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	YOU ARE HEREBY INVITED TO BID FOR THE REQUIREMENTS OF THE
South African Nuclear Energy Corporation SOC Ltd

	BID NUMBER:
	FIN-SCM-TEN-0043

	BID DESCRIPTION:
	[bookmark: _Hlk100224806]Bid to supply, deliver, install, commission, maintain and provide training on a small laboratory scale pharmaceutical freeze dryer system to produce lyophilised kits for radiopharmaceutical product according to GMP requirements.

	CLARIFICATION SESSION 
	No clarification meeting will be held

	CLOSING DATE:
	29 February 2024

	CLOSING TIME:
	11:00 am

	BID VALIDITY PERIOD:
	90 Days (Commencing the bid Closing Date)

	DELIVERY ADDRESS:
	BID DOCUMENTS MUST BE DEPOSITED IN THE BID BOX SITUATED AT:
Necsa Gate 3
R104 Elias Motsoaledi Street (Church Street West Ext)
Pelindaba
Brits Magisterial District
Madibeng Municipality
North West
0240
The physical size of the Bid Response must be limited to 400mm x 100mm x 150mm as the Tender Box aperture cannot accommodate larger sizes.

	ENQUIRES:
	Mr. Buyani Nsibande 
Email: scm@necsa.co.za 
Tel: +27 (0) 12 305 6072
Clarity seeking question must be sent at least three (3) working days before the closing date.


THIS BID IS SUBJECT TO THE PREFERENTIAL PROCUREMENT POLICY FRAMEWORK ACT AND THE PREFERENTIAL PROCUREMENT REGULATIONS, 2022, THE GENERAL CONDITIONS OF CONTRACT (GCC) AND, IF APPLICABLE, ANY OTHER SPECIAL CONDITIONS OF CONTRACT.
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[bookmark: _Toc147435555]
[bookmark: _Toc147435556]Introduction
[bookmark: _Toc147435557]Company Overview
The South African Nuclear Energy Corporation Limited (Necsa) is a state-owned public company (SOC), registered in terms of the Companies Act, (Act No. 61 of 1973), registration number 2000/003735/06. 
The Necsa Group engages in commercial business mainly through its wholly-owned commercial subsidiaries: NTP Radioisotopes SOC Ltd (NTP), which is responsible for a range of radiation-based products and services for healthcare, life sciences and industry, and Pelchem SOC Ltd (Pelchem), which supplies fluorine and fluorine-based products. Both subsidiaries, together with their subsidiaries, supply local and global markets, earning valuable foreign exchange for South Africa and are among the best in their field in their respective world markets.
Necsa’s safety, health, environment and quality policies provides for top management commitment to compliance with regulatory requirements of ISO 14001, OHSAS 18001 and RD 0034 (Quality and Safety Management Requirements for Nuclear Installations), ISO 9001 and ISO 17025.
Necsa promotes the science, technology and engineering expertise of South Africa and improves the public understanding of these through regular communications at various forums and outreach programmes to the community. We are a proudly South African company continuously striving, and succeeding in many respects, to be at the edge of science, technology and engineering related to the safe use of nuclear knowledge to improve our world.
  



[bookmark: _Toc147435558]Scope of Work
The freeze-drying unit should be designed for pharmaceutical product formulation and “scale up” work, facilitating transfer technology to production. It is a high-performance unit with a GMP compliant design, which allows precise process control and data acquisition according to GMP requirements. The system should share geometric likeness with large production units and use similar temperature-controlling systems.
The scope includes the supply, delivery, installation, commissioning, DQ/IQ/OQ/PQ documentation, maintenance plan and training on a small laboratory scale pharmaceutical freeze dryer system to produce lyophilised kits for radiopharmaceutical product according to GMP requirements. 
The bidder must be able to train the personnel involved in the operation of the equipment and guarantee local support of the freeze dryer system for a period of 3 (three) years after lapse of the warranty
The Scope of Work shall include the performance of all work necessary to achieve the requirements (Section 5) of the bid, whether uniquely specified or not.
[bookmark: _Toc147435559]Specification / Technical Requirements
The detailed specifications are provided in the following attached document: SEE ANNEXURE A.
The following requirements are to be satisfied in addition to those listed in the Annexure: 
The bidder shall, based on the overall technical requirements of the scope of work to be performed and the bidder’s expertise, identify any obvious omissions from the scope that they believe to be essential. The bidder shall include this into the price of the work to be performed as single line items. 
Pricing/Billing Model.
	[bookmark: _Hlk111535986]No
	Description 
	Quantity
	Price Per unit
	Sub Total (Excl. VAT)

