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1. ^001

Prucalopride 2 mg film-coated tablet

2. fjmfiinjnvhliJ

2.1 siJiiinj

2.2 {hmbsnau
2.3

2.4 Qfnn

\u 1O^cnsuw'iairjan^flcy^auijan'u prucalopride 2 mg

- 0jii4ij00W0^?t:\jfl00ivil0^0vn’3m?fln a'3i4\J?Kn0Duas,uun»nsmy
J V

‘ua^an ipuviwapiuacTuaua'i^

- uutji^aiTcuv H^utJ^cnotJtrha'uiifl^uaspniuu?^ tuwSw Tuauanq
lawlwSw uflsiniivisiOaunnfuol

3. fjcuauwlvn^iviflufl

wwawTwqwiJ^Jtnanpifywa^wium^ru^a^yntn^iiun'i^w^wTiwnpiiiwbaisipi'^c'njjiJiw^'iu PIC/S3.1

viloiviauiviT
3.2 wwSwEn^n^jiJwQ^wiiifmfuio-iuiw^niiniwSMaimjjinw^iu pic/S vsfaiviutjivii

3.3 wam^w^a^iPincMNSwnajwitluliJcrnji Finished product specification ufi« Active 

pharmaceutical ingredient specification ^’IwapiviKi^uuwo^'njrmtjficusjn^iumioivn^LificEn fnsvt^n 

sm'ncusjt)
Pharmacopoeia) ‘luwn^itnTffi viivlotJiiviiMlalvijndiwi^nainiuiJiJjmflnisviyjwiBunja^ das

m^nai vi.fi. 2561 a^ruvi 6 Sinifw w.fi. 2561 (ibsnifilu'ntmaamijntn 12 qu/nmic v^.fi. 2562) uflstbsmfi 

do^ (qvidw 2) w.fi. 2562 3 mnflnfiu w.fi. 2562 (iJiKnifilij^n^riaan^iunyi

26 nsn/pfiu w.fi. 2562)
n^EuvIlijxJ^'in/jltJwn^Tai'lfi q (Non-official Pharmacopoeia) fori'iviuemnjeujijpivmivifiufi wa^ 

tJ^snaufiia Universal tests uas: Specific tests tniu^oniviutfiuaiiiJ'ifi^niivn'liJ^a-sm^ifi^'iEwvinnvtutfilTluw'n'i 

an ^nvi'a^^iJu'uUTj’u q (General requirement for dosage form) Vila The International Conference on 

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

Iffl&n04kl)ullJ«nUtf8fftwflUasU1ffl?jpUHQ4niHLfl31&tfvi01484tfl11tJ'U'nff?£1TJ (Official
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4. ilau’Wifru «i

WLjnjanpnwB^tl'unfl'Ufmapn^fuij.fisncnvInivi^ltiiJismHsnn^nEjLn^ijni'sjj Ii^EJi'un^vn-aiWR'stTO-alvtiJ

• m^’uianfmiJgsnaumTW^n^an

wi.etuanf'nwB^aiiLanfm'LlisnaTjrm'waninjnw'iuiBm'SMnnviuwl'uiJ^mflanntJnaLfia^niiu I'awtntnfiwvniTu 

I^iaians'inl^snaii^a

1. tL\JDvJai3jnaastasjt»ia'ivit?!,ua Im download l^iluWdiainmirmij Ii-avjaitjiauvmiwi^a^'njj 

https://hospital.med.cmu.ac.th/pharmacy/ vIsmiu link liiiJismwi

2. ^miifiTWfi'iau?i?i'3/n'WfjBwri'w<Jiai Qain /nwtuna uasun^ai^ia'i

3. ^iwniQnanifi'imjtn mwilvia ufi^/ma/iTwna'3nq'w^lwa,umjf5iais:nn3jfmai<Mi?ufi»tJi

4. a'umLancmrmwm^awiTUEj'i (uviu vi.a. 1, v\.u. 2, vi.tj. 3, vi.a. 4, a. 1, a 2 uermfl’nm]) w^iuvrui 

ua£vtfiwla3Jinaa£taa^Picuein’Wfusi,Qwii:<ua'3an6iiL!attJu?£^annviu?iunpni|iwa-3i5fn^mi:is;wa'i 

