
5 10(k) Precmarker Nontifcat ion ACCUVI XG Diagnostic Ultrasound System

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS FEB 2 5 20 0
This summary of safety and effectiveness is provided as part of this Premarket Notification incompliance with 21 CFR, Part 807, Subpart E, Section 807.92.

1. Submitter's Information: 21 CFR 8O7.92(a)(1)

MEDISON CO., LTD.
1003, Daechi-dong, Gangnam-gu,
Seoul 135-280, Korea

Contact Person:
Kyeong-Mi, Park
Regulatory Affairs Manager

Telephone: 82.2.2194.1373
Facsimile: 82.2.556.9209

Data Prepared: August 12, 2010

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories
Proprietary Name:
ACCUVIX XG Diagnostic Ultrasound System
Classification Names: FR Number Product Code
Ultrasonic Pulsed Doppler lmaging.System 892.1550 IYN
Ultrasound Pulsed Echo Imaging Systemn 892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. Identification of the predicate or legally marketed device:

KID0 1455, EKO 7 Diagnostic Ultrasound System
K092 159, ACCUVIX V20 Diagnostic Ultrasound System
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5 1 0(k) 'remarket Notiticuation ACCUVIX XG Diagnostic Ultrasound System

4. Device Description:

The ACCUVIX XG is a general purpose, mobile, software controlled, diagnostic ultrasound system. Itsfunction is to acquire ultrasound data and to display the data as B mode, M mode, Color floppierimaging, Power Doppler imaging, PW/CW Spectral Doppler mode, Harmonic imaging, Tissue Dopplerimaging, 3D imaging mode (real time 4D imaging mode) or as a combination of these modes. TheACCUVIX XG also gives the operator the ability to measure anatomical structures and offers analysispackages that provide information that is used to make a diagnosis by competent health careprofessionals. The ACCUVIX XC has real time acoustic output display with two basic indices, amechanical index and a thermal index, which are both automatically displayed.

The ACCUVIX XC has been designed to meet the following product safety standards:
- U L 60601 -1, Safety requirements for Medical Equipment
- GSA C22.2 No. 601.1, Safety requirements for Medical Equipment
- lEC6060 1-2-37, Diagnostic Ultrasound Safety Standards
- EN/IEC6O6OI-l, Safety requirements for Medical Equipment
- EN/1EC6060 1-1-2, EMC requirements for Medical Equipment
- NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment- NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indiceson Diagnostic Ultrasound Equipment
- I EC 61157, Declaration of the acoustic output
- 15010993-I, Biocompatibility

5. Intended Uses:

The ACCUVIX XG Diagnostic Ultrasound System and transducers are intended for diagnostic
ultrasound imaging and fluid analysis of the human body.

Thie clinical applications include: Fetal, Abdominal, Intra-operative, Pediatric, Small Organs, NeonatalCephalic, Adult Ceplial ic, Trans-rectal, Trans-vaginal, Muscular-Skeletal (Conventional, Superficial),
Cardiac Adult, Cardiac Pediatric, Peripheral vessel.

6. Technological Characteristics:

The ACCUVIX XC is substantially equivalent to the ACCUVIX V20 Diagnostic Ultrasound System,cleared via K092159, and the EKO 7 Diagnostic Ultrasound System, cleared via K 101455. All systemstransmit ultrasonic energy into patients, then perform post processing of received echoes to generate on-screen display of anatomic structures and fluid flow within the body. All system allow for specialized
measurements of structures and flow, and, calculations.

END of 510(K) Summary
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.6 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

%k~fl6Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Medison Co., Ltd.
% Mr. Mark Job
Responsible Third Party Official5 PI

Regulatory Technology Services LLC FEB 2 5 1
1394 2 5t1h Street NW
BUFFALO MN 55313

Re: K103397
Trade/Device Name: ACCUVIX XG Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYO, ITX, and JYN
Dated: February 8, 2011
Received: February 10, 2011

Dear Mr. Job:

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 ACCUVIX XG Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

C1-4EC VR5-9 P2-4BA V5-9
C2-61 C. L3-8 P3-SCA V6-12

C4-9/1OED L5-131S P4-12 CW2.O
ER4-9/1OQED LF5-12 3DC2-6 CW4.0
EV4-9/1OED L55-13 V4-8



If your device is classified (see above) into either class 11 (Special Controls) or class III (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 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 CFR 1000-1050.

This letter wil 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 801), please
go to htti)://www.fda.izov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucmnl 1 5809.htm for
the Center for Devices and Radiological Health's (CDRII's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.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 Paul Hardy at
(301) 796-6542.

Sincerely Yours,

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

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



5 10(k) '1rerarket Notification ACCUVIX XG Diagnostic Ultrasound System

SECTION 1.3
INDICATIONS FOR USE

5 10(k) Number (if known):______

Device Name: ACCUVIX XG Diagrnostic Ultrasound System

----Ind ications-for-Use.- -- ----- ----- -- - - - --

The ACCUVIX XG Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound
imaging and fluid analysis of the human body.
The clinical applications include: Fetal, Abdominal, Intra-operative, Pediatric, Small Organ, Neonatal Cephalic,Adult Cephalic, Trans-rectal, Trans-vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult,
Cardiac Pediatric, Peripheral vessel

(Paesrtio 1CR8UsubatD AND/OR Over-The-Counter Use ___

(Par 21 FR 01 Sbpar D)(21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

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

Indiatios Lo UseOffie f i~ iSflof nd10109ical Devices Section 1.3, page IIndiatios fo Use( ffcs O InVitro Diagnostic Devce Evaluauon andftyi§19K ~ 9



5 1 0(k ) Premarket Noti fi cati on ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: ACCUVIX Xci Diagnostic Ultrasound Systemn
Intended Use: Diagnostic ultrasound ima ging or fluid flow analysis of the human body as follows:

Cl I iamMode of 0 eration (icue siutaeu B-oe
General Specific BI M [W CWD (w color Combined- Other(t rack I only) (trucks I & Ill) - Doppler* (Spec,) (Spum.)

