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Equipment Specification Data Sheet

Document No.: DS-KER 01

Equipment Name: KTA ELISA READER

Revision: 00

Project No.: 120310

Q1 Admin QA & QC

Project Name: Integrated Vaccines
Compiex, Chengalpattu

Q1-KER 01

Mr. Tushar Shinde Engineer - Process

Process Engineer

Mr. Yogesha M J

Dr. Harshad Mali Lead - Process Engineer
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

N

rm ® Equipment name|KTA ELISA READER 41
nne Dha aplan Project #{120310 ﬁﬁl }ﬁ%ﬁ

Document #|DS-KER 01

This equipment is used for the quantity assay of endotoxin by kinetic LAL method for the in process samples and the

et i R S

standard 96-well plate

Venedor to specify

Vendor to specify

cGLP compliant

18 °C to 40 °C

20% to 80% non condensing

Venedor to specify

Quantitative

Vender to specify

Vendor to specify

Required

2 Line/24 character LCD

Vendor to specify

Vendor to specify

Vendor to specify

Vendor to specify

Vendor to specify

Vendor to specify

Vendor to specify

Not more than 16 kg

Vendor to specify

Table top

Dedicated PC for the equipment |Not Required

Reading speed Single wavelength/Double wave legth with 12 or 20 seconds

External dimension (W XD X H
mm)

Vendor to specify based on the above mentioned capacities

Power consumption Vendor to specify
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Power requirement (kW) To be compatible to standard indian power supply socket

Interior cGLP compliant

Body Construction

Exterior cGLP compliant

All welds shall be ground finish

Customizable endotoxine test report

Edit assay features which aliows for the correction of template layout mistakes

Multitanguage support for installation,user interface,reports and user help and manual

The design of the equipment shall facilitate efficient and easy cleaning.

The system should have the ability to check the quality of test results and to validate it

The equipment shall be compatible for cleaning with all standard disinfectants.

Database storage for all the data

Software shall be identify trend and product quality, and eliminate manual report modification.

System should capable of trouble shoot whenever required with secured link.
Training/demonstration to be provided to users

System should comply 21 CFR part 11 compliance

The equipment shall be as per cGLP standards.

Vendor to specify

No sharp edges/Corners, crevices in the equipment.

10Q

Operation and maintenance manuals shall be provided along with 10Q documents during installation at site.

List of standard spare parts with ordering information.

Warranty for 1 year from date of supply.

Not Applicable

Charles River,Cape Cod,Lonza

NOTE: Accurate size and technical specification need to be mentioned by the vendor
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Immunochemistry
lab

Q15026 - -

Q1-KER 01 Admin, QA & QC

09-09-2015 Tushar Shinde 00 - New document

Not applicable
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