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1.0 PURPOSE

1.1 The objective of this procedure (s to provide standard Instruction for the operation Precision Incubator,
1.2 CWD shall implemaent production and service pravision under controlled conditions. Controlled conditions shall
Include, ns applicable:

) the avallability of documented Information that defines:

1) the charactaristics of the products to be produced, tha services to be provided, or the activities to be performed,

2) the results to bo achisved,

b) the availability and use of suitable monitoring and measuring resources,

¢) the implantation of monitoring and maasuremant activities at appropriate stages to verify that criteria for control of
processes of outputs, and acceptance criteria for products and services, have been met;

d) the use of suitable Infrastructure and environmant for the aperation of procasses;

0) the appointment of competent parsons, including any required quallfication;

f) the validation, and periodic revalidation, of the abillity to achiove planned results of the processes for production
und nervice provision, where the reésulting output cannot be verified by subsequent monitoring or measurement,

9) the Implementation of actions to prevent human error;

h) the implementation of release, delivery and post-delivery activities

1.3 To use sultable means to identify outputa when it (s necessary to ensure the conformity of products and
sarvices,

1.4 To |dentify tho status of oulputs with respect to monitoring and measurement requirements througheout
praduction and service provision,

1.6 To control the unique Identification of the outputs when traceability is a requirement, and shall retain the
documanted Information necessary to enable tracoabllity.

2.0 SCoPE
2.1 The ascopa applias (o the safe operation of the incubator by the authorized laboratory personnel
3.0 RESPONSIBILITY

3.1 The Hond of Laboratory shall manage the administrative and technical operations of 1he laboratory.
3.2 The Luboratory Analyst must control and maintain the equipment.

4.0 DEFINITION OF TERMS

4.1 Incubator - an apparatus used to grow microorganisma under controlled conditions
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6.0 PROCESS FLOW STEPS
STEP | INPUT PROCESS FLOW OUTPUT | RESPONSIBLE
< arany )
Pragison
Inoubutos
@ Spmaton | L Turm on th power switoh ] Labaratory Parsannel
@ [ Botting the Over ~ Tamparature Thermostat ] kaboratory Personnel
Aftar the unlt, haw reached aet poind, rotsts th -
© [ i o b s o o Laornory Parsanol
Then clockwisn L]
O | B Sl arvima v o | b o
@ L Bot polnt adjustment ] Laboratory Parsonnel
» BIAR
® s e ) e e e | Laorwor Parvorn
¢ m l:: Ionut 30 minutes for the ahamber lempaerature 1o ), . Laboratory Parsonnel
[ Cloan spills Immediately. Use only mikd detergant and ] Labaratory Parsannel
@ witor with a aoft cloth for cloaning
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6,0 PROCESS DETAILS
6.1 Start Up

.11 Turn on the power switch. This two position rocker switch controls power to entire unit. The switch |s it when
the power is ON

6.1.2 Setling the Over « Temperature Tharmostat

6,2 Aftor the unit has reached set point, rotate the ovar - temperature thermostat stem counterclockwise until the over —
tomparature status lamp Is it

6.2.1 Then rotate |t clockwise approximately & degrees past the point at which the lamp (s no longer it.
(.3 Set point adjustment

631 Progs and hold the "STAR" (*) key and use either the UP or DOWN arrow key to adjust the set point to the
desired temporature

6,32 Allow al least 30 minutes for the chamber tamperature to stabllize
6.4 Cleaning

6.4.1  Cloan spills immadiately. Use only mild delergent and water with & soft cloth for cleaning

6.7 HEALTH AND SAFETY
6.7.1 Do not use In the presence of flammable or combustible materials of explosive gases
6.7.2 Do nol heat any substance above o temperature that will cause (t to emit toxic fumes

7.0RECORDS RETENTION

7.1 Active Retention = indefinite retention pariod for currant ar active decuments for both electronio and hardeopy
Master Copy

7.2 Inactiva/Archival Retention « shall be kopt for active threa (3) years or may request for an extension as deemed
necessary (hardcopy), for electronic/soft file, It ahall be kept in o separate folder nomed "Obsolete Master
Copy/Original®,

8.0 REFERENCE

81150 900120156 QMS Standard
8.2 Pracision Incubators Operation Manual

9.0 ATTACHMENTS

9.1 Equipment Monitoring Form
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