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Section F 510(k) Summary

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

Date Aug 26' 2013

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, Oigital-ro(St) 26-gil(Rd),
Guro-gu, Seoul, Republic of Korea 152-848
Phone: +82 70 7465 2068
Fax: +82 2 851 5590
Email: donghwan.kim~alpinion.com

Secondary Contact JULIAN LEE
Person Address: 21312 30th Dr SE Ste 100 Bothell, WA 98021, United

States
Phone: 425 949 1059
Fax: 425 949 4910
Email: julian.lee@alpinionusa.com 

.NOV 2 7 2013
Device Trade Name: E-CUBE 7 si

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 F-CUBES9 Diagnostic Ultrasound System

Device Description: E-CUBE 7 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).
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510(k) E-CUBE 7

Technology: 2-CUBE 7 employs the same fundamental scientific technology as
its predicate device.

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

2-CUBE 7 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. 2-CUBE 7 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 7:

* Medical Device Risk Management
* Requirements Reviews
* Design Reviews
* Component Verification
* Integration Review (System Verification)
* Performance Testing (System Verification)
* Safety Testing (Compliance Test)
* Design Validation

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:

The subject of this premarket submission, 2-CUBE 7, did not require
clinical studies to support substantial equivalence.

Conclusion: ALPINION MEDICAL SYSTEMS Co., Ltd. considers 2-CUBE 7 to
be as safe, as effective. Performance, technology and software are
substantially equivalent to the predicate device.

0 The discussion about the technological and software
differences between 2-CUBE 7 and the predicate device:

Some image parameters are added for operational
convenience which means these parameters do not affect to
the measurement accuracy. So there is no significant
difference in essential performance, safety and effectiveness
with the predicate device and the image parameter functions
do not change the intended use.

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 01' HEALTH-1 & HIUMAN SERViCES PhcIt~l c'c

I Meuncni Cmndr.1 Ccnivr - W66GO'9

November 27. 20 13
Alpinion.Medical Systems Co.. I-td.
%/ Mr. flonghwvan Kin,
QARA Manager
1, 6 and 7FL Verdi Tower
72 Digital-ro(St) 26-gil(Rd)
Guro-gu. Seoul 152-848
REPUBLIC OF KOREA

Re: K 132687
I'rade/Deviee Name: li-cube 7
Regulation Number: 21 CUR 892.1550
Reul at ion Name: UlJ trason ic pulsed doppler imagin g syslemI
Regulatory Class: 11
Product Code: IYN. IYO. IT
iDated: August 26. 2013
Received: September 4. 2013

Dear Mr. Kim:

We have rev iewed your Section 5 10(k) premarket noti ficat ion o fintent 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 lDevice Amendments, or to
devices that have been rcclassi lied in accordance with the provisions of the Federal Food. Drtug.
and Cosmetic Act (Act) that do not require approval of a prernarket approval application (l'M.A).
Yoti may. therefore, market the deCvice. subject to the general controls provisions ol'the Act. The
general controls provisions ofthe Act include requirements for anntual registration. listing of'
devices, good manuflacturing practice. labeling , and prohibitions against misbrandinga and
adulteration. Please note: CO31l1l does not evaluate information related to contract liability
warranties. We remind You. however, that device labelinga must be truthftil and not misleading.

This determination o'Sttbstantial equivalence applies to the following transducers intended for
use with the F-cube 7. as described in your premarket notification:

ITran sdutcer MiodelI Numb er
CI1-6 13-12 SPI-5
FN3-l10 l:3-l0 VCI-6
1.3-8 SC 1 -6 1.3-1 211
SP3-8 Ci-8 1.3-121 'o
103-12 LS8-17 CW 2.0
C WS.0 liV3-l10 IEC3-l 0



Page 2-Mr. Kim

If your device is classified (see above) into either class 11 (Special Controls) or class Ml (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations. Title 2 1, Parts 800 to 898. In addition. FDA may
publish flurther 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 Pant 807); labeling (21 CFR Part 80 1); 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 Pant 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 (2) CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
hltn:Hwvvw.rda.uov/Medicaill)eviccs/ResourceslhrYou/lndustrv/default.httm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Pant 803). please go to
http://% %% w.rda.qov/MedicaDevices/SatttRnortaPrbem/dfuII.hI1 for the CDRH's Ornice
of Surveillance and Biometrics/Division of Postmarkct Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
htx//www.fdasfov/Medical Devices/ResourcesforYou/ndustrv/defaulL.htm.

