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Silymarin 140 m§ film-coated tablet

GPU 360655

1. Tfaen

Silymarin 140 m§ film-coated tablet

2. fleumjwwVhJ

2.1 lllUUO %
2.2 ill'll■Jtnou

2.3

2.4 afnn

LultmnLPiasuvlajJsiivifijfu  11^114

'll! 1 uta ij^neu^otiwionanPiCiivisiJJSJamj silymarin 140 mg

afnnEJi^a^jj^aROimsijUadn^wuliifiui.aa-uuaKvia^ui

- im/mutsui^ 00n^009i0'3it:\j^00nvil0^0vn'3fniFii diuul^nEuustwi^pmjj 

U1-3 ‘UB'301 l?lW^GmPSTlUtt401?J

- ,u'uo??04TfueM ?£ijl00i ?i'ii4iJ?£n0\j^30is?iflfyu13Kismuu^i tuwsw

uasaawtii'dowifiitJi

3. flsuffimsivn^iviftUfl %
3.1 wwawTVimiiyn0'ia'iflfy^0d'iufm!lii0'3JJ'iwi5nurmNa?i,iPin^\j?ntne?'iRfypmj3Jiwiem4 PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) vilaw^uivii

3.2 m0{n0ng?ii!0iiJw0'3wnum?f,u,50^unw?«'iumiNa«tjnwnuu'io;t‘35Tu PIC/S vjlaivtamvh
V % ** cU

3.3 wpmiPi^^TtFiinsiWWSWfi'aiSii.li'ul'iJpnu Finished product specification uas Active 

pharmaceutical ingredient specification ^U5iii?iviKi‘U0i4?i0SinCin<iiUf!m4Sfi?iurn‘50nvn‘5U^0n ms;vin-a

(Official<li?i0W0^i?l,uliJ?njj<ii0mviti9iu?i^unPi‘3Si'U‘U0-3miiQt(sins!'MV€n-30-3W'i<3i0ijjnpiiei'u
cU <aaicn^ftiau

Pharmacopoeia) wn?i0ivu-3 tlo-3
wn'an^i vj.?i. 2561 t^fuvi 6 suiiajj vi.?!. 2561 (iJ^mpil’uii'an^^TULVifvtn 12 qu/nwe yv.pi. 2562) uaaabsmfl 

niuviio^nsniaiati 110^ (aCitm 2) w.?i. 2562 s-jtum 3 nin/pmj v^.?i. 2562 (’Llismpi'lun^n^^iiji.unw

26 ningiflu vi.fi. 2562)

nituwljJiJnnfjl'u^rsiO'il?! q (Non-official Pharmacopoeia) ^0niViUPiqfUsUJij^vn'3tviFiQfi 

■UisnaiJ^o Universal tests uas Specific tests pnjj^an'ivi’UPiUfiaiU'iwjSiuvnliJ'ua^miQifitisMvifinvfu^lTluPiin 

0i aivifui\Ju,uin4,u q (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. ilaulnSu *i 
• fmw’u^’uenfln

wtgiuenpn^a-jtl’uiiipntgiuapnjJiijaasnan^nnvtuwT.'uiJism^inriitJLfita^jj
v

• fmSmansn^iJ^snaiJfm'wa'i^cui

mjitiBiiFn9ia'30uan6imiJii^naumiwai‘5njipnjjQSfmvinnvt,u4<uil‘3j;fn?ianndifjmmjniiiu Ii^aTuifijjvn'smj
-D

Ipiatanjmilitnau^ia

1. uuuvJaiuriuflsiauflunviui’ua laa download 1»^i1ulea^iaifi^n?‘33j Ti^fjiunauvnnwfli^a^viii 

https://hospital.med.cmu.ac.th/pharmacy/ viiawisj UnkluiJlKfn?!*!

2. Qfnn /nwiiiia uasD^a/Taivian

3. a^uii.ansmriimjtn /n^ilvia aasj/vila/nwa^nq'w wlaatjmjaaisni^nTsaivn'SLiasan

4. ^niunianan'jrmfjuviKLtla-uwnTuai (lluu vi.a. l, vi.a. 2, vi.a. 3, vi.a. 4, a. l, a 2 uaiLitrinitu) yf-saitivmi 

uatvia^fauiiaa^Laaaaaifin'wnjuLa’wnuDa^aiaiifaiiJLias^anivruajjiPiisiii^a^sfn^LPi^vai 

