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~ ~ 'I v 
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~8~'1]'1J1~1 'VltJVl~8 U~~AA~~~I?l~\I~'UI'I 1l.Jn~Vll.Jl tJ 1 'VltJ<il\lmi11 

~~'UoV8 t.61'U8~t. U'Un~ m~~1l.JA1~~::; 1~~'Vl51'1·lm ~~AVl~\1 ~ t.oV'1~1l.JA1'Vlm 1tJ~::;M8\I 
\J \J ' 

1. u'U~AA~5~';il.JI?11~n8~'1J'1l1~1 'VltJVl~8u~~AA~~~I?l~\l~t!~'~ 1l.Jn~VlmtJ 1 'VltJ 

" b. nTavh~ruru16l'ie:JmEJ 
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.filE! 1 'U ct 1uvhm~ tJ'UI.I.~l'U~vhoV81'1n~\1~8 ~\IVlll?1~~1~~1~ru1~mhoV'e:JI'ImmtJuVJt1\l~mt.'Vlt! m~'Yl1~'1J'1J11'11l.J 
I.I.'U'U~ruru1<il\I~::;'U 1'UoV8 ® .bfl n1~ 

v v ' 
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v v 
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\J Q.l cv 'I 
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~lii'\lb~l.l.fllf.J 1 'U mo l'U ir'U~I'l~lnl'U~1~1'Ubb~-:Jf'1lll-l '1il ~l'l'Un'W~tl \l 
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IOl o. oUeJ ~.:~ 1'W~VIB1 'WnT~~'WoU e:lb~'We:lbb&l dhJ "1 

(9)0. (9) b~'WA1~?l~ci'Tv'l-rum~~e:JA~.:~d hi'mOJ1nb~'U'l'UU~~mruth~~1U 'W.~Z~. lvct'o:Jb"ll 
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v 

.:~u'\J~~~1ru'\J~~~1u 'W.~Z~. !vct'.:lb"ll bbiKlbvhil'U 

@lo.lv b~e:J~'lV!l~ 1~A'~b~e:Jn~~'UoUm?l'Um1t.J 1\911 ,XbU'U~'ll1t.J bbi.ld~~nf.l.:J~e:J~'l'lle:J'l~TlJnl~ 
~ ~ 
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~ ~ 

I I I tJ 
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~ ~ 
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'I v , d..S 

'\J~~m~Z~t.Jml'U 1 ,Xu~~Vln b\91t.Jb~e:J5'U 
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@lO .bn 

.f11t.J 1 'Umn~n1V!'U\91 (?).:~~~'U 1 l1 'UoUe:J b'1l ~-:JW)\9\0J~~'UVI61n'\J~~n'Unl~~'UoUe:Jb?l'UeJ V!~e:Jb~ t.Jn~e:J'l'Jln~e:Je1nV!iJ.:J~e:J~l 
' ~ 

'\J~~n'U m~~'UoUm?l'Ue:JVJ'UVl 661.l~mOJ'WOJl~rul6~ t.Jn~e:J'l1 ,X'1l\911oilm1J.J 6~t.JVI1t.J5'U ( l11iJ) ~lJ.J~'lOJ~'WOJ1~ru11 ,X6 U'U~~'l 
~ 

v 

'l1'U (1llm~6Ut.J'Und~Vl~l'lnl~A61''ll1~lt.Jnl~~l?l~e:J~\91-.J1-:J661.1~ m~U~V!1~,A{?J\91.f11A-r~ ' ... 

(9)0 .<3:' ~.:JV!l\9\?l'll'U~VlE~OJnull '1J6 ~JJ6~JJ6~e:J'U 1'1l VI~ e:JoUe:J n1V!'U\911 'U bb 'U'U~q)qj1V!~e:JoUeJ(11 nf.l'l 

~m U'UV!LJ'l~e:J 1 ,X6 U'U 1 '\J~1J.JAJ1J.J6 ~'U'lle:J'lci'1ii'n'l1'UeJt.Jm~?l'l?l\91 (l\'1iJ) 
~ ' 

