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1.0 PURPOSE

1.1 The objective of this procedure 18 Lo provide standard Instruction for the operation Thermo Sclentific Waterbath,
1.2 CWD shall implement production and service provision under controlled conditions. Contralled conditions shall
Include, as applicable:

f)

the availabllity of documented information that defines

1) the characteristion of the products to bo produced, the services to be provided, or the activities (o be performed;

2) 1he results to be nchleved,

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

¢) the implantation of monitoring and measurement activities atappropriste stages to verify that criteria for control of
Processes or oulputs, and acceptance criteria for products and services, have beon met,

d) the use of suitable infrastructure and anvironment for the operation of processes,

0) the appointment of compatent persons, Including any required qualification;

f) the validation, and periodic ravalidation, of the abllity 1o achieve planned results of the processes for production
and servica provision, where the reaulting oulput cannot be verified by subsequent monitoring or measurament;

@) the Implementation of actions to pravent human efror,

h) the implemantation of releane, delivery and post-delivery activities.

1.3 To use suitable means to identify outputs when It is necassary to ensure the conformity of products and services
1.4 To identify the status of outputs with respect to monitering and measurement requirements throughout production

and service provision,

1.5 To control the unique identification of the outputa whan traceability s & requiremaent, and shall retain the documented

information necessary 10 enable iraceability.

2.0 SCOPE
2,1 The scope applies to the safe oporation of the incubator by the authorized laboratary parsonnel
3.0 RESPONSIBILITY

3.1 The Head of Laboratory shall manage the administrative and technical oparations of the laboratory.
3.2 The Laboratory Analyst must control and maintain the equipmant.

4.0 DEFINITION OF TERMS

4.1 Cireulating Water Bath - water |s thoroughly circulated throughout the bath resulting in & more uniform
temperature
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8.0 PROCESS FLOW STEPS . -
STEP | INPU PROCESS FLOW GUTPUT | RESPONSIBLE”
@ Operntom | __ [ Ad dintilod wator 0 bath ] vt B op
Procehan
@ [ Power up: Prows the power switch ocatad ot the lower ] Sty Toshkinn
tight hand corner of the bath
@ [ Una tha (able cover provided 1o conserve enargy, redyce } U m;.’: hormory Toshnician
avaporation, — and  Increnne  tempoiate  oontiol form
@ L To sot temperature control point ] Laboratory Tachniclan
@ L Pro BETFOINT. The duplay Shows the uran ] Laboratory Technician
@ [ Proas LIP and DOWN until the deslired lamparature set Laboratory Techniciun
polnt displayn
@ [ Prown ENTER 10 lore the new vale | oo Mo
@ L Display returme (o netunt tempernture ] Laboratary Taahniolan
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6.0 PROCESS DETAILS

6.10poration

Add distilled walar 1o bath
«  Whator Lovel Requirements
Minimum level = 1 % inches above (he pump
outlet

Poweor up; Press the power switch located at the
lower right hand corner of the bath, The unit ia
fully operational upon application of power and
the display will read actual bath temparature

Use the gable cover provided to conserve
energy, reduce evaporation, and Increase
temparature control accuracy,
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6,2 To sot tamperature control point

a. Prass SETPOINT, The display shows the
current tempaerature set polnt,

b, Press UP and DOWN untl the desired
temporature sot point displays.

0. Pross ENTER to store the new value.

d. Display retums 1o actual temperature

"It enter is not pressed, new value will not be set

and display will return to actual temperature A

6.9 HEALTH AND SAFETY
631 Porsonal Protective Equipment (Apron, Goggles and Heat resigstant gloves) must be worn when placing and
removing samples for incubation,
6.3.2 Care should be exercised when removing the back cover. The cover should ba placed upside down when
romoved to maintain a dry work area,
6,33 Do not touch the metal surface of the gable cover when oparating at tomperatures groater than 60°C.
6.3.4 Avoid spliling harsh chemicals onto the bath, as corrosion of the stainless steel may result

7.0 RECORDS RETENTION

7.1 Active Retention ~ Indefinite retention period for current or active documents for both electronic and hardcopy Mastaer
Copy.

7.2 Inactive/Archival Retention — shall b kept for active three (3) years or may request for an extension as deemed
necessary (hardcopy), for electronic/soft file; it shall be kept In a separate folder named “Obsolete Master
Copy/Original®

8.0 REFERENCE
8.1 180 B001:2015 QMS Standard
8.2 Quality Manusl
8.3 Thermo Sclentific Waterbath Manual

9.0 ATTACHMENTS
9.1 Equipment Monitering Form
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10.0 DISTRIBUTION LIST
Note 1; Select Relevant Reciplent to Appear in below List,
~ COPY HOLDER NO. _DEPT/SEC/COPY HOLDER
- 1b ‘ Gonorll Mlnlgor
Luboratory (Qullity Control Dlvtmn)

Note 2: Mastor Copy Is In the custody of the Document Control Center
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