JUL 2 4 2013
510(K) SUMMARY

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

accordance with the requirements of SMDA 1990 and 21 CFR §807.92(c).

The assigned 510(k) number is: K231690 .

1. Submitter:
Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan. Shenzhen,
518057, P. R. China

Tel: +86 755 8188 5640
Fax: +86 755 2658 2680

Contact Person:

Yang Zhaohui

Shenzhen Mindray Bio-medical Electronics Co., LTD

Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R, China

Date Prepared: May 23, 2013

2. Device Name: M7/M7T Diagnostic Ultrasound System

Classification

Regulatory Class: 11

Review Category: Tier 1l

21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-[YN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-1Y0O)

21 CFR 892.1570 Diagnostic Ultrasound Transducer {90-1TX)
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3. Device Description:

M7/M7T Diagnostic Ultrasound System is a general purpose, portable/mobile, software
controlled. ultrasound diagnostic system. Its function is to acquire and display ultrasound
images in B-Mode, M-Mode, PW-Mode. CW mode. Color-Mode. Color M-Mode,
Power/Dirpower Mode, TD] mode or the combined mode (i.e. B/M-Mode). This system is
a Track 3 device that employs an array of probes that include linear array, convex array

and phased array with a frequency range of approximately 2.5 MHz to 10.0 MHz.

4. Intended Use:

The M7/M7T Diagnostic Ultrasound System is applicable for adults, pregnant women,
pediatric patients and neonates. It is intended for use in gynecology, obstetric, abdominal,
pediatric, small parts (breast. testes, thyroid), neonatal cephalic, transcranial, cardiac,
transvaginal, transrectal, peripheral Véscular, urology, orthopedic, and musculoskeletal

{conventional and superficial}), intraoperative and transesophageal{cardiac) exams.

5. Comparison with Predicate Devices:

M7/M7T DHagnostic Ultrasound System is comparable with and substantially equivalent

to these predicate devices:

Predicate Device Manufacturer Model 510(k) Control Number

1 Mindray MIMTT K121010

The only difference between the subject device and the predicate device is that the
Q-view software had been instailed to the subject device to enable Q-path.

QQ-path is a network server provided by Telexy Healthcare Inc. for digital image storage.
Q-view is a client viewing tool for the server. Telexy Healthcare developed technology
and a command structure that allows any Q-view enabled ultrasound system to access
Q-path directly from the ultrasound system using a single contrel. The primary purpose
for Q-view is to provide remote access to Q-path from the ultrasound system, eliminating
the necessity to log in to Q-path from a separate workstation.

The subject device and the predicate device have the same technological characteristics.
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and they are comparable in key safety and effectiveness features, and have the same

intended uses and basic operating modes.

6. Non-clinical Tests:

M7/M7T Diagnostic Ultrasound System has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well as thermal, electrical and
mechanical safety, and has been found to conform with applicable medical safety standards.
This device has been designed to meet the following standards: UD 2. UD 3. IEC
60601-1, IEC 60601-1-1. IEC 60601-1-2. [EC 60601-1-4, IEC 60601-2-37. ISO14971,
SO 10993-1, [EC62304 and IEC60601-2-18.

Conclusion:

intended uses and other key features are consistent with traditional clinical practices,
FDA guidelines and established methods of patient examination. The design,
development and quality process of the manufacturer confirms with 21 CFR 820, ISO
9001 and ISO 13485 quality systems. The device conforms to applicable medical device
safely standards. Therefore, the M7/M7T Diagnostic Ultrasound System is substantially
equivalent with respect to safety and effectiveness to devices currently cleared for

market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

v 10903 New Hampshire Avenue
Document Conltrol Cenler - WOG6-G609
Silver Spring, MD 20993-0002

July 24, 2013

Shenzhen Mindray Bio-Medical Electronics Co., Lid.
% Yang Zhaohui

Mindray Building, Keji 12th Road South

Hi-tech Industrial Park, Nanshan

Shenzhen, Guangdong, 518057

P.R. CHINA

Re: K131690
Trade/Device Name: M7/M7T Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: Class Il
Product Code: 1YN, 1YQ, and ITX
Dated: July 15,2013
Received: July 17,2013

Dear Yang Zhaohui:

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.

This determination of substantial equivalence applies to the following transducers intended for
use with the M7/M7T Diagnostic Ultrasound System, as described in your premarket

notification: ~
Transducer Model Number
C5-2s V10-4s V10-4Bs TL4s L14-6s P4-2s
P7-3s 4CD4s 6C2s 7L35s L7-3s L12-4s

L14-6Ns Pl12-4s CW2s 7LT4s P7-3Ts



Page 2 — Yang Zhaohui

If your device is classified (see above) into either class II (Special Controls) or class 11 (PMA),
it may be subject to additionai 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 conceming 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 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 ‘

hitp:/www. fda.eov/Medical Devices/ResourcesforY ou/industrv/default.him. 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.cov/Medical Devices/Safetv/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
hito://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default. htm.