(Finished product specification and analytical procedures) vl^viKiijaTjH

nimSmmlaa'uuila^unlunanTjluvisi.iIawif'uan 'ImuuaiL-unaTijaufil'ui.tJaa-uuiJa^ (uuu 

vi.a.9, a.4, a.5 uaguwmm) UTwfaumMia

5. anL,unvi,U'3aa!,Dia-3waw/ia49!iaiaii,?a|iJ (Certificate of Pharmaceutical Product) mtuaiiriyieafo'in

6. aii,,unvi'U^^af'Uia'3inpi,3?TunT3wawai?:mjviamnfu^i5nr3vill,ufmwa?ian (Good Manufacturing 

Practices; GMP) ‘luviuiavima^^a^n'ua'iwi.aua (aO'uanaapnsjiaDm^Pinaaaiilaaa^aalu'y'j^nanrm 

tu^b^) T^a^a^^^naviaia

6.1 aitvn'mj^liaitJia-su'iw^TUfmwawanwnjjwanLnm^am^vial-ufn^waw'itnaaijwdanaiPi^ (Active 

Pharmaceutical Ingredient: API) UB*$wawiwqSiuw,’iEn#iflQj (API manufacturer)

6.2 a'niinvnj^aafuaa^iiitnaarufmwaPiaipnuviam.naj^sniivlatiifmwat^wawri'niVianai^Biil 

(Finished product) 6iia-3maPiwae:i'4Tcue}iaian^Ba,iJ (Manufacturer)

6.3 ci'iit4nvO/-3li8iTjaB'3U'i?iaeit4fmwa9ian9mjwanLnEuwisfmvifn'ufnawawwa9uTfuvans?ni,!B?,U«n ^

(Finished product) fiUB'3maI^,uaaBwae;iiini6M (Packaging) (LQtvnsnam^wio'iansntiBatJasswatiwiaB 

eiwaueisvisami)

7. antu'ivn^satiJia^iwaa'njmaLntjf'fTy'iupsnajjaiaanpnuvifimnajwsfnaM^luniai.n’ufnyn uasnasana 

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

8. cVUUi official monograph t’uermtn (Pharmacopoeias) OTa'l^a^l'U Active Pharmaceutical Ingredient 

specifications \xf\t Finished product specifications ibsnauifofj
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8.1 Official monograph \u Pharmacopoeias viHranik Active Pharmaceutical Ingredient

specification (API-Manufacturer) (nn£l)

8.2 Official monograph tu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (chiJ)

8.3 Official monograph In Pharmacopoeias vlltian^Q^ Finished product specifications

(fhiJ)

9. aum Active Pharmaceutical Ingredient specification

9.1 anon Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 antni Active Pharmaceutical Ingredient specification TiSMWwawcntfii^tJ (Finished product - 

Manufacturer)

10. Risk Assessment Report for Elemental Impurities (fhS)

11. snan Finished product 5pecification'<tio-3ma9itJi6int!^|<LJ

12. (Certificate of Analysis: COA) (mculM^

phatji-3tjn) I^ia^a^iJiunaiilil^tJ

12.1 (COA of Active Pharmaceutical Ingredient) 

l^iowa^ii^naii^a

12.1.1 ii'unnvin^aTtj'sa^wfifnini.Pi'a'is^a^wNa^ntna^i'u^onsinfify

12.1.2 antn'iviu^iaf'uia-iwafmoi.Finswa^wwstriwawfiaj^aia'UiaiiJ

12.2 (COA of Finished Product) nja-ww^wiFirM

12.2.1 aii,‘mMn^aTiiia^fjfim^ifsinswainm^wa^i/Taj6MtJi?nt!a?iJ (Manufacturer)

12.2.2 anLn'iviU3l!a!'tjia'awafmnmns!Mainwii\j'3tJ?iaiTtu4r (Packaging) (laYnsniamwwpwtn 

ciiila^iJu^wuij^iJ^iawi^aua^adfT'u)
*U V 1 V

12.3 vtanBnnSumjFionjjmj'mistia-ainnniw^ Tia^TwofiuMiEnjf'imyLiatwawiTni'MEna'iiifsi^iJ (oinvilarrsm 

UiibstJ Lot tia'inpip^u'luancm COA of Finished product)

12.4 vtani'inrm^Pinsweufnwail^EJMiioa^nwa^f? (fi'id)

