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AuANYLEIANIEYDIET Dabigatran etexilate sao mg capsule lssnsnadouida

%81 Dabigatran etexilate @@o me capsule
eyl
= = 5 [N ]
@. usind msusulseniu
©. Usznaumusien Dabigatran etemtate @60 Mg Ao o LA
o m‘saﬁimmwaanuumuawm A faansyy Fou1 Tunde Tuvumeny Laiinde AYUPUITIEN
faniinedousisueidaau

AAALUAN NV AUA
Finished product specification: Dabigatran etexilate eeo mg capsule
@. Identification ATIVTL
. UsunumendAn c&.o-00&.0% LA
a. Uniformity of Dosage Unit ATIWU
&. Purity (Alkyl methanesulfonates)
- n-Hexyl methanesulfonate < lo.@ ppm
- Isopropyl methanesulfonate < o.€ ppm
- Ethyl methanesulfonate < o.@ ppm
- Sum of all specified Alkyl methanesulfonates < .o ppm
&. Active ingredient degradation ATIMY

0. Dissolution NLT o%(Q) LA is dissolved in && min
. Microbiological Quality
- Total aerobic microbial count(TAMC)/g

- Total combined Yeasts/Moulds count(TYMC)/g

< o™ cfu

< @0® cfu

- Escherichia coli/g

Drug substance specification : Dabigatran etexilate mesilate

not detectable

@. Identification FISIVBU
. USuaugd@ny &@.0-m0b.0% LA (anhydrous)
o Heavy metals < ®o ppm
& Qrganic Impurities A3
& Water content < o.m%
b. Purity (Alkyl methanesulfonates)
- n-Hexyl methanesulfonate < .o ppm
- Isopropyl methanesulfonate < o.n ppm
- Ethyl methanesulfonate < o.e ppm
- Methyl methanesulfonate < o.en ppm
- Sum of all specified Alkyl methanesulfonates < oo ppm

o. Residual sglvents acetone < booo ppm
@. SyMa engh < 0.0%
UTesunIsunTg A T g A370NT9
(weEmn @5 TaR) (w903 JRUTH) (ue@513l Anisryad)
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g MEIN IS SHARRATUNMSHEREN PIC/S (pharmaceutical Inspection Co-operation Scheme) Tag
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s .t " L - 4:! I i o 2t ol o
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FanUsnan ALY AZLUURYD
() FWnsfnwnduluu Randomized controlled trial &o o
(@) 38n1sAnwduluy Non-Randomized controlled trial o el
() WorsAnvnluwuy Comparative studies wuu Cohort o e
studies
(@) Fn1sAnwndunuy Descriptive studies LUU Case o D
report or case series (§1e1uRU8)
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Storage and stability @o ola
(1) Long term stability #11 ASEAN guideline on stability o al.&
study of drug product
(1) GDP (Good Distribution Practice) ol fll
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