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Povidone iodine 10 g/100 mL cutaneous solution, 450 mL bottle

1. ilatﬂ Povidone iodine 10 g/100 mL cutaneous solution, 450 mL bottle
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22 @wlszneu  Usenausie Povidone iodine 10 ¢/100 mL
2.3 WINUTH 450 ml
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3. auaNUANIwmALA
Namim'i’JiJ’AJLﬂ'i’)zﬁﬂmmWL‘TJu‘lUm’m Finished product specification uag Drug Substance

specification 1819849 nundsrTvatuiiieniu daldaanafousedinnuanznssunisomsiazen
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3.1 Finished product specification:

- USP 41
9o Test Items Specifications
1 Identification Meet the requirements
2 Assay 85.0% - 120.0% of the labeled amount of iodine
3 pH 15-6.5
- BP 2016
) Test Items Specifications
1 Identification Meet the requirements
2 Assay 85.0% - 120.0% of the labeled amount of iodine
3 pH 3.0-6.5
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product specification Waz/w5e Drug Substance specification

4.2 1NANTIUTBRNNTFIUNHANEN

4.2.1  nsdiiemdnlulsemalng fuandosidunamdenivdesusesmnnsgiunisudn
BIMAUNANINUeTIBNSARILUNNSHARET PIC/S (Pharmaceutical Inspection Co-
operation Scheme)lagnylea1u PIC/S participating authorities wsailianans
SusewmsIUMSHARSMNVANINUTIKAE IS SARUNSHER e E T
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4.3 WNANTAMMNYBILTIAUDTIAT

431 HANINTWUATIVRMN KA 9vNER (Certification of analysis of
finished product) lugnjuiidefaagng

432 wamvinTzinuawingiuvesiienddy (Certification of analysis drug
substance) ﬂ“ﬁ'lun'mn'ﬁmu'lq'uﬁ'dqﬁ]uﬁ'nathqﬁ'wmQ’NﬁmmLLasQ’Nﬁm"ﬁhqﬁu

433  lenasvsevangBudumnuduiusseningunmsndsvesingavvesieddy
(Drug substance) ¥ 4.3.2 fujunswdnvanansiueidnsagy (finished
product) ¥ 4.3.1

4.3.4 wansAnw Long term stability @1 ASEAN guideline on stability study of
drug product naemteyeseildtunsdeulifudinnunsenssums
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