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AnaNUANIlY

AMANALIANIZYIE Bilastine o mg tablet

Bilastine bo mg tablet
Bilastine bo mg #BY" @ IR
gufiaguuuuiuyseny
®. 8UIIMuRMUsUnaiv
o. Taarnviaienansiiuen seyfeantymaen, vune, 3819, Yuwde, Tu

Ry, Wvinan, wansidsusivelita
o 9gvaRedetlitesnii e U tuaniudwey
& Generic product use (GPU) ¢ ewicdo

AANWTLANY
Drug substance specification

.

o
avte. . X9 Us¥sunssunis

v A 3 G

Identification test
Assay

Heavy metals
Loss on drying
Water content
Residual solvents
©.@ n-butanol
©.lo b-propanol
o.en Total
Residue on ignition
Organic impurities
.6 F-ecoloo-BM
.0 F-eeoea-BM
&.on F-xevoeel-BM
®.€ F-dool®-RR

&.& Unspecified individually

.o Total

(Wsaya3 weidunsiane)

éa-aéﬁa,ﬁ.‘fﬁ.,,.mt.‘??.?#ﬁl{?..n‘;*::._-'-"!"r; ad%o....
(WNaIINgI AuLaties)

pyIHUMATEY
*z.0 - @oce.& %
Laiifiu wo ppm
Lilfiu o.¢0%
laiiu o.¢0%

14iifiy ,000 ppm
Ty ,000 ppm
Taiifiy ,m,000 ppmMm
Ly 0.loo%

Laifu 0.¢% w/w
LAy 0.0% w/w
1iAY 0.0&% w/w
ey o0.e% w/w
Ly 0.0% w/w
Ty o.00% w/w

A33UNS

(e sTand veuyguan)



Finished product specification

. Identification PTIUANTISTY
. Assay x&.0 - eo&.o %LA
. Uniformity of dosage units mnshumuﬁssq
& Dissolution test lidounin go% lu mo un¥l
& Water content UouNI 1% w/w
©. Organic impurities
D.0 F-eocod&-TA 1Y 0.0% w/w
0.6 F-oosob-TA Ty 0.0% w/w
o.m Unspecified individually Tt 0.0% w/w
o.m Total Impurities TaiAiy o.¢% w/w
¢l. Microbiological quality
o.e@ TAMC 1Ay 000 cfu
allo TYMC LAy woo cfu
o.en E.coli Absent/g

Foulvduq
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b, Inldesusennasgrunmsuansimundninasiuar B sAFluNHaAN (GMP) U94n5ENT
amsaguvsevesUssnaduin lusneefiaueus (nsaldusmdnlulssmalng viound
INANUTNA ANUEITY)

o, niiauaduniivisndudndaniadudunusminelaonss

<. fduunenasnadnunsvose fseluil

<o HARTIWIATITRRMN AN TvDINER (Certificate of analysis) Uesenguiithuidy
fhatnalumsiauenisan granievsauiinsgnsrssisaguiues

<o HaN1IATINIATIRRUATRGA (Raw material) vasingnddryildlunsudnangudn

¢ Tluinseienreagunisudn (Lot. No.) 3nlssnuindn wionnnsuivermaninisunnd lng
resduluvimsevivesgumsndnifufuduseeisithiuanslutudnges

o. flauenasredhnegenetnlen o nisussyinsliiuma ssweuna Jadusuny
wamiseazidonldnsuiusuiifusluhdenmuautiviludisiy
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