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----------------------------------------------------------------------------

14081 Octocog Alfa 500 IU Powder for solution for infusion,Vial
2. AnuauTAA Y
2.1 JUuuv pmauisennide dvauiefindessou dmsudadimasnidend
2.2 dyulsenav U5¥NBUAILFILT Anti-hemophilic factor (Recombinant factor VIII) 500 1U
injection ABYIA

2.3 MYUBUTHY ussgluninedausirnniloviaui wieusiaras wazyngunsaidingy
Msaza1weUsIWIuNgDs
2.4 281N - s¥y¥oen dauseneuiendiAyuazanuuse Tundn Sudueny wavil wan

wazaunzilousiiuen Llegrsdnauuuussysiue
- UUNTUrUSIEIegseRessrytasviedonisim diulseneulazuun
ANUTIBIYT LavPHER Tudueny Titaiau

3.AnaNUANIumAa

1. Identification Test MFIINIU muﬁszq‘tu finished product specification
2. Factor VIl Potency 400 - 625 IU/vial

3. pH 6.5-7.5

4. Solubility Dissolves within 5 minutes

5. Sterility Test MTIINU mmﬁ"ﬁzﬂu finished product specification
6. Moisture/Water content <11%

4. Rouludug
Jrauesimdesdudinnmeneionans wsamaamaua‘uaimaaLaﬂm'ﬂﬂaﬁ $1U9 waTiSen fal
4.1, Laﬂmimﬂmuaummww gilswinfupiosmineluyssmelng uazduns (declare)
WARINER
4.1.1 iuﬁﬁmms%umﬁauﬁﬁ’um louA ve.2 M1v.3 Ng.4 %39 8.2 WA IAnSal
a.1.2 Tusmetunsifousn ve.1 wie 8.1 veseniiaussian wieuswaziduaiitonsaivay
ﬂmmwsuawammsmmmmwwLuauh (finished product specification) wagonnun

UYDAULNTTUNTIAVINANAN BaUZEN

(Wadins wddvslnayad)
WPUANITIUNEY N SRLAY
(PUYNITUAWINUITITNSTY)

(WEvadsal Shuginfnan) (undednual §mmms)
Wnd¥NSTIUIYNS WFYNTTIWIYNT
(Pundunssumdiin) (Pundsnssupdin)
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AunMYaTnnA (drug substance  specification) nsdifiegseninsmsiUdsuuvas
whlviuduosdosuuuionarsnisveudly (0.5  uwdeu finished product
specification Wa/#%® drug substance specification  Inguouflunouiulsenie
Usemnsmdidavseilad uarliiiu 2 ¥ o Yuusemausemasiandidnnseiing
4.2, 1BNANTTUTOWINTFIUNITNARNEN
4.2.1 nstlendnludseivalve gudnseaiionasiusoswmnsgiunsuaneinumdninee
Lar3snsAAlun1suAnen PIC/S  (Pharmaceutical Inspection  Co-operation
Scheme) Inemnua91u PIC/S participating authorities %30 flonanssuseuwnsgu
n1sKneIUmdnInaTiuaz SN sARlun AR s eIt RIUANIEASINNNTE 1M
HAYEN NSENTEEITNEY Famuatulasdiausonadeuaziniiiouiundninae
wayISnsiirlunsnanen PIC/S Tumnaeiauene 2UUAGARNINTOUNITNTIVEDY
lneinanmssusesfiviulssnmausznmnsiadidnnseiind
4.2.2 nsdlgninthandeUsene guindeosdlionanssusomnnsgrunsuanemaundninad
LarIsnsialun1sudnen PIC/S  (Pharmaceutical Inspection  Co-operation
Scheme) Tagwiae91u PIC/S  participating  authorities atuaNgAAINTOUNNS
nsvdeulasiinansiusestisiulssmausennsimBidnnsedngd vSeerynaondn
WaIsing el
4.3, 1BNANIAMNINYDITAUDTIAN
4.3.1. NaN3ATIVNATIRRUA NGRS UTIEdUSIFUVRERER (Certificate of analysis of
finished product) lusnuiidudusesns
4.3.2. HAN1SNTINNATIRRAUN W TR AUVRTIEd1ATy (Certificate of analysis of drug
substance) ‘mﬂumimﬁmméuﬁdqLﬂuﬁaaﬂwaﬁwaqﬁwammLLaVﬁmﬁmimﬁu
X UUNYNG ﬂiiulfdumnau blotoglcal products #9405 COA of drug
substance maawwammmwuu/ ﬂsmmuumu Sterile water for injection lifesdl
COA of drug substance***
4.3.3. lnasvisenangiududunnuduiusseningunsudnvesingiuresionddny(drug
substance) 4o 4.3.2 fujun1sAnvenindusiendnsagy (finished product) ¥
4.3.1
4.3.4. nan13ANY long term stability Aaenteguateiitumzdeulifudinmu
ANENTIUNNTOIMNTUALET NIENTHAITITNGY
4.3.5. ﬂ'ﬁﬁﬁL%ummju biological products fdu vaccines, blood products Aediionans
FUTBIUNMSHER (Lot release) MMNNTUINGINARSNITUNNE NSENTRAISISUFY

