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en Erythropoietin alpha prefilled syringe injection cf,ooo iu. 1 ~~'VW1\J1~~e:Jm~~ 

en Erythropoietin alpha prefilled syringe injection <f,ooo iu. 
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m. lJ~~~1'UVl~e:J~lJ~~~81'1"l~e:J:UU~ (pre-filled syringe) 'IJ~11'lllil1flb~e:J 
cs:. umm~'-l 

' ... ' 
~e:Jm ~1'U'IJ~~ne:Jul?i'181~1~t\jbb~~fl11:Ubb~~ 1'U~~I11 1'U€1'Um~ b~'tJVJ~~\11 bb~~b~'tlVl~bD8'U~h-rLJ 

c.11 B m.h~<U' ~ b lil'U LJ'U LJ ~~~U.fi ru~ u~ 1 flLJ'UV!~ e:J ~LJ ~~lil 81'\"l~e:J:uu~ e:J ~ 1~'\J e:J 8 ~e:J ~~ ~'U~e:J 81 • • • ., ' 

~1'UU~~ne:JLJI?i'181~1~ru fl11:Ubb~~ 1'U€1'Um8 bb~~b~'tJVJ~~\11 .. . . 
'llU~'tle:J~ erythropoietin ffi~11btl'U'11U~ alpha 

"""" "" fJru?l:U'!J 111Vl1~ bY! fl'U fl 

(9). Erythropoietin identity 

~. Assay 

Biological assay (Potency) 

~e:J~bb?l~~~~m~l11~11ile:J~1~-ue:J8 (9) in 1 'U cf in 

(e:J11ilbb?l~~1 'U 1 uibfl~1~'1181Vl~e:J1111~~LJ) 1~bbn 

CZE Vl~e:J IEF 

PAGE+immunoblotting 

Peptide mapping/ LC 

N-terminal sequence analysis 

HPLC 

~e:J~bb?l~~~~f11~111~11il biological assay 1~8i5'l~in'Vlti~ 
e:1~1~.Ue:J8 <9lim 'U m in 1~bbn 

In polycythaemic mice (in vivo) 

In normocythaemic mice (in vivo) 

Immunoassay (in vitro) 
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bfl. pH 

ct. Sterility 

<t. Pyrogen test vt~B Bacterial endotoxin 

b. Particulate matter 

(;')}, Extractable volume 
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' "' 
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t.l1\911~vt~mnrusv1i6m'Je.J~\9l~m'Wf11'Je.J~\9lt.J1 PIC/S (pharmaceutical Inspection Co-operation Scheme) 1~t.J 
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tv. mru~1~1 "lit.~11'i''Wbb 'U'U l'i'B.:JiiflruG'I~u~ b tl'WCJ16fi11'\9lt1fl~1 t.Jfl~.:J (Biosimilars) b ~Bb vt\9le.JG'l~1'Wfl11~ 
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Q1.b€1m'l11flru~n~ru~'1J€1~tnVib6'1'Wm1A1 

Q1.(9) N~n11~11"ilibfli1~~flru.n1'We.J~~.nruBV'i'1J€1~~e.J~~ (certification of analysis) 1wni'W~~~btl'W 

Q1.l!J e.J~n11~11"ilibfl11~~flrui11'W1~~~'U (Raw material) '1J€1~~1t!16'11~t~J~1-ul 'Wn11e.J~~t'.ni'W~?i.:J 
btl'W~1€1~1~~~'1Jm~e.J~~~nbb~~~V-J~~1~r1~'U 

'IJ 'IJ ' 

Q1.Q1 ~1-1l'Bm1~11"il6'11~qj~l'i'€1~bb6'1~~ 1 uibm1~~-r~~~'U 1Ji'bbfl 

- bb6'1~~V-J~n11m1"il residual host cell DNA bb~~ residual host cell protein 

- sialic acid 

- dimer/related substances of higher molecular mass bb6'1~~V-J~n11~11"ilbm.J15 SEC 

(Size-Exclusion Chromatography) Vl~€1 HPSEC hJbfi'W l!Jo/o 

cs:. ~1€1~1~tJ1 ~b6'1'Wm1A1 ~€1~~~~1€1~1~€1~1~,j'€1tJ b sets ;~btl'W~1bbVl'Wbb6'1~~11tJ~~b~tJ~1Ji'fl1'Utl1'W 
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ct. mitJ1~n'Wflrum'WtJ1~~~lJ€1'U 
ct.(9) e:J1~'1J€1~ tJ1~~~lJ€1'UI'i'€1~ 1:U,J€1tJnl1 (9) tJ 't!'U"il1n1'W~~l.l€1'U 
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ct. Q1 ~'1J1 tJ"il ~~ B~~u b tJ~ tJ'WtJ1 bd€1 tJ11n~VllJ~€11 tJVl~mdmn~ m1 b~Bl-lG'ImwJ\1 t1tJ1~ m11~ 61 fiB'Wn1Vl'W~ 
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ct.cs: ih~'U'Un11'1J'W~~bb'U'U cold chain system ~1Ji'l-l1~1~1'W 
..1 

b. b€1n6'111€1'W 1 
b.(9) bb6'1~~V-J~n11Pin~1 Long term stability ~~€J~·1h~€11~'1J€1~t!1~;'WVl~b'litJ'W H 

m!. n11tJ1~ bil'W~1U1~~Vl5i11'W ~m1r11 (Price Performa nee) 11tJ~~ b~tJ~~1lJ b€1n6'111Ui~ m~11r11 
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