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510(k)iSummary

In accordance with 21CFR807.92, the following summary of information is provided;

Date Nov 16 fl 2012

SUbmitter: ALPINION MEDICAL SYSTEMS Co., Ltd.
Address: 1, 6 and 7FL Verdi Tower, 72, Digital-ro(St) 26-gil(Rd),
Guro-gu, Seoul, Republic of Korea 152-848,

Primary Contact Person Donghwan Kim
QARA Manager
Address: 1, 6 and 7FL Verdi Tower, 72, Digital-ro(St) 26-gil(Rd),
Guro-gu, Seoul, Republic of Korea 152 848,
Phone: +82 70 7465 2068
Fax: +82 2 851 5590
Email: donghw~.n.kim@alpinion.com

Secondary Contact Yuchi Chu
Person Address: Suite 229, 10604 NE 38th Place, Kirkland, WA 98033,

United States
Phone: 425 949 4907
Fax: 425 949 4908
Email: ychu~alpinionus.com

Device Trade Name: E-CUBE 15

Common/Usual Name: Ultrasonic Pulsed Doppler Imaging System

Classification Names System, Imaging, Pulsed Doppler Ultrasonic

Product Code: Ultrasonic Pulsed Doppler Imaging System, 21CFR 892.1550 90-
IYN
Ultrasonic Pulsed Echo Imaging System, 21CFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer, 21CFR 892.1570, 90-ITX

Predicate Device(s) K120060 E-CUBE 9 Diagnostic Ultrasound System
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510(k) E-CUBE.15

Device Descrition: E-CUBE 15 product is an ultrasound imaging system for medical
diagnosis. The system* platform provides optimal patient diagnosis
workflow with the 18.5" wide flat panel display, ergonomic control
panel with easy user interface, optimal image quality.-

Indications For Use: The device is intended for use by a qualified physician for the
evaluation of soft tissue and blood flow in the clinical applications;
Fetal; Abdominal (renal & GYN/pelvic); Pediatric, Small Organ
(breast, testes, thyroid); Trans-rectal(TR); Trans-vaginal(TV);
Musculo-skeletal(Conventional); Musculo-skeletal (Superficial);
Cardiac (adult & pediatric); Peripheral Vascular (PV); and Urology
(including prostate)..

Technology: E-CUBE 15 employs the same fundamental scientific technology as
its predicate device.

Determination of Summary of Non-Clinical Tests:
Substantial Ezquivalence:

E-CUBE 15 has been evaluated for biocompatibility, acoustic output
as well as thermal, electrical, electromagnetic, and mechanical
safety, and has been found to conform to applicable medical device
safety standards. E-CUBE 15 and its application comply with
voluntary standards as detailed in this premarket submission. The
following quality management system measures were applied to the
development of E-CUBE 15:

*NEMA UD2, UD3
*AlUM Medical Ultrasound Safety

I E060601-1
* IEC6O6O1-1-1

* * lEC60601-1-2
I EC6060 1-2-37

* S010993-1
Transducer materials Iand other patient contact materials are

*biocompatible.

Summary of Clinical Tests:

The subject of this premarket submission, E-CUBE 15, did not
*require clinical studies to support substantial equivalence.

Conclusion: Alpinion Medical Systems Co., Ltd. considers E-CUBE 15 to be as
safe, as effective, and performance is substantially equivalent to the
predicate device.

ALPINION MEDICAL SYSTEMS Co., Ltd. will update and include in this summary any other
information deemed reasonably necessary by the FDA or the requirements will be published in
guidance documents.

