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Omeprazole 20 m§ gastro-resistant capsule
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1. tlaen

Omeprazole 20 mg gastro-resistant capsule

2. flCUfiUUPiMVUj

2.1 5lJU0lI
U

2.2

2.3

2.4 oann

iSuonifliJflaiiJurJu'Ujuwnwi'l^nicwisjen^i? (gastro-resistant) ^nnyuf\jil5tvnu 

tu l \J?s:nou«'3t)fhEjn^'im\!visiuiian,u omeprazole 20 mg 

u^^^jlu/ntfustlpiauvi ilaflffumiwvu 

Qainaiwa^apmu^^lTfadi^wu'UiaiiiaaiiuasM^'flnti
- a£inijaa«a«5»^^0awl0?evn^m5fii ri‘3uiJ3sn0\jufl8tmiftfl'3iii

«J w
ua^on lawwanuasTuSuaiei

- «^?aai ti'ji4iJ?8na\jn‘3an^iflcyua«fl')ijJW'a tuwSw 

tauviw^w ua«iauvi«i{jai4ni?\joi

3. flcuau\javmw«Ofl

3.1 wwafl^nqSufauntfiftywe wnuni9l\j?e4«ifl33iuni?Nafl%{)fitj#iontfimyfliumw?5'w WHO- 

GMP Vila PIC/S (GMP-Pharmaceutical Inspection Co-operation Scheme) vilaiviauivin

3.2 wwawan^iila^OwBwiiifmiuwiJiMinufmwawan'niJinw^mj PiC/S MlatviuuLvii
\i «3 «a

3.3 niwUil^aiwuu'UTJWB^Jlm^flms^au^a (Bioequivalence) mewawifasioiivtoun’uanwuuiJu

3.4 wam^n^a^iflnsMwSa/ftmii^ulvJniu Finished product specification ua» Active 

pharmaceutical ingredient specification
I«una^ivliA\J«iJj^Brfiw0ua8mw?^njiiB4fn5^ifl5itsiWlena4ni9itnjJiw9!nu

«* 0a
(Officialaisucua^i

Pharmacopoeia) ItMintnlfl ni?ianvw vlivlauiviiwalwjn'iiwi^iaiWDJil^smflnwwjwiBi^cuqii Aw ‘3-tJ 

wiiintn vi.fl. 2561 a^iuvi 6 Svjinjj x.n. 2561 (\J^«nifllwnnnaan^wfnsi 12 nuonwuQ vi.a. 2562) uasilwmfl 

n?«vin^ai8i5W8iii we* (cnjuvl 2) vi.fl. 2562 fUTuv! 3 nin/jiflu vi.fl. 2562 Wssmfltwienaeiuiunvn

26 ninfjnflU vi.fl. 2562)
nii£Uvi‘liitJ?Tn/j'ltjfl'i^i£jn'lfl *1 (Non-official Pharmacopoeia) niBnnviviflfltuajjijflvn-SLViflUfl tna-a 

tJiignaofl'iEJ Universal tests ixw Specific tests fliu^BfiivivjflLLagyifliei^vi^iJsjB^m^ifl^igvvinnvitjfllTlufli^n 

an a*nvi?tJ?\JuoiJlJU *) (General requirement for dosage form) Vila The International Conference on 

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

1/8



4. WBuWlOU «1

wia^Bnfnwo^B^npniayawnjjT'uuatnp'iviniviu^iJ^smf’iBindiEJi/ia^n^iiJ T^^vianinfaivnn,a\4f*iii?a'3*lviij

• mi!iiiianan9\J5»n0\jm«?^wn

wiaua,3ipnwQ^£lmanjn?\j,5»na\jm?wai?cun?nu^5m,3vinnv!w,ly\Jiit:mflanndiauia,,an??u fovitnvnauvmm
v

ufl^woVL'wji Ipiaianai^iKno’u^a

1. uinjvlaiu'Siaasiaawanviia'ua download KviiiulflwdntiLn^niiu ^•swaiu'iauvnn^UFt'jwu^viii 

httpsy/hospitalmed.cmu.ac.th/pharmacy/ vilawui linklii\ji«mm

2. ^iiui/nwonouaa^/nyjwsiwiTtuiiai Q?nn uasrji^^jTni^ai

3. ^ii\iiian?iinin,uan munlviti uat/vile/nwia^nqv vLaaufTUflnj«n?^ijfmaiMiiua«ai

4. tfiiuiianansm^uwsiOuuwifuEn (u\ju vi.a. i, yi.jj. 2, vi.o. 3, vi.a. 4, a. i, o 2 ua'Jiiwn'icu) wmuvnjn 

ufisvipi-3VN?au^iaas:iaa<»ifi|£uanvnjsLQv<is^ia^ai^'a1a?dttat^an'iw\i?mn9i?|nuiia^5fn^n*i^'isMai 

