Toshiba America Medical Systems, Inc. 510{k) Premarket Notification
Aplio™ MX (v1.0) 88A-780A Ultrasound System

LO92 9§

510(K) Summary

Submitter’s Name:  Toshiba America Medical Systems, Inc. 0CT - 9 2008
Address: 2441 Michelle Drive Tustin, CA 92780

Contact: Paul Biggins, Director Regulatory Affairs

Telephone No.: {714) 730-5000 :

Device Proprietary Name: DIAGNOSTIC ULTRASOUND SYSTEM APLIO MX
MODEL SSA-780A Version 1.0

Common Name: Diagnostic Ultrasound System

Classiftcation:
¢ Regulatory Class: 11
» Review Category: Tier I

»  Ultrasonic Pulsed Doppler Imaging System — Product Code: 90-IYN
[Fed. Reg. No.: 892.1550]

o Ultrasonic Pulsed Echo Imaging System — Product Code: 90-IYO
[Fed. Reg. No.: 892.1560]

* Diagnostic Ultrasonic Transducer — Product Code: 90-1TX
[Fed.Reg. No.: 892.1570]

Identification of Predicate Devices:

Toshiba America Medical Systems believes that this device is substantially equivalent to:

1, Toshiba DIAGNOSTIC ULTRASOUND SYSTEM APLIO XG MODEL SSA-790A
v4.0R001 - 510(k) K092179

2. Toshiba DIAGNOSTIC ULTRASOUND SYSTEM APLIO XG MODEL SSA-790A v4.0 -
510(k) K091295

Device Description:

The DIAGNOSTIC ULTRASOUND SYSTEM APLIO XG MODEL SSA-780A is a mobile
system, This system is a Track 3 device that employs a wide array of probes that include flat
linear array, convex linear array, and sector array with a frequency range of approximately 2 MHz
to 12 MHz.

Intended Use:

The DIAGNOSTIC ULTRASOUND SYSTEM APLIO MX MODEL SSA-780A is intended to
be used for the following type of studies; fetal, abdominal, intraoperative, pediatric, small organs,
neonatal cephalic, adult cephalic, cardiac, transrectal, transvaginal, transesophageal, peripheral
vascular and muscule-skeletal (both conventional and superficial).

Declaration of Conformity:

This device is designed and manufactured in conjunction with the Quality System Regulation,
IEC 60601-1 (applicable portions), [EC 60601-1-1 (applicable portion), IEC 60601-1-2
{(applicable portion), IEC 60601-1-4 (applicable portion), IEC60601-2-37 (applicable portions),
IEC 62304 (applicable portion} and the ATUM-NEMA UD2 Qutput Measurement Standard as
applied to Track 3 Ultrasound systems and the ATUM-NEMA UD3 Qutput Display Standard.



s
¥ruza

,,/@ DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
103903 New Hampshire Avenue
Document Mail Center - WQO66-G609
Silver Spring, MD 20993-0002

Toshiba America Medical Systems, Inc. .

% Mr. Mark Job
Responsible Third Party Official QCT -9 2009
Regulatory Technology Services LLC

1394 25" Street NW -

BUFFALO MN 55313

Re: K092948
Trade/Device Name: Aplio MX v1.0 SSA-780A
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN, IYO, and ITX
Dated: September 23, 2009
Received: September 24, 2009

Dear Mr. Job:

We have reviewed your Section 510(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 Aplio MX v1.0 SSA-780A, as described in your premarket notification:

Transducer Model Number

PST-25BT PVT-375MV PVT-681MV
PST-30BT PVT-382BT PVT-745BTV
PST-50AT PVT-382MV - PVT-770RT
PST-65AT ' o PVT-575MV PLT-604AT
PST-20CT PVT-674BT . PLT-704AT

PVT-375BT ' PVT-661VT - ' PLT-704SBT



Page 2 — Mr. Job |

PLT-705BTH PLT-1204AT PET-508MA

PLT-705BTE PLT-1204BT pPC-20M

PLT-805AT : PLT-1204MV PC-50M
PLT-12028 PET-510MB '

If your device is classified (sce above) into either class 11 (Special Controls) or class HI (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 21, Parts 800 to g08. In addition, FDA

may publish further announcements CONCETMINg 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 Jimited 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 glectronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 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 1o market. :

If you desire specific advice for your device on our labeling regulation (21 CFR Fart 801), please
go to ht‘gg:HW\WJ.fda.gov/AboutFDA/Centers()fﬁc-eS/CDRH/CDRHOfﬁces/ucm1 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 {0 premarket notification” {21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to : '
http://www.fda. ov/MedicalDevices/Safet Re ortaProblem/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,

Janine M. Morris

Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Heaith

Enclosure(s)



Toshiba America Medical Systems, Inc.

System: _Aplio MX v1.0 SSA- 780A
Transducer:

510(k) Premarket Notification
Aplio™ MX (v1.0) SSA-730A Ulirasound System

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

Clinical Application Mode of Operation _ o o o N
Specific B | M PWD|CWD| Color |Combined!TRI| Dynamic | Power | CHI | 4D | Other
(Tracks 3) Doppler (Spe:ify) Flow 2D % [Note]
] .
Ophthalmic _ — —— ~ 1|~ e o
Abdominal _ NN N N N 23 N N N N 1378910
Intra-operatwe (Abdommal). INJNIN N N 2 N N N 4.5
Intra-operative (Neuro) -
|Laparoscopic o b i
Pediatric NIN| N|N| N | 23 IN| N N N 578910
Small Organ MNote 1)~ IN N [N T 1N TN T NN 4367911
Neonatal Cephalic IN{NJN|/N| N | N (Nl N | N
Adult Cephalic ININININT N 3 N N N1 R
I[Trans-receal N{N|[N N | 2 N| N N | N | 45711
[Trans-vaginal __ NINTN N |2 NI N ] N N1 48T
Trans-urethral .
Trans-esoph. (nun-Card) o
?f;;ﬁi‘;;‘;ifg‘ NN N 2 N N 4,5,6,7.9,11
Musculo-skeletal (Superficial) | N | N T2 NN 14,567,911
Intravascular N ' :
Other (Specify) , . b . , .
Cardiac Adult NN NN N 3 N| N N [N 4
CardiacPedistric [N |N[N[N T N 3 JNJ N N [N [
Intravascular (Cardiac) LT 1
Trans-esoph. (Cardiac) N|[N|N]|[N N 3 N | 4
Intra-cardiac
Otter (Specify) o 0 A N S N
Peripheral vessel IN|ININI|N N 2o AN N 4,5:6,7,9,11
Other (Specify)

-N = new indication; P = previously cleared by FDA; E = added under this appendix

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDE/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDFMDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note § STIC -

Note 9 3D Color (Volume Color)

Note 10 STIC Color '
_Note 11 Elastography

Prescriptior; Use Ounly (Per 21 CRF801.109)

{Division Sign-Off)
Division of Reproductive,
and Radiological Dcwces

510{k) Number

i |

Abdominal,

VBV

B-1




Toshiba America Medical Systems, Inc.

