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2.1 HjUOU
V

2.2 dTuul^nau

2.3

2.4 aenn

*lu 1 TO pantoprazole 40 m§

tniiial<u/n‘Ei<usui‘5aaiQPiiJ?n{siannL‘iia ija^nuainu^ 

agnnaiwa^af'miiiKijHaa’^^iaulijaoLaa’uuatvia^na

- uu/nwiiiia ad'iwaawa'Ji^^aanvila^avn^n'nfln douiJisnauuaii'uuiwfmjj 

ui-3 •uaoai LawwapaiauTu^uaia

- tjuu^arifuVi ^tj^aan ^uiJ^tnauwQa'i^nftcyuaspmm^ ou^aneJ 

lpww^pi UAKiauviKiijaw-iTutn

3. ^cu?iuijlivn4iviPi€fl

NNaTOO?i,uwiaifiiRcywB^munT5Tij^a'3inw^|iiin'T3wawTwaw,uwia'ianRfypniijjnw,3^n4 Pic/53.1

wiatviauivn

mati'ianffi^aiiJ^mtini^TUTa^iPiie'iurmwapia'itmmJiwisnu PIC/S vilawauLvin 

'Luwawfi'flmnwa^JJ Edetate disodium (EDTA) ttl'udiU'il^naTJuaswa^fmai.Pinu'MtjTU'mjsii'j 

Edetate disodium (EDTA)'l<uwaw^aisMa'i6iit!a?Uua£Pia^l3Jtn,ujjn5i)?5Tumvi^H
M <*

fla-ujfnfkpiriswh pH (alkalinity) *ija^ reconstituted solution'luwspi/i'nj^aiciiilaiiil^annvtiw 

lu Finished product specification Lilu 9.0-11.5 i^a^nnitlu pH viivunsau hemolysis uas local

irritation

3.2

3.3

3.4

3.5 warmwn^Lfl^nsMwawiTfuwivlul'Uwiij Finished product specification uas Active 

pharmaceutical ingredient specification ?-3l(?a^mL€a,u^a^Tun'3ii!isifU£ni'3JjrmaivmLLasai nisvin^ 

l?iawa-aiilT4l'iJ9mj^0niviwuatJjnpii|™a^nT3^L<!)?ns;Mvian-30'3winaiiinpii|nu (Official?neni{u?}u

Pharmacopoeia) vitviatJtvinvilaT.viiinfinw'inaipnjj'il^mfin^mi'Jfi'isn^aisi'u tla-a isij

winan yla. 2561 a<iTuvi 6 tv.pi. 2561 (UiufnpiluTH'iJnaaTULunw 12 nu/n^ug w.pi. 2562) uasTJiKfnpi

nisyin-afneiifUciD tla^ itnjmntn (Qajuvi 2) ^.pi. 2562 a^fuvi 3 vi.Pi. 2562 (iJiKmfltusiTOaimuntti

26 n?n()1fly W.Pi. 2562)

n^cuwlsjiJnn/jlijwn^ian'l?! ^ (Non-official Pharmacopoeia) ^anivtu^Pjnj^iJtTwvn-ai.viFiUfi wa-a 

iJiimautTO Universal tests u?it Specific tests MiuifaniwiiPiiiaciJiwiflnuvnltJiio^m^^in^iswvin'mwlTluwn^i
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tf ^

hji *] (General requirement for dosage form) visa The International Conference on

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

4. ilat/Wifm ®|

• imSmsmorifn

mauenpnw0^at4nfnLati0«muTuuasnfnvln'iv!w‘lu\J?s:m?ianntJiEiuia‘Bni?ub^v(tj'i\jnfi^MT5i,oi4fl?ititj-3‘lMii
v

