
^cuanvcusiQvns

Alfuzosin hydrochloride 10 m§ prolonged-release tablet 

GPU: 652046

1. vtm
Alfuzosin hydrochloride 10 mg prolonged-release tablet

2. qsuauOliviVtU

2.1 ^tJuuu LiltiEjnL^Pi^CwBQnqviBtjnu (prolonged-release tablet) ^iwfuTuiJitvnu
2.2 ?buiJ?iinBU Iti 1 tJ?s;nou«iutrh£Jiaiflcyvl?UJ3J?in\J Alfuzosin hydrochloride 10 mg

2.3 /musing
Qsnntnn04jjtiaMiu58t/Li€oi4f«wii,Uiaiiia0uu0«MQn4iti 

^la^an laDMtjawaaK'JUfiua'iEi
j v

- uuu-s^rifu^ ^ijotn Tuwan Tu^uana

2.4 oam

4/ £

3. qcusunjlivmwmjfl

3.1 w«0WT'OT£)piDOThais?nflfyw0^wium^Tu^0^unw«iufn?w0WTiwjjpiutniaiaiPi£y9nuui9i^nu PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) WBivtouivh

3.2 wwflw0irfiwB?\J«04wi\ifn9Tui04uifl|i5«iuni?Mflwtnwiuun>ii9iii PiC/S vsloivamvin
%) M «D M

3.3 nimUjl^aiw,uiiuuw0^5ni?^nwn?iayiJ0 (Bioequivalence) ^BwanriWaniviaun'uanwuiuu

3.4 Finished product specification lias Active 

pharmaceutical ingredient specification 9*l«BWisLuau«0tfntf™nuftWKn«unn?®nvn3Uflj{Ui n^cvi^'3^

(Officialfnirotuati
Pharmacopoeia) m^ianvju-i vliviauiviiMlo'lviin'jnrfnnoin'WJ^Jisnifin^svin^flnBi^niqii

mnai w.n. 2561 atfuvi 6 S'Uinpi^ vj.a. 2561 (\J?«mt,i<lvj?'i^n00itJiiinvn 12 qu/nwus w.fl. 2562) ttasihsmfl 

n^«vir3flanBi?njqv wo4 ib^wi^ioi (auuvi 2) ri.n. 2562 a^Tuvi 3 rnnflnfljj n.fi. 2562 (vjBsmflliiBmjnBsn^Lunw

26 nsnginjj vj.pi. 2562)
n^wvIlijtJ^nn/jttjwn^Tantw *) (Non-official Pharmacopoeia) iion'iMtjWflnifiuiJWvmiviflOf'i W0^ 

vlisnauwiia Universal tests uas Specific tests myforiiwufluasinttSfiuifoltbo^ni^if^nswmvmAlTluflnin
v ^

an ^nvifu^TJuDViuu *) (General requirement for dosage form) vi?0 The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)

1/8



4. iltmlnfm 

• rmflmatianfn

HLaiJOiiflnnflflSwnfniaijOpnwfuuasnaivirfimi^iJ^KnK'i^nnftlnauia'Bn^u I^wEnunauMn^rauB^tttJ-i'lviij

• mAianaiTU^naum^ai^tui

wtB!U09ipnwB4£ltJianan7\J«na\jm?fi^tuifl|njJTBni?>if?iW4«1ui)«mflTnndi£Jui^Kn?9aj b^waiunsuvi'n'iii 

T^aianan^ilisnaTj^a

1. iLDuvJa^^iaaKiaaPiaivliaiia Taej download \m Website dnauiann^^u ‘bwEnunfmM'mnufis

i?a4lwjw?0«iii link lu\J58fnfn ’

2. ^iHjifnwciiauaw^/nwwSwiiwvBi aam fnwKuiia uasu^-sa^ai^ai

3. ^•uuiianaiinimjai jmilvitj uaK/vtlafnwia'jnqy vLftaumjflw^nmjfn^aim^aflsyi

4. t?iiu'H€nai?nT5wvisLuaiiwif,uai (uuu vi.a. i, vi.ti. 2, vi.a. 3, vi.o. 4, a. l, a 2 ua^uwn^w) wwiuwji 

uatvia-3w!’ay?iaaciaa^flfuahvnjsiQwituaJai^ii1aiduaK{ianivuPiuiw?|it4U0«5n'niJiPint:wai 

