UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON, DC 20555 - 0001

January 15, 2010
Mail Control No. 022785

Cosmedico Light, Inc.

ATTN: Mr. Steven Schlitt, RSO
233 Libbey Pkwy., Unit 2
Weymouth, MA 02189-3101

SUBJECT: REQUEST FOR ADDITIONAL INFORMATION - APPLICATION FOR
EXEMPT DISTRIBUTION LICENSE

Dear Mr. Schlitt:

This refers to your Application for Material License, NRC Form 313, dated November 6,
2009. We do not have sufficient information to complete the review of your application.
In order to continue our review we ask that you provide the following additional
information:

1) Title 10, Code of Federal Regulations, Section 32.14(b)(7) requires that quality
control procedures be followed in the fabrication of production lots of the product
and a description of the quality standards the product will be required to meet. In
Attachment 4, paragraph B6, of your application you stated: “Quality procedures
are implemented by our ISO 9001 system (Attachment: Quality certificate
9001.pdf).” However, this document does not address the requirement. Please
describe the quality control procedures to be followed in the fabrication of
production lots of the product and provide a description of the quality standards the
product will be required to meet.

2) Title 10, Code of Federal Regulations, Section 32.14(b)(7) requires that the
radiation level and the method of measurement for products for which limits on
levels of radiation are specified in § 30.15; 10 CFR 30.15(a)(8) specifies such limits
for electron tubes. Please provide this information.

3) In Attachment 4, paragraph B8, of your application you referred to “Mathcad-Activity
limit xmcd.pdf.” It is not clear whether this is intended to address 10 CFR
32.14(b)(7), nor whether you intended to provide this as an attachment, but it
appears that you should either provide this, or an explanation of what it is and how it
is relevant to your application.

4) Title 10, Code of Federal Regulations, Section 32.15(c) requires that no person
licensed under §32.14 shall transfer to other persons for use under §30.15 of this
chapter or equivalent regulations of an Agreement State any defective part or
product. Please describe how you shall prevent transfer to other persons for use
under §30.15 of this chapter or equivalent regulations of an Agreement State any
defective part or product.



S. Schlitt -2-

5) In Attachment 4, paragraph B9, of your application you referred to
http://www.bfs.de/de/bfs/druck/broschueren/br schauinsland.pdf. This appears to
be the document provided as Attachment 7. However, since this document is
written in German, you should provide an English translation of the pertinent
part(s) if it is your intention to use it to meet any part of the requirements in
Title 10, Code of Federal Regulations, Section 32.14 or Section 32.15. Note that
10 CFR 32.14(b)(8) states: “The applicant submits sufficient information
regarding the product pertinent to evaluation of the potential radiation exposure,
including: Any additional information, including experimental studies and tests,
required by the Commission to facilitate a determination of the safety of the
product” (emphasis added). If this information is not necessary to support your
application, please provide a statement to that effect.

If we do not receive your reply within 30 calendar days from the date of this letter, we will
consider your application as having been abandoned by you. This action would be
without prejudice to the resubmission of another application with the required
information.

In accordance with 10 CFR 2.390 of NRC’s “Rules of Practice,” a copy of this letter will
be available electronically for public inspection in NRC’s Public Document Room

or from the Publicly Available Records (PARS) component of NRC’s document system
(ADAMS). ADAMS is accessible from the NRC web site at
http://www.nrc.gov/NRC/ADAMS/index.html (the Public Electronic Reading Room).

Any correspondence regarding your amendment application should reference the control
number specified above.

If you have any questions, please feel free to contact me at (301) 415-5477 or electronic
mail: richard.struckmeyer@nrc.gov.

Sincerely,
IRA/
Richard K. Struckmeyer, Health Physicist
Licensing Branch
Division of Materials Safety and
State Agreements
Office of Federal and State Materials and
Environmental Management Programs
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