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1.
Apixaban 2.5 m§ film-coated tablet

2. qamuOMVUJ
2.1 iiJuoo iQuoiujPitpieiQuvIpjj^upiTuiJ^sivi'nj

2.2 a'lutJitnatj 1 iija \J,5»n0V)w/3tjw'iEji^ifl£\)vlaujjamj apixaban 2.5 m§

2.3 \j5i^lu/nwjs\j55^vl«s!uvi {Ja^fmua^
’UiaviiStiiuaKi^w^o

- etomJssneuusiBinnflfi'iiu

^0^01 iauviwfi«ufl«TuSluoi!|

i)\nj??0mu9i ei'jml^snouw'jai^iMyuasfl'njJW^ tuhSw miuonq
lanvlwSiw ua«i0wiBivlourfii\jm

2.4 oam

3. qwawtjwYrwtvifrijfl

3.1 wwaw^npiuwbuiHiFicyws^wiumiTu^o^u'icfi'ajgitifn^wawTVi^tjwiLi^ificywi^iPiijitj Pic/S 

(Pharmaceutical Inspection Co-operation Scheme) vileivyuivin

3.2 wwSflaitfnwqttJfownunisfuwuiMGiumswSfloinTumMfliu pl(^s vilowomvii
n \i «>

3.3 niwlulilunOTtJuvitJWo^S

3.3.1 rmflnw'maiJiJfl (Bioequivalence) U0^wSw/Tcmi0iiii0ijmj0iwutt\j\j

3.3.2 wo^ijwfim^Snwfti anti-Xa fotfiB calibrated chromogenic assays ‘DO^wpwfi'wwmtindu

wbodn atrial fibrillation 2.5 Jjaanfi) luas 2 fi« uasviUfln Cmax 5th -
95th percentile lu'O'N : 69 - 321 ng/mL (MlaBnuflisiflSwl^tt^aisjw'lwo European Heart Rhythm 

Association) Yi steady state

3.3.3 fottSwafmflnunFh anti-Xa ffhtnB calibrated chromogenic assays ^O^wawriaiwmtjnau 

wiotin atrial fibrillation YwfowWfvitasvnuaiiw™ 2.5 Caanfu Tiias 2 a^uaswiipin Ctrough 5th - 
95th percentile tuibs 34- 230 ng/mL (wfowiupiion^SJvj^siJansl^EJ European Heart Rhythm 

Association) v! steady state

3.4 wam,5tn,5O05iPiiin£WwawjTCU'Mitlu‘lO9n^ Finished product specification uat Active 

pharmaceutical ingredient specification wlws)0viBi\j0iiW0i?turMiunwsn^?jjmi0iwn^UBBUn frttsviTJfl

a
(Officialansucuatj

Pharmacopoeia) luwn^ny'i'lci vltwouivinvila'lviiin^wninantmuil^smf’in^BVii'j^aisTstusiti 1^04 ^

wnnoi vi.pi. 2561 a^Tuvl 6 vi.n. 2561 (Lbsmfllusitin^imunttt 12 num^us vi.fl. 2562) uasthamfl
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fi'ssviT^Ens'nEusiu (ovuvl 2) w.fl. 2562 a«uvi 3 ningnnu w.fl. 2562 (vJ^tmfflii^iun^^n^iunw

26 n^nonpiu yi.pi. 2562)
n?tuvlljJiJ^nn/]'luwn^'iEjn1w ^ (Non-official Pharmacopoeia) forinwuflqtuauijfivmiYimifl W0-3 

■UiKnaun^EJ Universal tests ubk Specific tests (iniJ^anivitJtnuEiKunpi^itjvii'liJ^ia^m^LPi-siswwnivitjifilTluwn^n 

an ^iwfu2llu\J\Ji4lj •) (General requirement for dosage form) Vila The International Conference on 

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

4. ilaulnoii •)

• msamaua^ifn

wiavja^npnwa^tlvi^npniaviae'nuTuuaiiinfinvinnvivjw'luiliKmpiaintiliaLfiafln?^  ̂^^VNanunauvn^imif'i^wa^lviii

• msamanfnsxbcna'urnTws'iinn

mavja^ifl'iwa^llvji.anan^tJ^Knaun'i^fian^antmjjnsfmylnnvruw'lvjtJ^Empiannd'iaL/imin?^ bwamjnauvn^nu 