@lo .et 1'Umru~6e:Jn?l1~66'UUVJ1me:Jn?l1~'\J~~rnmlfl1Bb~nVl~e:J'Dn~d iJmlJ.J-li'\91VI~m6cJ'ln'U 
~~'1...!-ifm?J'Ue:JOJ ~~ e:J-:J'\J111J'~~1~Fi111JOJut.J'1Je:J.:~~-:JV!l'\91 rh1iJOJut.J(?)-:Jn~ 111 ,X~m U'U~?l\91 661.1~~~'1...!-tim?l'Ue:J h1iJ~VJ5 
'U d.../ 'I 'U 

6~t.Jn~e:J'lA11oU~lt.J11?l1 b~J.J6~J.J 

(9)0. '.:l ~'lV!l\9\mOJ'\.J~~m~Z~t.Jm~nm~~\9\~e:J 1 'Umrul'ie:J 1 udh11\91t.J~~~'U-tim?l'Ue:J OJ~6~t.Jn~e:J'l 
~ 

A16~t.JV!1t.J 11?l 1 OJ1n~'lV!ll?l bJ1~ 

((9)) ~'lV!l\911~1~-ru m~~\91?1~~ b~'U~OJ~ 1-ut 'Um~~l?l~e:JV!~e:J~1~-rmi'\91?1~~6b1'11~ b v;t.J.:~ 
'We:J~OJ~vhm~~l?l~e:Jli'l~'ldl>ie:J 1 '\J 
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(!v) ~m~m~vh~6oUl~n13ru::;~~'WoUm?I'Wu~'t!tJ::;m~~(i)~e:rvl~eJ~1~-rtJm~rl'{i16~eJn ~ 
" 

t-J~tl~~ btJ't!ti~'Jj.JfltJ Vl~eJ~~~'W 1~6~tJntJ~~'WoUm?I'Wml tJ ~'W Vl~eJoU(i) 'U 'J l·:Jnl~66~ '~oU'W eJ~l ·n tl'W5~~j.J Vl~eJ?I:~.mmJn'W 
" 

ntJ~~'WoUm?I'WmltJ~'W Vl~m:S'lVlih-ffi 'Wnl~ 6?1'WmlAl Vl~eJ~eJllm~vh nwvr'iJ~{>l ~'W 1(11 1 'Wn1~6?1'WeJ~lAl 
" ' 

(cd mru~'Wbvll'WeJ'I6~c.nnLJ (@I) (lv) Vl~eJ (m) (>llj.J~nl'Vl'W(i)1'Wn.!Jm~'Vl~'J'I ;'leJeJn 

(>llj.Jflllj.J 1 'W n-~JVlmtJll~'J tJ m~~(i)~eJ~(i):S'l~66~~ m~LJ~Vll~~?l~mA-r] 

<Pl <0). m~tllju~ (>llj.Jn-!JVlj.J1 m6a :5~:5 6 utJLJ 

1 'W~~wi1~~~ CJ~ 61m m~~eJ ~~'WoUm?I'W eJ~1~-rLJ m~A{i16~ eJ n 1 Vf6 tl'W~'UltJ~eJ~'tJfhJ'~ (>llj.J 
" " :;..J 

Vl~ mnru"V1~n-!JVlj.JltJ 666'1~~~6 UtJLJ 1~n1Vl'W{i11 i1{i1mA~~A-r{i1 

<Pl kl. m~tl~~6~'Wt-Jam~tllju~.:~l'W't!e:J.:J ~tl~~ n e:JLJ nTa 

~~'Vj'r(i) ?\lj.Jl~fl'lllt-J~m~tJ5u&i~l'W66~16?1~'iJ(>llj.J~t1Jqjl'lJeJ~~~'WoUm?I'We:J~1~-rlJ m~ 
rl{i16~8 n 1 Vf6 utJ~'UltJ 6 ~mlljjltJ';i~ 6iJ'Wt-J~ m~tl nu&\~l'W'Um~tJ';j~ ne:J LJ m';l 

" :;..J " 

~~d Vll n~~'WoUe:J 6?l'W e:J~1~-rLJ nl';JA(i) 6~eJ n hi~l'W6n ruoil~ rhVltJ(i)"iJ::;fl md'LJ m~ ~'WoUeJ 6?l'W eJ 
" " 