Fetal (See Note 3) N N N N Note I Notes 2. 7. 8
Abdominal N N N N N Note I Notes 4, 7
Init-opecrative F&,e VNoj 6) N N N N Note I Notes 8, 9
tra-opecrative (Neuro.) N N N N Note I Notes 8, 9

Fetal Imaging Lapitroswupic - ____________

& Other Pediatric N N N N Note I Note 2 5,6, 7, 8,9, 10
Small Organ (SeeANote) N N N N Note I Note 2,5,6,7,8,9, 10
Neonatal Cephal-cN N NN Note I Note 2, 7, 8, 9
Adult Cephalic N N N N N Note I Note 4, 7
1mns-rectal N N N N Note I Note 2, 7, 8, 10
trans-vaginal N N N N Note I Note 2, 7,.8, 10
trans-urethlral
Ittams-esoph. (non-rdiac)

Mt'sculo-skel. (CTonv ent.) N N N N Note I Note 2, 5.6, 7, 8, 9, 10
Muscolo-skel. (Superfic.) N N N N Note I Note 2,5,6,7.8,9, It0
Intra-luminal

Other (spec.) II
Cardiac AdultN N N N N Note I Note 4, 7

Cardiac Cardiac Pediatric NTN N N Note I Note 4, 7
1Inins-esopliageat (Cardiac)

Other (spec.)

Peripheral PeIl vessel N IN N NNNoeIot2,67..0
- - Vessel Other_ N Noe Nte2,5,,c.9)1

N=new indication: P= previously cleared by DA: E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B4-M, B+PW, H4C, H+PD, B+CW, B+CtPW, BPD+PW, B*C±M, Dual B, Dual B+C, Dual H+PD
Note 2: Includes imaginig for guidance of biopsy
Note)3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For exanmple: thyroid, parrnhyroid, breast, scrotum and penis in adult, pediatric and neonatal patietnts
Note 6: Abdominal organs and peripheral vessel
Note 7: lissoc Harmonic Imaging (IH I)
Note 8: 3D imaging
Note 9: Panoramic imaging
Notel10: ILtastoScan

Concurrence of CDR[ 1, Office of In Vitro Diagnostic Devices (O!VD)
Prescription Use (Per 21 CER 801. 109)

Indictionsfor Ue D~son of k0itoia Devices section 1.3, page2
Ofieof h, Vitro Diagnostic Device Evaluation and Safety

510K10Y 7



5(10(k) Premarket Notification ACCUVIX XC [)iagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: CI-4EC for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima jing or fluid flow analysis of the human body as follows:

Clinical Applicaion Mode ofrieration (-ncludes simultaneous[B-mode)
Bcca NIc PWD C-WD Color Combined' Other(track I only) (Tracks I a Ill) Dopplr (Sc)(pc)

Fetal (&ce Note' 3) P P P P Note I Notes 2. 7. 8
Abdominal _______ P P P P MotelI Notes 2,7, 8

Fetal Imaging L-paroscpic 
-

_______

& Other Pe'diatric -p p pP Note I Notes 2. 7, 8

Adult Cephalic- - -

t rans-urethral -

Other (spec.)

Cardijac Adult
Cardiac Cardiac Pediatric-- - - ___________________

I rans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel-- ---
-- Vessel t(her (spc')

N=new indication; P= previously cleared by FDA K 101455; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B-IM. B+PW. B+C, B-iPD. B+CW, B+C+PW, Bi-PD+PW, B-fCAM. Dual B, Dual 8WC, Dual BA-PDNote 2: Includes imaging tor guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color NI-mde
Note 5: F or example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal orans mid peripheral vessel
Note 7: l issue Hurmonic Imaging ( IHI)
Note 8: 3 D imaging
Note 9: Panoramic imaging

Concurrence of CDRI 1, office of In Vitro Diagnostic Devices (01)
Prescription Use (Per 2 1 CFR 801.109)

(Dli , Sign-OfIndications for Use Divsion Dsoftooicai Dvices Section 1.3, page 3
Office of In Vito Diagnostic Device Evaituation arid Safety

510K103 -



510(OW Premarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: C2-61C for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima 4ing or fluid flow analysis of the h .uman body as follows:

Clinical Application Mode r0 eration (tincludes simultaneous B-mode)
Genral Specific [B M PWD CWD Color Combined- Other(track I only) I(hacks I & Ill1) Doppleir (Spec.) (Spec.)

Ophthlalmic Ophthalmic

Fetal (See Note 3) P P P 'NtINoe2.78
Abdominal P P I Note I Notes 2, 7, 8

li1tra-opei-aive (See Note 6) P PNoe2,78

Intra-operative (Neuro,)
Fetal Imaging Laparoscpic 

______ ____________________

& Other Pediatric P P P P Noe I Note, 2. 7,8
Small Organ (See Note 5)

Neonatal Ceplic-
Adult Cephalic - - - - ______ __________________

Irains-rectal- - - ___ ____ _____

Iran s-vaginal
leans-urethral - - _____________

Irns-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Supertic.)

Intra-lunjinal

Other (Spec.)

Cardiac Adult
Cardiac' Cardiac Pediatri

Irwns-esophageal (Cardiac)

Other (spec.)

