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1. Identification ARNEAAINANIINTIF0ENEY 135 Tu 535 laun
- CZE ¥50 IEF
- PAGE *immunoblotting
“Peptide mapping / LC
- N-terminal sequence analysis
- HPLC
2. Potency 80 125% vB9aanszy
3. Sterility sterile
4. Bacterial endotoxins lailAu 2.5 endotoxin units/mg
5. pH 38-4.2
6. Extractable volume m’m&i’mm’mﬁszﬂu finished product specification

7. Particulate matter visible particle practically free from particles
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1.1.3 Tunsaindusnvidnainaausema Muneds ve.d)

1.2 ludvetunzifouen ve. 1 veseilaussna wionsieasdentonisaununmam
yamansausmuiivunzdoul’ (finished product specification) ﬂia‘iﬁagﬁwdwms
Wasuwlasudludindiy avfasuuienaisnisvendlonmdey  finished product
specification

2. Tunsdifewdslulszmelne frdadosiduunnmaenideiusesnasgiunssdneinuvdninasi
FBsilun1snanvesnsENTIEs13EY (GMP) Tumnnendiausneg
Tunsaliidunindrandassna fuandeaiidiunnmaievisdosusesnnsgiunsnan
NAAENINATIBNSTIAlUNTHAREYRIUSEImMARNAN 130 Certificate of pharmaceutical
products

3. lONANSANAN YUY TIaUDTIAN
3.1 HANIATITIATITRAUANNERSATIvDINER  (Certification| of malysis) Tugnguilds
Judegng
3.2 uamnsalaEiannmingAu (Raw material) desiasrddyiltluniandneisui
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3.3 demnsnddnidesandululinzsiingauliia
- HAIUUTENOUVRIAUYSRART FoWEAINITNTIV Anti-HIV-1,  Anti-HIV-2 |
Hepatitis B Surface antigen, Anti-HCV ( Antibody against Hepatitis C Virus)
1 HIUNRTEIU
- purity: LiJe8n11495% Vo9 main peak

- impurities with higher molecular masses : ldifiu 2%

4. §py1981

[y '3 = &

4.1 Hauesinl HRIAIegNeIegNleY ... mhgusIeiae  Fadudunulans
eagldualfnsun LU ualuitenuaudR U6

5. M3UsEAUAMAMETIdmDY
5.1 engueseidweudeslitosni ........ (fou / U udusingal ) Tuanniudey
5.2 gmnneidmey xdesddunwiieluiusesmanInTalngiojuidaeures
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5.3 lunsdifivihesvmsvhmsduiogseiidmeuiiiedsmmaiiaszinauamm mhenvns
wihmilsdefeswesognee lnefueazdosdseniindnmudiuiivinesvnsdmsie
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5.4 funeazdesiuasusiiieilndvuneny vieleinnsidenaniwsneusznnsla feu
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5.5 S5¥UUNTUUANKUU cold chain system filFunsgy

6. LONAITOU

6.1 WAnINANIANYT Long Term Stability naantisengvesennvunzileull

Jouuziamsunisia Spec. W
litlenasseyvilauazUsunalved stabilizer Mlvlugnsnisy
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