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OMNI-CLAVE 

OCM

MODELS - OCR 

SERVICE MANUAL 

When ordering ports please specify: 

PART NUMBER 
PART NAME " 
QUANTITY 

SERIAL NUMBER 

TABLE OF CONTENTS 
1. Trouble Shooting Procedures 
2. 	 Function of Component Parts 
3. 	 How To­
4. 	 Operating Instructions 
5. 	 Wiring and Piping Diagrams 
6. 	 Parts List 

TROUBLE SHOOTING INDEX 

CONTROL OF STERILIZING PRESSURE THERMOMETER 
Erratic control of pressure. A. Thermometer reads low. 
Will not build up to sterilizing pressure. B. Thermometer reads high. 
Sterilizing time less than one hour. CONTROL KNOB Pressure builds up too slowly. 

A. 	Control knob does not position positively. 
DOOR 

Gasket leaks. PI LOT LIGHTS 
Door bolt difficult to slide into catch. A. Bulbs slow to light.
Door bolt difficult to slide in door. 

TIMER 
A. 	 Bell will not ring. 
B. 	 Timer does not time accurately. 

RESERVOIR 
A. Water bubbles out of reservoir with control at VENT. 

DRY HEAT 
A. 	 Steam-dry safety interlock button cannot be depressed 

with control in VENT. 
B.· Dry-heat temperature wi II not reach 340Q F. 

SPECIAL 

A. 	 Function or power switch either shorted in STERI LlZE 
or VENT position. 

B. 	 Safety Valve leaks. 
C. 	 Circuit breaker on models after Serial No. 16526 for 

OCM and Serial No. 5886 for OCR kicks out. 

p.Jt..- e. c--­ 9DMPANY 

Rey.7171 YL8-094446 
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1807.81 

" 


act, or because the Commiaaioner has 
found, under section 610(11')(4) of the 
act, that such registration is not neo­
essary for the proteotion of the publio
health: 

(a) A manufacturer of raw materials 
or components to be used in the manu­
f'a.cture or assembly of a device who 
would otherwise not be required to reg­
ister under the provisions of this part. 

(b) A manufacturer of devioes to be 
used solely for veterinary purposes.

(c) A manufacturer of general pur­
pose articles such aa ohemical reagents 
or laboratory equipment whose uses 
are generally known by persona trained 
in their use and which are not labeled 
or promoted for medioal uses. 

(d) Licensed practitioners, including 
physicians, dentists, and optometrists,
who manufacture or otherwise alter de­
vices solely for use in their practice.

(e) Pha.rmacies, surgical supply out­
lets, or other similar retail establish­
ments making final delivery or sale to 
the ultimate WIer. This exemption also 
appUes to a pharmacy or other similar 
reta.u esta.bl1shment that purchases a. 
device for subsequent distribution 
under its own name, e.g., a properly la­
beled health aid suoh as an elastio ban­
dage or crutch, indicating "distributed 
by" or "manufactured for" followed by
the name olthe pha.rma.oy. 

(f) Persona who manufacture, pre­
pare, propagate, compound, or process 
devices solely for use in research. 
teaching, or analysis and do not intro­
duce such devices into commercial dis­
tribution. 

(11') [Reserved] 
(h) Carriers by reason of their re­

ceipt, carriage, holding or delivery of 
devices in the usual course of business 
as carriers. 

(1) Persons who dispense devices to 
the ultimate consumer or whose major 
responsibility is to render a servioe 
necessary to provide the consumer (I.e., 
patient, physiCian, layman, etc.) with a 
device or the benefits to be derived 
from the use of a device; for example, a 
hearing aid dispenser, optician, olinical 
laboratory, assembler of diagnostio x­
ray systems, and personnel from a. hos­
pital, clinic, dental laboratory, 
orthotio or prosthetiC retail fac1l1ty, 
whose primary responsibility to the Ul­
timate consumer is to dispense or pro­

21 CFR Ch.1 (4-1-95 Edition) 

vide a service through the use of a pre­
viously manufactured device. 
[42 JJ'R 42628, AuI'. 23, 19'7'7, al ameDded at 511 
FR 46523. Sept. I, 1993] 

Subpart E-Premarket Notification 
Procedure. 

180'1.81 When. premarkat notification 
nbm18.lon 18 required. 

(a) Exoept as provided in paragraph 
(b) of this section, each person who il 
required to rertster his establishment 
pursuant to 1807.20 must submit a pre­
market notification subm181l0n to the 
Food and DrIll' Administration at least 
90 days before he proposee to begin the 
introduotion or delivery for introduo­
tion into interetate oommerce for oom­
mercial distribution of a device in­
tended for human use whioh meets 8.ny
of the followinl' criteria: 

(1) The device il belnr introduced 
into oommerolal distribution for the 
first time; that is. the device il not of 
the earne type as, or il not lubstan­
tially equivalent to,. (i) a device in 
oommerclal diltrlbution before May 28, 
1976, or (11) a device Introduced for 
commercial distribution after May 28. 
1976, that has subsequently bsen reclas­
sified into olass I or n. 

