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T]his summary of' 510(k) safety and effectiveness information is being submitted in

accordance with the requirements of SMDA 1990 and 21 CER §807,92(c).

The assigned 5 10(k) number is: K(131690

1. Submitter:

Shenzhen Mindray Rio-medical Electronics Co., LTD

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

5 18057, P. R. China

Tel: +86 755 8188 5640

Fax: +86 755 2658 2680

Contact Person:

Yang Zhaohui

Shenzhen Mindray Rio-medical Electronics Co., LTD

Mindray Building. Keji 12th Road South, Hi-tech Industrial Park,

Nanshan, Shenzhen, 5 18057, P. R. China

Date Prepared: May 23, 2013

2. Device Name: M7/M7T Diagnostic Ultrasound System

Classification

Regulatory Class: 11

Review Category: Tier 11

21 CER 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)

21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)

21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)



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, TOI 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 vascular, urology, orthopedic, and musculoskeletal

(conventional and superficial), intraoperative and transesophageal(cardiac) exams.

5. Comparison with Predicate Devices:

M7/M7Tr Diagnostic Ultrasound System is comparable with and substantially equivalent

to these predicate devices:

Predicate Device Manufacturer Model 5 10(k) Control Number

IMindray PM7IM7T1 K121010

The only difference between the subject device and the predicate device is that the

Q-view software had been installed to the subject device to enable Q-path.

Q-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 control. The primary purpose

for Q-view is to provide remote access to Q-path from thle 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,

biocoipatibility, 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. lEG

60601-1, lEG 60601-1-1. lEG 60601-1-2. 1EC 60601-1-4, 1EC 60601-2-37. 15014971.

ISO 10993-1, 1EC62304 and 1EC60601-2-18.

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

safety 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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h DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

I4 Food and Drug Administration
10903 New Hampshire Avenue
Document Conirol Center - W066.0609
Silver Spring, MD 20993-0002

July 24, 2Q13

Shenzhen Mindray Blo-Medical Electronics Co., Ltd.
% Yang Zhaohui
Mindray Building, Keji 12th Road South
Hi-tech Industrial Park, Nanshan
Shenzhen, Guangdong, 5 18057
P.R. CHINA

Re: K13l690
Trade/Device Name: M7/M7T Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1 550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: Class!!1
Product Code: IYN, IYO, and ITX
Dated: July 15, 2013
Received: July 17, 2013

Dear Yang Zhaohui:

We have reviewed your Section 5 1 0(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 VIO-4s VIO-4Bs 71-4s L1I4-6s P4-2s
P7-3s 4CD4s 6C2s 71-5s 1-7-3s L12-4s

L14-6Ns P12-4s CW2s 7LT4s P7-3Ts



Page 2 - Yang Zhaohui

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (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 (2) 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 2Q41 or (301) 796-7100 or at its Internet address
littp://%www.Fda.gov/Mcdica[)evice/ResotrcsfrYOL/lidtistrv/delfatIt.hitm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 I
CFR Part 803), please go to
http://wvww.fda.(_,ov/MedicalDvics/Safetv/RnortaPioblI/dtitlt.htinl 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~aov/Med icalflevices/ResouircesforYou/ndustrv/default.htiTI.

Sincerely yours,

for
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): K 131690

Device Name: M7/M7T Diagnostic Ultrasound System

Indications for 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
part s(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 SubpartD) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign-Off)
Division of Radiological Health

Office of i Vitlro Diagnostics and Radiological Health

510(k) K 13 1690
Page 1 ofj_1



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

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System

Transducer: NtA

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode: of Operation ________

General Specific CW Color Combined Ote(sei)
(Track I Only) (Track I & 3) B M PWD D Doppler (specify) Other__(specify)

Ophthalmic Ophthalmic ________

Fetal P P P P P Note 1,2,3,4,6.7,8

Abdominal P P P P P P Note 1,2,J,4,5,6,7,8

Intreoperalive (Specify)* P P P P P NoteI,2,4,6.7.8

lntraoiperative (Neura)

Laparoscopic
Pediatric P P P P P P Note 1.2.3A4.5.6.7,8
Small organ(specify)" P P P p P Note 12,4,6.7,8

Fetal Neonatal Cephalic P P P P P P Note 1.2.4,5.63,11
Im~aging Adult Cephalic P P P P P p Note 1,2,4,5.6.7.8
& Other Trans-rectal P P P P, P Note 1,2.4.6.7.8

Trans-vaginal P P P P_ P Note 1.2,4,637,8

Trans-urethral _________

Trants-esoph (non-Card. ___ ______

Musseulo-skeletal Conventional P P P P P P Note 1,2,4,5.6,7,8

Musculo-sceletal Superficial P p p P P Note 1,2,4.6.7.8

Intrvascular ________

Other (specily)-$ P P P P P Note 1. 2,4,6.7,8

Cardiac Adult P P P P P P Note 1,2,5.6,7,8

Cardiac Pediatric P P P P P P Note 1,2.5,6,7.8

Cardiac Intravascular (Cardiac) ______________

Trarts-esoph.(Cardiac) P P P P p p Notel.2,5,6,8

Intra-Cardiaic

Peripheral Peripheral Vascu P P PP P Note 1,24,3,81
Vascular OIe (seiy

N'new indication: P-previously cleared by FDA; E=added under Appendix E

Additional comments:Combined modes: B4-M, PW+B. Color + B, Power + B, PW +Color+ B, Power + PW +B.

