J18azLd BAAHANBIRLIANIZURUN S NEITNTIAD DL YA T 81
YN B11/ 2561

81190 1 Recombinant coagulation factor Vila 1 mg for injection

muﬂszmﬁﬁ'\m"i’ﬂqnaﬁﬁmﬁ

1. Fa8 Recombinant coagulation factor Vlla 1 mg for injection

2. amantianalu

2.1 gluuy WunssnUnaannigesiun wisuarazaedmennide s lafig dwmsuda

2.2 @utsznoy  Usznaudiu@lun Recombinant coagulation factor Vlla 1 mg 4 1 47@

2.3 MTIUUIT msglum"nu:msgmﬁ@ﬂﬁﬁmnL%a Uaaruussluudazaaa

24880 - - szq%am SINUTTNAUMLIEAYUILANINLTI TUNE® i‘uﬁvumq WUTINGR uazLay
nfoudnsun Lm:fﬁmnﬁu{nmmvﬁamaﬁ'@ﬁmuumsgﬁwﬁ

- UWMTUUTIIEN aeatke aﬁaﬁ:q%am wiadamensen UL TTNaLLAZIUINOANY

AMULTIVBIN LaTTANER fuﬁpumgvl:?"ﬁ'@wu

3. AMFNVANINATHA

3.1 Finish product specification""?
1. Identification @lﬂﬁlmu@’m‘ﬁlsquu Finished product specification
2. Content of rFVIia @S’Jﬁ]mumw‘ﬁlizylu Finished product specification
3. Specific activity msaﬁ]muwmﬁsquu Finished product specification
4. Bacterial endotoxins m’awhumu‘ﬁizylu Finished product specification
5. Sterility AT
6. pH mmﬁhumwﬁ'iquu Finished product specification
7. Particulate matter AT
8. Appearance @Saaﬂ?u@ﬂuﬁiquu Finished product specification
9. Water content m’mmumwﬁi:qlu Finished product specification
10. Purity / Impurities m’sﬁ)mu@’mﬁi:qlu Finished product specification
Houludu g

1. é’ummwmULaﬂmﬁmﬂﬁfuagrym%wnﬁmm‘h{uU'}Lﬁaa‘h‘mwmluﬂs:mﬂvlm URZEILAY (declare) UWARINA®
1.1 luﬁ'm?ymsi‘j‘(umﬁwﬁﬁ'um (N8.2 N8.3 B4 UFUANTE)
1.4.1 Tunsdifiduendindalusanedlng wngis Nne.2
1.1.2 ’Luns:ﬁﬁﬂumﬁwL“}TﬁLﬁamiLmamsg Wuds ne.3
1.1.3 Tunsdididugniigronesdseine naungts N4

o /
(R 12) 70 S Uszmuamenssunig

L4

(WHENFENT FanmwAnan)

CEGE) S 23006y nSTNANS (39%a) QYT e, nITUMS

Qr 6 el
(WINITIWNT IRIUS I (‘I/L’NK'I’J’JSK]..,JQ.)’] IURN)

o o 2 <
H%’]ﬂ1/7’lyﬂ'ﬁﬂ1’1§ﬂ1’lB1 1/2561



12 ’Lummamuwvmwm NY1/8.1 VasenTanaTm wsaamya%aﬂ@m’uamsmmmmmwmaawamnmm
mml’u‘wn e (finished product specification) LLa“mamV\uﬂﬂmnﬂwmad’mnﬂu (drug substance specification)
mrnmammmamsvﬂamuﬂaum’”tmwwmu dasuuulansIFLWIMWETBMsUau Y (2.5) sway finished
product specification Waz/"38 Drug substance specification 1o msauﬁlmnamuﬂs:mﬂﬂszmmﬁmamnmaﬁna
uazlaiiin 2 9 o Fudszmadszmerandidnnsefing
2. 19NEITUTAINIAIFINNTHAA L

21 nsdifignaalwdszanalng HNadasdiianmsiusesnasiumsniamamunaninosiuas 35 el
MINaaeN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswseanu PIC/S participating authorities
%30 SN TTUTRIN ATIUNIH A AL IR NN a3 BN S0 LU TN A A D NI A B N TN
2IMIURLLY NITNTWATVIUFY s’fiaﬁwu@ifﬂ@yﬁmmaa@ﬂé"adLL&:VT@Lﬁwﬁ'maé’mnmsﬁuax’iﬁn’liﬁﬁlu
mMsudae PIC/S lunuiasfilgwaans avuagaausaunIaTIseulasinan1ssusesdetudszna
szmenadiannsaiing

22 nsdifuduemingroneroyssne Hndadasdilanansiusesnasgiunsuiamnenunaninusiuss
3§ﬂ’13“71|ﬁlumw§@1m GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taeniisny
PIC/S participating authorities aUiUsg® auseumsasiasavlasinansiusasfioiudszmetsznmesem
aiinnselind nIsanyasaadn usuensd
3. Lanmsﬂmmwwaamﬁtauaﬂm (Enwinwana)

3.1 Naﬂ"ﬁ@ﬁ’)‘ﬂ?mﬁ"%ﬂt%ﬂ’lwwa@ﬂ %4 mmw%ﬁmawwa@ (Certification of analysis of Finished product) Tu

mmnamﬂumamo

3.2 lunsdidunzidougnunannnd 2 9 ardoalidnumnInengmanIsAnw) Long term stability anufidu

disdaulunzdoneanuand LLaw"LmumiaammmaoLanmsmﬂwwmmwaami«m

i
a

3.3 Tunsiidunsfouenantasndn 2 9 ax GBI RN NA M TAN AU STV BIEN AU R G
lunsifousnayuans LL&JL@SUﬂwsaouwuiusaaLanmsmnwummwaamﬁﬂ