Sincerely yours,

i h)

Janine M. Morris
Director, Division of Radiological Devices
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

Enclosures



Indications for Use

510(k) Number (if known): K131690
Device Name; M7/M7T Diagnostic Ultrasound System
Indications for Use:

The M7/MTT diagnostic ultrasound system is applicable for adults, pregnant women, pediatric
patients and neonaltes. It is intended for use in gynecology. obstetric, abdominal, pediatric, small
parts(breast. testes. thyroid), neonatal cephalic, transcranial, cardiac, transvaginal, transrectal,
peripheral vascular, urology, orthopedic, and musculoskeletal (conventional and superficial),
intraoperative and transesophageal (cardiac) exams.

Prescription Use ___ X AND/OR Over-The-Counter Use
{Part 21 CFR 801 Subpart D) {21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of /n Vitro Diagnostics and Radiological Health (OIR)
i)

(Division Sign-0ff)
Division of Radiological Health
OfTice of In Vitro Diagnostics and Radiological Health

510(k) K131690
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound Sy

Diagnostic Ultrasound Indications
System:
Transducer:
Intended Use:

N/A

stem

for Use Form

M7MT7T Diagnostic Ulirasound System

Diagnostic ultraspund imaging or fluid low analysis ol the human body as follows:

Clinical Application Mode of Operalion
(General Specific W lor mbi
lrrack 1 Only) (Tpecmk 1 &3) B | m [pwo| T Di;plcr C(:pc::gf; Other (specify)
Ophthalmic  [Ophthalmic
Fetsl P p P P Note 1,2,34,6,7.8
Abdominal P P p P P Nowe 1,2,34,56,7.8
Intraoperative (specify)* P P P Note),2,4.6,7,8
Intraoperative (Neuro}
Laparascopic
Pediatric P P P 4 P P Note 1.2,3.4.56,7.8
Small organ(specify)*® PP P P P Naote 1,2,4.6.7.8
Fetal Neonatal Cephalic PP P P P P Note 1,2.4,56,7.8
Imaging  JAdubl Cephalic P P P P P [ Nole 1,2,4,56,7.8
. & Other  rpans-rectal IR P P Note |,2.4,6,7.8
Trans-vaginal P| P p P P Note 1,2,46.7.8
Trans-urethral
Trans-esoph {non-Card.)
JMusculo-skeletal Conventiona! | P P P P P P Note 1,2,4,5.6,7,8
[Muscuto-skeletal Superficial [ P | P | P P P Note 1.2,46,7.8
Intravascular
Other (specify)*** P P P Note 1,2, 4,6,7,8
Cardiac Adult P P P P Note 1,2,56,7.8
Cardiac Pediatric P P P P Note 1,2,56,7.8
Cardiag Intravascular (Cardiac}
Trans-esoph.{Cardiac) 4 P P P P P Notel 2,5,6,8
Intra-Cardiac
Peripheral Peripheral Vascular P P P P P Note 1,2, 45,78
Vascular Other {specify)

N=ncw indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intracperative includes abdominal, thoracic, and vascular.
+*Smali organ-breast, thyroid, testes.
**+(ther use includes urology.

Nate }: Tissue Hammonic Imaging. The feature does nol use contrast agents.
Note 2: Smant3D; Note 3:4EXReal-lime 3D, Note 4; iScape; NoteS: TDI

Note6: Color M; Note7: Biopsy Guidance; Note8: Amplilude

Doppler

(Division Sign-Ofl)
Division of Radiological Hea
Office of In Vilro Diagnostics and Radio

S10(k) _K131690
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Mindray Co.

System:
Tronsducer:
Intended Use:

Ltd.- M7/MTT Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
M7IMTT Diagnostic Ultrasound System

C5-2s

Diagnoslic ultrasound imaging or fluid flow snalysis of the human body as follows:

Clinical Application

Made of Operation

General

Specific

(Track | Only(Track | & 3)

cw

B | M [PWD D

Color
Doppler

Combined
{specify)

Other (specify)

Ophthalmic

Ophthalmic

Fetal
imaging
& Other

Felal

Note I, 2,4,6,7.8

Abdominal

Note 1,2,4,6,7.8

Intraoperative {specify)*

Intraoperative (Neuro)

Laporoscopic

Pedintric

Nole t,2,4,6,7.8

Small organ(specify)*®

Neonalal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethrol

Trans-csoph.(non-Card.)

