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AMANBALIANIZUBIEN

Gadoteric acid 7.5 mmol/15 mL solution for injection, 15 mL vial

1. o871 Gadoteric acid 7.5 mmol/15 mL solution for injection, 15 mL vial

2. AENUANaLlY

2.1
2.2
253
24
25

PRV R0V
druusznau
YUINUTIY 15 ml
NPULVIIY
281N

Wuansazaneusiaanniie la 1ufld dmsudndvasniden
Usenausmie Gadoteric acid 7.5 mmol luansazaie 15 ml

U5 lUMBUEUTIRNEAUTIAIN YR YA
- Sey¥esn dwsenaumendidguaranuusiiundniuduegavings way

wunzidoussueliognadnauuuussyiue
- UUNIYULUTIYYI0ENUDEABITEYTDUIUITBTaNNNITAIEINUTENDULAY
VUPANNUTWBILaVTINGRTUFUR gL iTRIa

3. auaudANIamaila

3.1 Finished product specification:

& Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay

- Gadoterate acid (DOTAGd) 26.53-29.33 % w/v
3.1.3 | Free Gadolinium Not more than 0.005%
3.1.4 | Free DOTA 0.005-0.05%
3.1.5 | pH 6.9-7.8
3.1.6 | Sterility Complied with finished product specification
3.1.7 | Bacterial Endotoxin Not more than 8 Ul/ml
3.1.8 | Exactable volume > 15mU/ml
3.1.9 | Particulate Matter

- Particle > 10 um <6,000 per container

- Particle > 25 um <600 per container

n3UNNS
P M IR, 1.\ L1 3. SR8 .........
(wey. Unan wawiasn) (ney.acdan guaans) (NEY.010AT MNLA)
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3.1.10 | Water content < 10.0 %

3.1.11 | Related substance
- Individual related substances Not more than 0.1%

- Total related substances Not more than 0.5%

3.2 Drug substance specification:

& Test Items Specifications
3.2.1 | Identification Complied with finished product specification
3.2.2 | Assay -98.0% - 102.0% w/w of Gadolinium oxide
-99.0-101.0% w/w of DOTA
3.2.3 | Loss on drying Not more than 0.5%
3.2.4 | Water of DOTA < 10.0 %

3.2.5 | Related substance of DOTA

- Individual related substances Not more than 0.2%

- Total related substances Not more than 1.0%

3.2.6 | Purity of Gadolimium oxide

- Total oxide of rare earth Not more than 99 %

- Oxide of lanthanides Not more than 99.99%

4. Wouludu 9
4.1 wnasmsldsueygntunadeusmiusnies mineluszmelne uazdiuns (declare) unds
W&
011 luddymstunsadeus$uen (e.2 ve.3 ne.d4 vie 82 udusnsd)
0.1.2  Tudwetunadou ve.1/e.1 vesnilaueen wiousandemionisaunu
ﬂmmwwaawﬁmﬁm%muﬁumﬁau (finished product specification) uaglannnun
AN MYBsTRgAU (Drug Substance specification) nsdifiegszmiamsiuasuuas
uiluiuin agdesuuuienansnsvenily (s.5) ey finished product
specification Wag/%39 Drug Substance specification
4.2 19NA1SSUTOWNTFIUNISHANED

NIIUNTT

Lo L B vt 109, 3 ©7W7a§
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021  nsdemanlulssmelne guandeaiidiunnmarenldesusewnasgiunisudng
AUV NLNATTISNNSARIUNNSHAREN PIC/S (Pharmaceutical Inspection Co-
operation Scheme) lnguuae91u PIC/S participating authorities ©3aillonans
SUsBUNATTIUMIHARB M IMANINeTLAEIE NS TIRLUN SHARE v d TNy
ABIZNTTUNTOIMNTUAZE NSENTHATITUAY Fartmuatulnefinnudonadouas
Vaisufundninasinag S msiialumssdng PIC/S lumnanillausue aduaian
musoumsnsasulneinanisusesisiuivssmealsmnsadidninsiing

422 nsamdugnidiannielsave fuandosiiionanssuseannsgiuntsnaneiany
WIS NNSARIUNMIHEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Ineniae97u PIC/S Participating authorities %38 GMP va3UssnALNEn
atuanaamuseunsasanaeulneiinamssusesiiefuiiussneusznansiandidning
UndvsenanangInuaiusinsl

4.3 LONANIAANNYBILTLAUDTIAN

431 HAMINTIVIATIBAAUNNHARSUIVBIIHER (Certification of analysis of finished
product) Tugnjuitdssaoeng

432  WaMIIATIBRRUNMWINgAUTBIIET@AY (Certification of analysis drug
substance) flldlunswanenjuiidadusosafivesiuaneuasjuanngiu

