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Dokurnen mendeskripsikan Spesifikasi Kebutuha
Jacket 1000 L pada PT Mersifarma TM Sukabu

yang ada di produksi steril unit G4,

This document specifies the User
Jdacket 1000 I in PT Mers
slevile production wift 6.4

1.1 Tujuan
Prrpoze

Tujuan dari dokumen ini ialah mendafi
fungsional agar sesual dengan

n Pengguna untui Mixing Tank Double
mi. URS berdasarkan pada kebutuhan

Requiremems for the determingsion af Mixing Tank Double
ifarma TM Sukabuni Site. The URS jr Eeased om existing needs fn the

nislkan persyaratan antara fungsional dan non.
syslem serta memasfikan sesuai digunakan uniuk

transfer produk steril, Dakumen ini merupakan dasar untuk sistem kualifkas yang

dimana akan dilakukan pENgEecekan
e prrpese of

baged

this docwment iy to dejing
oe met by the sysiem o ensure that it s i
Jarms the foundation of the system quai

1.2 Ruang Lingkup/Scope
Dokumen Spesifikasi Kebutuhan Pengguna ini beriaku untuk mixing tank yang
digunakan pada PT Mersifarma untuk pencampuran produk injeksi sterl unit 64,
This user vequirement documens appiies to mixing tank that wsed within the PT Mersifarma
TM for meixing product stevile injectable unit 64,

desain dan beberapa pengujian

bath funcrional and non-finctional Fequirements io
Sor s within transfer sterile product. This document
ificetion on witich the design and reating activities are

A B, B 1 =
RaA [r— . A \
MﬁTEgM WEIGHING MIXING T "j 1| FiLLNG MacHINE
I
|
H 3 = E.
LABELLING P VISUAL INSPECTION AuTocLave [ SEALING
MACHINE MACHIME I
l - — — — —— — wmm
1.3 Definisi dan Singkatan
Definitions and abbreviations

List dibawah termasuk definisi dari kata-kaig

yang digunakan dalam dokumean ini

The list given below includes definitions

wray he nied i this documen,

teknikan dan fungsional yang spesifik

if specific irchnical and functional terms which
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Term Definition ]
Harus "Wajib/M | Persyaratan adalah wajib dan harus dipenuhi yang mana nan-
Must / negotiable untuk memenuhi GMP atau persyaratan kritikal
Mandatory /M perusahaan
The requirement is mandatory and compliance with ¢ is non-
negatiable. Essential fo meal GMP or business critical
regquiraments.
Sebaiknya Persyaratan Opsional
fDiinginkan /D | Optional requirement.
Shouid Persyaratan yang tidak walib, 1api setiap perbedaan dari yang
Aesirable /D | ditantukan harus mendapat persetujuan terulis terebih
dahubu dar Mersifarma
The requirement is mot mandatary, but any depariure from
compliance with It /s subject to Mersifarma's prior written
goproval,
T_Idah_L dapat Section ini tidak dapat diaplikasikan
?;‘T"kﬂﬁi“" Whare & section is not applicabla
Not Applicable
/NA
URS Uzer Requirements Specification
2. Deskripsi Umum
General Devcription
21 Scope Pembahasan
Delivery Scope
Ruang lingkupnya meliputl penyediaan mixing tank beserta aksesorls, instalasi, dan
comisioning.

The scape includes the supply of a sixing ok along with RECERFarY accessories, installation,
and commissioning.

2.2  Mesin
Mucline
Cakupan dari sistemn! peralatan yang disediakan aleh supplier termasuk:
The scope of systems / equipment provided by Swpplier include:
= Mixing Tank 1000 L with double jacket system
* Agitator System the Under Machine
+« Control Panal
* Liquid Measurement Device
s Wheels for mobility
= Mitrogen Port
+ [igital timer
+ Lights
= Accessories for integration
+ Spray Bowl
» Vacuum System
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23 Sarvis
Hervice

Cakupan dari seryis yang disediakan oleh supplier tarmasuk:
The scope of servicer delivered b the Supplier fnolude;

* Machine design and construction

= FAT

*  |nstall=fion,

* Acceptance festing, commissioning, 1Q/00 execution af site
* Training for staff and operalors,

