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Finished product specification

1. Identification test
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3" Uniformity of dosage units

4. Dissolution test

5" Impurities

- Any unspecified impurity

- Total impurities

9l: ?0 2]u

90.0-110.0%of

fl:x0p'itu
I

a:10,.nu

'hirfiu o.z z
'hirfiu r.z x

Labeled amount

zi r,r i
t{0u tl0udl

A gt hlq ,gt& 4 o u i " ' cl r 14 I aoL U111rflUO9lO{ t9l:lJ0U6Utgl tl4lullyrUUUgn:UUlrllO0T4UtU tuu:Urllfl tllU rrAvfl0.tUflltul

1l dro"'iy nr:durv rfi uueirfu urdrauo il t rraqr

t. t hrirn"'rynr:dumsrfiuuairfror (mu.2 r1u.3 uu.+ rr#rrrsin:fi)
d6&a.l9d@9J

t.z'[uritrofrumelfluu 1ru.1/rJ.1uo{urfrrduo:rnr ?{5orJ:ruau[6uaH-?lionr:n?uqil

qflJRt1,,,tuo{f^tfigrii'tu.}i (nnlshed product specification) ttnvdofi-l1.lugqfli R11{1Jo.1r-nqGl (drug

AA a ai ' r etn A ^ I
substance specification) flluYllJullvtuuu fl:iu1'lofl:vl,l?1.1fl1:[lfl [ut1i,ltJtflilnvflo.lltuu

rofl dr: fl r: rorr#lcr (u.S) uTt#oilri'u

arfi0".... ,

, j t' N.t/!:3r]U A{ryo..................................fl::ufl lT

n0lYfl:::Jn1:

(u't{dr?[nfl: r rjgil:sfiildt

u,fiu... ...N1T).... ..".....n::lrn'r:

(u r arafi pr^riu li rd s ro? iU l^r i dn: )turrfiqrn rtoul:ori{ u



2. urfi2fifl1uil:yrre'lru fl,rufisrovdo.rfiurisdofu:o{ura:grunr:prfiqurqruua-ntnar.littar

ffinr:fi6lunr:zufinut PIC/S (Pharmaceutical Inspection Co-operation Scheme) Iqu

Hrirusru PIC/S Participating authorities uto frtoncl:fu:o{xJlel:glunl:,{4flulfl1il
utqoiao

ilanlnfli,littay?f nt:,{aamo [uRr:r{aau1u0{flrufl{luncuvn5:iln]:01141:ttauul fl:v1,l5?{

4.3s49)@d4'4ioq
dtfit:iudu rylriryuFltu Iouunttuaoqna0{ttayytfitl4utJfluilafllnilc]lItau?rn1:Tq tun]:

fl fi fl ur prci s lu il il ? e ur fi rauo r r u n : fi fi r{l u u r rjr r,flr o r n ei x il : v rm n r1lr fi sr slo.r fi to n ar :
aJ<ioq

fl:olrurn:gtunt:i{a=autsnrJHahrnflrd?irray?5n'ri11a [unt:Haqut PIC/S (Pharmaceutical

Inspection Co-operation Scheme) lquyurfl{ru PIC/S Participating authorities vto fitonat:
vJ<oiaqSqq

iU:olutn:gtuflt:,iaflutgltilHafltfliucnttav?tn1:zunfluq tunlTt{anu11o{ff'lufl.1"lu
relajgr'

nfl{vfl::ilnr:or14r:rravurloiil:urmflrfzua^nfiaoernd'oseltuurfl:g1u wHoJqulondl:fi

"/dtsd@auriiiltrraq r6o iriluauuatqqfl til:0ufl t:a: ?0d0il tquilfl a:u: 0{fl {?ulduo: 1rl1

rr6fo{dtrulnrvlriruflanr:a:?0rlilnrilzufisrd'orqito.1{26n tc"rtirrcate of analysis) rtavrua

a d - " - jqYq a I i ' dl
nr:er:?oetn:trdqnrntvli'nqGl tRaw material) to.rra"":urdrrt'tyfi'[ff[unr:ruanur!ufirilr[lu
@rY-lla9/auaYdultuq-d
srroUt.tyNto{rJr{riflul[[nuryzu0nfoqou v,tS0tJtldo{rofle{]:11:0yangluuuuunllildtlv,luI

aqraav/odl
: r t{ x 1 { ? u n 1 : r! a fl cl 0.1 ?fl q fl u n u ? u n 1 :,{a fl I o { ft a fl fl fu cm u] dl [5 0 a il

d r A& d uy oiE d
t[fl9]{flnn1:flflU1 Long Term Stability qAOflY?.10'lt]'UO.lUlVlUUTvlUUU t?n:6U111U11vt1JUU

urilrnndl ziJ Ntorunnr:fiflur Accelerated stabiliry n:fiduuvrfiuuut#oun'jr zfl odrl
ilta

uou 2 :uflt:p{agt
il Y gt t - la dt @ d

{rauo:rn160{fliq10u'NUr0ur{ilou I 14u?uu::QRruv| ryi[lJusnrlvrurrfl9N: ruRUt0ufi

gt A o s I o ol - i
fi : u fi ? u sl I u fl fl 1 1.1 u9r t 9r u 9t 0 i u I tJ 1 r td9l { t u I u 11 n : t il fl 1 : ?,1 0 1 : tu l il a

'lunr:ri.:uouurl#l:rilururaruyrfrrirrJx fl;rLrorvrflorri.rvrfloruluirn:rv#urjufirjrcir

infiririloueiorfiorold'ki'hirioun'ir rfl riuornriurirruor mrnp{aflriern:rvr{hilpi'q

a de i - o, s d
rJlel:oru rSoilrlatrrraulnufl€uflr1\flr: try{ru ln{l:{v{urulailsr;{cilil1{?flu1:iluntAn

,*r *
n1:d.:so tgl

A gt dr i o- dr ,a 4 dr I o ' s
u 1 11 rfl U 0 9r 0 { ru u ul vr u : u 1r ril u 

ry 
ft a a N : 0 rI u ryt rvl u 0'l 14 u I u t 9l ugl : i

9 Y q a aY ri ai q I 4 A o {. . I

,.tutu0u9to{:ut'los0u tl4rranlilauuu-1fl:iuvrut tRamilfl01u 14:0rrJorflgrflr:rdo]Jdft11^1fl0uUq

o <3r ia qe i 4 i
n 1 M U 9t rlj U U 1 11 rJ O 1 U fl 't : tS i I U 11 U't ?1 U rl^t O t{ A il : v ] Uryf1 o r pYil r UqU

flil3n::unt:

f,/
lr, /yJn,b

j
a{s0....."..".........................n::ilfl1:

(uridr?rnfl:'r onrj:vfird)

5"

7.

9.

/
arfi0.. .....{Y. il:vrru

1urfrqra rtou1:ori{.r)

(

a{fio dot}}................n:::Jnr:

(u x a r efi sr^riuvf rdrto3 ryu r dt : I


