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HLL Lifecare Limited




 (A Govt. of India Enterprise)
Akkkulam Factory, Sreekaryam P.O., Thiruvananthapuram-17
Ph: 0471 2445930, 2442642
Email:materialsaft@lifecarehll.com
Invitation for Expression of Interest (EOI) & Price Schedule to

OUTSOURCE BLOOD BAGS IN HLL’S BRAND  FOR A PERIOD OF 2 YEARS
                      (EOI No:HLL/AFT/PUR/BB/2014 dated 16th April, 2014)
HLL  Lifecare  Limited  having  its Registered  &  Corporate  office at  Thiruvananthapuram,  Kerala, India  is inviting  “Expression  of  Interest  (EOI) & Price Schedule” from interested manufactures for contract manufacturing of Blood Bags in HLL’s Brand on loan license basis for a period of 2 years 
1. Last date and time for Receipt of 
EOI & Price Schedule shall be :     7th May, 2014 up to 15:30 Hrs. 
2. Date and time of opening EOI :  7th , May, 2014, 16:00 Hrs.
Joint General Manager (Materials)
EOI No:HLL/AFT/PUR/BB/2014 dated 16th April, 2014
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1.   INTRODUCTION
HLL Lifecare Limited (HLL) is a Government of India Enterprise under the Ministry of Health and Family Welfare (MOHFW), with diversified manufacturing facilities of  healthcare products such as Condoms, Blood Collection Bags, Surgical Sutures, Contraceptive Pills, Intra Uterine Devices, Diagnostic Kits etc.

2.   SCOPE OF OUTSOURCING
The scope of outsourcing is as under:

a)   To manufacture and supply Blood Bags in HLL’s Brand name under rate contract agreement as per specification given in SCHEDULE- I for a period of  2 years.
b) To ensure strict compliance to the Quality Standards mentioned in the Technical Specifications given by HLL.
3. MINIMUM ELIGIBILITY CRITERION
	Sl No
	ELIGIBILITY CRITERION
	BIDDERS CONFIRMATION

	3.1
	The manufacturer should have spare capacity of at least 1.5 Million Blood Bags (Single Bag equivalent) per annum, which could be assigned for production against the orders placed by HLL
	1. Chartered Accountants Certificate OR Copy of Manufacturing License showing the capacity

	3.2
	The manufacturer should have all regulatory and statutory licenses and permissions for producing blood bags in the designated premises including manufacturing license issued by competent authority.
	1. Copy of Manufacturing License
2. Copy of Factory License.
3. Copy of all other statutory licenses

	3.3
	The Manufacturer should have ISO 9001, ISO 13485 for the premises and CE mark for Blood Bag produced in the facility and should be willing to include HLL’s brand in the scope of this CE mark
	1. Copy of ISO 9001 Certification 

2. Copy of ISO 13485 Certification 

3. Copy of CE Mark for Blood Bag
  


4.  DOCUMENTS   TO   BE   SUBMITTED   ALONG   WITH  THE “MINIMUM  ELIGIBILITY CRITERION” FOR EVALUATION

Documents:

 4.1. Profile of the Organization.
 4.2. Organization Structure and Profile of Senior personnel & Manpower details.
 4.3. Copy of Company registration documents
 
a. Copy of Incorporation/Registration certificate 

b. Copy of Memorandum of Association/Articles of Association


c. Copy of PAN
4.4  Statement of Installed manufacturing capacity certified by a Chartered Accountant.
4.5 Details of Quality Control Laboratory :- Laboratory-manpower, equipment and physical, clinical and biological tests on blood bags which could be done at site.  
4.6 Technical Details of Plant and Major Machineries
4.7  Blood Bag samples produced by the manufacturer at their facility (at least 5 samples)
5. INFORMATION SHEET

	5.1
	Name of Organisation
	

	5.2
	Name of the partner Organization (s) (applicable in case of network projects)


	

	5.3
	Name of the Chief Functionary of the organization
	

	5.4
	Address of the Registered Office of the Organization (with PIN Code)

	

	5.5
	Address of Administrative Office of the organization. ( with PIN code)
	

	5.6
	Contact details of the organization (including phone/fax number with STD code and Email id)
	

	5.7
	Total number of years of operation

	

	5.8
	Organization vision & Mission (please describe not more than 50 words)

	

	5.9
	Income Tax Registration No.

	

	5.10
	PAN (permanent Account No) of the organization

	

	5.11
	CST/VAT/TIN Nos.

	


 6. TERMS AND CONDITIONS

6.1. Technical/Minimum Eligibility Criterion Evaluation: 
The Technical Evaluation Committee (TEC) of by HLL will screen the bid based on the  Minimum  Eligibility  Criteria  and  evaluation  of  the bidder’s facility.
6.2. Financial Evaluation : Price Schedule (SCHEDULE II-B) of the companies qualifying minimum eligibility criteria & technical evaluation shall only be opened.
6.3. Validity of EOI : 2 Years form the date of Agreement

6.4. Termination of Agreement :  In case the supplier fails to execute supply as per the terms agreed in the agreement, HLL shall have right to terminate the agreement as per the provisions contained  in Contract Manufacturing Agremment attached as Annexure –II to this invitation of EOI.

6.5. Price Basis : The price shall be proposed as per the SCHEDULE II-B, freight up to FOR HLL, Chennai Depot/Chennai Port. Statutory levies/Duties/Taxes will be extra as applicable and will be indicated separately.