Sincerely yours,

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

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) E-CUBE 7

Section E Indications for Use Statement

510(k) Number (if known): K132687

Device Name: E-CUBE 7

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).

Prescription Use VAND/OR Over-The-Counter Use,____

(Part 21 CFR 801 Subpart D) (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 (OIVD)

(Division Sign-Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

510(k) _K132687___

ALPINION MEDICAL SYSTEMS Co,, Ltd. E- 1
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

ar M PWD CWD Color Power Tissue Combined' Other*
Doppler Doppler Harmonic (Specify) (specify)

I Imaging

Ophthalmic

Fetal -F- P p p p Pp P

Abdominal T p p p p p Pp

Intra-operalive (Specify)

Intra-operalive (Neuro)

Laparoscopic

Pediatric P P P P P P P P

Small Organ P p p p p p p
(breast, testes, thyroid)

Neonatal Cephatlc

Adult Cephalic

Trans-rectal P P P P P P

Trans-vaginal P P P p P P p

Trans -urethral

Trans-esoph. (non-Cart.)

Muliculo-skeletall

(Conventiona)
Musculo-skeletal

(SupornflioI
Intravascular

Cardiac Adult P P P N P P P P

Cardiac Pediatric p p p N P P P p

Intravascular (Cardiac)

rrans-esoph. (Cardiac)

intra-cardiac

PeripheralVessel P P P p p p p

Ur-ology (including prostate) P P P u P P Pp

N - new Indication: P = previously cleared by FDA K123811: E - added under appendix

Combined: BdColor Doppler. B/PWD. BIColor DopplerlPWO: -Other. 3D. AID

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

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

Presciptlon User (Per 21 CFR 801.109)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-2
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with Cl1-B Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

CllnicalAppIlcation Mode of Operation

B M PD CWD Color Powo" Tissue Combined' Other
Doppler Doppler Harmonic (Specify) (Spocify)

Imaging

Ophthalmic

Fetal P P P P P P p

Abdominal WV P P P P P P

intrai-operalive (Specify)

intro-operatIve (Neuro)

La pa rosacop ic

Pediatric P P P P P P P

Small Organ

(breast. tastes, thyroid)

Neonatal Cepholic

Adull Cephalic

Trans-rectal-

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.) ____

Musculo-sketetal

(Conventional) _ ___

Muscuto-skelotal

(Supofficial)

Intravascular

Cardiac Mull

Cardiac Pediatuic

Intravascular (Cardiac)

Trens-esph. (Cardiac)

Intro-cardlac

Peripheral vessel

Urology (including prostate) P P P P PPP

N -new indication: P = previously cleared by FDA K121729: E = added under appendix

'Combined: BlColar Doppler. 8/PWD. OIColo, DopplerlPWD: -Other 3D. 4D

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

Concurrence of cbRi-i Office of In-Vitro Diagnostic Devices (OIVD)

Prescuiption User (Per 21 CFR 801i.10l)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-3
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510(k) E-CUIBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with L3-12 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 Tluonr Other

Doppler Doppler Harmoic "(S"pecify) (specify)

77 Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

intr-operaive (Neuro)

Laparoscopic

Pediatric P P P P P P P

Small Organ P P P P P P P
(breast, testes. thyroid)

Neonatal Cephailc

Adult Cephalic

Trans-rect al

Trans-vaginal

Trans-ureltrli

Trans-osoph. (noni-Card.)