(Finished product specification and analytical procedures) viwviU'UaijH

niinjumii'iJaatJUiJa^Linhnafml'uviKLtjawii'uai IviLtuvia'iLuiPi^aLinl^RiJaatiUtJa'i (unn 

vi.a.9, a.4, a.5 uadu^iniw) inwfaun'u^a

5. a'ninv^aaiu^B-3Na9iiituwan<?it!aTtJ (Certificate of Pharmaceutical Product) n^alamjTwIe^ann

6. a'uuivnj^aaf'uia'JU'iwi^nurmnawantrniiViafunni^Bfmviw'lumiwawan (Good Manufacturing 

Practices; GMP) ‘luMuii?ivliJnai<tiB^nuaiviiauB (amiana^ipnaj'aaufmpinaaaulwa^aaltiii^^nann'n 

tu'sb-O Taa^iJiisnau^a

6.1 aii,u'ivm'3aB‘3\j‘5a-3un^i«'iufmNawanwnu<wamnfutn9rmvialt4m^watinwa<»}tiPna'iaiFify (Active 

Pharmaceutical Ingredient: API) ns^wwawfwJiSuw'Jairf'ifty (API manufacturer)

6.2 a'utnvnj^aafuia^ijn^iisnafn'swacfiai^nuviamnfu^snnivaliifni^a^wawfitu^aiaiLiaiiJ
ta M

(Finished product) ua-wwawNapi/fawantfni,?aill (Manufacturer)

6.3 a'uinviu^aaiuia^y'iwieiufmwawanpmjviafu.naivnBn'nvi^lumiNawwawfiaiviananiiaid 

(Finished product) ua-amd-au'a'a^api/i'ai^ (Packaging) (tamKmwviwwawan^niisi^iluas^Li'U^'Ui'ja 

wi^auatvia^rru)
_ o n/ ^ n/ si n/ n/ ro«< <aj<Qn n/7. a'aiinvi-u^aaiuia^unw^TunTsinuinviLiasniKaiaaipnuvianLnfu^sm^vialuni^tfru^n'toi uasn^aia 

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

8. inan official monograph Tuemiai (Pharmacopoeias) vL^a'i^a-ala Active Pharmaceutical Ingredient 

specifications uas Finished product specifications ‘Uisnau^da
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8.1 Official monograph tu Pharmacopoeias Active Pharmaceutical Ingredient

specification (API-Manufacturer) (pnC)

8.2 Official monograph lu Pharmacopoeias VTWa-iW Active Pharmaceutical Ingredient 

specifications uowwawEj'isf'H&ijiJ (Finished product - Manufacturer) (nnS)

8.3 Official monograph tu Pharmacopoeias Finished product specifications tia^wwapiai

aniiaiil (niC!)

9. shon Active Pharmaceutical Ingredient specification

9.1 s?iitji Active Pharmaceutical Ingredient specification U0^^wnwiPit]«uwi£Jis?imy (API- 

Manufacturer)

9.2 31011 Active Pharmaceutical Ingredient specification ,ija-ww3PitJi3il,faTU (Finished product - 

Manufacturer)

10. 3101 Risk Assessment Report for Elemental Impurities (nil)

11. 3ioi Finished product Specification ^maeia^ii/bTiJ

12. 3°iOiVii4^afuia^3ni?iifsiiii:M (Certificate of Analysis: COA) liioniiwaflvm^iath-s (fvaculvi^ 

ynadi^tJi) v1a,5ini?N39ivia-aljj3VjaiEjEJilut1aaTj''u Iwa^a^nJ^naultJ^tJ

12.1 3°ioiw,U'33afuia'3W3rmiLi5)ii£Mie;inl\jwiai^iPify (COA of Active Pharmaceutical Ingredient) 

Ift&cfemJisnauAiEJ

12.1.1 j?ioi,vn4'33aTuia^n3fmiifl,5itw‘ija'3ww3?iiwn^ii(rriai30n?iciJ

12.1.2 3°101Vi^3aTUia-3W3fmiLFmKma-3m391W3ii;lfin46Hrt)131l,^,3,Ll
V M

12.2 3°ioiviU33aTUia^3ni'59!,fsi‘5i^N39ifimsw30ii,!aTiJ (COA of Finished Product) ^a-swwnflwnw/iaw 

ai38it!a?iJ
V

12.2.1 3°ioiviU33Bf,u?a<iW3niiiLfiii£Viainm39iW3Wfini!>iairfii,!a|tJ (Manufacturer)

12.2.2 3°ioivi,U'33aT!uia-aw3niiii,Fi^i£Mainmow3iaiTtu#>i (Packaging) (lavnsnicuviMwEn 