6.6. Supply and Payment : As per the related clauses of the Contract Manufacturing Agreement attached as Annexure II to this EOI.
6.7.   Mode of Submission of Expression of Interest and Price Schedule :
a) Documents in electronic form will not be accepted.  
      b). The Expression of Interest and Price Schedules (SCHEDULE II B) shall be in two separate sealed covers. All the documents except Price Shedule shall be  in one sealed cover, super-scribed with  “Expression of Interest – Documents”. 

     c) The Price Schedule shall be in a separate sealed cover super-scribed with “Price Schedule” 
d) The both sealed covers in a single envelop super-scribed with “EOI & Price Bids for Contract Manufacturing Blood Bag” shall  be  submitted to; 
Joint General Manager (Materials), 
HLL Lifecare Limited, 
Akkulam Factory, Sreekariyam (P.O), 
Thiruvananthapuram – 17, 
Kerala.  Phone 0471 244 5930, 244 2642. 
Email. materialsaft@lifecarehll.com 
     6.8. Closing Time for receipt and Opening of EOI ;
The EOI with Price Bid shall be submitted to above address on or before 15.30 hrs on 07-05-2014. The “Expression of Interest – Documents” covers shall be opened on the same day i.e. on 07-05-2014 at 16:00 hrs. 
6.9. Communication & Correspondence: All correspondence and documents related to the EOI & Bids shall be in English language. In case any further clarification or information is required, the following officer may be contacted:
Joint General Manager (Materials)

HLL Lifecare Limited,

Akkulam Factory,

Sreekariyam (P.O)

Thiruvananthapuram – 17

Phone 0471 244 5930, 244 2642

Email. materialsaft@lifecarehll.com

6. 10  HLL may reject any/all proposals if they are found to be no responsive or unsuitable or if there are major deficiencies in complying with the requirements.
6.11. Rights of HLL ; 

a). HLL reserves the right to accept/reject the offers received without assigning any reasons thereof may call for any additional information/clarification if required.

b). HLL reserves the right to limit or delete any or part of the scope of this Invitation of EOI and extend the last date for submission of EOI. 
6.12. Court of Jurisdiction:  This Invitation to EOI shall be subject to the exclusive jurisdiction of courts at Thiruvananthapuram, Kerala, India.

7. CERTIFICATE OF NON-LITIGATION
I/We……………………………………………………………….….herein after called as contractor, having registered office at…………………………………………...herby certify that there are no pending or threatened actions of law that will affect the dedication of subdivision improvements in the below named project / contract with HLL Lifecare Limited, Akkulam Factory, Sreekariyam (P.O), Thiruvananthapuram –17.
I/ We…………………………………………………………………………….…having manufacturing facility at (address), further certify that all contractors, subcontractors, material suppliers, engineers, attorneys,  or other persons, firms or corporations retained for the purpose of designing, planning and constructing the project have been paid in full.
PROJECT DESCRIPTION :       Manufacture and supply of Blood Bag 
                                   in HLL, Brand Name
ATTEST DEVELOPER
HLL LIFECARE LIMITED

Akkkulam Factory, Sreekaryam P.O., Thiruvananthapuram-17
Ph: 0471 2445930, 2442642
Email:materialsaft@lifecarehll.com
8.  DECLARATION

We confirm having read and understood all the specifications, instructions, forms, terms and conditions and other requirements of this Expression of Interest  (both expressed and implied) in full and that we agree to abide by all without any deviation.

SEAL OF THE MANUFACTURER

                         
             

                                                                       SIGNATURE





NAME AND ADDRESS OF MANUFACTURER
SCHEDULE – I  
Specifications for Blood Collection Bags

1.  Single Blood Bag -  350 ml capacity.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826
2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Design, shape & physical requirements : (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free froparticulate contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5) 

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)
5. Shall pass water vapour transmission test  (6.2.6)
6. Air content of bag shall comply with clause 5.2 of ISO 3826
7. External ports shall be tamper proof and easily accessible (5.8)
8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, bevelled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 10 bags in one Aluminium pouch and 10 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 49 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag 


            2. Single Blood Bag -  450 ml capacity.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826
2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5) 

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)
5. Shall pass water vapour transmission test  (6.2.6)
6. Air content of bag shall comply with clause 5.2 of ISO 3826
7. External ports shall be tamper proof and easily accessible (5.8)
8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, bevelled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 10 bags in one Aluminium pouch and 10 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 63 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP 

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag 


3. Single Blood Bag -  500 ml capacity.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826
2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5) 

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)

5. Shall pass water vapour transmission test  (6.2.6)

6. Air content of bag shall comply with clause 5.2 of ISO 3826

7. External ports shall be tamper proof and easily accessible (5.8)

8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, bevelled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 10 bags in one Aluminium pouch and 10 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 70 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag 


4. Specifications for Double   350 ml  Blood collection Bag.

	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards      for Design, physical, chemical and biological requirements as laid down in ISO 3826. 

2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	 Capacity   : Double bag,

                     Primary bag (350 ml ), One Satellite bag (300 ml)

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5)

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)
5. Shall pass water vapour transmission test  (6.2.6)   
6. Air content of bag shall comply with clause 5.2 of ISO 3826
7. External ports shall be tamper proof and easily accessible (5.8)
8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, beveled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:


1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.

2. 6 bags in one Aluminium pouch and 12 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).

