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l. Tfasn

Ursodeoxycholic acid 250 m§ capsule

2. flOifmijlmVhJ %
2.1 iikuu

2.2 divulisnsu

2.3 mwuiia

2.4 aenn

anvifufuiJ^vn'u

\m 1 diKfiauwaa^EJi^o^cy^fiiJijfinu Ursodeoxycholic acid 250 mg

'UimjJouiasvmemtJ

- ^jTj/n'O’UKU^ a£]iwa&wa-3tsD^€£Jivi1a^0vn-3nT5Pin H^'uiJii^nau^u'uiPiFmjj

•ua-sai ^‘uviw^uatMua'ia

- tniursa/icuw is-u^aai iiiwstn Tu^uaia

lpwwpw LLfisi.aTOLOa'uw'ifuai

3. flwnjiUPivn^iviRSfl

3.1 wwapiTV)a5i<u?naianmy^a^wnum‘5!',uia^unw‘3«ii4fn,3wawT'wa^,uwia'iti'iRE\jp!njjui9i45|iii PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) vilatviamvli

3.2 WNa9)andnt!aiilwa-awuinn,3iu‘3a^iJiPi?e'iurmNswan?nuinw^nii PIC/S vtlawauvh

3.3 Finished product specification uss Active 

pharmaceutical ingredient specification Mwa«mi,Ciaw0J?Tun^Fiaitfn?UFmaiviii!,as:ai nt^vin-3

Ttna^a^i,{li4lil«njj^aniwu?iiia£U'iw^i<utia<ifn^iPi^Mvian-aa'3winanui?ii|iu (Official

Pharmacopoeia) 'lu^TSian'lw m'j'iaivtw viwamvi'ivila'lviiindnmnanwnuiJicmpiniiivin^isnimci'u tla-3 “seij 

wnnan “w.?!. 2561 gvnwi 6 suiifuj m.^. 2561 (tbsniflturiijnaaim'Ufm'i 12 nufiiwus ■w.pi. 2562) uasibsmA

fn^vin'ifng'naia'u tla-3 istjwiiian (aiAivl 2)w.n. 2562'a^T',uvi 3 fTso/jiflij via 2562 (diKnifllinn^naanmiinyn

26 nm/jiFiu w.fl. 2562)

‘i (Non-official Pharmacopoeia) #amw,UA^ajau'U?ini4i<H{5]$fi wa^ 

ul^nau^aa Universal tests uas Specific tests pnu^anivi'u^usKjjnw^nuvi'iliJua^miitPinsJWMnivm^lalwiiii 

an diviftii'iJu’Uti'UU *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. ilauluffa «i 
• fntamnuanpn

wiatia?ipnwa^8wipnLfrt40wiuTfuu08iiia^nonvijpi'Lii\J?«mpi^inditiiir îdn?ijj I^vianunfiuvnnDUFm^y^lvijj
•a

• m^amanfmiJisnaufnTwa'i^cun

NLtiuB'sipnwa^fliitancm^J^na'unii^rmcuiP'nuisni^vimviUPiluiJ^mpirnndiat/imini'su I^wanuifiUMniTU
v

upii^b^vijj' IwBiangmiJ^nau^tJ

1. Liuuda?w?i8?i8i0£jfltnviisiiia Iwa download l^viaTuisuvni'i^mPiiiw^vai

https://h05pital.med.cmLi.ac.th/pharmacy/ wlaMiu UnkluiJwmrti

2. a?nn firtitJuunB upsu^i^ricuvtii

3. eint’uni.ana'iimnDtn /nwlvia uas/vila/nwia^nq'w vfl^a’unupicusjrmurmsivniiu^an

4. £?')L<u'uan?nTfn^uvis;^tJ<u^i!iJtJi (uti^i vi.t). 1, vi.ti. 2, vi.y. 3, vi.tj. 4, ej. l, ti 2 us'jawnim) vf^inTuvnji 

Liaswaiiwfau?n00«i§apiRfljanv£usiQwi8ii€^a'i^iii0j\Jiia8fl€noivupiinw^n4,ua^fn^Lfl9iKwai
it/ ^ ^

