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i. flaen
Sodium chloride 15 g/100 mL rectal solution 100 ml

2. RiuajjijMQ'liJ

2.1 sduiru

2.2 gmiibsnau

2.3 /irauKuna

2.4 Qain

tiiiiantstfntiffnvifiJcnuvn^vnTS

1.141 mm 100 mL Sodium chloride 15 g

mia^vifiapiaiffivtfu fn 14 vn<3vm?

Qjnnai^a'sS^apmuisijlT'aEii^ia'u liJauLiamifis;vi3tfi'3ia

- uu/n'diitu^a aai'Jilaawa'i^iJ^aaivila^avn^fntPin ri^uUisnamasmmpmtJ 

\x%< •ua-ia'i t?njviejawu^7uai4antj

- uuunaiituv isij^aan ^uiJismauynai^nflfijuaKpmjju^ Tuwaw Tu^aia 

tawwaw uastfi'umwEJ'UPiiTuai

3. f^cuaiJijwvmwflilfl

3.1 Nwa^ci^uwiantiiFicywa^N'TunTsiu^a^jj'iw^Tumiwawiwaliij^an^npisijwiuunwiinu GMP, 

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

3.2 wwa«ang?ni!a|ilwB'3mi4nT3!ij‘aa^unwi5ii4m‘3fjapiaipnu3Jiwisii4 PIC/S vtlamauLvin

3.3 wamtPina^mnsMwaPi^fu'MlLl’uliJpnjJ Finished product specification mt Active

pharmaceutical ingredient specification MwaPivistCiawaclTun-nwfusn^umiiaTvniLLa^a'i 

aisniw^u

Pharmacopoeia) ‘luwinant?) viwautviTwIalviiintinwTaianwnuiJiKmffniKViid^fnQ'iTJUfi*?) ila-i iru

winan vg.pi. 2561 a^fuvi 6 svmpiu vi.?i. 2561 (ibsmfltuinTOanmijn'tti 12 nu/nmie vj.pi. 2562) uasJibKmpi 

nisvin^fn5^a43't) ila-i isownnan Camjvl 2) vj.pi. 2562 a^auvi 3 ninfpmj vn.pi. 2562 (tJ^n'iPilui'viihaanuuny'i 

26 nsngnnij vn.pi. 2562)

n?fuvillaiiJ?in{]Ti4wnnEJ'ilw *) (Non-official Pharmacopoeia) ltian'iVil4PiPjaicinj,U9ivn^LviPiupi pfa^ 

vJ^naupiia Universal tests uas Specific tests Piui^aniVii4Piiias3Jiw,3|ii4yhliJuB'ifmiiPi'3nsw^n'ivii4PilTLi49i'in 

tn anvtfu^iJiiuui4i4 ^ (General requirement for dosage form) wla The International Conference on 

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

nisviTH
Tpia^a^iil'uliJpiiU'tiamvi'UPiiiasinpiigTU'iia^ni^iPinK'M'WBn^a^ntnanjjnw^sn'u (Official
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4. ilemlTifm i

^•uanfn^S’unpi'Ufiuaii'nu'iuufignanvinnvnjwl’mJiismpi^in^itJL/ia'tinmi Ii^anunfiuvn^upii^ti^viii

• fntSui,an?n?iJ?snaum?vJsn?wn

WL<iua'3i(5nw0'3auan3'ml?»na\jm^vNaniinji?n^5m?vinimi^‘luiJ,5tfn?ia'intJnatn^‘iJn^u ‘tawEnuifluvn's™ 

upit^a^tviii l^at.anciTaiJ'SKnau^a

1. auuv^afunaaMaawaiviici^a Xm download ’l^vinnU^nat/i^n^jj U^nTuiatJvmnwpi-stfla^viii 

https://hospital.med.cmu.ac.th/pharmacy/ vilawnu link

2. tiit'uifnvjri'itJugi^fiTWNapifi'fu'Jian afnn m^usuiia uaiiu'aiamfwi

3. ^iwiiansnininuai mtnlvitj ufis/vilafn'w'ia^nq'y vfl^STjmjpifUKnmjrmanvmuasa'i

4. gntiiii.antin'smitj'uviKLutjtJWifuan (uuu vi.a. l, vi.tj. 2, vi.a. 3, vi.a. 4, v. l,ti 2 u^uwnia!) wwtum’ui 

UFiiiviff^faunEJfiaJLaapiPCuamifusi.QVNi^a^ansi'HfaitJua^anivru^unwisnu^a^smiii.piint'Mtn 