* Systam operations support and spare paris
*  Documentation

3. Bersyaratan Umum
General Reguirements

n Fungsionalitas Mesin '
i Funstionali uirgmeny |
Bagian inl mendefinisikan porsyaratan dan kriteria penerimaan dari u+ﬂT—'l:|I'Fi'E'I.II.‘.|'I.!I Perfoma mesin
This seckion defines fhe user rquirements and sccapiance criteria from maching padormance
porspechve
Req. Parameter Deskrips| Persyaratan MON
No. Parameters Deseription  Regquirement A
31,1 | Capacity ' The tank shall have a capacty of 1000 Liters - 7
1000 Liters, 20 |
Capacity Proses | The tank capacily should be large Capacity minimum for M
encugh to handie the maximem mizing 10%
batch size while leaving adequate
312 Neadspace to avoid spilling during
| the mixing. The design must also
support REDTrial run at minimum
volumes {e.g. 10% to 20 %) while
maintaining effective agiation
High Pressure Maximum Allowable Waorking Max Operational ”
313 | tank Presure, Pressuse gauge (+) Pressure 3 Bar
Test Pressure © 5 Bar
| Safety Valve : 3.5 bar
3.1.4 | Vacuum pressure | Maximum Afowab|e Working | Vacuum Pressura
t@ank Prazure, Paressure geuge (- Max -2, 36 mbar
Safety Yalve The tank should provide safety valve | Equipped with a
315 pressure-ralief safety |
| valve fo prevent
OVErprassure,
315 | Materal The tank shall be made of S5316L ESIBL
[ stainiess steal, y
Insulaticn Double | Mixing tanks are used to heaifiquids | Surface temp NMT
Jackat and cood iguids, so0 3 good insulator | B0°C
s needed so that the process does
317 not affect the temperature and
| Puarnidity of ths roam
Inzulation that does nol absor
liquids, does not mold, And does not
ghed fibers is the best choice |




This aystam a defined water valume,

| Load cell sensar with

L 0.5% securacy
The tank shall have a temperature | | 0~ 200°c
control system with a double ichat. ,
Agitator speed shall ba variabie and || § = 1000 RPM '
31.10 adjustable via contrgl panaifHMI, |
equipped with RPM dispiay and
safety spesd protectian system,
3141 | Time Control Setlable via HMI with auto-stop 0~ 24 Hours
B | function afler the presat time.
There are twa There is a niregen port 1o protect the | Materials SUS 316L
nitrogen portson | liquid surface from being oxidized by || farmula fri with
the top surface of | dissolved axygen neeple hose connestor
the tank i type after fiter
3112 A atainlesg-steal nitrogen pipe is Matarial SUUS3 160
provided to protect the product liquid | pipe with triclamp
I the tank from owddation by ferrube
disgalved axygen,
Gight glass Inthe | LED light provided fior visibility ang Enough lamination 1o
3.1.13 | top in the fank to aperation mondtoring. iInspact insight the tank
s@e the product during operation
I ligguid.
31.14 | CIPSIP Clean-in-Place and Sterfize-in.Place Spray ball
\CIFYSIP) system. Pont PSG.
Surface Finigh Electropalished smoomh surface {low Ra) | -Rad2pm- 0.4 gm
minimizes areas where bactera, wiruses,
4.1.14 ar fungi can adhere and grow. This
Faczlitates the Clean-in-Plags (CIF] chaaning
i #nd sterdiration pincassas
Mator Vacuum Ulil-free diaphragm vacuum pump; Ensure a fiow rate of |
de0s not use oil or other liquids. m*h {or equivalent
3198 | ekminating the risk of product CFM} sufficient for the
contamination and ensuring tank volume and filter
| compliance with GMP standards aystem.
Uigzolved Ouwygen measuring the solubility of exygen in Dissolved cxygen
9447 3 solution 50 that the product sokution | values can measure
iz slable up to peb levels
" Agitator The mixing tank shall be equipped | Type: Magnetic Stimer
with & magnetic stirrer agitator » Suitable for aseptic
Syslem to ensure homogeneous Dperation
mixing under sterile conditions, The | = No mechanical shaf
3118 agitator shall be designed to penetration
minimize particle generation and be | = Low maintanancs
compalible with ClRSI, * Variable speed
| contrad
¥ Compatibde with
___|CIPEip '
Double Jacket The tank shall bé equipped with 3 1 Hot eycle flow: from
Heating and dimple jackat for heating and coeling | fop to bottom
Cooling process with controlied flow direction | - L-ooiing cycle fiow:
31,18 to ensure uniform temperature fram battom to top
distribution * Jackel designed tor
efficient heat ransfer
and safedy pressure
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[ Ergonomic The tark shall have an ergonomic | + Located al operator- i
Samgpling Point sampling point for safe and aagy Triendly nelght
3.4.30 sampée collection * One-hand operation
L + 55316L, CIPrSIP
eampatible
* Tri-clamp connection
* ZeTo dead-leg design |

