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1. TiaEn

Finasteride 5 mg film-coated tablet

2. flaiaajijCTvnliJ

2.1 sOuuu tii^EJiL^tflsaDvJauaivifuTtJiJ^vnu

2.2 ^TUiJiKnsu In 1 isjfl finasteride 5 mg

2.3 /nwKU^^

aaintjiwa^apmuiKijHatjn^LauT.iiauaaiiuasiVi^-aitJ

- imfinmjnjTaa adi^'uao^^tj^aanvila^Bvn'qfnTFin ^TJil^nauuaswn^imnsj 

u^-s ‘ua^tn LaiiMwaPiuatTu^uanEj

- isij^aai fiiud^nau^tn^iflqjuatFmuu^ TU^ana

tp'ijviwppi uaKipnjviE^auwitijan

2.4 sain

3. flWfiiJ'ulivn^iviflOfl

3.1 wpja^tnaw^ai^iPiciJ^a^wnufmf'uia^Jj'iwisTurmwa^nftjRiai^pifyCTiJJunpi^Tu WHO- 

GMP Vila PIC/5 (GMP-Pharmaceutical Inspection Co-operation Scheme) Mlatyiauvil

3.2 maflaiaiifaidwadiumifiJia^iflirmniiwflflanm^jj'iFiisTU PIC/S vtlawautvin
V V ** **

3.3 n-swUilTlanwu-uuwB^m^nyi^fmjjfi (Bioequivalence) ^a^waw^'ai^anmaunua'i^uuu

3.4 SmiwnaimnE’w polymorphism 'tia^TaigliRfiJaiLLaEwa^tvIu polymorphism form I

3.5 wannstttiaQiPmEWwai^fUwMUpnjj Finished product specification use Active 

pharmaceutical ingredient specification ^UaaviELtlaMwacliijn-jmjflfUEnmim^Bnvn'sufiEai hievii^

I(?iapia'ati)iiliJwntJ^annviuauaEjjnw^nu‘UB'ifn,3itfl?nEWvi0i^B'am‘5naiun«‘3S'TU (Official

Pharmacopoeia) rngianv!^ viwaiHvi'ivilBl.Miindnmgia'ipnjjiJiEmpingE^n^fnsigcu^'u na^ ietj

mnan vj.pi. 2561 s^tuvi 6 sutifoi vi.pi. 2561 WgEfnpi'lugi^naa'nii.tjmjn 12 nu/nmis vj.pi. 2562) usEiJgEmH

ngEvnb^sngiicu^ lIb^ lEtjmnan (omjvi 2) nn. 2562 3 ningnpiu Yi.ft. 2562 (ligEfn^tii'i'anaanuuniin

26 ngnfjIRU w.fl. 2562)

nimvililinnfjiupi'inailw ^ (Non-official Pharmacopoeia) fonnw'UFmaiau’UWvn^vifmPi wa^ 

liiEnau^a Universal tests ube Specific tests Pinjj'tfaniMwuaEynpiignmliJ'ua'am^ipg'iE^mvitieilTlumn 

an cnwftniluijutl'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. tlaulufm

v

• m?ai4ianm?il?5na\jm?wan?wn

wiaua,5ipnw0^!lmana'i,3il^«naufn^^ai?cu'n>njj^5m?vln'iwu9i‘lii\J?tmpianndiawia;Bn?ijj T«vitn\jiauwniv
M

ufiiwwlwj I?iaianan?iJiiS!na\j^ti

1. uuuvJaftnntjflsia&Afnviifiua \m download Kvi Website phauiaurmu l9^vian\nauMi9iwM 

^a^uwlawiu UnktirtJ^smfn

2. shiuifnwonauawmwwSflifawn oam /nuusu?^ uastj^^^iTcu'nan

3. ^iwiianjngnimjoi finwilvio uas/vla/nwi^nqw ^aumjpicuKfTj^uni^aiMiii.iasai

fl. rfinjii8nai?m?5uvi«i{jatirfii\joi (uu\j vi.ej. i, vi.a. 2, vi.o. 3, vi.ti. 4, a. i, a 2 u^uwn^tS) vnmuwui 

uaBW&wfamiBaBiaaflfiwanvwKiQYnsuasaidiifoitJuastfBri'muflinwss'muotftlnittins'iJMai
4 M d*

j v
(Finished product specification and analytical procedures) wmYisiflauH

n^tuSm^LiJaauLiila^Linl^nanTsltJviKLuatJwifuan Wit'utjrfniiijirfiiiounlaLiJaouutJafl (uuu 

vi.a.9, 0.4, 0.5 ua^atrin^ol) jnmaunWha

5. ^niunwvi^aafliTa'iwatnriftivai^iila^TJ (Certificate of Pharmaceutical Product) nifuaitmilafoain 