(Finished product specification and analytical procedures) vifuviswaiiH

n,3£uSm^L'ilaayu,Uo-3unl‘u?'iarm‘li4ViKiija,uw'i?uan HuTJU^iitnflTuaunLuLtJsauuiJcH (uuu 

vi.a.9, a.4, a.5 ua'juwn^w) unvi^auffuaia

5. aiiTiivnj'3?[afu^a^wa!nmu,»ia'i^'u1a|ii (Certificate of Pharmaceutical Product) n^tuantlivifaa'aa'in 

9'i'mJlSkVlPi

6. sfimwtf^fiafina^uifi^iuniswaflOifliiiwanincufngfnsMfllun'nwaflyi (Good Manufacturing 

Practices; GMP) I’uwmnviina^ssnuBiiufluS) (aO'ufjnaww'iu^atJfn'jffi^aaa'uI^aEj'^a^L'u^'a-snannTs 

§tJ584) laowa^iJwnauwoa
^ e %/ o «/ aJ <«ft/ Aft/ _4«/ / . . .6.1 0iiu™wfl0su?04ui0?snum?wa00iwiunanincirt,i,3sm3vimum™fljn«q0\jfln0i*nflty (Active 

Pharmaceutical Ingredient: API) iia4§wsl0TW^\J^ai^ifty (API manufacturer)

6.2 aniuiuu^aQguiB^unflisiunigwawainnyviflmntus'nQmgviAiufmwatnwaii'iflcuwtns'ruiBgi) 

(Finished product) Tjawwanwawfirntfaitf-U^TJ (Manufacturer)

6.3 ^nimvnji^aofiiio^yiOT^iium^watriaitmjjviamnwsiiQfngvIwIvifngwapiwawfiwViai^'iigBiil

(Finished product) (Packaging) (iavncnimvlwwawa'i??it!^|tJuas!WLL\i^tJii^

wn^auatviaynu)
^ ft ft/ A «/ <i «/ ft/ fAA (S ft/

7. anivnvt^aaiuiawiflgsnuni^nuinttiuasnssBiaanniuuaninw^snigvimun'isinugnwi uatnwaiam

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

8. tfiun official monograph Wigntn (Pharmacopoeias) vfl^ian-ia^ Active Pharmaceutical Ingredient 

specifications ua# Finished product specifications ll^tnauw'ia
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8.1 Official monograph 1u Pharmacopoeias viWanS'a Active Pharmaceutical Ingredient

specification (API-Manufacturer) (01S)

8.2 Official monograph tvi Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (fhjj)

8.3 Official monograph tu Pharmacopoeias vu^ana-i Finished product specifications ‘uawwantn

(fhjj)

9. amui Active Pharmaceutical Ingredient specification

9.1 jfniil Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 riivui Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. tfiiu'i Risk Assessment Report for Elemental Impurities (fhS)

11. Hiiui Finished product Specification

12. (Certificate of Analysis: COA)lu^m?wfl{nMa4W9ati'n (n^allwfi^ 

wiaEin-aan) vi1a?umiwawvlEj''a'Uiai4aiE|ai,liit3a^iJ'u IwuwaJiJ^Enavj’liJ^a

12.1 ^iLtjnviuafiavu^a^wsm^ifinEWT'wQPivi^nan^lfiCiJ (COA of Active Pharmaceutical Ingredient) 

laatfawibEnautfotJ
12.1.1

12.1.2 s?iainvii4jfiafu?a^wamii5Lfl?iEW^ia'3wwfl9iPjppimu9ioiJ?i«a?iJ

12.2 j?iiinvnj'ifiaf,u?a^wam^iPi?iEWwaw^cuwp'H!ai\J (COA of Finished Product) ua-swwawwawmuv 

tnsrufaitJv

12.2.1 ^nwiwu^fiaru^a^w^rmlinnEwainwwatntjatn^njvana'iifaiiJ (Manufacturer)

12.2.2 niiuintfaSoTUSBwamtfiflsnstonnwuwuss^iTflM (Packaging) (iQvncn^Euviwwatna'i 

aiin?tJufiEWUTj^D?^0iinaufjEVi0^mj)

