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U—PFL R —MERIC L BER AR (BA5])
(IEC 60825-1, FDA 21CFR 1040.10)

(1) #FRF5~L  Label

m Identification label (Laser product)

' 9
FSS CORPORATION C€
e . ha | Yokohamashi Kanagawa CLASS 2 LASER PRODUCT
Complies with 21 CFR 1040.10 245-0005 Japan IEC 60825-1: 2007
and 1040.11 Q*CEDINfOf_ 09:;305%!15 Manufacturod Complies with 21 CFR 1040.10 and 1040.11
pursuant to ;325367 otice No. ) except for deviations pursuant to Laser Notice
dated june 2 . April 2012 No. 50, dated June 24, 2007
\. J
= Warning explanatory label = Laser hazard symbol
The following warning explanatory label is affixed The specified laser hazard symbol label is affixed
on the protective housing of the product . on the top of the Sensor Unit as the followina photo.

Dimensions: 35mm by 60mm
Letter: Printed (black letters)

with black border on yellow background
Location: On the top of Sensor Unit

INVISIBLE LASER RADIATION
AVOID EXPOSURE TO BEAM

-Laser hazard symbol-
A ¥ ® CAUTION )

L=—YHHN LASER RADIATION
10mW MAX. CW LASER DIODE 780nm g: é L-7xemmRLUTTSL,
CLASS 3B LASER PRODUCT ey itlond MAXIRUM OUTPUT: I

WAVELENGTH-650m
IEC 60825-1:2001

L=Y¥AX—F

anx CONTINUOUS WAVE

7322L-THE CLASSZ LASER PROOUCT
IECH0825-12007 [

m Label for access panel of the sensor unit
The following label for access panel is affixed
on the protective housing of the Sensor Unit.

Dimensions: 20mm by 50mm

o CAUT ION-LASER RADIAT ION
Letter: Prl.nted (black letters)
with black border on yellow background

Location: On the side of the Sensor Unit

-Caution label-
m Laser aperture

The following laser aperture label is affixed on the protective housing of the Sensor Unit.
The location of aperture is indicated with the arrow markings.

Dimensions: 26mm by 60mm
Letter: Printed (black letters)

with black border on yellow
background Location: On the Sensor Unit

f LASER APERTURE
AVOID EXPOSURE-

INVISIBLE LASER RADIATION IS
EMITTED FROM THIS APERTURE

-Aperture label-
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(2) v—¥REOFH Laser Product
L — BB 25 (Laser llluminator Device) CxIEMIZL —FEZ R L TZ O EBIEE T 5L O T DCEIR
AJ1(DC12V)ZACLOOVIZEBL T DAL N =2 H WK, Y — 73 VETHRELIINT LB (DC12V) 8L
TACIL00VEWZ H /)3 okRe 2 A+ 5,

1) 418 Appearance

2) #E Rt Specifications

Power Source Input Rating: AC100-240V, 50/60Hz, 10-20VA
Electrical Protection: Class I
Class 2 Laser Product

Power Supply Cord - For AC100-120V area
UL Listed, detachable power cord set, 3-conductor grounding Type
SVT, No. 18 AWG, 3 m long maximum, rated at AC125V minimum.
- For AC220-240V area
Approved according to EU/EN standards, 3-conductor grounding
Type HO5VV-F, 3 m long maximum, rated at AC250V minimum.

Function 1) Laser llluminator
P=1mW A=650 nm CW *Source Laser: LD (Laser Diode)
(Class 2 Laser Product)
2) AC100V Inverter
Input: DC12V *External Battery
Output: AC100V, 150VA (150W)
Operating Environment Temperature: 0 - 40°C,
Humidity: 85%RH Max (Non-condensing)
Altitude: 2000m Max
Pollution: Degree 2
Installation: Category I

Dimensions Approx. 320(W) x 240(D) x 80(H) mm
2
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Weight

Approx. 3kg

Applicable Standard

CE Marking

Low Voltage Directive: 2014/35/EU

EMC Directive: 2014/30/EU
RoHS Directive: 2011/65/EU

EN 6

1010-1:2010

IEC/EN 60825-1:2014 *Laser

EN 61326-1:2013
EN 50581:2012

3) BKEZ T uy ¥ (7752 Electrical Block Diagram
B FCL—¥F T -l Z0BROEHCERENTEDLIBNDOD 25417, BEFEE !

