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Documentation #: 1Q Serial NO. 9999999

1.0 OBJECTIVE

A

B.

2.0 DESCRIPTION

3.0 REFERENCES

To verify that the autoclave is installed correctly and wilﬁnsﬁsﬁenﬂy perform the
intended sterilization process.
All sensors and instruments permanently installed with thea qmp
properly and can be calibrated (if required). Utility
installed, Functional testing and field adjustment of th
be made in coordination with the autoclave vendor.
eqmpment is installed as deslgned

ent will be functioning
be correctly
nisms will

that the

rol me
L owill ens

This protocol is to be executed prior t
Some subsections of the protocol m
process or operation according fo
The qualification study will establ
adequate to assure a pmbabm
loading configuration. 4

The following document :I : f =] for the facility validation.

DOwx

4.0

Standard Operating
Calibration Procedure &
Validation Protocol;
Autoclave |

Filename !

FREMB30-02.03 - IQ document- For Review
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Documentation #: 1Q Serial NQ. 9999999

5.0 SCOPE

The scope of the Installation Qualification is limited to the equipment ]

Equipment

AUTOCLAVE: 5075ELV-D S

6.0 RESPONSIBILITIES

The following roles have been assigned and res
A, Advisor (End User Company Nam ,

1 Feview and Approve Validation c
2. Frovide guidance for the partigs |

B. Validation Team (Tuitnauer Dis

1. Review and Approve Val /
2. g systems and subsystems.
3.
4,
C QA/QC
1. Review apd Approve Validation do
2. Frovide
3 wecution of validation protocals.

{Tuttnauer Distributor)

lidation documents.
‘Maintenance program for the plant.
5 list and purchase spare parts.

al support to validation effort.

tron of instruments,

'F- iieném-e-; FRMBSIGFUE._G'S - Id d'oc:umenjﬁ— T:ér F:’:éviéw
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Documentation #: 1Q Serial NO. 9999999

INSTALLATION QUALIFICATION

The Installation Qualification is the documentation process which verifies that the physical

components of a system have been installed according to
installation of the system WIH be verified by rewewmg the eqmpm n

dimensions. Pressure vessels will require a Ce

any other specified

7.0
A
serial number:
Governnment Agency.
B.

Verify that utilities are as described in thé

Basic Utility Verification (Attachment #1

per the drawings.

Utilities for autoclave model 5075ELY B

e — 1A

et e

. specifications.
insta ed usmg the referred

data such

ar‘sd that connections are made correctly

Attachment | Utility o scrl
10.2A Electricali A 3-Ph+N+EMBA-400V 180°/8h
10.2B City Water r ; conhection: 1/2' or 3/4" Male
10.2C DEMI Water . r. connection 1/2' or 3/4" Male
10.2D Drain 40 - 50 mm Qpen or Vented
10.2E Compressed Air bar | 50 I/min; connection Schneider Female NVWT 2
10.2F om Temp;5 - 40 “C
| Relative Humidity: 85 %
"| Air Conditions: etc.
10.2G Tests to be carried out during / after installation

Filename : FEMG30-02.03 - |} document- For Review
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Documentation #: 1Q Serial NO. 9998999

Page & of 31

. Engineering Documentation (Attachment #10.34)

The existence and location of all equipment maintenance manualg

verified as to location to include all applicable drawings.

D. Critical and Reference Instrument List (Attachment #10.4A & #10,

List, identify, and verify all instruments and gauges
Designate the instruments as critical or reference opl
calibrated. Verification will be made that all test pro
instrument/gauge calibration to include the requireﬁ I
include all data on instrument/gauge parameters, will

In order to complete this form, the
existence of an approved PM p

In arder to complete
performed by the technitian”

P ' :'.:.'i:__-'j" 0 .TA:I
Together with the™
actions to be taken 3 sible.
H. Comn Attachment #10.7B)
In ::::_ $
perfarmed technlician from Tuttnauer Distributor.

d gdocumentation will be

y. Where applicable, Imstruments will be
] fitten and approved for
ation. A final repart, to

¢ equipment name & tag number,
Ufacturer's recommendations and

an overview of open actions for follow up defining the

tanthe document, there is a follow-up form for the Comment / Action to be.

