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510(k) Submission
6400 and 7400 Upgrade NOY 27 208
Esaote, S.p.A.

Traditional 510(k) Summary

The following 510{(k) summary has been prepared pursuant to requirements specified in 21CFR
807.92.

807.92(a)(1)

Submitter Information
Esaote S.p.A.
Via di Caciolle 15
Firenze, Italy 50127

Contact Person; Allison Scott
317.56%.9500 x106
ascott@ansongroup.com

Date: June 24, 2013
807.92(a){2}
Deyices
Common Name: Ultrasound Imaging System
Trade Name: 6400 Ultrasound System
7400 Ultrasound System
Classification Name(s): ' Ultrasound Pulse Doppler Imaging System 892.1550

Ultrasound Pulse Echo Imaging System 892.1560
Transducer, Ultrasonic, Diagnostic 892.1570

Classification Number: 90IYN, 90IYO, 90ITX

807.92(a)(3)

Predicate Device(s)

Device Owner 510({k)

6400 Esaote K111302

7400

7340 Esaote K081794, K091009
_ and K110688
6200 Esaote K100931
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510({k) Submission
6400 and 7400 Upgrade
£saote, S.p.A.

807.92(a)(4)

Device Description

Model 6400 is a mainframe system equipped with wheels allowing them to move the system. Model
7400 is a portable system equipped with a handle. The system size and weight allow it to be carried
using its handte. The primary modes of operation are for both models: B-Mode, M-Mode, Tissue
Enhancement Imaging (TEIl), XView, Multi View (MView), Trapezoidal View (TPView), Doppler, Color Flow
Mapping (CFM), Amplitude Doppler {AD) and Tissue Velocity Mapping (TVM). Both 6400 and 7400 are
equipped with a LCD color display where acquired images and advanced image features are shown. Both
6400 and 7400 can drive Phased, Convex, Linear array and Doppler probes. 6400 control panel is
equipped with a pull-out qwerty alphanumeric keyboard that allows data entry. On 7400 model the
touchscreen has an emulation of the gwerty alphanumeric keyboard that allows data entry. Both 6400
and 7400 models are equipped with wireless capability. Model 7400 was designed to be powered by
battery.

Both 6400 and 7400 have been cleared via k111302.

6400 and 7400 Upgrade, defined herein, combine the cleared features of both 6400 and 7400 systems
with other new software capabilities, listed below:

1. Management of motorized probes {Bi-Scan probes} that allow volumetric acquisition.

2. Management of 30/4D mode of operation.

3. Management of the acquisition of consecutive ultrasound images on extended surface. The final
image is composed of the consecutive frames placed side by side {Panoramic View or VPan).

The 6400 and 7400 Upgrades are manufactured under an ISO 9001:2000 and ISO 13485 certified quality
system.

807.92(a)(5)
Intended Use -

Esaote’s Model 6400 is a mainframe ultrasound system used to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small organs, Musculoskeletal {Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric and Other: Urologic. The 6400 system provides imaging for guidance of biopsy and
imaging to assist in the placement of needles in vascular or other anatomical structures as well as
peripheral nerve blocks in Musculoskeletal applications.

Esaote’s Model 7400 is a compact ultrasound system used to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small organs, Musculoskeletal {Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric and Other: Urologic. The 7400 system provides imaging for guidance of biopsy and
imaging to assist in the placement of needles in vascular or other anatomical structures as well as
peripheral nerve blocks in Musculoskeletal applications.
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510(k} Submission
6400 and 7400 Upgrade o
Esaote, 5.p.A. . ‘

807.92(a){6)

Technological Characteristics

The 6400 and 7400 Upgrades employ the same fundamental technological characteristics as their
predicated devices. The 6400 Upgrade model is substantially equivalent to Esaote 6200 model cleared
by FDA via K100931 and to Esaote 6400 model cleared by FDA via K111302. The 7400 Upgrade model is
substantially equivalent to Esaote 7340 model cleared by FDA via X0§1794, K091009 and K110688 and
to Esaote 7400 model cleared by FDA via K111302. .