*lntiaoperative includes abdominal, thoracic, and vascular.

--Small organ-breast, thyroid, testes.

.. Other use includes urology.

Note 1: Tissue Harmionic Imttging.1 he feature does not use contrat agents.

Note 2: Smart3D; Note 3:4Dl(Real-time 3D3): Note 4: iScape. Note5: TDI

Note6i: Color MK Note7: Biopsy Guidance, Notes: Amplitude Doppler

(Division Sign-OGm
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

510G(k) 103l690
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System

Transducer: CS-2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows

Clinical Application Mode of Operation

General Specific B M P CW Color Combined Other (specify)
(Track I Only) (Track I & 3) B I PD D Doper (specify) ______

Ophithalmic Ophthalmic ________

Fetal P P P P P Note 1, 2, 4,6.7.8

Abdominal P P P P P Note 1, 2, 4A67,8

Introoiperative (spoify ____ ________

lntratoperative (Neuro)

Laparoscopic _________

Pediatric P P P P P Note 1. 2, 4,6,7.8

Small organr(specify) ____ _________

Fetal Neonatal Cephalic ________ ________

Imaging Adult Cephalic ____ ________

& Other Tnsns-rcctal

Tranrs-vaginal

Trans-urethral
Tnns-csoph.lnon-Card. I____________

Musculo-skclctal Conventional
Musculo-sklctal Superficial _____ __________

Intravascular

Other (specify).
Cardiac Adult ____________

Cardiac Pediatric ____ ________

Cardiac Intravivscutar (Cardiac)

Tran-esoph.(Cardiac) /

I nira-Card in _________

Peripheral Peripheral Vascular P P P P P Note 1. 2,4,6,11
Vascular Other (specify) - - - - -

N=new indication; Ppreviously cleared by FDA: Eaddcd under Appendix E

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

tntraoperative includes abdominal. thoracic, and vascular.

*Small organ-breast, thyroid, testes.

... COther use includes urology.

Note 1: Tissue Harmonic Imaging. The feuture does not use contrast agents.

Note 2: Smnan3D. Note 3:4D)(Real-time 3D). Note 4: iScope: Notes: TDI

Note&: Color MK Nolte7 Biopsy Guidance Notes: Amplitude Doppler

(Division Sign-Off)
Division of Radiological Health

Offie or In Vitro Diagnostics and Radiological Health

5 10(k) K4 3169o
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Mindmay Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7/M71 Diagnostic Ultrasound System

Transducer: V IO-4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode or Operation ________

General Specific B W jCW IColor Combined Other (specify)
(Track I Only) (Track I & 3) B M P D0 Doppler, (specify)

Ophthalmic Ophthalmic ________

Fetal pP p p p p Note 1, 2, 4,6,13

Abdominal ____

lntraopemtive (speci&y) ___ ___

lntraopesmtivc (Neuro)

Laparoscopic ________

Pediatric

Small organ(spccify)') ___________

Fetal Neonatal Cephalic
Imaging Adult Cephalic ___ ________

&other Trns-reetal p p p p p Note 1, 2,4,6,7,8

Trans-vaginal P P p p P Note 1. 2, 4.6,7.8

Troa-urethral
Trans-esoph.(non-Card.)
Musculo-skeletal Conventional ________

Musculo-skeletal Superficial ________

Intravascular

____ _Other (specify).. P p p p p Note 1. 2. 4,667,8
Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Tranrs-csoph.( Card iac) ___ ________

lntraCardiac ________

Peripheral P eripheral Vascular
Vascular Other (speci4y')- - - - - -

N-new indicaion; rpreviously cleared by FDA; F~addcd under Appendix E

Additional conmments:Cornbined modes. BPM. PW+B, Color + B. Power + B, PW +*Color+ B. Power + PW +8.

