

No performance standards have been
established for such devices under
Sections 514 of the Federal Food,
Drug, and Cosmetic Act.

Performance Standards:

No performance standards have been
established for such devices under Sections
514 of the Federal Food, Drug, and
Cosmetic Act. However, the Electro-Optical
Air Sterilizer with lonizer device complies
with the Standard for Electrostatic Air
Cleaners, UL 867 and the Canadian Standard
for Electrostatic Air Cleaners, CSA (C22.2
No. 187-M1986.

Conclusion: The AiroCide Ti02 device
is the predicate device to the proposed
device, namely, the Air Purifier 3707
UVC device due to their substantially
equivalent features,

Conclusion: The Air Purifier 3707 UVC
device is substantially equivalent to the
AiroCide TiO2 device due to the substantially
equivalent features.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

49
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Instruction of Use

Air Purifier
Model No. 3707 UVC

Installation and Operation

No Installation is required. Just plug the unit into any standard electrical outlet and
operate it by the switch.

Placement

Never place the unit on or near electronic devices that contain electronic circuits or any
flammable gases such as oxygen or gas.

Warnings:

Do not use the unit with any extension cord.

Do not use the unit when hands are wet. You may get hurt from
electric shock from water contract.

Do not operate the unit near any flammable gases or oxygen.

Do not operate the unit at any outdoor as it is designed for indoor
use.

Do not block any opening of the unit.

Never let children to operate the unit.

Always unplug the unit before performing any maintenance.

Manufacturer: John Manufacturing Ltd.,
6/F., Yau Lee Center, 45 Hoi Yuen Road,
Kwun Tong, Hong Kong
China

Telephone:  852-2341-1228

USA Contact: A GROUP Incorporated
18780 Amar Road, STE 202-203
Walnut, CA 91789

Telephone 626-581-1290

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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