System: Aplio MX v1.0 SSA-780A
Transducer:___ PST-25BT

510(k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

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

| __ Ctinical Application

[Mode of Operation

Specific B M PWD.CWD
{(Tracks 3)

Color
Doppler

Combined
(Specify)
*

THI

Flow

Dynamic

Power

cHi |

D

ap |

Other
[Note]

Ophthaimic

Fetal

Abdominal [P 1P PP

Intra- operanve (Abdommal)

lntra-operative (Neuro}) |

II_.apqroscopic_ N _ {

Pediacic " Tp PP P |

Small Orga.n (Note

Neonatal Cephalic )

Adult Cephalic "~ TP TP 1P

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non Card)

Musculo-skelctal (Conventional)|

Musculo-skeletal (Superficial) | |

Intravascular

[Other (Specify)

Cardi

CardiacPediatic | P | P | P | P | |

[ntravascular (Cardlac)

Trans-esoph. (Cardiac)

[ntra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P == previously cleared by FDA; E = added under this appendix

Previous 510(k) of the transducer: K092179

Note | Sroall organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDE/PWD-
Note 3 Combined mode mcludes B/M; B/PWD; BDF/PWD, BDF/MDF, BDF/MDF/PWD, 2D/CWD BDF/CWD

Note4 TDI -

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color {(Volume Color)
Note 10 STIC Color

Note 11 Elastography

Prescription Use Only (Per 21 CRFéOl.lOQ)

(Dlv:s:bﬁ' Sign- -Off)

Division of Reproductive, Abdominal,

and Radiological Dew

510(k) Number

£ 1943

B-2




Toshiba America Medical Systems, Inc. 510{k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

System; Aphio MX v1.0 SSA-780A

Transducer:__ PST-30BT

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

... Climical Appleation _Mode of Operation

Specific B | M [PWDICWD/| Color [Combined| THI [Dynanic| Power | CHI | 4D | Other
(Tracks 3) Doppler { (Specify) Flow D [Note]
*

Ophthalmic |

Fetal

Avdominal ___—TRTR TR R e 3 B b p

Intra-operative (Abdominal) | | | | e

Laparoscopic "1

| _
. ] T T
1 I
1
]

Swmail Organ (Specy) ()~ || |~ |

Neonatel Cephalic  \P 1P 1P TP T P 1775 % T % % |

Adult Cephalic 1P iP|P | P Pl A R R P

Trqr_x_s-_recta[

Trans—vaginal:

Trans-urethra_l B -

T_r?ns:f-,soph-__(!19'515.?#@-')" '_ —

Musculo-skeletal (Conventional)| | |

Musculo-skeletal (Superficiay | | [ | [ [ T

Intravascular o B . . e |

Other (Specify) ~~ {

Cardiac Adult

CardiscPediaic TP Tp ® [ ® 1% |3 Tp [ b [ b [P | s

Intravascular (Cardi'ac)

Trans-esoph. (Cardiac)

Inu’af;a;di#c ]

Other _(S_P:cffﬂ

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K092179

Note | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDE/PWD

Note 3 Combined mode includes B/M; B/FWD; BDF/PWD; BDE/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDIL

Note 5 ApliPure

Note 6§ MicroPure

Note 7 Precision Imaging B AAA
~Note 8 STIC (Division $ign-Off)
Note 9 3D Color (Volume Color) Division of Reproductive, Abdominal,

Note 10 STIC Color and Radiological Device .
Note 11 Elastography . i@ @? ‘I[g

510(k} Number
Prescription Use Only (Per 21.CRF$01.109)

B-3



Toshiba America Medical Systems, Inc.

System: Aplio MX v1.0 SSA-T30A

Transducer:__ PST-50AT

510(k} Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

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

. Clinical Application

[Mode ofOperation " "7

Specific
(Tracks 3}

B

M

PWD:!

Cwp

Color

Doppler

Combined
(Specify)
*

[THI

Dynamic
Flow

Pawer

CHl
2D

“Ofher

[Note]

@hthalm_i_‘c )

Feta[

Abdommal

|Intra—opcratwc {Abdommal)

[ntra-operative {Neuro) -

Laparoscopic.

Pediatric

Sl O (No;c ” I S P

(Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal o

Trans-urethral

Trans-esoph. (nbn-Card )

Musculo-skeletal (Conventiona)| |~ | |

Musculo-skeletal (Superficial)

[ntravascular

Other (Specnfy)

Cardiac Adult

o |

Intravascular (Candmc)

Trans-esoph. (Cardiac) —

[ntra-cardiac

Other (Speclfy)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under thls appendix

Previous 510(k) of the transducer: K092179

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD,;, BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDE/MDF; BD!

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography

Prescription Use Only (Per 21 CRF80 1.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,

and Radiological Devi
510(k) Number

k092943

B-4
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Toshiba America Medical Systems, Inc.

510(k) Premarket Notification

Aplio™ MX (v1.0) SSA-780A Ultrasound System

System: Aplio MX v1.0 SSA-T80A
Transducer;___ PST-65AT

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

_ Clinical Applicaion[Mode of Operation

Specific B | M [PWD/CWD| Color [Combined| THI Dynamic, Power | CHI
(Tracks 3) Doppler | (Specify) Flow . 2D
*x

“Other

[MNote]

aphtha]mié TR, R SR

Fetal

Abdommal

Intra-operahvé (Abdommal)

Ina-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Notc 1

Neonatal Ceplalic TP T® 18 [P [0 | 3 15| ¥ | b |

Adult Cephalic

Trans~rectal

Trans-vagmal

Trans-urethral T

Trans-esoph, (non—Card)

!Musculo-skeletal (Conventl‘.:-imnal) —

Musculo-skeletal (Superficial)

Intravascular

Other (Specxff)

Cardiac Adult

-]

oL

TN
-]
o
-]
o
o

Cardiac Pediatric - ]

[Ptravascular (Card:ac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Spcsiféi ]

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

Note | Small organ includes thyroid, breast and testicle,
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD: BDE/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/FPWD; BDF/MDF; BDF WD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure .

Note 7 Precision Imaging (Division Sigl-Off)

Note 8 STIC Division of Reproductive, Abdominal,

Note 9 3D _CDIO!’ (Volume Color) and Radiological Device

Note 10 STIC Color /@? 2948
Note 11 Elastography >10(k) Number

Prescription Use Only (Per 21 CRF801.109) !

