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1. Definitions

1-1

(3]

Documentation

The purpase of this document is 1o record the resulis of the Operational Qualification (00 implemented on
the Shimadzu Flectronic Balance. If the inspactions pass the criteria and the results have been approved, it
has been verified thal the instruments operate properly in accordance with their intended purpose.

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

*Ferformer

The Performer is the mdividual who actually performs the procedures stipulated m the Installagion
Qualification Protocol and the Operntional Qualification Protocol,
The Performer shall either be an individual who, having been trained by the Quality Assurance Depariment
of the Analytical & Measuring Instruments Division of Shimadzu Corpoestion, has been certified as an
O enspector by the General Manager of the Quality Assurance Department or an individual recognzzed
by the Manager 1o 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 Operntional Qualification
Protocol documentation. In addition, te Reviewer shall attend the inspection procedures together with the
Performer, and evaliste the procedures.

The Mamager can serve concurrently as the Reviewer.

‘Manawer

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 decumentation, the Manager shall also grant final approval to the inspection procedunss.

The Performer shall check each unit und execute inspections using the protocol described in the Crperutional
Qualification Protocol (Document No, _ 20040 - 32003 4 V. After checking all items, the
ferformer shall sign and dage the cover sheet of tus document amd submit this document as o report. (T
must be performed by a irained and knowledgeable individual in sccordance with 21 CFR Past 211 Section
211,25 (cGMP. USA promulgeted 19 September 1078)),

The Reviewer shall first check the contents of this entive document. After cach ingpection i fmished, the
Reviewer shall check its result. After checking all inspection items, the Reviewer shall sign and date the
eivver sheet of this docimment as apprownl of fhe Dinerntional Chealification

Th:h'[ll:ﬂ_itl"ihl“ first check the contents of this entire document. After all inspections in the Operatiomnal
Dualification meml have been implemented, the Manager shall check their resilis, The Manager shall
then enter & Lnique dovament control number in the Document No. space at the top right of the cover sheet,

and then sign and dste the cover sheet of this document as final approval of the Ciperational Qualification
Protocol,

This document is comprised of |. Definitions, 2, Preliminary Checks, 3, Operationsl Qualification Record, 4.
Change List. and . Antached Documents, All of these sections must be included.

This document contains important information and any form of duplication, photography, or reprcduction
without the permission of the Genernl Manoger of the Quality Assurance Department, Analytical &
Measirng Instruments Thvidion. Shimadm Compormtion, ia peohibited. However the reonnds of the
inspections conducted using this document may be duplicated st the discretion of the Manager.

Rev, 100 Page 3 of 16




Operational Qualification Definitions

1-2  Scope
This O} inspection shalf apply to the equipment insalied ai the following site.
(Mddress) Puro Brishoue S Paya Bager KM 31, o 53 Degot
{Company: E'T MFHEW"M-A .‘[‘il"rh.!hu, Ml:l‘ﬂu.!m
({ Department): P-—"I-D
(Installation Site): nptrunnt  Fopn.
{Syssem 1D No.): Vikoouagom 1
(Product Model Name): _-AF =235 WD

Performer (slgnaturc Date: ! /

Reviewer (signature) Date: ! /

B, 1 AR
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Operational Qualification Definitions

1-3 Entries and Revisions

I-

Making entries
Use a permament ballpeint pen, or equivalent, when recording results.
Names should be clearly printed
Confirm that all items, except "Remarks” colurnms, are completed, and that there gre no omissions. Draw a
dingonal line (from bottom lefi to top right) scross all blank columms. (When making no entries, it is not
necessary o enter the "Change Mo, ", "Date” or "Signaiure”, or o write down ihe resson for the change in
the Change List of this document.)
Calumng in which nothing has 1o be written i have been filled in with "N/A" in advance.
If chodees are avadlable within an item, place a checkmark in the box to select the appropriate decision.

