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Installation Qualification Definitions

1. Definitions

1-1 Documentation

I. The purpose of this document is to record the results of the Installation Qualification of the Shimadzu
Electronic Balance, '
This document checks the installation site/environment, confirms equipment specifications, checks
documentation such as instruction manuals, and verifies the condition of the installed equipment.

2. The following are established as the responsible parties in the execution of inspections,

* Performer
The Performer is the individual who actally performs the procedures stipulated in the Installation
Qualification Protocol and the Operational Qualification Protocol.
The Performer shall either be an individual who, having been trained by the Quality Assurance Department
of the Analytical & Measuring Instruments Division of Shimadzu Corporation, has been certified as an
IQ/0Q inspector by the General Manager of the Quality Assurance Department, or an individual recognized
by the Manager to be equipped with the ability to conduct this inspection.

* Reviewer
The Reviewer is an individual designated by the Manager charged with responsibility for the system,

. The Reviewer verifies the contents of the Installation Qualification Protocol and Operational Qualification
Pratocol documentation. In addition, the Reviewer shall attend the inspection procedures together with the
Performer, and evaluate the procedures,

The Manager can serve concurrently as the Reviewer.
* Manager
The Manager is the individual responsible for administering the electronic balance being inspected.
As well as verifying the contents of the Installation Qualification Protocol and Operational Qualification
Protocol documentation, the Manager shall also grant final approval to the mspection procedures.

3. The Performer shall check each unit and execute inspections using the protocol described in Installation
Qualification Protocol (Document No. ). After checking all items, the Performer shall sign
and date the cover sheet of this document and submit this document as a report.

(1Q must be performed by a trained and knowledgeable individual in accordance with 21 CFR Part 211
Section 211.25 (¢cGMP, USA promulgated 29 September 1978)).

4. The Reviewer shall first check the content of this entire document. After the performance of each inspection
(Pre-Installation Qualification, Installation Qualification and Equipment Management), the Reviewer shall
check their results. After checking all items, the Reviewer shall sign and date the cover sheet of this
document as approval of the Installation Qualification.

. 5. The Manager shall first check the content of this entire document. Afier the performance of all installation
qualification protocols, the Manager shall check their results. The Manager shall enter a unique document
control number in the Document No. space at the top right of the cover sheet, and then sign and date the
cover sheet of this document as final approval of the Instatlation Qualification.

o

This document is comprised of 1. Definitions, 2. Preliminary Checks, 3. Pre-Installation Qualification, 4.

Installation Qualification, 5. Change List, and 6. Attached Documents. All of these sections nmist be
included.

7. This document contains important information and any form of duplication, photography, or reproduction
without the permission of the General Manager of the Quality Assurance Department, Analytical &
Measuring Instruments Division, Shimadzu Cotporation, is prohibited. However, the records of the
inspections conducted using this document may be duplicated at the discretion of the Manager.
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Installation Qualification Definitions

1-2  Scope
This IQ inspection shall apply to the equipment installed at the following site.
(Address); Rur_a Drcwnouse T Mijﬂ Wogoer Km 31 e .51, Ciialag
{Company): Tt Wessigarma Tmpoke  Nigrcusuan e
(Department): R P
{Installation S-itc}; Laorotory
{System 1D No.):
2
{Product Model Name) b = W

(Scope of Installation Qualification)
. The Installation Qualification Protocol shall include the following.

* Pre-Installation Qualification
Confirmation of the specifications of the electronic balance.
Confirmation and maintenance of documents (instruction manuals, Qualification Protocol and certificates).
Confirmation of installation site and conditions.
Confirmation of the delivered equipment.

* Installation Qualification |
Confirmation shall be executed by verifying that the dlectronic balance is connected correctly.

* Confirmation of Firmware
The scope of the Installation Qualification extends to the verification of firmware. Verify the actual version
displayed when the power is turned on. Verifications with the power tumed on shall be executed in accordance
with the OQ (Operational Qualification) Protocol,
During installation, the firmware may be upgraded (0 versions regarded appropriate by Shimadzu Corporation.
In this case, enter the new version in the version information entry column in "4, Installation Qualification”, and
clearly state a comment to this effect in the margin,
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Installation Qualification Definitions

1-3 Entries and Revisions

. Making entries
Use a permanent ballpoint pen, or equivalent, when recording results.
Names should be clearly printed.
Confirm that all items, except "Remarks" columns, are completed, and that there are no omissions.
Diraw a diagonal line (from bottom left to top right) across all blank columns. (When making no entries, it is
not necessary to enter the "Change No._ ", "Date” or "Signature”, or to write down the reason for the change
in the Change List of this document.)
Columns in which nothing has to be written in have been filled in with "N/A" in advance.
If choices are available within an item, place a checkmark in the box to select the appropriate decision.

1. Deletion and correction of mistakenly filled items
To correct mistaken entries such as inspection results, delete the entire entry by drawing a diagonal line
through it and enter the correction in the margins, To correct numerical values or symbols {checkmarks),
draw 2 horizontal lines across the mistake and re-write the entry. Moreover, write the date, the signature, and
the reason for the change. (When deletion and correction of mistakenly filled items, it is not necessary to
enter the "Change No.__ ", "Date" or "Signature”, ar to write down the reason for the change in the Change
List.)

