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Measiduaguinsusionsen
loversol 741 mg/ml solution for injection, 100 ml
974U 3,600 Vials %30 300 ndos nevdas 12 Vials
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1. Foun loversol 741 mg/ml solution for injection, 100 ml
2. qusiRily
2.1 guuwy ashiuFedlungs Non-ionic lodine Contrast Media — Low osmolarity

Wuamsararwendausmenide dwmiudadwmendensh
22dhudseneu  Tu Iml Ussneudhe loversol 741mg ,lodine 350 mg ;Tromethamine
3.6 mg, Edetate calcium disodium 0.2 mg
23905y Uums 100 ml
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3. queuifimanaila

3.1 Finished product specification

L5 Test items Specifications
1. | Identification MIIVUIY
2. | loversol assay 70.5 - 779 % w/v
3. | ledine and lodide NMT 200 ppm w/w
4. | pH 60-74
5. | Total impurities NMT 2.5%
6. | Endotoxins (as E.coli) NMT 1.4 EU/ml
7. | Sterility AT
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FmsAtunsuEnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taguiagau
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uaeFBn1siAlunMINENENPIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngnaunu
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1.3 doysmiudyuaumweamindus 25 AZLUY
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n. g naiadneifusuy 25 azuuy
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1. BmsfnwnBuuuy Randomized controlled trial waefinsifsinanisfinenas 13 AgluY
MEIvmInMILwdiindede

2. Fimafnwnluwuy Non-randomized controlled trial weeilmsfuinansinw | 11 mzuuy
s EEIIMsundiideie

3. Fmsfneliu Comparative studies wuu Cohort studies (prospective) sl 9 ATLUY
msfiRuinansfnvansansundiundete

4. FBnrsdnwndunuu Comparative  studles  Wuu Case-control  studies 7 ABLUU
(retrospective) kaefinsARuinansfinyiasnsanmunmsunndiundete

5. Fensfinsudiukuu Descriptive studies WUy Case reports/case series uwoedln1s | 5 azuuy
ffsninanmafnsanisarmmansumdiuudete

ndifidumsAnvisieudioufueduiny Weswuudn 2 Azuuy

6. Ms@nwaude 1., 2, 3, 4. wie 5. AlEFRUWlUITa"S 3 AzUUY
f. Imstnwimetlaauyavese Rersanded 5 azuuy

1. aenfunierecufiinisivinisdnelusisussinadesiivdngrusansitléuns
vaufunndulnuangnTIunIeINIWeLEY nTensassagawds Midmiunsden
s/l (New generic drugs) funsideudaud § 2546

2. Temsfnwdioaliu Randomized crossover design ie Parallel design (nsedend
t1/2 ym)

3. ndnfeneraaipsmnlueaaiasiifiquam visbudthe wu emsde uae
e HIV

4. Snanshetitinudedaiosnit 12 ey waefiBunsfinssuy Parallel $wau
dheeeitAnendadlaianndt 2 iweauy Randomized crossover
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5. finsmeseurImIvIEaNLATgniBresiEiinTsifenly biological sample
wielyl

6. Wby daulngiliuwuu single dose MstELUL multiple dose ael#isled]
sefugilufiensiann vieliue sustained release wawgdndl washout period vl
Feilsvmerannetaion 5 wiwes t1/2

7. mafudetafeadouiuatinies 9 ga - feulvien, 2 daeseiusnrindedy, 3
38U Cmax, uae 3 yadaeseduendiding seeenaufvkmmndesnusthaios 3 wh
N t1/2

8. nAMIVIAEBY 90% CI vewasivisvedadiuusiae Parameter fig Cmax, AUC t,
uawAUCeo #iflu log scale vasenanfyuazsnfuuuy feseglutas 0.80 - 1.25 Sefeing]
BE wi1riu
nseinrResamsAneeSnuyavesen (BE) Rersaundl]

1. fshuinaueiyndeldasiuusd

2. fhwemmaay 90%Cl vewassegludas 0.80 - 1.25 usliiminasidoladovids vx

fledmsfineiliundefe (awe BE ddudumsdud T 2543)

4. il TE orange book US FDA ¥ia EMA 5 Aviuu
WuendeegludyPsetelu Orange book US FDA v EMA
nadlu@rTngegluty@nedelu Purple book US FDA e EMA