Filename | FRM&30-02,03 - |Q document- For Review
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Documentation #: 1Q Serial NO. 9599999
8.0 1Q ACCEPTANCE CRITERIA

All inspections, reviews and documentation reguirements for the system will be completed and
approved. The installation qualification will document that the system-has been installed in

8.1 Utility Requirement

Unless otherwise specified, valtage range must be within 10% of noming urrent must
not exceed specified current rating of breaker. r '

8.2 Documentation

Turn over Package (ToP) for system include CUMme ; :'.-"5-": project, engineering
and validation departments,

TOP Document ! : -
1 O & M Manual ; Sl | nual 5075ELV-D
2 Technical |
Manual _. | MANBA3B-8B088BBEN Revision : Rev Y

3 FCP 2 ; Callbration R
4 Cert SVL : : y Valve sterilizer
5 Cert 3G-3VL/ afely Valve Steam Generator (If Applicable)
B Dol Conformity:

General Data Sheet

iwing sterilizer chamber
BOM (Bill of Materials)
ydrostatic Test Repaort

7 LB lave Logbook
8 YWE ow Warranty Card

Filename ' FRMB30-02 03 - 1Q document- For Review
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Documentation #: 1Q Serial NO. 99999899

8.3 Instrument Calibration

Measurement Instruments must be classified as either Critical jor Re erence Only. Critical
Instruments must conform to drawings, specifications, and data’ . Ins ants must be
calibrated according to Lacal traceable standard and be withi {1 intE ;

Instrument linked to a recarder ar controller must be loop cali

8.4 Preventive Maintenance (PM) Verification

« PN program exists for the system.
o Manufacturers approved Preventative Mainten
= PM has been scheduled as suggested.

Filename : FRME30-02.03 - |Q document- For Review
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Documentation #: |Q Serial NO. 9999999

Page 11 of 31

2.0 COMMENTS;‘ACTION ITEMS (Attachment # 10.7A; # 10.7B)

All comments, action and follow-up items are attached in Attachimiel
10,7A & 10.7B, '

10,0 1Q ATTACHMENTS #

10.1A.
10,18,
10.1€.
10.2A.
10.2B.
10.2C.
10.2D.
10.2E.
10.2F.
10.2G.
10.3A.
10.4A.
10.4B.

10.4G

Identification: Autoclave

ldentification: (Internal / External) 1 Generator

ition: Critical Instrument
‘Bacsoft (FRM 630-05.00)

ibration: Reference Instrument

Zamments/Action Items

Comments{Action Form

'File_néﬁe . FRMB30-02.03 - 'lill document- For Review
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| Documentation #: 10 Serial NO. 9999999

ATTACHMENT #10.1A
IDENTIFICATION: AUTOCLAVE

Contract No:

Customer: | End Us_er"GDmpany Narr_ié.
Location: i

Area: fe W. i
Item No: -—

Item Mame: - J

Model: "5075ELV-D _ -

Serial Number: 0999999 . | 4
Software Version: R

Software Revision No:
Software Revision Date:

Installed By:

Approved By:

Volume (Total in Liters):

Chamber Dimensions:

Diameter (mm):

Depth (mm):

Dutside Dimensions:

Width (mm):

Length (mm):

Height (mm}):
Weight (kg):

Operating Temp (°C): 105- 137

Operating Pressure [bar} -2 52

Design Pressure (bar 2.8 absolute {142°C)

Volume Reservoir (I): ‘Nfa
Internal Finish:

Material nf Constr AlSI 316 L

Yes

AISI 304

s from the design specification on the Installation Qualification

Compiled by: Date:

Reviewed by Date:

Filename : FEMEB30-02 .03 - IO document- For Review
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Fage 13 of 31
|

Documentation #: 1Q Serial NO. 9999399

ATTACHMENT #10.1B
IDENTIFICATION: (INTERNAL / EXTERNAL) STEAM GENERATOR

Contract No:

Customer:

End User Company .:::f
Model: '5075ELV-D 4

| Serial Number: 9999999

Software Version: 9499
Software Revision No: g

Software Revision Date: ;f-xx—yyw

Location:
Area:

Item No:

ltem Name:

Installed E}“: trau

Approved By:

