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B4 Rabies Bulk B4-RFR 01-02 500 2

B4 Rabies Bulk B4-RFR 03-04-05 500 3

B4 Rabies Bulk B4-RFR 06 500 1

G Animal House G1-RFR 01 200 !

G1 Animal House G1-REFR 02 500 1

G1 Animal House G1-RFR 03 200 1

21 Admin G4 & QC 1-RFR 01-02 500 e

Q1 Admin QA & QC Q1-EFR 03 300 1

o Admin QA & QC Q1-REFR 04 300 1

an Admin QA & QC Q1-RFR 05 200 1

Qi Admin OA & QC Q1-RFR 06 300 1

o Admin QA & QC Q1-RFR 07 300 1
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Equipment Specification Data Sheet

HLL Biotech Limited, Chennai
INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment Name |Refrigerator 'y,
nne pharmaplan P TDL oo
b b DocumentNo.  |DS-RFR 01 1181 '
Revision No. 04

1 |Process Requirements

1.1 (It is used to store materials at 2-8 °C

2 Equipment ID ol c:t::;:fdu'i lyalil Type/Model Quantity (Nos)

21 B4-RFR 01 500 cGMP 1

e B4-RFR 02 500 cGMP 1

2.3 B4-RFR 03 500 cGMP 1

2.4 B4-RFR 04 500 cGMP 1

2.5 B4-KHFR 05 500 cGMP 1

26 B4-RFR 06 500 cGMP 1 (refer annexure 1)
2.7 G1-RFR 01 200 cGMP 1

2.8 G1-RFR 02 500 cGMP 1

2.9 G1-RFR 03 200 cGMP 1

2.10 Q1-RFR 01 500 = 1

2.1 Q1-RFR 02 500 cGMP 1

212 Q1-RFR 03 300 cGMP 1
243 Q1-RFR 04 300 cGMP 1

2.14 Q1-RFR 05 300 cGMP 1

2.15 Q1-RFR 06 300 cGMP 1

2.16 Q1-RFR 07 300 - 1

3 |Technical Specification

3.1 [Model cGMP

3.2 EXiaITE BRIENIOH vendor to specify (based on the above mentioned capacity)

(WX D XHmm)

Internal dimension

3.3 (W X D X H mm) vendor to specify (As per the capacity)
Shelves ) _
94 W X D mm) vendor to specify (As per the capacity)

Height between the

39 |ohelves (mm) vendor to specify
3.6 [No. of Shelves vendor to specify (SS 304 Perforated shelves shall be adjustable)
37 éemperature T
A0N0e

3.8 |Refrigerant R 134a
39 |Temperature e

precision

Temperature .

" i *1

410 stability c
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Equipment Specification Data Sheet
HLL Biotech Limited, Chennai

INTEGRATED VACCINES COMPLEX, CHENGALPATTU
. |Equipment Name |Refrigerator g
nne pharmaplan — B scaceciisone
Document No. DS-RFR 01 L
Revision Mo, 04
341 Temperature k90
Resolution
912 Temparature £9 o
unifarmity
3.13 | Air circulation Forced air circulation
3.14 | Quantity 16 no

315 |Power requirement |To be compatible to standard Indian Power supply socket
4 |Material of Construction

4.1 Interiar 55 304
42 |Body Construction |Shelves Adjustable, Perfarated, S5304
4.3 Exteriar cGEMP comphant exterior
4.4 E?ﬁ;iﬁ BagIE, Food Grade! nontoxic material
45 |Insulation Palyurethane foam{PLUF)
48 |Door . Stainless steel doaor

AT | Allwelds shall be ground finish

5 |Specific Equipment Requirements

51 The design of the equipment should facilitate efficient and easy cleaning

-5_;2" The eguipment shall be compatible for cleaning with all standards disinfectants

5.3 |Refrigerator shall be fitted with lockable caster wheels for easy transpartation

54 |The control shall be microprocessor based with digital display cum controller

:'5_,5" Key lock for Parameter change Protection to be provided

E.E Temperature to be recorded, monitorad and displayed. Chart recorder to be pravided (PT 100) {for GMP model)
57 |Interface port RS 232 to transfer data ta be provided

5.8 |Positive air circulation by intemal fans must be provided to ensure temperature uniformity and recovery

Audio visual alarms for parameters like high temperature, low temperature shall be provided and i door is open

B o > 5min

510 Light on provision during door opening

511 |Door lock should be provided.

512 |Spring loaded, self-closing door with 90° angle stay ocpen feature should be provided with holder

5.13 |Validation Ports to be provided for inserting probes for temperature mapping.

5,14 | Temperature mapping dunng instaliation is required.