3. Changing or deleting steps, procedures or acceptance criteria
If there are parts of the sleps or procedures which will not be applied, draw a diagonal line through the entire
iem and write "Change No.__" above the line and assign a number to it. Date and sign it. Enter the necessary
information in the Change List,
When making a change, delete the existing description as explained above, enter the change point, and then
write down the reason for the change in the Change List.

4.  Revising entries
If the need to alter the contents of an entry arises, change the entry in accordance with "2, Deletion and
correction of mistakenly filled items", and then write the reason for the change in the Change List.
When adding a new description, write it in the marging of the relevant page, and write "Change No._ " and
date and sign the entry. Then, write down the reason for the change in the Change List.

5. Handling program
Any problems identified in Installation Qualification must be investigated and appropriate actions must be
taken. All such actions must be documented and be approved by the Manager.

6. Inthe event of a fail
If problems occur during an inspection and the item fails the inspection, place a checkmark in the "Fail" box
and describe the problem in the margins of the relevant page. Wrile "Change No.__" and date and sign the
entry. Enter an outline of the problem in the Change List.
After the problem is solved, describe the solution and the result ("Pass”) in the margins of the relevant page,
Write "Change No.__" and date and sign the entry. Enter the outline of the solution in the Change List.
If necessary, pages can be added. To add a page, write the "Change No.__" on the page and date/sign it. Add
an alphabetical letter (starting from A) to the page number (e.g.. 5-A), and insert the added page after the
relevant page. Add the page number of the added page to the Table of Contents and record it in the Change
List. '

7. Other
Every item entered into the Change List shall be approved by the Reviewer and Manager.
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Installation Qualification Preliminary Checks

2. Preliminary Checks

2-1 Reviewer Confirmation

Before conducting this inspection, enter the name of the Reviewer designated by the Manager.

Reviewer

Name:

Title: Date: / ¢

the "Not Applicable” box.

Reviewer 2 (CONot Applicable)

Name:

Use the spaces below if more than one Reviewer is 1o be set. If the spaces are not used, place a checkmark in

Title: Date: / /

Page 6 of 17




Installation Qualification _ Preliminary Checks

2-2 ldentification and Approval of Performer

Identify and approve the Performer. Choose the entry section according to the way in which the Performer is
selected.

If revisions are to be made to the document by Performers other than the persons certified in the table below, make
a note of the fact that the Performer has been changed {entry of the qualification certificate number included) in "5.
Change List".

Dé the Performer is a service technician authorized by Shimadzu Corporation, complete the following.

This is to certify that the below-signed person has received training in the Quality Assurance Departmenl of
the Analytical & Measuring Instruments Division of Shimadzu Corporation, The person has been certified by
the General Manager of the Quality Assurance Department as a qualified 1Q/00Q inspector, as proven by the
certificate. The person performs the Installation Qualification Proweol as the Performer.

Performer
MName: R“‘Hﬁ Witso

Title: Setvice ®ngmeer
Company name: ©1 D\t Jaua
Centificate No.: pa\10»

Signature: %Q

Date: 8 j 03 ; 2ovg

Use the spaces below if more than one Performer is to be set. If the spaces are not used, place a checkmark in
the "Not Applicable” box. I

Performer 2 (EINot Applicable)
Name: | —_— Disler il fomemrs

Title: /
Company name: e /
Certificate No.: e

Signature: il

The above-signed persons are hereby recognized as certified 1Q/0Q inspectors and approved to perform the
Installation Cualification Protocol as the Performer,

Reviewe

Signature: Date: / !
Manager

Signature: ki / ’
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Installation Qualification Preliminary Checks

O If the Performer has been appointed by the Manager, complete the following,
Performer

MName; - /
Title:

.
Company name: e ol
Signature: f"ﬂ

-

The above-signed person is hereby recognized as a certified 1Q/OQ inspector and approved to perform the
Installation Qualification Protocol as the Performer,

Reviewer
Signature;

Manager
Signature:

Date: / /

Date: { /

Rev. 100
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Installation Qualification Pre-Installation Qualification

3. Pre-Installation Qualification

3-1 Equipment List

Systems can be configured by combining options according to equipment model. Electronic balances and options are
shown in the list below. In this list, place a checkmark in the "Applicable” box for the electronic balance and options
that configure the system, and enter a model name and serial number (S/N) if available. For electronic balances and
options that do not configure the system, place a checkmark in the "Not Applicable” box.

Applicable Not Applicable Maodel Name Serial No. (S8/N)
=] O Flectronic balance 0R 1t wo DBLEY (0030
Opiions
= O Printer Rawantce Penver €9 _uo
u| O Keyboard N/A
q O O Fool switch N/A
O O Battery pack : N/A N/A
il O Windbreak (option) | N/A
O O Comparator buzzer N/A N/A
Specific gravity y
= H measurement kit iy
O O Animal bucket set N/A N/A
O O
O O
O O
We hereby approve the system configuration specified above.
MM&M&V# | Date: '° 2 ',
Reviewer (signature) | Date: / /

Rev. 1.00 Page 9af 17




Installation Qualification Pre-Installation Qualification

3-2 Instruction Manuals

Applicable N|"'Hl_ Instruction Manual PN “?i" Storage Site

Electronic balance

O O

O O
Options

O |

O a

O O

O O

O O

erfi natur Date: ] g 0%, N
Reviewer (signature) Date: / /
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Installation Qualification Pre-Installation Qualification

3-3 Certificates

Shimadzu Corporation attaches Certificates of Compliance for each electronic balance inspected in accordance
with the Installation Qualification Protocol.

