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G),[!, 1LJfhUD~1Jl1:;LUtJiJEn Y!<J.c~/tl . G1 'IJ tN nvhi;11Ju'nrn 1''l'1CJ:Jn 'lUi'in~icJ~-x Joiir:n ) 'jfl'J tWJJYiftJfn~~ 

~ufl ~ ~vd1ru~hm:w~:J'IJV1td:Jm.J (finished produc t spccifJcatio r1) u?t::;'lJtlf1·"'r'> 'tJ\i'lr!L\J fl1 Vi~J;J~~~HiALJ . . 
(drug substance specifica tion) mrii~eHj'l~VI~1.:Jnl'iltl~fJU>ltlfl.'!~Ln'l<u L ~ JLili:w n~~lB.:lli\Jumn~i~;ht.n 
il'l1'Hi11Jfl"1~'ueHLrll'V (fJ.ct) l.Jii'i¥ ' ll finrshecJ product ~,pecificclli on ~l'\:;/t1~JB dru;,; c,ubstJ'lCt.' 
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~" ~,.. t •1)";};1 '".; 



speoflca\ion LVl!J'tJimri1•;,titnr!lJU".i::tnl'I1J'i::h l\f! i'lfll ~Jii{nVl"l nun?. ... ,1!-·,~id'll b .' ('; -:,,' !';:;fi'H'" 

u~t:f'"JVl~'li'YlUl(\mneiln<l 

1£1. ! tlf)~1 'i~\J'HJ'l)J1Yl"l!11.An1'HJ i\ Yl £J1 

lo.Cil rr~N~U1Ni\ l'l1utht:I.Vl f1b'l-lt1 
,_. <o¥1. t.·· ·· ~ •v ~' ,.. or 
t,V..JMI\l1tl.:JlJie.Jt1W:"l 1U~(')Jlll""l:J1l!flY:\r.!Atl1fJlf.11lJ\/!(lf\~f1fU'l'l~~i:1:"11'1' l'lYi~11t'Yiw<: w:~ ~If 1\ 

(Pharmaceutical. In spec. t1on Co opcratnn <;chcmc·) h:cn1 \J'IU 1·n; PIC;·, pdrtH ;pat1n· <1uthv 1 ''"; 
~ .. , .. ... .. . ~,.~, ··~~~, . 

V."l vWv f1 ?II 1 ".i\J 'i tl ~l!l\1'. ".i3'1ti flYil'h\\i'. v 'W '111 \'. 'i m fl \U 'f: ~\A:ntH"l'lvi ~ ,'tH1" 'j t-1 ;1, 1' (J ·,•,; (, l;l'l~:' ~ '\J 

f'l~::fl'i'ilJ f'!i'l tllt11'HLClttl1 fl 'i~Vl'H~"'H51'HU'1~! fQ~ 6·nn.W~'\J \v1tnlfl11lli?l B\i11'lii'B ~llfl::;Vl/H ~U:lJi\'~, 
v."'mr.ru'tlmu:?Enwi~~i\'l.lm"lr.J?l\lltn PIC/S 'luv.ln~w·lVili:11Ju'cnt Dti'mh ,lilm~'iil\Jf11"lJ1"l'1<Ji'H)u1(;)uil 

tHl rn~ i'tJ'i ().:JO;:J1tJU'l:: fi11'1U"l!: f)')fo\')1fl1 BL~ fWl'i aun~ 

k:l .lo mru~~thW1'1.hvth'l1 fl lih.:S'tl'it:~VIfl 
~r~t\lll~u~i11i:Jf1(llYTU18~mmji1'iWm~f\>1tJ'Hi''HJ'l-1'1mntu 1~-i:t~i~n nV\~l1.H"I'H.Ji\li't! 1 Ci'V\P 

vt~D G v\P/Pi( s (f'hannaceu l tcallnspedion Co opc•1cJlion Science) 1o18t·nhtJ~1'W PIC/S 

participatlns authont1es l-I~D G1V:P clearance \)1Jl!~., .~ \>rl~J'Hl\Jfi1'W•'i1\W1tl1.Jlvl iJt.Jnf1'!Thml~Ci· 
illl e I .I .a d n. • o<!f Oil "" • ... -. 

