
flamfmcuskavns

Dutasteride 500 meg + Tamsulosin hydrochloride 400 meg capsule

GPU: 1288896

l. Tfatn

Dutasteride 500 meg + Tamsulosin hydrochloride 400 meg capsule

2. nwauumnliJ %
2.1 Ttluuu iCl'uy'ULRiJ^asiTHfliftjiJiitvnu

V V

2.2 pbmJssnau \m 1 \,m il^naul'ho^htnan^cyvifajjjfinii dutasteride 500 meg tamsulosin 

hydrochloride 400 meg

2.3 fmmsima

- atii^0owS'3?s5^0£jhMla^0vn^m?p)'i
«8J t/

^10^01 lawwamiaETumjanEj

- uuu^a/ifuVi istj^aan dTuti'ssjnau^nananmyu.atf'mjJU.i^ Tuwaw ouauaio 

tftwwsw uaKLa’iiviKtCla'u^'iniO'i

2.4 aain

3.

3.1 NNa9lfwCl^UW10'lc11PlfyW0'3mtinT3fU‘30-3U15:l'351UnT3Wa?lT/(5Ul^<U?n01^1ffqjt5niJ3J1W151U PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) VilaivitJ'ULvh

3.2 mapia'isiiLiaiU^wiufi'nfu^a^h^isiufmwfiwanwimji^iii Pic/S vilaiviamvin
MM A» *3

3.3 niafUJl'ijanw'uuuMWO^mi^nyi^gnjjja (Bioequivalence) ‘ijo^wawiinjwa'uviatjmjanwmuu

3.4 Finished product specification aas Active 

pharmaceutical ingredient specification ?-3l,^0!5ivi£W0,upi€6iTun'3n,ut!!CUsn,3i5jmii0ivmi,ifis:0'i nisvin^

«• 4*
(Official?n5n?kua<n

Pharmacopoeia) luemiailfl viivi0DLviivl0'Lvtjjnti'im,3i0n?nuil,3S!fn?in^vin-3«n5'T3a!fj‘i] ‘stv

triTtn in.pi. 2561 a^Tuvi 6 sVnFiu vi.pi. 2561 (•J'jjJfnpilu'ji'ijnaaTUktjn'y'i 12 numwus vi.pi. 2562) Lts^iJ'Ssjfnpi

1I03 (aO'ii^ 2) vi.pi. 2562 a-aruvi 3 ningnpiu ■w.pi. 2562 (d^mflturiwaaiuunw

26 ntn{]ipijj •w.pi. 2562)

nid1^1iiiJ^in{]T,UPii?'i0ilpi *i (Non-official Pharmacopoeia) tfannMUflPOiauiJFivi'mviPmA W0^ 

di^nau^a Universal tests uas Specific tests 9nii^0nivmaiiasjJi?iisniivihlil‘ii0-3fnihiPi,5isMVinnviiialTl'UWhn
t/

01 ahViiui 1)11111)1714 *] (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. wat/ltifm «i

ma’uaiiFn^a^tl'unpiLgmswiiii'uaasncnwnivi'uw'l'uiJ^mpi^nndntit^^niiijj l^tjnunajJMT5nwFi^i,w^viij

• fmw,uiang!n?,iJ«naurm,wan?m

NLciiianpnwa^ii’utancinTiJ^nBijrm-waiiai'i^iij^snTayimviti^iJ^mpia'in&JimnmjfTsiij b-maurauvrimj 

T^aLanfmil^nau^a

1. uuu^aiinitjasiatJPiEJiVLsi'ua tna download \m Website ^1'iat/imm‘aiu I^aunfoiMinwpii 

t^Tvijjvilapmj link'ltidttmf'n

2. aiLU'ifnwdnauaw-afnwwpwriai^a'i Qfnn uamj^ariai^a'i

3. ^niintanai^ninuai mwlvia ua^/Mla/i'ivia^nqw vfl^!I,umjFijui:nmjrmanvmuas:an

4. cini.’untanj’mrm^uviKk'uawnfuai (llud v.a. i, via. 2, vi.a. 3, vi.a. 4, a. l, a 2 uenueinia!) w^nvivun 

UFis5vi?^vifauiiaattaa^Pifu?inyfus;tQVii£sfja^a,iciii,!aiiJua«<iianiMWJJi9i,35i,u6ua-3i5miQi,pinKwan
1 SJ «u