Tempraturg The aystem shall include 2 S-way The system ghel|
| Control Valve For | control valve Lo regulate the media include a &-way condrol
Jacketing flow for heating, cooling, air purging, | | valve 1o ragulate |
refurning. and draining processes in | | media flow for jacket
the jacket. precesses {(heating, |
tooling, air purging,
feturning, and
31z draining) Material
S5316L
Typa: Actuated
(preumatic/ebectria)
Function: Automatic
switching based on
PID termperaiure
coniral

L

L

3.2 Fungsi Umum
General Functionality .

Fada bagian inl mandefinicikan persratatan umum operasicnal dan USEer (seperti penyimpanan dan
recall parameter dari mesin}, Persyaratan dibawah disertai referensi apabila memunghinkan,

This section defines general operatinnal user requiremens (6.9, ablity o store amd recall maciine
paramoetars),

Thase requirements are provicd below with references as sppicaiib.

Req. Perayartan
No. Regquirement !
321 | The eystom allows calibration and preventive maintenance features i
322 Eagy 1o maintains, and Operale [
Kondisi | an i
£, AR

Pada bagian ini mendsfinlzikan persyaratan khusus untuk kondisi fisik lingkungan dimanz mesin
beroperas| sepert tempesature, getaran, kelembapan, layonsd ruarng dan kebutuhan ulility lain seperi
kompresor dan persyaratan power SUpply. [

Thiz seolion dafines any special requiraimants for the physical enviroament i u_-:‘i!m e aquipmal is

lo operate such as temporature. wihration, humidity, physical fapout ard required utiities such as
compressed air amd pOWer sUppy reduiements. '

|
. |
i it il MADINA
M, | Requirament Descriptiorn
3.4.1 | To ke instaled an the existing Temperature between 20 1o 55°C; 20 1o 7]
production area | B0% RH,
3.3.2 | Machine's water and dust resistance | [P 55 M
3.3.3 | system is compatible with typical power | 220 V AC, 50 Hz, single phase / 380 M
resjuirements .m_:;. three phase |




Yo | jMetDats [ Type | pageno ||
o uRs | r|:--:-11;+_|'
I
|
Fada bagian inf mendefinisikan Persysratan terkalr keselamatan operasional dan ekspektasl dampak |
terhadap kesehatan. i
This section defines any mguirsments that refas o operational safety and envirodimental expeciations
Reg, ' Persyaratan
No. Requiremant | MDA
34.1 | Bafaty valve (5
442 | Emergancy button M
343 | 070 feature M
_3-‘-4 System complies with current |EC regulatians for slectrical safety M
_3'4"5 The system must meet all current Envirermental Health and Safely requirements M
346 | T
| 348 | 3 evmi aconss |
3.8 Interfaces =
Insgrfcey
Pada bagian inl mendefnisikan persyartan tarkat bagaimana tampilan interface dan system sepert
internat, LIMS dan CDS |
This seckion defings any recqeirements for how the System is to ha {1} ced with oter sguipment or
Systems sich as networks, LIMS and COS. -
Reg. Persyaratan i
Na. Requirament | L
351 User-frendly interface Mo
352 | Real-time data dispiay X J
| 3.6 Kondisl Komputerisass il
L ompiting Envirommens .
Pada bagian i mendefinisikan kebutuhan persyaraian PC untuk memastikan sysiam operas|,
kapasilas, kecepatan processormemer dan kempablitas dengan standart perusahsan termask
PerEyaratan untuk kapabiitas untik g ke _
This section defines any PO FEGUIrGITIeNES 1o erisure aporopriatenass of aperating system, capacity.
RICCRSE0r Spead, memory ad compatibily il wampany standard including any requireme s for
capahuiity.
N, Reguirament e
| 384 | The systerm ks compatibie with minimum currenty Windews Qparating system A
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uniuk penvimpanan data [

Pada bagian inj mendefinisikan persyaratan tarkat bagiamana data slextranik direkam diproses,
2utput, diedit, dan disetujui. Termasuk Refsyaratan tarkalt pengendalian sharing file atau database

with certain access level In 8 warkflow pattemn for specific preduct or types of
product that creates a simpls Ways exaculion process for running to be carmed out
by the user Critical parameters are prolecied and unalterable by the user (eg
Operators can funs procese parameater only and cannot access e process

armpiant
databases for storng data are nehided _
| T
Rag. Persyaratan [
No. Reqguiramant | Mova
371 | The system allows rens PIOCEss parametsr bo be sef up by the parameter setter M

parameter edit) |'

H.h.nnn

System Securiiy |

Pada bagian ini mendefinisikan level pengarmanan yang cibutubkan gleh system dan dapat

passward, dan kegagalan logging access.

