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1. ?asji

Silymarin 140 mg capsule

2. qgufiiiijwwVhJ
2.1 IIJUUIJ

2.2

2.3 iimitJiiiiA)

2.4 asnn

%
lu 1 \,m iJiKnsu^tJ^in^nPifyMauijamj silymarin 140 m§ 

oiialuuw^Ejitl^siuvi

- irufmmsuisa afin^aa^^ij^aanvila^avn^m^i dTuiJ^nauupsuvnwfmu
a/ Vui-3 ‘ua-aan

- uuu^mutf it-u^aan Hi'uiJ^naii^hai^ipiqjuasfmuu^ Tuwa^i Muana 

is'uvInsw uaKiawKLOauw-ifuan

3.

wwatnT:,Piofi,u^nan6i0iPcy?ia-3wn<umiTuia^jjntn‘5§ii4fn?w?9i9Pimupr3ai?nflnjpnmntni5nu Pic/S3.1

vresiviEJUivn

3.2 wwapian^itlaiiJwe^wmjn'iifij'ja^unw^ium^waiwiuinpi^iu PIC/S vilatviauivii

3.3 wafniPi?9a9l,fi?l8Mwaw/T{U^i{l,ult)pnu Finished product specification ua« Active

pharmaceutical ingredient specification ^l^awvisJi.'uaiipiaaTun^TUPWKn'a'sijmianvnmfisa'i

(OfficialUawa^iS,uliJwnu<ifanivi'u^ua£U'iPi^TU^)a'3m,3Tt(5i,3iy,Myiai^B-3Pin‘5naninpi,55i,uensninjsiii

Pharmacopoeia) Winailpi ^nnanvi^ MwautviTwIal.vfiin'i'iwi^ianpmnJ^mfmiii'Mn^fns'ncu^ tla^ %z\± 

wnnan v^.Pi. 2561 amivi 6 slmpiu n.pi. 2561 (tl^sinn’i'l’uiTanaaTULtjntn 12 nu/iTwuQ ■w.pi. 2562) uasiiJ^mpi

n^vm-sfnsn^ai^ ila^ (qtjuvi 2) w.pi. 2562 a^uvi 3 ningnFtjj vi.fi. 2562 (iJi^nn?i‘Luminaai,ui,iinbn

26 nm/ppiu vi.Pi. 2562)

«] (Non-official Pharmacopoeia) ■ffannv’uwflnifUjijwvn^i.viPiUfl wa^ 

diKnaiil’ia Universal tests aat Specific tests w'iijnjan0'ivt,uwi,Las5in5ni5'm^liJ6ua'3fm9tf=in£Mwmvi,u^l9t'Uwiii 

an si'iVifiii'iJuu'U'U'U *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. uautofm «)

wtauBinfnn048u9ifnLauaenjJ7uua*inaivlrfiwialutJ«fnpiann(3nouia,Bn«ij

• m?liutannnTU?sno\jm?wan?an

maua^n(snwa^!itji,anfn^?£na\jm^a'i?£unpnui5fmvinnviiiw'l^iJ?smfii^nntJnaL/i?i^fn?iJ I^^wanunauvn^nu 

IwaiansmiJ^snaDW'ja

1. uuuvIafmi&asaatJAEnviifma T^ia download 'lwm1ulsiOTdiaw)?f,on??jj Ii^waiinaui?a<ilwi 

httpsy/hospital.med.cmu.ac.th/pharmacy/ vilawnu Unkti4\J9«mpn

2. Knon/nviciiaiisipnmviwawnaiwui osnn uasui^iiw^an

3. rfiLTnianan^imjai rnwnlvta uaK/vtla^nwnaflnq'w vflwaumjflmsn^^um^aiMiiuaKan

4. ^iiuii0nfli?m?5uvisiijHiiniT\joi (uuu vi.a. l, vt.a. 2, via. 3, vi.a. 4, a. l, a 2 uerjuwnstS) ifewiuviui 

ufisvia-ivjfau?naas:i€awpicuanwfUMQW'is;^a^aiaiL!0iiJujiKi)aniviupiui9!i,5«i\iua^sm?^pi?igwai
^ M

(Finished product specification and analytical procedures) viTWYiutiaut?

fvsEuSm^tiJaauiitJEi-ii.Lnlii^iam^viKiijauw'iTua'i tvfumjs?iwi^nDaunliii0aauuiJfl4 (uuu 

vi.a.9, a.4, a.5 ua^uwn^dj) inmaunw^a

5. j?TLUivni4aafu^a'aw3w/T'fU9iairfii1a^tJ (Certificate of Pharmaceutical Product) fniua'nl'ivilaa^'in

