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qmé’numzmmwam
gadobutrol 1 mmol/1 mL solution for injection, 15 mL vial

1. Foen gadobutrol 1 mmol/1 mL solution for injection, 15 mL vial

2. gruanUEnaly
21 juuuy \Duasaraeunannide la lid dwmsudadmasnidend
22 dwuseneu  Usenausiy gadobutrol 1 mmol (604.72 mg) lu 1 mL
23 ey 15ml
24 MIULUTIY U's'sq'l.unwuvus‘sqmamﬂiwmwnrm*uml,m
25 83N - seyfienn dawusvneushenddyuarauusiundnfudueigiaviingn uas
wunzilouiiuenlioghdmauuuussysiue
- vunTurUTIEneRssesTsytesmIatenanismaiulsznouuar
PR RE A TTRAA TuAueNY L iTRIeu
3. AruauUAnIamaiia
3.1 Finished product specification:
Nan'ﬁ"imﬂzﬁﬂmmwL‘ﬂulﬂmwu Finished product specification Wag Drug  substance
specification TilFaavgidoudodiinauannssuNMSEIMISULALEN NSENTIANTITUAY

& Test Items Specifications

1 Identification Complied with finished product specification
2 Assay Complied with finished product specification
3 pH Complied with finished product specification
4 Sterility Complied with finished product specification
5 Bacterial Endotoxin Complied with finished product specification
6 Particulate Matter Complied with finished product specification
7 Volume in container Complied with finished product specification

nmmi“‘“"‘ T 18I, ... B @Wg) .............
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4. Raulvdu 9

4.1 wnansnsiasvoygntunsilousiusuiedmingludsumalne uasdun (declare) unas

WA
4.1.1
q4.1.2

Tuddeymstunsdousfuen (Me.2 ne.3 e.d4 wis v2 udusnsdl)
Tufvetunsdou ve.1/8.1 veseniiauesa wiouseazdeaitenisaiunu
AN MYBIKANSuTnLTiTunzTou (finished product specification) wagdiarimun
AN MYBITARAU (Drug Substance specification) nsdifiegszmnemsiasuuyag
whlufisfin aefoswuuienatsnisvauily (8.5) imdey finished product
specification Waz/%38 Drug Substance specification

4.2 @NATIUTWATFIUNTNAREN

4.2.1

422

nsdifiewdnluusadlne fudndesiidiunameeniidesusewnnsgiunisnane
MUNENNAIISMsARlUNISWERE PIC/S (Pharmaceutical Inspection Co -
operation Scheme) lnawiaeanu PIC/S participating authorities wiedlonans
FUTPUNATHIUMIHAREMIMENINUsTLaE I sARlunSHAR YR T
AIYNSSUNSOMNSUAZEN NSENTNASIEY st mustulasdauasnadouat
Vauiudninasiuay3smsfirlunsnanen PIC/S lumneenfiausuie aduanagn
museumInsvasulnsdnanisiusesieiuiivssmeussmesimdidninsind
nsdidueniudransaysene guandesdienansiuseanasgrumssdngiany
ENNITISNSARIUNSHAREIPIC/S (Pharmaceutical Inspection Co-operation
Scheme) Inewteanu PIC/S Participating authorities #38 GMP YeUseARHER
adudgamusaunsnsnaeulasiinamsiusedieiuiivssmausznansiandidning
indvianasnegBwuaiusinsl

=
4.3 LNANTAMATNYBIINLAUDIIAN

431

432

433

434

A33UNTT

HAMIATIVIATITRUN NG AT uIva R (Certification of analysis of finished
product) Tusnuitdsfotis

namMsAATITRRANIRgAUYDITIENdAYY (Certification of analysis drug
substance) Mdlunsuanenguitdndushatnaiavesdnaneuaznaningiu
nasuIendnguuduanudiiusseningumndnvesingiuesiiedngy
Drug substance) 4 4.3.2 fugunisnanvesndndmusidniagy (finished product)
19 4.3.1

Nan13AN®N Long term stability My ASEAN guideline on stability study of drug
product naeatseguaseildtunyleulifudinnuensnssumsemsuazen
NTENTNATITUY

Lo LY S 2 AIOM 3 @’”’a/gf ..........
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4.4 f9ENaEN
441

FlauasIan fissdenegnisgnaioy 1 wieussyine Fududunuuans
wazdunlinsudiunuiiimualuiidenuantnalutisiunielu 3 Junden
EUBIIAN

