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1.

Apixaban 5 mg film-coated tablet

2. qwayupiviVU)
2.1 itJudu

2.2 si'ttJibsnau lu 1 \>m Tj«nQU«iaw']Enrfiwy>iauyamj apixaban 5 mg

2.3 u^^lu/nwjKy^^vlPifiijvi *i]0flnuiia-3 

QfnnEj'iwa^S^aFmyiKiiUati'nwwy‘Uis\jia0yuasvipt?i^tj
- uwhwku^ oEin'iijoywo^'SKij^ynwIo^ovnjm^m aiyrl^KnouuaBWjnpifmii 

^0^01 iawiweinua»Tu3y?jn!|
- iKufjotn a'luijiBnou^nyn^flfyuasfl'nyu^ ^uwSw Tuauoiu 

ta^jvlwaw uatLawisiutmemiiEn

2.4 cam

3. ^cuayOlivn^kvmOfl

3.1 wwftafatiSufaflitfiftynowiumsiuiowifl^iumiNaflfaqSufaoishftyniyyiMS'iu PIC/S 

(Pharmaceutical Inspection Co-operation Scheme) vjlowoviivii

3.2 wwflwEn^irt^jiJno^wium^Sij^Qwin^iymiwSaoipmjiJiwjny PIC/S wlowumvh

3.3 niwlyl^oiwuutJuwo^S

3.3.1 rmpimjnibajjija (Bioequivalence) ^lO^wSw/ftmiaiivlEnjniiuiwuuyy

3.3.2 naflilwanmflnwncii anti-Xa ffotns calibrated chromogenic assays TJB^wswmu'mjtiinjiy 
wiodi^ atrial fibrillation vl5^0ij4‘OTUtJ,5Kvnu0iDU'lw 5 ajaanft tusk 2 uaswupin Cmax 5th - 

95th percentile IwM : 69 - 321 ng/mL (wlomyrinanSw^B^siijjalaEj European Heart Rhythm 
Association) vl steady state

3.3.3 W0«jwafm8ntnfli anti-Xa calibrated chromogenic assays uo^wawricu^ulyn^y 

atrial fibrillation wjfotjVtftTUiJssvnuEm™ 5 fiflSnfy tubb 2 nTauBBWjm Ctrough 5th -

95th percentile luvjfl 34- 230 ng/mL (wl0fliyfli0n*0W5s^ai?jflIfttj European Heart Rhythm 

Association) vl steady state

3.4 warmwii^^^iPinBWWPtnocusiiSiiliJw'iy Finished product specification u^b Active 

pharmaceutical' ingredient specification wltfoflYiBiiiouflotfiunmftWBnssijrmB'ivnsufiBtn nsBVH'N 

Iw0W0^iLluliJ(my^0nivju(?ii)iaByiw?«iiiU0^fn^Lfsi?'iBwvi0i40^OTn?i0iyi(n,5«ny (Officialais^fliaTi
Pharmacopoeia) lurfinBilw vlivi0iiiviiwl0,lwjfn,iwnvi0nmjj\JiBmflnwvi7’34jntnvw^0 wo*

vi.pi. 2561 e^tuv! 6 ffuinny vi.pi. 2561 Wwnnfl'hjTnTinsmiji'untn 12 ny/nwus v*.n. 2562) uaBO^snifl
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nisvii'Nfns'^EUEW 5«^e5rnon (qtjuvI 2) vi.n. 2562 3 w.«. 2562 WiBfnfllu^iiifiBsn^iiUnw

26 n^noifiy vi.fi. 2562)
nimvftyO^nn/j'lutns'itiVtfl ^ (Non-official Pharmacopoeia) fofhuuflqwaajijnYmiYiAijfi 

\J?Bnav)^a Universal tests usk Specific tests onyuanivtuwLifiByiPi^nyMi'liJ^ajm^ifl^nBwvinivywHuwTai 
an 2?nvify?iJuDinIti *1 (General requirement for dosage form) M'ja The International Conference on 

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

4. ilauWiau «|

• mTOUiflUB^nm

wis!\iBnftinB^a^^ifiiiau8«iy5?uuBBnBivinni\4Pi,lu\J^»nifiBifuiJiaiii^wn^«j fowanunayvn^uniwaVUiij

