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1. tfBEn

Topiramate 100 mg film-coated tablet

2.

2.1 t Uuuu

2.2 fiitiOicnei) \v 1 uln topiramate 100 mg

2.3 u^^^'liiuW'iuiilwaCvi

2.4 Qgnn Qainai«wfiv0fmu»^,Lf0di4fl«wii,Ujflu^auiia«i^«4no

- uu/mmsu?^ fl'3u\J5«n0\juaswn«fmu

ii€^un tawwacuiasTuatioi^

- uutj ^j Tciw  «\^0En a'jiiiJiansDwian^iftyuajjfl'j'UJU?^ tuh Sw  tu ^hoi ^ 

la^jvlwaw uasifwvmflEmnifutn

3. qwamjSvn^iviftOft

GMP Vila PIC/S (GMP-Pharmaceutical Inspection Co-operation Scheme) wleiviyviivin

3.2 wwfiwBi^iLfBjiJwo^wivm^Tu^o^unn^iufmwaayionuuin^iu PIC/S vilaiviyuivii

3.3 n^JuUi'lsiEjuri’ULLUtjwa^fn^^riwi^ajJiJfi (Bioequivalence) n’B^wawAwioii^oijffuoiwuuiiTj

3.4 NfmTSwnaiiPi^ncwpjawiTwwiMtJpniJ Finished' product specification uas Active 

pharmaceutical ingredient specification ^l^PiviKiOauwo^iUfmuPKUsn^iurmanwniuacai

(Officialaionsnisjn lauwoflivluliImjj^offiwiaiiawjiw^jniiiiBflm^wintJ^vioi^S^wnioijjin^ii 

Pharmacopoeia) ttirfumila wnn0imj4 Mlvi0pl,vi^vl10‘Lvllin'31t^1?^0^pnulJ^t:m{,ln«:vl^^'1al5^?ala^ wo4 

wmon Yi.n. 2561 a^TUvl 6 minnw vi .pi . 2561 (\J^Bmaiu?iTin00i^iijnw 12 numwus m.n. 2562) ua*i\J«mfl 

n«vir3flaitn9wqii ^B^wi^nan (qiajvi  2)«.«. 2562 a«uvi 3 n^ngnpiij w.a. 2562 (OiEmpilu^n^naanuiunwi 

26 n^n^npuj vi.a. 2562)

fnwvfUJtJ^infl'luwi^iEinlpi (Non-official'Pharmacopoeia) florf'iwjflfjwajjijivn^ivintifl m* 

Universal tests lias Specific tests wiji^onivitiaiiasu'iw^iuvn’lil^a^m^^iflnswvin'mualTliimn 

on aiWTU^iliaiinj'u *] (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. ilau'Wiau *i 

• rmfjmmjanfn

ma'uai'iFnwa^fi'Lmpnisi'uapnjJimiasnfnvin'i'wu^ili^m^in&Jnak/i^rmjj l^auiicujvnnwfiii^a^vtij

• m^fi'uiangn^'iJisna'urm'wanifun

mgmaiipnwa^auanainJ^nauniiwnianpnjjQefn^nTwu^ii'il^mpiain^atfimin^jj ‘UwaiunmjWTmi
x

l(?i!Jtan?iT3i]^naii^a

1. iiuuylQfunEJSsiaafiaivilaua download \®y \ Website chawiefemiij li^waTuiauvnn^'Ufii 

^a^vuivtla^ui link'lvitJisfnf’i*!

2. a?m?/nwdiEJu«i?i'3/n,wwa^fu^i asm ,rn^i;5?a us^u55a/mj9i£JT

3. siantansmfnmjai rntinlvia uau/vilafnyia^nqy MlwaunupitutfvsiijrmaivnmsKa'i

4. snL^iLansimT3?umt{ja,uwif,uai (llu 'u vi.a. l, vi.a. 2, vi.a. 3, vi.a. 4, a. 1, a 2 usiupinicu) w^nuvi’un 

ussvifi^fQiinasuLaa^^ajsnwfUKia^isDa^ansiLfaiilussj^aniviWijn^Tu^a^smiiiFinsMai 

(Finished product specification and analytical procedures) viwvmida'uU

mmSnnmlaa'uuiJS'aanl'ijnarmTumtilawiTuan 'lmi<uusiLt4'iflisuaunleuLilaa,uLLiJS'3 (auu 

vi.a.9, a.4, a.5 usiudfnm) jjnwfaiinu^a

5. S'U’unvU'J^af'uia^Nse'ijiiU'MansnLiai'U (Certificate of Pharmaceutical Product) nituaTUivila^ain 

pmibsivifl

6. sni,in,m4'3laf,uia<3ui5rii5i‘um?ws9ianpnijvisfunfusfii5ni‘2v^,lvmi,3wa9iai (Good Manufacturing 