	1
	Freeze dryer system with ice condenser, 2 cascade compressors to reach -85 ºC and temperature-controlled shelves (2 - 4 shelves) 
	01
	
	

	2
	PLC with FDA 21 CFR PART 11 compliant software with touch screen for process visualisation (detailed and schematic)
	01
	
	

	3
	Dry scroll vacuum pump (preferred) or 2-stage Vacuum pump system with oil mist filter to reach 0.001 mbar
	01
	
	

	4
	DQ / IQ / OQ / PQ documentation and validation package
	01
	
	

	5
	Maintenance plan (24 months)
	01
	
	

	6
	Training of operator(s) and certification
	04
	
	

	Total Excluding VAT
	

	Total Including VAT
	


[bookmark: _Toc107314011][bookmark: _Toc147435560]Project Plan and Schedule
The bidder is required to provide a detailed project plan and schedule based on delivery, installation, commissioning and training periods. The schedule shall be from the date of awarding of contract.
The final delivery date, start and end dates or duration will be negotiated and fixed before the contract is awarded.
[bookmark: _Toc147435561]Applicable Necsa Policies
The following Necsa policies must be adhered to:
	SHEQ-INS-0100
	Necsa General Safety, Health and Environmental Policy.

	SHEQ-INS-0102
	Necsa Alcohol and Drug Policy.

	FBD-SCM-2017-PRO-0001
	Procedure for Necsa’s Supply Chain Management Process.



[bookmark: _Toc147435562]Applicable Necsa Procedures
[bookmark: _Toc147435563]Requirements to Access Necsa Site
As Necsa site is a National Key Point, access for tenderers is restricted to the building where the equipment will be housed.
Access to any other area will only be allowed when escorted by a Necsa staff member who is conversant with the security and safety requirements and conditions of the specific area.
The system will be installed in a radiological area (currently blue contamination and radiation). 
The Necsa Contact Person for this bid will make arrangements for site access after receipt of the following information, which shall be verified on the provision of a South African Identification Document or Driver’s License:
	
Full names and surname

	ID or passport number

	Mobile or work telephone number

	Employer name and phone number

	Vehicle registration number


In the case of foreign citizens, whether visitors to South Africa or residents in the country, a copy or scan of the passport must be submitted at least four (4) weeks before the date required to enter the Necsa site.
Nobody will be allowed to enter the site if they are not in possession of a valid identification document.
[bookmark: _Toc147435564]Emergencies, Incidents, Accidents
3.2.1	Necsa maintains an Emergency Control Centre, a Fire Brigade and Paramedics with a fully equipped ambulance, an on-site Medical Clinic with doctors and nursing staff and several highly trained response personnel.
3.2.2	The Emergency Control Centre and emergency response personnel are on call 24/7 and equipped to handle any emergencies foreseen.
3.2.3	If any emergency situation, incident, accident or injury should occur, the Emergency Control Centre should be contacted at extension 3333 or 012 305 3333.
3.2.4	Emergency exercises and site alarm tests are conducted from time to time to ensure full preparedness of all Necsa staff. The site wide announcement will clearly state this is an exercise/test.
3.2.5	Everyone, including visitors, are required to follow emergency instructions. Your site host will explain the details.
[bookmark: _Toc147435565]Necsa Health, Safety and Environmental Requirements
The bidder shall submit its company Health, Safety and Environmental (SHE) Policy with the bid. It shall reflect the intention to submit a SHE Plan in relation to the work that will be performed.
[bookmark: _Toc147435566]Necsa Requirements for Quality
The bidder shall submit its company Quality Policy with its bid. It shall reflect the intention to submit a Quality Plan for ensuring all deliverables comply with the bid specifications.
[bookmark: _Toc147435567]Necsa Requirements for Project SHEQ
Necsa’s SHEQ Project Approval Process prescribes that all planned projects or project phases be assessed for compliance with Necsa’s SHEQ requirements (SHEQ-INS-0823).
[bookmark: _Toc147435568]Confidentiality
Bidders shall handle the contents of this document as confidential and private and may not disclose it to a third party or publish it in any way whatsoever.
The signing of Necsa’s Confidentiality agreement will only be required if information of a confidential nature is provided to the bidders. Normally this is only required on entering into a contract, and is not part of the bid documentation.