Peripheral Pwilera, vessel- - -
vessel Oter pec

N=new indication; P= previously cleared by FDA K092 159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Am~plitude) Doppler
Note 1: B4M. H+PW, [34C. B+PD, IliCW, B+C+PW B+PD+PW, B+C+M, Dual B. Dual B.C, Dual B34PD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast: Scrotunm and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs mid peripheral vessel
Note 7: lissoc Harmonic Imaging (I HI)
Note 8: 3D imaging
Note 9: Parmic imaging

Concurrence or CDRI I, Oflice of' In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

Indications for Use D'sion 'I Re iclogeat DevicesSeto1.,pg4
Ofie of In Vitro Diagnostic Device Ev.aluation and Saeciof13,paey

510K 0



5 1 0(k) Premarket Notitication ACCUVIX XG Diagnostic llasound Systemt

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: C4-9/1IOED for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima Ying or fluid flow analysis of the human body as follows:

linica Applcatio Mode of' nration (includes simultaneous Il-mode)
General Specific B M WD CWD Color Combined- Other(Track I only) (tracks I & Ill) - - - Dpler. (Spc.) (Spec.)

lFetal (Soe Note .3) P P P P Note I Notes 2, 7. 8
Abdominal P P V' P Nte I Notes 2, 7, 8
Intra-uperative (See Nore 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoscopic - - - -___________

& Other PFediatric P P P P- Note I Notes 2, 7, 8
Small Organ (See Note 5) P P1 P P Note I Notes 2, 7, 8
Neonatal Ceplhalic P P P P, Note I Notes 2, 7, 8
Adult Cephalic- - -

I rans-rectal- - _____

Irans-vaginal

leans-uretal -

I'rans-esoph. (non-Cardiac)

Musculo-skel. (Co-nent.)
Musculo-skel. (Supertic.)

Intra-luminal

Other (spec-)

Cardiac Adult
Cardiac Cardiac Pediatric

rns-esphageal (Cardiac)

Othr (spc7Peripheral PeripherI vssel P P PPNote I Notes 2, 7, 8vessel Othe (se.

N=new indication; P= previously cleared by FDA K092 159; E=added underAppendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B4-M, B+PW. HW., WIPD. H3+CW, B+C+l'W, B+l'D-t-PW, B+C+M, Dual B, Dual B+C, Dual RI-PD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: l'issue, Harmonic Imaging (rHI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRI 1, Office or' In Vitro Diagnostic Devices (01)
Prescription Use (Per 21 CFR 801. 109)

Indications for Use DMsion of Rd 0lgCa e1 Section 1.3. page 5
ofiao nVitro Dignostic Device Evatuatson and Safety



510(k) Premarket Nod(ication ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: ER4-9/I OED for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima ring or fluid flow analysis of the human body as follows:

___________CInIcal Applicaton - od ofOneration (ic ude Jsmugaeous U-mode)General ttpecic [3 M1 lWD CWD Color Combined- Other(I rack I ui~) (tracks I& Ill) oplr (Spec.) (Spec.)

A dultlm i COph al ic - - -_ _ _ _ _ _ _ _ _ _ _

ruectal P Poc P3 oe oe .7
Ans-ominal P P PPNt oe27
Iuns-ofeiraiv M- -w 6)_

Inrns-oph.av (nuon-ad)

FtlIaig lntnt-umil- 
- -

& Ohe POtri(pc)

AtCariac dltic-

Cadac Cras Pediatri - - - -P Note I Note 2, 7, 8

Fruns-esophag (-Cardiac)

Other (Spec.)

Peripheral Peripheral vessel
- . Vessel OteI se.

N= new indication; P= previously cleared by FDA K092 159; E= added under Ap-pendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B-'M, B+PW, BA-C. BA-PD. BA-CW, HA-C+PW. B3+PD+-PW, BA-C+M, Dull B,. Dual BeC, Dual B+Pt)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infiertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, pauthvroid, breast, Scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdonminal organs and peripheral vessel
Note 7: Tissue Hannortic Imaging (I HI)
NoteS8: 3D imaging
Note 9: Panoramic imaging

Concorrnce of CDRI 1, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

Stion Sign-OfIndicationis for Use O~isin o Raioogca Devics Section 1.3, page 6~Oc of In Vitro o'agrkseic Device Evatuation mid Safety

510K !fl23qit-



5 10(k} Premarket Notification ACCUVIX XC, Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No,:
Device Name: EV4-9IIOED for use with ACCUVIX XG.
Intended Use: Diagnostic ultrasound ima 4ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of0 Oprtion (*inule ___________ _________________

Gnc- Se M PWD CWD CTolr Com-bned Other(Irack I only) (Iracks Ia& Ill) = 'q Doppler* (Spc.) (Spc.)

P Note INe Note, 2.3

Pnr~pemv Note NIt Noe6. ,

Intra-Itiminaliv 
-F. -)

erieal Perin Lphravssel

&se Other spec.)

AdditionallComments:

Coo oper nds-Per (Apiue Doppler ot 2 7
Noe :ncuds magin fo gudPc of biopsyI ot 27

Note 3: Incude s iel monitrinff tc deelpmn

Note 6Abdointalurgnandprperlvse

Note 9: Panrac Aing

Concurenc ofria CPediatriofIcVto ignsicDvie ID

Precritio Usee (Pes2pCec.)09

AdditionalioComments:

Ndcton for Icuds ertlt oioigo Offiicl devlupm itroDgoicDvc vlainad eto .. pg
Note 4 Color510Kd



5 10(k) Prertirket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: VRS-9 for use with ACCUVIX XG

IntededUse:Dianostcutrasund Iaigo fluid flow analysis of the human body as follows:
Cliiclepplcaio M ode or o eration (inc eues simultaneous l-mode)enrlSpecific Bi M PWD CWD Color Combinedt OtherCfrack I only) I Iracks I & Il1l) - -Doppler- (Spec.) (Spec.)