Practices; GMP) T.'uvijji^^mai’tia^nuaiviisua (aiiueii^wiuia'UfniPi^asaDlwaa^aat^^^nsifm 

fui'€'3} I^ia^a^Knau^a

6.1 S'atinvn4-aSafuiia'3jJi?iieu;m^wawai^niivifi'mnfusMi5m‘5^^l,i4fmNS9;iT,9iqw,u^aisnf(cij (Active 

Pharmaceutical Ingredient: API) ^e^wafliflnfaJifoam'imy (API manufacturer)

6.2 aiL'U'vwtj'Saafuia^ui^^TUfniwapian^nuviamntuViigfmvi^ltifmwa^wawfi’cuvanaitfaiii 

(Finished product) eiia^mawwainficu^anarii!a|l] (Manufacturer)

6.3 ankuiviv^sagiiga^inFiigiunmNaflanpniJViamnnj^'nsfmvimijfmwawwatrififus'ia'ifni.iasiJ 

(Finished product) TJB-m^Dsgawafl/wi (Packaging) (LavnsjniwviwNawa'idikgBgTJuatwuij^tJig^ 

trii^suasviBan'u)

_ o iu U si as 0/ fact «idr| S 0/

7. s'umMtwaBguiQ^ui^gg'iiiniii.mjintnaaKngsB'iaa'i^n^MantnaiTOfngvi^mfngLnugnyn uasngsBia 

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

8. S'liiii official monograph Twiinan (Pharmacopoeias) Msi-aa^'u Active Pharmaceutical Ingredient 

specifications Lias Finished product specifications ibsnBUtfoa
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8.1 Official monograph Tu Pharmacopoeias viWsmsw Active Pharmaceutical Ingredient

specification (API-Manufacturer) (rind)

8.2 Official monograph lu Pharmacopoeias YTHBi-sIk Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (find)

8.3 Official monograph lu Pharmacopoeias VTWansk Finished product specifications

(find)%

9. sTlim Active Pharmaceutical Ingredient specification

9.1 cHui Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 cinui Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. sruun Risk Assessment Report for Elemental Impurities (Old)

11. jhiui Finished product Specification

12. 6?iL,uiV!<U’3lofu‘3a-3Nsm‘5QL(si-3i^ (Certificate of Analysis: CCAjluiumiNa^fepnadi^ (n^mlwgi-3 

^atii^on) vilaiufmw^d^ld^'uanHJEJiludaaOu Tflu^B'nJsKnaulilfoa

12.1 £i'U,UTW,U'3^afuia-3wanT39LFin^9PialiiJ^ha'ianPitiJ (COA of Active Pharmaceutical Ingredient) 

I^awa^ili^nau^Ta

12.1.1 ciit’UTMU^afuia^wamiptPinsjma^mspititnaliu^ancfiPity

12.1.2
V V

12.2 (COA of Finished Product) ‘ua-wwawwftomw

12.2.1 a'uuivnj^iaf'uia^wfinTSOLFinsMainmatnpjawfifuwanaiLlai'iJ (Manufacturer)

12.2.2 aiLUiMMaf'uia^wfim'jii.PinK'Ma'inmiij'StJuafifu'io (Packaging) (tawitnimvim^a'i 

aii!aiiJii?t;Nu,ij'3ii,3iapii'3?auas:vatjn,u)
V % * V

12.3 vianpuauLi'UFn'ijjadmisuaqiimiwap) ‘tia^iwm'u^angiiPifyuaiJwacfi/iajViaiciiLia^iJ (andvilanim 

Idd^u Lot. ‘oa^ciwuluianaii COA of Finished product)

12.4 (aid)

13. aituitanaiiuapi^anii^nyipniupi^i (Stability data) IflaifcmbsnetjfoEj

13.1 6iii,uiLBnaimgis?i-3^afnti^fninf=muFi-3?hi^aiJan (Long term stability data) dpmjPiiuaiEjai'M 

niviu^li'uuQgnn/tJuaaaj^

13.2 ciii,uii1an?n‘3ua^i'3warmffnyipmua-3Rilu?!/iiii5d-3 (Accelerated stability data)