^it!Biilu3s;NU,ii-3Ui?B9ii^au3t:^atinu)
V V 1 M

12.3 vi3neit4a‘ua<ufnii3iimi5‘ua^^i4fmw3Pi uB'iiPinwtJwiai«?i3fyLL38W3Wfi'cuvai30it!aitJ (niivtlamw 

Uiiiso Lot. ‘ua-3i(nn«uluan3ii COA of Finished product)

12.4 Mnnjiuni^itRnswRfufiiwailpiamiitj^iwa^f^ (nil)

13. 3oioiian3iiu30W3niiffnyipmif5]'Wi (Stability data) Ipiawa^ij^nai^itJ

13.1 3°ioiian3m3fiW3miflni!nfmifi^iis!£jt;ar3 (Long term stability data) vtaiiFiiiaiEJEnvi 

nivo{fiHmiQ3in/tj‘5i^nw,M

13.2 30ioiiBn3iiU3«'3N3ni^3nwi3iii3'3Wilvj3/iiisi,^ (Accelerated stability data)

13.3 «?ioiian3T3U3?i-3W3ni‘5^ntn3ni3^?ni»aKaii (On-going stability data) tlehnei
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13.4 aimiL€ngmu,JiPi-3wam,3^n,wnf5m5Ji5i'3«rufUKitlwH (In-use stability data), 

tw1tJUvil€a«fntjA^0>n'atjn?i/3EJsmi]nwn^ ^ (cinS)

13.5 ^•uii'iL€ncniLL?i^warm^n,wif5mu(si'jwh vlaLBnfn^L^pnij^Rifjnn^utJiaafman^'qaaiVifjCiMl  ̂

inuIVvten (finfi)

14. ^nw'iviansniimiiijia'jpmugnjiyfnja^w^/icu^tn (Bioequivalence study) (iQvnsinamitn'mn&ifon 

Vll0fl1SJ)

15. a'imiV0n|iurmfui0-30'3njji,vini,V0u‘l,urmfn,tnriiJ0iw‘uadtu (Therapeutic equivalence), vmmrmpmjj

(Biosimilars) vltrm^rnsnpmwiiJla^iviy^JiTulpi (Comparability exercise: CE) 

(iQW'isihafmahvii.nyh^a^vilofiijj)

16. Lon?n‘3U6i?i-3m?,iJit:n,u0aifnvj0ivifi^u0,u‘wi0ij0^sn0jj0<ti0^0ni4n0 LwEJimaasiQEjwwiuTnflo mi^ %

iJlKfTURfUmwaifeiJOD”
. _ t/ ^ ^ c> f) I 6 IS* 1/ ,, ^

17. [.©nahia'uaoiiwioiis^iyua^awjjoTuna IvmniflnfifyfyinauAiumvi'Ufl ^naastaywe'nuvnua rm^nian 

ftytyi”

18. Vifin5Tumi0nvnji00i‘l,ul‘3-3‘H0n\jnfi0<u (niS)

19. ^ii.'unionsnimiflnvivn^flSun (Clinical study), (Real world data) (M)

20. “ 3. pajauCiwvn-atvi^w ” viuonwCoainLon^ii^o 1 - 19 (M)

21. 014 *1

• ^Qatln^tn

WLgn40npn^0-uti4ij^0di'a0n^L{l'u^nu,m4U?i^-nn00j;i,00Pi'lwfr5uci'4i49nu^niMi4?ili4W4't)0pia!fnjij9ivnl,iJiin'3^,u 

Ipi0,5i03s:i00?ifniui40w/30tji-iwiuvn'iviupi'li4iJiKfn?i0nndn0k/ia,ani,3ij Iiwyunauvnihtiw^t^-ilviw wChioemii 

Svi5m?fll4M10£i'Kl'lll'3'in?{ulfl »i

• wamncu^uac^visl’Ufnwahiw'i

mi^0T504n^ai4Hviamnaj^nT5iJ‘5£[,Si4H'iiJ^visfnw^0?n0n (Price Performance) kawiifu'iHf'i^uuu
« K^•314

n°1W4^,lviflKU,l4l4n3JVMMiJPItviin,U 100 PltUliU

1. nmvitauo (Price) 20 Pisumi

2. 0n4fnv<iL0s:0n46iiJiJw^i,ili4iJ^l0<fJi49i0vn-3ii‘ani‘3 (Performance) 80 flsumj l00mna49imTUita£m 