Clinical uses for which Esaote 6400 and 7400 models, cleared by FDA via K111302, are designed
are not changed by 6400 and 7400 Upgrades, to be cleared via this submission.

Clinical uses for which Esaote 6400 and 7400 Upgrades are designed are equivalent to those of
Esaote 6200 model, cleared via K100931, and of Esaote 7340 model, cleared via K081794,
K091009 and K110688.

Both 6400 and 7400 Upgrades for managing Bi-Scan probes are equivalent to those of Esaote
6200 model, cleared via K100931, and of Esaote 7340 model, cleared via K081794, K091009 and
K110688. )

Both 6400 and 7400 Upgrades for managing 30/4D mode of operation are equivalent to those
of Esaote 6200 model, cleared via K100931, and of Esaote 7340 model, cleared via K081794,
K091009 and K110688.

Both 6400 and 7400 Upgrades for managing acquisition of consecutive ultrasound images on
extended surface are equivalent to those of Esaote 6200 model, cleared via K100931, and of
Esaote 7340 model, cleared via K081794, K091009 and K110688.

Esaote 6400 Upgrade, 7400 Upgrade, 6400, 7400, 6200 and 7340 are designed to meet the
[EC60601-1 and IECB0601-2-37 safety requirements.

Esaote 6400 Upgrade, 7400 Upgrade, 6400, 7400, 6200 and 7340 ultrasound modeis provide an
Acoustic Output Display feature per AIUM / NEMA standards, with equivalent Ispta and MI
maximal values.

807.92(b)(1)

Summary of Non-Clinical Tests

The devices have been evaluated for acoustic output, biocompatibility,. cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic, and mechanical safety, and have been .
found to conform to the following medical device safety standards.

IEC 60601-1

IEC 60601-1-2

1EC 6060 1-2-37

NEMA UD-3 - Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment

NEMA UD-2 - Acoustic Qutput Measurement Standard for Diagnostic Ultrasound
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510(k} Submission
6400 and 7400 Upgrade
Esaote, S.p.A.

807.92(b)(2)
Summary of Clinical Tests

No clinical tests were performed.

807.92(b)(3)
Conclusion

The 6400 and 7400 Upgrades are substantially equivalent to the legally marketed devices and conform
to applicable medical device safety and performance standards.
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_ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

10903 New Hampshire Avenue
Document Centrol Center - WO66-G609
Silver Spring. MD 20993-0002

November 27, 2013
Esaote, S.p.A.
% Ms. Allison Scott, Senior Consultant
Anson Group
9001 Wesleyan Road, Suite 200
INDIANAPOLIS IN 46268

Re: K132231 .

Trade/Device Name: 6400 Ultrasound System/MyLabSeven and
7400 Ultrasound System/MyLabAlpha

Regulation Number: 21 CFR 892.1550

Regulation Name: Ultrasonic pulsed doppler imaging system

Regulatory Class: Il

Product Code: IYN, YO, ITX

Dated: November 11,2013

Received: November 13, 2013

Dear Ms. Scott:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent {for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the MyLabSeven or MyLabAlpha, as described in your premarket notification:

Transducer Model Number

SP2430 SSMCW
SP2442 SHFCW
LA435 EC1123
LAS523 - SE3123
AlL2442 TRT33
AL2443 - ST2612
AL2445 BC441]
SL1543 ' BC431
AC2541 A BE!123

S2MCW SB2C41

Food and Drug Administration 7 "7



~ Page 2—Ms. Scott

If your device is classified (see above) into either class 11 (Special Controls) or class [II (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA'’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (30!) 796-7100 or a1 its Internet address

hup://www. lda.goviMedicalDevices/Resourcesfor You/lndustry/default.htm. Also, please note
the regulation entitled, **Misbranding by reference to premarket notification™ (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to ,

hup://www.fda.gov/Medical Devices/Safetv/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, [nternational and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its [nternet address

http://www tda.cov/Medical Devices/ResourcestorY ou/Industrv/default.him,

Sincerely yours,

)

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

for

Enclosure



Indications for Use
510(k) Number (if known): K132231

Device Name: 6400 and 7400 Ultrasound Systems
Indications for Use:

Esaocte’s Model 6400 is a mainframe ultrasound system used to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonata] Cephalic, Adult
Cephalic, Small organs, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal, Transvaginai,
Transrectal, Pediatric and Other: Urologic. The 6400 system provides imaging for guidance of biopsy and
imaging to assist in the ptacement of needles in vascular or other anatomical structures as well as
peripheral nerve blocks in Musculoskeletal applications.

