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Sucralfate 1 g/5 ml oral suspension 240 ml

GPU 208860

1. Tiaen
Sucralfate 1 g/5 mL oral suspension 240 mL

2. qsuauiJwvnUJ

2.1 iiJuuuv

2.2 firmli^nau In 5 mLil'SsnaiJwitJ^tn Sucralfate 1 §

2.3 wimma 240 mL

2.4 /muctma ,u‘5ia‘ln<tnatJii!a?invi

2.5 Qfnn Qfnnanwa^Bf'n'Uj^liBti'i-JWLanliifimaanaasvis^^tj

- nn/nwuna atiiwoawa^isij^aEJi'MlBfavii^niiPii STuii^namiat^mPiFmu

ua^tn lati^wa^uatTu^nana

- Tjmjiiaiifu'M isu^aaT tunsw Tu^naia

lauvlwp^i ua»iaTOi,ijau«ifuan

3. qmujjijlivmi.viflnfl

3.1 Nwapiiwaw’u^anaiPifywa^fiTUfmTUta^iJ'iPi'Jiinm^NawTwawnwia'iaiafywijjuimpii who- 

GMP, PIC/S (GMP-Pharmaceutical Inspection Co-operation Scheme) vilaiviaiavio

3.2 wwawai^nilaiiJwa-smnrmfuia^unwi^inmiwawaiwimjiw^'m PIC/S vtfa^antvii

3.3 warmPi'S'iaitFinsMwaPirfoimil'uliIpnjj Finished product specification lias Active

pharmaceutical ingredient specification ^l^asiYisjinanwacfinn^nPinjsirmunTJBnvn^uatan ni«vin-3

(Official

Pharmacopoeia) ‘Inemiailfl m'snanviw viiviaiJLvinvilBl.Mjjnd'imiiaiPniJij^fnpiniisvnii'iaisitfu^ ila-J *5£tJ 

wnntn ‘w.f8!. 2561 a-iiiivi 6 eimmj vn.pi. 2561 (tl^niPilninunaBiunnyi 12 nnmmjs Yi.n. 2562) uasilis;fnpi 

fnKVii^eiisnia!^ tla-3 ^^w'rsnai (amjw 2) w.fl. 2562 3 v^.pi. 2562 (U^mf'ilnmjnBai'Uiunw

26 fnnfjiFijj vi.?l. 2562)

ntmviljJtJi'in|]'[n9i'itiBi‘la «] (Non-official Pharmacopoeia) ^annvinAfimeintf^i-HViPmfl wa-s 

ilisjnB'UPiia Universal tests lias Specific tests (mjj^BnivmPiuasmwiiinviililua^fnii^nswvinivmalTinwiii 

ai ^ 1 viIII|*111,1.uuTin *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. wau'Wifm ^

Ni,6nia‘5npn?ia-3§mnsn^,u89n3JT',uaai:tisn‘wnivit!?i‘luiJiKfnpi^nndi£j!,fiminmj ,l^,waunauvm™Fi,5iw-3tviij

• fn^utansmiJ^snaiim^wanian

wi,a'ua‘5nf5nwa-3§vaBnsm,Uisnaun'i‘3<waiifui5iniiigrmMmvtw4lviiJ?s:mf!ianndna^a‘Bfm3j li^viamjnsuvnmi 

'upig^a^vtjj I(»iaLBnfn'3ilgs;nauw'ia

1. uuu^afuinaasiaaflaivha’UB I^ia download IswaiunauvninnuAti^tviij

https://hospitaLmed.cmu.ac.th/pharmacy/ vtlawnu linkliiiJ?Kni?n

2. g?it<uifn<wdiau?i(?i^fnv)watn^aiviai aann u^<ugia/i£us>ian

3. aniuiiancmriifTu&n /iiwlvia ua^/vtlafiTwia^nqi^ ^lI'H'un'UPiaisnggsjmiaiwimaKai

4. a'lLunLBfifmm^'u^si'uavjwiTuan (uuu vi.a. l, vi.a. 2, vi.a. 3, via. 4, a. l, a 2 uahu^inicu) wwn^vnji 

uasjvawfajjgnasstaa^aajantocuKLQ^n^a^aifiii.iBg'iJuas^annviWin^iisiWB^sfn^Lpnuwai 

