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ANANWUZIANIZ VDI
IOPROMIDE 76.88 G IN 100 ML SOLUTION FOR INJECTION, 100 ML VIAL
(IOPROMIDE 370 MG /ML SOLUTION FOR INJECTION, 100 ML)

1. §981 IOPROMIDE 76.88 G IN 100 ML SOLUTION FOR INJECTION,100 ML VIAL

2. quusuAnaly

2.1 gUuwy Wuansazans Ysennide dmsuin

22 dmlseneu  Usenausiedie lopromide 768.86 mg/ml (Wisuwinlelefu 370 mg/ml) Usunns 100 ml

23 mwusussy  usIlunauiunsndedmivenia uarussatusitestuua

2.4 aan - vuvIn seyfeswietonmadi druvszneuidduarauuse Tukdn Sudueny
inuiinde wazaunzloudiuelfededaiouuuussg i

- YuMTuEUTIYe ethaeedessyylant viedemmamadi dudszneunasuInnLT

0381 (@viindn uazuduenglidaioy

3. AusNUANImAlla

Namimi’mﬁLﬂi‘wﬁﬂmn'lwvflu‘lﬂmu Finished product specification Way drug substance Specification
o v - o o 1 4 1] L% 5 a’l‘
VIE]'NEN?]’\ﬂLﬂﬁ‘UV\'ﬁULﬁEJ’)ﬂU q\ﬂﬂ’ilﬂ‘/lsI.ﬁEJUC‘]EJﬁ'\ﬂﬂﬁﬂﬂ&lsﬂiiuﬂ’ﬁﬁ’l%'ﬁLlﬂ&’ﬂ'l ATENTRNATITUHY NUNE-

L 4.4 a v v o a 1 < ] ' o_ @ o _ o o) o
msuﬁlﬁmwammLﬂuauuwmwmesa'lwun’nmmsgﬂumﬁ‘umw'lﬂmswm mmlszmﬂnismwmmsmqw (10N
[J v o a v o o
SEYinTIeN WA, 2561 asiui 6 Funnmu w.a. 2561 (@wsenmAlusefisanyune Tuh 12 nuatius 2562)

3.1 Finished product specification

48 ' Test items Specifications

1  Identification Meet the requirements

2 Assay 94.0 - 105.0% L.A. of lopromide

3 | Bacterial endotoxins NMT 1.25 USP EU/ml of lopromide
4 . Sterility test NI muﬁistﬂu Finished product specification
5  pH 6.5-8.0

6 | Free lodine NI muﬁiz'q'lu Finished product specification
7 . Limit of free lodide NMT 80 mcg of lodide per gram of lopromide
8 | Limit of free aromatic amine NMT 0.2%

9 | Limit of N-acetyl compound NMT 1.5%

(lopromide related compound B)

aq%a..éﬁ.mm ........ 4 .:’.m@[ﬂwswunssun'ﬁ
(Wnamana 35e)
wsuwdidsanegy Ehungnssy a1 idiven)

X T, l%\r eeeesesee nIIUMS ae. VN N NSIUMS
(wednste vy (uRaTIsuUNT Snfisune)
wndrnsgwgns (Gundenssuaidin wndonsdrungms thundenssuadiin)




4o | Test items Specifications
10  Isomer distribution
El - isomer 8.0 - 12.0%
E2 - isomer 9.0-14.0%
Z1 - isomer 32.0 - 40.0%
Z2 - isomer 38.0 - 46.0%
11 | Particulate Matter AT muﬁssq’lu Finished product specification
12 . Volume in container ATIIMY muﬁistﬂ.‘u Finished product specification
3.2 Drug substance specification lopromide
Y9 Test items Specifications
1  Identification Meet the requirements
2  Assay 97.0 - 102.5% L.A. of lopromide
3 | Water NMT 1.5%
4  Residue on Ignition NMT 0.1%
5 | Free lodine NI muﬁ‘ssq‘lu Finished product specification
6  Limit of free lodide NMT 0.002%
7 Limit of free aromatic amine NMT 0.1%
8  Limit of alcohol NMT 0.4%
9 | Limit of N-acetyl compound NMT 1.5%
(lopromide related compound B)
10 | Ordinary impurities NMT 3.0%
11 | Isomer distribution
El and Z1 40.0 - 51.0%
E2 and Z2 49.0 - 60.0%