Esaote’s Model 7400 is a compact ultrasound system used to perform diagnostic general ultrasound studies
including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult Cephalic,
Small organs, Musculoskeletal {Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric, and Other: Urologic. The 7400 system provides imaging for guidance of biopsy and
imaging to assist in the placement of needles in vascular or other anatomical structures as well as
peripheral nerve blocks in Musculoskeletal applications.

Prescription Use __ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of Center for Devices and Radiological Health (CDRH)

-y

(Division Sign-Off)
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health
510(k) K132231
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Previously cleared via k111302

Proacription Uso Only Per 21 CFR 801 Part D
Concurrence of Centor for Devices and Radlological Hoalth (CORM)
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7400

Intended use: Diagnostic utrasound i

of human body s follows:

Meodg of Operations
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N: New indication; P: Previously cleared by FDA; E:Added under Appendix E
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13| Musculo Skeletal - Nerve Block

4] Combined modes arc: BeM+PW+CWsCFM+PD

|5) Compaund !maging (Mview]

161 30/4D

I7] inctudes contrast {CaTl) in Adull Cardiac for left ventricie opncilication and

Previously cleared vin k111302

Prescription Use Only Per 21 CFR 801 PartD
Concurrence of Centor for Dovicos and Radlologlcal Hoalth (CDRH)
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SP2430 (6400 and 7400 systems)

\ntended use: Dbm‘ ultrasound im‘na of fuid flow analysis of human 2s follows.
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visunlization of Lhe lefi ventricular endocardial horder

Previously cleared via kb 11302

Preacription Uae Only Por 21 CFR 801 Part D

Concurrence of Contor for Devices and Radloiogical Haalth {CORH)
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SP2442 {6400 and 7400 systams)

Intended usa: Dm ¢ uttrasound i
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To be cleared through this
submisson

Proscription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiclogical Hoalth (CDRH)
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LA435 (6400 system)

Intended use: Dia fic ultrasound imaﬂiﬁ or fuid fow anaE‘s of human bod; a3 follows:
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Previously cleared vis k110688

Proscription Use Only Per 21 CFR 801 Part D

Concurronce of Center for Devicos and Radlologicat Health (CDRH)
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LA523 (6400 system)

Intended use: ultrasound Imaging or fluid fliow analysis of human

a3 follows:
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(6] 3D/4D

17| Includes contrast (CnTH] in Adult Cardaac for lelt vemisicle opacificalion and

visualization of 1he left venincular endocardial barder

Previously cleared via k1 11302

Praacription Uso Only Por 21 CFR 801 Pant D

Concurmrence of Center for Devices and Radiological Health {CDRH)
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AL2442 (6400 and 7400 systems)

intended use: Dia
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{7| Includes contrast [CATY) in Adult Cardiae for lelt venincle npanﬁrnuun and
visualization of the tefi venlncular endocardial border

Previounly clenred via k111382

Prescription Use Only Par 21 CFR 801 Part D
Concurronco of Center for Devices and Radiologice) Hoalth (CDRH)
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AL2443 (6400 and 7400 systemns)

Intended uge: Dig

stic ultrasound imaging ot fiuid flow analysis of human % as follows.
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N: New indication; P- Previously cleared by FDA: E:Added under Appendix
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16] 3D/4D

E

171 Includes contrast {CnTl) in Adutt Cardiar for kefl ventricle opacification and

visuslization of the lefl ventricutar endocardial border

Previoualy cleared via k111302

Proscription Uso Only Por 21 CFR 801 Pant D

Concurrence of Center for Devices and Radlological Health (CORM)
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AL2445 (6400 and 7400 systems)

fnended use. Diﬂlic ultrasound im_aﬁ'mot Nuid Now lnazsis of human bodz as follows:
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N: New indication; P: Previoauly cleared by FDA; E:Added under Appendix E
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|4) Combined modes are: BsM«PW+CFM+PD

