Ver.1
FDA(CDRH)EESRE W EHR L —H —< =27 Il

L—H&GRIZ DT, KXEFDA(CDRH)DEEA%1551-%IZ1%. LASER PRODUCT REPORTZ{ERL THBIZ
BT BEEFERSNETH, COBHEROL —FREDL—HF -1 7 LB ELLVET,
M7 =a7 )l(Instruction Manual)[ZFE# Y SNBEIDL T, BAERITHEHLET .

(1) FDA(CDRH)LASER PRODUCT REPORT MDZER
A—H— RUY—EXRBFHR(I=27/L) DIE —DRHEKIL., F4EP(PART 4)DNERICEET 5 EKIER
LDFER] IZEEE SN TOET , ERBIIZIE, FDA PART 1040.10 (h) DERNBEZRRL-Y=17 L%
RHETAZENARETHIC, MADHEE. RULRL(CEI 2EICREL TIRHE T AIENTHEET,

LASER PRODUCT REPORT (FORM FDA 3632 (09/20) Guide for Preparing Product Reports for Lasers and Products Containing Lasers)

PART 4. COMPLIANCE WITH THE INFORMATIONAL REQUIREMENTS

4.1 Submit copies of user and servicing information (operator and service manuals) for your laser
product. If the manuals are very extensive, submit those portions that confirm compliance
with Section 1040.10(h) [and 1040.11(a)(2), if a medical laser product] and that permit
understanding how your laser product functions.

See Compliance Guide, page 8, for assistance.

Are copies of user and service information attached to this report?

(X)Yes ( )No
If "Yes," please identify attachment:

If "No," lease explain why not

NOTE: These materials may also be used in the product description required by Part 5.
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(2) FDA PART 1040.10 (h) DER

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER J - RADIOLOGICAL HEALTH

PART 1040 -- PERFORMANCE STANDARDS FOR LIGHT-EMITTING PRODUCTS
Sec. 1040.10 Laser products.

(h) Informational requirements - (1) User information. Manufacturers of laser products shall provide as an integral part of
any user instruction or operation manual which is regularly supplied with the product, or, if not so supplied, shall cause to be
provided with each laser product:

%FDA U.S. FOOD & DRUG: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfim?FR=1040.10
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B Product Summary

The instrument is the product that is connected to the specified product to use.
This instrument is designed as a class 1 laser product according to IEC 60825-1:2014.
The laser system employs LD (laser diode) provided by laser manufacturers.

Product Function and Specifications
Regarding the operations of the laser product, please see the Instruction Manual.

Bl Operation and Maintenance Procedures

(1) Operation procedure includes;

1) Safety Precautions
Use sufficient care regarding the following cautions to use this instrument correctly and safely.

2) About Warning Labels
The warning labels of this unit is stuck on the position shown in the following figures of the main body and
the optical head. Be sure to follow the directives of the warning labels.

3) Cautions at Transferring and Setting the Unit
This unit which equipped xxx as the anti-vibration platform can be used on a desktop and can also be
transferred easily. There are 4 points that need to be followed when transferring and setting the equipment.
Describe these points hereinafter.

4) Precautions for Use
Use sufficient care regarding the following cautions to use this unit correctly and safely.

(2) Maintenance procedure includes;
1) Replacement of consumable parts
2) Cleaning
3) After service
4) Transport

The followings are caution/warning relating laser safety.

1. Always turn the power supply Off when performing maintenance of each part. If maintenance is
performed with the power On, electric shock may occur and/or the system may be damaged.

2. Customers should never repair this system unless specifically directed in this operation manual or by
an authorized representative of our company. Removing or opening covers other than those directed
can expose the user to high voltage causing electric shock or burns and causing secondary problems.
For consumable part replacement follow the operation manual or directions from an authorized
representative of our company.

3. Do not watch directly the laser irradiated from the optics system of Optical Head of this unit. Optical
Head is a class 1 laser product. It is safe during normal usage, but be careful not to watch for extended
periods of time.

(3) Accessible radiation during operation;
An operator could access the laser radiation from the product during operation of the instrument,
however there is no hazardous laser radiation due to Class 1 Laser Product.
See the Instruction Manual in detail.

(4) Warnings relating laser safety
The followings CAUTION/ WARNING are indicated on the instrument.
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B Setup Procedure

(1) Setup procedure includes;
1) Place of Installation
2) Power cord connection
3) Connection Diagram with the product
The above contents are described on “Safety Preparations” in the instruction manual. The followings are
caution/warning relating laser safety.

1. Before plugging in or unplugging this system or units connected to this system, be sure to the power for
this system and units Off before plugging in or unplugging. If the units are plugged in or unplugged with
the power On, electric shock may occur and/or the system may be damaged.

2. Always be sufficiently aware of the environment when installing or using this system. Under the
inappropriate environment, this system cannot show original performance, the system may be
damaged, or the user may be exposed to dangers such as burns or electric shock. In particular, NEVER
use in a combustible environment. There is a large danger and explosion or fire may be induced by
spark discharges in relay circuitry, etc.