WW)«LVIfl

6. diimwiftaofu^owinsjiumsNS&ainiiwffninwiffiSniiviSftuni^wSnBi (Good Manufacturing 

Practices; GMP) lutiinwvlina'iiioflfruanwaua (aOijfiiti5iw'iu,5atjm'5cii?'3aaa\jT(?iaa'3a^riti^i^naimi 

fli^a^) T^awa^itnan^a

6.1 aituiviij'3aafu?a-ainw^numiwawaiwiuviFinLnnj9ii35fn?vl5n\jm^«atriT'9iqpiuw'ia'i^ifi£\j (Active 

Pharmaceutical Ingredient: API) vo^Hawfotiauniaidincy (API manufacturer)

6.2 aiLiiiwu^aa^u^a^iiiw^nufmwawaiwiimaninwtntim^vialufmwawwaw/icuwaiaiiia^ilv

(Finished product) TOMwSfiwSniftuflairflifojlJ (Manufacturer)
_ _ o c/ V< « 4-» ro Ci fij O ^ 4y r ft d I
6.3 aiiinwTnaaiusajuinisiunnswawa'ipniJVtflnincuyi'isn'nvimun'nwaflWflflflnjsiaiSvHsasiJ 

(Finished product) ^wuii^u^wawnEusi (Packaging) (iaiN'is:n,5Eiiviwwawanant!aiiJuaKWUii ,̂u^i^ 

wi^auasvia^inu)

7. a'ayiwwaafliia-nj'iwisitjmiintjfnwiiiscfii^aiaaitrnyviamntusiismiviwl^m^inuf'nvT iip»n?sana 

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

8. Hiiui official monograph 1uj?i?101 (Pharmacopoeias) m'oai-sa^u Active Pharmaceutical Ingredient 

specifications uas: Finished product specifications ibsmautfntJ
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8.1 Official monograph \°u Pharmacopoeias vtWsufh Active Pharmaceutical Ingredient

specification (APi-Manufacturer) (ffid)

8.2 Official monograph lu Pharmacopoeias viHauftf Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (aid)

8.3 Official monograph lu Pharmacopoeias Finished product specifications ‘tia-ww^Fitn

(rinS)

9. cTim Active Pharmaceutical Ingredient specification

9.1 ghivi Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 sTian Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. cfum Risk Assessment Report for Elemental Impurities (fhij)

11. sf'U'Ui Finished product Specification

12. (Certificate of Analysis: COA)‘Lui'ufmwa^^i^naa'i^ (frafuiw^ 

^nadn^an) vla^iinTJN^v^ljj^uan^an'lviilaaiJU iBawa-jiJ^nau'lil^a

12.1 glit-uiVi’U^af'Uia^warmimiiJiMiwciItJPiian^nfify (COA of Active Pharmaceutical Ingredient) 

IflaflWUisnatjflia

12.1.1 tiit’mwwaafnia^warmhmii'iswa^wwaw^n^u^aigfiFinj

12.1.2 sni’unwwaatii'ja'SNfirmhifli'isv'ua'a^Bwwaw^'njsia'isi'ulaiiJ

12.2 (COA of Finished Product) ‘tia^maflwaeifiVuw 

aicin^aiil

12.2.1 (Manufacturer)

12.2.2 3iLU'ivi<u^a!’u^a-3W?m?Qm?n3;MainwuiiwiiiajTmsM (Packaging) (la'wisnmlviwwBflEn 

«f,u1ai,iJuBS5WLm-3U‘3‘5apii'3lauBs:Madn'u)
<u i HJ

12.3 vsnj§iua,um4«5miJ^uvTU5‘tja'3^fn‘5wacn ‘ua^q^uw'ian^nfl^jufiKW^/Tai^ai^iilBiil (pnilvilania!

