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"' 

~-~ l"lru~m1:Wn11~'il11ru1e.J ~nwt.J1~m\?1111"11BL~n'V11eJUn~ 'OJ~(i"hbU'Un1W11T;;J6'\e:JU 

l"lru6'\:WU~'IJe:J..:JiJ~'UoUm?l'\.JmL~~~11cri1 bU'UiJ~'UoUm?l'\.Je:J~:iJe.J~LJ-:idt.J'llU~1w~w~uiJ~'UoUm?l'\.JeJ11t.J~'\.J lfl1:WoUe:J 1.9) ct 
'I \J 'U 'U 

vnnLJ11 n[J~BI"I ru~ m 1:w n11~'0J11 ru1e.J~ m1LJ1:~ m\?1111"11B L~ n'V11eJUn~11 rie:J'Uvt~e:J 1 u'IJru~ 

~:iJ n11~'0J11ill1oUeJ b?l'Ue:J :iJe:J~u-tieJ L?l'\.Je:J 118 1<?lm~vh n11B'UL Dum1'il\?l'IJ11..:J n11 LL'u..:~'irum.J 1-.:!L U'ULi11:Wifi1:WoUeJ 1.9J.ct 
~ 

(l~) Lb~~l"lru~m1:wn111 b~eJl1:iJm1m~vi'15'UbU'Um1'il\?l'IJ11'1n11LL~..:J'irumJ1-.:~Ltlu511:W l"lru~m1:wtl111 "OJ~~\?1 

11CJ~e:JiJ~'UoUelb6'\'\.Je:J1181l'Ue:Je:Jn'OJ1 nn11 L U'UiJ~'UoUe:Jb?l'Ue:J bL~~ oD..:!V!l\?1 'OJ~YJ'iJ11bU1~..:! 1 'V1~iJ~'UoUe:Jb6'\'Ue:J\9l..:J n~11 L U'Ue:f 
'\J 'U \J '\.J 

(m) 

(cd 



t~t.J~~VllLLj;.j'LJ nl')Vh-11'UI'l1:JJ Lel m'1l')LL 'U'UVl1tJ L eJ n?\1')th ~ nl~')11"!1B L~ nVl') e:l'Un~ Ll'ULLI'iL U'Umru~11J11]1~iJl\l L~'U 

1:WLi~u ctoo,ooo tnVl~\1~ LLj;J'LJnl')vl1\l1'U 1 Vinm U'ULe:Jn?l1')?il'UVI~\l'lJe:J\l~11]11J1 

\J 1n L~el'U 1 'lJ~~\!VIl~tl1VI'U~l-)1 'Uth~ n1Y'1 LL~~ L B n?l1')'lh~ nl~')11"11B L~ nVl')tJ'\Jn~ 1 'W~l'U~ijt '1i?11')~~1f"111] LLfl~l"ll 1lJ 

LLI'lnl'i1\l,}'U 1:JiJ~~vl11 VlLfl~nl') 1Jl'LtJ~tJ'UL~m tJ~t.J'U l'iB~~u-iJm?l'UB':iltJ~'U Vl~e:JLU'Unl')~~'Wm~L~nUBtJ l"lru~ 
" 

' " 
m'):JJ nl') "1 m\J'W\J 1') ru1~B'UD')'Un1')(9)~~V16 ~~u-irm?l 'lJB':i1t.J1!u 

" 

(t9) L?l'LJB')1tJ~~L~tJ~LLI'lnl'i1\l1 U\J1nL~B'U 1'lJ~tl1VI'U~ 1 'ULBn?l1')th~m~')11"!1 

B L~ nVJ')B'\Jn~~ L U'U?\1 ')~~11"1 ru Vl~e:JiJ~flv111 Vi Ln~m1:JJ lJl L tl~mJL~t.J L tl~ t.Ju LLri~~u-ire:J L?l'UB':i1t.J~u 
v " 

ct.ct 1 'Unl')(i)~~'Unl')D')~nl~') 11"!1B L~nVJ')e:J'\Jn~VI~e:J 1 'Unl')vl1iK11]11]1 l"lru~m')lJnl') 

'W\J1')ill1~fl n1')D')~ nl~') 1fl1B L~ nVl')e:J'\Jn~VI~ B~\!VIl~iJ~VlB1 Vf~~u-iJm?l'Uel~LL\J\l-1Je:J L Vl\J\J ~\I L ~lJL~lJ 1Jl ~\I '\Ill~ iJ 
" 



.. 

~.:IV!:IJ(i1fl1\il bb~~eJl\l~\ll'HUl b~€1 n~€11 tl"iJTWTW VI~ €1'/Jtll(i) Vl~e:JbQ'V'jl~~lel nl':iVI~.:I~leln l':i 1(91 VI~ €Jell\! \l ~Cinb~ n nl~ 

u~~ m(i)~lmB b~ n'Vl~e:J'IJ n~'1(i1e~1:li~'Jl~rul~(i1~m~ v n1\il ~(i)bbrl\l~~\ll~rul ~.:~d b ~€lu~de~'U1.J'1Je:J.:~'Vll.:~~l'1lm~ b tJt~ 
' 