I5] Compound Imaging jMview|
|6l I/

7] Includes contrast [CaTL) in Adult Cardine for teh ventncle opacificanon and

To be rleared through this
submizsion

Preocription Uso Only Per 21 CFR 801 Part D

Concurrance of Canter for Dovicoa and Radiologieal Health {CDRH)
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 SL1643 (8400 and 7400 systems)

im’ or Nuid ﬂo\vmalzsis of human Ex as follows:

Intended use: Di ultrasound
I Hoda of Opsrations
Igmm B M PWD | CWD |Cofo Doppler] Amphiade |Combined 3] Color Veloary Harmonic )
(CFM) Doppler Mepping 1TVM) | imaging (YER|  (specify}
{FWD)
Ophibalmic
fretal
ingt N N [3 N N N N B
rzoperative (Abdominal)
{iniacperative Newrologicat
Mm N N N N N N N N: B
omal! Organ |1} N N N ] N » ] NS
[Neonsiai Cephalic
JAduh Cephalic
rlldll: 13} N ] N N N N N
rrensesophageal (Cardiac)
[Transesophagenl (Noo Cardisc)
|
[ronvagial
ransurethral
npavasculne
riphent! Vascular N - N N N N N N N5
parcasopic
wiculo-skelem! Coaventional [2] N N N N N N N N-5
Pluscuic-skaleidd Superficial {2 N N N N N N N N &
IOlher [Urological)
N: Hew tndication; P: Previasuly c| mc-mmﬁaddu under Appendix E

|11 Small Organs includes Breast, Thyroid and Testicles

|2] Cardiac is Adult and Pediatnc
13] Musculo Skeietal - Nerve Block

[4] Combuned modes are: BeMsPW+CPM«PFD

[5} Compound Imaging [Mview)
[6} 3D/40

7] tnctudes contrast {CnTI 1n Adult Cardine for kNt ventncle opacification end

To be cleared through this
submizsion

Prescription ilse Only Per 29 CFR 801 Part D
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* AC2541 (8400 and 7400 systems)

i3 of human .

a8 follows:

intended use. D'wﬁc yitrasound lmgﬁina or fluid flow w %

e

B

PWD

T

Calor
Dopplor

Amplitude
Doppler
IPD)

Combined
1]

Calor Velocity
Mapping (TVM|

Harmaone
tmaging {TEQ}

Other (speeify)

phthalmic

ctal

P.3

lAbdomm.ll‘

[ %]

Py N Y

Fntraopcrauve Neurological

fPedinine

{5matt Organs [1f

[rconatal Cephalic

JAdult Cephalic

Cardiae |2]
ransesophageal [Cardiac}
ransesophagenl (Non Cardincl

[Tranarece tal

ranavaginal

F‘rmurelhml

niravascular

enipheral Vascular

PATSECOPH

usculo-skeletal Conventionnd
k]

uscuto-skcletal Superficial 3]

§Other [Urologicall

P

[

N: New indicalion; P: Previously cleared by FDA: E:Addred under Appendux E

[L] Small Organae includes Breast, Thyrowd and Testiciea
(2] Cordiac is Adult und Pedisinic

3] Musculo Skeletal - Nerve Block

{4] Combincd madcs are: BeMePW+CFM+PD

5] Compound Imaging {Mvicw)

16) 3D/4D

17] includes contrnst {CnTl) in Adult Cardiac for kefl ventricle opacificotion and

visualizalion of the }!I ventricular endocardial border

Previously cieared via k111302

Prescription Use Only Per 21 CFR 801 Pan D

Concurrgnco of Contor for Devicos and Radiological Health (CDRH)
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S2MCW (6400 and 7400 systems)

Intended uge: Di vltrasound imglng of fuid flow a%‘ of human % 83 (ollows:

B M PWD cwD

Calor
Doppler

Amplitude
Doppler
[Ligh]]