• m?amansn?\J?Knavirmv5ai5Jun

wtauaiinf!nfia-3tlyianai?iliBnaiim?v5aiiniitrny;55m^niviu{n‘lu\J?BnifiaintJiama;Bn??y Is-waiinfiyvni'Mi
v

ufi-siia^tviy Tpiaianai^O^nau^a

1. uuuvJafy^asBiau^anviiaya Ibb download I^^viai^nwjviniiiufiTrwti^lwi

httpsy/hospital.med.cmu.ac.th/pharmacy/ vilacny linktuillBfnpn

2. rfmnflivioitiiiapwjiiwwSfiiTcuvtJi «nn uastju^ricuwan

3. anmniansn^mnuan fntnlvia uas/vilafnwia^nqv MlwaunuFicuBnuym^aivn^u^Bai

4. anmnianai?m?iiuviBi0at4(nnTutn (uvu vi.a. l, vi.ti. 2, vi.a. 3, vi.a. 4, a. i, a 2 ufhuwfntu) vi'a^nuvitin 

uasvia'3wfaynaat;iaa9if!ia!finvni8iQv<iB*ua^ai«f'ii1aivJuaBtianiMU5iynn?5nyua^8fn^ifi?'is!wan 

(Finished product specification and analytical procedures) vmJVl:;tlJaul^

n^wymmlaauitJEi^unL'ti^iam^'lyviKiOaumTuai Im'uusfitinfin^aunl^iiJsayuila^ (tiuu 

vi.a.9, a.4, a.5 u^uwnim) yimaynwja

5. amvnviu^aafu^a^wafiiTnjsiai^ntlaiTJ (Certificate of Pharmaceutical Product) nicuaithvilapfann

6. j?'ui4nvn4-5a0f'ii?a^yiw?|num?wapia'Miny\iamn{U^5ni?^'l\4miwafiai (Good Manufacturing 

Practices; GMP) ‘Luwy^fivitna'ifemja'iviiaua (QijijdnaflttnysaiJmiflrjaaaijlAaaja^fUW'Krtfnnn? 

i\j504) Twawa^tJ^BnatJW'ja

6.1 E?itinviij^aafi)^awnpi,5«'iyfn^wapian?nyvianinEu^sm^viwlum^wdwT'9i£)ffiuwiand'ipi{y (Active 

Pharmaceutical Ingredient: API) ‘oaMwawfflnfiufaandim'y (API manufacturer)

6.2 a'u,,u'iviti-iJia?tj^a-3yifi,58it4m?wjifiaionyvianin£U9ngm?vtmiim?wspiwsw^ai'naia'H?a?tJ 

(Finished product) ^awwaflwdwjicusiaid'ula^tJ (Manufacturer)
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6.3

(Finished product) H0MU\j*u«^Nftatfwtf (Packaging) (LavnKn?tuvlwt4aw0i(?'iL!0|iJLiaKwu,u^iJ^^^ 

w^ouaKvIo^mj)

7. ffiLuiwiMa0^J90«Ji0^riuni^inii5nwnua8n«0i00i0iiiwnifuu?nBni?viPitunn[in\j9nw ua«n,3«0n0 

U1 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

8. ^niun official monograph luwiiiyi (Pharmacopoeias) Active Pharmaceutical Ingredient

specifications uas Finished product specifications iJ^snou^y

8.1 Official monograph tu Pharmacopoeias MltfonS-a Active Pharmaceutical Ingredient

specification (APl-Manufacturer) (M)

8.2 Official monograph tu Pharmacopoeias vfliionoi Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (M)

8.3 Official monograph Tu Pharmacopoeias Finished product specifications ^0-3Wwa9itn

(M)
9. Active Pharmaceutical Ingredient specification

9.1 efimi Active Pharmaceutical Ingredient specification ,U0^wwawT'wppi\jw'i0i^npi^ (APl- 

Manufacturer)

9.2 fVHUl Active Pharmaceutical Ingredient specification ‘DO^NwaeitneH^iJ (Finished product - 

Manufacturer)

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

11. Finished product Specification ^wwaflfnsnif^tJ

12. (Certificate of Analysis: COA) lu^jfmwSwvlw^oan (n^wlva-j 

tf?00H0i) nlo^m^wswviEji'j’Ui^uon^n'luO^^mi

12.1 s?nLunviuifi0TUii€^wam?3usms:MT'wc)5i\jw'i0i^ifl{y (COA of Active Pharmaceutical Ingredient) 