Lot. ‘UB-nrfu‘luan?m COA of Finished product)

12.4 vansTum^w^KMflnj/nwanTwavitjia-jmjtia^!^ (riiS)

13. ^iLmianaiiu^wfinii^nwnFmjjpi^^h (Stability data) iBawB-iti^nBOWia

13.1 cl'im'iLana'iiatl^-awafm^n'bnpmuFi-ari^asa'n (Long term stability data) vmiuemja'iEJEnvl

13.2 (Accelerated stability data)

13.3 fnitruanam^waniifinunflin^Fnisiastm (On-going stability data) CleTiaw

3/8



13.4 Hnwii0n?n5usiiw4Mam?SnwifmiifMn'3unjsivlwilfl (in-use stability data), n'n«pi'a«‘Hi04tnw& 

LwluwwQflKaiH/i^Qsn^oiw'ioan^iIiwifl *1 (cinjj)

13.5 ^mnianai?uawflwamrfnwfmaifl^w'] wlaianai^usufniufM^ioin^wynQsnuanih^wii^iJvIlv 

inuinwi (oifl)

14. {Jnianvian5iufm!\j?a^fmuaiiyaiia^wfiwiTnrtion (Bioequivalence study) (i(iviiK?nom?onviina'3ifafl

wlaoiiJ)

15. ??nmivaneiufn?TU?a^pn'i«iviniviuu‘lunnifiriyin'utJnwuuutJ (Therapeutic equivalence), wan5nuH'ny 

ivlufoTFinflehtifia* (Biosimilars) wafmf(nw?mm\Jimjivi{njn'ula (Comparability exercise: CE) 

(tuvi'iK^'iEjm^Ej'iviLnEJiiiawlannij)

16. isnai^Lia^ninl'jKmjaaimwtj'ivia^auvi^oua^iEiuBtiawua'itiia laawiaasioaaflnuvi'iiio mi 

dranuftramriEnvtewuou"

17. i,0naii!iu00jjv<i0uajai0ij0^0wij0onin0‘lvi0man?fqjtyin0UFiitjn'ivua n0at!i00W9mjw'i^)0 “ miuman

18. vian|iiifm0'iwui00'iMiw0n‘una0,u (onij)

19. aiiunianaiimiflnwvroflSun (Clinical study), (Real world data) (oiij)

20. wanjiiiwuinjiwiijwjtfa “ 3. BcuauOwvn^tviPiCa ” ^tiBnivivloBinianaii^a l - 19 (chii)

21. 0U n

yiauanmwa^uuuffioanflaiflflivliiwiuviuuaflfli'iaaBiaaalwpiiucf'jiiM'iwfimwjwluiTj^afjnjawijn^fi'ltJ^flwu
J ^ Q * QJ Jt

laBnBaKLBuafmuuuw'iBtli^pnuvin'ivitjw'ltjiJismf'iBindiumatinii^ TwiaiuiauvinwjMWWiwj vnCitiBa^iii 

HyiSminuMiaduliiiinitulw *]

• uanwwsfiiasitostumivtonian
niiWBiinnaaaiiHvipi'ninfu^mitJisiSufi'nJitiaviBfnwwonRn (Price Performance) Uommtun'lviflsuuu

c -S'aw
nnviuaHaKUUvmjj'mwjjaLvinnu ioo atuuu ud^tfiu

1. iiflmauo (Price) 30 fiaumi
2. fitu/nwuasaaiau'uavlLiltiiJislBraavn^iTiimi (Performance) 70 asuuu laajJtnwwmiiJiKUJU 

Performance a^ann-3
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incutfmnbsimi Performance
n. inw^enuuatiftoj/nvjyn 

*1 *

ijnw?|'iuwwaw9mjwanincu9ii5ni^vipn\ifmwswu'i (gmp)1 7

yiw^ll4uasflnj^lv<T'wciwuwi£JiJ?nPi'j\j (Raw Material; API)2 12
yntn^nmia(Finished product)3 12
imss'mrmintjl'ntti n^sqitJEJi (GSP/GDP) uasfmuInn^vifi'im^^nEJ4 4

nismyipmufl™-} (Stability data)5 5

rmfinttifmiJZUJiisw^En (Bioequivalence) vile n'i?vn»iaaum?i>w1tjiJtJV
fmyiflaauErwmj Dosage form n^cuaiQ^LifiKau *i

