
9)

o. n?1ilFto{n1:

vrt
b. ?nqu:vd{n

m. nruaur.iovTatrj
I

on.o 5ULIUU

sn.b eiruil:vnol

en.en fl'ltjUVlJ55Q
I

en.d ilfllfl

dU
:1sav[o go4fuanu6uvrav{1y

sr Atfuzosin tab oo mg SR
lioal

tJ O { [:{lV{ U 1U 1A n1 UV{ { t}11J5 U {UU :Uu1 6U lqdben

Atfuzosin Hydrochtoride prolonged release oo mg Tablet
oclsiru?u dd,ooo tilpr (GPU: bdbodb)
J qta v vtt I r

11\ 0 L?J LUfl1::flU',trJU? U n 0:JA nU:J1n Ln!U

d, d a v d.i
tuuu''l $]91'lJuo:1.JU:vvrlut[1JlJ00nQvr6tuu

il:vnou6'run-ten Alfuzosin Hydroch[oride oro mg "[u 
" rfio

ci
tl i : a Lu fl 'r % u v 11 a 1 il 1 : fl fl o r riu uta r LLn v n ? 1 il dutrin n o q o r u n r :ld.r r utq

do-idq,d-A&
"UO{ U't 3.t LOflA1: nl nu u] ttav iln 1 n u 1 cJ{:J : 1 u a s t0 u Pl L?Jutfl u? nllllju

4 \4Yv o v
vr v !1J u u L? n! al u n{ lu Ft il v n ::il n 1 : 0'r 14't : tta v u't

v

- :v ! fr o u 1 eir ul :v nor.l sr-r u r eir d'ru *a v n ? 1 :.r LL:{ iu zu a n iufr u or a
tvl

! 
^ 

d o q \Y I v v 6

taIilzu a n tta v la111 v tlj uuFl 1:tj u1 t?o u't{lft tou1Juu::1n 6u%
tvva4dvl

- uufl 't"ljusu::1 u'tou't{uo uno{:vulJo u114: ofl o n1 : Fll fi ?uu :s n ou
d a v a uv I v

Itn vlu']Fl Fl't']il tL:{fl 0{ ul [a111 zua Fl ?uff u 0'r u L? 0 u1{ta tau

d. nfudrJffiil1{rilnfin
I

zuant:n:?eirer:rvr,lqrunlv!tfluhJnr:t Finished product specification ttas Drug substance
.. Aqv d r o u V X - o - .i

specification fr.rlpronvvrfiuuFiocirfinrlurrilun:::Jn1:01141:tmvu1 fl:vvr:?.lff'rDlTrua?J fi'rfr rn#tsirilvr-

tcidr.i6r6'outJual-r:firfiurrvirvto"lvrin'jTrrn:iruLn#rls{riutersiriuvfir nrrl:vnrnn:v?1:?'r
!"

ff'r['r:fuqfl t:0{ :v!a1:'ru'r

d.o Finished product specification : Atfuzosin Hydrochtoride protonged

retease oo mg tabtet (USPend)

v
tJo Test items Specifications

d.o.o ldentification
rd6l

rt:?azulurt1lvt:vl Lu finished product soeciflcation

d.o.lo Assay e(o.o - olor0.o 7o of the labeled amount of

Alfuzosin Hvdroch|.oride

d.o.en Uniformity of dosage units
rd6l

9l :?a zulua ll]vl:vtl Lu fi n ished p rod uct s pecifi cation

d.o.d Dissolution Test: (Each tabLet)

Lo: b tablets at o hours

Lo: b tabl.ets at b hours

Lo: b tabtets at ob hours

Lo: b tablets at teo hours

aoo/o - boo/o

doo/o - ddo/o

b&o/o - d&o/o

Not less than dd%

l$/d.b Drug...



