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3.1 Finished product specmcaton :Lansoprazole 30 mg orodispersible tablet 8P2016

3.2 Drug substance specification: Lansoprazole 30 mg USP39 ttnr BP20'16

7J o Test ltems Specification USP39 Specification 8P2016

1 ldentification l\4eet the requirement l\,4eet the requirement

2 Assay 98.0 - 102.0% of

Lansoprazole

99.0 - 101.0% of
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"IJ o Specification 8P2016

1 ldentification Meet the requirement

2 Assay 90.0 - 105.0% of the stated amount

3 Dissolution - First stage : NMT 10% of the stated amount

- Last stage : NLT 75% of the stated amount

4 Related substances I\4eet the requirement
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205939 1 1.441.19 PREVACID FDT 30 (IAKEDA PHARMACEUTICAL, IAPAN) (lansoprazole 30 mq)

orodispersiLrte tabtet, 1 tabtet

2 1012160 PREVACID FDT 30 (KOKANDO, JAPAN) (tansoprazo[e 30 mg) orodispersib[e

tablet, 1 tablet

cpu frfior:an16anlilunr:6'adourdlui6 :cnrn:rnrOrHnvr:ofinei (e-bidding)

ul Lansoprazole 30 mg orodispersibte tabtet

6IU tJ1 Lansoprazole 30 mg orodispersibte tabtet
. -!rdonfior:rurlunr:oofio t cpu 6a 205939

drr6':ornritgdrioXalunisuruau:f'flu'lrrlni!lulvu (Thai Medicines Termino[ogy - TMT) of!ur0Lril;dlao
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n'rdli'rrar"na:cli i pq/zsae aliud ta niln! 2566

(r,rw n::unr:riryun:ruac 16uonrua'nufuv rafl 1 uIav51n1fl a']n)

J\.--
a,:14.._........:...........

a\\\/'(
......r1:corun:: nr:

(urufi fio! r^r:rar6fi nda)

uluLt1ITUt',tu'1flJn15111fi 1'

aw0 d
_ -- !
(r.J1UOOfinn n1{vtu)

rnfrtn:rJfrtfinr:

a.ito
-/

(uruoun"y: qrsdrgrgr)

mdtn: (flt.t'n{1!5i$n1:)

n55 nl:

.....n5:}]n15

I



radnrnrurinr:fi o'r:rurdnrirqrusnnru! ror{1ittas:1fi ']fl a1.r

u'l Lansoprazote eno mg orodispersible tabtet

..i- - -J -Jnuriral{oivrjoa:cui fi oc(d/bdbu a.:irfi od lJn:la! uaus triurirsr-{nzusn::rnr:rirraro

:raautduoqruahu yta 'lcuac:lnrnar': flui'odour Lansoprazo(e mo mg orodispersible tab[et druru
od,ooo Lio to.ilr.iru'ru'ra6is!E 6rorucn:: nr:r iua-nrnrucflun1rfio15fu'r :ruavrduo6'.ld

o) rnurinr:f,or:fulifudnufugra lJ
o.o rJfrtfinur:r:rtrirgrlhnr:o'odoo-o6'rr[asnr:!i14r:rt'aqnrnig yr.6. bdbo

- i " -a1'l51 c( nllnlYUnq anVOJsl0lrlctO.i11AEy0cylnl:iO{o{uo'l.t txl4u?U.llu10nl5

n"rfi':ftnzuntr rvnin uasr-srn!:calrilolnr:o'Frdoo-o6'r.:n-anriu uavfiuibirirraunnrudnurucraflrsro{ -4fl

- ;e. ;v i'[r.i-tnairF u{rru6fio1oEr.i'or,tu r r,riotol{tru:ru1n:r ovir1nu rarr: u{r urin'aqn'ovrirnr:o-o6ao"oo"rlmrn
- .!. d)e - )vo a- )- !,t.
1fl n!:ua,:nuutuyotou'ty:onufi o.t [10u Lyato.tuyo Lfl n ty:uuuyauu [r]

o. b n 1 : dlyx fl n fua! u-fi r r.r rr nin 1vifi or : u r oi.ti

6,.b.6, fl: tia 1r't: n dr r 6 r sr u rn a"t ol'r:-r

anr:m:2ni tn:.lvr.{qrunrnrflulrJnu finished product specification uar drug
de a - )q-

substance specification frdrritornmatsiriuatitrduri'u firli'onycrfiEJurioa'"fin.:runzucn::!nr:oly1:LLau

u1 nicvr:?{a1i1:ruar ri.rirndtsr"riuvrltdr.r6lsiar rfluar-ufi ufiurrviryiolurin'iurn:orumfltoiriulodril
.a , d o oJ
frn n1r :sn1flnruyr5'lna'rE1:ruat tBor :yusir:rur .fi. bdbo a{iufr b s'urrnl Lo. tedb@ (ailiun1fl'h

