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LAL Assay
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Cat. No. N383,N588
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Recombinant Factor C Assa
Testing

Walkersville, MD (USA) / Basel (CH), 8 November 2018 —
Lonza announced today that the recombinant Factor C
(rFC) Assay has been used for endotoxin testing of Eli Lilly's
Emgality™ (galcanezumab), the first drug approved by the
U.S. Food and Drug Administration (FDA) to have been
released using this method instead of traditional Limulus
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FDA Approves First Drug Using the
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Tachypleus Amebocyte Lysate (TAL) will look to the North
American species, Limulus polyphemus, to fulfill their ever
increasing needs in order to release non-pyrogenic
pharmaceutical products to the market. Use of recombinant
products, such as recombinant Factor C for endotoxin
detection will greatly reduce the pressure on these species.”

rFC &5k

#18: PyroGene™

PyroWave ™ XM WinKQCL™
AR Software

Recombinant Factor C > Y& 15 BT S > 521 CFR Part 11 E F4CsR ST = 1HED

Assay N N
> SMEENE > A5 o RS

THE: 0.005-5 EU/mL . "
> WEELEF >HEMIRESHNE
Cat. 50-658U " N .
No. 50-658NV > #t¥iPyroGenem BB L > SR EE RS ERIMVDEt EIhEE
= =V BHEDAT SED AT

Creative B#HEMHBEERAS

CREATIVE LIFESCIENCES WWWwW.cm©p-m icro.com

% 0 (02)2298-1823 & ¢ (04)2631-7419 &% ¢ (07)392-1220
5K (02)2298-8100  fHH : (04)2652-8275  {&H :(07)392-0748

£2106102-02D



