
flcuanwtmavns

Rabeprazole sodium 20 m§ gastro-resistant tablet

GPU 856355

l. laen

Rabeprazole sodium 20 mg gastro-resistant tablet

2. qwajjURviVWj

2.1 flluilU

2.2

2.3

2.4 osnn

(gastro-resistant) anvifuTud^vnu
‘I'u 1 \,m rabeprazole sodium 20 mg

afnnEjiPia^2ija{smjj^ijl.n0e]i-3Wi»w 'UjflmaBuiflsvmemtj

- injfnwsuna atin^’uaawa'SiKij^aa'ivilalavn-inrspin dwiJ^naDu^^njKJiFmu

♦ua^an ta'uviNawLici^^uanEJ

- inAi'aiamuVi ts'u^aai finuiiiKnau^na'uin^aatann^u^ Tuwaw Tu^uana 

tawwaw uaaia^vigJLiiaumruai

3. flO!aiJijpivn^i,viflCfl

wwaw^mijpnananmypia^Ni'unnTTUia^nw^n'unniwa^miJwnai^iflqjpinijsjipiis'iij PIC/53.1

vilamauLvin

3.2 m^aici8ii)f^?i]^a^wii!rn?Tuia'3unwt5i,um?wa?iaipniJ5JiPii5Tu PIC/S wlawaum

3.3 ntiuli/liiaiw'uu'uu^a-jflfm^nw^ifiijiya (Bioequivalence) ^a^fwfamaniviaijmjaiflmm'u

3.4 wanTsWsnantRnsMwaw^’aiwCl'uliJwnij Finished product specification uas Active 

pharmaceutical ingredient specification ?'3lwa^,m;i,va'U^a3'Tun'3ia!aaiS5ni,3iim?aivn?ua£ai 

siisntrusiD

Pharmacopoeia) tuemnanta minaiMW vliMamvinvila'l'Miinii^nnanpnjJilisjmFin^vi^^gnsniai^ tta^ 

ernnan vi.pi. 2561 s-stuvi 6 stmau vi.pi. 2561 (tl^sm^lun^naanutunw 12 nufnwus vt.w. 2562) 

n^vi^-jenenifufi'y am ^-ypininan (aOiJvi 2) vi.f1!. 2562 fUTUvi 3 ninfjnpti ■w.pi. 2562 (iJii:fn4u^haa'n4Lunw 

26 nmfjnpm w.pi. 2562)

niEu^ljjU'ann/jlurf'iina'ilf'i «i (Non-official Pharmacopoeia) ^an°'ivi‘U^fjm^3J'uPvii-at,yiflU(si Pia^ 

‘liiKnau^qa Universal tests specific tests wiun)anhvi'UPiufisin^,35ni4Vin\,iJiia-3fmnia,3ii;,M^nivi'u?i‘lnluw'in 

an cirMf/<ui'tlti<uti,i4,u ^ (General requirement for dosage form) Vila The international Conference 

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

nnsvir^
Itna?ia'3i,tluliJe!nu^ennvitiaua»jjn«^TU‘ua<3minLa?'iK\ivian-3a-3^inanine;i^n,u (Official

on
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4. ilmAufta *1 
• fmamsmBriftT

wiaiio^ininawwifliiauBwiufuua^naiviniMUPiliiiJ^Kmfi^indiai/j^nTni I«Y»£jiunauvi?iwfi5i5mlvii

• m?!l,m.0naiTiJ?cn0ijm5wqn?Eun

wtpiuB^ifliffls^EiuLonfn^iJ^Knoumiiwgi^anctnu^sn'iiivin'iwuw'LiiO^cmf’iqnndnyLfi^jn^^ T^^waiinauvnm) 

■ufmflwlwi Iwmonsnnl^nouw'jEj

1. uuuvIofyiiyfisLsytJiyivi^uo T«u download Mvululqwrt'iEiuitfwfmu I^^rfcninajjwmnufmflu^lwj 

https://hospital.med.cmu.ac.th/pharmacy/ ulswiu linklu\J?»mfli

2. ^iunfnY»anauaa^fnY»wfia/ftuwtn oann uatvi^rfnjtfEn

3. rfiwnisnai^inlitn /nwlviy uas/wlo/nviB'jnqv vfl^umjpiaicni^jjm^Bnvn'suasyi

4. rfnii4ii0fian?m??uvi«itjBu«nitj6n (uuu vi.a. i, vi.b. 2, vi.a 3, vi.o. 4, o. i, ei 2 ufhwiniw) Vwwitjwijh 

uaKviawi0y‘3n0ati00^fiw?in^futkQw«‘D0^0'ia'u1t)i\Jua»^0n')vi^9iijnm5ntiD0«5fn53if!insJW0i
< \i

j 4/ ^

(Finished product specification and analytical procedures) vitmvmiJEJuH

nialSniiLiIaBtiuila^iinltJ^i^mi'ltjviK^uw'iTUBi Ivftiuu^'iiuifiruounltiuJ^iiUtla-? (udu 

vi.o.9, 0.4, y.5 uehurinifti) y'm^oyffufrju '

