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ANANYULIANIZUBIEN
iopromide 76.88 ¢/100 mL solution for injection, 100 mL vial

1. Foen iopromide 76.88 g/100 mL solution for injection, 100 mL vial

2. AruanUAnalY

A’ el e o s L <
suuy Wuasarawuneande la 1ulid dwivdadvaeniien
dwlsenou  Useneusie iopromide 0.769 g lu 1 ml

21
2.2
2.5
24
2.5

VUINUTIY 100 ml

nMuzUssy  Usslunruzussyendaunmndevioui

287N - syydemn duvssneviedduarenausyiundnfuiuenganiingn way
wwnzilsuiiueliogndaauuuussysdiu
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nnARNLSITRILaYTRAR TuAuD g idaIy

3. auanUAnIunAtia

3.1 Finished product specification:
o Test Items Specifications
1 | Identification Complied with finished product specification
2 | Assay 94.0% - 105.0% of the labeled amount of iopromide
3 [pH 6.5 -8.0
4 | Sterility Complied with finished product specification
5 | Bacterial Endotoxin Not more than 0.7 EU/ml
6 | Heavy Metals Not more than 0.002%
7 | lodines Content Complied with finished product specification
8 | Particulate Matter Complied with finished product specification
9 | Related substance
Sum of identified and unidentified | Complied with finished product specification
A3SUNIS §
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4. Woulvdu 9
e J = a  a ﬁl o ) o )
4.1 wnansmslasueygintunsideuimiveniesmiielusymalve wavdiuns (declare) umas

NE#
4.1.1
q4.1.2

Tudnfeynstunsdousiduen (Me.2 vie.3 e.a wie 82 ududnsdl)
Tudvatunsidou ne.1/60.1 veswnflauena wieuswazdemideonisaiuny
AN MBINARTYNTTuVE B (finished product specification) wazdariiuus
AN MYBITNGAY (Drug Substance specification) nsdiflegszniamsiasuulas
uwhludiudy avdosuuuionarsnisveudly (8.5) snwieu finished product
specification way/v3@ Drug Substance specification

4.2 WPNANTIUTRWINTFIUNTHANEN

4.2.1

4.2.2

nsdifiemanlulsemelne uandealdunnmdrenidesuseunmsgunisudne
MUVANLNEITIBNSARUNSHEREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) lnevnea1u PIC/S participating authorities #Saiitenans
FUTRURTTIUMSKARI M LUANINTTUaEIB N SR uN sHAREvBsd Ny
AIYNTTUNTSOWNSHAZE NT¥NTNASIEY Berivuatulaedianudenndeuas
vianfundninsiuay Bnsirtunissdne PIC/S Tumnneniiausne atudge
maseunsnsasulneinanisfusesieiuiivsemalsemasaaidninsing
nsdifidugnindrandeUssne grdndodiienansiuseanasgiumssineiay
WaNNUIIENSARIUNSHARPIC/S (Pharmaceutical Inspection Co-operation
Scheme) Inavnestu PIC/S Participating authorities %38 GMP U8UsgineENan
atuaanmusounsnsasasulasiinamssusesieiuiiusenaussniasimBidning
lindvsenasnangInuaiusinsel

4.3 Na1AMNTNTUDY HIMLAUDITIA
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431  HaMIATIVIATIEIRANERAMeIveENGn (Certification of analysis of finished
product) Tugnjuiidsiangn
4.3.2  WaMTIATEURuAMNIngAUTeIiiendfty (Certification of analysis drug
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