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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue

Document Control Center — WO66-G609

Silver Spring, MD 20993-0002

July 15, 2015

Maanshan Bond Medical Instruments Co., Ltd.
c/o Mr. Kevin Walls

Regulatory Insight, Inc.

33 Golden Eagle Lane

Littleton, Colorado 80127

Re: K150903

Trade/Device Name: Eacu, Zagu, Jocu, Eaku, Balance, Tempo, Acuzone, Smart, Prime,
Acustar, Acuking, Myotech Dry, Red Coral Premium, Red Coral
J-type, Red Coral Natural

Regulation Number: 21 CFR 880.5580

Regulation Name: Acupuncture Needle

Regulatory Class: II

Product Code: MQX

Dated: April 17,2015

Received: April 20, 2015

Dear Mr. Walls:

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. 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 I (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.
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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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

@gﬁna
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for Erin I. Keith, M.S.

Director

Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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S10{k) unbear (¥ krnawe)
K150903
Dwvica Heme
EACT, ZAGU, JOOU, EAKU, BALANCE, TEMPO, ACUTEOWE, SMART, PRIME, ACUSTAR, ACUKING, Myctoch Dry, Bad
Coml Fremium, Red Coral Hype, Red Coral Matural Acupuncture Nead]es

Tndlcetions for Use [Desoribs;

The acupunchire oeedle i & device intended to pierce the skin in the practice of scupuncture. The dovice consists of a
solid, stainless gi2el neadie. Tha device may have & hardle sttached to the needle to fecilitate the delivery of acupunciure
trentment,

Tupe of Uk (Seiect ane or DOMY, &k appboebie)
[H pregsoripion Use (Part 21 CFR 80t Subpart D) [ cwver-The-Courtar Uss (25 CFR 801 Subgart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEFARATE PAGE IF NEEDED.

FOR FDA USE OMLY
Conoumance of Cenler for Devices and Redkiogicl Heplth (CORH) [Sgnaiurs)

Thiz section applles only to requirsments of the Papersod Reduciion Act of 1905,
*DANCOT SENOD YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRERS AF1 OW *

The burden tme for this collection of Irformation is astimated #o everage T2 hour per responss, inaiuding the
fime k2 review Insiruciions, search existing data sources, gather and maintain the data nesded and complels
and review the collection of informalion. Send comments regamnding this burden estmats or any other aspect
af thin Informatkn cillection, incuding supgesicns i fiduecing this burdin, b

Daparimant of Haalh and Human Servioes

Food and Creg Administrglion

Criflee of Chief Imformation Officer
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