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510(k) Prenndcet Notification SONOACE R3 Diagnostic Ultrasound System

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Premarket Notification
in compliance with 21 CFR, Part 807, Subpart E, Section 807.92.

1. Submitter's Information: 21 CFR 807.92(a)(1)

MEDISON CO., LTD.
1003, flaechi-dong, Gangnamn-gu,
Seoul 135-280, Korea

Contact Person:
Mr. Kyung-Am, Shim
Regulatory Affairs Manager

Telephone: 82.2.2194.1381
Facsimile: 82.2.2194.1399

Data Prepared: April 6, 2010

2. Name of the device:

Common/Usual Name-
Diagnostic Ultrasound System and Accessories

Proprietary Name:
SONOACE R3 Diagnostic Ultrasound System

Classification Names: FR Number Product Code.
Ultrasonic Pulsed Doppler Imaging System 892.1550 IYN
Ultrasound Pulsed Echo Imaging System 892.1560 LYO
Diagnostic Ultrasound Transducer 892.1570 [TX

3. Identification of the predicate or legally marketed device:

K08 1676, SONOACE X6 Diagnostic Ultrasound System
K061213, SONOACE PICO Diagnostic Ultrasound System
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5 10(k) Pmemarket Notification SONOACE R3 Diagnostic Ulttrasound System

4. Device Description:

The SONOACE R3 is a general purpose, portable, software controlled, diagnostic
ultrasound system. Its function is to acquire ultrasound data and to display the data as B
mode, M mode, color Doppler imaging, power Doppler imaging, PW/CW spectral
Doppler mode, Harmonic imaging, Freehand 3D imaging mode or as a combination of
these modes. The SONOACE R3 also gives the operator the ability to measure anatomical
structures and offers analysis packages that provide information that is used to make a
diagnosis by competent health care professionals. The SONOACE R3 has real time
acoustic output display with two basic indices, a mechanical index and a thermal index,
which are both automatically displayed.

The SONOACE R3 has been designed to meet the following product safety standards:
- UT. 60601-1, Safety requirements for Medical Equipment
- CSA C22.2 No. 601.1, Safety requirements for Medical Equipment
- 1EC60601-2-37, Diagnostic Ultrasound Safety Standards
- EN/11EC60601-1, Safety requirements for Medical Equipment
- ENIIEC60601-1-2, 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 Indices on Diagnostic Ultrasound Equipment
- IEC 61157, Declaration of the acoustic output
- ISOI0993-1, Biocompatibility

5. Intended Uses:

The SONOACE R3 Diagnostic ULT]trasound System and transducers are intended for
diagnostic ultrasound imaging and fluid analysis of the human body.

The clinical applications include: Fetal, Abdomrinal, Pediatric, Small Organs, Neonatal
Cephadic, Trans-rectal, trans-vaginal, Muscular-Skeletal (conventional, superficial),
Cardiac Adult and Peripheral-vessel.

6. Technological Characteristics:

The SONOACE 10 is substantially equivalent to the SONOACE X6 Diagnostic
Ultrasound System, cleared via KOS81676, and the SONOACE PICO Diagnostic
Ultrasound System, cleared via K061213. All systems transmit ulirasonic 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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DEPARTMENT OF HEALTH & HUMAN SERVICES:4 F~~~~~~~~~~~~~~~~~~~~~~~~lood and Drug~ Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver SpringI MD 20993-0002

JUL 1 3 201
Medison Co., Ltd.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 2 5t1h Street NW
BUFFALO MN 55313

Re: K(101829
Trade/Device Name: SONOACE R31 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYN, IYG, and ITX
Dated: June 30, 2010
Received: July 1, 2010

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket ndtification 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 fdr
use with .the SONOACE R3 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

C2-4/20 EC4-9
CN2-8 L5-12/60
CN4-9 LN5-12/40



Page 2 -Mr. Job

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 2 1, 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/CDRJJOffices/ucin 1115809.htmn for
the Center for Devices and Radiological H-ealth's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 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,

Donald St. Pierre
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



510(k) Preniarket Notification SONOACE R3 Diagnostic Ultrasound System

Indications for Use

51I0(k) Number (if known): ______

Device Name: SONOACE 10 Dia~nostic Ultrasound System

Indications for Use:

The SONOACE R3 Diagnostic Ultrasound System and transducers are intended for diagnostic
ultrasound imaging and fluid analysis of the human body.