12.3 wan«iu3iiSiUft'3'Ujauwu8ii04^um?wSw ‘ua^T'wnwtj^na'i^'ifltyufiEwatnri'njrananila^iJ (rnuvilan^tu 

‘UiSnEiJ Lot. uotfflqmjl'uiBnan? COA of Finished product)

12.4 wanenufn^tfi^iEMflWfnwunlpiawi'ia^iu^a^Te (m5)

13. ^iiuiionanmafl^wafn^ffnwifmiJfl'JW'j (Stability data) Hayno^snotjaiEJ

13.1 £?ni'UiLanjmua5i^wam^3nvif:n'iUf!i^w'3?caEUTi (Long term stability data) viei^uwiwaiEjanvi 

niviu^Huuaam/u^^^riww

13.2 ^nwnianai5ttawwani??lni!nfl'nufl4«'3luam'3st« (Accelerated stability data)

13.3 j?niu'uanfmu?i^^fifn^nvif!mupi^'3?EtiEU'n (On-going stability data) tlanaw
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13.4 (in-use stability data), Fmjjfl'3tm34Enwa'J
%t i/ ^

^ (cnu)

13.5 ^'iLumanEniiuaffnwafm^fryifmwfl-spri vilaiantn's^uaflpmjjfljffi'iann^tuanBanuan^'SEjtuviJiijvilfl 

inuinyn (M)

14. a^m^vlan5^unT^TU^a^fl^^uaJJJJa^a^tJatf|/l'fU9^u'^ (Bioequivalence study) (lavns^EJrmEnmnti'waJ
4* u

M^otnii)

15. a'Uii^an«‘iun'i?TUia-3Pmuiviiwajj'Luni?inwmjuiwiiaD\j (Therapeutic equivalence), Man5nupmu 

uliiTmfljiflfhtifla* (Biosimilars) vilamiflnwFmyuJlauLMavirm'lw (Comparability exercise: CE) 

(lavnz-nannsamna'wawtBfhij)

16. lanaiiufimni^iJttnuHWfl'mtnvijNuauvnaiJftfsnBuaTiawija'm'ia l^uui'iaa«iaa^9nuvn‘ua “m? 

O^nuflcu/mEniifi-ujatj ’’

17. Lan^Si4aaywiau^piu£a^0Wjj0°'njia‘lvianLan?fqjcynri0i4f!i^Dnnvii4w ^laanaa^wiuvn^a “ rmtmian

mw"
18. vi^n«'mmiaiM\inaai‘lub'3v<amjnaaii (niC)

19. ^nuitananim^flmsivmflaCn (Clinical study), nufinwmVlTCnw (Real world data) (M)

20. 'Mmle^uw)JLniJ«^WM'3^^^ “ 3. RaiajjOwvmiviflOR ” Muanmilaaimanfn^ia 3-19 (nnil)

21. an «i

• niaein^ai
wLana^if!nwa-3UUi)?haEin^ai^iiln?nuvmua5i^?iaastaaw’lpifl^,uo9n9nijvinnvmffi‘luw3^aflcu(inCiivr}liJ^^,u
x i

T^Ej^aaKiaa^m^iL'mjwbatji-swniJvinivjnPi'lutJ'jBmf'iaindiauiaun^^ b^vyain'ianvn'sn^upiiwa^wn VhCtoosuw 

Svismifln^stjuUi'iiniwlw ^

• vanin cusiuat^nglnm^amnn
n'i5wai?nj4PiPi^n‘lwamnnjwmn)?aujnBiiJ5tavi5/nv«5f)0n?n (Price Performance) IpiawaitinJi'lvifitumi

v jr
MX

niwn«lw»»unn7wi^nnj«iviiffn 100 fltunu uimflu
1. nfnvitaua (Price) 20 nsuun
2. ntufnwuaKacuanwwtQmlitlt/tfn^oMn't^i^m? (Performance) 80 ftsuuu 1^£;jjtnfU9imn)5«tijn 

Performance
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fatiaswnWffnnhsum Performance

a ^

un«5Snai§MSwwiwwShLnwiTT8m^vl«l'um^wfiwun (GMP) 71

ijnw^?'iiiuaKfl£UfnwT'i?i£]pi\jtrntn<?nftC\J (Raw Material; API) 122
ynw?5imiatn{ufnv<wawiT'ni,»itnJ?nL!>i|0 (Finished product) 123
inwsrmn'mnufhw n^s^noan (G5P/GDP) ussrmulmiivia-ami'oiti 44

niSflnwfiTijjflWJ (Stability data) 55
rmflnwiPmuaiJiJa'UB^tjn (Bioequivalence) futuenifipiuasuniJ^a Vila mwwaBvimiinItiutn/ 