515 | Single compressor should be provided

516 Equipment shall be compatible for cleaning with all standard disinfectant

5.17 |Design Basis: Refer Annexure 1 for specific design of B4-RFR 06
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Equipment Specification Data Sheet
HLL Biotech Limited, Chennai

INTEGRATED VACCINES COMPLEX, CHENGALPATTU
Equipment Name |Refrigerator
nne harma I'anl |- T - HLL ICTTIFC | BT
D D Document No. DS-RFR 01 III’BZ e
Revision No. 04

& |Other Requirements

6.1 |Training /Demao for the users on oparation and cleaning to be provided
7 |Regulatory Aspects
¥.1 |CE certification.

8 |Safety Requirements

Following facilities must be provided to protect personnel and equipment:

81 |Properearthing is necessary

8.2 |Moshamp edges/Comers in the equipment.

8.3 |Appropriate closure of all parts.
8 |Documents

Following documents, but not limited to these, are expected from the vendor as part of the supply
package in hard copy as well as editable electronic file.

81 |00 documents

8.2 |Cperation and maintenance manuais shall be provided along with 10GQ documents during installation at site.

8.3 [Warranty letter for 1 year from the supply.

Calipration certificate of critical instrument with respect to the traceable national reference standard instrument

i and their calibration procedure

85 |Listof standard spare parts with t;r:rering information

10 | Timelines
10,1 Mot Applicable
11 |List of Preferred makes

11.1 | Themo scientific, Panasonic, JeioTech, Arctike, Newtronics

MOTE: Accurate size and technical specification need to be mentioned by the vendar
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Equipment Specification Data Sheet
HLL Biotech Limited, Chennai
INTEGRATED VACCINES COMPLEX, CHENGALPATTU
Equipment Mame |Refrigerator
ﬂne ha rma lan" b f; L BCTTFCH LaaTYD
P P Document No. DS-RFR 01 Bz -
Revision No. 04
Table-1: Equipment location
Room Room
EquipmentID Block Name Room Name Room No dimension in | heightin
mm mm
B4-RFR 01-02 Rabies Buik il B4GDAE 9250 x 8700 2700
b - ables Bul Frapagatinn 9250 x ) Fi
B4-RFR 03-04-05 Rabies Bulk Furification B4GOST 9350 x 11040 2700
B4-RFE 0B Rabies Bulk Virus Inactivation B4G058 5700 x 3350 2700
G1-RFR O Animal House Office G1G066 5100 x 4000 2700
3 ! Lab area - g -
S1-RFR 02 Animal House ; =1G055 4700 x 7300 2700
Testing
G1-RFR 03 Animal H B e G1GO78 4000 x 5000 2700
? ITRBEERREE (Challenge) ! :
. : Retension o
O1-RFR 01-02 Admin QA & QC sample room Q15010 A731 x 2580 2400
t
Q1-RFR 03 Admin QA & QC '”E‘MTSEH n Q18020 6400 x 3450 2400
Q1-RFR 04 Admin QA & qc | ChemicalLab/ Q1S022 6240 x 6805 2400
= it Bio Chemistry " '
S : - Wirus Testing 2
Q1-RFER 05 Admin QA & QC Labs 215036 6370 %3310 2400
21-RFR 06 Admin QA B QC Microbiology Lab Q15045 2450 x 5250 2400
Q1RFROT7 Admin QA & QT | Cell culture area 115069 2700 x 3780 2400
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Equipment Specification Data Sheet
HLL Biotech Limited, Chennai
INTEGRATED WACCINES COMPLEX, CHENGALPATTU

Equipment Name |Refrigerator
nne pharmaplan’ /1 ——
D P Document No. DS-RFR 01 fg[ -
Revision No. 04
Table-2: Change Log
Date Name Revision Section Change/Comment
11-07-2014 Manchar an : Mew document
Updated as per comments
04-08-2014 Manahar o1 Al received from HBL dated
04-08-2014
Updated as per comments
27-10-2014 Manohar 0z All received from HBL dated
19-10-2014

Updated as per comments
given by HBL team during

i - g
bHRceY voaEsna ¥ Al meeting dated 06-01-2015
at HEL office
Updated as per comments
0E-05-2015 Manaohar 4 All received from HBL dated
27-02-2015
Table-3: Annexure (contain specific equipment details)
- EQUIPMENT ID Door type Design Basis
B4A-RFR 01-02 TBD
B4-RFR 03-04-05 TBD
Upper chamber upto - 20 "C and Lower compartment ranging from
+1°C to +8°C
To hold mimimum 4 nos of 20 L Glassbottles after BPL addition.
BA-RER 06 Double door with a chamber for minus 20 dag C for BRL
To store container having 20L (working volume),
Glass bottle dimensions:
Diameter 290 mm
Heaight: 290 mm
G1-HFR O Vertical
G1-RFR 02 YVertical
G1-RFR 03 Yertical
Q1-RFRE 0102 Wertical
Q1-RFR 03 WVertical
Q1-RFR 04 Vertical
O1-RFR 05 Vertical
21-RFR 08 Vertical
Q1-RFR O7 Vertical
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