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["*F]IFMISO FINAL PRODUCT QC Test Results

Batch Number: MBR-["*F]JFMISO- Manufacturing Date:

Supervis
Test Description +A0LE Specification Test Result(s) s Ul or Check
Reference By/ Date
By/ Date
Radiochemical Rf > 0.5
ID & Purity GEN-Q211 Purity > 95% Rf =
(Radio-TLC) Purity = %
Acetone =
Chromgt;c?; raphy) CEN-Q212 Acetonitrile <400 ppm Acetonitrile = plx)lr:m
Yy
R(;‘;‘I‘]’J'Ei?e“.ir‘:;)]) GEN-Q113 100-120 minutes min
Bacterial GEN-Q114/ Pass Fail
Endotoxin (LAL) | GEN-Q114A SR e (Cirle Ore)
pH GEN-Q115 6-8
Chemical Purity
TLC Analvsi gy (>50 pg/mL) (<50 pg/mL)
(K[ZC 5 zr]aggllcs):r ggg_gﬂgg <50 pg/mL Kryptofix Positive Negative
spot Test) (Circle One)
Radio.chemicz.ll Purity >95% | . tiochemical Puri ty = %
Chemical Purity: (by UV
Chemical & @327 (prei), 280, or 254 nm) FMISO = ng/mL
Radiochemical | GEN-Q219 FMISO < 1S ug / dose Other UV peaks > 3min
Purity (HPLC) other <35 ng / dose = pg/mL
y Specific impurities: ~4.0min:____ pg/mL
~4.0min < 3 pg/mL ~6.0min____ pg/mL
~6.0 min <4 pg/mL
Chemical Purity Clear, Colorless, No Pass Fail
Particulates GEN-Q121 articulates (Circle One)
P
oys GEN-Q] 17/ . Pass Fail
Sterility* GEN-Q117A Negative/ No Growth (Circle One)

*Test Not Required for Preliminary Release

Attach all test results to this QC Form, corresponding to the testing performed for the batch referenced above. Note
any outstanding QC Investigations that are outstanding in the comment section below. For all doses, note the
volume of each dose and ug in the dose in the comment section below.
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