1. Contains 49 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP 

	Label:

1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag 


5.  Specifications for Double  450 ml  Blood collection Bag.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826. 

2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Capacity   : Double bag,

                     Primary bag (450 ml ), One Satellite bag (300 ml)

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5)

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)
5. Shall pass water vapour transmission test  (6.2.6)
6. Air content of bag shall comply with clause 5.2 of ISO 3826
7. External ports shall be tamper proof and easily accessible (5.8)
8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, beveled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 6 bags in one Aluminium pouch and 12 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 63 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number  are mentioned on each bag 


   
6. Specifications for Double  500 ml  Blood collection Bag.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the 

     standards for Design, physical, chemical and biological requirements as laid down in ISO     3826
           2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO   10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Capacity   : Double bag,

                     Primary bag (500 ml ), One Satellite bag (300 ml)

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8)  

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9) 

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5) 

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)
5. Shall pass water vapour transmission test  (6.2.6)
6. Air content of bag shall comply with clause 5.2 of ISO 3826
7. External ports shall be tamper proof and easily accessible (5.8)
8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, beveled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 6 bags in one Aluminium pouch and 12 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 70 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP 

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag 


          7. Specifications for Triple  350 ml  Blood collection Bag.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826

2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Capacity: Triple bag 

· Primary bag (350 ml )

Two Satellite bags   (350 ml platelet bag &  300 ml transfer bag)

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate  contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5)

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)
5. Shall pass water vapour transmission test  (6.2.6)
6. Air content of bag shall comply with clause 5.2 of ISO 3826
7. External ports shall be tamper proof and easily accessible (5.8)
8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4)

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, beveled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 4 bags in one Aluminium pouch and 12 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 49 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag 


       8.  Specifications for Triple  450 ml  Blood collection Bag.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826
2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Capacity: Triple bag 

· Primary bag (450 ml )

Two Satellite bags   (450 ml platelet bag &  300 ml transfer bag)

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5) 

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)

5. Shall pass water vapour transmission test  (6.2.6)

6. Air content of bag shall comply with clause 5.2 of ISO 3826

7. External ports shall be tamper proof and easily accessible (5.8)

8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, bevelled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 4 bags in one Aluminium pouch and 12 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 63 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 
2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP 

	Label:
1. Shall be non-peel off with date of manufacturing, date of expiry and lot number are mentioned on each bag .


       9. Specifications for Triple  500 ml  Blood collection Bag.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826
2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Capacity: Triple bag 

· Primary bag (500 ml )

Two Satellite bags   (500 ml platelet bag &  300 ml transfer bag)

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5) 

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)

5. Shall pass water vapour transmission test  (6.2.6)

6. Air content of bag shall comply with clause 5.2 of ISO 3826

7. External ports shall be tamper proof and easily accessible (5.8)

8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, beveled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 4 bags in one Aluminium pouch and 12 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 70 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP 

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag 


          10.  Specifications for Quadruple  350 ml  Blood collection Bag.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826
2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Capacity: Quadruple bag 

· Primary bag (350 ml )

Three Satellite bags   (One 350 ml platelet bag &  two 300 ml transfer bags)

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5) 

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)

5. Shall pass water vapour transmission test  (6.2.6)

6. Air content of bag shall comply with clause 5.2 of ISO 3826

7. External ports shall be tamper proof and easily accessible (5.8)

8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4)

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, bevelled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 3 bags in one Aluminium pouch and 12 pouches in a master carton

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 49 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag 


11. Specifications for Quadruple  450 ml  Blood collection Bag.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826
2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Capacity: Quadruple bag 

· Primary bag (450 ml )

Three Satellite bags   (One 450 ml platelet bag &  two 300 ml transfer bags)

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8).

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5) 

4. Shall pass thermal stability test (6.2.5),resistance to centrifugation and leakage test ( 6.2.7)

5. Shall pass water vapour transmission test  (6.2.6)

6. Air content of bag shall comply with clause 5.2 of ISO 3826

7. External ports shall be tamper proof and easily accessible (5.8)

8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, bevelled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 3 bags in one Aluminium pouch and 12 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 63 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP 

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag


   12. Specifications for Quadruple  500 ml  Blood collection Bag.
	GENERAL : 

1. The blood bag shall be sterile, pyrogen-free, non-toxic and should meet all the standards for Design, physical, chemical and biological requirements as laid down in ISO 3826
2. The blood bags shall meet the Bio-compatibility & Bio-chemical requirements as per ISO 10993 & the anticoagulant solution shall meet all the requirements as per current USP.

	Capacity: Quadruple bag 

· Primary bag (500 ml )

Three Satellite bags   (One 500 ml platelet bag &  two 300 ml transfer bags)

	Design,  shape & Physical requirements of Bag: (As per ISO 3826 clauses.)

1. Flexible, pre-sterilized, clear & transparent ( 6.2.3 & 6.2.4) & shall be free from particulate contamination (6.2.8) 

2. Slit on  both sides of the bags are enough to accommodate 5 – 10 ml volume test tubes & shall have adequate means of suspension or positioning ( 5.9)

3. Shall meet requirement test for emptying under pressure & rate of collection (5.3 & 5.5) 

4. Shall pass thermal stability test (6.2.5), resistance to centrifugation and leakage test  ( 6.2.7)

5. Shall pass water vapour transmission test  (6.2.6)

6. Air content of bag shall comply with clause 5.2 of ISO 3826

7. External ports shall be tamper proof and easily accessible (5.8)

8. Tubing shall be flexible, non-kinking, non-sticking, Transparent & Leak-proof welding(5.6)

9. The tubes shall have multiple printed ID/Segment numbers at intervals of 15cm

	Chemical & Biological Requirements (As per ISO 3826 clauses)

1. Bags shall meet all requirement of  (6.3) & (6.4) 

	Needle:  (As per ISO 3826 clauses.)

