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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

nne Dnan'naman‘ Equipment Name |Magnetic Stirrer with heating f/B[ vt pemec LT
Lo o ke Lt

Document Mo. DS-MGH 01

Revision No, 03

o MDA bwm;'- ‘;?*"'L 2 :;_:J*_‘j‘:_';;—=1-___-: -

B4-MEH 01 To hold 1X20 L giass bottle/ unit of dia 300 mm

B4-MGH 02 To hold 1X20 L glass bottle/ unit of dia 300 mm

Q1-MGH 01 To hald 1420 L glass bottle! unit of dia 200 mm

(3 [eohmealSpestieation
Model Table top ¢cGMP, with heatlng
Cimension

(WX D X H, mm) Vendor to specify based on above mentioned capacities

Features Flat Surface LED display and timer required
rSntlar;lng ¥olume, One unit of equipment to hold and cperate with full capacity of 1 X 20 liter glass bottle
Stirring speed 0-1000 RFM for 20 L

Temperature
Range

Display LED Display

Ambient to 200 *C with heat control accuracy of +5°C

Power

; Tao be compatible to standard Indian Power Supply socket
requiremeant

35 304; Flat surface
cGMP compliant

Top plate
Cuter body

The external surface of the equipment should be easily disinfectable with standard disinfectants, and resistant to
carrosion and chemicals. Stirrer should have smooth corners for gasy cleaning

Vibrations produced by the equipment during operation should be nil or minimurm and should be specified by the
vendor,

Auto restart to set values upon power failures

High magnetic adhesion preventing decoupling of str bars

Standard accessories’ 5 No s PTFE coated magnetic stirring bars suitable to 200 to be provided for each eguipment.

FTFE withdrawal system for magnetic stirmng bars to be provided for each equipment

Traiming/Demo for users on eperaticn and cleaning to be provided.

CE cerification
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

nne Dharmag;an Equipment Name  |Magnetic Stirrer with heating ”;‘BI AT

Document No, DS-MGH 01

Revision No. 03

8 |Safety requirements

Following must be provided to protect the personnel and equipment:

81 |Proper earthing should be provided.

82 |MNosharp edges! corners, crevices, pin holes in the equipmeant

B3 |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
the hard copy as well as editable electronic file

a1 100 documents

82 |Operations and maintenance manual shall be provided along with 100 documents during installation at sile

9.3 [Warranty letter for 1 year from the date of supplpy

84 |Material test cerificates

Calibration certficates of critical instruments with respect to the traceable national reference standard instrument and

= their calibration procedure

8.6 |List of standard spare parts with ordering informaticn

10 [Timelines

10.1 |Mot applicable
11 |Preferred list of Makes

111 |IKA Mettler Toledo, Sartorious, Thermo scientific

NOTE: Accurate size and technical specification need to be mentionad by the vendor
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Equipment Name

Magnetic Stirrer with heating

[1BL pmrmpome

Document Mo.

DS-MGH 01

[ —

Revision No.

03

BE4-MGH 01 Rabies Bulk Media Preparation BaG027 BEOD X 3940 2700
B4-MGH 02 Rabies Bulk Buffer Preparation BAGOZE BEO0 X 3845 2700
Q1-MGH M Admin QA & QC  |Media Preparation Q15051 5200 X 3549 2400

11-07-2014 Nihanka Ruhela 00 - Mew document
o Updated as per comments received
05-08-2014 Miharika Ruhela 01 All from HBL dated 04-08-2014
Updated as per comments given by
08-01-2015 Yogesha M J 0z All HBL team during meeting dated
0B8-01-2015 at HBL office
Updated as per comments recaived
05-05-2015 Miharika Ruhela 03 All from HBL dated 27-02-2015.

Mot appheable
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Equipment Specification Data Sheet Equipment Name: Magnetic Stirrer
Document No.: DS-MGS 01 Revision: 03
g Project Name: Integrated Vaccines Complex,
Project No.: 31 =
ojactia.: 120310 Chengalpattu
Fz2 Bacterial formulation F2-MGS 01, 02 - 2
Fe Bacterial formulation F2-MGE 03 . 9
F2 Bacterial formulation F2-MES 04 1
B4 Rames Bulk Ba-MGES 01 02, 03, 04 - 4
a1 Admin, QA and QC Q1-MES 01 i 1
Q1 Admin, QA and QC C1-MGS 02, 03 - 2

N3 0ha T b/ 20

Mr Vikas Katial =i ol (oG -h, b/ ¥ 205

& Head COC Vaccines

File name: NP-120010-EQP-BDS-MGS-01 Page 1/5



nne pharmaplan-

H1BL grrome

Document No.: DS-MGS 01

Equipment Specification Data Sheet

Equipment Name: Magnetic Stirrer

Revision: 03

Project No.: 120310

Project Name: Integrated Vaccines Complex,
Chengalpattu

Iii;/l'_'.‘ LUW‘IL‘:EI. q 21__£_£JM(:_"P"I

E;L;_ A 1.__lt F\"('[CL*‘L-"- &

Aawloipuroro | [ CP‘*Ef ; Ut 9] #J205
Nawin Jorny - P QQFPLLHT Haﬂ%u Pl e SJ'F'T )1;_20 K5
Songsd ki R Moy G 872015

