AuANYAIZIaNIZYede Ticagrelor 90 mg. Tablet
1.8981 Ticagrelor 90 mg. Tablet

2.anuanlivaly

2.1 juuuu Juendiandouiidy dwiuiudsenu

2.2 dwulszney Tu 1 dausznaunlemaen Ticagrelor 90 mg.

2.3 NYULUTTY Ussgluunalnaiin Hosfupuiu

2.4 aan - seyfeen dudszneufdifguazauuss Jusdn fudueny wavindn

waziaanzidousiuen Meghsdmauuuussyius
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3. AN unAla
Namimi’aiﬁLﬂ'ﬁﬂzﬁﬂmmmﬂiﬂﬂmm finished product specification &g drug substance
Specification Ag1aBsmnndusudienty dsldanmzdoutedninnuaaznisunsamsiase)
NIENTIENTITUEY Fifnduiduiligdenfuatuiifiuvinvielmininnasgundusisule
F1FUNTe UUSENANSENTIENSITNAY 138958318 WA, 2561 asiudl 6 SunAN WA, 2561
(aeUsemelustRaamunwiudl 12 quaius 2562)
3.1. Finished product specification

3.1.1 Identification test NTINY
3.1.2 USunausmendngy 95 - 105% L.A. of Ticagrelor
3.1.3 Uniformity of dosage unit AIIINY
3.1.4 Dissolution test liitfesndn 70 % Tuwian 45 Wil
3.2. Drug Substance specification
3.2.1 Identification test AT
3.2.2 Usuusegndegy 97.5 - 102.0% w/w
3.2.3 Sulphated ash NMT 0.6% w/w
3.2.4 Potential genotoxic impurity (C3) NMT 8 ppm
3.2.5 Related Substance
- Total organic impurities NMT 1.0% w/w
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4.1 wnansnsiiueygniunsdousiveiiedwineluussmalng uavduns (declare) uvaawan

4.1.1 TuddynstungiBoussuen Toun ve.2ne.3 e.d %30 8.2 Waiwsnsil

4.1.2 ludvetungifou ve.1 vie 6.1 veseriliauesian nieuswavidenidenisaugy
anﬂwmaqwamﬁm%muﬁﬁwuﬂau (finished product specification) WazUaAINUn
AMNNVBIINQAU (drug substance specification) nydiflegsgninsnsiasundasudly

fuduasdesuuuienaisnisveunily (8.5) um¥eu finished product specification
wag/n3adrug substance specification lngvauAlanauiulszniAdszningnan
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Sdnnsenng wazliiu 2 U s Tuusenadsemasimsiannsating

4.2 1BNaNTUTRWIATFIUN TNANEYN

4.2.1 nsdlgwanluuszmelng guandesdidnuinmaenisdeiusewnigiunisuaneiniu
wanNAeILaZIEN1SARLUNNINEREY GMP-PIC/S %138 11MI§IUNINANEIANMENLNAN
LaEIENS AR ILNTNANEWBIdTNILAMENTIINITOMTUAZEN NTENTNANTITUAY B9
fmuetulneiiniuadenndeuasinfisutundninusinagisnsalunisndnen

Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tunuingnfiausuie aduy
aganuseunsasiaeulaeiinanisiusesiiviudssmeusgmasmaidnvsetind
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4.2.2 nsgiidunidnansssana frdadedidiunnmievideiuseunnsgiunisuan
PN nINuTLaEA NS TiluNIHARYY GMP-PIC/S vasUsemAdkinaduagnnx
seumsasaaaulaeiinansiusesisiulssmauszmnadidnsetind

4.3 WONENIAMNINYBILTLEUETIAT

4.3.1 nan15n5I9ATIERAuAMRANTgie1d1iagUvesindn (certificate of analysis of
finished product) lugnjuitdadusiegng

4.3.2 Hamsasv e ziaunwIngAuvesshed iy (certificate of analysis of drug substance)
ﬁ‘l*t’ﬂumswEmaﬂs'uﬁdaﬁ]uﬁ’;aﬂwqﬁy’q‘uaqﬁwammuaw’iméw‘;’mau

4.3.3 ManmumaLaﬂawssJusummauwuﬁsumwﬁumiwamJanmmwaammmﬂm (drug
substance) 8 4.3.2 ﬂusumsmamaamammmmmLi%‘d (finished product) U8 4.3.1

4.3.4 mnmmauaumqmmnmw 2 ¥ IfuansmanisAne long term stability nasnyIveny
yasenfirunzidoulifudinauanuynIsuNITEMITHAZEY NSTNTINENTITULY

4.3.5 ﬂ‘;iﬁﬁlua'\ﬂdu biological products #wdu vaccines, blood products HailoNa1IIUTD
JuNIHan (lot release) INNTUINGIFERSNTUNNE NTENTIEATIIEY
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4.5.4 mauaswm(wma)ﬁ]umaasuLUaﬁJummaﬂﬂﬂawmma viadleianisidonaninde
Usmﬂmqnaumwum‘lmalumaulm

4.55 nsshduniiFeuiusnunigumgil 2 - 8 ssrnwaldeadasiionansuanyinfiszuunisiiu
wazdndssnu cold chain system wlmmmgmmwaﬂmmm Good Storage Practice
(GSP) wa¥ Good Distribution Practice (GDP)

4.6 ONENTAUY

161 nseenfhauslaldenduuuy (original drugs) fesdiienanswanisfinen bioequivalence UBs
TiauesandSeudisuiuasuuuu nedsmsdnudeadulumundninasiuaz iU in
TunsAnunBrauyavesenailiyresdinuaAnEnITINTMIIUAZE NTENTIENI0E
wagfllenanstayansfnyinieadiln (Clinical Trial) wLLammUsvamamwLLa.,mmUaamaJ
%aaaﬂummﬂﬂam high risk acute coronary syndrome fisnweeds percutaneous
coronary intervention (PCl) ﬁlmiumwwuw“lmwsa'ﬁmamiu;wvna
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