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Tamsulosin hydrochloride 400 mc§ prolonged-release tablet 

GPU: 956120

1.

Tamsulosin hydrochloride 400 meg prolonged-release tablet

2. ■nwawjnvWWJ

2.1 jiJum*. ivluEjn^wuCffiQanqvistOutprolonged-release)

2.2 *11] l wcnj^tnauffi'iowitji^iflcyvlauijan'u tamsulosin hydrochloride 400 meg

2.3 muusuTi^

Qanmjiwa^ofl'jnuw^Hodn'Sfiwu'lijaxjiaoijuflBMSjfl^iu

* **'■ ' t/ * * A* ' 'A' i/ »

- uurmmsu^

u?4 nfl4Bi is^iYiwawuatTU^uanO

- ’uvu^jmw  aitnJ^tnauw'iuiaiPi'qjuaEPniuL^-i Tuwaw Tuauanq

lawwatn

2.4 Qflnn

3. qwflinjlm'mviflpfl

3.1 wwawT'wqpiuffnai^iatywa^tJnuniiTuia^unwieium^wawiwqpiiJwiu'i^'iftqjpnjjuitn^ni who - 

GMP vsla PIC/S (GMP-Pharmaceutical Inspection Co-operation Scheme) wlaifitimvii

3.2 ^wfiwBnrfnwBj^JBB^wiunufu^B^inw^iiinnwfiBtjiBijjinwiynj PIC/S waivtomvh

3.3 n^djUriijanOTtJutJiiwa^nn^nyn^aiJiJS (Bioequivalehce) tia^wawjYtuwuiwaun'uaiw’uuutJ

3.4 wam^w^'ja^ianswwaPuTw^ltllilTJw'lu : Finished ■ 'product specification ufls Active 

pharmaceutical ingredient specification ^IwawviKLifa'uwaEinijin-STUPmjKn^^unTsa'ivn^itaKEn niBVi^i-3

(Official*l?iawa^ivlij‘liJ?inw^annvi\jwusBjjiffl^nuDa^nni:3iPi^-is:wvia'i^a^an^'ia'ijjnttii|i\janeniniqu

Pharmacopoeia) rfuntnini'j vlivi£j\jivlivlB'lwin'3irfinoi«Tu\J»mfin?8Vfl'j4?n8i?tuji^ ila*

wn?nan vj .a . 2561 guiuvi 6 Simflu «.?!. 2561 (ilisnipilu^TonaaiuainWh 12 nummis n.fl. 2562) uatabsmA 

n^BYi^^men^tuqti t^a^ ?«^rfn^nui (aOiJvi 2) M. 2562 ^X1$ 3'n?ngifl« vf.pi. 2562 (d^tmfllus^naia'iuiunui

26 n^nfjnflu vi.n. 2562) . ' ' . .

nTflSvIlilihnnflluwTITBllfl q (Noh-offlcial Pharmacopoeia) tfarinwuflflEuauiJwvi'mviPmfl wa^1 

vJ^KnauwiE) Universal tests uas Specific tests (fivuj™an'iviu«uaswn9i1|iiivhliJ*tia-3m^iflTnsMviniMual'51iiwT5n 

tn aiMfu^iJiiAJU-Viu *1, (General requirement for dosage form) vsfa The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
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4. wauUjfm *)

• nTsautanan^iJisnaijm^^niEun

wLa^Ja•3^m9^a^E),ul.€na^^1J1isnalJm^a ‘̂)fu^(fn^^5fn?vln^vIU(^l#L^ilJ^s:mf,la'ln^J^EJL/l?^‘lIn^?u ‘bwEnu'imjvm'ni 

w^wo^lwi Iwaionai,5iJ'5«na,u^a

1. LLuu^afw^naasi.aEJffia'imaiia \m download Iwvi Website (Inaui^un^wj Iw«ai\jiauvi?nimft9 

i?u^1viijn1o«ijj UnkluiJ^snipn

2. rfitun/nviriiauaa^jiiviwawiT'nrtioi aam uast/??a/Tni9ie/i

3. ^iwjiianan^niivuai /ntnlviti uat/vtlafnwia^nqv vtl^uumjflfusn^^ufmaiwiiuacan

4. ^ituiianaiifn9SuviBL\juuni5\jai (uuu vi .ej . 1, vi .ei . 2, vi .ej . 3, vi.o. 4, o. i, o 2 nfhiLffifnnj) 

ua8iifr-5vi?0u?iaasL0o«nwflnwaj«iQvn8iia«ai^irta^ua8ti0rfiwauiw?«iiiua4TSm^w?i«Man
% v a