• m^Lanni^wnoufnwaniwi

wifiuonpnwo^tmionaiiO^naumwsn^tuiniu^niwlrfinwIutJ^fnfl^nndnouiihjn^w ^
\i

Inuionsmil^Bnoviwia

1. unuvloiu^iuacioapiaimfiiia \m download T^wuiinauvn^i^uPiiifla^viij

https://hospital.med.cmu.ac.th/pharmacy/ wiowui linklmbtmfll

2. ^iwi/nyicii!ju?iw4jnwwSfl>ijvwwan oann /musing uasu^i^iTtuVim

3. ^ituiianan^nimjan mtnlvia uas/vtlofmn&nqw vfl^tumjpmisn^^jjm^anvn^uasEn
v t/

4. ^iwiiananmi^vicwatJwnTuai (uuu vi.a. l, vi.a. 2, yi.ej. 3, vi.o. 4, a. i, o 2 upQuwn^cu) wmuviui 

aacviPi^vifaunaacioaPiflwanwfusLQwisuo^an^iifa^tJuass^on'ivtviwyno^inu'ua-iism^iPmswai 

(Finished product specification and analytical procedures) yi3uvisi\jejuU

n5flJjjni?i\Jflouu\ifi4anlii?iam?1i4vi8i{jouwiTuui Ivfuuvj^ii'uirfiiiounlmtJaauuiJa^ (uuu 

vi.0.9, u.4, u.5 uamrifrerij) inviiaumj^a

5. rfiiinwiifl?l0nii04wawjTni?lai^iifsijiJ (Certificate of Pharmaceutical Product) n?wuitlivil0^0in

6. tfniuiviiftfloitnojincmiufmwawEnpniJWfinincu^nsfmwAtufmfjatttn (Good Manufacturing 

Practices; GMP) tuuu^mn^fo^nuEnvIiauo (aijufinEjwwnu^oum^wnaaaulwa^o^rivi^-auanm? 

tuio^)

6.1 ^itJiviu^fiof'u^o^inw^'i^m^wawa'itrnuwanincu^Sfn^vipniifmwawT'wofiupnai^nftty (Active 

Pharmaceutical Ingredient: API) ‘uaMwawfwnwufaaitfnncy (API manufacturer)

6.2 aniunMu^aa^tJia^unw^niifmwatnuipniJvianLnwvnsfmvimum^wawwaffi^w^anaiiiaiil 

(Finished product) ^€fl§Wfi«wSwiTnrtioij?li^5tJ (Manufacturer)

6.3 ^niTjnwu^aoitj^o^uiw^itjm^wao'iaiw'UJwaninnj^em^vlwttjfmwawfjawiTtu'Manaiii^^iJ 

(Finished product) UO^wuij^tJ^wawfi'fuw (Packaging) (iQwnBn^£Uviwwaffiun(?ii!0iiJufiKWU,u^u^^ 

eh^oiLacvta^mj)
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7. {?'Hi4nvtuifiaf,u^0^un^5TUfmLnuinwua«n?«snfjfjnpnuvjaninw^5m^vi^,lufn^inTj?nw'i uflsnwsnu 

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

8. antui official monograph ‘taw'is'itn (Pharmacopoeias) vfl^an^a^u Active Pharmaceutical Ingredient 

specifications uas Finished product specifications tbsnaufotj

8.1 Official monograph In Pharmacopoeias vlWonS* Active Pharmaceutical Ingredient

specification (APl-Manufacturer) (aiS)

8.2 Official monograph lu Pharmacopoeias wHanas Active Pharmaceutical Ingredient 

specifications Tia^wwawEntfuia^il (Finished product - Manufacturer) (niS)

8.3 Official monograph tu Pharmacopoeias vtlwna-J Finished product specifications tiawwafltn

(W)
9. jvhui Active Pharmaceutical Ingredient specification

9.1 aiim Active Pharmaceutical Ingredient specification uaswwflniflowu^aisfrpiqj (APl- 

Manufacturer)

9.2 rinm Active Pharmaceutical Ingredient specification ua4wwawai^ltia|tj (Finished product - 

Manufacturer)

