
Peritoneal dialysis solution with G'll .~/o lcodextrin l!looo ml 

1·a.:~vw1\J1ft9l"a~n1-aw'!le.~a ej11J1tl91"a~n1-aw'!le.~a ~~'VI19lvua-a1'!1fi1iJ • 
G>. ~mn Peritoneal dialysis solution with ..v.t:to/o lcodext rin l!Jooo ml 

1£1. fl NiUJlliivf1 Ltl 
l!J.m 1ULLUU 

" 
Lth.JG'!TH~tmEJ'll11f'1'il'lflb~€ LG'I hj:iJa 1.Ucl1'Vf1'tJih.:IL\ll vn.:~'lifl.:!Vlf).:l 'llUVI1oUn\JLA~~N 
~1.:~ 1\ll'V11.:J'lia.:~Vfem)Vl1 u~ 

l!J.l!l ~1t!U1tfHJtJ 1 t!?l11~t~1EJ c.1oo ml 'll1:::flB'U(;)1EJ 

lcodextrin 

Sodium chloride 

Sodium lactate 

Calcium chloride 

lrl.<t s 
<tmct mg 

(£((~ mg 
\ 

l!Jct.M mg 

Magnesium chloride r.t.o~ mg 

'ti'U1filU11'il l!Jooo mVCI-:1 
' ' 

hm .lll'll'Utm':l'l m':l'ilL'UCI'IWm?f~mh1f'l'il1flb~et V~?fU'VlbLat:iJn.:~~:uBfl m .ffu 
, , q " \ 

\!J.(( umn -':itu~mn ?i1U'll 1tflDUii'1mcl11'lnm~tA11:ULb 1.:1 1ut.JiiVl 1u~'Ufl1CJ " 'tiVi t.JiiVl LL"t 
' u ' 

L~'ll'Vltb uvu~h1'uEJ1 LL~t15m1Lnu1'm~1CJ111a~wB'V~L'iluuum1'ilnru~ 
' 

-Ut!.lll'lJ'UtU11'ilV1 BV1'1UflfJ~tl'l1tU~BCJ1 'VI~fJ~B'V11'1fl1'5~1 ?i1'UU1tflBULL~t'tlt!1Vl 
' . 

fi11:ULL 'WlJB.:!EJ1 LG'l'U~t.J~ Vl -)'uiumt.J 1lii'Wil'U . 
m. flW6'1:UffiiVI1.:lb 'VlfloUA 

r.J" fl1 1m1'il1LA11t~~rumwdJu1tJ(Il1lJ Finished product specification Lm::: Drug substance 

specification ~el1.:lB'I'il1flL.fl~'lllll11'Uu\JUL~V1flt! ~\11(;)'ilVI'Vlt LUCJ'U~ Bcl1'Ufl.:!1'Ufl rutm1:Ufl11B1'Vf11LLatcn 
fl1t'Vl':i1\IG'I1\J11(l.J?f'lJ ~.:!UL.n61'lJlli'11'U'vi1-!fel'1\IB\I~B'IL uuo\Juvib Vim.J L vl1'V!~B 1 'Vfl.ifli 1:U1\l11~1t!b.fl61'lllli'11'u 1V~ lli'11'u 

' .. 

~.G> Finish roduct specifica ion 

- -..-------- - ----------
f1N6'1:UU~VI1.::! b 'Vlf'IUfl 

- _____ ___:.!.__ _____________ +- - - --------------
m.m.m Assay 

lcodextrin 

-Chloride 

Sodium lactate 

-Calcium chloride dihydrate 

Magnesium chloride hexahyd ra te 

b .G'IIct ~. ~<tOAl 

ct.o~ - o.mcs: g/L 

CS:.om CS:.c;<;m g/L 

o .~~m o .l!Jc;<;<S:' g/L 

o .oCS:m o.o~)® g/L 

-Sodium m r.~ct - <9lCS:o mEq/L 
1
-. 