[bookmark: _Toc147435569]
0. [bookmark: _Toc147435570]Instruction to Bidders
[bookmark: _Toc147435571]General
Bidders must familiarise themselves with and comply with the mandatory requirements as required, on the appropriate dates. 
[bookmark: _Toc147435572]Bidder Information
The required information on the bidder must be completed as stipulated in Paragraph 7. Failure to do so may result in disqualification.
Bidder to provide solvency statement signed by a qualified authority that the financial position of the bidder is sound and that the company will be able to mobilise the required resources for the execution of this contract.
The successful bidder shall demonstrate to Necsa that adequate pre-employment screening, including security screening, was performed on their employees/ sub-contractors (staff). Note: this is only applicable to employees or sub-contractors that will be involved in installation, commissioning and training.
The pre-employment screening shall as a minimum be able to:
Authenticate that staff are who they claim to be;
Confirm that staff have a right to work in the RSA;
Obtain written declaration from staff of any criminal record; and
Confirm that staff possesses the relevant qualifications to undertake the duties effectively and safely.
The successful bidder shall deploy competent staff, supervision and labour who are appropriately experienced and trained for the work they are to undertake.
Necsa and its representatives may seek formal assurance to this effect (including a formal audit) at any time during the contract period.
[bookmark: _Toc147435573]Consortium
Bidders forming part of a Consortium must submit with their bid a copy of their Consortium agreement in a separate attachment. This must clearly indicate:
The form of agreement;
The respective roles and responsibilities of the members;
The identity of the lead company which will have the overall project responsibility;
The name and address of the officer acting as the single point of contact for all communications between NECSA and the tenderers. He shall be fully empowered to act on behalf of all members; and 
The member’s agreement to be jointly and severally liable to NECSA for the performance of the contract.
[bookmark: _Toc147435574]Sub-contracting
Bidders must detail any work to be sub-contracted, and the proposed sub-contractor(s) to be used.
Necsa reserves the right to reject the use of any of the bidder’s proposed subcontractors and any subcontractor proposed during the contract term.
Bidders are advised that Necsa will not respond to any direct approach from potential sub-contractors for details in respect of any particular item in this bid.
[bookmark: _Toc147435575]Necsa’s Bidding Rights
Necsa reserves the right to:
Extend the closing date;
Verify any information contained in a proposal;
Request documented proof regarding any bid issue;
Give preference to locally manufactured goods or locally sourced services;
Issue follow-up or supplementary questions during the response period or after receipt of tenders;
Make known to all bidders any questions submitted by a bidder including commercial and technical clarifications, together with the answers given to any individual bidder, if it is considered to be relevant to the tender; and
Cancel or withdraw this request for tender as a whole or in part.
As part of the evaluation process, NECSA may require bidders to arrange and/ or participate in one or more of the following:
Interviews with, or written references from, nominated reference;
Reference site visits to the location(s) of nominated reference;
Interviews with bidder personnel who would be involved in the contract execution (day-to-day operations of the site);
Negotiations with the bidders.
The successful bidder shall deploy competent staff, supervision and labour who are appropriately experienced and trained for the work they are to undertake.
Necsa and its representatives may seek formal assurance to this effect (including a formal audit) at any time during the contract period.
Should a Bidder have reasons to believe that the Technical Specification is not open and/ or is written for a particular brand or product; the Bidder shall notify SCM before closing date.
Necsa will not necessarily accept the lowest or any tender, and it reserves the right to accept a tender as a whole or in part.
Necsa shall accept no liability in respect of any loss or damage which may incur in the preparation and admission of this tender. 
Bidders shall handle the contents of this document as confidential and private and may not disclose it to a third party or publish in any way whatsoever.
Your designation as a successful bidder creates no legal connection with Necsa until such time as a written agreement/order has been negotiated and conducted with you. This tender document will form part of the agreement.
Bidders shall ensure that they are fully informed on the service which must be rendered and what is required from the tenderer.
The successful bidder will be required to register as a supplier/service provider of Necsa if not already registered as a supplier.
Necsa is under no obligation to award a purchase order as a result of this tender.