6. Hiiuivtu-ieiaf'u^a^jjiwiiiumiwswaipmjMsninju^gm^Mwlum^wawai (Good Manufacturing 

Practices; GMP) ‘luwuQAviinaifosnuanviiaua (Quuaiqawiu^aum^wnaaauIaatMB^jluni'Mnanm? 

iu^a^) I^awa^tJ^snau^a

6.1 tfniuiviu^aafusa-suiin^nunngwananwnuuaninw^sniiMwtunnswaw^q^ufaBitfnmiJ (Active 

Pharmaceutical Ingredient: API) vaswwatt'fopfiunha'iri'imiJ (API manufacturer)

6.2 fhiuiuuaaBiusa-iuifl^iunigwaflaiflnuviamncufnfmivieftiifmwaflwanmu^a'itf'ulsiitJ
" M

(Finished product) ^wwanwafltfcutfairf'Ui^il (Manufacturer)

6.3 ^iiu'iviu^aofuio^uipngiurmwawaumuviamntusiign'nvI^umgwawwaw^'w^ai^'iLf^ii) 

(Finished product) ^wuu^u^waw/iEU'ri (Packaging) (wmBn?tSvl§Ha«anrfiwaj\Jua«yinj4u^ 

OTn^^ouaKvioarru)

7. a'Hunuu3?i0TU?0’5uiwgsiumgi,nufnuiuasn?«0iaaiwiuviahinai9iigmivl5num?inu!'nui ua^nwano 

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

jhiui official monograph‘luOTigiai (Pharmacopoeias) vlWanaVtu Active Pharmaceutical Ingredient 

specifications uas Finished product specifications iJranaufoa

8.
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8.1 Official monograph tu Pharmacopoeias vurtans-i Active Pharmaceutical Ingredient

specification (API-Manufacturer) (chy)

8.2 Official monograph \m Pharmacopoeias vfl^an^a^ Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (fhij)

8.3 Official monograph lu Pharmacopoeias vfl^ai^a^ Finished product specifications ^laMwantn

(cfiii)

9. tfuui Active Pharmaceutical Ingredient specification

9.1 tfiiun Active Pharmaceutical Ingredient specification TiQWManihfmutiiEJirfifty (API- 

Manufacturer)

9.2 aiiui Active Pharmaceutical Ingredient specification ^a^Nwacnai?iiua|\J (Finished product - 

Manufacturer)

10. Risk Assessment Report for Elemental Impurities (ch2)

11. Finished product Specification ua^wwapiEntfrifaiiJ

12. ^iiuiviu3aa!iJ?a^wann^i,fsi?isM (Certificate of Analysis: COA) “Lu^jm^wSnvi^wiBtiifl (rmilvfeto 

Miodmn) vila^um^wowviEM'Ujatjaiaaitiitlaaij'u

12.1 (COA of Active Pharmaceutical Ingredient) 

Ifl&piasibsnaupha

12.1.1 j?nujivnX3aaTU?a^wfifmiLf!m»w^a'iwwatriTVio?iijir}ai^iflfy 

12. l .2 sfituiviu^fiaitJia^w?mT3iujmKVua'3wwawwa9imu‘nai^iiia?\J
M U

12.2 J?nt4'iviU3fiafu?8^wanT5iiniicvwaouT'w9i^iiia?i) (COA of Finished Product) ^la^wwawwammu^

12.2.1 «?'UUiviU3?iaru?a-3wann?iifsi?iswa'inwwawNao!i/T'nj9iai^iLla^O (Manufacturer)

12.2.2 ??imiviU3fiaTu?a^wani^Lf!i?icMainwuil^ii^?a/T'cuw (Packaging) (lavnsfnnjviwwsnEn 

sfiiiaiiluatwutj-so^iawi^^aufiKwa^fTu)

12.3 visn|iu!liitiijpmumjwu5^a^?um?wow ^a^iwqwwiuiaiR^aacw^riw^anoni.faitJ (cinSvIan^m

Lot. ^a-Jiwqliuluiananii COA of Finished product)

12.4 (M)

13. ^imiianpiTsuapnwfirm^nvipmuPHwi (Stability datajl^iawa-JtJisnatiWia

13.1 ^ittiiiana'miapi-iwam^^nvnpmiipi-jwi^sasaii (Long term stability data) vtaufliueitjcnv! 