Power Supply Cord

POWER UNITS
INTERFACE AC-DC LASER
CONVERTER [ CONTROLLER
(ACI00V—DC24V)
AC Input  (A100-240V) Ao DC24
L.N.G(PE)
v Ve DC-AC
*DC Input (DC12V) INVERTER
AC Inlet DC Inlet —! (DC12ZV—ACI00V)
Terminal
1
! L_| Power Outlet
: (AC100V)
1 )
> @ . !
1 1
) )
_____ ko i 1
: POWER (DC12V) : 1
1 - -
1 *External Battery ] : LASER
)
1
|

[m——————————
I BATTERY CHARGER

1 *Solar System

ILLUMINATOR

| PERIPHERAL 1
1 *Electric '

Electrical Block Diagram (1)
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4) HUKEAAE Instruction Manual

B HGi(Instruction Manual)ic ik, TEtoAEZ2 ST &,

Intended product use

Explanation of Laser product

Laser safety (Residual Risk)

Certification and Identification label

Laser and caution labels

For Safe Use of the Product (Requests of Standards IEC 60825-1 / FDA CDRH)

*Ex. Class 3B Laser Product

o o M w N PR

- Control using a key
- Remote interlock connectors
- Safety interlock mechanism
- Laser-emission alarm indication
- Beam shutter *If applicable
- Emergency shutdown switch *If applicable
- Labels
7. Safety Pre-cautions
*Ex. Class 3B Laser Product
- Setup of the laser-controlled area

- Appointment of a laser safety officer

3) L—¥ KKK Optical System for Laser
B L —2DHEEZDL LR ITF—REDNZER AEBERERRLZEEIWNE,

Mirror
Moving object

Reflection beam Receiving lens

Amplifier
:],:f fd
: 5 . wm i \ Callimator lens:
Collimated parallel laser beam: **mm = **mm v . .
Shutter ! d="**mm, f=**mm, NA=**

Positions of measuring laser power (PO - P4)

Optical System
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4) BorTYS AR—Tar AT F R Setup [ Operation / Maintenance Manual
B UTFTOHEBIZOWT, v=a7/MIR#HEN TWBI L,

1. Setup procedures include,

- Health and safety rules for users

- Training for safety operation

- Setup environment

- Power supply as to grounding and connection of power cord
- Operation and manipulation

- Safety interlock of the Laser Sensor *If applicable

- Handling the Laser Product

- ON/OFF operations of the laser

- Precautions (Laser Safety)

2. Accessible radiation during setup and operation
(EE&ifl]

An operator could access the laser radiation from the sensor unit during setup and operation because that ....

*Reference: Example

An operator could not access the laser radiation from the sensor unit during setup and operation because that
this sensor provides a function for automatically turning off the laser, such as in a case in which the laser beam
being radiated onto the object under measurement is aimed at some other point.)

3. Description of warning in the user manual during setup and operation.
(G 5)
&\ WARNING

4 his is a laser product corresponding to Class 3B. Read this operation manual carefully, observe the
do’s and don'’ts given in “User’s Obligations”, by all means, and handle the instrument in advance with
the predetermined operating procedures. Failure to observe the precautionary obligations could result
in a disorder of the eyes or other part of the body.

The following warning is saying that it should not look directly into the output laser and the reflected laser beam

from the sensor unit for safety to eyes.

A
/3
y \ WARNING

Do not look directly into the window and the reflected laser beam from
the object during positioning and measuring.

4. Maintenance only includes cleaning the window glass of the sensor.

(Ecd#fmi]

CAUTION

Do not use benzoline, paint thinner, alcohol, or the like for cleaning. Such chemicals could damage
the coating of the sensor or cause hazing or distortion of the optical system.

5. Description of warning in the user manual during maintenance.

5
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(EE&Hl]

A maintenance person could not access the laser radiation as far as the power switch of the signal
processor is off during maintenance. Even if not doing such manners, the laser radiation stops by the
workings of the interlock system.

& WARNING

Before cleaning the window glass, make sure to switch off the signal processor and unplug the sensor
connection cable. Unexpected emission of laser beam is very dangerous.