dizplikasikan, sapert| pengaman fisk. pengaman terkail kesehatan din keselamatan fisik parigaman
parameter mesin, access control, access lewel, indaniitas uses dan otorilas proges, sinkronisasi
I

This sechion detais the level of securly required of the System, where socticable, 2.0 physica
Secunly, health and safely related physical SECUNLY, machine parameters fecurfly, access confrol
BULESs leviels, user identeation and guihorisation processes, Password sprchranisation, andingiing

access falires.
Req. Persyaratan
No. Requirement #
| 38.1 | Logical security measurss for access contol should be defined and maintaned | D
9 Integrita i o
Lata Integrity |

dibackup, direcoveri, dimigrasi, diamankan, awdit trail dan archi |

backed up, recovered, migrated, secrad, audt traded and archived,

Pada baglan mi semua detall persyaratan bagaimana data elecironic I:I:Hll.m digimpan, diakses,

Tiis saction details any mguirements far how slectronic data are fo be managed, stored, accessed

records should have daily backups as appropriate

Reg. Persyaratan

e Reguirement AN
3.8.1 | Stand-alone elecironic records shafl have routin backup cagability, o
382 | Networked and siand-alone applications dealing with large volumes of electronic | | NA

4.8.3 | Data can be printed directly o saved on @ flash disk
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Pada bagian Ini mendefinisikan aksesoris ¥ang dibutufkan dan secara periodic dibutuhkan untuk
Kesesualian sistem (seperti soscial setup atau aiat kallbrash)

This zackion dafiimes Ay FEQUITEd accessary that may be perodically nesded so thal their pse may he
- qualified with the rast of the systsm (e 0. Special selup o calibesfion fools).

Heg, Persyaratan [
s Requiremant ! il
3.10.1 | Alarm or auto stop if there 13 something nod working properly ate. I
| 3-102 | scaiability bo accommodate future production needs A
[ 3.103 Equipped with ladder and salety for the operator [T

4. Persyaratan Lain-lain
(iver Reguiremenrs

4.1 Persya lier
T

Fada bagian ini mendefinisikan persyaratan yang dibuat supplier yang dibutuhkan unduk mangenakan
sysiem,

| 'T::- | mwr;:.lt M/DVNA
411 Certificate of conformity for sach companent A
4.1.2 Traming o serice engine::rs and aperators provided i
413 | Test equipment calibration cerificates ' M
414 | Qualiication foldar M|
M
e

4.1.5 Checklist identifying model and serial numbers of componante installed

4.1.6 Component specification
417 | Supplier must deliver as minimum:
* Operating & Maintenance Maruals {Enghish}

» Comprehensive recommended spares ligt for 2 years operation, including
anticipated usage and detalls for consurmatle parts

= Software on CD-ROM, The software must be labelled with part number, Seral
neamper and varalon rumber

4.1.8 The Supplier must carry out SATAOIOO on Sibe, w

418 One year warranty should be offered including six- monthly service of machine. A |
suppan coantract must be offerad. The minimym requirement is for & six-monthiy |
sarvice of the machine, and repairs following maching breskdowns, A Preventative
Maintenance/ Performance Verification (PMEV) service be offered, M
Machine performance check should be done during: Machine Instaliation, Six-
manthly  service  machine fduring  one  year warranty], Preventive
Maintenancalanniusl sevvice Repairs following machine breakdown.

41.10 | One year consumable parts provided | ™

L




Pada bagian ini mendefinisixan
telah tervalidasi sesuai dengan prosedur

: Ver | |verDatn | Type
Ezpnmunsmn{l 1§ URS ﬁﬁq
4.2 Dokumen Validasi
Validution Bocumerntation

terkad dokumnentasi yang dilakukan

untuk memastikan babwa systam

This section dafines any documentation that must be produced to ansure the system has bean

i valklaled n accordance with site. proceduses.
. Pars

4321 Protosol Acceptance/Approval sign off by customer A

422 | instaliation Book : ' M
_4_.2.3 10 and Q0 Documentation M
424 | Maintained book T
Tﬂ.ﬁ Electrical and M.aEh'I‘IE Drawing M

426 _ Sersor kot )

427 Calibration Certficate M

428 Machina E?iﬂglal'n {P&ICY )

428 Maching Work Process B

4210 Troubleshoot Dacument M

4211 Critical Component List i

4242 SAT Repart M
| 4213 | FAT Report )
| 4.214 | Trial Report M
"L_d,.z 15 | Vafidation Compaterized M
B. Pelatihan

Traiwiang
Pars
oo e O wons

5.1.1 Production, QA, and Engineering team required iraining of Mixing Tank Lt
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