rrrfion'r!lunu1?-ud ob nrLnrn-uf bdbb) uayliunlflnisyr:i,ia1D']truar #ol :cugir:rur (afuyt' b) l,{.n.
-Jbdbb a{i!fr 5n ninl'lnlr vr.fi. bdbb (al :vnralu:rtioo'rurlnu'riufi bb n:nfln! bdbb)

o.b.b n: L a1r.11:n01.!o{n1 lndt0'151J

aianr:n:roirn:rvrinrunrvrli'rfldrJnrtL fi nished product specification uas
;"

drug substance specification 6.116ooyrvriuurioiirrin':runrucn::!n150.)y1:uasu1 n5syl:1{a1o't:fuat

o.b.sn n:nidrr6.:nurnfrtsiriufrLvrin'jr rn:oruma-tel'rirdrirylo r,tiorflurna'tol'ril
u J. - . - &,v, -ouacoU!o1nli nlvuo L, tlulJ ronal5 hflo.i rndl-t0i15u't4 [ra '']{a,i Iayr]anr:m:2oa tn:1vynfufl1two{ finished

product speciflcation Ltar drug substance specification ,r1fl;o!diu

b) rn 6u?lfl ltyi0''l:tu1:1n'tna1.1

b.o rJlri6orrun:v:T rfrurllfin1:d'o6oo"od'r{rasnliuiyr:n"aqnrnig r.fi. bdbo
r . *i

'lnl5'l d Lr.Jfl5c:1tuqrynu

"i1n'lna1{" r,rr.nunirui'r i1n'rrdo'ldr{lu6ludtairujiurrfiuu:rnrvr'#dudouauolddu
re.t - ! - v cv - . - - , q ,i

rauo [']{.:6'u]1:ono{aooo'tn lon:.in1lla1nu fl n9}a L!!
* - t)

(@) l'ln'lvlLOUlnlnn'l:nlU'l rl'llJUanlfl flvlnruun55 n1l51n1fla1{n1YUO
*v - - J(b) l1n1r Lo!1n'rn51ut0r.iai1o1o'r.ro{1ro{11aqrn: ufulna'ri0ovr1

(*) :rnrlrn:orudtirfnrr :vrrruviaur.iru.:runarldurirvuo
(<) :rnrfitdriornnl:eurrnrnlnvionera'ro
(a) :rorfi rnudoraia{rlrr{rvdraonru'[uiuu! r?a']do.itl,iuU:v!1ru

J.(u) :rnr6u1nfl r:Jvd'ntnruqr i6nr: r5ouu:vrr.lrJil5toivi2ui'luuoiilliu "l



i.;

.qid.aJ
[un:uvn]:lnlrr1r.r (.)'[f1{:rnrnu (o) riou lun:fifitrifi:rnrnu (o) usii:rnrnu (u)

r.rio (.nt }[1d:rnrflrrl (b) v;o (.) riou lcraov'ld:rnrlnnu (u) v:'a (rt 1rin"rir6.:!:clutiroryilru,rrurolir
--1",-ufJudrdrg 1un:n1fitrjfi:'rnrsrru (o) (b) ruas (,n) lfi'l{:rnrn1! (d) (d) vio (s) louoc't{:rnrlomu (<) (e) yio

(u) lfrirfi 'rfi .:rJ:vlut ro{v x u':lurorig rtudr6'19

b.b nioifiiln111fl:oruntv :ulrunarrdrvln nr:fior:rurdrl6':otn:1fr'tna''rnmtr!tynirj

nrusn::unr: zuur:cururwiltrfi r{ui ri.,rrrr.,o',narrur iui b f,flr./'ruu redbd

o) mrurinr:f,or:or1rria GPU

,.o drr6.:ornrirg't'rio a:runr:urttav:9"aauror:grulyru (Thai Medicines Terminotogy -
lMl)ouurr'ruu:a14o

<) rnrutinr:drrunfi dnrnrudrln'rrj::naurnruridu

a.o lunr:fior:zurritlvnr:6udorauo ocfirr:rur1Fru'tr.incrruunrutoo'rlua-nuas;'1yu-nfi

nlv1./o :1uauIouno{lt
.Jtr."3

o) tlFl'lflUL/1014!O (Price) n1u!t11.J11411fl[y1n!l0uBts bo
, - )- y . 3

b) lraqr:rno':n1:aiLa: vroat.Jual]u fl1llLlnu"ryuflrrrnu:auau bo

m) rrn:grutoltudr rirvuorjtarinryiri'uiouas uo

lnuriryunhiriryrin::lri'rrar:otvirriliouas ooo

A}'"l !:sorun::!nr:anto......