1. Blood taking needle shall be 16 gauge ultra-thin walled and straight, bevelled tip, rust proof, tightly fixed with hub covered with sterile guard and shall be hermetically sealed (5.7)

	Package:

1. Protective dual packaging (Individual & Aluminum) eliminating microbial contamination on surface maintaining the contents of the bag.
2. 3 bags in one Aluminium pouch and 12 pouches in a master carton 

	Anticoagulant and preservative solution: (As per current USP).
1. Contains 70 ml Anticoagulant CPDA  ( 14 ml/100ml of blood) 

2. Anticoagulant solution shall be clear & colorless & meet all  requirements of USP 

	Label:
1. Shall be non-peel off  with date of manufacturing, date of expiry and lot number are mentioned on each bag


Tube requirement for Double / Triple / Quadruple Blood bags

(Information for costing purpose only)

	SL NO
	PRODUCT
	TOTAL TUBE LENGTH
	NO OF PRINTS
	DONOR TUBE LENGTH
	DONOR BAG TO YC 1
	YC1 TO

YC 2
	TR.BAG TUBE 1
	TR.BAG TUBE 2
	TR.BAG TUBE 3

	1


	DOUBLE BAG
	155CM
	7
	105CM
	NA
	
	50CM
	NA
	NA

	2


	TRIPLE BAG
	230CM
	23
	130CM
	25CM
	
	37.5CM
	37.5CM
	NA

	3


	QUADRUPLE BAG
	305CM
	30
	130CM
	25CM
	37.5CM
	37.5CM
	37.5CM
	37.5CM


(Take pro-rata cost based on the total tube length required for each bag type based on the price given in Schedule II, table 1, item sl no.2) 

SCHEDULE – II-A
A. Price of materials sourced from HLL / HLL’s suppliers

	Sl.No
	Item
	Specification
	Qty  per Single bag
	Unit Price*
	No. of pcs/Kg
	Supplier

	1
	PVC Sheet for Blood Bag (220 MM)   
	Width  -  220  mm ; Length   - 200 to 225 mtr  in  a  roll ; Sheet thichness : 0.35 +  0.02 mm ; Straightness :<0.005 ;Bobin ID : 85 mm
	0.32 m/bag          ( Rounded  ) 31 gm
	USD 3.2 per kg (C&F Chennai Port) 
	32
	HLL’s supplier

	2
	PVC Tube for Blood Bag (Printed) 105 CM  
	Length  - 105  +/- 2 cm, ID 3.0+/- 0.1,OD 4.5 mm +/- 0.1
	1Pc / bag   wt.11.5 gm
	 Rs.207/Kg 
	87
	HLL

	3
	PVC  Connector
	Length 22.9 ± 0.2 mm , ID  -  4.4 ± 0.02 mm , OD  -  6.2 ± 0.05 mm
	1 Pc / Bag  Wt.0.45 gm
	 Rs.1189/Kg
	2222
	HLL

	4
	 Transfusion Port (Twist Off) 
	Diaphragm thickness – 0.65  ± 0.03 mm  
	2 Pcs / Bag Wt.1.4 g/ Pcs
	 Rs.267/Kg
	714
	HLL

	5
	Needle Cannula 16g Assembled
	Needle Holder (Hub) - Polycarbonate, PVC Needle Cover, tapered end  for tube connection
	1/bag 1.78 g
	Rs. 4.18 per piece, FOR Chennai 
	- 
	HLL

	6
	Label  - 85 x 85
	Size: 85mmx85mm+/-2mm
 Roll size: 2400 labels/roll
	1
	Rs.3.65 per Plastic Label 
	 -
	HLL’s supplier

	7
	Label – 85 x 70
	Size: 85mmx70mm+/-2mm
 Roll size: 2400 labels/roll
	1
	Rs.3.15 per Plastic Label
	
	HLL’s supplier

	8
	PP Cover  
	16 x27.5 cm - 300 G
	1
	 Rs.1.21
	 -
	HLL

	9
	Aluminium Pouch
	Three layer
	1/ 10 Units
	 Rs.6.13 
	 -
	HLL’s supplier

	10
	Pouch Label
	9.5 CMS x 19.5 CMS 
	1/10 Units
	 Rs.1.17 (triple colour) 
	 -
	HLL’s supplier

	11
	Master Carton 
	Dimensions in MM : 340mm(L)x300mm(W)x340mm(H) (Tolerance +/-10mm on all sides)
	1/100 units
	 Rs.38.72 
	 -
	HLL’s supplier

	12
	Break Off Valve Assembly
	Dimensions: Length- 57mm, OD at welding area - 8mm, ID at welding area - 6mm, ID at tube fixing end  - 4.4mm.  (Polycarbonate Break off valve is fixed inside the soft PVC sleeve).
	-
	Rs.0.92/ Assembled BOV 
	590
	HLL

	13
	Y-Connector (PVC)
	Dimension: ID for tube fixing – 4.3mm
	-
	Rs.0.62/ Y-Connector 
	760
	HLL


*All Rupee prices are excluding Excise Duty and VAT/CST, FOR Chennai

SCHEDULE – II-B
B. Supply Price Schedule of Finished Goods
(Supply Price Schedule shall be submitted in separate sealed cover)

	SL NO.
	ITEM
	MATERIAL COST (Rs.)
	CONVERSION CHARGE (Rs.)
	SUPPLY

PRICE (Rs.)