(Finished product specification and analytical procedures) viwvi^iClaiiH

nimflfnitiJaauuTJ^urilnjTnarmluvisiijatiwiflia'i HuDurfnniifln'uaunltJt'UaauuiJa'S (uuu 

vi.a.9, 0.4, 0.5 uaiueifnal) inwfaun'u^a

5. sinLinviu^^afuia^wawfiiuvai^'ufa^d (Certificate of Pharmaceutical Product) niJU0TU'ivil0^0nn

6. 6inLvnvi<u-3a0!'ui0^in9),35i,ufn?ws9i0ipnuviFimnfU^5m‘5^‘l<umiwapi0n (Good Manufacturing 

Practices; GMP) Iuwinflmn0itf03mj0m?m0 (QTj0flifi(?ipnini0'Ufn?e;i‘3/30fi0<ul9i00^00‘l,u^'3-3nfnm,3 

fu?0-3) l910PI0-3tJ‘3Sn€U?l10

6.1 ?!'Ui4nvi,u^30^,u,30'3jjnw^TumiNaw0i9:mjManLnaivn5fmv^li4m?wacfn9iqiri,u9n0'i<nficy (Active 

Pharmaceutical Ingredient: API) uawwaflfflqmjwiEnsf'imy (API manufacturer)
^ _ 0 •U ^ A d ^ £**1 Q> r 6 si .

6.2 6m,uivii!'3?i0,3U?0'3inpnsTUfn,5wa9i0n9mjviamntuvnQni?vi?ilum,3waw&japmm^0'i?in^0,5d 

(Finished product) uo^ywa«wawiTnjiiai^iL^?iJ (Manufacturer)

6.3 sioitvnvi<u-3l0!'<u‘30-3uiw‘a?iiirmw?tfi0ntfnm^FimnfuViQ5m?^ll,urmwapiw^^aj‘}i0i^'it^iiJ
v

(Finished product) (Packaging) (iQvn»n?aiv§waw0i8?ii^9\Jua8WLLij^iJ?5^

9il-3l0LLflSJ^00nu)

7. ^ni,invnT<i?!0Tui0-3in9n5niim?Lntj!'n<tnu^n^sn00n?njJViFifunai'M;j5m^wlTim?Lnufnw Ufisnisiin0 

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

8. gfliui official monograph ‘twintin (Pharmacopoeias) vfl^0i'30'3‘l,u Active Pharmaceutical Ingredient 

specifications Ufi« Finished product specifications <iJ,3t:n€,u^0
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8.1 Official monograph lu Pharmacopoeias Active Pharmaceutical Ingredient

specification (API-Manufacturer) (nn5)

8.2 Official monograph *lu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (M)

8.3 Official monograph ‘lu Pharmacopoeias vfl^an^a-J Finished product specifications na^wwafltn

(ni5)

9. tfiitii Active Pharmaceutical Ingredient specification

9.1 Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 sniui Active Pharmaceutical Ingredient specification Tja^wwaflEntfula^d (Finished product - 

Manufacturer)

10. tflttil Risk Assessment Report for Elemental Impurities (oiij)

11. ?fiwi Finished product Specification

12. (Certificate of Analysis: COA)‘lu?tjmiwawvlfi^w'i0tji^ (niwlvia'3 

wiatii^an) vtlaiiim^wsww^'Ujauantia'i'liiila^iju Teiatna^ibsnaijUjphEj

12.1 s?niU'ivtU3fi8ru,5a^wam?iusi?ieMT'wnFiu?na'ia'ifl^ (COA of Active Pharmaceutical Ingredient) 

IflEi&mjwnaufhu

12.1.1 ^iiuiviuiaaTUia'JWfim^iPina^a^wwsor^q^ijwQaiKnflty

12.1.2 j?iLuiviuiaafu?a^wam^ifi?is;MU8^wwawwa5i^njsian<?ii,!a^iJ

12.2 sfimivswIiaTtJ^a^wanii^Lfl^Mwawnnjwaiifa^Tj (COA of Finished Product)

12.2.1 j?nujnMi4'3Ha!tj?a^wfifn^iFinKwainwwawtJSwrifU9iani?'ii?a|tJ (Manufacturer)

12.2.2 3ii\nvu3fiafu?a^wani?^if!m«wainwutj^U'3?ancu‘M (Packaging) (iQvnsrnmvi&jattfcn 

^itla^tJujiEwaijjU's^winauEisvia^fvu)