Vl~eJvil~qJqJlnLJ~~wr(i) Hi1m11 
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<9l t ablet (GPU) (ct<9l<i<i<i<i<i<i 
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ct. 1:JL'lJtJ'UAAi.1~'1bln';i~'\J~tl 1 1!, "lJUill;u';iltJ~eJ~~'I-:Il'ULbi.l~ 11ii'LL~'ILit.J"l4~8 1 t~\{Jt4~~'1-:11t4 '1Jtl'l 
, 'U q QJ \J 'U 

b'll. L .Uuw ~uA A 1.1 ~:W m;n~'lJ1 t.J'W?I \9l~U';i ~ m ~';i1A 1 B L~ n'Vl ';i B'W n ~(?)'-:~ n ~ 11 
' " ' 

~ - hjL 'lJtJ~:Wt:..~i.ltl';i~ 1t.J'1lU~'.l:WntJn'U~~t4oU8b?I'Wm1m';i1t.J ~tJ~ L oU1~tJoUfl b?l"tJeJ11X LLn1 ';i -:~~t.Jl'\J1i.1 
" " 

m~fll';ioW'llt:.Ji.l ru l'WU';i~fl11"1U';i~mm1A1Bb~fl'Vl';i8'Wn~ VI~81:WL'lJtJ~m~vhn·ml'tJb{J"tJm';ioU~ '1J11'1nl';iLLoU-:JoU"tJ 
" 

';i1A18~ 1 '1b'lJtJu';i';i:W 1"l4fll';iU';i~fldm1A 1 BL~fl'Vl';ieJiJn~A~'Id 

<i. 1:Wb .UtJrJllil-ru Lfl n~'V1Evt~8m1:w~:w n'U ~-:~ m\ltJ5 L?IB 1:W t.J8:W~t41"1li.11 Vlt.J L l'WLL~-r~'\Jli.l'lJfl-:J~~tJ 
.U 8 L?I'Wv11ii':Wr-hGt-:~ ?11.1 ~ L e:J n ~'Vl E bbi.l ~ m 1:wfi':w n'U L 'li'W11tY'W 

' 



mru~.UeJ(Pl nfl.:l'j::;'\trh:~~ b -i!1~llJrl1 fllVI'U~ 1 ~~ b oV1~llJrl1'jltJ 1m '1tJVI~.:lb th.J~b oVl~llJrllVI~ n 
'\J " '\J 

oVeJ (Pl n fl.:l 'j::;V!'Jl.:l~ b oVl~llJrlT~ ::;J\' eJ.:liJ n1 'j nlVI'I.J ~~ ~ l:il'I.JVI'I! l~ bbfl::; rn llJ -ru ~~'l!B'U 1 'I.JU~lJl ru.:ll'I.J ~.:l'IJ eJ .:lVI~eJlJfl f11 
'\J '\J 

Q.l 1/ i) I i.J QJ I 1/ iJ I i.J d 
mlJ ?I~ ~l'IJ B.:l~ b 'IJ 1'jllJfl1VI" nlJ 1 n m 1 ~ b 'IJ1'jllJfl1 'jl t.J B'I.JVJ n 'j 1 C.J 

mru~oVeJ (Pl nf\.:J'j::;VI'"Jl.:J~ b oV1~llJrl1n1VI'I.J~ 1 ~~ b oVl~llJrll'jltJ 1~'jltJVI~'lb U'I.J~b oVl~llJrllVI~ n 
'\J '\J '\J 

~'I.JoVBl?l'I.JeJ 1 'I.J'I.JllJn"il nl'j~llJrll nl'j~'I.JoVm?l'I.J B~.:l n~11 hilii'B.:JjJVIt'J.:J~eJlJeJ'UB1'1.J1 "il 

~~VI-ru.VeJ (Pl nfl.:l'j::;wi1.:l~ b .v~~~l-lri'1~hi1~n1VI'I.J~ 1 ~~ b .v~~~lJri'l'jltJ 1~b U'I.J~~'I.JoV'm?t'I.JB 
'\J '\J '\J 

~h~n'Vl'jeJoUn~ (Electronic Government Procurement : e-GP) 'IJeJ'ln1lJU~~mn.:J 
' v 

