ﬂNé’ﬂ“dEUSLQW’I%‘UNEJ"I HUMAN COAGULATION FACTOR VIII STERILE PWDR 250 1U/VIAL

18987 HUMAN COAGULATION FACTOR VIl STERILE PWDR 250 |U/VIAL

2.andauUanaly

2.1 vy Dunsuiasannideduvieduianmies

2.2 d@wulsznau Us2Naumiusien Recombinant Octocog alfa (rFVII) Usesnad 250 1U.
23 ULV ursglumaedausandevinaui wieusavhazaneuiines 2 ML

2.4 aan - szyfiewn druusznousiendfiguazanuuse Tundn fuduoy tavitndn

waztawnzidousniuen Vegadnauuuussysiue

- yuNwurUsIEegnensiedsrylervieteneiniim  dwlssnauuas
YUIAANUTIVENEN 1avTINER TuFueglitaiau

3.AnuduUANISMALA Finished product specification:

wan1snsIIazinun wmluluniu finished product specification uag drug substance
Specification fig1398snLAduIIUREANY FalsaanzideudodtinuanensTIATEIMTLAZEN
nsENTIAINgY Teindwifuilisdseaduatuidieusimielminiunasgundusiivle
srfunils muUsEnAnTENTENsNTUAY 50953YSIEN WA, 2561 arTuil 6 Funey wA. 2561
(aeuUsgnelusisamunwiuil 12 nuanus 2562)

1. Identification test

Total protein

2. Factor VIII potency
3. Specific activity

4. Solubility

5. Moisture

6. Sterility

7. pH

8.

9.

Protein aggregrates

ANENTINNNTAIAUAAANBITLANE

(W.H.APIETT  NA1EUUR)

9

............................................... nN3IUNTT
(Weand3iwl  asausIana)

.................. Lo ATTUNTS
(Wamanml  irugssn)

UsEEIUNTIUNNS

ATIUY

200 - 300 IU/Vial

4,000 - 10,000 IU/mg protein
el 60 Tu
1YounIUIBVInnU 1.0%
ATIMIU

6.7-73

UINANUIBVINAU 20pg/vial
14a8ni1 1.0%
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4. Foulvdu
Jravenmesdunanmiidesuses nieuasansiiotoiusesenaslagiiienng suazideadail

4.1 wnansmsleSueygeiunsdeusiusuies mingluussmdlng uagduns (declare) uvaawan
4.1.1 luddynstunsdewsiuen WWun ve.2ne.3 ne.d vie 8.2 wdusinsd
4.1.2 ludvetunzideu ve.1 v3o .1 veseiilausinan nfeuswazideavdonsmunu
AN MUBINER fusimuiidungidou (finished product specification) wazdorimua
AMAMNYBIINYAU (drug substance specification) nszﬁ‘?‘iagjsswj'mﬂqsuﬁ'auuﬂamﬁ’lm
Wuhuazdesuuenaisnisvesily (8.5) um¥eu finished product specification
wag/N3adrug substance specification IngvauntunauiulszniAaUseniInIIAg
Sidnnseiind wazliifiu 2 ¥ . Juussmadszmnsiadidnvsednd

4.2 NAITUTBWINTFIUNTNAREN
4.2.1 nsflendnlulsemelne guinsedidiuinmaremisdieiusewnnsgiunining1niy
MENNTUALITNSARLUNIHAREY GMP-PIC/S %30 1IAS5IUNIHAREIMUMENIN I
uadsnsTinmunsEnEwe SN IUANENIINNTOMSUATE NSENTIENTTEY B
fnuntulaeiiniuaenndeuaziinfisuiundninusiwagisnisialunisudne
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tununefiiauevis atu
agamuseunsasavaeulneiinantssuseddiciulszmealszninadidnnselind