B-5




Toshiba America Medical Systems, Inc.

System: Aplio MX v1.0 SSA-780A

Transducer:___ PST-20CT

510(k} Premarket Notification
Aplio™ MX (v1.0} SSA-780A Ultrasound System

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

| Clinical Application _

_Modeof Operation "

Specific
(Tracks 3)

B

M

PWD

CWB| Color
Doppler

Combined

(Specify)
*x

THI

Dynamic! Power

Flow

2D

4D

Other
[Nate]

ophth@iﬁ;;g‘ A

Fetal

Abdorﬁmal

[Intm operatwe (Abc[omma})

Intra-operative (Neuro)

Laparoscopic

Pechatnc B

Smnall Organ (Nete 1)

Neonatal Cephalic

Aduli Cephalic " ]

[Trans-rectal

Trans-vaginal

Trans-urethra[

Trans-esoph. (non Card )

Musculo-skeletal (Convent:bnal) _. T

Musculo-skeletal (Superficial)

Inu-avascular_ 3

Other (Specify)

(Cardiac Adult

Cardiac Pedlamc

[ntravascular (Cardlac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Spec1fy)

Penphcral vessel

Other (Spcc1fy)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: Letter filed as a compatible transducer to Xario XG SSA-680A V1.1 K072018

Note 1 Small organ includes thyroid, breast and testicle.
. Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF:; BDF/MDE/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDE; BDF/MDE/PWD; 2D/CWD, BDF/CWD

Note 4 TDI -

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Velume Color)

Note 10 STIC Color
Note 11 Elastography

Prescription Use Only (Per 21 CRF801.105)

(Division g’ig‘n-Off)
Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number

K029 ¥

B-6




Toshiba America Medical Systems, Inc.

System: Aplio MX v1.0 SSA-780A

Transducer,_ PVYT-375BT

510{k) Premarket Notification
Aplio™ MX (v1.0) S3A-780A Ultrasound System

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

... Clinical Apptication _ [Modeof Operation  ~
Specific B M PWDICWD| Color [Combined| THI Dynamic! Power |CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
. *
Ophthalmic ’ o e . o
Fetal PtP | P P 2 . p i p 1P . ST
Abdomital 0 iP{P| P P 2 RN I R ST
Intra-operative (Abdominal) | |
[ntra-operative Weuro) | | |
Laparoscopic many L » .
Pediatric @ e BIRP P L W . P 5.7
Small Organ (Specify} (1)
Neonatal Cephalic 1
A_(_:_lult Cephalic
Trans-rectal

Trans-vaginal -

Trans-urcthral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional)| | | |

Musculo-skeletal (Superficial)

Intravascular

Other (Specify) |

Cardiac Adult

(Cardiac Pediatric 7. B

Inuavascular (Cardiae)

Trans-esoph. (Cardiac)

[ntra-cardiac

Other (Specify)

Peripheral vesscl

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510{k) of the transducer: K092179

Note | Small organ includes thyroid, breast and testicle,
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD
Nate 3 Combined mode includes B/M;, B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD, 2D/CWD; BDF/CWD

Note 4 TDI

Note § ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography

. Prescription Use Only (Per 21 CRF801.109)

(Division Sign!dft')
Division of Reproductive, Abdominal,

and Radiological Devices
510(k) Number

Ko

1274

B-7



Toshiba America Medical Systems, Inc. ' 510(k) Premarket Notification
Aplio™ MX {v1.0) SSA-780A Ultrasound System

" System: Aplio MX v1.0 S8A-780A
Transducer;__ PVT-375MV

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

| ... Clinical Application [Modeof Operation
Specific B | M PWD:CWD: Color {Combined! THI {Dynamic! Power |CHI | 4D  Other
(Tracks 3) | Doppler | (Specify) Flow 2D [Note]
*
Ophthalmiec | | 4 i 1 — b S N
Fetal o0 \PiP{PI 4 P | 2 [P | P | P P 1578910
AbdomiPat -~ TP[P [P T P | 3 [P ] P [57.89,10
[IPtra-operative (AbdomiPal} I T T 1~
[Ptra-operative (Peuro)
Laparoscopic i i | i , e el
Pediatric oy PRy P p2 (PP P P 1578510

Smalt Organ (Specify)

Neonatal Cephalic

Adult Cephaic 1]

Tra_ns-rectal

Trans-vaginal

Trans-urathral

Tans-esoph (on-Card) | [

Musculo-skeletal (Conventional)| | | | |

Musculo-skeletal (Superficial) |

Intravascular

Other (Specify)

Cardiac Adult

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

[ntra-cardiac

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
" Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD:; BDF/CWD

Note 4 TDI '
Note 5§ ApliPure )
Note 6 MicroPure
Note 7 Precision Imaging (T2
Note § STIC (Division Sin-Off)
Note 9 3D Celor (Volume Color) Division of Reproductive, Abdominal,
Note 10 STIC Color : and Radiological Devices q‘
Note 11 Elastograph k C}
Braphy © 510(k) Number ' b 2 ({g

Prescription Use Only (Per 21 CRFR01.109)

B-8



Toshiba Arerica Medical Systems, Inc.

System: Aplio MX v1.0 SSA-780A

Transducer:___ PVT-382BT

510{k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System A

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

_ Clinical Application ~ ModeofOperation
Specific . B{M [PWD|{CWD Cnlor {Combined] THI Dynamic| Power | CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow | 2D [Note]
*

Ophthalmic o )

fFﬂa] e PLE, Pl 2 P . P

[AbdomiPal PlP P P R P

Intra-opmt“’e(Abdom'ﬂal) I S N WO I e

Intra-operative (Neuro) 1 L1

Laparoscopic i — _

[Pediatric PIPLP | P 2 1.2 | P P S

Small Organ (Spec:fy)(l) {1

[Neonatal Cephalic = | A

Adult Cephalic

Trans-rectal

Trans-vaginal 7

Trans-urethral

Trans-esoph. (néﬂ Card, )

Musculo-skeletal (Conventmﬁal) .