Enter the model name, make sure that the "Certificale of Compliance” is attached, and place a checkmark in
the relevant box.

Muodel Name Certificute of Compliance
o235 WO =
Ferfnrmgr!signngggiw Date: '8 A i
v
Reviewer (signature) - Date: / /

Rev. 1.00 Page 11 of 17




Installation Qual

ification Pre-Installation Qualification

3-4 Installation Environment

The environmental conditions specified below shall be satisfied for the equipment to operate normally

3-4-1 Environment

Temperatmre

Relative humidity
Table

= Space

Oiher

3-4-2 Power Supply

Voltage

Frequency

3-5 Equipment In
Check the equipment

S5tw40°C

Small daily temperature Auctuations within the above range.

An environment restricting temperaiure fluctuations to within 2 °C is required to meet the
control standards for the repeatdbility test and linearity test.

20 to 85% (no condensation)

Must be the dimensions described in the instruction manual or larger.
Sufficient space for the computer, printer, and options if positioned on the table.

Avoid direct exposure to air-blow from air-conditioners,
Avoid exposure to direct sunlight.

No vibrations.

Clean location free of corrosive gases or dust.

Away from equipment which gencrates strong magnetic fields.

100V -240V (-15% to +10%):Note, however, that power supply specifications must
satisfy the listed requirements of the AC adapter in use,

50/60 Hz: Note, however, that power supply specifications must satisfy the listed
requiremenis of the AC adapter in use,

formation

information for each unit. The ¢heck items are as follows.

Product name;
Manufacturer:

Model name

Product number (P/N): 22 -F4501 -1

Electronic Balance

Clarand ¥

a0
Serial number (S/N): P2ibao0s
Dimensions (mm): Approx. A E (D) = (H)
Power supply: ACI100 ¥V — 240V
Frequency: 50/60 Hz
Performer (signature) M Date; '8 A
Reviewer (signature) Date: / /

Rev. 1.00
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Installation Qualification Pre-Installation Qualification

4. Installation Qualification

4-1 Electronic Balance [LJApplicable [J Not Applicable

A. External Appearance and Functions

1. Level Gauge
{(Outline}
{Procedure)

{Criteria)

1, LCD Display
{Outlineg)
(Procedure)

(Criteria)

Make sure that the level of the electronic balance can be adjusted.
lurm the level adjuster so that the bubble on the level gauge is located in the circle.

The size of the air hubble must be 90% or less of the circle.
The air bubble must be locatable in the center of the circle.

Make sure that the LCD display works correctly.
Afier checking the instruction manual, install the LCD display, and turn the power on,

No missing segments are allowed in the LCD display.
Mass must be displayed.

{Resulis)

ltem Pass Eail
Level gauge o O
LCD display g O

. B. Standard Accessories

Refer t the list in the instruction manual, and make sure that all standard accessories are present.

(Results)

ltem Pass Fail
Standard accessories & O

Performer (signature) M Date; R ; 03 , 0w

Reviewer (signature) Date: / /
Rev. 1.00
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Installation Qualification Installation Qualification

&
4-2 Printer  Model name: £2-° [ Applicable [ Not Applicable
Connect the printer cable to the electronic balance, tum the power on, and make sure that printing is performed

when the [PRINT] key is pressed.

Pass

nd O

(Results) ltem

Printing

4-3 Keyboard Model name: [J Applicable [Not Applicable

Connect the cable to the electronic balance, press each of the keys, and make sure that the respective function

waorks.

Pass Fail

(Results) ltem

. Key functions

4-4 Foot Switch Model name: [] Applicable [JNot Applicabl

Connect the cable to the electronic balance, and make sure that the foot switch works when it is stepped on,

(Resuls) ltem Pass Fail
Functions O m]

(] Applicable [ Not Applicable

4-5  Battery Pack (for 100 V)

Connect the DC jack from the battery pack to the electronic balance, and make sure that numerical values are
displayed on the electronic balance’s LCD display when the power is tumed on.

(Resulis) ltem P Fail
Numerical value display O O
Performer (signature) * ﬁ Date: 18 /03 ;209
/ /

Date:

Reviewer (signature)

Rev. 1.00 Page 14 of 17




Installation Qualification Installation Qualification

4-6 Windbreak (Option) Model name:

] Applicable [U'Not Applicabld

Make sure that windbreak (option) is installed on the clectromic balance, and that the door opens and closes

smoothly.
{Results) ltem Pass Fail
Sliding of door O O
4-7 Comparator Buzzer L] Applicable [L¥Not Applicable

Connect the comparator buzzer to the electronic balance, set the upper and lower limit values, and make sure
that the buzzer sounds when there is a load present between upper and lower limit values.