Rounding of numeric values

If measurement resulis are obtained with o degree of precision that excoeds the rapge of the clectronic
halance display, results are rounded to figures whose degree of precision exceeds the range of the display by
one digit. For example, when the electronic balance display & down o the 1. 1's digit, the numerical value of
the 0.001' digit in the result vadue is reunded (o the nearest digit, i.e. 0,00 digit.

brelethon and correction of misiakeniy fiied ilems

To cormect mistaken entries such as inspection resubts, delete the entire entry by drawing 2 diagonal line
through it and enter the comrection in the margins. To correct numicrical values or svmbols (checkmarks),
drow 2 horizontal fines across the mistake and re-write the entry. Moreover, write the date, the signatare, and
the reasom for the change. (When deletion and correction of mistakenly filled items, it s pot necessary to
enter ihe "[hngu ]"-I'u._', "Daie® nr"Sngﬂ;m‘.-urmwﬁu down the reason l'pfl.h;w in the l:'hm]g.;
Tt h

Changlng or deleting steps, procedures or scoeptance eriteria
If there @re parts of the steps or procedures which will not be spplicd, draw a dingonal line through the
entire item and write *Change No.__ " above the line and assign & member to it. Dute and sign it. Enter the
necessary information in the Change List
When making a change, delete the existing description as explnmed above, enier the change point, and then
white down ilie reason for the Change i the Change Lis,

Revising entries

If the need 1o alter the contents of an entry anses, change the eniry in accordance with *3. Deletion and
correction of mistakenly filled ftems”, and then wiite the reason for the change in the Change Liat,

When adding a new description, write it in the margins of the relevant page, and write "Change Mo, * and
date and sign the entry. Then, write down the reason for tee change in the Change List

Handling problcms
Amy problems identified in the Operational Qualification must be investigated and appropriate aclions mnsd
ber tnken. All such scthons mest be docwmeniesd and be approved by the Manager,

In the event of a (all

I probiems occur during an inspection and the fem fails the inspection, place a chockmark in (he "Fail® box
andd describe the problem in the margins of the relevant page. Write "Change Mo, " and date and sign the
entry, Enter an outline of the problem in the Change List.

Afler the problem is salved, describe the solution and the result {"Fass”) in the margins of the relevant page.
Write "Change No. " and date and sign the entry. Enter the outline of the selution in the Change List.

If necessury, papes can be added. To add o page, write the "Change No, " on the page and date/sign it. Add
am alphabetical [etter (starting from A) to the page mumber (e.g., 5-A), and insert the added page after the
lr":ﬂ'l* poge. Add the page mumber of the sdded page to the Tahle of Conteats and record it i the Chanm

Attuching data
Attached data are added by assigning page numbers as A, B, C..." for each inspection item, If, for example,
there is & total of 3 sheets for attachment A, notate the pages as “[6-A-1/3 - A-3/3", ensuring that no
mumbers are omitted, The Performer shall date and sign the attached data,

8. Oxher

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 mspection, enter the name of the Reviewer designated by the Manager,

Beviewer

Mams:

Title: Date: {

Use the spaces below if more than one Reviewer is 10 be set, I the spaces are not used, place a checkmark in
the "Mot Applicable™ check:

Reviewer 2 ([ONot Applicable)

MNmme:

Tidle: [ate: { /

Reviewer 3 ([TMo4 Applicable)

MName:

Tinde: Date: ) [

Rew. 1040 Page 6 af 16




Operational Qualification Preliminary Checks

2-2 [Identification and Approval of Performer

Identify and approve the Performer. Choose the entry section aceording to the way in which ihe Perfonmer s
selected.

SHT the Performer is a service lechnician puthorized by Shimadru Corporation, complete ihe following.

This ts 1o certify that the below-signed persod has received training in the Croality Assurance Department of
the Analvtical & Measuring Instruments Division of Shimacdeu Corporation. The person has been centified by
the General Monager of the Quality Assummmee Depariment as o qualified 10000 inspector, as proven by the
cenificate. The person performs the Operational Caalificetion Prodocol as the Performer.

Name: _[~iangyal  Alanuar Dae. M s 06 ; 2018
Tie: _Cugyonatt  Support  Erglnecr

Company mame: _ LT UMtk Joya
Certificate No.: __ S12M3023

Signature:

Llse the spaces below if more than one Performer is o be ret, If the spoces are not used, place a checkmark
mn the "Not Applicable” box.

Performer 3 (%ot Applicablc)

Marne: Taitor  omt——"F
Tiile: —

Company name: A
Certificate No.: el

Signatusre: _..--*f
e

The above-signed persons are hereby recognized s cerfified VO mspectors and approved to perform
the Operational Cualification Protocol as the Performer.

