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1. fiaen
Topiramate 25 mg film-coated tablet

2. flnjaajueiviVhJ

2.1 nJuoux

2.2 ^'ud^nao Im 1 \,m TJiKnau^sjyntjnanpi^vifUJSjaniJ topiramate 25 mg

2.3 /mustma u^aliiuw^Ejntl^siOvi

- uunTO’utiJna aEin^aa^iK'u^aanvtlalayn^rmpi'i ^tnJ^namtasJtiunpi^nu 

^•3 tjaoai tativiwawuaiii^ua'ifj

- it^^aan ™,U«nauwiai6?iR£\ju^(smuLii'3 imm TuBuana 

ua^iawsiiiawiTuai

2.4 oann

3. flwsiiJiJwvn^wpiSfi

3.1 Mwiwa^uriai^ii^j^a'JWTUfnifuia'au'iw'aii-urmwaw'iw^owian^nflqjwijjjjnwiei'u WHO- 

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

3.2 msp!iaisfni,!a?iJwa'3m<urmiuia^ui?i^numiNP9iai9njjjjiwi«'iu PIC/S vtlamamvin

3.3 niwUn,oanwiiUiJUwa'3iJfni^n^i^?iU3jfi (Bioequivalence) ua^waw^fu^aii.vlaumja'i^iiuutj

3.4 Wfifmwnaitfl'siKWwapiiTfuviiliiltJwiu Finished product specification uas Active 

pharmaceutical ingredient specification M^a^iVKiijatjwa^un-jTUflai^n'siiiniia'iMTSUfitan n^wsi-a

(Official

Pharmacopoeia) ‘luehntntfl winanww vitviamvinvilalviiin'inpiTsia'iwisjiJiKfnf’in^vin^sng'iiaisi'ti ila^ 

winai vi.pi. 2561 euiuvi 6 slmpi^ v.pi. 2561 (tl^mpi'liigi'tinaaTUiufrfcn 12 nu/nv,ug w.pi. 2562) 

ngtvi^^fiisigEu^ ila^ (aouvi 2) w.pi. 2562 3 ninrpflu v.pi. 2562 (dismpilug'i^naaimunw

26 mn/pmj m.pi. 2562)

‘Ipiawa^iClviliipnu'uanTwiiPiuasjj'iw^nTjiia^fngiLPinsiwvai^a^m'sianinwsgitiaisn^wM

ngm^iWin^twiiaiVi *] (Non-official Pharmacopoeia) nian'ivnipiflcujiuijwvn^ivipiijpi mi 

ditnaiJ^a Universal tests liss Specific tests tmjj^anivmPiUfiuini^igTUvhltJua-amg^PinsMvimvmPtlTl’U^igi
0 4/ Van anvifindumjCru «] (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. dsmlufro *\

• m?fiuiantnnJwnaum9i5ai5tun

mauanFnwa4SiiiBnai^«neiimwai9CUiJ|njj^ani?vlniwj«,lii\JiKfnfla'm«3iaui^Bn?«j Iswjninaiw'is'ni 

T«oianai?iJ5Kna\j«')a

1. uuiivJaiij'siEjfisjiatiPitnviauQ Twy download l«vi Website diouiaw^w favumnajnnrmins 

wu^vuivslow'ijj linklu\J?8mpn

2. ^iLui/nMdn0uai»i^mwwatJiiTcu,M0i oann

3. aiujnionai^nimjai /nvnlviu uas/vlofnwia^nqy vtlaSumjawsmiurmaitn^uasai

4. ^iii4nianai?ni?5iiviBi(ioijj?i5\jai (u\ju v\.v. 1, vi.ti. 2, vi.a. 3, vi.o. 4, 0. l, 0 2 uaiuan^w) 

uatw^viifau^naaKiaowflnjanvtuKiQvnetia^oi^iL^^iIiiasvarfiwjauiw^rmiia^TBni^Lfl^n^woi
1 . M 43

(Finished product specification and analytical procedures) vi5uvi«i{j0iili

fnwsjnniiilaaua^a^unliinomVluvisiijovirfivuoi lvfuu\jKiwjnfliniattnl^i\Jaautt\Ja4 (uuu 

vi.0.9, 0.4, 0.5 ufouwnsw) ijiYiSoiJfwia

5. ^ii^iv;Ci'3fi0fvi?0'5watniV£usi0iJ?ii!0^tJ (Certificate of Pharmaceutical Product) matoiuivtloefonn