(Finished product specification and analytical procedures) vtemvisauauVif

n,3£u5m?i,\JaatiuTJa^iLnl‘tJ^ian'n‘liiviKi,ijauwnnian Hun'u^ttnfln^aanliJitJaauiiiJaj (uuu 

vi.a.9, a.4, a.5 ua'juwnfju) uiv^faunu^a

5. j?iiuivnj^aafu'50^waw^wwa'iaiL!a?vl (Certificate of Pharmaceutical Product) mtuanunvilaa^ain 

014\J»lVlfl

6. aiiuiMU^aa?uia^unw?|ium?wawai«rnuManinfuvi5fn?vlpnufn^wapian (Good Manufacturing 

Practices; GMP) luwuiflmnaifojnua'ivuaua (auua'iapKmu'saufn^t^'jaaauTwaa^a^lu^^i.'ianrm 

!uia4) l0a«04\I?«neu^a

6.1 £?iiuiv;u^aa!'u?a^ui«iii?|num?wawan«rnjj^anincu^8fmvlpnufn?pjaffiT'cfin5iutrf,3ai<fnpiqj (Active 

Pharmaceutical Ingredient: API) wwwSnfaqwuifofliriifty (API manufacturer)

6.2 ani.u'wiu-3aafui0-3vn^,j?'mfmwawonw'mvantncu^5r\n,5vi?num^wacnwawriw4iana'U8a^\l 

(Finished product) ‘uaMwaflwawtfwwaitfiifaiiJ (Manufacturer)

6.3 sfiiuiwusaafu^uiwsenum^waflanfliuwaninai^mn'isMpftuniswanwafliitutfa'itf'ulaitJ 

(Finished product) ‘ua^wuu^U'Si^Ma^fi'tuw (Packaging) Uav<n«n,3WviMwswun^/u1ai\luai5Wuuw5‘3^ 

{fin^auacvla^inu)
_ d k* ei aj {a** «*q d %/
7. aiiimiu4ao9U984jJi0i«ium?inu^m!nua8n?8snaai0iuMamnnitn3ni9vimufminu5nwn uasnisana 

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

8. jHui official monograph tu«n?noi (Pharmacopoeias) viHanaVtu Active Pharmaceutical Ingredient 

specifications Ufi2 Finished product specifications d^nautfoa

2/8



8.1 Official monograph tu Pharmacopoeias vfboa'uas Active Pharmaceutical Ingredient 

specification uawwaniflawuwi&ntfiPiqj (API-Manufacturer) (chS)

8.2 Official monograph It! Pharmacopoeias mflai-aa-s Active Pharmaceutical Ingredient 

specifications ‘tiawwantnri'ulaitl (Finished product - Manufacturer) (M)

8.3 Official monograph 111 Pharmacopoeias vll^a'na^ Finished product specifications uaswwawEn

(m2)
9. Hlitil Active Pharmaceutical Ingredient specification

9.1 shim Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 Active Pharmaceutical Ingredient specification ‘uawwantntf'ufaitJ (Finished product - 

Manufacturer)

10. mitn Risk Assessment Report for Elemental Impurities (m2)

11. mttil Finished product Specification ‘uaMwawmtf'ulatd

12. mLtJ'iviiJ'afiai'u^a^wsnTs^iPi^'iK^ (Certificate of Analysis: COAjlu^m^waffiMH-apnaEi'i-a (mmlv!^ 

piiam^an) vsla^um^wawvlEj'^’bJauanEJEnlti^a^iJU Twawa^tJ^Knauldma

12.1 aitU'iV5Vi'3aafuia'iwam^ifsi?is:WTwn«i!mai^iflCy (COA of Active Pharmaceutical Ingredient) 

Ifluwa-Jibsnauma

12.1.1 ^iimwuiaaruia^afm^fi^sj^a^wwatnTViapiuOT'ia'i^npicy

12.1.2 ^iwnv!U3fiaTU?a^«4aniii3ifl?nM^Tia^wwawwaw/injsiai^'u!a?\J

12.2 mtmviujaaTuia^wsmiiiPi^iswwawAwvai^aiil (COA of Finished Product) ua^&iaflwsnmu'ri

12.2.1 ^nunvi^^aTuia^wam^iPmswainwwawHaw/T'cuwan^i^a^ii (Manufacturer)

12.2.2 E?iiu'iviij'3aaTu^a^w£inT3^i(si?n£wa'inwLnj^u,3i^jTcu9i (Packaging) (iQM'iKn^mviwwawtn 

^iLlai\Jua»wutj^u?^awi'3^aua»via^rfu)

