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Equipmeni Specificalion Data Sheet
HLL Biotech Limited, Chennai
INTEGRATED VACCINES COMPLEX, CHENGALPATTU
nne Dhaﬁﬂaplan' Equipment Name UV-Visible Spectrophotometer TTBL cmsrimviorio
Document No. DS-SPM 02
Revision No 01
1 lProcess Requirement
1.1 |UV-visible spectiopholomieter is used for lhe measurement of ransmitlance or reflectance absorbed by a sample at a given wavelenglh
2 Equipment ID
2.1 |G1-SPM 01
3 Technical Specification
3,17 |Model cGMP complaint
32" |Type UV visible speclrophotometer
2.3 |Spectrum Band Width |tnmto 1.5 nm
34 |Wavelength Range 190 - 1100 nm
35 +0.1 nm al 656.1 nm D2
- | Wavelength accuracy
36 +0.3 nm (190 - 1100 nm)
Xenon flash lamp/tungsten/halogen lamp/deuterium lamp built in light source auto position adjustiment with life of
87 [Lamp sources average 1000 hours or betler
38 e plipierchange Automatic inlerchange linked to wavelength
-~ |wavelength
3.9, Wavelength Enath 0.1 nm increments
I display
310 |Wavelength slew rate |about 6000nm per minute
ain Wavel.ength el 2nm to 3000nm per minute
scanning speed
312 Wavelengtr] lesser than + 0.02nm
reproductivity
212 |stray light Less than 0.08% Nal at 220 nm, NaNO2 at 340 nm, less than 1.0% KCl at 198 nm.
2.14 |Photometric system  [Double Beam
345 i siometiic Absorbance, lransmillance, Concentration
measurement modes
| a6 Absorbance -4 {0 4 Abs.
| -3,17- Photometric ranges |Transmittance 0% 10 400%
318 Concentration + 9999.
248 |Photometric Accuracy |< +0.005 Abs at 440.0,465.0,546 1,590 0 and 6351 nm,1 Abs (NIST 930e),
- ¥ <+0.01 Abs at 235,257,313,350,430 nm (Potassium dichromate, EP method )
azg |Photometric <20.001 Abs at 0.5 Abs, < £0.001 Abs al 1.0 Abs,< £0.003 Abs al 2 Abs.
~ |repeatability
- 321 |Photometric noise <0.00005 Abs(700 nm)
. - ! ’ 1 hr. i
829 |Photometric stability l<eomop01 Abs/hr. al 0Abs, 340nm afler one hour warm up. Measured over 1 hr. Every 5 seconds constant ambient
323 |Base line stability <0.0003 Abs/hr (700nm, 1 hr aller light source turned on).
224 |Base line flatness <0.001 Abs 0.5 seconds blank, 0 5 seconds rms.
3.25 |Software Vendor 10 be specily
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Equipment Specification Data Shest
HLL Biplech Limited, Chennai

INTEGRATED VACCINES COMPLEX, CHENGALPATTU
nne pnarn']aplan- E¢uipment Name UV-Visible Speciropholometer VI f SRmp——
Document No. DS-SPM 02
Hevision No 01
3.26 |Weight Vendor o specily
3.27 |Dimension Vendot 1o specify

3.28 |Powel requirement To be compalible to slandard Indian Power supply sockel

4  |Maletial of Cohstruction

4.1 |Body cGMP complainis

For Measuremenis in UV range: Quartz cuvelles standard size and 1ml size. For Measurements in the visible

#2 |Cuvettes range: Glass standard size ad 1 ml size

4.3 |Detector Silicon photodiode/Photo multiplier

5 |Spaciiic Equipment Reguirements
81 |itshould display the Process curve section, data.

5.2 |Open sample area for convenient sample handling.

53 |Fast spectral scanning for complete spectrai information and multi wavelength applications.

_5.4 ~ |Own clock for time and date stamps of the spectra.

65 |Exiensive sell-test procedures thal check the electronics and key optical to ensure consistent perlormance between validations.

Display panel shall be supported to graphical representation with LCD back light and keypad shall be sealed membrane with lactile

55 response keys.

USB data port should be provided 1o transfer the data. Connectivity USB port type A for USB Stick.USB port type B for Computer, USB port

$7 lype A lor printer.

58 |Data should be able to be printed wilh the help of printer.

‘59 |l should give automatic calculation of dilution faclors

5.10 Equipment shall be compaltible for cleaning with all standard disfectants.
6 |Other Requirement
7.1 |Main power ON/OFF switch on control panel

7.2 |Training/Demo for the users on operation and cleaning to be provided.
7 |Regulatory aspects SR G I ) e A i B A RS T N B ko W e g b W
71 |The equipment shall be as per GLP or GMP slandards.
. 7.2 |CE certificalion
B |SafetyRequirements =~ - -
Following facilities must be provided to protect personne! and equipment:

‘B.1  |Appropriate closure of all parnt.

‘B2 |Proper earthing is necessary
9 |Documents: ] ¥ ’ =T

Following documents, but not limited 1o these, are expected from the vendor as part of the supply package in hard copy as well as editable
electronic file

~|10Q documenl.

r.]
=

92 |Operation and maintenance manual shall be provided along with I0Q documents during Installation at site

9.3 Warranty letler for 1 year from the dale of supply.

94 |Listof standard spare parls with ordering information.

Calibration certificale of crilical instrument with respect 1o the lraceable nalional reference standard instrumenl and their calibration

25 procedure
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Equipment Specification Data Sheet

HLL Biolech Limiled, Chennal

nne pharmaplan’

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment Name UV-Vislble Spectrophotometer
Document No. DS-SPM 02
Revision No. o

HBL

10 Timelines

10,1 | Mol Applicable

11 |Preferred list of Makes

111 |Shimadzu, Perkin Elmer, Agilent, Thermo Scientitic

NOTE: Accurale size and technical specificalion need 1o be mentioned by the vendor
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Equipmenl Specificalion Data Sheel

HLL Blotech Limited, Chennai

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

nne DhalTnaplan' Equipment Name UV-Visible Spectrophotometer Y&/ 14
Document No. DS-SPM 02
Revision No. 01
Table-1: Equipment location
i N ol Hoom dimension | Room height in
Equipment iD Block Name = . Room Name Room No ihimm mm -
) Lab Area
G1-SPM 01 Animal house (Challenge) G1G078 4000x5000 2700
Table-2: Change Log
Date Name Revision Section Change/Comment
18-02-2016 Mr. Sandeep Kumar 00 New Document
24-02-2016 Mr. Sandeep Kumar 01 i Al eSS SCSS T
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