. {Results) ltem I'a Fail
Buzzer operation O O

4-8 Specific Gravity Measurement Kit = Model name:
O] Applicable  &'Not Applicable

Make sure that the specific gravity kit is installed on the electronic balance. and that the electronic balance's
mass display is free of abnormalities.

{Results) ltem Pass Fail
Display on electronic
balance 0 s
® . Animal Bucket Set (1 Applicable [ Not Applicablé

Make sure that the animal bucket set is installed on the electronic balance, and that the electronic balance's
mass display is free of abnormalities.

(Results) ltem Pass Fail
Display on electronic
balance = o
Performer (signature) M Date: 18 ;] 9 /209
Reviewer (signature) Date: / /
Rev. 1.00 Page 150f 17




Installation Qualification Change List

S. Change List

When changing or deleting the contents of this document, or adding new information to this document, record
revision coed, change number, page number, reason, date, and name of the Performer in the Change List below,
and obtain the approval of the Reviewer and the Manager,

Revision Code:  Enter an alphabet character startig from A. Assign the same revision code to changes that
are performed at the same timing.

Change No; Enter the change number assigned in sequence from 1 onwards in accordance with "1.3
Entries and Revisions". Even if the revision code is different, assign the next number for
the change number without rem.r[;ling the change number to 1,

Page: Enter the page number in which the change, deletion or addition was made.

Reason: Enter the reason for the change, deletion or addition.

Date: Enter the date on which the change, deletion or addition was made.

R:‘:::m C‘[;: gt Page Reason . Date Performer | Reviewer Manager
W
Rev. 1.00
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Installation Qualification

Attached Documents

6. Attached Documents

Attached | ltem Description Page
I]{ 3-3 | Certificate of Compliance
5 .
Performer [signﬂnfw Date; 18 1 9044
W
Reviewer (signature) Date: /

Rev. 1.00
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slncefl-ﬂ'?ﬁ Document No._

ELECTRONIC BALANCE
Operational Qualification

Operational Qualification Report

System Name A 71¢ 1w

System D No.

Installation Site VT Merfizarma  Tomags  Verew guan a

The undersigned performer reports that the Operational Qualification Protocol has been successfully completed for the
system stated above,

* Performer Date

B /0% /101q

Title (onhe? Enoyneer

ip™
Certificate Na, 6\t g
{Shimadzu-certified Performer gnly)

Company VT Didex  Joawp

The undersigned reviewer and manager report that the performer has completed the Operational Qualification Protocol
successfully,

* Reviewer Signature Date

Print

Title

Company

- Managf:r Signature Date

Print i I

Title

Company
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Operational Qualification . . . . . . . S L e e R . Definitions

1. Definitions

1-1

(]

Documentation

The purpose of this document is to record the results of the Operational Qualification (0Q) implemented on
the Shimadzu Electronic Balance. If the inspections pass the criteria and the results have been approved, it
has been verified that the instruments operate properly in accordance with their intended purpose,

The following are established as the responsible parties in the execution of inspections,

*Performer

The Performer is the individual who actually performs the procedures stipulated in the Installation
Qualification Protocol and the Operational Qualification Protocol.
The Performer shall either be an individual who, Having been trained by the Quality Assurance Department
of the Analytical & Measuring Instruments Division of Shimadzu Corporation, has been certified as an
1Q/00Q inspector by the General Manager of the Quality Assurance Department or an individual recognized
by the Manager to be equipped with the ability to conduct this inspection.

*Reviewer
The Reviewer is an individual designated by the Manager charged with responsibility for the system.
The Reviewer verifies the contents of the Installation Qualification Protocol and Operational Qualification
Protocol documentation. In addition, the Reviewer shall attend the inspection procedures together with the
Performer, and evaluate the procedures.
The Manager can serve concurrently as the Reviewer.

*Manager

The Manager is the individual responsible for administering the electronic balance being inspected.

As well as verifying the contents of the Installation Qualification Protocol and Operational Qualification
Protocol documentation, the Manager shall also grant final approval to the inspection procedures.

The Performer shall check each unit and execute inspections using the protocol deseribed in the Operational
Qualification Protocol (Document No. ). After checking all items, the
Performer shall sign and date the cover sheet of this document and submit this document as a report. (00
must be performed by a trained and knowledgeabld individual in accordance with 21 CFR Part 211 Section
211.25 (eGMP, USA promulgated 29 September 1978)).

The Reviewer shall first check the contents of this entire document. After cach inspection is finished, the
Reviewer shall check its resuli. After checking all inspection items, the Reviewer shall sign and date the
cover sheet of this document as approval of the Operational Qualification.

The Manager shall first check the contents of this entire document. Afier all inspections in the Operational
Qualification Protocol have been implemented, the Manager shall check their results. The Munager shall
then enter a unique document control number in the Document No. space at the top right of the cover sheet,

and then sign and date the cover sheet of this docdment as final approval of the Operational Qualification
Protocol.

This document is comprised of 1. Definitions, 2. Preliminary Checks, 3. Operational Qualification Record, 4.
Change List, and 5. Attached Documents. All of these sections must be included.

