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g 1 Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection

malssmadoninguanssih - 2 SA, 2557

fom Equine rabies immunoglobulin 200 1U/mL, 5 mL Injecfion
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1 1 mL Usznaue2e Rabies immunoglobulin 200 1U
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1. Potency

9923 N"lumuﬁi:q‘lu Finished product specification

2. Protein content

< 10% wlv

3. Identification

a729: A WAzY U Finished product specification

4.pH’®

6-7

5. Osmolality

NLT 240 mosmol / kg after dilution

6. Molecular — size distribution

(By liquid chromatography)

9773 N”mmuﬁsquu Finished product specification

7. Sterility test

(k] mumuﬁs:qlu Finished product specification

8. Pyrogen test

ﬂi')ﬁ]&i'}u@lmﬁizq'lu Finished product specification

9. Phenol / Cresol

NMT 25g /L

10. Stabiliser

80% - 120% of the quantity stated on the label

11. Purity

By non-reducing polycrylamide gel electrophoresis

@579 mMaATzylY Finished product specification

12. Foreign proteins / Albumin

avavrhuaufiszylu Finished product specification

13. Extractable volume

@329k A NTTEYlu Finished product specification

wnowe ;- nsdenivlalaidn Preservative, Stabiliser 1uniiun1sas19da 9,10
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1.a‘hmewmUtanmin’lﬂﬁuagmnm{muﬁ sudsunifasminslulszndlng uszduns (declare) unsing®
1.1 luﬁwﬁ'ﬁynﬁi{umtﬂﬂu@iﬁum (2.2 N3 NE.4 UAILANTER)
1.1.1 WwnsdAduefindeludszinalng nanefs ne.2
112 lunstﬁﬁtﬂumﬁmhLﬁ'ammﬂwssq nueds no.3
1.1.3 lunsdifidusniidhanenolssne nungfs nos
1.2 ludvstunadone ne.1 vasenfianeman wiaunganduaiidansmuauammnyaInias el
auntunzdewly finished product specification) nszﬁﬁag:'s:‘v}iﬂanwstﬂﬁnuuﬂmuﬂmﬁuLﬁmzﬁ’aouuu
LNENIRIBE W IMNENNNTTaUA [aIWIDY finished product specification
2. LaNATIUIBINNAIFIUNTINAADN
2.1 nsdfimaalusanalng drAndasdidumnnndreniafeiusasanaspunisuiagiana
ﬂé'ntnmﬁ%msﬁﬁ'lumswﬁmmmaanszmwmmsmqﬂy (GMP n3a GMP/PICs) lunuaenfitanauns
2.2 nsdifufiwgmingrvinedrosana grAadsdidnnwieniiRasusasnaspunsuaagn
mwé’nmmﬁ?ﬁmsﬁﬁlummﬁmmmaaﬂszmm‘{wﬁm %38 Certificate of pharmaceutical products
3. ﬁummwr:hULanmsqmé'num:maamﬁmuaﬂm
3.1 WanIavRIleziguMwKRaniTiaina (Certification of analysis) 1ums'uﬁduﬂu¢'f’:aai’m
3.2 Namsmsammﬂmﬂmmwmnmu(Raw material) gasmanegilsluntsndam mmaowwammua*
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6.4 cjmm]:ei’aai”mﬂ?iﬂumtﬁam’lna"mmmq v\?aL‘fiaLﬁmmﬂéauf«mwﬁauﬁmu@
6.5 NTIiARIEBIMLgNR AN 71 2-8 asenisaLFig wuU Cold chain system Aldinasguansmaninast
GDP (Good Distribution Practices) IﬂmLamLanmiﬂizﬂaU
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741 luﬂimﬁluﬂztuﬂuﬂ'\&nlnﬂﬂqj 2 ﬁ WARINFUUINTNDNUHNINITANE Long term stability aqunau
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1= 8'h European Pharmacopoeia
2 = Website gudtayainamsswnssiom NTENTHANTITUGY
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