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Specification for i-Breast Exam

[

Non-invasive, radiation-free . breast examination.

2. Ultra-Portable and light-weight probe. Probe size: 13 x 6.5 x 8.5¢cm, weight : 0.5kg. Full system with case size :
27 x 26 x 11cm, weight : 2kg.

3. Operable with rechargeable battery (1000 to 2000mAh). Recharging Power : Input 110-220V 50/60Hz at 0.3-
0.5A and OQutput 5V at 2A.

4. Wireless operation using Bluetooth 2.0 standard protocol.

Regulatory Clearances & Approvals

a. US FDA Cleared Registration# K 142926

b. CE Marked Certificate# CE-RS-1700-1558
c. ISO 134835 Certificate# MDMS 0716 020092
d. WHO — GMP Certificate# WGMP 0117 020092
6.  Storage capacity for 100,000 breast examination scans and full reports.

7. Custom Windows Application for Breast Examination with capabilities to:
a. Perform breast examination.
b. Review the breast examination.
¢. Store the breast examination data and
d. Print the final report.
8.  Replay feature enables the physician to replay a breast examination performed in the past, frame by frame.
9.  Approved for Electromagnetic compatibility (EMC) testy 1409-054EA REV. A Test Standards: IEC 60601—I1-
2:2007 (3" Edition) & IEC 60601-1-2:2014 (4® Edition).
10. Approved for the following Electrical and Mechanical Safety Tests
a. IEC60601-1 Ed .3 (2005) + Am.1 (2012) = IEC 60601-1Ed.3.1 (2012).
b. The following national Deviation were included in the evaluation AAAMI/ANSI ES 60601-1:2005(R)
2012/A1 :
¢. ENG60601-1Ed.3 (2007) + Am.1 (2003).
d. CSA C22.2 No. 60601-1: 2014

11. Clinical study validation performance characteristics:

h



Sensitivity is 84%

Specificity is 94%

Negative Predicative Value is 98%
d. Positive Predictive Value is 60%

12. Storage, Transport and Operating conditions:
a. Temperature range : 10° C to 50° C

b. Maximum relative humidity : 90%
¢. Atmospheric Pressure range : 700-1060 hPa
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13. Guarantee: Three years on equipment from the date of installation.

14. CMC: CMC shall be given @ 5 % of net rate excluding GST (as applicable). The CMC may be awarded for
five years (on yearly basis) after Guarantee period of three years.

15. The company should mention the make & model name/number of the quoted equipment and submit the
technical brochure of the quoted model .
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2. Patented Item Certificate.
3. Import —Export Certificate. (IEC Certificate).
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