
510(K) SUMMARY J AN 3 1 2511

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 5 10O(k) number is: ______

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 5604
Fax: +86 755 2658 2680

Contact Person:
Zhai Pei
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: October 18, 2010

2. Device Name: M7IM7T Diagnostic Ultrasound System

Classification
Regulatory Class: It
Review Category: Tier 11
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYG)
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, TDI 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
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and phased array with a frequency range of approximately 2.5 MHz to 10Q.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) exams.

5. Comparison with Predicate Devices:

M7/M7T Diagnostic Ultrasound System is comparable with and substantially equivalent
to these predicate devices:

"Mfi 7 -

2 Mindray DC-7 K101041

3 GE VIVID 7 K060542

4 Philips iU22 K093 563

5 Siemens Acuson CV70 K050240

6 SonoSite SonoSite MicroMaxx K053069

7 Siemens SEQUOIA K072365

8 GE LOGIQ E9 K092271

9 GE Voluson E8 K061682

10 GE Logiq E K091374

They have the same technological characteristics, are comparable in- key safety and
effectiveness features, and have the same intended uses and basic operating modes as the
predicate devices.

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, LEC 60601-1-1, IEC 60J601-1-2, JEC 60601-1-4, IEC 60601-2-37,IEC
62304,UL 60601-1, IS014971 and ISO 10993-1.

B-2 005-2



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 M7IM7T 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
10903 New Hampshire Avenue
Silver Spring, MD 20993

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Mr. Jeff D. Rongero
Senior Project Engineer
Underwriters Laboratories, Inc.
12 Laboratory DrivejA 3 21
Research Triangle Park, NC 27709-3 995

Re: K103677
Trade/Device Name: M7/M7T Diagnostic Ultrasound System
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: JYN, LYO, and ITX
Dated: January 14, 2011
Received: January 19, 2011

Dear Mr. Rongero:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we 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). 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.

This determination of substantial equivalence applies to the following transducers intended for
use with the M7IM7T Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Numhber

C5-2s P4-2s L7-3s
V1O-4s P7-3s L12-4s

V1O-4B3s 4CD4s L14-6Ns
7L4s 6C2s P 12-4s

L14-6s 7L5s CW2s



If your device is classified (see above) into either class 11 (Special Controls) or class 111 (PMA),
it may be subject to such additional controls. . Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal Statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); 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 CER 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
go to http://www.fda. Lov/AboutFDA/CentersOffices/CDR-/CDRI-I0ffices/ucm 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://ww-w.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at
(301) 796-6242.

Sincerely Yours,

Mary Pastel, ScD.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications far Use

510(k) Number (if known):

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,
abdominalpediatric, small parts (breast, testes, thyroid), neonatal cephalic,
transcranial, card iac,transvag inal, transrectal, peripheral vascular, urology, orthopedic,
and musculoskeIetal(conventional and superficial) exams.

Prescription Use __X__ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Su~bpart D) (21 cFR 807 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(Division sign-off)Pa e1o 1 _

Division of Radiologica Devices P g f -
office of in Vitro Diagnostic Device Evaluation and Safety

510k
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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: N/A

Inrtedd Use: Diagnostic ultrasound imaging or fluid flow analysis oftise human body as follows:

Clinical Application Mode ofOperation
General Specific B M PDColor Combined Ohr(piy
(Track I Only) (Track I & 3) ___ Doppler (specify) __________

Ophthalmic Ophthalmic __________

Petal P P P P P Note 1,2,3,4,6,7,8

Abdominal P P P P P P Note I,2,3,45,67,8

Intraoperative (specify)'

lntroperative QNeum)

Lapascopic

Pediatric P P P P p p Note 1,2,3,4,5,6,7,8

Smnall orgas(spei&y)** P P P p p Note 1,2,4,.7,8

Neonatal Cephsalic P P P P p p Note 1,2,4,5,6,7,8
Fetal Adult Coplialic p p p p p p Note 1.2,4,5.6,7,8

Imaging- -

&t Other Trans-rctal P P P P P Note 1,2,4,6,7,8

Trana-vaginsal P P P P P Note 1, 2,4,6,7,8,

Trans-urethral

Tran-esopb.(non-Card.)