-Ophithalii Oiplh nic

letal (See ow3, - -

Abdominal

lntra-opcrative FNSee N )

Fetal Imiaging Laparbswupic
& Other 7cediari

Adult Cephalic
I runs-rectal N N N N Note I N-ro-t 2, 7,8, 10
I'rns-vaginal N N N N -Note I Note 2, 7,8, 10
1rans-urrthral

I rans-esoph. (nion-Cardiac)

Musculo-skel. (Convent .)

Musetilo-ske. (Supertic.
Intra-luminal - - - _____ ______ _______

Cardiac Adult-- ---
Cardiac Cardiac Pediatric ____ ______ _______ __________

Irns-esophagea (Cardiac)

Other (sPe.)
Periphieral Peripheral vessel- -

Vessel Other (spec.)- - - - _____ ______ _________

N=new indication; P= previously cleared by FDA; E= added under Appendix L
Additional Comments;

Color Doppler includes Plower (Amplitude) Doppler
Note 1: B+M. B+PW, Bit, B-'l'D, B#CW, H+C+PW, B+PD.-PW, B+C-iM. Dual B, Dual H-NA Dual BA-PD
Note 2: Includes imaging forguidanmetorbiopsy
Note)3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotumn and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: l issue H-anitonic Imaging (I*HI)
NoteS8: 3D imaging
Note 9: Panoramic inmaging
Note 10: UlastoScan

Concurrence of CI 1, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Pler 21 (YR 801.109)

Indications for Use ( fnOf eto .,pg
Division of adi0 tgC' D evcesSe to 1.,p g 8

Office of In Vitro D0agrlostic Device Evaluation andl Safety

510K



5 10(k) Premnarker Notification ACCUVIX XC Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: L3-8 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima ying or fluid flow analysis of thehm nbd sflos

Clinical Appiain____ oeoX etion i imeus Il-mode)
GerlSpecific 13 M PWD CWD Color Combimed' te(Irnick Ionl v) (Tracks I & 1ll) Oth vplt (pe. Ser

Opihthlic Ophthalm ic

Ietal (See Now, 3)

Intr-perative (See Noe 6)
Inira-operative (Neuro.)

Fetal Imaging -IP Laparo cc- - - -___________

& Otlier P ediatrc P P P P Nt I- Note 2,5,.6,7,9
Small Organ F-e NoteS) p -p p P. Note I Note 2,5. 6,7,9

Neonatal Cepliaie -

Adult Cphalic
Irans-rectal - -

1rans-vaginal

lrais-ureftl-

trans-esoph. (no.n-Cardiac)
Musculo-skel. (Convent.) P P P P Note I Note 2, 5, 6, 7, 9

Muelosel"Supcrfic. P p P P Note I Note 2, 5, 6,7,9
Intra-luntinal- - -

Oilier (s-pe.)

Cardiac Adult
Cardiac Cardiac Pediatric - - - ___________

Irans-usuphaga(Cric
______________Other (spec.) - - - ____ _____

Peripheral Peripheral vessel PP P ____ PNote I Note 2, 5 6, 7, 9
Vessel OiZlier (spec')

N=new indication; r= previously cleared by FDA K 10 1455; E= added under Appendix B
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BA-M, H4+PW, BA-C. BA-PD, B4-CW BA-CA-PW, BA-PDA-PW. BA-CAM, Dual B, Dual B-fC, Dual HA-PD
Note 2: Includes imaging for guidance of biopsy
Note)3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: lor example: thyroid. parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note?7: lissue Harmonic Imaging (I it
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRI 1, Office of In Vitro Diagnostic Devices (GIV)
Prescription Use (Per 21 C FR 80 L 109)

Indications flor Use ("r to Section 1.3, page 9
Division 1 R9 ig Demmces

Office of Ins Vitro Dli~rstlc 0010c, Evatuabon arid Safety

W1K I D3 393-



5 10( k) Premarket Not ificati on ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: L-5-131S for use with ACCUI XG

IntededUse:Dianostc utrasund I in o fluid flow analysis of the human body as follows:
Clinical Application Mode oft) eration (includes simultaneous b3-mode)General Specific BI M PWDI CW7D -Color Co.mbind' OtherItrack I only) ([racks I & Ill) Doppler' (Spec.) (Spec.)

Ophthalmic Ophthalmic

FetalI (See Nowe 3)
Abdominal- - ______________________

It~hraprative (Sv' Noe 6)
Intrd-opetive (Neuro. )

Fetal Imaging [aaocic- - -___________

& Other Pediatric P p - p -P Note I Note 2, 5, 6. 7, 9, 10
Small Organ (See NoteS5) P p P P, Note I Note 2, 567, 9, 10
Neonratal -Cephalic
Adult Cephialic - - - ___________ __________________

Itrans-iretal- - - ______

Iruns-vaginal

I rans-urethral - - - _____ ______

Irns-esoph. (non-Cardiac)
Musetilo-skel. (Convent.) P P P p Note I Note 2, 5, 6, 7, 9, 10
Muscuoskel. (suPerfi.)I P P P Note I Note 2, 5, 6, 7. 9, 10
Intra~-uminal- - - ______

