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D

MENT OF HEALTH AND HUMAN SERVICES
Public Health Service
FOOD AND DRUG ADMINISTRATION
REPORT OF ASSEMBLY

1. EQUIPMENT LOCATION

2. ASSEMBLER INFORMATION

«. NAME OF HOSPITAL, DOCTOR OR OFFICE WHERE INSTALLED

a. COMPANY NAME

b. STREET ADDRESS

b. STREET ADDRESS

< oy 4. STATE < oy 4 STATE
«. ZIP CODE I TELEPHONE NUMBER . ZIP CODE T TELEPHONE NUMBER
( ) (
3. GENERAL INFORMATION
'« THIS REPORT S FOR ASSEMBLY OF CERTIFIED COMPONENTS WHICH ARE (Chedk apropriate barfes))
[[] ReAsSEMBLY-MIXED SYSTEM (8ot certifad end non-certifed companans)
(] NEW ASSEMBLY-FULLY CERTIFIED SYSTEM ] REPLAGEMENT COMPONENTS IN AN EXISTING SYSTEM
[T} REASSEMBLY-FULLY CERTIFIED SYSTEM [T] AN ADDITION TO AN EXISTING SYSTEM
b. INTENDED USE(S) (Chock approprate (box(es))
[} GENERAL PURPOSE RADIOGRAPHY ] umoroay ] crwhoLe Booy scanner [} mADIATION THERAPY SIMULATOR
[ eeneraL PurposE FLUoROSCORPY [ mammocrapHY ] Heap-neck (Medicw ] canmrworoscoric
[] TomocrapHY (othertan cT) ] cwest [T oentaLintRAcRAL ] oema
[] ancioarapHy ] crmopracic ] oentaucepHaloMETRIC [] eone mneraL anALYSIS ]
] ropuray D CT HEADSCANNER [[] oenvaLpanoramc [ otHen (speaty in comments)

< THE X-RAY SYSTEM IS (Check one)
[ stationany

] mosie

e. DATE OF ASSEMBLY

LI

. THE MASTER CONTROL IS IN ROOM

|

(mo.) (day) o)

4. COMPONENT INFORMATION (/f additional space is needed for this section use another form, replacing the preprinted
number with this Form Number, and complete Items 1, 4, and 5 only)

8. THE MASTER CONTROL IS

] anewstaLLation

b. CONTROL MANUFACTURER

d. CONTROL SERIAL NUMBER . DATE MANUFACTURED

[ existing cortifo
[ exisTive Non-cersteq)

¢ CONTROL MODEL NUMBER

1. SYSTEM MODEL NAME (CT Systems Only)

Compilete the following information for the certified components listed below which you installed. For beam kimiting devices, tables and CT ries enter the sfact and
Model number in the indicated spaces. For other certified components, enter in the appropriate blocks how many of each you installed in this system.
[ SELECTED COMPONENTS N OTHER CERTIFIED COMPONENTS
: {Entar number of sach inswed in appropriate biocks.)
MANUFACTURER MODEL NUMBER DATE MANUFACTURED
Pt g D X-RAY CONTROL D CRADLE
se
o % & | MANUFACTURER MODEL NUMBER DATE MANUFACTURED
[:J HIGH VOLTAGE GENERATOR D FILM CHANGER
MANUFACTURER MODEL NUMBER DATE MANUFACTURED
a D VERTICAL CASSETTE HOLDER D IMAGE INTENSIFIER
g MANUFACTURER MODEL NUMBER DATE MANUFACTURED
[:] TUBE HOUSING ASSEMBLY D SPOT FILM DEVICE
MANUFACTURER MODEL NUMBER DATE MANUFACTURED
3] % D DENTAL TUBE HEAD D OTHER (Speaty)
5. ASSEMBLER CERTIFICATION
ents bled or i lled by me, for which this report is being made, were adjusted and lasled by me g to the i

| affirm that all certified c
provided b

the ""e‘(a;, were of the type

1020), were not modified to adversely affect performance, and were
and other information required by 21 CFR Part 1020 for this
this report will be distributed as indicated at the bottom of each

quired by th (s), were of the type by the di: ic X-ra) standard (21 CFR Past
talled In with p of 21 CFR Part 1020. | also affirm that ail instruction manuals
have been i to lhe and, within 15 days from the date of assembly, each copy of

[~ PRINTED NAME . SIGNATURE . DATE
6. COMMENTS
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TRANSMITTAL NO. PAGE 1
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