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This summary of 510(k) safety and effectiveness information is being submitted in accordance

with the requirements of SMDA and 21 CFR §807.92

1.0 Submitter's Name; GUAN HONG ENTERPRISE CO.,LTD.
Address: No.17 Hsin Ren Rd.,An-Ping Industrial District, Tainan, Taiwan,

R.O.C.

Phone: 001-886-6-2614191

Fax: 001-886-2-2637008
Contact: Mr. James Lin, General Manager

2.0 Device Name: GUIAN HONG Ultrasonic Nebulizer
Model No.:
MH-AC 103 (for AC 103) Portable Ultrasonic Nebulizer
MVH-DR 103 (/or DR 103) Ultrasonic Nebulizer

3.0 Classification: Class 1I

4.0 Predicate Device: GUAN HONG Model# MH-A0103 I MH-DR 103 Ultrasonic
Nebulizer has similar general design with Mabis NB-02

Ultrasonic Nebulizer (K(990506) marketed by MABIS
HEALTHCARE, INC.

5.0 Device Description: GUAN HONG Ultrasonic Nebulizer (Model MH-AC 103 & MH-DR
103) is designed to spray liquids in aerosol form into gases directly
to the patient for use by the adult and pediatric population.

The Ultrasonic Nebulizer units contains a piezoelectric crystal that
generate ultrasonic waves which are transmitted through buffer
water to medication cap and convert the liquid medication into an
aerosol. The Nebulizer medication cap is designed for
single-patient use and holds up to 5m1 of medication for Model#
AC 103, 8 ml for Model # DR 103.

Inhalation can be made through nose or mouth. Attachments that
are used d uring t he nebulization p rocess i nclude M OUTHPIECE,
ADULT MASK; PEDIATRIC MASK, NOSE FORK , CONNECTOR,
CORRUGATED TUBE.
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6.0 Indication for Use: The GUAN HONG Model# AC103/DR 103 Ultrasonic Nebulizer

is an ultrasonic nebulizer that is intended for use in the treatment of
asthma, COPD and other respiratory ailments in which an
aerosolized medication is required during therapy. The GUAN

HONG Model# AC103/DR 103 Ultrasonic Nebulizer is not
intended for use with Pentamidine. It is intended for single patient
use.

7.0 Performance In terms of operating specification, Safety & EMC requirements,
Summary: the device conforms to applicable standards included IEC

60601-1 , IEC 60601-1-2 and NEBULIZER CHARACTERIZATION
STUDY, ISO 10993 requirements. A comparison study with device

that use auscultatory method was performed to validate the
performance of the GUAN HONG Model# MH-AC103 1 MH-DR

103 Ultrasonic Nebulizer. The comparison study demonstrated
that the clinical repeatability of GUAN HONG Model# MH-AC103 /

MH-DR 103 Ultrasonic Nebulizer is statistically and clinically
acceptable.

* Conclusions:
rhe GUAN HONG Model# MH-AC103 / MH-DR 103 Ultrasonic Nebulizer have the same

intended use and similar technological characteristics as Mabis NB-02 Ultrasonic Nebulizer

(K990506) marketed by MABIS HEALTHCARE, INC.. Moreover, bench testing contained in this

submission and clinical testing supplied demonstrate that any differences in their technological

characteristics do not raise and new questions of safety or effectiveness. Thus, the GUAN

HONG Model# MH-AC103 / MH-DR 103 Ultrasonic Nebulizer is substantially equivalent to the

predicate devices.
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