(ednsty ATnsyY)
wdgnsgngns @undanssuaiin)

(EMdnY I51MeY)
wiswwiieavg Funnssn sunddinen)

ATIUNTT aq'ﬁa ........................................ AFIUMNT

(UNAMEUNT ATAHEUNEY)
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4. Joulvdy
mauas'lmmawuﬁ'lmewmaLanmswsauaamaua%msmLanmﬂﬂﬂuumuw uazBoadsil
4.1 Lanmsnﬁ‘lﬂsuaqtmwuuwvLuaumsummamwmu'luﬂsvmm‘lwa wardum (declare) uvaandn
4.1.1 'lué'\mumwuwvmaumsum aun ne. 2 8.3 118.4 ¥39 8.2 Uausnsedl
4.1.2 'I,Uﬂ'ma'uuw"mau ve.1 %30 .1 vasenfliauesimn wiouswaziduavitonisruaunnATYeY
AR Tiuns o (finished product specification) uaauamwummmw'uammﬂu (drug
substance specification) nsmwagsumwmsmaammaqu.ﬁ‘l‘umummumaauuunanmsmwaufﬂw
(8.5) um3vu finished product specification wag/m3a drug substance specification lneveunly
rouuUsenaszmasimdidnnsedng uasliiu 2 U a fusemaussmnsiadidnnsedind

4.2 1eNA153UTBWINTFIUNTHAREN

4.2.1 nadlgmdnludszindlng fudadosdionansiusennaspumandnenundninusiuagimsiatunig
namy1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ingwwngeu PIC/S participating
authorities vieflienansiusounmsgrunsnaneinamdninueiuayisnsialunisuanewesd iy
ABIENTTUATOMNTUATE NTENTNASITNEY Tatmuatulasiinuaenndoauasyiniiouriy
vdninausiuarIBnsfirlumandne PIC/S lumnagiauets atuagamuseunisaseaeulatiing
msiusastiviulsemavseninsindidanselind

4.2.2 nadlgnindrninshedsene Jrdndedlionansiusennasgumranemmaninasiuarisnisiaiu
Msudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tumianefiiausuie Tag
M8y PIC/S participating authorities atuaigamuseunisnsivasulasiinansiusesieiu
Usgmesemanmdidnnsedind visenynaendn udausinsdl

4.3 loNENTANNNYBILTHAUBTIAY
4.3.1 an1snTlinnevinunmdniusiendiieguvetdn (certificate of analysis of
finished product) Tugnjuiidudumegn

4.3.2 nansnnvliessiaunmingAuvesiaendndiy (certificate of analysis of drug substance) fil#lu
msndngfuilduiuietheiwesidneuastidningi

4.3.3 wdngruvsalonanstiudumnudiiussewinjunsninvesingAuvesiiendidy (drug substance)
19432 ﬁuiumswﬁmawﬁmﬁmﬁmﬁﬂL%ﬂ‘nJ (finished product) 18 4.3.1

434 mnmmauawumﬂmnn'n 2 Vo TuamawanisAnw long term stability ARBAT NGV ity
nedoulifudninnuanenssunsemuase) NsENTAEIIMEY

435 nsdliiugingu biological products i vaccines, blood products fesflianansiusesjunisudn
(lot release) MMNNTINYIFNAATNAITUNNEY NTENTNATITUGY
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4.4 fpg1aen
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4.4.1 flauesA Avvdsined Nee1eY 10 MBUIIINY Fadumununanisrvazidenlnasudiumui
Avualuidennantiniludreiv

4.5 msuszAugmNMENTidwey

4.5.1 iiidesusesdiongldlalivennit 12 eu unniudwey

1.5.2 ynoniidwey sefesdsdiunmeneluiusemansnmiinneisuidmey

4.5.3 nsdiiimihessmavimsguiegwefidaeuitedimsslieseinunm misesenisegimidedos
vafieg1e Ineflauenm(fueasdosdeniudnauswiuimieswnsdmsaeinssiuandu
fRuRnveurlisefifeatedumansislieneigunin nsdifmuinehidulunuguinvazans
wmieswnsveanudnslifuinsainisiauesnmerdinanvesfiauema(fne)uas/mIognanly
afsialy

0.5.4 s (ne) wfesiuAounidlenindwmineny viewullgmannmsld viededianysdeuanm
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