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1. Appearance of the solution msm&immmﬁisﬂu finished product
specification
2. Identification ADILAAINANIINTIVOE DY 1 35 Tu 575
T

- CZE 50 IEF

- PAGE taz/#50 immunoblotting

- Peptide mapping / LC

- Anti viral activity

- HPLC
3. pH maﬁ]ﬁhummﬁizﬁlu finished product specification
4. Osmolality mmmummﬁssq‘lu finished product specification
5. Sterility sterile
6. Bacterial endotoxins laiunnni1 100 endotoxin units / mg of
interferon
7. YSunausnendingy 84.0 - 116.0% of labeled amount of interferon
8. Purity 1m&38 HPIEC %38 HPSEC mafﬂmumu‘ﬁizﬂu finished product specification
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/ Impurities 141 oxidised forms, dimers

and high molecular weight substances

9. Anti Viral Assay 80 - 125 % of the stated potency
10. Moisture / Water (nsdhJuws) laiviu 3%

11. Wisyywilaves preservative Aldlunansnuisne
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Bl
1.1 luddymstunadoumiue (8.2 .3 ne.4 udusnse)
1.1.1 lunsdduenfindaludsanelng (e ne.2)
1.1.2 lunsdidugniudiilenisutaussy (aneda ne.3)
1.1.3 lunsdfdusnthdhandadseneg Manedis ve.q)

1.2 Tudvetunsdeus ve. 1 veseilauesen niousieagideaitenisnmuauamnn
yasnansnminuiitunzdeul’ (finished product specification) ﬂiaﬁﬁagﬁwdwmi
WasuwlasuAludindiy ssfosuuuienaisnisventlonindoy  finished product
specification
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Tunsdifiduenidranaedseme grdasiotlidnunmeaentidesuseannsgiunisudn
gIMUNANLNAIIoNTNRIUNIRERE e TBINALNGR w38 Certificate of pharmaceutical
products

3. LANANTAMAN YLD TILALBTIAT
3.1 NAMINTIVIAPRAAMN NN UNVOERER  (Certification of analysis) Tuensuiids
Jusee

a

3.2 HANIATINATIERUAMNINGAU (Raw material) vesmed@dgildlunsnding13un

q
Y a

duludegaimwenaneuazinaningau
3.3 Wdensnnadrgyresantluluinseiingau taun
- 9111310 recombinant-human interferon ABILARAINANIINTIA residual host

cell DNA wag residual host cell protein
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4.1 Hauesinn fesdinegNeegley ... WEUsIie  Jadudunuuans
eazidunlansuiiumuiimualuitenuaudin e

5. M3UsERunMAMETIdmDY

5.1 D1gvosedswevdosliitosndt ... (fow / U wmusinsal ) duaniudeey

5.2 gmnneiidmey wxdesddiunwiieluiusesmanInTaiinngiojuidaeuves
duanuazlulieszingurestinan ingauiilinanejuiidmey

5.3 Tunsdliimesvnsvihmsduineguefidueudiedmainnziganm mheswns
wyihmilsdedosweiegieen Tnsfuisazdesdeifindnnuduiuiviienensdmsie
AnneiuasidufuRaveuailiinglumsmssinsziganm Tunsdiinuin eilsiduly
MINAMANYLLANTE YUIIIVN1TVANUENTLUSURIITUINTAUDTIAEIFINAIVDS
faneuas/mierkanluadiiely

5.4 fanpazdesiuasusileilndvuneny viedlafnnisidenannieusnislag rou
AU

5.5 flsUUNSYUAIUY cold chain system lFiATsIU

6. LONAITOU)

6.1 WARIHANTSANYY Long Term Stability naantiiengyesennTuneleull
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