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2. qcuaytilivnUJ 

2.1

2.2 srcwtosnmj

2.3 /ITOUStJ?^

2.4 Qgnn

1 lifo il«n0\J«'3£JWl3tn tenofovir alafenamide 25 mg 

vi^^^rntJUstlwauvi

Qainonno^fiwmiu^Ktjl'yotii^wu liifluifloiiuflKvi^w^iEi

- uurmmsu^ 0tii4U0onB45«^t€aml€TOvmfmfii rfiuiJ^enoTjuasimiwpniu 

us-5 i«TiviwSwtta«'iufitj0ij|

- ■sstjflotn aiud^Knoowitji^iPicyuaspmuu?^ 7um§« fufluoiej 
la^iviwaw uasifluvisrtJEmriifvjtn

3. Awauv^vn-nviflOfl

3.1 §wSn^njj0\JW'j0i^imyw04«iumif\j?04unn?|iufmwawT0q§i\jw'3ui^nfty8njj«ini|iu WHO- 

GMP, PIC/S (GMP-Pharmaceutical Inspection Co-operation Scheme) vilaiviumvh

3.2 wws(nEnrf'u!0|iJw0^witinT5Tui0^uiw?p,unT5w^Ejnwiujjnw,j|i\i Pic/S woi^iouivii

3.3 n9wUi,ltl0iwutt\j\i«042m?^nwi?'Jay^0 (Bioequivalence) H04wS«i%uw0iivi0\jf?uunwutt\j\J

3.4 wam^w?'30^ifl,5'i£Mwaaimu9iiiluliJpnu Finished product specification ua* Active

pharmaceutical ingredient specification 5<i’lpi05ivisL{j0UW0^ll!jn^n^fl£UKn^?ym?0lvn,aua«0'i 

aioi^wsjti 1r»i0W0^i?lu,LiJw'Ui‘U0nnviu^ua»u'io;i?siu‘ii0^m^ifl^i»MV0H0^wn?iu'iiiiw?|nu (Official 
Pharmacopoeia) lurinitnlfl viiviyuiviivilo'lviiin'iiwint'iwnytJitfnpin^KVi^naisi^wav rfo-fl ik\j

w.?i. 2561 fmuvi 6 sinnpijj n.fl. 2561 (drcniflltrtinnsKnijitjnw 12 nu/nwue vi.fl. 2562) ua^^smei 
n1^5Vl?^^a^8n1cut1U 1^04 (auuvl 2)vt.ft. 2562 a-jauvi 3 n^ngnmj vi.fl. 2562

26 n?n{)nflU yi.pi. 2562)
n5wvl,ldil5in{),luni?i0i\a *\ (Non-official Pharmacopoeia) fomwuflflWiUJTjnvmiYifmfl wa-j 

Universal tests Ufls Specific tests 9n^^orinwt4WuaMjnw^nuvn,l\J^j0^miiLPi?'is!\ivinn\iti9i‘lTluwit'i 

an {?ivii\j?iJutJtJlItJ *1 (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. dsmtofm «i

x

• m?!i,ui0nam)?sna\jfnTMan?cun

wignjanfii^auanemiJiKnaTjfm^an^cuiwnuiBfn'svimviui'iTvnJi^mpiain^ita/imm^u TiwynuisjJwiiTO 

I^iatansn^isna'u^a

1. uuuvtefuriafmaaA&mtrua Ivm download li-awEJTUiajjvniTO'URi^EJ^W

https://hospitaLmed.cmu.ac.th/pharmacy/ Vilopnti link‘lt4'lJ?s:mt3i‘i

2. j?nLvn^nwdiaa^-3fnww0wiT£U4M0'i sain fnutiutjiia ustuii^ms^ai

3. ^nttnLansninnn'Utn fiTyilvia ua^/vilofnyna-jnq'w vlwS'umjflcusn'i^um^Bnwiiuasai

4. ^mntanfn'Sfm^'uviKi.uauwifuBn (auu vi.a. l, vi.a. 2, vi.b. 3, vi.a. 4, a. i, 0 2 uaiudmai) wt^Tuviin 

uatvawiB^inaasLBa^qaifinyajtLQ'wn^a^ynaiLla^ilufis'Uonnvi'uwijipi^iu^asm^i.flnswai 