13.3 aii.uitangniLLeJPi-swanit^nwpmuPi^ph^asaii (On-going stability data)
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13.4 ^iiuiionsti^uawwafmSnwmijjfMwitiwsivlwH (In-use stability data), 

i«9ouwl0a«flio/wos)nan9no?n^ilioin *i (oijj )

13.5 ^iLiiiianai^uflmwflm?^msifniuft^ Mloionanflw^fmufMnwin^ftlyiooniion^owvmiSm'if

inuffivi (cnSS)

14. rfniinwansnum^Tu^ajpmyjnjjja^ajwaOTriai'Mtn (Bioequivalence study) (lovnK^iam^ivlinaiTfofl 

vilacinS)

15. ^,u\nvifin|n\inmTu^a^qnui,vi'uviajj'l,un'V3?ri,tnmjanw,uu,u,u (Therapeutic equivalence), vifntnupimj

(Biosimilars) vi1afmplnwnpmjJi,iJlauiviaijnuM (Comparability exercise: CE) 

(tawns^iam^a'ivltnaitia^vilaci'iS)

16. ianfn?aji«'3m?\J?«n'UFicu/nv(U'iviHw0Dv<ia5jfi^anaSa^aw5am4ia Ifl&miaflsiayflnnuvfttfa “nm
% u

tJiKmiflaifnviaivla^uau ”

17. lanai^Suaauw^au^tnaija^owSa’itjia'lvianianafiJCiJinatiPiiDn'iviupi inaatiaawm^tia “ mwmSn

ftyim”

18. viei'ns'iunniaiMU'iaai'ltjIi^wanuiaaii (m2)

19. KirtJii0nmim?fintnvmflfi2n (Clinical study), m^pin^nfmHa'ia^ (Real world data) (m2)

20. wan<nmtfmwufliuifati0 “ 3. flfliauCwvmivmuft ” ^uamw^aannianai^tia i - 19 (m2)

«
21. au *]

• ^Qatin^an

Qifrtja^imwo^uuun'JOElnoi^ivltiWiuviuuaw^naasiaaftlpift^umumuvIfiiiiwluiT'Jtiot'JtujftJtJWvrilil'iil^wii 

l(na^'iaaBi,aawrmuuumauncfnuvlmwtj(ft‘ltjiJ^£mf,ia'indnaL/i?f,0n?iijb^v(anunEiuvn?'i^uf:i?L?a4,lvi2 vwvhi08i«u

• ManinwsiuacSvislufnTwa'ifcun

fmwanifunwPi^iiTwaninw‘Mfmi)?Kt2t4PimJ^«avi5fnvrpiaiifsn (Price Performance) Tftow^nwilvfflsuiiu
*>
mu

nnviutfiHflELLuti^'iiJvijwjiPitvi'inij 100 flEuuu utifliflu

1. ^ifnMiauo (Price) 20 fiKumi

2. ^w/nwuasflwauijMvitOutJ^^IawjwoYm^fn? (Performance) 80 fisuvm 'i<»ia2inni9im?iliEi2vi 

Performance wwnn

4/8



■ •-'' “;-¥b^s '^i8j» S

jjipneiww^^nuvtamnfu^snn^^l'umiwawin (GMP)l 5

unw^'iuuaspEu/n’wwmu^iejiff'ifiqj (Raw Material; API)2 10

jj'l^^TUua^Pjajfnww^/ifUSitJisi'U^iiJ (Finished product)3 10

jjiflssnumiimitfmi nis^nfjtn (GSP/GDP) Liasrmulm^vi^m^itj4 5

m^ntnpmim-3(fo (Stability data)5 5

miwnynfsmu?imjti‘tJ0-3EJ'i (Bioequivalence) Vila rmvi^iaaufmtwlajjai/

fmvflaauEnpmj Dosage form nidlaiQ^uasau *]

6

15

Rtu/nwfiiWKUi^ u^rioimpsiaain (Packaging & Labeling)7 5

mas. %lTii

pjaisujwiviiiluil^Iawpiam'sHtj'iM^aiinal 15

2 fmffm«nvinf,imjn (Clinical study) 30

• ni^^auasjfmfi^yatj

1. wtsnjampniis^a^wd^anpnsjma-a^annniivnivitjneitJ^o^viijLil^i^i ‘i

2. mfi‘u0^pn>)i5^0-3tni?0Muvi0l^0i.LtjmJ^L/ivitjiLLa£?3n<u'3t4tnufitviatnii0ficumiJmmf5i^ 10 ifotmen^nta 

