Qmﬁnwmmaww“vmm Dabigatran 110 MG. Capsule

1,991 Dabigatran 110 MG. Capsule
2.auauUanaly
2.1 gUuuy Jusndauwatga

2.2 dulsenau  Usznausiusiign Dabigatran Etexilate 110 MG. aauAUgya

2.3 nwurUssy  uTsghunwulnaty

2.4 287N - szyfiern dwusznauiedfyuasauuse Junan Yudueny Laviinde
waztavnztlaumsuenliog nauuuussyiue
- UuMLrUTII e soedasssyies wieten1enisd wuin
AIULIIDIET 1@TnAR Tudueny Tegaduay

3.anuantaniamaiia  Finished product specification:

nan1sn 39 dnsziunmluluny finished product specification uag drug
substance Specification fienaBsannndusisuatuiieniu Jeldaaneousodninam
AMIENITUNITOMNTUAYE NI¥NTIAISTNEY Teinduiuiilisdsteaduatuiifieunn
velminnunssundusfuladfunis muUsenAnsENs a5 FoaszyTen wa.
2561 avuil 6 Suaian w.a. 2561 (asUsenialussAaniyuneud 12 nuaius 2562)

3.1 Identification test RIIINIU
3.2 USuaudaendiAgy 95.0 - 105.0% LA of Dabigatran
3.3 Uniformity of dosage units HIITNY
3.4 Dissolution test HIIU

nanewe -* ¥de Dissolution wag Uniformity of dosage units TkuuLONa1Tan

= a I3 av v v = g v
Twazduanan1snsnaie e indlawdsssazduailudiaulilulu COA
- nsdifioemzluundan1su iy (waive) N13R339a0U TR TIENs 8N 510 TdukanenanIviang1u
AanaInlasuasTRn e
- Drug substance specification 915819 nlUTATI8MVRIHER drug substance w3e lulias ey
drug substance BawrAnedNT5U atulnatunils Falinmsnsiviesgiasuynidefimmun

UAAANWIEIANE

/ -2- ANANYMEANIEUBIYN Dabigatran 150 MG,



.
AMENBALLANIZYR81 Dabigatran 150 MG. Capsule

13081 Dabigatran 150 MG. Capsule
2. anuautavialy
2.1 JUuuy Jugdauauya
2.2 dwsznou  Ussnaunieeien Dabigatran Etexilate 150 MG. AauAUYa

2.3 nYusuIsy  ussglunsusleain
2.4 2a7n - seyon druvsznaumisnddguazauuse Tundn Yuduony wuiinde
waztaanzilausinsueliog adaauuuus syt
- punurusseegetosdossrylesuiedonianisdn v
ATAILIIVDIET LAVTINGR i’u?ﬁyumq LIegedniau
3.auanuAnIamAalla  Finished product specification:

mamwsaﬁmwﬁammwﬂuwmw finished product specification Wag drug
substance Specification 71819859 nndussvatuiientu Faldaanadeurodinau
ABIENIIUNTTOTMITLAZET NSEITIa1130aY Taindusinfuildddaronuatuiifioumi
wsa mdnInsgundue Suladiisuniis auUsENIANTENTIENSITUEY Fosszyinen we.
2561 asuil 6 Suan e, 2561 (asUsenialusisiaaiyuneniud 12 nuanius 2562)

3.1 Identification test MTINIY
3.2 Yunsinendagy 95.0 - 105.0% LA of Dabigatran
3.3 Uniformity of dosage units NI
3.4 Dissolution test HIIINUY

naBwn -* 99 Dissolution wag Uniformity of dosage units THkuULONATHEARS
Peazdanansnnaineed mnilldudeazdeaiiluiealilulu coa

- nagifiamadeundanisiiu (waive) mansiaseuiiesiginenisle Wuuanaenansvdngu
Fanailésuewsise

- Drug substance specification fiansananluimaeivesgudn drug substance v3e Tuiineyt
drug substance BasrARIETIgU atUlnatuvis Ssiinisesieliesigiasuynihdeiifivua
NINAUAANANYIULIANY

UFESIUNTINNG

.............................................. NITUNIS
(WeoAtUNL  IgIR)
ey
............................................... NITUNS