(9)\!J. ~~'I.JoV'm?t'I.JBiii'B.:lijl-lfll"11?t'Vl6'1J B.:Jn"il m'.l (i)'.:JiJ 
'\J '\J ' 

(C9l) mru~~'I.JoV'm~'I.Jmtl'I.JiJ&i~flflfl~~~~.:J~w?nl-ln!JVIl-llt! 1 'Vlt!~.:l1~"il~'Vl::;but!'I.Jbn'I.Jn11 (9) u 
lii'B.:Jiil-lfli"11~'Vl6'1Jm n"il m'.l "ill ne-Jfl ~1.:l'.J::;VIl1'l~'I.J'Vl-r-w~~'Vl6'1Xn~l uVI-d~'I.J~'VlB ~'\.J'.l1nn1 'I.J.:l'U bb~~.:l~1'1.J::; m'.lb~'I.J~ij 

'U , 'I 'I d..J ci.S 

m'.lml"il-ru'.JB'lbb~~ ~.:l"i]::;J\'-eJ.:l bb~ ~.:l1"11bU'I.Juln (9) :u~~vhunB'I.Ji''I.J~'I.JoV'm~'I.JB 
' 

(!D) mruer~'I.JoVeJb~'I.Jm U'I.JU&i'Uflflfl~~~~.:l~'I.J(Pl1lJnf1VIlJltJ 1 VltJ ~.:jcJ.:j h!ijm'.l'.lltJ.:ll'I.J'l'Ubb~~.:l 
" ' ~ 

(br1) ~1VI-r'Unl'.l~~~eJ~~~~'lfl~.:lVI~.:l~ij~.:lb~'I.J bfl'I.J ctoo,ooo 'Ul'Vl~'I.J1'\.J mru~~'I.JoVeJb~'I.JeJ 
'\J 

bU'I.J'\Jflf'lfll:i'.l'.ll-1~1 t~u~"i11'.lru1"i11nVI'I1.:J~B-rmB.:luru~b~'I.J ~1 n h!bn'I.J ~o l'I.J n-eJu)'I.J~'I.JoV'm~'I.JeJ t~uJi'B.:lijb~'I.J~ln 
' v 

f'l'lb VI~B 1 'I.Juru~5'1.J1f'l1'.lbU'I.JlJfll"1 1 (9) 1 'I.J ct 'IJB.:Jl-lfli"11.:J'U'\.J'.l::;mru·lJeJ.:J Lfl'.l'ln1'.lVI~m1tJnl'.l~~'I.JoV'm~'I.JB 1 'I.Jbb~fl::;f'l~.:J 
v '\J '\J 

bbfl::;VI1 m U'I.Jer'[j'I.J::; nl'.l:il~~B ~ ~~ 1-:JVI~ tl b U'I.Jm~-ru nl'.JA~ b~ tl n "i]::; Iii' tl'l bb61 ~.:JVItJ'l ~t)-r'\J',j e:l.:JU ru~ b~'I.J~l n~iilJ~ 1"11 
'U '\J ILl \1 

~-:~n~llBnf'l~.:JVI~-:~1 'I.Jl'I.Jfl.:l'I.Jll-1 1 'I.J~~~~ 
(ct) mru~~~'I.JoVBl61'1.JeJ1~iil-lfli"11~'VlB'IJtl.:lth nl'.lVI~tl'Vl'I.J"il~'Vl::; b u tJ'I.J Vl~tlijbb~1~b Vlu.:J'Wtl~"iJ::; 

\1 \1 , 'I 

boUl~'I.JoU'm~'I.JeJ ~~'I.JoU'm~'I.JeJ~ll-ll'.lfl'IJ tld.:Jb~'I.J~'I.Jb~tl t~uJleNijl.:lb~'I.J~'I.Jb~B (9) 1'1.J ct 'IJB.:llJflrll.:J'U'\.J'.J::;mru~~'I.J 
" '\J 

im61'1.JeJ1 'I.Jf'l~-:~J'I.J (~'I.Jb ~tl~l:i'I.Jlf'll'.lm u 1 'I.JU'.l::;b 'Vll"l Vl~tl'U~~'Vl b~'I.J'Vl'I.JVI~ tl'U~~'Vlb~'I.J'Vl'I.JVI~ n'Vl-r-w~~1~-ru tl'I.Jill1(911 ~ 
'I 'I 'I QJ 