~-----------·- ------------- --- - -----------------~ 
m.<9l.~ Appearance of solution (?111'il l'·llt! (Clear) 

m.<9l .m Osmolality ~c;:~ - ~C::b mOsm/L 
f----------__:_ ___________ - -- - ---- -- - ------------

m.<9l.<S:' pH <t.o - b.o 



m.@ Finish product specification(~v) 

.---------- ---- -----------
m.C91.<t Particulate matter 

Size <!. C91o !J rn Not more than !vet Particles/ml 

Size <!. l!J<t' !J rn Not more than rn Particlcs/m l 

f-rn_.C91_._..,_S_t_e_ri_lit..:..y _____ _ ______ _ _ -+_C_o_m....!p_l_ie_d_ w_it_h_fi_,n_is_hed product specification 

rn.C91.trl Bacterial endotoxins Not more than o.oct cU/ml 

'VIll1f.JL'VI~ :- rmu~:UI'l'Vl:::L'Uf.Jtm~~fl1':iL1'W (waive) nl':i(;)':i1:U?IeJ'UlLfl':i1:::•vh1f.Jn1':i1~ 1~~'\.JLb?IVI~Le:Jmn':i 
'VI~f1~1'1.Jvl-3f1~1T~l~1'Ue:J'I.Jmi~1f.J 

~ ' 
- Dru~ substance specification W\l1':ir.n :u 1n1u1Lfl':i1:::~'1Je:J ~e.J~ drug substance VI~B1u 

lLfl':i1:::~ dru~ substance 'lJB-3ere.J~\i1tmh ~\1~ '\.J uU'U 1V~UU'UVI'ti-3 ~-3 "'fl1':i ':i1\llLfl':i1:::~fl':i'U'\<1f1 
Q.,o .... ~ c 

VI1'1JeJ'Ylf11VI'I.J~ 

- mruflru?ll..l'lrn'Vl1-3L'Vlfli1fol'IJB-3f.JTVI~B1 nii1 'lJe:J-3erLG'I'WB':i1fi1Wm-3 '1l..lviT ':i-3YHJ1 1~U':i:::f11f'1 L~'I.J 
' ' ~ 

eJ1~B~Lfl~'11~11uuuuffi Vll-in11viT ':i~V'If.n 1~'\.J':i:::mf'l LiJ'W~'W 1 ~~'Wfl'UVI~f.J~U\l'Uel-3flru:::m':il..l f11':i 
'\.J':i:::m~':i1fi1En 

Livul'ti~'U 

' 

e:fta'Uv':i1A1;)eN~'U~hL'U1fi1'V~ci1fJLBf1a1'~'W~Bll 6'l'l'i1£1iJB~B1U'iB'ILBna1'iL~£1eJiJel1'U1:.l 'i1£1ft:::Lil£1~~'1d 
~ ~ 

·-

C91. ~1L'U 1LeJf)?f'l'ln1'l'l~1'UeJ'UtlJ 1\il~'U'Vl:::L ~ tJ 'U~·i11'lJf.J 1 LvieJ~1VIU1FJ1 'U'lJ':i::: L 'Vll"ll 'VltJLLft:::~1LLI'l.:J (declare) 
• u 

LL Vlci-3e.J~\il 

(9).(9) 'lu~1A'~Jf11'l~'U'Vl:::Lut.Ju~h1uf.J1 ('VlEJ.L~ 'Vlt.J .rn 'Vlf.J.«. Lt~·mt>imru) 
(9).(9) . (9) 1umru~L tJ'Uf.J1~e.~~\i11 'U'\.J'l:::L'Vlf'11 'Vl EJ Vl:w1vi1.:~ 'Vltl .l!l 

m.m.lv 1'Umru~dJ'Umuw1hLYieJm':i LbU .:J J'l':i:U Vll..l1fJn-3 'Vl V.rn 
' 

m.C91.rn 1 umru~L tJUV1U1L'ih:u1nt>i1~'\.J ':i:::L 'VII"! Vll..J1 ~-3 'Vl£1.CO:: 

(9).\v 1 ufi1'1JB~'U'Vl:::L U8'l.Jf.J1 'Vlt.J.c.)/f.J .co) 'IJB.:J CJ 1~L?IUB':i11'11 'W~Bl..l':i1tJ~::: L~tJ~~1oUBf11':ifi1'Ufll..!Rrufi1'W , ' 
'" 'IJe:J~e.J~\i1Jlru.n(;11l..JVi:fi'U'Vl:::LUf.JU (finished product specification) LL~:::.Um11VIUI'lflnJf11Vj'lJe:J.:J 

l!11~~'lJ (dru~ substance specification) mru~e:J~':i:::VIl1~f11':iLU~f.J'UU.UG1.:JLLm'1JL~lJL~l..J :u:::~e:J-:1 
LL'W'ULvn?l1'l~1 LU1fi TWci1f.Jf11'l'1JBLLm'1l (fJ.<t') l..l1'W~v:w finished product specification LL~:::/ 