Combined
141

Color Yeloaty

Harmenie | Qther (specify|

Maoni 1
pping (TVM)

ging (TEN

phthalmic

etal

jAbdominal

1Ahdominmll

{ B

ALRC

fSmall Organs 1|

. [conatal Cephale

fAdult Cephalic

[Cardwe |2| 3

[Tranaesophageal (Cardian)

[Transcsophageal (Non Cardine)

ransrcota)

ranavaginal

l'l‘umurelhrnl

Prtravascular

[Peripheral Vascular P

I!..nplmcnpic

usrulo-akelein] Conventional
13

usculo-skeletn] Superficial [3]

fCther (Urological)

N: New indication; P: Previousty clexted by FDA: E:Added under Appendix E
|1) Small Organs include¢s Breast, Thyroid and Testicles

|2) Cardiac in Aduh and Pediairic

13} Musculo Skeletal - Nerve Black

4| Combined modes are:

15| Compound Imaging |Mwview}

{6} 3D/4D

17| Includes contram {CnTT} in Adult Cardhac for kefi veninicle apacification and

visualization of the left venincular endocardial border

Previounly clcared via k111302

Proscription Use Only Por 21 CFR 801 Part D
Concurrance of Centor for Devices and Radlological Health (CDRH)
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SSMCW (6400 and 7400 systems)

Intended use: Diawﬁc ultragound imaging or fuid fiow ang

eal Applica B M Calor

Doppler

Amplitude | Combined
Doppler L]}
I

Calor Veloesty
Mapping ITVM)

Harmenie
Imaging ITEN

Other tspecifvi

fOphthalmic

I!-‘r.ul

Fabdominal

ntracperative (Abdominal}
nireoperstive Neurclogical

[Pedintric

fSmall Organs (1]

ronatal Cephalic

lt Cephalic

Cardiac |2}

ranacsophageal {Candiac)

u phageal {Non Card.

[Tranarectal

[Transvaginal

[Transurcthew)

niravasculsr

rpheral Vascular P

Baparoscopic

IlMulrul&skeleul Convenuonal
3

FMumI&Jkelelal Superficud (3]

iOther (Urolagical)

N: New mndication; P: Previously clearcd by FDA: E:Added under Appendix E
[1] Small Organs includes Breast, Thyrowd nnd Tealicles
2] Cardiac s Adult and Pediatne

13] Musculo Skeletal - Nerve Block

14] Combined modes are:

15] Compound tmaging (Mview]

{6 3D/4D

|7] Includes contrast [CATl) in Adult Cardine for el veninele opacification and
visunlization of the left ventricular endocardia) border

Previously cleared via k111302

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Conter for Devices and Rediological Health (CORH)
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SHFCW (6400 and 7400 systems)

Intended use: Diagnosuc ultrasound m’ ing or fluid flow anaE's of human % as {ollows:

B M PWD CWD Amplinude | Combincd
Doppler 14|
IPDY)
[Orhihatmic
 fFewt
[odomina

Ilnlmperali\'e Abdominal)

llnlraopculu'e Neurologicul

' alne .
Small Organa ()

Erconatal Cephatic

dull Cephalic

Cardwac 2|

rastactaphageal (Cardiac)

ransesophageat {Non Cardiac)

Tronsrectal

ransvaginal

[rransurcibral

travascutsr

pheral Vascular [

[Laparcscopic

uscule-akeletnd Conventional
3

usculo-skeletal Superficial 3]

ther {Urelogical)

N: New indication; P: Previoualy cleated by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Tealicles
2] Casdiac 18 Adult and Pediaine

13} Muscule Skeletal - Nerve Block

1] Combined modcs are:

[5] Compound | Myiew)

16] 33740

171 Includes contrast {CnT) in Adult Cardiar for lefl ventncle opacificalion and

wvisualimtion of the left ventnrulars endocardial border

Previously cleared wia k111302

Prescription Uge Only Por 21 CFR 801 Pant D
~ Concurronce of Contor for Dovices and Radiological Health (CDRH)




EC1123 (6400 system)
Intended use: Diagnostic ultrasound imaging or fluid fow analysis of human body as follows:

Meods of Opsrations

B

L] WD CwD

Calar
Doppler

Amphitude
Doppler
P

Combined
4]

Calor Velocity
Mapping (TYM)

Harmonic
imagng {TEN

Other {apeaify)

JOphthatmic

F!lll

JAtdominal

[ntrmopemiive tAbdomunal)

v

L Le

fintmor
FPediatne

3mall Organa (1]

[Neonatal Cephatic

[adul Cephatic

fcardiac (2]

[rransesuphagea! (Curdiac)

I‘I‘nnlmphuell [Non Cardiac)

Il'rlnlrecul

P.&

ll‘ranlvqmal

[rransureshral

\ravasculny
nphem! Vascular

[Leparoacopic

Musculo-skeletal Conventional
131

ussulo-skeleta) Supcrficnl [3)

fOther [Urokagical)

N: New indication; P: Previously ¢

by

FDA; E:AGGcS under Appendis €

|t] Small Organs inctudca Breast, Thyrowd and Teaticlea

12] Cardine is Adult and Pediainie

[3] Muscuta Skeletal - Nerve Black

|4] Combined maodes are. B+M¢PW+CFM P}

13 Campound Innging (Mview]

6] 3Df3D

17| Includes contrast {CnTY) in Adult Cardiac for lefi ventncle opacification and

Previoualy cleared via k110688

Prescription Use Only Per 21 CFR 801 Pan

Page 16 of 23




SE3123 (8400 and 7400 systems)

Intended use: DI uitrasound im: or fluid fiow analysis of human as follows:
%ﬂm

B

M PWD CcwD Colar
Doppler

Amplitude

Dappler
17D)

Combined
]}

Calor Velocity
Mapping (TVM}

Harmonik
Imaging TER

Other {aperiyl

[orhthatmic

. Feal P

JAbdominal

Eniroperative Mmmdl

ll alive N

JPedininc

JEms!l Organs [1]

Piconatal Cephalic

Jadult Cephalic

[Cardiac |2]

[reanscsophageal (Cardisct

phagenl (Non Cardiac)
ransrecial [

[

[Fransvaginal P

Prs

‘ransurethral

niravascular

npheral Vascular

fLaparcacopc

Fultul@-lhklll Conventional
3

usculo-akelera) Superficial 3]

ther (Urological) P

4 P P

N: New indicatian; P: Previously cleared by FDA; E:Added under Appenduin E

[1] Small Organa uwludes Breast, Thyraid and Teslicics

|2| Cardiac is Adult and Pediatric
13] Musculo Skeletal - Nerve Blaek

|4] Cambined modes are: B+M+PW+CFM+PD

{5] Compound Imaging M

16) 3D/4D

|1| includes contrast (CnTl} in Adult Candiac for tell ventncle opacification and

lization of the lef el o

Proviously cleared via k111302

dial bordey

Prescription Use Only Por 2% CFR 801 Pent D

Concurrence of Center for Davices and Radiological Health (CORH)
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TRT33 (6400 system)

Intended use; Diagnostic ultresound imw‘nﬁ or fluid flow wis of human bodE a3 follows:
Mode of O

Ciaical Application

B

M Wi cwh

Colar
Doppler

Amplitude
Doppler
IPD}

Combined
14)

Color Yelocity
Mapping TVM)

Harmonw
Imaging (TEN

Other {aperify}

phthalmic

cLal

bdomemnal
fnlmmlive {Abdominal}

[ntracperntive Neurological

IPedulri:

[Emali Organa 11]

[ieonatal Cephalic

ull Cephalic

iac (3)

[Tranacsophageal (Cardinc)

[Transesophageal (Non Cardiac}

ransrectal

ranavaginal

nsurcthral

ntravasculay
sipheral Vageular

Paperoscopic

usculo-skeletat Conventional
3|

uaculo-skeletnl Superficia |3]

ther [Uralogical)

P P

P&

N: New indicatian; P: Previously clearcd by

FOA: E:Added under Appendix E

{1] 8mall Qrgana includes Breast, Thyroid and Testicies

|2] Cardiac is Aduli and Pedintne
|3] Musculo Skeletal - Nerve Black

|4] Cembincd modes are; B+M+PW+CFM+PD

|51 Compound Imaging (Mwiew]