6. rfiionimHafuiewiflsinuniswaaannnuwaninw^BfmvIwIiin'nwanai (Good Manufacturing 

Practices; GMP) XwinRvlinu'i^fYuanviwua (Qij,ua^^aw3y?a,um^»msiaB\j'l9iaofla^l,ur39V'ianfn^ 

TU104) T510W0^ll?sn0UW'30

6.1 j?mnMij:'3fi0TU?0^uiw^itjm^wapi0ionuwanLnaii»i3sm5vi^fn?«a(nT'wq5itj(rn0i^nfl^ (Active

Pharmaceutical Ingredient: API) (API manufacturer)

6.2 riiiuiwtfsHafusawinwiumjNSnoinnuwaninwfffitlniswftumsNfiwHSw/ftujuntf'HfastJ4* v

(Finished product) nawwSwwawiinjwanrfiiwjtJ (Manufacturer)

6.3 amnMiT^a0f'u^0-3uiw?5'n4m?wa(H0ntFnuMpininnj^5m? <̂lTjm?wai!!iwawiTcusi0i^iL!0iiJ 

(Finished product) ‘aa^wiitjjtJ'S'saHaw^nj'n (Packaging) (LQvnsn^wwwwatMitfnmsilttaswuwiJS'a^ 

ai^aiiasiie^jmi)
„ 0 «/ 4 <t %/ u fm*i mI d •/
7. aii,mwwa05Uiewiw?«iijm?intJ5nwua8n»ai00iM'njvaninw¥n3ni?vialiifn5in\j5ni!n iiat:n,3t0i04>

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

8. ^iiui official monograph tu0fai0i (Pharmacopoeias) viltfa'i^a^lii Active Pharmaceutical Ingredient 

specifications uas Finished product specifications ttosnaufoa
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8.1 Official monograph lu Pharmacopoeias viHemfu Active Pharmaceutical Ingredient

specification (API-Manufacturer) (cin5)

8.2 Official monograph lu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (nnii)

8.3 Official monograph Iti Pharmacopoeias Finished product specifications HQWtfflfltn

(chjj)

9. Active Pharmaceutical Ingredient specification

9.1 Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 amn Active Pharmaceutical Ingredient specification tia^waninshifo^iJ (Finished product - 

Manufacturer)

10. ^iivn Risk Assessment Report for Elemental Impurities (end)

11. Finished product Specification

12. ^iLTiiviu^aaTu^a^wfifn^iPi'snsw (Certificate of Analysis: COA) (mwlvitw

Siatintn) vila^tjmtwainvia'a'liiatjan^atlutia^iju Iwawa^i)^KnaTjltJ«iu

12.1 ??iit4nviU3^afu?a^&Jfim^i,f!i?nKWT'pirpiu?nana8'ifi'^j (COA of Active Pharmaceutical Ingredient) 

IflafoNvbtnaufriy

12. l. l s?nmnviu3aa?,u?a^wfinT3in!mt^a^Nwa9iT'wppiijtn',3an^ipify 

12.1.2 ^LUiviu3?ia!ij?a^wfinT5iif!mt!^a-3wwapiwapi/i'wsitjnt?'u!a?iJ
U v

12.2 ^imnviO'^aaTUiia^wam^if'ninKMpjawjTtusianilaiiJ (COA of Finished Product) ^ja^wwptfiwpwjTfuw

\i

12.2.1 jfniutviujaaf'Uia^wsm^ifl^'isviainwwatnwae'i^'cuwai^iila^tJ (Manufacturer)

12.2.2 ^iLunviu^piaTuia^wam^iR^isvia'inwuiJ^unajT'cu'n (Packaging) (iQVJisn^aiviwwawai

12.3 vian|iuat4a,ufmy?iiJwus‘oa^?,ufmwa«n ^a^TVin5i,u9naig?'iR{yti.as:wacn^'cuVitn^ii!aitl (onSvilan^ju 

’UiS'SKO Lot. ua^mqfiotmonfm COA of Finished product)

12.4 wan6iuni^ifl?isMflWfliYiaiTABvm'JtJ4'iu!ja4?« (oi2)

13. tfniwianansuaflwamiflnwfl'jiyfww'j (Stability data) Uawa^ilitnatiPiia

13.1 ^iiutLQn?n?ua«4wam^m!nmniifMfff37«EJBaT3 (Long term stability data) vta^utmuaiEJEnvi 

niwjpilTuuQain/in^^nnwi

13.2 ^iiuiianai9ua?wwam9f?fnsifl'n«flflwl3,luajiT5«i« (Accelerated stability data)