& #2015

a# z05

e A L A e B o] 4 Y, 5

Oy

Qi Gangsh . N'-"lc‘m.ha f U/if/;f.mfi
Sunasl Do - R I fﬂi“gﬁ‘fféh{ﬁih— 10/ #3015
Camaclandon LEE p—" | 3/4] 2015

File name: NPI-120310-EQP-DS-MGS-01

Page 2/5




INTEGRATED VACCINES COMPLEX,
CHENGALPATTU
nne pharmaplan® |Equipment Name [Magnetic Stirrer /- p—
Document No. DS5- MGS 01 T
Revision No. 03
D R T G el B

The Magnetm stirrer wﬂl be used for uniform mixing of product in glass bottle

F2-MGSs 01, 02 to hold 1X20 L glass bottle! unit of dia 200 mm
F2-MGS 03 to hold 120 L glass bottle) unit of dia 300 mm
F2-MGS 04 to hold 120 L glass bottle! unit of dis 200 mm
B4-MGE 01, 02, 03, 04 |tc hold 1X20 L glass bottle! unit of dia 300 mm
A1-MGESE 01 to hold 120 L glass bottle / unit of dia 303 mm
C-MGS 02 03 ta hold 1X5 L glass bottle / unit of dia 180 mm

: "'.1"! PF. ,.- .“"""' f'- T*' - VO N S N Wy s, 1A
- - ; it T o, 1
d...a._ 1__.___.1 1‘ EAE " L 4 g

Table tﬂp GGMF', without he atlng

Model
Cimension

MW X DX H, mm)
Featuras Flat surface for 20 L capacity LED display and timer reguired

Wendor to specify based on above menticned capacities,

Stirring volume |, max One unit of equipment to hold and operate with full capacity of 1 X 20 liter glass bottle,
Stirring speed 0-1000 RPM for 20 L 100-1500 RPM far 5 L
Operating Temperature |4°C - 37°C

Fower requirement To be compatible to standard Indian Power Supply socket

Mumber of stirrng
positions

Speed control

oneg

Vendor to specify

58 304, Flat surface
cEMP compliant

Top plate

main body

LT

The external surface of the equipment should be resistant to corresion and chemicals. Stirrer should have
smooth comers for easy cleaning

Wibration produced by the equipment duning operation should be nil or minimum and should be specified by the
vendor

High magnetic adhesion preventing decouphing of stir bars

Auto restart to set values upon power failures

Standard accessories | 5 No.s FTFE coated magnetic stirming bars suitable to the capacities (5L and 2CL) to be
provided with each equipment

LIFTFE withdrawal system for magnetic stirring bars to be provided for each equipment

| Training/Demo for users an aperation and cleaning to be provided.
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU
*  |Equipment Name |Magnetic Stirrer
nne pharmapian quip g V7B siiie
Document Neo. DS- MGS 01
Revision MNo. 03

CE certification

Eﬂh‘i Following facilities must be providefto protect for personnel and equipment:

Froper earthing should be provided.

Appropriate closure of all parts

Mo sharp edges/ corners, crevices, pin holes in the equipment

AT

(43 A

By

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

100 documents

Operations and maintenance manual shall be provided along with 100 documents during instaliation at site
shall be provided

Warranty ietter for 1 year from the date of supply

Material test cerificates

Calibraton certificates of critical instruments with respect to the traceatle national reference standarnd
instrurment and their calibration procedure.

List of standard spare parts with ordering infarmation

Mot Applicable

[kA, Mettler Toledo, Sartorious, Schimadzu

NOTE: Accurate size and technical specification need to be mentioned by the vendor
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INTEGRATED VACCINES COMPLEX,
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nne Dharmaman Equipment Name |Magnetic Stirrer /1Bl
y 2%
Document No. DS5- MGS 01
Revision No. 03
Table-1: Equipment location
Room ;
i i Room height
Equipment ID Block Name Room Name Room No dimension in E, mmg
mim
F2-MGS 01, 02 Bacterial formulation Blending F2GE028 G090 X 8940 4000
Buffer &
F2-MGS 03 Bacterial formulation solution F2G030 5127 X.6B20 4000
Preparation
F2-MGS 04 Bacterial formulation| Dloniectant F2G024 2380 X 4910 4000
Freparation
, : i Mirus
B4-MGS 01, 02, 03, 04 Rabies Bulk y B4G050 5750 X 3385 2700
Inactivation
) Chemical Lab
C-MGES 01 Admin, Q& and QC | ; Q15022 6260 X 7460 2400
Bie Chemistry
Media
Q1-MGS 02, 03 Admin, QA and QC preparation 21350581 5200 X 3550 2400
Esterilisation
Table-2: Change Log
Date Name Revision Section Change/Comment
11-07-2014 Miharika Ruhela (0] - Mew document
Updated as per comments
09-09-2014 Miharika Ruhela 1 All received from HBEL dated 04-08-
2014
Updated as per comments
given by HBL team during
RE--2R1S vageshd M a2 Al meeting dated 08-01-2015 at
HBL office
Lipdated as per comments
06-05-2015 Miharika Ruhela 03 All received from HBL dated
27-02-2015

Table-3: Annexure

Not applicabie
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