6'i'lfi'qJ bb~~ 1 ~~wilm~~(i)~tl'Ue:J-:1 ~.:~vr1(i1b Utlb~(i)'Ul(i) ~~t!.Um~tlmJ~b~e~n~e:J.:~ril1'if~lV Vl~e:Jrilb~VV!lV 1(911 :Db Iii' 

~l:~J~.:~~.:~VI11?l OJ~~\ll ~rule~ m~ n nl'i't.h~ ml?l~lAlB b~ n'Vl~e:J'!Jn~bb~~~-:~1 'Vl'\'J~~tl·~m~tlm tJtl~~.:~nw bJ'ilOJ~ b tJtl~ 
~ ~ ~ 

ii1'lb '!Jwltl\9ll:IJ be:J n~ l~tl~~ nJ(i)~lfllB b~ n'Vl~e:J'IJ n~1\il A ~J~ m ':i:IJ nw~OJl':i rul~~ nl':itl':i ~ m l?l~lAlBb~ n'Vl~€11~ n~ 

Vl~e:J~.:JV!l\?1 OJ~ 1 ,X~~t!.Um~ve:nlt!~bb\l-:1 bb~ ~ bb?!l?l.:JV!~ n:jjl't.J~vh 1 ~ b~€11\i)'il ~~tloV€lb?!tle:J?!l:!Jl~blii1'lb Dt~m~m:~J 
~ "' ~ 

~.(J)) ne:Jtl~.:Jtll:IJ 1 tl61'qJ qjl~.:JV!l\iie:Jl'JU':i~ ml"lv m~ n m~tl~~ mmlfllBb~ n'Vl~e:J'IJ n~ V!l n 

tl ~l n!J'ilii n l ~ n ~ ~vh~ b .V l~ n'\'Jru~ ~~tloV €1 b?!tl€1~'1ltl~ n 'l':itl':i~ m \ii~l AlVI~ B~11il-r'LJ n l ~A 1?1 b~ e:J nil~~ tl ~ ~ 1e~'IJLJ 

~l:!Jntl V!~e:Jii61lt!1\i)b~V n'LJ~~tloUe:Jb?!tlmltJ~tl VI~WU\ii'Ull-:1 nl':i bb-d.:~.rrtle:J~l.:~ b tJ'L!Li~~:IJ V!~e:J?!:IJC!e:J:!Jntln'LJ~~tl 
~ ~ 



.. 

ct. 19)0 

Vl~e)'W~'UA fl(l~~ ~~'~~'U mlJ n nV!m tJ 1 VI tJ l?ltre:rnA1?l -:m11'j 1m~ 1?1 ~'v B-:~~~'U~ Bl?l'U B~'~l U'U'Uflfl(l o 'j'jlJ~1~iJ1~~ €l 
, dJ "' 'I '\.1 , 

61 qj'll1~1 VI tJVI~ €l tJ ~~flfl(l~~ ~~.:J~'UiinlJ n{)VIlJ1 tJ'V€!'1~1-:J'\.J'j ~ l Vlf11:W lfl'U~€! tJ(l ~ m 1 ,X~~~€! ~ ~ ~ 1'1 n'U~flfl(l Li 'i 'j~~1~ 

~€!61'qj'll1~1 VltJVI~ €ltJ~~flfl(l~~~~'l~'l.J(;)1lJn{)VIlJ1tJ 1 VltJ~-:~miT"J 

" 
b. nT'fVh~ruru1 6ii €l 'V 1tJ ., ., 

.fntJ 1 'U ct l'UVllnl'j tl'Ull~l'U~Vll~€J(;)n(l'l~€l ~'IV!l~~~'W\J1'jill1~~vl1~€l(;)n(l-:JlU'UV!tl'l~€lllVI'U n1'ivl1~qjqj1(;)1lJ 

ll 'U'U~ruru 1 ~'l'i~'U 1 'U~€! C9) bTl n1~ 
QJ 0..1 'I 

19)<:<:: l'U ti'ui\'~~ 1 n1'U~1~1u ll~'l ll(l~~~<X€!-:!11'1VI6l n'\.J'j ~ n'UG1qJqJ1l U'U~1'U1'\.Jl~'UlVh n'U~€ltJ(l~ ct 'V€J'l'j1fi1A1 

~'l'V€!'1~'\.J'j~ n'J ~'j 1 fl1 Bl~ nVI 'j€JtJn?l1 ,x~'IV!l~fi~~ €!111 'U'lJ ru~vl1~qj qj1 1~tJ 1-UVI6l m.J'j~ n'U€!~1-:JV!ti-:J€!~1'11111 

~'1~€!1'\.Jd 

(~) l~fiVI~€lm1tJvi~6'\.J1fl1'j l~'Ui-:~ ~ 1tJ ~'~l U'Ul~fi1.-1~€J~'j1-v'Jvi(l-:~1'U~vi1·tl\~A VI~€JIIl'j1tJYi 

tf'U'll1'j~~m~1 VItJ'1 vh 'Ul'Uv1161'b1Jb1J1 VI~BnBtrY'UJ'U 1:Wlnu m 1'Uv11m'j 

(m) Vltl-:!~€!~1'\.J'j~ n'U'V€l-:!6'U1fl1'j.fl1tJ 1 'l.J'\.J'j~l Vlfl (;)1lJii'1€!~1'~~Aru~ m'jlJ n1'i'U 1tJU1tJ 

n1VI'U~ ~-:J'j~'lJ b~€! 19).~ (~) Vl~€l~~lU'UV!u-:~~€!~1'\.J'i~n'UBl~nVI'i€l'Wn~(;)1lJ15m'j~mlJuru~nm-:~n1VI'UI11 ' ~ 



