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AMANBUIANIZYDIYN
Ticagrelor 90 mg film-coated tablet

1. Foen Ticagrelor 90 mg film-coated tablet
2. gruaNtAvialy
2.1 Uuuy Wusndandeuidudmiviuusenu
2.2 druusEnau Usenaumesien Ticagrelor 90 mg lu 1 uin
2.3 MAPULUTTY UTTYIUURTUAALEY Hoafupmmty
2.4 287N
- spyfiosn duszneusiendiduazauuse urdn Yudueny laviindn uasinunzduiiiu
g1li08 19 TMIUULUTIY I
- vunuEUsTYEesuTieudest T miaTon1sfn duUsEnauLATIUINRANLUSIYEIET LAY
wAn Fudueny Lidaiau
3. auanUAnIamaila
nan1saAsIwinuA NbulUau Finished  product  specification  wag Drug  substance
specification  isnadennnindusisuatuiisaiy Seldanzitoudedninnuamnssunisemisuazen
nsENTINANSINAY indyshiuildsdireaduatiuiiisumivielninduesgunduiiuladiiu
vl PUUTENANTENTNANSITUAY T8 TEUTen WA, 2561 aviufl 6 Suneu wa. 2561 (awsymely
FAeIUNYY Fufl 12 NUATWUS 2562) WagUszmMANTENTNAIEITEY 1389 SEYIET (RUUT 2) W
2562 av¥ufl 3 nsngiau w.A. 2562 (asUssmAlusiRaanylunw Juil 26 nsngiAy 2562)

3.1 Finished Product specification: Ticagrelor 90 mg tablet (Ph. Eur. 10.5)

) Test Items Specifications
1 | Identification test NIIU
2 | YSuausenddgy 95.0-105.0% of the L.A. of Ticagrelor
3 | Uniformity of dosage units NI
4 | Dissolution test NLT 70% (Q) is dissolved in 45 min
5 | Related substances - Unspecified impurities (for each impurity): Maximum 0.2%
- Total: Maximum 0.5%

NFIANTT
, RO Ao 2 ‘i)J /V‘/ .............. 3@7"‘”"‘; ..............

(uw.oydn 29dLiey) (ney.duniu winfafiess) (ney.01NA3 AuEd)
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3.2 Drug substance specification: Ticagrelor (Ph. Eur. 10.5)

b} Test Items Specifications
1 | Identification test NIV

2 | YusiendnAgy 97.5-102.0% (anhydrous substance)

3 | Related substance - Impurities D: maximum 0.3%

- Impurities A, B: for each impurity: maximum 0.2%

- Impurities C: maximum 0.1%

- unspecified impurities: for each impurity: maximum 0.10%
- Total: maximum 1.0%

4 | Impurity E maximum 8 ppm
Water maximum 0.5%
Sulfated ash maximum 0.6%

waeimg - seyiadie Dissolution fiu Uniformity of dosage units Wiiuuienansuanssieazidunna
= 3 | S
M3n5293A5 e mndlaudalilulu CoA
o v 3 - £ v wed
- nsdifivanzfoundanisiiu (waive)  n1smsavdeviiasigviveiemsialibuuanciendns
wangusananldsueyiRme

4. oulvdu 9
4.1 wenansn1sidsueygntunsTeusiiuiesmingluusanealng uagduns (declare) uvdawan
011 Wdymstunadeusiue (ve.2 ve.3 ne.d vie 82 udusinsd)
012 Tudwetunsdeu ve.1/6.1 vesiiauesan wieussandeavadonismunuamnmyes
wanAnusimuitunzdey (finished product specification) wazdarimuanmunIwyes
Jmg#u (Drug Substance specification) niﬂﬁagj'ssm’wmmﬂﬁﬂuuﬂmuﬁmﬁmﬁu SETLY
wuuenansmsveuily (8.5) uwfey finished product specification uag/v3e Drug
Substance specification
4.2 1PNANTIUTDWNATTIUNTNANYT
421 nsfifewdelulsemdlne dudadeddinamienidedeiusannasgiunnansiniy
ﬁﬁnmmﬁ?ﬁmiﬁmumwﬁmm PIC/S (Pharmaceutical Inspection Co-operation
Scheme)lnevaenu PIC/S participating authorities #383ilena13iuTBNATFIUNTTHER
UM AL ISR UM THANE VI NNUANILATINNNTO M UAZEN NTENT
a5y Famuniulnelimnuasnadesasiniisnfundninasivas B msiintuntssas

N33UNI3

(uw.oyTn 29ALRey) (ney.Juniu wiaufniness) (nfy.01nAT MuEd)
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4.2.2

61 PIC/S Tumnneniiauens atudrgamuseunisassasulaeiinamsiusesieiud
Uszmedszmasiadidninsiing

nsddugnindranninasenea fuandasiionansiusennnsgiunisnangmundninas
38msalunsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
w3891 PIC/S Participating authorities aUuaganusaunisnsIvaeulasinanisiuses
friuiivsgmausemasadidninsiindvienasnongBnudausinsed

4.3 1ONANTANNTNYDE AU IAN

431

4.3.2

433

434

HANINTIVIATINAMNNHENATIUBIHAR (Certification of analysis of finished
product) lugnguiidssaegng

r-lam's’al,ﬂs'].,wﬂmn'lmmqmwmmmei"mq; (Certification of analysis drug substance) il
Hlunsuanenquitdndumegviuesudnsuasiudningiu
nasvsevdngrududunnuduiusseninsgunisnanvesingiuvesiaendeey (Orug
substance) 99 4.3.2 ﬁ"lJ‘ium‘suﬁmmuﬁmﬁmﬁﬁm%gﬂ (finished product) 98 4.3.1
wan15Ane Long term stability 13 ASEAN guideline on stability study of drug
product sasntorgrese iUz deulitudinnuanenssunsemTUALE
NIENTNAGITUY

4.4 @981

4.4.1

fauesien favdaiethnethalies 1 wireussyine Fuduiunuuanieazdenls
L IJ o L e LY v o ar
asufumuimvusluiteauanifinilutheiunely 3 Aundwinauesini

@ al
4.5 NMIUTENUANMATNEMAIUDY

451
452
4.5.3

454

4.5.5

a’maauaummumq‘lﬂﬁluuaan’n 1 7 6 WautuInudwey
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sruuMsiAuardndeeiildfinnsgumuvaninust GSP (Good Storage Practice) waw
GDP (Good Distribution Practice) lnsuansenaisusenay (uanonansiilasunis
JUsBITEUY)
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461 nsderausliliendunuy (original drug) Fasiinanisiinu bioequivalence v0481il
auesAIsuiisuiveduluulaeismsAnwdoadulumumaninariuazuuiu funlu
NMsAn¥TIauYaveI1E@iyveediNUANEATIUNITOIVNTUALEN NTENTIETITUGY

4.7 fiaueim (§ue) fusenlenidndyanreuasurvundsil

471  nsinansduRTITIATIBindRnnsingmanimswmdvievesufuRnisiildunsgu
ISO/IEC 17025 namsnsavitasiesiliidulummunesgrudaimun

072  nsdindnsusiewiaigniFsniiviusniiswmaalasdinaunmznssunsesuasen
Tuthe nanvesdygravdessue

473  nssulgmaunmanedsdusiiervdmaneUssdvinauazanuasndesedtae iy
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Ticagrelor 90 mg film-coated tablet
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5.anaueiUsudiuuseansnineeasinn (Price Performance)
Tlcagrelor 90 mg film- coated tablet
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