The clinical applications include: Fetal, Abdominal, Pediatric, Small Organs, Neonatal Cephalic,
Trans-rectal, trans-vaginal, Muscular-Skeletal (conventional, superficial), Cardiac Adult and
Peripheral-vessel.

Prescription Use ___ Over-The-Counter Use ___

(Part 21 CER 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTWNE ON ANOTHER PAGE OF NEEDED)

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

Division of Radiologicai DevicesPae1ol
Office of in Vitro Diagnostic Device Evaluation and Safety

510K-

Indications For Use Section 1.3, Page I



5 1 0(k) Prernarket Notification SONOACE R3 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: SONOACE R3 Diagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaing or fluid flow analysis of the human body as follows:

Clinical Application Mode of r ation ('includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined- Other

(Track I only) (Tracks I & III) Dopplr (Spec.) (Sc.
Ophthalmnic Ophthalmic

Fetal (See Nose 3) N N N ____ N Note I Notes 2,7,8
Abdominal N N N N Note I Notes 2.7,8

Ioam-operativ (See Note 6)

Intra-perative (Neuro.)

Fetal Iuaging Laparoscopic

& Other Pediatric N N N N Note I Notes 2,5,6,7,8
Small Organ (See Nols .) N N N N Note t Note 2,5,6
Neonatal Cephalic N N N N Note I Notes 2,8
Adult Cephalic
Trans-rectal N N N N Note I Note 2.7,8
Trans-vaginal N N N N Note I Note 2.7,8
Tnras-urethral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent) N N N N Note I Note 2,5,6
hMuseulo-skel. (Superfic.) N N N N Note I Note 2.5,6
Intra-luminal
Other (spec.)

CardiacAdult N N N N NoweI News 4
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (Spec.)

Peripheral Peripheral vessel N N N ____ N Note I Notes 2,5,6,8
Vessel Other (spec.)III

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

Color Doppler inchlues Power (Anmplitude) Doppler
Note I: B+K4 B4-PW, B+Cclor, B-fPD, B-IColor+PW, BI-PD+PW, BA-Color+C.lor M
Note 2: Includes imaging for guzidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
NoteS5: For example: thyroid, parathyroid. breast, sceotss, and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organes and peripheral vessel
Note 7: Tissue Harmonic Inmaging (MH)
Note 8: 3D imaging

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

Divsion of Radiological Devices
Indications For Use Offie of in Vitro, Diagnostic Device Evaluation and Safety Section 1.3, Page 2

510K. A!16 f



510(k) Prenuarket Notification SONOACE R3 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: C2-4/20 for use with SONOACE R3
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode ofO e ration ('inc~ludes simultaneous B-mode)
General Specific B Ml PWD CWD Color Combined' Other

fracU Ioly)~ (Trocks I & Ill) D -ppler-Z (Spec.) (Spec)
Ophithalmtic Ophthalnmic

Fetal (See Note 3) N N N ____ N Note I Notes 2.7,8
Abdominial N N N N Note I Notes 2,7.8
Innta-operative (See Note 6)
Intam-operative QNeuro.)

Fetal Imaging Laparoscopic
& Other Pediatric N N N N Note I Notes 2,5,7,8

Small Organ (See NoteS5)

Neonatal Cephalic
Adult Cephalic

Tranes-rectal

Trans-vaginal

Trans-urethiral
Tranes-esoph. (non-Cardiac)

Mtusculo-skel. (Convent.)

Mustulo-skel. (Superfic.)

Inlra-lurninal

Other (spec.)

Car-diacAdult N N N _ _ N Motel News 4
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Peripheral Perphra vssel
Vessel Other (spec.)

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

Color Doppler includes Power (Amplitude) Doppler
Note I: B+M, B+PW, B+Color, al-PD, B4Color+PW, B+PD+PW, B-tColor+Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: tacludes infertility monitoring of follicle development
Note4: Color M-mode
NoteS: For example: thyroid, partathyroid, breast, scrotumr and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: ruissue Harmonic Imaging (TM])
Note 8: 3D imaging

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

Indications For Use Section 1.3, Page 3

Offce f I Viro ianosic evie Ealutin and Safety

510OK /AIf Df



510(k) Prenmarket Notification SONOACE R3 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CN2-8 for use with SONOACE LU
Intended Use: Diagnostic ultrasound ima zing or fluid flow analysis of the human body as follows:

Clinical Application Mode ofO 0eration (-includes simaultanecous B-mode)
General Specific B M PWID CWD Color Combined* Other

(Track I only) (Tracks I & Ill) Doppler-~ (Spec.) (Spec.)
Ophithalmnic Ophthalmic

Fetal (See Mole 3) N NH N N Note I Noews 2,7,8
Abdomainal N N N N Note I Noews 2,7,8
Intrai-operrstive (See Note 6)
Intai-operative Q'Jeur.)

