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Bid Conditions — Quadruple Blood Bags Tender

1. Supplier Qualification

* Preference for suppliers with established presence in the Lebanese Market.
* New suppliers must provide free samples for technical evaluation and validation,
technical datasheets, COAs, relevant quality certifications, and evaluation results.

2. Delivery Conditions

» Temperature- controlled transport.
* Technical inspection upon delivery.
» Products with damage, contamination, or insufficient shelf- life will be rejected.

3. After- Sales Support

* Immediate replacement of defective or non- compliant items.
* Regular technical visits.

« Staff training upon request.

» Maintain buffer stock to prevent shortages.

4. Supplier Obligations Upon Award

* Deliver full quantities with no substitutions.

* Provide technical support.

* Replace defective, expired, or non- compliant items at supplier cost.
« Strict adherence to the agreed delivery schedule.

5. Payment Terms

* Per hospital financial policy.
» Payment only after final inspection and acceptance.

6. Offer Validity

+ Offer must remain valid for at least 90 days from the date of bid opening.

7. Support Equipment

* Two (2) free automated Blood Collection Mixers with:
— Automatic mixing
— LED display
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— Auto- stop
— Rechargeable battery backup
8. Additional Conditions

* Minimum remaining shelf- life upon delivery: 12 months.

« If the supplier delivers items with a remaining shelf life of less than 12 months,
the supplier must replace the items within a maximum of 3 months, at no cost to
the hospital.

* Preventive Replacement Clause:

The hospital reserves the right to request replacement of any batch 6 months
before expiry if usage forecasts indicate potential non—consumption. Replacement
and transportation costs are fully covered by the supplier.

« If, due to logistical or emergency reasons, the supplier delivers blood bags with
less than three months remaining before the expiration date, the supplier shall grant
a mandatory price reduction. The reduction rate shall be determined and approved
by the Hospital’s Purchasing Committee.

« If more than 5% of batch shows defects, hospital may replace, penalize, or
terminate the contract.

* Non- compliance suspension clause: The hospital reserves the right to suspend
further deliveries immediately if the supplier fails to comply with any technical,
logistical, or quality assurance requirements, until corrective actions are
implemented.

9. Estimated Quantity Clause:

The estimated annual requirement is approximately 2,500 blood bags per year

(x15%), depending on the actual demand of the hospital.
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Technical Specifications — Quadruple Blood Bags with Adsol &
Integrated Leukocyte Filter

The basic standards for conformance are the ISO Standards and European Directives.

Manufacturers will be required to provide RHUH with a minimum documentation set that comprises a
detailed specification of the product offered and recommended instructions for use

This Technical Specification must be retained by Suppliers as a controlled document to ensure

that any proposed changes to their product can be identified and notified to the Customer in advance of
making the change.

1. General Requirements

1.1 The blood collection system shall be a closed, sterile, pyrogen—free, non—
toxic, latex—free, single—use system designed for whole blood collection and
component preparation.

1.2 CE—-marked and manufactured in compliance with GMP, ISO 134835, ISO
9001, and ISO 3826 requirements for blood bag systems.

1.3 Minimum shelf life: 24 months from date of production. Each unit must have
a minimum remaining shelf-life of 12 months upon delivery.

1.4 Units shall permit storage of red cells to their allowable outdate. Systems
containing additive solution (SAG-M / Adsol) must permit red cell storage for a
minimum of 42 days at 2—-6°C.

1.5 Country of origin must be clearly stated on the packaging.

2. System Configuration & Contents

2.1 The system shall be a quadruple blood bag set comprising:

— One (1) primary collection bag containing approximately 63 mL anticoagulant
(CPD based).

— Three (3) satellite bags each containing approximately 100-105 mL Adsol
(SAG-M/OAS) additive solution.

— Integrated pre—storage leukocyte reduction filter (internal/in-line; no external
installation required).

— A diversion/sample pouch with nominal capacity 35 mL (maximum 40 mL) for

initial blood diversion to reduce bacterial contamination and for pre—donation
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sampling.

— Plasma storage bag(s) as per configuration with spike entry ports as required.

— Collection and transfer tubing adequate for component preparation and sterile
welding; at least eight (8) color-coded tubing segments for sampling and testing.
2.2 Nominal volumes:

— Primary collection bag: 600 mL nominal pack capacity; target collection volume
475 mL (range 427.5-522.5 mL).

- Additive packs: nominal 100-105 mL each.

- Plasma pack: nominal 600 mL.

3. Needle and Transfer Set Design

3.1 Donor needle: 16G, silicone—coated, thin—wall, approximately 40 mm in
length; bevel indicator present (visible/tactile).
3.2 Needle must be pre—attached to the donor line or bag inlet and be free of
stylets (no back opening).
3.3 Needle safety features:

— Rigid donor needle sheath/cover present and tamper—evident prior to use.