Musculo-skeletal (_S_qp_g_r_f' cial)

Intravascular

Other (Spemfy)

Cardiac Adult

Cardiac Pediamric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

[ntra-cardiac

Other (Spectfy)

Perpheral vessd |

[Other (Spectfy)

N'= new indication; P = prev1ously cleared by FDA,; E = added under this appcndix
Previous 510(k) of the transducer: K092179

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF; BDE/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/FWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDIL

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note & STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)

P
(Division HgnlOff)

Division of Reproductive, Abdominal,
and Radiological Devices

_ 510(k) Number ____ @GZQ'??X

B.9




Toshiba America Medical Systems, Inc. 510(k) Premarket Notification

‘ Aplio™ MX (v1.0) SSA-780A Ultrasound System
System: Aplio MX v1.0 SSA-780A
Transducer:_ PVT-382MV

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

__Clincal Applicaion "~ Mod¢ of Operation e
Specific B | M \PWD.CWD| Color Combined| THI [Dynamic! Power | CHI | 4D | Other
{Tracks 3) ' Doppler ; (Specify) Flow 2D [Note]

*

Abdominl - [ele [Pl R f 2 TR R TR s

Intra-operative (Abdominal) | |

Intra-operative (Neuro) |

Laparoscopic |

Pedionie . p p + i V . p . 2

Small Organ (Specify) (1) | | |
Neonatal Cephalic

Adult Cephalic

T;‘ans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph, (non-Card) N

Musculo-skeletal (Conventional)| |

Musculo-skeletal (Superficiay | | [ T |

Inwavascular | 1

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac) | | ]

Trans-esoph. (Cardiac)

Intra-cardiac

[Other (Specifyy

Peripheralvessel =~

Other (Specify) _

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

Note 1 Small organ includes thyroid, breast and testicle,

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDE/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MD! ; BDEMDFE/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure ,Q(/Lb\

Note 7 Precision Imaging _ (Division !S\fgg{-Oft)

Eoiegggg lor (Vo Color) Division of Reproductive, Abdominal,
oie olor{ Voiume Color d Radiological Devices |

Note 10 STIC Color and fa & 2(0 ci;Q ? (L[ g

Note 11 Elastography © 510(k) Number j {

Prescription Use Only (Per 21 CRF801.109)

B-10



Toshiba America Medical Systems, Inc. ' 510(k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

System: Aplio MX v1.0 SSA-780A
Transducer.___PVT-375MV

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

... Clinical Apptication_TMode of Operarion_

Specific B | M {PWD|CWD. Color |Combined] THI Dynamic) Power | CHI | 4D | Other
{Tracks 3) Doppler | (Specify) Flow 2D {Note]
*
Ophthalwatc . T L I T
Pewl o JRIRTR T TR [ 2 PRl p T TR [sTE
Abdominal
Intra-operative (Abdominal)

Intra-operative (Neuro).

AV S

Laparoscopic

Pediatric B

Swmall Organ (Specify) (1)

Neonatal Cephalic

Adult Cephatic

Trans-rectal

Transvaginal ) ‘ s it

Trqnsfurethra._i _

Trans-esgph._gq_g‘r_l:-Card.) i

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

[ntravascular

Other (Sp@iﬁ_fi ) _'

Cardiac Adult

CardiacPeqia_u{cr_':mm” R R D e

Intravascular (Cardise)

"Trans-esoph. (Cardiac)

[ntra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previcusly cleared by FDA,; E = added under this appendix
Previous 510(k) of the transducer: K092179

Note | Smalt organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, B
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDFMBF;
Note 4 TDI

Note 5 ApliPure

DE/PWD
DF/PWD; 2D/CWD;, BDF/CWD

Note 6 MicroPgere e

Note 7 Precision Imaging (Division Sign-Off) inal

Note 8 STIC . Diviston of Reproducf:vc, Abdominal,
Note 9 3D Color (Volume Color) and Radiological DCV'CMQ O/lq {é 3’
Note 10 STIC Color '510¢k) Number 1 -

Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)




Toshiba America Medical Systems, Inc.

510{k) Premarket Notification

AphoTM MX (v1.0) S8A-780A Ultrasound System

System: Aplio MX v1.0 SSA-780A
Transducer:__ PVT-674BT

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

_Clinical Application___|Mods of Operation

{Tracks 3) Doppler | (Specify) Flow
*

Specific B | M [PWDICWD| Color [Combined| THI [Dynamic! Poy

Power

CHI |

D

Ophthalmic

DR 120 0 2 O O O O A A O

o

Intra-operative (A'?_f.i_f?mir{%")iA:‘;'_:.'__. L

IntraoperativeMewro) {1 oo 4o T

Laparoscopic B 1 l

Pediattic L300 O SO O N

Small Organ (Specify) (1) _

Neonatal Cephalic

|Adult Cephalic

Toansrecl 1]

Trans- vagma]

Trans-urethral

Trans-esoph. (mmC{ﬁ' d)

Musculo-skeletal
(_Co_m_'gntinnal)

|Musculo—skcleta_l (Superﬁclal)

Intravascular

Other (Specify)

Cardlac Adult

Cardiac Pedlatnc ]

Intravascular (Cardlac)

Trans-esoph, (Cardiac) ‘

Intra-cardiac

[Other (Specify)

Peripheral vesse]

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Prevlous 510(k) of the transducer; K092179 :

Note | Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDFMDF; BDFMD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; B
Note 4 TDI

Note 5 ApliPure
Note 6 MicroPure

PWD

Note 7 Precision Imaging (Division Sign*Off)
Note § STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color)

and Radiological Dcvnces 3
Note 10 STIC Color 510(k) Number q CMX

Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)
B-12

/PWD; 2D/ICWD; BDF/CWD




Toshiba America Medical Systems, Inc.

System: Aplio MX v1.0 S5A-780A

Transducer:_ PVT-66IVT

510(k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

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

__Clinical Application

_[Mode of Operation

Specific
(Tracks 3)

B |

M [PWDICWD] Color |[Combined| THI [Dynamic| Power | CHI

Doppler | (Specify) Flow 2D
*

Other -

[Note]

meha[mw "

Fetal

Abd§m1931

Intra-operative (Abdominal) | |

Intra-operative Weura) | |1

Laparlosqopic‘_ o

[Pediatric

[Small Organ (Speify) (1)

Neonatal Cephatic

Adult Cephalic

Tmns-rgctal

[ 45,117

Temevagind . s

S

Trans-urethral

TranS:GSPPb:_(vqﬁ?Céréi:)_ _: -

Musculo-skeletal (Conventional)] | |

Musculo-skeletal (Superficial)

[ntravascular

[Other (Specify)

Cardiac Ad

Cardiac Pediatric

Intravascular (Cardia) | |

Trans-esoph. (Cardiac)

Intra-cardi_a_c ‘

Other (Specify) T
[Peripheral vessel 1 o
[Other (Specify) I |

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous ST0(k) of the transducer: K092179

Note | Small organ includes thyroid, breast and testicie.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF; BDFMDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF: BDF/M PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note § STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
- Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)

(Division Sign¥Off)
Division of Reproductive, Abdominal,

and Radiological Devices,
510(k) Number 0 j 2? (7[8, |

r,.

B-13



Toshiba America Medical Systems, Inc.