12.3 vianfiTuutiatiFmuauwus^a^^umiiwapi (onimlafnw

4UI2?ei| Lot. ,ija^Tt>i^Tj‘lmangn'5 COA of Finished product)

12.4 (chi3)
a i dt

13. ^iiintanjnifufiPi-JWfifm^ntnfl'nupn^n (Stability data) lAatftrttbsnautftu

13.1 s?iLU'iLanjiT3Li?it?i^wfim?p5nwnpmuFM(r3?EaEa'n (Long term stability data) vlmuonija'itjjnvi 

nnviywHtjuaann/Li^i^/i'cuv

13.2 a'UtJiianai^ua?i4WfifmRnyifli'ajPM9n‘lua^mEii-3 (Accelerated stability data)

13.3 ^ni.tniana'i^uaifi^wafmffmsifii'iyFi^wiiEaEan (On-going stability data) lianas
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13.4 (In-use stability data), pmu^^Tija^tnvi^ 

iPiitjuvilBasiantjAaaa'i'itjn^Ejan^j'iwi'3»] (cnii)

13.5 iinwnLanciT3Lisi?i^wFifm^nbnpinuPi^?h vilai.antini^uaw'itJPi^tnniEda'iaanijan^'aaEuvifiSvfl^ 

muf'frwn (niS)

14. ^'iiu'ivianeTumil'iJia-apmjjfiuijfi'ua^wawrifuVian (Bioequivalence study) (iawisiriam^nmntiTtja-3 

vilanid)

15. g?ni'unv}ansn'unn‘3f'U,3a^Ft'3iiJLviitviajj‘l'unT5!h,wnmjai^,uu,Lnj (Therapeutic equivalence), vmnsTU!smiJ

(Biosimilars) vtlaniT^nwpmmiJlamvaun^ (Comparability exercise: CE) 

(iQViisnamiia'ivitna^awlaft'ifl)

16. Lan?n‘3U6i^-3miiiJ?KiTURai/n,«aTM^ua<uviiaua-3siaSa^aw5B6it4na I^aSiiaasLaawpnuwi^a “ni'j 

tJ'ssn'Uf'ifljfnvia'iMa-nja'u”

17. Lanani£ii4aajjmaua-aana5a?awSa0i,unaHani,anmiJSi!nnBU(siiiin'im4^ naastaa^pnjjvh^a “ m^aman

aw”
18. van5Tumiaivniiaa'iM,3'3waiuiaa<u (aiC)

19. a0ni,unLananiirm^fninvn^paQn (Clinical study), fni^nwmiHaial^ (Real world data) (M)

20. viansi’uwutfiupnuvhtia “ 3. RfuajjOwvn^iviaua ” vivanwuaanmanani^a l - 19 (oisj)

21. au ‘i

• ^qad'i'San
wLauaiiFnpia^u'uu^atji'aan^^Lttu^uvi'uua^Kmaa^Laa^l^iijrim^n^^niviti^luMTtiapiaiainj^'mlii'iii^^'u
* i

I<»ia‘3'iaaK[1aa«miLt,u,u?iqaan-39mjwniv!t4(»i‘lmJ‘3Km?ianndnama,oni^jj h^^aunauvnn^viaiL^a^lviii w^niaa^u 

amni^wiaan-alii'iiniwl?) ^

• viantnnj^i.iasSvislufm'Han'scu'i

fn™n?an^a,uHvfamntumiid‘3^LSt4pi'TUii:avi5/nTOa‘5nm (Price Performance) IflawmmWfmi'uv!

0-314
V J

nTwu^HRuu'Uvnuwvijj^Lyiirvu 100 ani'U'u uii-aiilii

1. ■jipivtaua (Price) 40 Pisumi

2. 0ai4n'Wua5i0tuajJ,U0vii{li4iJis;IaTO€Vii-a,3i6iim'3 (Performance) 60 fisums Iflamnw^rmihuim 

Performance
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fatiasincutfmsThsiihj Performance

