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AMANYUZIAWIZYIE Bilastine bo mg tablet

Bilastine bo mg tablet

Bilastine bo mg #BE1 o iR
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Drug substance specification
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Identification test
Assay

Heavy metals
Loss on drying
Water content
Residual solvents
©.® n-butanol
..o lb-propanol
.en Total
Residue on ignition
Organic impurities
8.6 F-adgblen-BM
&b F-xevea-BM
&.on F-aevoee-BM
&.@ F-doolwe-RR

&.& Unspecified individually

.o Total

(W19E1YT WwAsTunsane)

asto BT oomIeVi nssunns aede.
(WNa1MIINTT FuLaties)

UJ5es1unTIunNIg

ASINUITISTY
K3B.0 - ©06.& %
Ly o ppm
LAy o.¢0%

iy o.€0%

LA 1,000 ppm
14LAiY o,000 ppm
LAy en,000 ppm
LAy oloo%

Ay 0.¢% w/w
Taiu o.0% w/w
LU 0.0&% w/w
LAy 0.€% w/w
LAY 0.0% w/w
LaiAu o.09% w/w

AFIUNNT

(We3TTanl neauygunn)



Finished product specification

. ldentification ATIIUALTTEY
o. Assay «x¢.o0 - @o&.0 %LA
. Uniformity of dosage units ATITUILTISTY
@ Dissolution test Lifosnin @o% lu mo w1l
&. Water content Youni e1% w/w
. Organic impurities
5.0 F-aonod-TA LAY 0.0% w/w
b.lb F-ecsob-TA LAY 0.0% w/w
o.e Unspecified individually 14U 0.0% w/w
o.m Total Impurities Ty 0.¢% w/w
. Microbiological quality
el.9 TAMC Lifiu lo,000 cfu
o.lo TYMC LAy woo cfu
¢.en E.coli Absent/g
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o. ImivdeduseanmsgrumsuinginuvannnsiuazIBnsARun1suaEn (GMP) 189n5eN39
asnanguvsovesUsunadnin lumnaeitauews (nsdldusndnluussmealng wieyudn
NAYTEINA AEIRU)

o. o1fiavedusnivismbudnaaviodufunudimielngnse

<. fdwunenarsaadnunzose feluil

€0 HANTITIATIERAMN MRENSTTIUa NG (Certificate of analysis) waaswéuﬁﬁWNWLi‘Ju
Methilunsiauenenn guanviemheruiinsensiesisaguiuses

<o NAMINTIVUATIEVIRUNIWTRGAU (Raw material) vosshurddalilunisnanainguan

¢ fluliangienvesiunisnds (Lot. No) 9nlsenuguin vieannsuinemansnisunmg Tag
seaduluiinseivesiumsuanderfufumeisiithuuandduiulnges
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