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1. ftetn

Ticagrelor 90 mg film-coated tablet

2. fleuefytili’wVhJ

2.1 IliUTJl)
2.2 aTuilssnau
2.3

Lil'utni.y^LRaauvJayanvifijfuiJisviiii

‘I'U 1 uta ticagrelor 90 mg

Q?nntjnw0^y^apmyis:ul9adO'3Wiiau lygnjtaamiasvia^na

- lAmTE/usmia Bd'i-ayaa?ia-3?s^aaivl€^avn'3rmRn fi^uiiisnamiOTunBAiiy 

Lii'j ’tia-sa'i tawwawLifiSTuauaitj

- ummamwi ^waai di'uilisnau^aisiFiujLL^pmyLL^ lumjaia 

ifniviNp?) ua^isuviKL^awnTuan

2.4 oam

3. flsumjtffivmi.viflOfl
ww^To't^ijynaisimy^a^wiurmflnia-iynwisTUfniwi^afiu^na'isfiFi^pnyyiwiiTu PiC/s3.1

vilavvtemvh

3.2 mawai6iii!aiilwa'3m,uni^Tu?a-3yipn5ivfmgwBoiiaie;nyynpns'TU PIC/S vtlawautvin
an an

3.3 n?afUjl‘ilanwyu,utJW0'3yfn^fThn?9?yyp (Bioequivalence) ‘uawaflnw^aniviaunuBnwuu'UtJ

3.4 waniiwiQaiiPinswwflwmuwi.lliiliJwly Finished product specification ussj Active 

pharmaceutical ingredient specification M?iawviKma<m>ia^nCn-3ni!f5iai£n<3iym‘50ivn‘3Lia£ai

(OfficialI<?\a9ia-3t\J<u'l\l9niinianTW‘u^^2iynw^'TU‘b0qrn‘ji\1fln»w^an^a^^ninanin9i,5?n^

Pharmacopoeia) pirsianviw vitviatjLvinma'lviyndnpinnan^nydTKmHmevin-aane'i^tufj'ij tla^ nutj

eonnai vi.?i. 2561 a^TUvi 6 slmPiy ^.pi. 2561 (tbsnnpfturi^naa'imtjnijn 12 nyrnwus w.pi. 2562) uflsibsnifl
^ ^ J

n^yii^fnantai^ na^ isijmanai (qijuv 2) w.pi. 2562 emiivi 3 mn^npiy vj.pi. 2562 (ibsnipftu^naBimijnyn

26 nin/]npiy *w.pi. 2562)

nawvilij'iJ^nnfjluwnnai’lpi ^ (Non-official Pharmacopoeia) ‘SannviiiWflCuaytjfivn^i.YiflUPi wa-3 

iJisinau^a Universal tests ua» Specific tests wnytiannviUPiu.Bsy'iPit^TUVQliJ'iJa^fm^i.piiisJvvimviUfilQlywin ” 

an Jinvif'Ul'Uu'UU'U'u *] (General requirement for dosage form) Vila The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
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4. tlgulufm

• fn?!iyi3nsn?iJ?snaiini?wan?fui

ms’ua's'ifnwaALan^niJ^naiirmwiifun^mjisfntviniviti^tuiJ^mpi^in^isJi/imjn?^ IiwEJ'iinssjvnmj 

upi^L^lvijj l^EJLanfmiJisnau^a

1. uu'uvJafu^iyasi.aaTiyiviLfmB Taej download Itwin'uifijjvmnwpii^a^W

http5://hospitaLmed.cmu.ac.th/pharmacy/ vilawiw UnklvUwmpli

2. ^minmwfinau.ti(»i'3fnvjw^fi'aiwtn asm /nwuitB

3. aiitntanammnufji /nwlvitj uas/vila/nyna-snqy vilwfi'unupiniiini^ym^aiM'nusutn

4. S'U'uii.anantm^'uviKLuaumruy'i (imu vi.a. 1, vi.a. 2, vi.a. 3, vi.ej. 4, a. l, b 2 u^uwfrstu) WTiiuvnjn 

uai;,MFf-a<wfaunaasi00i?iFifumycus;iavns^ia-3tn6i'u^?<Llafi£:^)amvn4i5Ujnpi??Tueua^Sfm^iF),3iswa']
i v **

