
:''r g a v [6 u o q cu dnuru v roy'r1y

U1 Epoetin atpha inj dooo lU
g o.:I:{ il g ru 1 a ri1 rn^t { ril {: rl :ssittj.:u r.J :st,r ru bdbsn

o. n?1ildO{n'l: Recombinant human erythropoietin al.pha (Epoetin al.pha) dooo lU

sotution for injection, o mL prefil.l.ed syringe dru:u d,ooo syringes

u. irrqrJ:va.rr{

(GPU : e'tdbc(c(o)
ol qqe w v ytt s 14 & w Aa A

rv{ 0 rraly :u x n u1 4! ? u t5 n LF| r:0 :,t yt}Jfl 1?v [a 0 o 0 1,t

- vqcl q ,
en. QfUdtJU9lVl?[U

dr t & o v d vqy^ q

m.o ;tJuuuu ttluur!:rno1ntfro cit,tfi:donrirldfrrr,tri.r Ltavftio dprudrraaoorrdonrir

;tJ uuuar:av61 u : u{Juar:n var ula hjfi fi r,riod rydolej ou

en.b drurJ:vnou U:vnoupTrud'lu't recombinant human erythropoietin atpha dooo lU

lu o railrunltuvur:q
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d.o Finished product specification : Erythropoietin injection
I
lJ0 Test items Specifications

d.o.o ldentification Meet the requirement

d.o.tel Biotogicat assay

ua o { zu a n1 :fl :? a o d1 {'[n o dxrafi .r

- Potency in potycythaemic

mice (in vivo)

- Potency in normocythaemic

mice (in vivo)

- lmmunoassay (in vitro)

nju ELISA y€o EA (En4yme Linked

lmmunosorbentassay),

RIA (Radioimm_uneassay)."-., 
" .
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tJ0 Test items Specifications

d.o.en pH (Acidity or atkatinity) b.b - 6't.d

d.o.d Dimers & retated substances

of higher motecutar weight

(raio Aggregate protein)

Not more than b.o7o

d.o.d Bacteriat endotoxins Less than bo lUloo,ooo lU of

erythropoietin

d.o.b Steril.ity Meet the reouirement

d.o.eql Particutate matter

- Size > oo Um

- Size > bd pm

Not more than b,ooo partictes/container

Not more than boo partictes/container

d.o.d Extractabte votume

(Votume in container)

Meet the reouirement

t)
1'O Test items Specifications

d.to.o ldentification Meet the requirement

d.b.b Biotogicat assay
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- In potycythaemic mice (in vivo)

- In normocythaemic mice (in vivo)

Not less than ooo,ooo lUlmg protein

Not less than ooo,ooo lUlmg protein

d.lcl.6n Protein content do - oboTo of stated concentration

d.b.d Dimers & retated substances of

higher motecute mass

(ra6o nggregate protein)

Not more than b.o7o

d.te.d Siatic acids Minimum oo mot of siatic acids/mol of

eMhropoietin

d.b.b lmpurity

- Host cett-derived protein

- Host cett-and vector-derived

DNA

Meet the requirement

Meet the requirement

d.b.6', Amino acid seouence anatvsis Meet the reouirement

d.lo Drug substance specification : Erythropoietin concentrated sotution

enl<.b.d Peptide...
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d.b.d Peptide mapping Meet the reouirement

d.b.c( BacteriaI endotoxins Not more than bo lUlooo,ooo lU of

efihropoietin
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d.m [o fl 6t.tf qfun 1ilro{ ejrd rauo :r nr (dr rumryl rirs)
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n. uTfi:vq'jrog'lunq'l Biopharmaceutics Ctassification System (BCS) Cl.ass en u6o

Ctass d

t. urfi fi rYtlfi nr :Ynrgr unu (Narrow thera pe utic in dex d ru gs)
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d.c(.en tonff1:v6onrnrirufiuaprrdrud'nunruq{i6nr:fi0''[unr:rfiuinurur (Good storaqe

practice for pharmaceuticals, GSP) nru WHO Guideline booen
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distribution practice for pharmaceutical products, GDP) nr:t WHO Guidetine boob
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