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l. fain

Diacerein 50 m§ capsule

2. ^omu'URvb'UJ

2.1 iiJuuu i.ijuuiiLFiiJ^ginvifuiuiJi^yn'u

2.2 {binbtnsu lu 1 upiJ^ iliKnau^OEJ^aisfiflcyviauijamj Diacerein 50 mg

2.3

Qfnnaiwa^flfapnnsj^ijHadi^i.a’u liiamaamauvi^^u

- ■uu/nwaiijna adiwaawa^itiifatnvilafavn^rmfli ^TuiJ^naiiLiaKtJinpipmjj 

‘ua^u'i i.a'uwwswusKMuansj

- •uuu^^fiajVi •ssufaun diu’UiKnau^nui^iFi'fyiLaKpmuu^ I'uw^ Tuauaia 

la'uviwsw uatJtawiJLOUumfuun

2.4 o?nn

3. flfuaiJtjlivn^iviFiCfl

3.1 mapiT’wqln^insiPify^wi'Ufmfuiio-ainpi^nwitNawIVi^u^iaicinpifyTOJJi^iiTU PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) Miamautvin

3.2 m^£jid'u.!a^Jwa^wiV!fmf'U‘3a-3uis?ntinuniiwawtnwnuu'i9i‘3?i<u PIC/S vlaiviamvin
XV ** M

3.3 niwlul'ijtn^mnjLiPia^fni^nyifQ^jjya (Bioequivalence) ‘ua^waPifiaiViaiiviaofTotinwui.ii'U
i/ i/ v ** £3.4 Sfa'u^Twa^a'imwf'Ufmf'uviKi'uavi^y

3.4.1 Wivtiufnwl^fataajj (degenerative joint diseases) Irnifi lififae'ia^amtfislwa'u 

vlinaifa^ffufniiHou'ua^fawonwPjn (osteoarthritis and related diseases)

3.4.2 HiiitivnanmTtflavhWanm^afei wm rmiJm miamai) uasnmvii'Sivnjaofawa^f'U

3.4.3 Hiwafnyiwaivla^l'iiiisasam wausaanoiriiiihjlitoa'rtwuas^n'Oasnitflnaauw'WialiRv

3.4.4 TmvlatiJuu,u'Pvn^m55nw«?wfuwii'3aMljJp)su^a'35oafmfminw'3agB0i4 wfaSfaann^Ui
e v i oj 9u to/ i i/ i 4gniiiifivnm^nwiFn^sriTSWiww nuvi'jmiwi^tilaraewgivitju

^ _ *i Vqj <T l> O «/ */ l> 1/ t/ H i At/ I v 4/ iff l

3.4.5 I'O'smyil'jfltja^auaiw'ju^TJiaviu'UBvnjjbfnimcil'aainauanwmimiamaijvilui'Oei
v 1

maiaaw (NSAlDs)I^aLQ^'ia:Mi]a!vnm,uts;injwi,lauas;vipawi,saPi .

3.5 wam^naii.Pin^a^aiWLCl’uliJpnu Finished product specification uas Active 

pharmaceutical ingredient specification MI’awvisiiCia’Utriafii'un^iwaiKfniumiaoviniua^a'i frscvmo

Pharmacopoeia) luehT'itn'U piiiioimw vitviamvi'ivilalviiinoimtnaipnuilismpifnKViio^fnBiifu^ tla^ %z\i 

rrntn ■w.f'i. 2561 6 nmau vi.f8!. 2561 (d^smfl'lun'ofiaai^i.onw 12 njj/nwus w.?i. 2562) uasdi^mpi

(Official
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ninrai^nsnioieni 1I03 ■asu^rsnEn (QijTjvi 2)^.pi. 2562 a^uvl 3 n-an/jn^u vj.pi. 2562 (ibsmpil'U'an^n^nmuntn 