Fetal Imaging Laparoscopic
& Other PediatricN N N N Note I Noews 2,7,8

Salrgn(See NroteS5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal
Transa-vaginal
Trans-urethiral
Trana-esoph. (non-Cardia~c)

Musculo-skel. (Convent.)

Musculo-skel (Superlic)

latra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal(Cric

Peripheral Peripheral vessel
Vessel Ote(se)

N rnew indication; P=- previously clae by FDA; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amoplitude) Doppler
Note 1: B4-M, B+PW, B+Coior, B4-PD, B+Color+PW, BA-PD+PW, 84-ColortColor M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
NoteS5: For example: thyroid, pacuthyroid, breast scrotmrn and penis in adultl pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (HTil)
Note 8: 3D imaging

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Presription Use (Per2l CFR 80l1109)

Indications For Use Section 1.3, Page 4
0,vsioo of Radiological Devices

Office oflIn Vitro Diagnostic Device Evajuastion and Safety

510K- 4A K



510(k) Premarket Notification SONOACE R3 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CN4-9 for use with SONOACE EU
Intended Use: Diagnostic ultrasound ima ~ing or fluid flow analysis of the human body as follows:

Clinical Application Mode ofO0 ration ('includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined' Other

(Track I only) (Tracks I & Ill) Doppler' (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal

Intrm-operative (See Note 6)

Intam-operative (Newro.)
Fetal Imaging Laparoscopic

& Other Pediatric N N N N Note I Notes 2,8
Small Organ (See Nowe 5)

Neonatal Cephalic N N N NNote I Notes 2,8
Adult Cephalic

Trans-recial

Tram-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-iskel. (Superfic.)

Other (spec.)

Cardiac Adult ---

Cardiac Cardiac Pediatric

Trans;-esophageal (Cardiac)

Other (spec.)
Peripheral Peripheral vessel N ____ N Note I Notes 2,8

Vessel Other (spec.)

fl ew indication; P=- previously cleared by IFD E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitisde) Doppler
NOte 1: B+M, B4-PW, RB-Color, B+PD, B+Color-+PW, B+PD+PW, B+Color+Color MA
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitring of follicle development
Note 4: Color M-mnode
Note 5: For example: thyroid. parathyroid, breast, scrottam and penis in adult, pediatric and neonatal patients
Note 6: Abdominal oergans and peripheral vessel
Note 7: Tissue Harmonic Imaging (ral
Note 8: 3D imaging

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

Indications For Use Division of Radiologial~ Devices Section 1.3, PageS5
Office, of In Virifa Diagnostic Device Evaluation and Safety

51IOK__________



SI10(k) Premarket Notification SONOACE LU Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: EC4-9 for use with SONOACE R3
Intended Use: Diagnostic ultrasound ima zing or fluid flow analysis of the human body as follows:

clinical Application Mode ofO0 ertiot(nldssmlaeu oe
General ~~~Specific B M WD wD Clr Combined' Other(Track t only) (Trucks I & III) Dper (Spec.) (Spec.)

Ophthfalmic Ophthalmic

Fetal (See Note 3)- --

Abdominal
Inn- ope-utie (See Note ~6)

Fetal Imaging Laparoscopic
& Other Peedisatrc

-SmalOrga (See Note 5)~

Neonatal Cephalic

Adult Cephalic
Tram-rectal ~N -N -N N otiINte 2,7,-8

Trans-vaginal N N N N Note -I Note 2.7,8

Tas-uretl,ralo` Cd.

Musculo-skel. (Supyerai.)

Intra-luminal

Other (spec.)

Cardiac Adult- - --

Cardiac Cardiac Pediatric

Trn-e.sophageal (Cardia)

Other (spec.)