Reviewer
Signuture: D i ]
Manager
Signaue: Date;_ ! /

Hev. 100 Page 7 of 16



Operational Qualification Preliminary Checks

I the Performer has been appainted by the Manager, complete the following,

Tithe:

Company name;
Signatore: ///

MA
The shove-signed person is hereby
G'ﬂ.l.l- i]q ir'ﬂ.i.'. PJ. [ - | -

Prgiionim,

/

as g certified HVOC) inspector and approved 1o perfosm the

Reviewer

Shnaluine: Date: J

K e s ;
Rev. 100
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Operational Qualification Preliminary Checks

2-3 Planning Items to Be Evaluated in Operational Qualification

Before conducting this operational gualification procedure, determine the evaluation flems, and have them
approved by signdng the signature colusnn &t the end of this section.

No signature or date eniry & regulred for evaluation tems with o checkmark in the "Not Applicable” box on the
Implementation Record page

2-3-1 Cllﬂkhlg the Maodel
Enter the model name and serial nuavber {5 of the slectronic balance.

“Model=

Model ™ ame Serial Number (5/N)
AP- 225 wOD D51 e300 1L

We herehy approve the syotem confignration specified nhave

Performer (signature) Date: M ok ey
Reviewer (signature) Date: /! i

Kev. L1 Fage ¥ ol 16




rational

ualification

Preliminary Checks

2-3-2 Planning Evaluation Items

Before conducting this operstional gualification procedars, confirm the items to be evaluated. Place a
checkmurk in the "Applicable™ box for items o be evaluated, and "Not Applicable” for items pot to be evalunted.
Enter o dingonal line in the entive Pass/Fail columa {from bhotbem left o op nght) for “Mot Applicable® wems.

i y Mot
| T, |I:'.*|1'I Chatline Applicable Applicable
| 3-4 LCT display Muke sure that the mdications on the LCT display are & |
| Test 1 comreet

31 Level gauge Make sure that the level of the electronic balance can =t 0o
Tes 2 be udjusted.
|_!er : Level adjusier | Muke sire thad the level sbjuster functions comrecily o 0O
sl
3-1 TARE function | Make sure that the TARE function works t:n‘#dl.‘l]_}'. o O
Test 4
31 Clhok Muhe sure Heal bie daic ol e oo sol cooctly s = O
| Test 5 mideks with o elock function.
32 Performance Follow the gualification procedures and criteria if
specified by the Manager If procedures and eriteria
are nivt specified, follow inspection protocol oz laid
down by the Quality Assumence Department,
.’I.Hl"_i'l:iﬂl‘ & fkti:ﬂ.:l.'lri'nﬂ Instramients ThHvision
Shimadru Corporation, or the  Shimadiu authorized = 0
disiributors, and check repeatability, eccentric errar
and linearity in the inspection protocols laid down by
the Chality Assumapce Department, Analytical &
Mlcasuring  Inscnamienis Divigion,  Shirmadog
Corporation, or the Shimadeu service representatives.
{Frotecn| documend Na.; |
Wi herehy apprave the svetem conflanrating snecified ahave
Performer (signature) Date: i | Db gy Y
Reviewer (signature) Date: / /
L




Operational Qualification

Preliminary Checks

2-4 Calibration Certification and Instruments Used
The msimoments used in the inspections are lisied below,

When struments conirolled by the Shimadey pulborized disiribulor aré 10 be used, copies of the Cerlificate of

Tracpahility or fhe Ouealing Asaoramoe aheot will b giibmirtod

However, if the assured performance safisfies the required specifications, calibrated instromsents controlled by the

cusiomer may be used in the inspections.

O 'When prepared by Shimadzu Corporation or the Shimadsu authorized distributor

Imstruments for which the traceabillty certifeate will be submitied
Certificates of raceability are attached to the Tollowing instrumends contrelied by the Shimsdzu service company.
* Weights
Weights that are iraceable to nationn] sandards are required,
& Weight(s) Article No. B2/ $¥W03267 Certificate No. 29 18€614
0 Weightis) Article N, w / Certificate No, I 4
T Weightis) Article No. /ﬁ Certificate No. /-(?