	1
	Single Bag 350 ml


	
	
	

	2
	Single Bag 450 ml


	
	
	

	3
	Single Bag 500 ml


	
	
	

	4
	Double Bag 350 ml


	
	
	

	5
	Double Bag 450 ml


	
	
	

	6
	Double Bag 500 ml


	
	
	

	7
	Triple Bag 350 ml


	
	
	

	8
	Triple Bag 450 ml


	
	
	

	9
	Triple Bag 500 ml


	
	
	

	10
	Quadruple Bag 350 ml


	
	
	

	11
	Quadruple Bag 450 ml


	
	
	

	12
	Quadruple Bag 500 ml


	
	
	


Note: 

i.   Applicable all duties & Taxes shall be indicated separately.
ii.  Delivery shall be at HLL Chennai Depot/Chennai Port

Name________________________
Business Address________________________ Place: __________________

Signature of Tenderer________________________ Date: _________________________
 
Seal of the Tenderer________________________
ANNEXURE 

DETAILS OF ANNEXURE

Annexure I : Methodology of Evaluation of Bid

Annexure II : Copy of Draft Contract Manufacturing Agreement

Annexure I :
Methodology of Evaluation of Bidder:  The Proposals shall be evaluated as per the following procedure:

a).  The Short listing of the Bidders shall be made on the basis of the following parameters and weightage.

	Sl No
	Evaluation Parameter
	Weightage (marks)
	Marks awarded

	1
	Bidders’ credentials
	10
	

	2
	Product Sample Analysis 
	20
	

	3
	Facility Evaluation
	20
	

	
	TOTAL
	50
	


b) The Price Bids of Bidders who have secured 30 or more marks on the technical evaluation will only be opened. Since the total marks for the best technical offer is 50, the qualifying marks would be 60% of 50 i.e. 30.

c) The date of opening of  Financial Proposal of the qualified bidders will be intimated after completion of Technical Evaluation process.

d) The financial bid of technically qualified bidders will be  evaluated on L1 basis.

e) In the cases of Currencies other than Indian Rupee, the cost will be converted to a single Indian Rupee using uniform selling Exchange Rates, as announced by Reserve Bank of India (RBI), as on the date of opening of Price Bid. 

Annexure II :

The Draft Agreement with respect to contract manufacturing of Blood Bags in HLL Brand name to be executed by the qualified and successful bidder with EOI for a period of 2 years.
	DRAFT - CONTRACT  MANUFACTURING AGREEMENT
This Contract Manufacturing Agreement (this "Agreement") is made by and between 

HLL Lifecare Ltd., a Government of India Enterprise registered under the Companies Act, 1956 and having its registered office at HLL Bhavan, Mahilamandiram Road, Poojappura, Thiruvananthapuram  (hereinafter called "HLL "), and  

XYZ Medical  Ltd., a Company registered under the Companies Act, 1956 (hereinafter called “XYZM"), as of this …………. day of …………….. 2014. (the "Effective Date").

RECITALS
Whereas HLL has published Expression of Interest (EOI) to empanel a reputed    manufacturer for contract manufacturing of Blood Bags on loan license basis.

And whereas XYZM has qualified as successful bidder with EOI published by HLL.

And whereas as HLL intends to engage XYZM to contract manufacture Blood Bags on loan license basis.

And whereas XYZM has accepted the offer made by HLL to engage them as contract manufacturer.

NOW, THEREFORE, in consideration of the above Recitals, the mutual covenants and agreements contained herein, and other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, the Parties hereto hereby agree as follows:

1. Definitions. For purposes of this Agreement, in addition to other defined terms set forth in this Agreement, the terms set forth below will have the following meanings:

1.1 Contract Manufacturing means carrying out all operational processes or steps — including purchase or selection of  materials and products, production, quality control, release, storage and  distribution of products and the related controls necessary to  produce Blood Bag as specified by HLL.

1.2 "Effective Date" means the date written in the preamble of this Agreement, as set forth above.

1.3 "Estimated Contract Manufacturing Plan" means HLL’s estimate of the units of the Product(s) with respect to which HLL will place Work Orders during each month of each rolling 12-month period during the Term, which estimate will be delivered by HLL  to XYZM on a monthly  basis; 
1.4 "Facility" means the manufacturing facility of XYZM situated at (address)…………………………………………………………………………...

1.5 "Materials" means, with respect to the Product(s), all inactive raw materials used in the manufacture of the Product(s)   necessary for their manufacture as finished goods.

1.6 "Products" means Blood Bags of different types that are manufactured under this agreement   and more specifically described in Schedule I. However, the parties could add any new product to this Schedule I made on mutual discussion and decision.

 1.7 "Proprietary Information" means all information relating to the Product(s), as applicable, concerning the properties, composition or structure of the Product(s), as applicable, the Contract Manufacturing  of the Product(s), as applicable, suppliers of ingredients and equipment, names and expertise of employees and consultants, know-how, formulas, processes, ideas, inventions, whether patentable or not, schematics and other technical, business, financial, customer and product(s) development plans, forecasts, strategies and information relating to the Products), whether previously, currently or subsequently disclosed to the other Party. 1.8 "Proprietary Rights" means any and all patent rights, copyrights, mask work, trade secret rights and all other intellectual and industrial property rights.

1.9 “Raw materials” means   any and all raw materials and components needed by Supplier to manufacture, label or package Products according to the terms and conditions of this Agreement.

1.10 "Rejected Product" means batches of Product which are either (i) lost in production (or are not in compliance with the applicable Specifications, cGMPs, as a result of Contract Manufacturing) or a failure or deficiency of the Contract Manufacturing.

1.11 "Specifications" means the description and attributes, Chemical Ingredients, Components and Materials for the Product(s), along with manufacturing procedures for such Product(s). 

1.12 "Work Order" means written orders for specifying the quantity of the Products issued by HLL  and placed with XYZM. Each Work Order shall separately identify whether the Products subject to such Work Order are for commercial sale, clinical supply, validation, stability or other uses, and shall indicate the Facility at which the Contract Manufacturing shall occur, if applicable; provided, however, that such Work Order shall be in accordance with the applicable Estimated Contract Manufacturing Plan.

