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U.S. Food & Drug Administration 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

www.fda.gov

July 20, 2020

Guangzhou Life Light Electronic Technology Co., Ltd.

o Iris Fung

Project Manager

SGS-CSTC Standards Technical Services Co., Ltd. 

108 Kezhu Road

Scientech Park Guangzhou Economic & Technology 

Guangzhou, 510060 Cn

Re: K191875

Trade/Device Name: Owgels Oxygen Concentrator, Model: OZ-5-02TW0 

Regulation Number:  21 CFR 868.5440

Regulation Name:  Portable Oxygen Generator 

Regulatory Class:  Class II

Product Code: CAW 

Dated: March 15, 2020
Received: April 7, 2020

Dear Iris Fung:

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. Although this letter refers to your product as a device, please be aware that 

some cleared products may instead be combination products. The 510(k) Premarket Notification Database 

located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 

product submissions. 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. Please note: CDRH does not evaluate information related to contract liability warranties. We 

remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 

subject to additional controls. Existing major regulations affecting your device can be found in the Code of 

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 

concerning your device in the Federal Register.

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

http://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 

combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

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

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 

803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Todd Courtney 

Assistant Director

DHT1C: Division of ENT, Sleep Disordered 

Breathing, Respiratory and
Anesthesia Devices

OHT1: Office of Ophthalmic, Anesthesia, 

Respiratory, ENT and Dental Devices 

Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Enclosure
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Manufacturer Guangzhou LifeLight Electronic Technology Co.,Ltd..

Address No. A102, No.1 Kesheng
Road,  Baiyun District,
Guangzhou, 510540
P.R. China

Activity and Medical  
Device Product
Cateaorv

93/42/EEC Annex
V  Oxvnen
Concentrators

Medical Device Class Trademark(s) and Model(s)/tvoe(s)

OwaelsOxvnen Concentrator .. Ila OZ-5-01PW0
OwaelsOxvaen Concentrator Ila OZ-5-01XW0
OwqelsOxvaen Concentrator Ila OZ-5-01OW0
OwaelsOxvnen Concentrator Ila OZ-5-01LW0
OwaelsOxvnen Concentrator Ila OZ-5-01GW0

Owaels Oxvaen Concentrator Ila OZ-5-01NW0
OwaelsOxvnen Concentrator . Ila OZ-5-01ZW0
OwaelsOxvnen Concentrator ···... ·. Ila OZ-5-01RW0

Owaels Oxvaen Concentrator: •.•:•.. • Ila OZ-5-01TW0

Attachment 1 to SGSFimko Ltd. ECcertificate Fl20/07009 Issue1

List of medical devicesand the correspondingtype/model markingswith producttrademarks/marketing names 
coveredbythiscertificate:
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11 May 2020

DECISION

Fl20/07017P0
SG

Guangzhou Life Light Electronic Technology Co., Ltd. 

No. A102, No.1 Kesheng Road,

Baiyun District, Guangzhou, 510540

P.R. China

EC-certification application 18/089-1, dated 02 September 2019 (updated from original 18/089-0, 08 October 

2018).

Subject

Manufacturer

Decision

Certification of quality system and product range, based on Council Directive 

93/42/EEC concerning medical devices, Annex V Section 3.

Guangzhou Life Light Electronic Technology Co., Ltd.  

No. A102, No.1 Kesheng Road,

Baiyun District, Guangzhou, 510540

P.R. China

A certificate will be issued for the manufacturer. The certificate covers the following 

products:

Product Model Class
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Certificate related to 

decision

Owgels Oxygen Concentrator

Owgels Oxygen Concentrator

Owgels Oxygen Concentrator

Owgels Oxygen Concentrator

Owgels Oxygen Concentrator

Ow.gels Oxygen Concentrator

Owgels Oxygen Concentrator

Owgels Oxygen Concentrator

Owgels Oxygen Concentrator

OZ-5-01PVV0

OZ-5-01XW0

OZ-5-01OW0

OZ-5-01LW0

OZ-5-01GW0

OZ-5-01NW0

OZ-5-01ZW0

OZ-5-01RW0

OZ-5-01TW0

Ila

Ila

Ila

Ila

Ila

Ila

Ila

Ila

Ila

SGS Fimko Ltd has assessed manufacturer's quality management system and

products. Quality management system and products meet the requirements of Annex

vofMedical Device Directive 93/42/EEC. The decision is based on audit and technical 

file review report(s) 292881, dated 18 October 2019

The manufacturer has signed the undertaking to follow the obligations of Annex V of 

the Directive 93/42/EEC.

Fl20/07009, Issue 1

Attachment to  

certificate

Valid until

Attachment 1

Date

This decision is valid until 24 May 2024 providing the requirements of the certification 

are fulfilled.

Helsinki, 11 May 2020

S-=-n v�-- -
Seppo Vahasalo, Notified Body Manager 

SGS Fimko Ltd, Notified Body 0598

SGS FirnkoLtd Takomotle 8, Fl-00380 Helsinki, Finland

t. +358 9 696 361 www. ;!i
Bu&i'\ll&S100978538-5 Member ol lhe SGS GrO\Jp(SGS SA)

http://www/


美规

Plug standard



欧规



Medical silicone nasal oxygen tube



Filter



Medical SL oxygen concentrator

Oxygen concentraion and Nebulization

Int elligent
alarmsystem

SL High flow German compressor

owgels