(Finished product specification and analytical procedures) vi^'UViUlJEJ'uH
.oi .ui n a o <u *> v o o im .si . ,

n'scuijm^LiJaBUUila'Junltmarmlwsii.tiBiiPiTjuan iMLiutj^ii.tnpntiaunhi.iJaEjmfua-a (u\j\j 

vi.0.9,0.4,0.5 uadudfncu) uimaunwiia

5. ant,uivn4^^0f\j?0'3NSPi/iCU^0n«?iLl0?\J (Certificate of Pharmaceutical Product) nmaTuavtla^ain 

pii^'Liisi.viPi

6. ^iLunwMsfuia^tnfl^nimiiwaflanmiJvimHnmVnsmiivlFitufniNaFiBi (Good Manufacturing 

Practices; GMP) lumnAmnBa^a^ritmivuflua (Q’uudiq^i^niJ'sa^miitn^tBfiaiiTwB^adltjiih^nfnmT 

1010-3) *i?10W0^tll«n00W10
. o A 4 c&l Aft/ Aft/ Oft/ /A6.1 ?nt0nvru-3frai0i0'3in^i|n0rniwa^0i^njJMarunwtn5mivu?iltjmiw^'3(!fiq{n0(sfii0natftfy (Active 

Pharmaceutical Ingredient: API) U0-3mawT/9iq?i0Rl0ia'iFi'^! (API manufacturer)
._o ft/dft/ a ft/ a a ft/ 0 ei 1

6.2 ?Hiuiwu-330i0i0-3ui(i!iisn0niiNfie)0iRi0viamnflj<)mfnivimtjniiwA9iNflttfifuv0'i?hi,iaiiJ
X

(Finished product) ti0-3WWSP)Wfiw/)'cu9i0ii?ntl01'U (Manufacturer)
0/ A 0/ A ft/ /A** «J«> a A ft/ * O 63 I6.3 sni.uiM^^siai^it^uiwieiumiwawaiw'UJVFinLnfuvnsmivi^lumiejpwwaw^tuvanpmiaitJ 

(Finished product) U0'3Wu.ti-30ii0Naw/tnj'M (Packaging) (LQ,wis5ni^ww^0ig?iLi0i'ijLi0s:wutj-30ii^ 

e'ii^aasisvatifTu)
^ o ft/ *ea ft/ C« 0/ ft/ C« ft/7. ?ni,0n'wu^0i0i0-3un^i5i0fniin0imy'uiasnis0'i00npnuvi?mncuTOmivi?il0mii )n0inw ussmsaiB 

01 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
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8. fnon official monograph lutfuntn (Pharmacopoeias) vfl^a^a^u Active Pharmaceutical Ingredient 

specifications ufls Finished product specifications il^snaufi^ti

8.1 Official monograph Xu Pharmacopoeias mwMSM Active Pharmaceutical Ingredient

specification (API-Manufacturer) (Cil5)

8.2 Official monograph Xu Pharmacopoeias vtefua-! Active Pharmaceutical Ingredient 

specifications flaMwaflEna'ufajiJ (Finished product - Manufacturer) (M)

8.3 Official monograph tu Pharmacopoeias tfltfeno* Finished product specifications ‘ua^wwawtJi

(01JJ)

9. rfiiui Active Pharmaceutical Ingredient specification

9.1 SVUUl Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 tfiivn Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. JVHUi Risk Assessment Report for Elemental Impurities (chS)

11. tf'HU'i Finished product Specification TjawwawEntf'imsiJ

12. (Certificate of Analysis: COAJ^umwfinvla^atl'ifl (n^culvifi^

(ffaaETMtn) feBwa^iwnatj’liJffrja

12.1 2?iiunviU3elaTU?a^W3m^iPi,3i«WT'pip?iu?ntn«?nFiJi) (COA of Active Pharmaceutical Ingredient) 

l5iawa^tJ?s!nau?i'ja

12.1.1 ^nit4iviu^fiaf:u,3aJWfifn^iflns:v‘ua^«waCTT'piopitjphai??ificy

12.1.2 ^nmiwU'3fla!tJ?a^wamiiif!i^iKw<tja^wwawwscrimu,nu'i«?'ii1a?tJ

12.2 (COA of Finished Product) na^wwawwawriwVi

u

12.2.1 ^iiTniiiwIlaTU^a^wafm^wtnswann^wfiwwSwiTcusioi^iwajtJ (Manufacturer)

12.2.2 s?'uynviu3^0ni?a^wsmT;5iFi?'iK^a'inmiij'5u??^iT{uiM (Packaging) (iQwnsnituviwwswai 

^ii^a^iJufiswiiij^u^^trin-atauasvIa^imj)

12.3 vsaniiuSvitfufl^iyauvfustia^^ni^wsw ua4%tiStjw'3ui^wyua«wSiwiicuiiBi^iwa|\J (onSwIan^w 

lujbstj Lot. tja^owtjtmansm COA of Finished product)

12.4 (chi!)