ANENTIUNMIMNUAAMIN BIEIANY
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4.2.2 nsdifiugdhidnandnsszma duanseaidiunamaentdideduseanasgiunsnas
gIMNUNANLNIUAYITNSTRLUNIHERET GMP-PIC/S Ya3UseinAENanatuaganiu
soumsnsavaeulneinansiusesiciulssmausynmasediinnseting

4.3 1NANIAMUANVDIELTLEAUDTIAY
4.3.1 NaN15M5IIATIERAUAMRERTsi1d1595UveHER (certificate of analysis of
finished product) Tugufidadusiegns

4.3.2 NaN1IRTIVIATIRUANINGAUYRIIEEATY (certificate of analysis of drug substance)

fdlunsudnenuitdaduseoiesraneuazdnaningiu

4.3.3 nangun3sionasBudumnuduiusseninegunsHanvesingAuresiednsy (drug
substance) 4o 4.3.2 fusunsndnvesndnsiusiendniagy (finished product) 4o 4.3.1

4.3.4 wan15Anw1 long term stability maamﬁaaaﬂqmaamﬁ%umLﬂauﬁﬁ’ua"wﬁﬂmu
ANZNIIUNITOIMNTUALY NTENTIENTITOEY

4.3.5 nsaluengu vaccines, blood products Aesditenansiusesyunskan (Lot release)
INNTUINGIMIARSNITUNNE NTENTIIANEITOEY

4.4 fpe N
4.4.1 flaussian fesdeiioteediades. .. 10.. .U uTTdug Fadudunuuans
swazdualaasuiumufinmualuideamautanilutiwu |

4.5 MsUsziunuA e idItey
4.5.1 grdheganaveidweusadiongldlalivesndi.... 12... \houtfuainiudwey
4.5.2 ynasidwey azfosdediunnmasluiusemanInginlingieguidasoy

AMENITUNTMNUARANYUTLANY

UsEEIUNTIUNNT

(W.W/‘@ YA nanauun)
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4.5.3 nsdiimirenenisvinisduiiognseiidweuiiiednsalinszigan T Mie e
eV MUsd0$0999/28814 T,maémuaiwm(é“uw)%éfaqﬁwWLﬁuﬁﬂmuﬁ'\muﬁﬁﬁw
swnsdwsnieneivenduffuinveudldiefineadedunsnsaiiaszinuam
nsdifinuinenlilulupuqudnvazianiz whesynisveanudnshifuiiansains
LauaﬁmmmnmwaqmLauaiwm(mma)uav/mawmam‘[,uﬂiqmalﬂ

4.5.4 NLauasﬂm(wma)ﬁ]ummwLUaaumLuam’Lnawmma wiodleinnisidenaniniie
Usums‘lms]ﬂaumwumimalumuaulm

4.5.5 nsshdugniideafiuinuiiguvad 2 - 8 ssmwaldeadosdienasuansiiissuumsiiy
wazdndsenu cold chain system AilFunsgIunLmEnINeT Good Storage Practice
(GSP) wag Good Distribution Practice (GDP)

4.6. \@NANTOU
4.6.1. nsgifugidesarareuaz/Msoiieaenould ABsliNanITANIAMUAIHAINUAINTT
azansuaz/Msaidedne lushazanesne asudiulazdaenndedfiulenalsninuen

[

a.7 NL?I‘U’EJ’T]W] (N“ZJ’]EJ) ﬂuaaﬂmmaﬂammﬂauﬂsummm

<
6

4.7.1 ﬂsmwamiammsammm ‘ViEJ'Wu‘i]’\ﬂﬂill')VlEﬂﬁ’]ﬁﬁiﬂ']’iLLWVIEJINLUUlUC‘]’l%J&J']W‘jﬁ’]u

1

Janvun
4.7.2 nsoiNAn SumenviaianiSeniuAuaINya9naInlagd1unUAMENIIUNITDIVNTHALEN

Y
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=1

Turisavesdygyrasaniazane

4.7.3 nadinutlgviaunmanadndusieiifievdwareustdvinauazauuasndusierlae
nlasuen
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