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lobitridol 65.81 g/100 ml solution for injection, 100 ml
duu 8,000 Vials
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1. Y81 lobitridol 65.81 g/100 ml solution for injection, 100 ml
2. auaudAnaly
2.1 JUuuy Wuansazaneusimnnide la Lifid dwiudn
2.2 dwlszneu  Tu 1 ml Uszneusediaen lobitridol 0.6581g ﬁmuyaﬁ’u lodine 300
mg, Tuusamsussy 100 ml
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3. AuauUAnIuala

3.1 Finished product specification

ih) Test items specifications
1. | Identification #399WIUATN Finished product specification
2. | Vunewsenddgy #5796 Finished product specification
3. | Bacterial endotoxins %38 Pyrogens M3990IUM Finished product specification
4. | pH #13996UA Finished product specification
5. | Sterility #3599 IUANY Finished product specification
6. | Particulate matter
- Size > 10 ym NMT 6,000 particles/container
- Size 2 25 ym NMT 600 particles/container
7. | Volume in container 100 - 110 % of L.A.
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3.2 HAN153LATI¢N Elemental impurity 3ail Risk assessment report (WaASLONENS

Usenau)

wHIBLAR - NMT = Not more than

- n3difavedoundimaviu (waive) Mansiadeuinsedisnsia Iifluuansanansndngrusenam ey
auiidse

- Drug substance specification #asananludiesgvivasndn drug substance wisluliasesi drug
substance vowndnendiiagy atulaatunis dimsnnaiiansiasuynihdoidmun

4. Foulvdu
fiaussinfidesdudiuinindisionans wieuasanefledeiusenenarslnefiisiuns
TeasiSeafil
4.1 wenansiiléFueygntunsdeuhiusniesmislutsandlng uardunsdectarelumanin
4.1.1 Tudnstunadeudfuen ud ne.2 o3 ne.d vio 6.2 ududnsdl
4.1.2 Tudmetuvadoy el vie 8.1 vewlieuesiam wieuswavdunidonseunu
arunmvedndasinmuiituneidou (Finished product specification) wazderivunnmunIwyes
IngAiu (drug substance specification)  n3difegsEmiNTUAsUWawALuTRLIE KoLy
wnansnsvewdly (8.5) umdew finished product specification Wae/w3e drug substance
specification  lagveudlanewiulsemaussmanedidnvseinduacliifiu 2 U o Suuseme
Usgmnsimdidnnselng
4.2 1BNATIUTRNINTFIUNTTHAREN
4.2.1 nstlgmdnludssmelng guindesdiionaisiuseunnsgiundnetmaundninasiuas
Fnsirlunisudne PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngnuaasu
PIC/S participating authorities ¥3eillenasiuTeuAsgIUNSHARYIMUVENN WAL I A5 Ty
N13HENY1989E 1IN NUANENTTUNITOIMITUAZEN NTENTIEAGTTUGY FaruuaTulaeiiniy
aenrdeinazTinifienfundninasiuagisnisfinlunisndnen PIC/S Tumnnenfiausisatuagn
museunsaseaeulaeiinanisiusediviulsemalsemasiadidnseing
4.2.2 nadlgnidhansdssine gudadesiionansiusewmsgrunisneimuvdninas:
uagAsnnsiinluntswane PIC/S (Pharmaceutical Inspection Co-operation Scheme) laauunesnu
PIC/S participating  authorities aUvatganuseun1snsivaeulnedinanissusesfieiulsenia
Ussmasendidnvseiindvieengmasainudausinsd
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4.3 \onanIAN YR TN
4.3.1 uansasiadiasizdnmunnedasiasiondusasUvesndn (certificate of analysis
finished product) Tugnjuiidadusetis
4.3.2 Wan1INTINIATIERAUANINgRUIDIIILEATY (certificate of analysis of drug
substance) Mdlunsuaneguiidafuegnsisvesrdneuasinaningdiu
4.3.3 enanvEevdngmuiufumuduiusszniniunndavesingfiuaesinundéy (drug
substance) 9 4.3.2 fujunsriinvew@ndasiandnsagy (finished product) 4o 4.3.1
4.3.4 wan1sAnwn long term stability mABAYNDIgYEIEITUNTEUlSRud1Tney
ANIZNTIUNTTOMITUAZET NSTNTNAIBITUGY
4.4 ¢egneen
4.4.1 feuenmdesvhegneeties 1 mhsussgiudt Jadufunuuanseasdon
Ifnsuiunuiidaualuidennautiviludrey
45 nsUseiununmetiiduey
4.5.1 iidemeudesionglinnnn 1 U duaniuxdn
4.5.2 vmnaniidwey sxfesdwdiunnmereluiussmansamaiiesyieruiiduey
4.5.3 ﬂssﬁﬁwﬂw‘swnwsﬁﬂnﬁejuﬁqathqmﬁeimauLﬁadmﬁ?ﬁmiwﬁﬂmmw el
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Usznnslag reurmun Tnglifieuly
4.6 fewean (ue) Busesliionidndygieunsutmun fai
4.6.1 nstinamsguanviinsgiend lnensdvermansnisunndvsetosufRnnsile
1ML ISO/IEC17025 wanmsmsadinsteilifulumunnmssrudedmunlulseniaussmesen
4.6.2 nsdiudndasisvindgniFenifuiunniemarlaediinnueansnssunisemisuay
grlutasavesdygesdorsany
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5. A1sUsEliuAUsEaNSAINRas1An (Price Performance)
n1sRasnaszlevaninunnisUseliuA1useansnaneasien (Price  Performance)
Tuaviduanuenasuiznnan nedeeglusngy o svuatdmindadiunziuuyesiiuys