T910W0-3tl?»n0U^0

12.1.1 j?'iit4iviU3?i0f,u?0^wafm3iiBi^ic^0'iwwaw,T5finpiow/}0'i^nflcy

12.1.2

12.2 aiitJiviu^a0!',u?0'3wann^ifi?nswwaoi)fffU‘n^iL!0|il (COA of Finished Product) ^wwanwacriffnM 

EnshifsinJ
u

12.2.1 ^iwiviwpioTuio-iwafniiLPi^isw^inwwaOTwawmu^yi^itfq^tJ (Manufacturer)

12.2.2 (Packaging) (lown^nitu^wwawon
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12.3 wein|iu3iiffupmu?mmi8^i0-3^miwaw ^ia^T'wn5iiiW'i£ji^iflt\juaKwa5>ijifU9iEjn«?iL^iil (Mvilonirii

Lot. ’na^flcwu'lmonim COA of Finished product)

12.4 (onC)

13. (Stability data)T^aw0^tJ?«nau^a

13.1 (Long term stability data) vtaiuemiai^Envi 

niwviflKuuaann/u'iiawu4*!

13.2 ^iLU'n,ansmLL«n»i'3wam?^nwfsmufsi^9n<luafmsi^ (Accelerated stability data)

13.3 j?iiuntansnm3w^wam^fflnwf!msjpi^(rrncu«0n'i (On-going stability data) \i?nm

13.4 i?'Hini0njiT3uapnt4anT3^nwifsmufl^9n^jcus:LL]piH (In-use stability data), pmufl-iw^ja-iaivia-i 

twIawvilafisfnaAaoan^aiwiafn'sU'iwiJ ^ (M)

13.5 ^mtiiionjn^uatrMwamiplnwnpmufi^m vilokontn^ua^pmufi^w'ianniiwaiaomian^Q^afuMnS^l^
« M

inufmsn (fiiS)

14. ^'UUivianeitin'iiTu^a^pmufi^jjaua^wawfinjwun (Bioequivalence study) (lavntsitjrmEnvunu'WO^ 

wlacinS)

15. aiitiivianiiunTSTU'SO^f'mukviikviau'lunn^i'nwfnja'iwuuuu (Therapeutic equivalence), viampupmu

(Biosimilars) vjlom^^nwfl'i'iuitJlaLiiviatjmilw (Comparability exercise: CE) 

(kawncnam^aivlina'j^a-jwloniS)

16. lanfmuaeunistbsmjAw/nwui^awauwSoufuanufotawiJoiuia T9i05n0ask0a<»i9nuvn,[i0 “m?
♦ v

\bsnuf}furnwtnvi?wij0\jw

17. Lantn^Stjao^^ioufuaiaSa^awija'itJia'lvianian^^inauFiiunn^w sitiasaaEJflpnytfifo “ rmamm

mw“
18. viahsiufn^iviuiaai'luIi'S'naTuiaau (aijj)

19. ^ikunansTjfmpinwivn^fl^n (Clinical study), (Real world data) (ai5)

20. \ian|HJLfijJwaj9njji«ii0 “ 3. Awauijflvi'uivifiGfl ” MuomvjGoainianfn^^o 1 - 19 (oijj)

21. ou *i

• wtocrntn
wwiionfliwo^uuyw'jodnai^ivliiW'juviuusifmnuasiSawlwn^ucriupniivIninu^ui^tioflniaiiij^i^iliivnOTj
v «

^ j ^ %/ %/

Iflfl?i0fisi§flnmiuww?0anMiuviri™wtii\tosmMnnrtn8ifl#BnTOJ vwuTiaa^iti
avi5fn?Ruw90Eii-5'lij/5in?ml9i *|
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• wamncuwwasfvisUjrnwsmwn
fn^T5qiian?i'Pi^uHMamnfU9im,3\J?s:L2uFiniJ^tavis/iivy5io?nf!n (Price Performance) Iflawmwilvfflciiuu

L'

nnviwlvipiijuuui'iuwwupiiviin'u 100 Pituuu
1. ‘nmmema (Price) 30 nKuuu
2. fjcufnvma^flWfiuiJwvivluiJislEJiiuwavn^^i^m? (Performance) 70 ficuuuIeiajJinwvm^^siSu 