^ Hi'(Finished product specification and analytical procedures) WUViutJ&ulT

nifuumiit’Ufia'uuiJa^ki.nhiiiamimvi^i.ba'Upniaai Iwauuanmn^itjaun Imiiaauudfi^ (uau 

vi.a.9, a.4, a.5 u,a9u,wn?al) unv^iaumj^a

5. 3imiVii4'3^af,aia'3^i9)/rfU9ia'ia'u!a|iJ (Certificate of Pharmaceutical Product) DiwaTUivila^ain

6. aiitnvnj^fiafuia^ii'iPi'asmjrnTwawa'iwiuviflnLntu'iinurmviwl'um^ws^an (Good Manufacturing 

Practices; gmp) l'uwunflvinahtfa-3nua'ivu?mB (Q'uuei'ifiwpniiiaDmKnnaaaDl^aa^aatti^^nfnmi 

fuia^) IflBfna'Sthsnebifaa

6.1 a'lLii'mij'jsia^vi^a'nnM^niimiwfiManwnjjviafHnwinsm^viPiwm^wspniiijiw^jw'jaisnpity (Active 

Pharmaceutical Ingredient: API) Tia^JwSwTwqwuwioirfnflty (API manufacturer)

6.2 ^niinvi,u-3?iaftJia-3JJiwiti'iumi^a9iaii3!nuvipmnfuvn5nr3vl‘li4m^f4^Na<!:i^fu,>ia'i6iiL!a?iJ
eta n

(Finished product) ua^wwawN^fiai^ana'Uiaill (Manufacturer)

6.3 ?m,unvn4'33a‘3tJ?a'33j'iw?eTum‘3NfiPian?njjvismnnj‘rnermvi?ilun'iiNfiWNaw/icusiananP3a‘5il
tfJ v

(Finished product) ‘ua^Nuti^uiiawaw^’aiv (Packaging) (iwismsuvimawan^itiaiiluaswati^tJiia 

pii^auatviaafTu)
_ a v v da/ a/ taa cj an da/7. sni.^'ivm^isia^Ta^iw^'iumiinuifrw'iiiPsfrsKaiaa'umuviamnaiynsmivKnmfmLna'jnwi ua^nisana 

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

8. elit.'Ui official monograph luemitn (Pharmacopoeias) viltfonS^lu Active Pharmaceutical Ingredient 

specifications uas Finished product specifications OwnBUPria
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8.1 Official monograph lu Pharmacopoeias viWan!^ Active Pharmaceutical Ingredient

specification (API-Manufacturer) (nid)

8.2 Official monographic Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (die)

8.3 Official monographic Pharmacopoeias viKai-so^ Finished product specifications ‘ua^wwienan

(und)
9. sTuci Active Pharmaceutical Ingredient specification

9.1 ginci Active Pharmaceutical Ingredient specification •uowwSwfaqdufoEntfnmy (API- 

Manufacturer)

9.2 si'UC'i Active Pharmaceutical ingredient specification (Finished product -

Manufacturer)

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

11. tTiici Finished product Specification <ua<3Wwa?ia'ifliL!ailJ

12. ^icnvm^atiJia^WeinniQLiwtiw (Certificate of Analysis; COA) lu^rnTwaara-spnath-a (mmlwei^ 

^hatin^an) vla^fmw^daold^ua'itjailuda^ij’Ti Iwtjwa^tl^natjltj^tj

12.1 (COA of Active Pharmaceutical ingredient) 

Ipniwa-JTJ's^natJ^Ei

12.1.1

12.1.2 6i8nL<u'iMd'-3flaTU‘3a-3wani^LPinKd<ua'3ma5iiwa9i/in4Vi£j'ianL!a‘5iJ«v

12.2 ^nt’mvi’u^aaf'Uia^wfifm'imn^awrinj^'iLlaiiJ (COA of Finished Product) ‘ua^maww^^tu?! 

tntfufa'aiJv

12.2.1 ^ii,,uivti^^aTU‘5a^w?ini‘39m‘3,i^annwwaPiw^iTtu^ann0ni)!a|iJ (Manufacturer)

12.2.2 anwiviMafuia^warmiiRiiniiwainwu'U^iJiTafifu^ (Packaging) (iQ'wisn^dwwatnai 

^n^a^iis^Nuii^iJi^’n^auaKvia^nu)