(Finished product specification and analytical procedures) vifluviKLiJEmH

n^dCn'miJaEmu'Ufi^LLnl^nEimiilTJVisi.CiEJUPinfuan <imiJija'iL‘uiPii‘uai,tnlttiiJiJaEmaiJfi^ (uuu 

vi.Ei.9, ej.4, v.5 u^upiniw) uiwiaumj^Ej

5. ^'Uinvt'U^aai'U^a^wswiTiU^a'i^'U.^l'lJ (Certificate of Pharmaceutical Product) niEUEiTUivila^ann 

prnibuiviff

6. ^'Hinvi’u^fiafiiia^iJ'iPiieiun'nwawEJiW'iuviamnfuvaBm^vifn'UfmNawEJ'i (Good Manufacturing 

Practices; GMP) ‘IvivuiavitnaTua^nTjEjn^iPi'ua (a'utJfin^w'UJBaurm^'jaBfiB'uIaa^B^riu^^aanfni 

ftlBB^) IplElWB^li^nBU^EI

6.1 ^iii4ivuill€7U90^iJ'iw5Sitifmwawaipnjjiianmtu^Bfn?vl5niim?waw?w{iStj»nai^nmy (Active 

Pharmaceutical Ingredient: API) naMwaflftqfiufaaisfinfy (API manufacturer)

6.2 gnitnviu^aBiuia'ajjitnBBTUfmtjapiEJiPnuviamnnjsnsfnBviwltjnrjWfiPiwfienfiaiwEngni.iBiiJ 

(Finished product) na^Jwawwflwinu^aijfnklaitJ (Manufacturer)

(Finished product) (Packaging) (i.awiKniiCUviww^BianLlBi'iJtiaswuijw^

7. ^itunviMBfuia'JuiwBBTumBtniifn'w'iuatn^B'iEiEjiwnjjvismnai^sfmviwl'umBiniifnyi LLasn^BiEj
«u

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

8. anon official monograph luwignan (Pharmacopoeias) viHfana^tu Active Pharmaceutical Ingredient 

specifications uas Finished product specifications tilsnau^aEJ
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8.1 Official monograph tu Pharmacopoeias mwi-afk Active Pharmaceutical ingredient

specification (API-Manufacturer) (ciifl)

8.2 Official monograph lu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (nnS)

8.3 Official monographic Pharmacopoeias MKa'i-aa^ Finished product specifications ‘tiamiaeitn

(hi2)

9. ghon Active Pharmaceutical Ingredient specification

9.1 {tan Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. fruci Risk Assessment Report for Elemental Impurities (one)

11. grain Finished product Specification ua-wwapiaigruiaTtl

12. gfianviMafiJiaiwafniiiPi^itM (Certificate of Analysis: COA) lu^umiwawvid'iwiaa'ri (niallvi^ 

FnaErntn) vl0,5UfmN??i^a-3'bj^'uanaanliii)aaij'u Iwawa^d^nauliJ^a

12.1 (COA of Active Pharmaceutical Ingredient) 

Tflaaa-rtbsnaiiAha

12.1.1

12.1.2 gintunvnj^afiJia^warmii.f'iiisma^WNawwaw/itu^anginLiaid
\i

12.2 ^'aiinvi^liaf'U^a^wam^i.flmiVNa^nj'MtinLlajiJ (COA of Finished Product) ua^wwaflwawmuv 

aisiitlanJ
M

12.2.1 g?niiiTWij-a?i0fij,30-3wam^LfinsMainma9iws?ifiEuvan^iL!aiiJ (Manufacturer)

12.2.2 ^iLtnviJ^aTUiB^wafm^LFinsiM^nnwaij^ui^guw (Packaging) (lawnsn^wvwwa^itj'i 

aiLiaiiJLL^iNutj'SOiiam^BUfiKviam'u)
M ^ %

12.3 vian5'i,u5'ufi''ypi9iijai)wu5‘ij0'3'3,unn?N^ (rinSvilamd

IijS'Ssjij Lot. ua^-iWEiwulmanfirs COA of Finished product)

12.4 vi?in5Tum^LP?nj;wRn4/nwanI^avi,uian,usua^f,5 (niS)

13. tini,'uii,an^iiugi^w?mii^nwifsihnjjpi-3^i’ (Stability data) Tfl&tfomJisnaLufoa

13.1 g?'au'a0nfnm?i(5i^Nam?^n'wipmuR-q?h?tai;an (Long term stability data) vifiTUPnuaiEJEnvi 

mvrupiliuuafnn/u^i^w'M

13.2 anwni0nan'3Ugi(?i-3NanT3^nyi(smuf5i'3W9lufifi'n£i,?-3 (Accelerated stability data)