5) ¥ —EX(f6H#) Service(Repair) Manual
B UTOEHEBIZOWT, v=2 7 VICEHRSNLTNEIL,

1. Setup procedure includes;

- Precautions (Laser Safety)

- Place of Installation

- Power cord connection

- Connection interface cables

- Controlling peripheral instruments

- Other relating matters for laser safety

2. Accessible radiation during service

(EE&H1]
There are accessible laser radiations during diagnosis of the laser product.
A service person could access the laser radiation (Class 3B, AEL: see Attachment 6) during check of the sensor
unit. The service procedures are only allowed of diagnostic working because that all malfunctioning assembly
parts have to be returned to the manufacturer’s plant.

3. Descriptions for laser safety in the service manual

(FE& 5]
The pre-cautions are saying that the service should be conducted by an authorized person who is familiar with
safety working regarding fire, electric shock and laser hazards with the following caution markings employed
by the Doppler sensor.

The summery of pre-cautions for the service person are as follows.

A ARNING

Pay attention at High Voltage area.

Class 3B invisible laser radiation, wear a protective eyeglass.

Make a protective enclosure to avoid laser radiation.

Turn off the power when removing cover or checking optical parts.
Read the user manual in addtion to the service manual when reparing.

agrwONE

The installation of the instrument is performed by a well-trained engineer according to manufacturing educating
system with laser safety instruction.

4. V—FITRLT Laser Classification
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B HAEEECHELLL—Y 77RO EEERHDIE,

- Class 1
EEE— ANBIZE2 EREIT-Ch, 2 ols, Bt rz VbR e ThiL — TR ThD,
7T 21%, FIWBEXTERMEOB LB 2 I TH2 oW IcEZaeliclbhiza v —3 GRATEL — 35

) B ET,

« Class 1M
U7 AIML —F RIS, R O 22 B AU VRV, ) T, B — ANEEE BRI IIT > ThZ 2 Th oL — i
i ChHd,

- Class 2

400 Nm~700 nm O F&iFHO AR A T DL —VELE THH- T, B X 0L XIIZ 2 TH LN,
BRI — ANEER T A G —F R 0.25 s OB, 75 ADERICEEHL TS, 2T,
%D RO TH-Th, BEEAZRHIEIC L > TREENEUAVAZIIIEFE I NSNSV HEE ISV TN,

- Class 2M
572M L —HP R, FHROL —F e — A& AL — PR T T, M8 A VROBIRICK LT
PR OB N AL — P T D, WIS CHIET 2RIE A OB OB &LVE KSR AL D
TATE — ML T, WSSO 52 i % AV V=B K1, MPEZ LAY, B OREEZ 5% J Al AErERS
b5,

- Class 3R
JFA3R L—HRNIL, B OL~OLR, HEOE — ANBIEE SRR L TMPEZ B2 50 D0, AEL 23
7522 OAEL (AL —HDIE) D5 X iFZ7TALIDAEL (RATHL —HFDIEA) D5 2 THHIEND, EEN
HECBV AT ISR/ NSW L — T HRLE Th B,

« Class 3B
HA~OE—ANFENRAELDHE(NOHD NIZEBWO), BRI DR O T, @H AR/ — L,
YRR A OB I TE 2 TH D, 77 A3B DAEL TfEDITA3B L —W, O R EMEE X X a] o
UKk ZE G| ERITREEMEN DD, 72771, ZHUTE — O EREIN/ NIV, IIE L&A T I E D,

- Class 4
ITAL4 L—H R, B — ANOBIZE K R JE~OFBNIIERTHY, EIPi SN OBIEL fERR L7225 FIREMEDS
DL — PR T D, TNHOL—HIE, PAIT Lo TIRK KD RIS,

« Class 1C
A, 2, BT, SJUIBE, LOEY, [IZEOEDOII72LF~OHBELT, KESUIERNMERC L —V %
BEHERNTZE2BRUL—F R TS, 1950 — WS, 77A3R, 77 A3B XTI TR4DL LD
BabdHoN, — 2L EOHEMNTFEICES>TH~OB KA L T2 Ths, RIEIHT 5L~ H®
\ARIF T DD T, Z ORI L2 2K CaE T 5,

