


























Document Name:
Document No.
Revision No.

Description BCG Vaccine Bulk and 
Formulation

Harvest vessel Sublot Vessels Adsorption Vessels Desorption Vessels PBD Holding 
Vessels

 KSCN Holding 
Vessels Media Prep. Vessels Buffer Prep. Vessels Buffer Holding Vessel Filtration pressure 

vessel Aerosil Prep. Vessels Mobile Hot water 
Recirculation system Media Prep. Vessels Buffer Prep.Vessel Harvest Vessels Product Collection  

Pressure Vessel
Media & Buffer Prep. 

Vessels

B1-HRV 01 B1-SLV 01_03 B1-ADS 01_03 B1-DDS 01 B1-HDV 01 B1-KCV 01 B1-MPV 01 B1-BPV 01_02 B1-BHV 01_02 B1-PVE 01 B1-APV 01 B1-HRS 01 B1-MPV 02 B1-BPV 03 B1-HRV 02 B1-PVE 02 F4-MPV 01
F4-BPV 01

1 No. of vessels/system 1 3 3 1 1 1 1 2 2 1 1 1 1 1 1 1 2
2 Type of vessel Fixed Fixed Fixed Fixed Fixed Fixed Fixed Fixed Fixed Fixed Fixed Mobile Fixed Fixed Fixed Fixed Mobile
3 Max. Working volume , L 1200 600 600 600 1200 1200 400 600 200 1000 200 500 500 500 500 30
4 Geometric volume, L Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify Vendor to specify
5 Minimum operating volume, L 250 150 150 150 250 250 80 120 60 Vendor to specify 60 150 80 150 80 Vendor to specify
6 H/D ratio 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1 1.5:1
7 Powder addition port (TC type) No No No No No No Yes Yes No No No Yes Yes No No Yes

8 Addition port (TC type)
(one addition port & one spare port) 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2

9 Baffles (removable type) Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
10 Liquid Filter (0.45µ) with Housing No No No No No No No No No No No Yes No No No No
11 PRV for pure steam line Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
12 Rupture disc Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
13 Level/Volume Measurement DP sensor DP sensor DP sensor DP sensor Vertical view glass 

with level marking
Vertical view glass with 

level marking DP sensor DP sensor Vertical view glass with 
level marking

Vertical view glass with 
level marking

Vertical view glass with 
level marking Level sensor Level sensor Level sensor Level sensor Vertical view glass with level 

marking
14 Acid addition port No No No No No No No No No No No No No No No No
15 Alkali addition port No No No No No No No No No No No No No No No No
16 Sampling port Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes

17 Sampling mode Sterile Sterile Sterile Sterile Non sterile Non sterile Non sterile Non sterile Non sterile Sterile Non sterile Non sterile Non sterile Sterile Sterile
Non sterile

(sampling valve integrated 
with the flush bottom valve)

18 Pressure Gauge Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes

19 Agitator Type and RPM
Bottom driven magnetic 

mixer with 
50-400 RPM

Bottom driven magnetic 
mixer with 

50-400 RPM
Bottom driven 

magnetic mixer with 
50-400 RPM

Bottom driven magnetic 
mixer with 

50-400 RPM
Bottom driven 

magnetic mixer with 
50-400 RPM

Bottom driven magnetic 
mixer with 

50-400 RPM
Bottom driven magnetic 

mixer with 
50-400 RPM

Bottom driven magnetic 
mixer with 

50-400 RPM
Bottom driven magnetic 

mixer with 
50-400 RPM

Bottom driven magnetic 
mixer with 

50-400 RPM
Bottom driven magnetic 

mixer with 
50-400 RPM

Bottom driven magnetic 
mixer with 

50-400 RPM
Bottom driven magnetic 

mixer with 
50-400 RPM

Bottom driven magnetic 
mixer with 

50-400 RPM
Bottom driven magnetic 

mixer with 
50-400 RPM

Bottom driven magnetic 
mixer with 

50-400 RPM
20 Temperature Probe and transmitter(Vessel) Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
21 pump Yes
22 Heat Exchanger Yes
23  Roughness factor (RA), Product Contact parts 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm 0.6 µm