. . 

v 

BL~nvmrun~ (~"VltJ) ~\J\11noV'mm~'U~mJ61ruru1~t~-v1mL~1 
~ ~ v v 

~\l'v6~ \1~~1tJfl1~\I"UeJ\I~\11~J1&Jm{;~61fi1L ~&J\9161eJ~\I'UJl1{;m m~'W 1 LL61~fi11oV'~1tJ~\IU1\I 

~1mL~11~LLn~~'WoVm?l'Wt~~1~~'Un1JA~L~t~n1~vUtl~"V 1t1 1~mLU\It~t~mtl'W (9)~ \11~~\ld 
~ ~ 

~\l'lt1&J~Ll61~~u H~\l'lt1&J~ 1 ~lL~1L6'1~\ImtJ 1 'U ~o l''U 

\11~~ ~ L tJ'U,]' l'UJ'UL~'U 1 'UeJ\91J1~t!tJ61~ ®o "Utl\lr11~\I'Utl\l L~ti~"VltJ 1~~'l&Jt!'U~6'1~t11b\n~eJ\I 
~ ' ~ 

~\l'lt1&J~LL61~~u H~\l'lt1&J~ 1 ~LL~1L6'1~\Imt1 1 'U ~o l''U 

·n~~ m LtJ'U,]'1'U1'UL~'U 1 'UeJm1~'Elt161~ ®o "UeJ\Ifll~\I"VeJ\1 L~eJ~"VltJ 1~~\I&JeJ'U~?l~tJlb\n~eJ\1 
~ ' ~ 

~\l'lt1&J~LL61~~'UH~\I'It1&J~ 1~Ll~1L6'1~\Imt11'W ~o l'U 

\11~~ cs:: L tJ'U,]'l'UJ'UL~'U 1 'UeJ(9lJ1~t!t161~ ®o "Utl\lfll~\I"Utl\1 L~t!~"UltJ 1~~\I&Jti'U~?l~tllb\nlil't~\1 
~ ' ~ 

~\l'lt1&J~u61~~u H~\l'lt1&J~ 1 ~LL~1L6'1~\Imt1 1 'U ~o l''U 

\11~~ ct bU'U,]1'U1'Ub~'U 1 'UeJ\91J1~'Elt161::: ®o "Vt!\lfll~\I'Ue:l\1 l~e:l~"V1t1 1~~\I:!Je:l'U~Mltllb\nlile:J\1 
'U , 'IJ 

~\l'lt1&J~LL61~~uH~'~,&J~ 1~bl~1b6'1~\lmt11'U ~o l''W 

\11~~ b L tJ'U,]'1'U1'UL~'U 1 'UeJ(9lJ1~tlt161~ ®o "Ue:J\Ifll~\I"Ue:J\1 L~e:J~"UltJ 1~~\I&Je:J'U~?l~tJlb\nlil't~\1 
~ ' ~ 

~\l'lt1WiHL61~~'UH~\I'It1&J~ 1~LL~1L?l~\lmt11'W ~o l'U 

\11~~ mJ L tJ'U,]'1'U1'UL~'U 1 'UeJ(9lJ1~tltJ61~ ®o "Vtl\lfll~\I"Vtl\1 L~eJ~"VltJ 1~~\I&Jti'U~6'1~t11b1nlil't~\l 
~ ' ~ 

~\l'lt1&J(i1ll61~~uH~\I'It1&J~ 1~Lb~1L6'1~\Imt.J1'W ~o l'W 

\11~~ c:; L tJ'U,]'1'U1'UL~'U 1 'UeJ\91J1~t!t161~ ®o "Vtl\lfll~\I"Vtl\1 b~t!~"VltJ 1~~\I&Jti'U~6'1~t11b1nlil't~\l 
~ ' ~ 

~\l'lt1&J~bL61~~u H~\l'lt1&J~ 1 ~Lb~1L6'1~\lmtJ 1'W ~o l''U 

\11~~ ~ LU'W~1'U1'UL~'U 1 'UeJ\91J1~'EltJ61~ ct "Ve:J\Ifll~\I"Utl\1 L~t!~"UltJ 1~~\I&Jti'U~?l~mblnlil't~\1 
~ ' ~ 

~\l'lt1&J~LL61~~u H~\l'lt1&J~ 1 ~LL~1l6'1~\lmt1 1 'U ~o l''U 

\11~~ ®o LtJ'U,]'1'U1'UL~'W1'WB\91J1 ~t!t161~ ct. "Utl\lfll~\I"Ve:l\1 L~t!~"U1t.J1~~\I&Je:J'U~?l~mb\nlil't~\l 
" ' " 

~\l'lt1&J~bl61~~u H~\l'lt1&J~ 1 ~LL~1L6'1~\ImtJ 1 'U ~o l''U 



. . 
'll~~ (9)(9) Lth.J":ii1'Ul'UL~'Ulue1~'i1~tlt.JI:1::; ~ 'I.Jtl'll"i1~'l'!Jtl'l L~m~''!J1f.J1<il~'l~ti'U~?l~tJ1C1n~tl'l 