This document contains important information and any form of duplication, phetography, or reproduction
without the permission of the General Manager | of the Quality Assurance Department, Analytical &
Measuring Instruments Division, Shimadzu Corporation, is prohibited. However, the records of the
nspections conducted using this document may be duplicated at the diseretion of the Manager,

Rev. 1.01
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Operational Qualification Definitions

1-2  Scope
This OQ inspection shall apply to the equipment installed at the following site.
(Address): Ruko Dackhouse S\ Rasa Boaor tw 21 W02, Qmiae
{Company): T W‘{ﬁTQMU. Tumoeu  WMerruiuon a
{Depariment): RaD
Loorodory

iInstallation Site):

(System [D No.):

(Product Model Name): 1® 715 &0
Performer (signature) Rx' ‘@ Date: B ; 0%, 201
Reviewer (signature) o : ,

Rev. 1.1 Page 4 of 17




Operational Qualification Definitions

1-3 Entries and Revisions

B,

9,

Making entries
Use a permanent ballpoint pen, or equivalent, when recording results.
Names should be clearly printed.
Confirm that all items, except "Remarks” columns, are completed, and that there are no omissions. Draw a
diagonal line (from bottom left to top right) across all blank columns. (When making no entrics, it is not
necessary to enter the "Change No._ ", "Date" or "Signature”, or o write down the reason for the change in
the Change List of this document.)
Columns in which nothing has to be written in have been filled in with "N/A" in advance.
If choices are available within an item, place a checkmark in the box to select the appropriate decision.

Rounding of numeric values
If measurement results are obtained with a degree of precision that exceeds the range of the electronic
balance display, results arc rounded to figures whose degree of precision exceeds the range of the display by
one digit. For example, when the electronic balance display is down to the 0.1's digit, the numerical value of
the 0.001% digit in the result value is rounded to the nearest digit, i.e. 0.01's digir.

Deletion and correction of mistakenly filled items

To correct mistaken entries such as inspection results, delete the entire entry by drawing a diagonal line
through it and enter the correction in the marging. To correct numerical values or symbols (checkmarks),
draw 2 horizontal lines across the mistake and re-write the entry. Moreover, write the date, the signature, and
the reason for the change. (When deletion and carrection of mistakenly filled items, it is not necessary o
enter the "Change No. ", "Date” or "Signature”, or 1o write down the reason for the change in the Change
List.)

Changing or deleting steps, procedures or acceplance criteria
If there are parts of the steps or procedures whi_l:h will not be applied, draw a diagonal line through the
entire item and write "Change No. " above the |ine and assign a number to it, Date and sign it. Enter the
necessary information in the Change List.
When making a change, delete the existing description as explained above, enter the change point, and then
write down the reason for the change in the Change List,

Revising entries
If the need w alter the contents of an entry arises, change the eniry in accordance with "3. Deletion and
correction of mistakenly filled items”, and then wrile the reason for the change in the Change List,
When adding a new description, write it in the margins of the relevant page, and write *Change No. " and
date and sign the entry. Then, write down the reason for the change in the Change List,

Handling problems

Any problems identified in the Opcrational Qualification must be investigated and appropriate actions must
be taken. All such actions must he documented and be approved by the Manager.

In the event of a fail |

If problems ocour during an inspection and the item fails the inspection, place a checkmark in the "Fail® box
and describe the problem in the margins of the relevant page. Write "Change No.__" and date and sign the
entry. Enter an outline of the problem in the Change List.

After the problem is solved, describe the solution and the result ("Pass™) in the margins of the relevant page,
Write "Change No. " and date and sign the entry. Enter the outline of the solution in the Change List.

If necessary, pages can be added. To add a page, write the "Change No. " on the page and date/sign ir. Add
an alphabetical letter (starting from A) to the page number (e.g., 5-A), and insert the added page after the
relevant page. Add the page number of the added page to the Table of Contents and record it in the Change

List.
Attaching data
Autached data are added by assigning page numbers as "A, B, C.. " for each inspection item. If, for example,

there is a total of 3 sheets for attachment A, notate the pages as "16-A-1/3 — A-3/3", ensuring thal no
numbers are omitted. The Performer shall date and sign the attached data.

Other
Every item entered into the Change List shall be approved by the Reviewer and Manager,
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Operational Qualification Preliminary Checks

2. Preliminary Checks

2-1 Confirmation of Reviewer

Before conducting this inspection, enter the name of the Reviewer designated by the Manager.

Reviewer

Name:

Title; Date: ! !

Use the spaces below if more than one Reviewer is to be set. If the spaces are not used, place a checkmark in
the "Not Applicable” check.

Reviewer 2 (LINot Applicable)

Name:

Title: Date: / !

Reviewer 3 (CINot Applicable)

MName:

Title: Date: { /

Rev. 1.01 Page 6 of 17



Operational Qualification Preliminary Checks

2-2 Identification and Approval of Performer

Identify and approve the Performer. Choose the entry section according to the way in which the Performer is
selected.

H?Iﬁhr: Performer is a service technician authorized by Shimadzu Corporation, complete the following.

This is to certify that the below-signed person has recaived training in the Quality Assurance Department of
the Analytical & Measuring Instruments Division of Shimadzu Carporation. The person has been certified by
the General Manager of the Quality Assurance Department as a qualified 1Q/OQ inspector, as proven by the
certificate. The person performs the Operational Qualification Protocol as the Performer.