(Finished product specification and analytical procedures) viimviuiiauH

ngwjjfmiiJaatjatlci^LLnl'ui'iarmwviutja'uwiitjai ImuuaniuiflTuaunlmiJaamu^ (uuu 

vi.a.9, a.4, a.5 uermeinmi) invNfBun'u^a

5. 6l'n,,UTW,u^?aiu?a-3wawiTcu6MaiaiLlBg'iJ (Certificate of Pharmaceutical Product) ngcuaiilivtla^ain

6. dmnvnj^eiaf'uga^U'iw'aei'unTSWPwan^njJviamnaj^snrs^^'L'UfmwaPiai (Good Manufacturing 

Practices; GMP) ‘luviuiAYunaifo'anuaiviui-ua (aij'ufiisi^^nuiBunTjwgiBaaiil^aa'aaalii'ti^'Snaifm 

filial) Ipiawa^isnau^Qa

6.1 fnLtnviU'3sia,3\jga^uieni5niifmwa^a'ipniivtaninwem5mgvH>il'unr3NaPi/39iqpi,u9nai?nfi^! (Active 

Pharmaceutical Ingredient: API) ua^ywaMTWSi^wian^nfty (API manufacturer)

6.2 tfii'uivitf-aaaguia^imign-unniwaflainijjwaninaivisnngva'lumiNattwawmuwaitf'Hlasil
cU M

(Finished product) ^la^^wfiww^w/ifuwaijfh^jiJ (Manufacturer)

6.3 aiLTJivnj^Hafma^inpiggn’umg^apia'ipnjJvifimnai^smival'umTwawwapificufianani.gBiii
cU %

(Finished product) T/a-wuij-3U??Bwap;i,mu9i (Packaging) (taw^ng^&awai^ilajduatmnjw??^ 

m^auasviaan'u)

7. ant.tnvi'u^Biiiga^uiwggTumiLnugnwiuasjnisBnaanpmjviamnuiwgfmvialiin'mmjin'wn iiatn^aia 

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

8. eTii.'Ui official monograph Tuwnnai (Pharmacopoeias) vt^an^B^'U Active Pharmaceutical Ingredient 

specifications lifts Finished product specifications ibsnauft'Ja
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8.1 Official monograph *114 Pharmacopoeias vUTranffo Active Pharmaceutical Ingredient 

specification wwwawfaqluifaEntfhwy (API-Manufacturer) (finS)

8.2 Official monograph'll Pharmacopoeias Active Pharmaceutical ingredient

specifications usMwifaEnsfhi^tJ (Finished product - Manufacturer) (M)

8.3 Official monograph Xm Pharmacopoeias yfltfai-s®-? Finished product specifications ‘UB-awwafitn

(aid)

9. aiun Active Pharmaceutical Ingredient specification

9.1 sfniii Active Pharmaceutical ingredient specification ‘!ja-3Wwae;iTViQl)ti9!n!Jhaip(ey (API- 

Manufacturer)

9.2 sfU'Ul Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. sTUin Risk Assessment Report for Elemental Impurities (ch5)

11. Finished product Specification

12. ??ii,'unviMa!',u<5a^wanT3iLf!i,3isiM (Certificate of Analysis: COA) (n^wlvi?i<i

wfiaun^cji) vila^ufmwfpivi^'liJ^iiB'iatn'l'Utlaaij'u Iwa^a^tlmnaultl^a

12.1 ^nivnvi,U'3?ia!'u‘3a-3Nfimi9t(*i45'iKW9WPPii)?ihaig?i^ (COA of Active Pharmaceutical Ingredient)

12.1.1 ani,<uTMU^aTy‘3a-3^afni9tPi?ntmB'3wwapihtnci?i,u^an^n^

12.1.2 cih^'unviwaafu'aa^wafniiLPi^tmO'amapiwi^muva'iaii.faii)

12.2 si'ittnviwIiafuiB'aNamiii.finsjwwaPi.mu^siitiaiiJ (COA of Finished Product) Tja-wwawwafl/uu^

M

12.2.1 f?it<uivi4-3aaru?a-3wami9iFt^i;Ma'inwwaPiwa9ifia!Sia'ia'HiaiiJ (Manufacturer)

12.2.2 s?it,UTMMBfu^B'3warm9Lf!inaMannwLi,ij-3tJi^{U‘M (Packaging) (io,wna;nmmwwawen 

g?iLiaitJLia^mLij'3tj??am^Bu.fiKviaam4)

12.3 vifnsitifltjati^iijjmjwustjaqiiniiwaw (riiSvilanicu

’UiS'SttJ Lot. tia^iwnfiu'lmon^'rj COA of Finished product)