~ ' ~ 

~'lVI~~LLI:1d'uH~.:JtUJ~ 'l,XLL~lL?l~'.il.flltJ1'U ~o 1'U 

.:Jl~~ (9)~ LU'U":ii1'Ul'UL~'U 1 'Uel\91'i1 ~tlt.J I:1::; ~ 'l.le:J.:JI"i1~-:J'!Jti.:J L~ti~'!J1tJ 1~~-:J~e:J'\J~?ll?lt.llCln~e:J.:J 
~ ' ~ 

0-:JVI~~LLI:1d'u 110-:JVI~~ 1 ~LL~ll?l~'oil.flltJ 1 'U ~o 1'U l,t,(;l::; ~.:!VIi'~ 1~\fl'il'.il~'\J~ti'\J~'l'!Jtl'll~tJ'\J~eltJLL~l 

l"i1t1 ~'\J\911~ LL uu~ '1J '1J1~ e:J'I.l1 mL 'Uuv1'1 m t1 n ?ll'itb::; m~ 'i 1 fl1 ~iL~ n'Vl'i t~\J n~,i VI~ e:JoUe:J\91 n1:1-:J ~ t1 

'!J1t.Jb U'UVIU'l~tl 1 ~A~ 1 'Uel\91'i1~tltJ61::; 0.~0 '!Jtl'l'i1fl11"i1 ~'l'Vtl'l ~cJ'l1~ 1~~'\J~e:J'UI'ie:Jl'U 

COlO. 

(9)0 .(9) 

( (9)) LL ~.:! nl'i~.:JVI ~ t11..J1~ 'l'!J ti'l~~ ti'l.l1 tJ {9)-:J n~ 1l LoU 1~ 1\11 nlfi1 .:!U'i::; L 'Vl Alfi t1 n 'i~ L ~1Vll 

.flltJ 1 'U !.'11 l'U iru~.:JLLI'i1'U~~'!J1tJi.:J Vl~tl~tl'l.ltl'l'.il1nl'i1-:Jtl'i::;L VlA Ll'ULLI'iL U'U'Vti.:J~~fj~'U\91~l1nl'i m::;'Vl'il.:Jfl~'U1fl~ 
~ "" 



" 
-:11'\.J ~1m~LUCJ'Um~'Vl';il-:Jn1'H'l~-:!l1Ji'lCJnT~..()\?1;eJ..(J\?1~1-:!LL61~ n1';i'\J~~1';i,;'~\?1Jl1rl~~ ' .. 

@lo.Ci' ..(i'-:~wJ\?16'!-:!l'U~'VlB~"il~ LLnl 'V L ~lJ L~h.J L~e:J'U hJ ~~e:J-1Jm11~'WI?11 'ULL 'U'Ui1'b1Jb1J1~~eJ-iJeJ~n61-:J 

~mtl'W~'I1-:~~e:J h~\tJ'WhJ~1llAJ1lJL~'W'VeJ-:JGi1'11n-:~1'UeJCJm';j£.'i-:J~I?1 (~1:W) 
'\J ' 

@lo ct. 1 'Wmru~ Le:Jn6'f1';i LL 'W'UVJ1me:J n1?l1';i'lh~ml?1';i11"11~h~ n'Vl';ie:J'Wn~-6 :Wm1ll'lr1?1~~mL8-:~ n'U 

er~'Uoire:J L6'f'Ue:J"il ~ile:J-:JU nu~~1lJ~h1D~5CJ'VeJ~..(i'~~-r\?1 ~hi~"il5mr1-:~n~ 111 ~~m U'U~£?i\?1 LL61~er~'Uoire:J L~'Ue:J hi:W~'VlB 
"\J ':J , 'U 

L~CJn~eJ-:!A11-tl'~1CJ11?11 L~lJL~lJ 

@lO.b 

(@l) ..(i'-:~~-J\?1 hJ1Ji'~'U n1';i..(i'~6'{';i';iL~'U~"il~·tm 'Un1';i ..(i'(?)~eJ~~eJ.ffiJi'~u..(i'\?16'{';i';i LL~hJL ~CJ-:1 

1/'VeJ~"il~'Vllnl';i..(i'(?)~eJ\"1 ~-:Jd~e:J 1 u 

(Ci') mru~'U1'Wvl1'UeJ-:!L~CJltl'U (@l) (®) ~~e:J (m) mlJ~rl1~'W1?11'Un{Jm~'Vl';il'l ~~e:Je:Jn 

mlJI"1l1lJ 1 'Wn{l~mt.~11 Ji'l CJ m';i..(i'\?l~e:J..(i'\?1~ 1'1LL61~ n1';i'U~Vn';i,;'£?i~ml"1~~ 



~-:JV!lr1 6'11j.JTH1'l11~G1nT~ulJu~nu66~166'1~\l~lj.J~'IJ'"~tl-ue:J-:J~~tl<U'mm..~e:Jmlii'~u m~ 

~r16~e:ln 1 1X6 U'\.J~"Ultl b ~m11mU~~ 6ll'\.J~,JG1n1~U nu~-:Jl'\.J'!Je:J-:J~U~~ ne:J'Unl~ 
~ ~ ~ 