Other (pec

Cardiac Adult
Cardiac Cardiac Pediatric -

[runs-esophageal (Cardiac)
_____________Other spec.) - - - ____ _____

Peripheral Peripheral vessel I' P P ____ P Note I Note 2, 5,6, 7,9, 10
-- Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K092 159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: R-iM. H+PW, BA-C. Hi-PD, R]-CW, RWC+PW. 8-'-lD+lW, H-4C4M, Dual B. Dual Ri-C, Dual BA-PDNote 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: lor example: thyroid, parmthyroid, breast, scrotumn and penis in adult, pediatric and tneonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: [ issue Harmonic Imaging ([HI)
Note8: 3D imaging
Note 9: Parnamic imaging
Note 1 0. llastoScai

Concurrence of CURl 1, Office of In Vitro Diagnostic Devices (0I)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Ourlion Q(fnCoogcai Ovica$ Section 1.3. page 10Oftio oftIn Vitro Diagnostic Device Evajuation andi Safety
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5 10(k) Preniarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: LF5-12 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound imagring or fluid flow analysis of the human body as follows:

Clinical Application ____Mode of 0 erarion ( ncludes simultaneous B-mode)General specific B M PD CD Color Combid Other(Throck I only) (Ilncks I& 1ll) - -- Deptlr (pc (Spec.)
Ophthalmic Ophthalmic

Fetal (See NVote 3)
Abdominal - - -______

Intra-uperative (WVe ole 6)
iflra-operative (Neuro.)

Fetal Imaging La parosepic- 
-

& Other Pediatri P p p P Note I Note 2, 5,6, 7, 9, 10
Small Organ &o No5e) -p p -p I, Not Nte 2,5,,79, 10
Neonatal CephalcNt oe ,,,,,1

A;dult -Cephali 
_______ ___________

I rams-rectal - - -_________________

Irans--agina I
frans-urethral- - _______

I rans-esoph. (non-Cardiac)
Museulo-sket. (Convent.) p P P P Note I Nte2 25,6, 7,9, 10
Musculo-skel. (Superfic.) P P pPNoeI ot2,67,.0
Ititra-lunimal P - - ______ _ Note I Noe 2, 5, 6 7, 9, 1

Uther(spec.)- - __________________

Cardiac Adult
Cardiac Cardiac Pediatric -

t rans-esophageal (Cardiac)

Othier (spec.)

Pe i h r l Pe r p e a essel p P p P N ote I N ote 2 5,6, 7,9, 10
Vessel 2O1h(c. )

N= new indication; P= previously cleared by FDA K092 159; E= added under Appendix E
Additional Comments:

Color Doppler includes Pow~er (Amplitude) Doppler
Note 1: H+M, B4PW, BtC. B-N'D, BA-CW, B-C+PW, B+PD4-PW, B-4t±M, Dual B, Dual1 Hi-C, Dual tV-PD
Note 2: Includes imaging lberguidance of biopsy
Note)3: Includes infertility monitoring orfrllicle development
Note 4: Color M-nmode
Note 5: For example: throid. parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: lissue Harmonic imaging (1111)
Note 8: 31) imaging
Note 9: Panoramic imaging
NotelO: llatoScan

Concurrence of CDI 1. Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Pler 21 CFR 801.109)

Indications for Use Division ofRiologcaJf e~w Section 1.3, page I I
Oft~e of In Vitro DlagnCstic Device Evaluation and Safety
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5 10(k) Prermatket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: LS5-13 for use with ACCUVIX XG
Intended Use: Diagnostic -ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of 0 eration (ine simu1ltaeus][B-mode)
GeneralT Specific u M PwD CWD Color Combined Other(track I only) I (fracks I & Ill) - - -Doppler- (Spec.) (Spec.)

Oiphthalic Ophtlalnmic

Fetal (&e Note 3,)- - ---

Abdominal- 
_____________

Intra-operarive (&'eN.1 No6) p 'p _ P Note I Note 8, 9
iitra-operative (Neuro.) P P P P Note I Note 8. 9

Fetal Imaging Lapaopi --I

& Other Pediatricp p p P PNoetoe8,
Smal Ogan('& No 5) P P P PNot I Note 8, 9

NentlCpalic P P P P NoiTte I Note 8,9
Adult Cephali 

___________

[ rans-rectal - - ______ _______

trans-vaginal- - - - __________________

I[runs-uretlln-

Irans-esopli. (non-Cardiac)
Musculo-skel. (Cnenp p P p Pp Nt Note 8, 9
Musculo-skel (uetc) P P P oeINt ,
Intra-luminal -uefi. - -ot I Note______ 8, 9_________

Other (Spec.) - -___ ___________________________

Cardiac Adult- -

Cardiac Cardiac Pediatric

tran-esphaeal(Cardiac)

Other (spec.)
Peripheral Peripheral vessel P P P ___ P Note I Note 5, 6.9

vessel Other (spec.)

N=new indication; P= previously cleared by FDA K093849; E= added underAppendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: R4-M. B+PW, H+C, H+PD, rn-CW, B+Ci-PW, RBl'04PW, B+CtM, Dual B, Dual B8W, Dual B+PD
Note 2: Includes imaging for guidance or biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color NI-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: t issue Hlanmonic Inmaging (Il-Hl)
Note 8: 3D imaging
Note 9: Panloramic imaging

Concurrence of CDRI 1, Offlice of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFRSO01,109)

iDivi n SgnOt
Indications for Use Dvseiono Aeigcal Dvic Section 1.3. page 12

Office of In Vitro Dtagmostc Device Evajuaton and Safety
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5 10(k) Piemarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No,:
Device Namne: P2-4BA for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound imta zing or fluid flow analysis of the human body as follows:

Clinical Application Mode ot'Cperution (inclues simultaneous B3-mode)
Seii13 M PWD CWD Color. Combined- Other(frack I only) I (fracks I & 1ll) Doppler (Spec.) (Spec.)

