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Operational Qualification. . .. ........c.coeiviiiviiia g s .. Definitions

1. Definitions

1-1 Docamentation

The purpose of this document is fo record the resulis of the Operatioral Crualification {00} implementied on
the Shimadau Electronic Balance. [f the inspections pass the criteria and the reqults have been approved, o
has been verified that the instruments operane properly in accordance with their miended purpose,

The following are established as the responsible partics n the exccution of inspections.

*Performer

The Performer is the individual who actually performs the procedures stipolated in the Insiallation
Qualification Protocol and the Operatinnal Qualification Protocol.
The Performer shall either be an individual who, having been trained by the Quality Assurance Department
of the Analytical & Mensuring Instruments Divisson of Shimadzu Corporation, hes: been centificd as an
IO imspector by the General Manager of the Quality Assuranoc Department or an individual recognized
by the Manager 1o be equipped with the ability to conduct this inspection,

" FRLY FUWET
The Reviewer is an mdividual designated by the Manager charged with responsibility for the system,
The Reviewer verifies the contents of the Installation Qualification Protocol and Opemitsonal Oealification
Protocol documentation. In addition, the Reviewer shall attend the inspection procedures together with the
Performer, and evalisate the procedures.
The Manager can serve concarmently as the Reviewer,

“Manager
The Manager i3 the mdividual responsible for admimstering the electronic balance being inspected,
As well as verifying the contents of the Installation Qualification Protocol and Operational Qualification
Proteeol documentotion, the Manapger shall also grast finnl sppeoval to the inspection procedures.

The Performer shall check each unit and execuis m.-qm::lnm using the privocol described in the Operatiomnal
Qualification Protocel {Document No, _ Z2{®A0 - 3och A ) Afler checking all items, the
Ferivmmer stil sign wnd i e cover sbices ol dus dusireni aod subo dns docustienl s o e, (DR
must be performed by o treined and knowledgesble mdividual in nocordonce with 21 CFR Part 211 Section
211.28 {cGMP, USA promulgated 29 September 1978)),

The Reviewer shall first check the contents of this entire docurment, After cach mepection 18 finished, the

Reviewer sholl check #ts result. After checking all inspection items, the Reviewer shall sign and doie the
crvwer shest of thes diciment s aprson| of the Cnemtiomal Chandificaiinm

The Mamager shall firsi check the comtents of this entire docoment. Afier all inspections in the Opemational
Cualification Protocol have been implemented, the Manager shall check therr results, The Manager shall
then enter » unigue document control number i the Document Mo, space of the top night of the cover sheet,
and then sign and date the cover sheet of this document as final approval of the Cpemtional Qualificaton
Protocol,

This docurnent is comprised of 1. Defininons, 2. Prebmmary Checks, 3, Operationnd Quabification Record, 4,
Change List, and 5, Aftached Documents, All of these sections mest be included,

This document comvtaing important mformation and any form of duplication, photography, or regroduction
without the permission of the General Manager of the Cuality Assurance Department, Anabytical &
Mesamrme  Instriments. Thvidon, Shimadm Corpomation, w0 peohibied However, the records. of the

1n£‘p¢m¢i‘.ﬂdl.h:hﬂi using this document may b:ﬁmimmht the discretion of the Muanager

Rev. L0 Page 3 of 16



Operational Qualification

Definitions

1-2  Scope

{ Adiddress):
(Company):

{ Depariment ).
(Tnsaallation Site):

(System [T Mo,

Thig O} inspection shall opply to the equipment mstalled at the following site.

Buvo Brickhrsuse . O Favo Boaser a3y Moy t:'li.?d-

Bt Myrprarmsa Tmeku  Mircutapa

"y

Witruraeny Bosen

'Pu'wdﬂu--gw |

(Produect Modsl Maume):

AP-115 WD

e ) Z! b N % o
Reviewer (signature) Date: ! /
o, 144}

Pags 4 ol 16



Operational Qualification Definitions

1-3 Entries and Revisions

1.

