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1 Latar Belakang
dutrodugtion
Dokumen mendeskripsikan Spesifikasi Kebutuhan Pengguna untuk Mixing Tank Double
Jacket 500 L pada PT Mersifarma TM Sukabumi. URS berdasarkan pada kebutuhan
yang ada di produksi steril unit A,
This dociment specifies the [iser Requiremenis for the detarmination of Mixing Tank Doubis
Jacker 500 L in PT Mersifarma I Subabuani Sice. The URS is baved on exiiling needy (n e
sterile produciion wnir 6.4,
11 Tujuan

Pumpase

Tujuan dari dokumen ini ialah mendefinisikan persyaratan antarg fungsional dan nan-

fungsional agar sesuaj dengen system sera memastkan sesual digunakan untuk
transfer produk steril Dakumen ini merupakan dasar untuk sistem kualifikasi yang
dimana akan dilakukan péngecekan desain dan beberapa pangujian.

The purpase of this docment iy fo define both functivea! and ran-fintctional reguirements io
be imiet by the yystem to ensure thas it i5 fii for aise within trangfir sterfle product. This dacument

Sorms the foundarion o the sysrem Quelification on which the desiEn aind lesting aotivities arg
fased

1.2 Ruang Lingkupi Scops

Dokumen Spesifikasi Kebutuhan Pengguna ini berlaky untuk mixing tank yang
digunakan pada PT Mersifarmsa untuk pencampuran produk injekel steril unit 64,

Thiz user reguirement docunrent afplies io mixing tank that used sithin the BT Mersiforma
TM for mixing product sterife drifeciohle it 64

) ' o s o e e
A, B. [ 53 -—l
- o,
mﬁ&:m WEIGHING MIXING TANK 1| FILLnG MacHinE
]
H. G. F. E
LABELLING VISUAL INSPECTION AuTocLave [T SEALING
MACHINE MACHINE i
i
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1.3 Definisi dan Singkatan

Dfinitions amd abbrevictions

List dibawah termasuk definisi dari kata-kata teknikan dan fungsional yang spesifik
yang digunakan dalam dokumen ini

The liss griven below includes defiritions of specific rechmical and functional lerma wivich
may be wyed im this docunrens



Term Definition

Harus WajiVM | Persyaratan adalah wajib dan harus dipenuhi yang mana non-
Must / negotiable untuk memenuhi GMP atau persyaratan kritikal
Mandatory /M perusahaan

The requirement is mandatory and compliance with i is nan-
negobiable Essential to meest GMP or busginess critical

a reguremants.
Sabaiknya Persyaratan Opsional
{Diinginkan /D Optional reguirament.

5"’“‘!"” n Paersyaratan yang tidak wajib, tapl setiap perbedaan dari yang

ditentukan harus mendapat persetujuan tertulis terlebih
dahulu dar Mersfarma

The requirernent is not mandatory, but any decarture from
compliance with it is subject o Mersifarma's prior written
approval,

Tidak dapat Section ini tidak dapat diaplikasikan

mﬁ-"lihﬁihﬂﬂ Wihere a section is nat applicabia

Not Applicabie
/A

URS | User Requirements Specification

2. Deskripsi Umum
Gignpral Description

241

2.2

Scope Pembahasan

Delivery Scope

Ruang lingkupnya meliputi penyediaan mixing tank beserta aksesoris, instalas|, dan
comisioning.

The scope includes the supply of o mixing tank along with necessary accessories, Installation,
el comrissioning,

Measin

Muchinme

Cakupan dari sistem/ peralatan yang disediakan olef supplier termasuk;
The scope af spstems / equipment provided by Supriier include:
+ Mixing Tank 500 L with double jacket system

