qmé’nwmzmwwmmm HUMAN COAGULATION FACTOR VIII STERILE PWDR 500 IU./VIAL

1.9981 HUMAN COAGULATION FACTOR VIIl STERILE PWDR 500 IU./VIAL

2.angUAN2 LY

2.1 guuuy Hunawisusimnide

2.2 d@ulsvneu Usenaumesien Recombinant FVII (Extended half life) Usganas 500 IU.
2.3 AIBULUIIY ussilutnendauranniteriaui wieudviazane

2.4 28N - syyfionn daudsznauienddyuazaiuse Sunde Yudueny aviinde

waziavnzidousiniue Liagndaauuuusgiom
- UUAIYULUTIILN0ENLDEADITE YT IVTOTONNNTAT  diuUsenaunay
YUIAANLLIVDIET 1avTInGn Juduanglitaiau

3.auduUAnIamAtia : Finished product specification
wam'ﬁm?ﬁmiwﬁﬂmmwL‘fJuIUmﬁu finished product specification La¥ drug substance

Specification 7ig9Ba1nundussuieatu Jeldaamadousedinauauenssunmsemsuazen
nIENTHAIIAY indasiiuiilisedstenduatuiiiisuimielnininasgundusiule
Mfunils paUsENIANSENIENsITAgY 130953UT180 WA 2561 a3Tuil 6 SunnAL w.A. 2561
(asuUsgnAluswRRgun e Iufl 12 nuaus 2562)

3.1 Identification test AT
3.2 Ratio Factor VIII activity MIIU
3.3 Specific FVIII activity HIIMU
3.4 Sterility MIIINU
3.5 pH RIIWU
3.6 Reconstitution time MTIU
3.7 Total Protein AU

AN TUDATAMUARANANYIULIANY

......................................... UsESIUNTIUNNS

.............................................. n334NI9

(2 a

(WEMaaiun  Juaudna)

YU

(Wwanugua  Iyaddng)
/-2- AMANWULIANIZYBIET human coagulation



2

Qmé’nwmzmmwaam HUMAN COAGULATION FACTOR VIII STERILE PWDR 250 IU./VIAL

1.3987 HUMAN COAGULATION FACTOR VIil STERILE PWDR 250 1U./VIAL

2. AuaulAialy

2.1 3wy Hurawisunannide

2.2 d@nlsenau UszNaumeRagn Recombinant Octocog alfa (rFFVIIl) Uszuned 250 U,
2.3 NYULUTTY ussglunendausannitoriaut wieuiviavany

2.4 aan - seyPeun dmuusznaufsdfyuazauLTe Yukde 5’u§umq \aTinEn

wazgiaunzideusinsuen Tegadaauuuussysioe

- VUNYUYUTIIYN0ENTUDEADITE YT IVTOTONNNISAT  dauUsznaunay

YUINANUKTIVOIYT LaTHER TuFuenglidniay

3.AuguUANILALA
Finished product specification
3.1 Identification test
3.2 Factor VIl potency
3.3 Specific activity
3.4 Solubility

3.5 Moisture

3.6 Sterility

3.7 pH

3.8 Total protein

3.9 Protein Aggregates

ARENTINARMNUAANAN BILIANE

............................................. UTes1UNTIUNT

s
a

(WESUANR  WAL)

9

............................................... 34N
(Wamdaniud  Fyausea)

Q/ @/ N3NNI

MTIWU

200 - 300 IU/Vial

4,000 - 10,000 1U/mg protein
Hounimsewiniu 1w
Uoun1ms01iny 1.0%
ATITNIU

6.7-73 .
UINNIINIBYINAY 20 pg/vial
ounin 1.0 %

/-3- [Wauludy
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4. Soulvduy )
Qmuamm&’aa?juLLamwﬂaﬁaé’mad wSeuasaneiodefusenenarsiaediisiune swasiduadail
4.1 Lanaﬁmﬂﬁ'%’uaqzywmﬁwzlﬁ&Jwﬁ%’umLﬁaﬁ?mﬁm‘[,uﬂmmlm wardua (declare) WaINER
4.1.1 luddgynistunsdewiiuen éun vie.2ve 3 ve.d %3 8.2 udusnsdl
4.1.2 ludveTunzidou ve.1 vie v.1 vesenillaussial nieusieazideaiitonisaiuay
Qmm‘w“uaamamﬁmsﬁmuﬁéummﬁau (finished product specification) kag¥on1Mun
AMANUBITRRAU (drug substance speciﬁcation)mzﬁﬁag‘swdwmnﬂ%uuﬂamf‘w‘l‘u
Wufuegdesuuulanaisnisvaunly (8.5) um¥eu finished product specification
Wag/MSoadrug substance specificationlagvaunlanouiudseniAdsgniagian
Slannsedind warluiifiu 2 ¥ i Tuusemausemasiandiannsetind

