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cs::. 
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6'11. 

~-

fllW~n~ru:::buW1:::"l.I&Un Erythropoietin Alpha <r.ooQ U for injection • 

d 
®. 'll'Eltl1 Erythropoietin Alpha CS::,ooo U for injection 

~-~ ~1'W'I.h~nm.J 

hQl .fl1'll'W~'\..111~ 

~.cs:: umn 

btl'W lyophilized form e.J.:Jt.J1~'ll11Vl~'El'll11e:Je:Jm'Vl~'El.:JB'El'W 

bb~~Vl~.:J~1fl~~mt.J~1t.J\~hvh~~mt.Jbb~11~6'111~~mt.J~16'1 hH1~ 

~1t.J1611~tyth~fl'El'\..1~1tl Erythropoietin Alpha CS::,ooo U 1'W ®vial 

'1..111~ 1 'W'll1~bbtl1611Vl-r'l..1'1..111~ t.J15~'lh11"1~1m ~e:J 
' ' 

- ~e:Jt11, ~1'W'I.h~ne:J'I..1~1t.J1~1~t1Jbb~~fll11:Wbb1.:J, l'We.J~~. l'W'Vl:W~m~, b~'ll~e.J~~ 
bb~~ b~'ll'Vl~ b u t.J'WI?h-r'\..1 t.J111B~1.:J-ir~ b ~'W'I..l'W'I..111~firu6fl 

' 
- 'l..l'Wfl1'll'W~'I..111~e:J~1.:JtJe:Jt.JI?i'm1~'4~'Elt.J1, ~1'W'lh~ne:J'I..1~1t.J1?h~tybb~~fll11:Wbb1.:J 
, l'W'Vl:W~mt.J bb~~b~'llVie.J~~ 

' 

Ql.® Finished product specification : Erythropoietin Alpha CS::,ooo U for injection 

!0Jruaa.~u~'Vl1.:J b 'Vlfl!UA Specification 

Identification \?l':i11il~1'W 

Biological assay bb?f~.:Je.J~m':il?l':i11il€l~1-:Jb~€J~1-:J'Vl~.:J 
- Potency in polycythaemic mice (in vivo) ~o-®lv<t% 

- Potency in normocythaemic mice (in vivo) ~o-®lv<t% 

- Immunoassay (in vitro) b'li'U ELISA 'Vl1e:J EIA \?l':i11il~1'U 

(enzyme linked immunosorbent assay), 

,, RIA (Radioimmunoassay) 

pH b.b-b'li.CS:: 

Dimer&related substances of higher molecular NMT lv.o% 

weight ('Vl1€J aggregate protein) 

Bacterial endotoxins Less than lvo IU/®o,ooo iu of erythropoietin 

Sterility l?l':i11il~1'U 

Particulate matter 

- size ~ ®o 1-Jm NMT b,ooo particles/container 

- size ~ lv<t 1-Jm NMT boo particles/container 

Water content NMT CS::.o% w/w 

~· 
. ~ 

........................ th~u1'Wfl':i1:Wfl11 

( 'W1.:J~fl'l3:Wfi! th~b~:W ) 
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m.® Drug substance specification : Erythropoie~in concentrated solution 

Arua3Ju~vn:~b'Vlfl1Ufll • specification 

Identification \?l':i1~~1'W 

Biological assay bb6'1~-:Je..J~fl1':i\?l':i1~tlth~1~t~th-:!VI~-:J 
- in polycythaemic mice (in vivo) NLT ®oo,ooo IU/mg protein 

- in normocythaemic mice (in vivo) NLT ®oo,ooo IU!mg protein 

Protein content ~o-®®o% of stated concentration 

Dimer&related substances of higher molecular NMT®.o% 

mass (vt'1t1 aggregate protein) 

Sialic acids Minimum ®o mol of sialic acids/mol of 

erythropoietin 

Impurity 

Host cell-derived protein 
I 

- \?I~'J"ile.J1'U 

- Host cell and vector-derived DNA \?I~'J"il~1'U 

Amino acid sequence analysis 
I 

m1"ile.Jl'U 

Peptide mapping \?l':i'J~e.l1'U 

Bacterial endotoxins NMT ®o IU/®oo,ooo iu of erythropoietin 

<9l. ~ b?I'Ue:J~1m~m ~'U~1 b 'U1fl1'1"l~1 t.1 be:J tl?l1~ 'l"l~m.Jm t.Jile:J~e:J~\.J~e:J-:1 be:J tl?l1~ 1~t.J ~ilrl1'U1"il~1t.J~~ bBt.J ~~-:~.0 
~ ~ 