Performer
Name: P,  Meaa Date: @ ;031 20

Title: _S€r\ice Tasneer
Company name; P1 Diter Jaya

Certificate No.: ©'712023

Signature: w

Use the spaces below if more than one Performer is Lo be set. If the spaces arc not used, ploce a checkmark
in the "Not Applicable” box.

Performer 2 rh'd‘(m Applicable)

Name: Date: {

Title:

Company name: |

Certificate No.:

Signature:

The above-signed persons are hereby recognized a5 certified 1Q/0Q inspectors and approved to perform
the Operational Qualification Protocol as the Performer,

Reviewer
Signature: Date: /!
Manager
Signature:

Date; ! J

Rev. 1.01 Page 7 of 17




Operational Qualification Preliminary Checks

LIHf the Performer has been appointed by the Manager, complete the following.

Performer
Name:; Date: e
Title: i

‘ nm}'}an\r name -
" -
E’l ,--'""-FFF

The above-signed person is hereby r;uugﬁi};-:! as a certified 1Q/0Q inspector and approved to perform the
Operational Qualification Protocol 4s the Performer,

Signature: o Daie: } /
M“““E;I"K"

!}_Mém'rr:‘. Date: [
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Operational Qualification Preliminary Checks

2-3 Planning Items to Be Evaluated in Operational Qualification

Before conducting this operational qualification procedure, determine the cvaluation items, and have them
approved by signing the signature column at the end of this section,

No signalure or date entry is required for evaluation items with a checkmark in the "Not Applicable” box on the
Implementation Record page.

2-3-1 Checking the Model

Enter the model name and serial number (S/N) of the glectronic balance.

<Model=

Model Name Serial Number (S/N)
fip-22 D362 10020

We hereby approve the system configuration specified above.

wmm% _Date: '8, 0% , 2024
Reviewer {signature) | Date; / f
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Operational Qualification

Preliminary Checks

2-3-2 Planning Evaluation Items

Before conducting this operational qualification procedure, confirm the items to be evaluated. Place a
checkmark in the "Applicable” box for items to be evaluated, and "Not Applicable” for items not to be evaluated.
Enter a diagonal line in the entire Pass/Fail column (from bottom left to top right) for "Not Applicable” items.

No. ltem Outline Applicable M;i‘:mk
3-1 Test 1 | LCD display Make sure that the indications on the LCD display are w 0
correct.
3-1Test2 | Level gauge Make sure that the level of the electronic balance can 0% =
be adjusted. =
3-1 Test3 | Level adjuster | Make sure that the level adjuster functions comrecly, % 0O
3-1Test4 | TARE function | Make sure that the TARE function works correctly. o 0
3-1 Test5 | Clock Make sure that the date and time are set correctly on cd O
models with a clock functipn. 5
3-1 Automatic door | Opening and closing |functions are performed o ]
Test 6-1 carrectly,
3-1 Automatic door | Make sure that the position memory function of
Test 6-2 Position sutomatic door works correctly. P4 ]
memory
function
3-1 Touch-less The touch-less sensor responds correcily and performs 'd 0
Test 7 sensor the assigned function.
3-2 Performance Follow the qualification procedures and criteria if
specified by the Manager. If procedures and criteria
are not specified, follow inspection protocol as laid
down by the OQuality Assurance Depariment,
Analytical & Measuring Instruments  Division,
Shimadzu Corporation, ar the Shimadzu authorized v 0
distributors, and check repeatability, eccentric error
and linearity in the inspection protocols laid down by
the Quality Assurance Department, Analytical &
Measuring  Instruments  Division,  Shimadzu
Corporation, or the Shimadzu service representatives,
(Protocol document Ng.: ]
[
We hereby approve the system configuration specified above.
orme ature) Date: 18 03 j =0%9
Reviewer (signature) ' Date: /

Rev. 1.01
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Operational Qualification Preliminary Checks

2-4 Calibration Certification and Instruments Used

The instruments used in the inspections are listed below,

When instruments controlied by the Shimadzu authorized distributor are to be used. copics of the Certificate of
Traceability or the Quality Assurance sheet will be submitted

However, if the assured performance satisfies the requined specifications, calibrated mstruments controlled by the
customer may be used in the inspections,

F(When prepared by Shimadzu Corporation or the Shimadzu authorized distributor

Instruments for which the traceahility certificate will be submitted
Certificates of traceability are attached to the following instruments controlled by the Shimadzu service company,

* Weights
Weights that are traceable 10 national standards are required.
. | o039 2 Enky
w Weight(s) Article No, _S140836&3 (390 Certilicate No. G216 ( i
O  Weighis) Article No. Wia Certificate No, bl
_ Wie W (a
0O  Weight(s) Article No. Certificate No,

U When the customer uses their own calibrated controlled instruments

* Weights

Weights that are traceable to national standards are required.

O Weighi(s) Article No. " Certificate No. =

-

L~ v

» " 1“ -
O Weights) Article No, i Certificate No. s v

O Weighus) Article No. / Certificate No. /

The instruments, tools, and other items described in sections 2.4 are approved for use in the inspections.

