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1.%‘6]6'1 IOVERSOL 74.1 GM./100 ML. SOLUTION FOR INJECTION
2. Aauautanaly
2.1 JUuuY Husndausiaanide
2.2 dulsznau T 100 wa.Usznaumesie loversol 741 mg/ml, lodine 350 mg/ml

Tromethamine 3.6 mg., Edetate calcium disodium 0.2 mg.
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2.4 2870 - seyTeen dudsenauindfuasaaauss Junds 5u§umq \auiinEn wag
wunzidouiiuen Hogrsdnauuuussysiue
- yunrurUsTEeEatosdessyydenwidedemamsin daudszneuuazaun
AILIRIYN Laviindn Suduey Tidawou

3. AuauiANIunAla

HansRs ATz W TLLlUAY finished product specification waz drug substance
Specification  ignBsanindussuiieaiy FelrannziduurodtinuANMENITNNNTOIMSHAZEN
sy ssindwiisuilisdseadvatuitfieuvivielminiunesgunduhiule
F¥UMie MUUTEMANTENTNEANSITAIEY 130958UM5NEN WA, 2561 asuil 6 Sunau we. 2561 (@9
Usgmalumeiaanuunwiud 12 nuanius 2562)

Finished product specification:

3.1 Identification test ATIIU

3.2 YsunusiendAgy 70.5 - 77.9% w/v
3.3 pH of solution 60-74

3.4 Heavy Metals (as Pb) NMT 20 ppm w/w
3.5 lodine and lodide (as 1) NMT 200 ppm w/w
3.6 Total impurities NMT 2.5 area %
3.7 Endotoxin (as E.coli) < 1.0 EU/mL.

3.8 Sterility Test MTIU
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4. Waulvdy

Hlaveafeidunanmilsiosuses nouasaeiloeiusesenanslaggianuna Muazidendiil

4.1 nansmsldsueyywiunaousisusitesminglulssmelne uazdung (declare) wias

Na

a.1.1 luddynstunsdeus$uen Wun ve.2ne.3 ne.6 vise 0.2 udusnsd

4.1.2 Turvetunsifou ve.1 wie 8.1 veseiiauesan wioussazBoaiadonisaun
@mmwmawamﬁ’msﬁmwﬁfﬁvumﬂau (finished product specification) Lagdan1nun
AN MUBITMgAU (drug substance specification) nsdiflogszninansiasuntasudly
isfrsdeauuuionansnisuauile (8.5) 1mdey finished product specification wae/
w3adrug substance specificationlagvautlynsuiuussnialsenmasaididnnsednd
wazliiiu 2 U s Yudszmadszmasiandidnnseling

4.2 @NETIUTBWNINTFIUNTHEREN

4.2.1 nstlemdnlulseinalng duindaliona1ssusewInsgIunNIsHangImILvannMIILAL
F3n137RluN1SHANET PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
MUY PIC/S participating authorities #380L0NA15TUTRINIATFIUNITHANGIAY
VAN AILAEITNNINAIUNTHER Y1V 0IF TN NUANYNTTUAITOMITUALEN NTENTIS
assauge FernuntulasiiauaenndeuaziinientundninasiuagBnsilunis
wAReT PIC/S Tumneenfausies atuaanmuseunsniaaeulaeiinanissusesiety
Usznmalszmesndiannsedng
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4.2.2 nsflendndnaneneuseme JuanseilionansiusewnTgIUNMINEng MUV NNTILAL
33nasfialuniswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
U897 PIC/S participating authorities aUua1gan11aUN1INsIv@aulaeiinanis
Jusesfiviudssmauszmesimdiannseind wioegnaendn udiumnsdl

4.3 BNEIAUNTNY D9MLAUDIIAN

4.3.1 HAN1INTIVNATIZRAUAMNNEAS U E1d1TAUVDEREN (certificate of analysis of
finished product) lugjuitdaduseens

4.3.2 NaN1INTIVIATIXVAUNINTNYAUVBIRIB1E1ATY (certificate of analysis of drug
substance) fll4lunswdnenguiidaiusosaiaesiianeuasduanTnghu

4.3.3 wnansvsenangiududunnuduiusseningumsuanvesingAvvesiaendifey (drug
substance) 98 4.3.2 fusunndnvosndnsingie1dn5agu (finished product) ¥e 4.3.1

4.3.4 uan 3@ long term stability naeAga981g89817 Tunsidoulifudrdnau
ANENTIUNITOMNTUAZYN NIENTIETITVNEY

435 nsdiilusngu biological products #fu vaccines, blood products §asilianans
FUBITUMIHER (Lot release) INNTUINGIFNANTNITUNNE NTENTIATITUAY

4.4 Apgngen
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4.4.1 lauesnan fevdwneg19e19819Uee....10... . MIBUTIYTNN Fududunuuans

v

a Y v a o v v wva o 1%
5'1ﬂagLEJEJ(’ﬂﬂﬂi‘Uﬂ?um']ilﬂﬂ']ﬁu@mu‘m'ﬂ]@ﬂmaNUWV]'JLLUSU'NWU

4.5 MmaUseiupun e Ndwau

4.5.1 eniideneudediengldlalidesnin.. . 12. . ifeutuainiudwey
4.5.2 ywnnniidwey agdesdidiunainasluiusemanisnsiniinsevienjundaey
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4.53 niﬁﬁﬁwmaswmsﬁwmi?juﬁ'saéwmﬁdauauLﬁaﬁqm’;ﬁmswﬁ@mmw NYIIYNI59
vimilsdeSosafegne lnsflauesin(uie)asdesdenindnmuduiuiivinesianis
dwnslnnsiwendufiuiaveualddreiiierdodunsasaiinsesiauam nedd
wuheliiduldaugadnuazione mhssvmsveanuanslifufinsanmsauesian
pranamvesdiauesim(ueuaz/vioduanluassoly

4.5.4 faueien@ue)azdosiundsusidoslndvuney viadloinnisdenanimieusenis
Taqreufvun lnelifideuly

4.5.5 nsdlfueriideaiuinuiigumgf 2 - 8 ssrwaidea dosdlienansuansuasiusosini
szuumafiviazdnaswnu cold chain system ildiasgrumundninest Good Storage
Practice (GSP) wag Good Distribution Practice (GDP)

4.6 WNATIUY
4.6.1 n3dhlueiidosazansuay/vieaidoauneuld desdinansfnuaiuaanimmdnisazane
waz/vm3eL30n4 lusvihazaerneg asuihulazaenadesiuienalsiiue

4.7 fiauesim (fune) Busenlisnidndygneuasuimun fail
4.7.1 nsdinanisguasandiaseviend lagnsuinermansnisunndus oo fuRnsildunsgiu
ISO/IEC 17025 wamsnsavdasgsilidulumuinnsgudermunlulsenmalseninsian
4.7.2 niﬁmamﬁmﬁawﬁmﬁgﬂﬁamﬁuﬁumﬂV’Tamawmiﬂaé’wﬁfﬂmuﬂm:ﬂﬁumsmmmazm
Turanavesdygnavdoavany
4.7.3 ﬂsﬁiwuﬂzymanwwmﬂwamﬁm%mﬁﬁm%eiamam'aﬂazﬁw%maLaazmmﬂaamﬁw{aﬁﬂwﬁ
lasuen
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