(9) .(9) btltl?l1~tl1~ 1~-r'Ue:J'U tu1\?I~'U'Vl~bD t.J'U~ 1-r'Umb ~mhvttl1t.J 1 'UU~~ b Vl\411 Vlt.J bb~~~1bb~-:J (declare) bbVI~-:Je..J~\?1 ' .., 
(9).(9).(9) 1LJ~1ri't1Jm~~'UVl~b'iJt.J'U~1-r'Ut.J1 (Vlt.J.® Vlt.J.m Vlt.J.c() bbGl'Jbb~mru, m~e-.~~~?~1'UtJ~~bVli411Vlt.J 

(VI:Wit.J~-:1 Vlt.J. ®),t.JIUWihb ~m U'Utl1~bb U-:J'U~~"il(VI:W1t.Jt=i-:~ Vlt.l .m), t.11U1boU1"il1tl~1-:JU~~b Vl\41 (VI:Wit.Jt'i-:~ Vlt.J.c() 
' 

(9).<9l.® 1LJf11"1le:J~'UVl~b'iJt.~'Ut.J1 Vlt1.<9l vt~t~ t.~.<9l "1le:J-:~t.~1~b?I'Ue:J~1m 'l"l~e:J:w~1t.J~~bBt.~~,XJ-llt~m~ 
m'Ufi:W¥1 rum'l"l"1le:J~e..J~ \?\Jl ru6Vi \?11:W~~'UVl~b 'iJ t.I'U (finished product specification) mru e:J~ ~~VIl1~tl1~b 'IJ~ t.I'Ubb 'IJ~~ 

' ' ~ 
bbm"1lb~:Wb~:W"il~~e:J-:Jbb'U'Ube:Jtl?I1~VI~e:J~1b'U1fl1'1"ltl1t.Jtl1~"1lmbm"1l (t.J.ct) :WI'I"l~e:J:w finished product specification 

bb~~/VI~e:J Drug substance specification 1~t.J"1le:Jbbm"1lne:J'U1'U'IJ~~m141'1J~~m~~~fl1Bb~tlVl~B'Wtl~ bb~~hhn'U ® tJ 
ru 1'U'IJ~~m141'1J~~m~~~f11B b~ tlVl~e:J'Wm~ 

<9l.® be:Jtl?l1~-r'U~e:J~:W1\?1~:01'Utl1~e..J~\?It.l1 • 
"" 

<9l.®.<9l mru~e.J~~?~m1 'UU~~ b V11411 Vlt.J ~e..!~l?l"il~~t~~i1~1b'U1il1'1"l~1t.JVIU~~e:J-r'U~B~:W1\?I~:01'Utl1~e..!~l?l 
~ . "" 

t.J1\?11:WVI~mnru6Vi1fim~e..~~l?l~~ 'Utl1~e.J~\?It.J.1 PI CIS (pharmaceutical Inspection Co-operation Scheme) 1~t.J 
vttl1t.J~1'U PIC/S participating authorities VI~Bi1be:Jtl?l1~-r'U~e:J~:W1\?I~~~'Utl1~e.J~\?It.J1\?11:WVI~mnru6i'ibb~~1fim~Vi~ 

1 'U m~e..~~~?~t.J1"1le:J~~~i! m1'Ufltl!~ m~:wm~mvt1~ bb~~ t.J1 m~Vl~1~?1151~ru?l"1l ~~n1vt'U~<ff'U 1~ t~i1¥111:W?Ie:J~f1~e:J~ . ' 
1 'UVI:W'J~ t.1 ~~ b?I'U e:J"111 t.1 u'\Ju~1?1 ~ 1?11:W~e:J'U m~ 

' 

6t ........................ m~:wm~ ........... )~;:-:.'.......... m~:wm~ 
('U1~?11151~.W ~~~t.I~'U\41~) 

' 
('U1~?111tlt.J~'I"l~ Vl~~4t.J) 

' 