Performance mmi'i-i
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inratfmstbsmu Performance

unw5ii4ww?iw9nuwSfnnn«^Sni5vl«liifmwfi«0i (GMP)l 7

^no!ii«iyLLatR£umv(T'0;i£)«>jw'j&n??ii*icy (Raw Material; API)2 12

ui«55iuuasf5tUfnwwawi%uw{jiKiw0j\J (Finished product)3 12

jjn«5|nifmin\jihi!n (GSP/GDP) iia^rmulm^ehifn^uiEja a
niwnwflyiuflwn (Stability data)5 5

n'l^flnwpmuauija^aJEn (Bioequivalence) n^tuuiwwiiasunil^ja Vila nnwiasurmiwlMJEn/ 

m?vi«a0iiEn«iy Dosage form n^alunSwuacou *)

6

15

tm^iftutfiiasafnn (Packaging & Labeling)7 10
d. flcuau,uwvn-3ivipiCfiuas:f)£uau,uwvlivjuii'5»Iti^u

flfuajjwi Eninai 35

100‘illl

1. wiaua^ipn^ttno-i^a-iunwn^fi'ta-asia^nniivnivianerutiiy^vijjiilu^'ja *i sju^ua^i^fycyi

2. wiaya'jnFnacwo^ii^^wuviaTaauEjnii^tifiviEjnuacaTuitjaiLiatiwoD'j^anfuwLiluuMFiat io aotivia'iawnla 
li/faB«inw0m5M^q0TU9ijjvwgB^S00iuas^iuiuuuwjM0vl^wwi4

• midssmjflcufnvitnvifiwoii

mauo^ipnwo^tliiua^^viujfloTuio^miil^cn'Uflcumwaivla^jjaDwfaiia^anySo^owSoiu'ialpiaij

?10asi00a‘ll!VIU^a0fll,50^a-3y

1. aiwajwiunismninnfiwmwinnijvianjnuvimvmmasA^dssTwamluninurnntfiumiuflcusrnnjn')?

2. isEJE^aifma^nauai fte^tiHawu ii\i a^wauan/nEjItj 5 Tuwim? via^annUfulu^^o)

3. oiEJua^u'ivla'Jijaiiwa^SaiEjmiH-jniilaUjiioan'ii 12 lwbu loioijfmisu lauvifmwaw (Batch No./Lot 

No.) uas7Uviu?i8iEJTj0^0i (Expire Date)‘lm0na'isrrmu/nS mIoIuh^mu waluwflijftia'ja^na^vljj 

n'l^H^aunn (n'jeiianqiiOEjn'n l 9 itio^^nnauaiS lot iaEn •uaHvnjulwviLL^Liiun^njltJ)

4. 0nvin^iavia^U0D0EW0ja-w?niunvn4'aa0ru^0^m^tfl?iniwa(iijT£usi0i(?'H!3^\J^via^y'iua^wwa0:iiiaKT.D 

;3ta?icraaaii,U04wwatriT'waaiivilwaw0'i^via^u0ii

5. fuiiJaauHiLilaoi'lnawjaonEiwawjaoiqTflleiuoinam^iaBua/nTiffninJwm^'la *1 riourfiMua motu 3 

LaounEMffaWuuafl (^e^Houliilvfflawu iiiu alaonlnanuaaiEj'UiiJOun'jn 6 iwou TutOaou 100%)
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6. ‘l\jn?mvjuvnivi£jis£ji,?tj^viijwim??ju?nati'^EJivl^u0\jLvl0H-5wii'3^iitpi?iK\if!)cu/nvi jjvmviEmEittiiutviij 

0n^90^0ni0«jnoiT«owintj^«M04el4aiwu0nwnjj^'iii ‘3uvlyvnivianaoiflo^'lwjgifl«|H')^ifi9i#wu0*itlu 

w!',uw«‘Q0iiisinH0'i0'lyni?9i?i0^pm«wfltufnviua»?n?iJ'iw«iij 'lun^mvIvi'u^nan'Uji.vluliJwiuflmanwwj; 

i,avint:jjvngvi0na0L?0^1viiiuafi4'3uavi5‘Ujru^0'i^tu'im,3i,snj0^nf!n0n?i'anam^0jHTnmtsiK/vil0wwa(n‘luf:i!^

«o\iJ

• flQnm^-jpian'mn^fl'jnuflanpiifiaa^vn^y'i (Medication error) 

wniuaswaflSuooutfiifiuniswiyniswflosnnRhtJUiffunsttJv

iloulti ItinmvhJiSu unlti vlinu'Jtfo^ffuQflinai /mustn^tn fnwYitjdifipnnuifla^trio

nmnwpmupmjjflanpiiflaotivn^ai (medication error)

• rmomanacycyn

Jiauonni Suuamvi&niana^fyiriouflitjniwjfl M

1. a'lonwai^fuiwwoanaimjqj^ail'j^vruitjna

2. flcufnwtia^ai'Uiiviti'l'UwiMflfuamdcusiaw^ainwarmw^aiiPi^ntwfjflj/n^ainniij^viaiwiawini^uvivitj
n'jsvm^ansiinjatj *\ Mlaaoimi^u *1 mmamm