*s ^

jjiw^iuwwaw^nuwanmcu^sn'nvlpnumiwapitj'i (GMP) 71

unw^iTJuatflCu/nviTViowu^Eji^iPify (Raw Material; API) 122

unwrmuasqni/nnwgfaiTwwaishLf^tJ (Finished product) 123

uiw^jnufn^inufnwi nitanaai (GSP/GDP) uasn'mnfmviftfmintj 44

rmplnwiPmuPM^n (Stability data) 55

m^ffnwa'nnaujja^ia^tn (Bioequivalence) niaiEniijpmacuFitha wla mwiPiafnjfminlwjuV 

m?viPiaatjaioimj Dosage form nsrijEnQmflsfm «|

6

15

ftcufnvw'imju'a^ ui^^iTcu^ua^oann (Packaging & Labeling) 107
u f5wayijnvmivipiainuasfinjau\j«vliilTi\J58Taw5

fl£uau0wmtluiJiK,la^uwani?HanM'5^v<a'iLna 351

100 *ttJJ

• m^«au,asm?g<4«aij
1. wta^J^^^^^naswa^a(^lH■1EJ^(i!nsJfl1^3flaa^nuvn^vla^aal^a^‘lvIljLlil^^^(^l ^ atiauatsiaEutyi

2. mauanpnaswa^vii^avijvialpiauamJ^sifiviaiuataiu'j^aiiiaKvauii^fU'nivItjLi^flas 10 fowKnannla 

‘IviaKwqnwanTjtfmaTu^'iMvi^^tj^aaiuasjaiintjtjiiwuviavi'Qpaau

• mTU?cmjflCu/n,wanwfl4S4ati
t/ */ A a/4*/ ,*/ J . «/ 4<al vm e * mwi.auai'iflnwa^atjaaPi^viwaa^u^a^nniLl^cnuflnjfnviaivia^ijaijw^aua^anaua^awuanuna \mu

4 A 4/ 4 */ 4/ ^■snaacLaumuwu^aaTuia^mii

1. unwa^wiumi^aiinjiflnifnviwiyManiiuvinnviuwuaK’bjSil^Tw^nilanLnuainsfnijn^iufiwsni^ym? 

anwi^uasan

2. ttEKfnsnfmstousnjEn (^s^viwwu nhi dwauaifnalu 5 Tu^irm ‘wm^ml^u'lua'a^a)

3. o'ltiua^aivla^iiOLiwawaitjrmH^nul^lijuaan'ii 12 iwau lauvIfmwSw (Batch NoAot

No.) ua«Tiflttj00'iqTi0*fn (Expire Date) luianai^nnmjfnS vilaluimviii wlo^a-jauflnaia^npii-JviS

(niwoi^iioani'i 1 tl lot ^lolvivn^ulwviu^iilun^jultJ)

4. aivin^CTvia^uauaKwo^Hj^LunviuaaoTu^ajm^Lfl^nEMwatnilitu^a'i^iil’flitJ^viawn^o^wwawuaslu 

iifi^nswTwawii^jo^wwawTViapitjMiwawan^vi^uou
i \j •> %

5. TmtJaauaniyounlnavwflaiEJwloviyflanEjwlotijoinflnniiaaija/nYJAiEnbsjfm'ta *1 riatiniviupi matu 3 

iflournaviflVlATuuft (i^uilouMvi'tfeiati nw lioailnawuaantilajijoanqn 6 iwau ruitJfiou 100%)
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6. ‘lunimvinvn^vi£jifiEJ^£j'3'l<mjvinm^iJWiBd'i^tnvid'3iitnjir!0^9in^iPiin^fUf)'ivj

aiBia-3,i)awiBE]i'3£nIp)EJW‘unyii£wa-3^£jimuBnt?n3JBnvnu^uMiivi!jifitJtw-3lviij^?n'3BQtFi'3'i§5Wiifi£iilu
u

wfu^'ua'uHiHana'l^miwnaii.Fiii^ajDiriUrisfmunpi^iu Tumm'wviiJ'inan'ljii.iluT.ilwwfusnyEus
v i «« ^

^ jz i/ vLQW'isjjviivianaa^a^W^afi^ii^viBUifliwanifuifni^uanpnan^nfin^N^naUfis/vilawwawl.'UFif’-q 

pi alii

• emmaeiwannii.nflflQnaiflaimfilauYmin (Medication error)

w'U'iaaspia^0,uaajj«ntQ,ufn'3Pnum'5fa^0ain^i5JLfim)fnijj I^aTuiauvnnwpii^a^lviailpialijd
n

ilaulu lufmmupijj ilfuiJi'a unit) vhnaitB-aritiQFnntn /nwsui'aaai vilamanni^ian nicuvnjii^Fnnjjtaa^pia 

mti.nPiPmupmunfnPH.nnauvn^ai (medication error)

• miejmBnmycyn

wifina'snfn SuaatjHamnn^funj'ifiaiiRiijniwiiPi mu

1. annn,wan?nii^Piaanainiju)^aiI‘5waTuif)