ALPINION MEDICAL SYSTEMS Co., Ltd. F-2



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New llamnpsbire Avenue
Docment Control Center - W066-6609
Silver Spring, MD 20993-002

February 1, 2013
Alpinion Medical Systems, Co., Ltd.
c/o Mr. Donghwan Kim
QARA Manager
1,6 and 7FL, Verti Tower, 72, Digital-ro(St) 26-gil (Rd) Guro-gu
Seoul, 152-848
KOREA REPUBLIC

Re: K123610
Trade/Device Name: E-CUBE 15
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN, IYO, and ITX
Dated: November 21, 2012
Received: November 21, 2012

Dear Mr. Kim

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, ahd 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 E-CUBE 15, as described in your premarket notification:

Transducer Model Number

SCI-61-1 SVCI-6
L3- 12H L3- 12X
SPI1-SX L3-8
L8-t7X SP3-8
SCI-4H CW 2.0
E3-101- CW 5.0



Page 2 - Mr. Kim

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 53 1-542 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 to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

go to http://www.fda. gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (21lCFR 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/Safetv/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 Joshua Nipper at
(301) 796-6524.

Sincerely Yours,

Sean M>/'Boyd -S for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure(s)



510(k)-E-CUBE 15

Indications for Use

51 0(k) Number (if known):

Device Name: E-CUBE 15

Indications for Use:

The device is intended for use by a qualified physician for the evaluation of soft tissue and blood

flow in the clinical applications; Fetal; Abdominal (renal & GYN/pelvic); Pediatric, Small Organ

(breast, testes, thyroid); Trans-rectal, Trans-vaginal, Musculo-skeletal(Conventional); Musculo-

skeletal (Superficial); Cardiac (adult& pediatric); Peripheral Vascular (PV); and Urology (including

prostate).

Prescription Use ifAND/OR Over-The-Counter Use__

(Part 21 CFR 801, Subpart 0) (Part 21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (OIVO)

(o11tI S§ion OR

hNs~Ion ,f 9adiologilos Hem~J

Ofie 01 In 11t tm Uaaqnostics and Radcbb~g es
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51O(k)-E-CUBE 15

Diagnostic Ultrasound Indications for.Use

E-CUBE 15 Ultrasound System

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

Clinical Application Mode of Operation -a -ie- Ohr
B M PWD CWD Color Power Tissue Cobnd Ohe

Doppler Doppler Harmonic (specify) (specify)

Imaging

Ophthalmic

Fetal P P p P P P P N

Abdominal P P p P P P p N

Intra-operative (Specify)

intra-operative (Neuro)

Laparoscopic

Pediatric N N N N N N N N

Small Organ P P p P P P

(breast, testes, thyroid)

Neonatal Cephalic

Adult Cephalic

Trans-rectal P P p P P P P

Trans-vaginal P P P P P P P

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Conventional)P

Mu scu lo-skeleta I

(Superticial)P

Intravascular

C ardiacAdult pp P P P P P _P

Cardiac Pediatric N _ N N N N N NN

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral vessel P P P P P p P

Urology (including prostate) -p tp p p P - p P

N = new indication; P = previo usly cleared by FDA K1 21 888; E = added under appendix

*Combined: B/Color Doppler, B/PWVD, B/Color DopplerIPWD; -Other 3D, 4D

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

Concurrence of CDRH, Office of In-VitrPM 1N~Pevices (QIVO)

Dtvision of RaciologO; Heal th

<-Ie of0 In VftroDa StiCs andi R dbWoM I'ismi

Prescription User (Per:2 E ~ 19 1M.&'2 , /

ALPIhJION MEDICAL SYSTEMS Co., Ltd. E-2



510(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CUBE 15 with SCI-15H Transducer

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

Clinical Application Mode of Operation _ -oir powe Ins Cmnd* Oh-
B M- PFWD CEWD Clr Pwr rsu bnd te

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic ____

Fetal FPPP P P P

Abdominal P PPP P P

Intra-operative (Specify)

Intra-operative (Ne-uro)

Laparoscopic

-Pediatric N N N N N N N

Small Organ

(breast, testes, thyroid)

Neonatal Cephalic _____

Adult Cephalic

Trans-rectal__

Trans-vaginal ____

Trans-urethral

Trans-esoph (non-Card.