nivtuPiHuiiQtnn/ui^^rfw^

13.2 ^ituiionai^uaffiflwam^SnwifmiJfMW'j'iuaonsiw (Accelerated stability data)1

13.3 rfniniananuawflwam^flnwimiufw^iiwBKcm (On-going stability data) i!lcii<iPi
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13.4 (In-use stability data), 

L(?i1tmvt1aasjentjA^'i'3Ejn^tJfntWi<i (anS)

13.5 3iLt4ntBnfmu?i(?i-3Narm3nwFmuf5i-a?n vilaLsnfm^ua^pmjiPi^^nainiJutJiaanuan^aaivtfiS^ 

mufnwi (cfnjj)

14. amnvtfi'n§Tumifui€'3fsmjjgUJijaua-3w^/i/cu7ian (Bioequivalence study) (LQVNisnamiaimnaq^

vsofnu)

15. ^it,u'i,nanpiim^f,uia-3pmmviiwaij‘lum?f'nwimjanwviuutj (Therapeutic equivalence), vifnsiupmjj 

lllmT^nPianaPi^ (Biosimilars) Vilami^nwpmuLtJlauwaDfmlw (Comparability exercise: CE) 

(tavjiKnafmaiMtnai^a^vtlaciii!)

16. i,0ngmugitfi-3rm,U‘5JjfTUFifum,wa,iMci'3uauvjiaija^itj2a^aw5aoiina IflaSiiyaua&eienirMa “rm 

iliKnuflainiviaivi^ua,u”
. _ ^ V 4 4 1/4 0 I O 4 V ,, c*17. LBn?nia<ua03JV^iaua-afnaua‘t)awuaiina Ivantsin^tyujina’upiiumvi'u^ ?naa^Laa^i?n3Jvn‘[ja m^anifin 

afynji”

18. vieinsTumiaiM'uiaaiM^-3yiai,uiaa<u (ni£l)

19. s?iwiian?!i?fn??lnwvn^fl0un (Clinical study), mt^nwnniKtml'S (Real world data) (aid)

20. vmnjnmwuflijmimiTJB “ 3. Rcuauijwvmi.-Mfmf5] ” viu0mviuaanfuan?m{fa 1 - 19 (riiS)

21. at4 *i

• footman

WLat4aiiFn^a<iLL'uu^Bdi^ai^Li)t4^uv]<uusi?i'3?iaas:i.aa^ipmjO'3t4pniJ^niM\4?ilw'3^afifU6nj,uivnliJ€n-3^,u 

T^anaattaapini‘5u<uuRia6i'3tiniJvn'TMU ‘̂li!<LJiKfn(8ianndiai,/ita?iij Iiwaunajjwinwpii^a'jlviii w'U'oa^TU

• vifomfumocfiYisl'Ufmwa'isciri

m^foinmifoSiiHviOfunftwimiiJisiJiwiiJis^vie/iiwpioinpn (Price Performance) IwafoiifuiHflsuuu
s

nivi‘U5iHpiEU,ut4'3'Du^vu?itviinu 100 rsuw uii-aiiJn

1. 5ipnviiat40 (Price) 20 fisuini

2. Rtum’wuasflaieiinjivi.iJtiiJitltJMavii'S'sinirm (Performance) 80 fiKuw IwaSi.ncuwmi'iJisiCiti 

Performance fofflTm
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intmlmsiftsuju Performance facias

n. inw5miU0*fiwfnw£n«a ^

uin^3iu§wSw«niJifl^fnnajiiTSm?vl«luni5wSBHi (GMP)1 5

«iM?3iuufl8^w/nriT’nt}«\j«')!Ji^ifty (Raw Material; API)2 10

uiw^'iuufiKRnjfnviwawmuva'i^iifa^'U (Finished product)3 10

inpnjrmmiifktfnw niMition (GSP/GDP) usism5viim?M^ni?inofl 5

miflnwfmjjfMn'i (Stability data)5 5

nisffntnflrmajjysTOSMin (Bioequivalence) nitutniilwitfltfufnj^fl via fmviwaatjfn^iwlwjm/ 

m^viPiaautnwiu Dosage form nsaiEnafluetsmj *i

6

15

Rtufnvj/miutin^ u^^^jTtu'niiasQinn (Packaging & Labeling)7 5
u pjwamjwvmiviflOfluatflwauiJwvliiluiJitla'iju

flwauijwviifluil«TBwJw0ni?twituT54Yiuiu'ia1 15

2 fm?!nvivn-3Pia0n (Clinical study) 30

10051U J

• fm&lauasmsstoijau
i/ **

1. ma^a^npna^wa-sa'Pia-stji^nyfli^^iaannjjviivEjiatJL^tJ^vjjiLlu^'iw *1 auauawacyfiJi