ar g ar é’
wan 2 g1 AU

= o g ar I owr W
1. 59a1Leue (Price) UINUNWNINUTDEAY 40
2. 1ASgIUURRUAMIEUINS umtinwiiuieway 60
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naninaein1suseiiuatuseansniweasian (Price Performance)
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[ ] 1 W W
nanildSunamlunnsussiiiuAUssaninmsaan Ussnaude 2 dauls wastmuminn g

. N UMLINAZIUY
Adsuan :
BINEN U
1. filaua (Price) 40
2. 1A IUYRAUAVTOUINTS (Performance) 60
T 100
UATFIUYDIRUAIMIDUINNT (Performance)
UsENoumemLdssad 3 A7 LastiiInunAsiuY ned
ol x at
AWUTIDY UIMUNASLUY
1. AT IUANMATNKERS 60
2. wwmsguvisslfuRns 20
Ay 4‘ a1 = aas,
3. auandRTseUstlevidensufoRnu 20
U 100
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TeazduaiiulsTes 3 /M ndninausinisTvinzuuuamnm sl
1.3 AZIUULAL 60  AzMUU
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1.1 n3fuseanasgruRansduel
P @ a w & v v o w1 &
finssusenunnsgundndiug audeladeniinmeluil

Widaton ASIUY
1.1.1 Spy¥sretendndnsienaunimuaziuin Green book) iy 1 Fudutiagiu 3
1.1.2 Wuenildsumsindenldlulsmeruianguaniuuwvdemaniuisusumelng (wide 2
[ | | & = |
wiaviidalu 7 wie fedl swgwnasnsel swASs swsunBud swamsuandedval sw.d
uATUNS SW.awaATUNS)
) ] s ar ar
1.1.3 Wusemseieglulyiuinnssulvedagdu 5
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1.1.4 YuenFeinansamaiianeiien swuadliitfenndt 3 sunisuie TneviesufoRnsd 5
#¥unis¥uses ISO/EC 17025 nmmbssussduannavidensuing« Tlldvanlfjiing
YBYEn Jodemennaiinneidedhidesniwhioniseylu Green book atudrgadidl
p1deasiyfentu wasnammseilengliiu 5 U Juaniuildunsiuseawants
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1.2 dnemznanenwYssendniagy 5 AZUUY
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1.3 dayaatuayuaunIwtamaniu 25

AZLLUY
itatan ASUUY

n. 819 NUANAUNAUIUY 25 ASUUY
4. #insAnwnreadin (Clinical tri 15 AzUUY

TnefsieaunisAnemieeddnuisudisuyssavniainuenfusIsukuy Nias1e9u
yeradnfivansisUseavinmesenasiuilunsansnensuwmd  fansan il

1. 38A15AnwTULUY Randomized controlled trial wagdinsARuinan1sAnwIas 13 AZUUY
Nsasmemsmdiiundete