Steam Generator Information

Serial Number:
Volume {Liters):

Voltage (V):

Power (W):

Operating Pressure (bar):

Design Pressure (bar):
Position of Steam Generator:

Document any discrep

es_from the design specification on the Installation Qualification
Sumrmmary. ;

Compiled by:

Date:

Reviewed hy

Date:

Filename : FEM&30-02.03 - IQ document- For Review
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Documentation #: 10 Serial NO. 9999999
ATTACHMENT #10.1C
IDENTIFICATION: PARTS SUPPLIED WITH THE AUTOCLAVE
Contract No:
Customer; End User Compﬁny Narme
Model: S5075ELV-D /.
Serial Number: 9999999 y.
Software Version: g.9.9
Software Revision No: 9 .,
Software Revision Date: X=KX=YYYY h 4
Location: F| .
Area: y -
Item No: h
Item Name: r 4
Installed By: ]
Approved By:
Parts Supplied with Autoclave Checked
Bottom Plate / Tray holder + (x* Trays) []
:Tray handle:
Tap Water connection hose (St. 5t. 2m ch []
Pressure reducer 1,5 bar for Tap water: L]
DEMI Water connection hose (St. St. 2m): 5/ .-t -0102 + TB-MET-0710445 ]
Pressure reducer 1,5 bar for DEMI water; 'S []
Drain connection hose (black 2Hi); _ []
Drain Tube {Manual Draining)! "5, N/a [
Compressed air connection hnsa Blue 0740072 L]
Electrical Power cord: Fixed connection 3-P+N+E 18A- ]
4008 180°/6h
Power Conversion Boj | ELE387-1610 (1
UTP Cable for Ethernet'gor | CABLE-UTP-2M [
Auxiliary Dry Contacts (Ge em}): ADC-001 []
Shelve system: MN/a Ij__
Wire Basket(s), : WBAS50-23 ((3}) / WBA50-35 ({2)) []
Closed Baghkét odel Il (Qty) CBAS50-23 ((3)) / CBA50-35 {{2)) ]
Loa ding LIFT-001 ]
Nia / N/a []

__________

i ies from the design specification on the Installation Qualification

Summary.
Compiled by: ~_ Date:
Reviewet by Date:

Filename | FRM&30-02.03 - 1Q document- For Raview
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Documentation #: 1Q Serial NO. 9999999

ATTACHMENT #10.2A
UTILITY REQUIREMENT

Equipment/System ltem MNo.:
Equipment/System Description:

UTILITIES - ELECTRICITY

Specified
Maodel: S075ELV-D

System:

Source:
Purpose:

Voltage (VAC):

Current (A):

Phase (Ph):

Pawer (W):

Circuit Breaker {A):
Frequency (Hz): ; - |50

Connection on autoclave: Cord with plug 3-Ph+N+E 16A-400V
0°f6h

3-Ph+N+E 16A-400V 180°/6h
|

Connection required

Conductor Material:
Conductor Size:

Insulation Material:

Conduit Size:
Grounding;

R I

Mon-Floating

Comments:

Utility Requirements Satisfigd:

Yas Mo

Document any discrepancies on the Installation Qualification Summary.

Compiled by: Date:

Reviewed by Date:

Filename : FRMB30-02.03 - 1Q document- For Review
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Iu;!!urgﬂgr Page 16 of 31
Documentation #: 1C Serial NO. 9999999
ATTACHMENT #10.2B
UTILITY REQUIREMENT

Equipment/System tem No.:

Equipment/Systermn Description:

UTILITIES — CITY WATER

Specified

Model: S075ELV-D

System:

Source:

Furpose:

Pressure (bar):

r:l ‘D

Shut-off tap required:

Pressure Regulator Installed (1,5 bar):

Temperature (°C);

Hardness (TDS):

Back Flow Prevention:

Connection on autoclave:

Connection required on-site:

Pipe Material:

Pipe Size:

Pipe Insulation:

Comments:

Utility Requireme
Yes No

Document any discrepncies on the Installation Qualification Summary.

