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Ticagrelor 90 mg film-coated tablet, 1 tablet
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Yy Ticagrelor 90 mg film-coated tablet
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Finished product specification

U9 Test items Specifications
1 | Identification M329HIUA Finished Product Specification
2 | Assay 95.0% - 105.0% of Ticagrelor
3 | Uniformity of dosage units M5IINIUAIY Finished Product Specification
4 | Dissolution Not less than 70% (Q) of Ticagrelor is dissolved
in 45 minutes
5 | Unspecified Impurities Not more than 0.2%
6 | Total Impurities Not more than 0.5%
RBNR:
- 97%9 Dissolution wag Uniformity of dosage units TLUULBNENILARISIUALIBANANNS
anaae vndldudeneandeaiidusmianlilulu coa
- nydeanesilsuudenisiiu (waive) Msasavaauiinszisenisla WWduianaenans
vdngudsnaniildFueysifche
________________ SRS, M.
unndudlssanduy 2dverunna wndvnandadud wlvife
UsEsTMUNTTUNIT ASIUNIS
Ry S Qe B voslnan
wndunsudgeninua Isuwndana  wdvnsudansnua nseInnsddy Wndunsviv ﬁﬁ:ﬁnqw

nIzuNIg 334013 A334NIT



© wihi 2/7 ngud 9 nguensnwlsamilauasuaenidien (lONA1SULL 1)

- Drug substance specification #913041970lu3iAs1esv0ENES drug substance n3ely

WATIZ9 drug substance vasgdnendniogy atulaatunil iin1snsiliasziasy
as L2 d o
nnteniue

o -
4. Weulvdue

NLHUGSWﬂWMBQHUHWLUWﬂ?WQWHLBﬂﬂWi Wiﬂuﬁﬂﬁﬁﬂﬂﬂﬁ@ﬁUi@ﬁLﬂﬂa1ﬁIﬂE%d U9

Twasidondall
v & o o w 4 o ' ° J
(1) enansnisiiueygadunsidousiueniedmielulssimalne wasdune (declare) unas

NAR
1.1.

1.2,

Tuddynistunsadeusnduen Tdun ve.2 ve.3 ve.d wie 6.2 udusinsd

- nadiduenindelulsemelng vaneis ne.2

- nitﬁﬁﬁjumﬁ%ﬁ'\Lﬁam‘mﬁamm VN8N ve.3

- nedmduenindraindnsseme wnede ne.s
Avetunsidou ve.1 wie 8.1 vesw fiaussian WIDUTIWALLBEAVITBNITATUANAN N
vosdnfunaufivunsdou (finished product specification) LarTaATMUAANNINYDY
gy (drug substance specification) n3iifiagszwinamsiasuwvasudluiufivasfos
LuULaNa1INI5UBRALY (8.5) uNiay finished product specification Wag/#3e drug
substance specification lasvauiluneutulssniausemasiadidnnseiing wazlidiu 2
U & Aulssnmedssmasimdiannseiingd

(2) 1BNANTIUTDANNTFIUNITHENYN

2.3

2.2,

nsdymdnlulszmalve duinddiionarsiusewnsgunsudngrnundninadiuag
FBnsialun1sudnen GMP-PIC/S Taewniiaeanu PIC/S participating authorities w3 o1l
lonaN5UTBWINTEIU GMP U99d NI IUANENTTUNITOMNIUALEN NTENTNEATITAAY B9
tmundulnefinnuaenadouasiniiontu GMP-PIC/S Tumnaniiaues atudgan
soumsnsIvaeulaeiinan1siusasieiulsznialsemasimdidnnseding
nsflginindeUsema grindesdiienalsiusewnnsgiumsHanenundninaeinag
FBnsiinlunisudnen GMP-PIC/S Tnewiasau PIC/S participating authorities #3598 US
cGMP va9UsEinAgnEn aduaiganusauniinsivasy lneduanissusesisiulsenin
UsgninsmBidnnseiingd vseargmaendn udiuansel