5. j?iLiiiwu^aBftj,50Jwawji£U^0iaii!0itJ (Certificate of Pharmaceutical Product) nsnSEnimloa-aBin

6. ^/Ut4nvnjf4ei0?ui0^inwi?ntirn?t4a«!i0n5nuvam,ncu^5mivl^‘lt4fniwa9\0'i (Good Manufacturing 

Practices; GMP) tiwmnvIino'Jtio^ffuaivliatJO

VU10-3) Il510(n0^\Jl«n00W-30

6.1 jfniuivnj-jffofu^o-jjjunnniim^NawBionuwantntuvism^vl^liim^wawTcriqffiuwhui^nflcy (Active 

Pharmaceutical Ingredient: API) ‘U04i$waofnflqfiuw?0ianflfy (API manufacturer)

6.2 tfniu™u-aa0?u,504ynfmiuniiwa00ifliuwaninwtf3snn?vi^uni™awpja?ijTw‘ri0irf'Hf0:d
** v

(Finished product) UBflJwawwSfltfwflBiriiifBliJ (Manufacturer)

6.3 aiitnMiJ^fi0f0i0^uiw?«ium?watfi0'icfnuv!aninfusii5m?wpnufn?wa{fiwa{>:)ffwv0ij?ii!0iiJ 

(Finished product) B04Niivi4U5^wawiTnjw (Packaging) (iQvn*n5fllviwwfiwEn^iLfBjiJua*wutj4u^ 

W1«0lia8vl8|jfTl4)

7. ^iitnviwaBTu^o^uuifi^eitim^Lnvi'mtf'iuatn'jKq'iuB'ipniiviamnnj^Hmivl^lun'mn^fnyi ua«n?t0i0 

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

8. anui official monograph 1uwi?ibi (Pharmacopoeias) vtI'O01^04u Active Pharmaceutical Ingredient 

specifications ua» Finished product specifications vbsnouPiiB
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8.1 Official monograph li! Pharmacopoeias viHanfk Active Pharmaceutical Ingredient

specification (API-Manufacturer) (niS)

8.2 Official monograph lu Pharmacopoeias viKa'i^fk Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) ({hi!)

8.3 Official monographic Pharmacopoeias vfliJEmfto Finished product specifications

(pic)

9. hltci Active Pharmaceutical Ingredient specification

9.1 {hiun Active Pharmaceutical Ingredient specification ,D0'3mhPilPi{i^iJWl£Ji6liR{\i (API- 

Manufacturer)

9.2 huci Active Pharmaceutical Ingredient specification TiaMwawEntfiilaji) (Finished product - 

Manufacturer)

10. hlLCl Risk Assessment Report for Elemental Impurities (hie)

11. hlLCi Finished product Specification Tja-a&JhPitnhii^Ti)

12. rfihUi,viC'3?iBf'U?a-3Whfmi^iiKV (Certificate of Analysis: COA) (mdlw^

^iboi^di) vi1a?efmwh^vio<ilUiht4aiooilui]BBij‘u l^fjwa^'U^natjliJ^ia

12.1 ^0iwiViU3hafiJ?a^Nhnii;iLPi‘3is5,MiPihPii)?htJihiflfy (COA of Active Pharmaceutical Ingredient) 

IfiEma-nbsnau^htJ

12.1.1 g?iteivi'U'3?iaf\j?a-3Whni?ii>ftiis;w^a^NNhP!iTVihwuwitiiHiRfy

12.1.2 hihLiiviMaTU’aa^Nhm^i.pinKma^^hwwa^/ihiyitJihiLiaiil
M V

12.2 alWiMwaiaTU'sa'JNhnTjii.PiiiKMwaPihtuvaii.faiiJ (COA of Finished Product) ‘uawwaf'iwawhfU'M 

aiaitlaiiJ
v

12.2.1 aiLiiivn^aaTuia^warmiifltisMainNNhwwawhniwaiaitiajtJ (Manufacturer)

