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Finished product specification: Dabigatran etexilate @@o mg capsule

. ldentification HIIVHU
. USunausendndgy ®&.0-e0&.0% LA
on. Uniformity of Dosage Unit T LIARM
&. Purity (Alkyl methanesulfonates)
- n-Hexyl methanesulfonate < lb.@ ppm
- Iscpropyl methanesulfonate < o.& ppm
- Ethyl methanesulfonate < o.& ppm
- Sum of all specified Alkyl methanesulfonates < .o ppm
&. Active ingredient degradation AN
. Dissolution NLT @0%(Q) LA is dissolved in €& min
. Microbiological Quality
- Total aerobic microbial count(TAMC)/¢ < 0" cfu
- Total combined Yeasts/Moulds count(TYMC)/g < @o® cfu
- Escherichia coli/g not detectable

Drug substance specification : Dabigatran etexilate mesilate

@. Identification M3

. USunausiendnfgy #z.0-e0.0% L.A (anhydrous)
m. Heavy metals < @0 ppm

. Organic Impurities HTIAHU

&. Water content < o.a%

w. Purity (Alkyl methanesulfonates)

- n-Hexyl methanesulfonate < lo.o ppm
- Isopropyl methanesulfonate < o.en ppm
- Ethyl methanesulfonate < o.n ppm
- Methyl methanesulfonate < o.m ppm
- Sum of all specified Alkyl methanesulfonates < b ppm

o. Residual solvents acetone < booo ppm

c:;?ulfated ash < 0.0%
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Certification of analysis of drug
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