5. {REEAK(\UPY) Protective Housing

B TEOERZWHEITHIERZEARLTIZLE(HE, BEEORHBNVE),

1. —REHE
KL —HFHRULIE, FTEOMMBICREL THAEAICIE, 79A1 OAEL %82 AL —Wh GkdEL — Wl
e, IR D ANROPIZIRAEZR TR T AT DIRH#EEE 1%, 2 TOZRIT IR B0,
72120, AMEOYIE R OREED T2l B THDE AL,

2. ¥—ER
P —EADTZDBA L UIBEN DN TEA L F 7 DS TR L — WL O3 & 1A U TR EPR L
DB, TOE OB K OBENIT T E X3 T B L EE T 5107 HiEIC k> TL ek
X H720F U2 B0,
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6. L—VHEHRALTr—F Laser Indicator

B TRCEYUTIHEAIE V—PBESEAL VT — OB ZRIHDOIL,

FEEM400 nm Z FESD, XiX700 nm 2z 57FA3R DL —FL 2T 4, i NTI7FR1C,7F7A3BR U

FR4 OL—F VAT AX, FTRREMEISRTIE 25720,

- =YL RT ADAA T WA NI p ol b, BRI E TS ALY DE 52T HI01 > T
TR B,

- MOEALEIL, 7o — =T XX EMEOH LR G TR sin,

- BRI RO N REEL THLMNC R Z DO TRIFIUER B0,
- AHDEEGIEE T T AIM KOV TA2M (6T AAEL B2 AL — VU g FIcBiER TE AL
A IVAER G ABRAN DR AU E AN YA TN

- JEHAHEE K O —F B D OV b, B EEEE) D2 m L EEETZ e TEAL AL, FREIC
SR e A A QAN SR A E AN SYAN A

- L=V, 2 AL EDOH OB O Z2BL TSN DIEAITIE, AIfeEssE L, L —e iishn
ZHT B 0 SUEBH D REEZ BB IR R Ll iU 7e H72 0,

7. BRE, RUORBR(GHE®EH) Inspection / Testing (Quality Control)

B FDA(CDRH)!Z. Laser Product Report (Part 8) CHRER URABRIC OV T OERYEH Y T DT
TEROERICH - e HEPBETT, (FEEEHICEHT 3 EHH)

8.1 Attach, and identify as attachments to Part 8, samples of documents that describe, specify, or

relate to procedures or tests used to ensure compliance of your reported product with the standard,

including compliance with all performance, labeling, and informational requirements. These may include:

Specification controls for critical components,

manufacturing and assembly control procedures,

inspection and test control procedures,

assembly and test traveler forms,

inspection and test reports and checklists, and/or

other(s)

AN AN AN A A
N N N N N N

(specify)

8.2 If formal quality control and testing procedures have not been implemented or are not sufficient to
assure that your product(s) will comply with the standard, explain how you assure that your
products comply and submit supporting documentation.

NOTE: Section 1010.2(c) requires that certification be based on a test, in accordance with the standard, of
each unit or on a program in accordance with good manufacturing practices. Failure to maintain
an adequate testing program may result in disapproval of the program by CDRH.

8. #HBrfE:  Instrumentation

B FDA(CDRH)iZ, Laser Product Report (Part 10) CL— &I DR - BB 3 25 HEIER O IE
LA BERL TOET, (RBRBEEORIERLER)

Describe those tests and controls used to ensure that the reported product will remain in compliance with

the Federal laser product performance standard during its useful life. Items to be addressed include:

10.1 List the instruments you use to determine compliance of the reported product with the standard.
Describe these instruments or provide copies of specification sheets. Identify each detector's
aperture size, if applicable.

Copyright © FSS 2016



10. V—PHIRT NA R (EE)

Laser Device employed by product

Rev.0

H FDA(CDRH)IZ. Laser Product Report(Part 2) CL—HFRIEIZERL TWABL—FF AL ZP3ZREEX

NTWBENEINDEIELZERLTVES, (L—FFL20EEH

2.4 Does your product incorporate a noncertified laser product?

If yes, identify the manufacturer(s), brand(s), model(s), and describe the type of product.