12.3 MsniiuatJtru^mu^Jjmis^a^umwsw ‘ua^nfiurjai^nRfyuayw^mi^tneiiLiaiil (nndvilafnju 

Uid^tJ Lot. fjawo?iul,uian?m COA of Finished product)

12.4 van^'TUfm^Lffi'i^ajfiTWEjnlwyvitiia^'U'jja'Sfe (nnd)

13. a,uLntanfn?u?ii?i'3wafmmwFm3jFi^9 (Stability data) IPia^a^TJiEnau^t)

13.1 (Long term stability data) dpittipmjanEJtnd 

mvi-u^Huuafnn/ciiiia^cu'fi

13.2 e?i^itana'iiua?i^fifm^n^npnnuf5i'3?nlL!gl/ii'3Mi'3 (Accelerated stability data)

13.3 (On-going stability data) lienfjei
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13.4 ^iwiianfn^ufiP^wam^pInvipniupMyn^jcusLilwH (In-use stability data), flTUjPUPfwa-JEj'ma-j 

L«1wjwl0asanti/w0^ifloi«iuai?iliwn *i (nnil)

13.5 riiiunionamaflswamsfinwnfliiuftvilatanan^^ua^fl'njjfl^mann^manaanuan^^^nivi/iwwl  ̂

LnufnwT (cii5)

14. aiLU'maneiufmru^a^pmjjauiia^ia^wawnni^iai (Bioequivalence study) (lovns^iannaivlina'jtfa^ 

vilarhiJ)

15. aniiiivianymfi'i^fu^a^arniivhivitnilunnifnwffuan^uum) (Therapeutic equivalence), vifni'mpmjj

(Biosimilars) Mlam^^fmiFniJJuJlamvuurruK (Comparability exercise: CE) 

(iQvnsiianiiunvHnyifowlaaijj)

16. ianai?uamm?\J?snuf:ifti/nTiaivia^uatjv<iajja^a'iaijaflawuaiu'ia lAaijriaacta&flpmmTtio m? 

vl^Kniifl wmwaivla^y an ”

17. lanaisSuaanYnana^aiaMawflaiuiaHunian&ycyiriaufl^uriivmA naasiSyawiui^tia " m^anian 

atufyi”

18. MansnumianwnnuaiMiwaiunaau (rin)

19. tfiiuiianaisn'npirmivmFiaQn (Clinical study), (Real world data) (chC)

20. M^fmuwiJwywiiJi^tia “ 3. flwainjnvmivmOfl ” vluamMnaaintanai^^a 1 - 19 (any)

21. an *]

• wiafi^an
wiauB?ifli0a4uuit«‘30!ii40i?'iivluwi3uvmuaa4?i0a8i00al0fi9ncnn0iajvin/n«ialinS''j^Bflwauij«vnldih'jwu 

‘l^a^iaaBLaawfn^umjpnatin^wnjjvin'ivmpilmJ^KfnpiaindiaL/ia'tfn^^jj viwsjaaj^n

aviSfn^nuw'jadulii'iifmuIa *i

• vtafunw^uas?vi5lnmwan?wi
fn?wai?anpfeanHweimnai‘nn'i?\JitLiJiif!iiiJi«aviehiv«{rianpn (Price Performance) Ipia^aiicui’lviFituun

^ je emi

mwjwlvfftjJiiaJTi^iynavjjaiviiffu 100 Rtunu un^LvIn
1. ■snmviiaua (Price) 20 Piuann
2. flaifnviua«fl{uaunwvi^\4\J^tIaiin(riavn-3,5i<Brm (Performance) 80 nsumi Tntjmnfiwfmibsimj 

Performance
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mcusfmTibsiljU Performance

n. uinT|iuufi8^£wn»v6n

in(n?|iuwfjacfiwijjvianincu9iigfn?vi^m?waoitn (GMP)1 5
un5fig|'niuaK^fumMT,piciPi\JW'3tn??iRf\) (Raw Material; API)2 10
uiflsinmiacflwmwwafljTwwuitfiifagiJ (Finished product)3 10
inene'mn'mmjfrmi ngt^ntitn (GSP/GDP) uasmg\jgfmvia-3mg^iu4 5
nngflnwflyiypi^ (Stability data)5 5

(8ioequivalence) ngmaiidpiiiacupitj^a wla mgvuJifiaumgiwItiuEn/ 
miviPiaaiiEjnenu Dosage form nicutnamasau *1

