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8. o]stA ¢
8.005 JtH ¢

L

KCDC-QIMA-01 ;2011

KCDC-QIMA-02 ;2011 |9 BANHE D 8B

KCDC-QIMA-03 ;2011 A HE S

KCDC-QIMZ-03 ;2011

KCDC-QIMZ-04 ;2011

KCDC-QIMB-03 ;2011 |atglnjolg) s~ 7hd ™ol & dabA A

8.008 QA 4A|xe

Agda =2
AEA
WEC : (0 - 150 x 10%) cellstl.
RBC: (0-8x 10H) oellsil
Hgb : (0.1 - 30.0) g/dL.
KCDC-QIMA-09 ;2011 gr Fit : (0 - 3 000 x 107} oelisd.
Lym (%) : (0 - 100) %
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Name of Laboratory : KCDC(Korea Center for Disease Control & Prevention)
Representative :  Jun, Byung-Yool

Address of Headquarters : 643, Yeonje-ri, Gangoe-nyeon, Cheongwon-gun, Chung cheongbuk-do
Address of Laboratory : 643, Yeonje-1i, Gangoe-myeon, Cheongwon-gun, Chung cheongbuk-do
Duration : December 5, 2011 ~ December 4, 2015

Scope of Accreditation
{(Scope of Accreditation is described in the accompanying Annex)

This testing laboratory 1is accredited in accordance with the
recognized International Standard ISO/IEC 17025 : 2005. This
accreditation demonstrates technical competence for a defined scope
and the operation of a laboratory quality management system (refer to

joint ISO-ILAC-IAF Communique dated 8 January 2009).

December 5, 2011

/
Administrator,
Korea Laboratory Accreditation Scheme(KOLAS)
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8. Medical Test

8.005 Diagnostic Immune Serum Test ; serology of infection

. . Test range or
Test method Standard designation Limits of detection

Serological test of HIV infection by

KCDC-QIMA-01 52011 Enzyme-Linked Immunosorbent Assay(ELISA)

qualitative test

Serological test of HIV infection by Particle

KCDC-QIMA-02 ;2011 Agglutination(PA)

qualitative test

Serological test of HIV infection by Western
KCDC-QIMA-03 2011 | o) qualitative test

Serological test of Orientia tsutsugamushi
KCDC-QIMZ-03 ;2011 | infection by Indirect Immunofluorescence qualitative test
Assay (IFA)

Serological test of Leptospira infection by
Microscopic Agglutination Test (MAT)
Serological test of Hantaan virus infection by
Indirect Immunofluorecence Assay (IFA)

KCDC-QIMZ-04 ;2011 qualitative test

KCDC-QIMB-03 ;2011 qualitative test

8.008 Clinical Cytology Test ; Immunology and Cytogenetics

Test range or
Limits of defection
WEC - (0 - 150 x 10} cellsiiL
RBC: (0-8x 10" cellg)jil.
CD4+ Immunophenotyping Hgb : (0.1 - 30.0) g/dL.
KCDC-QIMA-09 2011 | Pit : (0 - 3 000 x 10%) cellsiil.
in HIV-1 Infected Persons by Flowcytometry Lym (%) : (0 - 100) %
CO T cefl < (0 - 30 000) cells
OB Tl - 0 - 30 00 olls

Test method Standard designation

8.009 Diagnosis Genetics Test ; Molecular genetics & Molecular pathology

. . Test ramge or
Test method | Standard designation Limits of defection

(75 - 1 x 109

KCDC-QIMA-08 ;2011 HIV-1 Viral Load Test by Real-Time PCR .
Copies/mL

End.