EF

8.

Maldng enirles
Use a permanent ballpoint pen, or equivalent, when recording results,
Names should be clearly printed
Confirm that afl items, except "Remarks™ columns, are completed, and that there are no omissions. Draw a
dingonal Bine (from betom lefl to top rght) across all blank columns, (When making no entries, it is not
necessary io enter the "Change No, ", "Dute” or "Signature”, or to write down the reason for the change in
ihe Change List of this document.)
Columms in which nothing bas to be written in have been fillad in with "N/A” in advancs.
If chiodces are available within an item, place a checkmark in the box to select the appropriste decision.,

Rounding of numeric vahes
If measurement resulis are obtained with a degree of precision that exceeds (he range of the elecironic
hulance display, results ane rounded 1o figures whose degree of precision exceeds the range of the display by
one digit. For example, when the electronic balance display s down to the 0,1's digit, the numerical vahse of
the 0.001's digit in the result vahse is roundesd o the nesrest digis, Le 0.00' digit.

Dretelinm o owrrecuon ol eibirkenly Diied iems

To correct mistaken entries such as imspection results, delete the entire entry by drawing a diagoenl line
through it and enfer the comrection in the margins. Te correct numerical values or symbaols (checkmarks),
draw 2 horizontal lines across the mistoke and re-write the entry. Moreoves, write the date, the signuiure, snd
the reason for the change, (When deletion and correction of mistakenly filled items, it is not necessary Lo
enter the "Change No._ ", "Dlafe” or "Signature”, or o write down the reason for the change i the Change
Fisth

Changing or deleting steps, procedures or acceplance criteris
If there are parts of the stepa or procedures which will not be applied, dmw o diagonal line through the
entire item and wiite "Chonge Mo, * above the line ami assign o number to it. Date and sign it. Enfer the
necessary miommation in the Change LisL
"Hhm n-]tm:g | nlww:. -ll:h-t: 1]1: l:m'r.mg dm.:!phun an explained sbove, enter the change point, and then

Revising emtries

If the meed to akter the contents of an entry anses, change the entry m accordance with 3. Deletion amnd
correction of mistatoenly filled items®, and then write the reasen for the change in the Change List.

When wdding & new description, write it in the musging of the nelevant page, and write "Change No,_ " and
dote and sign the entry. Then, write down the réasén for the change i the Change List,

Handling problems
Any problems identified in the Operational Cualification must be investigated snd approprisie achons must
be taken. All such sctions must be documented and be approved by the Manager.

In the event of a fuil
If problems oceur during on inspection and the it=m fils the inspection, place a checkmark in the "Fail™ box
il digsoribe e problem n ibe margins of the relevant page. Wik "Change No._ 7 und doie and sign ine
eniry. Enter an putline of the problem in the Change List
Afier the problem 15 sodved, describe the solution and the resalt ("Pass™) in the margms of the relevani page.
Write *Change No. " and date s sign the entry. Enter the outline of the solution in the Change List,
If necessary, pages be added. To add a page, write the "Change Mo, " on the page and date/sign it Add
an alphabetical letler (stariing from A} io the page pumber (e.g., 5-A), and insert the added page afier the
relesant :'I.'H_:'.!" Al abe I.Msrr nnimher e b :':l':r‘l- i1 the Taklle of Mambente ol e 10 methe nrrn_'u‘r
Last

Attuching daia

Atached data are added by staigning page numbets as "A, B, C..." for each inspecbon stem, [T, for example,

there (s & ldnl of 3 sheets for attachment A, notate the prges as "186-A<173 - A-33", ensuring that no
nurmbers are omitted. The Performer shall date pnd sign the atisched data,

9. OMber

Every item entered into the Change List shall be approved by the Reviewer ind Manager,

Rev. 106 Page 5 of I




Operational 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
seleciedd,

¥ the Performer is o service technician authorized by Shimadeu Corporation, complete the following,

This is to certify that the bedow-gigned person has received training m the Cruality Assurance Department of
the Analytical & Measuring Instruments Divigion of Shimadzu Corporation. The person has been certified by
the Creneral Manager of the Quality Assurance Department &3 & qualified QAN inspector, ax proven by the
certificate. The person performs the Operstional Qualification Protocol s the Performe.