2. wiaua^ipnastria^tJii^vDvia'i^autiniJ^inva'uiaeaivnuaiua^vau'jiantusiiiIuuMFias 10 wiawaiapinla 

*lvia5:pnnpi0fn?wn0f\jnuvJistjfl00nLiaK0iini4UWuvi0vi^L0U

• mitJssn'u^cu/nviEnYigfaijau
matJO^'ifl'iwa^tluuapi^vujaoruio^fnnJicniiRnj/nwa'iva^uoDVNioua^anaSoflowSoiunal^oS
V * M

1. 0iw0^wntjni^0i,5fui0njfnvJ9mjvan«itjvinivi4Piuat!,lij5O,3tTli0rul0ninu0'inaiOfnn\jFi£u»ni?ijm? 

oivimattn

2. icDBuanm^a^ijoijai («^‘Lvf,SRWTj itiu muouEn/nt/lu 5 Tuvinm? v^^inMfulu^^)

3. 0'iEJ^0^0ivla^y0\jw0^ij0nEjm?Hji^lpiliju00n'in 12 1H0U Iw^ijm^'sKij tauvim^wSw (Batch No./Lot 

No.) uasn'umm0n0Ti04tn (Expire Date) WLanaTsmmjm^ vlolmfovm

m^ei^Eiufh (n^tuanEJuoym'n 1 tl tuo^^nnaufinil lot ■uolvivmul^fMuswiflTjfnwl'U)

4. ynvfU'j^vl^iJO'u^KOTa^fi^HnttJ'ivii^aafij^o-jfn^Lpi^nMflwatn^'tuwa'iaii.laiiJ^tiviaJunia^wwatnuaK'L'u 

iLH^icraEiwuuo^wwatnT'uiEiwuviltiwawyi^viH^iJO'u

5. ruLtJauuanidayn'lnavuwa'iEivlovjjitionEiwIoaioLnwm^Laauafnw^yiJicfmlcfi *i riaunivutfi /nolu 3 

Lwaumawa'aKnam (^c^ilo'ululviwiiau wm liiay'ilnaviJinanEj'LijiJOon'ii 6 im\i TunJatm 100%)
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6. ‘L,un‘3fu,M3Jvn^vitjna!JL^£j^'vtij<noini^jj^n€£in^tnvid^0utvla^wTi^min£'M«=ini/iTy\ uirrcviij'iaEJwMwj 

onafa^^Q^haEi'i'afj'iIwEJWtnaa^wa^aiwjjanpnuanuTuvijjvn^vitnaa^Ej^'lviijji-aw'jiiaiLPniiiimauLCl'uv

wfDN^auHiHaia'lunrswi^i.fltnaMflfufnvNuaKsm^nwi^iu'luntwvivNU'i'iai'UjiMTjffnjjRcupfryfUK

tavna:uvn^vi0ia0i,^0-3‘Lvi3J,sii0fi^7uavi5lljjfii'W0ntanfmi,ai40‘3ifsn0nW'3netm‘U0'iweun0u?is;/vil0wwB^,luFif,-3

• HQnwi>^£f-aw0m?i.nCTPmwft?neii,fl30t)Vn-9Ejn (Medication error)

w‘un00&;w0-30U00jj?inLwmi9;ntjrmf0^00nn^0L/i3W3?jj I^vjantnsjJviiiiwpiiiLla^vijjl^aljiS %
ilauVu ‘lumimui.piu ttnlu vimaitio^mjaainai /n^uiiaan ni^udiSpmuaa^wa
mimt'iPmjjFmupianwtPaativn^an (medication error)

• rm&mBnmuftn
4/ V

1/ f) U £^^•uaiifn auaamwamanacij^ina'UFiiijnivtw m\l

1. aifjfi'waTsm^oanannmy^fnlmantjifi

2. (sicu/nm0-3tnliii,tit4l\J^nuafu?inwfus!,Q^0inwafn,3^‘a^ifsiiii5^pj£uxn^0inntUQvi0ipn?ie;iiniiimv]0 

niKYin^gnsiia!^ viloaiui'nimieti«] ,wl0fi0iO'iu0^ ^ /npuamm

3. ainnLlanLnu^'uainvfa^e'isi^ Twa^Tun^nupiWKn^jjfmanmiuatejn
my

4. 0iSij^i^fufn<wvi0i0?i'3waw0\Ji£3vi5tJftfm!’nwvi1a?mjjiJa0?i^'0‘ti0-3wt]i0^l?if'u0n