~ 

f!W~m:HU~Vil'W1::"Ue:J'I 
' 

J1ma1'11~n (Hemodialysis Solut ion) 

h'IVH.I1U1~m::m';iW"tJt-~~ ehb.ne:J~n';i::m';iv:i"tJt-~~ :5''!l·6~ne:Jum1"ll5TW • 
G>. ~e:J J1c.m\'1~1~n (Hemodialysis Solution) 

~o. fl ru m.Ju~~11 tJ 
' 

be.e:J\n!~l Jt w •• • ')1 J 

.. ~J m1n~~'L 'J'J<:J m1~ lubbfl~ ~eJ1.JVIm~c.im.l1mm&=~~B'UU~AtJUn~-;w bbeh.JB~JJbti tJ :w b~B'lJB-:Jn'U 
' 1 '\) 

m·A··Jl N1'u8 Jtl'ltllbb&=l:.d'1eJTW~1~~ntl~nVI'U bb~~l'i' e:J-:J~~~lnt>iB!ll'Jb tl~neJ11.UJ·1 1 
' " ' 

1~·u~mn 61l'U'th~neJ'UG-i'lc.mho1tubb~~fl·n:wLb'J-:J l'UtJ~(;I l'U~'Umt.J L~"tJVJtJ~(;I 
" 0~ .. 

LLm~15 nT:i bi'hrr mn cnl1-eJ rj 1'~-if~1 1, ~'U'tJ'U'\r:i'J 'li1 ru.fi . . 
-'L'Ufll"tJ'U~m'J'i1m e:J~1 ,n1mJ~eN'J~'U~mn V!~e:J~e:JV11-:Jfll'J~1 ~l'Utl 'J ~fle:J'U . ' 

Lbt;l""''U'L....,_,',~Y'\.JhbJ~'lJe:J~L 1 L&'l'l.J~tJ~In l'U~'Ue:J1Ul-J·lf~WiliJ 
' 

w~fi'"''Jm'J~lLfi'Jl./t~~ruflTV'HU'ULtlm:w F-inished product specification LL&'l~ Drug substance 

specification ~Bl~B~'i11m.n!i1"tJ~hr'Uuu'tJ L~cnnu ~~1~~~Vl~Luvw•imhun-:J1'Uflru~m'Jllnl 'J m'Vll 'J 
Lbi:l~L 1 m~Vl':il-:J~lfil'J ru~"tJ ~-:JUL.ni1'll~hruvi'l iih~B-:J1'1em1J'Uut11.J~L VimJLvil'VI~ e:~ 1 VI:J.ln1 ll.Jl(;I'J~l'U 

; ~ 

rn.G> J l£Jlal..:J1(;1 Part A tl';i!:!lB'U~'W 
flru~:wir~Vl1'1 b VlRoUfl 

------------·-----
• 

<9l. Sodium Chloride 

~- Pota.,,:,1m Chloride 

m. Calc'l '" l C ·1loride 

cs:.. Ma>snesit 1m Chloride 

ct. Ace ic Acid 

~. Dex rose Monohydrate 

klG> o.oo-l€JG>&'ll.o o *g/L 

0 .00-C.)O.<i'~*g/1 

o.oo ·~.oo*g/L 

L-J.<to-rn . ~o""g/1 

o.oo-m~.<to *g/1 

~~\€) J lfna1..:J1(;1 Part B tl-a::nB'U~-w 
fl ru~:wu~Vll'~ b Vlfrufl 
' 

t9l . SodnPn f3icarbonale l ~c(. oo g/1 

......... ..... ~ .... .......... fl"i1lJn1J 

....... ~.n.0J.t~ ... ..... n~11Jm1 

-I 

u'J~li't!m'Jllnl'J 

n1'J:Wfn'J 

n'j'jlJf)'l'j 



-

r 

f-

• v v ., tl " " 

m.m d1 e:~£iTut:.~~l!Lfii_e.Fill..:J<til!'L'lffi'1.:~1111 ~.:~ lD •trul1l nuuTu~!;l'Vls1w;1~£i1JJ '111m Part A:'ll1 1 

., 
Concen t,ration) ~.:~ii 

"'"' "' fi'!Wi;llJU~'Vl l.:J L 'Vlfl'Ufi'l . 
(9). Sodium <Oltn~.oo-<Ol<.:'<Ol.oo* mEq/L 

- -----
h Potassium 0 .00 Gn.OO mF:qli -
l,"!. C<1 lcium o .oo m.cro· mlq!L 

t 

' · la~nesiun• I OY'JIO-C.1.00 mf-qli 

G:. Chloride <9lO~ . (rlo <9l<9ll<J.<to" mEq/1. 