Ivitispnnwamiw^fun^vi-iiai^^aanufiK^UTuu'uvi'uva^La’u

• n'mJ^smi^twnwai^^uatj

wt?iu0i'ipnw0'iS,uu?i^-3M^l0!li‘30'3fmiJ^Kn,ufiinj/n'wtnvi^jj0\jwf0U0'3en0S0?0w50on,un>)Ii?iaS

1. aiwo^wTunTSM^mniiflfu/iiviwi^viansiuvinimiwuasliiCliJ^qw^fuItjnmtjainciiun-JTUPtutnmifn'j 

aivn?iiaKai

2. ^yKnsim^d^aijai (isjij 'Itoii I'u wu  ^uauanmtjl'u 5 Tuvhfm vi^ann'l^Tulu^^a)

3. anEJ'tia'aanvid^aiJwa'aSaiqnTgH-a'mllljj'uoan'ii 12 Lwat) Iwtidfm'sstj (Batch No./Lot

No.) uaKTUWUflOisj^a-atn (Expire Date)l,UL0n?nininDfn,5 vilalDu^ViU vlaliiw^Ufii^a^ 

rms^mjpi (nimaifjuaandi 1 tJ t^a^nn^M lot imi natvfvn'iiil'yviLiaoLLltiniwliJ)

4. Ej'ivin-ah^vi^uau^s^a^cinmiviC^afiiia-afniimi'iKifl^^finiVitnefnii^iJiuvid-auTtia^^NacnLLaslu 

^Li!l?1^TOC]l,UsU0'3m^tlti;iClluffiwapltJ11<UMd'3U0TJ

5. fmilaatitniSoan'lnpmj^antiMloMjjwontjvilaLijom^fmL^ojJcimvy^tJLl^fm'lw *i naLimviw matu 3 

ilau/naM^UfuLm (is^ila-uMvi^^u iw ^oanlnaMUPiohq'Uj'uoantin 6 ilau ftjLvJsaii 100%)

£ a a
nfl^viu
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6. ^vn^vmiaEJi^'lvtii

aiBfB'9^i0^hBfin-3£jnIpiBwsintJBi:?ia-36i'3SJimuanpnyBTuiwuMi^vi?jnei'fj^B-3Tw?i'3PinBi^niima£L?lt!
ti

\*<u c I <| 1/ I O o <- n ^« I >1 i d. >1 , c

^‘uw^auisnl6tfanali4nii^ina'3iFi?'ii!VifjfUfnvNua^eminpn5TU L'uniaivtwiitnlutCItflilPiisjfiaisnyfu  ̂

iQm^jjMiQvianaa^a^viii'tjaa'nTiSviBlijTuwanini'ifmie’i'uaiif'nai^npim'ua^wtJiaiias/vilamaw'lwf'-a
M ^

pialij

• PnisJi^EJ-awafmtnPifl'J'UJflaiwiPilauvn^fjn (Medication error)

w'ijnaatwa^ia’UEjajJi’ini.O'urmwijjmifa^aa'ind'iam^'ani'Sjj IiwaiungujvnT'i^’UFiiiL^mWI^aliiS 

ilauVu ‘I’Ufnimumu tlTutJ^ unlti ^tnarua^mjaamai /nw^unaai vilaui^iicuvai n^mvnjdnSpmuiaa-Jwa

fmtn^f'miipniiiFi^'i^iiFtaa'uvn^an (medication error)

• mte/manaojcun
4/ 4/

mauanpn S’uaauHamanatyrynna'UPiiumviw M

1. an^nwaiifu'i^aananmjfywnTi^antna

2. ficufnma^ailjj’i.tJ’ultlffn^^njanwfUKtQ^isia'inNafnitniQa^flncMPnifnvsainfvsjjBvianpnfi^fmiuwvia 

nim^crmnajcni vslaaQ'un'ormatj ‘i vilaafnuuau *] fnmantm

3. ainmlamniiRTja'invia^pifnwTwajii'un^wfUKnmjjm^anMiiLifisjai'l’uisjvi'iiWi^nan'iJB^^eyia^aasj

ina

4. anStlcyMi^ni/iTwvianafi-s^fiwatliKaviBNarmfnfeiMlapni^iJaaPi/i'atia^wij'javtlwTua'i 