) <
(3) NENTAMANYMLYBIWINLEUDIIAN

5 8

52,

HANITATIVIATIBRAUNINRAR T usiand1S93UvednEn (certificate of analysis of
finished product) lusnjudidadiufioeig

Han1snsdtATIERAMA InTRgRuveIilendifny (certificate of analysis of drug
substance) ldlumssaneniuiidaduieisiovasiudnouazdudningiu

unmgndasaniiuy rdivelunna Wwdunsdjsduil LmI-uu:m
Us¥srunesunisg N3s8NT

mﬁ'uniwyemmua ﬂ‘ﬂLWWUﬂﬂ‘ﬁ Lﬂﬁﬂﬂiﬁmﬁﬂiﬂnﬁ N3¥I119ATY WndUnIuIu ﬁ‘I‘.illIﬂlm

A33UNIT NS3UNTT N33UNIT



v \ oo ! W o &
WU 3/7 ﬂEj:J'VI 9 ﬂﬁnt)’]‘iﬂﬁ'ﬂ‘iﬂ‘mﬂi]Lla&"ﬂﬁamaaﬁ (Lanansiuy 1)

(6)

(8)

3.3. lenasuisnangiutuduainuduiusszninequnisndnvesingiivdiendrfgy (drug
substance) 98 3.2 fujumsndnvewandusisdniogy (finished product) 7o 3.1

3.4. wan13Ane long term stability maawﬁwmqwaaywﬁﬁuwsLﬁ'auﬁﬁ’uﬁwﬁ’nmuﬂmgniium‘s
9IMTUATET NIENTIAITITUAY

wnansuansieniausdusiivismbuduimviodunudminelnsnss

PDERNCR

5.1. fiaues1an fesdsiogrenagnatos 3 mirsussiuse dudufununanseadonld
asuiumuiti sl donuansivluthedu

MsUsERuAMAWE iAMDY

6.1. efidemaudosionglildlivosnd 12 ieu Wuaniudwey

6.2. smnnaiidwevIzdosdidiunmasluiusamamsiinnesiouiidmouoidnuas
Wiseiingiurisvesduinsuasiuaningivilldudneiuildmey

6.3. friimswasuuasingivliudedonsiunnads wievdsluiinseiingiuiiudsuluuuy
fuaufiidnds

6.4. n3difmesymsvinisguisgeeiidweuiiodinniinngiaunm mesrmsas
vhuilidedesweseduenlnefusasdosdisnindnauduiuiiniismenisdmsg
AnnmivanlufFuinveumlddreninededunsnasivseiaunm naditnuinenls
Julunuaudnumugians misesiwnisveanuanslidsuiasainisiaussinendngin
vosfmeuaz/miefudnluniialy

6.5. wikdeduvansuidsusdieslnduuneny viewloinnndeuanmieusznislag neu
fvunlaglifidouly wageniaiinuindinsuandnmedeiedesudsufuiuiiuau
ussytausitunelu 7 5

lonanTouY

7.1. nsdlendiauelaildsaduuuy (original drugs) deosilianaisuanisAnyrdiauya
(bicequivalence) vaseiilauasiandssuiiivuiverfunuy Taedsnisieaduluay
waninusikazuuljudlunisdnuvidranyaveserandyuesnmenssunisemsuaszen
NILNTIEAITITNGY

Hunedusenlionidndyanouasusivun lunsdldeluil

8.1. n3dinansquaiviiaesionil lnensafivenmaninsuwndvieresUfoinisfildunasgu
ISO/IEC 17025 manmsasaviassiliilulumasnasgiudarivualudsenausemasian

8.2. nadindndnsienedaigniFenifuiunniesaalasdiinnuanznssunisamsuasen
Tutenavesdygesitorane

8.3. nsdinullymaunmenfinsiaeuudiin dawaseussnsuatazainulanadusodiond

as
i5uen
& an
wndneianiu advedunna wdunsvgisiu wlviifia
Uszs1unIsunig ATIUNS
g Q'}?.‘i.‘r ............................ tf‘{?fm
Wwdgnsvifennua Isuwndana  ndunsmdansnua nseanneddy WnAwNIYIY 533U1NYw