U'.l::;neJUn"il nl'.lb~'I.J'Vl'I.Jb ~tlnl'.lvnru'l!~ bb~::;tJ'.J::; n8'\J5'.ln"i1~1tJ'.J::; fl'I.J(Plll-JD'.J::; n11"1'1Jtl.:l5'1.J1f'l1'.l bb t-i.:JtJ '.l ::;b 'Vll"l1 'VltJ (PlllJ 
' ' 

'.l1tJ~8'\J~~'Vlb~'I.J'Vl'I.J~5'1.J1f'l1 '.lbb t-i.:JtJ'.l::;b 'Vll"l1 'Vl tJ bb~.:Jbl tJ'I.J 1 ~'Vl'.ll'U t~u~"i11'.lru1"i11 nueJ~ b~'I.J'.lll-l'IJ8'll.:J b~'I.J~'I.Jb ~8~ 
' 
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(c:t.C9l) mru~~~uoiJ eJL?\tleJL .fJttvt'l11 tJ\Iltl'lJeJ'I-r:o 
v ~ 

(c:t.®) u~uAA~~~(i)~.:J~w•n~n n'VImEJ 1 VlEJ~e:J~'l~VIll.:Jnl'l~ttvJn~m'l\?ll~ , dJ '\.J \J 

'V'l'l~'ll'llu~~~~~61~mEJ (~uu~ C9lo) 'V'l.\"1. tvc:tbC9l 

~~uoiJ B bi?fttBiil B'l ~uoiJ B bi?ftl B bb61~ bi?ftl er·n AlVll'l'l ~uu ~(i)~ B ~ (i)~ l'l.fllA -r:olii'1 VB b~ nVJ 'l Bu nf?f1 t1 
~ ~ 

ltl~ ~1 J t~.v. 2567 'l~Vfll'lbd61l 0 sf. 8 0 tl. ~'I "b. 0 0 tl. 
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Aru~n~ru~m'W1:!'U"ID'l01 

Carvedilol <O)m.~ mg Tablet 

h~wt~1'U1~(;) -a:: n 11.W'tle.J&~ ()1WIBVl1~m 'i~'tle.J&'l ~'l'Vl1~mu&~11"1jfi1'i1 • 
d 

(;). '!l_f.l!IJ Carvedilol a.11£1.d:' mg Tablet 

lt:!. ~~~~~i1\\J 

h~ ~1'W\.h~ni'Ju 

hm fl'l'lltlM.J')'S'l 

.<t O~Wl 

~ U\J~J1dJI'!i;hWi'U'itJ1.h~ 1 i tl 

thrn€lu~:1tHR,'"HJ'l Carvedilol <#lkn.d:' mg ltJ m d1v1 
mH1ttm.J-lvftiJLiJm.J t1~B blister uack vlue~n'Ull('l·:mm:rr:mJ~tl . ... ,. 

-~~t:~mn "1ttU'itfl8\Jt'11U1~1Aflll~n~rYnJ-JlL'5-l i'u~~~ 1-w;\WifJ Lfi'IJ·~tl~J\ 
' ·~: ' 

~ 0 lV "'"~ d "' \i ,... • u "' ,. 
Ul'lJr1:::L'UUtt'm'i'Utn L~' :mmTnnu1m.mn l1vtn-l'(IV'!L\JU'UUtJ11~IWJsn 

-tJ,mr.mn Bth~umJJ}ftJ-11~'{~mn'VI1'El~vV1 'lfl'l1r1'1 ~114'\.l7:::nv'lll,Lfl~'\JtJ1YIA'nlJ . " 
ll 'WVt!-3tn L~'tlVit:J~~ 1\J?ltJe:nvl1oti{>H~\J 

' 
m. &M1ID,),.,.'VI ""r~ 

r.~am'l~'S'Hl1U111~~P:Nmw~thJ1tl~1l.J Finished product specification Llfl:: Drug substance 

specification via\~u.:ro:nmn~-u~l-rtJouu~~tnnu ~~1(1)'-lV'IVI ~LtivtJAe.J~l'!n'lltJflru!:m'.ilJrmBl'W'l'm"~ 
tn m:::Wn "1i51'Hl.J'J'tl ~~~·~fl"'ll~lfu.yh .ff!i\~V'lf.ltl~ \ {J•,.m'IJufi~ Vlti'U~ vh'VI~ B 1 l~l.i nl1l.J1Vl12ltlifl~'1!1Ji1-r'U 
1V~~1-r\J,tJ~ V'i1lJU~~mM~:::'VI'i1-li'ITo1'iNG'l'd . 

