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lansoprazole 30 mg tablets

1. Towun lansoprazole 30 mg tablets

2. puanUEnaly
2.1 3uuuu Wuesudle vlieduuseviu wuvazaiensa (Fast Dissolved Tablet)
22 diulszneu  Usznaudlusiel Lansoprazole 30 fiadn’u Tu 1 i

23 AYurussy  UssYtuumesn srydiedaundidn Junde Tufiueny weaiinge

= y
= =

24 aain szyiesn, diudsznay, sedift, ANULSe, Tunda, Tuduoiy, WwIVinds uwaz
wunzidoudisusnesnadalauuuussydue
ASHYIAUTITTIULNIET RaTnUuNTUTUTIY(URIE)agdaudBITEyTiayl Use

darudsznausendiAnyuasAnuLsIves muiinds Judueng

3. pruanUANIwmaila
3.1 Finished product specification: official Tulndusin5u USP 38 w3 BP 2016 Fanmenssuni1sly

Wuenaisgredslunisinviaudnuusianizuae

h) Test Items Specification
3.1 Identification . ) Meet the requirements -
3.1.2 Assay (Content) 95.0 -105.0 % of the labeled

: b amount
5.1.3 Dissolution i -Acid stage NMT 10% of

Lansoprazole avaiglu 60 ui
-Buffer stage NMT 75% of

Lansoprazole azanelu 45 w1

3.14 Content uniformity Meet the requirements
3.1.5 Related substance (sulfone analogue) laitAiu 0.4 9% w/w
3.1.6 Total of Related substance laifiu 1.6 %w/w

2/ 4. Foulvdue....




a. Soulvduq
LenansnisléfueygedunsidoudiSusuieodmislulszmelng wazdiuns (declare) undandn
1.1 Tuddgnmstunadousiiuen (me.2 ne.3 ne.d udusnsd)
1.2 Tudvedunsilou ve.1 vaseiduasien WIoUTHaLBYAITENISTATUALAMATWYDINE RS U
mufiTunzou (finished product specification) wagtarimMuAAUAINYBITRgAY (Drug Substance
specification) nseifiag/sruninamsiasunlaudlufiufy avdiosuuuionarsnisveudlunnion
finished product specification wag/#ie Drug Substance specification
2. 1BNATTUTBIUNSTEIUNITHENYN
2.1 nsdifiewdalulszmelne guandoafidiunnmdremlsdedusesnasgiunisnaneni
MENNUFISNSTALUNTHEREIVDINTENTIEEIIUAY (GMP wa GMP/PICs) Tumnmneiiauaeie
aﬁué’uqﬂmuiaum'sea‘awaauimaﬁmam‘s‘%’u'smﬁﬁu‘ﬁ'Laumwmuazi’uﬁmamm
2.2 ns@iidugnindhansnsUssne granfadiduinmatenilideiusowwnnsgiunisuineniu
'wé’ﬂLnt;u?'ﬁ%'ﬂ’rsﬁ&ﬂumsmﬁmawawﬁsmﬂﬁmém 38 Certificate of pharmaceutical product atu
argamuseunisnsvaaulneiinanisusesiiTuiilausmuas Tuiindnen
3. LONANTAMAINWYDILILAUDIIAN
3.1 NAN1SNTIVIAT RN WRENSUTIvenEn (Certificate of Analysis) Tusnjuiidadusioting
3.2 nan13MTINATIRRRNWIRgRUYBIIEdfeY (Drug substance) Allunisudnesuiidaiiu
faeeng
3.3 wan13finw Long Term Stability maaﬂ‘ﬁnqawqﬂaqmﬁﬁuﬂmﬁauﬁ
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6. LONATITOUY
6.16EuaTAgun)dusailiendndygyineunsuiimun ¢t
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7. dwmsueiiinsdaulainisuanudessenddry Alildendunuy Wuanmdngusissieluil
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7.3 msAnwPasauyaluaywd (in vivo bicequivalence) wWisuisuiiugnduuuuidavinlae
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