6
15

Rcumv<m«,utu,5ga o^i^mwuatQjnn (Packaging & Labeling)7 5
u RfuauOwvn^matiflustflniauOwMLvIialiKlaw

flfuauO?ivivltnJ?sTaii,u?iamiiHaiM?^viaitjifl 151
2 rmfintnvi'Uflafin (Clinical study) 30

100

• fn^^auacmggj-juaii
* £ .tt v1. wt?iuaiifsna»wa^apia-3aipnua'i3'a‘aaanrajvn3viuiaa^a^,lwi]nJa^i« *\

2. wi,stjagiFnai!wa^tjggavltJvial5iuuamJgKinvianua»aiu/3tJuniiS8vatj?iamivivluuwast 10 ^awanamlfi 
Iwat^nnwam^wg'iarui'iuvi'aistJflaaiUfisantntJtJtJWDviaviti'Puau

• nigibsnufleu/nwjnvltoa'ij

wiatiQ^iPiuntJ^EJUta^^vi^aa^ti^miiliKnuncumwfjivia^guvi^aua^iEiua^swuai^ iPiau 

nafictaawtwuifiaiiJ^Q^^fl

1. anfewn^nTjmngcunflw^'iirtwnyvfini'iwnnvvi^ust’UiijtJ'jt'iwcjmiomnuannsniln^itiawtnggunng 

anMnuatan

2. gKaKnjnmgsi^sjatjan (gKtjWpuau itu eijuauan/na'lu 5 Tuwimg vi^ann’l^Tulua-a^a)

3. aiEitia^anwH^ua'uwajSa'i^mgH-jiulwljJuaan'in 12 L^av IwaSniggstj ifwvlfmwsfl (Batch No./Lot 

No.) uaK7uviJJ9iaiEJiia^an (Expire Date) luianfmfnnu/ntj vilaluaa^viu vt1a‘lu£i^3uPi'i^ayinf:i!''aMS 

mia-ifmph (ntiaiait|ijaan'ii i tl ide^ainfiuniS lot im'i ualvfvn^ulwiu^ivIunidnTj)

4. aivin^'jwwa-iwa'uacOTa'jJi^rfiiiinwtj'aaaf'ugaJm^tPinuwwstnFinj^anrfiLfagil^uvi^inua^wwppiuaKlu 

^tfigiKV'Toinwu^a^wwawTViqffitJvtlwawa'i^tivlH-suatj

5. ruitJsauonaiaailnFivwffia'iaviloviinJiaiavjIaiClain^fmiaauafnviW'iaiJitn'i?  ̂»] riaunitniw malu 3 

iFlaumav^Wmia-j (^s^uatjluWtJiiau wm wB&iWvijjflaiE/Umaorm 6 iwaa fuiilaati 100%)
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6. ‘tumwviuvn^vitnfitjwmlviii^'m'i^aw^naEj'^Envi^xjaTjivlaEi^mn^ifl^'icM^Eufnvj uvsi^viuiatomlvsii 

ai>)?o^uaw'3at)H£JiIwaw^naasCTa-3fi^anLwuan?mjan\i'3uvluvn^viaiaai?a^'lv;iifi'3wnaiu»i?'isMua«LOi4 

wTuStfi^aufliH^ialTifmpi^Qaiifli'iswflnifnviuacaiiunffi^eiulijn^fUMWTj'iiui'Ujitltj'LiIonjjflnianvnjK
V 1

LQvnsjJvn^vianFiawa-jlvnj'uaa^'jtiavig’UjTUMai^funfmiauaiiFnsjnmnfinva^wuiaucis/vilawwaw'luFi^

walil

• fmiu^a^'afn^tnfiflQnjjflan^iPiaatJvmai (Medication error)

winaaswa^auaau^iiutim^pnuni^a^aaintliauiatfniiu bwaninajJwn^upiiwa^vjjilPia’Ujy
\i

tlaulu lurmwiiiwu iJruil^ unto vtina's^a^nuoannun /ntrucui^aai vilavi^^nwiia'i n^rijMvi-iiSpmuilla^tfia 

niiinwpmupmjJFiaiWLPiaauvn^ai (medication error)

