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Lactulose 667 mg/1 mL oral solution, 100 mL bottle

1. %¥ow1 Lactulose 667 mg/1 mL oral solution, 100 mL bottle
2. auaultAly
2.1 Uuuy Hugnnh dwuiulssnu
2.2 dwulssneu  Usznoumiesiaen Lactulose 667 mg/1 mL
2.3 vaUssy 100 ml
2.4 maupussy  ussylumeuedaain Jestuuaswavanuduld
2.5 aann - syylioen duvszneufendrdguaranause Tundn fudueny tavil
wnan waztawziloumivenliognsdnauuuussyium
- yumwuzusTeeeaesdessryermvistennimsfaiuyssnauuay
PNAANULSWEIEN Wauiinan TuAuogliday

3. AuauUANIavaila
3.1Finished product specification:
wamwmﬁtﬂﬁ:ﬁﬂmmwL*T‘Ju“L'LJmu Finished product specification wag Drug Substance
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3.1 Finished product specification: USP 41
Test Items Specifications

19

Identification Meet the requirements
Assay 90.0 - 110.0% of the labeled amount of Lactulose

1
2
3 | Uniformity of dosage form unit* | Meet the requirements
a

Organic impurities - Tagatose: Not more than 4%
- Fructose: Not more than 1%
- Galactose: Not more than 16%
- Epilactose: Not more than 8%
- Lactose: Not more than 12%
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5 | Microbial Test - Total bacterial count: NMT 10° cfu /g of lactulose
- Tests for salmonella species and Escherichia coli:
Negative

6 | pH 2.5-6.5

3.2 Drug substance specification: USP 41

& Test ltems Specifications

1 [ Identification Meet the requirements

2 | Assay 95.0 = 105.0% of the labeled amount of Lactulose
3 | Residue on ignition Not more than 0.1%

4 | Organic impurities - Tagatose: Not more than 4%

- Fructose: Not more than 1%
- Galactose: Not more than 16%
- Epilactose: Not more than 8%
- Lactose: Not more than 12%
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FWsAFlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
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4.3 LNANTAUANYBILTLEUBTIA
431 HANINTIVIATIIAUANHERSUIIURNER (Certification of analysis of finished
product) lugnguildedaetng
432  waMTIATIsiRunWIRgRuTeiaEnddy (Certification of analysis drug substance) Ald
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433 lenasvionangududunnuduiusseninunsuanvesingivyesienddny (Drug
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