Wy, DEPARTMENT OF HEALTH AND HUMAN SERVICES ~ Public Health Service

~z~°‘h
; Food and Drug Administration
< 9200 Corporate Blvd. HFZ-308
%, Rockville, Maryland 20850-40135
<

August 01, 2007

MR. BRIAN BROWN
NEOCOIL, LLC

N27 W23910A PAUL RD.
PEWAUKEE, W1 53072
UNITED STATES

Dear Official Correspondent:
This letter provides notification of the registration number assigned to your establishment.

Establishment Name: NEOCOIL, LLC
Registration Number 3006369484

If you have any questions or need assistance, please contact CDRH Registration and Listing at (240) 276-0111,
Monday through Friday, between 8:00 am and 5:00 pm ET, or by email at reglist@cdrh. fda. gov

Center for Devices and Radiological Health
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FOOD AND DRUG ADMINISTRATION

DEPARTMENT OF HEALTH AND HUMAN SERVICES

1. REGISTRATION NUMBER

Lo G TS

FORM APPROVED: OMB No. 0910-0387
EXPIRATION DATE: April 30,2008

s

2. OWNER/OPERATOR NUMBER

VALIDATION (FDA USE ONLY)

8. ESTABUSHMENT (No P.Q. Baxas)
Buginess Name

[ 6.10 No Longer a Device Establishment
[ 6.11 inProduction

10. UU.S. AGENT NAME AND ADDRESS (Foreign Establishments Only)
Same as Official Commespondent? [Jves [INe

i (i No, List individual's Name, Title, Business Name, Number & Stree!, City,
NeoCoif, LLC L 6.12 Trade Name or Establishment URL Change State, ZIP code,)No P.O. Boxes. The U.S. Agent must aither resids in the
9. OFFICIAL CORRESPONDENT (Name of Individual is required) U.S. or maintain a place of business thers.
Number & Street Reason for OC Name Change (6se instructions) : Name
N27 W23810A Payl Rd. :
City State 2IP Code Name Title
Pewaukee Wi 53072 Brian Brown
Forsign State Postal Code Country Business Name Business Name
NeoCoil, LLC
11, OWNER/OPERATOR (No P.O. Boxss) Number & Street Number & Street
Business Name N27 W23910A Paul Rd.
ZQOOO=_ LLC Citv State 2IP Code City
Pewaukee Wi 53072
Number & Streat Foreign State Postal Code Country State ZIP Code
N27 W23910A Paul Rd
City State ZIP Code 9.1 EMAIL 10.1. EMAIL
Pewaukee Wi 53072 brian.brown@neocoil.com
Foreign State Postal Code Country 8.2 PHONE NO. {Phone no. should inchude area code or country/city codes) | 10.2 PHONE NO. IN U.S. (Phone no. should inciude area code)

(262) 347-1250x 12

11.1PHONE NO. (Phone no. should include area code or country/city codes)
(262) 347-1250

8.3 FAXNO. (FAXno. should include area code or countrykity codes)

(262) 347-1251

10.3 FAXNO. IN U.S. (FAX no. should include area code}

12. OTHER BUSINESS TRADING NAMES

N/A
13. SIGNATURE OF OFFICIAL CORRESPONDENT
\ ) v .

13.1 PRINTEDNAME (Mr.. Mss., Mrs., Ms., Dr.}
Mr. Brian Brown

13.2 TITLE
Executive Director

14. ESTABLISHMENT'S URL (Optional).

colection of information uniess it dispiays a currently vaiid OMB control number.

NOTE: This form is authorized by Section S10 of the Federal Food, Drug. and Cosmetic
U.8.C.331(p)). Persons who violate this provision may, #f convicted, be subject to & fine

REGISTRATION OF DEVICE ESTABLISHMENT e \N\
Torrzas S 3G 454 X
Submit an eriginal copy. 6. REASON FOR UPDATE (check al thal apply) 7. Establishment Types (check all that apply) X ‘ )
Ploase do notmail the instruct ith your form (thi . . ;
R o o o sod e e ™ ("4 | P 61" Esablahmont Name Change dd TGot WL
mm&omo.w.vooh«. 90 & Radiological Health, HFZ- 308 [J 6.2 Estabiishment Type Change (dsletion or addition) O | 071 Contract Manutacturer O
Rookviile, MD 20850-4018 [J 63 Establishment Address Change - Marged with Other O | O72 CcContract Sterllizer
3. TODAY'S DATE (mmy ) Establishment 00 | Cdra Foreign Exporter
Q30807 \UA\WQ«\ o7 X mw“mwzaoa Address Change - Moved to New O | O7¢ intal Distributorimporter
4. TYPE OF REGISTRATION' :
| A° intal ] 4.2 Upda O3 P _ D 6.5 Official Corespondent Name/Address Change a D WM Mn:&mnﬂmc.“_‘
4.1 Init .2 Update 4.3 Preproduction Cles UsS. AgentChange g\ g emanufacturer
5. REQUIRED TO SUBMIT DEVICE LISTING (Form FDA 2892)% [ 67 OwnerOperator Name/Address Change - Same O [J7.7 Repackager/Relabeler
[ ves [ No: it No, Explain: Company New Name or Address O | [O78 Reprocessor of Single Use Davices
[ 68 OwnerOperator Change - Sold Establishment 1 | [J79 Soecification Developer
[Je9 oOutotBusiness 3 | [J7.10 u.s. Manutacturer of Export Only Devices

Act (21 U.S.C. 380). Failure t report this information i a violation of Section 301(p) of the Act (2*
or imprigonment or both. The submission of any report that is falee of misleading in any materi:
respect is a violation of Section 301(q)(2), (21 U.8.C. uu:a&m: and may be & violation of 18 U.S.C. 1001, An agency may not conduct or sponsor, anda person is not required to respond to

FORM FDA 2881 (7/05) (PREVIOUS FORMS ARE OBSOLETE)

Note: Validation of this form is notto be conetrued as FDA approval of the establishmant or its

UL

*906686*