11. #DOfth, Others

1) BUEA—A —(E M) LA EE CRE) D& TTREBEE (A A1)
*FDA(CDRH)H3% i (LASER PRODUCT REPORT)

(1]

SAMPLE

PART

(B

(

LASER PRODUCT REPORT

1: MANUFACTURER AND REPORT IDENTIFICATION

Manufacturer: _ ###%% _ Co, Lid,

)Yes

Address

R btk bk

226-8507, Jopan

Manufacturing Firm: dedrd i Co., Ltd., Utsunomiya Plant

Address R e s
Utsunomiya-shi, Tochigi 321-0155, Japan

Corresponding official:

Signature: - LS

Name & title:__swwwwwws |, Vice President

Address __ 3 wwwwwswn wxwsdww  Yokohama 226-8507, Japan

Telephone number : +81-45- #sesswss

Firm's Prime Contact or Responsible Person if different from above:

Name & utle: Ceneral Manager

o EkkEdERkE

Teleph number ; +81-45- sxsksain

Importing agent (For manufacturers exporting to the U.5,, see 21 CFR 1005.25.):

Sig Sz 7% QL--—"’L_ i
(Or attach copy of wrdten agrgement g#ith agent)

Name & title seseeres  Vice President =
Address deddik sk bk kkdr  Ing

1L 60101, US.A.

Telephone number R R

Report type: (X) Laser Product Report, or

() Supplement to CDRH Accession No.

submitted on (date)

Date of this report: __Month Dav. Year

Laser Product Report

Laser Product Report

Copyright © FSS 2016
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2) 38A[E (Accession Letter of FDA CDRH)
[#i1]

DEPARTMENT OF HEALTH & HUMAN SERVICES PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
CENTER FOR DEVICES AND
RADIOLOGICAL HEALTH

10903 New Hampshire Avenue
WOB6-4617

Silver Spring, MD 20993

May 1, 2014

Retrence ]

TOKYO, JAPAN 184-0012

This is to acknowledge receipt of your Apsil 16, 2014, document, which was filed pursuant to the regulations
for the administeation and enforcement of the Radiaton Control for Health and Safety Act of 1968 (utle 21,
code of Federal Regulations, Subchapter ) as they pertain to Initial Product Report requirements.

Your document has been assigned an accession numberof| |, and has been classified as a(n) Initial
Product Report (pursuant to Part 1002, Subpart B of the Regulation referenced above).

Further, the submittal has been assigned an informal subject title of “This submission is a(n) Initial Product
Report. These Research, Scientific, Laboratory Laser Products include designated model family
series with model(s) [ 1.

This acknowledgement does not constitute approval of the document. You will be contacted if any questions
or comments arise concerning your document.

WARNING:

THE ACCESSION NUMBER ASSIGNED TO YOUR SUBMISSION DOES NOT IMPLY, CONVEY OR
CONSTITUTE FDA APPROVAL OF ANY REPORT, APPLICATION FOR VARIANCE OR
EXEMPTION, NOTIFICATION, OR ANY OTHER SUBMISSION OR ITS CONTENTS. THE
ACCESSION NUMBER IS ONLY AN ACKNOWLEDGMENT THAT FDA HAS RECEIVED YOUR
SUBMISSION. IT MAY BE REVOKED BY FDA. ITS DISCLOSURE IS YOUR RESPONSIBILITY. IT
IDENTIFIES YOUR SUBMISSION FOR PRODUCTS OR PRODUCT FAMILIES IDENTIFIED IN
THIS MESSAGE.

Be advised that failure to comply with FIDA regulations may result in notification of
affected persons and corrective actions at no cost to the purchaser, pursuant to 21 CFR Part
1003 — Discovery of Defect or Failure to Comply and 21 CFR Part 1004 —- Repurchase,
Repairs, or Replacement of Electronic Products.

Please note that your firm is required to submir an Annual Report to CDRH every year by September 1.

All Radiological Reports may be prepared using FDA's Electronic Submissions software which can be
downloaded at http://www.fda.gov/Forlndustry/FDAeSubmitter/ucm108165.htm. For more information on
the FDA's eSubmitter program please see the following websites:

Radiological Health - http://www fda.gov/Radiation-EmittingProducts/default htm

Electronic Submissions (instead of paper reports) -

FDA Electronic Submissions Gateway -

Thank you for your cooperation. If any questions or concerns arise during our review of your report, we will
notify you. If you have any questions, contact us at (301) 796-5710.

Sincerely Yours,

Robert J. Doyle

Chief, Magnetic Resonance and Electronic Products Branch
Office of In Vitro Diagnostics and Radiological Health
Center for Devices and Radiological Health

10
Copyright © FSS 2016