24 Roughness factor (RA), Non -Product Contact parts ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm ≤1.2 µm
25 CIP Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes

26 ESIP Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes

27 FSIP Yes Yes Yes Yes Yes Yes Yes Yes No Yes No Yes Yes Yes Yes Yes

28 Vent filter assembly Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
29 View glass with light Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
30 Level Of Automation Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic Semi automatic
31 HMI Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes NO Yes Yes Yes Yes Yes
32 PLC Common PLC Common PLC Common PLC with 

adsorption vessels NO

33 Input and Charging
Components/Buffer for 
the process shall be 
added through the 
addition port 

Components required for 
the process shall be 
added through the 
addition port

Components required 
for the process shall 
be added through the 
addition port

Components required 
for the process shall be 
added through the 
addition port

Components 
required for the 
process shall be 
added through the 
addition port

Components required 
for the process shall be 
added through the 
addition port

components for the 
process shall be added 
through the powder 
addition port and make 
up can be done by 
adding WFI

 components for the 
process shall be added 
through the powder 
addition port and make 
up can be done by 
adding WFI

Components required 
for the process shall be 
added through the 
addition port

Components required 
for the process shall be 
added through the 
addition port

Components required 
for the process shall be 
added through the 
addition port

 components for the 
process shall be added 
through the powder 
addition port and make 
up can be done by 
adding WFI

 components for the 
process shall be added 
through the powder 
addition port and make 
up can be done by 
adding WFI

Components required 
for the process shall be 
added through the 
addition port

Components required 
for the process shall be 
added through the 
addition port

 components for the process 
shall be added through the 
powder addition port and 
make up can be done by 
adding WFI

34 Mode of transfer to next process/ vessel
Pipeline transfer to Cell 
disruption system and 
continous centrifuge 
using air pressure

Pipeline transfer to 
continous centrifuge by 

using air pressure
By using flexible hose 
to desorption vessel

By using flexible hose to 
further process

By using Flexible 
hose to UF systems

By using Flexible hose 
to Dia filtration systems

Pipeline transfer to 
fermenter using air 

pressure
Pipeline transfer to 

process vessel by using 
air pressure

By using Flexible hose 
to Chrom systems

By using Flexible hose 
to Chrom systems

By using Flexible hose 
to nalgene cans

Pipeline transfer to 
fermenter by using air 

pressure
Pipeline transfer to UF 

system by using air 
pressure.

Pipeline transfer to 
continous centrifuge by 

using pump.
By using Peristaltic 

pump

HLL Biotech Limited, Chennai
Integrated Vaccines Complex, Chengalpattu

Annexure 1 - Vessel Design Specification & Layout reference
Annexure 1
01

Multiple Bacterial Bulk Block - HIB

Common PLCCommon PLC Common PLC Common PLC Common PLC Common PLC

Multiple Bacterial Bulk Block -Hep B

Page 1 of 1



Annexure 1 - Vessel Design Specification & Layout reference
Annexure 1
01

S. No. Equipment name Block Code Area Identification # Equipment location and available space Physical condition of the room: Layout Remarks

1 Adsorption Vessels B1
Multiple Bacterial 
Vaccine Bulk 
(Hepatitis - B)

B1-ADS 01_03
B1-DDS 01

Floor: Ground  floor Multiple Bacterial Vaccine Bulk 
Block - Hepatitis B section
Room No. : B1G040
Room dimension : 58 m2
False ceiling height: 3000 mm

1. Class: EU Class “C”
2. Differential Pressure:20 Pa 
3. Temperature maintained: 22±2 ºC
4. Relative Humidity: < 55% RH

2 PBD & KSCN prep. Vessels B1
Multiple Bacterial 

Vaccine Bulk 
(Hepatitis - B)

B1-HDV-01
B1-KCV-01

Floor: Ground  floor Multiple Bacterial Vaccine Bulk 
Block - Hepatitis B section
Room No. : B1G044
Room dimension : 39 m2
False ceiling height: 3000 mm

