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

1.3987 HUMAN COAGULATION FACTOR VIl STERILE PWDR 500 IU./VIAL

2.anauuan2LY

2.1 sUuuu st TAnnige

2.2 d@wlszneu Usznausiesiiaen Recombinant FVIIl (Extended half life) Usgaina 500 1U.
2.3 A1YULUTIY Uiiﬁﬂummmamﬂsmmm*’?’faﬂjﬁmﬁ’s wiousviazany

2.4 aa7n - s3yTeun dnusznousisdAguagnNLse Tunan Tuduony wviingn

waziauneideusyuen Weghadnauuuussysiue
- vunugusInegeoufesyydesmietovensm  dusznouuas
YPUIAAINLLIIVBIEN laviings Juduarglidaau

3. auaudanumaila
Finished product specification

Namsm?ﬁmi’lxﬁﬂmmwLflulﬂmm finished product specification lag drug substance
Specification ig198snLAdsnSuLREITU Fel@aanedousadiinauanugnsTUMTOIMTLATE)
NITNTWANTITUAY Findaiuildsedstenduatuiifisunivdelniniunasgundusiiule
FAFUnTl AUUTENANSENTNENSITRAY 13093818 WAl 2561 asiuil 6 SuAu WA 2561
(asUsznelusnvfnamyuneiudl 12 nuaniug 2562)

3.1 Identification test MTIMU
3.2 Factor VIl potency /Factor VIII activity AIIWU
3.3 Specific activity AT
3.4 Sterility ATIWMIU
3.5 pH ATIWU
3.6 Total protein ATIINIUY

AN IFMANTMVUAANANYZIANY

€ 6

(WEMUgNa  YAEINg)

/-2- AENYULLANNEYBI81 human coagulation



D

ﬂmﬁnvmzmmwmm HUMAN COAGULATION FACTOR VIl STERILE PWDR 250 IU./VIAL

13987 HUMAN COAGULATION FACTOR VIl STERILE PWDR 250 IU./VIAL

2.anauUAn2LY

2.1 gunuy Hurauissaanide

2.2 d@uusenay UsEnaunle@Ien Recombinant Octocog alfa (rFVII Uszungy 250 1U.
2.3 ATULUITY Ussﬂumﬂmamswmqmmaﬂmmm niouviazane

2.4 aa1n - seyfieen dauusenousendrfiguaraanuuse Jundn auauma \uTiNGn

waztawnzdousisue Megednauuuussgiue

- vumvUzUSIgEetoefesy e viietonamsin  dudsznounas
YUINANULITVDIET 1avinEs Juduenglidaiau

3.AuaulAN wnAtla

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

37 pH

3.8 Total protein

3.9 Protein aggregrates

ARENITTUPASNVUAAANYILIANY

Us¥51UNTIUNIT

(WUSUANA AN

.................... Q/Jﬂiillﬂ']i

(Weandariud  yauena)

........... IV o FNTIUANS

(Wwamugua  3Iyaddng)

ATIWU

200 - 300 IU/Vial

4,000 - 10,000 IU/mg protein
ey 60 ¥
Yaunwmselnnu 1.0%
RIIMIU

6.7-73

UINAIUIBNAY 20ug/vial
o8N 1.0%

/-3- Rauludu
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4. Roulvdy
fauemadiosdunanailedosuses niouasmeiledoiusenenaslaediidine seandendsil

4.1 wnamsmslueugtunsdewhiusfiesmhelutsunelng uavdiuas (declare) undwdn

4.1.1 luddynstunsideusiiuen T6un v 2ve 3 ne.4 wse 8.2 uduinsdl

4.1.2 lusetunsilou ve.1 vie 8.1 veswfiauesian nieuswaziBuadenmsniuau
fjamﬂw‘uaawamﬁm%muﬁ‘ﬁumﬁau (finished product specification) uagdanvun
AMNINYBIINAU (drug substance specification)nagifiogszninamsidsuuvaudiley
WaRuardasuuuienansnisvendly (8.5) umeu finished product specification
wag/n3adrug substance specificationlagvaunbyiouiulsgn1AUseninsIAn
Bidnnseind uagliiiu 2 ¥ u Judssmadszmasaididnvsetind

4.2 ONATUTBWINTFIUNINEREN
4.2.1 ns@lvmdnluuszmelng guandesdidiuinmaenisdeiusewinsgiunisnany1niy
WENNUTLAITNSARLUNMIHERET GMP-PIC/S %158 11ASIUNNIHAREIMUNANINAIS
LAy IENsTIAluNSHARE e IATNIUANENITINITOMNTUATEN NIENTIEASITUEY B9
funtulasinudenndouariindisufundninusiuazisnisialunisudngn
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tunanefliauevie aty
aganmseunsnseaeulaeiinanssusesiviulssmauseninnadianvsetind

