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1) Overview
2) Main function
3) Product composition
4) Sales country
5) Legal regulation
a) ISO13485（Medical devices - Quality management systems - Requirements for regulatory purposes）
b) ISO14971（ the application of risk management to medical devices）
c) IEC60601-1 ed4 (General requirements for basic safety and essential performance)
d) IEC62366（Application of usability engineering to medical devices）
e) IEC62304 (software Life Cycle Processes)
f) Compliance with CE、FCC、UL
g) IEC62133（Secondary cells and batteries
[bookmark: _Toc2371775]Hardware Requirements
6) Specifications
a) Communication
i) Ethernet
(1) Isolated RJ45
(2) 10/100Mbit
(3) IEEE 802.3
ii) Wi-Fi & Bluetooth
(1) RP-Male SMA 3dBi Antenna 
(2) RP-Female SMA to U.FL(IPEX)(Pig Tail Cable) 
(3) 802.11 b/g/n
(4) Bluetooth 5.0 or upper
iii) RS-485
(1) Optical Isolation 
b) I/O and Power
i) Power Input
(1) 12-36V
ii) Digital Inputs
(1) 5 Optically Isolated High Speed (25 kHz)
(2) Low-Pass-Filters and Schmitt Trigger are mandatory
(3) Min 1A Endurance
(4) ESD Protection
iii) Outputs
(1) 5 Optically Isolated High Speed outputs
(2) 1 Optically Isolated Power-Input for Outputs Power
(3) Min 1A Endurance
(4) ESD Protection
c) Serial Ports
i) USB
(1) 4 USB as 2 FS and 2 HS
(2) ESD Protection
ii) RS 232
(1) 2 RS-232 on 2 D-SUB9 Male
(2) Full duplex
(3) 250kbps
(4) ESD Protection
iii) RS 485
(1) 1 Optically Isolated RS-485 on 1 D-SUB9 Female
(2) Min. 250kbps
(3) ESD Protection
d) Camera
i) 5 MP
e) Others
i) 3D accelerometer and 3D gyroscope on module
7) Certification
a) CE
b) FCC
c) UL
8) Design and General Properties
a) Will be mounted on a vertical surface
b) Components selected in the design should meet industrial environment requirements
c) Operating Temp : 0-60ºC
d) Humidity : 5-95% relative humidity(noncondensing)
[bookmark: _Toc2371776]Quotation Requirements
1) NRE ( non-recurring expense )
e) Hardware development
f) ID/ME development
g) Hard Tooling 
h) Test fixture for mass production
2) Unit price for the following quantity per order
i) 1K
j) 5K
k) 20K 
3) Proposed solution block diagram / key component
4) Milestone and schedule
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