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Azilsartan medoxomil 40 mg tablet

18081 Azilsartan medoxomil 40 mg tablet
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2.2 @mulsenau
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Usznaumesien Azilsartan medoxomil 40 mg Tu 1 uin
=, - a J’ v
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25 aamn szydoun duvseneufiendfyuasainuuseTunanfuiuoiganiins uaziay
nezdoumsuen lieg e taauuuu I
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3. anauUANIanaila
3.1 Finished product specification:
b} Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 90.0% - 110.0% of the labeled amount of
Azilsartan medoxomil
3.1.3 | Uniformity of dosage unit * Complied with finished product specification
3.1.4 | Dissolution* Not less than 80%(Q) of the labeled amount of
Azilsartan medoxomil is dissolved in 30 minutes
3.1.5 | Total related substances Not more than 8.50%

3.2 Drug substance specification:

U0 Test Items Specifications

3.2.1 | Identification Complied with drug substance specification

3.2.2 | Assay 97.0% - 101.0% of the labeled amount of
Azilsartan medoxomil

3.2.3 | Water of content Not more than 0.30%

3.2.4 | Heavy metals Not more than 20ppm

3.2.5 | Total related substances Not more than 2.0%

n3IsUNIT
T, ﬂ‘/ ....... 2. 4%"/ 3. 6"”“"’; .................
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nsesaviaszd windlaudalilulu coa
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4.3oulvdu
4.1 wnansmslisueygntunadsuiiueniesminglulssmelne uazdiuna (declare) unaman
411 Tudfymstunadeuiiue u.2 ve3 ned vie 82 udusnsd)
412 ludwetunudouen ve 1/ 1 vesenfiauesim wiousvasidumidensmunununmues
rAnTusinuTuvaliou (finished product specification) warderimuagunmussingiu
(drug substance specification) nszﬁﬁas,j'swn:i'nm'imﬁ'uuuﬂamﬁlmﬁmﬁu WHDIUUY
wnansdnamaenisveudly (8 5) umseu finished product specification war/m3e Drug
Substance specification
4.2 @NEITUTBMIATFIUNINANY
421 nadfiewdnlulszmalne gudndosdidunnmaemidesuseunasgiunudneny
WANNUITIBNNSTRUNISANEA PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnemiasau PIC/S participating authorities ¥388leNANTIUTEININTTIUNITHANIAN
wannaeiLaEAsnsTRluMSHERIwaIE TN LA NS TUNSEIMNSUATEN NSENT
asnsngy Sermuniulaeiimuaeandosuasiniieuiundninasiuaz38msaiatumsnangn
PIC/S Tumamenilauenns aduadamuseunisasivasulasinanisiusesdieiuiivsyme
Usemasimdianinsing
022 nsdidunidhannmeusameadnandosdionansiusewmsgrunisuangmumaninne
Bmsialumswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
Wieau PIC/S Participating authorities atuadaniusaunsnsavasulneinanisiusesds
fuiivszmmussmesmdidninsindvionaonenginudausinsed
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