26 ninQIPlJJ ■w.pi. 2562)

n?wvllijijnn{]1iiwi?'i!nl9i *i {Non-official Pharmacopoeia) foriiwuflqwautfwvn-aiviflUfl 

iJ^naiiPiia Universal tests Specific tests pnjj'tian'ivi’UPiufisiJiPi^nwQliJnja^fmitPinKMvinivtuPilTl’U^Tan 

ai anvil in uluinjCru *1 (General requirement for dosage form) Vila The International Conference on 

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

4. ilaulufm “i 

• rmmjimjasnpn

maua^ipn^ia^iIiiTiaii.auapiuiTUuatnaivinivmPi'lmJ'aMfnpia'ind'iaLfi^nmj I'awaiuiauvn'anwpii^a^vui
v

• mtSuianaml^snaiifm'wan^cui

mauainpnpia^auana'mltsnaumii^amiwipnunBrm^nTwuPilmJisimpiain^naifimmiiu I^wa'iuiauvnnsti 

■upi^L^a^wii IpiEiianen'aibcnaupQEj

1. ttuavla-funaaKtaaPianviiaiia Xm download \m Website 1'a^EJTunauvn^‘imPi^

^Ej^viwvilapnu link'lmhsmpn

2. ani.'uifnvjri'iauapi^fnviwapiiTw'Man aam mTOuna uanu^ariaiviai

3. aimitanai'animja'i rnmlvia uat/Mlamwa^nqy ^lpi!l,ufTuaaisn‘a?umianMn‘5uasjan

4. a'u.miananmiwmi.iiaiiwifuan (uuu vi.a. 1, vi.ti. 2, vi.a. 3, vi.a. 4, a. 1, a 2 uanawninj) wpnuwm 

uauvi^vjfaimaauLaEiPi^Eueifvwajstavjniiiia'ja'iaitiaiiJu.atiianiMiiPiinpni'miia^rmntPiiiswan 

(Finished product specification and analytical procedures) wfimu'UEJ'uH

n5w5m5iiJaEJiiuila^unl<y5n£jm?liivitiuEJ%i^nTUEJi TmiDD^umfliuaunlmiJaaiiuila^ (uuu 

vi.ej.9, a.4, a.5 uanLLpinitu) inv^faun'UPina

5. aiLinvnj^aafiiia^wa^/injViaianLia^il (Certificate of Pharmaceutical Product) malanuivila^a'in 

pin^ilittvipi

6. {init4TMO/'3liBfi!i0-3JJiPnsTum‘2tjawanpnuvismntu‘>ih5nr3vw'lt4n'iiwa9;iai (Good Manufacturing 

Practices; GMP) ‘Iwunpi^knaniia^nijan^Lpma (Qiiiifiisipipnuiaun'i^pi^aaeulpia^a^rititin^i.hainii 

fuia^) Ipiawa-3iJ?s:nauPiqa

6.1 cfmnviw^afuiaJiinwiin'urmwawanwiuMFinmaiVinsfn^vipnunTjwawT'inapiii^an^npiqj (Active

Pharmaceutical Ingredient: API) (API manufacturer)

6.2 siii.tJTMmsafu'aa^inpii^iiini^wapiaigrmjvamnai^nBrmviltuni'awspiwawfitu^a'iani.faiil 

(Finished product) ua^mawwPPimi'Ma'iciitfaill (Manufacturer)
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6.3 cfii.tnvnT-a^aiina^uiPiisnuniiwapiEj'iPnwviantnai^Bnii^^l.'un'nwawwawriEu^Ej'ia'iL^^iJ 

(Finished product) (Packaging) Uavn^n^viwwa«yhaii!aiTiuas;wuijJD^?a

wi^aufisivia^fTu)

7. g?ii,uivn4'3?iB!'\j?a-33jnw‘3ei,um‘5tnu?mi>'Ui,a«nis:aiaanwxjvipini,nfu4n75fmw^Iumiinvi!'nw uasmt^na 