O When the costomer pses their own calibrated controlled insiruments

* Weights
Weights that are traceable o nationnl standnrds are required

e

e

0 Weight(s) Article No. //mmﬂw{/

O Weight(s) /mﬁ: Certificate No,

_,--"_F'_F'_
O ~Weightis) Article No. Certificate No.

The imstromants, tools, aad other iems deseribed m sections 2 4 are approved fior nee i the inmections

Performer (signature) % Date: W o6 ; s
Reviewer (signature) Dhate: / f
Rev. Lo

Page 11 of 16




Operational Qualification Operational Qualification Record

3. Operational Qualification Record

Ploce a checkmark 1o the "Applicable” box for items to be evaluated, and "Not Applicable” for items md 1o be
evaluased, Enver o disgonal tine in e conne Pasa/Tall ool {from booom deit w iop aght for “INot Applicabie
ilems,

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

Model Wame: At s wh
Serial No, (5/N) S L. &% . as L §
ROM Ver.
3-1 External Appearance and Functions
Test1 LCD display [ Applicable [ Not Applicable
Resudis
Inesm Criterin Pass Fail
LOT display All segments must light without any missing sections. [ I
Test2 Level gaupe i Applicable [ Not Applicablée
— |. _ Resulis
| 1 P P _'I‘—
(S =17 [RERE SR L] il
Level guugs The sine of the air bubble !I'I1.I.L'I[_|1E 92‘.'-"-41: lesz of the cirche, e ]
The air bubble must be locatable in the cemter of the circle, Cal 0
Test3 Level adjuster [HApplicable [ Not Applicable
Hesuls
lem Crileria Pass Fail
Level adjuster | The level adjuster must be free of any rattling or unevenness. i 0
Peifunmsr {signature) lﬁ-ﬁ Daic: Wy ook ;s
Beviewer (signature) Date: { !

Rav, 1.00 Page 12 of 16



Operational Qualification

Operational Qualification Record

Test4 TARE function

I Applicable [ Not Applicable

| brie ] | Crilcrss

TARE function | The zero display must be indicated.

Test 5 Clock =T Applicable [ Not Applicable
= Resulis
Tiem Cribezia Pass | Fail
Cluck The date and time must be comectly sei i I
Leiformer {signatuid] g Date: W/ oty mg
Beviewer {signature) Date: f /
My, 1.00

Pagr 13 of 16



Operational Qualification Operational Qualification Record

3-2 Performance = Applicable [ Not Applicabld

Enter ench control standand and the observation points of lincarity in the tables on this page from the applicable
inspection profocol, In the case of dunk-runge models, the upper and lower tables are used for the lange apd small
ranges, respectively. In the case of models ofther than dual-range models, use anly the upper table, and draw a
dingona! line in the lower whie from bodtom left to top right. After inspection, enter the inspection results in the
tables.

In blank columns, draw a diagonal line from botboan left W op right.

Laspe Rasge (dush-rangs mnds) Resubin
ltem Criderin Resals Pasa Fail
Ebymisintioy =00 YD poto g or less & -p00% g - m
E
“"::;m | &0 * oo o § or less Max. O.000f B B a
L imesteri i | 1]
L T-er?m el G g | £00000¢orless O.pphos g
W2 phservaimes poinl T E | £ Cpios £ or less £ .00y B
hie. 5 oheervamcs paini ] g | £ 6005 gorless .00 g o
|
Fged whaervarnm poini So g |+o000fgories o 000 i g
5 phaprvation point lep £ 4O g orless O OO0 E
Pica B S 6V BE Ry pasinn 280 £ |t Dopip g or bes C.o0pto g
Small RmEL' {dusd-rangs modeksp Rasults
leeam Criteria Resuls P'ass Fail
Kepeaiahility g or bess g O =
_,-'-""-'_'_
Eceem "
error e 1 gorless | Max. K (] 0
L Mo I { s
| rerarel 1 i!":mh:::m 2 | + gnr IH-_._,_- __'__.4-"' B
Ma phsereminn poamy i_,..-i-' A fﬂl B
a3 ohaeramion poise | " g |E nr less K
0l g 0 O
Nll-‘l:_-::l_:ﬂfl’ﬁ-frm Pt g = g or less &
—
’_,//" o 5 abesrymion pom g |x g ur less ’
M6 plesrvilion i 1] ¥ i Or less E
Performer (sl 24 Date: N/ ob ; 1g
Reviewer {signature) Date: { !
Fev, 1,080 Page 14 of 16