Musculo-skeletal Conventional

Muscuto-skeleta) Supcrticial

Jintravascular

Other {specity)***

Cardiac

Cardiac Adull

Cardiac Pediatric

Intravascutar (Cardiac)

Trans-csoph.(Cordiac)  *

Intra-Cardiac

Peripheral
Vascular

JPeripheral Vascular

Note 1,2,46,7.8

[Olhcr (specify)

N=new indication; P=previously cleased by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B,

*Intracperative includes abdominal, thoracic, and vascular,

**Small organ-breast, thyroid, testes.

*#*+(ther use includes urclogy.
Note |: Tissue Harmonic Imaging. The feature does nol use conlrast agents.
Note 2: Sman3D; Note 3:4D{Real-lime 3D), Note 4: iScape; NoteS: TDI
Note6: Color M; Note?: Biopsy Guidance: Note8: Amplitude Dappler

{Division Sign-0OfT)

Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

stoky _ Ki31690
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Sysiem:
Transducer:
Intended Use:

Diagnostic Ultrasound [ndications for Use Form

M7/MT7T Diagnostic Ultrasound Syslem
V1045

Diagnostic wltrasound 1maging or Nuid flow analysis of the human hody as follows:

Clinical Application

Mede of Operation

FGcneruI

Specific

(Track t Only)}(Track | & 3)

B | M|PWD

cw
D

Color |Combined
Doppler| (specify)

Other (specily)

Ophthalmic

Jophthalmic

Fetal
Imaging
& Ciher

IFclaI

Note |, 2,4,6,78

IAbduminaI

|intraoperative (specify)s

Intraoperative (Ncura)

JLaparoscopic

|pediatric

Small organ({specify)**

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Noic 1,2,4,6,7.8

Trans-vaginal

Nowe 1,2,46,7.8

Trans-urethral

Trans-csoph.(non-Card.)

IMusculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)***

Note ), 2,46,7.8

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-csoph.(Cardiac)

Intra-Cardiac

Penpheral
Vascular

Peripheral Vascular

Other {specify)

N=new indication; P=previously cleared by FDA. E=added under Appendix E
Additional comments:Combined modes. B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal. thoracic, and vascular.

**Small organ-breast, thyroid, lestes.

***(nher use includes urolopy.
Note |: Tissue Harmonie Imaging. The feature does not use contrast agents,
Note 2: Smant3D, Note 3:4D{Real-time 3D, Notc 4: iSeape, Noted: TD)
Notes: Color M; Note7: Biopsy Guidance; Note8: Amplitude Doppler

(Division Sign-Oih)
Division of Radiological Health
Office of In Vitro Dingnostics and Radiological Health

510¢ky _K 131690
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Mindray Co. Ltd.- M?/M7T Diagnostic Ultrasound System

System:
Transducer:

Intended Use:

Diagnostic Ultrasound Indications for Use Form
M7MTT Diagnostic Ulirasound System

V10-4Bs

Diagnostic ultrasound imaging or Muid Mow analysis of the human body as follows:

Clinical Application

Mode of Operation

General

Specific

(Track 1 Only)}(Track | & 3)

PWD

cw
D

Colar
Doppler

Combined
(specify)

COther (specify)

Ophihalmic

Ophihalmic

Fetal
Imaging
& Other

Fetal

Nole 1,2,46.7.8

Abdominal

Intrncperative (specify)*

Intraoperative (Neuro)

Ianaroscopic

[pediatric

Small organ{specify)**

Neonatal Cephalic

Adul Cephalic

Trans-rectal

]J

Mote 1,2,4.6,7.8

Truns-vaginal

Note 1,2,4,6,7.8

Trans-urcthral

‘Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)*™*

Note |,2,46,7.8

[Cardiac

Cardiac Adul

Cardiac Pediatric

Intravascular (Cardiac)

‘Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral
Vascular

Peripheral Vascular

Other {spccify)

N=new indication; P=previously clearcd by FDA, Emadded under Appendix E
Additional comments; Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B,

*Intraoperative includes abdominal, thoracic, and vascular.

**Small organ-breast. thyroid, testes.

***Other use includes urology

Note L: Tisswe Harmoni¢ Imagmg The feature does not use cONLrast agents.
Note 2: Sman3D; Note 3 4IX¢Real-time 3D); Note 4: 1Scape. NoteS: TDI
Noted: Color M; Note?: Biopsy Guidance; Note8: Amplilude Doppler

{Division Sign-OfT)
Division of Radiological Health
Office of In Vitro Diagnostics and Radiolorical Health

510(k)y _K1316%0
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

System;
Transducer.
Intended Usc:

Diagnostic Ultrasound Indications for Use F orm
MIMTT Dhagnostic Ultrasound System

TE.ds

Diagnostic ultrasound imaging or tluid flow analysis of the human hody as follows:

Clinical Application

Mode of Operation

Generel

Specific

(Track | Only){Track { & 3)

B | M [PWD D

CW | Color |Combined

Doppler! (specify)

Other (specify)

Ophthalmic

|ophthaimic

Fetal
Imaging
& Other

[Feral

IAbdominaI

Note 1,2,4,6,1.8

[invacperative (specify)*

Ilmrnopemtivc {Neura)

ILaparosoopic

IPed intric

Note 1,2,4,6,7.8

ISmaII organ{specify)**

Note 1,2,4,6,7.8

lNconatnl Cephalic

Note 1,2,4,6,7.8

Adull Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.{non-Card.)