13. an»,uiLangmu?i^w?ifm^ntn{5mjjpi'3?n (Stability data) Twawa-iiJisnaiJwoti

13.1 sitmtansmugi^wfinitflnwnfmnPi^^n^tJ^ain (Long term stability data) vmuenjja'iatnvi 

nivm^iUtmaain/iJua/raj^

13.2 (Accelerated stability data)

13.3 ^iLtni,anfn?u,?i(»i^tjam^n,tt'ifsmjjf)'3iyh‘3tas;an (On-going stability data) tlansiPi
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13.4 tfiiuiiBnaisuapwwannsSnwflQiNfl-JwinwciTlAWi (In-use stability data), fli'iufl'W'wa-aEnvia'a 

LwlEjuvifaaKa'iEj/waAn^anin'iEjan^'U'min^ *1 (anS)

13.5 <fniuiianai?uat?nwarmwnw'ifl'3'iuFt^ wlatanai^ta^'nua^pnainiwa'iaamjanwqwMfjjjm^ 

inufmsn (ai5)

14. «?ni4'ivian^'ium?Tuia^a'3iuaMija‘oaJwa9i/TfU9ia'i (Bioequivalence study) (laYnssiamsEnmnEntfa-j 

vlaanS)

15. ^iwivsan^numiTuia^fl'j'i^Lvi'iwautiim^inwnmjaiwuu'uii (Therapeutic equivalence), 

i^u^fwaflaiaaa^ (Biosimilars) vilannsflnwnmiuiJlamtfmjfTu'lfl (Comparability exercise: CE) 

(lavnEsianisaimnaitfawlafTiij)

16. ianan?ua(»i'3m?iJ,?«n'uafuanv<a'ivla^uauviiaua^a'iaS0?awjjaoiu/ia I«ujj9naa*ioa«m«i^3tia “m? 

\Ji«fmanjmv<an^aou8\j”

17. Lanan^SuEjauwfajja^aiaSa^awSa^ui^lvianLan^Eyfijinavifl^TjnnvuPi naaKiaEjaifmjraa “ fmanian 

atutyn”

18. wan^ium^iMunaai'lub-jwa'iunaau (aiS)

19. ^niunLanaiifm^nvivn-jaaOn (Clinical study), (Real world data) (cm3)

20. upft!mwjwy«3ytfrifa " 3. ^cua^wivn^ivifiuPivuamviua^nmanaiinia 1 - 19 (anS)
21. an *i

• aQaantn
«ia,uD,3'ianffia'3uuupnaEii-5an?^L{lu?nuvnjuaw«naaKtaa(fi’l?ia^uaTU(fmjvinnvi^(filuwii)afl£uauijpivnliJ,S,'i-3wu 

Itria,3naa»iaaam?auiJmamj(myvln'iviU(fi‘lu\JismfiianndnauiaT)n?,3U fawanunawwisiflufm^tviij vnu^aa^iu 

9viBfn5flii«43etin,Ui'iin?ftn?i *)

• wamnwsmas^vilfhjfnwa'iinn
m^^anianmPiauHvantncu^rniilitifiumilisavisaivi^B'snfn (Price Performance) Iwavi^iBftiTlvfpisJuw

~ Jt
9\A\i

^viwHflsu'uw'iyvwwjWLvinrvu 100 fistuvu uiifliSu
1. maivlLaTja (Price) 20 naaim

2. ftwriiviusfflfStuainJwviixhnhe'lEniiSwBvn^^numB (Performance) 80 flcuuuTwEJWinwsifmteuJU 

Performance
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wnrtfnistJwuhj Performance faejas
r>

n. infl^-muasAnj/mEn
4a «

uiw?«iuwpjacfitmjJManincu9i;35fn?vl^iun'iiwawai (GMP)l 5
wnw^yiiJUfiefjnunviTwtiliiiw'joirfimy (Raw Material; API)2 10

jJiw,5|nuufisFiwfnMwa9ijTw‘Ma'i^ii!a?TJ (Finished product)3 10

unwij'mrminufn'hn nssanutn (GSP/GDP) us«m^Dlrmvia-3rm^na4 5
rmpfnwifmjjwn‘3 (Stability data)5 5
fmmwiftnuaujjJiua^En (Bioequivalence) rnrijaiuS«w«ufl\J^a via m^viflaayfmwlwjov 

fmwiaflutnflnij Dosage form n^djoioaiiasou *1
6

15

\j5^^iHWiua«Qain (Packaging & Labeling)7 5

1 15

2 m^nwivmfiaiin (Clinical study) 30

100%7li

• mt^^auasm^d^aiau
1. wiai4an(snAitpia^^H^anmjjan?f'3flaainuvn^viaiaai?a^siLi)t4^79i *|