12.2.2 an,,uivi'u^aaf'u,3a^wafii^ii,pi‘3i^ainwu\iw3ia/iwer (Packaging) (lawi^fncu^^awai 

an!a|iJuhs;NLLij'3iJ^iap;ii-3?auh£;^atjn,u)

12.3 vian^iut!umifliie?fewu5‘ua<j^unT3waw Da^iwh^uwiai^ipi'^uatwawrihi'waiaiiiaixl (hievlan'sm 

lee-asiJ Lot. ^a^iwh^utuanan COA of Finished product)

12.4 viansiuniiiw^is^fltuhiYioiX^tjvmiy-m^BSTS (hie)

13. aiieitanaiiuapi^weini^n^ipnie^wi (Stability data) I^ia^a-aiJ^naii^itJ

13.1 siiuitan?niuafl-3Whfii^nwfliiefl^iitustm (Long term stability data) vipiiupiieaitjoiv! 

niMe^liueahin/imahfU'M

13.2 {?n,,uii.on3i,3^5i-5Whmi^f\,wifl'new«ilviflrms;i<5^ (Accelerated stability data)

13.3 hiiuitanhiTUci^^hfmflminpmePi^i^OKaii (On-going stability data) ilfhffA
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13.4 (In-use stability data), Pi'jiyfl-jwbuQJEnwS'J

13.5 rfntuiianai^uawwanuffnwfmiJfl^ MlaLanai^^ua^fl'j'ijjFupnann^tuEjiaamian^tjtuvinSvil^ 

inufntn (cijj)

14. ^iwi\ian5iufn?fiJ?aof!mya^3jfitia^wswnnj9iai (Bioequivalence study) (iQWit^iamTaivlinai^a-s 

vjfaniS)

15. J?nitnvan«'mni?TU?a^pmyivi'iiviau‘lurmfhwimja'iwuuviu (Therapeutic equivalence), Manenypmii

(Biosimilars) MlafmSntnft'jijjiijlmjtvIaufTiilw (Comparability exercise: CE)

(tawsinoniiamna^awlaM)

16. tanaiiu^^mivl'jtmifttumviaivifiwawia^^a'iaSa^awSanuTa I«oiS^naa«iauw9ninSPwa “ms
’ V

tJitmjfl wiiiwanviH^uou ”

17. ienms0uaeuvisaim^mo£latB§jj^iuiatvfoniSnajycyiriBiinsuniiitj«siaa»i§a«t»njjiy3flB “ msaniSn

aw”

18. visni'njn'iTanwijnaEn'lub^via'iunaa'u (M)

19. ^mnianansmswntnvn-jflaCn (Clinical study), fmflntnfmWtna™ (Real world data) (chiJ)

20. vtan|'iytwui5iuw'iuvniio “ 3. Anjautfavn-uviPiOfl ’’ viuaniviuaainianais^o 1 - 19 (m£j)

21. i\i *1

• wiaerwan
mar4anpnwa^uu\j?nadn^a/i^t{luphLivmua^4?iaa»iaa«l^HiumuwiuvlnTiiupili4M9,tiafl,niainj9ivi9lil^i'3wu 

T(nasiaauaa^miumjmad?^wiuMniviupi'lutJsKmf,ianndnauiminssu Is^woiinauMisiwflsi^a^lwji vMiiiiaa«u 

aviBfnsBuwTaanl.y'iiniwlpi *]

• waninnwuasSvisturnswaisan
fmwaiscu'iwi5)^ajHvifi'nifmj9inmJiKL2ufsiiiJisavi8myiOTanRi (Price Performance) Iflov»aiswilvfft«u,mi

*, £ 
^•314

mMiiwlvfpiBumis'JiJiflwaatiVhf'fu 100 reuuu uii^iflu
1. simviLauB (Price) 20 fisutm
2. flfU/nwaaKflwaijOwviifli4iJsKTow5wBvn4sn(ms (Performance) 80 abuuu IptajJintuvmsvJ^KiCu 