Tfluiansnnlrcnaua'jo

1. u\juvlo^ii?iofl*fi8a«onviiaua \m download Uvin,u‘L«ndnauiprtin'5?u I?wioninflwin?nwjflgL5o4lwii 

https://hospital.med.cmu.ac.th/pharmacy/ ulaniu link tmbtfnpn

2. ^iwjinviciiauaa^/vivjwfinjTflwian aam

3. ^nmnianan^nimjan /nwlvia ua*/^1omviB’inqw vilaounuflWKnram^aiwiiuasoi

4. rfiwuanan^m'swjviBLuovjMiftJon (uuu vi.a. l, vi.a. 2, vi.o. 3, vi.u. 4, a. l, a 2 ua*3ii»in5Cj) wmvjviijn 

uasvi^vj?0u^naaMaa5iafufinvcus:iQwn»^a^ai^'ii!a?\Jua«^annvivj9iun0;neiut)a^5nT3nia?'is:vian
i **

j %/ v

(Finished product specification and analytical procedures) YiWjvitiOavjK

nstuflnmOaamiiJamnl^nannstuwsi^aumnia'i ‘ImtJtJcfiivjnmtjaunl'UhJaaviLuJa^ (uuu 

vi.0.9, a.4, a.5 uanuwnim) unwfaun'ua'ja

5. j?iivjnvivi^a0!'D,50^wawiTfu‘MaiJ?'ii?aiiJ (Certificate of Pharmaceutical Product) n'jtuanvhvilapfaain 

trimJ^KlVlPi

6. ^'iivjnvtij-5aa!'u-sa^rjnfiienvjfn?wa9ianpnuvianintuwnsm^viwlvjm?wawan (Good Manufacturing 

Practices; GMP) luvisjnaviLnantia^n'ua'ivitaue (aijijaiawwiw^aum^^aaa'uTwaa'aa^rivj^^na'im^ 

fuia^) Taawa^vJisinavj^a

6.1 ^mvnviCi^fiaftj^a^ii'iw^nvimiwatnaipnjjviamnwsinsrmwwlvifmwatnntfiaFivjwqan^iPify (Active 

Pharmaceutical Ingredient: API) DBMwaniwofiuifoanshPicy (API manufacturer)

6.2 a'lLUiviij^fiaf'vj^a^unpi^e'nim^wawaififnyviamncuwqsmtiMpnvjm^wawwawjT'w^an^iifa^tJ
v

(Finished product) na^wwamwawiituViai^Lla^tJ (Manufacturer)
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6.3 *i V

(Finished product) no-iwuii-im^waffimusi (Packaging) (iQVinEn^tuviwwawEn^ii.^^tJuaKWLL'u^tJ^^^ 

wi^aupsvia^fTU)
_ O «/ 4 4/ «£4/ */ i*A£< W <S 4/

7. anm'ivtj^aa^tiio^jJiw^sitjm^Lrnjinv'iuatniisaiuanpniivtaninaivngm^viPiLiifn^Lnviinvi uatnusana
*a

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

8. anui official monograph ‘UiW'mtn (Pharmacopoeias) Active Pharmaceutical Ingredient

specifications lias Finished product specifications thsnaviehiJ

8.1 Official monograph lu Pharmacopoeias Active Pharmaceutical Ingredient

specification <U04WwBwTVi£ifiuph0ij?ifl^ (API-Manufacturer) (oi2)

8.2 Official monograph \\i Pharmacopoeias viKa'uftt Active Pharmaceutical Ingredient 

specifications flO-JWwaflinfritf^tJ (Finished product - Manufacturer) (M)

8.3 Official monograph *114 Pharmacopoeias Finished product specifications voMwaontn

(onil)

9. aittn Active Pharmaceutical Ingredient specification

9.1 Active Pharmaceutical Ingredient specification ‘U04wwaflittnwuwi0ianpi'cy (API- 

Manufacturer)

9.2 f?mn Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

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

11. shun Finished product Specification ‘uo^wwatntntf'uf^Tj

12. (Certificate of Analysis: CCAjluium^wainM^wiotin-i (fnwlvfew 

W90iin0i)