Ophthamic Opthalmic

Fetal (See N,,ote 3)
Abdominal _______ P P P P1 P Needt - Note 4, 7
Intra-operative (Set' Notc 6)
tra-oiperative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatri - - ______

Small Organ (See NoteS5)
Neonatal Cephialic
Adult Cephalic P P P P p Note I Note 4, 7
[rans-retal - - _____

[ rant-vaginal

lrans-urethrat d

lriins-esoph. (non-Cardiac)

Musculo-skel. (Convent.)
Muscnilo-kel. (Superic.)
I etra-luminal

Other (spec.)

Cardiac Adult P P P P P Note I Note 4, 7
Cardiac Cardiac Pediatric p P P VP P Note I Note 4, 7

1 rans-esophageal -(Cadiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec)

-new indication; V= previously cleared by FDA K092 159; E= added uinder Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: R4-M. RPW, B#C, B+PD, H+CW, B+C+PW, B4-PD+PW, H+C+M, Dual B, Dual B+C, Dual B34PD
Note 2: Includes imaging for guidance ofrbiopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color Nt-mode
Note 5: For example: thyroid, parathvroid, breast, scrotum and penis in adult, pediatric and neonatal patiens
Note 6: Abdominal organs mid peripheral vessel
Note 7: tissue Harmonic imaging (jI HI
NoteS8: 3 D imaging
Note 9: Panoraniic imaging

Concurrence of CDI 1, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

(wvwSign-Of
Indications for Use Divsion of Raftiogiein Devices Section 1.3. page 13

Office ot In Vitro Diagnostic Device Evanuation and Safety
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5 10(k) Premarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: P3-8CA for use with ACCLJVIX XG
Intended Use: Diagnostic ultrasound ima jiii or fluid flow analysis of the human body as follows:

Clinical Application M__ Mde tor eration (includes simultaneous fl-mode)
General Specifi B M PWD CWD Color Combined* OtherI([rack I [rv)(facks I & Ill) D .. t oper. (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See NVote 3)-
Abdominal P P P P' P NoeI Note 4, 7
Intra-operative (See, Not, 6)
Innr-operative (Neu.)

Fetal Imaging Lprsopc- - -______ __________________

& Otlher Pediarc- - - ______ _______ __________

Small organ (e Not 5)
Neonatal Cephalic
A dult Cephalic p -p p -p p NTt -, Note 4,7
I ruis-rectal- - -

I rars-vagunal

Trans urethral -- -______

I rans-esoph. (nun-Cardiac)
Musculo-skel. (Convent-)

Musculo-skel. (Superfic.)

Intra-luminal - - _______

Cric Cardiac Adult P P P P pNote t Note 4, 7
Cric Cardiac Pediatric P 11 P P Note I Note 4, 7

lrhns-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Ohr(pc)- - -_________________

N=new indication; P= previously cleared by FDA K<092 159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: R+M. BA-PW. tA4C, BA-PD, B+CW, B4C+PW, B+PO+PW. B#C+Mv, Dual B, Dual B.C, Dual R+PO
Note 2: Includes imaging for guidance ol biopsy
Note]3: Includes intimility monitoring oftfollicle development
Note 4: Color M-mode
NoteS5: For example: thyroid, parathyroid, breast, scrotumi and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: l'issue Harmonic Imaging (Il-Il)
Note 8: 3D imaging
Note 9: Panoramic imlaging

Concurrence of CDRI 1, Office of In V itro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

Indications tor Use Oftie of In Vitro Dwagnosrtc Oevico EvatuatioM and Safety Section 1.3. page 14
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5 10(k) Prernarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: P4-12 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima Ying or fluid flow analysis of the human body as follows:

- Clinical A pplication ___ __ oe o f 0ecraon (in lu es sim ultaneoius l-mode)
General SpecifcI M PWD rCWD color Combined- Other(track I only) (Prtcks I I Ill) Doppler- (Spec.) (Spec.)

ophthalmic Ophthalmic

Fetal (S-e Nlote 3)- ---
Abdominal ______ P P P P P -Notel Note 4, 7
intni-operative (See Note 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoslopic- 
-_____

& Other Pediatric _p p _p p _p No te I Note 4, 7
Small Organ (See _Ne S)
Neonatal Cephutic P P P P- P Note I Note 4, 7
Adult Cephalic P P P P P Note I Note 4, 7
trails-rectal - - -____________

leanrs-vaginal

I rans-urethral- - ____

Irans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Supertic,)

Intra-luminal

Other (spec.)

Cardiac Adult P P P P P Note I Note 4, 7
Cardiac Cardiac Pediatric P P P P P Note I Note 4, 7

Irans-csophageca) (Cardiac)

Peripheral LPeripheral vessel
Vessel Otlherspec.) - - -____________

N=new indication; P= previously cleared by FDA K 10 1455; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: H+M, B+I'W, B*C, B+PD, B4-CW, B+C*PW, B4-tD+PW, B+C+M, W.oa B, Du-al B+C, flu-a B+Pt)
Note 2: Includes imaging for guidance or biopsy
Note)3: Includes infertility monitoring of rollicke development
Note 4: Color M-niode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: lissue Harmonic Imaging (liIt)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDR[ 1, Office of In Vitro Diagnostic Devices (OIVD)
Prescription U~se (Per 21 CFI( 801.109)

Indications for Use Offioa of In Vitro Ciagnostic Device EvauaonadSafety Section 1.3, page 15
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5 10(k) lPierarket Notification ACCUVIX XC Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: 3DC2-6 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima ling or fluid flow analysis of the human body as follows:

Clinical Application Mode ot'O eration (includessimulcanwus B-mode)
PWcii -TD CWD ColoIr 7 C-ombined' Otlher0lrack I only) (tracks I & Ill) Doppler- (Spec.) (Spec.)

