S GREEN CROSS CORPORATION
TEL : 82-61-379-2100

eag cross 104-1, Naepyeong-li, Hwasun-eup, Hwasun-gun, Jeolianam-do, Korea FAX : 82-61-379-2166

Certificate of Analysis

Product  : Japanese Encephalitis Vaccine-GCC Inj. (1.0 mL/vial)

Batch No. : 1202027 xﬁﬁjy‘;y) . 03.09.2010
Quantity : 80,523vials fﬁi‘if.?’yf;’y? 102032012
Colorless transparent or slightly whitish Colorless transparent
Appearance e . 5 s
turbid liguid liquid
Volume in container > 1.0mL ' 1.0
Particulate matter Pass test _ Pass
pH 6.8~7.4 7.1
Thimerosal content 80 ~ 120 % stated on label* 103
Formaldehyde content | < 0.01 w/v% , 0.001
Protein content < 80pg/mL 38
Sterility Sterile sterile
Abnormal toxicity Freedom from abnormal toxicity Pass
Pyrogen <13T : 0.8
Inactivation Pass test ' Pass
Stability** '
Potency MR*++  2917(at47C)
-at4C '  2.760 (at 37°C)
-at37C _
Identity Identified (using potency) _ Identified
Conclusion Pass

* The notification on the label is 15ppm. f
** Stability Potency Test is additionally performed for the export lot to Thailand only.

***MR : Meet requirement

ANIY

Park, Chan-Woo
Head of the Quality Unit

Date issued : 24.12.2010 7 Code No. : CERT-CoA-004-1
(dd.mm.yyyy) .
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