Musculo-skeietliP PP

(Conventional)
Musculo-sketetel P PP PPp
(Superficla!)

intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)
Trans-soph. (Cardiac)

Mnrs-cardiac

Peripheraltvessel P P P P P P P

Urology (including prostate)I 1 1#
N -new, Indication: P - previously cleared by FDA K1 21729: E=- added under appendix

Combined: B/Color Doppler. BIPWD. B/Color Doppler/PWD: *Other: 30. 40

(PLEASE DO NOT WR ITE BELOW TH IS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

ALIPINION MEDICAL SYSTEMS Co., Ltd. E-4
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with SPI-5 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
B NWPW Color Power Tissue Comblned- Other"

Doppler Doppler Harmonic (specify) (specify)

7 Imaging

Ophthalmic
Fetal
Abdominal P P P p p P P

Intra-operative (specify)

Intra-operalive (Neuro)

Laparoscopic
Pediatric P P P p P P P

Small Organ
(breast, testes, thyroid)
Neonatal Cephalic
Adult Cephalic
Trams-rectal
Trans-vaginal

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

Musulo-skelelal
(Conventional)
Musculo-ske Ilet

(Supedflell _________ _____ ____

Intravascular

Cardiac Adult P P P N P P p p

Cardiac Pediatric
Intravascular (Cardiac) __________

Trans-esoph. (Cardiac) _____

Irtra-cardiac
Peripheral vessel

Urology (including prostate) ____ ____ _____ ____

N - new indication: P - previously cleared by FDA 121729; E a added under appendix

Combined: 8/Color Doppler. BIPVVD, B/Color Dopipler/PWD: -Other 3D. 40

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

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

Prescipion User (Per 21 CFR 801.109)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-5
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with IEN3-1O Transducer
Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

B I PD CWD Color Power Tissue Combined' Other

Doppler Doppler Harmonic (specify) (specify)

Imaging

Ophthalmic _____

Fetal

Abdominal

Intrit-operallve (Specify) _ ______

Intra-operalive (Neural____ _________

LoparoSCOPiC

Pediatric

Small Organ

(breast, testes, troid)

Neonatal Cephalic

Adull Cephal ic

Trans-radiil P P P P P P P

Trans-vaginal P P P P P P P

Trans-urethral

Trans-esoph. (non-Cord.)

Musculo-skeletal

(Conventional)
Musculo-skeletal

(Supeficial)
In Iria i cular

Cardiac Adult
Cardiac Pediatric

tntraviscular (Cardiac)

Trans-esoph. (Cardiac)

Urology (including prostate) P P P P P P P

N - new indication: P = prviously clared by FDA 121729; E - added under appendix

Combined: B/Golor Doppler. BJPWC. BIColor Doppler/PWD: Clther: 30.41AD

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

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

Prescription User (Per 21 CFRSO01. 109)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-6
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with E3-1O0 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 Comblne' Other
Doppler Doppler Harmonic (Specify) (specify)

Imaging

Ophthalmic
Fetal
Abdominal
lntre-vperative (Specify) ___

Intra-operative (Neuro) ____

Laparoscopic

Pediatric _ __

Small Organ

(brelast. testes. thyroid) ___ _________

Neonatal Cephalic
Adult Cephalic

Trans-recial P P P P P P

Tranrs-vaginal P P P P P P

Trans-urethral

Trans-esoph. (non-Card)
Musculo-sktetal
(Conventional)
Muscjlo-sketll
(superficial)
Intravascular

Cardiac Adult

Cardiac Pediatric _ __ ___

Intravascular (Cardiac)

Trans-esopti. (Cardiac) -_____

Intra-cardiac

Peripheral vessel

Urologry (including prostate) P P pP PP

N = new indication: P = previously cleare by FDA K121 729; E =added under appendix

Combined: 8/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 In-Vitro Diagnostic Devices (OIVO)

Prescription User (Per 21 CFR 801.109)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-7
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with VCI-6 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cinical Application Mode of Operation

B M PD CWD Color Powor Tissue Comblnod* Other"

Doppler Doppler Harmionic (Specify) (Specify)

Imaging

Ophthalmiic

Fetal P P P p p P P P

Abdominal P P P P P P p p

Intrii-oporaive (Specify)

Intra-oporalive (Neuro)

Laparoscopie

Pediatric P P P P P P P P

Small Organ

(breast, testes, thyroid)

Neonatal Cephalic

Adult Cephatic

Trens-mctal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Convonflonol)
Musculo-keletall