2. wiaua?if5naKwajtii,5awD\ial9iauuniJit:i,/iviaiua«ai\i')V!tJiuas;vi0u??aiT£u,ntvluuwfsip« 10 ^awaiawn'la 

Ivfasw'jnwafmwi'jaiui'juVft^s^voaiuasaiii'jutJiiMviMs^^iFiwu

• m^tJisnu^cufnvja'iwgi^uau
V t/tfij ■ +/ «J< &/ 4l«dl t/^ti o <* mtwiauoTifliwo^jnjuafmnjflflBWTOflni?tJwnuntwnviaivia4«oijm8Ufl«iajJ©iiow«oiiii^ wonV % v

1. 0'i«0^wnT4m?v50i?niifln4fn>N?nuwan«nuvlnnvu5iaaK,LiiStiiK'wi^nit0nLntj^nn^Tin4'\\ifiCUKn^iiim‘5 

oiMn^ua^oi

2. leoenanfrosUuautn (ik^Iviwiwu wm awB\ja3Jiiotu 5 Tuvi'inm
3. aiEJua-aoivlH-JuauwajSaitimii'l^nulpilijijayn'ji 12 twau iflwlm^wSw (Batch NoYLot

No.) uasTuvnjwantj'uaqaT (Expire Date) I’uianai’jmmjn'm vilalutmviCi vilolu^^tjfln^uyinflf^viS

(n^aloiEJiJoan'j'i 1 tl ido-aannaiifliS lot tjaHvn-aulwiua'Jivltin^iultJ)

4. oivin^'jwvifi^uatjaswo^H-Jtf'utJiviujaoru^a^m^ifl^isMwawiiai^aia'ufa^tJ^tjda^jJitJB^wwaptaa^lu 

^ifi5iKM,5n(i«tjiio4wwawiwnwuvlltiwliwoi^uvisi4UBii
in  ̂ %

5. fuiiJaatiunmaonlnamiPiB'iEJvilBviuwanEjvilaidaintfm'mdawamw^aiJiKm^ltfi *i riaurfiwjw mulu 3 

lUeu/nw^alaftJU^ (^s^HavMvffl'flwu nm ujaoi'lnaviupiBi^lijijaon'ii 6 iwau ruitJauu 100%)
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6. 1un?£uvluMiivi£jnaEU?£j^wijviin'i?(jupn0Eji^£jnviei^uaiJLwaii^0fi^'3^LPi?'!Kwflfu/nri wvniviEnaEOEj-aW 

0'10f0^^0W'3001^0'lI<»10Win00KW0^^01LW3J0nwili01UlUvllJW1^ViaiaaL?0'3WH-3(ifl?'3^LPl?1KWUfIS!L9y 

wTuww^0iif!iiH0n0‘lum?w?'30iifl?iKWflcu/nwu0sfn?un(riii|iu ^unirilwmm&nliiifrAOmijflftjflnitfut 

LQVjnsuvn^viaisai^^jivoji^ijavisUjl’vj^a'i^njimiifniO^ipnan^nfin^a^w^nauas/rlowwawluf't^ 

woliJ

• fl'3'im^0^R0m?mwfmjiflanp)ifl00Uvn^0'l (Medication error) 

wviBwn0'jBuo0yrfiifliini?wiyni«04H0^inihoi/iann«jjM

wflulu tufmiihjwu unlfl vinuitio^niiQainai flitm«u55^0i vifounamMEn n^wwtj'iiijfl'jijjwlwwo

(medication error)

fawaiuiaimirimiMifotftwIflaliijI

• mfemiSnaqjq|i

^laua^im SiiaojjHarusnaciJ^nnouRiumvuffi w-aij

1. ynfjnw'^wnRPiaona'imjfu^a'ibwomj'ia

2. Rfumvjtja'Ja'iliitttiiliJpn^^wamdtuKiqwuainwRfmRt^iiR^isvRfu/nviannn^viaif'nfiRifniuvivijj 
nttivrc'HaiB'ittuqii wlaaiuniimBau ^ vilaatntjuStj •) /iifliemiij

