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®. LU'U&'f1~fl:::m~:rt.l~1PPil1m:ffB Gi1VJ-r1Ju~LoU1b~'U 1a hJi1~ 
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l.!l. tl~:u1tu~1C.J1611A'qJ 

m. pH 

~- Sterility test 

~-' Pyrogen test 
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- "V'W1~ ~ ®o ~m 1~Ln'W ~.!let B'4fl1fl/mL m11i!~1'W 

l'l~1"il~1'W - "!J'W1~ > ~.!let ~m 1~bn'U m tl'4fl1fl/ml 
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~~\9lnrusn\911~~~'WVl~bUt.J'W (finished product specification) mru~e:J~~~VJ11\Ifl1~b'l.J~t.J'Wbb'l.J~\Ibbm"llb~~b~~ "il~~e:J\1 
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VJ~mnrusn15m~~~1um~~~\9lt.J1"1le:J\I'lJ~~bVll"!~~~\91 VJ~e:J Certificate of pharmaceutical product (ouu~1~V~m~ 
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m.C9l ~~fl1~\91~1"illbfl~1~~flrum'Jill~~\9lnrusn"IJB\I~~~\91 (Certification of analysis) 1um~u~G'i\lb'iJ'U~'JB~1\I 
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~ b61'UB~1m ~B\16'1\1 ~1B~1'~ t.J1 B~1\l'li'Bt.J (9) V11.l1 t.Jm~"ilnrusn ~'~ b 1Ju~1 bCVlt! bb61V~\1~1t.J~~ bBt.JV~1~A~ut1'1u 
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\911~~n1VJ'UV~1 'W~'Joffe:J~ru61~D~~'J 1 'l.Joff1\I~'U1 'Ul'U~'U61le:J\I b61'Ue:J~1fl1 LV~t.Jtnq"IJB\It.l1 Lot. ~"il~~'Ub61'UB11fl1"il~®B\Iiim~ 
' . ... ..... ~1· · u1"' 'UU"il101'UV1~~\91 ~:lJ1flflJ1 C9l 'W'J'Ub61'Ue:J11f\1 

cr. m~LJ~~nuArum'Jillm~i:l\I~Bu 
' 

cr.C9l B1t.J'(Je:J\It.J1~6'J\I~e:JU~B\IhJbn'U C9l U iJU"iJ1fll'U~~~\91 
' 

cr.® t.l1Vl fl\I'JVI~ 6'1\l~e:Ju "il~~e:J\16'1\I~:l b 'U1m'Jillci1t.J 1 u-ru~e:J\1 ~~m~m'J"ill bfl~1~~m~u~i:l\l~ BU"IJB\1~ ~~\91 bb~~ 
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1ulbfl~1~~l\9ltl~u-1Je:J\I~~~\9ll\9lti~Uvfl-ff~~\9lt.J1~'U~6'J\I~e:JU 
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cr. Q1 11..1 n-sru~Vitb t:J'S1"llfl1"SVi'1 m-s6111 1'11 m.h\1 t:J 1~ a\111eJU b ~eJ61\Im1 ~1 b fl11 ~-Mi'lUJfl1~ Vith t:J'S1"ll fl1'S\I ~vi'1 
' ' VI1J\I~eJ~eJ\I"lleJI'i'1e~1\l t:J1 11?1 t:J~"U1t:J~ ~~e\161\1 t:.1 1 b ill11B n\?1111~ 11..111..1~mh t:.~-s1"ll m-sa\ll?l"S1\Ii bi'l"S1~-M bb~~b tltJ~fueJ~?J"lleu 

~11-lf~1t:J 1 'un1-sl?l-s1\libl'l11~-Mi'lwm~ 1tJmru~~'ll'~1t:J1 hib tl1..1 1 tlm11i'l ru6Yn~ru~b~~1~ Vltht:.~-s1"llm-s-ue~\111.J~'Vl~hl 
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CV ._ CV I il dil %/ ._ !Sf ~ I ·1 .q CV II CV odf Q.l I 

-su~\11-sru 1 m-s b~1.JeJ11i'l1 t:J11?1\I nm':l"UeJ\1 ~"111tlbb~ ~/VI"SeJ ~~~ l?lt.tJm\ll?leJ tl kk~~U"U!t'VISJ~0'fl>l':i1Jfl'UV1 Lot ®>ln~J? 
" " ... 'l".:'f 'l ,.,j, .f"' d.VJI ~ 

'V'l''m11"ll®J,"UI;u'Ufl1 Lot. J.'Vi1l'Vlt:n'Uf11'a®'J'J~~eJU~UJfl1~®11hJ'UJ1UJ'VI~W11'fl'VI\l'Vi11® 

cr.~er-u1t:J\I~~e>lfu b tl~t:JtJmLde t:.~11n~VI11 ~?JeJ1 t:.~ Vl~mde bi1~?J nT~ b~e11~m~ rietJn1VItJI?l 
" ' 

cr.cr~-u1t:J8tJt:.~eJ11 1 ~~effet:.~m~m1qJqJ1rieJ1..1~t1Jt1J1~~~1..161~ 11..1mru~e 1 u-d 
cr. ct.® b tltJ':i1t:J m-s~iim1'W~11ru11'i'~een~1 mrtlJ~t:.I1"UeJ\IL 1\1~ t:.~1u1~ 
cr.cr.tv ~~m1fn~11:W~ Ll?ltJf111VtJ~tJ~~m11-ll\11mb~'VIcJm-ift:J1bb~~iiVI6YmntJth.J~1..1 VJ1>lfl11bb~'VlcJ Vl~e 
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ct.ct.m ~'U'Uqj'Vi16Yn~ru~~tl kb UUt:J1Vi~eJf11"ll'W~'U11~b tl'W~1 b Vi~ 1 ~ bfll?li'l1111i'lml?lbi'l~eJ1.J'Vl1\ltJ1 a\1~~ 
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ct.b b ~'fl 1 ~m1~1 b il'Wm1-.ij'~?Jeffmml?li'l ~e~ nu1~ b tit:Ju6111!nu1t:.~ n-r~11'WIP1~11~Jt:Jfl11~~1?1 ~. P!.\vctmct Vi'l..bt:J 
~ ' 

11"llfl11"UeJ~\IJ1.J~'Vl~1 'Wtn1'W ~11ru1m11-111~1?1~~~1?11 'Wtl"S~b 'VIP! bb~~ b tl'Wn~m-s-ueJ\11'11..1 1 'VIt:J 1?11111~b tit:JU1..11t:Jnf~111.JI'l~ 
' "" 1 " "' ,J !:"f .,: "" " of "" 'l ~JI .,j of 'i ~I 

111?11t:Jfl11~~1?1 ~.P!.\vctmct bb~~vmn 1. "Ub ~11bl?l11 "Vel ®b 111 u1~neJUfl11~~1'SW1t.1.Ji'l1\!1.J b ~el~~ u1::: t.tJ"ll'WI'leJ'VI1-3 
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b. beJn~11eJ1..1 '1 
b.® 1tJmru~tJVJ:::b'Lit:.~'Wtl1111111nn11 1v tJ ~~~eJ>lii~1b'W1m~ri1t:J~~m1Pimn Long term stability 1'1111~~'Wb~11b~11 
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