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Certificate of anaysis of sample IL-4 10/01

lot GM7/LC1/030526
04-GMPhUIL4-50 pg
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A
Lh,k HIL4 (RECOMBINANT HUMAN INTERLEUKIN4)
henogen

STABILITY TESTING ( on final container lot G817/L.C1/030526/FP) NB: Time ¢ = Fipal Container
8) After 7 days at 37°C

TESTS SPECIFICATION RESULT CONCLUSION
Electrophoretical 1 band between 12 and | 1 band between 12 and
pattern SDS-PAGE 16 kDa 16 kDa PASS
Tdentity 1 band between 12 and | 1 band between 12 and
‘Western Blot 16 kDa 16 kDa PASS
Activity Bioassay > 5 10° Usmg 10.9 105 U/mg PASS
. No weight loss, no
.A:bnorma.l on mice abnormal reaction Absence of symptoms PASS
toxicity / General No weight loss, no
safety on guinea-pigs abnormal reac Eion Absence of symptoms PASS
FTM (30-35°C)
Sterility test Absence of growth Absence of growth PASS
! Q
TSB (20-25°C) Absence of growth Absence of growth PASS
b) After 3 months at -20°C
TESTS SPECIFICATION RESULT CONCLUSION
Electrophoretical ; 1 band between 12 and | | band between 12 and .
pattern SDS-PAGE 16 kDa 16 kDa PASS
Identity 1 band between 12 and ] 1 band between 12 and
Waestern Blot 16 kDa 16 kDa PASS
Activity Bioassay > 5 10° Wimg 11.8 10° Ulmg PASS
©) After 6 months at -20°C
TESTS | SPECYFICATION RESULT CONCLUSION
Electrophoretical SDS-PAGE 1 band between 12 and 1 band at about 15kDa PASS
pattern 16 kDa
Identity Western Blot | ! Pand BOIWEen 12.a0d 4 50t about 15kDa PASS
Activity Bioassay >5 105 U/mg 20.7 10° Ufing PASS
d) After 9 months at -20°C
TESTS SPECIFICATION RESULT CONCLUSION
Electrophoretical SDS-PAGE 1 band between 12 and 1 band at about 15kDa PASS
patter 16 kDa
Jdentity Western Blot | 1 P DA L2800 4 b0 ot about 15kDa PASS
Aetivity Bioassay > 5 10° Umg 12.0 10° Ulmg PASS
¢) After 12 months at -220°C
TESTS SPECIFICATION RESULT CONCLUSION
Blectwophoretical | - gjyg pagp | 1 bandbetween 12and 1y g ot about 15kDa PASS
pattern 16kDa
dentity WesternBlot | 1 P34 b]"éwkf)": 12and 1 band at about 15kDa PASS
Activity Bicassay > 5 10° Ulme 13.8 10° Ukng PASS
e
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STABILITY TESTING ( on fing] container Int G017ILC1!030526IFP) NB: Time 0 = Final Container

f) After 18 months at -20°C

TESTS SPECIFICATION RESULT CONCLUSION
Electrophoretical 1 band between 12 and
pattern SDS-PAGE 16 kDa 1 band at about 15kDa PASS
Identity Western Blot i band bl?:g')e;l 12 nd 1 band at about 15kDa PASS
Adtivity Bioassay > 5 10° U/mg 13.2 10° Wng PASS
g} After 24 months at-26°C
TESTS SPECIFICATION RESULT CONCLUSION
Electrophoretical 1 band between 12 and
pattem SDS-PAGE 16 kDa I band at about 15kDa PASS
Identity Western Blot | | Pand bepween 2 ad | 1 and at about 15kDa PASS
Abnormal on micé No weight loss,‘ o Absence PASS
e abnormal reaction
toxicity / General -
safety on guinea-pigs No weight loss, no Absence PASS
abnormal reaction
FTM (30-35°C) Absence of growth Absence of growth PASS
Sterility test
TSB (20-25°C) Absence of growth Absence of growth PASS
h) After 36 months at -20°C
TESTS SPECIFICATION RESULT CONCLUSION
Electrophoretical | gpg pagp | 1 Dandbetween12and 4y 04 ¢ ghout 15kDa PASS
pattern 16 kDa
Identity Western Blot 1 band bl?l:;e; 12 and 1 band at about 15kDa PASS
i) After 48 months at -20°C
TESTS SPECIFICATION RESULT CONCLUSION
Electrophoretical | band between 12 and
pattern SDS-PAGE 16 kDa 1 band at about 15kDa PASS
Identity Westorn Blop | | P DEtwesn 12 4 | | band at abont 15kDa PASS
j) After 60 menths at -20°C
TESTS SPECIFICATION RESULT CONCLUSION
Electrophoretical SDS-PAGE 1 band between 12 and 1 band at about 15kDa PASS
pattern 16 kDa
Kdentity WesternBlot | | 024 bfé"g: 12a0d | § pond at about 15kDa PASS
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STABILITY TESTING ( on final container lot G017/L.C1/030526/FF) NB: Time 0 = Firal Container

k) After 72 months at -20°C

TESTS SPECIFICATION RESULT CONCLUSION
Electrophoretical SDS-PAGE 1 band between 12 and 1 band at about 15kDa PASS
pattern 16 kDa
dentity Western Blot | | Pt between 1204 | ang at aout 15kDa PASS

Comment: No significant changes in Coomassie blue stained SDS-PAGE or in Western Blot were observed on
the product after 72 months storage at 5 -20°C.,
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