12.4 vmnrmmihi,piinsifafufnwoiInamharn4^a3t5 (rhS)
<ta i

13. siii.iiiiansnmgi^^warm^nyiFmup^wT (Stability data) I?ia?ia<nJia;natj?iha

13.1 ??ntt4ni,an?n‘iLia?i^wfimi^frbhfmuf!KiW'3isaKtjT3 (Long term stability data) vipi^'utfniiBnatnw

13.2 g?iLtJii.anfiT3ua?i-3wanii^n^nfth'UJfi^?h‘lt4?(fm85L^ (Accelerated stability data)

13.3 (On-going stability data) tlehafl
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13.4 ^'iwiLan?niU6i^^warmm,tnf5n'ajpi^TOCUs:itlpiH (In-use stability data), fmupi^wrua^tJTWPKi 

io;i1tiuvii€^aiEiAa3ai'3tJi«5ntian‘3,un5;ii4 *1 (tnu)

13.5 ^Luntan3'nu?n?t-3tjan'iimiinpmufi-a^) vjIatana'iiTO^mnup^raannima'iBanuan^^anjvifjSffi 

inDinyi (rfnS)

14. sinm'ivia'nsnTjmifDia^p'jnjJpmija'ua^wawfiaiVitJ'i (Bioequivalence study) (taYnsriam^nvimEmia-s 

wlarfiu)

15. 6i8'itinwfinsTurmf,uia^nuivini,viaiil,umiif'n,wnn,uai^uu,uii (Therapeutic equivalence), ,wan?nufsmu

(Biosimilars) wlam^flnyiaiimiJlamwaumj'lfl (Comparability exercise: CE) 

(Lawnsnamiaivimaqfa-avilafinCj)

16. ian3'imfiffi-3rmtJisn'uflflifn,waifeviBiiv<'3aua'iina5a?€wdaiina IwaSna^Kiaa^wnu'MTS'a "m? 

Tj^mufinimwanviti-aiiau”

17. tangmauaau^fajja^fnaSafawSa^tna Hamanaajfynriawiun'Twt!^ maastaa^^nuM™ “ miarnsn 

?ifijfin”
V ^

18. viansTumTaiviiiiaanM^^wamjiaav! (aid)

19. ditviiLananim^nwvn^FiaQn (Clinical study), miffawmsltfeml* (Real world data) (aiS)

20. viansTumajLWJjffmjvh^a “ 3. pwauOwvmivimjfl ” ^uamnSaanmanem^a l - 19 (aiS)

21. au «]

• tfqaemEn
mauaiian^B'3ttu'umaai-3a'i?-ai,ili!muyn4u?i^'3?iaa^i,aa ‘̂lf?i(si,5<ufi'3u?njj^niviii?il<uwTi]afjajaiJ,iivn'l\J,iii-3w,u 

Iwa'anaaKi.aawrmaiiawbaan^mj^nTmjwTTJiJiKmf’iaindiaui^nmj h<i,wanunauvniT0Ufl,§i^a-3lviij wihaemu 

aviBm^Pt’u^baa'i^ljJiiniml^ «]

• vjamncu^uas^viSt’Ufniwan^cun
fmifla'iifunw^fliilw^imnniSim^iJiKWUPiiiJiisSviB/nviwanPn (Price Performance) Ipia^ai?£iJi*lvpi«iiuii

a- j-

6 t V dnivm^lvfRsuwsimwvijjfitviina 100 ?\zmu

1. Ilpnvitmja (Price) 30 fwmu

2. RfUfnwuasRniajj’ul^tiltiiJ^law^avn^iDmi (Performance) 70 fisumi I^iaSmcuvrmtJi^iij'U 

Performance (Tsenii'S
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mwwmvibz&m Performance ?0EJRS

A *

ynw^TuwwawpnjjviafunEU'nism^vlpniifn^EJSWEjn (GMP) 71

yiw^nuuaKflCumwTViqliu^nfji^iPiq) (Raw Material; API) 122

uiw??mjua«flCumwwapimu^tn^iif0|iJ (Finished product) 123

inm^'mn'mnuifmi n^s^ntitn (GSP/GDP) ussm'sulmiviei’jfm^nti
a

44

rmplnttifmiJfiwT (Stability data) 55
m^wnyiFmuauija^a^tji (Bioequivalence) Vila m^viPiaaum^iwIaytJ'i/
fmvifiaautnpnu Dosage form ‘i