IMusculo-skelcial Conventional

Note 1,2, 4.6,7,8

|Musculo»skcletal Superficial

Note 1.2, 4,6,7.8

Intravascular

[Onher (specify)***

Cardiac

fCardiac Aduli

|cardiac Pediatric

lintravescular (Cardiac)

 Trans-esoph {Cardiac)

Jintra-Cardiac

Peripheral
Vascular

IPcripheml Vascular

Nole 1,2, 4,6,7.8

IOlhcr (specify)

N=new indication, P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intrroperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

*3%(ther use includes urology.

Note ): Tissue Harmonic Imaging. The feature does not use conlrast agents.
Note 2: Smart3D; Note 3:4D(Real-lime 3ID), Note 4: iScape; Note5: TD)
Note§:; Color M; Note7: Biopsy Guidance: Note8: Amplitude Deppler

{Division Sign-OfM

Division of Radiological Health
Office of In Vitro Dingnosiics and Radielorical Health

s10(ky _K131690
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound Systern

Diagnostic Ultrasound Indications for Use Form

System: MPMIT Diagnostic Ultrasound System
Transducer; L14-6s

tntended Use: Diagnostic ulirasound imaging or fluid flow analysis of the human body as lollows:

Clinical Application Mode of Operation

General Specific CW | Color |Combined
(Track 1 Only)|(Track 1 & 3) B[ M |PWD D |Doppler| (specify)

Ophthalmic  [Ophthalmic

Felal

Abdominal
Intracperalive (specify)*

Other (specify)

Ilmraopcmive {Neuro)
ILaparoscopic

|gcdinu-ic P|P P P P Note 1,2, 4,6,7.8
ISmnII organ(specify)** PP P P P Note 12,4678
Fetal Neonata! Cephalic Pl P P P P Note 1,2,4,6,2.8

Imaging Adult Cephalic
& Other

Trans-rectal

Trans-vaginal

Trans-urethral
Trans-esoph.(non-Card.}
Musculo-skeletal Conventional | P P P P P Note 1,2,4,6,7.8
Muscuto-skelelal Superficial p P P P P Note 1,2,4,6,7.8
Intravascular

Other (specify)***
Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular {Cardiac)

Trans-esoph.{Cardiac)
Inira-Cardiac
Peripheml Peripheral Vascular Pl P P P P Note 1.2, 4.6,7.8
Vascular Other (specify)
N=new indication; P=previously cleared by FDA; E=added under Appendix [

Additianal comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B,

*Inrsoperative includes abdomtnal. thoracic_ and vascular.

**Small organ-breast, thyreid, lestes.

***(ther use includes urology.

Note ): Tissue Harmonic Imaging, The feature does not use contrast agents.
Note 2;: Smart3D; Note 3:4D(Real-1ime 3D}, Note 4: iScape; Note5: TDI
Notes: Color M; Note?: Biopsy Guidance; Note8: Amplitude Doppler

(Division Sign-OfT)
Division of Radiological Health
OfTice ol In Vitro Diagnostics and Radiological Healih

sio00 _ Kisig90
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound Sysiem

System:
Transducer.
Intended Use:

Diagnostic Ultrasound Indications for Use Form
MT/M7T Diagnostic Ultrasound Sysiem .

P4-25

Diagnostic ultrasound imaging or fluid Now analysis of the human body os follows:

Clinical Application

Mode of Operation

General
[(Track | Only)

Specific
(Track | & 3)

PWD

cw
D

Color |Combined
Doppler| (specify)

Other (specify)

Ophthalmic

Ophthalmic

Fetal
Imaging
& Other

Feta!

Abdominal

Note |, 2,5,6,7.8

[ntraoperative (specify)*

Intraoperative (Neuro}

Laparoscopic

Pediatric

Note |, 25678

Small organ(speciy)**

Neonatal Cephalic

Note 1,2,5,6,7.8

Adull Cephalic

Note |,2.567.8

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-csoph.{non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)***®

Cardiac

Cardisc Adult

Nole |, 2,56,7.8

Cardige Pediatric

Note 1,2,56,7.8

Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral
Vascular

Peripheral Vascular

Other (specify)

N=new indicalicn; P=previously cleared by FDA, E=added under Appendix E
Additional comments;Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracie, and vascular,

**Small organ-breast, thyroid, lestes.

*+*Other use includes uralogy.
Note I: Tissue Harmonic Imaging. The feature does nol use conlrast agents,
Nole 2 Smant3D; Note 3:41(Real-time 3D, Note 4: iScape; Noted: TDI
Nolet: Color M: Note7: Biopsy Guidance; Note8: Amplitude Doppler

{Division Sign-OfT)

Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k)

K.131690




Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Sysiem:
Transducer:
Intended Use:

Diagnostic Ultrasound Indications for Use Form
MT/MTT Diagnoshic Uhrasound System