433 enasnsenangiuduiunudiusTEnIuNHanvesIngAuYesiedrny(
Drug substance) 98 4.3.2 fusun1sndnveendnsiueidniagy (finished product)
19 4.3.1

4.3.4 wamIAnw1 Long term stability mu ASEAN guideline on stability study of drug
product aaent ey ldtuzdsulifudinnuamgnssunseIMILATE]
NFENTNANTITUAY

4.4 fI9E13eN

441 e fosdiegeeisgaos 1 mireussytue Judufunuuans
swazdenldnsudunuiirimualuideruautilutadunely 3 Jundmin
LUDIIAN

4.5 msusziuguAMenidey

451 widweusisdiengldlalitesnin 1 U 6 Weutiuantudmey

452  gwnnafiduey azdesdsdinnmieluiusesanisasiiiaesieniuiidwey

453  nsdifviessmsnsduiesniidmeuiiodnnaieszinuain mie

_swmsazvihmidideseveingn Tneguneasdosdssnfiudnaudnnuiivie
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A nsdiinuelidulumunadnuaziany MihsnsveanuAns iy
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054  frvazdesiudsusdlenlnduuney viedefinmsideanmiieusznsla 9
roufmuslaghifiteuly

455 swuunmiivuazdadeeniildinnsgiunumdninast GSP (Good Storage Practice)
waz GDP (Good Distribution Practice) Insuanaienansuszney (Wuanaenansi
pisunssusesszuu)

4.6 glauesnnn (§une) Buvenlenidndyannounsurimuadeld

461 nsdmamsduaTniesgininnnainemaninisunmdvievesjiansild
15§ 1SO/IEC 17025 wamsesaadiaszsibidulumunnsgiutetmun

462 natirdnsusisviaidgnionifudunnisinaelasdiinnuanznssumsems

&

WAz lUTNA VI YYDV
(3

'
LY a ]

463 nsdwulgmaunmainwdniueiiensdmadieyusyaninanaranuuaendenegiy
AgFuen
4.7 Whes1vMsveanIudns bisuRasansdndusioniifiuss SignidenifuAulaedninnu
ApnssINseMsuarerluszeaa 1 Dneutufuenansiauesimnsdndenssdl
5. MsUssliuA1Uszansnwmeeasa (Price Performance)
TeasduauanuenasmunuriUssliulssansameesafiuuy

AIUNITIUTDIAMZNTTUNITAMANBULIANIZ VDI
Gadoteric acid 7.5 mmol/15 mL solution for injection, 15 mL vial

AFIUNTT

(wey.Unun wadiusn) (ney.9damn Quads) (ney.01nA3 AUEA)
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5. nuetUsfiudseansnmnasian (Price Performance)
Gadoteric acid 7.5 mmol/15 mL solution for injection, 15 mL vial

fauusuan UMUNAZLUY
1sediaue 40
z.ammwu,amﬁuauﬂ’ﬁﬁLfJuUsﬂmﬁdamaswms 55
3.ASUSNISHAIN TV 5
Savun 100

ulAfduslonidonenenis (avudn 1000 |

AUUT509 Umiinazuy
1a0SgIUNERS U 60
2. w5 iR uRN1g 20
3 aranUAnoUszlovidensufURNu 20
37U 100

) a
1.87uU55097 1: 91 (ATWUULAY 200)

1.1 mssusesunmasdnios @ 1 Tu 5 avuuwdy 100) 100 60

(n) \Juendeeglulnylsien1sernnniwyes WHO List of Prequalified Medicinal Products
(v) Wueneglutysetendndusieinunmuazinin (Green Book)
Tnensuivenamansmsunng iau 1 - Jagiu

(n) \Jueioglulylsievondningioinunmuasinan (Orange Book)/EMA
(1) HuenFeeglutnydsedendndueieniilasunisuses (Approved Medicinal List) Ing
wIoTelsimenanguaa uwnndemansuialsemelng

(3) Husndafinansrvdinszsisnsunulitosnin 3 funwdndaidemsnsialinsevideslsl
deuninhieiiszylu Green Book atiuangniiusngsieniserdeaniiyfiefuniemuvinded
seyluguantiflsmeunalsmanasianisisesitonglidiu 5 unnfuilddums
SusomamsieieTulsrmavszmanadidansetind anainseilagieajininsds
lildviosfiRnsvesduineuasiosuUfin1s musnnsgiu ISO/IEC 17025 3NMUILIY
accreditation body fiveusulusgivanna wielagdninammnsgiuesyfuinng
NSNAINGIPNANTNITUNNE  NTENTNEATITUAY

NSNS
(wey.Unun wadiusn) (ney.9edamn Quaans) (nfY.210"#3 AULE)
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