(Supficla)
Intravascutat

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intro-cardiac

Peripheral vessel
urology (including prostate) 7p p P P p p N

N n ne" indication; P = previously cleared by FDAMKiZOOSO E = added under appendix

Combined: B/Color Doppler BIPWD. B/Color DoPplerIPWID: -Other 30.40

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

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

Presciption User (Per 21 CFR 801. 109)

ALPINION MEDICAL SYSTEMS Co., Ltd.E8

K132887 Page 008 of 020



510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with L3-8 Transducer
Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

-w PD CWO Color Power Tissue Combned' Othotl

Doppler Doppler HarnionIc (specify) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intro-perative (Specily)

Intra-operalive (Neuru)

Laparoscopic

Pediatric p p p P P P.- P

Small Organ 
P

(breast, testes, thyroid) P P pp PPP

Neonatal Cephalic

Adull Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Traris-esoph. (non-Card.)

Musculo-skeletal

(Conventional) P P P P PPP

Musculo-skeletat

(Sup enlcloo P PP PPP

Intro vi scular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

lntra-ootdiac

Peripheral vessol P P P P p P P

Urology (including prostate)

N = new indication: P = previously cleared by FDA K120050; E =added under appendix

Combined: B/Color Doppler. B/PWD. B/Color DopplerIPWD: -Other 30. 4D

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

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

Prescription User (Per 21 CFR 801.10D9)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-9
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5 10(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with SCI-6 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Bw M PWD CWD Color Power Tissue Comblned' Other*

Doppler Doppler Harmonic (specify) (SpecIfy)
Imaging

Ophthalmic

Fetal pp p p p Pp P
Abdominal p, p p p P p p
intral-operative (Specify)
Intra-eperative (Neuro)

Laparoscopic
Pediatric p p p p p p p
Small Organ

(breast, testes, thyroid)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal
(Convenitional)
Musiculo-skeletal

(Superficli)
Intravascular
Cardiac Adult
Cardiac Pediatuic
Intravescular (Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac

Peripheral vessel 

::PUrology (including prostate) p p p. p ppp
Noa new indication: P . previously cleared by FDA K(120060; E = added under appendix

Combined: B/Color Doppler, 8/PWD, BiColor DopplcrlPWD: **Other: 3D. 4D

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

Concurrence of CDRHK Office of In-Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801. 109)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-10
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 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 W WO Color Power Tissue Comblned- Other"

Doppler Doppler Harmonic (Specify) (Specify)

77 Imaging

Ophuiahnic

Fetal

Abdominal

Intra-operative (Specify)

Intra-operetive (Neuro)

Laparoscopic

Pediatric p p P -p P P P

Small Organ

(breast, testes, thyroid) P P P P P PP

Neonatal Cephalic

Adult Cephalic

Trans-recial

Trans-vaginal

Trans-uethral

Trans-esoph. (non-Card.)

Musculo-skeletl

(Conventional) P P P p p P p

Musculo-skeletal

(SuperficiaO P P P P PPP

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardlac

Peripheral vessel P P P P P P P

Urology (including prostate) IkII

N= - new indication; P -pevousy cleared by FA Kt120060: E -added under appendix

-Combined: B/Color Doppler. BIPWO. B/Color Doppier/PWO: -Other: 30. AD

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

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

Prescuiption User (Per 21 CFRG801.109)

ALPINION MEDICAL SYSTEMS Co.. Ltd. E- 11
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CULBE 7 with SP3-8 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applcation Mode of Operation
8 Mi PWD CWD Color Power Tissue ICombined- Other~

Doppler Doppler Hemonlo (Specify) (Specify)
Imaging

Ophthalmic
Fetal
Abdominal p p p p p p p
Intr-operative (Specify)

Intro-operative (Neuro)

Laparoscopic
Pediatric P P p P p P p
Small Organ

(breast, testes, thyroid)
Neonatal Cophalic

Adult Cephatic _____

Trans-rectal

Trans-vaginal
Trans-.jrelhral

Trans-esoph. (non-Card.) _____

Musculo-skeletal
(Conventions)
musculo-skelelad

(Superficial)
Intravascular

Cardiac Adult

Cardiac Pediatric p p p P p p p P
Intravascular (Cardiac)
Trans-esoph. (Cardiac) ____