Muscolo-skeletal P P P p p p Note 1,2,4,5,6,7,8
Conventional
Muscau-sleeletal P P P p p Note 1,2,4,6,7,8

Intravascular

Othe(specify". 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 Inrvsua Crdiac)

Tran-e oup h:.Cardiac)

Intra-Cardiac

Peripheral Peripheral Vascular P P P P P Note 1, 2,4,6,7,8
vascular Other (specify) _ _ _ _ _

N'ttew indication; Pprviously cleared by FrDA; Eadded under Appendix E

Additional commtnts:Cornbined modes: B+M, PW+B, Color + B, Power + B, PW -kColor+ B. Power + PW +13.

*Intranoperative includes abdominal, thoracic, and vascular.

**SmlI orgao-breas, thyroid, testes.
... Other use includes arology

Note 1: Tissue Hsrmonic Imaging, The feature does not use contrast agent.

Note 2: Smsrt3D

Note 3,4D3(Real-timne 3D)

Note4: iScape

Noec: Coor MDivision of Radiological Devices
Notr7: Biopsy Guidance Office of In Vitro Diagnostic Device Evaluation and Safet
Notes: Amplitude Doppler 50 -_

Prescription USE (Per 21 CFRS801.109)
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Mindray Co., Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indivations for Use Form

System: M7R147T Diagnostic Ultrasound System

Transducer CS-2s

Intended Use: Diagnostic ultrasound imaiging or fluid flow analysis ofthie human body as follows:

Clinical Application Mode of Operation
General Specific B D C D Color Combined
(Track I Only) (Track I & 3) FP ___ Dappler (specify) Other (specify)

Ophthalmic OphthalmicI

Abdominal P P P P P Note 1, 2. 4,6,7,8
natoperauive (specdy)-

lintraoperative (Neuro)

Laparoscoupic

pediatric p p P P P Note I, 2, 4,6,7,8
Small organ(specif')..

Fetal Neonatal Cephalic
Imaging Adult Cephalic
& Other Trans-rectal

Tranis-vaginal

Trans-urethral

Transt-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skecletal Superficial

fintravauscular

Other (specify).

Cardiac Adult

Cardiac Pediatric
Cardiac totravascular (Cardiac)

Trans-esoph.(Cardiatc)

Intra-Cardiac

Peripheral Periphera Vascular P p P P PNote 1, 2,4,6,7,8
vascular ither (pyt)

N~new indication; P=previously cleared by FDA; E-added under Appendix E
Additional cornents:Comhbined modes: B+M, PW+B, Color + B, Power + B, PW +IColor+ B, Power + PW +B.

-Iotraoipcrative includes abdominal, thoracic, and vasucular.

--Small organ-breast, thyroid, testes.
... Other use includes urology.

Note 1: Tissue Harmnonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D

Note 3:4D(Real-iime 3D)

Note 4: iScape

NoteS: ThI / J (Dii1tl SigOtl

Nte6 Color M Division of Radiological Devices
Note: BipsyGuidnceOffio of In Vitro Diagnostic Oevicei Evaluation and Salet

NoteSl: Amplitude Doppler SICKIb 2

Prescription USE (Per 28 CER 801.109)
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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: VIO-4s

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

Clinical Application Mode of Operation

General Seii o. Cmie
(Track I SpeacIc 3 B M PWD CWD olr Combcined Other (specify)
Only) (TakI& )Dplr (peiy

Ophthalmic Ophthalmic _______________

Fetal P P P P P Note 1, 2, 4,6,7,8

Abdominal

Jnneolerative (specify)*

Intraoperative Q'Neuro)

Laparoscopic

Pediatric

Small organdspecify)-

Fetal Neonatal Cephalic,
Imaging Adult Cephalic
& Other Tas-rectal P P P P P Note 1, 2,46,7,8

Trans-vaginal P P P P P Note 1, 2,4,6,7,8

Trans-urethral

Trans-esopd (no n-Card.)I

Musculoalceletal Conventional

Musculo-sceletal Superficial

Iotravascula-

[Other (specify)... P P P P P Note 1, 2,4.6,7,8

Cardiac Adult

Cardiac Pediatic

Cardiac lotravascular (Cardiac)

Trans-esoph. (Cardiac)

fintra-Candiac

peripheral Peripheral Vascular
Vaicular Other (specify)

N=ne indication; P=previously cleared by FDA; E-added utnder Appendix E

Additional cocmment:Combined modes: B-FM, PW-iB, Cotor I B, Power + B PW +Colm* B, Power + PW 4M

lntraoperative includes abdominal, thoracic, and vasciflar

-- Small organ-breast, thyroid, testes.

