TENDER RULES
CLEANROOM VALADIATION SERVICE AND CONSULTATION SERVICE

1. General information
Validation objects:

Object Nr.1
Human tissue and cell processing center

Class B Cleanroom for processing human tissues and cells. Placed in building of Latvia Oncology Center – Hipokrata Street 4, Riga, Latvia. It consists of three separate class B cleanrooms, the entrances of which are two class C cleanrooms and two class D cleanrooms. Cleanroom plan:

[image: ]


Cleanrooms are newly built and requires initial validation. DQ and IQ qualification will be done by construction company. Cleanroom are equipped with:
1. 3 A class laminar boxes;
2. 3 refrigerators;
3. furniture, chairs and pass-thru boxes.

Object Nr.2
Cytotoxic drugs preparation block

Class D Cleanroom for cytotoxic drugs preparation in closed environment – A class clean environment robots and A class clean laminar boxes. Placed in building of Latvia Oncology Center – Hipokrata Street 4, Riga, Latvia. It consists of two separate class D cleanrooms, the entrance where one room is D class/non-class. Cleanroom plan:

[image: ]

Cleanrooms are newly built and requires initial validation. No qualification will be done by construction company. Cleanroom are equipped with:
1. 2 A class laminar boxes;
2. 2 refrigerators;
3. 3 citotoxic robots;
4. furniture, chairs and pass-thru boxes.

2. Job task

Validation qualifications, that must be done:
1. Design qualification,
2. Installation qualification,
3. Operation qualification,
4. Performance qualification, and
5. Cleanroom certification.

Each phase is consistent with implementing, designing, and testing to specific requirements.  Methods for evaluation and measurements for Certification are specified in ISO 14644-3. It calls for the following tests (as required):
1. Airborne particle count test
2. Airflow test
3. Air pressure differential test
4. Filter leakage test
5. Flow visualization test
6. Airflow direction test
7. Temperature test
8. Humidity test
9. Recovery test
10. Containment leak test
11. Room to Room DP testing
12. Air change rate
13. Air velocity testing

Cleanrooms must be validated to a required class of cleanliness that is driven by user requirements as defined in ISO 1464-1. Cleanroom validation includes also validations of equipment that is placed in cleanrooms (as required).

Contract also includes consultation (also remote via phone and e-mail):
a) consultations about validation procedure creation process;
b) consultations about further cleanroom monitoring process.

3. Offer
Essential terms of the contract:
Contract period: 12 months
Maximum contract amount: 9990.00 EUR (before VAT)
Payments are made within 30 days of the signing of the deed of acceptance and delivery
First validation is planned:
a) Object nr.1 – June/July 2020
b) Object nr.2 – May/June 2020

Content of offer:
a) Description of experience:
1) Must include information about at least two cleanroom validation experience -customer, location, time of service, contact for feedback
2) Must include information about validation specialist - name, surname description of premises validation experience, certificates (to be attached)
3) Must include list and documentation of equipment that will be used during validation process
b) Financial offer:
1) must include 1 human day work prices for validation process, that includes all personal expenses, salary taxes, transport expenses, equipment expenses, accommodation expenses, etc;
2) must include 1 human hour work prices for consultation about procedure creation process and further cleanroom monitoring process (consultations will be provided remotely if necessary), that includes all personal expenses, salary taxes, etc;

Selection criterion
Cheapest price, that is calculated: 1 human day work prices for validation process + 1 human hour work prices for consultation (no VAT added).

Submission of the tender:
Offer must be submitted until 9th of March, 2020 13:00 o’clock, in one of the following ways:
a) by post – addressed to “Iepirkumu daļa, Rīgas Austrumu klīniskā universitātes slimnīca, Hipokrāta iela 2, Rīga, Latvija, LV - 1038”;
b) personally – room Nr.101, Administration, Hipokrāta iela 2, Rīga, Latvija;
c) by email: iepirkumi@aslimnica.lv

Contact persons:
Head of Pharmacy Department – Rolands Karvonens, rolands.karvonens@aslimnica.lv
Head of Construction Unit - Edgars Pudzis, edgars.pudzis@aslimnica.lv  

Forms:
(see attachment)




TENDER 
CLEANROOM VALADIATION SERVICE AND CONSULTATION SERVICE

OFFER
EXPERIENCE FORM

	Name of company:
	

	Country:
	

	Registration Nr.
	

	Name, surname of represenattive:
	

	Contact information (email, adress and phone nr.)
	



1) Company experience

	Nr.
	Customer
	Location
	Time of service
	Contact for feedback

	
	
	
	
	

	
	
	
	
	



2) Validation expert:

	Name, surname
	

	Description of premises validation experience
	

	Certificates (to be attached)
	



3) Validation equipment:

	Validation tool
	Description of tool
	Tool verification date

	
	
	

	
	
	




____________
Name,surname of representative person
Signature


TENDER 
CLEANROOM VALADIATION SERVICE AND CONSULTATION SERVICE

OFFER
FINANCIAL FORM

	Name of company:
	

	Country:
	

	Registration Nr.
	

	Name, surname of represenattive:
	

	Contact information (email, adress and phone nr.)
	




	Service
	Price (EUR, no VAT added)

	1 human day work prices for validation process
	

	1 human hour work prices for consultation about validation procedure creation process and further cleanroom monitoring process
	




____________
Name,surname of representative person
Signature
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