d o o o
YYDAUINITUNITIANIAUANBUTYN

1

(Wedins eddasinsyad) (Wrsamvasend Saugsindiwand) (Wndednyal SAamwd)
WIBWANSTIWNEYNITRLAY wndwnstungynis WndYNITIUIYNIS
(FIUIYNTTUAIVINUISLIVNTTN) (Aundynssuadiin) (Muwndunssuaiiin)
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4.4. §Rogneen
4.4.1 fauesin fesdwinegnigogiedioy 1 mheussafum Judufunuuans
swavidunldnsuiumufiimunluidenuanifivh Uiy
4.5. msUseiununweTideey
4.5.1 orfidseuioaulunuidouly fsi
4.5.1.1 giifienglaitiu 2 U fuantundn engueseniidwouseditosnih 12 ey
Tunnfundn wazfuieduifudsuivlunsdiiemunengiusuiulaglid
ol
4.5.1.2 enfiflengfiu 2 U uslaiifin 3 9 Wuantundn erguesiidweudodhitiosnin
2/3 Y0901 UUNTURGR
4.5.2 ymnuIniidaey sefesdsdiunnmieluiusesansmsviinseieguitdaoy
4.5.3 nsdifimenusismsnnsguiosaeiidaeuiiodmsaiinsginmuam
wihenusymsasihmilsdedeswediiognsen lngdiauesin (§u1e) was/vioduanlu
adastely
4.5.4 fanesien (fuy) wresiudsunislosilndmuney viododansidouanwie
Usenslagaeurivun Tneldfiteuly
4.5.5 nsdhfuefifeaiiuinuiigumal 2-8 ssnisaldua Fosfllonansuaniuasiusosidl
ssuunsiivuardndsendu cold chain system Ailfnnsgrunuvdninst Good
Storage Practice (GSP) way Good distribution Practice (GDP)
4.6. \oNaTdun ,

a.6.1. nsdlvvauslaldsiuuuy (original drugs) Fesilionanswanisdne Bioequivalence
yoseflauesanUIvuifisuiuefuiuy Tne3smsnwvidesdulumundninast
wazwwHURlunMsAnwdrauyaveseradguesdinauanznssunisemsiay
g7 NIENTHATITUAT

dotlselunsdiiidedyvosendunuutuny Doutoud w.a.2535 wavilue
Tungu fsil

. Bﬂﬁizui’]aﬂiuﬂém Biopharmaceutics Classification System (BSC) Class 3 %39 4

%. mﬁﬁﬁ‘vumiiﬂwmﬂu (narrow therapeutic index drugs)

A. enfidinauAuEnsTINITeMTHarsUsENAdRinsAne Bioequivalence
wu eauiiiingnidu Zidovudine (azidothymidine, AZT) siluguuuueiiifinuyas
nsUanUanemendifiy (modified release dosage forms) 1umuy

4.6.2. nsdhflunniiesaransuas/vieidearsield fosdinansinwamiunsanmudanis

d o o s
FYVBAUSNTIUNTITIANIAUANBUCYN

B @, o Teitas (L (T

(Weliins A dvsinsyad) (WeavasaY Sauzdndiwan) (ueddnwel 8mmms)
WwwndtungynIsiiey Lnd¥NITIUYNTST Wndvnsgugnis
(AULIYNTTUAIVINUITIVNSTY) (Pundunssuadin) (Muwndunssuaiidn)
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aranBLaL/v39130974 lusiaraeansgasuiiulazaenndasfiuenansiiuen
4.7. fiauesnen (fune) Busenlionidndyanounsuimvun i
4.7.1. nsdinansdunTITiiATIeieni InensuinemansnisunmdnsoosufuRnisals
WM ISO/IEC 17025 wanmisasddasiesildidulunmuunasgrudedmunly
UsemAdsenIngian

1
< L= @

4.7.2. nstlndndugiurwiinigniSeniuAuINNToInannlaud 1N uAtENSSUAIS OIS

Y
warenluravesdygy19steuny

o

a (% (4

4.7.3. nsdiwulymaunmannudndusioiiiovdmadeUsyavsnauaranuaendese
Feilésus
4.8. Mi51n1590a1UANS L uRansuman SusiorfiiussfRgniSunifvaulaedinay
AENTIUNNTEIMSIWAzenlusEEEna 1 Unouiuussmausemasiandiaanseingd

< “ o Y
IYYIAMLNIIUNITIANIAUANWUTYN

(Wadins dTsinsyad) (Wamvadsd Sauzdninan) (Wndudnual SAMmE)
UBWANITIUNEYNITRLAY wndunstuIgynIs WndwnsguIyns
(AUBNITUAIVINUITIIBNTTY) (Pundunssuaiin) (Mundunssuadidn)