"'Other use oncludes urology.

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

Note 2: Smast3D

Note 3.4D(Real-time 3D)

Note 4: iScape
Note5: TDI Diviion o Sign-f

DvioofRadiologia DeviCeS
Noel Color M Office of InVito) Diagnostic Devce Evaluaton and swet
Note7: Biopsy Guidance 1
Notes: Anmplitade Doppler 510K__

Presncription USE (Per 21 CFR 801.109)
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Mindray Co., Ltd. - M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7Ra47T Diagnostic Ultrasound System

Transducer VIO-4Bs
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthe humaon body as follows:

Clinical Application Mode of~peration

Crrack Specific Clr Cmie te seiyOnly)k I Takt B M PWD CWD Clr Cmie
Only) (Track I & 3)Doppler (specify) despiy

Ophthalmic Ophthalmic

petal P P p p P Note 1, 2,4,6,7,8

Abdominal

Inirsoperative (specify)*

tntraopeeative (Neuro)

Laparoscpic

Pediatric

small organ(spccify)''

Fetal Neonatal Cephalic
Imaging Adult Cephalic

Trater ns-rectl p p p p p Note 1, 2, 4,6,7,8
Tra-vaginal p p p p p Note 1, 2,4,6,7,8

Trarss-ore hral

Trans-esoph. (no n-Card.)

Muscaslo-skeletal Conventional

Musculo-skeletal Superficial

fintravascular

oilser(specifyy.. p p P p p Note 1,2,4,6,7,8

Cardiac Adult

Cardiac Pediatric

Cardiac Intiavascutlar (Cardiac)

Trana-esoph.(Cardisc)

Intra-Cardiac

Peripheral Peripheral Vascular
Vascular Oilier (specify)

N=riew indication; P-prevsossly cleared by FDA; E=added under Appendix E
Additional comsnenta:Cobine! mdes: B+M, PW+tB, Color + B, Power + B. PW +FColor+ B, Power + PW +B.

lIntrsxoperative includes abdominal, thsoracic, and vascular.
'Small organ-breast, thyroid, testes-

Oer use includes urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: SmarG3D

Note 3AlXReal-isne 3D) ~inin
Nole4: iScape Dvso inOf

Note5s TD! Divsion of Radiological Devices
Notc6: Color M Office of In Vitro Diagnostic Device Eveiuation and Safet

Not7: Biopsy Guidance (v4 11'
Note8: Amplitude Doppler 510K'

Prescription USE (Per 21 CFR 80 1,109)
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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: 7L4s
Diagnostic ultrasound imaging or fluid flow analysis of the human body

Intended Use: as follows:

Clinical Application Mode of Operation

General Seii
(Track I SpeacIc 3 B M PWD CW Color CombinedOhr(pcf
Only) (rcI&3)Doppler (specify) Ohr(pcf'

Ophthalmic Ophthalmic

Petal

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

lntraoperative (specify)-

lntraoperative (Neuro)

Laparoscopic,

Pediatric P p P ___ P P Note 1,2, 4,6,7,8

Fetal Small organ(specify)* p p P P P Note 1,2,4,6,7,8
Imaging Neonatal Cephalic P p p P p Note 1,2, 4,6,7,8
& Other Adult Cephalic,_______

Trans-rectal
Trans-vaginal
Trans-urethral
Trars-esoph.(non-Card.)
Musculo-skeletal Conventional P p p P P Note 1,2, 4,6,7,8
Museulo-skeletal 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)

Intra-Cardiac
Penipheral Peripheral Vascular P P PP P Note 1,2, 4,6,7,8
Vascular Other (specify) 

___________

N,,ew indication; P=previously cleared by FDA; Eadded under Appendix E
Additional eommuents:Combined modes: B+M, PW+B, Color + B, Power + B. PW +IColor-I B, Power + PW +13

-Intraoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

**Other wse includes urology.

Note 1: Tissue Hlanmonic Imaging. The fecature does not use contrat agents.