3. ungnLlamntjnuainvia'ima'iw IpiaaiO'n^ntusn'S^jjmioivn^uaKa'i'lu^KVi'jnW^na'i'oa^afyfynaBfoK

tnu

4. 0^5\)^JwnflW/nvlvi0^0fi^^Jaffi0^J1£av1SNafmf,nw'lV110Fmu)Ja0a^i'u‘t)0^N,LJ^0vl^fu0^

5. 'Ui^imufn^onynn^la^tioLla^fmuLaa^wafn^inwpmuna'iPiLfiaa'uvn^y'i (medication error)

6. Atywiau *1 uamvmaannvincmun ^^antftjmaiii'iLntfiFmuiaavntJwon^fm

•Mjjnaw?}: wtiomianianpityqjn ^laus^ifliwa^Ejuuaw^tiweioSvaouwl’aua^aiosjawwij^njia

• tioa^QuSvis
. ^ I A ft/4/ 4/«l ^ *J lAftSQ O #l/« • ft^ J1. rtwuiuiaaiaattMsiKWflto/nriflimAsumsfWiiaan waaivignfjijwvnni^ifl^isv waiwuiaoma^a^oi 

Wiuw«ijjm94viaitjiarfi\iti«00nvfoa 3 ^mwflw Ivd^vmiinaejiiw'jatin uasruw^itiatjf'iiHaialtj

2. vnnviviviiauvianeiu^nwa'iwuiEjanaiycyvil^ufmflwtaan a^ouvianeivnJ^naurmvjai^cuniwo^j^o-jw 

^nwunaan^oaiJityvIitJuivia wlaljj^nftio^ftnijal^ftiawwiji w^ivnjnoyifioaimy^iyuuaKwfa^QntjwsiijaTj • 
waivi'iiiauiwawnu'Ltjmitaffi^o (Black list) IflyasUilwTum^wai^tuiiiio^vno^opnijtyafiiflUQti 31) 

uasnirijviliwyitjnawaaitiaaniJEy^namuaT a'lawa'ntuiiluni’ofllvfiiffiltimiuiaainaou *)vii.nmhj 

ainm^Hailw (cfiS)
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3. ^ wl^vliKn0urm\Nai?£ui\Jit:i5um
rJ^sSviBinnws^nm (price performance) imnwu wa005S0t!t')aivil?w0i\jna^wv0oi9flfnijq(uu,i W0

wpKrnuwnafia^iJitrtisiyficu^nvi^io^ai
1

4. fl£UKn^njfmwi310fn'5uu£icn'i^Tj'nT(>i3^')u^vi5vias;anl‘tj LwutnuuaiilTOa*5'annviu(!iluviamn£u^iJ‘jKi5uRi 

\J5sflviBjnviw05i0n (price performance) uasnann^ai tmilu'lilwiuiMvnsjiUPniJ'iiaifniauutainwjjd^ 

«uuaiuwn?al
5. amaviBlufn^miwoooi^ai t0fiai?ufl«v0^a\Jwn0vm?w0i?(uivinniw
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tiafusa-dn flwan^cusiavnssjawaiavlaKanlaatfiai^'Uflf'auivIvilTJenjJM^s^n^ijtiJEjffin'naw^aawan-suas 

n'i?ulMi,3viai»i/nRi| w.pi. 2560 mm') 9 uas^si^jaun^svi^^n'iiRa-idwiamiaVi^an'iiaPisjaafianuasnmjIwi  ̂

wwjnflTg n.fi. 2560 iia 21

flftisnmifmmvru^^cuanvwsva^nsj/Tcu^ 

annau Gastrointestinal drugs

.^C..... tf./?.. AA
AJ^KSitin^iuhni a«oa«a fvs^um?

(?pi.p)?.t4v«.^a?f»rnw uvihjij)(fl.Yity.aluvitn wivsSuBna)

A A
fiWQ a-juan??umif

(fl.UN.cwfl 5wiviynini5) (??i.uw.cu«vi^w opi^wp)

A A.n«um? a«a .n«urm

(wfl.w.fi/im filvjaina) (flqj.itm/n ^aia1c\jT3?£u)

oAa^na

tfwwqa)

.niwm^uatwv'juiam^m?awa

(nqj.aiwmicu ^vnm)

<■

A CT>^»^ n«um?ufi8qnhoi0in^m^fwa

(fln.Ie'jivi wslei)
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