6

15

flw/nwfmmsima u^amuwufisQfnn (Packaging & Labeling) 107
v. ^tuautJwvn^iviPiORUfiKflnjauuSvlivlu'U^'ltnnj

351

100nil

» £
• fns&qouasfmetouoii

1. wLavj0^nfsniiKW0jqi?iajEjnpnuRia'i^0innuvn3viEjiR0L?£i4viijiilw3R *i ^m^uqwsTtyjyn

2. wifiyonFn^Kwa^'u^nwijvlalRaatjmJisifiviaiLiat^iu'iuanuRcvtouii^fim^utmpiat 10
fi t/ ^ «dHRKR'jntnamitnnafuniivi^^c^^aaiuRBa'iu'Jinjwvjvioviwwti

• rmtJicfTu^w^TMynv^iiaii
v t/ W ^ i«/ i «/ e <* ««wwiii€?ifnno«mjusiwtit4«fl9\j?04fnnJ»nufiw/Ji«aivi?Miio\jyii0ua«i!JU0ti0WJOiiii^ iweju

^ ^ najwioawiluwMSofu^O'i^ii

1. aiRo^wnynn^waiinnflcum^pnuwpi'neiuvnnvi^Ruac'UjjjiJisTRomlamnuain^nurmiififusjn^'sufni
t rf* n

01WniUR«01

2. 'ssEJsnsnm^H^iJouEji (,5sijlvfm0U itiu awouon/nol'u 5 TUMim? vi&qinUruUjpiwa)
3. a'lEjtja^anvi^uouwa^ijaiEjnTsH-mi'lRLyuaundi 12 tRau ta^ivlni^waw (Batch No./Lot

No.) uasTuviufla'iEJ^iasEn (Expire Date) “Imantn^mmj/nS vilaluti^vtu wlatu&auRn^awfmiwiJ 

nTsd^atJfin (fntuanEJijaandn 1 \5 ma^in^uM lot min nolvfvnwIwiu^iTiun^oilO)

4. £rmnnwvliii4U0tj08f«04fl4(finjivn3'4305tiyB4mnift5'wwHawjTnn5en£fitfsijtJ^uwpf'a«iti04§wS«uajflu  

^LR^iKTOaRU'ua^wwawT'wEiRtjvIltwRtna'i^viH^uau

5. fuitJRaua'Hdaa'i'lnRwuRa'itjvilaMURaiEJVilaiiloinRm^iaaua/nwRiatJ^smi'lR *i riaumvmR inalu 3

(^a^woul^lvf^wii iiiu alaanTnavsvjRai^Uiijaan'ii 6 ilau imilRau 100%)
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6. l,un5tuvlu\niviEjimji?EKilwj^m7aijwi30!ji4£nvia4us\jivlasifln«^iPi?i«wfjni/nvi jJvn^viEJiaEJifltwtviii 

anr)!’a^sjSfn0tin^fJiTpitiw,un£j^swa^^£nLwuanwiu^u'3yvyvnwtnp!JL?m‘lvjii^wn>i^ifl?ncwi,ifiu{l\4 

wruw^V8UftiHaiy‘lym?w?'3a^ft?uwfiju/nwua»fn?y'iP)56iy lun^fljww^'jioi'UiiCli/liJw'MJnojanvw# 

i,Qv<nKWvn:3vtanaai?a^‘lvijDaa^Quavi0liinjwan^funm^i>a\iaiinf!nDi^'ananu0^w‘tj'iaLias/w1ama():i1\jfif3 

wall)

• fmtii^e/'J«0m?tnfi«'3nj/flaiftM;iaauvn4&T (Medication error)

wDiuwtf8*Buaaywnitiumwium«0M0*indiEJuiftjn«ij b-i^aiuiauwi^nwfl?t?u^<lviiiIi»ia‘Ui2 

way’ll lum^wuiSu \J?u\J^ unlu vitnai^a^nutiainai wlaimarifiwtn n^wwu^'iiif’mjJLfla^wa

m?in5ifsmufmuFiai(?aRaauvn-3a'i (medication error)