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

8. antn official monograph l,uwi,5iai (Pharmacopoeias) mflaufttlu Active Pharmaceutical Ingredient 

specifications uat Finished product specifications ibsnauifoy

8.1 Official monograph lii Pharmacopoeias viHai^a-3 Active Pharmaceutical ingredient 

specification tia^wwawT'^afiuwTaiaiaa! (API-Manufacturer) (and)

8.2 Official monograph "114 Pharmacopoeias vIWeMs Active Pharmaceutical ingredient 

specifications Tia^wwawEji^iwa|lJ (Finished product - Manufacturer) (M)

8.3 Official monograph tu Pharmacopoeias viKai^ Finished product specifications ‘ua^ww^Pian 

emaiil (mS)

9. finmi Active Pharmaceutical ingredient specification

9.1 sfnm Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 ait’Ui Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. grain Risk Assessment Report for Elemental Impurities (rhfj)

11. «rmn Finished product Specification

12. 3iLinvnj-3?iaTU?0<iwanT59mm;M (Certificate of Analysis: COA) WnjmiwMekratm (mtulvi^ 

Fibatmtn) vila^’unn'swawMLdliipi'uaiaan'luila^ij'u Iwawa-nJisnauliJ^a

12.1 ^niiiiviujIiaiiJio^wann^ifl^njJWTWPWtJMhEji^imy (COA of Active Pharmaceutical Ingredient) 

leititfombsnaiJflitJ

12.1.2 ?intinvnj^aTuia'3^amni,f5i‘3ii;wa-imapiwapi/itu^anahLiaiiJv v

12.2 ^ntiinvMaTuia-iNan'i^LpmtMNSWfiai'M^'iiiaiiJ (COA of Finished Product) tia-imaww^mv 

anaiifaiil
M

12.2.1 a'lLinvnnaaf'uia^wafmhiPinKvannwwacnwaw/Tfu^an^iiiaitl (Manufacturer)

12.2.2 ^'utnviwaafuta^wafnnLFniiiMannmLij-nji^fiaisi (Packaging) (tQmsn^tuvwwawai 

^iifa^iJu.aKwaii'njiiapin^euaK'Matimj)
V 1 S}
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12.3 ‘uo^nfiu^tnsi'i^fyusKwaw^fuvina'u^^iJ (pidvilBnifu 

1jj5isij Lot. ‘UB^^uluLaripm COA of Finished product)

12.4 vt?i/n?numiQtPmi;wfufnwLnlpisjMtiiEj'3™a'3i5 (md)

13. ^iLvntangniufi^^fifm^nwFmiJPi-J^n (Stability data) Iwa^a^il^nau^a

13.1 ^m.unLanpn^uai'iwami^nwfmupi^isaKa'n (Long term stability data) vimucfniiaiEj™ 

nnMuwHu’uaann/Diiailww

13.2 6iimiianai^ugi^'3warmmtnismu(s)-3^‘L,ugi/miid'3 (Accelerated stability data)

13.3 tfiitniansmuaflwanisftnwfliiWflw^sasEm (On-going stability data)

13.4 3'umLan?muat5i'awami^nynPt'3iUf5i-3^n‘ua!SLtl9iH (In-use stability data), pmjjFi'3^h‘ua-3aivi^ 

umfauvifaasanaAaaai^ai^QjmtliPib^ *1 (cinS)

13.5 ^nL’uiLanc’niu^Pi^afm^fTbnfmupi^ wlatanaTs^ua^P'jiu^wianninlanaanLiafrdi^cuvifjSvfl  ̂

muffTwn (chfl)

14. ^'Hiiiviansn'uniiftJia'apmugiuiiS'ue-aN^ri'fuva'i (Bioequivalence study) (tQ^nsinamiaivima^a^ 

vilaoiS)

15. aniunwan|[iiim?TU?0^PnnuivinLviaii1iJm?fhwniiai9i,uiitJU (Therapeutic equivalence), vtan^TUFmu 

