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AMANEUZIANIEUDIYN
iopromide 31.17 ¢/50 mL solution for injection, 50 mL vial

1 %am iopromide 31.17 ¢/50 mL solution for injection, 50 mL vial

2. gauanUAnaly
J Icial o . Lo <

21 gl Wumsazawunannde la Lifid dwmivaadvasniden
22 dwlseneu  Usenausae lopromide 0.623¢ Tu 1 ml
23 wnaussy 50 ml
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3. guanUAiniavaile
3.1 Finished product specification:

o Test Items Specifications
Ua
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 95.0% - 105.0% of the labeled amount of
lopromide (592-655 mg/ml)
313 | pH 6.5-80
3.1.4 | Sterility Complied with finished product specification
3.1.5 | Bacterial Endotoxin Not more than 0.7 EU/ml
3.1.6 | Heavy Metals Not more than 0.002%
3.1.7 | lodide Not more than 30 mcg/ml
3.1.8 | Particulate Matter Complied with finished product specification
3.1.9 | Extractable volume Individual volume: 50.0 -58.7 ml
ASIUNT o S
Lo Y0 5 S BN 3.5 s
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3.2 Drug substance specification:

3o Test Items Specifications
3.2.1 | Identification Complied with finished product specification
3.2.2 | Assay 98.0% - 101.0% of the labeled amount of
the anhydrous and solvent-free
323 | pH 52-65
3.2.4 | Bacterial Endotoxin Not more than 0.6 EU/g
3.2.5 | Heavy Metals Not more than 0.001%
3.2.6 | lodide Not more than 0.0002%
3.2.7 | Water Content Not more than 1.3%
3.2.8 | Related substance
Sum of identified and unidentified Not more than 2.0%

4. Foulvdu q
4.1 tenansmsldsueygntunsioudivoniedmielusznalng uazdiune (declare) uvds
WA

411 Whymstunsdowhiue Me.2 ne.3 ne.d vie 2 ufusnsd)

012 Tusvetunudou ne.1/e.1 vesenflauesa wieuswandunvhdenismunu
ﬂmmwwmnamnmmmwﬁuwvmau (finished product specification) kavtafinua
ANNNYBYINAAU (Drug Substance specification) nsamagsvm'\amﬂﬂaauuﬂm
wAluifaniy asdauuuienansnisveuile (8.5) wwdeu finished product
specification waz/v58 Drug Substance specification

4.2 1BNATIUTDIINTFIUNTNANY

421 nsdifewdnlulszmelng udndesfidiunmienideiuseanasgumaning
AUVENLNeENSRlUNISHARYT PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Taeneeu PIC/S participating authorities viedllonans
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wanINaeTIENsTIRlUNSHAREPIC/S (Pharmaceutical Inspection Co-operation
Scheme) Imewiaganu PIC/S Participating authorities %38 GMP UaUseinANKER
atuangamuseunsnsisaeulasiinanisfusestieiuiivsyniavszmnsmdidning
indv3anaanargTwuanansdl
4.3 1ONANIANNNTBILI AT I
431 wWamMIATIvIATIBRRUNIMNENSTYeKEAn (Certification of analysis of finished
product) Tugfudidsfotig
432 wamsianziRuamingiuvesinedfny (Certification of analysis drug
substance) fil#lunsudneniuiidaiufegaisvesinaneuasinaningiu
433 enaviendngrudutiumuduiussewinsjunisndnvesingauvesiiendAny(
Drug substance) 18 4.3.2 fiugunsnanuondndeidniagy (finished product)
U8 4.3.1
43.4 wan1sANW Long term stability ®1u ASEAN guideline on stability study of drug
product saentvegreslitunsfeul ifudineuanenssumsemsuazen
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