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1.3081 Dabigatran etexilate 110 mg capsule, hard
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Dabigatran etexilate 110 mg capsule, hard
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3.AuanUiniunaia

3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 95.0% - 105.0% of the labeled amount of
Dabigatran etexilate
3.1.3 | Uniformity of dosage unit* Complied with finished product specification
3.1.4 | Dissolution* Not less than 80%(Q) of the labeled amount
of is Dabigatran dissolved in 45 minutes
3.1.5 [ Microbiological Test
- Total aerobic microbial count NMT 10° cfu
- Total combined yeasts, moulds count NMT 10° cfu
- Escherichia coli/g Not detectable
3.1.6 | Purity
- n-Hexyl methanesulfonate NMT 2.4 ppm
- lsopropyl methanesulfonate INMT 2.4 ppm
- Ethyl methanesulfonate NMT 0.4 ppm
-Sum of all specified Alkyl NMT 2.7 ppm
methanesulfonates
NSIUNS :
Lo h.... .o , ok
(un.oydn  29FiAeY) (neyfun¥u wiufafiesh) (ney.010e3 anued)
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3.2 Drug substance specification

4o Test Items Specifications
3.2.1 | Identification Complied with drug substance specification
3.22 | Assay 98.0% - 102.0% of the labeled amount of
Dabigatran etexilate (anhydrous substance)
3.23 | Water of content Not more than 0.3%
3.2.4 | Heavy metals Not more than 10 ppm
3.2.5 | Organic impurities
- Each individual unspecified impurity Not more than 0.10%
- Total of all impurities Not more than 1.3%
3.2.6 | Sulfated ash Not more than 0.1%

vaewmg - *ssyade Dissolution iU Uniformity of dosage units....... IMliuulonasuanis1uasidunta
mnsavinset mindlsudalilulu CoA
- nsdifeanadouudinisiiu (waive) nsasvaeuiiesizsitesemslalidulansenansudngiu
FananiildsueyiRse

4.3oulvdu 9
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411 Tuddymstunadeusi$uen e.2 ve.3 ve.d wie 82 uduinsd)
412 ludwelunadeu ne.1/e.1 vewniiduesan wieuswaviduavidenisauga
qru.nwwamﬁmﬁmﬁmuﬁﬁwmﬁﬂu (finished product specification) wag¥anivun
AN MYBITMgAU (Drug Substance specification) nsdifiagsyninimsiasundas
uwAluRudy wwspauuuienansmsvauil (8.5) swseu finished product
specification Wway/w3e Drug Substance specification
4.2 WPNATIUTDWINTFIUNTNARNEN
421 nsdifendnluszmelng gudndesdlduunamarenideduseanasgiunsuane
MUNENLNITIBNNSTARUNIHAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Inemnenu PIC/S participating authorities ¥5aiileNa155UT0MINTFIU
MsHanEITUANINUYILaL BN TIRunSHARETsdinUANENT TN TO S LAY
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NANNUTITNISARIUNITHARE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) 1nenne91UPIC/S Participating authorities 2UUa1dARINIBUNIATIVADY
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4.3.1

4.3.2

433

434

4.4 fwe1een
441

HANINTIVIATIBVRNIMHANS U UBINER (Certification of analysis of finished
product) Tugnjuiidesating

HANTIATIERUAWINgAUYBIMIEdATY (Certification of analysis drug
substance) fll#lun1swanerguitdausosnsiwesjudneuazuaningiu
WnansvsenanguBuduaNudiusIEnInuNHanUeIngAuvaitend Aty
(Drug substance) 99 4.3.2 Augunsnanvandnsiueidniagy (finished product) Ue
4.3.1

NaN135AN®N Long term stability @3 ASEAN guideline on stability study of drug
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4.5.1
4.5.2
4.53

4.5.4
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Dabigatran etexilate 110 mg capsule, hard
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