Performance wwim

in£Ui?mi\J?su)ii Performance laa^s
n. «iw?|ii4U0«fiw/nvifjn

uiw^e'iywwswpnyMafHrmi^gmiviwlum^wawai (GMP)1 5
jjimsimiflsftnjflivnflqflijtfo&itfnflty (Raw Material; API)2 10
uimgnuuatflwnivYwaflmwaisfii^iJ (Finished product)3 10
inw?|iumiinufnw ngsaiaai (GSP/GDP) uasm'mfin'nMWfmTnfl4 5

(Stability data)5 5
mg^nyipmuaujjaua^ai (Bioequivalence) nswfniijfliifisuflitoa vsla fmviwaatjm^LwIauoV 

rmyiPisauanwiij Dosage form ngrijEnoAUAsau »)
6

20
flfu/nwmmsuisa u^afi'cumatafnn (Packaging & Labeling)7 5

u. flwautiwvmmflOfluasRwauOmtlmbslEJTm
1 20
2 fmflntnwupiaGn (Clinical study) 20

100TttJ

• mwuauficfmetejjati

1. wijiuQiifniiKna^^ia^Enwnyrfipr-woinmjin^vioiaaiflo^viuiClu^'jn «i auau^^cyi

2. wigniBiifnqswO'jui^vKjwalflouamJwiflviaiufiK^iuquaiuacMeu^i^iTtuiiidTjawfla# 10 wiuwsnawnla 
IviaBsnnwani^w^'jsifug'ajjii'ags^iaanuas^mj'juuuMtmsvlifewu

• nn?iJ5snuqw/nw&iMsJ'ttjau

1. alCT^■3W'lt4n'lgwa1gfu1Pltu^nTN(muvi?^ng^^!vin^vn4(flUS«,lJj5lJ^^^piQnl1anlnua^n^^^lJn^'lUpmJ£ng^ufm 

owi^uasai

2. on5jiia4Ejn>ia4uaTJW04JjaiqmVlifmlwiUiiJBEifV3i 12 iwau um^m^waw (Batch No./Lot

No.) uacTUviyflanEjuasEn (Expire Date) 'Iman^mmj/n'w wlatyuawG vlaloa^ayflhPi'iayinpi^My 

m^wsiuph

3. uiiifMiwviwijauaKWSMa^rfmnMiT'aflafuia^fm^ifinswMflwiiwiiai^nwajO^uvisi^yniia^yNSnuaKlu 

iiflinKwwqwuna^wwawTfnsjmjvlliiwSnai^iJvIsiwau
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4. ,liin?wTOJMiwanmji5tjVlwi^ini?fjiJW,30tin4£nvisi4iio\jiylofi4«?i^wnBWfjtwnvi«Miivmnaoi5EJ<il,wi 
0i>)ia4‘ua?n0£j'i-3£ji,i{?iEJw<intj>icw0-3fi-3?jnLWjjantmu^'n4'3Uvijiw^vitnpitii?!j’3lviij^Pi^'3^ifl?itwua«i\l^

\i

t**/ ^ t « i O ^ «* « «J I h « tS, H , «/wiiiw^Biimw^nuluniiPin^nLPi^wflw/nvjuasaiiuiw^iu mmniviwimEJiLuiilmiJwiuflCuanvcut
itiwii;uwiivi£jipiaL?a-3ilMiju0jW'3i4avi5‘lijfu,wan?cuim?iaua?ipnan^'3nan^0^^nauac/vi1awwaw4luf!if''3
waltJ

5. w'tjnaacwa^fijnJaauauR'uiiaa'i'lnfivijjpiaiEjvilaMmviuwanEjMlaiSaLntfin'i^iaawamvj^aiJ^sfmlw *1 Twa 