'VI~B dru~ substance specification Ll'lf.J'tlmLnl'IJrie:Ju1u'\.J':i:::f11f'1U':i:::f1111l':i11'11~iL~n'Vl':iBUn~ 

LL~ ::: hiLn'U l!J tJ ru 1u'\.J':i:::f11f'1U':i:::f11VI':i11'11aL~n'Vl':iBUn~ 

m. Lvna1'i~'U'iB.:Jl..l1m~1'Un1'ie.l~\i1£11 ... 
m.~ mrui/1a1e.I~~L'UU'i:::b'VIA1'VIa 

ere.~~\i1~eNiimn~·l'i1'U'lB.:!l..J1\i1':i~1LJf11':ie.J~!11tJ1(111lJVI~f1Lf1ru'flLLG1:::ltlf1'l':ii/1mun1':ie.J~ f.J1 PIC/S 
~ ~ 

(Pharmaceutical Inspection Co-operation Scheme) Ll'lEJVI'thtJ 1U PIC/S participatin~ 

Authorities 'VI~BiiLaf1G11':i1um.:~m{;l':i\J1'Uf11'leJ~\i1tJ1m:wVI~f1Lnru'flLL~:::15m'lvimum~eJ~{;1E.J1 .. 



1£1. <0) n<;rui/i~.l1e.Jft~ Lt!1.J'j::L 'V11'11 Vlf.l ( ~€1) 
'!Jv~f1-,tfnnuflru~m-sl.lrn'Hll'V!l'SL ~~En m~'Vl'Sl.:l~l5l'Srui;'l'IJ ~.:lfh'V!'U(;l~'Ul~vilmll.li;'leJ~flilv.:l , 
LL~~VIvwVivl.lnu'V!~mnruonLL~~i5rn-svi~l"l'Um-st:.J~(;)tn PIC/S l'U'Vll.ll~c.nviLG"l'UB'lllV m1u~-1 G"l111ml.l 

' 
'SBUnl<J(;)'Sl~i;'lvUL111Vil~~nl'S~U'SB~~.:ll'UU'S~nl~U'S~n1111'SlA1BL~n'Vl-svun~ 