13.3 a'aini»0nai'3LLei^'3Weifm^nyiFmup-3Ph‘3Kai:tJ,n (On-going stability data) tlfhafl
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13.4 s?iL,uiLan?n^u?(5i^wfim‘3wn^ipmiJpi'3?n<JJW£Ltl^H (In-use stability data), 

miEjSJVilBSEfntfAaaa'i^Ejn^tifn'siInpin^ *] (rinS)

13.5 anLU'UBficii^ufi^^afniRn'W'ipnnjjpi^wT vlaLBnfn^mi.a^fmjj^^fjinialtnssnuon^'jafuvifiSm^ 

mufnw (niS)

14. ?nLvnvian?ni4fn,3fiii0^pnnii?iJJ3Ja^ia^w3wrfaj^fji (Bioequivalence study) (wvns^naniiEnviinEjqTfa^ 

vila^iS)

15. aiwnvi^njnumifu^a^Fmui.viniviaul.'ufn'jfnwnuan^mLmj (Therapeutic equivalence), vtansiupmij 

itlWTiwq^antJi5)^ (Biosimilars) vilafm^frwipinutillauwaiimjl  ̂(Comparability exercise: CE) 

(iQvmin&mi&ivknrfawilafrnj)

16. i,anfn'3LL?iPi^mT,Uiisn,uPjai/n,waivfi-3ijauvNfajj?i-3a'ia50^0wSaentna lpiaSiinaatta£j^pmjvn,i)a “rm 

iJisjmjRcu/iTwanfeiiaii”

17. LanaiiauaajJVNfaua^aiafla^awSa'Tuna Ham.anafyfyiria'ua^umvi'u^ naastaawiifnu^^B “ mitiman 

aoifui”
V «/

18. vanjiufmaiMiinatin'liili^'waTuiaau (mS)

19. ant,uiL0nai,3rm^n,w,ivii'3PiaCn (Clinical study), nii^rryimiHaial^ (Real world data) (M)

20. “ 3. aajainjwvn^iviaw ” viuamvuaa'inkanan^a l - 19 (nn5)

21. m •)

• ^qatin^ai

WLai4ainis5n?ia'aii'U‘umadi-aan?^Li)uwiuyituua9)-3int)as:i,aa^'fiiuri'Qt!Pntj^ni,Mii?i‘luw3^apm4ai]wvi'3liJ^'q^ii
v t

Twa'siaaskatiPimiuwwnaEi^wijj^nnMw'liaJ'symi’iaindnaLfifi'Ufrsiu IiwaiijiaiJvnrmiAimmmj vf^aa^ii 

aviBni'sa'u^otin^lii'i'iniwlpi *1

• vmnmwmtas^vifftamTwa'nftn

ni^aT5Cui^a,uHviani,naJsMm‘5<Ui£mi4m<iJi^avmfn,wi5iai'ifsn (Price Performance)

mu
^ t/ ti

mvi,u?iHisi£kLii‘un3JWMWPiLviimj 100 atun-u

1. nfiiviiaua (Price) 30 fi^llu’U

2. ^aifnv<ua2ianjaiJ'UPivii,{iuii'3s;ItJTO0vn-3'3TiJnT5 (Performance) 70 Pisiam I^&SinmwrmiJisaiJU 

Performance ftaemn
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V(.ncuwfnsibsuhj Performance

n. u'mjnmasBWfi'mEn
inw^iuwwSwwiuw^ntnwwoni^vISlufniwawcn (GMP) 7l

u'in^?nyaasf!icu/nv<Twn5iu?ntJi^ifify (Raw Material; API) 122

(Finished product) 123
u#iw?2'mfmiffaihw rrssqitieji (GSP/GDP) ua^fn^ulmivia^fn^^ntj 44

(Stability data) 55

niiantnf'muajjjjaTJS-JEn (Bioequivalence) n^tuunmnuasumJ^a Vila mwiaasum^inlonaV 

m^viaaouoiwnu Dosage form n^djcnoauasau *]
6

15

ftWfnwmuBtm^ u^i^nnjmasaann (Packaging & Labeling) 107
t. (jtuawijSvnflLviflCnuaKfiwaiJijnvIivlu^KtawJ