4.5 MsUsenuAuAINEIdeY

4.5.1
4.5.2
453

454
4.5.5
4.6 Hiauesian
4.6.1
4.6.2

4.6.3

pidaeusiosdiongldldlivesndt 1 U 6 Weultunniudwey

gnaInTidasy sgfesdidunnmarglususesanisnsivdinssienuiiduey
nsdifmiesnisviinsduisgefidweuiiiodinsaaiiaszsinanin miny
smmswimidedewediotns Insfuardesdiniunamudiuiuiiniag
swnsdmTRinneisesdudiuinveudliseiiutedumsniaiese
A natifinuhelidulumuaudnuasianis mhesvmsveanudvslisy
ANIUINTAUBTIANLIWNINAIVBY Q"maLLas/ﬁaﬁuﬁm'luszdU
funeazdiossuiasundiesilnduuaeny viedleiansidesanmeusznsle 9
noufmuslnglifiGeuly

sruumsifiunasdndseiiliinnsgrumumdninust GSP (Good Storage Practice)
uay GDP (Good Distribution Practice) lnsuanuenasuszneu (Wuansienansi
@sunssusesszuy)

(He) Busonlioniandiyaniounsurmundsd
nsfinamsduesITiinTisidannsuinermaninisumevioo s fURmMs AL
1ASEIU ISO/IEC 17025 nanseanienziliidulunnasnasguderdmun
nsdlndnsusiomdadgniFoniuduaniowmaelasdninnuanenssumsems
wazen Tuthe nanvesdygazdeasny
nsdmutigmamnmansaniusifionsdmadoysydvisnauazanaasessogie
ldsuen

4.7 WiesnvmIveanudvs lisuinsardndusiefifivse iignieniuiulagdiinam
AMzNsIuANsEIMSHaTETlusEvaan 1 Unewiubulenansiauesinmnisindenssil

5. ASUsYRUANUSEANSNINARI1A1 (Price Performance)
earidaLandenaITILINUeIUs L UUSEANSANABIIATILUY

HIUNTS3UTBIANIZNTTUNTAMENYMZIANIZYDIEN

gadobutrol 1 mmol/1 mL solution for injection, 15 mL vial
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inusiussiliuyseansnansasiai(Price Performance)
gadobutrol 1 mmol/1 mL solutlon for injectlon 15 mL wal

.-muﬁmanua..ﬁ'lmnﬁ"uﬁu

AauwUsuan dminavuu
1.5707haue 40
2 punwiazAanAT IuUss lomidovnassns 55
3 [3eulun1sfuen 5
STV 100
FauUmdnit 2: aunmuasauautamdulslsvddenieuns (azuuuiy 100)
FauUI599 yminAzuuy
1LANASFIUNGNSTO 60
2asguneujuRng 20
3 auantRTideysHlevidensu iRy 20
37U 100

1655099 1: mjgjymmm (ﬂ-'l.mumu 200)

Watetey

= 5 ar
SLLUU UIUN

| (Goway) | Azuuy

1.1 msSusosnmunwvandndoe (@ 1 lu 5 azuuudy 100)

100 60

(n) Lfl‘uEJ'I%}GE]Eg.'{.uﬂ’tuﬁi’mn'ﬁmﬂmmvwm WHO List of Prequalified Medicinal Products

= o = 4 & W f ¥ o=
(v) Wueneglulydnetendaiusienuamuasgudn (Green Book)
lngnsuinemansnisunnd iau 1 - Jagquu

(m) Wuesunvunienfioglutydsetendniusiennunimuazndn (Orange Book)/EMA

(9) uedeglutydnetondntusienfildsunisiuses (Approved Medicinal List) Ing
iwsotnslsmeuianguan tuunngmansuisusvinelng

(3) Wunddinansiadesigiendwaulidesndn 3 quminamwm%amﬁmmLﬂinmmaﬂm
touniwitiefiszylu Green Book auua'mc-wnl-s’mgs']am'saweammmmnumamum‘uaw

seylunaastRmlsmeunalsmauazkan e wiilongliiiu 5 Yuaniuiidiums

fusesramsieeiteiulssmadszmamdidanseiing analinswilagvieeujudinsde

TildvesufuRnisvenaneuayieaufuAnig musnsgu ISO/IEC 17025 9nwuIBau
accreditation body fizeusulusgsivaina wislagdinamanasgruiesdjinnis
NSUANLIPNANTNITUNNE  NTENTRATITUEY