• m?amanfl«ycyn
t*

^■uaiiFn uuaajjHani.anmyjylfiatjpiiDnnwticfi

1. u'lnn^a'ncui^aanaintjfywitowanu^

2. ntuniM^ia-sai'ljJtvIu'liJpnviflwafnjfnjKLQvjnt^nnwamitnn^^iPinsMFjnimwannni^via'if'nfiwfm^uwvia 

niBVi^'j-asiis'i^tuaD vila^u^Tamiia'u ^ wlafitnmiaii *i /natanuu

3. annntlminufluannifowfnfltoEJsfatfn^uflmsnisun^anwmflzyn tossw'into^nan^asatyfjnasfes

ma

4. • a'l2\)cyvnflnJ/nMvi^^aa^watnatJ1savl5wam?!’n^^w1apmmJaaPli!^a‘oa'3Wl)^awlmtJa1

5. 'Uiei'iiOunTswium^ia^^aila^fl'nuLaa-spiam^LnPiR'snuflEnffiLflaaiivn^an (medication error)

6. Oqjwnau *] uamvjuatnnvinamui ^wsmmnua'idiinRmnuLaavnaRain'ami
k 4+ u v v *2 v *# <W t/4« «MUiejtMW: TOom?£jniana{\jqji wiai40iifnw0^tit4uaa^viu^0£mu0uw?0^a«3aiEJii0^owiJaiunA)

• tiasuTulviB
1. h^aunaaiaa^iRnKViRjufnvianviltfmjmiRRiaan leiaanvimamvivnnnriiAS'isvi waiwunaanwa^^ai 

to^itJOviwiiivfL^wuiinanivtiiRadi^uaa 3 ^umiwaw tvil^^viamjiaaijmadu uasfuwfltiauRiKaiuTu

^ 4 <4 0^ t 1/ 0 I V <s^l t^«/ «/ i «/ . ^ «d 0/2. vnnvyuw^anwangmj'jn^imnaa'iaiueyvil^un'iTPiRtaan asuauviansiuO^snauniswmeuiiwaiuia^w 

qnvjtiiaai^aai^viiClmvi^i MlaUiQnwa-Jwi^a^toawpmn ws5iw\i'iaai?aai3J^?iauua«Ra^nnwvi5Ji{jau 

w^nvitiiaanwa^vfnjjton'nWa (Black list) toaasMRi'um^wa'^EuiiMaaRvna'i^atnwfuaEj'mjaa 3 £l 

uasniolMl^-ivjanu'ia^Piflaa'itaEnjTfyR'andTiufi'3 anaflan^tu'Hlanfa^lviiiRHfmmfiuvnaau ‘imnRW 

amm^Hanto (M)
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3. Fi£u«n??um?ifi^niiuun«m?\Ji>jPia^'3tjavi8vl^cuawan5iuwi^ *\ wl^\J?Knaiifn?fi^n?cunOiM5JUf!i't 

i)5»3viB/nvi«05ifli (price performance) wjjiwjj wa0(»i?sEJs;nsnvH?'3Mumjia\r*?is)O£n?0ei'i^rcymi •) iwo

4. f'icut;ni?unm/ia‘oni?uua«m?ijn0'pifi^/3uavi5vl^sunlti wmflmlautoviiafon^vmAtuvianinaMibsiijijfh 

vl^Kavia/nv^anpn (price performance) uasnumiai 'IviiSu'liJmuLViunsaiiynu^aisyaa'utainwfici'iu 

•5'3^ua')ii?in?aj
5. jUTuaviglum^flu^adi-Jun lanjmuas^fojjaiJ^naum^iacunvnnaw
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£ £rn?v1vnswaAjmT§ m.pi. 2560 inw^n 9 uas;iti{laun^Kvin-ifmfla-3'Ji^afn?a<»isian'i?aPisiaaViai'iua«m?\j1vm 

viawfiiPif'e vi.fl. 2560 ^fa 21
« A

nofuierh

naicn^umfnnmjpi^wlinwwsiua^niiiTfuw 

tnnajj Smooth muscle relaxants uas Miscellaneous

J^,.... wis?A A
.\j5«8iun«jjm5a«s fl«0

(W.05.UVI.00^n0 14WRW)(fl.w^.aluvitn vnwfiuBna)

A A
aMO .n«jjni? a«0

(w?i.i4Vi.fn/i{u ?i1v<anna) (/icy.ianoi ^aia1cu^?,5fu)

&■

Asmia .n?wni5ua*w«n^fm

(Pii.ricy.a^in »-nni«na)

n«ufmua8wij'i0iani^m5■ a«0

(fify.a’swnn^w -wynm)

A ni^umiuacw^aia'uiiim?jma

(/in.la'jnvi n«1a)
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