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2. g‘ULLUUﬁ 1 Usgnaume immunoglobulin G.....¢ TuUsuas...ml Tuau1aussy.... ml v3e
sULUUT 2 ileaganeudail immunoglobulin G..... Tut3anms.....ml luuneussy...... ml
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1. Identification waRsHan1395Ialne 3l 3sui 1wy
- Immunoelectrophoresis
- Immunodiffusion
2. Anticomplimentary activity 14itAu 50% (1 CH50 /mg 89 immunoglobulin)
3. Prekallikrein activator [PKA] TailAu 35 iu/ml (30g/L 989 immunoglobulin)
4. Anti-A and Anti-B Haemagglutinins 1 to 64 dilutions do not show agglutination
5. Anti-HBsAg ﬁh@%’lﬁ'qm 0.5 iu/g ¥®9 immunoglobulin
6. Osmolality laitfoanin 240 mOsmol/kg
7. pH ATavE RSzl finished product specification
8. Anti D antibodies m’sﬁwhummﬁﬁzﬂu finished product specification
vsenansluluInseringdu
9. Total protein Litfesndn 30 ¢/l wasdiAnegsening 90-110% ves
Unalusiuiieansey
10. Molecular distribution m’sﬁwhumm‘ﬁlizﬂu finished product specification

(Monomer + Dimer)
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11. Protein composition 1ne35 Electrophoresis : Not more than 5% of
protein has a mobility different from that of the
principle band

12. Water ( n3@itdu lyophilized powder) m’mr}humuﬁizﬂu finished product
specification

13. Sterility sterile

14. Pyrogens m?ﬁ]r;hummﬁizﬂu finished product specification

Foulvdu 9
1. nansmislisueygatungdouiiuenfiod mineluvssmalne wagduns (declare) wnds
Bl
1.1 uddymstunadeusnuen me.2 ne.3 ve.a udusinsel)
1.1.1 Tunsdififueindalulsemalng ey ve.2)
1.1.2 Tunsaifidugnindiion1sutsussy e vg.3)
1.1.3 TunsaifiduenindnanesUsema aneiismed)

1.2 ludvetunzifouen ve. 1 vesiliaussnn wienstagidntonisaununmam
yawansasmuiivunzdoul’ (finished product specification) ﬂiiﬁﬁagjizwﬁwma
Wavuwdasudlufisdy sgfosuuuiengisnisvetilonimdes  finished  product
specification

2. Tunsalngmanluussmalng dnandeddpuinang wrididesusewnsgumsanemumaninae
aqa PP a a
FBsnRlunsane1veinsenRd@sIsaay (GMP) Tunmnegaueuiy

Tunsdifidugnivdranadsgme, gndsdedidiunmaentidesuseansgiunisudn
GIRNVENININIENTARLUNSHAREWaUsEINANKAR WS Certificate of pharmaceutical
products

3. lenansAudn vz e iauasian

3.1 HANNIATINNATITAAUAWNERSATIvDIHER  (Certification of analysis) Tugnguilds
Juseg

3.2 uammTAlaTEiaunmIngAu (Raw material) vesferddyiltluniandneisui
dufuedeisesininuaindningiu

3.3 vhtemsnseddnidouanduluinnesiingauldun

- LEMIN13MTIY Anti-HIV-1, Anti-HIV-2 , Hepatitis B Surface antigen , Anti-HCV
(Antibody against Hepatitis C Virus) 31 H1U1195§1U
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- anti-D Antibodies
3.4 findng1ususesin wanahfhiandniliannmauAsgIuEInaltl NIBSC (National
Institute for Biological Standards and Control), AABB(American Association Blood
bank), PPTA (Plasma Protein Therapeutic Association), annnntng

4. §981987
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4.1 Hauesinn fesdiinegNeegeley ... MgusIie  Fadudiunulan
JwazdenldasuiumunimualuivenuautRnilu iy

5. MyUszununweidaou

5.1 ongueseidwaudeslitosnii ........ (fou / U udusinsil ) Tuanniudeey

5.2 swnneidwey xdesdsdnnnaigluiusemanisnsalinizsionjuiidmoures
Ananuarluiinneiingiuvesinaninguilinaneniuidmeu

5.3 Tunsdliivihenenmsvimsguiegseniidaeuiledinsaliesgiamnm hesunis
wihwilsdetesvefedieen Tnofueazdesdisniiudnaiugmoniivingsunisdnsa
Anzsinasduifuiavoumlddeglunsnnalinszhgamwlunsaiivui orliduld
AINANENBUZIANTE MUI8519N15VeANUENS IS URINIaNNISEUeTIAEIRINa1Ives
fanowas/miefkanluadiiely

5.4 fanvadesiuasusileilndvuney MeilainnsidenanmieUsznslag rou
AU

5.5 AI¥UUNSVUEWUU cold chain system ﬁié’mmgm

6. LONAITOU)

6.1 wanIHanIsANwY,Long Termistability naantiseigvesennTungileull
6.2 WanadeTUTEIUAITNER (Lot Release) ANNTUANIANARTNITUNNE

Jouuzdnwuaua1%5un15ih1 Spec WY
Administration set MlFNUNaRI IR IsITUY AT membrane filter
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