AMENBULIANIZYBIYY APIXABAN 5 MG. TABLET

1.5987 APIXABAN 5 MG. TABLET

2. Ausulanaly

2.1 3Uuuy e wlie

22 d@ulszneu  Usznausieiien APIXABAN 5 MG. Tu 1 i

23 naupusry  ussglusssegdidleuvdawes Jestuuasasautiy

2.4 287N - szydieEn dulsznaumedfguasauLss Sundn iuéuawq \avTindn
waziaanelouidueliognsdmauuuussasion
- VunugUITeRgetiosinssrydesmietenisnsdn dulssnauuay
PWIAAILTITBIET LaviinEn Suduey Tegrediay

3.auautaniamatia Finished product specification:

HaN3n 329 ATIzRAan W dulUAL finished product specification waw drug substance
Specification  fignsBannundussuienty  FeldaavzideusadinmuannIsuNISeIILaLE
navnTasINgY  seindasiuilligssenuatiuiiieurinvielminiunsgundasiule
f¥unils muUsENANTENTINEsIIAEY (30958101 We. 2561 asTuil 6 Suaw wa. 2561
(asusgnialuswRioaunwiuf 12 nuaiwud 2562)

3.1 Identification test ARt unsdouiv 0.0.
3.2 Uniformity of dosage unit asrE L TTunseuiu 0.6,
3.3 Assay 95.0 - 105.0%
3.4 Degradation products
- Individual Degradation products pTRRUALTTunz DU 0.8,
- Sum of Degradation products srarmuitunsdouiv 0.0,
3.5 Disintegration <10 minutes
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4. waulvdu
fauemafeduuanmilsdoiuses nisuasaeiieteiusenenanslangiiiiue
ez dunnil

4.1 wnansmsidsueygntunsdousihsueitedmireluvszimalne uazdund (declare)

WASINES

4.1 1 luddynistunsidewiiue oun ne.2 vie.3 e.d vie 8.2 udusingdl

4.1.2 ludwetunzilou ne.1 v3e 0.1 e fiaussan wisuseasdeaidenis
muqmgmmwwmaamamﬁmsﬁmmﬁﬂﬁumLﬂau (finished product specification)
wazdanivunamNInYedingau (drug substance specification)n3i#19¢
sevinensasundadlufiviuasdeauuuionansnisvounta (8.5) umsey
finished product specification wag/viadrug substance specificationlngv®
wAlunautulszniauseninsianddnnsetnd wazluiiu 2 U a Judsene
Usgmnsadidnnsedngd

4.2 1BNANTFUTBWINTZIUNTHAREN

4.2.1 nsdlowanlulsemelne fransedidnuinmaienidesusewnsgiunis
NAMEIMUNE NN TTLAZIENTARIUNSHARYY GMP-PIC/S %38 1IRSEIUNS
NAREIPUME NN sTLagIEnIRAluNIHERETesdTNIUALENTINNTS
91MsUAYEN NSYNTIASIINEY Termustulasdianudenndeuazyiniion
Fundninueinazisnisialun1sudnen Pharmaceutical Inspection Co-
operation Scherne (PIC/S) Tunuing fiiaueawiy aluaiganiusaunis
asnaeulneiinanisiusestisiulssmeuszmnsandidnnseiing
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4.2.2 ns@filugrindrandrsuseme duindesfidiuinindiendedosuses
mmgwumamammmwﬁﬂmmsz/‘n,l,a33%‘ﬂ13ﬁﬁlumm5mm GMP-PIC/S %83
Uszmegnanatuaiganiusaunisnnaasulaeiinanissusesticiusenin
Ussmnsinndidnnsedng

4.3 1BNANIANN MBI LEUBTIAN

4.3.1 nan13nTI9AIERAMAMREN S ugie1dusagUvesgnin (certificate of
analysis of finished product) lugiguiidausnedn

4.3.2 HamsnIATIZRRUN I IngAUYRIIEERTY (certificate of analysis of
drug substance) V'ﬂﬁ’fluﬂ'13w?ﬁmmq'w?ia'aLﬂuﬁaaﬂﬁeﬁgﬂmaqﬁmémmLLaz;:Jwﬁmi’mqﬁu

4.3.3 wdngunstenanstuduauduiussenineiunisudnvesingiuvewig
d1¢ey (drug substance) 98 4.3.2 Aujunisnanvondndusiendnuiagy
(finished product) 98 4.3.1

4.3.4 wan13An® long term stability maammmqmaamﬁ%umLﬁauﬁﬁuﬁﬁﬂmm
ARENITUNITDIMITHALY NTENTIETITOLY

4.3.5 nsiluenngu vaccines , blood products ABeillonassUTDIUNIIHER
(lot release) MMNNTUAINYIANERTNITUNNE NTENTWEATITGY

4.4 Moy
4.0.1 {lauosian sosdsinedngnegnaien. ... mieussiue Fudufunuudns
eazdenlfasuiuauiimnuatuidonuandfiniludieiu

4.5 MsUsziunuMedsey
4.5.1 prdaneusosiiongldldlivesndi.....12... \houtfuainiudey
4.5.2 gwnaaidey wwfewddinamiigluiusesmamnginiinsiensuiiduey
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4.5.3 nsdlimiessnsyinisduiiegieniidmeutiiodinsiadinsiziganim
miheswnsesvinilidedemedatng Insfiauesia@uieassesds i
SnmuTuauiniiernisdmsTinngiuasdudiuinvoulisnei
Reatedunsamaiiensiguam nsdifinuielidulunugudnuag
g whswnisveanudnsiisuiinsannisauemefinaTeIiaue
se(ne)uaz/vidogndluafuiely

4.5.4 fiauesn@ie)azdesfuildsusnieslndvuneiy nioilolfinnis
Fovanmsneusznsiagneuimunleglifidouly

4.55 nsidueiivendviigungll 2 - 8 ssmiwaifea dowanuenansisuseinil
svuunafiuuasdndeendu cold chain system Aldunsgrunmmdninasi
Good Storage Practice (GSP) waig Good Distribution Practice (GDP)

4.6 wNansoun

4.6.1 nsgipaualdldenduwuu (original drugs) fesdiienaisuanisney bioequivalence
yoseniauesmSouidisuiuefunuu Tagisnsinwdeadulumumdninnd
wazwwUHURtUNsAn TNy avese @iy e sdtinuAN NITUNITOIMILAZEN
NSTNTNAITITNGY

062 nsmlaldendunuu dedinansisefiuansen anti-Xa activity Wieuidesldfuedunuy
Tugithefifinng atral fibrillation flsifetostuauiila Fsfuuszmuilaloaty
amraudengniunasndenluaswuazasndenduminme msyiugsanoy
Tuae 1.4-4.8 IU/mL uazAnsgiumaneglugag 0.61-3.4 1U/mL

4.7 Jiauesie (Fv1e) Buseulisnidndgyarneunsuivun
4.7.1 n3dinansduasriiesizisriannsuineimansnisunndlidulena
1INIFINTDNVUA
4.7.2 n3dindnsusiviadgnienfviunniiemaialasdiinnuasznssunis
DIMTHATEN ”menawaﬁmzywx%a%ma
4.7.3 ﬂizﬁwu{]mm@mmwmﬂw5mﬁ’m%awﬁﬁawdwam'aﬂszﬁw%mau,azmm
Uaansoseireiildiue
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