^ *si t/(Finished product specification and analytical procedures) vrouvuaimiilT’

n,5suClrmLiJawu,iJS'3LLnl^iintifm‘[uvi»i,iia,u«i!\jtjn Imtjtj^ntinRruaunl'uiiJaaiiutJ^^ (uun 

vi.a.9, a.4, 0.5 iifhupifnoi) unwisufru^a

5. rfii,uivu-3?iaf'u?a'3W^^fU‘Hr0'i2int!a?iJ (Certificate of Pharmaceutical Product) mmaiunvla^ann 

ftnsibswiPi

6. jf'uiiivtiJ'j^af'U^a'iijiw^TUfmwBwanwijjwanLnm^Sfn^M^'liifmwawan (Good Manufacturing 

Practices; GMP) ^jvtinAmnraa^mjEnvuema (aiAia'ifiwtrnuiaiifniPi^BfiatjI^B^adWi-inairm 

ruitu) ^0?i0^tJTKnetj^0

6.1 ?mvnviU'36mu?0-3unwi$nuni8Naw0nflnyvmmnm<nn5nnvwmunn,5wa«™n0uei')£n?np)£i! (Active 

Pharmaceutical Ingredient: API) ua^wwawTwafiywQa'i^if^ (API manufacturer)

6.2 6iii'unviu-3l0!’ui0-3jji(n?5m4fm^a^0ipnuvtfimnni9ii5m?^ ‘̂lufniP40CTwa9i/ifU9i0iaii,!0?\J
«U M

(Finished product) <U0'3maPiwa5:i^/fU‘fi0isini,f!liTiJ (Manufacturer)

6.3 ?iii,unviu^^0fui0'3jj'ipiti5'mnn‘5wapi0ipnjJviamnnieMn8fn‘3^^,l,un'nw0^fjae!triru^0n3it!08\j
«a U

(Finished product) nia^wutJwsiBW^rituv (Packaging) (lavnKniwviwwBwancinkiaiilufisyuij^ii'Siq 

wn^0U0t;M0^nu)

7. jnk’uiviu^a'jtJiowiw^Tum'vLnuinwiuasjnicaiaBiwiuvpni.najvnBfmvi^Lurmi.fnjinyn uasnissrm 

01 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

8. amn official monograph luwi?i0i (Pharmacopoeias) viltfanthTu Active Pharmaceutical Ingredient 

specifications uas Finished product specifications tl‘5sn0UAl0
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8.1 Official monograph lu Pharmacopoeias Active Pharmaceutical Ingredient

specification (API-Manufacturer) (niy)

8.2 Official monograph fa Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (oiS)

8.3 Official monograph fa Pharmacopoeias vlttfenS* Finished product specifications

(oiS)

9. aiiun Active Pharmaceutical Ingredient specification

9.1 rinin Active Pharmaceutical Ingredient specification (APi-

Manufacturer)

9.2 shun Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. shun Risk Assessment Report for Elemental Impurities (M)

11. shun Finished product Specification iiOMwanEnshusniJ

12. shunvt&siafa^wan'irJim'isM (Certificate of Analysis: COAjfafaniswseiYithfaaEi'u (nisulvisi^ 

phaEin^a'i) vi1a^um?waii>ivl£i''afa^aiE|aifa{]aaij,u kawa^ibsnaufafftEJ

12.1 sihitnvnn^afu^a-Jwafn^LfmswTVinwtjrjai^iPifiJ (COA of Active Pharmaceutical Ingredient) 

fatma-JibEnautfoa
12.1. l sfnujnvi^Haiii^a^wafm^ifl^isiMua^wwawTViqwiiwiansf'iflcy 

12.1.2 HiwnvnnfiaTUia^wsifn^ifl^icwDa^wwawwatnjTtuvaisfnua^il
M V

12.2 s?ntnviu^aTU?a-iwam^LfsmswwawiTfU9is?ii!a|tJ (COA of Finished Product) ua^wwawwawriniv

12.2.1 sfnujivnj'iliaruia^wafm^LPi^iKMainww^wawiTmsiai^iua^tJ (Manufacturer)

12.2.2 shunwuiaafaiaJwsinnsiiH^iKwnnwuw^rinw (Packaging) (iQvnKn^wviwwawan 

sihifa^iIa^twuij^ii^^^'M^auasvia^n'u)

12.3 vian|iutiumif!mupfuvfa5Da^fani?waw ^a-39criqpiiJW'3an^iflsyua»wa(i;iiTnivais?ii!a?tJ (aiSvilamw 

fa‘5?siJ Lot. Tjananliufaiansm COA of Finished product)