13.3 aniuiianai?LitH?i^Nafn?^nvifsnnu(sn^n?«aKan'5 (On-going stability data) tlaisjA
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13.4 jfnitnianai^uapnwam^nijnpniiJPi^wrjutusitlPiW (In-use stability data), fl'nufl-W'JiJSMEniift 

i«fiitjjjvil0as:cn£)AfQ\n^tjn^£j6i'V3tJipin-3 *] (cinS)

13.5 ^ni.uni.enfmLLEiPi^tjanTa^n'wnmiJJFi^^ vtlotonsm^UTi-a^'iajpi^tnn^tnaamjan^^aivfjS^ 

mufny'i (cinS)

14. aiLuivifi'n^nTJfmtuia^pmusuij^a-awapuTrurian (Bioequivalence study) (Lavnssiuniia'ivkntma-s 

vlaniS)

15. ^iLijTwaniTumifuia-SFmutvii^au'lufnifn'tnmja'i^'Uu.uu (Therapeutic equivalence), Mfln^iupniu

(Biosimilars) Mlarm^niiUfmjJi.iJlauviaufTulw (Comparability exercise: CE)

(wwiMnmnsanviinBqtfswIsM)
I u d I 1/ <a Ual 0 ? O oy 1/ ..

16. lanenT^euniTdisnuflmmwanvici-suauw'saup'Saiaua'ijBwyanina Iway'jiaa^iaapiwiyvii^a fm 

iJitn'Uflnim'wanvi^yaii”

17. Lan6ni0,uaay,wfayfi-3fnaya?awya8TuiaHani1an?ityqjinayismjmvi,u^ inaastaaw^nyw^a “ miafuan 

muon”

18. vifi/n|Ujfmai,miiaanM'3wai\j'iaa<u (fhy)

19. ^nmiitnfn^fmSnwvnwflun (Clinical study), rmflnisnmiWEn^ (Real world data) (ciifl)

20. vianenymyi.wywiyvd^a “ 3. flnjfiywivn^tviflUPi ” viyamvi'UBanmansm^B 1 - 19 (chy)

21. ay q

• fliadnEn

m?iyainpn^a'3uyymadi'3a'mi,ilw'myiyugi?i^inaa^LaB^l?iFiiymymy'Mmviy ŝlyMi'ti,apiniciy,u?i#3Wi^^y
^ i i/ ^

It'ianBssLaaPirmLLyywiadi^enyvniMyifi'lyiJitnifiain^iBifimifmy Iiwaoyiayw'inwpiii)^a-3lviy Mma^by 

aviefmn'UPnBEin’UiinniwLw q

fni^Biicun^3yHvifimnju<fim'5iJiiKi,yyHnJii£3viB/iTWpia?npn (Price Performance) Iflawanionlfeutm
v -y mxi

niviy^lwstmynyvi-aviy^tvinny 100 flKuyy uii-ai.ily

1. nfl'ivka'ua (Price) 20 fltuyy

2. «EUfnwuasflaiJiy<wivitilyiJ‘5tIawwBvn-3n^mi (Performance) 80 fituyy T^aymtu^rmTlrnyy 

Performance
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inwifn'mJssmu Performance faEjas

mn«nij§N§flmuiianinwwcm?vifiluniw§flui (GMP)l 5

uiw^sia4iif\sfiicu/nv«'59!iowu?n£nrfifsi£i! (Raw Material; API)2 10

(Finished product)3 10

(GSP/GDP) ua8rm\j1m?w^m?ino4 5

fmflntnm'iuFu^h (Stability data)5 5

mifinwiflTntf«qjsw0«n (Bioequivalence) wlo ni9vi«?i0\jm^i«l0uoi/
mivi^jioutnonjj Oosa§e form n^ulfnafiufismj «|

6

15

ij^fiWuasQsnn (Packaging & Labeling)7 5
v. fifuauOwvmLvtPiCf'iusEFjWfiuijimmilutJ^sttJW

fltUJiyOivll(lUtJ^^EJ‘B,U9i0fn?H£Jl‘lub'3,W£jnUia1 15

2 rmfinvivmflSfin (Clinical study) 30

100mi

• m?B4^0ua«m«!4jj0u

1. •) 0u3u?jpigftyt|ji

2. wiauo^ifnqswo^ii^^vKjvotflouumJ^suiviyiaas^nu'Juwnuaswou^^^iTcuwiCluu^ftfl# 10 fooviaiawnta 