2. Manufacturing and Supply
Subject to the terms, conditions and provisions of this Agreement, XYZM hereby covenants and agrees :

2.1 To Manufacture and Supply the  products mentioned below in  brand name(s) specified by HLL and in accordance with the Work Order and supply   products meeting  inter alia (i) product quality and dimensions,  (ii) technical specifications, (iii) raw material specifications, (iv) packaging specifications and (v) delivery schedule mentioned in the Work Order and the terms hereof.  

The detailed technical specifications of the Products are mentioned in Schedule I to this agreement.

2.2 Obtain such approvals and licenses as may be required by any Regulatory Authority and comply with all legal requirements for manufacturing the Product(s) for commercial sale in their manufacturing facility located at (address)………………………………………………………., the importation, sale and distribution to the customers of HLL.. 

2.3 During the process of Manufacturing and Supply, allow HLL to undertake any  Testing and other quality control measures   requested by HLL in order to comply with the Specifications of HLL and requirements of any Regulatory Authority; and

2.4 Maintain all manufacturing equipment in good working order (e.g., qualification, calibration, maintenance, validation).

2.5 To permit HLL and its authorized representative to inspect and examine the manufacturing facility of XYZM. Any such inspection or examination shall be scheduled at such time and conducted in such manner as to minimize disruption to normal operations of XYZM.

2.6 To allow HLL audit and inspect any and all documents and records related to manufacture and supply of the Product(s) and also permit representatives of any Regulatory Authority, including but not limited to the officials of regulatory authorities and inspect any and all facilities used in Manufacturing of the Product(s). 

3. Sourcing of raw materials
3.1 XYZM hereby agrees to source raw materials from HLL and or Suppliers specified  by HLL as advised by HLL   at mutually agreed price on a case to case basis.  XYZM shall implement and, as necessary, update inventory management processes and procedures reasonably designed to ensure that supplier has on hand, when necessary, key raw materials.

3.2 Regarding input cost of raw materials sourced as mentioned above, both the parties agree as follows.

(i) if the raw materials are sourced from HLL, the consideration shall be marked down  from  the charges payable by HLL to XYZM under Clause 4 of the agreement.

(ii) if the raw materials are sourced from the Supplier(s) specified  by HLL,  XYZM shall  pay the consideration due to the Supplier(s), in which case XYZM shall be entitled to receive the aggregate charges mentioned in Clause 4 of the agreement.

4. Charges and Payment Terms and Mode of Payment
4.1 The charges per unit of the Product to be paid by HLL to XYZM with respect to manufacture of each unit of Product supplied shall be as stated in Schedule II to this agreement. In the event of any changes in the charges per unit of the Product supplied shall be mutually agreed to by the Parties in writing.

4.2 The terms and mode of Payment shall be as mentioned in the relevant Work Order mentioned under this agreement.

5. Delivery Terms. 

5.1 XYZM shall arrange for shipment of the Products to all locations designated by HLL   in accordance with the Work Orders.  

5.2  HLL agrees to present all claims for Product shortages or damages   to XYZM  within 15 days from the date of delivery of  Product.  

5.3   XYZM hereby agrees to supply at free of cost perfect Products   within 30 days of making such claim.

6. Packing and Labeling of Product(s)

XYZM shall pack the Product(s) in the manner and with such wrappers cartons boxes or other containers bearing such labeling, trade names and trademarks as approved by HLL

7. Insurance 

XYZM shall make arrangement for insuring the goods against all risks till HLL’s warehouse or place of delivery as mentioned in the Work Order.

 

8. Regulatory Approval.

XYZM hereby agrees to assist HLL in the preparation and submission of regulatory documents to any Regulatory Authority, which are required for the purpose of carrying out the objectives of this agreement.

9. Rejected Product.

9.1 HLL will have   right to inspect each batch of Product for compliance with the Specifications and all applicable Legal Requirements. Upon inspection, if any Product is found to be  non-compliant with the specifications given by HLL, as determined by testing and inspection of the Product, the Parties will in good faith attempt to mutually determine whether the failure of the Product is a result of Manufacturing and Supply and the provisions of Section 9.2 will apply;  
9.2 If the Parties are unable to mutually determine whether the failure of the Product to comply with specifications given by HLL is a result of Manufacturing within 30 days of the delivery of a rejection notice by HLL, such dispute will be resolved by SGS India Limited failing which, to be mutually designated by the Parties, the designation of which will not be unreasonably withheld or delayed by either Party. Any determination by the independent third party testing entity will be final and binding upon the Parties. HLL will  bear cost of testing if the product is ultimately declared compliant with specifications in Schedule I. 
9.3 To the extent that a Rejected Product is determined to be such as a result of the Manufacturing or a failure or deficiency of the Manufacturing, then XYZM will replace the Rejected Product as promptly as practicable (if requested by HLL) and, no payment shall be required to be made by HLL in respect of such Rejected Product and any payment that may have been made shall, at HLL’s choice, be refunded by XYZM within 30 days of such determination or credited to any amounts then owing by HLL  to XYZM hereunder.

 

10. Recalls.

10.1 XYZM shall promptly notify HLL if XYZM   believe that a recall, withdrawal or field correction (each, a "Recall") of the Product may be necessary or advisable.

 

10.2 In the event that it is determined that any Product is recalled as a result of manufacturing, then XYZM shall bear all of the costs and expenses of such Recall, including without limitation expenses related to communications and meetings with all required Regulatory Authorities and Union Ministry of Health & Family Welfare, and costs associated with supply of recalled Product and supply of equal quantity  of  Product as replacement. 

