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Name of Laboratory : National Institute of Food and Drug Safety Evaluation

Representative : Kim, Seoung Hee

Address of Headquarters : National Institute of Food and Drug Safety Evaluation, Osong Health
d Technology Administration Compie%, 64?}y Yeonje-ri,n’ Gang?o%—myeon,
Cheongwon-gun, Chungcheongbuk-do, Korea

Address of Laboratory :  National Institute of Food and Drug Safety Evaluation, Osong Health
Y Technology Administration Comple>g<, 6463:[y Yeonje-ri, Gango%—myeon,
Cheongwon-gun, Chungcheongbuk-do, Korea

Duration : December 20, 2008 ~ December 19, 2012

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

This testing Ilaboratory is 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 ISOC-ILAC-TAF Communique dated 8 January 2009).

August 22, 2011
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Administrator,
Korea Laboratory Accreditation Scheme(KOLAS)
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9. Biological Test

9.002 Microbiological Test

Test methed Standard designation

Minimum Requirements for Biological Products

Hepatitis B Vaccine(rDNA), Potency- in vitro(I}40 ~ 2.5 ng / mL

Notification of Korea
Food & Drug
Administration

No. 2010-39(2010.6.3)

Hepatitis B Vaccine(tDNA), Potency- in vitro(II) |20 ~ 1.25 ng / mL

Freeze-dried Live attenuated
3 ~ 4.3 logTCID
Measles-Mumps-Rubella Combined Vaccine, o8 ”

Potency /05 ml

0.02 ~ 0,70

Freeze-dried Vaccine for Intradermal Use, Opacity (OD390)