13. rfiiuiianfn^iuifnwafn^msnflnufwiSi (Stability data) Ifiawa-siJ^tnaii^u

13.1 rfiwniancniuciwflwam^finwfmiiPwwiTCUBon (Long term stability data) viflnjpnua'i^Env! 

rfiwiwHtmaain/iii^iVnw
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13.2 (Accelerated stability data)

13.3 diwiranaisuflflwanisffnwniiyflMraeiBtn'J (On-§oin§ stability data)

13.4 (In-use stability data), fmjjfMW'nrcMtrwft

*i (onS)

13.5 dniuiianansuawnwninuftsw1! Mlaianan^^tLa^FmuFM^ann^wanaontJon^'j^^tuviJiCiwl^ 

inufntn (oi2)

14. ^an,nan«itifn?TU'5a^f=miJEiajjJS‘ua^wacnjT£U^a'i (Bioequivalence study) (lavnE^ianrsanviina'i^a-J 

vilaaiS)

15. ^mnvian«iiimiivu?a^Fi'inuLviii)viau‘ltinT3!'nwnmjtnwuuuu (Therapeutic equivalence), waniiupmu

(Biosimilars) wfom^^nvimilillitouvIauiTulw (Comparability exercise: CE) 

(LQvnE^nam^a'ivlLnuiiia^vilar'ifl)

16. ianjn?uaw-inT5ti?Emiflfu/nwanvlawaiivifaua^?na5a^aw58iuia TwojjnaasiSaRwiu^a “rm 

\j5«mifl wmwoivlsi^iJBU ”

17. lant'mauaawvjfa^^iaua^awSanuia'lvfonianafyqj'iriaufl^unTmjtfi ^asciaawtmuvnnia “ m^antan 

atycyV'

18. wffnjpiim^iwinaailiiliwaninaSai (niS)

19. ^nmniantn^fn^wnwvmflaun (Clinical study), fm^nwfmWaia« (Real world data) (M)

20. wSn9imMUWJj«n«wi^o " 3. flcuauOiaviniYifmfl ” vluamviuaainLanfn^'iia 1 - 19 (chfl)
A «

21. fm q

• Riatin^aT
wi?iu8?ifnwamuufliaai«anwaluw9uvimiamiiuaEiaa0KFis\jfouttiiJ\inivmfltijtf™aflwgiiJijMVld*u'i-3<nu 

I^anaftEtaawmiuiiutrnaai^pnuvInnviiiPi'ltitJiEnnpia'indiauiaDn^iiJ I?4wanuiaiwiinnwpi?wa4l,Mjj M'uaa^iu 

slvismiftu^oan'UioinsdJlw *]

• vflnincu^ufis^viStufm^aniftn
fn?^a'i?funwVi3u‘lwamn£U^m^iliEi5upiitJ?Eavi5fnwtna^n!n (Price Performance) Iflawaisnn'tvfflsi.iuu

^ x
V

nnwwHflEimunuwvypavinnu 100 flEuuti uij^iilii
1. sifnvitffUB (Price) 30 fitutiu
2. flW/nvmatfituaiiijwvlivluTJisIafluwavm'Siiim? (Performance) 70 pibuuu Tifiumnmwn'nbsiiju 

Performance
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m
n. uiwsinuusspjEUfnviEji

unw^sn\iww?wwiuvamnni<ni8m?Mwti4m?waw!/'i (GMP)
M

71

u'iw,5?iyua»flCUfnwTViq5iu?hu'i??'iPiJ\! (Raw Material; API) 122

(Finished product) 123
inwisniifmifhjihtti n^snatn (GSP/GDP) uas!ni^mm^Ma-3ni?,uiu 44

rmflntnpmiJAMi (Stability data) 55
fmffnwfmuauyauQJEn (Bioequivalence) n^cutn^wtisKUPiiJ^ vilo ni^viwaaDm^wlayai/ 
m?viPiao\jBim« Dosage form n^cusjiQPiiifitotj *|

