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(9). b'\J'Wt.n~~'l~Tv1-ru1.ffmt.J'Weln 
h 1'W C9l g tJ~~nel'I.Jiil'"ml'l1t.n Calcipotriol cfo meg 1'W'V'W1\Y1'\J~~~ mo g 
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Aru611JtJ~'Vl1'lb'VlflUA Finished product 
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C9l. Identification 

h tJ~~.nrul'l1t.n~1rl11J 

m. Impurities 

ct. all-rae-alpha-tocopherol 

cf. microbiological quality 

b~el'W 1 'V~'W 1 

' m1\le..J1'W 

~cf.o-C9JC9lcf.oo/o L.A of Calcipotriol 
' m1\le..J1'W 

(9) . ~bi.'l'Wm1ml'lm~'W~1 b 'W1fl1'1"l~1 t.1 bel n611~ 'l"l~el1Jmt.J~el~el-r'\J~el'l bel n611~ 1\Yl t.J~iirl1'W1\1~1 t.J~~ bBt.J\Yl&l-:Jd 
'U • 'U 

C9l. (9) beln6'f1~fm 1\il-ruel'W nn~~'W'Vl~bu t.J'W\911-rumb~m11Vl111t.J 1 'WU~~b'Vl~1 'Vlt.J bb~~~1bb\Yl'l(declare)bbVl~'le..J~~ 
' v 

(9) .(9).(9) 1u~1rl'11Jm~~'W'Vl~bUt.J'WI'h-rut.J1 ('Vlt.J .tv 'Vlt.J.m 'Vlt.J .cs:) bb~lbb~mru, t.J1~e-.~~~1'Wu~~b'Vl~1'Vlt.J 
(Vl1J1t.J~'l 'Vlt.J . tv),t.nt!lb'ihb~mU'Wfn~bbU'l'\J~~\I(Vlmt.J~'l 'Vlt.J.m), t.ntl1b<b'1\11nl'i1'lU~~b'Vl~ (Vl1J1t.J~'l 'Vlt.J.CS:) 
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(9).C9J.tv 1ur1'1'Vel~'W'Vl~bUt.J'Wt.J1 'Vlt.I.C9l Vl~el t.J.C9l 'Vel'lt.J1~bi.'l'Wm1m 'l"l~elm1t.J~~bBt.J\Yl~loil'elm~muA1J 

' 
~rum'l"l'Vme..~~~A'rusVim1J~~'W'Vl~ b u t.J'W (finished product specificat ion) mruel ~~~w-J1-:J m~ bu~ t.J'Wbb u~'l bbm '11 

b~j,jb~1J\I~Iilel'lbb'W'\Jbelni.'l1~Vl~el~1b'W1fl1'1"l~1t.Jfn~'Vmbm'V (t.J.cf) 1J1'1"l~el1J finished product specification bb~~/ 
Vl~el Drug substance specification 1\Ylt.J'Vmbm'Vriel'Wl'WU~~m~u~~m\Y1~1fl1~h~n'Vl~el'Dn~ bb~~1d.ibi'l'W tv u ru l'W 

tJ~~m~tJ~~mm1A1Bb~n'Vl~el'Dn~ 

C9l.tv beln611~-rmel'l1J1~~:U1'Wm~e..~~~t.n 
"" 

C9J.hC9J mru~e..~~~t.n1 'Wu~~b 'Vl~1 'Vlt.J ~e..~~~\l~lilel'lii~1b 'W1m'l"l~~t.JVl11'l~el-ru~el'lmm:u1'Wm~e-.~~19lt.n 
'U "" 

m1JVl~mnruo/i15m~e..J~\9l~~1'Wm~e..~~\9lt.J1 PIC/S (pharmaceutical Inspection Co-operation Scheme) 1\Ylt.J 

wJlt.J'l1'W PI CIS participating authorities Vl~eliibelni.'l1~~\J~el'l1Jl\9l~~1'Wfn~e..J~\9lt.n~11JVl~ mnruo/1 bb~~15m~~~1 'W 

n1~e..1~ \91 t.J1'1Jel'l~11.Tn'l1'WAru~ n~~1Jn1 ~el1Vl1~ bb~ ~ t.J1 n~~'Vl~l'li.'l151~ ru?l'V ~'l n1Vl'W\Yl~'W 1\Ylt.JiiAl11Ji.'lel\Y1A~ el'l bb~ ~ 
' 