@J. ~. ~ mri'h tl'W~Tt.h b oU11il1twh\lth'~ b Vlf"l ~ ~~ ~ ~B\Ii1vtir\l~€1~1 b 'W1.fl1'Vlth~vtir\l~€1~'t.Ji€1\l 
"V 

ll1~i~1'Wfl1i~~~~1~1llvt;;l'mnruen~J5~~1 'Wfl1i~~~m PIC/S (pharmaceutical Inspection Co-operation 

Scheme) 1~~vt'l11~\11'W PI CIS participating authorities uD\Jci1~~~1llifJ'llfl1i~i'dlil?ifJ'LJ 1~~i1t:-~l;'lfl1i~'t.Ji€1\lf'i\l 

1'W'lh~mf"lth~m~i1fl1~ib~nVliBilm1 vt~Bm~~l;'l€1~"1i'Vl bb~'dbb~mru 
' 

<V "" ~ . b€1fl?i1iflrul;'l n~ru~'ll€1\1 ~1Vl b?i'W€1i1fl1 
' 

hC9J ~l;'lfl1i~i'dlillbfli1~~~ru.fl1'Vl~~~.nruen'1J€1\I~t:-~~~ (certification of analysis) 1'W~1i'W~?i\lbtl'W 

~.~ ~l;'lfl1im11illbfli1~~~ru.fl1'Vll~~~'LJ (Raw material) '1l€1\l~'dm~1~t1J~1m'Wfl1i~~~mi'W~?i\l 
btl'W~'d€1~1\I~\1'1J€1\1~~~~~1bbl;'l~~~~~1~~~'LJ 

'V 'V ' 

m. ~ b?i'Wm1m~m?i\1~1€1 ~1\lt11€1 ~1\I,J€1~ ct vials sg'~ b tJu~1 bb VJ'Wbb?i~\li1~!;'1~ bB~~ 1#i'r1i'llli'1'W~1ll~n1vt'W~ 1 'W 
'V 

vhoV'Bflru?illD'~vY1 1 't.JoV'1\I~'W 1 'Wl'W~'Wb?i'Wm1fl1 
' 

cs:. mi'lJi~tl'Wflrum'Vl~1~?i\lllfJ'LJ 
' 

cs:.@J m~'ll€1\lm~?i\lllfJ'LJ~€1\11~,JfJ~fl11 @) tJ iruo;nn1'W?i\lll€l'LJ 
' 

cs:. ~ ~1Vlfl\11~~?i\lll€l'lllil ~~€1\l?i\1~1 b 'W1.fl1'Vlth ~ 1 'll~'t.Ji€1\1~!;'1 fl1im11illbfli1~~m~'W~?i\lll€l'LJ'1J€1\I~~~ ~ 
' ' 'V 

bbl;'l ~ 1 't.Jl bfli1~~-r~~~'LJ'1J€1\I ~~~~-r~~~'t.Jm .v~~~ ~1~'U~?i\11J€l'LJ 
~ \1 C! q 

CS:.m ~'1J1~1il~~€1\l-r'LJ b 'lJ~ ~'W~1 bri€1 ~11fl~Vlll~€11tJV!~€1 bri€1 btl~ fl1ib~€11.J?i.fl1Yl#i'1 ~'\.Ji~fl1i 1~ 6'] flfJ'W n1vt'W~ 
"' ' I 

cs:.cs: i1i~'LJ'llfl1i'1J'U?i\lbb'LJ'LJ cold chain system ffi#i'll1~i~1'W 

"" ct. b€1fl?i1i€1'W1 

ct.@J bb?i~\l~l;'lfl1i~fl~1 long term stability ~l;'l€1~'1i1\I€11~'1J€1\1~1~~'WVl~bU~'WH 
ct.~ 'LJ~~Vl~€1\I'LJ~Iil1f1Syringe '1J'W1~ m ml,Needle ~oXC9J"bbl;'l~Needle ~mlx@J/~"€1~1\Iil€1~ C9J 'q~ 

~€1 C9J vial 

b. fl1iDi~bil'WI"hDi~~VlBi11'Vl~€1i1fl1 (Price Performance) i1~l;'l~bB~~~1llb€1fl?i1iDi~m~i1fl1Bb~flVli€1ilm1' 

~ 
.... ~ '\.Ji~n1'Wfl1illfl1i 
( 'W1\I;;lfl~llru '\.Ji~b~ll ) 

&Y ........................ fl1illfl1i 

('W1\I?i1151~ti ~\l~~~'t.Jf"lJ) 
' 