A
a'ito

(urufifizu n:r.ur6int'u)

uruunrririrurqnr:fi rnu

d
. ^- :(1.j'tu0nfi no a't,tvDJ)

mfl'rn5UA!-Fn1:

a':to #
(uruoualv: avrot rXrgr)

md'tn: (nflnrru:rtnr:)

... n:5!nt5

n:i!n1:



o

b

6n

teu r
n1:1.!Udi{2Sr.tu.:uu:!!1tut't [t5uoa65:ua3t1ua!roun61 tiolu

w ! o v Aq,
n1tofl {aooo1{?lll tt{1un0dl1.t

Js -itoln5.!n1: iO5.O_Ul_..Lansoprazole 6.yro .mg.ar.a.disp,ersib.le,.tabl,e_t ii:t1.{21.1.6,d,ooo .No

u'ru.i'ru l:.:r'rurrraa:vui o-rvr"na:vui

-t ,- -'t.:Liunuu:uLt'ttuvt Io:uofl a::
i.rri1.r.. dled,dbo....u:r.yt.6.t.L.La.u6oord.ud:r':.r.rlrtcr.ioe.xniu:rr.r.ldru)

d iufirirvun:rarna^ r (:rnrd^rir) n iufi l.tn. }lfiYl Oll d';

rrriu.. dbc,<bo.-..u:r.r..(fr-1.rlar.l6o:rru'.ufrrri.udiouFifr uuytfiiu)
5l n l flO ltlO. . ,6n6'i. dcn,.U,'l,yl

,J
uvarfr lrto.l:tnrnal{ (r'tn'rd't.td.:)

d.o 5in'rfin vn:l1Jnr:r{qlur:culJulrlvilt1a rdor drur.rn:rnrnaliu, iufi b fior'tul] 11.n. bdbd

c , - ),"
:1UrALO',rvLt1r fl lvuo:ln1fl A1n (:rnrdr.:6r)

" n- - aJ - e
n1 n1Ann{fi1od:cu: Yl ocid/fudbb A{iuyl od llfl:1FltJ iedbb

- -!n{uun55t.ln'lSfllvt.loSluac16unnfuan1, vtQl'{1c!!av:1n1na1{ io60u1 LansoprazoLe eno mg orodispersibLe

tablet druu o<,ooo rio d'rai6rl:ynro:rar616ny:oind (e-bidding)

b.o 1.J'lUYlltfll fl :Y!atAtU
u.tE uruo66n6 oxrl
b.6n 1.J1unlri7r: ayr6fl rufu'r

u1 u uTlrrid'ru1qJnl;fi rfi u
rndtn:rJfrtfinr:

rnd'tn: (nu"nlru:rtnr:)

:rorun::lnr:
n:5 n1i

n:l:Jfl15

:vorln::lnr:

n:: nt:

n:5:.1n15

A ^^,J /d.') v\
a.ialo \ a

(urufiiliol n:vuiisr{u)
t,l ',',l u tttlytBtlul fu n 15y{ [flu

a.:t0.................

(uruo6n"n
;
6 orr.:vu)

ma-rn:ilAfAnr:

u0do............ .... d
(ututun"v: avrsirgrgr)

rn a'r n: (fl fn.i "ru: 1r n'r l)



li'rsil rynr nnruyn mlnrn{arurr:l:..rur rui.:tr6 riuo ,i',ru^r'',^'', nnrsflr a.:iufi o finullu 2565

i1a nTtg'l t *uugtttngnttlttt.t

22. n6iua, Orugs for Acid Related Diseases

22.1 nritrir Proton Pump lnhibitors

I Dexlansoprazole de ayed release cap 30 mg

2 Dexlansoprazole de ayed release cap 60 mg

3 Esomeprazole EC tab 40 mg

4 Esomeprazole sterile pwdr 40 mg

5 Esomeprazole EC tab 20 mg

6 Lansoprazole sleile pwdr 30 mg

7 Lansoprazo e EC cap 30 mg

I Lansoprazo e orodispers ble tab 15 mg

I Lansoprazole orodispersible tab 30 mg

10 O.neprazole EC cap 20 mg

11 Omeprazo e magnesium ECtab20rng

12 Omeprazo e sodiurn ster e pwdr 40 mg

13 Panloprazole sodium EC tab 20 mg

14 Pantoprazole sodrlrn EC lab 40 mg

15 Pantoprazole sodiurTr sterile pwdr 40 mg

16 Rabeprazole sod um EC lab 10 nrg

17 Rabeprazole sodLum EC tab 20 mg

22.2 nfillai Potassium-competitive acid blockers

1 Vonoprazan fuma.ate tab l0 rng

2 Vonoprazan fumarate tab 20 mg

23. n6j sr Atypical antipsychotic drugs

I Am sulpride

2 Am sulpnde

3 Am sulpnde

4 Amisulpride

5 Anpiprazo e

6 Ar piprazole

7 Arip prazole

8 Ar plprazo e

I Ar p prazo e

10 AnpLprazole

11 Clozaprne

12 Claza?ne

tab 50 mg

iab 100 mg

tab 200 mg

tab 400 mg

tab 5 mg

tab 10 mg

tab 15 mg

orodispersible tab 10 mg

orodispercible tab 15 mg

oral sol 1 mg/ml('150 ml)

tab 25 mg

tab 100 mg
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