System:

510(k) Premarket Notification
Aplio™ MX (v1.0) S5A-780A Ultrasound System

Aplio MX v1.0 S5A-780A

Transducer:___ PVT-68IMV

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

] Ciini.c'_alﬂéﬁl:ié?ﬁen

MOde Ofopcranon e o e R U i

Specific
(Tracks 3)

CHI | 4D
D

Other
i [Note]

Color Power

Doppler

IPWDICWD Combined! THI
{Specify)
*

i)ylnamic
Flow

Ophthalmic

Fetal

Abdommal

[Intra~operat1ve (Abdommal)_

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specity)() [ 1]~

Neonatal Cephalic

Aduit Cephalic

Trans-rectal

REE

Trans-vagmal

457

Trans-urethral

Trans-esoph. (non Card)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial) |

Intravascular

Other (Spcclfy)

Cardlac Adult

Cardlac Pedlatnc T

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

|Other (Spec1fy")

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510{k) of the transducer: K092179

Note | Small organ includes thyroid, breast and testicle.

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDE/MDF; BD

Note 4 TDIL

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note ¢ 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDE/MDF; BDF
o

PWD
H/PWD, 2D/CWD; BDF/CWD

(Division SlgMéff)

Division of Reproductive, Abdominal,

and Radiological Devicy ?\ ?
510(k) Number 0 X (?[g

Prescription Use Only (Per 21 CRF801.109)

B-14




Toshiba America Medical Systems, Inc. - 510(k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

System: Aplio MX v1.0 SSA-780A
Transducer:___ PVT-745BTV

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

_ Clinical Application ___Mode of Operation I
Specific B | M PWD|CWD! Color [Combincd| THI Dynamic: Power | CHI | 4D | Other
{Tracks 3) Doppler i (Specify) Flow ' D I [Note}
§ *
Ophthalmaic " A
Abdominal _ RN P P P P
Intra-opf:ratwe (Abdommal) 3 PP P P 2 P P P

Intra-operative (Neuro)

[aparoscopi_c_ N

Smell Organ (Specity) (1) (P [P [P | | B | 2 TP 1 7 1 3 |

Neonatal Cephalic

Adule Cephatie """

Trans-vaginal

Trans—urethra]

Trans—esuph (non Card )

Musculo—skeletal (Cunvent;t.}"nal) s

Musculo-skeletal (Superficial}

Intravascular

Other (Speclfy)

Cardiac Adult

Cardiac Pcdlat:nc -

Intravascular (Cardtac)m o

Trens-csoph. (Cardia) [ | | 1 |
Intra—cardlac ]

Other (Spcmfy)

Peripheral vessel

[[Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K092179

Note | Small organ includes thyroid, breast and testicle. 7
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDE:; BDE/MDE/PWD
Nate 3 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF: /MDF/PWD, 2D/CWD; BEDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure b

Note 7 Precision Imaging (Division Sign-Off)

Note & STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Device; o
Note 10 STIC Color - $10(k) Number ?(O‘fo A

Note 11 Elastography
Prescription Use Only (Per 21 CRF801.109)




Toshiba America Medical Systems, Inc. 510{k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

System; Aplio MX v1.0 SSA-780A
Transducer;__ PVT-770RT

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

__ Clinicl Application _[Mode of Operation_

Specific B | M [PWD|CWD| Color [Combined| THI Dynamic| Power | CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
] * E

R N N Y O I A O

Abdominal '

Intra-operative (Abdominal) 1~ || -

Intra-operative (Newro) |

Laparoscopic
Pedia_tricr

Small Organ (Sperify) (1)~ ||

Neonatal Cephatic [ |

Aduit Cephalic

LU I3 3 0 O O O 0 TR O PO IO

Trans-vaginal

Trans-urethral

Trans-esoph. ‘(339#:9@-5_

Musculo-skeletal
(Conventional)

Musculo-skeletal (Snperﬁcigi)_ T

Intravascular ‘

Other (Specify) _~ 1

Cardiag Adult-

Cardiac Pediatric _

fInfravascular (Cardiac) _

Trans-esoph. (Cardia_c_:) o

Intra-cardiac

Other (Specify)

Peripheral vessel

Other(Specify) 1 | |

N = new indication; P = previousl')f Cleared by FDA, E= added under this appendix .
Previous 510(k) of the transducer: K092179

Note | Small organ includes thyroid, breast and testicle. ,

Note 2 Combined mode inchides B/M; B/PWDy;, BDF/PWD; BDF/MDF; BDE/MDF/PWD

Note 3 Combined mode includes B/M: B/PWD, BDF/PWD; BDF/MDF; BDF/MDF/PWD, 2D/CWD; BDF/CWD
Note 4 TDI .
Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC (Division Sign-bff)

Note 9 3D Color (Volume Color) Division of Reproductive, Abdominal,
Note 10 STIC Color and Radiological Devices | . ;
Note 11 Elastography _ 510(k) Number i«jq 2}2558

\

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc.

System: Aplio MX v1.0 S5A-730A

Transducer;__ PLT-604AT

‘ 510¢k) Premarket Notification
Aplio™ MX (v1.0) 88A-780A Ultrasound System

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

. Clinical Application

Mode of Gperation

Specific
(Tracks 3)

B

M

PWI

CwWD

Doppler

‘Color [Combined|THI | Dynamic

(Specify)
L

Flow

Power

Other

{Notea]

Abdominal __

Intra-operative (Abdominal)

Intra-operative (Neuro} |

[Laparoscopic _

Pediatric

Small Organ (Speify) (1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. fno,,n?v_Cé?i ):'_"

Musculo-skeletal (Foaventiﬁ_?#b_ .

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric _

Intravascular (Card.ié..trzr)r o

Trans-esoph. (Cardiac)

Intra-cardiac

S o

Peripheral vessel

R

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510(k) of the transducer: K092179

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MIF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF;

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)

(Division Sign-Off) -
Division of Reproductive, Abdominal,

and Radiological Device
510(k) Number

Ko92944

/PWD; 2D/CWD; BDF/ICWD




Toshiba America Medi;a] Systems, Inc.