3. The customer should never modify this system unless specifically contracted to do so with our company.
Modifications can lead to system damage and can cause danger to the user. In addition, “Modification”
here represents a different state to the system hardware or software from the delivered specifications
(or contract details).

(2) Description for a caution in the user manual during the setup.
It's not considered a risk of hazardous laser radiation during the setup.

See the Instruction Manual in detail.
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mEEEER *TRCURL

1) FDA LASERPRODUCT REPORT (FDA 21 CFR Part 1040.10 Laser products)
https://ujisafety.jp/files/aboutus/c1-12.pdf

2) L—YLR—MERICHELZEHTER (E&H)

https://ujisafety.jp/files/aboutus/tec_document for laser report.pdf

3) Laser Products and Instruments (U.S. FOOD & DRUG)
https://www.fda.gov/radiation-emitting-products/home-business-and-entertainment-products/laser-products-and-instruments

4) FORM FDA 3632 (09/20) Guide for Preparing Product Reports for Lasers and Products Containing Lasers
https://www.google.co.jp/url?sa=t&rct=j&g=&esrc=s&source=web&cd=&ved=2ahUKEwiKO0sLzNrtAhUtK6 YKHR
niA78QFjABegQIARAC&url=https%3A%2F % 2Fwww.fda.gov%2F media%2F 72593%2F download&usg=AOvV
aw0PpJEAbw3IlljuOxDh1wBrb
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(h) Informational requirements.

(1) User information. Manufacturers of laser products shall provide as an integral part of any user instruction or operation
manual which is regularly supplied with the product, or, if not so supplied, shall cause to be provided with each laser
product:

(i) Adequate instructions for assembly, operation, and maintenance, including clear wamings conceming precautions to
avoid possible exposure to laser and collateral radiation in excess of the accessible emission limits in tables I, II
-A, 1, II-A, II-B, and VI of paragraph (d) of this section, and a schedule of maintenance necessary to keep the
product in compliance with this sectionand  § 1040.11.

(i) A statement of the magnitude, in appropriate units, of the pulse durations(s), maximum radiant power and, where
applicable, the maximum radiant energy per pulse of the accessible laser radiation detectable in each direction in
excess of the accessible emission limits in table 1 of paragraph (d) of this section determined under paragraph (e)
of this section.

(iii) Legible reproductions (color optional) of all Iabels and hazard wamirigs required by paragraph (g) of this section and
§ 1040.11 to be affixed to the laser product or provided with the laser product, including the information required
for positions 1, 2, and 3 of the applicable logotype (figure 1 of paragraph (gX1)ii) or figure 2 or paragraph
(gX2)X(ii) of this section). The comresponding position of each label affixed to the product shall be indicated or, if
provided with the product, a statement that such labels could not be affixed to the product but were supplied with the
product and a statement of the form and manner in which they were supplied shall be provided.

(iv) A listing of all controls, adjustments, and procedures for operation and maintenance, including the waming
“Caution—use of controls or adjustments or performance of procedures other than those specified herein may result
in hazardous radiation exposure.”

(v) Inthe case of laser products other than laser systems, a statement of the compatibility requirements for a laser energy
source that will assure compliance of the laser product with this sectionand  § 1040.11.

(vi) In the case of laser products classified with a 7 millimeter diameter aperture stop as provided in paragraph (€)(3)( i )
of this section, if the use of a 50 millimeter diameter aperture stop would result in a higher classification of the
product, the following waming shall be included in the user information: “CAUTION—The use of optical
instruments with this product will increase eye hazard.”

(2) Purchasing and servicing information. Manufacturers of laser products shall provide or cause to be provided:

(i) Inall catalogs, specification sheets, and descriptive brochures pertaining to each laser product, a legible reproduction
(color optional) of the class designation and wamning required by paragraph (g) of this section to be affixed to that
product, including the information required for positions 1, 2, and 3 of the applicable logotype (figure 1 of paragraph
(eX1X i) or figure 2 of paragraph (g)(2)( ii ) of this section).

(ii) To servicing dealers and distributors and to others upon request at a cost not to exceed the cost of preparation and
distribution, adequate instructions for service adjustments and service procedures for each laser product model,
including clear wamnings and precautions to be taken to avoid possible exposure to laser and collateral radiation in
excess of the accessible emission limits in tables I,I-A, II, II-A, II-B, and VI of paragraph (d) of this
section, and a schedule of maintenance necessary to keep the product in compliance with this section and §
1040.11; and in all such service instructions, a listing of those controls and procedures that could be utilized by
persons other than the manufacturers or the manufacturer’s agents to increase accessible emission levels of radiation
and a clear description of the location of displaceable portions of the protective housing that could allow human
access to laser or collateral radiation in excess of the accessible emission limits in tables I, II-A, II, MM-A, I
-B, and VI of paragraph (d) of this section. The instructions shall include protective procedures for service
personnel to avoid exposure to levels of laser and collateral radiation known to be hazardous for each procedure or
sequence of procedures to be accomplished, and legible reproductions (color optional) of required labels and hazard
wamings.
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