161 AD/4D

17} Includes contrast [CATH in Aduh Cardinr for left ventricle oparification and
visusligntion of the left ventricular endacardial barder

Previously cleared wa k111302

Proscription Use Only Per 21 CFR 801 Pant D

Concurrance of Canter for Devices and Radiological Health (CDRH)
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872612 (8400 and 7400 systems)

Intended use: Di

mmmtn_\_.aﬂﬂorﬂwdﬂuwan_a!zsisofhman%umM

M PWD cwD Colar
Doppler

Amplitude
Doppler
1PD}

Combined
141

Calor Velocity
Mapping (TVMI

Harmonic
teaaging TEN

Other {specify)

(Ophthalmic
etal

JAbdominat

ntroperslive {Abdominal)

niracperative Neurological
iatric

mall Organs |1]

[riconatal Cephalic

Jrduit Cephalic

KCardhac |2|

[rransesaphageal (Cardinc}

[

[I‘r-n-aapha;eai [Nan Cardinct

[rransrectal

Transvaginal

[Transurethral

niravasculr

[Pcripheral Vascular

LLaparoscopic

Musculo-skeleto] Conventional
13]

rlul:ulo--kclaul Superlicial [3]

E'_hﬂ' {Urclogicall
N

Rew mdication; B Prenoutly cleared by

A, B under Appendix E

1} Small Organs includes Breast, Thyroid and Teaticles

|2} Cardinc is Adult and Pedintric
12] Muszculo Skeietal - Nerve Block

|4] Comhined modes ase: B+M+PW+CW+CFM+PD

|S] Campound Imaging (Mview]|

161 30/4D

I7] Inctudes contrum {CnTIj in Adult Cardiae (or lelt ventricle opacification nnd
visuslization of Lhe lef) veniricular endocardial border

Previcusly cleared via k111302

Proscription Uso Only Por 21 CFR B01 Part D

Concurrence of Contor for Davices and Radiological Hoalth {CDRH)
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BC441 (6400 system)

] M PWD CwWD

Intended use: Diagnostic ultrasound imaging or fuid flow anatysis of human body as follows:
I e o Hods of Opemations

Calar
Doppler

Amphiude
Bappler
D)

Combined
14l

Cator Velocily

Hnmmmr Other (apecify)

Mapping (TVM)

{Ophthalmic

etal N M

=

N N:S &

kmm N C] - N

N N:5.6

[intraoperative (Abdominal)

e

len Organa (1]

[izonatal Cephatic

Aduit Cephalic

rdisc {2]

ranscsophages) [Cardinc)

[Teanscasophagea) (Non Cardiac)

[Transrectal

ITransvamnal

‘Tansurcibral

niravascular

[Peripheral Vascular

Laparotcopc

rumln-skcleml Conventional
131

IMumulo-dtﬂeul Superficial [3]

lOlher {Uralogical)

N: New indication; P- Previgusly cleared A; E:Added under Appendm E

1] Smal! Organs includes Breast, Thyroid and Testicles
|12] Cardiac w Adult and Pediatne

|3 Musculs Skeletal - Nerve Block

|4} Combined modes are: B-M+PW+CFM+PD

(3} Compound Imaging [Mvi

{6] 3D/4D

7] Includes contrast {CnTi) in Adult Cardinc for left ventricle opacification and

To be cleared vin this
submission

Prescription Use Only Per 21 CFR 801 Part D

Concurrance of Contor for Devices and Radiotogical Health {CDRH)
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BC431 {6400 system)
Intended use: Diagnostic ultrasound imagi

Amplitude
Doppler
IPD)

Caolor Veloaity

Hormemie | Other [apeaify)

Mapping (TYM}

g TEN

[ophthalmic

Fclal

P P58

Jabdomunal

P P.3.48

[intraoperstive (Abdominal)
Praracperative Neuralogical

[Pediatric

JSmali Ongans |1}

lﬂmnnul Cephslic

fadult Cephalic

Cardiac 2]

ranacsophogeal (Cardisc)

hageal {Non Card

P

rnnarceial

'l' ransvaginal

lTunsu reihral

Priravascular

fPenpheml Vascular

JLaperoscopic

uacule-skeletal Conventional
3

usculo-skeletal Superficial §3|

ther (Urological)