*lv^^1cl?nn(ri0mT(fl'5^^)!',u^^lJV^'a^s,u^0Enu^^^;0^^J^uullw^Jvi0vl^lWU

• nT5tJ5cmj^cu/nvi0ivfi^U0U
V V *} HS *X ,«/ aji 1/ «S d t/*i o « al

Wl?!U0?1ft1«040UlUIW'5MU«05lJ504mW5#mjflCU/nvi01VlfMU0llW01Jflflai0U0ni0HJJ01U10 WVU
V < M

5100»l00«luMU5a0fu?0^«-l(3

1. 0nwo^w'itjn'i?v50i?ajn?jnj/nvnfnuvi?n«iijviniviu9)ua»,Ui2TJ?KTWQnil0nLnu0nn^iCirnnt4fiaisnii?um? 

0nwi?U0®0i

2. i!;uEna'im?a^)j0U0i (rca/Miwiwu v&u a^wou^nfinylu 5 Tuwm^ vta-a^nnlwni'Lu^^o)

3. 0iEJii0^0ivi3^3J0UW0^S0n£jmiiHjnulwLijij00n'3i 12 lion l«0sjni«s\j lanvimwaw (Batch NoAot 

No.) uasTUviuwonEjuo^yn (Expire DateJluLona'nmmjmw vilotuu^vu wolugi^SiuftiwioMnnfavlij 

m^a^aunn (n*iEU0nEJij0tirm 1 \\ tuo^qnnatjfinS lot win ^oHvmulwmi&ulunsEuli))

4. 0ivin'3qpivia'3U0U0KW0^a^^iit4nvii4'9a0f'u^0^m^if!i?it!wwawjTfu^0i??'ii!0?\J^via^in,i)0^«wawLia»tu 

1lfl?18WMtJ«\JH04WMaw5VlQ«\JvlltlWgiW01^Uvla4U0\J

5. !\jtiJa0U0nul00'i'lnaviy^0n£jvil0vijj^0iqwl0Ld0i,nwfn^La0wamwPi'30Tj,5cfn^ ^ riouniviuw /nalu 3 

i«0umEma'aWuiw$ (^e^waulul'Mwwu i*qu ujoailnaMuaoi^lijuoafvjn 6 TUtiJaou 100%)
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6. uvn^aiaa^a'slviij

a'lafa^a^naa'i'aanl^aw'unaat^a'amaimjjanwijjaTui’UMjjvnivianaa^a-aW^wnaiLfmsmasjLiJu 

Nf'Dw^aufl'iHanalumiifi^aiLf'iinKWFtai/inwuaaj^miiPi^iu T’uniwM'wu'iian'UjLiJ'uliJ^njjFifuafrtoaisi<y i «ts ^

^ g» v

ta,wiKjjvnivia'iFiaL^a-3‘lvai8ua?i'3'3<uBvi5l3J!\j<wai?ajifnii?itia‘3npnan?i-3n?im^j€-3w<uiauas:/vi1aww^,lupif'3

«aliJ

• fnimflcMfiBm?iflfifl<3nUfifl1«M,ifl0UYn^ej'l (Medication error)

w^iaaswa^auaaiJ^'UUtjmiwnjjfmfa^a^nn^Jiai./i^n^i] Ii^’wanuienj'unnwpi'j^a^vijjlwaliiS 

tla^ 'kifmi.wu^m liflnJ^ unl'u ^LnaTua^nuaainai mTOuiiaai vilamia/iai^ai nicuwiidpmjjt^a^a 

fmtn^ifmjjpmupian^lfiaa'uvn^an (medication error)

• rmumanasuan
i/ n t/ i £wtauampn Si!aamvianLan3fUEuina<upi?\jnnviu?i M
\( ty ty

1. ainn^n^w'iwViasfisnmjni^EjiI^iNEjiuia
H; €i

2. ^Eu/nwa^anldiiltiliJtrnjjpaianwaiKta’wiuainwamwnaiLPin^PifufnvNa'innijjQviaipnawffmi.mvia 

nisyiTKaisniaufiJ vilad'jun^rmau ^ vtlafimiTuau ^ fnmamm

3. a'lmtlamniiFl'uainvia^Piaiw I^iaaTun^TUPioi^nmirmanvniuaKai liiiswii^fl'j^naina^^ysyiwflBSis
‘ina

4. ai5i]fyvnflfu/nviManafi^wa9iailia;^vi5WfimTfmir'ivi1apmjj'iJaB?)jTa‘ua'3N{Jiavil^f'‘ua'i