10. tfuin Risk Assessment Report for Elemental Impurities (OiS)

11. rfiion Finished product Specification Tjawwafltnshii^tJ

12. j?iujnvn4^?iaTU?a-3Wfim^iRTiKW (Certificate of Analysis: COAjluium^wswvla^pnaai^ (n^tulyfa^
• v

w-iatman) vilaiurmwawvi^'UiBuai^ai'l'uila^uu Iftawa^il^naulvlwf'ia

12.1 (COA of Active Pharmaceutical Ingredient) 

Iflawa-jiWcnatJifoEj

12.1.1 ^iiyiviu3ei0Tui0^wam^iPi?is5W‘oa^wwaOTT'pi£i5iu?nunj?'iH{y

12.1.2 tfiiunviuiplaTu^a-iwan'ii^fl^itMtja^wwawwawjTjuvaijfiifaivI
V v

12.2 HiiuiMCflUafu^a^warmiiPinsMMfiwfrw^iw^jiJ (COA of Finished Product) ua^matnwapuYww

v

12.2.1 j?iitiiwu^aaTU?a^wam^Lfl^isvainwwa0;iwawiTfuva'ij?'ii!a?iJ (Manufacturer)

12.2.2 rfmnviu3fia!tj,5a^wanT5iiPi,5iKwainmL,u^,u?i^nnj‘M (Packaging) (tqwnsniimvwwawai 

aii!a?iJua«wLai-nj?iawn-3^aua»via^jrfu)

12.3 vjaniiuautmpmu^uvYustja-s^tjfn^waw tia^TViolopfiai^iFiqjuaKwaOTmuwaiaiiiaitJ (nnSvilaniw 

UiSlKti Lot. tia^flqpiijlmanjm COA of Finished product)

12.4 vian«'ii4n'i^if!m»wfsiaifnwail5iaviu/5a'3'iyti0^!s (oi2)
a % «

13. jfiiunanamawwamwnwfniuw^ (Stability data)Tpiuwa^iJ?cnau^a
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13.1 ^iLUiiQnsn^uawwam^nvnfl'nuMn^KOSEJTJ (Long term stability data) vifli\jniuoit|aivl

13.2 <?iLUiL0nai^LL?iPMwan'i??lnvifsmupmn'3‘luafmsJi^ (Accelerated stability data)

13.3 ^iLuiiBnai^uawwaniiSnwiPmufl^ni^aaaaT) (On-§oin§ stability data) vlfhsjA

13.4 ^iLuiiBnai^uawwani^Smsnf'miJft^wiutUBiMv (In-use stability data), pmupn^'uo-stnvta-j
«/ ** ts dw'llwiwIoaaaia/WQ^nuiffnuai^iJn'in *i (chfl)

13.5 ^ntuniQn?n?iia?MMam^flnwmiiJfMwr] wlQianan^u^Mpn'njwn'JHnn^tSanaBmjamh^jm^jjjvilTi 

inufmsn (M)

14. £?niviivipin5Tum^Tu^a-3f:mueiijyfi^ajwawfi'cu'nan (Bioequivalence study) (lovna^nam^anvIinaiTiafl 

vilaanij)

15. JiiLuivian|itini?!ij?a^a'iiJJiviniviaij‘lufnii?nynn,uaiwi!UDD (Therapeutic equivalence), vramnupmu

(Biosimilars) Mlam^^nwfmuiOlamviaumjlw (Comparability exercise: CE) 

(iQvn^namiamny^awlachjj)

16. iBnflisusiflflni^renuflwmYiaiYiawavjmoiJSMfnMjaTOWijaiv'R) iPiau^iaaKiaa^wi^raa rn? 