' ~-......... 

Test Item USP tnc;: ~ ~ 

m. tl~ll1 Nvl'ltl'l ~ lfl GJ ~o . o-rM)o .o% of L.A. of Carvedilol I 

\9. Identification V'l'i'l~r.l"J 

tn . Dissolution ~La\il'lfli "H'l :::"'ltJ1:0ti'vv n ·:h ~o%(Q) of the LA of Carvediloll\J mo 1.J1Vi 

1 ct. Uniformity of dosage unit l'l'i1~r.li'U 

<t. Related compounds - Any individual specified or unspeci fied impurity : NMT o.~% 

-Total impurities : NMT m.o% 

m kD Drug substance specification · Carved ilol (.,) 
' ' . 
Test Item USP me;: 

~ -· 

m. tfSl.J'lNii'"JtJI~1ftC\J ~c;:. o-<nob.o% of Carvedilol (dried basis) 

~Tl'lt.hu ~- Identification ' i 
tn. Heavy metals NMT GlO ppm. J -- ' NMTo.cf% a:. Loss on dryins i 
ct. Residue on isnition NMT o .m% 

·····-··------ - ·1 
---·-· 

____ __j 

I ' U% tlltJ!)'j )lJI) )~ 

1l'f~ 1)'1~ 

h IWSlJr11 



;~ 

~s~m:e ~p~c;_ption · Carvedilol C•l (~v) 

Test Item USP mct 

Ci'l. Related substances Carveclilol reta eel compound A : NMT o.m% 

Carv edilol rela ed compound B : N T cu:>1% 

- Carvedilo\. related compound C · N viT o .o L'I% 

Carvedilol related corn pound 0 . NM r o .Ci'!% 

Carvedilol related ompound E : NMT o ®% I 

I 

-Carvedilol bisalkylprocatecJ ol d rivative {if present) : Ntv1T o.Ci'lct% Ji 
- Any other individual impunty : N T o.<:>l% 

L __ ____ __ .. - Total impurities : NMT o.ct% 
4• ... v v • r t'1 tl ,.,.; '' 

\.UJIEilVilll :- fl'HUWilVlVl::I~'\Jlltm\l~fn~LllJ (waive) fl1'5!i1'l'Hl ~B'U'l~A li~'WJ!f.Jfli')L\>1 L'VUJ1J~LC11>1~~tlmf1';i'M"flf11J 

Vl-1 n""nvhvi'~\JutJ~vi'·w 
' 

- Dru~ substance specification '~~11NI\11n1ui~Fl11::,;'Utl ~~~~ drug substance V!~v1u 

1~f'l'j1:l,; dru~ substance 'lJCJ~~t-J~g)EJ1~1L~v1U otlu11'1o.u\Jl1D-'1 'll'l im':im1v1Lm1~l1f'15'\J 'flfl 
~ " 

'X1-il B~n,~uV\ 
·· fi'HUFlN~~tmV11~~ ~1f'l\lfl'lJ€l~UIVI~ t:r)\l'IO~'U'lJ€l~ r:f~(lt!€l".i1fl11l.J I'I'i ~ 1111~1 YIT '5 ">~fJ1'\J1a\J".i :;f11P\ L 'lhJ . . " 
Bl~n'llJ\~'lllliT~\J~UU'ffimJn11~ ~~~'IEJ1'U1;'ltl~::mf'i ruu;.'U 1V..t''UnUvrmn~i}~'Utl~Aru~n·mJf'l1~ • 
'J'i::!n11'1~1fl1!J1 

d •. ~ ~ • ..: 
~Y.ili.O~ 

~ L~tie:l'ilA1vie:l~~ua1L u1mv~ ~1£J Lvn€1TH'I ~m.J6'1 ':l'nEJiiv~eri'u'i eN~t'l n~1 'i 1V~s~iiehu1~ -a1 E.J 6'l ::L~ £JVI~"u 
~ ~ 

m. "1 LttiHJf1~1'if'l1'llvi'~utl\lC\J1A;ff\m:a u Vttvh~UfJlL )~B~ lVI'W1tJ 1 UU'.i ~ ~ V1 Ml 1m~"~~~ L~vh1 (declare) 