(2) The device Is being introduced 
into commercial distribution for the 
first time by a person required to reg­
ister, whether or not the device meets 
the criteria In paragraph (1.)(1) of thil 
section. 

(3) The device is one that the person 
ourrently has in commercial distribu­
tion or is reintroduoing into OOmmer­
cial distribution, but that il about to 
be significantly chanlred or mOdified in 
design, components, method of manu­
facture, or intended use. The following 
constitute significant changes or modi­
fications that require a premarket no­
tification: 

(i) A change or modification in the 
device that could significantly affect 
the aatety or efIectlveneu of the de­
vice, e.g., a significant ohange or modi­
fication in deSign, material, ohemical 
composition, energy source, or manu­
facturing proceaa. 

(11) A major change or modification 
In the Intended WI9 of the device. 

(b) A premarket notification under 
this subpart is not required for a device 

Food and Drug Administration. HHS 

for whioh a premarket approval appli­
cation under section 515 of the act, or 
for which a petition to reclassifJ under 
seotion 513(f)(2) of the act, Is pending 
before the Food and Drug Administra­
tion. 

(c) In addition to complying with the 
. 	requirements of this part, owners or 

operators of device establ1ahments that 
manufacture radiation-emitting elec­
tronio products, as defined in 11000.3 of 
this ohapter, aha.ll oomply with the re­
porting requirements of Part 1002 of 
this chapter. 

,80'1.81 Buaptlon from premarkat 
aotltlaaUcm. 

(a) A device il exempt from the pre­
market notification requirements of 
th1I subpart if the device intended for 
introduotion into oommercial distribu­
tion il not generally available in fin­
ished form for purchue and is not of­
fered through labellng or advertising
by the manutaoturer, importer, or dis­
tributor thereof for commercial dis­
tribution, and the device meets one of 
the following conditions: 

(1) It il intended for use by a patient 
named in the order of the physician or 
dentist (or other specially qualified 
person); or 

(2) It 11 intended solely for use by a 
physician or dentist (or other specially 
qualified person) and is not generally 
available to, or generally used by. 
other physioians or dentists (or other 
specially qUallfied persons). 

(b) A distributor who places a device 
Into commero1al distribution for the 
first time under hi. own name and a 
repackager who places his own name 
on a device and does not ohange any
other label1ng or otherwise &ffeet the 
device shall be exempted from the pre­
market notlfioatton requirements of 
this subpart if: 

(1) The device was in commercial dis­
tribution before May 28, 1976; or 

(2) A premarket notlfication submis­
sion was filed by another person. 

180'1.8'1 lDformadoD required In. pre­
market DOtU'lcadoD nbmi8lioD. 

Each prema.rket notification submis­
sion shall contain the following infor­
mation: 

(a) The device name, including both 
the trade or proprietary name and the 

§807.87 

oommon or usual name or classifica­
tion name of the device. 

(b) The establishment registration 
number, if applicable, of the owner or 
operator submitting the premarket no­
tification submi88ion. 

(0) The cl8.88 in which the device has 
been put under section 513 of the act 
and, if known, its appropriate panel; 
or. if the owner or operator determines 
that the device has not been classified 
under such section. a statement of that 
determination and the basis for the 
person's determination that the devioe 
is not so Classified. 

(d) Action taken by the person re­
quired to register to comply with the 
requirements of the act under section 
514 for performanoe standards. 

(e) Proposed labels. labellng, and ad­
vertisements sutflcient to describe the 
device, its intended use, and the direc­
tions for its use. Where applicable. pho­
tographs or engineering dra.wings 
should be supplied. 

(f) A sta.tement indicating the device 
is similar to and/or different from 
other products of compara.ble type in 
commercial distribution, accompanied 
by data to support the statement. This 
information may include an identifica­
tion of similar products, materials, de­
sign considerations, energy expected to 
be used or delivered by the device, and 
a description of the operational prin­
ciples of the device. 

(g) Where a person required to reg­
ister intends to introduce into com­
mercial distribution a device that has 
undergone a significant change or 
modification that could significantly 
affeot the aatety or effectiveness of the 
device, or the device is to be marketed 
for a new or different indication for 
use, the premarket notification sub­
miBBlon must include appropriate sup­
porting data tc show that the manufac­
turer has considered what con­
sequences and effects the change or 
modification or new use might have on 
the aa.fety and efIectivene88 of the de­
vice. 

(h) A aIO(k) summary as described In 
1807.92 or a 510(k) statement as de­
scribed in 1807.93. 

(1) For SUbmissions claiming .substan­
tial equivalence to a device which has 
been classified into class ill under sec­
tion 513(b) of the act: 
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