+  Agitator Systam the Under Machine

=« Control Panel

« Liguid Measurement Device

« Permanent Location

Nitrogen Port

Digital timer

» Lights

« Accessories for inlegration

s Spray Bowl

« Vaecuum System
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23 Servis
Service
Cakupan dari servis yang disediakan oleh supplier tarmasuk:
The scape of services delivered by the Supplier tnclude:
* Machine design and construction
s FAT
« |nstallation,
* Accaptance lesting, commissioning, OA00 execution st site
* Training for staff and operators,
* System operations support and spare parts
* Documentation
3. Pers Umum
el IS
1 nF nal
Machine Functionality Requivements
Bagian ini mendefinisikan persyaratan dan keteris penermasn dan user dari sudut pasforma mesin
This section defines the user requirements and acoepiance orhen maghife performance
Dersperiive
Rag. Parametor Deshkripsi ' Parsyaratan MDY
Ne. Parameters Description | Reguiremant A
311 | Capaciy Tive tank shall have a capacity of 500 || 500 Liters * M
3 Liters. ] 20%
Capacity Proses The tank capacity should be large Capacity minimurm for M
enough 1o hardle the maximum mixing 10%
| bateh size while laaving adeqguate
3112 headspace to svoid spiling during
' the mixing. The design must also
| suppart RADTral run at mindmum
volumes (e.g., 10% to 20 %) while
maintaining effective agitation.
High Pressure | Maximurn Allowakble Warking Max Operaticnal M
3.1.3 | Tank Fresure, Pressure gauge (+) Pressure 3 Bar
Test Pressure - 5 Bar
. Safely Valve : 3.5 bar -
3,14 | ¥Yacuum pressure | Maximum Allowshle Working Vacuum Pressure M
tank | Presuze, Peressura gauge (=) Max -2 35 mbar
Safely YWalve The tank should provide safety valve | Equipped with &
416 pressure-relief safety
vahve o preven |
= OVErpressure. |
318 | Matenal The fank shall be made of S5316L SS316L M|
glainlass steeal,
Insulation Double | Mixing tanks are used to heat iquids | Surface temp MMT M
Jacket and cool liquids, 5o a good msulator | 50°C
is needed so that the process does
317 nat affect the temperature and
humidity of the raom.
Insulation tha! does not absorb
lquids, does not mold. And does not
shed fibers is the best choice
3.1.8 | Water Volume This system a defined water volume, | Load cell sensor with M
0.5% accuracy




318 | Temperatures The tank shall have a temperature || 0 - 200°C
Contred control system with a doubie jacket.
Speed Controd Agitator speed shall be variable and || © - 1000 RPN
1140 adjustable via control panel/H M,
equipped with RPM display and
safety spaed tian eyvatam,
3.1.11 | Time Condrol Settable via HMI with auio-stop 0 - 24 Hours
function afier the preset time.
Thers are taro There is a nifrogen port to predect the | Materials SUS 31161
nitragen ports on | liguid surface from being oxidized by | ferrule trickamp with
the top surface of | disscived oxygen neeple hose connector
v tamib. | . type afer filter i
3.4.12 A stainless-stesl nitrogen pipe 1s Material SUS3I16L
provided to protect the product liguid pipe with friclamp
in the tank from oxidation by ferrule
dissolved axygen.
Sight glass inthe | LED light provided far visibility and Enough laminafion to
3.1.13 |fopinthe ankto | operation menitoring, mepect insight the tank
sae the product during operation
liguid. L
3.1.14 | CIP/SIP Clean-in-Place and Sterikze-in-Place | Spray ball

(CIPSIP) system, Port PSG

Surface Finish |

Eleclropalished smooth surface (irw Ra)
minimizes aress whe bactena, viruses,

-Ra 0.2um- 0.4 pm

FhAD or fungi can adhers and grow. This
Faciltates the Cloan-n-Place (GIP) cieaning
) o sterlizalion processas
Motor WVacwum Cil-free ciaphragm vacuum pump: Ensure a flow rate of 1
does not wee ol or other liquids, mh (Be aquivalent
3.1.18 eliminating the risk of product CFM) sufficient for the
contamination and ensuring 1ank wolume and filter
compliance with GMP standards sysiem.
Lhssofved Oxygen | measuring the solubiity of oxygen in | Dissolved axygen
1117 a solution so that the product sclution | values can measure
s siable ug ta ppb levels
Agltatar The mixing tank shall be equipped Type: Magnetic Stirrar
with a magnatic stirrer agitator * Suitable for aseptic
s¥slem io ensure hamogensous operation
mixing under sterile conditions. The | + Mo mechanical shaft
3118 agitator ghall be designed 1o peneiration
minimize particke generation and be | » Low maintanance
compatible wih CIRIGIE. = Variable speed
contrcd
* Compatile with
. CIFISIP
Couble Jackat The tank shall be squipped with a * Hot cycle flow: from
Heating and dimpla jackst for heating and cooling | top to Boliom
Coolirg process with controlied fiow direction | » Cooling cycle flow:
3118 o ensure urdform temperature from bottom b fop
distribution, = Jacke! designed for
efficient haat ransfar
and safety pressung

rating
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[ Erponamic The tank shall have an argancmic

3120 | sample collegtion. .

* Located at operator-
Jampling Paint | sampding point for safe and Bagy friendly height M

compalible

= * Zero dead-leg design

One-hand operation
S5316L, CIPSIP

Tri-clamp connection

L 2

Temprature The system shall inciude a way The system shall M
Contrel Valve For | control vaive to regulate the media include a 5-way conirol
Jackeling flow for heating, cooling, &ir purging, | valve fo regulate
returning, and draining processes in media fow for jackat |
the jacket processes (heating,
cochng. air purgEng,
refurning, and
3121 draining) Material: |
SEMEL
Typa: Achisted
(pneumaticieleciric)
I Function: Autematic
switching based on
PID tempearature

aniral

2 Fi i

recall parameter dari mesin), Persyaralan dibawah disertai referansi

pararmeians).
These requirements are provided below with references as appcable.

