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1.0 PURPOSE

1.1 The objective of this documented Information ls to provide standard instruction for the operation of Rexmed
Automatic Autoclave LS « 20,

1.2 CWD shall implement production and service provision undar controlled conditions, Gontrolled conditions shall
InGlude, as applicable:

0) the avallubility of documented information that defines

1) the characteristics of the products to be produced, the services (o be provided, or the activities o be parformed,
2) the results to be achleved,
b) the avallability and use of sultable monitoring and measuring resources,
¢) the Implantation of monitoring and measuremaent activities at appropriate stages to verify that eritena for control of
Processes of oulpuls, and acceptance criterin for products and services, have been met;
d) the use of suitablo infrastructure and environment for the oparation of processes,
0) he appointment of compatent persons, Including any required qualification;
1) the validation, and periodic revalidation, of the ability to achiave planned results of the processes for production
and sarvice provision, where the resulting output cannot be verifled by subsequent monitoring or measurament;
Q) the Implementation of actions to prevent human error;
h) the Implamentation of release, delivery and post-delivery activities

1.3 To use sultable means to Identify outputs when It (s necessary to ensure the conformity of products and
401vices,

1.4 To Ildentify the status of outpuls with respect to monitoring and measurement requiraments (hroughout
production and service provision

1.6 To control the unigue identification of the outputs when tracoability (s a requirement, and shall rotain the
documentad information necessary to enable traceability,

2.0 SCOPE

2.1 The scope applies to the safo operation of the autociave by the authorized laboratory personnel
3.0 RESPONSIBILITY

3.1 The Head of Laboratory shall manage the administrative and technical operations of the lsboratory,
3.2 The Laboratory Analyst must control and maintain the equipment

4.0 DEFINITION OF TERMS

4.1 Starilization ~ the removal of all microorganism and pathogens from an object or surface by treating It with
chamicals by subjecting it to high heat or radiation,
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g .0 PROCESS FLOW STEPS PSORCTOE I OTOE o
STEP | INPUT PROCESS FLOW | OUTPUT | RESPONSIBLE |
( nrany )
@ :'Mluﬂm K I [ Opon the hd and mmaove the botlom plate Labaratory Petsonnel
Qluaswne
of medin l
@ [ Ratuin the bottom plate Laboratory Personnel
@ [ Pitoethe hom 1o b erkze i the chamber ] IS O
@ L Put the selector awitch fo "Ster” posltion Laboratory Potsonnel
@ [ Dot timar for starlization ) Laboratory Parnonnel
@ L Fut mastar switch "On®, green pilot lamp glows Labotatory Petsonnel
@ L The rad pllot Indioates tmer countdown ] Laboratory Parsonnel
@ [ Th buzzot will sound afted the stariilzation oyole Kabedukues Parssanel
@ L Turn Master Switoh 1o *oft" ] Laboratory Parsonnel
(Opm {he exhaust knob valve for stenm axhaustion untl 6 |« =« . Wm Laboratory Parsonnael
prenaure Fom
Mamtor Gopy St Copy Slerop unpetant Note o ol o, o Gt g,
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6.0 PROCESS DETAILS

6,1Proparation o

Opon the lid and remove the bottom plate. Fill
the pressure vessel with distilled waler sbout
1.4 liters, the level must cover the top of
heating element,

Return the bottom plate

Place the item 1o be wterlized inside the
chambar, Close the lid securely and tightly

6.2 Program Setting
Fut the selector switch to "Ster" position
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| Sot timer for sterllization
156 mins = media
30 mine - glassware

Put master switch “On’, green pilot lamp glowa

“Tha red pilot indicates timer countdown

6,3 Aftor storllization

The buzzer will sound after the sterllization
cycle

Turn Master Switch to “off
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‘Open the exhoust knob valve for steam
oxhaustion until O prossure

6.4 HEALTH AND SAFETY
G641 Personal Protective Equipment (Apron, Goggles and Heat resistant gloves) must worn when remaving the
storilized itoms
642  The handle should only be gripped at the experimaent end and step back when opening the sterilizer
643  Autoclavable bags should be partially opened to prevent it from bursting.
644 Do not sterilize pressure - sealed vossels the bath, as corrosion of the stainless steel may result.

7.0 RECORDS RETENTION
7.1 Active Ratention = indefinite retantion period for current or active documants for both electronic and hardeopy Mastar
Gopy,
7.2 Inactive/Archival Retention ~ shall ba kept for active three (3) years or may raquest for an extension as deamed
necesaary (hardcopy), for electronic/soft file, it shall be kept In o separate folder named "Obsolete Master
Copy/Onginal®

8,0 REFERENCE
8,1 180 9001,2015 QMS Standard
8.2 Rexmed Automatic Autoclave Operation Manual
8.3 WHO Biosafety Manual 2004

9.0 ATTACHMENTS
9.1 Equipment Monitoring Form
10,0 DISTRIBUTION LIST
COPY HOLDER NO. B DEPT/S8EC./COPY HOLDER
L] G_onoral Manager
8 Laboratory (Quality Control Division)
Note 2: Mastor Copy Is In the custody of the Document Control Conter.
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