*lnumoperative include, abdominul. thioracic. 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: Smart3D; Note 3:4D(Real-time 3D); Note 4: iSeape; Notes: TDI

Note&: Color M; Note?: Biopsy Guidance; Notes: Amplitude Doppler

(Division Sign-Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

510(k) K 131690
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7Mfl Diagnostic Ultrasound System

Transducer VIO-4Bs

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General Specific C Color Combined Ote(sciy
(Track I Only) (Track I & 3) B M PWD D 22n sci)_______

Ophthalmic Ophthalmic ________

Fetal P P P P P Note 1.2, 4,6,7,8

Abdominal

Intruoperalive specify)*_________

lntraoperalive (Neuro) _____________

Lapaxoseopc

Pediatric

Small organ(specif')-

Fetal Neonatal Cephalic
Imaging Adult Cephalic ________

& Other Trans-rectal P P' P P P Note 1. 2.4.6.7,8

Trans-vaginal P P P P P Note 1, 2,.4.6.7,8

Trans-urethral
Trans-esoph~non-Card.)

Musculo-skeletal Conventional
Musculo-skeletal Superficial ________

Intravascular _________

Other (specify)..P P P P P Note 1, 2, 4,6,7,8

Cardiac Adult ________

Cardiac Pediatric ________

Cardiac Intravascular (Cardiac)

Trans-esoph (Cardiac) ___ ________

Intro-Cardiac ________

Peripheral Peripheral Vascular
Vascular Other (specify) ________

N-tew, indication P-pireviously cleared by FDA: Eaadded under Appendix E

Additional commentsCombincd modes: B+M. PW+H. Color + B. Power + B, PW +iColor+ B. Power-+ PW +B

lntraoperative 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: Smnrifl Note]3 4D(Real-time 3D3): Note4: iScape: Notes: TDI

Numb6 Color M. Note?: Biopsy Guidance: Note&: Amplitude Doppler

(Division Sign-Oil)
Division of Radiological Health

Orneec of In Vitro Diapnostics and RadioloRical Health

5 10(k) K 131690



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

Diagnostic Ultrasound Indications for Use Form
System: M7/MiT Diagnostic Ultrasound System

Transducer: 71,4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthe human body as follows:

Clinical Application -Mode of Operation ________

General Specific CW ColD or Combined Other (specily)
(TracklIOnly )(TracktI& 3) B1 PW D D13o Iclr (specify) ________

Ophthalmic Ophthalmic ________

Fetal

Abdominal P I P P P Note 1,2, 4,6,7,8

Inireoperative (spccilyPo

Introoperative (Neura)

Laparosco pie
Pediatric P p p P P Note 4,. 4,637,13

Small organ(specil.)fl p p p P P Note 1.2,4,6,7.8

Fetal Neonatal Cephalic p p p P P Note 1.2,4.63,.8
Imaging Adult Cephalic
&Other Trans-rectal

Trans-vaginal

Trans-urethral
Trans-csoph.(non-Card.) ____

Musculo-skeletal Conventional P P P P P Note 12,4,6,7,8

Musculo-skecletal Superficial P P P p P Note 1.2. 4.6.7,8

Intravascular

_______Other (speciy)"_________

Cardiac Adull
Cardiac Pediatuic ____ ________

Cardic Intravascular (Cardiac) _________

Tms-esph.(Cadiac) ____ ________

Intro-Cardiac _________

Peripheral Peripheral Vascular P P PP P Note 1.2, 4,6,7,8_
Vascular Other (specify) I I _______

N-new indication; P-previously cleared by FDA; E~addcd under Appendix E

Additional commenwsCornbined modes: B-fM. PW-sB, Color + B,. Power-+ B. PW +Color* B, Power + PW +B,

shntraosiv includes abdominal, thoracic, and vascular.

-Small organ-lbrea, thyroid, testes.

...Other use includes urology+

Note 1: Tissue Harmonic Imaging The feature does not use contrast agents.

Note 2: Snmart3fl) Note 3:4tX(Reat-time 3D3) Note 4: iScapc; Notes: TDI

Note&: Color M: Note?: Biopsy Guidance, Notes: Amplitude Doppler

(Division Sign-Off
Division of Radiological I leaith

Office of In Vitro Diagnostics and Radiological H-ealth

510(k) K131690
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Mindray Co. Ltd.- M7RvI7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7AI7T Diagnostic Ultrasound System

Transducer: 1-14-6s

Intended Use Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows

Clinical Application Mode of Operation

Cenral Specific M PDCW Color Combined O7ther (specify)
(Track I Only) (Track I & 3) B M PD D Doppler (specify) ________

Ophthalmic Ophthalmic ________

Fetal

Abdominal

lntratoperative (speciy ____ _________

Intratoperative (Neuroal___
Laparoscopic

Pediatric P P P P P Note 1,2.4.6,7.8
Small organ(specify)' P P P P P Note 1,2. 4,6.7,8

Fetal Neonatal Cephtalie P P P P Note 1,2,4.6,7.8
Imaging Adult Cephalic,
& Other Trans-rectall

Trans-vaginal

Trua-urethral
Trans-esoph.(non-Card.)
Musculo-skeletal Conventional P P P P P Note 1,2. 4.6,7.8
Musculo-skeletal Superficial P P P P P Note 1,2, 4.637.8
Intravascular

Other (specifrPy_________

Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac) _________

Trans-esoph.(Carda)_________

Intro-Cardiac

Peripheral Peripheral Vascular P P P P4 P INoew 1,2.4.6.,7,81
Vascular Other (specify) I____I___I_

Nniew indication; P'=previously cleared by FDA; F-addcd under Appendix Fi

Additional comments:Combined modes: BtM. PW+B. Color + B. Power + B. PW +Color+ BI. Power + PW +B.
olntraopcirative includes abdominal, thontic and vascular.