ODOOO000OOO

Compiled by: Date:

Reviewed by Date;

Filename ' FRMG30-02.03 - |Q document- For Review
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Documentation #: |Q Serial NO. 9999999

'I"u"nauer FRM630-02.03 i

ATTACHMENT #10.2C
UTILITY REQUIREMENT

Equipment/System ltem No.:

Equipment/System Description:

UTILITIES — DEMI WATER .ﬁj':!?‘
Specified | Checked

Model: 5075ELM-
System:
Source: s []
Purpose: Stea uction
Pressure (bar): 2 - [
Shut-off tap required: uired (Naf supplied) I L
Pressure Regulator Installed (1,5 bar): ited (Supplied) Mount direct on Tap L]
Temperature (°C): 115- M= ]
Water Quality (compliance with EN285): & | Accerding t6 EN285:2006 ] B
Back Flow Prevention: Reguired:( ipplied) [ ]
Connection on autoclave: (2] []
Connection required on-site: = |
Pipe Material: []
Pipe Size: ]
Pipe Insulation: L]

Comments:

Utility Require
Yes Mo

Document any discrepancies on the Installation Qualification Summary.

Compiled by: Date:

Reviewed by : Date:

Filenam_e  FEMB30-02.03 - IQ document- For Review




Installation Qualification

Tuttnauer FRM630-02.03 e 15 0151

o Erpknia B leciee ol Peree

Documentation #: 1Q Serial NO. 9999999

ATTACHMENT #10.2D
UTILITY REQUIREMENT

Equipment/System Item No.:

Equipment/System Description:

UTILITIES — DRAIN

Specified
Model: g
System:
Source:
Purpose:
Open or Vented:
Temperature resistant (°C):
Temperature resistant min. length (m):
Max. height of the drain-pipe {mm):
Connection on autoclave:
Connection required on-site:
Pipe Material:

OO OEEcca

OVERFLOW gonnection:
Location on autoclave:
Connection on autoclave:
Connection required on-site:

00

Comments:

Utility Requirements”
Yes No

Document any discrepancies on the Installation Qualification Summary,

Compiled by: Date:

Reviewed by Date:

Filename ; FRMEED—EZI]E - 'I';I;‘!_dot:unieﬁ{— Fér Review
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Documentation #: 1Q Serial NO. 8999999

ATTACHMENT #10.2E
UTILITY REQUIREMENT

Equipment/System ltem No.:

Equipment/System Description:

UTILITIES - COMPRESSED AIR

| Checked

Specified
Model: )
System:
Source:
Purpose:;
Air Flow (Ifmin):
Pressure (bar):
Shut-off tap:
Pressure Regulator Installed (1,5 bar):
Connection on autoclave: 10 th fitted Schneider Male NW7,2
Connection required on-site: -
Water:
Qil:
Pipe Material:
Pipe Size:

|

ODO0O0OO00O00o &

Commenis:

Utility -.:.:..: ..-.-:.=.::-_.:.'-._ |_ - " e
Yas No

Document any discrepancies on the Installation Qualification Summary.

Compiled by: Date:

Reviewed by Date:

Filename : FRMB30-02.03 - |Q document- For Review




Installation Qualification

Tuttnauer FRMEA0:02.03 —

Vet IEER iz wlecizn Gaaka’ 2atinay |

Documentation #: 10 Serial NO. 9999999

ATTACHMENT #10.2F
UTILITY REQUIREMENT
Equipment/System ltem No.: : ;‘?%ﬂ-,

Equipment/System Description:

UTILITIES — OTHER

Model:
System:
Source:
Purpose:
Surface to place the sterilizer on:
Support table carrying weight:
Free space around the autoclave:
Room Temperature (°C):

Room Relative Humidity (Max. %):
Conditioned Room:

Air Replacements per hour:

| Ghecked _

| Specified

DDDDDDD‘DDD [

Comments:

Utility Recuin
Yes Mo

Document any discrepancies on the Installation Qualification Summary.