5. lijeiii,Oiin'i?pnufn‘5f0^0tl0^pm^j0-3W0nniii,n<>i(5miJFiai?iLPa0Uvn-30i (medication error)

6. ■tlfyw'ia^ ‘i ■uantvitlBain^nanin ^BTacunu.aT^iin^^iajLSBvnBWB^^m^
a> v **. qj i/ i^<i t/ •sj'sj %>** owinaiwjj: vmamiynisnacij&tn wi1a<ua?nFn^0^£),uu^'3vi<u^0y,u£)Sun?aiJ^?nyii0<uawjjsiinn)

, S' I «» «• axels' si I a u e a f l' a , u i1. bwyntjiaaiaamfl^wAnuiiTOnmeiinjnnifmaon laaanvianajjLvivnfn^is.^m^M W0ivmn00iw0-3a-30n
i vi v

tuantnwiuvltwB'iuiannvi'uaatii^'uaB 3 

n T31 l pm s wfi nj m w 0 n vl a n ?i u
^ v *

2. M'inwtj'MiBflwaneTudiwBivitilBaialijnjvtiafIjniipataon a^BiiviansTutlisjnatjmi'WBi^miwBTuiB^w
*a \i ^ <*a \i

0Tviiin00'i^0ai^0jviitit!LV0 viloliipnwB^pnuai^BLBPi'ui ^anvitiiBan^BaisJcuiiBU'UBaj^an^'uviKtiJB'u^ ^ •u «/ «u

W0TW'ii'i00nw0^vinjjl'um‘3 0wl0 (Black List) Iwaatljjlaf'unniWB'iiantvlDBavnBilBanjjqjBdn'a'UBB 3 il
^ ^ 1/ SS IS V «<

amrmHtJilw (oiS)
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3. p)EUKn^^m,5tfi3:‘iin,siiwueiKm?'unijRaj'ni3vigvS^iK^0viein5naj(fii^ *1 vil,BiJ?sn0ufm,w0n?EUTUg£t.i]uf!ii 

\J«SiviSinT»w0?ifti (price performance) wyiwjj waoPigcyKuanwIiwy'njiaMoyi^oa'iycyuu «| two 

wpionjjwgiqaouijnwgg'iuficufnv^o^ui
4. Pmjj;ngiijmguia,iing?uiiaKm^oiO'pi3^'3U3vi8^0«unl^i

vl^tfivis/nviwonfln (price performance) ua«si£jm?En ‘lviiilul\Jc:nyLViunK«ujpn3J^0iau0Uii»0nnw5a/3^ 

iiuuaiLipiniJu

5. a^ueivisliifmfl\jpn0ui^0T iBnsn9ua8iia«a\j?«n0\jmwsn?cmvmn?nj
V 4
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f

e

m^ulvn^waw^nfif® v).pi. 2560 mw^n 9 u^lK^c^,^J31Jn^cvl^^Jm^fia3'3^l?I^3n'l^3(il^an'^<^^flfl0^l(fl3^^Ll^lKm?\J1vn^  

WfiAfnflll VJ.fl. 2560 tfa 21

flnjsn«ijnn?rimjflqwanuw:5V0^™mud

a'inau Gastrointestinal drugs

JL...^A A
a«o n^um?jwia

(5fl.«5.uw.ua^n« in^flfu)(pi.-w^.a^uvian w^viJiysna)

i '^0y/A A
^*00 .nnufm .mwm?JNTO

(fi.uvj.siupi ?wiviinfm5) (?pi.tjvi.n4|v<^v opi^wa)

-i Awafi ^•3^0 .nttum?

(wfl.iiw.fi/HU pilwaina) (/icy.iamfn ^0L0lcy9i^fu)

A
0«O .ni^jjn'wuswiawum^j

(<»i?./icy.0^(n?n tfwssna)

m4 V

nmjfmuasjwmoiflU'njfmM «

(/icy.aBSmfltu vivnfli)

A .ni^rmufiK^iuiaui^nma^uo

(nfi.I^mv asla)
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