^wauOwviiflinJisIoiiuwofmTtftnluI^wEntjia 351

100,nii

• nnw^BuawmsUiiBtj
1. Hiau0?iPna«Pia^a(»ia^tn(fnuai?^laaimjvnivtaneiatilu^visjiilu<7(»t *i auauatfimytij'i

2. wiaua?ipnai:wa^tj^^wuvaI«iouamJ,3KinvianLiatanu'3i4tnua»viaui^rifu‘jii,{)uu‘wpias: 10 wiaviaiawnla 

Ivfasamnam^n^iBTUTiiJvw^s^^aaiuaK^'iinuTJUMuiflBvlwiwu

• nnTUisnuAnim’wernigtojjaij
V t/tf 4 «/ . ft/ v 4^ %/Mi ft 7 4wiauQ^ipnws^uua^nviwaaiuiQ^nml^nu^niiiiwEjnvijnuawiiaua^aitJUBfltJwuaitji^i  l^au 

?naasiatM?i<liiwwaa^j?a^pr'it3

1. a1wa^fi^um?v5a'l^cu^fl£UfnvJ^i^'1uvlan«1tiMn^vI\41»luas!,bj^Il!?s^wam1unLnua^n^^^un•5^ufi{utn^?um^u

anvil's uattn

2. ^KaKnannTs^uavja'i (^s^tvfffwwu iw awauaunalu 5 Tuvnm's via'aannHfij'lija^^a)

3. anoDa^anvia^uautna^Sanom^H’jntjlwliiTjaantin 12 wau Taaiimw^ lawm^waw (Batch NoAot 

No.) LiasTuviwiiia'i^aJU'i (Expire DateJlmenai^fiiffu/nS vilaluuawC Mlaluajaufii^uvinpi^viS 

m^Suph (mmaiEiuaanni 1 tl idsflsnnsiuphij lot iwan uaHvmu^witmtilunimltJ)

4. £inMru'3«wff^au^w8^aja'uynww?iafy5aon')5nifi?nswwapi^nj9iyn<?ni!a5iJ5Wfijjj'i^s^wwawua»lu 

^ifl?i«iowqSuuawwfin5«j)a\jvfltfwa«ai^iivlei4ij0\j

5. futtJaauanmaanlnaviwwanEJvilavmwanEJvilaiiiainiiim^taaua/nviwnotJ^Bm^ *] naufinwua malu 3 

iliayTnavia'sWtjua'S (•ssmlauMvimau alauilnsviuwa'iulijviaann'i 6 iwau fuiilsuti 100%)
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6. uvnivianaa^a^vijJ

a'iafa'3suaw'3adi-3anI^aw<inaas5wa-3fi'3aimuenwi3januiii^iivniviai?iai^a-3‘lviij6i-3pmaiiPii£mfiKi{l,u
V)

l/oj a i « i a ^ <> i ii i rti H i ^wiuw^supntoiylunitwn^tpiiisvipimmvjua^siiiuipiienu luniifuvi^iJiiEJiljJtiJuWpmjFiEuanvsuK 

tQVJiKiJMnivian^i^a^viaJtiaci^i^^vigliiTU'wa'iiiru'ifnitti'uanpnaiPi'anam^JB-a^'iauas/vilawwawlupi^

Sal'Ll

• fliiu^8>w3nn5mflR^iyftfnmflaat4vm?n (Medication error)

wtj'iaacwa'iauaauPiitC'Ufmtfnijmifa^aann^nauimingijj 
ilaulu tumiwui.wu untu vmaTua-smjQfnnan /n^utui^aai vlatirj^rimvan nicuwQ'iSpnnu^a^^ia

m^inRfmupnnjjflaiRiPiaaiivn^En (medication error)

Ii-swaitJiauvmriJviRi^ao'lvijjlRaUiS

• rmaminlffycyi

^■uaiifii a^aajjtvtaman^ajajina'URg'univi'UR mu

1. ainn'waTsan^aanainuaj^ailgwan'uifi

2. Rcu/iiwa^ai'UjLtl'uliJwnuflfyfin'yaisii.avinsiainwafm^naliFin^wtufiTwainn'jjjivianRi^imiu.wyid 

msvtimens'nfumi viladTU^itmigaii *) vila^fnmiBU «| mmanmi

3. tiiamltimnuPi'uainvia^^?!'!^ iR^Tun-aTUPiwtngmfmanvTsuciKanlug^i^i^^si^a^^qjia^aaK