, 5. liimm,um,5pnjjm‘5ia-3‘ijaLla-3fsmuJa^piafn?tnPipriuisi?n9iLfsiaat4vn-3an (medication error)

6. {jsyvnfm 'i uariLviuaainvinfinin ^wi'stu'iiiai'iiLnpipmulavnapian^fm

vmiaivi^: MTtiam'jan^nafycyi Ni,fma?ipnw0-3at4U3?i'3Viwaaa'uaajj,wfauS'3fnaS0?0NS0o'iuna

• foamilvis

1. *L^i'W0TU'ia0i0d«mnKVflfUfiTW0'iMl^Tumifl(?u,aBn I^iaai^nfiutvi'MifmBLfiinsM twmhatraa-sftttn
i v * %

W'l^u^nuMLiwaiinfimwuwadnwaa 3 Turman ‘IvfL^aunaijuwiadi'i upcfliw^onpinHaialu 

fmBifinswFitu/n’wanwfinc’iu
^ v *

2. Minwu'MloSvtani'm'inwa'ivitiitjaicniifyMlpifuniiFiPiLaBn ^uauvifingiuiJisna'umi^aiifunmBf'uia^w 

aiviiinfjEJife'iij^jvii.tlTJLva vilaUi^inwa^wnual^TwaLaffrun wanvni'iaa'i^aa'isT^'itiiJuas^cin^'uviuiuau 

wanvttiiaanwa^wnulunniaw^B (Black list) I^a^Klsjl^TUfm^^'itmii.'waa^vntJ'i^asnsjnjadi^ua'tJ 3 ij 

uasniEuvft'awai'una^^atn^ajiniTuj^nd'nuaT Bnawan^miLlan^-jlvf'oaHFmuifiavnaatj 'ivitna^u 

annfmHaiU (and)
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3. )smjKn^njfn^mei,Bn^?ULLjiKm?,u'iiTi?ia^iuav)Bvl\iK‘tjavipn?'m(fSn^ *1 vfl^TJ^naufmfisiniicuniJ^KLijuH'i 

iJ«3viB/nviwa?nfn (price performance) iwulwu  (naBPiwEJBnanvil^^viEJiinawiflaanflafnutyiJu 'i ivia 

wwwujwB'jaajnjunwBBiiiflWfiiwia^an
*$ i

\j5s3viS/nvi«aBipn (price performance) uasnarmai 'IvfiflulOwiJJiwji^ajjpmjtiBiauBuiisainwjja'ju 

I'juiip'jupin'snj

5. a«u9visl,um5fliin53aBnoi ianjmua«^aua\J?Knaum?,waT5Cuivinni{u
M ♦
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e* £ Is ^ £ ei
PjCuanyfu^Lavjnsi^)0'3<wf!9|^\)K^«0a^^i'ql'UPif3^iiJ,ul,iJ^njj,wiK?'TBO'cycpnT5^eaa^^n'3iiai;

IS Ji Mu

nTjulwniivi^fnpifs y\.r\. 2560 jjnwn 9 uasmuy'untsvir^miflarjinianiia^amiamiaafl^'m^nii’jlvnt
y tft

■Wcl^fnFifs Yi.R. 2560 tia 21
y eU

'nafoia^n

flcusnitufn^nivruwftwanvfusiia-jntJ/Tw^ 

n?|jjan Central Nervous System agents lias Local anesthetics

.X...Tf^rr.. di

.Tj^ssiiin^unnia^a a-3tja nssjjmi.
*>

uviflfu)(fi.wfy.aluvitji wivtfliiBna)

a^ua a-sua.n^iunn? 

■w^.iuqjaanyd jjcuvibu )

rmum?

(fi.’wiy.'U'uvmn na^niiuvi)

i^2a

a«a .niiiifn? a«a .rmufm

(w.uv^.waww \jajuTil‘3sia1|) (iffl.wfy.uwsa ij^ii^pia)

, --------- Sa«a n^sum^ rmum?

(s-m.mafWu wui Jisl ^) (wpi.vjqj.nunucu n^ifyuji^^)

*
a-3t)a .n?9Ufm a^tia .fmjjm,5uasi1?mufrn

(ai./ify.auwn ^wisna)

fniumiLLasw^oia^nurm
v y

sma

(/inj.aiPirmju ^vn^i)

r-n]'
niiurmuasMiaLauTumi

% y
awa

(fin.IaQnvi wsla)
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