10.3 If the Parties are unable to mutually agree on the source and /or cause of the Recall within 90 days of the event causing the Recall, such dispute will be resolved in the same manner as set forth in Section 15.10. The fees and expenses of the testing entity making the determination will be paid by the Party against which the determination is made. HLL shall have the final determination over the disposition of any Recalled Product.

11. Product Liability.

11.1  XYZM shall maintain product liability insurance with indemnity limit of Rs.s. 0.50 Cr. (Any one incident: Any one claim) with respect to the Product, s applicable, with a reputable insurer and submit a copy of the policy to HLL.

11.2 XYZM will be solely responsible for any Damages to third parties following final judgment or settlement of any Product Liability Claim arising from use or sales of the Product (collectively, "Product Liability Costs"), and must promptly pay or reimburse HLL if HLL pays or incurs any Product Liability Costs. 

12. Term and Termination.

12.1 This Agreement will commence on the Effective Date and will be in force for a period of two years  (the "Term"), provided the agreement may be extended for suitable period as may be jointly agreed by the parties on mutually accepted terms and conditions. 

12.2 The non-defaulting Party may terminate this Agreement if the other Party commits a default ("Breach") under this Agreement, which Breach is not remedied within 30 days after the receipt of written notice of the Breach by the non-defaulting Party (except as to the payment of money by HLL, for which the cure period will be 60 days). The right of a Party to terminate this Agreement provided in this Section 10.2 will not be affected in any way by its waiver of, or failure to take such action with respect to, any previous Breach.

12.3 This Agreement may be terminated immediately by either HLL or XYZM if the other Party:

(B) an order has been passed adjudicating it bankrupt or insolvent, or for winding up;

(C) makes a general assignment for the benefit of creditors;

(D) seeks the entry of an order for relief or the appointment of a receiver, liquidator, trustee, custodian or similar official for it; or

12.4 Termination is not the sole remedy under this Agreement, and whether or not termination is effected, all other remedies remain available to each Party.

12.5 Either Party may terminate this Agreement for any reason at any time by giving the other Party not less than 3 months prior written notice.

12.6 Termination of this agreement for whatever reason shall not affect the obligation/liabilities of both the parties hereunder in respect of matters at the time of the agreement including payment lawfully due to XYZM towards services already rendered to HLL under the agreement.
13. Confidentiality.

13.1 Each Party recognizes that the other Party holds its Proprietary Information as important. In particular, each Party recognizes that the other Party's Proprietary Information (and the confidential nature thereof) is critical to the other Party's business and that neither Party would enter into this Agreement without assurance that such information and the value thereof will be protected as provided in this Section 11 and elsewhere in this Agreement.

13.2 Each Party must, therefore:

(A) hold the other Party's Proprietary Information in confidence and take reasonable precautions to protect the Proprietary Information (including, without limitation, no less than all precautions that it employs with respect to its own confidential materials);

(B) except as required by law, regulation or legal process, not divulge   the other Party's Proprietary Information or any information derived there from to any third person; provided, however, that if a Party is required to make any such disclosure of the other Party's Proprietary Information, such Party shall give reasonable advance notice to the other Party of such required disclosure and will use reasonable efforts consistent with prudent business judgment to secure confidential treatment of such Proprietary Information prior to its disclosure (whether through protective orders or confidentiality agreements or otherwise);   and

(C) not make any use whatsoever at any time of the other Party's Proprietary Information except for purposes of and expressly authorized in this Agreement.

13.3 Any employee or contractor given access to any Proprietary Information must have a legitimate "need-to-know" and must be bound in writing to maintain the confidence of information to which it is given access.

13.4 Without granting any right or license, the disclosing Party agrees that the foregoing restrictions will not apply with respect to information that the receiving Party is able to demonstrate by competent evidence:

(A) is in or (through no improper action or inaction by the receiving Party or any Affiliate of the receiving Party or their agents or employees) enters the public domain (and is readily available without substantial effort);

(B) was rightfully disclosed to it by another Person without restriction; or

(C) was independently developed by it by Persons without access to such information and without use of any of the disclosing Party's Proprietary Information.

13.5 Each Party's obligations under this Section ___will continue even after termination of this agreement.

13.6 Immediately upon termination or expiration of this Agreement, each Party will turn over to the other Party all Proprietary Information of the other Party and all documents or media containing any Proprietary Information and any and all copies or extracts thereof.

13.7 Each Party acknowledges and agrees that due to the unique nature of Proprietary Information, there may be no adequate remedy at law for any breach of a Party's obligations under this Section __, that any breach may result in irreparable harm to the disclosing Party, and therefore, that upon any breach or any threat of breach, the disclosing Party will be entitled to appropriate equitable relief (without the posting of any bond) in addition to whatever remedies it might have at law in connection with any breach or enforcement of the receiving Party's obligations under this Agreement or the unauthorized use or release of any Proprietary Information.

13.8 XYZM hereby acknowledges that XYZM and its Affiliates do not have, and shall not acquire by virtue of this Agreement, any rights to or under any goodwill, trademark, trade name, copyright, patent or other intellectual property of HLL and /or Government of India or any of its Affiliates, appearing on the label or packaging materials of the Products. XYZM agree to do nothing by act or omission which would impair HLL’s or its Affiliates' rights, ownership and title in the aforementioned.

13.9 If either Party becomes aware of any product or activity of any third Party that involves or may involve infringement or other violation of any technology of the other party, that Party must promptly notify the other Party in writing of the infringement or violation. HLL may in its discretion take or not take whatever action it believes is appropriate. XYZM will fully cooperate with HLL with respect to bringing any action, including joining as a party to the suit, if necessary, supplying essential documentary evidence and making essential witnesses then in its employ available, in each case only to the extent that such cooperation would not interfere with the operation of XYZM’s business and subject to the reimbursement of XYZM for reasonable out-of-pocket expenses incurred by it in connection with such cooperation.