\j58ffuflniinwaiviel4uo\j ”

17. lana'i^uuaauv^iaua^iaSa^awilaitjnaHanianpfEyqjnriaua^uniwtjw ^laaKiaaw^mjTOa “ m^anwn 

jfqtyr

18. wffn«iuni?$iwi«oitufanuiviafm (fin5)

19. ^iiuiian?n?m?plnwivm?iaCn (Clinical study), m^plnvnmiHuna^ (Real world data) (chS)

20. MShsiulYhjiwuwluvqTia “ 3. AfliautinvmiYifliifl ” viuanivivlaainianfn^'ua l - 19 (oi2)
«a *

21. an *)

• waaEin^an
wisnjaiipnwa^LiuviffnafinanS^ivlu^uviuufi^-s^iaasaaa^aiuriitjffnuvInnviuw'liiwj^aflnjii^Owvn'LiJ^i-jwti 

Tffia^ioasLouwmiuutJwqoEjnwiuvirfiwwli^^sjmflsnndiauifftin^ij Tiwaiuiauwnsnmifl^iTJtmviij vf-JUTiaaou

• wamnw^uas^viBtvifnifismnn
miwan^wi^auHMaifunwsin'iiOiajJViRntJisSviB/iivjwa^ia'i (Price Performance) Ipia^ai^njntvfpisuuu

mwj«lviflKuiJii?qjjvwviij«ivinmj 100 Pisumi uti^ivlu 
l. 9ifnv(ifmo (Price) 30 nsuuu
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2. ftwfnwu0«flwsijjwmvluij«l£iw5w0vm?nwitf (Performance) 70 FiKauuTwu2infU9im?vl?Ki2Tj 

Performance tfawiin

faejgisPerformance

n. jji«?rmika*nwfnyitn

uiM?$iuwwa«fliuwaninwtfT5m™«luni?Nftatn (GMP) 5l

)ji«^iijua8fl£umvnn{)«DwiEn^ifty (Raw Material; API) 102

uin?|iuua85flflj/nviwSni%mitn^iw^2\J (Finished product) 103

n?Mitien (GSP/GDP) usism^iilm^vifwm^ino 54

fmflmsnfl'jiuw^ (Stability data) 55

froArwimnuajJ^jfino^En (Bioequivalence) n^WEJii^^iuasuPitJfla Vila miviPifimjm^wlwjoV 

ni^YiPiflauanonu Dosage form n'srijEnaAiiasau *1

6

15

qtu/nwfmmsu?^ u^^^iVwVluasQain (Packaging & Labeling) 57

u. fswauOSvn^wrtOmiasflnjajJiwvliCliiTj^tTEnnj
pifujiuOwviiilutJisTawtnofn^HaiM^wantjna1 15

2 fmflmsnvmflaOn (Clinical study) 30

100mr

• fm&j&mfisfmffoiiau
1. HLsma?ifnsiBnB4^iafltjn(>niifliS’«asnn«MiiviEnBt)L?Eifllvnji9\wi« *i wSu^piatujy'i

2. mai4a^'ipna«wa4\ji^v(u\iaI^tiiitimJ,3S5uivianLLa^aiu'3\iunLiflsviatJiiari'{U9iiLluu,wf!iac 10 wiowanawnla
v * i

%• i .

HaKR^n9^an1,5wnaf,u^^uv^^1»lJ?aa1uasa'ni'}u\JUv^Jviav3t^fflla^J

• mnJ^sntj^cufnwa'ivId'jyau

wLaua^ifnwa^tiiiufiw^vnji^aTu^a^fn^iJitn'Uflfufnwonvia^uatjvifaua-saiaSa^awSaitna  TwaS
^ v

1. anwa^wnum^wai^niiPinimwwnuvjaneiiivIniwu^uaKliiCiJ^TWQnilaninLjainjfnijn^'mfiaicni^um? 

aiwnsuasJEn

2. ?*a«naim?jwu€\jui (itmvi^Piiau nm a^jjauai/naw 5 luviirm iflawinwrciiTijaw))

3. 8'iaua^aiwfi^yeuwa^Saiam ‘̂i^iii‘lwbjiiBon'in 12 iwaij lauiim^wSn (Batch No./Lot