LLluliiwapiaiaPia-3 (Biosimilars) VilanTs^nwpnnmiJlatJwaLiniil^ (Comparability exercise: CE) 

(laynsriamiamnaifowlaciiSj)

16. langniLLsi^^miiJitfTUficu/iTwaivisiwaumBu^fnajja^awjjaiLna lAau'jnuastatiflfniiJ'wiiia m?
’ V

xI'szmFitummnmuQv"
__ A 1/ 4 4 V4 O 6)|/4%/ I O 4 OS is 417. i0n?mauaauwi8ija^itmaeoawuaiinalviaman?iwci!'inBw^ufnviii?i nasstaapi^nuvnua mimman 

ftyfyi"

18. M^neTUfmaTwiinaanlLili^vNa'iLnaaL! (anS)

19. rfni'Uiiensn^miSrninvn^piSun (Clinical study), fm^nyirmHaial-j (Real world data) (M)

20. viahi'iumui^jjpnuMb^a “ 3. ntu^jJijIvn-jLviPiCpi ” wjanivmaaimansnTtia l - 19 (M)

21. au *1

• Ptdogjn^an

WLgma‘5ipn?ia^iamiima!ii^ai^iil,ui?i9uvi,uuci5i-3iitj?si,atiPil^ai\jm‘u?niJvini<m4w'[w9t)ais!a!3U'UPiviililii'i^pi<u
1 4^4*

Iwana^taaPifmu'uuwiadn^tmuMnivi'u^'liitJisjmf'iannd'iaL/i^ni'aij vmruacim!

anBmwtiwdacii'jlij'infnwl^ *|
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• wamnwtfuasSws'l’un'isvton'SCin
(Price Performance) l0tm^wTLv!flt;iimi

n'ivy?i‘lwFi«uuui'3uvi'9ViiJwi,vi'imj 100 fismju uii^ivlu
1. ^ifnvliauo (Price) 20 fitumi
2. ftcu/iiwuaKfjfuauOwvIk^^iJisIo'O'Uwgvn^mjm? (Performance) 80 flsuuu I^oilinwsinn^vl^skCii 

Performance

faeaskncuslfmiJickSu Performance

n. jnwsrimflsflcufnYitn
inw95i\iwwafl'iwiiiManinnjwSm?vi$rium?wfl«Li (GMP) 51

inm^nmtasflwrnvnnqAVjfl^ntfiflty (Raw Material; API) 102

jjnranmiasflcurnvwafltfwwtnaikiaitJ (Finished product) 103

uum'iufmtni/Sntn n?ta'iyyT (GSP/GDP) uasmsuffmtt&mstnoc*
54

rmflmsiRiiUfwwi (Stability data) 55
ni^fJnwpmiJaii^jaTiQflai (Bioequivalence) nitutniijAiiasufltJ^a Vila miviaaaum^iinlauan/ 

fmviaamjaimu Dosage form niftJtnQmflsfm «i
6

15

RWfnvifmmsii'jsa una^ni^uataain (Packaging & Labeling) 57

<u. ftfuaLnj«vn^kviflCf:iua»f!jwauTj?ivi^ii,Ui£Tatij
fltuauLiwviiiluLlisIo^iJwamiHa'i'luIiwaiLna 15l

2 m^ffnwvn^flaOn (Clinical study) 30

100%'iii

• m^a-j^auasm^ii^uaD
1. «iauosiniasn04afl&aiwiufliiwQainuMiwynffBiw4vwifl\]«fl *1 au^uatn^cyfyn

2. §iauo?imasM0^iii^vluMoT«auonvl?suivio'nia8^'iii')uaiiia«wBii?5^iVwsiiSuu^fia* 10 fiiaviaiawnla
ft t* ^ «aj *ivatPnntnomitnnaTiiniJVi'ais^iiatnuaca'miuuuMuwa^lVuati

