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AMANYAZIANIZYBIEN Lansoprazole ad mg tablet

Foun Lansoprazole e& mg tablet
AasanURvhLY o. Wusdin juuuudmiviuussmuiaunniaiiy
b. g1 o e Usznaumeen Lansoprazole a¢ mg
o, Taanvieenansiniue seyfoandynisen, sunm, 3818, Yunde, Su
vumeng, aviindn, wnsidouiiuelidaau
@ ograswmelivenit o U Wuaniudweu

AMANYENILNATA
Drug substance Specification

®. Identification test ASIIRUAMTITEY

. USuudienddigy &&.0 - ®06.0 % LA

o, Heavy metals Not more than @o ppm

& Arsenic Not more than @ ppm

&. Water Not more than o.e %

o. Related substances
©.e Lanscprazole sulfone Not more than o.& %
©.lb Lansoprazole N-oxide Not more than o.e %
o.en Lansoprazole Sulfide Not more than o.e %
.« Other Not more than o.e %
o.¢ Total Not more than 0.5 %

¢, Residue on Ignition Not more than o.e %

Finished product specification

o. Identification test ATIRHUmNTsEY

. USuausiedfy ®m - @oel %lLabeled amount

. Content uniformity HUAY USP 52y

@ Dissolution test
&.® Acid stage Not more than eo % in bo

Min
&b Buffer stage Not less than ev& % in &&
min
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&. Related substances

&.@ Sulfone analogue Not more than o.& %

&.lo Others Not more than o.lo % for
each

&.on Total Not more than e.o %

Geulvdue

o. Sdnuluddymatunzifousiiugeinssnieasnsugy

. iinidefusesnasgIunsnaneILudNInaeTia IS NSARUNIHER (GMP) U09n5ENTN
asanguniovesUsamadndn Tumnenilaueve (nsdliduswanluuszmelng wietudn
NNANUTENA AWEN)

o, oriiualdugniivdsmdududavdoduunudminelaense

<. Sdwunenansadnuarvese dtelui

.o HARTITIATEiRUATRARfsivaarAn (Certificate of analysis) vesenjuiitihunidy
shegdlunistaueuenn frdnviersnuiinsnsasisaguiuses

<o HANIATIVNATIEVAUAINIRGAU (Raw material) vasend iyl flunisndnandran

¢ flulisesienvessunsnda (Lot. No.) anlssnugndn vsennnsuingrmansnisunne lng
Fouduluiinneivessunsninfisrtufusesisiiunuanduiudees
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