12.1 JllitjiMUi30lli?Q'iwafn^ifi^iK^1Vin5iuw'30ng(i0t\j (COA of Active Pharmaceutical Ingredient) 

tfliwonbsnotjfoti

12.1.1 ^iiuivii^fi0iu^wfini^tfi,3i8WtJ0^wwstriTViciPi\jw'3t)nj?iB£y

12.1.2

12.2 ^iiuivn4^a0Tlu?0^wpm?;3iPi^ii5Wf4aCTiT'nj‘n^ii!0?tJ (COA of Finished Product) tiowwaflwawrinM

4J

12.2.1 (Manufacturer)

12.2.2 (Packaging) (iQvnsnituviwwswin 

jf'ui^itJuasjwuti^ui^^wn-s^uaKvio^rfu)
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12.3 wan^nviSiiimpm^mjvrus'tiQ^^rmwaw ‘ua^owuwiyn^pi'cyua^wawiT'w^yi^iif5!)^ (onilvtlonicu 

liifeu Lot. *i04Tfiflm/lm0njm COA of Finished product)

12.4 vansiun^ifl^tMflwmw0iIfl0V!tbtmirtj04fs (fii5)
0* % *M

13. ^nui^ritn^ua^^pjfifn^Pinbipniufi^^n (Stability data)Tw0OT0-3il?sn0u^0

13.1 tfiiuiionaisuaeuwamswnynfliium^castm (Long term stability data) vtaiuenijonfjfnv! 

niwy?iHuyQain/,u^^^cu‘M

13.2 {?iiyni0nimiiat5i^wam,5?Snynf!mypmrfi‘lufi/mti^ (Accelerated stability data)

13.3 «?nmni0n3T3u<iPnwfini,5^nwi!myfi4WT5«0s:0n (On-going stability data) tJehan

13.4 <?iLyiL0nantajiP^wani?^min?i'nyf!nphTJW£iLl«H (In-use stability data), pmyfH9n^i0-30ivi^ 

L(nl0yvil0Eisjn0/L000i^0n^0jn^yi(ji'i-a *i (nny)

13.5 Efnm'iionEn^uEKJnwam^^nw'H'mypi^triT wleionEmm^fmymmanniiEUEnoonuon'tmowvijiSviH 

inufnwn (ciny)

14. ^ivnwan6iyni?ru?0^pnnyayy0^0^waPuT£U9i0i (Bioequivalence study) (iQvntsnaniitnmnen&H 

vt^omy)

-15. sfnmnvi0n|iufn?ru?0^<!myiviniv0y'lym??nwifTU0iwyiiyy (Therapeutic equivalence), Mflmnupmy 

iLiy?qT'(n£iflfi’i0fsi0^ (Biosimilars) wlom^flmdiPmyitJlyyLviyyn'uK (Comparability exercise: CE) 

(lawitTiomTmviLm'i^wfofiiy)

16. i0n<muaertnisO?tnuflwmvi0™?i4y0um0ya^n&y0fl0Ny0'mi0 kuynyactoyqtmyvn^ “mii u

ibsnuflcufnvitnYitNy otJ ”
. ^ a w o *J */ta 0 f} l> ** k* • e M %i v „ a17. t0n?ni&u00yYi?0yjvifli&y0H0wy0iyi0 Lvianianfitijeynnoyft^ijfyMUA ?i0asi00pnmyvnu0 miynian

ffw”

18. vipinsnynni^iviynyyi'Lyl^^vjy'iy'isoy (niy)

19. ^niuiiontmn'npjnfcnvmfiayfi (Clinical study), (Real world data) (friy)

20. vraniimTOwyfrnyvhfo “ 3. ficujiyijwvn4ivif!iyf!i " vmonivmo^nmonsmfo i - 19 (nny)

21. oy *1

• ^9001401
wiay0?'n5ntn0-iayyw'300i^0i5^LLlyw'3iiviyua5u^i0ast00?i'lwpi^yci'}ypnyviniwuPi<l\4Wj^)0flnjayy?ivril\Jtin4wu 

Ipi0n0aKi00^m?uiiy(r300n^tfnyvinnviymuvJ^«n'n,i0'intJi0i/i3,Bn??y b-j^uiuifiyw'imjyFiiL^nviy wyuofn'jy 

sviBrmflyw'iotjn^y'jiniEul^ i
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• wamncutfuas^vifliiniTw^ninn

nn5ftai?wiwfl3utwsfnintotfnittb«mijrii\J7s3vi8fliYiria?ifli (Price Performance)I«avi>n?WTlviftt5Uuu
^ M 
9\A\l