O*Smail organreat thyroid, testes.

... Other use includes urology.

Note 1: Tissue, Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smarfl Note 3:4D3(Real-Iime 3D); Note 4: iScope; Notes: TDI

Noic6: Color M; Note?: Biopsy Guidance: NoteS: Amplitude Doppler

(Division Sign-Of
Division of Radiological Health

Office ol'In Vitro Diagnostics and Radiological Health
5 10(k) K1 3169o

0167



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

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System

Trasducer: P4-2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General Specific CW Color Combined Ote(sciy
(Track I Only) (Track I & 3) B3 M PWD D 2Dopler (specify) Other___________

Ophthalnmic Ophthalmic

Fetal
Abdominal P P P P P P Note 1, 2,5,6,7,8

Introoperative (specify)P

Intruoperative (Neuro)al___
Laparoscopic

Pediatric P P p p p p Note 1,.2.5,637.8

Small organ(spccify)- ________

Fetal Neonatal Cephalic P P P P P P Note 1. 2.5,6,7,8
Imaging Adult Cephalic P P P P P P Note 1, 2.5,6.7.8
& Oilier Trans-rectal

Trans-vaginal _________

Trans-urethral

Trons-esoph.(non-Card.) ________

Musculo-skeletal Conventional
Mvusculo-skeletal Superficial ________

Intravascular

Other (specify'P -...- -

Cardiac Adult P P P P P P Note 1, 2,5.6,7,8

Cardiac Pediatric P P P p p P Note L.2....

Cardiac lntravaseular (Cardiac) ___ ________

Trans-esoph.( Cordiac) ________

Intra-Cardiaic ________

Peripheral Peripheral Vascular
Vascular Other (specify)

Nnew indication; P'previously cleared by FDA; Eodded under Appendix E

Additional cornments:Combined modes: B*M. PW+13, Color + B3. Power + B. PW +Color+ B, Powver + PW #1B

oitroperutive includes abdominal. thonacic. and vascular,

*$Small organ-breast, thyroid, testes.

... Other use includes urology.

Note 1: 'Tissue Ilannonic Imaging The feature does nol use contrast agents.

Note 2: Smnarl]ID; Note 3:4D)(Reol-time 3D), Note 4: iScope; Notes: TDI

Notes: Color M: Note7: Biopsy Guidance; NoteSl: Amplitude Doppler

(Division Sign-Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

5 10(k) KI131690
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
system: M7IM71 Diiagnostic Ultrasound System

Transducer: 117.3s

Intended Use: Diagnostic ultrasound imaging or kid flow analysis olihe human body as follows:

Clinical Application Mode of Operation ________

General Specific CW Color Combined Ote(sciy
(Track I Only) (Track I & 3) B M PWD D Dopple (specify) Other (specify)

Ophthalmic Ophthalmic ________

Fetal
Abdominal P P P P P P Note 1. 2.5,6,8

Intruoperative (specily)0

Imtroperative (Neuro)al____________

Loparoscopic ________

Pediatric P P P P P P Note 1, 2.5,6.8

Small organ(spccify)_____ _________

Fetwl Neonatal Cephalic P P P P P P Note 1. 2.5,6.8

Imaging Adult Cephalic P P P P P P Note 1, 25,6,8
& Other Trans-rectal _______

Trans-vaginal _________

Trans-urethiral _________

Trans-esoph (non-Card.) _________

Musctulo-skeletal Conventional P P P P P P Note 1, 2.5.6.8

Musculo-skeletal superficial ___ ________

Intravasculax

Other (specify)*'_______

Cardiac Adult P P P P P P Note 1, 2,5,6,8

Cardiac Pediatric P P1 P P P P Note 1.,2,5.6.9

Cardiac Intravacula, (Cardiac)

Trams-esoph.(Cardiac)
In-Cardiac- - - - - -

Peripheral Peripheral Vascular
Vascular Other (specify) E________

Nne~w indication: ?=previously cleared by FDA: E-added under Appendix E

Additional comtnents:Combined modes: B*M, PW+B, Color + Bi, Power + B, PW 4-Color-I B, Power + PW +13.

tntnmopcrative, includes abdominat. thoracic. and vascular.