- Integrated needle guard capable of single—step withdrawal into protector and
permanent locking after use. The guard must not lock before sheath removal.

— Audible or tactile interlock indicator (e.g., click) when guard engages.

— Needle assembly must lie flat and be fixable during collection, and the sheath
must prevent bending during removal.
3.4 Sampling coupler and diversion pouch:

- Integral sample coupler compatible with evacuated sample tubes and capable
of collecting 35 mL (nominal) up to 40 mL maximum.

— Sampling line with non-reopenable clamp for permanent closure after
diversion, colour—coded closures for sample pouch and primary pack lines.

— Sample site coupler barrel extending at least 20 mm beyond needle tip;
transparent; protective cap in place on delivery.

— When used with Customer sample tubes, the sampling system must not result

in visible haemolysis (<2 g/L free Hb in supernatant plasma of freshly collected
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samples) and anticoagulant carry—over to sample pouch must not exceed 1 mL.
3.5 Collection and transfer tubes:

— Supplier to provide internal/external diameters and wall thickness for
compatibility with sterile welders. Tubes designated for red cell compatibility testing
to be minimum 500 mm and carry a uniqgue number repeated at 40 +5 mm
intervals.

4. Integrated Leukocyte Reduction Filter (In—line, Pre—storage)

4.1 Filter performance:

— Leukocyte reduction efficiency: 2 99.99% (log reduction as validated by
manufacturer).

— Red cell recovery (post-filtration): = 85%.

— Prime volume: < 30 mL.
4.2 Filter must be fully integrated in the tubing set (internal) and require no external
installation. Product literature and validation data (including test methods) must be
supplied.
4.3 The filter and system must be compatible with component preparation
workflows (centrifugation, storage, and sterile welding).

5. Performance & Storage Conditions

5.1 Additive and anticoagulant:

— Anticoagulant: CPD based, supporting minimum 21 day storage for non—
additive configurations and 42 days where Adsol/SAG-M is present.

— Additive solution: SAG-M / Adsol, 100-105 mL supplied in the additive packs.
5.2 Storage and transport: packaged to permit storage and transport at
temperatures suitable for blood collection systems. Transport in temperature—
controlled conditions is mandatory.

5.3 Units must permit storage of blood components to established outdates at 2—
6°C as specified in manufacturer documentation.

6. Labelling & Packaging

6.1 Each unit individually packaged in sterile medical-grade primary and secondary

over—packaging. Boxes must be of a size suitable for single—person safe lifting and
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comply with manual handling directives.
6.2 Labels (clear, permanent) on each unit and box must include:

— Bag type and full composition (CPD / Adsol volumes).

— Nominal and target fill volumes.

— Manufacturing date and expiry date.

- Batch/lot number (including barcode; ISBT-128 acceptable).

— Manufacturer name and full address and country of origin.

— Applicable quality marks and certifications (CE, 1SO).

— Handling symbols per ISO 15223-1 and EN 980 (sterile, single use, do not
vent, pyrogen free, contains DEHP where applicable, do not reuse).
6.3 Instructions for Use (IFU):

— IFU must be included with each box or be printed on over—package; version—
controlled with change notification procedure.

7. Quality, Documentation & Testing

7.1 Supplier must provide with each batch:

— Batch Quality Certificates and Certificate of Analysis (COA).

— Technical datasheets and validation data for anticoagulant/additive and filter
performance.

— Evidence of compliance with ISO 3826 and other referenced standards.
7.2 The hospital reserves the right to inspect and test delivered batches. Any
leaking, contaminated, defective, or expired units will be rejected and replaced at
the supplier's expense.
7.3 Traceability: full lot/batch traceability from manufacturer to hospital must be
provided. Supplier must notify hospital of any changes to product design or
manufacturing processes prior to implementation.

8. Compatibility & Equipment

8.1 The blood bag system must be fully compatible with standard centrifuges,
component preparation equipment, and sterile tube welding devices used by the

hospital.
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8.2 Supplier shall provide technical data (tube diameters, wall thickness, material)
for compatibility assessment.

9. Safety & Requlatory

9.1 The device must be CE-marked and comply with relevant EU directives and
ISO standards, including ISO 3826-2 where applicable.

9.2 The system must be free of pyrogens and validated sterile.

9.3 If the system contains DEHP/pIasticizers, this must be declared on the label
per regulatory requirements.

10. Training & Support

10.1 Supplier to provide on-request training for medical and laboratory staff and
technical visits to ensure performance stability.

10.2 Supplier to maintain buffer stock to avoid supply interruptions and to provide
rapid replacement of defective items.

11. Acceptance Criteria

11.1 Each delivered batch will be sampled for inspection and bench validation.
Acceptance tests include but are not limited to: visible integrity, leak test, label
accuracy, filter function verification (where applicable) and correct
anticoagulant/additive volumes.

11.2 Rejected batches must be replaced within timelines stated in the contract at

supplier cost.
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