3.4 flosnnidunndidasazaoriould & AOILULLBNEITLEAIANNAIAITDIENANERAINITAZAY LAZITDII6IY
msmwmmmwmmmmmummvl,@"'l,uﬂmmwml“muwﬂm LA A DILEAITILAL Lam‘maamaaanwam
lwanansinuen

3.5 Lﬁaammﬂum%ﬁmq I‘VTLLGGW\Wﬁhj’mﬂ’]iﬁﬂﬂﬁ“ﬂ’]ﬁﬂﬁﬁﬂlu&%ﬂg (Clinical trial) D9LseENTNIWMTSNIN

LLazwmj”'mﬁmmaammmﬁaﬂﬂ’ﬁﬂd’{umsﬁumLﬁwmnéﬂﬁm’mﬂm:ﬂssumimmma:Uwaoﬂs:mﬂvlﬂU
lagnamsAnmndasitszinsnwmssnen ligasninenduuuy uszldFums@nuiimsunslunsemounnea
\Hafiald

(nﬂﬂifumzﬁﬂucﬁiﬁbmuuym%7”@1;12%1/’ (leneTomeuuy NB) snisu MSUKUNANTIKATIANINIAREN)
4. a198198N

4.1 NLE‘T%E)T\F]’] ﬁaadwﬁamamammaﬂ 3 Vﬁ%’JUUTS’%ﬂm“VI ‘ﬁdLﬂ%@l"JLm%LLﬁ(ﬂ\ﬁWanLE]U(ﬂVL@ﬂTUﬂ’Ju

'
o (% (2

anafit e luiatonmausaralush e

q

€,

(WNENIAINT FTUI AWM

(89%58) ... ongy NTIUMIS (BITB) oo 0”’1/5'/7 ............... ATTNANT
€, ar
(WI9ITIUNT TRuz9x) (WNEIITYYT 1IUK)

winfi2iymsfi1gafis12561



5. msﬂs:ﬁ'uqmmwmﬁziwan (wd@asLONEIINITUUSENW)

5.1 mﬁdwauﬁaaﬁmU'Lﬁ"[@"’l,ajﬁazm'jﬂ 1 1 duaniussvay

5.2 mwnn@mawau e @1aammgmmwmﬂlusmaowamsmammﬁmmsumwau

53 ﬂimwmmwmsmmsaumam\smwawamwammammsw AW MW Re
709286020879 landuue: maaaamquanmummuwwmmwmsaamammsmmm siluwdTuliavay
m'lmmwmm'uaalumsmqmmswmﬂmmw nmmwmwm"l,mﬁuvlﬂmuﬂmanwwmwv WUILITNTV

anua*nﬂmuwmimwmsu,auaﬁm BIAINEIY Al N‘U'] H| LLa”/%iaNNa@]‘Luﬂi\WI E]vLiJ

5.4 mnsﬁmamJLﬂasummamlnam@am ‘WiaLﬁJaLﬂ@ﬂﬂiLﬁaNﬁﬂ’IW@’lUﬂiwﬂﬁilﬂ"] naudnualas 'l
Gauly

5.5 ruumsifiviazdnssenaoaluiuy Cold chain system Plenaspuamamaninus’ good storage practice
(GSP) wax good distribution practice (GDP) I@ULLa@ﬂLaﬂaﬁﬂiznau

6. dlaua31@1 (f2w) ?jwyau‘lﬁ’nm%né’l’mmﬁﬁaumuﬁmuﬁ Aot

6.1 nsmwamsaw A3737 Lﬂﬁ%ﬁ& F.I'l%’il"lﬂﬂi&l’)ﬂ g ammmwm EIEVL&J Lﬂ%vlﬂﬁl’mll’l @’Iiﬁ'mﬂ] amnua

6.2 NTUNAAN TN, m’ﬁumunmmnmumﬁmﬂ amm@ﬂ@ﬂmunmuﬂmmsswmimmsu,awm lugraaas
a”mm'mwma el

o

6.3 nsmwuﬂmmﬂmmwmnwa@nmmwawmwa@aﬂ?aﬂﬁwauawmmﬂaa@nU@awﬂw‘n‘lmum
7. Viu?ﬂi']‘ﬁﬂ']i‘ll?JNd?%ﬁﬂﬁﬂ&liﬂ‘w%"lim’ma(ﬂﬂmmiJ"IY]SJlJi“"J@ﬂﬂLSEJﬂLﬂUﬂ%I@Uﬁﬁ%ﬂﬂﬂ%ﬂm“

nITunNIg
BINITURS EJ’]I‘HJWUWL’)E‘J’] 1 f]namuﬂsm’mﬂammnmamnmauﬂa

WNBIKe 81989970

-
il

General requirement maamﬁ"ﬁﬁﬁ’ua”’m%’ugﬂ LUV Injections

2= Lmeqmsﬁmu@qméﬁwwmwn:mmjw%‘ﬁmq ﬁwﬁnu’%msmsmmsm@ NITNTVETITHFY
(RIVD) e, @/ .................... Usemunmenssums
(WWENAIWT BanmwAnan)
(o) lad ;
R ¥i12) Nt nITUNIT (A9%8) oo ?.:.’;5{’.‘/.’2 ................. NITUMY

e [4 Qv
(WIIITITWNT VUL II1) (%’NE‘T"!'J'Jﬂyfy'l PIUFI)

wﬁﬂﬁsliwmiﬁmmﬁm112561