4.2 19NaNsTUTRIWIATFIUM SNARNEN
4.2.1 nsdlgndnlulsemelng duindeddiuinmaemisdeiuseannsgrunning1ny
MENNTLaIENTRlUNTNERYY GMP-PIC/S W3 1ATFIUNNTHANEIAUNENLN D]
LAEIENTARUNIHERN WA NI TLANENITNNITOMNTUALEN NTENTHEANSITOUAY B
mnuadulasfiauaonndewasiaioufundninusiuarisnisialunisuing
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tunuinenfliauevis aty
anganusaun1snsIRaeulnefinanssusesiisviulsemeUsznmasimdidnvseiingd

ANENITUNIMAUAAMENYUZIANE
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4.2.2 nsdidugnthidrandisssma guaadasdidnunmaendidesusonnasgunngs
GIMUVENINTLAY IS NN5AR lUNIHERE1 GMP-PIC/S vasUssvagnanatudganiu
seumseTadeulneinanisiusestieiulseniaussmasiadiannseting

4.3 (NANTAMANYBIL AL IAN
4.3.1 nan13n5293ATERguAHAR S ueieNd15a3U0EHER (certificate of analysis of
finished product) lugnjuiidadusietng
4.3.2 NaMINTIVIATIEVRUANIRgRUYBITIENdATY (certificate of analysis of

a

drug substance) ldlunsnanenguidadusegamisvesndneuazininingaiv

1
[

4.3.3 wanguvsolenastuduauduiussenineumndnvesingiuaesiiendingy (drug

<
v

substance) 4o 4.3.2 fugunswanveswdnusiednsagy (finished product) 9o 4.3.1
4.3.4 nan15@n®1 long term stability maamsdwmqf*uaaawﬁ%umtﬁaulﬁﬁuaﬁﬂmw
AYNTTUNNTOMITHALET NTENTIATITEY
4.3.5 nsghuengu vaccines , blood products fasllenasiusasIuNITHEn

(lot release) IMNNTUINGIMAATAITUNNE NTENTNAITITUGY

4.4 Aegeen

4.4.1 {iauesia fosdeiiegensgnaiey. . 5. miwussydue Juludunuuansvaziden
lnsutunuinmualwitenmuau @iyt

4.5 msuseiiugua e fidweu
4.5.1 ervideeusesiongldlalidesnin... . 12... . eutuainiudweu
4.5.2 gwnunvidwsy sfpsdsdnnmengluiusewaninsinliangvienjuiidaeau

ANENTILYITMIUAAMAN BIITLANE
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4.5.3 nsdifivihessnisvhnisduiiegeniidmeuiiiedsnsiaiinssinunin miesiwnis
awvimilsdefesvafiagna Tasfiauesia(fueedediiindnnudauimiag
sensdwIlinneitasndugiuiavoudldineineidedunsasaiinseiguam
nsaifiwuhelidulumugudnvazians whesvnisveanuansliiuRansainis
dueTeneienavesilauesm(rieuas viouanluniaely

4.5.4 flauesia(fuin)adesiudsusilonlndnuneny viadlefanisidenanindae
Usgmslagrourunualaglaififouly

055 nsddueiifeafiufigungi 2 - 8 ssmwaldea Feauansenansfisusesindiszuums
Auuardndsendu cold chain system AlduInsgIunIumndninaei Good Storage
Practice (GSP) wag Good Distribution Practice (GDP)

4.6 WONANTANY
4.6.1 nsdleniauslilienduuuy (original drugs) fesiiionansnanisAnu bioequivalence
gaseiauesmiSoudisuiuefuuuy Ingisnsinvideadulunmundninueiuas
WU URluNsANwTauyavese a1l vesd inauAMEnI TSRS WAL
N3ENTIEAITITUAY
4.6.2 nsdhdueniidosazane/idernneuld deainamsfinwauasanimmdenisagane/
1We319 Tuimvinaganeee) AsumMuLazaanAdasiuLONaNTAAULT

LY

4.7 fauesan (June) Buseslvsnidndygineunsuinun
4.7.1 n3dinanisgunsadinseisiiannsuingimaninisummdlilulunuuinsgiu
Torivue
4.7.2 nsdindnfuvierviadgnFeniviuaniiesmainlnediinnuamenssumsemsuazen
Tuthanawesdyaasdorsans
4.7.3 nm’iwuﬁmgmﬂmmwmnwamﬁ’msﬁmﬁﬁawa’qwam'aﬁs:?lw%maLLasmmUaamﬁas{aﬁﬂw
filéisuen
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