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(54) Title: HIGH CONCENTRATION ADMINISTRATION FORMULATION OF HGH FUSION PROTEIN
(54 29 B HGH 39 d e a5 £ Ay

AA _ Item
BB ... Control group
CC ... Concentration
DD ... Preservative
EE .. Concentration/Volume/Container
FF ... Cartridge
GG ... vial
HH ... Buffer composition
I .. Histidine
JJ ... Arginine
KK ... Glutamic acid
LL ... PS80 concentration
MM .. Gresol
NN ... Phenel
00 ... Benzyl alcohol
PP ... Visible particie (VP vieltotal vial)
QQ ... Refrigeration
RR ... Room temperature

(57) Abstract: The present invention relates to a high concentration administration formulation of hGH fusion protein containing
poloxamer 188 and polysorbate 80. When containing poloxamer 188 and polysorbate 80 according to the present invention, a high
concentration formulation of hGH fusion protein having significantly reduced aggregation reactions and improved storage stability can
be prepared.

(57) 8.9FA: B w2 ZEAL 188 (Poloxamer 188) 2} & 2] 2 2 H] 0] E 80 (Polysorbate 80) 2 31-3}+ h
7

355 Fol Alde] B9 Ao, B owne] ubeh BRI 1883 el h=uo] = 802 SR E A% $
25 1 TP o A 0] hGH S iR A8 S A2 5 9

Hg3ey 2
gl AA3]

m &



WO 2023/096475 A1 | [NV 0ADE 000000 DT

KE,LR,LS, MW.MZ, NA, RW, SD, SL, ST, SZ, TZ, UG,
ZM, ZW), -2+ A o} (AM, AZ, BY, KG, KZ, RU, TJ, TM),
-3 (AL, AT, BE, BG, CH, CY, CZ, DE, DK, EE, ES, FI,
FR, GB, GR, HR, HU, IE, IS, IT, LT, LU, LV, MC, ME,
MK, MT, NL, NO, PL, PT, RO, RS, SE, SL, SK, SM, TR),
OAPI (BF, BJ, CF, CG, CI, CM, GA, GN, GQ, GW, KM,
ML, MR, NE, SN, TD, TG).

70
— A AL A 9 A (F9F A|212(3))
— WAL ML ES 25 A (FE 5.2(a)