1. Class: EU Class “C”
2. Differential Pressure:20 Pa 
3. Temperature maintained: 22±2 ºC
4. Relative Humidity: < 55% RH

3 Media  & Buffer Prep. 
Vessels B1

Multiple Bacterial 
Vaccine Bulk 
(Hepatitis - B)

 B1-MPV-01
B1-BPV 01-02

Floor: Ground  floor Multiple Bacterial Vaccine Bulk 
Block - Hepatitis B section
Room No. : B1G019
Room dimension : 44 m2
False ceiling height: 3000 mm

1. Class: EU Class “C”
2. Differential Pressure:20 Pa 
3. Temperature maintained: 22±2 ºC
4. Relative Humidity: < 55% RH
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S. No. Equipment name Block Code Area Identification # Equipment location and available space Physical condition of the room: Layout Remarks

4 Aerosil Prep. Vessels B1
Multiple Bacterial 

Vaccine Bulk 
(Hepatitis - B)

 B1-APV 01

Floor: Ground  floor Multiple Bacterial Vaccine Bulk 
Block - Hepatitis B section
Room No. : B1G041
Room dimension : 9 m2
False ceiling height: 3000 mm

1. Class: EU Class “C”
2. Differential Pressure:5 Pa 
3. Temperature maintained: 22±2 ºC
4. Relative Humidity:NA

5 Media & Buffer Prep. 
Vessels B1 Multiple Bacterial 

Bulk Block - HIB
 B1-MPV 02
B1-BPV 03

Floor: Ground  floor Multiple Bacterial Vaccine Bulk 
Block - Hepatitis B section
Room No. : B1G118
Room dimension : 38 m2
False ceiling height: 3000 mm

1. Class: EU Class “C”
2. Differential Pressure:20 Pa 
3. Temperature maintained: 22±2 ºC
4. Relative Humidity: < 55% RH

6 Media & Buffer Prep. 
Vessels F4

BCG Vaccine 
Bulk and 

Formulation
F4-MPV-01,
F4-BPV-02

Floor: Ground  floor BCG Vaccine Bulk and 
Formulation
Block - BCG
Room No. : F4G009
Room dimension : 54 m2
False ceiling height: 3000 mm

1. Class: EU Class “C”
2. Differential Pressure:20 Pa 
3. Temperature maintained: 22±2 ºC
4. Relative Humidity: < 55% RH
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S. No. Equipment name Block Code Area Identification # Equipment location and available space Physical condition of the room: Layout Remarks

7 Harvest Vessels and Sublot 
Vessels B1

Multiple Bacterial 
Vaccine Bulk 
(HepatitisB)

B1-SBV-01,
B1-SBV-02,
B1-SBV-03,
B1-HRV-02

Floor: Ground  floor Multiple Bacterial Vaccine Bulk 
Block - Hepatitis B section

Room No. : B1G007
Room dimension : 154 m2

False ceiling height: 4000 mm

1. Class: EU Class “C”
2. Differential Pressure:20 Pa 
3. Temperature maintained: 22±2 ºC
4. Relative Humidity: < 55% RH

8 Filtration Pressure vessel 
and Buffer Hold vessel B1

Multiple Bacterial 
Vaccine Bulk 
(HepatitisB)

B1-PSV-02
B1-BHV 01_02

Floor: Ground  floor Multiple Bacterial Vaccine Bulk 
Block - Hepatitis B section

Room No. : B1G043
Room dimension : 49 m2

False ceiling height: 3000 mm

1. Class: EU Class “C”
2. Differential Pressure:20 Pa 
3. Temperature maintained: 22±2 ºC
4. Relative Humidity: < 55% RH

9 Harvest and Product 
Collection vessel B1 Multiple Bacterial 

Vaccine Bulk 
(HIB)

B1-PVE-02
B1-HRV-02

Floor: Ground  floor Multiple Bacterial Vaccine Bulk 
Block - HIB

Room No. : B1G106
Room dimension : 128 m2

False ceiling height: 4500 mm

1. Class: EU Class “C”
2. Differential Pressure:20 Pa 
3. Temperature maintained: 22±2 ºC
4. Relative Humidity: < 55% RH
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