AUENIT

wsﬁﬁummé’ﬂwmmaww

........ ?\/ .. .NIIUNS

s ¢

(WeEUgNa  YagIns) /-4-4.2.2
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(WesUANG W)

4-
4.2.2 nsdiidugniidrannansUsenea guansesidinamaendideduseanasgiunisnds
gIMUnaNINsLaYIs SR tun1sndne1 GMP-PIC/S vasUsevaguanaduaiganiy
soumsnnaeulaeinanisiusestiviulssmadszninnadidnsetingd

4.3 WONANIANNINYBILTLALDTIAN

4.3.1 NaN13RSIIATIERRUANHEN S ued1TI3Uv0RER (certificate of analysis of
finished product) Iumj"uﬁ?iu"ﬂuﬁdaﬂ’m

4.3.2 NaMINTIVIATIEVAUAININgAUYBIMIETEATY (certificate of analysis of
drug substance) MAlunsndnensuiidadusegieisvesduansuazuaningiu

4.3.3 ndngunisenastuduanuduiiusseninunisuanvesingiuvesiendfgy (drug
substance) 4o 4.3.2 fusunisnanveadnsiusiendniagy (finished product) 4o 4.3.1

4.3.4 nan15Anw1 long term stability maamsﬁaamqmaamﬁsﬁumLﬁauﬁﬁua"wﬂ’nmu
ANZNTTUNMTOMITUALET NTENTNASITOEY

4.3.5 nydfuengu vaccines , blood products fAeellonaNsFUTOIFUNITNER
(lot release) MNNTINGIMNANTNITUNNE NTENTNAITITUEGY

4.4 feEgneeN
4.4.1 flauesen fevdeinogreenatiades....5... mieussdud Faduiunuuaningasidon
IgasuhumunirmualuidonmuaudAniluteiy

4.5 msUsziunmuIneidey
4.5.1 enfidweusolongldldlidosnii... . 12... Aeutiuaniudaweu
o ¥ 1 o g U a L3 i a
4.5.2 swnuniidwsy sfpsdsdnnmengluiusemaninsliangenjuiidwey

SMNUARANYLANY
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(Wienugua  yaddng) /-5-4.53
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4.5.3 nsdiimhesenisvhinisduiiegeiidmeuiiiedimnsiaiiasiginuaiw miesenis
gy vilsdesesveiiegia IﬂEJ;Emusmm(@ma)%ﬁaadﬂmLﬁuﬁnmmﬂ’wmuﬁwﬁw
swnmsdwsniensiuesiuffuinreudldefifeadedunmnnaiinneiguan
nsdiinuieliidulumuaudnvasians mhesgnisveaudnshifuiingmins
LauaiwmEJ'w’ﬁ'aﬂéﬂ’maa@,auai'}m(é‘m&J)LLaz/Mgas:INﬁm‘luﬂ%”’wia‘hJ

4.5.4 flauesa(fuie)azdesiudsusniloslndnuneny viailaifianisidonanindng
Ussmslaqneurvualaglifiteuly

455 nsdhdueniidonfiuiigungd 2 - 8 ssrwadea Fewanuenarsiisusevindiszuums
Auuardndsondu cold chain system AlduInsgIunIundninuei Good Storage
Practice (GSP) uag Good Distribution Practice (GDP)

4.6 WwNATBUY
4.6.1 nsdigaueldldenduwuu (original drugs) Aesdiilenasuanisane bioequivalence
gasenitaussnnUTsudisutueduluy lagismsAnudeadulumundninasiuas
WU URluNsANwENLaYese AT ve @ UNNUANENTINNTO M TUALEN
NSENTIEITITNGY
4.6.2 nsandusiidesazare/idernneuld deslnanmsAinwmuasanmmdsnisazans/
$o919 Tuivhazanesingg asudiulazaenrassiuenansiiuen

4.7 fiauesian (ue) Buvarlienidndygrneunsuimun

4.7.1 nsdlvanisduanainssierinnnsuinermaninsunmdllduluauainsgu
Yafinun

4.7.2 nsdindnfusierviatgniFenivduanviesmanlned innuamuznsumssmsuage)
Tugasavesdeyg ety

Y ¢
a 1

4.7.3 nsdlnudgmaunmanadndusieniienvdmaneyssdvinauazaimuasasiosiogUoe
nlesuen
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(Weandariud  yausea)
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