12.4 (M)

13. ^iuniafian?usnf^wsim?^nwifmiifl'3?h (Stability data) fauffaHtbsnauphfJ

13.1 s?'Hi4niansmLLatfnwsifm?iny'iPmiif!i4WT3Kasan (Long term stability data) vlpmjtmwai£jaivi

13.2 sihLU'iiansmusiw^Han'i^flnwpmiJfl^trhfasi/mKL^ (Accelerated stability data)

13.3 ^iU4iiansn?usi9i^warm^nwif!n'UJPi^w',ns{a»a'n (On-going stability data) Llshsw
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13.4 rfnnjnLanan?LL£i(?Mwan'i?3nynf:miJfl-3(^tJEucLtlwH (in-use stability data), fmufwn'Hwtnwft 

i,wlEiUvi1afiKant)Aa0an^£j'iW'3£)fn?unwn 'i (oifi)

13.5 Ef'iiu'uanan^ujitfiJWEim^^nwpmwfl^w'j vilaianan^^Liii-apmufl-Jwiaifnmaiaantjanfl'j^afuvifiC  ̂

tnufnw (oiS)

14. ^iiiiiM?n|iuni?ru?a^f!muauiia‘ua^wawmu9ia'i (Bioequivalence study) (LQVii»?nam?anmna'3^a^ 

vifari'iS)

15. anujnvifin^nufn??'u?aJtsmuiviitviairiufn?!‘ntnmjui?itji,iuu (Therapeutic equivalence), vianiiuflnu 

ifiuftfwqflaiEJftsn (Biosimilars) vlafm^nwflinyiiJlouivlEwffulw (Comparability exercise: CE) 

(LQvnK^nom^anvivfio^fMvwachiS)

16. ianai?u?it»nfmiJ?tn'Ufi}{ufnwaivig(^uauw?0Uf^fnu5a^awijaiuna TaaflnaaKioBPipnuima "rm 

\J»fTii(^(u/nvioivi?i4ija\j"

17. lanfn^Suaauvjiaua^fnaSa^awSaitiia'lviaman^tynnauFiiunnwuw ^naaciaaPienuM^a " nuuniSn

18. w^n«ium^imiiaai1uT^4viai\naBi4 (chfl)

19. rfiwiianan?fmSnwvn4fifiajn (Clinical study), fmflntnmVt&ml* (Real world data) (f(i2)

20. wanipmMjjifijjfliyraB “ 3. fltuawijSvnflLvinOfl ” viuanmCaainianjn^^a l - 19 (M)

21. atj»)

• WQatin^ai
§Lai4a5ifliwa4mjun'3aEli4aiwiijiu«iiivwuaa4?iaa»iSawl«ft9Ufhii«ijjvlrfiW4fi ,luiy')flafltuaii0M^3l,Uvi4mi 

T^ia^nafisLaapim^iuuuffi'iatin^tmuvIn^viuwluiliKmpianndnaLfip^n^^bjwanijnauvniii^uPi^^a^'Lviij naiSiiaa^'au 

SyismiflUWQaan-s’Lii'iinian?) «i

• nantnw^uasSyistumrwaTSWi
miv5an?cuTn(»i3uHv!amna!9ifn?iJiKiijtJfiitJ?»avis/nv<wa?'ifiii (Price Performance) Ifla^antuiHfwuuu

^ £ 
«4VI

nnvnjwHflsimunnii'awywLyi'inu 100 fl«uuii uii^itlu
1. nflmaua (Price) 30 rsuvu

2. ntumvjuasflEUtnjOwwiiludislEJ^Jwavn-j'sTBfm (Performance) 70 Rsuuti I«ojjinnrtim?\J?«ii3\i 
Performance ftawirw

4/8



mcu^msihsum Performance

n. inw^uuasfjtufnwBi
inwiiiiiwwawfliMiamnw^sniiweftufmwflwtn (GMP)l 7

in^,3^uuf\Kflwmwfiali\j9ntn^picy (Raw Material; API)2 12

ui0r5|itJuaKisjnj/nv<wPW4Tni9iEJi<?ni.!>iil) (Finished product)3 12

unnsjnun'mnuSVmi nis^nuEjn (GSP/GDP) LLS«rmu?m?via-3m^in£ja a
fmflfm'iFmuPrtWT (Stability data)5 5

