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Rabies vaccine

(Ao ./, 2553)

Ya81 Rabies vaccine
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1. Hufafu Wone nsdvn

2.\ inactivated vaccine fildinanwadimzidedluieaiie (vero cells wie primary chick/duck

embryo fibroblast cells 38 human d|pl0|d cell) & rabies ant|gen laitlosnin 2.5 iu

3. UiiaiuﬂﬂﬁuuvUiiﬁ]mamﬂﬁﬂﬂmmﬁva niouhgvhazaeUnaanide

4 amnsyy - Soen dndsznouiendiduarauusy Jusde Tudueny aiindn  was
wunzidouinsuelTeg e tnauuNUIIAtE LagaaInuuN1TuLUTIYeLIe
fiossryien daulsznausenddyuarannuise Yuiueny waziaviingn

- ffepnundasieulidniveigamngd 2 - 8 e waidea

AuaNUANIaNALlA
1. Potency luifosnin 2.5 iu/dose
2. Water content mmmumuﬁisﬂu finished product specification
3. Sterility sterile
4. pH 70-78
5. Bovine serum albumin laiunnnin 50 ng/dose
6. Pyrogens R PEAIRTEE
Bacterial endotoxins lainnnin 25 endotoxin units/dose
7. Safety ATIVU

Soulvdu 9
1. nansmsldsueygntung fouifvenfied mineluvsemalne wavdues (declare) wnds
Bl
1.1 luddmstunsidewsiniuen Me.2 ve.3 ve.d udusinsd)
1.1.1 Tunsaififueiindalulsemalne aneds ve.2)
1.1.2 lunsdidugniudilenisutaussy (aneda ne.3)
1.1.3 TunsdifiduenindnanesUsema anedis ve.d)
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1.2 Tudwedunzideusn ne. 1 veeduesA niouseasBeniivon1sAIuANAMAIN
voandnnmunTunzidould (finished product specification) nsgifiogseninens
WasulUasuAluiiniy agfeauuulenansnisveuilauinien  finished  product

specification

2. Tunsdiflewdsiulssmelne grdadosldnunnmaenideiusesnasgiunssdnesundninas
FsiRlun1sHEReIeINsENTIE513AIEY (GMP) Tumnnendiiause

Tunsaliidugidrandaszma fuandeaiidiunnmaievisdosusesnnsgiunsnan

NAANENINATIBNSTIAlUNTHAReYBSEImMALNAN 130 Certificate of pharmaceutical

products

3. LeNANSANAN YYD TIaUDTIAY
3.1 HANNIATITIATITANUNNNER S ATvDIHER AGertification of analysis) Tugnguilds
Jusega
3.2 HaM3ATAATIEiaUN WInNgAU (Raw, material) vesierd Ry ildlunisndnesud
dnduseteiaasaneuasinanagno
3.3 thdonsnsaeddnidesuandlulifiesazingauldun
- 091197 tissue culture \ABuanINaN13»3I9 residual host cell DNA uag

residual host(cell protein
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5.3 Tunsdlimhenemsvimsduiegsenidaeuiledimsalinsgiannm wiesunis
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5.4 gugazsesiulldsugdiesnlnavuneny viewleiinnisidenaninalglsenisiang neu
Amun
5.5 fisguunnseugauu cold chain system flaunsgu

6. LONAITOU)

5%

6.1 WARIHANTSANYY Long Term Stability naantisengvesennvunzileull

Jouuziamisunisi Spec. WY

- N38IAR ID AINUTIAINAIA W BN 0.7 iu/0.1 ml

- 9719 albumin lunszuIumswan AoeseyUsuIas albumin uazuanivayanIutaoneved
unasiin e
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