Pada bagian ini mendefinisikan Rersyaratan umum operasional dari user (seperti penyimpanan dan

bifa memungkinkan,

This saciion genenf eperational user reqiiremants (B0 abid ' to slore and recall maching

Na, Reguirement |

421
322 | Easy to maintains, and Operais

The system aliows cafibration and preventive maintenance features M
b bbbl oot badin i i

beroperasi seperti temperature. getatan, kefembapan, layout ruang dan.
ROMErEsOr dan persyaratan power supply.

fo operate such as températurs, vibration, humidity. physical layoid ane
COMPressed &1 and power supniy rEquirgimants.

Pada bagian ini mendsfinisikan persyaratan khusus untik kandisi fialk J'Ingh:ung:n dimarsa measin

kebutuhan uliity ksin secarti

This sechion defines @y special requinements for the physical envivenment in which tha egeipment i

required utiiios such as

Req, Porsyaratan I Deskripsi
¥, Rﬂquffﬂ'ﬂ'lml‘ mhwﬂn MDNA
331 | Tébe ingtalled on the existing T'EH'I:F'EWWI'E between 20 to 55°C- 20 1o 73
| prodisction anes B0% RH
| 333 | Miachine's water and dust resistance 1B 55 o
333 System is compatible with typical power | 220 W AC. 5|;| Hz. single phase / 380 v M‘

requireiments AL, three phase
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3.4 Kesehatan dan Keselamatan
 Envivansmental Health g Safen

Pada baglan ini mendefinisikan persyaratan terkait kesslamatan operasional dan ekspektasi dampak
tarhadap kesehatan.

This section defines any requiremernts thaf relate o Gperations safefy and environmental expectationz.

Jm-. Pﬁﬁr-miz:t MDA
34.1 | Bafety vaive M
342 | Emergenty button "
34.3 | LOTO feature M
944 | systam complies with current IEC reguiations for electrical safety M
545 | The system must meat all current Envirenmental Health and Safety requirements M

| 345 | 3level access - o L

3.5 Interfaces
Interfuces

Fata bagian ini mendefinisikan persyartan terkalt Bagaimana tampitan interface dari system seper)
mternet, LIMS dan COS

This sacilon defines any requiramants for how the system is bo be inferfaced with effier squipment ar
syslams such as mehworks, LIMS and CDS.

Renq. Parsyaratan
Ne. Regiiremeant [ MDINA
- 361 | Userfriendly mterface M
362 | Real-tme data display M|

3.6 Kondisi Komputerisasi
Pada bagian in| mendefinisikan kebutuhen persyaratan PG unfuk memastikan system operasi,

kapasitas, kecepatan processor, memoari dan kompabiltas dengan standart parusahaan termasik
persyaratan untuk kapabilitas untuk tersambiing ka natwork.

Thiz section defines any PC requirements o ensune appropriatensss of operating system. capaciy,

procassor spead. memoy snd compalibity with company standard g Ay requiremeants for
rehwarking capatiily. :
27 |
Reg, Persyaratan
Mol Reguiremernt M/DINA
361 | The system 5 compatible with mininwem currently Windows operating system A




e e . |

ver [ veeDae  Typo | Pagaba
ZPROMURSHES 00 ) 0 LS 11 of 13

Akuisi olaha n of

i ALLIAT; AT ]

e

Pada I:laglhﬂ imi mandnﬂrjlalk_an persyarstan terkalt baglamana data glektronik direkam, diproses,
autput, diedit, dan deetujui. Termasuk parayaratan terkail pengendalian sharing file atau database
untuk penyimpanan data ET

This secilon delines any requirements refated fo how electronic dala is to be caplursd, processed,

outpir, formatted and approved. Any requirements related fo use of copfralied fle shares or complian!
tatabasas for stoving data ane inckded, '

Ferayaratan
H"E:' ﬂﬂrﬁﬂmﬂ RVEa
371 | The system allows runs process parameter io be et up by the paramater setier | M
| with certain access level in @ workflow pattem for specific product or types of |
product that creates a simple ways execution process for running to be carried out |

by the user. Critical parameters arn protected and unafiérable by the user (e.g, |

Operatis Can runs process parametar only and cannot access the process
|pamm-et¢r edit)

3.8 Sistem Pengamanan
Svstem Security

Pada bagian ini mendefinisikan level pengamanan yang dibutuhkan sleh system dan dapat
diaplikasikan, seperti pengaman fisik, pengaman terkalt kesehatan dan kesslamatan fisik, pengaman
parameter mesin, acCess control, access level, indentitas user dan proses, sinkronisasi
password, dan kegagalan loagging access,