Performer (signature) H‘"ﬂ Date: ® ;03 |, 2044
Reviewer (signature) Date: f /
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Operational Qualification Operational Qualification Record

3. Operational Qualification Record

Place a checkmark in the "Applicable” box for items to be evaluated, and "Not Applicable” for items not to be
evaluated. Enter a diagonal line in the entire Pass/Fail column {from bottom left to top right) for "Not Applicable”
ilems.

Here, inspection results are recorded along the procedure of section 4 in Operational Qualification Protocol.

Model Name: Ap 22
Serial No. (S/N) g2 1 £ 2 | O O3 O
ROM Ver,

3-1 External Appearance and Functions

Test 1 LCD display G Applicable [ Not Applicabid
Resulis
ltem Critena Pass Fail
LCD display All segments must light without any missing sections. or a
Test2 Level gauge [ Applicable [] Not Applicablé
Results
il Item Criteria Pass Fuil
Level gauge The size of the air bubble must be 90%; or less of the circle. ' O
The air bubble must be locatable in the center of the circle. o O
Test3 Level adjuster [SApplicable O Not Applicabled
Results
Item Critcria Pass Fail
Level adjuster | The level adjuster must be free of any rautling or unevenness. e O
ry
Performer (signaturc) R"ﬁ' Date: B f B3 2ai4
Reviewer (signature) Date: / /
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Operational Qualification Operational Qualification Record

Test4 TARE function [YApplicable [] Not Applicablé
Resulls
Item Critena Pass Fail
TARE function | The zero display must be indicated. " U
P
Test 5 Clock Applicable [J Not Applicabléd
Results |
[ liem | Criteria Pass. Fail
Clock | The date and time must be correctly set o -
Test 6-1 Automatic door T Applicable O Not Applicablé
Results
| ftem Critenia Pass Fail
Automatic door | Opening and closing functions are performed A~ o
correctly,
Test 6-2 Automatic door ]_Eprplicahie [J Not Applita@
Position memory function
Results
Ttiem | Criteria Pass | Fail
Automatic door | Pogition memory function works correctly.
Position I:If 1
lm:mur}r J
finction
Test 7 Touch-less sensor EApplicable [J Not Applicablé
Resulis
Ttem Criteria Pass Fail
Touch-less The touch-less sensor responds to execute the & -
Setax assigned function correctly. B

l
Performer (signature) H‘Wﬂ- Date: I8 [ OY f g
W

Reviewer (signature) Date: / /
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Operational Qualification Operational Qualification Record

ri
3-2 Performance [ Applicable [ Not Applicabld

Enter each control standard and the observation paints of linearity in the tables on this page from the applicable
inspection protocol. In the case of dual-range models, the upper and lower tables are used for the large and small
ranges, respectively. In the case of models other than dual-range models. use only the upper table, and draw a
diagonal line in the lower table from bottom left to top night. After inspection, enter the inspection results in the
lables.

In blank columns, draw a diagonal line from bottom left to top right.

Large Range {dual-range models) Results
[tem Criteria Resulis Pass Fail
tability
Repeatability 2p6 toomms | g orless 0,600 g w o
Eccentni
s e 100 10,0007 gorless | Max. 0,0002 g A¥ 0
Linearit Mol (smallest)
Y observation pomt o g X0,w05 gorless 0. 0c00 E
M. 2 shservation potn & £ : j:h.mo*i aor less S, Do) £
Mo.3 observation point o g | 0,005 g orless 10,0001 g
1 m- O
M4 observation point 50 g | £0,t00% gorless 50,0000 B
Mo, 5 observation point 18] g |+ 0,005 gorless 0o, 8099 2
No.6 obscrvation point w0 g | + 0.000% g or less 109,008% g
Small Range {dual-ange models) Results
ltem Criteria Results P -
esulls uss | M
Repestability £ or less gif,/""fl O
Eccentric -
error + g or less Mn.f,f’”/ g D O
Linearity No.1 {smallest) |
iihsorvon okt g | £ g or less = g
No.2 ebservation poi = =
0.2 abservation point g | _Jgorless
Ko obssrvaton point _—g |r - = g or less B
e | = o
No.4 nbunw g | £ g or less £
m;-r'.-atmr ek g | g or less &
/ Mo observition point g | g or less e
Performer (signature) W Date: 18 g PR g A
1}
Reviewer (signature) Date: i [
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Operational Qualification

Operational Qualification Record

3-3 Electronic Balance Inspection Record Data

Paste the inspection record data sheet for each item in the box below in case of using the printer for

inspection,

Using Printers  [Applicable  CINot Applicable

Range (Large range for multiple range)

OApplicable ONot Applicable

: Range (Small range for multiple range)

| O Applicable Applicable

Repeatability

18:54: 67 28240713

Repeotatiity

11:85:54 20249718
200.8003 g
200, 0002 9
208, 00682 9
20p,0002 g !
208.8082 9

& | 1D }q
288.8802 9 .

Eceentric Error

Ecceniric eemor

l1:11:86 202409713
168, 000043

100. 000019

108, 00169 !