6
15

nwmvi/niw*\j«^ ui^^ncu^Liacaain (Packaging & Labeling)7 10
■u. flfu^uOwvn-iiviPiuflUFiKflniaiiOwvliiluiJ^sIaw

ftcuautjwviL\luilit:Ia‘duwam^Ha'iMiwai\jia1 35

100UN

• m^a-swaitasm^gi^uau

1. wifiya-aipnaEwa^aPi^aitnijjfli^^aainuvniviaiaaifla^wsJiiJvi^Pi *)

2. $iau0?iniq8W0m^vluw0l&auaniJwuiYi8iiia*$imuaiu?i8M0U5MtfwM3utt,Hfla8 10 ^awpifiwnlpi

mauasifl™a40mtaflwuiaa?U384nn?iJi8nwwfl™uivia3yauYiiaua-5ana5a^aw2ait4'>a I«£jjj
^ ^ ^

5iaa8ioomi4MCh3?iafu?a^wii

1. anwa^wnyn'i^wai^anPicufnwwnyvipineiuvInnviu^uac'UjyiJ^KTw^mlani.n'uain^'njn^'iypiniKfmyfni 

anvmuatai

2. waKrtaim^awauai (isulvraeiiau ww awauaiflialu 5 'jyvnmi va«im«?\jwa«o)
3. aipa^aivla-iyauwa^yaiEjm^H-3'iylwUJuaan'jn 12 i^lay laavim^wSn (Batch No./Lot

No.) uflsTUvtuflanEJuasEn (Expire Date) luiana'i^n'imj/nw vilaluua^vitj vilatua^uflnfouvjnfltmj

(n'salantjiiaandn 1 \} lya^inauM lot i«en ^aHyn^ylyvuia-Jiilun^julvl)
4. anyin^wviei^yauaKwa^^anLUiMiwaaTU^a-jm^Lfl^'iswwawjTturEn^nifa^vl^via-ayn^a^wwaeuiaKttJ 

iw?iKwTnq«uii04§wsiw%qliijvilwSnai^jnviaw0tj

5. funJsaytniyaanlnsviywa'i^vilaviywanEjvilaiyatnwm^i.llaya/nvi^atJ'aBm'j'lpi n fiaufyivmei /nalu 3 

iwaymavia^Tuu^ (^s^wauMvfflpiwy itiu maailnaviypiaiq’Ujijaan'jn 6 ilau tuivIsou 100%)
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6. uMiivitnayilEi^linj

an^fo^0whedi'3£jiI^!Jw6u'iysas;^€-33^!Jit‘Ruanpiijj^iin'UMuvnivi£na£j^EJ'3tv!ijfi'3e;in^i,isnins!masjLil‘u

i,QwnstJvnQvia'iaaL^a'3lvijj‘tjafi^'3u™lijfu,waT5niirmL?i^a^finan^nfii^a<3^'iauai:/vi1awwaw‘lT4f!i!'-a

wsltJ

• ATimaeKfiamii.nflfmiififnmflaa’Uvmen (Medication error) 

wuiaaK^iaoaiiaau^ii.U'um^iijm^fa^aann^nat/iminiijj l^vjaitiipuvniitiwsi.^a^viiilpiaUiS 

ilaiihi ‘I'ufmmuLpiu tJfuiJ^ unlu viLnaitiB^nuQainan /musiratn vilauii^nivai maliMj'i'i2?nnjjLfla^(5ia 

n'mnwa'jiufl'jiuflfn^msativn^a'i (medication error)

• mieimSnsfcuanv

4'

waviaiim aua0jj'lvj'amsnm‘ya)inat^iunivi!?i mis

1. aifjnw'Tsm^aanainiTfy^mli'-s^aiDra

2. ^uifnwa^nlsjttj^liJ^nuBfuany^iavnsainwafm^na^Fi^iitMBaifnvjainn^viai^nsi^frmimvia 

n?svi?n0i5i?cu?|,ii vilafii'UTmme'u *] vtlaficnmiau «] mpuanw

3. aiBmlamnijfluaintfa^fnfl IwyaiC’rmupiWKn^iJjfma'nflniugitEnt'uiJjvi'i'mS'j^nsn^mycyniisSaas