P7-3s

Diagnostic ulrasound imaging or Nuid Now analysis of the human body as follows:

Clinical Applicatien

Mode of Operation

General

Specific

(Track | Onby)}(Track | & 3)

cw

B MPWDD

Color [Combined
Doppler| {specify)

Other (specify)

Ophthalmic

Ophihalmic

Fetal
Imaging
& Cther

Fetal

Abdominal

Noie 1,2,56,8

Intraoperative (specify)®

Intraoperative (Neuro)

Laparoscopic

Pediatric

Note {,2,56,8

Small organ(specify)**

Neonatal Cephalic

Note 1,2,5,6.8

Adult Cephalic

Note 1,2,56,8

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-esoph.(non-Card.}

Musculo-skeletal Cenventional

Note |,2.5.6.8

Musculo-skeletal Superficial

Intravascular

Other {specify)***

Cardiac

Cardiac Adult

Note 1, 2,5,6,8

Cardiac Pediatric

Noie 1,L2,568

Ilmmvascular {Cardiac)

ITmns-csoph‘{Card iac)

llmm—Cardinc

Peripheral
Vascular

IPcriphch Yascular

lOlhcr {specify)

N=ncw indication; P=previously cleared by FDA; E=ndded under Appendix E
Additional comments:Combincd modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B,

*Intrmoperative includes abdominal, therseic, und vascular.

**Small organ-breast. thyroid, testes.

(1]

*Other use includes urology.

Note I: Tissue Harmonic Imaging. The feature does nol use contrast agents.
Note 2: Sman3D; Note 3:4D{Real-time 3D); Nolc 4: iScape; Note5: TDI
Note6: Color M; Note7: Biopsy Guidance; Note8: Amplitude Doppler

(Division Sign-0fT)

Division of Radielogical Health
OfTice of In Vitro Diagnostics and Radioloricat Heallh

siofk) K 131690
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

System:
Transducer:
Intended Use:

Diagnostic Ultrasound Indications for Use Form
M?/MTT Diagnostic Ulirasound System

4CD4s

Diagnostic ultrasound imaging or fluid fow analysis of the human body s follows:

Clinical Application

Mode of Operation

General

Specific

{‘Track | Only)(Track | & 3)

B | M|PWD

CW | Color |Combined

D |Doppler| (specify}

Other (specify)

Ophthalmic

Jophihalmic

Fetal
Imaging
‘|& Other

[Fe

Notel 2, 3,46,8

IA bdominal

Notel 2, 3,468

I!ntrnopcmtivc (specify)*

Ilmmopemlivc {Neuro)

ILapamscopic

[pesiarsic

Notel 2, 3,4,6,8

Small organ{specify)*®

|Neonatal Cephalic

Adult Cephalic

 Trans-rectal

Trans-vaginal

Trans-urethral

 Trans-esoph.{non-Card.)

[Musculg-skelctal Conventional

IMuscqu—skcIclnl Superficial

Ilnlravasculnr

Jowmer (specify)ys*e

Cardiac

|cardiac Adun

ICardiac Pediatric

|intsavascular (Cardise)

Trans-csoph (Cardiac)

Jintra-Cardiac

Peripheral
Vascular

Jreripheral Vascular

[Other (specity)

N=new indication; P=previously clearced by FDA: E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular

**Small organ-breast, thyroid, testes.

*#*(Qther use includes urology.
Note 1: Tissuc Harmonic Imaging. The feature docs not use contrast agents.
Note 2: Sman3D; Note 3:4D{Real-time 3D); Note 4: iScape; Note5: TDI
Notes: Color M; Note7: Bivpsy Guidance; Note8: Amplilude Doppler

(Dvision Sign-ON

Division of Radiclogical Health
Office of In Vitro Diagnostics and Radiological Heahh
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Mindray Co. L1d.- M7/M7T Diagnostic Ultrasound System

System:

Diagnostic Ultrasound Indications for Use Ferm

Transducer;

Imiended Use:

6C2s

M7MTT Diagnostic Uhrasound System

Diagnostic ulirasound imaging or fluid flow analysis of the human body as follows:

Clinicat Application

Mode of Operation

General

Specific

(Track | Only){(Track | & 3)

cw

B MPWDD

Color
Doppler

Combined
(specify)

Other (specify)

Ophthatmic  JOphthalmic

Feta!
maging
& her

|Fetal

Abdominat

Nole 1,2,4,6.7.8

|'\ntraoperative (specify)*

|lmr30perative [Newro)

Il.apmoscopic

IPcdialric

Nole ). 2. 4.6.7.8

ISmnIl organ{specify)**

INeonatal Cephalic

Note 1.2,4,6.7.8

Adult Cephalic

Nole 1,2,4,6,7.8

Trans-rectal

Truns-vaginal

Trans-urethral

‘I'rans-csoph.(non-Card.)