«> <a i i/ h «<ii iv o/а. a'i3j'uai,wiPiaifn,wvi0na?i'3wawaiii£?ivigwafm‘an'w'iviiai:mu\Jaapif!a‘tia^fjiJiavii(Rg\jaiv * «u

5. l3jRit^,unT55niimifB'3‘uat1awiiJifia'3Rafn,3tn(npm3Jf5ia'iRLPiaat!vn'3an (medication error)

б. ttqjvnau »] uaruviCla^nnvlnfSmn ?waiiifuiuan'3'unR(smui,aavna^an5!jni^
Q^r 1/ 1/ fc/>4 t* iV<4 Oviuiyivipi: vn^Qm^manaoian wiausTifntns^EJ'uiAawwwaBEiiJEJSii^isua^fnEJWSVBWJjsitJi^1 v Cl <y

• tiafMQuSviS
«r i «• cw v<u tu •* *; a ini/o eve i fi1. mv<0itnaan0ar3iflii£WflfUfnraimfl3ijniiflmeian l^aanvianaiJlviyiinn'j'HPmtw wa'ivi'maantna^a^ai 
l^aitnu^nuML^anunan'ivitiaadi'S'uaa 3 funura ‘iMliwyitnaau^adi'a uasifuSa^aiiRiHaiatu 

niiiLFin^wpifufiTwaivianajj
0/ I t' O I ov «/ d I <i/ > ^ av tv2. vnn'MDwiajjvanium^ivi'uiaa'iaisjqjViLaiumiaaLaan awauvians'iviii^natjmi'waTsmiwagDia-Jw 

anviiinaa'i^aaiajwviiilmvta vilaUi^nwa^pmiwlaaLa^i'm NaivtuiatnlaansTqj^nail'uaswa^pnil'uvisiSat! 
waiv?iiit)eji^a^Mi^m,5a^4a (Black list) laaaK'ljJlRfumi^angaini.vSaaRMnanlaan^adi^'uaa 3 tl 

uasngalvibwa'nj'iaa^^atn^aaiaJEiJ^nanuaT aiafj0i,aa!nLlanfa4M6ijRHpmmaavnaB'u 

ainmiHaila (anS)
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3. ftmsn??iifmin?f,Bn??iJuasm5ijiO'pi?w')ufiviSvisi»iiawan5iiiwi^ *1

iJ«3vi5/jivn>i0,5npn (price performance) iwuimj waapusaKnai^wyiina^wooi^oanmyCru n ivta

4. picut5n^^n'm/i?f^ni^mtsisfm\jiii'(?isi^iusivi5vi0£iLnl^ iTyuiwywoiil^jwotforfiminlwanLnnisiiJ^KUJUfii 

ilttaviwrmrisnm (price performance) Ii0t?i0fn,j0'i 1viiflul\J«i«i,WJi*aiJ9nii^0iau0U,UB^inwSH'3ii 

«uuef,3u«n5w
5. a^ti^vislum^plutrnotinui i0n«,n,3U0tfea\Jiitn0umiw0i^juivinn,3£u

M 1
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UBfvjsarii fitupinitfEUBLQwnKtio^viawM^Kqtii^a^i^'nlunTaijLSulvJtfiiuw^s^n^ijcycywm^^fiflaqifi^i^iLaK  

m^5wn?waw/nfif« vi.a. 2560 yitm 9 uas?siOuiin?«vi?'3^mifsiS'3i'ip('30fm^fl0fn?0pi^005i^n-iassm?u1vn?
1 4>

wawnififj w.fl. 2560110 21

ftfusn^iym^nivmPifjcuanvwcuo-inifiTwv 

OinHu Gastrointestinal drugs

d~..iL AA
.il?88itin«yfm .n«ym?0«0P-3U0

yw^fu)(fl.vity.0?UYiEn vi^vtyysns)

AA a«o n^ym?a^0 n^ymi

(^fl.yvi.nTj^MW ofliwa)(pi.yvN.siyfi Bcmviynims)

a: A .fmyfma«0 .n«yfm a«0

(wfl.iw.pjiitu Pilv^ann^i) (fify.io'n/n 4[0wBjui«w)

<i .ngiyfmuaKiafli^rmJMU0

..^nA t/ irmyrmiias^moiain^fm

(/ity.0iSm?w wnm)

^.cy^^~yTrtrx'^‘
A .n?nifmu0#win0ia0iufm

u 1
euuo

(rn.Ionvi nsta)
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