12.3 vjan|'ni2umjfmuefjjvfus^a^^iim?waw <ua^^awij9nunmFicyiia5!wawfi'cuvaij?ii!a|il (m2Mlan?n3 

122?^^ Lot. TjasTnqeiijlmanjm COA of Finished product)

12.4 viafi|ii!fn^iPi?'is:vflWfnvNaiT(!iav!ii'ja^iu^ja^!5 (m2)

13. ^'iiunianai^uap^wam^ffnvimiyfuw'i (Stability data) IfltMaJihsnaumti

13.1 rf'iLuiianan^uatfuwam^SnwnfmuPwwiiKaKaTi (Long term stability data) vtasumuanEJEnvi 

mvmflHuuQmn/o^mutf

13.2 aiiuiianai^uaPnwafmSnvipmupuwri'ltjafmKd'J (Accelerated stability data)

13.3 tfiimianm^ua^wamsfinttimiUAW^sitistm (On-going stability data)
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13.4 6?iL<uiL0fi6mu6i^i-3Wfimiflnwf5m3JFi'3Wi‘uaiti)Ll^H (In-use stability data), fmiJPi-WTUS-SEJivm^ 

i.^ltjuviloaufnfj/i^a^i'jtj'i^ti^niilnwi-a «i (anS)

13.5 aimnLonaimaa^arm^irwimnajpi^T ,wl0i,0na'ii^U0^i3m3Ja^i?h0'ifn£U0n00fTu0nei)i'a0fuvif)5vfl'y 

inufnw (fii5)

14. anm'iMan5Tum‘3!',ui0-3PmtJauj;jat[)0^waefMT£uVi0n (Bioequivalence study) (laTOSiann^mntmio-a 

Vil0rin5)

15. ait,Lnv!an5Turmfini0^f5m3JLviim0ijl'umifn‘yinu0'iwmu<u (Therapeutic equivalence), vian|m4Pmii 

(.{lAdwciPiai^Pi^ (Biosimilars) vtl0mifinijnflanmdl0Uvi0lint^A (Comparability exercise: CE) 

(lOTnsiiftmimivknydfowlocnSj)

16. L0nan,5uaa^niii]‘3Kn'uafu/ii<w0ivid^0Uwf0jja^ai03j0^0N20oTUh0 “mi

il i s n u a ni m w &n vi smj 0 ij ”

17. t0nani3^00jjm0jja-3ai050^0wS0o'nii0 H^m.anaajfyhriowiumviw “ miaman

18. vifin^iiimi^'niiin^ynl.'uIi^^^TuiaoTJ (m2)

19. ani.,uht0naniniiflnwi<m-3Rayn (Clinical study), mi^nyimiHtn^i^ (Real world data) (M)

20. wan|iu'wm^upntjvn^0 “ 3. acuauvPivn^iviPi^Ft ’’ msonmCommonmifo l - 19 (mS)

21. 0U *]

• wbath-Mn

wtaii0nfn^0cu‘uu^0tj''i-30i^'3itl'umuvi'uuat?i^in0a^L00^1apiiijm'uo;nuvniv!'u^'ln4’WTi]0Pi£uajj‘!B^hll'iJedi'3^<u
Si 1

, *4 ^ Jt
<i9i0ii0as:L009imiuii,um8m^9nuvinTM'uw'lmJii:m?i0in^n0ma‘ijniiJj IiwounaiimnwFin^^lvijj wChjoa-m 

avi5mia,um0£ii^3J'iini(ula *]

• wamncusiuasj^visl’ufm’w^ninj'i

mifimiaiiMuHwamnai^mitJisiCumibsavismweiar'im (Price Performance)

mvri^aHisi£U'U'uiajJVNvijji5ii,vinmj 100 utmilu

1. npnvitaiia (Price) 20 rsliiju

2. fl£u/nwitasftwauiJwvii.^uili85l£j,Buw8vn«THfm (Performance) 80 fmam Ifiodincu^miiiiKmu 

Performance mmn^
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wwifrnTihsiSiu Performance

*4 «

uin5«iuwwSw9nuM^ninnisii3m?viwlum?HanEn (GMP)v1 5

(Raw Material; API)2 10

uiw?|itjLLfit:flfufnww39iimi9i£n^iii\iiiJ (Finished product)3 10

yi«?3pum*inu$htn nicaisjtji (GSP/GDP) uwmnu^mwwm^ia4 5

(Stability data)5 5

mtffinwfmuau^ano^ai (Bioequivalence) n^wtnwauaKUfltJ^a wlo ni5vi«a0\jm?w1t)U!n/ 
nnvifiaoiioiaiy Dosage form n^woioauaKOU *i

