
    TEM 190 
                      Issue date 

Installation Qualification Utilities  

 

(Reference SOP

 

: _______) 
 

 

 

Prepared By:   

 

Date Prepared:   

 

Revision No:   

 Page  of 7 

 

 

Project:  

 

Project No:  

 

Description:  

 

Manufacturer:  Equipment 

 

No.: 

 

 

Location:  

 

Protocol:  

 

Program Index 

 

1.
 

OBJECTIVE ................................ ................................ ................................ ................................ ......3
 

 

2.
 

ACCEPTANCE CRITERIA ................................ ................................ ................................ ................ 3
 

 

3.
 

QUALIFICATION PROCEDURES ................................ ................................ ................................ .....3
 

 

4.
 

Equipment Design Documentation ................................ ................................ ................................ ....3
 

 

4.1.
 

Drawings ................................ ................................ ................................ ................................ ....3
 

 

5.
 

Structural Installation ................................ ................................ ................................ ......................... 3
 

 

5.1.
 

Material of Construction - Tanks................................ ................................ ................................ .4
 

 

5.2.
 

Material of Construction - Pipes................................ ................................ ................................ ..4
 

 

6.
 

Pipework Installation................................ ................................ ................................ .......................... 4
 

 

6.1.
 

Pipe Insulation Report ................................ ................................ ................................ ................ 4
 

 

6.2.
 

 

Pressure Test Inspection Report & Certification ................................ ................................ .........4
 

 

6.3.
 

Supply Pressure Requirement ................................ ................................ ................................ ....4
 

 

7.
 

Equipment Commissioning ................................ ................................ ................................ ................ 4
 

 

7.1.
 

Reticulation Loop Check Documentation ................................ ................................ .................... 4
 

 

7.2.
 

Link to SCADA ................................ ................................ ................................ ........................... 4
 

 

7.3.
 

Commissioning Report ................................ ................................ ................................ ............... 4
 

 

7.4.
 

Integrity Certificate ................................ ................................ ................................ ..................... 4
 

 

7.5.
 

Redundant System Check ................................ ................................ ................................ ..........4
 

 

7.6.
 

Handover of Specifications ................................ ................................ ................................ .........5
 

 

8.
 

Instrumentation................................ ................................ ................................ ................................ ..5
 

 

8.1.
 

Critical Instrumentation................................ ................................ ................................ ............... 5
 

 

8.2.
 

Non Critical Instrumentation ................................ ................................ ................................ .......5
 

 

8.3.
 

Calibration SOP s................................ ................................ ................................ ....................... 5
 

 

9.
 

Filters ................................ ................................ ................................ ................................ ................ 6
 

 

9.1.
 

Filter Types ................................ ................................ ................................ ................................ 6
 

 

9.2.
 

Pressure Drop Across Filters ................................ ................................ ................................ ......6
 

 

9.3.
 

Preventative Maintenance on Filters................................ ................................ ........................... 6
 

 

9.4.
 

Sample Taken at Interface Between Factories ................................ ................................ ...........6
 



    TEM 190 
                      Issue date 

Installation Qualification Utilities  

 

(Reference SOP

 

: _______) 
 

 

Prepared By:   

 

Date Prepared:   

 

Revision No:   
 Page  of 7 

 

 

 

1. OBJECTIVE 

Ì± °®±ª·¼» ¼±½«³»²¬»¼ ª»®·º·½¿¬·±² ¬¸¿¬ ¿´´ µ»§ ¿­°»½¬­ ±º ¬¸» ­»´»½¬·±²ô ¿°°´·½¿¬·±²ô ½±²­¬®«½¬·±² 
¿²¼ ·²­¬¿´´¿¬·±² ±º (description name of the process, equipment and system) ¿¼¸»®»­ ¬± 
appropriate codes, cGMP s and approved design intentions and that the manufacturers 
®»½±³³»²¼¿¬·±²­ ¿®» ­«·¬¿¾´§ ½±²­·¼»®»¼ò

 

 