• fnTU«mj^euitnviaivgi^jjaD
ty t/W «/<*«/ %/ a i </ ad tsa e fawiai4a?ipnwa^auua^m!«anj?a^m?\Ji«niiPi£ufnwaivia'3uatjv^aua4aiay€nawuai\iia \mu
M • < M

?iaa8i0iiw1uwC’'5S0fu9O4w-aij

1. yiwa^wiunnsfiaiswnflWfliYwiuwftnsiuvjrinwmiflsWCilisTwanii&mnuaintfiun^ufiwtmiijrn^ 

aivn^iiasan

2. ‘ssfjsnEnmnUiJouai (^s^lvfTfewu itiu a^uauai/nalu 5 Tuwnmi viaaann’lwful'u^^a)
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3. Si'iw?i-3yaDW0'33JOisjmiH'3'nil?ilij,u0yn'i'i 12 t^a-u lemimswafl (Batch No./Lot

No.) aaKTuMJjaana6ua-3a'i (Expire Date) 'l^tanjmnimjfn’S vilal’ui.wviy vilal'u^Bupfi^avjnFif^^S 

(ninjaimjaanri l tl mawnaumCl lot uaHvn^ulwvu.^tiSuninjl'il)

а. ai^n^Pivipi^auasi^a^eint'U'iviiJ'glaiii'aa-anii^iPi'aiKMwawriaiTO'i^nLiaiiJ^'uvia-ama^wtjae'u.i.asl'u

itp^iwwfiwuo^wwa^wsiPiDVihwa^&ni^viPi^uau
1 V 1 1

5. fDLiJaatjaitSaailnaviu^aiaMlawuwBisjvilamaLmmitaajj^mwQatJiiifmta ‘i haufrvmja malu 3 

JaufnawmWuua'j (i^ijilauMw^iLa-u iw tSaailnawjjaanaMaantii 6 taau funJaaii 100%)

б. ‘lun^cuyiuvniviaieia^a^lviij’Mifmdjj^natii^tJ'iMmuaumad^pnoaimnii'MPfufnvN uvnovianaa^a^MiJ 

aiafa^aw'iaai-sailfia^'iaatwa^^aimuanwiijaivnuviwiiviaifaiw^visid^naiLPintmasLiJ’u 

^fuwpiTOijPi'nHa'ial’um^^aitPTiswgu/nviua^cn^nw^i'u t<un?^w'Win'iai‘lii^t4‘ltJ?nupifuahfefui;
v > ^

LQVjnsjJVi^viaiaa^a^iW'ija^u^vigliif’u-waniainmikEnjai'ia'ia'i^na'n'ua^w'inauas/vtlawcj^'L'UfiTg

^ialil

• Pmm3a^Rarmi,npiflnMPi?nPii,flaa<uvn'a&n (Medication error)

w^naasJwa-qSviaajjanmum^ijjmifa^aa'indntjm^fniTJj
\i

ilaultj Um'mmjimj 'Ufutl^ unltj ^inaT^a-an'UQa'inai wlati'na/uwtn fmuvnjiifl^iuaa^^ia
m,3m!?i{si'nuf!muafn^i,t5iaa‘uvn-3an (medication error)

• rnfamanssytyn

wt^ag'iai tiuaa^jHan^nafyDjiriatiag'unnwua M

1. aian'wai'am^aaanann’ifajw'iIiwa'TU'ia«/

2. anifnwa-aanljiiiJ'ulilfri'Uim'uan^cuKLQ'wisann^afn^naTiPi'siKwajfnviainfmiivianfiiei^InTStwvia 

nisvin^^nsiini^ Mla?iTuiitinii0<u wlaaciTU'uau ^ jniaianw

3. aiafu1amnu^ainvia'3?ia'i^ l^amiTmiwaisnujjmgai'ni^ua^an t^svi'i'i^Ti'i'Snai^a^^fycijias'aaas