Intra~rdiac
Periphierel vessel
Urology (including prostate)
N = newr indication; P = PreAosl cleared by FDAR (20060; E - added wider appendix

Comnbined: BiColor Doppler. BIPWD. B/Color DoppleriPWD: -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)

Prescription User (Per 21 CFR 801.109)

ALPINION MEDICAL SYSTEMS Co., Ltd. . E-12
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with 05-8 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
5 M PWD CWD Color Poeor Tissue Combinod' Other-

Doppler Doppler Harmonic (specify) (specify)
Imaging

Ophthalmic
Fetal

Abdominal N N N N N N N
Iritre-peraive (Specify)

tntral-operatlve (Neuro)

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-eseph. (non-Card.)
Mu sculo-skeeta 
(Con ventional)
Muscuio-skeletel

(Superficl) _____

Intravascular
Cardiac Adult

Cardiac Pedlatric N N N N N N N

intravascular (Cardiac)
Trans-esoph. (Cardiac)
finra-cardiac

IPeripheral vessel
Urology (including prostate) _____

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

Combined: B/Color Doppler. BIPWD. 8/Color Doppieu/PWO: -Other: 3D. 40

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

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

Presciption User (Per 21 CFR 801.109)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-13
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510(k) 2-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with L3-12HwDTransducer
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 Powrer Tissue Combined' Other-

Doppler Doppler Harmonic (Specify) (specify)

77 Imaging

Ophthahlc

Fetal

Abdominal

Intr-operatfve (Specify)

Intra-operative (Neura)

Laperascopic

Pediatric

Small Organ N N N N N N
(breast, testes, thyroid)

Neonatal Cephelic

Adult Cephalic

Truns-rectal

Trans-vaginal

Trans-uretal

Trans-esoph. (non-Card.)

Musculo-skeletalNN NN
(Conventional)

Musculo-skeielalN NN
(Supondlela)
Intravascular

Cardiac Adull

Cardiac Pediatric

intravitscular (Cardiac)

Trans-esoph. (Cardiac)

lntra-cardiac

Peripheral vessel

Urology (including prostate)

N = new Indication: P = previousl cleared by FDA: e= added under appendix

Combined: B/Color Doppler. BJPwD, B/Color Doppler/PWD: -Other 3D. 4D)

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

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

Prescription User (Per 21 CFR 80l1109)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-14
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510(k) E-CUBE 7

Diagnostic Uitrasound Indications for Use

E-CUBE 7 with 103-12 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
B M PD CWND Color Por Tissue Combinod- Other"

Doppler Doppler Harmonic (Specify) (Specify)
Imaging

Ophthalmic
Fetal

Abdominal

Intra-operatliv (Specify)
Intro-operative (Neuro)

Laparoscopic

Pediatric

Small Organ N N N N N N N
(boreas, testes, thyroid)I
Neonatal Cephalic ____

Adult Cephalic _____

Trns-rectal

Trans-vaginal ____

Trans -gre Viral

Trans-esoph. (non-Card.)

Muscule-scetetal

(ConvontionoI ______

Musculoseletal

(Sup erfillO____ ____

Intravascular
Cardiac Mull

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

Iotra-cardlac

Peripheral vessel

Urology (including prostate) _____

NW now -indication: P = Previously cleared by FDA: E added under appendix

Combined: W/Color Doppler, BIPWD. BIColor DopplerIPWO: -Other 30. 4D

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

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

Prescuiption User (Per 21 CFROOI1.109)

ALPINIOIN MEDICAL SYSTEMS Co., Ltd. E-15
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with L8-17 Transducer
Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as follows:

ClInictl Application Mode of Operation

B Its PWD CWD Color power Tissue Comblned' Other-

Doppler Doppler Harmonic (SpecIfy) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal

intrit-operahive (Speofty)

intrat-operative (Neuro)

Leparoscopic

Pediatric N N N N N N N
SmallOrgan N N N N N N N
(breast, testes. thyroid)

Neonatal Cophalic;

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-soph. (Mon-Card.)