(Finished product specification and analytical procedures) vwuvizLrjEm'lT

n^wwni^i\Jaouu\Ja4unlii5nafnVluvisi{lauwifutn ImutJ^iinmuaunltjLiJatJtiutJa-i (auu 

vi.a.9, a.4, a.5 uaiuwn^tu) uiviiaufruaio

5. wnwCflaafiJ^a^waamuiienrfnif^jiJ (Certificate of Pharmaceutical Product) fnEuaimvtlaa^ann 

an^aivifl

6. s?iiuiwij*aBS'u?t*yn«3Siuni5w§naifliimafHncuinenisv!&lun'i?Naflfn (Good Manufacturing 

Practices; GMP) I'uwnwviinaitfBflnuaivliaua (au'uaiEjaaiw^BumiansiaBtjIaafi^a^luwnanmi 

fu^a^) laaaa^^snaua'JO

6.1 tfiionMff4a0?u?0*ui«5jpumswa«0i«iuwamnwifasm3vialuni™§fl^«qauifi’'j0iriiff{y (Active 

Pharmaceutical Ingredient: API) ‘ua^wwawiwnwuwbai^nflfy (API manufacturer)

6.2 jhiu™u4a0iu504uwsnuni?wawaiinuvmmncu9nsn'i‘3vleftun'iiwawwanmu*ia,'itf'H!a?tJ 

(Finished product) tjewwaflwacwcutfaitfiiitniJ (Manufacturer)

6.3 aiiinMti^aa?uia^unpi?5n\4nn^wawaic;nuv5aninnj<»nsm?vu»ilum?wawwaOT/itu9iananL?aitJ
«a V

(Finished product) uaflwuwu^waniiwii (Packaging) (lavnsn^wwwwawantfni^duaK&LdsiJ^ 

wiweuaBvla^ffu)

7. a'uti'iwwaafui0^inw??ii4miintjfntnua»nis;aiaantmuvifimncu^8rmviwlum?inii?nvi uasmstna 

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

8. tfniun official monograph luaman (Pharmacopoeias) vil^ana^ Active Pharmaceutical Ingredient 

specifications ua« Finished product specifications dscnautfoa
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8.1 Official monograph lu Pharmacopoeias vflwum Active Pharmaceutical Ingredient 

specification nwwwawinqwuw’Jtnshfty (API-Manufacturer) (cinfi)

8.2 Official monograph tu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) {oi2)

8.3 Official monograph'll Pharmacopoeias Finished product specifications nwjwawn

inlaid (nn5)

9. aiiui Active Pharmaceutical Ingredient specification

9.1 tfiiun Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 aiivn Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. tfnin Risk Assessment Report for Elemental Impurities (mil)

11. tfiun Finished product Specification

12. (Certificate of Analysis: COAjlu^unnwftavidwjBd'N (mtulvia^ 

wiatin^ai) vi1a^um?tjawviEj''3,lijaTjaitjan‘l^\)aaij'uI(fiawa^\Jwnaij‘li!^a

12.1 ??iLtnviui^aTU^a^wam^iPi,3'isw'iwqpi\jw-3an<?'ifltiJ (COA of Active Pharmaceutical Ingredient)

12.1.1 KiiuiviiJ'j^afu^a^wani^iPinsw^ia^wwawTViqwijW'iansfnflty

12.1.2 ^iiuiwilla!\j?B4wam^LFmK^04wwSwwawiTcuViBi^irtsi?iJ

12.2 j?nLinviU3fiaru,3a^wfifm^i,fi?i8MWPcrinni,Mjfni1a?tJ (COA of Finished Product) ‘uaswwaflwlwfiaw

M

12.2.1 f?iLunMU3fiaTUia^wam^if!i^n^wannwwppiwpwntuwui??'H!a5iJ (Manufacturer)

12.2.2 ^nnnviu^aaTU'ja^wafmniPi^isvannwiLvi^vj^iarifuw (Packaging) (iov«n«niwviwwawtn