Note 2: Smart3D(

Note 3:4D(Real-time 3D)

Note 4: iScape ion i g

Note5: TDI Division of Radiological Devices
Note6: Color M Office of In Vitro Diagnostic Device Evaluation and Safety

Note7: Biopsy Guidance

Note8l: Amplitude Doppler

Prescription USE (Per 21 CFR 801.109)
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Mindray Co., Ltd.- M7/M77 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System M7Rg7T Diagnostic Ultrasound System

Transducer L14.6s

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

Clinical Application Made ofOprasion

(Track I (Track I & 3) B M PWD CW/D Colr Combcinefy)e sciy
Only) _____________

Ophthalmic Ophthalmic

Fael

Abdominal

lnfraoperative (specify)*

tntraopcrative QNeuro)

Laparosopic

Podiatric P P P P p Note 1,2,4,6,7,8

Fital Small organ(gpecify). P P P P P Notw 1,2,4,6,7,8
Imaging Neonatal Cepisatic p p P p p Note 1.2,4,6,7,8
& Oter Adult Cephalic

Trans-rectal

Trans-vaginal

Trns-urethral

T . .a-aph~non-Card.)
Musculo-skeletal Conventional P P p P p Note 1,2,4,6.7,8
Muaculo-skelelal Supeficial p p p P___ p p Note 1,2, 4,6.7,8

Other (apeifya _________

Cardiac Adult
Cardiac Pediatric

Cardiac Inbavascular, (Cardiac)

Transaesph.(Cardiaic)
lntra-Cardiac,

Prpheral Penphal Vascular p p p p P Note 1.2. 4,6,7,8 jVascular Other (specify)I

N-new indication; P--previoaly cleared by FDA; Eadded under Appendix E
Additional commsents:Comsined modes- B+M, PW+B, Color + B, Power + B, PW +Color+ B. Power + PW +B+

lnlaeopenative includes abdominal, thoracic, and vacular.

*Small organ-breast, thyroid, tesems

***Other use includes urology.

Note 1: Tittue Hlanmonic Imaging, The feature does not use contrast agents.

Note 2: ScratjD

Note 3:4D(Reali-tinae 3D)

Note 4: iScape

Note5: TDI

Note6: Color M

Note7: Biopay Guidance,

Notes: Amplitude Doppler

Prescription USE (Per 21 CER 80 1,109)

(D~ion Sftg
Divsion of Radiological Devices

Office of In Mine, Diagnosttc Device Eva) uallor and Safet

510K-
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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: P4-2s

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

Clinical Application Mode of Operation

General
(TakI Specific B M PW cD Color CombinedOte(pci'

Only) . (Track I & 3) D Doppler (specify')Ote(sciy

Ophthalmic Ophthalmic

Fetal

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

lntraoperative (specify)-

Intrnperative (Neuro)

Laparoscopic,

Pediatric P P P P P P Note 1, 2,5,6,7,8

Small organ(specity)-*

Ftl 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
& Other Trans-rectal

Trans-vaginal

Trans-urethral

Truns-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)***______________

Cardiac Adult P P P P P P Note I, 2,5,6,7,8

Cardiac Pediatric P P P P P P Note 1, 2,5,6,7,8

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intr-a- Cardiac,

Peripheral Peripheral Vascular

Vacular 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.

-Inrnoperative includes abdominal, thoracic, and vascular.

:*Small organbreast, thyroid, testes.

"~Other use includes urology.

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

Note 2: Smart3D

Note 3:4D)(Real-time 3D) (Division Sign-Off

Note 4: iScape Division of Radiological Devices

Note5: TDI Office of In Vitro Diagnostic Device Evaluatofl and Safety

Note6: ColorM 50
Note7: Biopsy Guidance
NoteSl: Amplitude Doppler

Prescription USE (Per 21 CFR 801.109) 008-8



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

Diagnostic Ultrasound Indications for Use Form

System: M7IM7T Diagnostic Ultrasound System

Transducer: P7-3s

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

Clinical Application Mode of Operation

General SpcfcI M P cD Clr Cmie(Track I Speacfi B M 3) CooBomie Other (specify)
Only) (rcI&3)Doppler (specify)

Ophthalmic Ophthalmic

Petal

Abdominal p. p P P P P Note 1, 2,5,6,8

Intrauperative (specify)-

Intrauperative (Neuro)

Laparoscopic

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

Ftl Small organ(specily)-*

Imaging Neonatal Cephalic P P p p p P Note 1, 2,5,6,8
& Other Adult Cephalic , p p p p pp Note 1,.2,5,68

Trans-rectal
Trans-vaginal

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

Musculo-skeletal Conventional P P P P P p Note 1, 2,5,6,8
Musculo-skeletal Superficial

Intravascular

Other (specify)"l*

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

Cardiac Pediatric P P P P P p Note 1, 2,5,6,8
Cardiac Intravascular (Cardiac)

Tran s-esoph.(Cardiac) ___

Intra-Cardiac

Peripheral Peripheral Vascular
Vascular Other (specify) 

_____________

N-niew indication; Ppreviously cleared by FDA; E-added under Appendix E
Additional commcnts:Combined modes: ReM, PW+B, Color + B, Power + B, PW +IColor+i B, Power + PW +B.

*Ittroperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

***Other uwe 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: TDJ I_____________

Note6: Color M Divsion of Radiological Devices

Note7: Biopsy Guidance Office of In Vitro Diagnostic Device Evaluation and Safety

Notes: A mplitude Doppler51Kb

Prescription USE (Per 21 CFR 801.109)
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Mindray Co., Ltd. - M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Formn

System: M7/M7T Diagnostic Ultrasound System

Transducer: 4CD4s
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General SpecificB PAD CD olr omie
(TrckI nl) (rak &3)Doppler (specify) Other (specify)

Ophthalmic Ophthalmic

Fetal P p p P P Notel,2, 3,4,6,8

Abdominal . P P p P P Note 1,2,3,4,6,8

Intrauperative (specify)*

lntraoiperative (Neuro)

Laparoscopic

Pediatric P P P P P Notel1,2, 3,4.6,8

Small organ(specify)*-

Few] Neonatal Cephalic

Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo- skeletal
Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)**

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Peripheral Vascular
Vascular O0ther (specify)

Nnew indication; Ppreviously cleared by FDA; E=added under Appendix E
Additional comnments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +13.

*lnwaoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does noj ota n

Note 2: Smart3fl

Not 3:D(Ral-ime3D)Divsion of Radiological Devices
Note 4: iScake Office of In Vitro Diagnostic Device Evaluation and Safety
Note5: TDJ 1K K '
Note6: Color M 50

Note7: Biopsy Guidance
NoteS: Amplitude Doppler 0 81

Prescription USE (Per 21 CFR 801.109) 0 81



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

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

Transducer: 6C2s
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific B M PD C Color Combined tes
(Track I Only) (Track 1 & 3) Doppler (specify) efy

Ophthalmic Ophthalmic

Fetal

Abdominal N N N N N Note 1, 2,4,6,7,8

lntraopertive (specify)-

Intrauperative (Neuro)

Laparoscopic

Pediatric N N N N N Note 1, 2, 4,6,7,8

Small organ(specify)*

Few[l Neonatal Cephalic N N N N N Note 1, 2, 4,6,7,8
Imaging Adult Cephalic N N N N N Note 1, 2,4,6,7,8
& Other Trans-rectal

Trans-vaginal

- Trans-urethral

* Trans-esoph.(non-Card.)

Musculo-skeletal Conventional N N N N N Note 1, 2,4,6,7,8
Musculo-skeletal Superficial N N N N N Note 1, 2, 4,6,7,8
Intravascular

___________Other (specify)***_________

Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac)

Trarts-esoph. (Cardiac)

Intra-Cardiac

Peripheral Peripheral Vascular N N N N N Nt ,2 .,,
Vascular Other (specify)

Nnew indication; P-previously cleared by FDA; Badded under Appendix E
Additional comments:Comnbined modes: B-tM, PW±B, Color + B, Power + B, PW +Color+ B, Power + PW +B,

lIntraoperative 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: Smart3D

Note 3:D(Real-time 3D)

Note 4: iS cape

Note5:TDI /(Division Sign-Oft)
Note6: Color M Division of Radiological Devices

Note: BipsyGuidnceOffice of In Vitro Diagnostic Device Evaluation and Salet

Naoei: Amplitude Doppler 510K

Prescription USE (Per 21 CFR 801.109)
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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: 7L~s

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

Clinical Application Mode of Operation

(Tral Specific B M WD CD Color Combined
(TrcI (Track I & 3) B M PD C Doppler (specify) Other (specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Jntraoiperative (specify)-

lntraoperative (Neuro)

Laparoscopic

Pediatric N N N N N Note 1,2, 4,6,7,8
Small organ(specify)** N N N N N 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-skeletalN N NN N Noe124,78ConventionalN N NN N Noe,24678
Musculo-skeletal Superficial N N N _____ N N Note 1,2, 4,6,7,8
Intravascular-

Other (specify)-**

Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peihea Peripheral Vascular N N NN N Note 1,2, 4,6,7,8
Vaclr Other (specify) 

7 AN--new indication; P=previously cleared by FAEadded under Appendix E
Additional conm-ents:Combined modes: B-4M, PW-4B, Color + B, Power +4 B, PW +Color+ B, Power + PW ±B.