fmviflaautnpniJ Dosage form n^tuaiowafitau *i
6

15

flcumw/mususia u^^ajTwsiuaKQann (Packaging & Labeling) 107
u flcu3uijwvi'mvif!i0nuat!fl{u?iuij5ivii{luij^Kla<Du

fjmauOwvlLiluiJ^Kla^iJWBn'nHaiM's^viaiuia 351

100

• mssu&iusiBfmsfaiiau
1. wiaua^ni:nas9ia^ai>i£i'3ai(»njjfl'ifi'-3^aa'iniivn:ivitnaaL?a^*lviyiCltj^7w *i ausujjwafyfyi

2. WLavanpnatwa^u?^awuvial9iautjmJ,3ttfivianuataiTi'Juaiust:viaunajm!9ii,Sviawf!iat 10 ehtmanawnta 

iwacpnn^ianiTffii'iaTunuwistj'Daaiuasan^vnjuviuwavi^iau

• rmrJ^mj^wmwanv^nau
1/ is *4 |«/ J * ft/ /9«^ ft^M « V *4wiauanf8npio^E}uuaww^aaiiDi0^m?iJ?«mjpiwfnM?jivia^u0iivjiaua4ait)jj0€ciowuaitii^ wau

t/

^loasiSoalwwfloTu^B^wii

1. aiwa'5wm4m^aiicuiflaifnv«iJnjjvian«'itjviniviui»iuas5,LiiS\JiKTwcjni1aninDann^ii4n^mjpicuKn??umi 

anvmuasai

2. 'ssasnanm^a^jjauaT (is-ulvi^Latj itiu H^uauan/nalu 5 Truw'im? va-aainlafulujf^o)

3. B'lquB-sanvIti^ua'uwa^iiantjfm'l^iul^Ujijaan'ii 12 i^au wwifmwfin (Batch No./Lot

No.) itas^mui«0ic|iia4ai (Expire Date) tmBnaiTnnnuxnw vtlaluu^viaj vilalua^^Ufl'iPi’iayinpiKvIil 

fmetostoflh (n^maiEJijaan'jn l tl tua'a^nnaufiiS lot TioIwn^wiu^ifiun^wliJ)

4. tnvin^/5t?ivi^uav)aswa^^j?nujiviu33a!\j?B^m?iiiFi?it:wfja9iiTaj9i£nj?it!aiiJ?u\isi^u'i^0^wwacfiuaKlii 

llRns:M7WC1WLI^0^WWBOTT91PPiUMlwaWB1^vl^U0U
ft V ft ft

5. TULiJaEJtJBiLilaEJilnsviutfiBiEJVilavtuiJiBnEJvilaiAlainififmiaaua/nvj^trU^Krm'lfi ^ nauniviuw fnalu 3 

twau/naviasltfmjLi&i (^s^woulillvfwwu ltKj olaai'lnaMu^aitjl^ijatin'i'i 6 iwau fuiOaBU 100%)
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6. lun?a)vljjMi1viyiaiytS£y-3,lvt^v?'in'i?auw-58y')4yiwaju8yiyi0fj^?i5'3^ifi5i»wflni/nv( uwi?v)£nam3tJ4lmi 

0nsi)f0-i^0w^0dn0'iTpit)wsji80sw0-i^8itw3J0nOTiu0nuiuviuvn^vi0ipi8i?u ‘̂lviiifi4Pi?i^Lfli'is:wtia»i?lu 

wTuww,O0\jfiinH0'i0‘lum?9i^^ifl?iKWpicu/nwuaKaiiu'it(nsii4‘lun?a!viv<iion0n‘liji{li4‘lvlpniJ?i£uah^njK 

tQvnKiJvn^viy'ipiyL^^^'lviijtioa^'^javiQ'UiTUw^'i'smm^i.auo-snfnun^nfinruojwu'iyuaK/wlowwawl.^fl^ 

eioUl

• ft'3i3JA^8OR0m?inafi'5iajftai«ifla0Uvn^0T {Medication error)

w'uiu^s^Suuoijtfnifiuni^fl'nunis^^nnfhamfiTiniiijj I?4ntn\na)jMi?iwniwtj'A,wiil«0,liiij
v

hoiAii lufn^vviwinu unlu vlintnvaflnudannm Ml0\j9?^jTtuwtn n^£uMin,'i5f!muia84(ri0

fn^inwflnjjmiimanwiflfloiivmai (medication error)