12.3 vianeiuuuuupmyaumisua’i^timiwacri ^ja^TViq^u^na'iKiPiqjiiaswawri'cusia'i^iLia^i) (niSvilan^w 

IdSicu Lot. ua^T'tnqwutuiansm COA of Finished product)

12.4 viFin?niim^ifmt!va(ufnv«ai<i5iavi\i'3ti^ntitia^!'« (nnS)

13. ^iiuiionsn^ueiwMafn^flnwft'njjflwi (Stability datanAtma^tbsnaima

13.1 £?ni,unLanjn^LLEli(?nwafm?imsnpmufi-aw'3?EUsai'3 (Long term stability data) vta'aUnnwanqEnv! 

nivm^Huuaann/u^^^ncuw

13.2 ^nwnanjmusiwwamiSnwn'Jiiif’Wfn'lufwmsw (Accelerated stability data)

13.3 ^iwii0nsimei«4Wsmii3nwifmiJfl4ninK£i8Eji') (On-going stability data) tlfhqa
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13.4 (In-use stability data), 

i,«1ajJvi1afi»fnaAaaai'ian^acii'3\Iipin'3 ^ (find)

13.5 3iiunianemusmw?mii0nTOrmm*n vfaLanaTjma^FmiJP-iw'jann'ajuanaanuan^^amvjiSwt  ̂

inufhwi (rhii)

14. s?nii,mwan«ium?fu?a^?ni3jaii^fnj€^wa«|iflfliWEn (Bioequivalence study) (lav^nsnamia'iviinai^a^ 

vilariiS)

15. ciitmvtanjn'urmruia^Fmum’imajjluniiihtnmjan^'ULLUU (Therapeutic equivalence), vmfrfiufmu 

L^lAiPinFianaFia^ (Biosimilars) vtiam‘3^n'ynpmut<iJlamviaun,ulw (Comparability exercise: CE) 

(lavnyriamianmnai^awlafiiS)

16. ian?niuti?i-3fn‘3iJ'3£ni4fl£u/rrwaivfi-3UBu,wfajjfi-3fnajjB^awjja0i'U'ia “m?

il^fTUflnj/nwa'ivl^UBVJ"

17. LBnfn^5,uaau<wi8US'3cna5jB?awSa0nina Ivfaman^fycyinaupi'sijn'iwu^ naauaapi^iiJMi^a “ mitiman

mw”

18. van«iiim^iini'iujji<L,iiI?^vmi\jnaai4 (oijj )

19. ^ii.mi.ananifmwnyivn^fia'un (Clinical study), fn^flnwnmiHEn^if’i (Real world data) (M)

20. vanjnmmi^w'Uivh'ua “ 3. flfuauijwvn-ai.vi™ ” vmommiaanmancvmB 1-19 (^iS)

21. au «]

• n'jadn^cn
V V <1/ I d| <a Vi IV <£4 Q fi}Q/V OV vi . IV 1/

WL3fUB^n5sn^0'3u<uii^na!jn'3£ji63'3iClu^iuvuu>a^^?itjayi}a£j^hpi<aii£miPnuv!mviiis?il,uvn^0PifUfaju^vnW,tn'3w
V ^

, ^ ^ Ji
• bwaiuiriuvn^WPiit^B^viii

ayiBfmntipnBtinIji'inniEulw q

• viamncu^uasivtBtufnTwanian

m5flsniwiwwfii/lwamnw^m,3tJ58iC],Ufli\Ji«elvi8fnwtnBnpn (Price Performance)fotmsnifljitvFisimu

« £ 
9\AM

nivi‘U5iHfsis;i,i>t!U'3'3iJWV!tJ^tvi'iniu 100 rkllvu  u 'u^li I'u

1. nflimauB (Price) 30 ftsuwu

2. piaijnTwua^^aimjijlviiiluil's^Ia^a^^i'i^fiTa (Performance) 70 I^ioflincu^m's'il^iSv!