[bookmark: _Toc147435576]Bidding Process
Bidders must familiarise themselves with and comply with the procurement timetable as required, on the appropriate dates. Necsa is unlikely to be able to offer much flexibility to this timetable.
Bidders are required to:
Respond in the English language;
A cover letter on the bidder’s company letterhead with clear reference to the bid of interest should accompany both the technical and pricing proposals;
All copies of the tender response must have signatures on the Declaration of Compliance to the Necsa Contact Person;
Ensure that all document attachments are clearly marked and bound in a clear, logical and well-marked format with a table of contents ensuring ease of finding individual documents or sections; and
The original document must be signed in black ink by an authorised person, agent or representative and each and every page of the bidding documents shall contain the initials of the same signatory.
All costing and information must be typed and signed by the bidder; no hand written costing/ pricing will be accepted.
All bids in this regard shall be accepted if they have been placed in the tender box by the closing date stipulated. Late bid submissions will not be considered.

[bookmark: _Toc147435577]Bid Submission Requirements
Bidders must submit their responses and all supporting documents in properly labelled and sealed envelopes clearly as follows:
Technical Proposal – Envelope One must include:
	
	a set of two (2) hard copies (one (1) original and one (1) copy) and one (1) electronic copy (on disk or memory stick).
No pricing information must be included in Envelope One.
The physical size of the Response must be limited to 400mm x 100mm x 150mm as the Tender Box aperture cannot accommodate larger sizes.


Pricing Proposal – Envelope Two must include:
	
	a set of two (2) hard copies (one (1) original and one (1) copy) and one (1) electronic copy (on disk or memory stick).
All compulsory returnable documents must be included in Envelope Two.
The physical size of the Response must be limited to 400mm x 100mm x 150mm as the Tender Box aperture cannot accommodate larger sizes.


No proposal shall be accepted by Necsa if submitted in any manner other than as prescribed above.

[bookmark: _Toc147435578]Eligibility Requirements
[bookmark: _Toc147435579]Pre-qualification Criteria
Non-compliance to the following pre-qualification criteria will result in automatic disqualification:
	[bookmark: _Hlk94610508][bookmark: _Hlk94610739]Item
	Requirement
	Comply?
(Yes/No)

	1
	Bidder company information (Paragraph 7)
	

	2
	Proof of National Treasury Central Supplier Database registration/summary report (refer to SBD1) 
	

	3
	Valid Compensation Commissioner Fund: Letter of good standing (COIDA); or proof of risk insurance on a customer’s site.
	

	4
	If operating as an Agency, kindly submit letter from manufacture indicating that you are authorised to distribute their product and also provide aftersales support (Training, Service and Maintenance)
	

	5
	Minimum of 12 months Manufacture’s Guarantee / Warrantee which includes replacements of all parts, consumables and labour
	



[bookmark: _Toc147435580]Technical / Functional Evaluation Criteria
	Item
	Requirement
	Weight
	Points
	Criteria

	1
	Delivery Time and Commissioning (from date of order) of freeze dryer system including vacuum pump.
	5
	0
	Quoted time to commission equipment more than 12 weeks

	
	
	
	2
	Quoted time to commission equipment less than 12 weeks

	
	
	
	5
	Quoted time to commission equipment less than 8 weeks

	2
	Relevant company experience with specialist personnel which has a track record in GMP pharmaceutical freeze dryer equipment  
(Bidder must provide proof)
	10
	0
	Less than one-year experience

	
	
	
	10
	One to three years’ experience

	
	
	
	15
	More than three years’ experience

	3
	Instrument technical specification as per Annex A evaluation
· Freezedryer – physical features, refrigeration system
· Vacuum system
· Control system
· General operational features and 
· Spare parts

	35
	0
	Non-compliance on all technical specifications.

