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Appendix 3 to the Request for Quotations No. SEMA/33/PR52982-56041/2024

Detailed Price Inquiry Specification

Detailed scope of service for stage 3.2.1. The bid must take into account the development of two injector pens: reusable multi-dose pen and reusable single-dose pen for subcutaneous injection, consisting of a barrel with a twist-off handle, suitable for a 3 mL glass cartridge, and a flip-off cap. 
The devices must have: 
1) Large, clear dose setting indicator (dose set value font not less than 3 mm of height)
a) Dose 0.25 mg, 0.5 mg and 1.0 mg printed on the knob scale (for reusable multi-dose pen) 
b) Dose 2.0 mg printed on the knob scale (for reusable single-dose pen)
2) Fully transparent cartridge holder with thread for screwing the needle on and optional printed scale
3) Light-proof cap 
4) The ability to retract the pen plunger with a cartridge (OPTIONAL)
5) Dose administration mechanism (low strength spring mechanism for dose delivery preferred for consistent injection speed)
a) Number of jumps in the dose setting mechanism – minimum 74 jumps in 0.01 mL/jump increments with dose precision tolerance compliant with EN ISO 11608-1:2015.
b) Minimum injection volume 0.19 mL (multi-dose pen) – Maximum injection volume 0.74 mL (multi-dose pen and single-dose pen)  
6) Ergonomic and easy-to-access dose injection button
7) Dose administration completeness tag
8) Ability to set and adjust the desired dose without loss of drug
9) Flow check volume: maximum 0.04 mL (2 x 0.02 mL) – (OPTIONAL BEFORE EACH ADMINISTRATION)
10) At least 24-month, preferably 36-month period of device warranty at 2°C-25°C, minimum number of uses: 300
11) Injector pen designed to accommodate needle sizes of 30-33G and lengths within a range of 
4-8 mm
12) Device adapted to 3 mL ISO standard glass cartridges filled to 1.5 mL or 3.0 mL
The bid must also include:
1. Documentation review by notified body
2. Clinical assessment by a third party consultant
3. Formative usability testing according to ISO 11608-1:2022
4. Supporting the Subcontractor in the course of product registration, including preparation of the necessary documentation

The devices must meet at least the following regulatory requirements:
1. 1.EN ISO 13485:2016 EN ISO 13485:2016/AC:2018 Medical devices – Quality management systems– Requirements for regulatory purposes
2. 2.EN ISO 11608-1:2015 Needle-based injection systems for medical use – Requirements and test methods – Part 1: Needle-based injection systems
3. 3.EN ISO 14971:2019 Medical devices – Application of risk management to medical devices
4. 4.EN ISO 10993-1:2018 – Biological evaluation of medical device – Part 1: Evaluation and testing within a risk management process
5. 5. EN 62366-1:2015, EN 62366-1:2015/AC:2015 IEC 62366-1:2015/AC1:2016 Medical devices – Application of usability engineering to medical devices
6. 6. REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC
7. 7. ISO 10993-1:Biological Evaluation of Medical Devices – Part 1: Evaluation and Testing.
8. 8.ASTM D4169: Standard Practice for Performance Testing of Shipping Containers and Systems.



Detailed scope of service for stage 3.2.2 

The bid must take into account the delivery of the following quantities of in-use test pens for laboratory batches. The order delivery date will be agreed with the Customer, with the Bidder undertaking to deliver the order no later than 60 days from the agreed date.

	No.
	Description of the subject of contract:
	Quantity

	1
	Reusable multi-dose injector pen
	200

	2
	
Reusable single-dose injector pen

	100





Detailed scope of service for stage 3.2.3 

The bid must take into account the delivery of the following quantities of in-use test pens for optimisation and validation batches. The order delivery date will be agreed with the Customer, with the Bidder undertaking to deliver the order no later than 60 days from the agreed date.

	No.
	Description of the subject of contract:
	Quantity

	1
	Reusable multi-dose injector pen
	2000

	2
	
Reusable single-dose injector pen

	500
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