Performance flwm
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faciasinsuwfnstlraum Performance

n. uiffi^ipiiuasfjtu/nwai

uiw^iywwawwuiwafunwwism^vlpriumiwawtj'i (GMP) 71

inwiliiiiiasnw/nwfwQSD^haisfimy (Raw Material; API) 122

(Finished product) 123

mmsiumiinufFiyi nis^ntiui (GSP/GDP) uasm^lmwa’ifmintj 44

(Stability data) 55

rmfinwfniyajjyaTiaflfn (Bioequivalence) n^njuiuj9iua«iwil^fl via m?vifla®ym?w1ayoi/ 

miviwaoytnwiii Dosage form ninjaiatsiuacau *)

6

15

qw/nvifmnjsim^ u^^arimViuasQain (Packaging & Labeling) 107

*u. f5wayCnvmivin\iflufisf}wayCnvli(!ly0?»Tawj

r nwayOnviiflytJ^IavuwBfmWailyhwaiuia 35

100yjy

• m^a^flauasm^El^yatj

2. ^teiu0?i#!nac«o4tj55^i?uvfol«yuc/mJ5«wivioiuaffaiy‘3U£/7ua«if8y55^iiww(5uuwfta« 10 fl^anaiaSnla 

IvfasflinMonmiqaiuiiuifatt^tBOittfisaiviuuuviwQvitfflwu

• m?\Jism4^w/nvmivfl^ya\j

wiayanfln«B4!jyuaBw\Ma8?vi?B^fn^?8nyf)waiviBivia4y8yw8ya«iBy8^BwyB'iyiB Iaeju
«/

naaKtaatn'lywmfiafu^a^^iS

1. tnOTa-swnyni^aiiaiiPjm/nwpnyvain^iuvimvwuac’UjSiJ^elwfinilanintjann^ivirmyflcusjrii^ym^ 

Biuisuasoi

2. ?*usnaim?Hw8\j8i (^s^lvfflfawu swayoi/nalu 5 Tuvnmi v&ainltflijkjpiwa)

3. a'la'tia^onvi^yauwa^yon^fm^iyl^iUjijaandi 12 iwey laaSImi^K^ i,a\ivirmwafl (Batch No./Lot

No.) ua*TUMiJW0iE|K8^8n (Expire Date) luianfmmmjrn'S vlaluuawO vlalua^fitjfln^avinFil'wS 

(nialaiauaunin i tl ivla^annfiupiny lot i«tn uBlvfvjiwI^viii^iflyn^wlO)

4. uivin4i?ivia4yauacOTa^si^^iiynv^eiaf',uia^fn?1iFii'icvwapijtw‘»ianj?'u1a?\J1yvia^y'iD8^wwawuat<lD 

lLfl?nKv1w£)SvjTiB^wfl«Twq5ivjvilwan8i^vlHflU0y

5. njitJaayaiiyaai'lnawji’iai^wlavypiaitjvlDiyainPifmiaayafnviPi'iatJ^sfnilp) «j riaunivyin malu 3 

iwaymava^Tuu^ (^tTjilauMviWLatj wu lyaanlnavytfia'iu'Ujijaandn 6 iwau fuuJamj 100%)

5/8



6. uvnivianaai^^vtij

aiafa^a^iaai^anl^aw^ntiat^a^inwuan^njjaninwuvnlviaiaai^a^viu’fi^pniQaQi.Fi'sitma^i.il'u
v

wfijwA^atjrinHaiatijniiflinaimiiswiajfnmiasaii^ifliin'u lufraiuviwu'iiai'bjtiJ'u'lil^nuRfUPifTyaji;

i.Qwitijjvnlviaipa^a^viii'ijBcKn^avis'ljjfuwaiifuifn^^uaiiPnanmnanua'awinaaat/ylawwaw'l'UPi^

wal'd

• R'aimlB'MamsmAfiQnyftfnmfliau'wn^En (Medication error)

w'unaa^wa-aS'uaaywim'un'nwniirmfa^aann^JiaLfimifmu Iiwai'uifnJvmnwpiii^a^uTwalijCI
M

ilaulu lumimutwjj dfuib'3 unl^i mna^a^nuQannan mw^uiiaan vilatjua^cuvai nidl'mjdiSfiyiuJinwB 

mi;i,fiwfsmuf5mijpa'iwtpiaai{vn-3an (medication error)