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

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

Color Doppler includes Power (Amplitude) Doppler
Note I: B+M, B#PW, Bi-Color, HB-PD, B+Color+PW, B+PD+PW, B+Coio,+Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
NoteS5: For example: thyroid, parathyroid, breast scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organes and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging

Concurrence of CDRH, Office of In Vitr'o Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

Indications For Use~Divsin fo-ffIndications For Use Division of Radiological Deie Section 1.3, Page 6
Office of In Vitro Dtagnosttc Device Evaluation and Safet

510OK PAI 1S



510(k) Premarket Notification SONOACE R3 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: L5-12/60 for use with SONOACE R3
Intended Use: Diagnostic ultrasound ima ging or fluid flow analysis of the human body as follows:

_____________Clinical Application Mode ofO e ration (inelue simultaneous B3-mode)General ~~~Specific B M PWD CWI) Coo Combined' Other
(Track I only) (Tracks I & II)- Doppler- (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal

lonl-opcrative (See Nove 6)
himi-operative (Neuro)

Fetal Imaging Laparoscopic
& Other Pediatric N N N N Note I Note 2,5,6

Small Organ (See Note .5) N N N N Note I Nt ,,

Adult Cephalic

Trans-vaginal

Trans-urethral

Te m-sph. (non-Cardiac)
Muaculo-skel. (Convent) N N N N NoeINote 2,5,6
Musculo-skel. (Superftlc.) N N N N Note I Note 2.5.6
Intra-lumninal

Other (spec.)

Capdiac Adult--
Cardiac Cardiac ~Pedialde

Tians-esophageal (Cardiac)

Peripheral Peripheral vessel N N N ____ NNoeIot5,
Vessel Otaher (spec.) -NNt

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

Color Doppler includes Powver (Amnplitiide) Doppler
Note I: B+M. H+Pw, B*Color, B+PD, R+Coor4PW, B4-PD+PW, B4-Color+Color, M
Note 2: Includes imaging for guiidance of biopsy
Note 3: Includes infertility monitorngl of follicle development
Note 4: Color M-fmode
NoteS: For example: thyroid. parathyroid, breast, scrotum and penis in adult, pedialsic and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Timmu Harnonic tenaging CFR8)
Note8: 3D imaging

Concurrence of CDIIH, Office of In Vitro Diagnostic Devices (OlVD)
Prescription Use (Per 21 CFR 801.109)

Indications For Use < ~ Z / ~ ) eto .,Pg
D4'ision of Radiologial Devices

Office of in, Vitro Diagnostic Device Evaluation and Safety

510K ) r



5 10(k) Pretiarket Notification SONOACE R3 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: LN5-12/40 for use with SONOACE R2
Intended Use: Diagnostic ultrasound imanging or fluid flow analysis of the human bod as follows:

_______________Cinical Application Mode of etin'cldsimtanos BMode)General peific B M PD CD Color Combined' Other(Track I only) (Trak I & IlI) - Doppler' (Spec. (Succ.)
Ophithlmskic Ophthsalmic

Fetal (See More 3)- - --
Abdlominal - - - _ _ _ _ _

71;T-operatie (See Note ~6)
Inrn-operative ~(Neur.)

Fetal Imaging Laparoscopic- - - ____

& Other Peediatric N N N Note I Note 2,5,6
Small Organ (See Am Note) N N N Note I Note 2,5,6
Neonatl Cephalic
Adult Cephlmic- - _______ _____ ______

7-Trassopk ~(non-Cardiac)
Muscuo-skel. (Superfi.) N -NNNoeIot25,

Inta-husninal- - -

Other (spec.) - -

Cardiac Adult- - --Canfiac Cardiac Pediatric- - -_______ ________

Trans-esophageI ~(Cardiac)

~Peripheral Perpheral vessel N N NNNoeIot5,Vessel Other (spec. ) N N Now_______ ________ 1 ____________

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

Color DOPPler includes Power (Amplitude) Doppler
Noted: B+M, B4-PW, BA-Color, B+PD, B+C0lor+PW, BA-PD+PW, B+Color-AColor MNote 2: tncludes imaging for g~uidance of biopsy
Note 3: Includes infertility monitoring of follicle developmen
NOte 4: Color M-rnode
NoweS: For example: thyroid, paratlaysrid, breaist, scrotumn and penis in adult, pediatric and neonatal patientsNote 6: Abdominal organs, and peripheral vessel
Note 7: Tissue Harmonic Imaging (FHM)
NOte 8: 3D imaging

Concurrence of CDFU-f, Office of In Vitav Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 80 1.109)

Indications For Use bvsdiSgL " Section 1.3, Page 8
Division of Radiological Devices

Offica of In Vitro Diagnostic Device Evaluation and Safety

610K - b