•ria

4. an3lijqjvnafufn<wvianaa-3WfU5ia\JiKavi5rjan']^fn'wivi1a^itJtJaa?i/ia8?)a'3Wijiav(laf,'uai

5. ‘UiwiiSiimmnjjmifa^iisila^pmuifiEi'iwQfniinwfmupiaiwLPiafliivn’iai (medication error)

6. tlfyviia'u «| ,uanLVi,yaainvinfin3Ji TOaiianuai'inn^aiujisaviia^Binwi^
1/ a; i/ *> os «a «u t/ *a <a t^<<a owiiieiiwj: vnniomitjmaneifyjyi m?ii4anpn^0^tJ<uu?i^'3Vi<U'3?00ii!jauvj^ajjS'3ai£jJj0nJ0^iJBun^

• ^agmuiviB
I«wgjntJiaai^?{^winsvflWfnvianvfl?if’,ufmfl’Pii^0nIwaEjnvic]nawlvmim^iifl5nsM waivitiiaai^ard^sj'! 

l,<uai^tipnuvil?-5waitnaniwuaaaii'3uaa 3 iurmA 'IvfliwaiiiTadJj^asji^ ua^fiiw^iiaupiiHaia1.u 

fmQiflns\i?tsufnvianvipn?}ii
> M <

vnn'wuvilaCjviPingiii'iiwaiMiiiaa'iaisjqjvil^funii^Laan d-jjja'UMan^itjij'ssjnaDmiwai'aanmaf'Uia-sw 

anw^naai^aaijjfywi.iliiwa MlaljJnn^a^pnuai^aiawi waivnjiaai^aai3Jfyiiauua^?i0-3nnwvistijau 

wa'ivi'iiiafj'ma^MiJjl'umi^lo (Black list) Isiaa^Mwfunn'a'waiianivlaaavnai^Baiw^Btjn'a^Ba 3 tl 

uasnicu^bwaiuiaa^feai^aai^^nanuaT B'lav^TscuiilanfB^lwaHpmmaaviiaatj 

ainmiHaiU (ch£i)

i.

2.
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3. finiKniiun'm/i?itifn^uasmi\j'njPia^u3Vi5vl>is<i)0wpinsny9in «| vfLeoiJ,5»n0Tjm?w0i?cuiiJ?£i2u?ii 

\J«siviBfn>in05ifn (price performance) wuinu waow^^otnaivil^vitnuna^rtiooi^saijjcyuii *] iwo

a. flwsn^unnui^wn^^uuaKmuJnij^a^uSviSvI^siinlti iwuiwuwB'ul'uvilo^Qnivi^luviantncu^O^Kaiupii

. Oitaviem^pioinfli (price performance) ufwftiejfmfn Hiflulilwi«iviui8auwnii00iau0u,us0in§2?l'3u 

^nuaiuwn^w
5. ««u3visl,uni?fliiw1306ji40i t0nai?ufl»ii0^0\]5«ninjfmwnitui\inn?nj
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m?\jlTn?wa0inpif« vi.fl. 2560 jnom 9 uaswitjounww^fmpi^'infnym^vofm^o^nuasni^ulwi
i a

vifun/npif? w.fl. 2560 tJ0 21
1 41

flcusnsramsrinvMfl^cuanwuswajntmcuw 

annsiJ Smooth muscle relaxants Ufls Miscellaneous

jL M* J.tJ^sciufn^um?fl«S fl«J0 .n««ni5

(5fl.«^.un.ti09f?h« uwflw)(A.^qj-eluviun w?viijtjgna)

0«0 .n??umg fWfl nmjfn?

(wfl.uvi.flflw ?i1wairi0) (/ijy.ianm ffawlcywcu)

trA
0«0 n«um?u0Kiatn^m?

(W^.fiqj.0^1 *ftW7KQfl)

J
nigurnguficw^oifi^ji^fmfl«0

(n{y.?iwni?w vvvnrfi)

^(^Tv-tO ^—v/ v •fUTJO n?gjjm?ua«w‘cnmfi‘jnurmv ^

(fmla'nvi rata)
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