2. 38nsAnwnduuu Non-randomized controlled trial wazfinsAnuinanIsAnw 11 AzUUY
anIsENTIMIUNETUTete

3. 35A5Anw U Comparative studies Wuu Cohort studies (prospective) wazdl 9 AYLLUU
mMsifRuinansAnEanITaImsuwsundete

4. 38n1s@nwnuduuuy Comparative  studies  wUU Case-control  studies 7 AELUU
(retrospective) wadimsiituninanisAnwamisasmsmsunvdiindote

5. 38nsAnwudunuu Descriptive studies Wuu Case reports/case series wazdnig 5 AglluUY
ARuWkansAnwanIsEIInsLWwSiundetie

nsdimdunsinendSeufieuiueduiuy  Tasuuudy 2 azuuy

6. msfnwanude 1., 2, 3, 4. we 5. AlalleRuilunsans 3 ATUWUY
A. iin1sAnE 19t uaYa9en (BE ﬁ‘ﬂ"ﬁm'lﬁﬂﬁ 5 AZLUY

at L% =) A o ! s i at
1. aavuveresufURinisfivhnisfnslusrsUsemadesdivangiunansinladunis
gaLTUNAITNIUANENTINNITOINITUAZET NTENTNATITUgUUE TddmTunsden
LY] ] g 43 g 1 el
anifaylvial (New generic drugs) MTumeidsusiaus U 2546
2. FEmsAnwdeadu Randomized crossover design %38 Parallel design (n3dlenil
t1/2 ¥m)
o - ) & w  ela A 2 | ' d
3. msfndenananadasmsifiusranatnsiiiguame viaiduduae wu susds uey
g HIV
o o o W 1w 1 v °
4. Swnushethaiidnwdaditesndt 12 au uasddumsfinwiuuy Parallel $ruau

a 1 A (3 1 ]
fhag1efidnedadlitaunia 2 Winveawuy Randomized crossover
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Wndatay AZUUUY

5. flnsesinaeuAmINEalLaLgndaIraislAT sl biological sample
waalil

6. S8n13lien dhulmgiidiuuuy single dose nslieawuy multiple dose avldiled

veugludensnuin wieiluen sustained release LLasg’J'lﬁ washout period 38l
Failszavnanathales 5 whees t1/2 '

7. nsfiudheshadendefiuathation 9 g - reulvien, 2 gadasseduenindedy, 3
Q058U Cmax, uae 3 Taesedugfideas ssezafuivuedouiuetialos 3 wh
204 t1/2

8. HaNVIAEaY 90% Cl YeiNan 1 viavesdndIuLsay Parameter s Cmax, AUC t,
WazAUCes iy log scale vasenandiguazendiuuuy doseglugas 0.80 - 1.25 Jefied]
BE winfiu
inasimsiansannsfnemedasuyavasen (BE) Anrsandell
1. fenasiyndeldnziuudy
2. fuanaaBy 90%C! Yoaarnieglugae 0.80 - 1.25 usliihuinasideladonis vy

1 [ ] A ﬂ‘ Q = a‘l 1
fonsfnuliundens w1y BE fsniluniseiaus U 2543)

3. A TE or 5 AvuY
L‘fjumﬁaaq“luﬁ%y%iw%lu Orange book US FDA 38 EMA
nsdlendringeelutiydnedslu Purple book US FDA w3e EMA

1.4 Elemental impurities 5 asuuu
1.5 dayanisAnwrrinunssnInen (Long term stability) 10 AZuUY

= = — =i o w v oy w =
UNTANEIANUABFTATWLINTUNSLULURTVEN WIDULBNAITNIDNA NITULEANIEN ﬂ"l"éﬁﬂ‘lﬂq

Guidelines ludannas ASEAN Harmonization Product on Pharmaceutical Registration 'Tuﬁ 26 5.A. 51
1 = A = ar
iy gudia vmsfnwianuamamefigumngl 30:2 °C AAudS 7545 %RH 5 Azluu
1.5.2 #in13@n® On-going stability 5 Azuuu
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2. WAsguesUfifinas  ASUUWAN 20 ATMUY  F9715EN9IN
a wa Y Y S|
2.1 iasgruriesufiiinns  anudeladends fsil 10 AUy

