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

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

2. qruantAaly

21 juuuy Gugnh dwsuiuusenu

22 dwlszneu  Uszneumesien Lactulose 667 mg/1 mL

23 WAV 100 mL
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3. auautAniunaia

Naﬂ'l'ﬁLﬂ'S'lzﬁﬁlmn”le“T‘JuiUmu Finished product specification uWa¥ Drug substance
specification fig1aBsanndesfuatuieatu dsldaameidousedinnuamenssunsemsuazen
nIENsHATSITNEY endasSuilFiBeauatuiifisurimielminiunsgundusiifulasiiu
Wi AUUTENANSENTIASISUEY 1309 SEUT1e1 WA, 2561 asTuil 6 Sureu w.e. 2561 (asUsznne
Tusiwheayune Juil 12 quanius we. 2562) uazdszmAnsensisansisage 39 seyisen @y
7l 2) na. 2562 asiudl 3 NINNIAN W.A. 2562 (AeUs¥NIALLTIIAIUNY Fuil 26 N3N§IAN 2562)

3.1 Finished product specification: USP 41

49 Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 90.0 - 110.0% of the labeled amount of Lactulose
3 | Uniformity of dosage form unit* Meet the requirements

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%

5 | Microbial Test - Total bacterial count: NMT 10 cfu /g of lactulose
- Tests for salmonella species and Escherichia coli:

Negative
6 | pH 25-6.5
NITUMT
1A b Svmdidiam 5 Ml ... % DRI
(uwAniowg Aovilnugiy)  (ney.nuadudt Bediussiaiy) (ney.210AT MULA)
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3.2 Drug substance specification: USP41

UD Test Items Specifications
Identification Meet the requirements
2 | Assay 950 - 105.0% of the labeled amount of
Lactulose
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%

wuwWA - *seyuiiite Dissolution ffu Uniformity of dosage units iluulenansuaniseazidunxa
MsngRAsIEy vndllawdallulu COA
~ nsdifivanadouudenisiu (waive) nsasavdeviieseidesenislalitunanuenans
wangusananildsueysifce

4. Joulvdu 9
4.1 wnansnsléFueygnatunsdeussuenitesmirelulsymdlng uasduns (declare)
WWEINER

6.1.1  luddymstunsdeusiuen (me2 vies nes vie 2 ududnsd)

012 udmetunsdeus v 1/8 1 veseilavesien ndouseandenwidons
MUANAMNMYBINARTUSInLTTUNEATEY (finished product specification)
wasdarvunnun MY IRgAY (drug substance specification) ﬂ‘iﬂ?ﬁ'aej‘sw’iw
mMawasuwamdludandy wwfosuuenarsdiunmeisnisveudle (6 5) wn
W39Y finished product specification wag/%3e Drug Substance specification

4.2 WONANTIUTBIINTFIUNTNERNEY

421 nsdifewarlulsemelne raadesidiunnmmenideiusennasgiunsxan
HIMUMENINESTISNSTITUNISKERET PIC/S (Pharmaceutical Inspection Co -
operation Scheme) laeuuae91u PIC/S participating authorities 3aiilonans
fuseunasgrumskaneMuvanINAYiLayIE NS IR luNMSHARE e sd AL
ANINTTUNTOMITUAYE NTENTNASIIAY Fehmuniulaefimnaenndes
uagviniieufundninaeiuay3snsiatunisuanen PIC/S lumnnefiiausuie
atuangamuseunmsnsivasulaeiinansiusesdisiuiiusenmaseninsimsian
Instind

422 nsdidugniudhannissune dudndesfienansiusennnsgiunsnaneiaiy
VENNUITISMSARLUASKERET PIC/S (Pharmaceutical Inspection Co -
operation Scheme) I3 PIC/S Participating authorities Qfl’Uf—i’le‘lﬂmu

N33UNTT
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4.3.1

4.3.2

433

434
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