	
	
	
	20
	More than 80% compliance to technical specifications

	
	
	
	35
	100% compliance to technical specifications

	4
	IQ /OQ /PQ and validation - documentation package (as per Annex A) 
	15
	0
	No qualification or documentation available.

	
	
	
	15
	Full qualification and validation documentation provided.

	5
	Maintenance Plan
	10
	0
	No maintenance plan 

	
	
	
	10
	24 months maintenance plan included.

	6
	[bookmark: _Hlk95474223]Corrective maintenance and support turnaround time for sudden break downs
Time to respond to request for on-site support (Local support)
	10
	0
	Over 48 Hours

	
	
	
	5
	Within 48 hours

	
	
	
	10
	Within 24 hours

	7
	Training of staff on freeze dryer operation and software programming.

	10
	0
	No Training

	
	
	
	5
	Limited training provided by application specialist on site 

	
	
	
	10
	Comprehensive training provided by application specialist on site, relative to typical products produced in facility

	8
	Financial/Payment Terms
	5
	0
	Letter or quotation with Upfront/Bank Guaranteed terms

	
	
	
	5
	Letter or quotation with COD to 7 days terms

	
	
	
	10
	Letter or quotation with 30 days terms

	Total: 
	100
	
	


[bookmark: _Hlk94610839]Note: Bidders that score less than 80 out of a possible 100 points in respect of the Technical / Functional Evaluation Criteria will be regarded as having submitted a non-responsive bid and will not be evaluated further.
0.1 [bookmark: _Toc125008752][bookmark: _Toc135389244][bookmark: _Toc137638301][bookmark: _Toc511198085][bookmark: _Hlk133378355]Specific Goal and Price Evaluation Criteria
0.1.1 Each tender that obtained the minimum qualifying score for functionality must be evaluated further in terms of price and the preference point system. 

0.2 [bookmark: _Toc125008753][bookmark: _Toc135389245][bookmark: _Toc137638302]80/20 preference point system for acquisition of goods or services for Rand value equal to or above R30 000 and up to R50 million
0.2.1 The following formula must be used to calculate the points out of 80 for price in respect of a tender with a Rand value equal to or above R30 000 and up to a Rand value of R50 million, inclusive of all applicable taxes:
 
Where-
Ps	=	Points scored for price of tender under consideration
Pt	=	Price of tender under consideration; and
Pmin	=	Price of lowest acceptable tender.
0.2.2 The following table must be used to calculate the score out of 20 for specific goal:
	Ownership
	Number of Points

	100% black ownership
	20

	At least more than 51% black ownership
	15

	Less than 51 % black owned but more than 40% black ownership.
	10

	Less than 40% black ownership and more than 0% black ownership.
	05

	0% black ownership 
	0


0.2.3 A tenderer must submit proof of its B-BBEE status level of contributor (Specific goal).
0.2.4 A tenderer failing to submit proof of specific goal, may not be disqualified, but:
0.2.4.1 May only score points out of 80 for price; and
0.2.4.2 Score 0 points out of 20 for specific goal
0.2.5 The points scored by a tenderer for a specific goal must be added to the points scored for price and the total must be rounded off to the nearest two decimal places.
0.2.6 Subject to sub regulation 4(4), the contract must be awarded to the tenderer scoring the highest points.
0.2.7 If the price offered by a tenderer scoring the highest points is not market-related, the organ of state may not award the contract to that tenderer.
0.2.8 The organs of state may:
0.2.8.1 Negotiate a market-related price with the tenderer scoring the highest points or cancel the tender;
0.2.8.2 If the tenderer does not agree to a market-related price, negotiate a market-related price with the tenderer scoring the second highest points or cancel the tender;
0.2.8.3 If the tenderer scoring the second highest points does not agree to a market-related price, negotiate a market-related price with the tenderer scoring the third highest points or cancel the tender; or
0.2.8.4 If a market-related price is still not agreed the organ of state must cancel the tender.