~). Acetate Q1.00 mf-q/i 
-

(:'1'. Bicarbonate . c;nl<J.oo c;nct.oo m lq/L 
--

~- Dextrose 0.00 ·(9).00 m[q/i 

m.~ "li'J.:~rhnl'VI'U~~mfi'I~B.:~Vtllw~e:~n~'U < •) 'VIlllt~i:i.:~mllTHl~.:~L~lJ'VI~m"~mlllrul~1111lJ 
tXe:~ .:1 fl1 'J L ~ e:J't.h~ ~'VI S.ll l'W Lb&l ~fi'I'J1lJ L 'VI:!..I1~m.J 1 'Uf11'J1 f1'lof1 eJthtl b '!i'U - - - u---- --

-

--

---
Potassiu m ion (mEq/L) Calcium ion (mEq/L) 

<'il. l<J .oo ® . hoo 

~-.. . .r:- .... )0 l<J. hero 

.:r. n.oo G" . G".OO 

(<.. 8 .00 (~ . Gn.<to 

ct. G" .OO cr. l<J. o o 
f- -

~). {;T\.00 ~) . l<J.cto 

---

--·-

-
- --

--

~ 
- -·- -

"'1. :;r.oo (ri bll .OO 

c..t. :::r .oo ~ - m.<to 
----- - -

" 
'VIll1cH'Vl 'll'U1~'U'J'J~'l11m Acid concentrate 'lJ'U1~'U'J'J~ cr.cr ~m/I.L fl (I(IB'U , , 

" 
- 1J'Ul~'U'J'J~'l11m Bicarbonate concen rate 'lJ'U1~'U'J'J~ b .o ~m/l.l.fl(l(leJ'U , , 

b~B'Ul'lJ~'U"l 
eJ b6'1'U eJ 'il fll tX B .:1 ~'U 6l'1 b 'U1.fl TW ci 1 tJ bB n 6'11 'i'W ~e:JlJ 6'1.:1 'J1 tl:iJ B~ B 1u 'JB .:1 bBfl 611 ';i 1~ t1 eJiJeJl'U1 ~ 
" " ., 

'i1t~6'l ~ !.Bt~~JJ~.:~ti 

G'. 'L ~ =i'Vl~'lJ1tJ~e:J..:J 1~-rum'JI.Lm..:J~..:J 1V'L1Juil1Lb'Vl'U~wti1u~1n~t:J~(;) ~1muuil"JLLVI'U~1Vlti 1t.J 1'U 
'IJ 'IJ 

m~~ vw11 'VI Vt~eJcAB ii'Vlu.:J~v-r'L '5B.:J m~~~~'Vl~b uu CJ~!11 Lfl~B.:Ji'imL WVI~ Vt~eJ~(1l'Vl ~ I.Ut.J'U~!:nu 
'\J'J~mrum'J'l11L U1lfi'l~ e:J..:J:iJe.JLL 'V'I'Vl~ Vivvn1 m~t.J~TUflfi'ltu~ n'J'JlJnl'Je:J1Vt1'JLL(I~tn 'W~e:JlJLL~~ 
l.eJn"1'J'll'J:mm.J ~I'J..:J hiVtll~v·w , 

~~ 
····· ............................ th~51tJfl"l1lJfl11 

1/ 
............... ................... fl~'SlJfll'S 

....... ~J~i)ltJN .... ..... n i~lJm~ 

LJ"j~liT!Jn"l'llJnl':i 

n':i )lJf)l'j 

n':i)lJtn) 



l~L bvn !;11~~\J'Hl-'1:1.11~·Hi1'Ufll~t:J~~tl1 .... 
i§J.G) n~ru~t~1t:J~~1u'lh::t.'V1Alvm 

e!t:.~ ~~(?1 P.J~iJ m n;;n11\r~ B~:U11'1 1u 1'Un11eJ~ m m~1:UVI~ n t.nfl..ton m=t~16n 11~~ um1eJ~!?lt.n 
~ ~ 

P1
( c, (Pharn•aceutical lnspec ion Co-operation Scheme) 1 ~ rJ VI ti 1 rJ ~ 1 'U PIC/S 

per iicipcl ing cJuthorities VI~ e:JiJbBfH11'j fu ~iB~lJ1\>l';i~1'Un11eJ~I'ltlll'lllJVI~ mn ruont.b6'1 dBfll';iVi~ 

l t. m1e..~~ 1>1 o l'UB~ci'1un~ 1'Uf1ru~ m1:u m1B- v11 t.t.6'1~tJ1 m~'V11l~~lli11ru~'U ~~n'JVI'U~~'U 1~rJiJ , 
m 'lll?l Fl~rl~ B~ t.t.6'1 ~Vl<i1t. Vi rJll nuVIfi' n bnruon t.U'l~ lBn11~~ 'U n 11eJ~\Ol tJ1 PI CIS 1 'UVIll1~ tJ 1~t.~'UB'Ul tJ 
iJ 1J1.J6'J 1~ ~ 1'11lJ 1 B'\.J n11 1'111 "'iJ ~ B'\.J 1 ~ EJlJeJ 6'1 n11'fu1m (k)'U '\J1 ~ flll"''lh~ m ~11f11 B t.~ n'\111 BlJ n;,:; . 