VJ\YlbVlt.J1JnuVJ~mnrusVibb~~15m~~m 'Wm~e..~~\9lt.J1 PIC/S 1 'WVlm\Ylt.n~bi.'l'Wel'V1t.J ~:JD'IJ~1i.'l\Ylmmelum~\9l~l\li.'lel'IJ 1\Ylt.J~ 
' 

(9), h tv mru b U'W t.l1tl1 b oil'1\11n~1'lU ~~ b 'Vl~ ~ e-.1~ \9) l'lel'liiVl11'l~el~1 b 'W1Jl1'\"l~ 1 t.JVl11'l~el-r'\J ~el'l1J1 m:U1'W 
'U "" 

m~e..J~\9lt.n\9l11JVl~mnrusVI15~~1~m~e..~~\9lt.n PIC/S (pharmaceutical Inspection Co-operation Scheme) 1\Ylt.J 

Vltl1 t.J'l1'W PI CIS participating authorities ~:JtJ'\J~1~\Ylmmel'IJ m~\91~1\li.'lel'\.J 1\Yl t.Jiie..~~ m~-r'\J~el'l~'ll'WU~~ m~ 

tJ~~mm1mBb~n'Vl~el'Dn~ Vl~elmt.J\9l~el\Yl~'l"l bb~lbb~mru .. 

.. ....... ~""""""""' ............... -.(!( ·_~"""' 
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(9). m bel n6'11 'Jfl rumY'j'lJel-:J tJ1'Vl b6'1tre:rn fl1 
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®.m. ® t:-.1~ n1'J\?l'J1"il1 bfi'J1:;~Aru.fl1Y'j t:-.~~\91nruo/i m?\'1 b ~"il'J\J'Vel-:J ~ t:-.1~ \91 (Certification · of analysis of ' ~ ~ 

finished product) 1'UtJ11'U~?i-:Jbtl'U~1el~1-:J 
®.m.lv t:-.J(;ln1'J\91'J1"illbfi'J1:;~~rumY'jl\91~~U'Vel-:!~1m?l'1At1J (Certification of analysis of drug 

su bsta nee) ffi m 'U nl'Jt:-.1~\91 tll~'U~?i-:J b 1J'U~1el ~1-:J~-:J'Vel-:J~ t:-.1~\91 cJ1 bb~:;~t:-.~~\91l\91ti~U 
'I \J 'U 'I 

lv . ~1el~1-:!tJ1 

lv.® ~b6'f'Ue:J'J1fl1~el-:J?i-:J~1el~1-:!tJ1el ~1-:!llelt! m Vl~el\?1 ~·H 1J'U~1 bb 'Vl'U bb6'1\?l-:!'J1 tJ~:; bB tJ\?1 hlfi'JUfl1'U\911:W~ rl1Vl'U\?11 'U 
~ 

~1oVelflru6'f:wu~vi'1 1 \JoV1-:J~'U 1 'Ul'U~'Ub6'f'Ue:J'J1fl11\?ltJmtJ'Vel-:JtJ1'Vel-:J Lot. ~"il:; ~'Ub6'f'Ue:J'J1fl1"il:;~el-:Ji'.lm m.Yu"il1 n1'U~t:-.~~ \91 
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hl:w1nn-J1 (9) tJ 1'Ll1'U\J'J:;mm1fl1 
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{(.(9) mtJ'Vmm~?i-:J:welu\i)m i'.lmtJ1d.J:w1nn-J1 (9) tJ uu"il1nl'U~t:-.~~\91 
' ' 

t(.\v m'Vln-:!1\?l~?i-:J:welu "il :;\i)el~?i-:J?\'1 b 'U1.fl1Y'j~1 tJ 1 u-ru'Jel-:J t:-.1~ n1'J\?l'J1"il1 bfi'J1:;~ tJ1~'U~?i~:welU'Vel-:J~ t:-.1~ \91 bb{;l:; 
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t(.m 1 'U n'JUJ~Vlth tJ'J1"1ln1'JVll n1'J?i:W~1el ~1~ m~?/-:J:WelU b ~el?i-:J\91 'J1"ill bfi'J1:;~fi f1l.fl1Y'j Vlth tJ'J1"1ln1'J"il :;vh 
' ' 

