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Factor Vlla ....... mg injection
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¥y Factor Vla ...... mg injection

AnsulATlY

1. Junsdn wie dmdesgou oanle

2. Usgnause human coagulation factor Vlla ....... mg

3. UssglumeurusTendausEnde oatfuuas

4. aanszyTesn drulsznoufendifyuazannuunss Yuwdn i’u?%m&; aviinGn waziawmzilou

A

A3l I0g19tMAUUNUTIYNG  kaTRAINUUNIYULUTIFRENTUREABITEYT0YT diuUsenay
FENANATYRATAIILLTY TUAUDNY waTLaVTINER

AnENUANImALlA

1. Potency laideanin 150uof factor VIl i 1 ml

2. Solubility avarsauvunmglidinan 10 wiit asavaeiilala
visofulantioy

3. Assay of human coasulation factor VI 80 -125% of the stated potency

4. pH 6.5, 1.5

5. Heparin (nselgnssinsull heparin) WB1nal heparin fashinnnitflaainsyy uag

lai1nna7 0.5 iu ¥4 heparin/ iu U84 factor VIl

6. Coagulation test (nsilangsinsuiheparin) xan1snAgeUN15IAA coagulation ey 30 Junil
Iuwaammaaaﬁmm thrombin

7. Water content A3 IUAY finished product specification

8. Sterility sterile

9. Pyrogens A3AHUAY finished product specification

10. Residual host cell protein/DNA ATIU

11. Protein identification ATIU
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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) NIUNBEYILNINNIT

wWaguuUasunluiiniy szdesuuuenalsnisvenntuuinies  finished  product

specification

2. Tunsalnew@nlulssmdlng guandeddnanaenisdeiusewnnsgmnsnangmamaninas
aa Qit:l a ‘:l'
FnsnatumMnane1veInsEnsIasIsaay (GMP) luneenileadeue

TupsaiiduendndrandsUseme  grdndedidiunmeientisdosusomnnsgiunisnas
PIUVENININITNTARLUNIHEREvRUsEINANHAR %S Certificate of pharmaceutical

products

3. Laﬂmi@mé’ﬂwmmaﬂEﬂﬁl,auaﬁm
3.1 HANINTINATIENUANHAN s Ve sHER  (Certification of analysis) lugnguiida
Jusedn
3.2 HaMIATAATIEiAuIRERgAU (Raw material) vesiedfyiildluntsndneisud
dnfuiegsisvesiuaneaucsguaningiu
3.3 vhtemsnsadifniide sianduluinnesiingiulsua
- Factor I Not “more than 125% of the stated content. The confidence
limits
(P=0.95) are not less than 90% and not more than 111% of
the estimated potency
- Factor IX Not more than 125% of the stated content. The confidence
limits (P=0.95) are not less than 80 % and not more than 125%
of the estimated potency
- Factor X Not more than 125% of the stated content. The confidence
limits (P=0.95) are not less than 90% and not more than 111%

of the estimated potency
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- UEIUUTENDUVBIAUVIDANT ABILAAINITATID Anti-HIV-1, Anti-HIV-2 |
Hepatitis B Surface antigen , Anti-HCV (Antibody against Hepatitis C Virus)
11 HUNINTFIU

- 19131970 recombinant-human factor VIl fioduaninan1snI2a residual host
cell DNA lag residual host cell protein

4. f8Eneen
4.1 Hauesinn fesdriiegeegley ... ViIEUTII Fududunuuans
uazidenldasuiumunimualuivenuaudRniludewy

5. M3UsERUnMIAME MDY

5.1 D1gveseideeudioshitondt ... (Row / U wamwsinsal ) duaniudeey

5.2 ywnneiidwey desdsdmnnnagluiusemanisnsdipszsioniuiidmoues
dranuazluliasziinguvestinan ingauiilinanesundiey

5.3 lunsdifivihesvnmsvhmsdusegseniidmeuiiieddazaaiiaszinuamm mhenvns
whwilsieiesvesodieen TnofuneazdesdsefisBnnasduiiviiesenisdmsa
Anesinasduffuinvoumlddeglunsnsalinsginunm Tunsdfivuin erliduld
MINAMENYLLANTE MUIIIVNITVOAINANTLUSUNIITUINTEAUDTIAEIFINA1IVDS
fnowas/vieruanluniely

5.4 faneazdesiuasusileilndvanany wieilefinnsidenanmieUsznslag rou
Avun

5.5 fszuunsvudauuy cdld.chain system Aldunsgu

6. LONAITOU

6.1 uanaNan13Angn,Long Term Stability naenvitogvedeniivunetdoul’
6.2 uanadeyaf1snaaam1endiln (Clinical Trial) Nnseiuteusldiuag Route of
Administration M3 ungstaul AN UdTNUANENTTUNITOIMNTLAZEN
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