Compiled hy: Date:

Reviewed by Date:

Filename : FRMG30-02.03 - 1Q document- For Review
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Documentation #: 1Q Serlal NO. 59999999

ATTACHMENT #10 ZG
UTILITY REQUIREMENT

Equipment/System ltem No.: ;
Equipment/System Description; y EE‘_\ _
U r = :?“

UTILITIES - INSTALLATION TESTS

| Checked

Remarks o
Model: 5075ELV-D0
System: L
Source: [
Purpose: | :
Integrity Check; | fy tliat there are no ]
Leveling Check: []
Utility Check 1: ¥ : i
Utility Check 2: neck - thatsall lities are wcrklng and ]
Leakage Check: =, Eink 2 tions to the sterilizer for []
it e A
Grounding Check; e e hec "ground connection of the []
i i [stomers power supply:
Leakage current Check: the current leakage relay of the []
TR ers power supply:
[l
[]

Commentis:

Utility Requirement
Yes No

Document any discrepancies on the Installation Qualification Summary.

Compiled by: Date:

Reviewed by Date:

Filename : FEM&30-02.03 - 1Q document- For Review
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Installation Qualification
FRM&630-02.03

Documentation #: 1Q Serial NO. 9999999

Page 22 af 31

ATTACHMENT #10.3A
DOCUMENTATION

Equipment/System ltem No.:

Equipmenit/System Description:

DOCUMENTS

Document

Specified

Available

Title:

Number:

Revision No.:

]

Storage Location of Document:

Title:

hnical ual

Number:

Revision No.:

8-8388838EN

L0

Storage Location of Document:

Title:

Number:

Issue Date;

Storage Location of Documents

Title:

Number:

Issue Date:

Storage Location of Da

Comments:

Document any discrepncies on the Installaticn Qualification Summary.

Compiled by:

Date:

Reviewed by

Date:

Filename | FRMB30-02.03 - 10 document- For Review
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Documentation #: 1Q Serial NO. 9999999

ATTACHMENT #10.4A
INSTRUMENT CALIBRATION

Equipment/System Item No.:

Equipment/System Descriplion:

iD1:

Type 1:

Range 1:
Scale Division 1:

Manufacturer 1:

Use 1:

Moc 1:

Calibration Date 1:

Calibration Interval 1:

Calibration Cert. No. 1:

iD2:

Type 2:

Range 2:
Scale Division 2:

Manufacturer 2:

Use2 : G sk -

MOC 2:

Calibration Date 2:

Calibration Interval 2:

Calibration Cert. No, 2:

1D 3:

Type 3:

Range 3:

Scale Division 3:

Manufactur

Use 3:
MOC 3:

Calibration val 3;

Calibration Cert. No. 3:

Filename : FRMG30-02.03 - 1Q document- For Review
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Installation Qualification
FRM&30-02.03

E)ncumentation #:

I1Q Serial NO. 9999999

Page 24 of 31

D 4:

Type 4:

Range 4:

Scale Division 4:

Manufacturer 4:

Use 4:
MOC 4:

Calibration Date 4:

Calibration Interval 4:

Calibration Cert. No. 4:

1D 5:

Type 5.

Range 5;

Scale Division 5;

Manufacturer 5:

Use 5;

MOC §:

Calibration Date 5:

Calibration Interval &:

Calibration Cert. No. 5:

D 6:

Type 6.

Range 6:

Scale Divisio

Manufactu

Use 6:

MOC &:
Calibrati

Calibration rval &:

Calibration Cerl. No. 6:
Document an
Qualification Su

Compiled hy:

mary.

Date:

crepancies from the design specification on the Installation

Reviewed by

Date:

'Filename : FRMB30-02.03 - Q) document- For Review
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Documentation #: 1Q Serial NO. 9999999

Page 25 of 31

ATTACHMENT #10.4B
CALIBRATION VALUES BACSOFT (FRM 630-05.00)

Model:
Request number: |

| 5075ELV-D

Serial number:

Engineer.