System: Aplio MX v1.0 SSA-780A

Transducer: PLT-704AT

510(k) Premarket Notification
Aplio™ MX (v1.0) S5A-780A Ultrasound System

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

. Clincal Appication

Mode of Operation

Specific
(Tracks 3)
i

i

B | M [PWD |CWD

“Color
Daoppler

Combined| THI [Dynamic] Power | CHI
(Specify) Flow 2D
x

Other |
[Note|

é)phma]mié - _

|Fetal

T

Intra-operative (Abdominal)

Intra-operative (Neuro)

|Laparoscopic

Pediatric )

Small Organ (Specify) (1) [P |

Neonatal Cephalic -

[Adult Cephalic

f[_‘ran_s-rgctal _

Trar_ts-vag_inal )

Trar;s_-_l_u".cthrall

[Trans-esoph. (.néﬁ-iif%tdf) | j: -

1IMusculo-skeletal
(Conveational)

Muscu lo-ske[__i:_t_ql V(AS_Vu[ierﬁ_c.ialr)i 7 I 1

Intravascular

Qgr__c_lliag Adult

Candse Pedaiic

I’iFFavascpiar (Cardiég}

Trans-esoph. (Cardiac)

Intra-cardiac _

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E=
Previous 510(k) of the transducer: K092179

Note | Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M

Note 4 TDI

Note 5 ApliPure

Note § MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography

1

; B/PWD; BDF/FWD; BDF/MDF: BD

added under this appendix

DF/PWD; 2D/CWD; BDF/CWD

(Division Sigd-Off}
Division of Reproductive, Abdominal,

Prescription Use Only (Per 21 CRF801.109)

and Radiological Devi%/yo?:z ‘f ?
510(k) Number Cf




Toshiba America Medical Systeis, Inc.

System: Aplio MX vI.0 SSA-780A
Transducer: PLT-704SBT

310(k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

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

| Clincal Applicaion ~_IMode of Operation

(Tracks 3)

Specific | B { M [PWD|CWD! Color [Combined

Doppler | (Specify)
*

Flow

THI |[Dynamic| Power | CHI
3>

4D

“Other
[Note}

Ophhalmic

Fetal

Abdominal 7

Igtpa-operati_y__c_ {Abdominal) e

Intra-operativeNewro) || | |

Laparoscopic =~~~ |

Pediatric )

Neonatal Cephalic _

Simall Organ (Spesify) () TP 1P [ 7 |

Trans-recta[

Trans:vaginal

Trans-u:_-c_thrai ]

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

(Conventional)

Musculo-skeletal 1 plp P

Musculo-skeletal (Superficial) [P [P | P |

Intravascular

Oter Gpecity) ||

Cordiac Adult _

Cardiac _l?_‘ediarricﬂ_- ”

Intravascular (Cardiac)

Trans-esoph. (Cardiac) | |

Intra-cardiac

Other (Specify)

Peripheral vessel | P

||Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510(k) of the transducer: K(92179

Note | Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF; BDE/MDE/PWD

Note 3 Combined mode includes B/M: B/PWD; BDF/PWD, BDF/MDF: B

Note 4 TDI
—Note 5-ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note § STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Color

Note 11 Elastography

Prescription Use Only (Per 21 CRF£01.109)

(Division én—bfﬂ

Division of Reproductive, Abdominal,

and Radiological Dev

K9 07¢4%

510(k) Number

B-19

DF/PWD, 2D/CWD; BDF/CWD



Toshiba America Medical Systems, Inc.

System: Aplio MX v1.0 SSA-780A

Transducer: __ PLT-705BTH

510(1() Premarket Notification
AphoTM MX (v1.0) S5A-780A Ultrasound System

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

Clinical Application Modeof Operation e
Specific B | M |[PWD{CWD: Color iCombined|THI| Dynamic | Power | CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow D [Note]
- .
Ophthalmic e
fFetaI i e N
{Abdommal _ | PP P P P P P S
}Inl’ra operatwe (Abdommal) PP P P P P 5
Intra-operative (Neuro)
Laparoscopic o
Pediatric P P 1P P PP P
Small Organ (Spemfy)(k) PP P p p/ P P P

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans- vagmal

Trans-urethral

Trans-esoph. (ndn Card.)

Musculo-skolctal (Conventional)l | |

‘|Musculo-skeletal (Superficial) | |

Intravascular

e oot N

Cardiac Adult

Cardlac Pediatric T

Intravascular (Car&lac)

Tra.ns-esoph . (Cardiac)

Intra- -cardiac

|Other (Specnfy]

Peripheral vessel

[Other (Spccify)

1

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510k} of the transducer: K092179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWDy; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWDy; BDF/FPWD; BDF/MDF; BDF/MDE/PWD; 2D/CWD: BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color) -

Note 10 STIC Color
Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,

and Radiological Device
'SlD(k) Number ?O?Q 5 Z‘ g

B-20




Toshiba America Medical Systems, Ine.

System: Aplio MX v1.0 SSA-T80A

Transducer:___ PLT-705BTF

510(k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

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

. Clinical Application ~  |Mode of Operation e .
Specific B | M [PWD;CWD{ Color |Combined;THI|Dynamic | Power |CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow D [Note]
. § *®

oppthalmic | | | o

Abdominal PP | P P I P

Intra-operative (Abdominal} | P | P 1 P p Py P R

Intra-operative Neuro) ~ | |

Laparoscopic |~ ]

Pediatric e PP P 2 | P L R

|Smalt Organ (Specify} (1) P l® Lotz rl ok TP

Neonatal Cephalic

Adult Cephalic

Trans-rectal

]

Tf#ﬂs-vagin?l,: -

Tran;-ure@hral

Trans-esoph. (non-Card)

Musculo-skeletal
{Conventional)

Musculo-skeletal (Superficial) |

Intravascular

Other (Specify)

|{Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiéc) )

Trans-esoph. (Cardiac)

Intra-cardiac

e I

Perip_‘;_l_qal vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/EWD; BDF/PWD; BDF/MDE; BPE/MPHEPWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDEMDF;

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note [1 Elastography

Prescription Use Only (Per 21 CRFR01.109)

/PWD; 2D/CWD;, BDF/CWD

(Divisih Slgn.of)

Divisien of Rep
and Radiological Devi

310(k) Nuiber

-B-21

roductive, Abdominal,

0948 |




‘Toshiba America Medical Systems, Inc.

510(k) Premarket Notification

Aplio™ MX (v1.0) SSA-780A Ultrasound System

System: Aplio MX v1.0 SSA-7804A
Transducer:___PLT-805AT

[ntended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Clinical Application ~Modeof Operation

Specific B | M [PWD/CWD| Color [Combined| THI [Dynamic| Power | CHI
(Tracks 3) Doppler | (Specify) Flow D
*

i __o.t.h er

{Note]

Ophtha]mlc S

fFetal

Abdommal

Intraoperadive (Abdominal) | |~

Intra-operative (Neuro)

Laparoscopic

Pc_e_diah-icr

156711

Neonatal Cephalic

Sall Organ (Specify) () [P [P [ B | "% 3 [ F TR TE T

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans- urcthral

Trans-esoph. (non- Card )

Museulo-sicletal Conventional) P [ ® "7 | | » [—3 [5 1 7 7

SETIL

Musculo-skeletal (Superficial) jP 1P 1P [ T P [ 2 TP [ P | P | 1

56711

[nh‘a\{qscu[ar

Other (Specity)

Cardiac Adult

Cardiac Pedlatnc T

!Intravascular (Cardlac)

lTrans -esoph, (Cardiac)

[ntra-cardlac

|Other (Specnfy)

Periphecalvessel TR VPR TR I TRl [l

56711

Other (Specify)

N = new indication, P = prewous[y cleared by FDA,; E = added under this appendix
Previous SIO(k) of the transducer: K092179

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BQF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure

Note 6 MicroPure
Note 7 Precision Imaging , (Division Sig-a)
Note 8 STIC Division of Reproductive, Abdominal,

Note 9 3D Color (Volume Color) and Radiological Devices

Note 10 STIC Color % Q‘%/?
Note 11 Elastography = 510(k) Number

Prescription Use Only (Per 21 CRF801.109)




Toshiba America Medical Systems, Inc.