I\Jv"l~f11f'; (iJ£Jv~~ f1')(i1')1fl1tllt'lf1Vl1ElUfl~ vt'H)tJ')[j~"B~'(JVI lLCl1lLVlf1'l J 

m. t'a06'!1'H'l (IU\1\'l~ tl~ tl 1{/j L&I~U':i1 fl 1 (Gl1L'U1JnVl ci1V) 

!,TL<t\ t-H'Ir1~~'i1\l!'h '.n:l-;!'1wnwt:.~8\llil(\J 'en ·~~~<J 'l 'lJ!NWNa1l (Certification of analys1s of 
' 'V " 

Finished product) bi'Uu1~~~~LD~J~· ,;., 

6<1.1£:> ~~fl1'i..,'i1"il1LA"il~Yl')UJlllWl111()~ u•ov'lt!i"lfJ1~1my (Certi fication of an<,\ sts of Dru ~ 

substance) ffi ~[ \Jf1T)t.J~\", tJ 1 ~tJ~(i.:~ L ~ 1 J ;ht:HJ!~~~'lJV.:Je:i't.J~\1!1Jl~\f:l::c:Jt.Ji:\vl'l<il(lQ\U 
,.. \; l.J ' 

m.>n , till~ '1 'i\~~ tlVI a fl.Ji'1'UVUUtif\1 'I:W illlri'U~"l::wi '1~ itlfn'i eofo\ WVD Yl?l ~l~l'U'll v'l'll'l Ul~'lri(\j (Oru ~ 
substance) oiiv m.l!i fltJ ~\Jfi'l'iW ~?l'UC:h1 ~~(;ln(\J'rlti1~·h1'il"lU (Finished product) .Uu crL"' . ~ 

m.Ci' t1Jfl"l&~u">tLU8,W1mnn·h lo 1J 'J::<iiv'li:i11·wu111'Wtd18t.Jilfl'l':i~fl'l:n Lon~ term stabtli y 

(;j~l.JVitJ,J~~lJb~lJ1u-m:~\imW1ll1lL~~~ lU1d\>l.Yi.Jfl1'ia.:~-ultJ5 'jtJ·1•vfWII'i'l1fl~i"i!h\.nv'GN 
" 

u%'V1 
m.ct LtJmru:ff'tJ1<1~lUU'UU1Utlf.Jni1 loU \l::~B~ih11,'U1Jlil'irhut.~armflmB1 11lJ ~;Fi'l'U tl.:!U'Willlv\ 

5'UL ~lJ~~ll1 ~'YltL iJ EJ ,J U1ll 11li'l ~~ md(>')-¥\J rn 'H'I --1\l1~ ~U1 tl ~ Lv mm ~~ m1ii rll'Ul'J'U tl.:I'U·~.S·fl 
~ 

m. '<::> \ tio~v1m UtJEJ1~~€)~"::" 1tJritJ'U t .jj tifa.,jLL'U'Ubf!mn - m'I~ .J fiT\lJA~(hiJ tJ ~tnmtJ'I-I "''lfl'l 'H'Itmu 
um~L~v<V'1~~1t.Ja'1"lJ1~l1~m~mJ~1tn ':im-ihntJWi''J u ·1l~1,Jr11 1lJi'UlJ i!"UYI'l<ffnu~\hv mn::ritN 

LLMl-:lli tJ~t L ~" tJ•II<S~a tJ VIA~B~ flUif8l;jil'l 'ULB m'11 ')n1i\\Jtn 
>rl.9'11 mruEJ1~L~t!1.l~lJ1<dCJ1~UmJu (ori51nal drugs) ~tJ J~ 'lltJil 11JnTi?lm91Vl l ~l'1~iln (clin,cat 

study) 1u~'\J1UL~fm~t:€LVIOj L'IJ~ UU ViEJUU1v~ r:GJYl ';n\Jti'l~'\J LL\J\J \~u "rn:~:'\~~,iJ 
tJ~t~Vl5f1'1\'i hi(;\tJtJn11fJI~'\J Lb\J\J Lb"':: L~~\JnTi ~ ~ :14'l'U1'1"l?I11Vli fl1'm ~VlU Yh :ctvfv14\ 

c:e. Yi'1mh.,f!1 

G:.G1 ~~fi\Jv'altn ~>1v~'i'i-l\'h€l~WJ'UJ1vU1~0uEJ •n ~~1i'JU\J1'!'Jilru<i1 ·~~~.uw;\'JI~~nm"(il~ 
~ ' 

1-,v~~•B fJv)l\11f'!'i'Uil'HJ m3J~rhVI'U~llwX-l'tl tlf)ilJ~UJW1'1·itu·ii·m1t< 

I -. 
\..._....~ lJ);.(:>"l\.O'l1!Jl1"1 



tt:. n'"l':ith:;rrlif1AMY"~ ·i ~n~i.'l·nJfl'U (tl"Pl.J unul'.im-.1\nJ-:;:;i'lv) 

ct ("· l ,·~~-.lliV\ ~.t;-J;tJ .t{li~~ft'~~H:af 1 ) l "·' 1J }u · t ·

4

1 ¥~<~ lli ,, 

... 1;- • "' 4} ..... - ' ~ ~· .' 
d:: \::;; UT>1f >l'W:Yiil-ltJi)\j \i~iliJ·1.:1-l"'l ~1.JII1'1\1l'1 h,J'll :~ti lW"f11'J~'.lTinl•l':l::t'1J l'jllYl<n~ fn 

