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A method of preparing a stabilized bulk solution of a
nmononeric protein is described, which consists in
providing a bulk of nononmeric protein in a buffer
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SECEL2 1.31 mg/ml (642gr total weight)

189gr SEC-EL

(57) Abstract: A  method of
preparing a stabilized bulk solution
of a monomeric protein is described,
which consists in providing a bulk
of monomeric protein in a buffer

Diluted in 306gr SAB solution and adding an excipient to
the bulk, wherein the excipient is
SEC-EL2 Dituted 1:1 w/w in_each of the following Buffers selected from the group consisting
l\’ of bacteriostatic agents, surfactants,
v 78gr SEC-EL 220gr SEC-EL 155gr SEC-EL isotonicity agents, amino acids,
‘s)usmné acletate pH3S S0mMacetate pH-38  5S0mM acetate pIL38 50 acetate pH-3.8 antioxidants ~ and  combinations
. Smg/ml REIF 63.2mg/mi Arginine 600mM Mannitol 164.4 mog/m Lysi :
& 0.34mg/un] Msthionine mg/ml Lysine thereof. Preferably the monomeric
l protein is IFN-beta.
50mM acetate pH-3.8 50mM acetote pH-3.8 50mM acetate pH-3.8
31.6mg/ml Arginine 300mM mannitol 82.2 mg/ml Lysine
0.12mg/m] Methionine
156gr, 0.65mg/m] RBIF 440gr 0.65mg/mi RBIF 310gr, 0.65mpg/md RBIF
Diluted with 48gr l Diluted with 132gr Diluted with 90gr
b Y b Y ’
50Mm acetate pH-3.8 50Mm acetate pH -3.8 50Mm acetate pH -3.8
31.6mg/ml Arginine 300Mr mannital 82.2mg/mt Lysine
L 0.12mg/mlVlethionine
Y

Target 0.5mg/ml RBIF Target 0.5mg/mIRBIF | Target 0.5mg/ml RBIF

Filtered Filtered Filtered
2x250ml tubes 1x250ml tubes 2x250ml tubes
1 tube ¥illed up to the Cap Filled up to the Cap
632ml tubes 6x2ml tubes 6x2mnl tubes

| ! /

Store and Shipped at 2-8°C Stored and Shipped at —70C  Stored and Shipped at 2-8°C
And at-70°C

Target 0.5mpg/ml RBIF

Filtered

2x250m tubes

6x2mi tnbes

|

Stored and shipped at —70°C
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FR, GB, GR,HU, IE, IS, IT, LT, LU, MC, NL, PL, PT, RO,
SE, SI, SK, TR), OAPI (BF, BJ, CF, CG, CI, CM, GA, GN,
GQ, GW, ML, MR, NE, SN, TD, TG).
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