[bookmark: _Toc147435584]
0. [bookmark: _Toc147435585]Returnable documents Checklist
Please indicate that all mandatory documents are included in this bid by ticking the boxes in the checklist below. Responses received without all required documents will be considered invalid. Please also indicate where additional documents have been submitted to the main tender response.
[bookmark: _Toc147435586]Mandatory Documents
☐ Bidder’s Information (Paragraph 7)
☐ Original good standing letter from SARS (Tax clearance) OR a letter from SARS with PIN number issued for TAX compliance status.
☐ If a Consortium, Joint Venture or Sub-contractor, a valid Tax Clearance Certificate for each member.
☐ Valid Compensation Commissioner Fund: Letter of good standing (COIDA). 
☐ Proof of National Treasury Central Supplier Database registration/summary report (refer to SBD1).
[bookmark: _Toc147435587]Price
☐ Price Breakdown.
[bookmark: _Toc147435588]Compliance Documents
☐ SBD 1 Invitation to Bid.
☐ SBD 3.1 Pricing Schedule – Firm Prices.
☐ SBD 4 Declaration of Interest.
☐ SBD 5 National Industrial Participation Programme.
☐ SBD 6.1 Preference points claim form in terms of the preferential procurement regulations 2022.
☐ SBD 7.1 Contract Form – Purchase of Goods/ Works.
☐ SBD 8 Declaration of Bidder’s Past Supply Chain Management Practices.
☐ SBD 9 Certificate of Independent Bid Determination.
☐ Necsa Terms and Conditions of Contract.
☐ Necsa Confidentiality Agreement.
☐ Necsa Alcohol and Drug Control Policy.
[bookmark: _GoBack]☐ Necsa Safety, Health and Environmental Policy.
[bookmark: _Toc147435589]Bidder Information
The following information must be completed. Failure to do so may result in disqualification.
	BIDDER INFORMATION

	Bidder Name:
	

	Registration Number:
	

	VAT Registration Number:
	

	Bidding Structure (Individual, Joint Venture, Consortium, Sub-contractors)
	

	Contact Person:
	

	Telephone Number:
	

	Fax Number:
	

	Email Address:
	

	Postal Address:
	

	Physical Address:
	



	HAS A TAX CLEARANCE AND PIN BEEN SUBMITTED?
	Yes
	
	No
	

	IF YES, PLEASE INDICATE THE EXPIRY DATE
	D
	D
	M
	M
	Y
	Y
	Y
	Y

	

	IS A VALID BBBEE CERTIFICATE BEEN SUBMITTED?
	Yes
	
	No
	

	IF YES, PLEASE INDICATE THE EXPIRY DATE
	D
	D
	M
	M
	Y
	Y
	Y
	Y






If bidding as a Joint Venture, Consortium or Sub-Contractors, complete the following company information.
	Name of Company (1):

	Registration Number:
	

	VAT Registration Number:
	

	Contact Person:
	

	Telephone Number:
	

	Fax Number:
	

	Email Address:
	

	Postal Address:
	

	Physical Address:
	



	HAS A TAX CLEARANCE AND PIN BEEN SUBMITTED?
	Yes
	
	No
	

	IF YES, PLEASE INDICATE THE EXPIRY DATE
	D
	D
	M
	M
	Y
	Y
	Y
	Y

	

	IS A VALID BBBEE CERTIFICATE BEEN SUBMITTED?
	Yes
	
	No
	

	IF YES, PLEASE INDICATE THE EXPIRY DATE
	D
	D
	M
	M
	Y
	Y
	Y
	Y




	Name of Company (2):