-b-
9/

1J0 Test items Specifications

d.o.d lmpurities:

Organic impurities:

- Deacylated atfuzosin

(impurity D)

- Any individual unspecified

impurity

- Total impurities

NMT o.d%

NMT o.loo%o

NMT o.doolo

d.lo Drug substance specification : Atfuzosin hydrochtoride

Comptied with drug substance specification

141t1utila : o. n:nifiqoilvtu^uutt6'.:nlTt{u (Waive) nrTn:?afl0u?ln:rvd':tunl:lrl "l#duronar:
u v | 4r4Yv v^Y

ua n51un{ na']?11 La:! ou:JFlFt? u

ts. ri'rdo Disso[ution ttav Content uniformity lri'rruluona'l:rrao{:1unurdunzuanl:

n :? a i rrr : 1 u ri ra r n :r^birr6'l : r eJ a v rd u pr fi rfl u 6'r ra rtfl utl c oA

sn. Drug substance speciflcation fior:rurorn"triln:rvr,{tarri'26m Drug substance
U

vio"Luirrr:rvli Drue substance ?ocrizuFnureirrSo:rJ auirlrrariurafir firfinr:n:?0do!eurr:rvr,i'
vvrvu

n:uvlnv?fl0
d6l

a1ilvt:v1J tu
I

Finished product specification [[nv Drug substance speciflcation

c. riiautt6ul
a.o drrurnlv'rrilutondr:nr:tdiuou6ulnduilvru-susiriuarnfiodruilru'luil:vrvrolus uav

druot (DecLare) uu;irzuf,m

d. o. o h ;ir rYeu n r :duvr v ufr u u si'r :-l a r (il u.b vt rr. en vt u. d udr r"r"si n :d )

- 1, nrdfi ,ttu ur fi ar fr m"[ur.J :v rrnlyr u (utr u fi .: yru.le)

- lu n:nifi r{Ju urrjr rdr rfi o nr: ril,u-J ::n (ulr a fr r y u. en)

- tun:nifi ltJu urdr rdro r n rir rl:s ryr n (uil r u frr y u.d)

d.o.lo trr{rtaduvrvufiuuur ilu.o/u.o rorulr'rauo:'rFn lrioil:ruavi6unrri"ldon'r:n?!Fr:J

Fltufllv!?Jo.tzu6nfirud r'T lfiduvrtfiuu (Finished product speciflcation) uav{orirvuqncun'ry\?o{

irrqn^l (Drug substance specification) n:cfifioqj:vy'jxnr:uJduuuuJauuihrfr-rrol:r ov6'oruul

lonar:drturnrilrirEJnr:tottfilfl (u.a) :rrvrio:r Finished product specification riav/u6o Drug

substance specification ToutourikLriouiur.i:vn1fll:vn?n:tnrro^rdnvr:ofrn;i rravtilrfiu t, fl
ru rluil:v nr nrj :y nlrr :r nr rd rd nvr:0fr n;i

n/a.lE tonal:;u:o{...



-6n-

d.b ron6t1:Yu:orrrn:orunr:arf, msr,*
d.b.o n:niu1fit{anluil:vtmrttvra ffzufrnr1orfir{rrurnrvrriruufi.ifioY!:o{rJ1n:f,'run1:zuan

!d
v6

u1nlilua'fltrlruvtuavi6nr:fipr'"Lunr:zufrnur Gtvtp Pl?S (PharmaceuticaI lnspection Co-operation
\441

Scheme) r,rSotfrultvtr flo{fl:vvr:?{dlD1T6uAr "luy:r'rrrurfirduofl'tu alTu;irao n'1il:ountrer:?oao!
l4vdo
lpru:r 2anr:ir-r:oIfr ri'urj:un1 fl |:vn?or:Inr'r 6 15 nyr:ofr n;i

d.b.b n:nivt'tfluettirtsirornsirril:srvrrt fr'nfrsr6'or:r'ct'rrurnryrcfruyfia'oiu:o.tlJ1n:f,'ru
Vd

nl:zufrnurntlva-ntncuviumvidfi6tunr:zu6nur GMP Pl?S (Pharmaceutica[ Inspection Co-operation
'l 