<t .;n n'itiln"v,'li'l£J~1'<ifl1'l;1·1n 1';olH>i'·~·t:nh~v1Vi~ 1iJrJ1Ji1~o~"n J\l')~r'"i .,~.V,v\C'.~i'IIH )1,; ;tJ':i'l'<lf' ,.J . ' 
~U:::7:v_, ~mt'I'lileft:l~'llr.:il''lvU1~ ·t~ltJr~'tl'lfJ'l:: li<l-ld~tnrvilJ~nmlJ;)'l\tltJ~i v.~b!n1u'i i'llrn~ 

" ' • "" u. ll'<o.)' >It> • , v • _..; ~>t v ·'· 1 ""' ., "'' . 
~~t'l'S'l'il'l(f'1'jl:;t~ ~0::b lj\J~'HJe.<~nJ()tJfl )\ '(J\l'ltil1bntJ'l'd tN .'Uf'TH'l'il'iJ"HF;<; ll::>1f)r;tJinr: fliU't 

rltrl1U1hi,fh<bJm i~tr;w8rn.'l\1J:<iim ~~.- ''ti·J;J'l ntf''''l7itl<~ rlui'v~hi1\I'Yi'l"''Ht. \f) , 1.n8 
II. • ,.... ' l ,., "~ -~ l;. • 'l 

) i¥1!( )~1 ,~-;,! ., J't- tJ~f.J1f -}Ui.Li·U;/l'~f~.J!~ ~1: .. \JT"l".i ]).J..' t~ " •; 

<t.ct ~7nthJr~;e~~\mi~!J\JFidim• /tn~vl\Jvhl'•il t~;:r;_ij,J\\iH' ·m~tW<1i' 1Yiv1·~mh:.n !';li·i'i n,'w ,, ' . 
rh~lJ!n\(itu1lllil'~m.A'll 

t>. ~am11'H~iJ'-!\~~~"l 
b ,m mnrn'1Lrl1Jf)1lil~ltnihJ~>\I'.J \Onr;tnal Dr us,,) ~ 8 1ii1~1j·~~u<tt<(;}-lfn':~w,t~i:'\' 

• ...4 j"~ ' ,... ,_. ,.. """ ~~ ,, <O.J " J 
8l(JQ("lUIV dlCn( C 1.1t.J ~fJ'1\1i,{11J t)t,\ .. 1 fJH~ ~~H;, !f \Jt-1 ·1;n1~~ 1 Pi ~ ~~H~ J(~-if~ ·1 aV''f!1'' l{•' ~ l~ 1 '\) :.t ,, ?1.! 

·v·~·n~ f'(lJ'Yhl~·lt ~vtx1 tJi'l,J\.)l '• n Yi M n\Y --~•/. J .,1l!JJi~ \;f) 'If .n ~--uJc r~J D,:,i:'1 .. n1r. ~~ltJYrru ~ n 'J ~~:.wn ·1 ·) 
""' '$ ~-

t; ~"-'14:~ .:;, <; ,... V •' I ,.. l.' 

€J1W'l'l LLat tnn·l~,1'5l-1~1ui'HU'1'!1 l\.Jfl'H\J'i11J't'1~>\if.IU(l'l'l"i~J<J ·wnlm iJUtJl~l~lt'J L 1-ll.i ',il', 
~Cl'IJ'r1~~-aeuu1 t-JG) C~llJ1'H1Vm1urr,·mu'\JLune~·1'Hll1i<im~n:o1(1ll~~'tltJ<~u"' 

" 
VII, r~l~'Um'll'll ca~'la) th.Wvl.!HtJm~n6trunnrioum'Un'1'\II'\J(it vi'~-d ,, \.J .... .., 

M <>l f11tiit.Jli'H'l'j~im''il'll~"''l'~'1tn~'nnf\'il.i?YI!ni'1'i?l1111fll'iU'-'1Wi1~•u~·ttJ;;mm:r,'i3i1tJ 
'i:!Jrl)-1~('' 

.... .... -.... .. q o<¥ ""' ...s 41 "" ~ <1 \-' 

rrl.b f''li.L<t.l!WlflCU'¥1EJ-,'UlJv'!Ut1f1>'itJf1U1\Jf')U,llf1'VIi}lt'lt1'W\ 'vWci'YtJ fl,'l'lUm'U~fY'J"ill f\ l'ltll\';1'i>i.f'!:: 

v11 'W'lil-:~ n~ 1'Uv~"·fl!fl!;'l::rfft:mm:'lnv 
a. mht~'i'l'iJn1'i'lJEJ~~;~~VI~·~~\J,;~~~ru1 r.~~~i1ru<titJ1~ihJ'l~~fim~!lr.f'lu1(;}fJrh\in~1'U 
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l'lru~m'ltJf'li'Hn'vll'iLbt'l~tJ'l.hrit8t~'l~'1 01 tln!l'W~'\nJ'itn'H~<htn'J\~'l'lrn~~t n 'iil~n~ 