No.) uas^uwjaoiejtQflai (Expire Date) ‘tuansmnnmjfnu wlalun^vtil atua^a^fliFiqawnfifjviij

(mwanaiioan'in 1 lI iiia^ainaiiRiS lot ^aHvmulumia^iIunsftiWJ)

4. u'i\in«$)va4uatjaKwa^«i^^iiuivnj^a0fu?a^miiqif!iiin«wwaiJ;iiTai9iant?ii!aiiliyMa-3unva^wwa9iiuasit\j 

qifinsMTWfi^u^ia^wwaw'ymopitJvflwawaTsvivi^jjau
1 M 1 %
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5. fuL\Jitj,u?jntdstn,lnaviiJ9iQisjv!laviu?iai?jvi1omatnpirmt?iaii?ifnvN?i'3!JiJ^fm‘lw «] riatinivi'UPi /nalu 3 

iliau^navi&l^fmia'S (isiji.lauMMWLau \,i\i t5aa'iTnpviu^an^'UiuaanQn 6 iltau fuiiJaau 100%)

6. ‘I'unim^uvnivianaaL^a'sTvtjJ'MiniicjjJi^naa'i^anvid^uauvlaa^naTLPi'is'WPjCUfiivi uvniviaisat^a^Mij 

aiaia^ta^atiioaiTpiawnnaas^a^aimuan^nuai'U'Juviuvn^ansa^a^W^wna^mnsmaKLil'u
v

v<v I O 1/ I ff> ^ r «) cj < H l d, H i Q>

wiiJW^^aijpiiLiiAnEJLum^n^iPiiisvtPicufnwua^smiJi^^iTJ LiinTwviwiJiiEJiLiJLiItjLilyiiiJ^Euanyfut
r i/ «ai ^

LavjitjjviiviEJifiEJLW^vtij^a^^viBliiiiJ^aniaiiniiLauBiiPiEJi^nai^a^w^nauas/vilawNam^Pi^

dial'll

• (Medication error)

w,unaas«na3§u&au#iiwmittnunii?ertjaanndnumtaTjjj bwanunajj’minwPiiwa^visJlwaliiS
M

tlaul'u ‘lumiiwjj^jj ilflnJ^ unl'u vima^a^nuaainai fn^u^aan vilatiiiamwai mw,wu'ii2pmiii,aa-3wa 

miLnwpmjj(smiiflfn?imaai4vn'ian (medication error)

• rmamsnltucui
o>

i' •af"^‘uaiifli Siitja^Homanaaiqiinaw^un-rww

1. aian'waiian^aanaimjfy^tnli^'waninfi

2. pjEUfnv^a^ai'liiiQiiliJpnjjficuffniiffustQ'wnsiannwfimiPinaTLFm^Pinjfnvjannn^ijaviEJif'napi'frmimyia 

n^vin^aisi^cuei'u Mlaan^ii^rmatj«] MiaaoiOuaii ^ /iiFtiami'u
i/

3. aif|nLlani,n\j^ainvia-3i?i?n?i I^a^mln^iiiFmiKfnium'saivn'suaKan tuisvi'inW'Snan^a^afyfyiasi^aa^

‘tiia

4. ai2<Oajvn^aj/nt\viaia?i'3fj?^aiJ^^mwani‘5fnwv!l0«5muiisa?i/iaua4w\)na^l?t!’ijai
<U 1

5. lji^'itQ'Ufnienjjniiifa'3njat1a'3pmjji,aa'39iam‘5i,n^pmufsian^i,isiaa,uvn-3ai (medication error)

6. iltyvna'u •) uam.vitjaain'MnfiiQin Mania!iu#idnLn^Ra'iiu,3avna^a‘5'Tyrm
&/ fy> <ay t/ »/ rfj oy ^ 1/ e* i/d o

