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Harus Wajib/m Persyaratan adatah wajib dan harus dipanuhi yang mana non-
Must / negotiable untuk memanyhi GMP atau pergyaratan kritikal
Mandatory Mt | perusahaan

' Sebaiknya Persyaratan Opsional
/Dilnginkan /D Untional requirement

Shauld Persyaratan ¥ang tidak walib, tapi setiap perbadaan dari yang
/Desirabie /D ditentukan harus mendapat persetujuan tertulis terleb;

dahulu dari Mersifarma

The reguiremant is fol mandatory, but any deparfure from
compliance with if is sublect to Mersifarma's prior written

S0DrowsE)
Tidak dapat Section ini tidak dapat diaplikasikan
ﬁ'mﬁﬂ Where a section is not applicabie
Net Appiicable
iNA
_UE'.S‘ User Requiremenis Specification
- Deskripsi um

Cr) ]

21 Scope Pembahasan
Delivery Scope
Ruang lingkupnya melipuli penyediaan hoiding tank basena aksesaris, instalasi,
dan comisioning.
The scope includes the supply of a Rolding tank along with RECESTArY accersories,
installoion, and commissioning.

22  Mesin
Muchine

Cakupan dar sistem/ peralatan yang disediakan alsh suppfier termasuk:
The scope of systems / equipment provided by Supplfer fnclude-

Holding Tank 100 L with double jacket systam

Caontrol Panal

Wheals for mabliity

Nitrogen Port

Lights

Accessorias far Integration

* Macuum System

* Liquid Measurment Devics




Servig

Servige

Cakupan dari servis yang disediakan alah supplier termasyk:

The scope of services delivered by the Supplier ingludde.
*  Machine design and construction

FAT r8SAT

Installation,

Training for staff and operators,
System Cperations suppart and spare pars
Documentation

Acceptance testing, Commissioning, YO0 exacution at sile

) PerSyasti i e pensrimaandar v

d avcapiance cntepa
Deskrips| Mot
Tha tank shail have a capagity of 100 M
Liters.
Maximum And Minimum Alicwabis Max Operaticnal M
Working Fresure, Pregsire Gauge Pressure -3 Bar
*) Test Pressure : 5 Bar
312 Safety Valve - 3.5 bar
The standard is to
mairiain & minimum
positive pressure of
i 0.2 Bar,
31.3 | Vacuum pressure | Maximum Allowabile Wi Vacuum Pressure M
fank Presure, Pergssure gay =) Max -2,35 mbar
Safaty Value The tank should provide safoly valve | Eguipped with 5 M
314 Pragsura-re|inf safaty
vaive to prevent
== OYErpTaEsre. _
315 | Materig| The tank shall be made of S5316L B5316L M
= slainless stael. ]
Inswtation Double Holding tanks are used to heat Surface temp NMT M
Jacket hquids and cool iguids, & 5 gond &0°C
Insulator is needed so that the
procass does not affect the
316 temperature and humidity of the
room,
Insulation that does not absark
liquids, does not mald. ang does not
shed fibers is the bast choice
3.1.7 | Temperatures The tank shail have a temparature 0- 20072 A
Control control system with a daubls jacks]