Mucl-kltlN N N N N N N
(Conventional)
Musclo-sketatal

(Superniclal)

intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cordlac

Peripheral vessel N N NN N N N

Urology (including prostate)

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

Combined: B/Color Doppler. BJPWD. B/Color DoppleriPWf: -Other. 3D, 4D

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

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

Prescription Lastr (Per 21 CFR 801.109)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-16
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with CW 2.0 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Moide of Operation

B M PD CWD Color Por Tissue Combined- Othor'

Doppler Doppler Harmonic (Specify) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intn-operative (Specify)

Intro-operative, (Neuro)

Laparoscopic

Pediatric

Small Organ

(breast, testes, thyroid)

Neonatal Ceplialic

Adult Cephalitle____

Tranis-re ctal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculoskeletal

(Conventional)

Musculo-skeletal

(SuperficaQ)_____

Intravascular

Cardiac Adult P -.
Cardiac Pediatric p

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intre-crdiac

Peripheral vessel

Urology (including prostate) __________

N - norw indication: P = previously Cleared by FDA K 123610; E =added under appendix

'Combined: BiColor Doppler. BiPWD. BiColor Ooppler/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 (OIVO)

Prescription User (Per 21 CFR 801.109)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-17

K132887 Page 017 of 020



510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with CWS.O 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 Combined' Other-

Doppler Doppler Harmonic ISpecify) (specify)

Imaging

Opthanic

Fatal

Abdominal

Intra-operative (Specify)

Intra-operallve (Neura)

Laparoscopic ______

Pediatric

Small Organ

(breast, testes, thyroid)

Neonatal Cephalic

Adult Cepha li

Trans-rectal

Trans-vagInal ______

Trans -urethral

Trans-esoph. (nan-Card.)

Musculo-skele 181

(Conventuonal)
Musculo-skeletal

(Sup officil)
Intravescular

Cardiac Adull - P

Cardiac Pediatric p

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral vessel

Urology (including prs-late) _____

N = ne" Indication: PF rvosycerdbyFAK260 de under appendix

*Combined: 6/Color Doppler. BIPWD. 6/Color DoppleriPWD: Ot1her. 3D. 4D

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

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

Prescriptiofl User (Per 21 CFR 801.10Dg)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-18
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with EV3-1O Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

T w WW Color Poweor Tissue Combined- othor"

Doppler Doppler Harmonic (specify) (specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

intra-operallve (Neuro)

Laparoscopic

Pediatric

Small Organ

(breast, testes, thyroid)

Neonatal Cephalic

Adult Cephalic _____

Trans-rectal N N N N N N

Trans-vaginal N N N N N N

Transi-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal

(Cenvontlonal)i
Musculo-skeletai

(Superficial) i____ ____

Intravascular

Cardiac Adult

Cardiac Pediatric

lntruascuiar (Cardiac)

Trans-esoph. (Cardiac)'

innr-cardiac

Peripheral vessel _____

Iurology (including prostate) N N N N N N

N - new indication: P - prev isly cleared by FDA:Eadded under appendix

Comined: B/Color Doppler, BJPWD. S/Color DopplerdPWD: "Other: 30. 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)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-19
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use

E-CUBE 7 with EC3-1O Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation

W M PD CWD Color Por Tissue Combined' Other'

Doppler Doppler Harmonic (specify) (specify)

Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neowe)

Laparoscopic

Podiatric

Small Organ

(breast, tstles, thyroid)

Neonatal Cephalic

Adult Cephulic

Trans-rectal N N N N N N

Trans-vaginal N N N N N N

Trans-ureltral

Trans-esoph. (non-Card.)

Musculo-skelatal

(Con yen tiono

Mu sculo-ske Iotal

(Superficia)_____
lntravascular

Cardiac Adult

Cardiac Pediatric

intravascuar (Cardiac)

Trans-esopli. (Cardiac)

Intro-cardiac

Peripheral vessel

Urology (including prostate) N N N N NN

N a new, Indication: P - previously cleared by FD:Eadeduerpeni

Combined: B/Color Doppler. BIPWD. B/Color DopplerlPWO: -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)

Prescription User (Per 21 CPA 801.109)

ALPINION MEDICAL SYSTEMS Co.. Ltd. E-20
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