ATIUNTT n3sunNIg N334NIS



v ool VoA ' v o -
num 4/7 nduil 9 nguendhwilsailauazuaonidon (@nasuuu 1)

8.4. mdlinirnssunsiaussuwimRvssmanAnase el wagguglyl
annsavsunaglrldifumadainannls
(9) mhaiﬁmﬂﬂiwaamuﬁm‘é‘lﬁé’uﬁa1smmﬁmﬁmw‘imﬁﬁﬂsxi’ﬁgnﬁamﬁuﬁuimaﬁﬁﬁnmu
ANEATIIMSEWSUAsEluszosan 1 U Aautudsenmadseninsiandidnvsetingd

5 7 {
bt e, B TR
wndneSantiuvi adlvedunna wndynsvgiu wlyiia
Uses1UNTINMs nIsunng
s ) ~
Wndvnsvdgnenua Jsuwndana  ndunsudansnua nseaneedd wdwnIviu sssulngm

ATIUNIT n33UNS n33uNg




wihil 5/7 nquil 9 nuesnulsaitlauagvasaidan (ana1suuu 1)

nannAINIRNIUTRIEUaNTSARLEaNEN

lun1sianswanisiudelausnisinliden Isqwmmmﬁﬁﬁu%ﬁﬁmmﬁmﬁuimﬂl%’
wannINsUszIuAUsEANS N Wees1AY (Performance:Price) T fvundasidiutminguys
'iwdwammwsfaﬂmﬁaﬁ

Faudswandl Foduuswan vmiinazuuy
1 $1A1TLEUD (Price) 30
2 WINTFIUVRIFUAMTBUTMNS (Performance) 70
57U 100

W v o = =

AUIHANT 1 : 59A19LEUD (Price) (AZUWUULAL 30 ATLLY)

af - =] - b= o

AMUTAANN 2 : WINTFIUVBIAUAIMTOUINIS (Performance) (ATUUULAY 70 AZILLL)

W o - as ey s
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ALY VDI
Rivaroxaban 20 mg film-coated tablet, 1 tablet
(GPU 651976)

= ;

a8 Rivaroxaban 20 mg film-coated tablet
2. Auauvanaly

2.1 Uuuy Wugfinvfinfuussnu

2.2 d@wusznau  u 1 tablet Usznausiumen Rivaroxaban 20 mg
23 nuuzussy  ussyluunelnesgiliflouniesd wie Blister pack Unalinuazussyius
oarfunnaiu
2.4 287N - syyien duvsgnaudenddiuazanuuse Junde 5’u§uawq \auTNGn
waztawnzidoushiuenliogwdmauuuussgiug
- vuMwuzusTenegnesdesssyiosmiadeon1sAn daulsznauden
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Naﬂ’ﬁmmﬁLﬂ‘i’l:ﬁﬁammmﬂu‘lﬁmu Finished product specification wag Drug substance
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Msundle AUYTENIANTENTIEAGITUEY a9 seyiiuen w.a, 2561 asiufl 6 5m’1mj 2561 (a4
Us.mﬂ'l,uwummmunwnw 12 nuAS 2562) uasUsemANTENTNENsIIAIGY 1509 SEsT181
(lufl 2) w.a. 2562 as¥ufl 3 nangau 2562 (aeUszmalustuieamiunwiuil 26 nsnynau 2562)
Finished product specification

U9 Test items Specifications

1 | Identification MM Finished Product Specification
2 | Assay 95.0% - 105.0% of Rivaroxaban

3 | Uniformity of dosage units M3I9KIUAN Finished Product Specification
4 | Dissolution Not less than 80% (Q) of Rivaroxaban is

dissolved in 30 minutes

5 | Unspecified Impurities Not more than 0.2%
6 | Total Impurities Not more than 0.3%
UEREIVIG
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