2.1.1 enfmdnlnelsanuitivesfiRinistiuninsgu ISO/IEC 17025 sumisvegeuenann
whenuiiveusuluseduanna (LAC MRA Signatories (International Laboratory Accreditation

Cooperation Mutual Recognition Arrangement Signatories)) visaiusiunuy 10 AswuY
2.1.2 ydendnlaelsanundailéiunmsgrunansn WHO-GMP, GMP-PIC/s uasiinavagey
w a e w ol d v a
gnanviseUURnsvesentuliluna (3° party) Mldfunisiuses ISO/IEC 17025 5 AZMUY
a o d o w 4 o &
2.2 siensvasaunaniusien audelatenis fell 10 AZMUY
2.2.1 esUftinismude 2.1.1 flveulwannuansafunmmegeurindusieusiasFULUY
vi3ede 2.1.2 dnsduuardimmevindniasie Tusienmegey (test item) AaRN3ns 10 AzWUY
SIBNTNATIU Azuwu (Fouaz)
A | Assay or Potency a0
a | WadaBumu Finished product specification muUsgmaUsenansiAn 60
2.2.2 owfiRmslssnundnendldfuunsgm GMP-PIC/s 5 AZWUY
3. Jafiaayslevd AURIIY AZLULLAL 20 AZUUY 9580970

ar ar (=) a é’
3.1 ANWNURINIYUTUITY, UTIYGINAZRaIN 10 AsuuW  Wesaenuguuuuen el

Wadation AZLUY
=l
. pssmduendia 10 AZHUY

A ar at =
3.1.1 Myurussndudaewosussetan  Ansanan

o as = at a T 1 ar '
- fhdnwsuuaanasuzUsTIdNdREwarussYiaeieude daiau Livgeaen 2 ATUUY
- ussqfiaust Wld aizman 1948 nudensnssunn

' o o = v
Wiuifiruusiazuivh Ananlspzuuubia)

3.1.2 ussafausitestuuamnquiisses (awizeiifestosiuuas) 2 AU
3.1.3 sudlaussgedluunsiiflannszyden, LotNo, Tuiiuegen nnauln 2 AU
3.1.4 pusiadl imprint code vuwinen fsiresianisusd (identification) 1 AT
3.1.5 gsiniivinuusle desiisesunn wasfinen stability vdsinuussinen 3 ABLUY
v. nsdlilfiuenda 10 AzuUY
3.1.1 nMurUsTfiduiaeuasusIginst 91380970 2 AZUUY
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3.1.2 ussyfusitiostunangmisegey (awizeniidostesiuuas) _ 4 Pz

nadlifiunipiiindniwanafniuseunarsesiifurn destusasmnnazunn

3.1.3 endafinvugussqiiu vial waziihiavanwda flip-off ieamnsUuitiou v 2 AzUUY

WINA1BUYUIITRUU am pule waeaevindte

3.1.4 endn fouadsnusvesien fedidyuarmINLY UURANNTULUTTY 2 ABLUY

flywngdsivesndt 2 daduns

A nadifidiuviy 10 ASUUY

- Y] B -
3.1.1 ﬂ1ﬁu$Uiii‘!ﬂﬁuNﬂmLLﬁmJ'i'i"qnm‘n WANTEIAIN

- fhdnusuuamnmwuzusIYTiduiAEuasUsTPisie U Yaou luvaeasn 2 ATLUY
- U59Siaust Wl avman T4 nusensnszumn 2 AU
(WFsuisuusazuT Ageldmeuuudi)
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5. nsdiffutung 10 AzluY
3.1.1 MeusussdudaeLarussinet  Rensanen 2 AU
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3.1.2 nunilnaain seal Unainviasuusnuassnilu (double protection cap) 5 AZLUY

winTauAsuuLnaiy 10 Thihasuuulndududiau 10 azuuy

3.2 fumsgu GSP uag GDP 5 AYLUY
3.3  MISUSNITUAINISYE 5 asuud  WNR158197N
fiadadon ALY
3.3.1 s¥pznallumsdenas 1 ATLUY
3.3.2 AndazmINtunNIsAnee 1 ATLUY
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3.3.4 nsFuasu/Audue 2 AYLUL
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