*OSnall organ-breast, thyroid, testes.
...*Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Srmr3D: Note J:4D)(Real-time 3): Note 4: iScapo; Notes: TDl

Note6: Color M; 1,1t10. Biopsy Guidance. NoteSl: Amplitude Doppler

(Division Sign-Ofl
Division of Radiological Hecalth

Office of In Vitro Diagnostics and Radiological I Icalth

5 10(k) K 131690



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

Diagnostic Ultrasound Indications for Use Form
System: M7/MTr Diagnostic Ultrasound System

Transducer: 4CD4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofihec human body as fbliows:

Clinical Application Mode of Operation ________

General Specific CW Color Combined Other (specify)
(Truck I Only) (Track I & 3) B M PWD D) Doppler (specify) ________

Ophthalmic Ophthalmic ________

Fetal P P P P P* Notet1,2. 3.4,6.8

Abdominal P P P P P Notel1.2, 3A46.8
Intrsoperative (spccilfy)____ ________

Intrstoperativc (Neutro)al__

Laparoscopic
Pediatric P P P P P Note 1.2, 3.4.6,8

Small organ(seccifi')- ____ _______

Fetal Neonatal Cephalic ___ ________

Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph( non-Card.)

Musculo-skeletal Conventional
Musculo-skeletal Superficial ________

Intravascular

Other (specfy?*0

Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac)

Trans-soph (Cardiac)
Intra-Cardiac

Peripheral Peripheral Vascular
Vasculiar Other (specify)_________

Nne indication; P=previousty clered by FDA: Eadded under Appendixt E

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

lntraopcrative includes abdominal, thoracic, and vascular

-- small organt-breast, thyroid, testes.
..**Other use includes urology.

Note 1: Tissue Harmonic Imaging The feature does not use contrast agents.

Note 2: Smart3D; Note 3:4D(Rcal-tinie 3D): Note 4: iScape NoteS: 'rDI

Note6: Color M: Note?: Biopsy Guidance; NoteS: Amplitude Doppler

(Division Sign-Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

5 10(k) K 131690



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

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System
Transducer: 6C2s

Intended Use: Diagn~ostic ultrasound inmaging or fluid flow analysis of th~e human body as follows:

Clinical Application Mode of Operation

General specific CW Color Combined )e(sci)
(Track I Only) (Track I & 3) B M PWD D Doppler (specify) Other__(specify)

Ophthalmic Ophthalmic ________

Fetal
Abdominal P P P P P Note 1. 2.4.637.8

lntratoperative (specify)-

Introoperative lNuo __________________

Laparoscopic
Pediatric P P P P, P Note 1. 2. 4.6,7.8

Small organuspecify)OO

Fetal Neonatal Cephalic p P P P. P Note 1. 2.41,637.8
Imaging Adult Cephalic PI P P P P Note 1. 2. 4,6.7.8
& Other Trans-rectal

Trans-vaginal

Trans-urethra
frmns-csuph.(non-Card.)

Musoulo-skeletal Conventional P P, P p P Note 1,.2,4.6.7.8

Mvusculo-skeletal Superficial p' P P P p Note 1, 2,4.6,7,8

Intravascular

____Other (specify***_____

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac) ______________

Truns-esoph.(Cardiac),___ ______

[ntra.Card iac_______

Peripheral lPeripherl IVascular P P P, P p Note 1. 2. 4,6.7.8
Vascular Otherw (seiy

N-newy inication: P-previoiusly cleated by FDA: E=added under Appendix E

Additional comments:Conmbined modes: B+, PW+B, Color + B. Power + B. PW +Color+ B, Power + PW +B.

lIntraopcralive includes abdominal. thoracic. and vascular.

-- Sm~all organ-breast, thyroid. Ikates.

... Other use includes urology.
Note 1: Tissue Hlarmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D: Note 3:4D(Rcal-tui 303): Note 4: iScupe Note5: TDI

Note6: Color MK Nocte7 Biopsy Guidance: Notall: Amplitude Doppler

(Division Sign-Off
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

$10(k) K 13690



Miridray Co. Ltd.- M7/MYT Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/1A7F Diagnosic Ultrasound System

Transducer: 7L5s

Intended Use. Diagnostic ultrasound imaging or fluid flow analysis ofthe human body as follows:

Clinical Application Mode of Operation

General Specific CW Color Combined Ote(sciy
(Track I Only) (Track I & 3) B M PWD CD Doppler (specify) Ote(sciy

Ophthalmic Ophthalmic ________

Fetal ________

Abdominal

Intraopertive (specify)-________

lnuapcrative (Neuro) _______

Laparoscopic _________

Pediatric P P P p P Note 1.2.4.6.7.8-
Small oargan(specily)'- P P P P P Note 1,2.4.6,7. 8