Musculo-skeletal Conventional

Note 1,2,4,67.8

Muscula-skeletal Superficial

Note 1,2,4,6,7.8

Intravascular

Other (specify)***

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.{Cardiac)

Intra-Cardiac

Peripheral
Vascular

Peripheral Vascular

Note 1,2, 46,78

Other (specify)

N=new indication; P=previously clcared by FIDA: E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intracperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

***Other use includes urology.

Nole |: Tissue Hamonic Imoging. The feature does not use conirast agents.
Note 2: Smant3[): Note 3:4D(Real-time 3D); Note 4: iScape; Noted: TDY
Noted: Color M: Noie?: Biopsy Guidance; Notwe8: Amplitude Doppler

(Division Sign-OfT)

Divisien of Radiclogical Health
Qffice of In Vitro Diagnostics and Radiological Fealth
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

System:
Transducer,
Intended Use:

Diagnostic Ultrasound 1ndications for Use Form

M7/MTT Daegnostic Ultrasound System

7155

Diagnostic ulirasound imaging or Nuid Aow analysis of the human body as fallows:

Clinical Application

Mode of Operation

General

Specific

{Track t Oniy)){Track [ & 3)

cw

BMPWDD

Color
Doppler

Combined
(specify)

Other (specify)

Ophthalmic

(Ophthalmic

Fetal
Imaging
& Other

Fetal

Abdominal

Intraoperative (specifyy*

Intraoperative (Neuro)

Laparoscopic

Pediatric

Note 1,2,4,6,7.8

Smali organ{specify)**

Nole 12,4673

Neonatal Cephalic

Aduli Cephalic

Trans-rectal

Trans-vaginal

 Trans-urethral

 Trans-csoph.{non-Card.}

Musculo-skeleial Conventional

Note 1,2, 46,78

Musculo-skeletal Superficial

Note 1,2,4,6,7.8

Intravascular

Other (specify)***

Cardiac

[cardiac Adun

[cardiac Pediatric

|intravascular (Cardiac)

Trans-esoph.(Cardiac)

Imra-Cardiac

Peripherat
WVascular

JPeripheral Vascular

Note 1,2,4.6,7.8

lOther (specify}

N=new indication; P=previously clcared by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testcs.

*++Other use includes urology.
Nate §: Tissue Harmonic Imaging. The feature does not use contrast agents.
Nole 2: SmandD;, Note 3:4D{Real-time 3D); Note 4: iScape:. Notes: TDI
Note6: Color M: Note7: Biopsy Guidance; Note8: Amplilude Doppler

(Division Sign-OiT)

Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnosti¢ Ultrasound Indications for Use Form
Sysiem; M7?MTT Diagnostic Ulirasound System

Transducer:

1.7-3s

Imended Use: Dragnostic ulirasound imaging or Nuid Now analysis of the human body as follows:

Clinicai Application

Mode of QOperation

General Specific
1{Track | Only)}}(Track 1 & 3}

PWD

cw
D

Color
Doppler

Combined
(specify)

Other (specify)

Ophthalmic  fOphthalmic

lFera

Abdominal

Note 1,2, 4.6,7.8

Intracperative {specify)*®

Intruoperative {Neuro)

Laparoscopic

Pediatric

Note 1.2, 4,6,7.8

Small organ{specify)**

Note 1,2,4,6,7.8

Fetal Neonatal Cephalic

Imaging Adult Cephalic

& Other Trans-reclal

 Trans-vaginal

 Trans-urethral

Trans-esoph.(non-Card.)

JMusculo-skeletal Conventional

Note 1,2, 46,78

[Musculo-skeleial Superficial

Note 1.2, 4,6,7.8

Intravascular

JOnher (specify)***

ICurdiac Adult

ICnrdinc Pediatric

Cardiac |Imrnvascular(Cardiac)

Trans-csoph. (Cardiac)

|iniea-Cardiac

Peripheral IPeripheral Vascular

Note 1,2,4.6,78

Vascular IO:her {specify)

N=new indicaticn; P=previcusly cleared by FDA: E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B. Power + PW +B.

*Intreoperalive includes abdominal, thoracic, and vasculur,

**Small organ-breast, thyroid, iestes.

***(her use includes urology.

Note §: Tissue Harmonic Imaging, The feature does not use contrast agents.
Note 2: Sman3D; Noie 3.4D(Real-time 3ID); Note 4: iScape; Note3: TDI
Noict: Celor M, Note7: Biopsy Guidance; Note8: Amplitude Doppler

(Division Sign-OM)

Division of Radiological Health
OfTice of In Vitro Diagnostics and Radiological Health

510(k) _K 131690

006_I3



Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: MTMTT Diagnostic Ulirasound System
Transducer: L12-4s
Intended Use: Diagnostic ultrasound imaging or fluid Now analysis of the human body as follows:
Clinical Application Moade of Operation

General Specific CW | Color [Combincd .
{Track | OnlyJ{Track | & 3) B | M [PWD D | Doppler| (specify) Other (specify)
Ophthalmic  |Ophthalmic