• fmaniSnftyqp

wtatio^ifn !JUU0^‘lvi0nianacycyiri0\4fsmjniw\i^ fa\i

1. ai^n^i^wiwaBBn^nnmywit^waiyia

2. fi{u/nYi^0^0'i'Uii{!\jl\Jt!fniificuanytu»i,avns0inNam^(n^0^ifln«,Mfi£uniw>nnfnu^viuif,natnifn^uv<vi0 

n^avu'j^aitmnifju vlofbumifmfm ^ wloaaniJuSu *1 ^iflionwj

3. ranilyntnufii^invtswfnp) Iwojfnjnflniififljsn^sjjm^snMisuaEailwsBV'jwi'j^nainQflaqjfynqBwasie

*1)10

4. aiS^fyvnflcu^nwwon^a-iHawoiJitaviswanTsIhy'ivifof'muilaown^^o^w'O'juvflm'uai

5. 'Ui^iwuni^aiufm^ofluoiis^fniuiSlmwofmifian'jiuflanawaoiivn'joi (medication error)

6. {Ijyvnfhi «| uonwilt^nnvlnflnui
AJ %/ f% %j If u Q^«SIA t/ <4 UM 9wintJWCT: vnuQnitEjnianacyjyi aitiuoiifiwviouuttnMWtiMWGUYiifnJMtinoitovQuiJinijii

2. bwyitJiaoi^fi^if'inswRnjmwyiwlPiTum^Pi'piLaon laaaivignsjulvfMini5iifl9istS ^iwiiuaino-asiflan 

'l\j^'iu'3t49nuvil?-3wumjnanivitj^00i'3U80 3 ^unn^waw tvfowanunfiejjjtfaou'u uasfuwwuotjf'li'l^ialij

2. vnnviuvIoSjw^n^wnw^iwiiaoiaiijtyvtlafuni^flVaelan w)j0\jwan«iuvlisn0\jm?w'i?tmivlo?,u^04w 

^nvninoai^ganijtyvIiiSui^i utaliignntMniwsilAffiawam w^i4tiiaaif0aiij£U5mOusi»w&aqnSuvi»tCau 

W0nviiii00npi0^v!nu,liin'i^0pifl0 (Black listjTaaqslwWum^i'snjnwa^wiflio'i^oanjj'qiaai^ilioa 3 it 
Lia£n^£uwI^jM8Tuna0(Fi^08i^0anAt\!W'an0,nufiT Bisifl^n^wiilanfafllMwHmnuiSavnoatJ ^vitn^i^u 

ainm^Haila (oiS)
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3. HWEn^^jjm^L^aiin^uu.aKm^Tj'njiapi^u^viBwKDaviein^Tuw^ *1 toO^naunnifi^wniJwihjrin 

OisSviB/nwpio^ipn (price performance) ivimSiy waawTOussi'jjnvSI^wai^jia^aonBaaijTjyiJ'u ^ ma 

«piwiu«naaaiiJJi«5|iun{Ufnrrtia^ai
a. ?ituKn??ufn^ui?njn«iJua»fm\jiOfia«iiBvisvla«iinlv iwutwm1aul‘uvi1a^Bnnv5^«‘luvipfuntu,»i\J?si5\4Hn

OisaviBfnv^a^ifn (price performance) uasnorrmn ‘Ivitvluliltniutvijjicautniu^ai.piiiau'utBinwfid')^ 

5. aouSviBliifn^fluw'jadiflai Lanai?u^a3jaiJ?sna\jm?,wai?aj'i\inn?al
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miuivnsrfaflfnnis n.fl. 2560 uiw^i 9 uaj5^8i{l«j\jn^svi?'Mni?fl^'3nfiiom?wrti0fn??wiowisfn4tta*fn?\jwni
1 4%

wa^j/npifS vi.fl. 2560 fo 21

UOTU90^1

flcucn^njm^nimi^^wflmstus^a-jn^iTtu^ 

EJinsju Gastrointestinal drugs

.dL....Tlfcrr..:. AA .Tj?t5itin??unT5 a^irafwia

uviflEu)(pi.vjcy.aiuviEJi vjwjjuBqs)

nnjjnni.miurn?fl«a

(fl.iivi.cwfl Bcnvumnu)

AA
.n?«jmifUUB

(wf'i.yw.fffiw ?i?\NannB) (fljy.iaiQxn Bawltyn^cu)

rAa«o

(A^.ncy.B^wn

.n^unmasmbuifmun'nx ^a«a

fivnm)

------—^t/
j .nilijnmasifabotfw'mrm

(nn.Iarm wtla)
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