4. ai£ftlajv!npia£/nwM€ia?i'3w^otJ^^5wsnT5f'nwTw1a(smuiiao«/T£itia'3wi)'3t;°^f'ua']V 1 HJ

5. Iti(»iiLuumi9nijrmg0<i<U0i,1e-3i5mm?ia'3?iam^fiafsmuaani?iLR?0tivn^an (medication error)

6. tlnjvna'u "i ■uan^aainvinfi'i^ji raaiwmaiiiifWiQim^avnafla^wm

viinam^i: vi^annamansojan WLfma?i^iFia^mi1?iaw!u^laai!aayvn0ua-3aia20law5aoiu'ia% <u v
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• tfaasQ'uliviS
1. Iiwuiunaan^d^LflnswwfnvitnvIlwTumipr'Piiaan^ytjnvi^nauHwifmiLPi^ns^ w^iviuntitnpis-3mui

l^'niiij^njjviliwEji'u'ianiw'u^ediwstJ 3 “iMTiw^Tunfimj^nedi^ ua^fiiw^i^aupiiH^nylt)

1 v 1

2. vnnMiivilaijMsinjiu'ai^ivniitJEnanij'jywl^funniflWLflan d^suviM'rutlisnoDm^gTafU'imQfu^a^H 

^TMii'itiEJnfaansJtyvlLvlvi^ Mls'UinnwB^enusi^IpiEJWWun w;D™'i£jEJ'ifeiiJ4!?'i£j™s;pi0^Qn™visi^mJ 

w5anvitinEjanw€^Mnjj‘l,ufm^i?ifls (Black list) IpiE)5aK’lii'lwrufmw'im£uni,Haq«vnaniiaa'i3TEyaEin^uaEJ 3 S 

uasniiwviliwtnuiaf'PileaitasnmypNnfimiifi'j ai^ifisniw'nlsjnfa^IvttPiHpmjJifiEJvnDQU e]vlLn«5ij 

aifirmHanK (M)

3. Awsn^'SJjnmr^niiuUiasjfnnj'iOVifU'jTiaviBvIas^avtanjnuwn^ ^ viHtiisinaufm^^mnjTi.ii'^LWUPi'i 
il^s^wB/nviwai'ifli (price performance) mmwaj waapi,3KaBna'ivili^waunaCpi9tan?aaij!ityO!u twa 

l!nmjjinna?i0<uui^i5ii!^mjm^6Li0'3EJi

tbs^YiB/nwonfii (price performance) uamntiniiyi

5. i0na??u^fcai)?»n0tjnitw0i7w?vinn?£3
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v £ t/fmulw'isvfeiPifnflft vy.pi. 2560 unw^n 9 u^^s1Kl(J3^Jn,3«v^^^^fn?fle^•a9^«^um^^l,Qafn^3Pl‘003ffl3^^uaKm^\J1vm
% a

vi.pi. 2560 fo 21
flwcn^iiim^mvruPifltuBnwcus^ia-jn^jTcusf 

uinajj Biologic drugs uas Miscellaneous

■lA A.il^ssnun^^ym? a«o n'jiurm

(iw.B?.\ivi.Tia?^n5i uviflfu)(pi.viQj.aluvitjn w^viijyBna)

3tS~A t &/0~)£*r)f*JrX +1//yfPy^fo
Bwa...................................... a...

(?fi.0?.vi{y.iuw0ifi?w v»?^wuqa)

A.n^urm a-jua .n^wm?•;
(wfl.iivj.uuvi^u anusn?!)

A Aa-wa .rmum? f^ua .fTCttjrm

(a.v^ty.aawi (n^Aumm ^utalcy'j^^ni)

AA
fl«B

J
J

.n^iumiufisHil'jaiavi^nnSUUQ

(fify.a?wni?fu wviiai)

A
n?«jni?ua«§ti'3£;iatn^m9a>iVG

(an.Ia'jnvi Ksla)
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