N: New indication; P: Previously clcared by FDA; E:Added under Appendix E

|t] Small Organs includes Breast, Thyroid and Testicles

.12) Cardiac is Adult and Pedistne
[3] Musculo Skeletol - Nerve Block

|4] Cambined meodes are: B+MsPW+CFM+PD

15] € AL )

P png i

61 30/4D

7] tneludes contrast {CnTH in Adult Cardine for lefl ventricle opacificalion and

Previously cleared via k110688

Prescription Uise Only Per 21 CFR 801 Part D

Concurnrence of Contor for Dovices and Radlological Hoalth (CDRH)
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BE1123 (6400 system)

Intended usa: Diam}: ultrasound imgging or fuid Row Msrs of human % 03 follows:
y:% ]

M PWD cwD Color
Doppler

Amplhiude
Doppler
POy’

Combined
{s]

Coler Velocity
Mapping (TVM)

Harmonic

ping (TED

Other {specify)

§0phthaimic

IFe tal

P50

Fabdeminal

Pntraoperative [Abdominal)

nirsoperative Neurolegical

jatrie

Emalt Organs 1)

[Necnatal Cephalic

P Cephalic

JCardiac j3}

‘ranscsophageal [Casdiac)
ransesaphageal {Non Cardiach

Il‘rlnmrlll

P 8S

ransvaginal
ransurcthral

Entravascular

[Penpheral Vascular

Eeperoscape

uarulo-skeletat Conventional
3

usculo-skeleinl Superficial 13|

ECther [Uralogical)

N: New indication; P: Previously leared by FDA: E:Added under Appendix E

|1) Small Organs includes Breasi, Thyroid and Testicles

12] Cardiac s Adull nnd Pedistnic
|31 Musculo Skeletai - Nerve Black
4] Combined modes nre: BeM+PW+CPFM+PD

|5) Compound Imaging (Myview)

6] 3D/ 3Dy

|7] Includen contrast {CnTY in Adult Cardiar for lell veninicle opacification and

Previously cleared via k| 10688

Proscription Use Only Per 21 CFR 801 Part D

Concurvenco of Contor for Dovicos and Radlological Health (CDRH)
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$B2C41 (6400 and 7400 systems)

Intended use: Diaﬁnos&c ultrasound imam’ or fluid flow enaEis of human b_og as follows:

licatl 1] M PWD cwD Calor Ampliude | Comtined | Calar Velomty Harmomic | Other ispecify)
Doppler Doppler [L]] Mapping {TvM) |1 TEN
1P
fophthalmic
Fcul N [ N [ N [ N N 5 &
['\bdommnl [] ] N [ N L] N N 56

fintrnoperative (Abdomanal)

llﬁnnpenllwe Neurclogicsl

Ecdmnc
mall Organs |t}

fNeonatal Cephalic

fadult Cephalic

[Cardiac 2]

[rransesophageal (Cardinc)

I‘I‘mnlmphl;nl. [Nan Cardiae)

[rrunsrecial

ransvaginal

ansurethrs)

[intravascular

[Penpheral Vascular

JLeparoscopic

ruxulo-shzleul Conventional
3] .

IMumdo-:kelcul Superficial |3]

EO1her [Urclogical]

N: New indication; P: Previously cleared by FDA; E:A under Appendix E
11) Small Organs includes Breast, Thyrowd and Testicles

12| Cardwnc 15 Adull and Pediatne

3] Musculo Sketetal - Nerve Block

9] Combaned modes are: HeM+PW+CFM+PD

5] Compound Imnging IMview!

16) 3D/4D

17 tncludes cantrast [CnTH in Adult Cariae lor keft venincle oporificalion and

To be clearcd vin this
submission

Prescription Use Only Per 29 CFR 801 Part D
Concurronce of Contoer for Dovices and Radiological Hoalth (CORH)
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