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Ticagrelor 90 mg film-coated tablet
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1. #oen Ticagrelor 90 mg film-coated tablet

2. AusuiRETlY
2.1 guuuy Wususiaupeulidu (Fitm coated tablet) dwiufulsevny

2.2 dnlsenau Tu 1 diavszneudesien Ticagrelor 90 mg

2.3 p1YUrUITY usituunnain Jostumnuiu
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3. amuduUAnIuvalia

3.1 Finished product specification: Ticagrelor 90 mg tablet (EP10)

U8 Test items

Specifications

1. Identification

9579 UMY finished product specification

USunausendagy

95.0 - 105.0% of the L.A. of Ticagrelor

M52 UAY finished product specification

2
3. | Uniformity of dosage units
4 Related substances

- Unspecified impurities

- Total Impurities

- NMT 0.2% (for each impurity)
- NMT 0.5%

5. Dissolution

2 70% (Q) of the L.A. of Ticagrelor is dissolved

in 45 minutes
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3.2 Drug substance specification : Ticagrelor (EP10)

D) Test items Specifications
1. | Identification AFATY
2. | Vundhenddyy 97.5 - 102.0 % of the L.A. of Ticagrelor (anhydrous
substance)
3. | Solubility AT
4. Impurity E NMT 8 ppm
5. | Related substances
- Impurity D - NMT 0.3%
- Impurity A,B - NMT 0.2% (for each impurity)
- Impurity C - NMT 0.1%
- Unspecified impurities - NMT 0.10% (for each impurity)
- Total impurity - NMT 1.0%
6. Water NMT 0.5%
7. | Sulfated ash NMT 0.6%
3.3 wan1331As1eM Elemental impurity %38l Risk assessment report (waadiendns
Usznau)

wnuELng - NMT = Not more than
- *¥2{a Dissolution wag Uniformity of dosage units Tuuulenansuans s1aazdusnan1snga
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PIC/S participating authorities vﬁaﬁLana'l5%’Usamwm‘sgmmsmém{mmwé’nmmﬁuasﬁ%msﬁﬁ'lu
15HERE1YBdTNIIUANINTINANTEIMITUALET NTENTNEEITEY FernunTulaeiiaaiy
genndewasvinfisutundninasiuariinisniflunandee PIC/s Tumneeifliausvisadusige
mMusaUNMIRTIEeUlneinan1siusesiisiulssmalssmasiansidnnsadtind

4.2.2 nsdlgndudrmnswdssne gudadecdlionansiusewnasgruntsndneimuvdninnst
wayISmsfiRlumskanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Inaviagsu
PIC/S participating  authorities  aUuatgamuseunisnideaeulasiinanissusestiviulsena
Ussmasadidinnsednduioogmasadnudausnsdl

4.3 BNNIRNNMNYBIETaUDTIAN
4.3.1 wamsms'm"‘aLf-’msﬁammwwamﬁ’meﬁmﬁﬂL%ﬁ]gﬂmaqgwam (certificate of analysis
finished product) lusjufidadusregis ¥
4.3.2 wansnsRdinTeinunmingiuvesditendady (certificate of analysis of drug

¥ U o

b3 ] A 1 o ' g (= a
substance) MAlumsadnejuiidaufetsiesuineunstdnings

AN TTUNTINVUAT IR UAAMENBUIBNISULASTIAMNEA %
R |
I

(wreuwaly Aestasn) (ueleda FaiAnng) (Undyed  SfuRBang)
wauwngdugns Wwwngdugns undonaiulvngy
(unsamiunun| dedvaung) (Wwseln 5350919

NSy nsiiey wndenstgns
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5. msUssfiuAnuseAninnsiasan (Price Performance)
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