System: Aplic MX v1.0 SSA-7R0A

Transducer;_ PET-12025

510{k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

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

" Clinical Application

Modeofopmmn et A

Specific
(Tracks 3)

B

M

PWD

CWD] Color |[Combined:
Dappler | (Specify)
*

Flow

THI |Dynamic] Power | CHI |

D

4B

Other
{Note]

Ophibalmic -

Fetal

Abdominal__

a-operative (A,Bdo,' i

In

4510

Intra-operativeMeuro) | | |

Laparoscopic

Pediatric

Small Orgral_l_ __(.épiﬂ.?l'fs‘} .(1)7

. ‘.‘74‘)75’71.1,

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

’I‘rans-_].trethr_alA

Trans-¢soph. (gonfCafd.) '

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

RSN

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric.

Intravascular (Cardiac) | | |

Trans-csoph. (Cardiac)

_Intrg-cardiac 7

[Other (Specify)

Peripheral vessel

NS

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combinéd mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF¥; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDE/PWD: BDFMDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)

(Division Sign-Off)

Division of Reproductive, Abdominal,

and Radiological Devic
510(k) Number:

K699 4%
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Toshiba America Medicat Systems, Inc.

Aplio MX v1.0 SSA-780A
PLT-1204AT

System:
Transducer:

510¢(k}) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

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

.. Clinical Applicaion " Mode of Operaion

Specific i B
(Tracks 3)

M PWD

CWD-

Color
Doppler

Dynamicr » Power [ CHI
Flow 2D

Combined
(Specify)
L]

THI

| Other

[Note]

Ophthaimic

Fetal

Intra-operative (Abdominal) |

Intra-operative (Neuro)

Laparoscopic o

Pediatric

Small Orgen (Specify) (1) | P | P | B |

Jassa

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

T;_'ans-urgth;a]

Trans-esoph. (non:@a;d.ﬁ)r )

Musculo-skeletal
(Conventional)

4,5,6,7,11

Musculo-skeletal (Sui)erﬁéia')_‘ ', :.F 1P ] P .

4,5,67,11

Intravasculg( _

Other (Specify)

Cardiac Adult

Ca_lfc_liéc Ii;:‘diatri.c T

In‘q-avascular(cfa‘rdiaé)_.) T

Trans-esoph. {Cardiac)

Intra-cardiac

Peripheral vessel 1P 1P| P [

4,5,6,7,11

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510(k) of the fransducer: K092179

Note [ Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF; BOF

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Color

Note 11 Elastography

Prescription Use Ounly (Per 21 CRF801.109)

F/PWD; 2D/CWD; BDF/CWD

(Division’Slgn-Off)
Division of Reproductive, Abdominal,

and Radiological Devices,,
510(k) Number ?’0?&? fg

B-24



Toshiba America Medical Systems, Inc. _ 510(k) Premarket Notification
Aplio™ MX (v1.0} S8A-780A Ultrasound System

System: _ - Aplio MX v1.0 SSA-780A

Transducer:___ PLT-1204BT

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

Specific B | M PWD.CWD! Color |Combined|THI:Dynamic | Power | CHL | 4D [ Other
(Tracks 3) ’ Doppler | (Specify) Flow D [Note]
*

(Ophthalmic
Abdominal e L b L
lIntra-operative (Abdominal) T [~ 7 "] "7
Intra-operative (Neuro)

Laparoscopic
Pediagric =~ ==~~~ 1 R N .
Small Organ (Specify)(f) 1P | P | P Pl 2
Neonatal Cephalic =~~~ 4 1 |
Adult Cephalic
. -Tral_ls_Arec_tal

L I O N EX AT

Trans-vag__in_a_l_ o

Trans-urethral '

jiTrans-esoph. (non-Card.) L R D T T e e e e
?éffiitﬁﬁt)a] ' plp|p p 2 p P p 45611
Musoulo-skeletal Superficia) [P 1P | P 1 17 p T2 TF [ » | % | | [4s5611
Intravascelar

Other (Specify)

Cardiac Adult =~
Cal_'d_iac lf_’edialﬁtrlcr _
Intravascular (Cardiac) .
Trans-esoph. (Cardiac)
Intra-cardiac. =~~~ |
Other (Specify) 4 | | I R IO N D R T .
Peripheral vessel fele e T % 175 Tp A I I B Y
[jOther (Specify)

N = new indication; P = previously cleared by FDA, E = added under this appendix
Previous 510(k) of the transducer: K092179

. Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDE/MDF: BDF/MDFE/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDE/PWD; 2D/CWD: BDF/CWD
Note 4 TDI ’
Note 5 ApliPure

Note § MicroPure ' W

Note 7 Precision Imaging

Note 8§ STIC (Division Sigﬂ—\ﬂ)fff

Note 9 3D Color (Volume Color) Division of Reproductive, Abdominal,
Note 10 STIC Color and Radiological Devi - e
Note 11 Elastography 510(k) Number %@@(ég

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc.

Systern: Aplio MX v1.0 SSA-7ROA

Transducer:_ PLT-1204MV

510{k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

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

__ Clinical Application

Mode of Oparation

Specific |
(Tracks 3)

B | M [PWDICWD

Calor
Doppler

Combined
(Specify)
*

THI

Dynami
¢ Flow

Power

CHI
2D

4D

QOther
[Note]

Fetal

Abdominal

Intra-operative (Abdominal) | ]

Intra-operative (Newro) | |

Laparoscopic

Pediatric

Small Organ (Specify) (1)

1579

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trg:_ls-qrethral

Trans-esoph, (nonCard.) o .

Musculo-skeletal
{Conventional)

5,79

Musoulo-skeletal (Superficial) |

579

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediaric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specity)

Peripheral vessel

579

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

‘Note | Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD, BDE/PWD; BDFMDF; BDF/MDF/PWD
Note 3 Conibined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF

Note 4 TD]
Note 5 ApliPure
Note 6§ MicroPure
. Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (WVolume Color)

Note 10 STIC Color
Note 11 Elastography

/PWD; 2D/CWD; BDF/CWD

(Division SHHLOIT)

510¢k) Number

Prescription Use Only (Per 21 CRF801.109)

Division of Reproductive, Abdominal,
and Radiological Device

B-26
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Toshiba America Medical Systems, Inc.