Chamber Temperature (J2)

 Actual Value

Read value

80.0°C

| 180.0°

Drain Temperature (J5)

[ 989565

g Temperature (J6)

Actual Value Read value Read value
- 200%
80.0 °C
Actual Value I Read value
75
5
Chamber Pressure J7: Generator Pressure (J7:2)
Actual Value Actual Value Read value
kPa kPa kPa
kPa kPa kPa
Actual Value Read value
'kPa kPa Pa
kPa kPa kPa

Calibration equipment

1D:

Description:

ID:

Calibration checked by:

Description:

Date:

Filename ; FEMB30-02.03 - 1G document- For Review




| Installation Qualification

FRM630-02.03
Tuttnauer
| Documentation #: 1Q Serial NO. 9999995
ATTACHMENT #10.4C
INSTRUMENT CALIBRATION

Equipment/System ltem No.:

Equipment/System Description:

ID 11

REFERENGE INSTRUMENTATION 1-'05"5?;34:3 i

Type 11:

Range 11:

Scale Division 11;

Manufacturer 11:

| Use 11:

MOC 11:

Calibration Date 11:

Calibration Interval 11:

Calibration Cert. No. 11;

1D 12:

Type 12:

Range 12:

Scale Division 12:

Manufacturer 12:

| Use 12:

MOC 12:

Calibration Date 12:

Calibration Interval 12: |

Calibration Cert. No. 12:

D 13:

Type 13:

Range 13:

Scale Division 13;

Calibration Cert. No. 13:

Filename : FRMB30-02.03 - |Q document- For Review
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Documentation #: |Q Serial NO. 9999999
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REFERENCE INSTRUMENTATION 2 of
ID 14: ,

Type 14: | - y
Range 14:
Scale Division 14:

Manufacturer 14:

Use 14:
MOC 14:

Calibration Date 14:

Calibration Interval 14;:
Calibration Cert. No. 14:

ID 15:
Type 15:

Range 15:

Scale Division 15;

Manufacturer 15:

Use 15:
MOCGC 15;

Calibration Date 15:

Calibration Interval 15:

Calibration Cert. No. 15:

D1 G:

Type 16:

Range 16:

Scale Divisio

Calibration Inte

Calibration Cert. No. 16:

Qualification Summary.

Compiled by: Date:

Reviewed hy Date:

Filename - FRMB30-02.03 - If_l document- For Eeview
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Documentation #: 1Q Serial NO. 9999999

ATTACHMENT #10.5A
PREVENTIVE MAINTENANCE VERIFICATION

Equipment/System ltem No.:

Equipment/System Description:

PM Document Title:

PM Document No.:

Revision Date:

Storage Location of Document:

Manufacturers PM Document Title: Nfa (parts

Manufacturers PM Document No.: Nfa (part of

PM has been performed as Scheduled:;

Is the current PM document in accordance to the

Comments:

Yes Mo

Document any disc cies on the Installation Qualification Summary.

Compiled by: Date:

Reviewed by Date:

Filename : FRME30-02.03 - |Q document- Fo}'Reuiew
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Documentation #: 1Q Serial NO. 9999999

ATTACHMENT #10.6A
INSTALLATION QUALIFICATION SUMMERY

Equipment/System Item No.:

Equipment/System Descripiion:

Discrepancyfvariation

Resolution:

Satisfactorily completed?: (YIN)

Discrepancyfvariation: ------—--

Resolution:

Satistactorily completed?: (Y
; Date

SUMMARY:

All items in in Qualification section of this protocol have been satisfactorily
completed and all igns or discrepancies satisfactorily resolved. Therefore, this system is
ready for Operationali@ualification.

Compiled by: Date:

Reviewed by Date:

Filename - FRMB30-02.03 - 1Q document- For Review
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Documentation #: 1Q Serial NO. 9999999

ATTACHMENT #10.7A
COMMENT / ACTION ITEMS

Equipment/System Item No.:

Equipment/System Description:

during protocol execution. A listing of all items is included below, and b efittAction item
forms are attached. This comment form summarizesthose items as well a8 any corrective
actions taken or responsive justifications. i

Date Follow Up
Completed

= —

Comment # Whao

OO0O000000aQO

]

Compiled by: Date:

Reviewed by Date:

Filename : FRIMB30-02.03 - IQ document- For Review
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Documentation #: |1Q Serial NO. 9999999

ATTACHMENT #10.7B
COMMENT / ACTION ITEM FORM

Equipment/System ltem No.:

Equipment/System Description:

Comment:

Response/Corrective Action/Justification:

Follow-up Required: (Yes/No) —

Explanation of Follow-up:

Completed Date: Signature:
Compiled by: Date:
Reviewed hy Date:

Filename ' FRMG30-02.03 - 1Q document- For Review