/ -3~ AudNuEIaNIZY0381 Edoxaban 60 MG,



8.
AAANBUZIAN1ZYBY1 Edoxaban 60 MG. Tablet

14881 Edoxaban 60 MG, Tablet
2. AnuaEuTAN9 Y
2.1 JUuuy Dugde
2.2 @wsenou  Tu 1 e Usenausieden Edoxaban 60 MG.
2.3 ANYULUTTY Uisﬂumwvmauw
2.4 287N - seyfeen dudszneufedfguazauuse Juudn fuduony wviingn
LLasLa‘umm&Jumiumlaamwmauuumsﬁ;nm%
- Uumﬂjuwsiqmaﬂwﬁaaﬁa&ixu%mw%%amamiﬁﬂ YUA

AUseweaEn Laviikan Suduey edhedaiau
3. AMEUNUANIINATNA  Finished product specification:
Namim%ﬁLﬂi%ﬁﬂmmwﬂulﬂmu finished product specification wag drug
substance Specification fisnedsannindusYuatuiientiu Faldannzdeusadineu
AMENITUNITOMNTHAZYY NTENTNANTITUHY muma%msuﬁl%maawaaLﬂuauw‘mmm
maimmﬁmmmuma%mwimmwwua ANUUTENIANIENTIEASITUFY Lsaasvumswm WA
2561 aatuil 6 SuaAw WA 2561 (ad"di”mﬂuiwm'«m"\uwﬂwnw 12 ﬂ:umwuﬁ 2562)

3.1 Identification test RTIU
3.2 Ysunaudnendragy 95.0 — 105.0% LA of edoxaban
3.3 Uniformity of dosage units ATIWU
3.4 Dissolution test ATIWU

NINBIA * Fte Dissolution waz Uniformity of dosage units Tikuuienansuans

a a ¢ av v v = P Y]
swasduanansnTalee mndliudseasdeailusialilulu COA
- nedifenzidoundinisiu (waive) nnvaeulnszinienisla Tvduuansenansvang
fananlasusydanieg
- Drug substance specification wmimmﬂ’lmmi%mawwam drug substance %39 IU’JLﬂi’W‘VI
drug substance vesnanend15agU atulnatunis mmmimammswmmsummmawmwum
ABENSTINNIAIVUAANANYTLANE

P

............................................. UsE5IUNTINNNT

Y

(WUSUANR W

.............................................. AIIUNT

e

wEnssml  Juwgneunaing)
/ -6- Jouludy



WNouludu

4. Feuludu
fiauesindoduuanmilsdosuses wiosaaeiiofesusenonanslaediisiunn muaziden
il
4.1 wnansnslisueyywiusfouhiveniiedmiglussmalne wazduns (declare)
WARINER
4.1.1 Tuddgnstunsadewiniuen Wi e.2ne.3 ve.4 3 8.2 wdusinsdl
0.1.2 lusmetunsdon ve.1 vie 6.1 voserfiauesian wieusiwaziBuavadonis
AIUALANNNYB N AN T s AT unzidoy (finished product specification)
wazUamuAAUNINYIIngAy (drug substance speciﬂcation)ﬂszﬁﬁag}szij
nsdpuntasuilofisdinasfouuuenatsnisvoudly (8.5) wmdey finished
product specification wag/%3adrug substance specificationlagvouwi bunauiu
Useniauseninsiandinnsstind wazliiu 2 U s Juuszniausznangian
diannsellng
4.2 @NATTUTRIINIFIUNINAREN
4.2.1 nitdemdinluusamalng guansaadidiuinimaenilidedusowinsgiunisndn
p1mundnInaTiLay I3n1TAlun1sREREY GMP-PIC/S %38 11msgIunIsHEng
ANUNENNNTLAEITNITAlLNTHEN 189N LA NI TUNSEIMISHAZE
nIENsIsEsITEY Satmuntulasiiauaenadeussiinivufundnnusiuay
38n139Alun sudnen Pharmaceutical Inspection Co-operation Scheme
(PIC/S) Tumsnmenilausuie atuargamusounsnvasulaeinanisiusesds
Tutsgmealsenesimdidnnseing

AMENTTUNITITVIUAANSN WL Y

(W Fiuuny  ain)

9

ey
............................................... N99UNIT

@

(W9aNSyeyse  Tuwgneunainig)
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4.2.2 nsdidugidinnsssame uandedidnunmarenidofusosminsgu
A1SHANEIAUVANINATIWA TSN STRLUNSHER LT GMP-PIC/S %30 current GMP
(cGMP) wa3sUssmAnanatuaannuTaunNsnIvaeulaeinan1susasdisiu
Usgmauszninsimdidnnseiind