Temperature Sensors to monifor the lemperatire - Tipe: RTD PH00, 3- |
temperature during the sterfiization ' ;
e precess (SIF) - Accuracy: £0.1°C or
betier.
- Range: 0°C to 200°C.
3.1.9 | Water Volume This system a defined water volume | Load call sensor with
0.5% accuracy
There are two There is a nitrogen port to protect the | Materials SUS 31BL
nitrogen ports on liguid surface from Being oxidized by | ferrule triciamp with
the top surface of | dissalved oxygen neeple hose connactor
the tank, type after fiter
+.1.18 A stalnless-siesl nitrogen pipe is Material SUS31BL
provided to protect the product kguid Plpe with trickamp
In the tank from oxication by ferrule
_| dissolved oxygen. .
Sight glass in the | LED light provided for wialblity and Enough lamination to
4.1.11 | top inthe tamk ko operation monitoring. inspect insight the tank
Eﬂ the product during operation
uid.
8.1.12 | CIRIBIP Clean-in-Place and Sterllize-in-Place Spray bal
(CIP/SIP) system, Port PSG, 2
Surface Finish Electropolished smocth surface (low | -Ha 0,2pm- 0.4 pm
Ra) minimizes areas where bacteria,
3415 viruses, or fungi can adhere and
grow. This facilitstes the Clean-in-
Prace (CIP) cleaning and sterifization
rocesses
Motor Vacuum Oilfree diaphragm vacuum plrnp: Ensure 8 fiow rate of 1
does not use oif or other liguide, m*h [or equivalent
3.1.14 eliminating the risk of product CFM) sufficient for the
contaminatian and ensuring tank vohusme and filter
| | complisnce with GMP standards system.
Dissolved Ouygen measuring the solubdity of axygen in || Disaolved OEYQER
3115 @ solution so that the product solution | values can measure
is stablg up 1o ppb levels
|
Double Jacket The tank shaill be equipped wih a * Hot cycle flow: from
Heating and dimpde jackel for heating and cooling | | fop to battamn
Cooling process with contralled flow direction | « Cooling cycle flow:
3118 1o ensure uniform temperature from bottom to top
distrizution, + Jacket designed for
efficient heat transfer
and safety pressure
rating
Ergonamic The tank shall have an ergonomic = Located at operator-
Sampling Point sampling point for safe and sasy friendly haight
sample esllection, = Cne-hand operation
3147 * 553161, CIF/SIP
eompatible

* Tri-clamp connection

* Zero dead-leg diesign



3.1.18

: . cooling. | regulate
Whﬂﬂ?w.ﬂmlahmhj jacket processes
Jacketing 3

(heating, cooling)
Funstion: Automatic

Swilching based on
‘ot 420 dge
- Ou

- Display: Digital
LEDALCD on the
control panel,

- | s 55: e

production ares. 80% RH,

3.2 | Machine’s water ang dust registance IP &5

333 Efﬂmnummp.ﬂbhwmwﬂlpm-r EB?AE.EJHE.QMFMIEWV
requirements |

AC, three phasa




'..'a, o) |

a:-'b@ﬁ ini mendefinisikan Persyaratan terkat keselamatan op rasional dan ekspektzsi da ak -
terhaian kesehatan, . 1t QTH _ : mp

This section ﬁ'ﬁiqum that meiate to apsrational safety and Snviremmental expaciations

wl St wona
34.1 | Safety valye M

343 Emergency Button M|

| 343 | LoT0 feature LY

[ 2344 | Brnteen covema o surrent IEC regutations for electrical safety M
345 | The system must meet all curment Environmental Health and Safety raquirements M

EH 3 level accegs L

Pada bagian inj mendafinisikan persyartan tarkaq bagaimana tampllan interface dar systerm seperti

rnet LS dn G035 : B
This section defines any requirements for how the system i to be interfaced with other equipment o
Systams sucht as netwarks, LIMS apd CDS. ;
EE mm qlrl'hlmi nt MAONA
| 351 User-friendly interface A

452 I- Real-time data display (HMI)

This sectiarn.
# for stoning date are fciude

* Bapian inf mendefinisikan parsyaratan 1agmana dain alskironi irekam, diprases,
-Gutout, diedit, dan %UL T@fmhimi.-aman.wl_t pengendalian sharing fila atay dalabase

defines any requiemen ts related to how slectronio daty 1o be captured, processed
output, mwmaﬁmm« TEGUIBIMENLS Felaled io usa of ;mem ahares or compitant

371 | The system allows Tuns process parameter to be se1 up by the parameter setter
with certain access leval in 4 workflow pattern for specific product ar types of
product that creates g simple ways execution process for running to be carriad ot
by the user, Critical parameters are protectad and unatterabtde by the user (e.g.

Opérators can rung process Farameter only and cannat access the process
parameter edi)

L%




sDociment danner
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Pada bagian ini mendafinisikan level pengamanan ¥ang dibutuhkan oieh system dan dapat
diaplikasikan, sepertl pengaman fsikc, ;?ﬁﬂmai

a et pe rait kesenatan dan keselamatan flsi, pengaman
parameter mesin, access sontrel, access level, indentitas user d Blatitas proses, sinkronisas;
password, dan kegagalan Ihmlhn'#nnphi, i ; J
This saction details the level of security required of the systam, ® applicable, e.g. physical
Socerity, mallh and safoty ralated physical security, machin paraimotars sesuray access confral,
access isvels, user identification Al authorisation processes, passw synchronisation, and logeing
ACCass fafurgs, il i