160. bogong 1@ w0
188, 888209

Linearity

Lineaci by
11:14:47 2824-67-13

8. 000089

5. 000053

18. BBO06S

50, 000A40 14
99,999850 9 W *°
199,9997 g

Repeatability

[ — bl

Eccentrie Error

Lineari ty

Comment

Y None

Rev. 1.01
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Operational Qualification Change List

4. Change List

When changing or deleting the conlents of this docum L, or adding new information to this document, record
revision coed, change number, page number, reason, 2, and name of the Performer in the Change List below,
and obtain the approval of the Reviewer and the Manager,

Revision Code:  Enter an alphabet character starting from A. Assign the same revision code 1o changes that
are performed at the same timing,

Change No: Enter the change number assigned in sequence from 1 onwards in accordance with "1.3
Entries and Revisions". Even if the revision code is different, assign the next number for
the change number without returning the change number to 1.

Page: Enter the page number in which the change, deletion or addition was made.

Reason: Enter the reason for the change, deletion or addition.

Date: Enter the date on which the change, deletion or addition was made,

a:;x' L?:# Page Reason | Date Performer | Reviewer Manager

=

=

.tjﬁ\

Rev, 1.01
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Operational Qualification Attached Documents

5. Attached Documents

Attsched)  liem Description Page
El/ 32 Electronic Balance Inspection Record Evaluation data 16-A-
O

* Appended performance protocol and data shall be numbered by adding letters in sequence from A to the final page
number of this document (e.g. 16-A-1/3 — A-3/3) and appended to this document after entry in the list above

Performer (signature) M Date: I8 j B4 | lowg
Reviewer (signature) = Date: / /
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Certificate

. 612112023

The following personnel is authorized to install and operate in
compliance with GLP/GMP (1Q/0Q)

Instruments : LC, LCMS, GC, GCMS, TOC, UV, AA,
FTIR

Approved on :
Issued on : December 2023 Valid until : December 2025
Name : Ruth Mega Hati

PT DITEK JAYA

i

Setyawan H
Branch Manager




Certificate No. 62162/ENBPAQ
Date: November 23, 2023

CERTIFICATE OF CALIBRATION

CLIENT

ADDRESS

NAME OF EQUIPMENT

SERIAL NO. / CODE
. MATERIALS

WEIGHT / CLASS

MANUFACTURER

Issuing Office:
' JI. Arteri Tol Cibitung No. 1. Cibitung Bekasi 17520, Indonesia
| PhoneiFacs: 62 21 BE321176/021 BBAZ1166
Emall' cs. chi@sucofindo.co.id

PT. DITEK JAYA

JL. PANJANG KEDOYA ELOK PLAZA BLOK DA/11-12-13R
KEDOYA SELATAN - KEBON JERUK JAKARTA BARAT
ANAK TIMBANG

S1905267 / 2190079

STAINLESSS STEEL

(1~200)g/E2

SHIMADZU |

The Attachment available is an integral part of this uartlfﬁcata.

This calltrabon resufl (s) relzted io the sample () submitied only and mmmhwmhnm except in full contest and with  the pror approve in

writing from Sucofindo Labaratary.

. This Certificateiapart is issued under ous General Terms and Condifions, copy of which is avallable upon request or may be accessad at wws. sucolindo.co.id

CBT38012000529923

4648873
SCI-2007A

Sub Dept. Calibration

AT N e

IVCoEINDD

Dedy Rahman Armen




Attachment

To Certificate No. 62162/ENBPAQ

Date: November 23, 2023

Page 2 of 2

CERTIFICATE OF CALIBRATION

TESTING CONDITION,
- TEMPERATURE
- HUMIDITY
STANDARD & EQUIPMENT

(194£0.1)°C
(53+£2)% |
CALIBRATED MASSE S CLASS B
Serial No. G1319257

Certificate of Calibration No. Cal. 1911/25/KALID4/2022

THERMOHYGROMETER
Serial No. TGH-01
Certificate of Calibration No. Cal. 009492023

Issuing Office;
Phone/Facs: +62 21 88321176/021 88321166

JI. Arteri Tol Cibitung No. 1, Cibltung Bekasi 17520, Indonesia
Email: cs chi@sucofindo.coid

The measurement is traceable to International System of Units (SI) through

. LK-045-IDN
CALIBRATION METHOD PO / LAB-MS / 05
RECEIVED ON November 7, 2023
DATE OF CALIBRATION November 9, 2023
RESULTS :
| UNCERTAINTY OF MEASUREMENT
i
NOMINAL CODE CONVENTIONAL MASS 8 95% Confidanice Lavel b
A, S mg
200 (ZD26D) 200.00023 0.058 2.00
200 (ZD25D) 200.00002 0.058 2.00
100 99.99965. 0.043 1,99
50 4999986 0.026 2.00
20 (ZD76B) 19.99582 0.020 1.99
20 (ZD758) 19.99991 0.020 1.96
10 9.999927 | 0.018 2.00
5 4 999877 0.016 2.00
. 2 (ZD77C) 1.999962 0.011 2.00
2 (ZD76C) 1.999984 0.011 1.89
1 0.999980 0.010 2.00
W Al i
Lty I
W A ;j-

2322601

SCi-2007P

"IUCL:"'-'r'HGﬁ




