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fia_m Dabigatran etexilate @@o mg capsule
AnuauRvily
. Wusudladmsudulseniy
o. Usgnausiusien Dabigatran etexilate @ao Mg Ao @ iR
an. usﬁqiuumﬁaaﬁuuﬁmaxmm%’u flaanszy Fou1 Yuwdn Juvuneny lauiindn AwuEUTIREN
faviivsdousiuelidaou

Auauliniunaila
Finished product specification: Dabigatran etexilate @@o mg capsule
®. Identification NIV
o. USunausiendiey *&.0-e0&.0% LA
m. Uniformity of Dosage Unit ATIU
@. Purity (Alkyl methanesulfonates)
- n-Hexyl methanesulfonate < lo.& ppm
- Isopropyl methanesulfonate < o.@ ppm
- Ethyl methanesulfonate < o.&@ ppm
- Sum of all specified Alkyl methanesulfonates < oo ppm
&. Active ingredient degradation AITIVU
. Dissolution NLT @o%(Q) LA is dissolved in && min
&, Microbiological Quality
- Total aerobic microbial count(TAMC)/g < 0" cfu
- Total combined Yeasts/Moulds count(TYMC)/g < @0” cfu
- Escherichia coli/g not detectable
Drug substance specification : Dabigatran etexilate mesilate
. Identification NIV
. USunusagndisgy «&.0-00.0% L.A (@anhydrous)
o. Heavy metals < ®@o ppm
«. Organic Impurities AT
&. Water content < o.n%
. Purity (Alkyl methanesulfonates)
- n-Hexyl methanesulfonate < lv.o ppm
- Isopropyl methanesulfonate < o.n ppm
- Ethyl methanesulfonate < o.n ppm
- Methyl methanesulfonate < o.m ppm
- Sum of all specified Alkyl methanesulfonates < lo.en ppm
o. Residual solvents acetone < lbooo ppm
. a eggzh < o.0%
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