qmé’nwmzquwaam

Factor VIII ....... iu injection (§1%35U plasma derived)

(Ao ./, 2553)

w1 Factor VII ... iu injection

AnsulATlY

1. K9E1EYI Y30 VEBNMARY

2. Usgnausie human coagulation factor VIl ........ iu @al#a1n human plasma

3. Us9qlUNTUEUTIYEIER UTAnLTe

4. a8y - Yewn dnlszneudnendidyuazaunss  Tuwde fuéuaﬂq euTHAR  way
wunzidowinsuelieg e tnauuNUIIRaNe WagaaINUUNITULUTIYRLNIoY
FosszyTon drusznausendfyuazauuse Sudvend Sazauiings

- ¥ human derived factor VIl

AuENUANIMALA

1. Specific activity Taisindn 1 iu e AFU ves facter VIl siefiadnsulusiiu
(1AFU=1 iu)

2. Factor VIII activity 80 - 160% of stated petency

3. Solubility azanenuangl10 11l uagldasazaneila viequidntes 1ufid
vive Hdeoninaos

4. pH 6.5- A5

5. Sterility sterile

6. Anti-A haemagsglutinins 1 tow64 dilutions do not show agglutination

7. Anti-B haemagglutinins 1/to 64 dilutions do not show agglutination

8. Pyrogens m’sﬁls\i’mmmﬁizﬂu finished product specification

9. Stabilizer maf\]&hummﬁizﬂu finished product specification
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Foulvdu 9
1. wonansmslésuonyiunsifousiveitedmielulssmdle uwarduns (declare) umas
HER
11 luddnstunadewsinfuen Me.2 ve.3 ne.d udusinsd)
1.1.1 lunsdidusiisdnlusemalng vunefls ve.2)
1.1.2 lunsalifugminduitenisuisussy mneds ne.3)
1.1.3 lunsdidugnindhannsisussma (nnedls ve.4)

1.2 luAwaTungidous ve. 1 ve31ldussinl niouseasBuniivan13AIUANANATN
a (Y (3 d‘d’{ = Y . . .o . A 1 1

voawanSunnunIungidoul (finished product specification) NIUNDEYILNINNIT

wWaguuUasunluiiniy szdesuuuenalsnisvenntuuinies  finished  product

specification

2. Tunsalnew@nlulssmdlng guandeddnanaenisdeiusewnnsgmnsnangmamaninas
aql P a ‘:l'
FBnsnAluN1THARE1VRINTENTIESITUEY (GMP) Tunaineiiaweue

TupsaiiduendndrandsUseme  grdndedidiunmeientisdosusomnnsgiunisnas
PIUVENININITNTARLUNIHEREvRUsEINANHAR %S Certificate of pharmaceutical
products

3. LONANIAAN YA YR TIAUDTIAN

3.1 HANINTINATIENUANHAN s Ve sHER  (Certification of analysis) lugnguiida
usegns

3.2 HaMIATAATIEiAuIRERgAU (Raw material) vesiedfyiildluntsndneisud
dnfuiegsisvesiuaneaucsguaningiu

3.3 vhtemsnsadifniide sianduluinnesiingiulsua

- AMINIIAIIVVANTIFHIV-1, Anti-HIV-2 | Hepatitis B Surface antigen , Anti-HCV
( Antibedy against Hepatitis C Virus) 31 H1U310551U

4. §p81981

[y '3 P

4.1 Hauesinn fesdinegeeegeley ... ngusIie  Fadudiunulans
eavtdunlansuiiununiualuitenuaudin e
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5. MyUsziununwefidaou

5.1 91guesedweusiosliitosndt ... (fow / U wauwsnsal ) duaniudeey

5.2 gwnnefidey zdesdsdunnnagluiusemanisnsalinzsionjuiidmounes
Ananuarluinneiingiuvesinaningiuilinanenjuidsmey

5.3 lunsdlfivihesvmsvhmsdusiogweidmeuiiedsmnaiiaszinauamm mhesvns
awhwilsieiesvesedieen Tnofuneazdesdieniindnmuduiivinesenisdmsa
Ainnesinasduifuiavoualddglunsnsaiinsziaunm Tunsdfinuin orlaiduld
MINAMENYLLANTE YUIBTIVN15VAIUENTLUSURIITUINITEUDTIANEIFINATIVDS
fnowas/miefuanluadiiely

5.4 fanpadesiunasusileilndvuneny Wieleifnnsidenannieusznslag rou
AU

5.5 5% UUNTUUAMUU cold chain system filFumsgIu

6. LONAITOU

£%
= =

6.1 WanINan15ANYT Long Term Stability naenvtengvaseiivumeideuld
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