14. Indemnification.

14.1 HLL agrees to indemnify, defend and hold harmless XYZM, its Affiliates and their respective officers, directors, employees and agents from and Damages incurred by or assessed against them resulting from a third party claim caused by or alleged to be caused by:

(i) use of materials supplied by HILL

any third party claims arising from use of the Proprietary Marks supplied by HLL to XYZM 

14.2 XYZM agrees to indemnify, defend and hold harmless HLL and its Affiliates and their respective officers, directors, employees and agents from any Damages incurred by or assessed against them resulting from a third party claim caused by or alleged to be caused by:

(A) Gross negligence to perform any of its obligations under this Agreement as Manufacturer; and

(B) any Product Liability Claim arising solely from the gross negligence by XYZM .

15. Miscellaneous Provisions.

15.1 Independent Contractors. HLL and XYZM are independent Parties, and nothing contained herein will be construed to create a joint venture, partnership or similar relationship. Neither Party is authorized to, nor will it, make any statements, claims, representations, warranties or otherwise act in any way so as to incur any liability whatsoever for which the other Party may become directly, indirectly or contingently liable.

15.2 Assignment. The rights and obligations of the Parties under this Agreement may not be assigned without the prior written approval, which shall not be unreasonably withheld, of the other Party  except that rights to payment of money may be assigned without such approval, but with the intimation to the other Party.  

15.3 Notices. Any and all notices given pursuant to this Agreement shall be in writing and shall be deemed duly given (a) on the date of delivery if delivered personally, (b) upon confirmation of receipt if delivered by facsimile, (c) on the first business day following the date of dispatch if delivered by a recognized next-day courier service, or (d) on the date received if delivered by registered or certified mail, return receipt requested, postage prepaid. All notices hereunder shall be delivered as set forth below, or pursuant to such other instructions as may be designated in writing by the Party to receive such notice:

If to HLL to:

HLL Lifecare Ltd.

Akkulam factory

Thiruvananthapuram  

Attention: Associate Vice-President & Group Head (Hospital Products)

If to XYZM to:

XYZ Medical  Limited

………………………..

………………………..

Attention: Whole Time Director

 

15.4 Force Majeure.

(A) The obligations of a Party, except any obligations relating to payments to XYZM, hereunder will be suspended during the time and to the extent that such Party is prevented from complying therewith due to any event or circumstances beyond the reasonable control and without the fault or negligence of the affected Party (which circumstance is hereinafter referred to as "Force Majeure"), including but not limited to floods, fire, storms, earthquakes, explosion, hostilities, war (whether declared or undeclared), acts of terrorism, civil disturbances, order or acts of any government, whether de jure or de facto or any official purporting to act under authority of any such government (other than as to Regulatory Approval), illegality arising from domestic or foreign laws or regulations, insurrections, acts of God or other similar events beyond the reasonable control of, as the case may be, HLL  or XYZM which results in hindrance of the performance by the Party of its obligations hereunder.

(B) As soon as possible after being affected by a Force Majeure circumstance, the affected Party must furnish to the other Party all particulars of the Force Majeure and the manner in which its performance is thereby prevented or delayed. The Party whose obligations hereunder have been suspended will promptly and diligently pursue appropriate action to enable it to lift the Force Majeure situation, except that Party shall not be obligated to settle any strike, lockout or other labor difficulty on terms contrary to its wishes.15.5 Amendment and Waiver. This Agreement may be amended, modified, superseded or cancelled, and any other of the terms or conditions hereof may be modified, only by a written instrument executed by both Parties or, in the case of a waiver, by the Party waiving compliance. Failure of either Party at any time or times to require performance of any provision hereof will in no manner affect the right of such Party at a later time to enforce the same, and no waiver of any nature, whether by conduct or otherwise, in any one or more instances, will be deemed to be or considered as a further or continuing waiver of any provision of this Agreement.

15.6 Severability. If any one or more of the agreements, provisions or terms contained herein are declared invalid, illegal or unenforceable in any respect, the validity of the remaining agreements, provisions or terms contained will shall in no way be affected, prejudiced or invalidated thereby.

 

15.7 Entire Agreement. This Agreement and the Specifications, contains the entire agreement between the Parties, and supersedes any agreements including the EOI dated _____ between them with respect to the subject matter hereof.

15.8 Section Headings; Recitals. The section headings contained in this Agreement are for reference purposes only and will not affect in any way the meaning or interpretation of this Agreement. The recitals are hereby incorporated into this Agreement by reference.

15.9 Governing Law. This Agreement shall be governed by and construed and enforced in accordance with the   laws of India.

15.10 Arbitration. Each of the parties to the agreement irrevocably agrees all claims, disputes or differences which may arise out of or in connection with this agreement and which cannot be resolved by mutual consultations shall be referred to arbitration  to a single Arbitrator appointed jointly by XYZM and HLL and the matter settled in accordance with Arbitration and Conciliation Act, 1996. The venue of arbitration shall be Chennai and decision of arbitrator shall be final and binding on both parties and the proceedings shall be in English.

15.11 Counterparts. This Agreement may be executed in separate counterparts, each of which will be deemed to be an original, but which together will constitute one and the same instrument. An executed signature page of this Agreement delivered by facsimile transmission shall be effective as an original executed signature page.

 

IN WITNESS WHEREOF, the Parties hereto have executed this Contract Manufacturing Agreement as of the date and year first written above.

HLL LIFECARE LTD.

By:

 

Name:

 

Title:

 

XYZ MEDICAL LTD. 
By:

 

Name:

 

Title:
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