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3.1.   Finished  product  specification

3.1.1    Identification test

3.1.2   tl3u"onu"ia°muouu

3.1.3   Uniformity of dosage  unit

3.1.4   Dissolution test

3.2.   Drug  Substance  specification

3.2.1   Identification  test

3.2.2   tl3oui"®iuia°mung

3.2.3   Sulphated  ash

3.2.4   Potential genotoxic impurity (C3)

3.2.5   Related  Substance
-Total organic  impurities
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95  -  105%  L.A.  of Ticagrelor
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talua`ounii  7o o/o  1uii@i 45 ulfi

en5i@Nlu

cfn 5 -yf j2f yf J/0 w/w

NMT 0.60/o w/w

NMT 8  ppm

N MT  1.00/o w/w
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q"fl"@"am®"m`marfifi""3L€uu(finishedproductspecification)iL@g""on°"u®
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lfiul@3j@gfl"oqll"l@nal5m5"@llnl"  (a.5)  ou"go3J  finished  product  specification

ll@g/Vt30drugsubstancespecificationtfl8"Ollnl"h@ui'utl5gnlfltls3n"51fll

6ianvisofina`  ii@3taj'iFiu  2 fl  " iuutl53fmtls3mfl5ifli6Lfinvisofina`

4.2 ionaiigu5@{3j"5£"miNaonui

4.2.in5fiu"amlutli8iVlflt"Rg"Naflmgr@daao"ifl"aliuviuuda@gu5@q""5£"msNafluimou

v]@-flin"ay`ui@33Sm5fiffiun"aenuiGMP-Plc/SVIS@tl"5g"m5Nafluimouvi@uflin"en`

iL@3i§m5fiffiun"amui"a°iuun"fl"gn55oum5o"i5iL@3ui n53VI5i¢ai6i5"q" §d

n°iv"flfigrutflufifliianaoflfl@gr@€Lia3VI®flifiu3jfl®"@unin"m`iLi@gisn"fifitum5Namul
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4.3 ronaisQ"fl"@"idiau@5ifli
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finished  product) 1uuliufidq|fl"eviou'iq
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substance) 6u"0  4.3.2 fluuiumsNamoqNaenflu"m`uia°ii%@§ul  (finished  product) Gu"0  4.3.1

4.3.4 Minaidiau@fi@iquiuinnii  2 a 1Mgriia®qN@nisfinui  long term  stability mao®alido",
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iumswafl (lot release) @mmu3"im@ffl€nisim"` n5gyi5iqai6i5"a`"

4.4flui@ej'iqui

".i#iauo5ifl"gr@id"oviou'i"iodi"grou....io...."ndiuu5sqfl-"m`aii@um~iii"tiaflQ

5iu@3iau®tflgrfisufiumandfl°"fll"Ovi#oflouaanu~@MJ?ttl#""u

4.5 m5tl53ffuq"fl"ifid`uou
4.5.iu"ui@u'iqLia3uiddquoufl"@qa@",1fllfllalu"@um'i...„.12.....ifi@uuuu@imuud"ou

4.5.2ui"nmflfiddu@u@3m"oqdqa°"m"d"1ugus@m@n"5i@im5"`uiiufid`u@u

rl
flmgmsajm5n°i"®f!"@nuougi@"i3

ivrulrf,
(u"qflfro  1"#au`ENa)

®
(uiu@ifiuuwiti   iqium)

`.=lz- F

al5sj6"n5soums

n55ouni5

n553jni5

(uNali5ouufugmu`"uuyvqn€uiaim5) /-4-4.5.3



-4-

4.5.3nidifiMuliu"m"°imia:tlmuiou'iquifid"ouifiod"ii@3m5"`q"m"uliu5"m5
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4.5.5 flsdiifluaidife`ifiugfluid@,"Q@  2 -8 o`miq@i@uam"@qaioflaisiia®diifis3uun,i5ifiu

liag@-®dQull@u  cold chain  system fit®gru"s§"muviaovnin"ayi Good  Storage  Practice

(GSP)  Lla3  Good  Distribution  Practice  (GDP)
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4.6.1  nsfiuidiaualuldu""uiruu (original drugs) ife{aionai5N@m5finui  bioequivalence "@q
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"@qu11uffuluna:u  high  risk acute coronary syndrome d¥flul#1u33   percutaneous

coronary intervention (Pcl)  di#unls@fiu"1ullsal5ynml5lINma`
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