System: Aplio MX v1.0 SSA-7T80A

Transducer:_ PET-510MB

510{k) Premarket Notification
Aplio™ MX {v1.0) SSA-780A Ultrasound System

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

Clinical Application

Mode of Operation__—__

Specific
(Tracks 3)

B | M [PWDICWD

Co[or-'m

Doppler

(Specify)
*

Combined]|

THI

Dynamic
Flow

Power

CHI
2D

4D

Otber
[Note]

Opbthalmic |~

Fetal

Abdominal _

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify) (1)

INeonatal Cephalic |

[Adult Cephabic | |

Trans-rectal

Trans-vaginal

fTrans_—urethrai

Trans-esoph. (non-Card) |

Musculo-skeletal
(Canventianal)

Musculo-skeletal (Supérﬁcis[)ﬂ 7

Intravascular

Gther (Specity)

Cardiac Adult

Cardiac Pediatri.cm o

Intravascular (Cardiaci

Trans-esoph, (Cardiae) | P

Intra-cardiac

Other (Specify)

|Peripheral vessel =~

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510{k) of the transducer: K092179

' Note | Small organ includes thyroid, breast and testicle, .
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF; BDEMDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD:; BDE/MDF; BDF

. Note d TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note § STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography

(Division Sign:Off)

510(k) Number

Prescription Use Ouly (Per 21 CRF801.109)

Division of Reproductive, Abdominal,
and Radiological Devi

K112948

B-27
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Toshiba America Medical Systems, Inc. ' 510(k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

System: Aplio MX v1.0 SSA-780A
Transducer___ PET-508MA -

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

__ Clinical Application___Mode of Operation. _

. Specific | B | M PWDICWDi Color Combined] THI Dynamic; Power |CHI | 4D | Other
(Tracks 3) . Doppler | (Specify) Flow D [Note]
*®

Ophthalmic e

Abdominal )

Intra-operative (Abdominal)

Intra-operative (Neuro} |

' |{L-aparoscopic

Pedigtic ==~ 1

Small Organ (Specify) (1) |

Neonatal Cephalic =~~~

Adult Cephalic

Transrectal =~~~ | 3

Trans-vaginal

Traps-urgthra[_ B o .

Trans-esoph. (non-Card) | | A

Musculo-skeletal |

(Conventional)

Musculo-skeletal (Superflcial)

Intravascular

Other (Specify)

CordlgoAdule o4 i b T T T

Cardiac_:Pediatric_{ L

Intravascular (Cardiac) | | || [ . _ [

Trans-esoph. (Cardiac) | P ' P | P | P | P { 3 [P | A

Intra-cardiac

Other (Specify) T

Peripheral vessel

Other (Specify)

N = new indication; P = previousty cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: Letter filed as a compatible transducer to Xario XG SSA-6804 V1.1 K072918

Note | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDE/PWD:; BDF/MDF; BDF
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDFE
Note 4 TDI

WD
WD, 2D/CWD; BDF/CWD

Note 5 ApliPure : i
Note 6 MicroPure (]j iwision SWO&’O
Eote g Pre%ﬁ‘m Imaging Division of Reproductive, Abdominal,
ote § ST1 afid Radiological Devices ,
Note 9 3D Color (Volume Color) T TR ,7«) 92 %{?
Note 10 STIC Color $16(k) Number

Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)
’ B-28




Toshiba America Medical Systems, Inc.

System: Aplio MX v1.0 SSA-780A
Transducer;___ PC-20M

510(k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

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

. Clinical Application_Mode of Operation

Specific B | M PWD
(Tracks 3) :

CWD{ Color |Combined| THI [Dynamic| Power | CHI | 4D | Other

Doppler | (Specify) Flow pai] [Note]
*

Fetal

%?qom.i.nalw .. i

Intra-operative (Abrdomina'l). -

Intraoperative (Newro) 1 11

Laparoscopic | | |7

Fediatric

Small Organ (Specify) (1) _

Neonatal Cephalic | |

Adult Cephalic

Trans-rectal -

Trans-vaginal

Trans-urethral

Trans-esoph, (non-Card)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial) |

Intravascular

orhf’f(spemfy) st st

Cardiac Adult

G I-Tediat‘r{c. .-

In_t;_avascqlar_(Cardfac) _

Trons-esoph, (Cardiac) | |
Intra-cardiac :

Peripherul vessel

P

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510(k) of the transducer: K052179

Note | Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/M WD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; F, WD, 2D/CWD; BDF/CWD
Note 4 TDI 7 |
" Note 5 ApliPure
Note 6 MicroPure e _w"l_____
Note 7 Precision Imaging (Division SigQfn)’
Note 8 STIC Division of Reproductive, Abdominal,

Mote 9 3D Color (Volume Color)
Note 10 STIC Color
Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)

and Radiological Devices =
510(K) Num;er }{é 912 74£[g
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Toshiba America Medical Systems, Inc. 510{k) Premarket Notification
Aplio™ MX (v1.0) SSA-780A Ultrasound System

System: Aptio MX v1.0 §SA-780A
Transducer;__ PC-50M

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

___Cliical Application __Mode of Operaton

Specific "B [ M [PWD|CWD]| Color |Combined| THI [Dynamic| Power | CHI |

4[) ()the r
{Tracks 3) Doppler | (Specify) Flow 2D [Note]
| *
Ophhalmic "~ [T
Fetal L
Abdominal

Intra-operative (Abdominal)

Intra-operative (Newro) |

Laparoscopic

Pediatric

Small Organ (Specify) (1) ||

Neonatal Cephalic | | |

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral )

Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventio_ua_l)

Musculo-skeletal (Superficial) | |

Intrayascular

Other (Specify)

CardiscAdule T TR ]

CadiacPediamic | | | ¢
Intravascular (Cardiac) '

Trans-esoph. (Cardiac)

Intra-cardiig_ B

Other (Specify)

Peripheral vessel - . | N

Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: X092179

Note | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF; BDFMDF/PWD :
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: 8 DEPWD, 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure |
Note 6 MicroPure ,ﬁ[jﬂ/

Note 7 Precision Imaging e

Note 8 STIC (Division Sigh-Off)

Note 9 3D Color (Volume Color) Divigion of Reproductive, Abdominal,
Note 10 STIC Color and Radiological Devices q Q? ‘[ﬂ g)
Note 11 Elastography 510(k) Number 1 @ i

Prescription Use Only (Per 21 CRF801.109)
~ B-30