Performance
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ifmwfnTLhmm Performance If

n. inimiuuAt^cujmEn
jji«^|iu§wan«iuw^nLnnjw8m?vlpJlum^w8M£n (GMP)i 5

lii«?|n4llfi8fituniviT«jiPiD(iftejirfifl{y (Raw Material; API)2 10
(Finished product)3 10

jnme'mrmintnnisn niMnaoi (GSP/GDP) uasnisuIfnw&rmmB4 5
(Stability data)5 5

fm^nv'ipmuaiijjfi^a-jtjn (Bioequivalence) nicutnumfltumJsfo via m^wiaevmiwltwav 

m^viaaQUEJimy Dosage form niwenSauasQU n

6
15

awnw/niitjsu«^ u«^iTni^uasQain (Packaging & Labeling)7 5
u fltua^Owvn^ivmCpiuaKflwajjOwviitluilisItitiu

nwauijSmiliiiJ^KlawjaBniVltfailuliwEjnuia1 15
2 m^Snwivmflafin (Clinical study) 30

100•nvi

• msawaufisn'ndwau
^ ^ %/

1. mai40nfntit:OTa-3^?iH'3tjiwnijfl'i?i'''3^aannvjV!niviEJiaEJWO'3,lviiiLtJw3Pi *1

2. wiau07ifli9sa04Uttwuv0lflouontJ«i/MflnuasaBiu‘Juoiua8M0uwirtuwii3uuvfoa3 10 aiawaiaSnlav i *
v ^ <a *,»

wasa'jnwofma^qaiu^'Juvwis^iiayiuataiu'JUtJummQVWWii

• ni^snvfjwfi'mcnvlgfaijatj
wiaija^ifliwBjdtJiiaw^wujaoyu^Bflm^tJ^KmjjjwmviEjnvia^iisuvifaua^aiiiija^owijaiuialatjfj

?iaat5i,atiPituviU3aaf''u^a^^u

1. aiwa^tiiumiTyanicunpiaifnvKmuMeins'mvIniM^uat'UiiStiiisTwonvIoninviannanijn^nupmism'jiinni
< <■ \i

€1M1^lia«01

2. ‘szEisnaifmawauen (^^twfewu mu awstjaiflmTu 5 Tuw'inTs vta-jAnnUTulujf'afla)
3. ai^a^DnvlHjuaiJwa^SanEjrmH^iu’LwUiijaan'ii 12 teiau lawmiwaw (Batch NoAot

No.) tiacTuvijjPianEjDa^ai (Expire Date) Itiiana'i^nimj/nw vilaloua^viu vtla'lu^aufli^ayjnf'ifaviS 

nua^Siuph (nuuaiouaontii i il Lua^annatjfliS lot lacji ^aKvmultfm&alunsrijltJ)

4. aivifwavl?l4iJau^i®«a4fi4^injiwu5^0?\j?04fn5^w?i«Mwa«mufiEnrfiiw5iJ5uvla4jjnio4wwa«ua»ltJ
’ V < V

3M?isw%j)«un0*§N§flfaqmjvftw§fl0i^ufi?i4ue\j

5. f'uitlaavaitdaanlnfivupiaiqvilDviuPia'iqwlaaiainpim^iaauafnvj^aiJ^sni^ *| riaun'ivnun /inalu 3 

wawncjM^lnitju^ (iK^ilaublmwiiitj mu mBuilnawaflii/lwiiaufrin 6 twau iutilaou 10096)
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6. uu'nviEnmoEjtfiw

aia?a^^a?na£li^anl^aw,tjiaat:wa^H-3a'imuant»mjaiy'3Uvluvn^viaiaai5a^MijH-3Cfi-3'3a^Lf!i?n«wuat!Lvlu 

wfuww^auf'ii'l^ia'lufmwn^if'i^icviflfu/nMiia^an^uiwienulun^wMwui'iai’biivitj'liJcn^flfuamscus 

iQvntjjui^viaifawofllwiTiafM'juglviBUifu^^mtunfmiaua^imyimfiflnTio^wnouatJ/MlBWwSnliJfifa
v v

tfia'liJ

• ft'nui^6M»i0m?in«fi'3nxj««nfliflllatjin4En (Medication error)

^mo0j;w043ijtj0jj^iwum?flnufmf€4ii00inftliain?riifn«i 
tloula lurmiwjiwu iJnitJ^ unlti mna'j^'ajmjajnnan Mlaw^tuiim nstBwjdiumiuisImffio

miinpifmypmuFia'ufiLPiaauvmai (medication error)

• rmoniSn^tysyi

maua^iRi OuooulvfaniSnfftijtyifioiwgTjnnvuw M

1. aiQnwai^nii^Vioonanmjqj^oituviuivnfl

2. fsjcufnwtja-3ai‘Uii(lulTjpnuBfuanwcu«Lawnt>nnwam?wns)iim'isMftcufnvisnnniii^vian?n^wim,3uv(via