Ll'Y,ft'lr.J~Ifl 

G).G) 1u~1f'i'qJm'i:ffuVJ:::Luvuvh~uc.n (VltJ. to ..,.1v.m Vl tl .u:: LL"''m(timru) 
Gl.m.m 1um6H·Mh.JE.Jl~ !:-Jftv1Ltttl-s::vvlf'11V18 'Mmvti-1 Vlli.ID 

G).Gl.l!J tumru~L\JuE.nth-il1\~arnmu.:~ u'S'S~ '1~1vn" VlEJ .Ql 

(}).@.611 ttJmru~~uucnuwu1~1fwh'I'IJ'i:::LVlf'l 'VIlJ l EJ ~ " Vl EJ.a: 
~ . 

m.l!:> 1ul'i1'Ut>~hm:::LUE.J'U 81 Vl fJ. ($)/ tJ .($) '1J tl~ U1ViL~'Uern 1 ~~mJ 'S1 tJ~::: LB 8V1tr"l<ifum~fl1tJ lJfiNJI 1'1 
' ' 

'lJB.:ttJa (J1Jl ru'f'l (>l!lJ~ <ff ttVlt L u E.Jti (finished product speciAca ti n) LLn ... .U tl rii 'M ttV1f! Nf1li'l'il v-11'g)q \il'U 

(drug substance specifica ion) mru~eJ ~ 'S ::: V!~"l -1 nl'HU~tnm'IJC'l ·:nu1l•u L~l.li ~h.J 1il:::vieJ .:! tt'U'llVt.lnt'll'i~1 Lti1 
Jl1VHllEJfl1~'lleHLn'1'll ( EJ.<t') 1.11Vl f tllJ finished produc specification l~a ... /vtHl dru~ substance 

specification t~nv'U~mm'llriv ur Ju<J~m P\'IJ 'i~fl"lVl'i1 f'11 BL~n'Vl 'HJtin~ LL n~1l.i Lnu to tJ ru i'utl'J"f111'1 

U'l~n1Vl'l1fl1~l~flWHJiJf1~ 

~v.J. ~ema1~i'mv, l.ll~B1<i1tt n1'itJ~Illt:n u 

ko.G) n'iru~v,~a~BtutJ-a::b'VlA'l'V18 
tr~fililviu-1l.l be:Jfl G'Il'lftl1B 'l 1.11\111:01lJnl'lt-lft(llfJ1mlJ'VI~f'lbf1\\J'ihb"t15fli 'J ·~\Jnl '} e ~\l'IV"l PI / S v ~ 

(Pharmaceutical inspection Co-operat ion ch me) h lti 'V1 tJ1tJ.:JTW P!C/S p rticipalin>i authoritie 

'VI~aihamnsfu-sa m~·Hj1tifl1'H.J ~!JltJ'lmlJ'V1amnrurnLt t1Gf11'l 4.f.i1un Ti ~. t.JI~lu~{\,un~ ·~u ... 
fHU::fl1'ilJf1T'Hl1"'1'HJ,fl~fJ1 m'~Vl'n fll51 J 'U ~"'Ol,~lJiil'il J1• llJ YJ13J~tJ(ild1v·:m"tVlvi.Vi8 lll\J • 
'V!Kmnru,;tla~1:'ni'J:·~1urn'it.J~g)tn PIC/S 1u'l-1 J \il tn~L- ,J 'U tJ nu\Jcil' ~m 1 trtHn')lll'J ')\l,m 1Lv1tt 

' 