O--phtalic. Op=thal.i

Fetal (Se ote 3) P P P P Note I Note 2, 7,8
AbdominalP P PPNoeINt2,78
lai-operative (Sve Note 6) P P PP-aINt ,7

late-a-operative (Neurp.)
Fetal Imaging Laparuscopic - - -_______ _______

& Other Pediatric P P P P NoeI Note 2, 7, 8
Small Organ (See Nore A)
Neonatal CepIhli
Adult Cephalic - - -_______

Iranis-rectal - - ______ _______

lrans-vaginal
Irans-ureth-al - - -_______

irans-esoph, (non-Cardiac)

Musculo-skel. (Co-nvent.)

Musculo-kel. (Superic.)
Intra-luminal- - - _______

Other (spec.)- 
__________________

Cardiac Adult
Cardiac Cardiac Pediatric

Irans-esopliageal (-Cardiac,)
Other (spec.)

Peripheral Peripheral vessel- - -n-
Vessel Oth-er l (sec)

N=new indication; P= previously cleared by FDA K093714; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M, B4PW, Bft. B4IJD, B-#CW, B4C+PW, B-4PD"PW, B+<2+M. Dual B, Dual BIC, Dual B+I'l.
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes inftrtilitv monitoritng offollicle development
Note 4: Color M-rnode
Note 5: For example: thyroid. parathyroid, breast, scrotumn and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: [issue Harmonic Imaging(H)
Note 8: 3D inmaging
Note 9: Panoramic im1aging

Concurrence of (2DR 1, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

Off~in (Doo vcat Sign-Off)

In d icatio n s for U se 2 0Oo ogsa once S ec i o 1 .3 , p ag 1 6 e~
OfcofiVir ig ost w'0"ct EvaluAtion and Safety Scin13 ae1
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5 10(k) Preinarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Namne: V4-8 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima Ying or fluid flow analysis of the human body as follows:

Cl in ical Application Mode of 0 ration (includes Simultaneous B-mode)
G~et F pcfcU M PWD CWD Color Combined- Other('Irack I onlv) I ([racks I & 111) -- - Doppler. (Spec.) (Spec.)

Ophithalmic Ophthadlmic

Fetal (&ec~ote 3) p p p _ __ P Note I Note 2. 7, 8
Abdominal P P p p Note I Note 2, 7, 8
linra-opecrative (Sve Note 6)

liltra-operative (Neuro.)
Petal Imaging Laparoscopic

& Other Pediatric P P P P Note I Note 2. 7, 8
Small Organ (See Note 5)

Neonatal Cephal ic

Adult Cephalic
Irnns-rectal - - -____________

Irans-vaginal

Irans-urethral

Irans-esopli. (non-Cadiac)

Muscolo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-lurninal

Other (spec.)

Cardiac Adualt
Cardiac Cardiac Pediatric

I rans-esophageal (Cardiac)

Other (Spec.)

Peripheral Peripheral vessel - --

vessel Other (spec;.)

new indication; P= previously cleared by FDA K092 159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: HIM, B+PW. B+C, B+t'D. t+CW, B+C*PW, B+l'D4PW, B4+C+M, Dual H. Dual B+C, Dual HI-PD
Note 2: Includes imaging for guidance ol'biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid. p-aratlhyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: l issue -lurnonic Imaging (iIlD
Note 8: 3D imaging
Note 9: Panricnn imaging

Concurrence of CDRI 1, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

(Divi on Sign-Off)
Indications for Use Dtmsion adoiCa DevicesScio ., ae1

Ofie of in Vitro Dsagrrstc D0vCO Evaluation and Satety Scin13 ae1
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510(k) Premurket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: V5-9 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Aplication Mode of e ratimn (inludes simultaneous fl-mode)
Gl. pcfcu M PWDJ CWD Color Combjned*-teI(track I only) ( [racks I & Ill) DOtlherpb. S c

Ophthalmic Ophthalmic ule (oc(Sc.

Fetal (Yee Nore 3)- ---

Abdominal - - - ____ _____

Ilit-operative Sec' Note, 6)

Inr-operative (Neurn.)
Fetal Imaging Laparoscopic

& Oilier Pediatric - - -_____

Small Organ (See jVoze 5)

Adul~ta Cepalic

Prn-rca Pp P 11 Note I Note 2, 7,8
1trans-vaginal t' P p P Note I Note 2, 7, 8

Iratns-esoph. (non-Cardiac)
MVUSCUlo-skel. (Convent.)

Musculo-skel. (Supertc.)
Intrit-luminal- - -

Other (spec.)

CarditEAdfult-- --

Cardiac Cardiac Pediatric

Other (spie.)
Peripheral Periperal vessel

Vessel Ote(sc)

N=new indication; P= previously cleared by FDA K092 159; E= added tinder Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B+M. B-PW, B--C, B+PR, B+CW. B+C+PW, B+PD4-I'W, B-N2+M, Dual u, Dual H-&. Dual H+PL)
Note 2: tncludes imaging for guidance of' biopsy
Note 3: Includes infertility monitoring of libllicle development
Note 4: Color M-mode
Note 5: [or example: thyroid. parathivroid, breat, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdonminal organs mid peripheral vessel
Note 7: t'issue Harmonic Imaging (I Hnl
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRI 1, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CER 801.109)

tDIon Si ,,Indications for Use Diision o Aaiocai Devices Section 1.3, page 18
Office of in Vitro Diagnostic Device Evaluaion and Safety

510K ________



5 10(k) Premnarkee Notification ACCUVIX XG lDiagnostic Ultrasouind System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Namne: V6-12 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound irma ing or fluid flow analysis of the human body as follows:

Clinical Application Mode otO eration (includes simultaneous B-mode)
GnrlSpecific Ulm M PWDI two Color Combined* Other

([ rack"I only) (hac ks I & 111) Doppler* (Spec.) T(Spec.)
Ophthlmic Oplflhalnric

Fetal (See Note 3)
Abdominal- ______________

Intra-opecrative (Sou Nore 6j
Intra-operative (er.