Fetal Neonatal Cephalic ____ ________

Imaging Adult Cephalic ____ ________

& Other Trans-rectal ____

Trans-vaginal _________

Trans-urethral _________

Trans-esoph.(non-Card _______

Musculo-skeletal Conventional I' P P P P Note 1,2, 4,6,7,8

Musculo-skeletal Super-ficial P, P P P P Note 1,24.6,7.8

Intravascular

Other (stccif)8

Cardiac Adult ________

Cardiac Pediatric
Cardlic Intravascular (Cardiac)

Trans-esoph.(Cardiac)
Intra-Cardiac

Peihrl Peripheral Vascular P P P P P Note 1.2.4,6,7,8
Vasucular Other (speCity) ________

N-new indication; P=previousy cleared by FDA; Enadded under Appendix E

Additional cornnents:Combined modes: B+M. PW+B. Color + B, Power + B, PW 4Colo-t B. Power + PW +B.

intmoperative includes abdominal. thoracic. and vascular.

"Small organ-breast, thyroid, testes.

***Other use includes urology.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smarl3D: Note 3:4D(Rcal-time 3D), Note 4: iScape Notes: ToI

Note6 Color MK Note?: Biopsy Guidance, Notell: Amplitude Doppler

(Division Sign-OJT
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

510(k) K 131690
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Mindray Co. Ltd.- M71MYT Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7/MTf Diagnostic Ultrasound System

Transducer: 1.7.3s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

Gnrl Specific B M PWD CW Color Combined Other (specify)
(Track I Only) (Track 1 & 3) D__ _____ (specify) _______

Ophthalmic Ophthalmic
Fetal
Abdominal P P P P P Note 1.2. 4A7.8

lntraoiperative (specify)*

lntrttoperative (Neuro)
Laparoseopic

Pediatric P P pP P Note 1.2Z 4,6,7.8

Small organ(specify)-- P P P P p Note 1,2. 4,6.7.8

Featl Neonatal Cephalic
Imaging Adult Cephalic
& Other Tranes-recta)

Trams-vaginal
Tram-urethral

Trans-esolph.(non-Card.)

Musculo-skelctal Conventional P P P P P Note 1,2,4,63.8

Musculo-sketetal Superficial P P P P p Note 1.2. 4,6.7,8

Intravascular
Other (specify)...______

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)
Tran-esoph. (Cardiac I

Intra-Carditic

Peripheral Peripheral Vascular PIs P Note 1.2, 4.6,7,8
Vascular Other (spccil'y) ________

N-inew indication: Ppreviously cleared by FDA: E=addcd under Appendix I.

Additional comrancents:Combined modes: B+M. PW+B. Color + 13, Power + B. PW +Color+ B3. Power + l'W +B.

*lntraopcrutivc 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: Smnr3D; Note 3:4D{Real-time 3D); Note 4: iSeape: Not&5 TDI

Note&: Color MK Note?: Biopsy Guidance; NoteSl: Amplitude Doppler

(Division Sign-On1)
Division of Radiological Health

Office of in Vitro Diagnostics and Radiological Health

510(k) K 131690



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

Diagnostic Ultrasound Indications for Use Form
System: M71TT Diagnostic Ultrasound System

Transducer: L112.4s

Intended Use: Diagnostic ultrasound imnaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General specific B W JCW IColor Combined Other (specify)
(Track I Only) (Track I & 3) B M P D Doper (specify) ________

Ophthalmic Ophthalmic ________

Fetal
Abdominal P P p p p Note 1.2. 4,6.7,8
lntiraoperative (specify)-

lntraoperative (Neuro) _____________

Lapiaoscopie

Pediatric P P P P P Note 1,2.4,67,11

Small organ(speify)-- P P P P P Note 1,2,443118

Fetal Neonatal Cephal ic
Imaging Adult Cephalic ________

& Oilher Trans-rectal

Trans-vaginal
Trans-urethrall

Transesoph.(non-Card.) ___

Mvusculo~skeletol Conventional P P P P P Note 1.2, 4,637.8

Muscuto-sklceal Superficial P P P P P Note 1,2, 4,6,18

Intravascu lar

______Other (spec ify)..._______

Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)
Intra-Cardfiac

Peripheral lPeripheral Vasua P P PP p Note 1,2, 4,6,7,8
Vascular ther (peicify) I______I_

N=new indication; P.'previously cleared by FDA: Eadded under Appendix E

Additional Coaments:Comtbined modes: B+M, PW+B, Color + B, Power + B. PW +Color+ B, Power + PW +B.

*tnlnropemtive includes abdominal. thoracic. and vascular.

