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AANYIILIANIZYBILT Losartan potassium &o mg tablets

o. o Losartan potassium &o mg tablets
0. AruaNTANlY
b.e JULUY \Dugdinndeuiiau (film coated tablet) dmiuiulseynu
.o @ulsznau Usznoumiefien Losartan potassium &o mg lu @ in
.o MYUEUITY  UTIlunusUnaiv Uaaiuuas
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NamimSaﬁm‘mzﬁﬂmmmﬂulﬂmm finished product specification wag drug substance
specification #sldaamezifsusiodninmunaenssunisensuasen NIENTNAIITUGY Y191 (ndasinSuiild
dededonduativiiieuimielmindunsgrunduifulassunis ALUTENIANTENTIANEITUAY 1304
Y181 WA lodbe aviuil b SurAl bebe (@9UsEMAlUT YR IYUNIIUT elo NUATHLS bdol)
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a.e Finished product specification: Losartan potassium tablets USPam — NFae

U2 Test items Specifications

m.e.0 | Identification ASIIUMEITASAIR LU

A: Retention time by Liquid chromatography

(in assay)

m.e.lb | Assay «d.o-aod.0% of the labeled amount of

Losartan potassium

ﬁﬂdﬂﬂ"iiﬂﬂ'\‘éﬁ’]‘-ﬁﬁﬂﬁmﬁ‘ﬂBNBLGW"ISTJSQE.I'! Losartan &o mg tablet
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U Test items Specifications

m.@.m | Dissolution* Meet in requirements

m.a@.c | Uniformity of dosage units* Meet in requirements

m.@.'p | Organic Impurity

@H - dimer Not more than o.&%
oH - dimer Not more than o.&%
Total impurities Not more than &.0%

wuewve : Jeuien

a: &-[@({lo-Butyl-e-[(e-{«-[{lo-butyl-e-chloro-&-hydroxymethyl-aH-imidazol-e-ylmethyllbiphenyl-o-yll-aH-
tetrazol-a-yl)methyl]-&-chloro- eH-imidazol-e-yllmethylbiphenyl-le-ylJtetrazol, potassium salt.

b: &-[e-({lo-Butyl-¢-[(¢-{«’{(lo-butyl-e-chloro-&-hydroxymethyl-eH-imidazol-e-y)methylbiphenyl-lo-yl}HoH-
tetrazolo-yDmethyll-e-chloro- eH-imidazol-a-ylimethylbiphenyl-b-ylltetrazol, potassium salt.

m.lo Drug substance specification: Losartan potassium USP&e - NFme

2

D) Test items Specifications

m.e | Identification AIAHNUmEIENSRasa U
A: Infrared Spectroscopy
B: Ultraviolet — Visible spectroscopy

C: USP identification test for potassium

m.lo.lo . | Assay «a.¢ - @oe.0% of Losartan potassium (on the

anhydrous and solvent-free basis)

e.lo.m | Organic impurity

individual impurity Not more than o.b%

Total impurities Not more than o.&%
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18.3 N@N®N Other nasal preparations
1 Dexpanthenol nasal spray 10 mg/1 ml (20 ml) 129m 55.64
2 Dexpanthenol nasal spray 50 mg/1 ml (20 ml) 199/ 132.68
3 Dexpanthenol+ Sodium chloride nasal spray (10 mg + 9 mg)/1 ml (30 ml) 11990 55.64

19. NAaeEN Angiotensin Receptor Blocker (ARB)

19.1 nﬂ:um Angiotensin Receptor Blocker (ARB) gm‘a‘mi.ﬁm
1 Aliskiren tab 150 mg 1 Wm 24,62
2 Aliskiren tab 300 mg 1 1Wim 29.29
3 Azilsartan tab 40 mg 1 0im 17.50
4 Azilsartan tab 80 mg 1186 27.50
5 Candesartan cilexetil tab 8 mg 1R 8.40
6 Candesartan cilexetil tab 16 mg 1 1l 13.80
7 Fimasartan potassium tab 60 mg 1 1l 15.63
8 Fimasartan potassium tab 120 mg 1Wa 31.26
9 Irbesartan tab 150 mg 1l 6.96
10 Irbesartan tab 300 mg 1l 7.89
11 Losartan potassium tab 50 mg 1 1le 1.10
12 Losartan potassium tab 100 mg 1 im 2.20
13 Olmesartan medoxomil tab 20 mg 1 1m 9.00
14 Olmesartan medoxomil tab 40 mg 1 1A 14.27
15 Telmisartan tab 40 mg 1 ulm 13.28
16 Telmisartan tab 80 mg 1 1lm 20.17
17 Valsartan tab 80 mg 1 1lm 4.60
18 Valsartan tab 160 mg 1 1im 6.50
19 Valsartan tab 320 mg 1 18m 13.00

19.2 n@u®E" Angiotensin Receptor Blocker (ARB) ANTENNEN
1 Azilsartan + Chlortalidone tab 40 mg+12.5 mg 1 Wn 18.00
2 Azilsartan + Chlortalidone tab 40 mg+25 mg 1dm 18.00
3 Candesartan + Amlodipine tab 8 mg+5 mg 11l 9.41
4 Candesartan + Hydrochlorothiazide tab 8 mg+12.5 mg 1 e 8.58
5 Candesartan + Hydrochlorothiazide tab 16 mg+12.5 mg 11 13.88
6 Irbesartan + Hydrochlorothiazide tab 150 mg+12.5 mg 1 1lm 7.14
7 Irbesartan + Hydrochlorothiazide tab 300 mg+12.5 mg 1 1l 8.07
8 Irbesartan + Hydrochlorothiazide tab 300 mg+25 mg it 8.07
9 Losartan + Amlodipine tab 50 mg+5 mg 1 1le 2.11
10 Losartan + Amlodipine tab 100 mg+5 mg 118 3.21
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