: raamitjntanginj^i mgiuan^iPia^atiua^^vi^ciajjujjau^iaurt^iauaDa^aiuia

• tfaef-aQuaviB
<r i o ir w =i isivo *t/o i vi

b'3waiu'if)aia^QLtsi?iswfufn^tJi^l(?i‘3um‘3'pii?iiftan ipiaaivion^ wvnmni.Fi's'itvf waivitjiaai^a^gi'JtJi
1 tJ ' V

‘IvsaiuTu^niiviliwamjianivm^atii^'uatJ 3 rurmwafl Miwuiuiadumad'^ ufisjfuw^aumHanat’u • 

rmaunii^Picu/n'wtJTMfindjj
» ii i

<a.aii/ ivoi ^ ich v«y «> i ay . «iiv V

MnnwM?au,Mein|ii4QnNanvi<uiaai?'i5Jtyvil5i^ijni‘3is]?iifi0n miauwaniiuibsmaijmimiwiManJiaM 

anviij'iEJa'i^aaiaTru’MLiIlm'Ma vilal^ian^a^Huial-al^ata^ii'i wa'ivi'uiytn^afnjjcyi'itJ’ij'uat^a^ftn^'umL'iia'u 

NaiMtiiatJi^a^vi'Ujliimia^ila (Black list) tfloasbiKfunniwaiimmaaftvmi^aai^adi'S'uay 3 \\

l.

2.
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LLaKn^Euvil's-svjEJiuiswoEi'i^Baisjfy^nfi'nuaT 3i3'H3i^EuiilEjn?a^1vi,aifiH(:mwi.a£jmEjau ^mn^u 

amnniHanU (niS)
3. Pifusn??jjm?i/i?i‘0fmmiatfni\jiO'pia^i4^vievlas‘uavian6n^n^ *] MH\J,5tna\jmii,waiifU'iiJisi2um

#v 1ibsaYiBrnweiasipn (price performance) lvSuiwu waamisuKnanvil^waunaai'isiaai^asnsJcyij'u ») ivla 

w^unujwnaaamjn^ieiUFifUfima^an«a ^

4. Ficucn??3jm^Lfia*oniiyua£:fm\ji25ia^')uavigvia£i,inl^ muiw^^avi'l^vtla'S’anivtviw'l'uvisrunwsiiJ'jKtiivifli 

fjgsiavigfn^ti'ianfii (price performance) UAS's'iamiffn Htiluliltinuiviinuauw'nj^aiauau'UKainwSaQU

5. a-maYislunnsfluwiatmfn lananiusc^au^itnafjmg^a'igfunvinnituV •!
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uaTUsa^'i flnianwtU£LQVjnK^0^^'awvi0K<iPifl00(n0'i^tjnf'aui,iluliJw'iuvi,5KmjiTfyfywm^^00W0^ufis 

m^ulvn^wa^/npif? n.n. 2560 innn 9 u0t?cl^0un^«vl^^^fn?flpl'3^^f^^0nn?0Pl^0fm^^00^»l0'nLL0£m?^J1vn?
% «a

vi.fi. 2560 *[10 21
<a

flwsn?«jfmn'iMuei^wanvwsti0'antiTw^ 

Oinau Gastrointestinal drugs

J~...(XL d
a«0 .n«jjm?

uvifltu)(fl.wty.oltjviyn v^vjCuBna)

yirS..a d.n??unT5 a«8 .n??um?

(rt.uvi.Biufl titrnvjunfnv) (Bfl.uvi.riiBwv 0fl?wa)

d d
a«0 .n^urm a«0 .n«ufm

(wfl.viw.wnai Pilviaih^) (/uy.ium/n wwiqjibbw)

d
a«o

(aB./uu.0^nBi sSwiicna)

j ^Inr) ^
fiBBum^uaKWinoiainiim?0-W0

V

(/i£y.0?5im?cii wvnm)

a^0.....^
.n^BuniBuaswBiaiainufm

(/in.To'j'ivi w*tfO
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