	Registration Number:
	

	VAT Registration Number:
	

	Contact Person:
	

	Telephone Number:
	

	Fax Number:
	

	Email Address:
	

	Postal Address:
	

	Physical Address:
	



	HAS A TAX CLEARANCE AND PIN BEEN SUBMITTED?
	Yes
	
	No
	

	IF YES, PLEASE INDICATE THE EXPIRY DATE
	D
	D
	M
	M
	Y
	Y
	Y
	Y

	

	IS A VALID BBBEE CERTIFICATE BEEN SUBMITTED?
	Yes
	
	No
	

	IF YES, PLEASE INDICATE THE EXPIRY DATE
	D
	D
	M
	M
	Y
	Y
	Y
	Y



	Name of Company (3):

	Registration Number:
	

	VAT Registration Number:
	

	Contact Person:
	

	Telephone Number:
	

	Fax Number:
	

	Email Address:
	

	Postal Address:
	

	Physical Address:
	



	HAS A TAX CLEARANCE AND PIN BEEN SUBMITTED?
	Yes
	
	No
	

	IF YES, PLEASE INDICATE THE EXPIRY DATE
	D
	D
	M
	M
	Y
	Y
	Y
	Y

	

	IS A VALID BBBEE CERTIFICATE BEEN SUBMITTED?
	Yes
	
	No
	

	IF YES, PLEASE INDICATE THE EXPIRY DATE
	D
	D
	M
	M
	Y
	Y
	Y
	Y






	I CERTIFY THAT THE INFORMATION PROVIDED ON THIS FORM IS TRUE AND CORRECT.
I FURTHER ACCEPT THAT, IN ADDITION TO CANCELLATION OF CONTRACT, ACTION MAY BE TAKEN AGAINST ME SHOULD THIS DECLARATION PROVE TO BE FALSE.




	


	
	

	SIGNATURE OF BIDDER (DULY AUTHORISED)
	
	DATE


	


	
	

	CAPACITY UNDER WHICH THIS BID IS SIGNED




[bookmark: _Toc147435590]- Annexure A: Technical Specification 
	No.
	Description
	
Compliant or Non-Compliant
	Comments

	1
	Laboratory scale pharmaceutical freeze dryer system
1. Physical features
a) Overall dimensions  
Max (W x D x H). 900 x 900 x (900* or 1800#) mm
Compact footprint - *Bench top or #floor unit with casters and height adjustable feet. 

b) Construction material selection
· Exterior:  Stainless steel or powder coated steel panels with easy access for maintenance.
· Drying chamber and ice condenser door: acrylic transparent material with lubricate free door gaskets designed withstand high vacuum environment and enable observation material changes during drying process.
· Interior: Drying chamber and ice condenser Stainless steel (examples: 1.4301/AISI 304, 1.4401/AISI 316, 1.4404/AISI 316L or 1.4435/AISI 316L), smooth polished surface 0.4 – 0.8 µm.

2. Refrigeration system
a) Condenser
· Size:  5 - 8 kg
· Capacity range:  5 – 10  kg/ 24 hrs
· Final temperature: min. -85ºC
· Cooling by refrigerant direct expand
· Automatic defrost function cycle – hot gas of electric
· Isolation valve

b) Compressor
· Two compressor cascade system
· Horsepower -  1/3 hp
· HCFC / CFC free refrigerant
· Air cooled refrigeration 

3. Product chamber 
a) Description
Rectangular stainless steel drying chamber

b) Shelf module
· Number of shelves: min. 3 
· Material selection:  Stainless steel (examples: 1.4301/AISI 304, 1.4401/AISI 316, 1.4404/AISI 316L or 1.4435/AISI 316L), smooth polished surface 0.4 – 0.8 µm.
· Fluid circulating channelled shelves
· Temperature controlled range:  -70ºC to +70ºC (precise controlled, temperature variance < ± 1ºC)
· Shelf pull down temperature rate 20ºC to -70ºC <± 40 min
· Even temperature distribution on shelves <± 1ºC
· Wireless temperature probes 
· Shelf temperature decrease– and increase ramp (for pre-cooling and drying) available.
· Pneumatic stoppering shelf type system
· Shelving can be pre-cooled before sample load.