4.3 LONANTANN YD TLALDTIAN

4.3.1 NaN1INTIVUATIENAUAMKER AuseduSagUV0HER (certificate of analysis
of finished product) Tugnjuiidadudiotis

4.3.2 wan15n3 e ssviauamIngAuvesiiend Ay (certificate of analysis of drug
substance) mﬂumimamsnjuﬁdmﬂuﬁ’;aajwﬁmmémammuawﬁmami’mqﬁu

4.3.3 ninguvialenanstudunudNRUS EniaTuN1SNENve 1IN AuYBIRIEdA Yy
(drug substance) 98 4.3.2 TU3uNIINEn Vo IEnTugiend 593U (finished
product) 99 4.3.1

4.3.4 wingraueiionyeuinnin 2 T ikanawanis@ne long term stability naen
F13080101 7t unedou T uATn N LY ATINANTEMITUAZEN NTENTIS
A151504%

435 ﬂiﬁ'ﬂlﬂumﬂfju biological products iy vaccines, blood products #o93lanans
JUTBIIUNSHER (Lot release) 1NNTUINLIMARSNITUINE NTENTWAITITUEY

4.4 §9E19E0
4.4.1 lauesIAn fdosdriegee1e1ee. ... 5. .. neusI ot Fadusunuuans
eazdualansuiumuinvualuiteamuaudiiludiwu

4.5 MIUsEAUAMA NG E DU
4.5.1 gaseganaredwmause oo ldlideunii. . 12 ifeutiuainTudaeu
4.5.2 gwneafidwey wwdesdsd i maeluiusemanisnsnlnnsienguidwey

ARYNIILOTNAUAAN BEULLAN Y

UsEsIUNITIUNS
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OB
.............................................. NITUNT

(Weandygivi  Jewgnueniainig)
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4.53 ﬂszﬁﬁmueiwmsﬁﬂnﬁejmﬁuaéwmﬁdmauLﬁadﬂmsaaiLﬂswzﬁ@mmW iel]
srnsIvyivtsdesesvefiegi Imaﬁmuaswm(éma)ﬂséﬁ'aadwuﬁu%ﬂmu
ﬁi’m’suﬁmwmmiﬁqm’;ﬁﬁLﬂswﬁu,a:ﬁLi‘JuQ’%‘us‘imjaum‘lsﬁ«’dwﬁlﬁaﬁaa‘lums
psvlnseiaun nsdiinuitelidulunugadnvaziaws mhesens
geanuanslifuinsuimaauesimendiinanueiauesague)uas/vse
Q’mamluﬂ%aﬁalﬂ

4.5.4 QLauasnm(éma)%ﬁm%’uLU%&WW@@&JW%&W@@WQ wieloiinnsideyanin
seUsennstagieusmualaglifitouly

4.5.5 ns@ifueniidenfiuinuilgumgdl 2 - 8 ssrnwalduariosionansuansiniisyuu
nsifiunardnasendu cold chain system Aldunnsgrunmmdninai Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)

4.6, \wNaNTOUY
4.6.1.n56 817 @uelildenduuwuy (original drugs) AesiilonansHani1sAnen
bicequivalencevasniauasnIsuiisuivedunuy lngisn1snuides
JulumumdninasivazuunufUalunisfinun@rauyavesenandyvesdinau
AMENTSUNTOMNTHAZY NTTNTIETSITUEY

[

4.7 frawesian (fune) Buseslvenidndygrneuasuimun

LAY}
(%
a

4.7.1 nsdnansduasadinsesieniannnsinemansnisunnglidulunmanasgu

oAU

4.7.2 nsﬂmamﬁm%awﬁmﬁgﬂL%'amﬁ‘uﬁumﬂﬁmmmmhUﬁﬁﬂ'ﬂmuﬂmsﬂiwmﬁmmi
waLen ’lwthaL’Jawmaqé’mmﬂas%’e}ﬂzmw

4.7.3 ﬂszﬁwuﬂzymﬂmﬂ'}wmnwamﬁm%mﬁﬁawdmadaﬂszaw%waLLazmmUaaﬂﬁa
Giaéﬂaaﬁlﬁ%’um