6

20

tj^^iUuwuatiQfnn (Packaging & Labeling) 107
u Rcuauijwvn^iviflCfluaaflWJUJwi^ktluLliKltJ^u

flai?iuwivjiLluLl,5^tj^0fn?HtJiM8^wtnina 201

rmflnwivmfiaiin (Clinical study)2 10

^:.iob-;:;
:•■-*■•

■-

1. wiaii9^n(:ni!s:OT0<t0tfiH^tnpnuR'i?irfa0'imjwiiv)En3tJL?Ej^viiji,il\jj']9i *i au^iitiwaqjfijn

2. wit’i^onpnaK^o^ti^iavsuvioIpiauamJitLnviy'mpsaTU'j'uaiuatiwoo^i^fifu^LLluimflaK io a')aMaiaSril?i 
lvfasw'3nwam?«r3aTur3JJifl45K^fl00iuaK^n^'3u\jiiviijai0viwiwii

• m^ij^smj^cu/nwanvlfi^jjou

wiJiyanFnwo^Eiuusiww^fioTUio^m^iJicn'uafufnwuivia^uatjvjfo^snaioilatawijanti'ia

1. anwia^w'mjmi'Haiicuiflftin'ivjwiuviani'iviviniviuwuas'Uj'iJil^Twcjmfamntj^ina'nTrmupiaicniiynn? 

oivn^uacai

2. 8c0Enfnm^(i-5U0D0i (^s^vf^iau l*bu HwauaijnEilu 5 ruwnm? vi^^mlwiu'l'um^o)

3. anEjDa^aivia^youwa^anEjm^H^iiil^bJuaun'j'i 12 i^iau tauvim^wSw (Batch No./Lot

No.) uasiuviu^ioi^o^oi (Expire Date)luian?mnnmjjn§ vjlotyua-iviu vlalu^Supii^avinf'if'-ivifl

(n?£U0nE|U00m'i 1 tl idaflainSiuphaj lot iwaT uolwvm^wiu^tvluniiuliJ)

4. anyjn^'iwviajyauaEwa-jaj^tvnviu^liaTU^a^m^i.pi^nEwwatn/i'Eusian^tlaivJ^vi^iJn^ia^wwac'iaaElu 

iiR8iEWTwqwi)^0^wwawTiCfiqpitjvtl^wflwtn^uvia^iiao
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5. TULiJaEJUEjni^aEJilnaviu^BnEjvilBviypiaiEjvilaiiiBinifim^i.aaiJa/nviw'jEnJ^srmlw «i nauniwuw fnalu 3 

ilau^navimlfiruuaj ftK^wouMwfeiwu iim i.daa^naviuwantj’Uiiiaandn 6 iliau rutijdau 100%)

6. <l,un?{uduvni5vianaawa<i<lmiMin'i?{ju?na£li^anda^5J0\jma3^w?'ia^if!i?nKvafufnvj yvn^yitnaaifla-jtviij 

aia^a^^taw'iaEjn^tn'lwaw^noaKwa^si^anwuanpnuaiinudmnivianaawU'j'lviiifi^wnalifl^swuasiilu 

wiw«t»0iiftTlw'iHlu/n5B5'5^ifl3'i»wnnj/nyfua»f»i5»ji«5fnij lun^njdwudnailjJi.ilu’liJpnuflnjanvfus;
v < «J 1

wiNnsijvn^viEn?i’aL?tj^lniiiiaa4'3U?iviBUif,ufisn?iuifn?«niB7iflitjn^ansiT3iioflMinEiu0«/Ml0§wSnl,un?a

pial\J

• flQiu^awaniSknflflQ'iuflfnaiflaauvmEn (Medication error)

wuiaaswa^Suuaiiwnwtirmw'iijn'iiifa^tiaa'indnaifiatifmu Iiwaiunauvn'jnwfl'aita^viuTwa’UiC 

wault) IvrmiTNutwu tJfuO^ unit) viinen&NnuQ?nnEn rntjuco^iatn vilau^^antusian n^wwu'inCSpmuida^wa 

nisinflfliijjflinuflsnmAaauvruEn (medication error)

• m?aminmijcyn
*/ £ wiauanm Sutjaulvfonilinfrqjtyinoiifliu^wjw wii

1. uignfitmwiw&aan^inijfyTOifawjjivna

2. RfufniNtja4an,UjitIiAiitifnuncuam^nj£Lawii;annwam?trn'3a3tP)?ns:MR£umwannn^viaipnawfm?u>NV)a 

n<3svi^ja'i5iituii‘(j vilaa'iti^ntjm^au *i vilaamiTuou ^ fnfltantm

3. angmltjmnuflijsnnifowflifl iRaa'ivin^'njRnjsns^wmiaiwi^ufiraT Iw3»tr3i4ib4nanti04fty(yow«0^»
tjna