OOSmall organ-breast, thyroid, testes,

.. Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: SmarjD:l) Note 3:4D(Rcal-time 3D): Note 4: iScape: NoteS: TDI

Note6: Color M: Note7 Biopsy Guidance: Notes: Amplitude Doppler

(Division Sign-Oil)
Division or Radiological Health

Offlce of In Vitro Dianostics and Radiologzical Health

510(k) K 131690

[JUG14



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

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System

Transducer: I.t4-6Ns

Intended Use: Diagnostic ultrasound imaging or fluid flow, analysis ul the human body as follows:

Clinical Application Mode of Operation

General Specific B M PDC Color Combined Other (specify)
(Track I Only) (Track I & 3) D DopplerD (specify) ________

Ophthalmic Ophthalmic ________

Fetal
Abdominal

lntroperative (specily)-

lntrooperative (Neuro) _____

Laparoseopic

Pediatric P P P P P Note 1,2, 4A67.8

Small orgas,(specify). p P P P P Note 1,2,4.6,7,8

Fetal Neonatal Cephalic
Imaging Adult Cephalic
& Other Twons-rectal ____

Trans-vaginal

Trans-urethratl
Trans-esoph.(non-Card.)

Musculo-skeletal Conventional P P P1 P ? Note 12, 4.6.7,8

Musctulo-skelctal Superficial P P P P P Note 1.2.4,6.7,8

tntravamcularu________

______Other (specfy).

Cardiac Adult

Cardiac Peditiel_______

Cardiac Itravascular (Cardiac) ___ ________

Trans-csoph .(Card iac)
lntra-Cardiac ________

Peripheral P1eripheral Vascular P P P P P Note 1.2, 4,6,7,8
Vascular O~ther (speciff)

Nrnew indication; Ppreviously cteared by FDA; E--added under Appendix E

Additional comrncnts:Combined modes: B+M, PW+B. Color t B. Power + B. PW +-Color+ BI. Power + PW +B,

ilnoperastive includes abdominal, thoracic, and vascular

*OSmalI organ-breast, thyroid, testes.

... Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D; Note 3:4D(Reol-time 3D); Note 4: iScape; NoteS: rDI

Note6: Color M; Note7 Biopsy Guidlance Note&: Amplitude Doppler

(Division Sign-Of$
Division of Radiological Health

Om~ce of In Vitro Diagnostics and Radiological Health

5 10(k) K131690

00G615



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

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System

Transducer: P1I2-4s

Intended Use: Diagnostic ultrasound imagingor fluid flow analysis olihe human body as follows:

Clinical Application Mode oroperation

General Specific CW Color Combined Ote(sci)
(Track I Only) (Track I & 3) B M PWD D) Doppler (specify) Other__(specify)

Ophthalmic Ophthalmic ________

Fetal
Abdominal P P 1, P P P Note 1. 23.6,11

lntraoperative (specify)-

Intinopecrative (Neuro)
Laparoscopic

Pediatric P P P P P P Note 1, 2,5,6,8

Small organ(spccify) ________

Petal Neonatal Cephalic P P P P P P Note 1, 2,5.6,8
Imaging Adult Cephalic P P P P P P Note 1. 2,5,6,8
& Other Trans-rectal ________

Trans-vaginat ________

Trans-urethral
Trans-esoph,(non-Card.) ________

Muscuto-sketetal Conventional
Musculo-skeletal Superficial

Intravascular __________

Other (specify) _________

Cardiac Adult P P P P P P Note 1, 2.5.6.8

Cardiac Pediatric P p p P P P Note 1, 25.6,g
Cardiac Intravascular (Cardiac)

Trans-esoph (Cardiac) ________

lntra.Curditic

Peripheral Peripheral Vascular J
Vascular Other (specilS') _______

N-mew indication: P-previously cleared by FDA; E-addcd under Appendix 1E

Additional commncnts:Cornbined modes: G.M. PW+B. Color + B. Power + S, PW +Color+ B, Power + PW +B,

lIntraopemtive inctudes 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.

Nate 2: Smart3D: Note 3:4D(Real-time 3D): Note 4: iScope: NoteS: TDI

Nole6: Color M: Nolt? Biopsy Guidance: Now&S Amplitude Doppler

(Division Sign-Off)
Division of Radiological HeIalth

Office ofIn Vitro Diagnostics and Radiological Health

5 10(k) K 131690



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

Diagnostic Ultrasound Indications for Use Form
System: M7RVI77 Diagnostic Ultrasound System

Transducer: CW2s

Intended Use. Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows,

Clinical Application Mode of Operation ________

General specific CW Color Combined te(sci)
(Track I Only) (Track I & 3) B M PWD D Doppler (speci e pify) ________

Ophthalmic Ophthalmic ________

Abdominal

Intraoporotsve (specifyP.
Intraoperotivc (Neuro)

Laparoscopic
Pediatric P
Small organspecify) 0  

________

Fetal Neonatal Cephal ic
Imaging Adult Cephalic P ____

&Other Trans-rectal

Trnsaina ___________

Trans-urethrul _____

Trons-esoph.( non-Card.)
Musoulo-skelcial Conventional
Musculo-skelewal Superficial ___ ________

Intravascular
Other (spccify) ______

Cardiac Adult P
Cardiac Pediatric P

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac) ________

Inum-Cardiac

Peripheral Peripheral Vascular
Vascular Othcr (specify)

N-ncew indication; P-pveviously cleared by FDA: Eadded under Appendix E

Additional conmments:Combincd modes B+M. PW+B, Color + B, Powr- B. PW +Color+ B. Power + PW +-5

*lnuaoperativc includes abdominal. thoracic. anid vascular

*OSrall organ-breast. thyroid. testes.