Performer
Name: Eowlansyoln  fawaor Dugc:. W [ o6 e
Title: g o nmar EIE:E-HE‘: E-n-oj-.utr

Company name; __ TV - Diver Jonje

Certificate No.: _ 522017

Signature;

Use the spaces below il more than one Performer is 10 be sel. 1T the spaces are not used, place o checkmark
in the Mot Applicable™ box,

Performer 2 (FNot Applicable)
Miame: M

Title: _ e
Company name: —— wiA il
Centificate Mo,

Stgnature: =

The above-signed persons are hershy recognized as certified 1Q¥OQ inspectors and approved to perform
the Operational Cualification Protocol ns the Performer,

Beviewer

Signuture: Dhate: {
Manager

WA Date; ! !

Rev. 100 Page 7 of 16




Operational Qualification Preliminary Checks

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

FPerformer

Thile:

Lampany name;
Sigmature;

The above-signed person is erety ired 25 & certified MWK} inspector and approved 1o perfiorm the
Dyrcaatiimial Guakification Pr i Porlorm,

o

/”

bas

Bevigwer -
Signature: ,""F/f/ Dase: i i
2 Drani: i |
Rey. 104 Page 8ol 16



Operational Qualification Preliminary Checks

2-3 Planning Items to Be Evaluated in Operational Qualification

Before conductmg this operational guabhication procedure, determine the evaluaton items, and have them
approved by signing the signature column ot the end of this section,

Mo signamire or date entry i= recuined for evaluption tems with 8 checkmirk in the "Mod Applicable” box on the
Implementation Record page.

2-3-1 Checking the Model
Enter the modal nume and serial number (50 of (he electronic balance,

<Model-

Model Name Serial Number (S/N)
Ap- 225 WO Ua1empoty I|

We herehy approve the svetem canfig specificd ahove
Perf (signature) Ez h / & Jine

Date:
Beviewer (signature) Date: ! {

Hev. 1.4 Pege 9 of 16



onal Qualification Preliminary Checks

2-3-1 Planning Evaluation Items

Before condocting this operatiomal qualification procedure, confirm the ftems to be cvaluated. Place s
checkmurk in the "Applicable” box for items to be evaluated, and “Not Applicable” for ibems not o be evaluated.
Emster a diagonal line in the entire Pass/Fail column (from bottom left to top right) for "Not Applicable” items.

i 1 Mol
Mo, [l.Ef:I _ l'_'n.1_|‘1u:|u Applicable Aprlicable |
31 LCD display Muke sure that the indications on the LCT) display are e B
Test | ciNTEEL |
 3-1 Level pauge Make sure that the level of the clectronic balance can & O
| Test 2 be adj
N Level sdjuster | Make sure that the level adjuster finctions correctly, & 0
Test 3
3.1 TARE function | Make sure that the TARE finction works correctly. G [
Test 4
3-i Chak iiahe swe ol We date sd e e sel concuily & 0
Test 5 medels with o clock funstion.