Fetal

Abdominal P P P P P Note 1,2, 46,7.8

Intraoperative {specify)*

Intraoperative (Neuro)

L.apasoscopic
Pediatric PP P P P Note 1,2, 46,78
Small organ{specify)** P P P P P Nole 1,2,4.6,7.8
IFetal Nconatal Cephalic

imaging Adult Cephalic

& Onher Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.{non-Card.)
Musculo-skeletat Conventional | P P P P P Note 1,2,4,6,7.8
Muscule-skelctal Superficial P|P P P P Nole 1,2,4,6,7.8
Intravascular

Other (specify)}***
Cardiac Adult

Cardiac Pediatric
|Cardiac Intravascular (Cardizc)

Trans-esoph.(Cardiac)

Intra-Cardiac
Peripheral Peripheral Vascular P P[P P P Note 1,2, 4.6,7.8
Vascular Other (specify}
N=new indication; P=previously clearcd by FDA:; E=added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Inlraoperative includes abdeminal, thoracic, and vascular.

**Smali organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Harmonig Imaging. The feature does not use conirast agenls.
Note 2: Sman3D. Note 3:4D(Real-time 3D): Noite 4: iScape: Note5: TDI
Noteé: Color M Note7: Biupsy Guidance. Nowe8: Amplitude Doppler

(Division Sign-O(T)
Division of Radiclogical Health
OfTice of In Vitro Diagnostics and Radiological Health
s10(k) K 131690
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Mindray Co. Lid.- M7/M7T Diagnostic Ultrasound System

System:
Transducer:
Intended Use:

Diagnostic Ultrasound Indications for Use Form
M7MTT Diagnostic Ubirasound System

[.14-6Ns

Diagnostic ultrasound imaging or fuid How analysis ol the human body as follows:

I Clinical Application

Mode of Operation

General
(Track t Only)

Specific
(Track 1 & 3)

FWD

cw
D

Color
Doppler

Combined
{specify)

Other (specify)

Ophihalmic

Ophthalmic

Fetal
Imaging
& Other

Fetal

Abdominal

Intraoperative {specify)®

Intraoperative (Neuro)

Laparoscopic

Pediatric

Note 1,2,4,6,7.8

Small organ(specify)**

Note 1,.2,4,6,7.8

Neonalal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.{non-Card. )

Musculo-skeletal Conventional

Notc 1,2,46.7.8

Musculo-skeletal Superficial

Noe 1,2, 46,78

Intravascular

Qther (specify)***

Cardiac

[Cardiac Adull

Cardiac Pediatric

Intravescular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral
Vascular

Peripheral Vascular

Note 1.2, 4,6,7.8

Other (specify)

N=new indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyreid, Lestes.

**+Other use includes urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D; Note 3:4D{Real-time 3D}, Note 4. iScape; Note5: TDI
Noteé: Color M; Nole7: Biopsy Guidance: Note8: Amplitude Doppler

(Division Sign-Off}

Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

s1o(k) _ Ki131660
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Mindray Co. Lid.- MZ/MT7T Diagnostic Ultrasound System

Sysiem:
Transducer:
Intended Use:

Diagnostic Ultrasound Indicaticns for Use Form
M7TMTT Disgnostic Ultrasound System
P12-4s

Diagnostic ultrasound imaging or Muid flow unalysis of the human body as follows:

Clinical Application

Mode of Operotion

General

Specilic

|(Track | Only {(Track | & 3)

PWD

cw
D

Color
Doppler

Combined
(specily)

Other (specily)

Ophthalmic

Ophthalmic

Felal
Imaging
& Other

Fetal

Abdominal

Note 1,2,56,8

Intraoperative (specify)®

Intraoperative {Newro)}

Laparoscopic

Pediatric

Note |, 2,5,6.8

Small organ(specify)**

Nconatal Cephalic

Nowe |,2,56,8

Adult Cephalic

Note I,2,56,8

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-csoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Iniravascular

Other {specify)***

Cardiac

Cardiac Adult

Note 1,2.5,6,8

Cardiac Pediatric

Note 1,2.56,B

tntravascular (Cardiac)

Trans-esoph.{Cardiac)

Intra-Cardiac

Peripheral
Vascular

Peripheral Vascular

Other (specify)

N=new indicution; P=previously cleared by FDA: E=added under Appendix E
Additional comments: Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intracperative includes abdominal, thoracic, a2nd vascular.