If ^

f?iMU«lvfnsuuaj^'3)jwM«9itviifi\j 100 nsuuu u^iilu
1. ‘nmmema (Price) 30 pisuuu

2. flcufnv<ufi«flfufiuijpiviLiJu\J?cIfj‘OW0vn^?i,om^ (Performance) 70 fieuw Tfltimnnm’miJiisujii 

Performance

fatiasPerformance

n. mflss'Uiuasqnifnvitn

5l
uiwggnyupcfltufnviT'wowTj^nuia'iFicy (Raw Material; API)2 10
unp)^nuuaeflnjfnv<wawm!Vtn^ii!0|iJ (Finished product)3 10

n-SKqititj'i (GSP/GDP) us»nT5u1m?vi^m?^nsj4 5

msffnwfiTUifMffo (Stability data) 55

mg^nw'ipniufiujjsi^ia^tn (Bioequivalence) n?wanLfi«iifi«un\]^a vjIb fmvi«8i0\jm?w1tiuoV 

nnwiaautrwnij Dosa§e form mwaiowuasati *i

6
20

^nj/nn/nwjsu?^ u^g^iicuwuasQflin (Packaging & Labeling)7 5

u fltujiiiijwvn^wflfifluas^niauiiwwSuii'jKlawj

fjOiaiJijwviiviuiJ^sIawaamilTiaiL'uT^^vfaiina 201
2 fmffnwvmnimn (Clinical study) 20

100I'M

• m^a^^auasrmgi^uaij

1. wLa^Janf:n^lswa^l^Fle^^a^tfnMf^^?^^?a^nnuv^^vla^aal?a^'lvi3jl^l^J^^« *1 auatiEwaEytin

2. wifiuanmatwa^Dii^uviaTeitiutiniJisuiviEj'aifitan^tianuaKvtatJi^aiT'cu'ntQuuwfiat 10 aiavianjiMnLa 

Ha»pnnw€fn?wn0Tunuwic\|^0aiust0nti'jtiD\iV!\jvlavi‘S''Fiwu

• mTiJ?srivjfiw/nvjan^4ija\j

1. oinaw'njmw^nituiPjcufnviwiuifl^nsiuvInnvufluas'UiSjiJ^KTWdnilani^wnHiijfmufltusnmjm? 

aivn^aatan

2. a'i£j^a^Envi?(^uaiJwa^Sai£|fn^ntjUiUi,uaan'3'i 12 wauTwaijm^s^ iau^m?Haw (Batch No./Lot 

No.) ua^TuwutfianEJua^tn (Expire Date)ltJianfn^niriiifnw vilal-uLi^viu vlalusi^siuniaiEnanfliavlij 

fmfwstofh
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3. Enwn«civi^uB\j\)KwajH^aii1\jovn4^a!''u,5a^m^i1fin£Mwapifi'w,MEnt?iu>i?\J^tivl^u'i,o0^wHflwiLaK'L\j 

^imiswT'pinwu^a^wwawTViafiDvflflwapiai^wfi^uau

4. lun^fu-MWvnivia'iaawa-slMjiviimi'fjyriod^oivjti-JuaKtMOfi-iw^'ia^fi^^Mflw/nwuvn^vioiaotfly-jlMu  

anafa'Jtiaw'jau'i-jail^aw'ijiaaKwa^a^aii^afKfnijaiu'jiiMuvn^viaiaa^a^wija^w^a^ia^iswuasiilu
wn?nivivJi)ii£jilyiijyliJpnjjpinjanwcu«

iQVJiKUW'iiviaiaai^a^Mii^aJi-nijaviQ’ltiTuv^'iininn'nLaua^ifl'ia'i^nfinTiia^Hinauas/vjiawwaw'luai'S

pialO

5. «t/'jya»waof'uiiJaouat!fi'iiSaa^nawjp)aiaMlaw^wjPiai^l0i^ainp)m?iplajja^iwa'3ai)5tm?‘l« ^ Twa 

liiSda'uWvfunuvii^aiaaL^a^vtiimalu 3 twaumavtmWuu^

•Miname): ^ia 3,4 uas 5 wiaua^iaiwa^tiuuaa’Svnj-jflaTuiawfaua^aiaiia^awya'njia

• mtamanlifysyn
i/

maua?npn DvjaauHamanmyfyinaufmjniviua

1. angnwai^wiwViaananmj^iiuibwaiu'ia

2. fifufnwa^ai,ljii{)\ilvJCT'ijjFjaifi'n^wiiiav<is;a'inwarm(i;inaiia?iKWRfufiiviainmuJ5via'nina«gm?uwvia 

n^svi^'^a'is'i^Euai) vilad'Jti'sTafn^a'u *1 vilaamuuau t /I'laiamj'u

3. anarnfantnuavia'invia^waisfi I^aaiun^iufltusnt^wm^a'ivn^uaKai lu^EM'ji-j'a'j'jnaTO-iafyfy'ia^ags

