Technical Specifitatiotiof Flectrolyte Analyser

S.N. | Purchaser’s Specifications Bidder’s Compliance Sheet

Electrolyte Analyser Yes/No | Page Noin | Remarks
Catalogue

Manufacturer
Brand
Type / Model
Country of Origin

1 Description of Function

1.1 Electrolyte analyser (Na+, K+, Ca++ and CI") for
analysis of serum, plasma, urine, whole blood.

2 Operational Requirements

| It shall be based on all in one Single Cartridge
technology.

3 System Configuration

T Electrolyte analyser with integrated printer and with -
complete accessories. ;

4 Technical Specifications

4.1 Cartridge Based clectrolyte analyser with the
measured parameter of Na+, K+, Cat++ and CI°

42 Sample volume shall be less than or equal tE)’“IsOOlﬂ

4.3 Sample throughout of 60 samples/hour-er more.» .

44 It should have fully self- contamed safe’ mamtenance-
free waste system.

4.6 It should have no additional reqmrement of cleamng
reagents for electrodes and’ daily Mainténance.

4.7 Shall have data display on built ,USer’fncndly LED
display screen. .

4.8 Result storage capacxty of minimum 500 data.

4.9 Clot detection & automatic declotting system.

4.10 | Shall have automatic flagging of abnormal result.

4.11 | Should-have facility for LIS system.

5 Accessories, spares and consumables

Bt Trlgl i ;ﬁfor at least 300 test should be provided

b requa:ed -consumables to operate.

9.2 All standard accessories, consumables and parts
reqmred to operate the equipment, including all
standard tools and cleaning and lubrication materials,
to be included in the offer. Bidders must specify the
quantity of every item included in their offer
(including items not specified above).

6 Operating Environment

6.1 The system offered shall be designed to operate
normally under the conditions of the purchaser's
country. The conditions include Power Supply,
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T {g"’ Bidder’s Compliance Sheet

S.N. | Purchaser’s Specifications 1
Climate, Temperature, Humidity, etc. ﬁ*«f“-

6.2 | Power supply: 220 — 240 VAC, 50Hz Sgg}i ﬁ"z’%
appropriate plug. The power cable must be at least 3
metre in length.

7 Standards and Safety Requirements

Tl Must submit ISO13485:2003/AC:2007 for Medical
Devices

iv. Must submit CE Marked compliance with inVitro
Diagnostic Medical Device Directive 98/79/EC OR
USFDA 510(k) Approved

8 User Training

8.1 Must provide user training (including how to use and
maintain the equipment).

9 Warranty

9.1 Comprehensive warranty for 2 years after acceptance.

10 Maintenance Service During Warranty Period -

10.1 | During the warranty period supplier must ensure
planned preventive maintenance (PPM) and
corrective/breakdown maintenance whenever .
required. S

11 Installation and Commissioning ,

11.1 | The bidder must arrange for the eqmpment to be s
installed by certified or qualified personnel: arrj;r
prerequisites for installation to be omm‘unlc ated to
the purchaser in advance, 1n detai

12 Documentation N

12.1 | User (Operating) manual. in‘ Enghsh

12.2 | Service (Techmcal/ Mamtenance) manual in English

12.3 | Listof 1mportant spare parts ‘and accessories with their

ting, .
12.4 ion il inspection from factory.
Biomedical Engineer W
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