*Intmoperative 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: Smart3D

Note 3:4D(Real-time 3D)

Note : Ti~ p Division SI n-Off)
Note5 TDIDivision of Radoogic al Devices

Note6: Color M Onicoe of In Vitro Diagnostic Device Evaluation and Safet
Note7: Biopsy Guidance 03 ) 1
NoteS: Amplitude Doppler 510OK I

Prescription USE (Per 21 CER 801.109) 008-12



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

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System
Transducer: 1.7-3s

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

Clinical Application Mode of Operation

General Specific B M PD c D Clr Cmie te seiy(Track I Only) (Track I & 3) BD4 oplr Combcined

Ophthalmic Ophthalmic

Fetal
Abdominal N N N N N Note 1,2, 4,6,7,8
lntrao eraetive (specif)

Intraoiperative (Neuro)

Laparoscopic
Pediatric N N N N N Note 1,2, 4,6,7,8
Small organ(specify)** N N N N N Note 1,2, 4,6,7,8

Fetal Neonatal Cephalic

Imaging Adult Cephalic,

& Other Trans-rectail

Trans-vaginal

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

Musculoi-skeletal Conventional N N N N N Note 1,2, 4,6,7,8
Musculo-skeletal Superficial N N N N N Note 1,2, 4,6,7,8
Intravascular
Other (specify)***- -

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)
Trans-esoph. (Cardiac)

____________Intra-Cardiac

Peripheral Peripheral Vascular N N ____ N N Note 1.2. 4.6,7,8
Vascular Other (specify)- - - - - -

N-new indication; P=previously cleared by FDA; E~added under Appendix E
Additional comments:Combined cmes: B+M, PW+B, Color + B, Power + B, PW +IColor+I B, Power + PW +B3.

*Intraoperafive 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: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

Note6: Color M

Note7: Biopsy Guidance 4nK
Notes: Amplitude Doppler Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation end Safety

Prescription USE (Per 21 CFRSO01.109) 510K< )~ 3 C f
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Mindray Co. ,Ltd. - M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7/MIT Diagnostic Ultrasound System
Tran~sducer: L I 2.4s

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

Clinical Application Mode of Operation

General Specific B M PD C Color Combined Ote(sciy
(Track I Only) (Track I & 3) B M PD CD Doppler (specify') Ote(pcf)
Ophthalmic Ophthalmic

Fetal
Abdominal N N IN IN N INote 1.2.,4,6,7,8
lnutraperative (specify)-

Intranperative (Neuro)

Laparoscopic
Pediatric N N N N N Note 1,2, 4,6,7,8
Small organ(specifi')* N N N N N 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 N N N N N Note 1,2, 4,6,7,8
Musculo-skelotal Superficial N jN N N N Note 1,2, 4,6,7,8
Intravascular

__________Other (specify)'-
Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)
T~ran -sp.(Cardiac)

__ _ _ __ _ _ ntra-CaN 
terdia4,6Peripheral P1eripheral Vascular N N NN N Noe124678

Vascular O0ther (specify)

Nnew indication; P=previously cleared by FDA; Eadded under Appendix E
Additional comments:Combined modes: B-tM, PW-tB, Color + B, Power + B, PW +fColor+ B, Power + PW +13,

-Intaoperative includes abdominal, thoracic, and vascular.
*OSmall organ-breast, thyroid, testes.
***Other uwe 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

Note6: Color M 4ni
Note7: Biopsy Guidance Division of Radiological Devices
Note8: Amplitude Doppler Office of In Vitro Diagnostic Device Evaluation and Safety

Prescription USE (Per 21 CFR 801.109) 51Ko
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Mindray Co., Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M71M7T Diagnostic Ultrasound System

Transducer: LlI4-6Ns

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

Clinical Application Mode of Operation

General Specific B W D Color Combined Ote(sciy
(Tak I Only) (Track I & 3) B M PD C D o Othe (specify)