!§J .!§J mru~ btl'Ut11U1 b .u'1<i11 n~1~'\J1~t. 'VIA 

~w ~7(;,u.:l·.~ ~~r~b'11'11''L 'J D~~~..., .. -:;t~'!..n l'jt.J?7LW""'llVii'mnrcJG¥1.t.;'l~l5m1~~'Um 1eJ~!?ltJ1 
" ~ 

Gi.\Pv5a GMP/PI(s (Pharmacculicalln:;pection Co-operation Science) hHJVItl1tJ~1'U 

f)IC/S par icipating authorities ~~B GMP clearance m.Ju6'11~~ 1'1lll1B'\.Jfl111'111"'il~B'lJ1~viJ 

e.~6'1m"lfu1a~~~1'U'\J1~ml"'1~m.J1~m~11f11Dt.~n'Vl1BiJn;;; Vl~eJB1tJ1'16'1tJ~;g'W t.t.~1t.t.~mru 
' 

m. : 'l~~l'Ue:leJ~I'l;B~ 1~1um11'u'Eh'l"i~'L 'f1D.!JlT\I'In11eJ~I'1 !i11llll1!i11\i1'Uf1D.!Jl1'W ®mct~ct (ISO 
\J ' d.J , 

0'rrC::c..><t:lvomn 'Vl~tl ISO 01Q1!S'k~<t:lvo01~) V~tl~nl1 1'11lJU1~nll"'n1~'Vl11~(;'{1511D.I(;'{'IJ b~tl~ , 
f.J ~ 1: li' ru ~ b .if:u.if'U ci' 1VI1'u 61'1 1V'l t1 n b~ e1 ~~ 1 cJ ,f1 ~ B.:Jlm b Vi rJ:u 'W ~till bb(;'{ ~.:J btl n ~ 11'\.J 1~ n au ~ t'J~ hi 
'i~lJ~BlcJ 

' 
cs:. r~e.~ ~(;' t>1' B~iJci'lt. 'U 1'l-u fu t.b ~~1186'1 ~ t.B cJ~ e..~ ~1>1 t.f1 ~ eJ~iJmt. 'W'Vl v '11wult.f1~e:J.:JiJ mt. 'W'Vl v e.~ ~1>1Ji ruon 

\J 

t."J:tril-uci'1VI-ru m1V'l B n t.~ B~ ~1 tJ t.f1~B~ 11'1 b Vi cJll 1>11:u nD m~'Vl11.:J n11 t.t. ~.:!118 n116'1~ t.BtJ~bb6'1 ~ n11 

m1n h f bb~~1'1!'Jn'm=t~bB!'J~u·w1ht.f1~B~iJmt. 'W'VlV 'W .I'll_ lvctct<t 1'11ll'\J1~f1ll"'m~ml~ (;'{ 1511ru~'U , 
t.~ eJ ,'Jt:-J ~\>!Jl ruon b -ifll'U'U J 1VIf'lJ ~ 11V'l~J m~ BV1~1 tJbf1 ~ tl ~ 11'1 b Vi fJlJ ~ tl~lJlll 1711\il'U b tJ'U 1 '\J 1111llll11'11\i1'U ... ... 
.. :-· "'l"it'Vll1.:J'th~l.'Vl~ l1~1ull1!i1'i~1t. c,1m~ct~ (ISO ®~n~<t~:l<"Joo~) Vl~el':i~~'\.J'\J1~b'Vll"' 

_·,~. c, 1;"./\f :'.I RD <tb:'avo~ V~tlv'Luffiv1ln-1V,.~e:J'lJl\-''1\i1'U~'U'Yh ViL ul.Vil 

c§:. n ;>.J f11Yl')(;1 t1 ~ (Raw material) -~ e:J ~?I 'l'Hf1il~11i1 'W lll':ieJ ~ 1>1 ~ B~tl ti1 'Ull 1 1'11\i1'U~1<U'vhtJ 1 
q '\ '\1 ;.3 

(Pharmaceutical grade) 

b.be:Jn !;ll';if) J;UJ11'W"l!B·:nl1f11!;)'1-111'1~ b~'UB':i1R1 (6h b'U1Jl1Wth£J) 
' 

b_® eJ6'ln1':il'11l\!1bf111~,;f1rum'!AieJ~(>)Jl;lJ'i'i"'lJtl~ere.~~tr1 (Certification of Pharmaceutical 
' ~ 

Produc s) lu~'U~61~t.U'U~1mh:J 
' 

~HJ eJI;'lnl11'1':i'J\Jlt.f1':i1~,;f1ruJl1'Y~'JI'lt1~1J (Raw material) 'UeJ.:J(I11bf1iJffi~l 'Un11eJ~I'1 . , 
(Pharmaceutical grade) i'UYi61.:JdJ'U~1tlV1~ 

~ - (,)1 eJ6'lnl1lbf111~,;b;ffB (Bacterial Culture) bb6l~C-J6'lnl1lbf111~,; Endotoxin 1'WJ1tJ1~1~b1'1 
Par B ~'U'Vl~·:lltl'U~1tlci1~ 

' 
b'Jl_ ~1eJ~1~J1fJ1~1~1~ 

"'- e:ii.ct'Um1f1., i~em1~11'1m;1.:J~·umh~ 1(>'~J'lr)tJ'1~i!em Q1 Vltll 'tJ11"'ilnruon ~~t.tJ'U~lbb'Vl'U 
" ' 

lt.i;1(;)~11u6'1~t.BV(;) 1~A':iu~1-w \P1:U~n1V'UV11 'U~1.iJBRnm:u~vi'11 tJ.if1 ~t>l'U 
• 

c;;. m1'\J1:::n'U f1 ru.n1wJ1m~1-11111~~-1:uau (l.b~(;).:J t.B na11n11~mh:::n'U) 
"~- (9) tl1L1~1,:Jl111~~~:uBut>lt~,:JiJmu to~lmJJi!mm-J1 (9) u uu\!1nl''U~61~:uvut.t.~6'1~f1~~ 