Unjwaiiwwttmjvnviaifiawo^wu/naiu 3 iwau/nongwl^uu^

wjnaw^ : iia 3,4 uss 5 wieiua^npnRa^auLiatfuviwaalij-sawiaufnEnaSa^awSanuna

• m«imSnlf{ycyn
M 4/ Wwiauanpn SuoBulvfoniSn^syjynnaijn^jnnwiw M

1. aignwanimflflaanainOtptnli'SVJEnina

2. fjnj/nvnio^ailiiiSiililo'nii^niahwtUKLQvnijainwaniiwnaiw^iKWftw^ivra'mnmlvioifnawfni^awia 

n«viT34a'iBii(uqii wlaaiyimmiau ^ wlaatnOiiaii ^ mmanw

3. anamiamnufluainMa^AiaTaa^nun-mRtusn-jiuni^aivn^ttasanlusiJvriin^nanuasafyqmi^aa:;

inu

4. ai5tlfyvnRtu/nv)viaiafi^wR(i!ia\J'5KaviBwaufispmu\JfiaRjia<i)a^wvl'3avflRfuan

5. flfyinau *] uanivt^aainMnaniu'i ^aiBCuiufniiifiwpmjJillawiowamfm

Munaivi^ : tia lf 2, 3, 4 lias 5 wiauaiiAiRasamiaflwuaitof'U'jawSau^aiaSaflaw^iuna

• foa-miftos
1. b^vjai\j'iRaiad-3iiRnKWR{u/nviaivflRf\jm^RRLa0n,LRaaivlQn^‘ivf,nonm?iLflnew waiwiiaai«?Ma4a'i 

‘luanuiudfnuviln^aiinRnnwrjRatin^Tjaa 3 ^jumiwaw ‘ivtl^^^anuiafjjjwiad'n uasTuwRtaufinHaia'lu
mtfw^istfawnnwnvinnewj

2. vnnmjMlojjM^nnii'jnw^iMijiaaiaijjnivilwfufm^iwIan fi4«a\jvi^nnviiB8naufn?TiaiBwiiviai\j?a^wv c V

aiwiiaaiiaanijnjvlifiywa wlaliinnwaMiiJwlflBwnin w^iMiiiaailaaijjnj^iaijfuaswe^oniuvitiilau 

^a'lwi'iaaina^vfiulum^fla (Black UstjTwaaeliJ'lsif'umBMaiituiwa^Mna^BanjJEyBaiwaa 3 \} 
ufiBn^dlvil^rjaTunaaR^aa'itafnjjfij^nEimuei'T BiBTSsn^wiilanfa^lvfwWmimaaMia^u 

snnm^Hailw (nnfl)
3. Rfu«ni?jjfn?ifi^n^jJUfifcn'i?\jnO'Rfi^uavi5vlas<uaviRn5iwi4 *i ifttfiJBsnauniBviBi^wiiJBsiiJUfli 

il^sSiviS/nviriaBifli (price performance) imuiru waaR^catnfnwIiwaitjnfia^aanfaanjjfyuu *] iwa 

nAfliUR«aa0umn«iuqwmwu04ai
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4. nEUKn^^unTsuifiiinwuuasimMJiiJifiei^usivisvisiBunlD wwiwwuau'lwIa'uamvuffi'ltivifimntusiO^ctSxjfi'i 
O^savism^piaiifli (price performance) uaBnumstn IvfiSuliIflnuiMuuaujnutfsiauBuue^nnwjjei'ju 

^uuaiunn^w
5. a^ufiviBltjmwiiw'jBai^yi tana'i?ua«^ajja\J?tna\jn'V5wan?fuiyinn'5m
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mmlMn^wa«fnft?5 vi.pi. 2560 mfisn 9 ua£?£i€atjn,3£Vin^m?fla-i'3n^afn^aV)«arma'?i^aaPiai^ufi£m?ii1v5T5 

wapj/nflif wa. 2560 fo 21

Rcuxn^unTsnivma^njanwwsua^nuiTtuw n^uaT Cardiovascular drugs

.iJ^cnumwm?a«0 ^^*00 m^urm

uviatu)(pi.wcy.aiuviai v^^wSusns)

///m^.(if................. ......rT^CTnttijfm
A

a«a n^iurn?

(mv^.usmn^ Hvis'jnRna) (wfl.uvi.wi^w iJ?£ta1|^vtanna)

A Aana ana .nttum5iiasiain^m3

(rfy.ianjn tiawlcy^^'scu) (R?.fit\j.a^Riin ft-iw^na)

J/Qv-' IrsjAana

(fiqj.wifmtu wnni)

ana n??nm*3ua£W‘tiiaia^n^m?

(nn.Ia'jnvi wtla)

)
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