3. a'iCjmlaninvRwnvia^wan^Uy^'i'ufi^'UPiWtm'jyn'iianvniuataT'L'u'SKW'jn^'i^nfiToo^aciicyiasjfloas
^J10

4. fliflfltyuifjwmwfioiaawanotftstiviBHaniBfnwwIafl'jiuilaoflifaflo^toovhmuGJi

5. 'Ui^ntti'umwTiimi^Qwoiiow'jimfltMwom^ififtfl'j^fianftwfla'uvi'Mai (medication error)

6. ilfyvsnou 'i uamviuaainvififinin €wmwiuein,'HnRfmuia0vn0R0nt(m?

wnaiw}: irj^omBomSnaqityi ^lauo^naiwa^auuafnwiyjaaSuoojjwfaiia^aiailsIo^iiBiuia

• tiaawSvis
1. TBwai\jia0i^8i«ifl5i*\?f5tu/nwanvfl«iiifnB(^fiia0nI«aonvl5nsjulvfMifn5^iflBi#w ^iwiioanwo^a^oi 

'lwinwwvil'5^vitn\j'ipnnvuR0ti'i^ii00 3 yurmwm 'Wd'swa'vu^awfffjatinfl uas^utSwuauphWnal'u

2. wmvnjvlaiJManiiti'Jiw^iwiiiaaianiJtyvflwfumBpfaLaan a^otJVisnB'itjiJ^naumiwn^njiLwaTuiO'Jw 

anwiiuoi?aanij£yviLt5uL^a wlaliignwa^wujal^Iwowcnji gtfiuihaunfoaitffysiuuuaswaagnwjmijEru 

^aiwiiaoiwaflviiulumB^piflB (Black Ust)I«aa«bjlafijni?-,H0i?(unirla^mnaivaaiijtyaEii4i4aa 3 ti 
uasninivilBwoiuiB^VivaoiiBaiiJEyB'ananua'i ana^nBfuiilanla^MiiflHflnjJiaoiiiaau ^vlinR^vi 

ainrmHaiK (ni5)
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3. Fm4Kn,3iiJfn?i/iaKn??jjua«m?tjnjCTfi^uavi5vii)c^avi^nsnKs>i'i^ *] vfl^O^naumiiMai^EuniJ^ujjufl'i 
\j9«SI\i5/nviw05ifli (price performance) triaawitasnanwli^Tvaainaaia^aan^aaiiycymi ^ (.via 
«flwiufltt0fl0wininuflniJviwi0*En

4. RWBn’s^iim^uifftin^njuaKmwnO'fla^ugiviBviqKunlv L^wtwmlaul'ijvila^an'ivmffiluviantnai^ilwmiian 

iJwfiviB/nwwo^ifli (price performance) ua^iarmai Iwflulilflnuwjjisauwiuifaiauau'usainMjjfi'jii 
«uuaiuwn5j3

5. ianamatfo^mh:m0\jnT5flan,3cirMnn<3{u
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vi.fi. 2560 unmn 9 ii£i£^£LiJ0iJn?t:vi?ijm^flpi'^'in^0m^0(ii«0fm0Vi«00?i0'ntiaEfn?\jlMi? 

waw/nflfi w.fl. 2560 fo 21

flnj£n^?ufmn'iwupi^fuflnwcusu0^i9vmu^ 

onnsju Gastrointestinal drugs

*Ji STL-1 A.ibKS'mnsnjm?a«o .rmufm

(?pi.pi?.uvy.u0?wnw uvjrw)(fl.w^.alyviai wivsSviBna)

A A.n??iini9 a«o

(fl.uvi.ciufl ^wirmifhv) ofliwa)
a

A A
P«0 .nrajfm a^TJ0 n?*jufm

(wfi.uvi.^w wlwanna) ftiw1cy'35^nj)

A .nTOjfmusmamym

(w.flry.0ti«?i aliens)

a«a. ^ ^ ^
.n?«jmiua8§vjoiain^m?

(fi£\i.0?wfn?nj wvnfli)

- <
a-3fl0.... /. </Vv-» .n^urmufiEW^oia^n^mi

(fln.Ionvi wsla)
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