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3.

AANBULUDIEN
Ticagrelor 90 mg film-coated tablet, 1 tablet
(GPU 226301)

Joen Ticagrelor 90 mg film-coated tablet
ANENUAN Y
2.1 JUuuY Wugwdiaviinfuuseniu

2.2 dwlsenou Tu 1 tablet Usenausieden Ticagrelor 90 me
2.3 nuzussy  ussqluuaslnezgiiilouviesd wse Blister pack Unadinuazussqius
| faaftuauiy
2.4 287 - syydesn dnlssnouiendidyuazeuuse Tundn fuduony aviiudn
waztawnzilyusiuslisgredaauuuus sy
- vunuzusIgEIet nivedesssyiesmiedenisdn drulsznaudien
fdtyuarause Tudueny uasaviindnliaian
AusNUANIWATA
nan1snTIvIaTeiaun duluau Finished product specification wag Drug substance

" ' o v = ar o o @ =l Y = v =4 !
specification 181989 1NLAFYINTURTULALINY FelAaanLTounanEnIIUNITDINISUAZEN
NIENTIAIEIINgY Mailindusiuilisrddsaluatuiifiouvinvielmininnesgunduiiule
o w = - o w Y| s
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Finished product specification
UD Test items Specifications
1 | Identification M3IHIUAY Finished Product Specification
2 | Assay 95.0% - 105.0% of Ticagrelor
3 | Uniformity of dosage units M599H UMY 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%
VIQJ‘?EJW!C'}:
- ¥he Dissolution wag Uniformity of dosage units Iiuuuienasuansssasidonnants
n52991A51e9 ndlldudssvandeniiiuiuagiluly CoA
- nsdineavsoundanisiiu (waive) nmsnsavaeviteseisnenisle Wiuwansenans
vingusnanildusyifse
Y S Ll iy .
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Use57UNTTUNIT ATIUNNT
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1.1.

1.2.

Tuddynistunsdeusnuen T6un ve.2 ve.3 ve.d vie 8.2 udusinsd

- ndiiueniindaludssmalne wness e 2

- nsdidusninduiemaudsussy mneis ve.3
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YoandnSusinuitunsidoy (finished product specification) WAL TOMNUARNAINYDY
QAU (drug substance specification) ﬂ'mmaqiumwnmﬂaauuﬂaqLLﬁlmwmmmzmm
wuutanansn1sveuily (8.5) uanwsey finished product specification uag/u3e drug
substance specification lngvaunlunewiulseniauseninsiandidnnsoiing uasliiu 2
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(2) 1ENE5FUTBIINIFIUNTNAREN

2.1

2.2.

nsdlgmanludsznalne dudndesiiionansiuseannsgiunisuaneimundninusivay
F8nsialunisuanen GMP-PIC/S Tauniasay PIC/S participating authorities M%aﬁ
LONANSIUTOWINTIIU GMP Yeed N IUANLNITUNTOMNIUALE NTLNTNAITITAGY B9
fmuniulnsiinnsaenadouasiniioniu GMP-PIC/S lumnaniausne aduanganiy
soumsanRdeaulaeiinanisiusesfisiulsenmausemasiadidnnsednd

sl udrandsusena guiadesdionansiusesnasgrunsudngtnumaninasiuag
Bn1siflunisudnen GMP-PIC/S Taswiaganu PIC/S participating authorities %58 US
cGMP waeUszinAgudn aduaiganusaunisnsisaey Insfiuanisiusesieiulsznia
Usznminsmdidnvseling wieegmasntn udiusngdl
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3.2.

HANIIASITATIBRRUA KA TR dNS93UvesdnEn (certificate of analysis of
finished product) Tugnjuitdafiusetdis
Han1InsdtATIgRauaInTRgAueadiend1An (certificate of analysis of drug
substance) ﬁ'l"ﬁumimé‘mmjuﬁdqLﬂuﬁ’aa&hqﬁu’waaﬁmﬁmmuasﬁwami’mqﬁu
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NANLAMUIINISNANSUYBLEUBNTAALE NN
{ = ay = o) & @
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