32 Performance Follow the qualification procedures and criteria if
specified by ihe Manager, I procedures and criteria
ore oot specified, follow inspection protocol as laid
down by the Cuality Assumince Department,
Analytical & Messuring  Instruments  Divasion,
Shimadz Corporation, or the Shimsdr auithoriesd [y O
distributors, and check repeatability, eccentnic emor
and Lincarity in the inspection protocols leid down by
the Cualiey Asgurance Department, Analytical &
Measuring  Instruments  Division,  Shimad
Corporation, or the Shimadzu service representatives,

| {Protocol documment Mo.: 1

We herehy spnrave the system conflgueation specified nhave
Berformer (signaiure) Papgs M 6 goes
Reviewer {signature) Date: / f

Rev. 108 Paae 10 af 16



Operational Qualification Preliminary Checks

2-4 Calibration Certification and Instruments Used
The matraments wsed in the inspections are listed below,
When instrumenis conirolled by the Shimaden authorized distribulor are 1o be wsed, copies of the Certificate of
Traceahility or the Canlitg Assismsos dheet will he sibamited
However, if the assured performance satisfies the required specifications, calibried instruments controlled by the
customer may be used i the inspections,

Instruments for which the traceability certificate will be submitted
Certificates of traceability are attoched to the following instruments comtrolbed by the Shimades service company.
=W
Weights that sre racesble to nationa] standsrds wre reguired,

O Weight(s) Ariicle No. B9 5\ 052187 Centificate No. _ 21 -\00 6T 4
O Weights) Artiele No. " Certificate No. u s
O Weighiis) Article Mo /" Certificate No. A

0 When the customer uses their own calibrated controlled instruments

[ m _'-__'_'_'_'_'_,_,_
Weights tuat are iraceable to national slandards are required, e
ights -
O Weight(s) Asticle Mo "’ﬂ Ficate No.
—
AT
| Weghi(s) W Certificate No.

= M Article No. Contificate No.

The instremenis, iools, snd nther itemes deseribed 10 eoctions 7 4 see apaooied foe v in the inspertions

Performer (signature) Date: \ ; ok ; ozens
Reviewer (signature) Date: ! {

Rev. 1.00 Pape 11 of 16




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 itlems mst 1o be
cvated. Enver i dimgonal fime in e enre PasaFail column | from borwom left m wp ngine for "ol Applicabie”
ilems,

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

Model Name:  AQ- 275 (0D
Serial No. (S/N) P 3 v » 3 |\ & ¢ 2 8

RO Ve,

3-1 External Appearance and Functions

Test1 LCD display [+Applicable [] Not Applicable
Tesnles
Hem Cralena Pass FEI:
LCDS display | All segments st light without any missing sections, | & | O
Test2 Level gauge L Applicable (] Not Applicable
=== _ Results
' i ' ikt P | %l
Level gouge The gize of the air bubble must be 90% or less of the circle, |~ g O
The air bubble must be focatable in the center of the circle, Gl |
Test 3 Level adjuster [-Applicable [ Not Applicable
Resules
frzmn Crileria Pass Fil
Level adjmster | The level adjuster must be free of any ratiling or unevenness, K- O
Leiferinr {signature} Wy Date; W ; 06 ; s
Reviewer (signuture) Drate: { {

Bev, 1.00 Page 12 of 18



Operational Qualification

Operational Qualification Record

Test4 TARE function

Bo=

Criscrin

e

TARE function | The zern drsplry must be indscated.

Tests  Clock [-Applicable ] Not Applicabld
Hisalis
_Hem Criteria Pass Fail
Clock Thie date and time mus be correctly set. & O
Terformer (slenature) Bt Date: M 6 jou
Reviewer (signature) Date ! /
By, 1.00 Page 13 of 16



Operational Qualification Operational Qualification Record

3-2 Performance B Applicable 1 Not Applicablé

Enter cach control standard and the observation poinis of linearity m the tables on this page from the applicable
inspection profocol, In the case of dual-cange models, the wpper and lower tables are wsed for the large and small
ranges, respectively. In the case of models other than dual-range models, use only the upper table, and draw o
dingonnl line in the lower tble from bottiom left to top dght. Afler inspection, enter the inspsction resulis in the

Iebles.