6
15

ntu/nviimu«\j«^ tn^^mu^uatoain (Packaging & Labeling)7 5
u. qnjaimnvinivinaiflttaKfiniajiCnvIiiltiiJ^sIywi

flfuayOwviLiluiliKlu'duwom^HtnlvjTiwEnina 151

2 fmfffmivmnfKin (Clinical study) 30

100I'M

• m^a-j^ouasm^sl^jiBtj

1. wiau0'3ipn>)twa^^fi^uicmijRna'3^0>nnuv5^vitnatJt?Ln,lv5iinJtj^iPi «| Busto?wi&yjyi

2. wi.aua^iFnaswB^tj'siavitjviaTpiouamJ^tLfiviy'iuaKaitn'ua'iuasviaij^arinj'r^uiwPias 10 ^owaiawnla
M 4 1

t/ . i

• mTU'scn'U^su/nvmnwfi^jjatj
WLatJoiifliwa^tltjua^^viUJfiafu^o^niitJ^sjfvuflnjfnwuiva^uotJviiojja-saiafla^awuaitj'ia IwaS
V % V

5i0a8L€oalu\iC’'5?l0TU?04^a{l

1. tiiw0-3Wiufmv}0‘n£unflW/nvi{rnuviFin«itivlniw\itnuas;‘Uj2tJ?KT?iQm1unLnD0nn^iun^i\jpi£u«n?^iim^ 

aiMmastn

2. ^B0Bnaifn?wu0\j0i (^B^IiSf'ffawu itivi muautn/nE/lu 5 luviimi wa-aBnnlwyuLujfwB)
3. aiq^aiMawjatjflB^sjonEjmVl&niA^tJOtirm 12 iHou Taailmw^ lanvlrmwaa (Batch No./lot

t/ 4* j
No.) ua*7mwja0i?|ii040n (Expire Date)lui0nai5fhmjjvro wlotuu^vju vtlalufi^auFi'i^ayinfl^viS 

mia^atifli (mwai^oondi 1 ti wo^BinslupfiSj lot ifitn ^alvivn^ulwiLwiCiun^culil)

4. 0i\ifM‘3«vla4jj0\j08«04^^niuiiflw30fu?04m^w?iKWwa«muw0i^iW05\J^ijiia4inii0^wwaatta*'l\j 

^ifln«iHnaSiiT)0^wHawiwna\jvllwawui^uvia^«0D

5. i'uiilSouoiaiaoilnavmaaiEiwovmaoiEiiiloujaLnafn^illauafliyja'JEnJ^mVla •) riaiifrivmfi main 3 

i«0i4/nwa4lafuu(w (^suilauWvi^iaii wiu iSaa'iln^ufia'ifjlijtiaan'ji 6 iwau ruitJaou 100%)
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6. 'lun‘5£uwuv'iivi£jifi£jL5£)-3‘lvtiJM*ifn?<ijupn€ui'itnvia^y0\jivioH^0;i?'3^if!i?itMRfu/nw im'nvitnmjKMviij 

wfuSw‘O0Ufl'iH0i0‘liim?9r5'30^ifl,3i«M0WfnvNU0sja'i?uiw,3siu lun^tuvlwj'jiai'UiivlulilMDjflw^nwu#
M 1 1

tQwisiUwniviuiRUL^u-jIvtjj^oii^iuaviB’liifuw^n^fuim^iauonfnun^nfi'n^io^wtnyiiat/vtlowwawtviPi^
M M

woliJ

• RnjjJeM»i0m?tfi«fl'3'nj«anflw^0uvn4!n (Medication error)

w,ui00»w0^Svi003J^'uOiimi«myrm?0^u00nntJi0L/i?itin?iu ^^wuiuiajjvn^nwpi^wy^wiilwu'Ujjj 
woult tufrmfiuimj tJtuiJ^ unit vinyito^nuosin^i fiitUKU^oi vil0Tj??0flcuw0i n^cflvivj'iififlnuwwRo 

miifiRfl'jijjfmyflaiRwSotJvn^oi (medication error)

