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LCMNSe-HPLC/SECER R 8E
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EcoSEC GPC
THF: 0.6 mL/min

1 x TSKgel SuperHM-N
(6.0 mmID x 15 cm)

HEHEKE 7 ng!

(0.0007 mg/mL at 10 uL FEREFEFY

LALS
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MW by LALS MW by RALS
(ng) (kDa) (kDa)
50.5 101,612 101,393
20.2 101,969 101,597
10.1 100,973 101,559
7.07—inj 1 104,763 102,370
7.07 —inj 2 100,341 101,307
7.07—inj 3 101,590 101,281
7.07 - Ave 103,177 101,826
7.07 —%RSD 2175 0.756
RALS .
50ng g

LEMSe-UHPLC R R %
* Herceptin® "EA) AL Z5FE 1 — 150 KDa

~2.75 mg/mL BEREEERL: 1-5pL
UHPLC %%;: Dionex Ultimate3000 UHPLC
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100 mmol/L NaH,PO,, pH 6.8 + 100 mumol/L Na,SO,: 0.35 mlL/nun

1 x UP-SW3000 (2 mm m 4.6 mm ID x 30 cm)

Herceptin Biosimilar Monomer @ ~2.75mg,/mL

1to 5 ul Injection Volumes
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Loading 13,750ng to 2,750ng
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Herceptin Biosimilar Monomer @ ~0.0105mg/mL

90-Degree Angle Respo

Seo-UHPLC #R R & E

* Herceptin® A=) ZALZG#E i — 150 KDa
~0.0105 mg/mL BEFEAER: 1-5pL
UHPLC %&%;: Dionex Ultimate3000 UHPLC

100 mmol/I. NaH,PO,, pH 6.8 + 100 mmol/L Na,SO,: 0.35 mL/min

1 x UP-SW3000 (2 mim in 4,6mm TD x 20 e

1to 5 ul Injection Volumes
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Loading 53ng to 11ng
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CMNSe-UHPLC R R
* Herceptin® AP 2RALZFE i — 150 KDa
~0.0021 mg/mL BEFEAEFR: 1-5pL
UHPLC £%:: Dionex Ultimate3000 UHPLC

100 mmol/L NaH,PO,, pH 6.8 + 100 mmol/L Na,SO,: 0.35 mL/min

1 x UP-SW3000 (2 mm in 4.6 mm ID x 30 cm)

Herceptin Biosimilar Monomer @ 0.0021mg/mL
1to 5 plInjection Volumes
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Loading 11ng to 2ng
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o WA TR EIR LM (NIST NBS 706a)

WREE: 077 mg/mL; HEFEEF . 20 L
EcoSEC GPC in THF at 1.0 mL/min

(a)

1 x TSKgel GMHER-H (7.8 mm ID x 30 cm)
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Volume (mL]

Parameter From LenS8: MALS Literature values
M, (g/mol} 168,030 =

M, {g/mol) 289,900 285,000 + 23,000%
M, {g/mol) 426,780

PDI = M /M, 172

R,; (nm) 218 218 1"

* SRM705; A,
Standards; U.S

imek, S
Fisld Fiow Fractionation;

Wilay, 2011; p 233
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#WeRE: 1.014 mg/mL; AR 80 uL; SECViewitH {Fdn/dec =0.076 mL/g
EcoSEC GPC in THF @ 1.0 mL/min 2 x TSKgel GMHHR-N (7.8 mm ID x 30 em) @ 40 C
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