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Lansoprazole 30 mg Orodispersible Tablets
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1. ¥881 Lansoprazole 30 mg orodispersible tablet
2. auaudAnaly
2.1 5Uuuy \usudiaiuusenu wia Orodispersible tablets w3 vfinunndh

152 (Fast disintegrating tablets)

2.2 duusenau Tu 1 dinUszneusmesen Lansoprazole 30 mg
a a v U &l
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3. padudiniamaiia

3.1 Finished product specification: Lansoprazole 30 mg orodispersible tablet

) Test items Specifications
1. | Identification AFIMIUML Finished product Specification
2. | Ysunashenddgy AWMU Finished product Specification
3. | Content uniformity AFINUAYU Finished product Specification
4. | Dissolution MS9IUA Finished product Specification
5. | Related substances M2AIUAY Finished product Specification
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3.2 Drug substance specification: Lansoprazole, USP 41

) Test items Specifications
1. | Identification ATIWY

2. ﬂ%mméf’amé’ﬂé’zg 98.0% - 102.0% of Lansoprazole

3. | Water NMT 0.1%

4. | Residue on ignition NMT 0.1%

5. | Related substances - LansoprazoleN-oxide: NMT 0.1%

sulfone) : NMT 0.4%

sulfide) : NMT 0.1%
- Other individual impurities : NMT 0.1%
- Total impurities : NMT 0.6%

3.3 Drug substance specification: Lansoprazole, BP 2016

{8 Test items Specifications

1. | Identification AT

2. | YsunausiendnAgy 99.0% - 101.0% (anhydrous substance)

3 Water NMT 0.1%

4. | Sulfated ash NMT 0.1%

5. | Related substances - Impurities B : NMT 0.4%
- Impurities A,D,E (for each) : NMT 0.1%
- Unspecified impurities (for each) : NMT 0.10%
- Total NMT 0.6%

(wenyey fAnsussyn) (wengfu vasadatin) (uedgyed  STeRfang)
wgkwnddurgnsfivey Wewwvggungns wndnsideavg
gz
(WERudhn [Wedhiuna) (wredseln 5353919
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- Lansoprazole related compound A (Lansoprazole

- Lansoprazole related compound B (Lansoprazole




3.4 Drug substance specification: Lansoprazole, JP 17

’Tﬁa Test items Specifications
1. | Identification ATIANY
2. | YSunaudhendndyy 99.0 - 101.0% of lansoprazole
3. | Purity Clear and not more colored than Matching Fluid G.
4. | Heavy metals NMT 10 ppm
5. | Arsenic NMT 1 ppm
6. | Water . NMT 0.10%
7. | Residue on ignition NMT 0.1%
8. | Related substances - The area of the peak, having a relative retention time of

about 1.1 to lansoprazole, obtained from the sample sol. Is
not larger than 2/5 times the peak area of lansoprazole
from the standard sol.

- The area of the peak other than lansoprazole and the
peaks mentioned above from the sample sol. Is not larger
than 1/10 times the peak area of lansoprazole from the
standard sol.

- The total area of the peaks other than lansoprazole from
the sample sol. Is not larger than 3/5 times the peak area

of lansoprazole from the standard sol.

3.5 wan15As1EY Elemental impurity %38 Risk assessment report (LEALDNETT

dsznau)

wEme - *siad@ Dissolution uay Uniformity of dosage units Tiuuuianansuans seaziBuananisngia
wnsed vnfildudseaziBeaiduiiagiilulu coa
- nadliavesifeuudanisiiu (waive) memsanaeuinsizisenisle Tuuanaonansndngu
SanandléFuoyiace
- Drug substance specification ﬁﬁniﬂd'ﬁﬂﬂiﬁl.ﬂi'l%ﬁ‘ﬂ@ﬂé’ﬂﬁﬂ drug substance wSaludmsie drug

v a o o A - ) a ¢ v v doe
substance vakAne1duTagy avulaatuvis Fedimsasniinneirsuyniidaiiiimun

ARIZNIIUNTSIVUATIEALIDIARMANBAIZIONIZUALIIAINGTY

........... wo— AZR

(wewygy AesUssen) (Wwenghu vavedada) syl SteRlang)

¢ o a L) Y <
UIBLANYTIUYNITN LAY UTHWANETIUIYNTT LAFUNILTIYIEY

(ueeFusiun |AsBraiung) (wseln s350a73)

WndunITIUIYNTRLAY wndunsguyns




4. Roulvdu

a o

[ o v 41 ! 9] P v
E&Lﬁugiﬂﬂﬂ‘iﬂ(ﬂﬁ]\‘i&]‘ug”lL‘U’]ﬂ?Wﬂ']FJL?Jﬂ’s‘m’i Wi@uﬁﬁﬁ’]ﬂu@‘ﬁﬂilﬁaﬁL@ﬂﬁ’]iiﬂ&]@u@’]ﬂﬂﬂ
PULGETGL R
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Amsiialunsedaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lngwineuy
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5. MIUssliuAUTaNSnmAaI1AY (Price Performance)
nsnasaravslInannusinITUsTE i uAUSEANE N ees1A (Price  Performance)
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1.3 dayadiliayupunmaaaudniud 25 Azl

Wadotiay AZIUL
n. BanuanfuRduuy 25
v. dmsAnwinsadfin (Clinical trial) AZIUY
InedsenumsfinmmirdniuSsufiouyseans nneesenfusdunuy vtesiseuma 15
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1. 3msfnwnunuu Randomized controlled trial wagdinnsafurinanisinunas 13
NIEINMSUETUTele ATLLY
2. Bnsfnwnluwuy Non-randomized controlled trial  wagfinseRuiaanisAnwas 11
MNSAIMINISUETULTodle AZLUU
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3. WBnsAnwndu Comparative studies wuu Cohort studies (prospective) Waziin1s | 9 AzWUU
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