This saction defails the fevel of secunly required of the system, whers apphicabie, e.g. physical

securlly, haalth and safefy refated physical secunty, mactiine parg securiy, aocess o)

GCoess favals, user idenfificalion and authorization processes, passward spichmnigation, and ingging
access falirs. '

Req. Persyaratan ' '
MIVNA
|_ an; it Requirement | |
3.8.1 | Logical security measures for access control showld be defined and maintained | [5]
tagrity ‘
Diata In

Pada bagian Inl semus detsl persyaratan bagaimana data ul!r:h'uniié digtur, disimgan, diakges,
disackup, direcoveri, dimigrasi, diamankan, audt rall dan archive |

This section dataiis any requirernents for how slectronic data sre fo be managed, stored, accessed,
bagked up, recoversd, migraled, seoured, audit ira¥ed and archived.

Reg. Persyaratan

MDA
Miar. e Requirement | i
3.8.1 | Stand-alone electronic records shall have routin backup capability (]

382 | Metworked and stand-sione applications deaing with large velumes of eleclrorc | A
records should heave daily backups as appropriate




| 3.10 Persyaratan Tambahan

|
Addlisional Requirement |

Pada bagian ini mendefinisikan aksesaris yang dibuluhkan dan seea
Kesasualan sistem iseperll special sebup slau alat kallorasi)

This section defines any required aceessory thaf may he '

3 periodic dibitunkan unhek

_ periodically neaded so that their use may be
| quaitiied with the rast of the system (e.q. special s8tup or calibration foods).
Reyg. Parsyaratam
No. Regufrement S
3.10.1 | Akarm or auto stop If there is something not working preperly ete. I
3.10.2 S-E‘Habll.tTh:l- accaommaodate futere produstion nesds hLa
3,103 Eguipped with ladder and safety for the operator i
4. Persyaratan Lain-lain
Orfrer Rieguirenents
4 rs er ]
S rplie R e
Pada bagian ini mendefinisikan persyarsatan yang dibuat mplih-farfl aebutuhkan untuk mengenatkan
system,
This sachion defines any requirements made of the Suppliar that are J’iﬂﬂﬂﬂ‘-ﬁ_ﬂ}' ol for ffve ftiroducion
ar the spstem, 1
Regq. Perayaratan
Ne. Requirement S
(411 | Certificate of conformity for each companent M
‘412 | Training to service engineers and operators provided ]
il :
(4.13 Test equipment calibration certificates [¥]
i 414 | Quslification folder ]
(445 | Chacklistidentifying model and serial numbers of componants instalied M
{418 Component specification M
| 4.4.7 Supplier must deliver as minimum; B
| = Operating & Maintenance Manuals (Engiish)
» Comprehengsive recommended spares list for 2 years operation, including o
| anticipated usage and details for consumable parls
| » Software on CO-ROM. The software must be Iaballed with part number, serial
| nurmber and verson number
|4.1.8 The Supplier must carry out SATAQIOG on Site I
| 4.1.8 One year waranty should be offered including six- monthly service of machine, A
| support contract must be offered. The minimum requirement is for a six-monthly
service of the machine, and repairs folowing machine breakdowns. A Preventative
| Maintenance! Performance Verification (PM/PY) service be offered. it
Machine performance check should be done during: Machine Installation, Six-
| | monthly senvice machine (during one year wamanty)  Preventive
: | Maintenance/annual service Repairs following machine breakdown.
' 4.110 | ©ne year constimable parts provided M




Pada baglan ini mendefinialkan terkalt dokumentasi yang dilakukan untuk memastikan bahwa system
felah farvabdasi sesuai dengan progedur
This sechion defines any documantation thal must be produced o ersure the system has been
validated in accardance with sie proceduwss.
Parsyaratan
Hﬂﬁ. : R‘nqui:mmt o

4.2.1 Protocol AcceptancelApproval sign off by customer M
422 Instaltation Book o
4.2.3 12 and OO Decumentation L)
424 Maintained book o
4.2.5 Elactrical and Machine Drawing &
426 Sensar fisl M
427 Calibration Cerfificate M
428 Machine Diagram (P&ID) M

'_41’9 Machine Wark, Fru;v;.s.u M
4,210 Troubleshoot Documant M 1
4,211 Critical Component List M |
4212 | SAT Repott "
4,213 FAT Report )
4.2.14 Trial Report M
4.8 15 WValidation Computerized M

5. Pelatihan

Training
5.1 Pelatinan
Trainiug
P ratan
o Beniie wei

B.1.4 Praoduction, @A, and Engineering team required minin;-g of Mixing Tank i

6. Referensi

References

» 21CFR Part 11 - Electronic Recards and Electronic Signatures, FDA Federal

Register, 20" March 1887