• mianmnacycyn
%>

wtfiuo^ifn SuooulvfoniSnmycyirioufliurfiwjR M

1. 0innw0i?cuiwVi00n0inOlyt0nlnv<0i\jna

2. pj{u^n^t0^0iliji»v)ul\j9nuflnjfi'ny{u«iQvy'is;0'inwam?9i?i0i5Lfms!Wfl£Ufnv<0inn?uivi0n(,nawfmiuvNvi0 

n^cyimansiiwat wlogiiu^ntm^ou •) vtloacnmiou *\ /nmontu

3. ynnnilymnuauqinwo^tfiaisfilHytfiun-jnuflaiKn^'sSjm^onvn^uasu'ilii^Kvi'in^'ii'j^na'ito^atyfyi^sto^t:

tio

4. 0iSt)fyvnfltu/nv«vi0n0a^wa0i0iJisavi5wamif’nwv5l0mnu\Ja0^rf0t0^wil'30vtlwfu0n

5. ‘Ujmmum?tmun'i?f0^t0M0^a/nuia0^w0nn?in<»)mnuaan»iifla0Uvm0i (medication error)

6. »] uonwuotnnvinfinjji tw^iinmaVhinA^maavntieioritn'n
u v a«/ t/ v *> ojoo. >/ -a l>p=i «vnnmwj: vitom^aniflnasyjyi yiauo^npnwo^ouuoR'avwaoouoouwouoflaiojJOtowiJOiuit

• toa^iu^vis
1. bwtntj'iaoi^a^ipmsMflaifnwyivtlPiTuniiai'uaonlpiy^nM^naulvi^ini^ipi^tM wtiwiinooiRo^oi 

Iu^iu'3ufl'ujvll?4vi0iuianiuu«0di4ij00 3 ttjfmwfta Iwl^wyitj'iaau^nodn^ uasiuSRtoufiilttiolu 

m^tantvflfumwy'i^^nau
2. vnnww^ouvonj'vuri^'wuiutnfl'iiityvflOTUfniPiRioon owotman^'mil^sno'um^vit^wiwoiu^o^y 

tiwuioontoaijjjyvliiluivit wlolii^nRO^mut^^lRownun w^nwunyyntoa'iii'nj^nyuutswo^nntuvtsttlyu 

^iviiiiooinoflvfnuliini^Rta (Black UstJlflyts'UjlR^uni^wtniwiwa^avioi^oaniJtyaoi'auoo 3 il 
uagn^Euvil^^nuna^toyntoaiiJty^na'nua'i on^wt'i^njiLlyn^o-alvftwltmiui.auviiuou 'ivuneitu 

tmmVltfonlR (niS)
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3. «j vfl^\J«n0Ufmw^n?tuiil?»i2yf!i'i 

iJ?»svi5/nv«w0?ifl'i (price performance) imiiflu PiaotniKucnpnvL^yiuna^oun^ioaiJJCymi *1 iwo 

w^onijo’in^aomnin^nupinjfnw^yi
4. Pitiicn's^um^wis'an^^uiiaKm^tjnjwa^iuavisvi^EUnl'ij LVNm5)UU0ijlw0i0n'iviu?i‘Luviafunnj9i\J?Kt2uHi 

tJ^tavis/nwwonf'n (price performance) UfiS5'i0fmtn 1m5ultltin^ivijjisaupnu^0i3\j0iiii80'inwSa'3^ 

^uua'juwrmu

5. f^'JuavisliinTSfiuriodi^i loncmuasfeavl^tnoumiw^'i^anvinn^w
v i
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miiulMiiwspifnpifs vi.fl. 2560 jn^sn 9 iia8?Ki0aun?»vi?'3^m?fla^i^unn?aVi^am^aVi^aaPian^iis»m?vi?vn? 

tfa^ninfS vi.pi. 2560 ^ia 21

ficusnt^m^nnviuwflcuanwnjcfla’HmiTcuw 

ainau Smooth muscle relaxants uas Miscellaneous

d d.iJ^KS'iunnum?a«a ana rmum?
(spi.m.uw.uaitfnfi uwfltu)(pi.vj^j.aluvian vnwStiBna)

^d da^^ja .nittjfm ana nan'll

(wpi.Tivi.w/ini pilwaina) (fiqj.ionin ^aiaBcy^ncu)

dana msurmuasiaTn^fm
(w./ijy.an«?i wiMi^Qa)

-J
n??um?uasw^aiauni|m?a^^ja

(fi{\j.ai5imicu fivnrfi)

~< '~>J.d ni^iimiuaswti'jaia^ium?
M S

a^na

(/in.Ta'j'm ««1a)
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