... *Other use includes urology.

Note I Tissue, 1 larmonge Imaging The feature does nut use contrast agents

Note 2: Smart3D. Note 3.4D(Real-tnmea 3D). Note 4 Scope. NoteS TtDl

Note6: Color M. Notcl. Biopsy Guidance. Notes: Amplitude Doppler

(Division Sign-Off
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

510(k) K 131690

00617



Mindray Co. Ltd.- M71M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7/MTT Diagnostic Ultrasound System

Transducer: 7LT4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of tie human body as ibillows:

Clinical Application Mode of Operation

General specific B W jCW IColor Combined Other (specify)
(Track I Only) (Track t & 3) 13 M PD D Doppler, (specify') _______

Ophthalmic Ophthalmic
Fetal

Abdominal P P P p p Notel,2,4,6.7.8

Intraoperativec(specify)- P P p p p Notel,2.4.6.7,S

InIrnoperative (Neuro)

Laparoascopic

Pediatric P P P p P Note 1.2,4,6,7,8

Small organ(spcci&t)O p p p P P Notel,2,4,6,7.8

Fetal Neonatal Cephalic P P p p P Note 1,2.4.6,.8
Imaging Adult Cephalic
&Other Trans-rectol

Trans- vaginal ________

Trans-urethral
Tmuns-esoph.(non-Card.) ___ ____________

Musculo-skeletal Conventional 1)P p p p p Notel.2.4.6.7.8
Musculo-skeletal Superficial P' P P P P Notcl2.4,6.7.8

Intravascular

Other (specify)..

Cardiac Adult ________

Cardiac Pediatric

Cardiac Intravascular (Cardiac) __________

Trane-esoph.(Cardiac) ________

Intra-Cardiac _________

Peripheral Peripheral Vascular P p PP P Note 1,2,4.6.7.8
Vascular Other (specify)

N-new indication; ?-previously cleared by FDA. t:.addcd under Appendix EB

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

lnirtraopentive includes abdominal, thoracic, and vascular.

'*Small organ-breast. thyroid, testes.

... Other use includes urology.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents,

Note 2: Sman3t3; Note 3:4D(Rcal-timc 3D). Note 4i iScape; Notes: TDI

Notes: Color M:l NocTe7 Biopsy Guidanrc NoteS: Amplitude Doppler

(Division Sign-GM
Division of Radiological Health

Office of In Vilro Diagtnostics and Radiological I Icalth

5 10(k) K131690

BOB-Is



Mindray Co. Ltd.- M7IM7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7/tv7T Diagnostic Ultrasound System

Trasducer: P7-3Ts

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific C COr Combined Other (specify)
(Track I Only) (Track I & 3) B M PD D Doppler(peiy)________
Ophthalmic Ophthalmic

Fetal

Abdominal

lntraoiperattvc (specify)*
tntraoperative (Neurol

Laparoscopic

Pediatric _________

Small organ(speeify).0____

Fetal Neonatal Cephalic
Imaging Adult Cephalie
& Other rmsmvwl

Trims- vaginal
Trans. urethral _________

Trans-esoph.(non-Card.) ____

Musculo-skeletal Conventional

Musculo-skeletal Superficial _________

Intravascular

Other (specify).._______

Cardiac Adult ________

Cardiac PediatricI
Cardiac Intravtascular (Cardiac) _________

Trans-esoph.(Cardiac) P P P P P P Nate 1,2,5,6,8

Intra- Cardiac __________

Peripheral Peripheral Vascular
Vascular Other (specify) ________

N-ne'v indication; P-previously cleared by FDA; E~ttdded under Appendix E

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

0ntwoperative includes abdominal, thoracic. and vascular.

--Small organ-breast, thyroid, testes.

... Other use includes urology.

Note 1: Tissue Harmonic Imaging. Te feature does not use contrast agents.

Note 2: Smnart]fl Note 3:4D)(Real-time 3). Note 4: iScope: NuteS: TDI

Note&: Color lvl: Noite7 Biopsy Guidance: Notell: Amplitude Doppler

(Division Sign-OMf
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

5 10(k) Ki 31690