1.4 Elemental impurities 5 Ay

1.5 dayansfn¥A1aALENTINEN (Long term stability) 10 AUy

fnsfnweunanmeitunsdouinfuer  wieuenmmiovdnguuansdisntsfine
ATUAEN B LIRS fledind n fasen feil

1.5.1 §ins#inwn Long term stability uag Accelerated stability #1131 ASEAN Stability Study
Guidelines Tutionnas ASEAN Harmonization Product on Pharmaceutical Registration '?uﬁ 26 6.A. 51
i el nsAnweuesanmenfigamgil 3022 °C pandudidivg 75:5 %RH 5 Asuwy

1.5.2 {in15fnwn On-going stability 5 AU
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2. wpsgnfenifiifingg Asuuwifu 20 asuuy fivrsenenn

2.1 msgruviesUfjiing  mudeladonile deil 10 Asuuu
2.1.1 sdwdnlaslssemuitiviesufiRnissmannsgu ISO/EC 17025 fruntavadeusnenn

1 d .04 LA
mienuiiseuiulussduana (LAC MRA Signatories (International Laboratory Accreditation

Cooperation Mutual Recognition Arrangement Signatories)) wSaiussfuwuu 10 Azuuu
212 endwdnlnglssnundeléuumsgrusngr WHO-GMP, GMP-PIC/s unefintsvaseu
g nvie fifnsussaantuiifiunans (3% party) MéFunsuses ISO/EC 17025 5 Asuuy
2.2 emmeseundadusien audeladends fe 10 Asuuy
2.2.1 vewjiBinsnude 2.1.1 fusuwammemansofunamadeundnsiusiusissguiuy
viede 2.1.2 InsduussiinswiinBndusien Tusenisvageu (test item) fmse 10 Azuww
TUMIMALEY suuy (Souns)
fi | Assay or Potency 40
| FdfeBumu Finished product specification suUsenAUsEMATIANY 60
2.2.2 FesUfiimalsemundnenitldunnnsgiu GMP-pIC/s 5 Asuuu

AzuuWis 20 AzuuY  R9TsEan

3.1 dnvarvssmrususTy, usdadfussann 10 esuwy  Aensanenuguuuuen ded

Ydaday AZIUY

n nedififusudie 10 AZUYY

3.1.1 mewvussgiidaeuasussgdos]  Resanen
- $adwsuunanmmrusTgiidudReeruTIgSusteuie daou laivganen 2 YUY
- usTqsitusl Unld swaan 144 nusiemanseunn
(WivuileuusiaeyIvh Afgaldpzuuud)
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3.1.4 gudiafl imprint code uuiinen Feiresontid (identification) 1 AzUUY
3.1.5 gudiaiivinuudls Fosilseeunn uadnwn stability ndsnudasiae 3 AEUUY
v, nadifumin 10 AzuuY
3.1.1 mewrusigidaeuarusigios  Aewanen 2 pBUuY
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3.1.2 unsyfisilesunawmngniedes (awzefidsslostuus) 4 pzuu
ndfurniaiivniiwanafinusesuussssiifurn destumemnnssunn
3.1.3 enfimusussgdu vial werliihOnvantila flip-off iWsasnmsuudiey vie 2 AU
mnmaugusIlu am pule vasnuwinde
3.1.4 miin fuumdhdnwsvesdon Muduarmiuug UUSAINNYULUTIY 2 AT
flvungiliionndr 2 faBums
a. nanlfldiusviy 10 Avuuy
3.1.1 meusurigidulaeuasussyiy  fvsanen
- fadhwsuusanmeurusgidiasuarussgtusistude Smou Livgeaen 2 AEUUY
- Ussydituel unld aeaan 14 vusensnzunn 2 ATLUY
(WisuiflwuusiosuTon Ageldaeuuud)
312 uriyfusilesfuuamngwieden (awsilfasiostunay) 2 AYIY
winswrsluuuauiu 10 Whesuudlhdudugu 10 Asuuy
& nadiiduunde 10 Azuuu
3.1.1 MuusuIgiifudaeuasussyioy fivsann 2 AzUuu
- fadhesuusmnaurusTidRs LAy TsTeude daiou liivgmaen
- Ur3ysituel Wld awann 194 vusensnszuwn
(U3suifivuusiosuion Ageldnenuuidiu)

3.12 ynerviinanadin seal Ymadimissuuenuasdilu (double protection cap) 5 meuuu

vnsesuuuudifiu 10 Whiesuuulhidwdudau 10 asuuu

3.2 fhwsgu GSP uss GDP 5 asuuy
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