AMANEULIANITYDIET MANIDIPINE 20 MG. TABLET

2.1 Uiy Jusdinsilasuusznu

2.2 dwdszneu  u 1 ulm Uszneusiedien MANIDIPINE HYDROCHLORIDE 20 MG.

23 Meurussy  UsTluuelaain

2.4 aa7n - seyTeen dhuusenaufendfyuasauuse Yurdn *Tuﬁuumq \uiiNGn
waztawneileumuenliognstniauunussysiue
- VuMBuEUTIIIRgiefesy s vieteniinsi wua
ANNLTIVOIEN LaTTINER "J’u?;umq Tatgadaiau

3.auauUAnIwnAtin - Finished product specification

Namsm’nﬁLﬂs’wﬁﬂmmwﬁJﬂUmu finished product specification wag drug substance
Specification fig19BsnundwiuRet  Fslfaansidoudedinnuanenssunisemsuazen
nsEVTNASITNEY  sninduriuiilisedaenduatuiiieuvinvielminiunnsgunduiiula
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3.1 Identification test avsumuTtunsdousu 0.0,
3.2 Uniformity of dosage unit mswmumuﬁﬁumﬁauﬁu 0.8
3.3 Assay 92.0 - 108.0 % L.A.

3.4 Dissolution test Ysunaulsitdesnin 75% Tu 45 wil
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13081 AZILSARTAN 40 MG, TABLET
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3.auduUANIamAlla  Finished product specification:

NamimﬁﬁLﬂiﬂzﬁﬂmmmﬂiﬂ,ﬂmu finished product specification Wag drug substance
Specification ~ i$19Barnindwsiuidioaty  Feldeansidoudedinnunaenssunmsemsuazen
nsEMTsESaEY  Tinduiuildssdenduatuilieunivielminiunnsgunduiiule
frFumils mMuUsEMANSENTIEsITNGY (FaesEynen na. 2561 asTufl 6 Sueu we. 2561
(asUszmelusisfonyununiuil 12 nuaniug 2562)

3.1 Identification test avavshumuTuneJousu 0.0.
3.2 Yanwsendfny 90.0 - 110.0 % L.A.

3.3 Uniformity of dosage unit anRumMuitunsdoutu o.0,
3.4 Dissolution test Ysualidvosni 80% Tu 30 undl
3.5 Related Substance anaRumMuitunsdousu o.0,
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2.1 Uiy Wueudia

2.2 dusensy Tu 1 le Usgneusmesen LERCANIDIPINE HCL 20 MG.
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Han1snR e iR Uuluau finished product specification wag drug
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3.1 Identification test AUt Uz TouRU 0.0,
3.2 Ysuaushendidgy 95-105% L.A.

3.3 Uniformity of dosage unit SRR umtuns Ui .8,
3.4 Dissolution test Usinalivesnin 75 % Tu 45 uil

3.5 Total unidentified impurities ‘laiifin 0.20 %
3.6 Total impurities TaliAiu 0.75 %
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3.1 Identification test avavshumufitunadousu o.0.
3.2 Uniformity of dosage unit avavrhumuitunsdeuiu o.e.
3.3 Assay 95.0 - 105.0%
3.4 Disintegration Taifiu 15 udl

3.5 Degradation products

- Individual others degradation products  iifiu 0.2 %

- Sum of degradation products Taifiu 0.6 %
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