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AusulATlY
1. n36 solution Wuansavansla hifld Unannide
nsdl lyophilized form tJunsendunniovrnoenuietseu wagnasainazaignisdvinasaiy
wildansazaneila Lia
2. Usgnausme recombinant erythropoietin alpha ....... iu
3. Uiiﬁﬂ,umwwiiﬁ]mammwaammmmwmmm (pre-filled syringe) Uimmmﬁua
4. amnsvy - Feen dulszneudendidguazeuuse Yundn (Tuduesy afindn  uas
wunzdouisuelieg e tnIuUNUIINNG RN UNABULUTIIVSOVADAUTTY
gmfeudn egnsliondessryien dnlsenatinendafyuaranuuss Tuduey
waziauTikGn
- %flaves erythropoietin #4371 1@uaiin alpha

AuENUANIMALA
1. Erythropoietin identity AOIMAAINANITNITIVOYNUBY 1 35 b 576 (819
wandlululinszievselulinsiziingdiu) laun
- CZE %0 IEF
- PAGE + immunoblotting
- Peptide mapping / LC
- N-terminal sequence analysis
- HPLC
2. Assay
-Biological assay (Potency) AOILANINANITNTIA Biological assay lae3slais

wilseenetios 138 Tu 3 38 1eun
- In polycythaemic mice (in vivo)
- In normocythaemic mice (in vivo)
- Immunoassay (in vitro)

lpgdl potency 8g5eMi4 80 - 125% ¥8RAINTEY
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-way HPLC (91dl) n3difika HPLC uansU3uas erythropoietin 13l
isqﬁl‘u finished product specification

3. pH m’m\imm’mﬁizﬂu finished product specification
4. Bacterial endotoxins/ Pyrogens maﬁ]ﬁhummﬁizﬂu finished product specification
5. Sterility sterile

6. Particulate matter maﬁwhummﬁizﬂu finished product specification

7. Extractable volume (ﬂiz’ﬁg‘dLL‘UU solution) m’sﬁ]r;i’mmmﬁizﬂu finished product specification

Foulvdu 9
1. nansmslésueygtunsdouiueniiedmineluvssmalne wagduns (declare) wnds
Gl
1.1 luddgmstungifousiiuen me.2 ne.3 e.4 udusnsed)
1.1.1 Tunsaiffueindalulsemalne aneds ve.2)
1.1.2 lunsdidugiudiilenisutaussy (aneda 1e.3)
1.1.3 Tunsdifdusnindnannssussana (uneiis med)

1.2 ludvetunzifouen ve. 1 vesiliaussnn wienstagidntonisaununmam
yamansausmuiivunzdoul’ (finished product specification) ﬂiiﬁﬁas{j%uimmi
Wavuwdasudlufisdy sgfosuuuiongisnisvetilonmden  finished  product
specification

2. Tunsalnemdnlulssmelng guandeddinang wrisdesusewnnsgumsnang1mamaninae
aal P a A
FBsidlunsudne1veinseniadisnsaay (GMP) luniineiaueuy

Tunsdifidugnidhanadsgme, gndsdedidnunmaentidesuseaunsgiunisudn
gINVENINUINIENTNRLUNIIHERWaUsEINANKAR vSe Certificate of pharmaceutical

products

3. lenansAudn vz el Tiauasian
3.1 HANNIATIVNATITAAUANNERSATvDINER  (Certification of analysis) Tugnguiids
Juegn
3.2 HaM AT ATIEiaunWIngAy (Raw material) vesferddyltluniandneisui
dudushegaiaaskansuasinaningiu
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3.3 shdonsnaddniidesuandluluiinszsiingavlaun
- WAMINANITMII residual host cell DNA Wae residual host cell protein
- sialic acid
- dimer / related substances of higher molecular mass LAAINANITATIV 1AYIT
SEC (Size-Exclusion Chromatography) #3e HPSEC lsiifiu 2%

4. fegaen
4.1 Hlauesinn fesdiegeeegley ... WeUsTae Jududunuuans
eatdunlansuiaununiualuitenuaudin e

5. M3UsERUnMAME MDY

5.1 onguesefidwoudeslsitdonia ... (fou / U udusinsal ) duanniudeey

5.2 gnneiidmey xdesddiunwiieluiusesranInTalingiesuidaeures
duanuazluliasziingiurestinan ngauiilinanejuidmdu

5.3 Tunsdliviesensvinmsguiegsefidueuiledimsalmmginanm winesunis
wyihmilsdedosweiegieen TngfuisazdesdeiiiuBppudnnuiniienensdmse
Ainesinasduifuinveulddelunsnsaligiammn Tunsafinuii erliduld
MINAMANYLIANTE YUIBIIVNITVANUFNSLUSURANTUINTEAUDTIANEIAINAIVDS
faneuay/vieruanlun el

5.4 feazdosuidsusiilesilndmuneng wisedlaiinnsidonanmieusznslag deu
AU

5.5 §l5UUNSYUAIUY cold, ehain system 7lFiAssIU

6. LONAITOU)

6.1 WARIHANTSANYA LongTerm Stability naantiseigvesennTunzileull
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