**Small organ-breasl, thyroid, testes.

***Other use includes urology.
Note.1: Tissue Harmonic Imoging. The feature does not use contrast agents.

Note 2 Sman3D; Note 3:4[XReal-time 3D}, Noie 4: iScape; Note3: TDI

Noie6: Color M. Note7: Biopsy Guidance; Note8: Amplitude Doppler

(Division Sign-01m)

Division of Radiological Health
Office ol In Vitro Diagnostics and Radiclogical Health
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

System:
Transducer:
Intended Use:

Diagnostic Ultrasound Indications for Use Form
M?/MTT Diagnostic Ulirasound System

CW2s

Dingnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicttion

Mode of Operation

General

Specific

(Track | Only}(Track | & 3)

Ccw

B MPWDD

Color
Doppler

Combined
(specify)

Other {specify)

Ophihalmic

Jophihalmic

Felal
tmaging
& Other

|Feat

Abdominal

Intraoperative (speeify)*

Intraoperntive (Neuro)

L.aparoscopic

Pediatric

Small organ(specifyy**

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-¢soph.{non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other {specify)***

Curdiac

Carding Adult

Cardiac Pedistric

Intravasculor {Cardiac)

Trans-csoph.(Cardiac)

Intra-Cardiac

Peripheral
Vascular

Peripheral Vascular

Other {specity)

N=new indication; P=previously clcared by FDA; E=added under Appendix E
Additional commenis:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Inraoperutive includes abdominal, thorocic, and vascular.

**Small organ-breast. thyroid, testes.

**#*Other use includes urology.

Note I Tissue amonic Imaging The leature does not use conlrast agenis
Note 2; Sman3D. Note 3. 40D{Real-ume ID); Note 4 1Scape, Noted TIH
Note6: Color M. Noie?. Biopsy Guidance: Noic8: Amplaude Doppler

(Division Sign-O4ih}

Division of Radiological Health
OMice of In Vitro Diagnostics and Rediological Health
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System; M7/MTT Diagnostic Ultrasound System
Transducer: TLT4s
Interded Use: Diagnostic ultrasound imaging or Nuid flow analysis of the human bedy as follows:
Clinical Applicatien Mode of Operation
?rcrfcf': Cnly) (S'?re:gl? cl & 3) B | M |PWD CI:V D(;::;Lr c(‘:pr:::nf;f Other (specify)
Ophihatmic  ]Ophthatmic
Felsal
Abdominal Pl P P P P Notel,2,4,6,7.8
Intraoperative (specify)* PP P P P Note!,2,4.6,7.8
Intraoperative (Newro)
Laparoscopic
Pediatric PlP P P P Notel,2,4,6,7.8
Small organ(specify)** Pl P P P P Nole1,2,4,6,7.8
Fetal Neanatal Cephalic Pl P P P P Notel 246,78
Imaging Adult Cephalic
& Other Trans-rectal
Trans-vaginal

Trans-urethral

Trans-esoph.{non-Card.}
Musculo-skeletal Conventional | P | P P P P Note).2 46,78
Musculo-skeletal Superficial P r 3 P P Nowi 24678
Intravascular

Other (specify)***
Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac)
Trans-csoph.(Cardiac)
Intra-Cardiac
Peripheral Peripheral Vascular P P P P P Noiel,2,4.6,7.8
Vascular Other {specify)
N=new indication; P=previously cleared by FDA; E=added under Appendix E

Additional commems:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

*++(iher use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use conlrast agents.
Note 2: Sman3D; Note 3:4D(Real-lime JD), Note 4: iScape; NoweS: TDI
Note6: Color M. Noete7: Biopsy Guidonee, Noie8: Amplitude Doppler

{Division Sign-01T)
Division of Radiologicnl Health
Office of In Vitro Diagnostics and Radiological Health

510(k) _KI131690
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

System:
Transducer:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

P7-3Ts

MIMTT Diagnostic UTirasound System

Diagrostic ultrasound imaging or fuid Now analysis of the human body as follows:

Clinical Application

Muode of Operation

General
(Track | Onl

Ophthalmic

Specific
Y Track 1 & 3)

cw

B[ M |PWD o

Color |Combined
Doppler| {specify)

Other {specify)

Ophthalmic

Fetal
Imaging
& Other

IFeial

Abdominat

|Intraoperauve (specify)®

Ilmruopermivc [Neuro)

ILaparoscopic

[Pediarric

Small organ(specify)**

JNeonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

[Muscuto-skeletal Conventional

[Muscwo-sketetal Superficial

Intravascular

JOnher (specityyes*

Cardiac

|Cnrdiac Adult

|cesdiac Pediatric

Intravascular (Cardiac)

Trans-csoph.{Cardiac)

Notei,2,5,6,8

Intre-Cardiac

Peripheral
Vascular

|Penipheral Vascular

IOther {specify}

N=new indication; P=previously cleared by FDA; E~edded under Appendix E

Additional comments:Combined modes: B+M, PW+B. Color + B, Power + B, PW +Color+ B3, Power + PW +B.

*Inimoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Sman3D; Note J:4D(Rea)-time 3D}, Note 4: iScape; Notes: TDI
Nole6: Color M; Noie7: Biopsy Guidance; Note8: Amplitude Doppler

S‘;ﬂ .-\"}-\)

(Division Sign-Off)

Division of Radiological Health
Office of In Vitro Diagnostics and Radiologica! Health .
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