V!U-:J~el~el-:J'Vel~1el~1-:J m1\?l tJ~'V1 tJ"il:;~el-:!6'1-:Jm b ~:w8n\911:W"il1'U1'U~Vlth tJ'J1"1l m':i?i-:Jm1"il1 bfi'J1:;~ bb~:; b tl'U~-ru~ \?1"1lelU 
~ ~ 

rh 1-b'~1tJ 1 'Un1'J\91'J1"ill bfi'J1:;~firumY'j 1 'Un':iUJ~Y'jUrJ1tJ11~ b tl'U 1 \Jm:wAru~ m~ru:; buY'j1:; Vl1..h tJ'J1"1ln1'J'Vel6'1-:J1'U~'VlB1~ 
' ' 

-ru~"il1'Jf1!1n1'Jb6'f'Um1A1 tJ1\9l-:J mi11'Vel-:J~'V1tlbb!;1:;/V!~el~ t:-.~~\911 'Ufi~-:J~ el 1 tJ 
~ ~ 

((.(( ~b6'f'Ue:J'J1fl1 (~'V1tJ) "i}:;\i)el-:J-ru b \J~ tJ'Umbdelm1mi'Vl:w\?lmtJ Vl~mdmn\?lm':ib~el:w6'fm'V'l~1 tJ\J'J:;m'J 1\?1 'l 
~ ~ ' 

nel'Url1Vl'U\?l 1\?ltJ 1~il b1el'U 1 '(J 

c(.ct ~'V1tJ'i):;~el-:J?i-:J:WelU 1m 'J-:J'V'ltJ1U1~.fl1tJ 1 'U ®ct l'U UU~\?l"il1nl'U~~-:J'U1:W-ru 1 ui-:Jtel 
~ 

((. \i:l ~'V1tJ ~'UtJel:W 1 'IX~teltJm~ ni1ruru1riel'Ui1ruru1'iJ:;~'U6'1\?11 'Umru~el 1 tJd 
'U 'U Q.l (LI v v , 

((. \i:l.® b tl'U'J1tJ m':i~i'.lm'J~"il1'Jru1~\?ltJ1eleln"il1nU11J'tl'lJm 1 'J-:J'V'l mm~ 
((. '0.\v t:-.~~ m':i-rn~11~~ 1\?ltJ8'Ur'J'Ut:-.~~ m':i 1-b'"il1n bb 'V'l'Vl ~m -b'tJ1 bb~:;i'.JV!~ n ~1'U8'U rJ'U'Vl1-:J m':i bb 'V'l'Vl ~Vl~eli'.l 

~ ... 
'J1tJ-:!1'U ADR el~1-:!'J'Ubb'J-:! 

' 
(( . \i:l .m 'V'lUUruV!1~ n~ru:;'J\J bb uu tJ1Vl~el.fl1"1l'U:;U'J'J"ilb tl'U6'11b Vl\911 'IX bfl\?lfi11:Wflm\?l bfl~ el'U'Vl1-:Jtl1~ 

v 'U 'I 'I 

6'1-:Jt:-.~~ m:;'VlU~el m':i-rn~1~th tJ 1\?1 t!i'.l'J1 tJ-:!1'UU ruVl1"il1n~b~moV'el-:JtlUn1'J 1 <lim 
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ct. bel n6'11'Jel'U 'l 

ct.® 1'Umru~'U'Vl:;bUtJ'UtJ1:l..l1'U1'Un11 1v tJ 'i!:;~el~il?l'1b'U1.fl1'V'l~1tJt:-.~~m'J~n~1Long term stability \911:W~ 
~'U b ~:w b~:W 1 'U'Vl:; b u tJ'UtJ1:l.J1 bb6'1 (?)-:) 

ct.tv 1 'Umru~'U'Vl:; bU tJ'Um:l..l11JeltJn11 1v tJ' 'iJ:;~ el-:Ji'.l?l'1b 'U1.fl1'V'l~1tJt:-.~!;1 m'J~n~1fi11:Wfi-:J~1'Vel~mm:w~~'U 
b ~:w b~:w 1 'U'VJ:; b UtJ'U:W1 bb6'1\?l-:J bb~:; 1~-ru n1'J{;l-:J'U1:w-rmel-:J bel n6'11':i"il1 n ~ilel'1'U1"il'Vel-:JU~~'Vl . ~ 

\i:l m':i\J'J:;d'J'UA1\J'J:;~'Vl5m'V'l~e:J'J1fl1 (Price Performance) 'J1tJ~:; bB tJ\?l\911:W beln6'11'J\J'J:; mm1m~h~ n'Vl'JeltJ n~ 

';i:;51'U n'J'J:W nl'J 

'Jel-:!l~'U:;1'(J~) 
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