Operational Qualification Change List

4. Change List

When changing or deleting the contenis of this document, or adding new mformation to this docament, record
revision coed, change member, page number, reason, date, and name of the Performer in the Change List below,
mred obtwin the gperovel of the Beviewer pod the Managor,

Revision Code;  Enier an alphabet charicter starting from A. Assign the same revision code to changes that
ure performed at the same timing,

Changpe Ma: Enier the chonge number assigned in sequence from | enwards in accordance with "1.3
Entries and Revisions”, Even if the revisipn code is different, assign the pext mumber for
the change number without retwrning the change aumer o 1.

Page: Enter the page number in which the change, deletion or addition was made.
Reason: Enter the reason lor the change, deletion or addition.
Die; Enter the date on which the change, deletion or addition was made,
Revivian ;
Code T Page Heason Date Perfermer | Reviewer Muonager
|
#
{51,

Rev. 1AM Page 15 all 16



Operational Qualification Attached Documents

5. Attached Documents
Adimehed]  fes Descriphion Page
" | 32 Electromic Balance Inspection Record Evaluation data 16-A- 1..-q
I r: | I

* Appended performance protecol and data shall be numbered by adding letters in sequence from A to the final page
numbser of this document (e.g. 16-A-13 — A-37) and appenided 1o this document afice catry in the list above.

Reviewer (signature) Dt / f

Rev. 100 Pape 16 of 16



* F-ifmmy.ul.,- g i’
¥ Toepdvic Aesh.

¥ Linarts, b -

to-A- Y



KEMENTERIAN
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DIREKTORAT ET.HNDHHUIE-#EI DAN PEHGEHD.ELMH MUTU

" BACATKALIBRAST

No. Seri : 24.10067 A

Hal T dari 2

BLARE BLAT o ANAK TIBANGAN

TEMPAT EALIBRAS] 1 LAS FALIBRAS] DIT, STANDELITLY

TAMGEAL DITERIA, - 04 HOVEMBER 2024

TAMGGAL KALIBRAS] 20 NOVEMBER 2024

PETUGAS MALIBRAS]I - ALIFF SETLAWAN

BUHU AUAMGAN 202 800%0

KELEMEARAN r BSAE00%NAH

HASIL KALIBRASI
Nomor dassn nomenal Masma HKomersional g el
iah 1@l { mg}

1 1 ZDE3A ) 0, 59499555 el b ] 2
2 2 ZDTGC ) 1.999905 Qe 2
E | 2(I0TTC ) 2,000044 o3 2
i 8| Hasaz ) 5000034 .G 3
& 10 ZCSEL ) 10000054 0.020 2
B 20 2076l | 20000030 0025 2
T 20 2DTES | 20000017 b03s 2
B 50 ZD1DE | 50 00000 0,038 2
B 100 | DDEEE | 53 09084 D054 2
L[] 200 { SO0 20000011 p.oos 2
1 0 | 020 | 200,00010 0095 2

Alsf Meanbuf dbralinean Sengsn standar Waighl Sal kales E7 171100008, lemaiugor ke 5 melall SNSL - BEN
dnn menpounalsn ass Comparaior GG 111, MOM 1008, foreisur ke 5! mefalul L5 < 008 = 0,
Lot kphBradd | DO - 05§ OWL B- 117 = T= M L

Cthoarifikasi Oieh
Tanggal VeriTasl
Citsestuful Obeh

Wahyu Nurhamsah
10 Mermmber 2024
e lamako

Tanggal Porsakijasn 30 Mcwarrbsar 2024

e Althir STMELEN of Canfoain ~—

wammhmmummmmmm
:I"Ii:crrqi-ut ol be produced except in full withom apprevs! from Calibration [absraiory Direciarate of Siendavdization and Joafity Cowire/



Certificate

.. 518112023

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

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

Approved on :
Issued on : December 2023 Valid until : December 2025
Name : Robiansyah Alanuari

PT DITEK JAYA

Setyawan H
Branch Manager