AFTUNTT V\,ﬂ/g'
1 T 2o AWM 3 ©»
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1.2 Yoyaatiuayu AnwITuAunIWHENSTe 100
(Fendelatenils mniuannd 1 delhdendeifiavuuumnniian)
1.2.1 nsdindnsusisndiunuy SenunsAnymeerdinfiuansdsssansnmees 100
enildlunsine asimulunsansmansunmeiiundede
1.2.2 nsailildendunuy SsrenunisAnyimendiiniivsvendelssansameseniue 100
FuLUUMIeBNUMSAnwI R inTiuanifassansamuaseniildlunsine asiruly
Msarmensunndiindede (Bondeladenis minduinnia 1 adeliidendefiiinsuuy
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(n) M sAnwfiu Randomized controlled trial uadinisiifiuwlunsasmensunwdiiundedie 100
(9) 3msAnw Ty Non-Randomized controlled trial wasiinisafuwluansansnemsuneiidede 90
() en1sAnw Ly Comparative studies WUU cohort studies kazdinsfRulusasIINISUNNGT 70
ydefie
() F8n1sAnwuliu Descriptive studies Wuucase report or case series (31897UEUw) wazinsAiuly 60
'TI"ITﬁ"IT'Vl'NﬂW?LLW'ﬂé'ﬁﬁ']L%aaa
(2) \@endoladonils a0
(1) msfinwdu q AvtestuauUasnfevesenuay/misruuasnfuveadfitlddue
(2) et (n) w3e (1) vie (A) w3e () 7l dnsiRuwluasansmansumdividede
1.2.3 susse nsililuen Biosimilar fesiinnsdusesludeusldideriuiueduiuy 100
2.6uUsseeil 2: unsgIuesUfURnas (Azuuuiiy 100)
Sy R azuuy | dwiin
(Boway) | Azuuy
e 20
2.1 ﬁaqﬂﬁﬁ‘ﬁmsﬁw"\ums%’mmmmmmmmummsgw ISO/IEC 17025 AUNISVABU 100
nanSusiauos lusemvageununuaniimamedadifvun
Finished product specification fitmuslilunndnynglunemsiyiusieiings
(n) Assay or potency a0
(9) dnudevaaoudu q fivde fuuslinzuuusauiuviiu 60 mnesasasuynte 60
dranatelaatentdmuiinvualilu FPS vinaudadiuain 60 Asuuu rwiln
Ay (madoy 2 duvd) Teewdsnisiirsuuuteiindoussanuiu
2.2 winkil@$uses Wl URnmsfiiiunsiusesmuannsamuansgIu ISO/IEC 17025 60
INNSUINETFaRInsune @ande (1) 3o (2)
(1) Swhdeuanimsvoiusesanuaunsaiesujufinisaunnsgiu ISO/IEC 17025 910
nsainemaninsunnd Foslinameasundniasienfiauesalunenismaaoy
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avraseURTINAMENTRvavaia 3 lotlnevea §URns 1ISO/IEC 17025 7ilaly
ANGn fadl

i . = - o ar at i
Finished product specification finmualiluRaidnuazlusisns siueiingg

(n) Assay or potency 24

(1) drutennasudy q fivde fmuslinzuuusin 36 mnrsaarsuynade dn 36
wdelatondmuiitinuataly Finished product specification Wnaanma
Faduann 36 weilntu (edey 2 sumie) Tnsadenslinsuuuterivde
Ussanunu

(2) Hawizmideuaninisvesusaniuannse vesjuAnisimuinnsgu ISO/IEC 17025 30
nnnsuinemansnisunng Ingldfimsmeasundndusieiiauesimlusienisvaaey
asvEeuRsImLAuaNTANIamAln 3 lot InewesURnas 1ISO/IEC 17025 haildduin il

. z : = o ) w £ i
Finished product specification fifmunalilunadnsmuglusiensnsiusieingn

(n) Assay or potency 12

' v -l = - a w W s
(0) dudonadoudu q Ainde AMMUAMASLULTIY 18 MINATIIATUNNYITE D11A 18
w W v = - o Y i ; 3 s
wtelavitentsnuinniualilu Finished product specification ¥inaanay
dndiuain 18 wwlndu (natiou2 dunds) wewdsnislinsiuutenvasyseununu

3; muﬂ'ﬁam 3 qcuauuomLaatliuiﬂ'uumamsﬂgﬁ‘ﬁmu (AzUUULAY 100)

Azuuy | wawiin
 (ovay) | Azuuy
1.281nU3398881 Lot NO. Judiueny wn 9 mhutey 35
2 ussydusitosiunamn q wiieges (sesuniigges LWy sie amp, fia vial) 35
3 flenansmiusnnwiveuas/Mienundanquildtusarfusesnndinau 30
ANYNTIUNTOIMNTUALEN
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