' 

~~~ 
.. ·· - -·-··-~··· -~·--· · ··tl~~o11.Jn~1llm~ 
. JV ......... ... -................. n'fi1Jfl1'5 

-- .... .d.r~ffittN. ....... -.m'ilJf11':i 



Pharmaceutical Products 

~.rn VJn.:n~vi?i.:~:IJEJ'UJ1t.J1~1.:~1~ Part 8 ~~tilEJ.:~~.:~ ~1L'U1.fl1'Wt:hmJ(lfl1'JlLm1:::'\.h~B 
' 

(Bacterial Culture) LL(l~ 1 'U'J1tJ.:l1'Ue.J(lfl11lll"l'J1~v1 Endotoxin 1uvi?i.:~:IJEJ'U'lJEJ.:leJe.J~~ 
' " 

~ .~ m rijvj,'li-J tJ11'1! fl1 1vi1 fl11 ?i:IJI'l'JEJci1.:~,J1 tJ1~ 1.:!L~vi?i.:~:IJEJ'Ul yjeJ ?i.:~~ 11~1 Ll"l 11~v11"l ru.n 1'W 
' ' 

WU1fJ'J1 ln1'J~~mFJ.:!vi'1WW.:!~EJ~ el-l'IJBI'11 mh.:~ 1~tJcr'lJ1t.J~~ma.:~?i.:~J1mih:~ l~b ~:IJBf11111l.J 
" 

~ 1'U 1'U viwu1 8 .:!1'U 1 1'11 fl1 1 ?i .:!~ 11 \lllfl 11 ~, LL(l::: L \Ju cr .'f'tJ ~~'lJ El'U fl ll .ff ~ 1 E.Jvj L~ t.J1-li EJ.:!1 'U 
" fl1'J~ 11 ~1 bfl 11~v1f1 ru.n 1'\>'i mru viw'Ul 1J1t.J1a1.:!L\11 bj b U'U 1 um:wf1ru t1 n~ru::: Lu'W1::: 

' ' 
wu 1 tJ 11 'lJ fl1 1 ~ El ?I.:J1'U ~'Vl Bhj -'r'UW ~ 11 ru 1 n 11 b?I'U El 11 Fl1J 1 tJ 1 a 1.:!1~ ~.:) n ci 11 'lJ a.:~cr 'll1 tJ 

" 
Lbi:l:::/,~acre..~~\111 ul"l~.:~l'ial ,J 

" ~ . "- cr'lJ1fJ ~~(;) eJ.:!-'r'U b 'tJ~tJ'Utl'1 !'J1~ 1.:!1~ li1am1m~,:ll~ Bltl ,~ mi1mn~fl11b~ EJ:ll?l.fl1'Wm1 CJ 
'U • ' 

U1= fl11 1~ jriEJ'Url1,'U~ 1~tJ hJiiL~D'U 1 'lJ 
~- bEl fl6'111L~f.l'U 1-zJ~'U ~ 

~.(§) cr'll1t.J\l:::mv.:!l?I'Uf.l'J1f11tl181~1.:!L111bLt.Jf.1b1J'U'lJU~ A LLi:l::: B 'U~'IS'Vlvi'lJ'U~fl11'1.h~m~11f11 
" 
~L~fl'Vl1eJUfl~ ma.:~ii11F11'lJeNtl1t.J" ~1.:~ 1~~.:~ tv 'lJU~11:1Jrl'UL1J'U111"11.yj~1.yj~~ 

' 
<P>O. crb~'U EJ'J11"11 (eJ'lJ1tl) V'UtiB:IJ1~tlm~ml'ruru1tiEJ'Uf)'J'Url1,'U~ ~.:~d 

'\.1 \J IUQI 

<9lO. <9l m rue.J(l fl 11?i:1J~ 11\ll Lm1~,t.J1e ~ 1 fl fl'J:lllVl fJlf'll?l~{ fl11LL 'W'Vl t.J1l.i L \Jti L 'tJm:W:W1~1\i1'U ' ~ 

·ifar\'1,t1~ 

<9lo.tv mrue..~~111Jlru'f'lt.J1'lJU~Uflm~t.JflLfl'U~'U~1fl~El.:!~fl1~1~t.J~1ifn.:~1'Uf1UJ:::m'J:Wfl1'JV1,_,1'J 
'U 

LLi:l:::tJ11 'U'!i1.:!L 1fll'lJEJ.:!~'1Jqj1~:::~mb(l:::'IJ1tJ 
(,j)(•). WU1tJ'J1'1lfl1'J'lJv6'1.:~1 'U~'VlB1li-'r'U'w~1'Jru'1e.J~~.nrusnmviiiu1:::'Wiflnb1tJn~u1111tJ~1i!m1u 

" 
Fl ru::: fl'J'J:I..lfl11 V1'Vl11 LL(l~m1 'U'J:::v::: L 1 (;11 (§) tJ tiEJuiuu'J"' fl1f'1U'J::: m~11f11B b~. flVl'J vii n~ 