Musculo-skeletal

(Conventional)
Musculo-skeletal

(Supericial)

Intravascular

CardiacAdult _____

Cardiac Pediatri c

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac _____ _____

Peripheral vessel _________________

Urology (including prostate) P P P P P P

N = new indicaton; P previously cleared by FDA K121888; E =added under appendix

*Combined: B/Color Doppler, BIPWVD, B/Color Doppler/PWD; -Other 3D, 4D

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

Concurrence of CDRH, Office of Inf-Vitro Diagnostic Devices (01V9)
PIVISion Sign Off)

Division of Radioloicl Healthi

Prescription User (Per 21 CFR0109 Offbeof In Vitro Diagnostics and Radiological Hafti

ALPINION MEDICAL SYSTEMS Co.,8UW_ NI 9 C / E-3



51O(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CUBE 15 with L3-12H Transducer

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

Clinical Application Mode of Operation

B M PWD CWD Color Power Tissue Cmie* Other"

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

lntra-operative (Neuro)

La pa rosco pic

Pediatric

Small Organ P P P P P

(breast, testes, thyroid)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal PPPPP

(Conventionral)

Musculo-skeletal P P PP r
(Superficial)

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral vessel P P P P P P

Urology (including prostate) __________ __________

N = new indication; P = previously cleared by FDA K120060; E = added under appendix

*Combined: B/Color Doppler, B/PWD, B/Color Doppler/PWD; -Other: 3D, 4D

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

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

/ (osn Sign OM
Division of Radiological Health

Prescription User (Per 21 CFR 801. 109) Oftie of In Vltmo, nostjos and R I~oca Meh

ALPINION MEDICAL SYSTEMS Co., Ltd. ~~~____________E-4



510(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CUBE 15 with SPI -5X Transducer

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

Clinical Application Mode of Operation

B WD CWD Color Power Tissue Combineds Other

Doppler Doppler Harmonic (Specify) (Specify)

Imnagi ng

Ophthalmic

Fetal

Abdominal P P P P p P P

Intra-operative (Specify)

Intra-operative (Neuro)

La pa rosco pic

Pediatric N N N N N N N

* Small Organ

*(breast, testes, thyroid)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

* Trans-urethral

Trans-esopk- (noqn-Card-)

*Musculo-skeletal

(Conventional)

Musculo-skeletal

(Superficial)

Intravascular

CfardiacAdult P P -P P -P - P P PFT

* Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

* Peripheral vessel

Urology (including prostate)

N = new indication; P =previously cleared by FDA MZ12188; E =added under appendix

*Combined: B/Color Doppler, B/PWD, B/Color DopplerlPWD; -Other 3D,4D

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

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

Divisioncof Raddolos Hediti

Prescription User (Pr11FR80.19) 08l Of In Vitro Dnsua jgJ nrjnrvlrIGa b

ALPINION MEDICAL SYSTEMS Cot, t%%N '{)Z?9g7 0 E-5



510(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CUBE 15 with L8-17X Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Made of Operation

B WD CWD Color Power Tissue Combined* other-

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ

(breast, testes, thyroid) p PPP

Neonatal Cephalic ____

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Conventiona) P P P P P P

Musculo-skeletal

(Superficfal) P P P P p P

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Traris-esoph. (Cardiac) __________

Intra-cardiac

Peripheral vesselp P P P P P

Urology (including prostate) ____

N = new indication; P = previously cleared by FDA Ki 21888; E =added under appendix

*Combined: B/Color Doppler, B/PWD; B/Color Doppler/PWD; -Other 3D, 4D

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

Concurry ce of&4 D ,OfcofI-Vitro Diagnostic Devices (OIVO)

Prescription User (Per 21 CF 801 1095/ SIgn Off)
DMsloo of Radiological Hest?