L blank columas, draw s disgonal line from botom lef 1o wop right

| Lurge Range (dual-range madels| Resubts
leeti Cribera Mesalis Pass | Faul
Repeatability
o0 + 0. polo g or less C-00o0 g L O
5 ;
B " Lo t feoipgoriess | Max. o000k g2 - o o
L J Mo, 1
neanity e C B |+ o000gorless o 00000 g
b observiion paim 5 g | £0-600% gor less Cp000q g
Mo} obsarvation paoind iy E | +£0.000% gor less 0-0o00s g
g O
Nod observationpoimt | 50 g | & £.00% gor less o.0t0iIs g
Ko.5 ateervation paini e g |+ DL0Cgorless o-pooiD g
Hirh pservanion poim 200 TR - IJ-I;!II:iI.‘g“r less 0. fOO1IE B
Small Bange [dol-range madicls) Eoeculis
[tem Criteris Resulis Paszs | —Fail
Rapuatitiy g or less g .,-""E O
E Z
ﬁmm S g or less .M.-I-l/‘: o} i
Limeasily M1 {zmnlless) | [
phurion poini R Eor IE__!"‘"" .
s
M 3 ebsereution pomi H Bip g or less L
Mol Wﬂinﬂﬁﬂf-‘"’rﬂf g % g or less & o I
Nod _L:_t:,:rfﬁ'.'; st B |+ £ oF less L
F;"’_,'"'F":rﬂl-; ohseremion poving ' E B or liess E
P8 abration pomt LR B - i or less £
Performer (signature) 2 4 Date: M/ Ok 20w
Reviewer (signature) Date: L L
Rew, .00 Page 14 af 16




Operational Qualification (‘:hanga List

4. Change List

When changing or deleting the conents of this document, or adding new information 1o thiz docoment, recornd
revision coed, change mumber, page number, reason, date, and name of the Performer in the Change List below,
=nd obtwin the approval of the Reviewsr and the Mannger

Hevigion Cole:  Enter an alphabet character starting from A- Assign the same revisdon oode to changes that
are performed of the =ame tming.

Chanpe Ma: Enier the chanpe number asigned in sequence from | onwands in accordance with *1.3
Entrics and Bevisions™, Even if the revigion code 15 different, assign the next number for
the change mumber without returning the change mumber to 1,

Pajpe: Enter the page number in which the change, deletion or addition was macde.
Reason; Enter the reason for the change, deletion or addition.
Dhide Enier the daie on which the change, deletion or sddition was made.
Reviston (Change |
Code | No. | T Reason Drate | Performer | Reviewer Maneger

I

= e ——

—_—

Rev. 1,00 Page 150f 16



Operational Qualification Attached Documents

5. Attached Documents

Attasched]  Hem Mescriptivn ! Page
rd | 32 | Elestronic Balance Inspection Record | Evalustion data 16-A- Y
O | |

* Appended performance protocol and dats shall be mumbered by adding letters in sequence from A to the final page
number of this docoment {e.g. 16-A-173 — A-13) and appended io thes document afer entry in the list above.

Beviewer (signalure) Date; /

Rev. 1.00 Page 16 of 16



*F{?cahh; deg)
i v Cconvery doyy

¥ Lineariey Aeq

i Tl



KEMENTERIAN

PERDAGANGAN
REPUBLIK INDONESIA

SERTIFIKAT KALIBRASI

CALIBRATION CERTIFICATE
Momor Seri : 2410067 A
il 1 ihari 2
Page 1af 2

mn’m Eruak pial dpmpal Sl seinl i K

[T :--m" :-:-.n.-v s
A

P iyt sl e b prosbsned’ emepr oo e sohe e gy
dimm & ot Rrc o Labeiana i Powehi netr of ieads el i
aingd {Lagllyy § wafeyd

Direktorat Jenderal Perindongan Konsumen Can Terth baga
Cirekiorat Standarcisasi Dan Pargencalian Metu