I

Scheme) Lpruvrjrulru PIC/S participating authorities flu-u6i1an nt:i:ount:n:?adou lpreJfizua

n r : il : o r fi r iurJ : v n r n rJ :v n r n : r rr r 6 rd n y : o fi n ci

d. sn to fl Gl1 5n fun 1v't lJ o,rl g rvt' taua :t nt (dr tutn rn ri,r g )

d.en.o zuan't:n:?aitn:rvd'nrruntvrzufrnd'ruduri{rr5o;rJrol{2frn (Certification of anatysis

of finis hed product) "Luuriufi ;il r{Ju 6'roux

d.sn.b zunn1:n:'tairn:rvr,iqruntrrinqfrrtor6'rurrirdry (Certification of analysis of
. , iqra f, ' dt u I t, u a v a u aorug substance) ?1LtJLufl1:9ianu1:u?lff{tl_iun'tou1{yt{fl0{tJtiaflu1ttavzuzua9l'lnflnL

d.en.en to nat:vioraa-ngruo'uriuerru#:rrnTuii:vu'jx!unr:2a'nro.rr-mqfrtrolri'r urrirriry
(Drug substance) rio a.*.t" rirqunr:zufrmrorzufinnirudurrirr{o;rJ (Finished product) rio a.*.t

qoSd
d. en.d 

"Lu 
n:rilfl uvtv tl uu url.Jr n n'jr to fl o v 6'orfi r{r rurn rvl rir u zua nr :6nur Long term

- d4 ^ ^ q d 1yv v ydo
stabtuty Fll:J11uut1\:JLFrx.rLu?lvtlJUuu'tti'tLL6fi.t ttnvLn:!n1:n{u't:.t:1J:0{t0na1:alntiilo1u'ttlJ0{1Ji19yl

-t

d.sn.d"lun:nifiuvutfiuuu'rrrrioun'ir tr fl ovo{orfic{rrurnrvrrirerzuanr:finu1Fl't1}ln.i6'?
- 44 : a dl 4 1yv v ydo

10{u'lFl'lt.t11uutl\}.rta:J LuvrvtljUuu'rx.r1tLaa{ ttau Ln:un1:a.tu't].t:u:0{Lofla1:0'tnzuri€i'tu'toflowigyl
U

ur
d.d n?ou1{u'l

YYtvvt-<Jdrv4
d.d.o tltffUo:'lFl'l n0{A{91?0U1{U'l0U'l.lU0U o 14U?UU::Aflfuq/l fl.lt!Un?tL?lu:lUAst0U0Uq

!y, Zt A o 6l v v v+vy tv y
Ln n :lJ fl ? u n 1 l.J yt fl 1 14 u Fl Lu 14 ? lJ O Fl fU Ail U Wl ? L! fl 1 { n U

d.d n1 Td :s rYun run rn u rfi ei.: u au ( ua or r ra n at:n r:iu rJ :y rYu ) d.:d
c

!, y d 61 9494 tv I dr u u I

d.d. o u1vtfi {x] olj Ft O{xJ 0't u Lfl Lft Liluo u nll 0 tJ uu a1fl 'tua{:.101J

-irvt6)vqd'!'d.d.b utvn{?nv}a{:Jou ovFro{a{d'rLu''rfl'r1^l0tu L!:u:ontJanl:n:?a?tFl:'ts14u't:uvtd{}.101J
ai I v | 4 | 4

d.d.en fl:CUvlvU?U:l?Jn']:111n1:Ailn?0U1{U'lilA{X.l0Ut1\OA.ln:?A'ltFt:''}vYnfufl'lv\l 14U?U:11n1:
ou^vut<r'

0svt''t14u{ao:o{uoei?odx Trru#rauo:'rpll0vfroreiru'rufir6nflr:Jsirurufirariru:1rln1T?i{n:?0
U

3._ d dr vv -,,.- -t 6ly | -i €j v q a d a! | rl ' d, 11 ,

?LFl:1ul4LLAVt!U2:UzuAt0!Fl'1LtA1UlltnU?t0.tLUn'l:m:?a'tLFt:1v14F16ufl't?\ n:fuviv'tux'tulLuttjul!n']ilu.