2. ACCEPTANCE CRITERIA 

ß ­«½½»­­º«´ ½±³°´»¬·±² ±º ¬¸» ×²­¬¿´´¿¬·±² Ï«¿´·º·½¿¬·±² °®±½»­­ ¿®» ¾¿­»¼ ±² ¬¸» º±´´±©·²¹æ

i All activities listed in  Installation Qualification  have been executed.

i ß´´ »²¬®·»­ ±º ¼¿¬¿ ¸¿ª» ¾»»² ­·¹²»¼ ¿²¼ ¼¿¬»¼ ¾§ ¬¸» °»®­±² ±® °»®­±²­ °»®º±®³·²¹ ¬¸» 
¿½¬·ª·¬§ ±® ª»®·º·½¿¬·±²ò

i ß´´ ¼¿¬¿ ¸¿­ ¾»»² ¿¼»¯«¿¬»´§ ®»ª·»©»¼ ¿²¼ ®»°±®¬»¼ò

i ß²§ ¼·­½®»°¿²½·»­ ¬¸¿¬ ¸¿ª» ±½½«®®»¼ ¸¿ª» ¾»»² ­¿¬·­º¿½¬±®·´§ ®»­±´ª»¼ ¿²¼ ¿®» ½±®®»½¬´§ 
­·¹²»¼ ¿²¼ ¼¿¬»¼ ¿­ ®»­±´ª»¼ò

 

 

3. QUALIFICATION PROCEDURES 

Ì¸» °®±¬±½±´ ½±²­·­¬­ ±º ¬¿¾´»­ ½±²¬¿·²·²¹ ·²º±®³¿¬·±² ¬¸¿¬ ²»»¼­ ª»®·º·½¿¬·±²ò Ì¸» Ï«¿´·º·½¿¬·±² 
inspection and verification process are largely depended on visual inspection, comparison to  As 
Built  drawings and equipment specification as quoted  ·² ¬¸» °®±¬±½±´ò

ß²§ ¬¿¾´»­ ±® ­»½¬·±²­ ²±¬ ®»´¿¬·²¹ ¬± °®±½»­­ ±® »¯«·°³»²¬ ­¸±«´¼ ²±¬ ¾» ¼»´»¬»¼ ¿²¼ ¬¸» ©±®¼ 
 N/A  should be used, additional tables or sections can be included.

Ñ¬¸»® ¼±½«³»²¬­ ¬¸¿¬ ­«°°±®¬ ¬¸» Ï«¿´·º·½¿¬·±² °®±½»­­ ½¿² ¾» ®»º»®»²½»¼ ±® ·²½´«¼»¼ ¿­ 
¿¬¬¿½¸³»²¬­ò

ß´´ °»±°´» ·²ª±´ª»¼ ·² ¬¸» Ï«¿´·º·½¿¬·±² ·²­°»½¬·±² ¿²¼ ª»®·º·½¿¬·±² °®±½»­­ ¿®» ®»¯«·®»¼ ¬± º·´´ ±«¬ 
¬¸·­ °®±¬±½±´ò

 

 

4. EQUIPMENT DESIGN DOCUMENTATION 

 

 

4.1.Drawings  

 

Drawing Identification:______________________ 

Electronic copy suppl

 

ied: Yes/No 

Drawings submitted in As Installed

 

 format?  Yes/No 

 

Filter locations included?  Yes/No 

 

Signed_____________________ 

 

 

5. STRUCTURAL INSTALLATION 
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7.6.Handover of Specifications 

Specifications 

 

File Name(s) in G:\

 

D_Spec\ Completed 

 

User Requirement Specification(s)   

 

Functional Specification(s)   

Software Design Specification(s)   

Software Module Design Specification(s)   

Hardware Design Specification(s)   

Operator s Control Panel Specification(s)   

Mechanical Specification(s)   

 

 

 

8. INSTRUMENTATION 

 

Include list of all items requiring calibration. 

 

8.1.Critical Instrumentation 

Description Manufacturer Model 

 

No. 

 

Serial No. Preventative 

 

Maintenance No. 

     

     

     

     

     

     

     

 

 

8.2.Non Critical Instrumentation 

Description Manufacturer Model 

 

No. 

 

Serial No. Preventative 

 

Maintenance No. 

     

     

     

     

     

     

     

 

 

8.3.Calibration SOP s 