Wo. Requirement | i, |
381 | Logial securily measLres for scosss contral should be defined and maintained 5]
381n 5 5 |
Pada bagian ini samua detall parsyaratan hﬁg’airﬂh_ﬂaha_aquh-qnﬁqﬂamn disimpan, disksas,
dibackup, vi:ilrEL"mr_u_fI. mmFgrjll."ghitﬂﬁHa_rr_, audit trall dan archive |
This section datails any W'ﬁ?hﬁv"ﬂmmx#!&ﬂmm managed, stored, Accessed,
backed up, recoverad, migrated, secured, sudi frafed anu:armmf ;

Req. Persyaratan e

No. Reguirement ShEws
+8.1 | Stand-alone slectronic recorgs shall have routin backup capakility, 0
48.2 | Networked and stand-alone appiications dealing with large volumes of electronic NA
records should have dally backups as appropriate.

383 | Data can be printed directly or saved on a fiash digk | o
3.10 Persyaratan Tambahan |

ddditional Reguirement '

Pada bagtan in| rendefinisikan aksesorls yang dﬂ;yh,ahhﬁn dan secara perlodic dibutuhkan unhk I
kesesualan sistem {s=perti special setup atau 2al kalibras)

This section defines any required acessary tHiat may be perodically nesded so that thair uze may ha
Qualifiod with the rest of the systam (e.g. special sefup or calliration fools).

Reg. Parsyaratan R
N Reguirement ! :
3.10.1 | Alarm or auto stop if there is something not waorking property tc. Mo
| 3102 | scalatility 1o accommodate future production needs NA
1,103 | Equipped with ladder ang safety for the operatar i
i 0.4 | Wheels - Strong wheels support the load and are gasy to clgan / sterilize Mo




4. Porsyaratan Lain-lain

thther Reguirements

Sunplier Reguiremeits

e g n mendfilk parsyaretan vang bustsonple yang v unlok mengenalkan
e iy -
ofthe systam | eaUIements mads of the Suppiler

ars ﬂmasar_gdgﬂ:u far the tradustion
No. Requirement '
411 Cerificate of canformity for each sempanens M
4.1.2 Training to service engineers and operators provided i
413 Test equipment calibration certificates M
4.1.4 Qualification folder M
418 Checklist Identifying model and serial numizers of companents instafled M
4156 Coemponent specification )
417 Supplier must defiver as minimun:
* Operaling & Maintenancs Manuals (English)
* Comprehensive recommendsd =pares list for 2 years eperation, including B
anficipated usage and detais for consumakle parts
* Software on CO-ROM, The software must be labelled with part number, saria|
number and version numbar
— DUMDEr and versic .
418 The Supplier must cary out SATIZVO0 an Site, ]
419 One year warranty should be offered including six- monthly service of machine. A
BUpport contract must be offerad. The minimum requirernent is for g Blbe-monthily
service of the maching, and repairs following machine breakdowns, A Preventative
Maintenances Performance Verification (PM/PV) service ba offarad, A
Machine performance check should be done during: Maghine Installation, Six-
manthly  service  machine (Puring  one  year warranty).  Praventive
Mainténance/annual service. Repairs following machine breakdown,
| 4.1.10 | One year consumable parts provided M

(42 Dokrs Valdas]

o bagian ini mendefinisikan terkal dakumentasi yang dilakohan tok memastikan batwa sysiem
Tolah tenvalicasisesua dongan prosedr -

This 56 mﬁ“;’-”ﬂ'- fites any cocumentation that must ba produced fo enisuirs the system has ben

valldoted in accordance with ste procedures.
= e e
(421 | Protoco Acceptance/Approval sign off by custorner Mo
422 Installation Book M
423 | 1Q and 00 Documentation M
424 Maintained book [¥]




Lﬂﬁmm

(425 | Eecricatang Machine Drawing M
425 Sensar list M
427 Calibration Certifieste M
428 Maching Diagram (PEID) A
428 Machine Work Process Y
4210 | Troubleshoot Document M
4211 Critical Companent Lisy 1)
4212 | BAT Repor M
4213 | FAT Report M
4214 Trial Report M

| 4215 | Validation Computerized M

6. Pelatihan

training of Holding Tark |I L]

B. Referensi
References

s 21CFR Part 11 -
Register, 20 March 1997

Records and Elecironi Signatures, FOA Fadaral