nfua-nufusLfly\'tv uil?u:11nl:toarrufrrrrBtrjir.lfior:curnr:rauo:lFnuro-.lneir':tol ffrauo:rrrrI - - ! -- -

,4 va6l A 'r'Ltav/14:0il zuan LuFt:{filo LlJ!
v v - ,! 4 q v 4 ! ^ A vd.d.d zutau0:'lFt'lnvno.r:lJL!auuu'')rx.rou1Lnail:Ja01u l4iorriotnonl:r?iox.tffnlv!a?uUA

r e s. 14 rd4! LllJ:vnl: La'lnOufl114ua Lnu Lil3Jt.i0u llj

C^ Iv:
f,+--

t.
. 

. ,. ,!":,. , j :.; 
,

)i, I
:,t t

' .. , (-
=-..,,\ rlrrrtlrl l
'./1r'' SiY Y '.-.....,..l .;'

d/e..b {rauo:rnrr...



-G-
I a 6ry a q

d.b {tduo:1n1Euuou"tficrnrf,n#ryryT rioun:udruuo (uanrronar:nr:Ousoulvisnran
v,-&
4ry6u1) et.ru

d.b.o n:rfizuanr:ejlJFr:?0itn:rrri€Jrd lnun:ileyu1fl1aninr:uvlvrriy6ori'olrjfrl-finr:filei
tl'lFl:5'lu ISO/lEC oe'iolod tJnn'l:Fr:?a?rn:rvr,itrirflutr.Jn'u:rrn:mudorirraunlurJ:Jn1fl!:vn?Ft

:1F]',]

d.b.le n:nizufrsrd'cu'?4'urtfrndnaGunrffrduornfi'ornarprTprueirrin.:luFlruvn::iln1:o'rli'r:
El'-Xv

ttavu'r tut ?{ t?n1t O{ff 6ufu'10vfl oayT't u

d.b.en n:rfivllflcyu1qiln1ilornzufrnd'ru.?ifioroovdrzuariorJ:sa^uEzua*asnrrilr-Jaopui'rieio
v\ A4w-
zuU?UllLFI:1JU'I
!

d.st uxi?ur1{n1rto6t{rrutvrdkiiufior:rurruf,nri'ru.fvl"fiil:vin'qnrEunrfrun'u Toadrfn{ru
nruvfl55iln1501141Tttavur tu:vcrv[?fl1 o tl douiurjrvnlflilTvnrot:rnr6rSnvr:ofind

d.d ara^nrYru?ivloriurrauouru os6'o':hiasrfiora6oadtu:srn'irrnr:r,irrfiunr:nnairufiundUU
.i-.^L^.^------^-a ua I d q aO O q av d
[n u ? nu n 1 Ta y uJ et ull u 6u ry n $u.: n fl il il,] u 14 :o 6l vt 5 tn 1 tu 6lvt du n :u n n a du

Jd.d randl5oudl
o! F, v dv , 4 a I qy y dd.d.o nrru?11!uFl?u1?1910{avaruttav/l,tSoraoar{nou Lt rrosilzuanr:6nurnr?'tr]n{afl'11\

ua'.lnr:ava'ruuinvlv;ot6oorr"LurTrliravarurixl Fri!ri?uLLavdoqn#orn-uuonar:rirriuur

d.G(.b tonar:vionrnrirufiuaenfr.lua-ntnru.?inr:rffuinurul (Good storage practice for
pharmaceuticals, GSP) flril WHO Guideline \oooen

d.c(.en tonffl:14ionrilrirEJfi$aorfr.rva-nrncuE4?Bnr:fi6"Lunr:o-rrsiryilruun#{niruq{ (cood

distribution practice for pharroaeeut.icaf products; GDF)nrl WHO Guideline leioob

,+t(**xte*t()$(xj(rctero(x*)e)o(*)t'ttF)t*t(*xxr$(+9)(,( J(,(re Jr