(Bioequivalence) Vila ni^viwfiaum^LOTlauaV
m^vi^ifiaua'umjj Dosage form n^rijEnoAiiasau *1

6

20
u^/iwmfisQ?nn (Packaging & Labeling)7 10

ti. fltujuj0wv]mviPiCmLatfl£UfiuijwviL9utJi»Ta^ni

flWcnJLmm{liiiJ‘5tIy,Quwam^fji'luh^v<aiijis1 30

100mi

£• fm&wauacfmd'juau
1. wi.sua'aipnsjswa^qtfia^u'ienufina'a^a^nnyvnivianaa^a^viijLLlu^iw ^ au^uapiaEutiji

2. mflTia^nfl'iacwa^ui^avLiviaTpiauumJtcuivianuaKaiu'iTiaiLiatviatJiiaiTfuvLLliitmFiat 10 ^av«a'ijiwn‘lti
ti t/ ^ JHfi^^nnwamTwnai'ui'iLivi-iiKij^aaiuasanuqutJUvlLiviavi^uavj

• m^tjfcn'u^cufnwa'ivlgl^uaii

wiauoiipntno^tiuuapnviu^aaiuio^mnl^nufifUfnviEJivia^uaumaya^aiEJua^iowyaiui^ \mu
*/

naaKiaat?iitiviu3lia!''U5a^0-3u

1. aiwaJW'vumTMa'i^tu'iRtu/nvfpnuviansmjvlnivruffiusK’lijijrJ^Tw^mlanLnLiqin^'i'un^nuflfliKn^^unTs 

anvn^usKan

2. ■asaKnanm^a^ijauaT («:i/lvim5im ttiu H^uauan/iialu 5 luvinm^ viawnnK^utupTwa)
3. aiEJDa^anviH^uaiiOTa'jCaiEjm^H-J'nilwUjviaan'ii 12 iwau IflaSfmsttj (Batch No./Lot

No.) uasTuvijjPiaiEjtia^a'i (Expire Date) luLantn^nitru/nw vtlaluu^vitl vnalusHSUflitftawnn^viij

(n^waitJijaan'iT 1 vl luawnnauphii lot win tialvfvi'mjlwiu^iLliin'snjliJ)

4. aiMn^7(»iM^uauas?ia^a-5??'iuji\iU'33af:u?a^m^ifi?itwwswiTfU9iant?n,!a|i)^viti'nji^J0^wwawufit<lu 

^ifintM7wei9)tj‘tia^wwawT'wrwtjwl^wawan?u^aJijai)

5. !,'ui\)aa,uEniyaan'lna,mjwanEJvi1oviyifi0'iEjw1awain(iim?tflayEi/nv(^t)'J?cm,3l?i ^ riaunimiw /nalu 3 

ilaufnavia'aUTuua-a (?cTji1aulutvf^i,au ww iwaanlnfiviiJwaiEj'liiuaafrii 6 iwau fmtJaau 100%)
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6. l'un^£uvjuvniv)EnaEJL?EnlviuMnm?Hu9natin£j'iviH^iiaijivi0fi^w?'3^tii!inKWflfl4/nv< iJwn^viEnaEJiiiy'atvm 

e^al0'3Daw^ad't^a1,iwaw‘^J^aas5wa^a•3anwu^ncfniJa'nJ^uwuvn^vla1ault(a^‘lvt^^i^^w^^a^la?^8Wuatlvlu 

wfijw(?i‘oa\jfsinHaia‘liim?w?'3aiifl?iKMfsicu^nwuacfn?u'iP!iii5iu ‘lun^wvIvnj'jia'i’UiLiIulvIwiupicuanwnit
V 1 %

tavns;jjvn^viaiaai?a-3'lvijJiia£i^t!avi5,UJ!',u^a'i?£inn'msnjanfsnaimnar3Tia^w^nEiuat!/vi1awwawliiflTa

pialvl

• flQnui.ia'itflafmmpipnisjPianPHflsatjvn^ai (Medication error)

wtnuatwa'jaijaouwitOtjm^wiumii'a’JTjaaindiaLfiatiniiu b^waiunayvn?iflUfsi?i?a^‘lv5dIwa'UJ5 

iloiiln lum^ivhjiwu unln vinai^a^mjQannai /ntiui;u,5iaa'i wlaui^^mu^ai n?dlv<u'3i5fl'5'iuiflu^pi€
fmifiwfmjjfl'jlUflaiwiftflauvmo'i (medication error)