4. anCtj^vnflnifnvjda'iaa^waRatJiti^viswam^fmdivilamivnJaaRiVatia^wO^avilRf'uai

5. ‘UiRitutiniifRiym^fa-Jt/ailO'jpmi/tao-swami'inRpmyRmRtftaauvn'jaT (medication error)

6. {Jtyvnmi i uanivi^aanndnamjj'i ^Mai^njnuai'i'unRRiiui.fiawnawantin'ii
a/ v ac/ V is a cs4a is a J t/« *wjnaivflj: wtiam^omanaqityi wtaua'jipnwajatjuapi^wwaaatiaaiivjiaiia^a'iouatiawuaivna

• fofU'niaviB
1. l^^wanuiaa'iaa^iR'sisjwRaifnMaivflRfum^RRinan iRuaivinndulvf'Mim^ifmKW waTMtiiaanwa'ad-aai 

lua'nj'iuwiywI^wontJianiwtjRadi^uaa 3 ^um^wanlvd^wanuiaqu^jadu uasiuwAtioufhltKhf/Lu 

niiiifinswflnjniwondnnaji
^ v ♦

^ «9 A CS ( t/ O I ftS 1/ IS ft/ «j| | CS j 4*j CS |S2. vnnviOMiaiJVianjnimwaivtjnaaiaiucymRitjmiFiPuaan awauvans'ivnJ^naum^Vfai^cuitwaiu^a-iw 

^wtiiaanioaijjfyvltfluw? Mloliignw&jwiusil'jlaywaui Ha1Mu^ya^doa^3J^?^y0'ua^wa'1^nwvl^t0yu 

wanvitinaaiwa^nulunTsaRfla (Black listJlao^BliR^ftjfm^i^tuiLyio^wviaiBaaijjqioEiiflifaa 3 tl
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siw^iswiwanssalMwKfl'jiuiSuwiufhj ^viinnw

^nnnnil'Bjnlw (cfi5)
3. fifut:n,3njm?ifi?iKn^uiiaKmiiiJnij9ia^uavi5vi^KU0van?'iu9ii'3 «| vT,l^,3s}n0Mm?w\n?£un\J?Kti3i4fln 

\j5«Sivififnwwo?'ifli (price performance) ifimSiu waowit^snaivTluviyn^ia^flayn^aanvicyij'u *\ ma 

5iPi9nu(fm^a€ui4i9ii'6iuf!i{u/n«^0-30'i
4. Pitu£n,5^un'm^atin,5?VJuaKn'i^,uiO'ffiaj'3iiavi5\ii)Kunl^i i.fijJi§iuil0ulTO04Ei0n'ivi\j(fi‘l,uwfintntu<M\J?£UJ\4f!in 

\bsavi5fnYJW0nfn (price performance) aasiiunii^i <lm?lulvl9!nuiviuirautfnu‘l)0La\i0ims0inwjja'5u 

TJuiifniwinnu
5. a^iiiSiviSlufmfliin'Joanoi isnanuasvoya^snovimwsn^wi^nnTrii
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‘UBTU'atU'h jjw^nwojsiQvinsiQ4i«iw^K^n^o^«^^flf^tihiltJwiurrsBriiru(yti(«ni^^t^B^«9'Mua8 

m?Tj1vnma(j/nfl^5 vt.w. 2560 wi»?n 9 uas^KW£j\]n^KVi^i^n'i^Piei'^'in^tim^^ani^q9ilB^^'nuaKnT3\j1vn? 

Vi.fl. 2560 fo 21

flwsn^njm^rtnwjw^suanwcuKua^ntncusi' 

tnnqu Gastrointestinal drugs

.ibcsnurmunTs ni^unTSa^o

(fff.flrtiw.tisrcfffw uwRfu)(Pi.v^cy.oiuviai wlvi5^Bns)

4A ni-s^rmfl«0 SUTJ0

SiPITWfl)**(f'i.nv^.siupi 3onmmntt)

A fii.n^iumii 0^0 .rmum?

(wn.uvi.^w fliwanna) (/icy.ionfn ftiwlqj'jj^w)

£LA
04^0

(flmsy.snjjm wn?«Q0)

.n^ium'siias^ioi.a^n^m^04U0

(ncy.aiwm'jnl wnni)

0^0

(imlonvi ws&O
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