4. Vacuum system 
· Pump type:  dry scroll vacuum pump (preferred)
2-stage oil sealed rotary vane vacuum pump (Preferred alternative type) 
· Min. vacuum:  0.001 mbar
· Vacuum pump flow: 11.4 m3/h, min 100 LPM
· Vacuum time to approx. 100 mTorr ≤ 20 minutes
· Vacuum rate of rise approx. ≤ 30 mT/hour
· Volume-based leak rate approx ≤ .0016 mbar• L/sec
· External pump with gas ballast (to remove water vapours and condensable vapours from oil) for rotary vane
· Oil mist eliminator (OME) –rotary pump
· Power specifications – 200 to 240V, 50Hz

5. Control system
· Embedded full color touch screen with real time operational process display (freeze dried curve and historical curve)
· PLC controller
· Up to 12 programmable segments in the freezing stage to establish freeze-drying curve optimisation control technology - control cooling rate during pre freezing, heating rate of the sample, vacuum value of the sublimation and analytical drying stages
· Thermal treatment
· Flexibility to customize cycles (time, temperature vacuum steps) with up to 16 programmable freeze drying segments(ramp/hold options)
· Flexible manual and automatic control
· PID to adjust temperature
· Software adhering to GAMP, 21 CFR PART 11, GMP regulations.
· Intelligent data recording system, real-time recording and display of cold trap temperature curve, sample temperature curve, vacuum pressure curve, data review and download, various operations to facilitate process optimization and drying effect verification.
· USB connector for data export and graph generation.
· Capability to save various recipes for different products
· User and authorization management – different user level password protection

6. Operational features
· Pre freeze and drying in situ
· Inflatable valve to flush chamber with dry inert gas
· Number of vials (10 ml) =  approx. 200 - 500
· Product temperature monitoring – min 4 detachable / wireless temperature probe loggers, temperature range -70ºC to +30ºC
· Auto defrost setting and drainage port with tubing.
· Venting of the drying chamber is controlled.
7. Spare parts kit (2 year)
Chamber door gasket
Vacuum pump repair kit
Vacuum oil, vacuum grease, silicone fluid (if applicable) and tubing
Spare parts for thermocouple probes and connectors
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	1. Qualification and validation documentation pack
a) Functional and Design Qualification
· Documented verification that the system adheres to all set requirement and specification within a GMP environment.
b) Installation Qualification 
· The IQ is designed to confirm that the unit is installed and operating in the proper environment and that it has all the necessary capabilities to perform within the scope of the OQ. Protocols are intended to verify that process equipment and auxiliary systems are connected to the proper utilities and services.
· The Control System IQ is designed to confirm that control system equipment and software are installed in accordance with manufacturer specifications.

c) Operational Qualification
· The OQ is designed to verify that the unit components and subsystems perform as intended across all specified operating ranges. 
· The Control System OQ is designed to verify that the equipment operates in accordance with the critical aspects of the unit’s control system specifications. Tests and procedures are designed to verify the outputs of automatic cycles and semiauto functions, prove functional operations, and verify proper handling of system error conditions.
c) Revised "as built" General Layout Diagram(s), Piping & Instrumentation Diagram(s), Electrical Schematics, and Bill of Materials
d) Factory Calibration Records, including pressures, vacuum and temperature probes installed
e) Material, Passivation, and Surface Finish Certificates (all subject to availability)
f) List of spare parts
g) Operators Manuals for instrument and software
h) Maintenance manual
2. Training documentation
a) Training certificate as proof of training for all personnel.
	
	

	3
	Training provided by application specialist on site. Training to be provided for person(s) on programming a specific freeze drying cycle using the software and performing operations. Training certificates to be issued on completion. 
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	Three x 1 year maintenance plan, starting from the date of expiry of the warranty of the following per year: 
a. Major service, 
b. Unlimited e-mail support and unlimited telephonic support.  
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