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ANENITUNSMUUATIUaSANUSNYMTANIZ YD 9N

(GRET) S UsEsIunssunis
(Woyges  Feianiidy)

WIELANELT 1970y

GRT) SR AS5UNT
(wesilung  Ustindam)
UIBUANEN T t}m?ﬁ
(@9%8) oo “JM# ................. NISUNNS
(WNEIITNALT FurNauIA)
Wnd¥nItIns

@/



- i
Nowladug
o. Lanmsm'slmsuaum'}mu%“wﬂumiumLwamwma“luﬂﬁumﬁlm uazduag (declare) unasuan
0.0 TaWymMstunsdoui$us 1Wud vele .o no.c V38 tlo WAINANSE
oo Tmetunsdoudfum ve.o vie .o WiamwauLa&Jﬂmman7iﬂ’mﬂmmmmamammﬂmmm
Tunzon {finished product specification) Way %aﬂ’muwﬂﬁumwmaﬂ’mmu (drug substance specifica-
tion) nﬁmwaaivmwmsmaammaqLLf’ﬂmwmmJ LADIMUULBNATTNISVOUA WY (8.@) wwdau finished
product specification uag/%5e drug substance specification
. LINFITIUTDNTFIUNSHARY
mmeu@ﬁmmmmmmumwammmmaﬂmmmﬁmsmiumwamm (Good Manufacturing
Practice (GMP)) Tunsnafifisadasfuefiiaus (awaﬂammmaumwiwaauimamaa‘lummmmi
FUseY) lnenpasznause
L. mLu'mmaaim@emmg’mmimﬁmawmmé’ﬂmmﬁ%ﬂ’ﬁﬁﬁiumawami’mqﬁuﬁamﬁqﬁm (Certifi-
cate of GMP Active Pharmaceutical Ingredient (API))
bbb E‘hmeﬁqﬁa%’U‘ammmgmmﬁwammmwé‘fﬂLﬂm%‘i%‘msﬁﬁiumimémw?mﬁmﬁﬁmﬁ’u,%gﬂ
(Certificate of GMP Finished Product)

. LANTNTANANYALYDIAEUDSIAN

.G mamim:}mLﬂ'ﬁwvwmmwmamm%mmmsﬂma\mwam (Certificate of analysis of finished
product) Tugnjuitdafuset

oo wamﬁmamlmfumﬂmmmmmwmmmmﬂm (Certificate of analysis of drug substance) Aldly
mawammiwmwumamq veq HHARYT way GuARTRgRu

ma LONAsVsendngBusunudIuSTEwineiunIsHan vesTnaRuresied iy (drug substance)
10 mlo fujumandavomaniusiendi$agy (finished product) 98 m.o

m.a WANISANYI long term stability maam&&hqms;ﬁuasmﬁsﬁumLﬁaul"iﬁuﬁwﬁmmﬂmammmsawm
WAZYINTENTEATITUEY

& flonansuansrsunantsysadunisine Risk assessment of elemental impurities L8l
773 ICH guideline QmD, USP wag EP (§13)

ANTIUNTIMNUATIEAZIBEARUANBAAWIZUD I8

GEETEo) U N Ussaunasums
(Weygas  I9inniive)
UNBLHNE T8y

(B9VD) oo, L/ ............................. AS3UNS

(WeUsilung  Ustndanu)
mmmwém\‘l@m’g@

, 1
(29%8) J M A N55UA1S

(WA FUANRIUIAR)
WEvNIEILIYNIT
ler/en



. fed1eeT
fuedesdeiegeagiades b miwussdiu saduiunuansisazfenldasudumuiimmuely
dernuautinluin wasiifumsiandeiuiilude mo
& msUszAuamnmeTfidaey
&0 TuAumEefidwoufsundelitorndt ol iWau tunniudwsy
&l m‘wnmwamawvmaqmmmewmalusmaawammmmmswwwmiummmawmwwam
& ﬂsmwm@Jiwm‘smmsaumamw’mmuauLwaaﬂmf;mmﬁvwﬂmmwwmawnmm“mwmﬁa
Fovasatneen Tneffunazdpsdeniiudnauinaufiviesensdwsasiassd ezl Suinvaualtangly
mMInsvIATIERg A nsalinuinelidulynueudnvsensmberensveanudvsliuRiesanis
iauesIPERINaIveINas M eRAR uASralY
¢« fusrgioantenansnssudsusdeslndvuney viadeifansdevanmdeysznnslag
Aoufmualnglifidouly
¢.¢ mdduniideafivinuniignmnd b - ¢ swnwaden dosdlienasuanuasiuserifissuumsiuuas
dndsendu cold chain system mﬁmmgmmmwﬁmﬂmﬁﬁ Good Storage Practice (GSP) g Good
Distribution Practice (GDP)
b, lBNaTBY
.0 Mhwwnsveanudnshisufasuninfusofiivy i gnunifuiulaeddnnuamsnssung
Mswazenlussza o U
vlo l@ueTIAN (Hue) Buseulinid@ndyaniounsuiivun il
b ﬂiﬂwami?jmmmfjmwﬁmﬁImamu%wmmam%ﬂmmwéw‘%aﬁmﬂaﬁ'ﬁmaﬁlﬁmmgm
ISO/IEC emolod Hans5nsaeseilididulunumasguderimunlulszniaseninsian
o.lolo mﬂmﬁmﬁmﬁawﬁﬂﬁgﬂL’%‘Ejmﬁuﬁumﬂﬁamam‘[maﬁwﬁ’mﬂuﬂmzﬂﬁmmimmmasm
Tudanavesdnygesdorzune
.o, niﬂﬁwuﬂﬁwwqmﬂwwmmwﬁmﬁ’mﬁmﬁﬁawdwam‘aﬂasﬁw%waua:mmﬁaamﬁaﬁa@ﬁusﬁ?{
laguen
.01 MBTWNTVEAMUAYS WiSURTsaHERfasioiTUsy RgnEendviulasdinnuaaensinses
wazelussese o U

AMENIIUNIININUATIDASLDONA ﬂmﬁﬂiﬂmZLQWﬂxﬂﬂﬂﬁﬂ

o -
2Ty —— . U5251UnNITUNTS
(eynt  Srinndide)
BN T8y

GRS TSNS (B9YD) v Y ASSUAS
(Wedslund  Ustinsuny) (WN9EIT9AN Fusimunfa)

UBULWNE N 79094 WNAYNTTIYNS

a/en