Mlafi-ju^n^nn^avi «| wloaoitTuau *1 fnmomm

3. uiQfiwamnuflwnvfo-afliaifl Itsiaa'njn^iajfiW^n^i^m^anvn^Liata'i'lu^svn'mj'i-jnaiua-aacytynaKlaat

VI0

4. aiSOcyvjiflfumwvianaa-Jwapiail^savisNafnifnwivilaf'mutJaa^uVatia^wil'javfl^i/ai

5. ‘Uj(ii’iLUtJn'i^(jnijm?!,a^^jat1a^fl'3nutaa-3Piafn?Ln^ariufiia'i(ftiaaauvnjan (medication error)

6. flcyvnfm ^ uamwuaa'invlnanw'i ^^vianinjnuai'intnwa'nwtaavnapia'i^nTa
%/ V ** & 1/ v 4/ o t/ & A Vmt ewiioiw^: raafmEjnianacyqp wumo^nfn^auttflMWi^oyuoauwaiiaflanouaw^ijaiu'ia

• tjaa^iviiviB
1. Iiwanvnaansia^Wjnsvftftj/nYiaivflTiTumiPiPiiaanlifiaai^nauHwnrm^ians  ̂waivtiinuaiwa^a^a'i 

Itiaitjitjifniivili^vianjnamwuwati'iwaa 3 ^jumwSw 'IvfL^wtnuiaavjw'jaom ttswTutJWia^fnlwalu

2. vnnwtjvilaijvianintJinw^iviuiaa'ia'ijTEDvflpi'Turmatfiiaan a^uauviane'njtJ^natjm'jwan^fuiiwaTu^a^w 

aivrtiiaai^aai^mCiuLm wlaljjgnwa^enua^Itfiaiapiun waiMtjnaai^aaiijfiJ^nauuaBwa^on^uviKitlau 

§4™un00i«Bwiulum7ftsro0 (Stack List) l?iaas;MpiTum?wan?£uiiMaa(fivnai^aaiw£iJa£in^ijaa 3 tl 
uasm^tuviiuMU'itJnaa^flaai^aaiuEDP^nan'JLLa'i aiaw^i^fU'ulanfa-jlwupiHa'snjJiaavnaau 'imnai^u 

^nnrmHailw (cm3)
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3. *] ^i)?s:na\ifmv50i?njnvJ?si2ufii'i
iJssSviS/niiWBiini (price performance) twjjtpiu Mfi0(fi^EJKL'3f)ivil?^v(EJn\jiRa«4a£jn^aanij'tiJU,u *) ma 

wpiwnutn^agiawiofiieiuflwfn  vi 110^01

a. PinjKfi's^um^uis'yni^uuEisfmTjnjfeia^'juaviQwasunL^ i^wiiwoUwla^Brtnwwlmfl^nintuwl^summ 

ilttfiviS/nvManfn (price performance) uae^ioniTOi twOuliJwiuiwJisauwiijii0iau€U,usBin@ja‘JU 

1'juua‘iunn^tfl

5. j|i«u9viSIufmRuw{30tjnoi tanai?uas:ij0?jaiJ?sn0iim^a'i?anyinniw
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UBTUSorh ^EuahwuBiaynKiiowfa^vl^s^Viflo^w^ifl'luflfailifluLTJwnwMgs^niiijjyijnmi^'flOTiw^iflua* 

nnsulwi^vijto/nflfg vi.fl. 2560 mwn 9 uas?«iTJ£njn?»vn'nni?fia^i^un'i?^i?isj0mi^Vi^0^^'nua8m?u1vn?  

wnwmflf? vi.n. 2560 tfo 21

ftnjsn?9iifn?nimift^wflnwnit:fl0^nif/Tw^ 

Oinsu Gastrointestinal drugs

J_.. .'nfcd dvJ«5iun««ni9 ' 0«o04t0 .n??yni9

(9fl.05.UVI.1l05f?h^ tJWflW)(pi.vi^.oitiviyi v^vmimnei)

d d
a«0 .rmurm am nuumi

(fl.un.Btufl ?mv«ii?m5) (muw.euewtt opi^ws)
«a

d dam .fittufm am

(wfl.uvi.ffflflj fllwain^) (/wy.umm ,ifew?cy‘J5?w)

am .nrajfmufiwain^fm

(w?./icy.0^w?n a^sna)

AcrJj

am
(jiiy.fowmttu vivnfli)

a^0......^ v tn9«jm^ua»win0iainufmv ^

(fin.Io'jivi wcta)
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