ALPINION MEDICAL SYSTEMS Co., Ltd. V" E-6



51O(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CUBE 15 with SC'14H Transducer

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

Clinical Application Mode of Operation

B M PD CWD CZolor PFowe r Ti-ssu e Cdo-mbin ed- Other-

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic

Fetal P~ P p P p P

Abdominal P .P P P p p p

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric N N N N N N N

Small Omgan

(breast, testes, thyroid)

Neonatal Cephalic

*Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Conventional)

Musculo-skeletal

(Superficial)

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac) _____

Intra-cardiac

Peripheral vessel _____ _____

Urology (including Prostate) P P PPPP

N = new indication; P = previously cleared by FDA K121888; E a addedunder appendix

Combined: B/Color Doppler. B/PWO, B/Color Doppler/PWD; -Other 3D, 40

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

Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (QIVO)

Prescription User (Per 21 CER 801.109) 0/41bri~f Sign Oft)

ALPINION MEDICAL SYSTEMS Co., Lt~fco nVtoDago~ n aiig W E-7

nl 424/o



510(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CUBE 15 with E3-1IOH Transducer

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

Clinical Application Mode of Operation

B M PWD CWD Color Power issue Combined* Other

Doppler Doppler Harmionic (Specify) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

Intra-aperative (Neuro)

Laparoscopic

Pediatric

-Small Organ

(breast, testes, thyroid) _____

Neonatal Cephalic _____

Adult Cephalic __________

Trans-redtal P T P P P P p

Trans-vaginal P W P P P P p

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Conventional)

Musculo-skeletal_

(Superficial)

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac) ____

Intra-cardiac

Peripheral vessel:_

Urology (including prostate) P P P P P P

_N= -new indication; P= previously cleared byFDAK121BO8; E= added under appendix

*Combined: 8/Color Doppler, B/PWD, BlColor DopplerIPWD; -Other: 3D, 40

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

Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (QIVO)

Prescription User (Per 21 CFR 801. 109) P W inO

/ Osion of RadiologiclcHealt

ALPINION MEDICAL SYSTEMS Co., Ltd. 8O , /2 6 0.E-8



510(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CUBE 15 with SVCI-6 Transducer

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

Clinical Application Mode of Operation ____

B M PD CWD Color Power Tissue Combinedt  Other-

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic

Fetal P PP P p P P P

Abdominal P P P p p p P P

Intra-operative (Specify)

intra-operative (Neuro).

Laparoscopic

Pediatric P P P p. P P P p

Small Omgan

(breast, testes, thyroid) _______ ____ _____

Neonatal Cephalic _____

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Conventional)
Musculo-skeletal-

(Superficial)_____

Intravascular

Cardiac Adult

Cardiac Pediatric

intravascular (cardiac)

Trans-esoph. (Cardiac) _____

Intra-cardiac

Peripheral vessel:

Urology (including prostate) -P P P p PPp

N = new indication; P =previously cleared by FDA K1 20060; E =added under appendix

*Combined: BIColor Doppler, B/PWD, B/color Doppier/PWD; -Other 3D, 4D

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

Concurrence of CDRH Ofa~fn toDigotcDvcs (QIVO)

Prescription User (Per 21 CFR 801.109)

Ot~l~l01~dtglM~a~ H ee

ALPINION MEDICAL SYSTEMS Co., Ltd. VUJLIyN~~ 30I~lIgCJHs E-9



510(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CULBE 15 L3-12X with Transducer
Inte nded Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode. of Operation -

B M PWD CWD Color Power Tissue Comnbined* Other

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro) _____

Laparoscopic

Pediatric N N N. N N N [ N

Small Organ N N N N N N N

(breast, testes, thyroid)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal N N N N N N N

(Conventional)

Musculo-skeletal. N N N N N N N

(Superficial)

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

.Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral vessel N N N LN N N N

Urology (including prostate)

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

Comnbined: BIColor Doppler, B/PWD, B/Color Doppler/PWD: -Other: 3D, 40

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

Concurrence of CDRH, Ofifjge of In-Vitro Diagnostic Devices (OIVD)
*(Msion Sign Of)

Prescription User (Per 21 CFR 801.109) DMvSio Of Radiolgical Health

flus o InVito fiaimfeq nrlPnrjnk~lrl lcntt

ALPINTON MEDICAL SYSTEMS Co., Ltd. I F-



51O(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CUBE 15 L3-8 with Transducer

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

Clinical Application Mode of Operation

B M PD CD Color Power Tissue Combined* Other

Doppler Doppler Harmonic (Specify)l (Specify)

7 7 Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric Pr P r p P5 P

Small Organ P P p P P p

(breast, testes, thyroid) __________

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginlal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal P P P p P P

(Conventional)

Musculo-skeletal P P P P P p

(Superficial)

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac).