• rmamanmycyn
v

wiaua?ifli Huaau'lvfaniansfy^iriaupiiDn'iviyR mu

1. angnwai?wnn«aanainiJty?OTl^^noiuia

2. ficufn^^a^ai’Uiiilul^RiJjRfuanwfUKiaTOannwam^R^aiifi^icwRju/nvjannniuivianRngiRfmtuwviu 

n^cvin^snsn^wc)^ waaiu^innitau n vtlaacnuuau *] /nmanwi

3. ai^mlamnuRua'invta^RfnR iRaanunjnuRWEn^'sum^anvn^usKanlu^Kvi'im'ii'a^nan^ia^myfyias^asiK

ma

4. BijjiJqjMiflnj/nwvlaiaaflwawaiJisHvisMflfn^fhwMlefniu^JaaaiTaiia^^vl'javilafuoi

5. 'Uimtuum^wnum^fa-ssjaila-aRiiuiaa^w'am^tnRpmuRaiRLRaauvman (medication error)

6. tffyvnau ♦) uanwuaannvlnfi'nui mw^'i^wnua^iinRpmuiatjvnaRa^fn?

wunaiviR: wTBam^aniSnfityqji wiaua?nf:nRa^3uuaR^vtuiaa5uaauvi?aua^ana2a^aNuaiuia

• foa-nuUm
1. Iswaiviaaiarf^iRjuis^fltfnwaivflfinimswjiSanlflaaivlQftgjjlvfMims^iaiiBW waiwunaainad^ai 

‘luanuiuflnuvftswanunariiwufloamuatj 3 iuni?waw Ivtiwaiuisau^natii^ LiaKrywR^auHiHaiatu 

nitfwriBw^w/nvitnviqnqij
2. vnnvNuw'sajjuan^iu'iiwaiviunaaiaiuqjviLR^umiPiRiaen awauwane'iuvIisnaum^i^njnLVNaiu^a-iw 

aiwiiaai?aaiiJtijvlifluLvia MlalugnR0^tm!ja1^(>)aiawun wq'ivniiauiflaaiu^nauuqKRa^^niJUviBtuau 

§^iwunooiwaflvfiajlum?^5a (Black lisOlaaaB'bjlwTum'Svia'i^niiwaaawion^aaijjtyaEinfluaa 3 tl 
uaen^w^wonunaaaflaai^aaijjtu^namiia') aiawai^funilanfa^lviTitnHfmiJtaavnaau ^mn^^u 

ainm^lifaila (cinu)
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3. ptcusnn^ni?ifi^n?iuu?»fmiJiijtfif?'3'3T4avievi^i«^)0Maneni4wi^ «i

\J^SIviSjnvina5ifli (price performance) waow^sati'jaivUiwai^jiawrtiaoifioaijjJuiiii •) two
nflfliuwraqaauuiflssnuflwfl'wiiKMEn #> >

4. fi£usn5«jfn9uigr«n5?jjua»fn^iij«a«\jflvi8vls)Kiinlfl wjj^mloiiluviia^onivi^tuwanLnfu^iJ^tiLijyfli 

ilTKjiviafliyiriagifli (price performance) Uflsiiufmsn ‘lm?iu'L\J9nuLv^u^tf1y9!mJ^0l^i^J0UTJ«0'lnwiJH^^ 

1‘wua'jttwn^tfl
5. girjySyiaLuniipluwiOEjifloi lonailUflsfoiiailiBnounnimnsmvinnsw
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flcuFi'nw£ui:LQViisu0^via5ivi\i«<i9is)a^^i'3‘liiffiT3CiCl^>lil?|nuw?s?i‘Q\jEyty9imiwi^0^^n^uac
«!' %/ Ji %J> J{ %J V A

vi.a. 2560 inem 9 us^^ciijtiunisvm^m^fl^inPnarm^^Qni^^a^auus^fn^lvn?

viapi/nfl!'? v^.pi. 2560 fo 21 % **

fttusn,s?»im?nivm«^wrinwcuM)a’5««iTw‘n 

ain^n Gastrointestinal drugs

A.....rt<r~ AA
a«Q .n«um?

(^Pi.w^.iiv^.^a^pTnpi u^rcu)(fl.wcy.aluvitn w^viiuBna)

A A .nsiurma«a a«a

(^Pi.\jvi.cu?w4i5 atowa)
4%(fl.uvi.Bi'Ufl ?wnvjui?m5)

A Aawa n^unnifl«a

(wfl.uw.fww f*i1\Naina) (iity.icjnin flfawltyww)

Aawa .nmjfmuasia^fm

(w^.ntij.auw^T »-3w?s:na)

,,?a.. ................. nuum^uacw^aLatji^m?

(/jfy.^wnTsw ^vnan)

{.taryc:.....?^...A .n«um?Lia«wi{')ai{mi4fn?M «
a^^ia

(^n.Ifmvi wsla)
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