5. ljj(5i'im,umi?nufmfa^ai,1a^pmu^a^pianT5impmjjFiai(5iLPiaBi!vn'3an (medication error)

6. ilqjvnfm *i ijamvKkmnvinfmin 9^v5sn?wiufi'5'3iinpipmiii?lE)vnEiwa?niifm

wjnm'M^ : Mamiafusna^fyn wi,fma?n5n?)a'3tl<uLLa?i-avnT^0!ii4aajj,wfajj^fna5a?aNdaei'u'ia

• tia^-aTu^viB
. T_ i =» r ix*/ v«a«- a • ti v e a. c i/o i v >1. Li-3‘wa'vuiaaia?i'3iu5i‘3i£vj?iaifn^aivil9iiun'n?t?i^an tflaanvimauwYnmniflriiw waiviinaanwa^^an

* \i ^ ai

‘I'uaivnwiu^I'jwaunFiniviviwatii^ijaa 3 Ivil^waitjnafiij^naan^ aasl'Dw^'iiaijpinHa'ia'li!

miiiflriswiaj/iYwtnvIcinehj
2. vnnv^uwlaSvipnpu^'iNa'ivitiiaa'iaiJjfijvflTiTumi^LaBn ^uauw^niiuiJiiinaumiTOTaantviafiJia^w 

aiviTinaa'ilac’nij’Ey^Lilmw vila'Ui^nwa^pnual^Ipiawwvn ^0™naaila?n3JU]i'iamjasi^a'3nn?uviKLiIa'u 

wanwtinaan^a^nul'umiaw^a (Black listnnaasMaitjm^ismmaaflvnantaimyaEj'^'uaa 3 tl 
ussinim^I^'wamjitiatsi^aan^aanijqj^ndmuFiT aria^an?ani1anfa^HDi?iHpmuLBavnaau ('|vhneiTru 

ammiHaiH (mS)
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3. flnj»n??um?i/i3%n??iJuaKm?\jmjwji^uliviBvl^s:^€van5iU9i'i-i «| wl‘o\J«naTjfm^s)n?fU'i\Ji«i,5ufl'i 
iJisaviBfnvawa^iFn (price performance) wwiww tnfi0(?i?rasnfnv]In^o'i\jia^i^Bai^aaiijtijvi',u •( ivla 

wwcnjjtn^Baauinwifn^flfufnM'oa-iEii
«G» «

4. Piwjin^'sijnTsuimin^^utLaEm^ij'iijPij^itjBvis^aKLinlD LwwinwwoulwIaiiBffnwuwl'uwfininwiiO^KUjajfli 

ilisaviBfnwpianfli (price performance) uasnarrmn IvfiiluliJj'njJiiWJisauttijjflowuoaussnn^jfiiu 

iiuuehuwn^w
5. a^uSivialum^fluw'jatjutn tanai?ua«4tiauail?»naum?wai?wivinn?£uv *
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1/ £ M vniiijIvnTmifl/iiPifs 'w.fl. 2560 inwn 9 uasiuCjmjnisYvn^nii^adifliamsMamiamfafemaimiTuIvns
1 4*

wawmfl?? n.fl. 2560 tib 21s a*

flsusn??ijfmnTmiB^cuBnwcus^a^nwsu^ 

• nsjuai Central Nervous System agents u&s Local anesthetics

A onu .TjiKsnunmjrm ?mja nuumia^'ya
4

(i(3i.^n.<uM.‘ua,3Pin^ uywcu)(pi.w^.eltivian v^iviSuBna)

«
.nuumia-^'ya rmumi

(fi.lwtJ'Jtnfywu'iv) ^Ey.LUfyaan^Eu umviau) (H.v^^.uuvivn naenvruy)

A
SWKB nvsjjfm .fmjjm?

(mimwawb tJtyuniJiKi,^)

*45>
0«b..>5»/:.. ...^^r...-^2±.A

awa.. rmumin^iajrrnr

(wpi.,u,w.af9n4 ^utl^ii'y) (NPi.vNfy.ramiiw

!hs.A Aawa n^Tum^uaKiam^m?a«a niiurm

(w?./i5y.B^Bn *Nw?«na)(finj.Lamfn wtalfyinni)

.n^^umiiAaswijQBiainiifnia«a

(/isy.aififmm wvnffi)

- fca^a ' .n'jium^uas^aiau'njm's

(/in.TaQivi ^1a)

8/8


