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- I981 : SEYBaNISA Taauiyn1een auaAINLse Tundn Tununeny
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2.1 Finished product specification

{a | Specification of finished Acceptance criteria Acceptance criteria
product usP EP
1. Appearance Meet the requirement Meet the requirement
2. Identification Test Meet the requirement Meet the requirement
3 Assay 90.0 - 110.0% of the LA. of Not less than 620 ¢/L
lactulose 95.0 — 105.0% of
declaration
q, pH 2.5 - 6.5 after 15 min. of 3.0-7.0
contact with the electrodes

5. Related substances

5.1 Galactose NMT 16% relative to lactulose NMT 15.0%

5.2 Lactose NMT 12% relative to lactulose NMT 10.0%

5.3 Epilactose NMT 8% relative to lactulose NMT 10.0%

5.4 Fructose NMT 1% relative to lactulose NMT 1.0%

5.5 Impurity E (Tagatose); NMT 4% relative to lactulose NMT 4.0%
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and C)

%8 |  Specification of finished Acceptance criteria Acceptance criteria
product uspP EP

5.6 Impurity F = NMT 4.G%
5.7 Impurity G = NMT 1.5%
5.8 Impurity H = NMT 1.5%
5.9 Unspecified impurities - NMT 0.5%
5.10 Sum of impurities eluting e NMT 1.3%
after impurity H

5.11 Total (excluding impurities B = NMT 12.0%

6. Microbial Limit Test

6.1 Total aerobic microbial count

Not more than 100 cfu/mil

Not exceed 100 cfu/ml

6.2 Total combined Yeasts/Molds

Not more than 10 cfu/ml

Not more than 10 cfu/ml

count
6.3 Escherichia coli absence absence
6.4 Salmonella spp. absence -

7. Deliverable volume

Meet the requirement

Meet the requirement

2.2 Specification of Active pharmaceutical ingredient (API)

U Specification of API

Acceptance criteria

UspP

Acceptance criteria

EP

1 | Identification

Meet the requirement

Meet the requirement

2 | Assay

95.0% - 105% LA. of lactulose

636.5 ¢/L to 703.5 g/L

3 | Residue on ignition

Not more than 0.1%

3.1 Sulfites.

Not more than 30ppm

3.2 Sulfated ash.

Not more than 0.2 %

4 | Related compounds

1.1. Fructose

Not more than 1% relative to

lactulose

NMT 1.0%

1.2. Tagatose

Not more than 4% relative to

lactulose

Not more than 4.0 %

1.3. Epilactose

Not more than 8% relative to

lactulose

Not more than 10.0 %
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i e R Acceptgnce criteria Acceptance criteria
Usp EP
1.4. Lactose Not more than 12% relative to Not more than 10.0 %
lactulose
1.5. Galactose Not more than 16% relative to Not more than 15.0 %
lactulose
1.6 Impurity F - NMT 4.0%
1.7 Impurity G - NMT 1.5%
1.8 Impurity H - NMT 1.5%
‘1.9 Unspecified impurities - NMT 0.5%
1.10 Total (excluding - NMT 12.0%
impurities 8 and Q)
5 | Microbial Limit Test
6.1 Total aerobic microbial Not more than 100 cfu/ml Not exceed 100 cfu/ml
count
6.2 Total combined Not more than 10 cfu/ml Not more than 10 cfu/ml
Yeasts/Molds count
6.3 Escherichia coli absence absence
6.4 Salmonella spp. absence -

NUBLAE) NMT = not more than
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4.1.1nsdifemdnlulssmelng me.2)

a.1.2.nsiifenhdilemsudsussylulsemelng me.3)

4.1.3 n5iAgtdensaUsema (e.a)
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7) mmgw%a%’aﬁmummmwifmqm‘umaﬂammy (Active Pharmaceutical Ingredient
Specification) Lgazmﬁmﬁ’m%mﬁ%%gﬂ (Finished Product Specification)
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q

g o
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73, n3ainingAuRig1d1Aty (Active Pharmaceutical Ingredient Specification) 138
wansuaie1d 393U (Finished Product Specification) Tiusinglusiignen (Non-official
pharmacopoeia) fosuansvdngruinenfiunasgruseanisiasegiiulunudeniede
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7.3.1 ffermuauazanmssuresnsinssiluinevesUssvaniduaundnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %39

7.3.2 dathvuauasinnIg eI ieseiEan (in-house process) flaanndasiy
ICH Guidelines %38
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(General requirement for dosage form)
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91U 3 JUNSHER
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avanBuAz/YMIe 1o / vdaulald Tudvhazanesne asudiuuazasnndasiuenans
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uaENI¥ANBY (Good Storage Practice / Good Distribution Practice (GSP/GDP))
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Medicines Agency (:1)
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