• nittjmSn&ycyn

wiaua^ifn SuaouHonianmyqiinQiifl^tjnivufi

1. ancinwai^fuiwpioanaimjfy^aili^wauiia

2. fi{u/n^a-iai‘Uji{lultJpnjjflcuanyfut!iQwii;ainwafmw?'3aiifms;wf!)a}/nvjainn?uwanfnaw?m?uwv)a 

nssvirMfninjnjjju Mladw^iimi^ou *1 vloannjuSu *] flimemm

3. aiQniloninuSwnna^naifl IptaaiO'n^nyHwtn^^ymia'tMiiuaKa'i'Lu^EVi'ii^^-ansTtja^a'tysyias^aaK

*1110

4. aiflijtyvnflai/nwvia'iaa^wawavJiEaviBtJfifmf'n^ivilaFm^tJaawfla^a^wil'jaAwnjai

5. ‘liiw'uCyniiwnum^fa^ads^pmuilly^am^inPipmupia'iPaflaativn^ai (medication error)

6. tJfyvnou *) uanivi^aamvinamun
V <^4/ %t U *^5 V l/«< Ovunatv«j: w/3^i0m?amanacycy'i wLfiua^ifnwa^auiiawwu^aouoBJJvi^ouajfiiouaw^Biin^

• fafl-nuSvis
1. ^viaitJiaaiaa^iPOiBWflw/nviaTvilwrum^flffaaanlwoaiviQn^jjlwiininiMisM w^iwiiaaina^oi 

WiiiiuwiiJvil^TioiuiflftiMTjwatjuiJBa 3 ?uni7wan Iwl^wanunssjuniadi^ uasfuSiwflauriTltraiulu 

mi^pt'jiEWfiWfnMan^njju

2. vnnvjuviiauTian^iimwaivitiiauia'UJfiJvtLa^tjni^Piwiaan a^uavivianpytJ^EnaTjm^ai^mwanjia^tj
^iwiiaoi?aaiiT{uviiflutvi^ Mlaliignwa^wijja^^owwtjn w^ivtiiioai?laanmy?iamiaKwa4gn5uvisiTjaTj 

wanwti'iuaiwa^vfiw'lum^wa (Black lisOlpiaaE'Lii’l^funn^aTsfuni'waapiw'ia'i^aa'ijj'fyad'i^ijaa 3 9 

uatniwwl^waiunaawfaanvaaiiuy^nanuf'j aiaflaniwiilunia^LvfwHfnnuiflawioau 

ainm^Wailw (oi2)
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3. Pin4»n?iijm?i/i^n??jjuasnnif\j'njpi3'5'3uavi5^s^avian5iupii^ *] vfl‘0i)«na\jmiw^n?cu'aliti,5iipi'i 
iJ^Efivis/nviOTa^nRi (price performance) i^uiwu waaw^EaEna'ivil^-ivja'i^'ia^^aai^aaiijEyuu *1 twa

4. piEUEn??um?ui?i,on^njuaEfn5ijiOVia^iu?ivi5Ma»i,inl^ muiw>ji,1aiil‘uvi1a^an'iviy^‘lwaifunfu*niJ?EUjyfii 

iJitaviB/nv^aiiFn (price performance) iifttsifjrmtn ‘LmM'Utin^winEaucniitiatfJuauiiESJinwSfi'JVi 
i'3uuei'3U9in?w

5. ianamasfcua\JiEnauni3wai?niivinn?£um %
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w.?5. 2560 yiwsi 9 uaKiswoon^vi^^fmpi^'in^amia^am^afisiaaPian^uasfmTjlwnit a

wawniPif? vm 2560 ^e 21 ^ *»

flCU£n?5iifn?mmJfi^wanwwciia^n«jTw9i n^ai Cardiovascular drugs

jL..tL. iJiKS'iunn^nn? nmirm

(mA43.im.ua??fn$ liw^nj)(fl.wqi.aluviai v«^2u5na)

a^a a^a

(sfl.viqj.iismncy aviB'jmana) (wpi.uvj.u^mwj iJ?«iaB«Bviuina)
« 4)

4 anaana nmjfmuauamufm

(/i^.ianfn flaia1cy9??fu) (m.ncy.auflu ft-j^cna)

b«s. i-’ScrW S-iyv' n^unmasw^maimjms

(^ty.aiwrmw vivn^n)

<TA u •ana rmu m ? ua t wttj a latjm s

(/in.Ta'jnvi wtla)
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