• rmtimanliEycyn

mauaiifn S'uaauHaman^Oiiria'i^iDnivi'uw mii

1. a''ian,wa'i?ainwwaanann'uai^aiIiwaTuifi

2. wfu/nma'aa'iliiitl'ul'Uw'UJwcufih'afusaawsain^amiwiQaTiwiiswiaifiivja'infTSUQVta'ipnfiwifmu'wvia

n^vinraisTsO!^ vilasi^n'iirma^ ^ vi1asQmj'uai4 •] /nmanmj

3. Ejiamlamnuwiia'invia^iw IwaMn-aTUpmjsrmjjmia'TvinmasanltJisvtdi-a'tjn^naTua^suj^'ias^aas

tna

4. ai3Ji3qjvnwai/n^viaia^wawail?s?viBNetfn^?n'yiv!laFm^iisawria‘iia^w<Lha,nlwfua'i

5. Idw'aCurmwiumifa^ailBW'ijJifia^wani'jt.riwpnjJwsnw^aauvn^an (medication error)

6. ‘Ofyvnfru «] tjamviCia’onnvInfi'nin

Q/ 3/ xSkft/ %/ 1/ Qy «SJ 1/ «4«!4 O

• ■iiaa^Q'uaviB

1. Iiwtntjnaai^'a^iPinsvRJu/viwaivflwfufn^f^tlian Iwaaivl^n^wlwfini^tfltisM waivi<uiaaiwa-3d4a'i 

ItiBTUQUwnjj'wliwai'uianmiwad'i-auaa 3 ■surmwaw iMli^'waiinrtcjjJwiadi-J u^sfiiww^aumHaiali! 

miQtw'ji^wfufn^aivianfiu

2. wnwwIaS'HaneTU'iiwaividiaanfnjjfij^lwfiJfmpiw^Bn a'9uaii,w?n|i,U‘d^naiimi^ai?anmaTuiB^w 

aivitinaan^am^ifyviiiJiii'/ia Mlaldanwa^wiuai^Iwaww'un wanvidnaai^aa'isJqj^iti'u'uaswa^pnwmiiiau 

wanwiinaanwa^vinjjlufmwa (Black lisOlwaaKMwfum^BTsani.'waawvnan^aaim'yatjn^^aa 3 i) 

tiasmtuvili^viejTuiei^wlaEn^Bfnajty^nfinu^ aiavianianilanfa^HWl'tiPmm^avnaBt! *]viinw5u 

ammiiHailw (aifl)
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3. «:ituKfVi?3jm^ifi^‘Dn,3^jju?iKrm\jmjWEi-3'3uaviBvis)K^iavian5'i\Jwn^ ^ yfL^iJ^naumi^nwiiJiKtSum

iJ5r3viBjnwri05nfn (price performance) twnmj Piaaw^cEJsi.'ianvfl^^viEJiu'iaaw^aEJiBBaiutyij'u *) ivia

wwwnunrj^QViJiw^siuflw/nvi^iafloi ** >

4. pmjtni^urmuia^ni^uacnmjiOVia^'iuBviBviatunlu wuiSiutlau’l'uvilafaniviw'luvianifmj^il^saiupin 

liisjaviBfnviwanpn (price performance) uasnamitn ‘Iviiilii'l^J^nukviunsjaiitmii^ataiiaiWKainwSfiiu 

■s'jyua'niwn^cu

5. amaviBl^rmfi^adi^i tananuas^aua^icnaunmaiicuivinn^al
v '
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rmuIvniwiA/nflis w.?i. 2560 9 ufititifl0un,5svii™ni?fl&9n^um?qfiq0nn?fosj0tfA0i*ufttnniv1vm

wa^imFiij vi.fl. 2560 fo 21

tTOTU^O-IQI

fiwsn5?ijm?nnwj«^wanww»ii0'3n«nsu^ 

oinsjy Smooth muscle relaxants uss Miscellaneous

Z. AbsBiunittjfm fysiunn?a«of1«H0

tlVJPJEU)(fi.yjty.oiuviyi w^viSugna)

<dA

fl«0 .n««m5a«o .ni^urm

(wfl.wi.pj/itu fllwann^i) (/ity.iyn/n ftiwity^^tu)

A

.n^^um^uastani^m?3^*00

(fl?./ity.0i^fl9i

J
j

a-390

(/ity^nmitu wviipii )

%A V l
0«0 n^5wni?u08fc{ii'30i0in^fn?

(/inlo'nvi fluta)
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