Ophthalmic Ophthalmic ____ ________

Fetal
Abdominal
Introperative (specify)
Intraoperative (Neuro)
Lap aroseopic

Pediatric -N IN IN IN N INote 1,2, 4,6,7.8
Small organ(specif')** N N N N N Note 1,2, 4,6,7,8

Fetal Neonatal Cephalic
Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(no -Card.) ________

Musculo-skeletal Conventional N N N N N Note 1,2, 4,6,7,8

Musculo-skeletal Superficial N N N N N Note 1,2, 4,6,7,8
Intravascular

Other (specify)***_____ ________

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-es oph.(Cardiac)

Intra-Cardfiac
Peripheral Peripherail Vascular 1N 1N 1N' N N Note 1,2,4,6,7,8
Vascular O0ther (specify) I_____ I____I___I

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 +Colort B, Power + PW +B.

*Bntroperative 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: Smart3D)

Note 3:4D)(Real-timne 3D)

Note 4: iScape

Note 5: TDI

Note6: Color M (DivisionSgZ

Note7: Biopsy Guidance Division of Radiological Devtcos

Notes: Amplitude Doppler iffice of in Vitro Diagnostic Device Evaluation and Safety

510K o C

Prescription USE (Per 21 CFR 801.109)

008-15



Mindray Go. , Ltd. - M7/M7T Diagnostic Ultrasound System

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

Transducer PI 2-4s
Diagnostic ultrasound imaging or fluid flow analysis of the human body

Intended Use: as follows:

Clinical Application Mode of Operation __________

General Specific PB W D Color Combined Ote(sciy(Track I Only) (Track 1 & 3) B M CWD (specify) _________

Ophthalmic Ophthalmic _________

Fetal
Abdominal N N N N N N Note 1, 2,5,6,8

Intraoperative (specify)-

Intraoperative (Neuro)

LaparoscopicI

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

Small organ(specify)**

Fetal Nonaanl Cephalic N N N N N N Note 1,.2,5,6,8
Imaging Adult Cephalic N N N N N N Note 1, 2,5,6,8
& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular
____________Other (specify)**_________

Cardiac Adult N N N N N N Note 1, 2,5,6,8
CardiacPediatric N N N N N N Note 1, 2,5,6,8

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac
P~enP~e-ar_ Peripheral Vascular

,Vascular Other (snecify)________________

N=niew indication; P=previously cleared by FDA; E=added under Appendix E
Additional comnments:Combined modes: B+M, PW+B, Color + B, Power + B, PW -+Color+ B, Power + 2W +B.

-Intraoperative 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: Smart3D

Note 3:4D(Real-time 3D)
Note 4: iScape

Noe5: TDI Zj " " '
Note6: Color M (Division Sign-off)
Note7: Biopsy Guidance Division of Radiological Devices

Note: Amlitue DoplerOffice of in Vitro Diagnostic Device Evaluation and Safety

510K P-
Prescription USE (Per 21 CFR 801.109)
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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: CW2s
Diagnostic ultrasound imaging or fluid flow analysis of the human body

Intended Use: as follows:

Clinical Application Mode of Operation
General Specific m PW CD Color Combined
(Track I Only) (Track I & 3) B DA W D2E seiy te seiy

Ophthalmic Ophthalmic

Fetal

Abdominal

lntraoperative (specify)-

Introperative (Neuro)

Laparoscoipic

Pediatric N

Small organ(spccify)**

Fetal Neonatal Cephalic
Imaging Adult Cephalic N
& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intraviacular

Other (specify)***_________

Cardiac Adult N

Cardiac Pediatric N
Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Peripheral Vascular
Vascular Other (specify) 

_________

Nnrew indication; P=prdviously cleared by FDA; Eadded under Appendix E
Additional cornments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +4Color+ 13, Power +4 PW +13.

-Inlraoiperative includes abdominal, thoracic, and vascular.

-*Small organ-breast, thyroid, testes.

***Othser 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: iScatpe421 Z /Q<
Note5: TOI vso~gOt
Note6: Color MAOfceOi Division of Radilogical Devices

Note: BopsyGuianceOffce o InVitro Diagnostic Device Evaluation and Safey

NoteS: Amplitude Doppler 510K i S( 2

Prescription USE (Per 21 CFR 801.109)
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