Fetal Imaging Laparoscopic- - - ______

& Other Pediatric P p p, P Note I Note 2, 5. 6, 7, 9
Small Organ (See Note 5) P P P P Note I Note 2, 5, 6, 7, 9
Neonatal Cephal ic
Adult Cephalic - - - - ______

hrans-rectal-

hians-vaginal

lrans-oretbral- -

I rans-esoph. (non-Cardiac)
Musculo-skel. (Convent) P P P P Note I Note 2. 5.6, 7, 9
Musculo-skel. (Supertic. P P P P Note I Note 2, 5,6, 7, 9
Intra-lurninal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

I rans-esopliageal (Cardiac)
Other (spec.)

Peripheral [Peripheral vessel P P PNt Note 5, 6,7, 9
vessel Othr spc.

new indication; P= previously cleared by FDA K092159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: R+M, B+PW, H+C. B+PD, B+CW, BfC+PW, H+PD4-lW, B+C+M, Dual B, Dual 84-C, Dual 84-PD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring orfollicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scroton and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: tissue Harmonic Imaging (IHI)
NoteS8: 3D imiaging
Note 9: Panoramic imaging

Concurrence of CDRI 1, 0111ce or In Vitro Diagnostic Devices (OLVD)
Prescription Use (Per 21 CPI( 801.109)

Indications for Use Office of In~ Vitro Diagnosttc Dev~co Evaluaton an Selt Section 1.3, page 19



5 10(k) Prernarket Notification ACCUVIX XG Diagnostic Ultrasound Systemn

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: CW2.O for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound imna 4ing or fluid flow analysis of the human body as follows:

Clinical Application Mode cr0 er-ation (includes simultaneous B-mode)~e-neral specific BI N! PWD CWD Color Combined- Other
CIrack I only) (Tracks 1 & Ill) Doppler ~ (Spec.) (Spec.
Ophthalic Ophthalmic-

Fetal cSYee No& 3)
Abdominal

Intra-oiperative (See No,,, 6)
lntra-uperative (Neuro,)

Fetal Imaging Usparoscopic

& Other Pediatric- -

Small Organ (&eeNoteS5)

-. Notal -Cephalic
Adult CephalicP

trans-rectal

trans-vaginal

lrans-urethnrid

I ,rans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo0-skld. (SuIperFIC.)
Intr-a-Iominal

Cardiac Adult P
Cardiac Cardiac Pediatric _p

I ras-esphageal (Cardiac)

Other (spec.) I _

Peripheral Peripheral vessel P
Vessel Other (spec.) --

N=new indication;uP= previously cleared by FDA K092159; E added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B*M, B4-PW, HitL, B+PD, B+CW, BW*+PW, B+PD+PW, B+C*M, Diet B. Dual Bit, Dual B+PD
Note 2: Includes imaging [or guidance of biopsy
Note 3: Includes inIertility monitoring of follicle development
Note 4: Color M-nmode
Note 5: For example: thyroid, parathivroid, breast, scrotumt and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: lissue Harmonic Imaging ([ HI)
NoteS8: 3D imaging
Note 9: Panormic imaging

Concurrence of CDI 1, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CER 801.109)

IdctosfrseOffice ol In Vitro Diagnostic Device Evaluation and Safety Section 1.3, page 20
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5 10(k) Premarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: CW4.0 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Cliinical Application ___ Mode of 0 eration (inludes simultaneous fl-mode)
General specific 13 M PWD CWD Color Combined- Other

(track I only) (Tracks I & Ill) - -Doppler* (Spec.) (Spec.)
Ophthlmic Ophthalmic

Fetal (See Note 3)
Abdominal

Intri-uperative (See Note 6)

Inina-operative (Neun,.)
Fetal Imaging Laparoseopic

& Otlher Pediatric 
P ____ _____________

Small Organ (eVote 3)
Neonatal Cephal ic
Adult Ceplialic p
[ runs-rectal

trans-vaginal

[rans-uretiral

I raans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Museu~lo-skel. (Superic.)
Intra-luminal

Other (spec.)

Cardiac AdultP
Cardiac Cardiac Pediatricp

lrmns-esophageal (Cardiac)

Other (spec.)

Peripheral Pepheralvessel
Vessel Other, (spec.)

nw indication; P= previously cleared by FDA K092 159; E= added under Appendix E
Additional Comments:

Color Doppler includes Powver (Amplitude) Doppler
Note 1: B+M. B-4PW, B+C, W-PD, H+CW, R4-C+PW, B+PD+PW, B+C4-M, Dul B, Dual B-C, Dual B+i'D
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infenility monitoring or rollicle development
Note 4: Color Nt-mode
Note 5: I-or example: thyroid. patratlhyroid, breast, scrotumn and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs mid peripheral vessel
Note 7: [issue Harmonic Imaging (I-I)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDUI 1, Office or In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 2 1.CPR 801.109)

Indications for- Use D.iaorh of fsdcogiCa Devices Scin13 ae2
Office of in Vitro Diagnosltic Device Evatuaf on and Safety Scin13 ae2

510K 6


	510K SUMMARY