2. nfufnwa^tnliitil'uliIpnunftianDajsia^i^ainwani^ptiiiani.nnsMPiainTwannn^ivia'ipn^fPifnniiU'wvia 

n^yin^ansTsw^ti vtlarmiiDnisai! vilaanimja-u ^ mmanw

3: ainnklanLninuainvia^fnpi IpiaefmlnTiwtytn^m^anvn^uaKai lij?svitiiriiQ-3naTt)a'3^n)£iJiaii5aaa^

inti

4. aiilil^vnnai/nvjvianaa'Jwapiaiiis^BwnniifninvtlamiiiiisaPiriaTO^wil'ia^lpifiia'i

5. liimiS'um'Spniimiia^tjaLla^pmjjJa^pianiii.nPiPniiJpanpHPinaiivn^an (medication error)

6. “Otyvnau *} uamvmaa'invinfmjn Manionuni'iitnpintnu Jywapia^ntin'n
«/l/ Aay V V t' *St «H i''Sri o: vn^ami&manficij^ji mefysnfiiPia'JEj^ua^wwaatjyaauvjia^ia^ngjjja^aw^aiijn^

• tiagi^uaviB
*r- l £% «* CM 1/^ ^ 4 I f) */ Q e» f V O I X/l1. bwaiinnaiaci^nLn'aiswnfufiivjaTyilPiiiin'nnPii.fian iPiaanvinnnijlviviinimFiin^'V) waivmnatinpia-aei^n 

iDaTUTUpnnvTbwaTuinniw'UPiaai^aa 3 iunumpi tviTi^aTuincju^adi^ unsfuwpitjaijHiHaiali! 
niiBm'ans^PiainiwaiTOnnu

t 41 t

2. vnnwiwIaSvinnsTutii^aTW’unaa'igniJWMlpiTunTsnpn.aan ^uaivinnenmJisnaimi^a'iifuiLvSafuia^w 

BTmhamfenmum'Umvia viialiinnpia^pnua^lpiawpi^i wanvitiiayntJaniajnj'siEjtJ'ua^^nnti'uviKLia’u
<V 41

%/ ^ 4 4 J/ 4

waiviilnaaip)a-3viiul'umiap)?a (Black list)lpiaa^MpiiijnT3‘wan‘3a!imaapi<wiant)a?n3JC\j0Eii'3yaa 3 il
1 *^4 iS 41^1/1/4444ua^n^alvili-avta'ruisaPi^aanlafnsjqj^nfiiQuat) aia^ai^antlanis^HupiHpmjjJavnaau 

ainniiHa'iH (nnil)
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3. fltusn?,5Ufn?Ln?i^n,3?uuatm^'njPia'3iuavi5viA)a^0Wffn?iu9ii^ *]

il?«slviS/nvi«05ifln (price performance) ifimwu nfl0«iK08L'3aivlI«viai\jn00pifl0m50?nsjQ!ij!u *1 iW0 

mtJiwiutfi^siaauyntn'jsiuflajinv^Q^En
«9 4

a. nnjsn^^ufn^inann^^uuajjmTijnjpia^uSiviavl^sunlii I’wuiwuuoul^ivtlo'iionivitiPiluvsmnfuwvliciSwn 

iJwSYiS/nYiPtoifn (price performance) ua«?num?0T IvfiSulvImuiwnsauwiJjflowuouuts^inwjj^ii 

I'juuenuwn^fl!
5. a^uelviSlumwuwQodifloi i0nai?ua«nf0ua\J«n0\jfmw0i?niivinn?tuV «
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£ 1/fn?\j?w?^fi«/nn5s Yi.n. 2560 inwin 9 uaB^BiOuonisvin^fniPi^QnPiitimiatfiflam^^iflaawa^uaBm^Dlvn^ 

wn«/nfli« vi.fi. 2560 tia 21

ftnjsn??ajm?nnmi«^cuain«(usDa^i'3uiTw^

annHu Gastrointestinal drugs

<d ^.... -wU. .n^^jjfm

uwntu)(pi.wcy.altjviai vi^viijiiBnsi)

.n«um9.fn^urm «wiaawe

(w.uvi.tuww apiiwp)(fi.yw.giupi Bwiwtjifnw)

.rmum?a«o.n«ufm0«a

(fity.Lanfiifllwjnna)

.n??«m^uasiain^ni5a-3^a

(flrficy.a^an snw^Bna)

.n«um5ua»wfoflLaimifmM <

(r{y.09wfmcu ^vnfli)

‘)cT>—^ & t/*
nttunmsrawibaKm^rm0«0

(nn.Ia'jivi wtla)
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