BALAI KALIBRAS

Tulan Baya Unger K 26, Cracan; Jakarts Tirmur 15740
el 031=-2703060, B3 1032 1-3 Fax. 02 1-H703ITA1

AR TIMBARNGAN
IWIEBEL
E? ¢/ S1B0S267

Kapasias | 1 mg =200 g
Katefitian -

PT DITEK JAY A
L. PANJANG KECOYA ELOK PLAZA BLOK DA/ 11-12-13 R

KEDOYA SELATAN, KEBON JERUE, JAKARTA BARAT, DKI
JAKARTA

WEKEHT SET. MASS COMPARATOR

SHSAI - BSN, LE-008-10N

Kepada Balni Ealibras
inag of Caliiration [ abxwatary

Basa Sianipar
20 Movembaer 2024

Zevrifikar inl tarbdthes Soliful sfHreos polapanan secaa olisonll pads Direblesar Jewderal
Parbadongan Kanvemen des Tertis flisga Kecanferian Ferisganpger pang Odel sembyiubivan cag dcn
Exnida began banaiy,

P sl B by Dssnivay O o Lomgmsr aiieyiie il Jus CRonplanss S FeCTong 1R aiet A
Rpmaaee or el s nepeed

kemendag.go.id



DIREKTORAT JENDERAL PEALINDUNGAN KONSUMEN DAN TEATIB NIAGA
Dirscioraie Ganani of Consumar Promchion wd Trade Order
DIREKTORAT STANDARDISASI DAN PENGENDALIAN MUTU

A KALBAAS

No. Seri : 24.10067 A

Hall ¥ dari B

BLAMA AL AT L AMAE TIREANGAN

TEMFAT KALIBRAS] ¢ LAB, KALIBRAS] DIT, STAMDALITU

TAMGGAL DITEFOMA | 0d NOVEMBER 2024

TAMGEAL FALEBRASI 20 NOVEMBER 2024

PETUGAS KALBEIRAS] :  ALIEF BETIAWAN

SUHU RLAMNG AR 1 202 20.0%

HELEMBABRAM - BB 0.5 wRH

HASIL KALIBRASI
o Massa naminal Massa Konvesskenal Lig s
ipa (@) | mgj

1 1§ ZDE3A § 0. BE5eGS 0,040 2
F 2 [ E0NEC ) 1,.999995 0,013 2
a 2(2077C ) 2000014 0013 2
P 5 | HBBOZ | 5.000036 0018 2
3 10 ZCSEL ) 10.000084 0.z 2
i 20 [ ZDTEE § 20000028 s 2
T 20 { ZDT5E ) 20000017 GRS 2
] 50 [ Z010E |} 5000000 [P -
a 100 | FTE3C ) o3 Igahd {.0e% 2
10 200 | 200 ) 00 eB: - ) 2
1 200 | IooD |} 200, 000D LSS F

Alal fersedor dvaibrasl dengeg Standsr Weiph! Sel Belss ET 1171134000, lefalusir ko B msdaiol SNEL - BEN
dan manggunaken Mass Comparator CC @71, MOM 1009, fereleaur ke S1maleid LK - 008 - 00

et RiRvaEr T A - 05 [ WML R - 11 -1 - M L
Drivam ¥ sl Clkahy 1 Wahyw Murhamaak
Targgal Venitkasl i 20 Movambor 2024
Discdujid Ciah ¢ Her ok
Targza Pansstujan ;20 Movomber 2024

=== Alhir SevbiRobEnd of Conficats ===

Hertijikat ini diperbampal becuali dam
Thiz Cenificate mnwﬁmmmh

MMWMWMWJJH

Labsravsry Direcsorate of Standardizarion -l



Certificate

. 51212023

The following personnel is authorized to install and operate in
com pliance with GLP/GMP (1Q/00Q)

Instruments : LC, LCMS, GC, GUMS, TOU, UV, AA,
FTIR

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

PT DITEK JAYA

Setyawan H
Branch Manager




