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APPLICATION  FOR  ACCREDITATION 

MEDICAL  LABORATORIES

(Application according to ISO 15189:2012)
A. APPLICATION IS REQUIRED FOR:

	INITIAL 

ACCREDITATION
	EXTENSION OF ACCREDITATION
	RENEWAL OF 

ACCREDITATION
	

	  
	  
	  
	


	Name of Organization:

	Address:

	Telephone:                                                
	E-mail:                                     
	website:

	

	Name of Medical Laboratory:

	Address:

(all addresses were technical activities are performed, including the addresses were the sampling is performed by laboratory, if applicable)

	Telephone(s):                                                
	E-mail(s):                                     
	website:

	Contact person(s):


SCOPE FOR WHICH ACCREDITATION IS REQUESTED

Examinations are carried out in:

    Permanent premises                

    Mobile laboratory  
    Sampling of biological materials                
	Medical examination discipline (Medical field):

(e.g. biochemistry, hematology, immunology, clinical microbiology, virology, parasitology, genetics, pathology, etc.)
	


	1
	2
	3
	4
	5
	6

	No.
	Biological sample
	Analyte/ Component/

Parameter/
Characteristic
	Examination technique/ Principle of examination
	Procedure for examination used by laboratory
	Other information

(where applicable)

	
	
	
	
	
	

	
	
	
	
	
	


For completing of this table, see the explanation in the end of this application.
LIST OF EQUIPMENTS USED BY THE LABORATORY
	Type/name of examination
	Equipment / Physical Standard

	
	

	
	


    Laboratory performs an in-house (in-home) calibration of its equipment or materials


(if yes, please complete the following table)

	Equipment / Material
	Brief description of the principle of calibration

	
	

	
	


LABORATORY PERSONNEL

Total number of laboratory employees: 
Laboratory personnel qualification:

	No.
	Name and surname
	Qualification
	Position

	1
	
	
	

	2
	
	
	

	3
	
	
	


The laboratory shall submit together with the application the following documents:
· Business Registration Certificate from the Agency for Registration of Business (ARABK) mentioning the NACE code 7120 for the activity of the laboratory;

· valid fiscal certificate stating that the body does not have debts to the state budget on the date the documents are submitted (not older than 3 months);
· organizational chart of the body and in case the body is within a larger organization shall be submitted also the organizational chart of the large organization.

· copy of the legal entity founding document (statute, judge decision, articles of association, normative documents, etc.);
· the Quality manual of medical laboratory;
· information if the laboratory is taking samples of biological materials and if yes, what types of biological materials are taken and what methods for sampling are used 
· description of the Information System

· information on participation in proficiency testing according to Policy DAK-PO-05;

· checklist on requirements of the standard ISO 15189:2012, completed by laboratory, form PT-01-F15-3;

· copy of evidence of payment the application fee.
By signing the present application the laboratory:

· Took notice of the accreditation rules and agrees to respect those during the accreditation process and after the accreditation is obtained;

· Agrees with the payment for the specific activities carried out by DAK based on the fees which are published on DAK website;

· The laboratory will not use DAK symbol of accreditation until the accreditation is obtained and/or outside the accredited scope.

· The laboratory will not carry on conformity assessment activities against relevant standards which are used as referential for accreditation.

	Legal Representative
	Head of Laboratory
	

	Name, surname

Signature


	Name, surname

Signature


	

	Date 
	Date 
	


B. To be filled in by DAK Staff

----------------------------------------------------------------------------------------------------------------------------------
APPLICATION REVIEW
	Application can be processed in terms of DAK’s own policy
	    ☐    YES

    ☐     NO
	Comments: 

If NO, please give reasons:                                      

	DAK has the necessary competence available (suitable assessors and experts)
	    ☐    YES

    ☐     NO
	Comments: 

If NO, please give reasons:                                      

	DAK has the ability to carry out the initial assessment in a timely manner.
	    ☐    YES

    ☐     NO
	Comments: 

If NO, please give reasons:                                      


Conclusions:   

Comments:

Application is:       ☐  ACCEPTED 
                               ☐  NOT ACCEPTED, reasons…….
	File Manager

Name, surname

Signature

Date:
	Accreditation and Development Direction

Director

Name, surname

Signature

Date:


Explanation to the description of the scope of technical activities:

	Column number
	Explanation

	1
	numbering of the line fields, e.g. 1, 2, 3, etc. or 1.1, 1.2, 1.3 ... 2.1, 2.2, 2.3 (could be divided preferably according to the examination technique or biological sample, etc.)

	2
	e.g. serum, whole blood, urine, swabs, smears, tissues, sputum, stool, body fluids, exhaled air, etc.

	3
	e.g. Cholesterol HDL/LDL, Glucose, Immunoglobulin G, T-lymphocyte CD3+, DNA, Arsenic, Histopathological changes, Liver function, etc.

	4
	e.g. spectrophotometry, potentiometry, turbidimetry, flow cytometry, immuno-nephelometry, electrophoresis, isolation, PCR, HPLC, cultivation, disk diffusion method, light microscopy, etc.

	5
	clear indication of the procedure or method used for examination in the following way:

1.
for standard and validated methods, which were published in the relevant standards or recognized publications, or methods provided by producers of the equipment and reactive kits (closed systems), the laboratory will identify the method according to its official name/specification, e.g.


ISO xxxx:year, or


xFirm/Suplierx Healthcare Diagnostics GLUH_3, or


Acta hygienica, epidemiologica et microbiologica No.xx:year, etc.

2.
for standard and validated methods, which were published in the relevant standards or recognized publications, or methods provided by producers of the equipment and reactive kits (closed systems) and which were rewritten to the laboratory standard operation procedure (SOP) with no modifications, the laboratory will identify the method according to its official name/specification together with identification of SOP in brackets, e.g.


ISO xxxx:year (see more examples above)


(SOP yyy)

3.
for methods, which were modified and validated by laboratory and which were based on the methods published in the relevant standards or recognized publications, or on the methods provided by producers of the equipment (open systems), and which were documented in the standard operation procedure (SOP) of laboratory, the laboratory will identify the method through its SOP and in the brackets, there will be official name/specification of the method, which was the baseline for modification, e.g.


SOP yyy


ISO xxxx:year (see more examples above)

4.
laboratory developed and validated methods and methods validated by laboratory will be identified by SOP only, e.g.


SOP yyy


(The information resources could be stated as the references below the table.)

	6
	any supplementary information or restriction if applicable or relevant, e.g. qualitative examination; measurement range with the corresponding units and uncertainties if applicable or needed; the purpose of examination; diagnostic examination system; closed/open examination system; status of laboratory, e.g. national reference laboratory; if the sampling is performed and what method is used, etc.

If it is not relevant or needed, this field could remain empty.
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