4. aiCilfyvnRnifn^vSa'iaa-iwatnaifisaviBwauaspmjJvlaaffiria'ua^wtJiavilaTua'i

5. iJfyw'iaai *) uaniviiiaannvInHmul ^^wai^cuiaai'jitfiapnnjjiaavnapian^mi

Munaivi^ : fo 1,2, 3. 4 lias 5 wiaua?ifnw0-3auLia^nviU3aaiD^a^vi^aija^aia2ataw2a8i^ia

• tfafUTU^viB
1. 'l?^viaivnaanaa'aBtPi?iKwacufnv<aivfl^Tufn?aataan,lpiaanvi^nau'lviwifmBu!i?iKV waiviijiaanwa^a^ai 

'iuaiiniiPnjjvil^waiTiianivsuwaanwaa 3 ^rmwapi 'lviT'5^v<ai,uiafjuw')aan^ uatiTuwPi^aviFiiTtana^ 

n'l^Btfl^itvatuai^aivlnnau
2. vnnwwiauManeiu^iwanwijnuananucym^ium^fiaLaan a^ua\jv!an5nuilisna\jmiwan?wiiwaiu?a4« 

a'lMunaai^aaiucyvIi.tluiva vila'bJgnwajpnjjaB^ui.aifnji wanviiinaan^aaiwfy^iauijasiwa^^niJiiviBtuau 

wa'iwunaanwa^iulum^atfila (Black li5t)l«aas‘lw'lwfufn^waiir£uimaa(?nflitn^aaijjjyaEii-3ijaa 3 vl 

uatnimwIi^aiinaa^aan^aaiycy^naiiuaQ anaw'i^funlanfa^vfmwinui.aavnaau ‘ivan^iw 

amm^Hunla (cin2)
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3. f:iEUKn,s?un'mji^n?uiUfiKm^,u'njwe^']y^viBviiiK^avt?in5Tuw'M *) vfl‘0\J^Knaum^waTs£UTil,3KiSum 

liitaviBmwwanpn (price performance) mmmj tnaawiKasjnfnviInviuninfi^^etn^aaijjfyuu ^ wo 

oowiuwnoaotiynw^nijflniniwio^Eji
4. fitucn^^jjn'i^wiPiTini^LiaBm^Tutnsn'svi^viB^KtLnl^ L^mSuMQulwIaTiQrfnwuoluviginintufl^J^sifiiifin 

vl?89viBmviwo?ifn (price performance) uafcntjfmtn tvfifiliiliJflnjJiwnsaijmijifaisiuouiisoin^Sfl'ju

5. SMwHviSluniBfluwiodi^Eji ion?n9uo«Tfaua\Ji8na\jm^oi?nnvinnBwM ^
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ni9\jlMi9\%!«/nflf9 vy.Pi. 2560 jm*5i 9 uflKwiiiaDn58vi5'Mm9fi^3,)ifnBfm^«4€ni5awowianua8m?\j?m9
^ a

waamfift w.pi. 2560 ‘ua 21

HCUsn^jjm^niMUPi^cufinttCUK^a^n^iTww Cardiovascular drugs

JL..TiA A.d«5iun5ium? a«B n^unTS

ijwrw)(R.wjy.aluvit/T w?M2wsnfi)

///&>'—
.{Ur....................... fTanjrm !M!§A Aa«s 0«0

(5fi.viqj.tt5n^JTjy aviB'iiiRna) (wpi.w.umtS Tj^ialeivia'ina)

(TA A
SWJ0 ana .m«jm?ua«ia0n^ni5

(nty.ian/n ftjwljyww)

; ^ vWA .fn^ufmufi^wii'iaisinufn^
M 1

04U0

(ncy.a^wfmcu v^vnfli)

.n??um?uas:wti'3aia^n^mis«a

(/inljmvi fels)
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