Trans-esoph. (Cardiac)

Intra-cardiac.

Peripheral vessel P P _P P p P

Urology (including prostate) _____

N = new indicaton; P =previo sly ceared by FDA K(120060; E =added under appendixt

*Combined: B/Color Doppler, B/PWD, B/Color DopplerIPWD; -Other 3D, 4D

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

Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (OLVO)

Prescription User (Per 21 CFR 801.109)

Dlvslon o iooicWA Health

ALPINION MEDICAL SYSTEMS Co., Lt~fC fI f igotc n ail"He E-11



51O(k)-E-CUBE, 15

Diagnostic Ultrasound Indications for Use

E-CUIBE 15 with SP3-8 Transducer

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

Clinical Application Mode of Operation __________

S M PD CWD Color Power issue Combinled* Other-

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic ____

Fetal ____

Abdominal P P p p3 p. pp

Intra-operative (Specify)

Intra-operative (Neuro

Laparoscopic

Pediatric P P P P P p p

Small Omgan

(breast, testes, thyroid) _________

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Convenitional)

Musculo-skeletal

(Superficial)
Intravascular

Cardiac Adult

Cardiac Pediatric P P P p ppPp

Intravascular (Cardiac)

Trans-esoph. (Cardiac) ____

Intra-cardiac

Peripheral vessel ____

Urology (including prostate) _______________ ____________

N =new indication; P = previously cleared by FDA K1 2000 E = added under appendix

*Combined: B/Color Doppler, BIPWD, B/Color Doppler/PWD; -Other 3D, 40

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

Concurrence of CDRH, Office QpprL\Q o D 9aostC Devices (OIVD)

Prescription User (Per 21 CFR 801.109) -

DtiW idloilFel h

ALPINION MEDICAL SYSTEMS Co., Ltd. 6 0E-12



51O(k)-E-CUBE 15

D iagnostic Ultrasound Indications for Use

E-CUBE 15 with CW 2.0 Transducer

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

Clinical ApplicationMoeoOpatn ____

B M PD CD Color Power Tssue Combined* Other-

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intra-oiperative (Specify) _____

lntra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ

(breast, testes, thyroid)

Neonatal Cephalic -

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Conventional)
Musculo-skeletal

(Superficial)H 

EIntravascular

CardiacAdult N

Cardiac Pediatric N

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral vessel _____ _____

Urology (including prostate) ___________

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

*Combined: B/Color Doppler, B/PWD, B/Color DopplerIPWD; -Other: 3D, 4D

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

Concurrence of CDRH, Office of 05Vi ta sIC evices (OIVO)

Prescri .ption User (Per 21 CFR 801.109) DVISM~ of oliogic ealtti~

ALPINION MEDICAL SYSTEMS Co., Lt2~ft of I Vitro Digotisn Ra oicl Hef E-13
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510(k)-E-CUBE 15

Diagnostic Ultrasound Indications for Use

E-CUBE 15 with CW 5.0 Transducer

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

Clinical Application Mode of Operation _____

B M PWO CWD Color Power Tissue Combined. Other

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intra-aperative (Sp-ecify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ

(breast, testes, thyroid) _____

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Conventional)
Musculo-skeletal

(Superficial)
Intravascular

CardiacAdult N

Cardiac Pediatric N

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral vessel

Urology (including prostate) ___________

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

*Combined: B/Color Doppler, B/PWD, B/Color DopplerIPWD; -Other: 3D, 4D

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

Concurrence of CDRH, Office of.I iansc Devices (OIVD)

Prescniption User (Per 21 CFR 801 .109) MinORald ie Hlt

ALPINION MEDICAL SYSTEMS Co., tT ti ir xnsisadRfbkW W tE1