(~ \J'i~51Un'l~lJn1'> 
fl1'll.lfl1'i 

fl'J'51Jfll"i 



.. d !'. ~ ... • · ' \o.lo O'Hl.!,Wuut.l1'U1~'!JTviOY11./lu~!:~'VIfl 

r:;t.l~tllt.ii'cNiiWfl~I5~'U~fHlJltll'Hll'Jrl11~ftlllCJ1M1lJV.~mnru<;i~m~1~nl'5~~1unl5tl~/W1 GMP - . 
v.~e GMP/PICs (Pharmaceutical Inspection Co-o eration Science) hwv.ti1E.1~1u PIUS 

participating authorities v.:StJ GMP clearance OU'Urh~V~ tl1llJ'HJ'Ufll'SI>l'STiJ~v'UlvHJil~i:1t11'S'l'U'.it:J~()..: 
' 

1'utl<J~mP11MEJtJ<jM1Vl'i1f11~L~n'l'l'Hliln~ v.~vultJ\lliW~~v~ Ll~·m'limru 
' 

m. Ltlfl51~A,tl.!il1\'I'Vtl~tJ1~Li'I'Uil'S'lAI (lil'l ti1I11\'!ci1tJ) 

!;)) m tH1nl'i<'~'n'l1~f111~'1>i'fltHm,_~Na(I)J1'ru'f1tnril~~$".!5tl-va1r:;tJ~\'11 (Certification of a a lysis of 
' " " 

Finished product) 1uiuu1i~~..lLUU~'lCH.h'l 
m.lo tJ~nl'>'ll'D'l1Lm1::'1FJ~ Jmw)lJlq~'U'tltl\lvl'ltn ·,r,ry (Certification of analysis of Dru~ 

substa nee l vTI i1 tlf I'H-J~V"ltn~u~~'ldJ1J?l'WU'l\l'A\lttl\lr:;tJ~~~u m(l::: ~t.l~~1'JV1n&1u 
'I \t ,, ' 

m.m L£lfl~1'>V.~Dv.~n31'WEJ'UU'um 1}.J<l'lnvu;hr-w)l.aiun11tl~ill'lJv'l1'll~iiiu't!u-,Vi'1cmhfi'ry (Dru~ 

substance} .Ue ro.l!:> ilu1um-sr.J ~(Il'lJ8-'le.I~V1firu~h.n"1~~v~tl (Fin1shed produc ) .Uv m.(t) 
' ~ 

m.c.t' 1umcil~'U'I'l::LtivuEmJ1flfl11 I!> tJ 'l~tli'v~iizl'1l'U'lJ11Vj d1tt r.J ~rn'iPimjl Long erm stability 

~~3-J~~Ul~1ll~lJ1tJ'Yl~~{jf.MJllJ1ll~~-3 LLCI~1~-rum'S"-3tl11Ji'U'm~Ltl0~1'J~1flr:;ijt)1\J'l~'!JB-3 
" 

u~,;''VI 

m.<t Ltlfl'lnJ~'UVl~d'jtJ'U£.11UBEH1i'1 I!> \J 'il:::(;]B-1ii~1ltl1J1l'>'~~~Elr.J~f11'i?in~1fl111J?!-1\Ii''J'IJB-1tl1\li1lJ~ 
gtlL \;lJL~lJ 1 U'l'l ~L 'iJtJ'Utl1lJ1LL(llil\l LU'It 1~-3'tJ fll'ja~'UllJ ~tJ)fJ-1 Ltlflfl Ti'll nr:JiJ ~1\.l l\l'lJB~tJ~~ Vl 

" 
a::. lil'lvf.i1-3V1 

a::.Gl ~U'I\J8'ilfl1 tli-e>-1ci-l!ii'TEJ ci1~£nl.ntl~1-3~tltl rn ,_,Uiti\J'l'i'lnru<;i' :a.:~dJ'Ul11'1bL'VI'ULL~Iil.:j'il EJr1:; d)t1V11~ 
fl'lUtl1'U 1111l.Jvi nl,U\111 UY.'1oUBfj Nfll.Jllii'*'l 1 tJ-ih-l~'U 

ct:. nl'nh::nuftrumvw1Via l.lm.J (Lbf!V14bvmt1'Sm'i~uth::nu) 
' 

<r.m tn~~~1lvtJtli'v~l1m titm~hhJ'm:Jfr)1 (i) tJ 1!u'Jln.Y '~~ 1mu 
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