ID.It:J mruvi b U'U~J1'U1b 'li1~1n~h~ti'S::b 'VIfl 

~~~(;)~eNi'.heJn?11'i1U'Hl.:ll.Jl(;)'iiJl'UnT~c.J~ ll'lll.I'V!~mnru~Lb~::irJm'ivi~'Unl'SCJ~(;)CJl GMP 
~ . 
'Vl1B GMP/PICs (Pharmaceutical Inspection Co-operation Science) hlt.JV!'lht.J~'l'U PIC/S 

Participatins authorities 'V!~eJ GMP clearance uuu~1~~ (;)1l.J'S€lUn1'i(;)'ilvGHlUb!ilCJi!C.J~nl'i 

~u-sv~~.:l1'Uu'S~ml"11~t~u-s~ml'l'i1A1BL~n'VI-svun~ 'V!~vmCJ(;)~eJ111'1iV>I LLillLLIJimru 
' 

m. Lvmt1'jf'lUA.n1'W'!IB~f.ITVha'UeJ'i1f'l1 ( 6'11 L 'U1mwti1f.l) • 
Ql.® CJ~ nl'i(;)':il'<illLA'i1~'1-iA(1.J.fll'W t:.J~ (;)Jlfl.!<Vit.mh ~v':iU'!J€1-:l~tJ~(;) (Certification of analysis of 

' ~ " 
f-inished product) l'Ui'Ut.Jii!i~~btJ'U~i'leJ~l~ 

bfl .l!J CJG'ln1<J(;)':ilv1LA'Sl~'l-if)ruill'V'Il(;)C)Qiu•lJeJ.:ltfllc.mh~''ll (Certification of analysis of Dru~ 

substance) vi1 <1i'l. 'Unl'it:.l~l'ltll~'U.yj~ .:lb tJ'U~fle:J~1 .:ll~~'lJe:J.:l~t:.J~ (;)CJ1 LL~~~~~lPllV!Cl~U 
.. '\J \1 .. 

Ql .Ql mni;'ll':i'V!~eJ'V!~n~1'UV'UEJ'Url11l.l~l.I'W'U~':i~'Vl11.:li'Um'St:.J~V~'lJB~l(;)C)Qiu'lJB.:lM1CJ1~1~'1J (Drus 

substance) ·iiv Ql.l!J fl\J~'Unl'St:.J~Wllv.:lt:.J~<n.fi'ru'flt.J1~1b~v'SU (F-inished product) iiv Ql.® . ~ 

Ql.~ l'Umru~'U'Vl~LDt.I'UCJll.l1nnil l!J tJ v~~eJ.:ll.l~1b'U1.fll'V'Icilt~~~m'i?im~l Lon~ term stability 

ml.lvi~'UL ~l.IL~Jil.ll 'U'Vl~L ii CJ'Utnl.llLLi;'l~.:l LL~~1~~um'S~'I'U1l.l-ru·mmJni;'l 1'i'<il1n~ilrl1'U1v'!JeJ'I 
" 

u1~'Vl 

Ql.ct 1 'Umru~'U'Vl~L iit.J'UCJl'li'BwY)1 l!J t1 v~ ~ eNil~1L 'U1m'Wci1t.JtJ~m"S~m~1Alll.ll'l~tfi'l'lJB.:lCJ1(;)ll.Jvi 

~'UL ~l.IL~l.IL 'U'Vl~L DCJ'UCJ1l.l1bLi;'l~~ LL~~ 1~-rum1~.:l'U1l.l-rmv.:l LeJm'11''ivln~ilrl1'U1v'll eJ.:lu1~'Vl 
" 

~. ~1mh~v1 

~.® ~L?1'Uf.l'i1fll ~e:J~~~Mle:J~1'1C.I1l.llBCh.:J~f.lt.J Ql V!'l.hm.mv.flru'Yi ;-ldJ'Utfl1LL'Vl'ULLG'I~'I 
~ ' 

':i1 CJ ~~LBt.J~ 1(;)A'iU~1'U (;)1l.Jvinl'V!'U!ilL'U,huvflruG'Il.ltm..t11u·ih~~'U 
' 

ct. n1'SU'j::tl'Uf'lt:U.fl1'Wl.l1vj~~2JeJU ( LLGl~~ LeJfl Gt 1'ml'i~UU1:: tl'U) • 
ct.<>l tJ1~~'1l.IBU<ii'€l.:llJe:J1CJl-a'l~bj,Jvvni1 ® tJ b L~B'U U'U~1n1'Uvi~-:~l.leJ'U . 
ct.l8 V1'VIfl~1V~vici~l.IBU v~<if eJ.:l~.:l~l b 'U'lill,~ci1t1'l u-rmv-ltJ~ n11V~'i1v1 bfl 'n::::'l-im~'U~ ~-ll.le:J'U 

' ' . . . 
dQ I 0 I i1V I ~ o ;'!!~ I ~ t( I 

ct. Ql mru'VI'V!'U1CJ':i1'1ln1'iV11n1'S1;'1l.J(;)'JBCJl~m'Vl1;'1.:Jl.leJUb'V'leJG'I-:!(9l'ilvlbA'i1~'V!Aruil1l"' 'V!'U1tJ'i1'lln1~ 
' ' 

v::~v~~l'V!U.:l~B~B'~'IJe:J~1vti1.:l L111tJ~'UlCJv~~v~?i~CJ1b~l.IBnV~1l.I~1'U1'Uvi'Vl111CJ~1u'i1'1ln1~ 
'IJ 

~ .:1 (9ld1 vi bA 11~'1-ibL~~ b D'U~-ruti ~'1JB'UI'i 11 il~·wvi b~ CJliJ el.:l 1 'U m~ (;) 'i1 vi LR 11~'1-iR illil1'V'I mruVi 
'IJ , 

'WUi1CJ1 bJL tJ'U 1 U(911l.JAru~n~ru~LU'W1~ 'Vl1ilCJ'il'lln1':i"lJeJ(;'I.:J1'U~'Vl~h.J-ruwv1'iru1m 'iLG'I'Ufl 
' 

'i1A1tJ1~.:lm=i11'lJB.:l~"lJ1C.IbL~::/'V!~B~e-J~ (;)1 'UR-f~~ eJ 1 U " ~ 

ct.~ ~'lllt~v::~v.:J-rub u~tJ'UVI L~vv11nil'Vll.IV1eJ1tl 'Vl~m~mnV~nTH~eJl.li;'lil1'W(;)1vu1~ m'i LV~., nv'U 
" ' I 

n1'V!'U~ bVI~JhiiJLiv'U 1•u 

b. Le>flG'I11b~eJ'U1'!J~'UBJ 
b.<>l 'V!1ni'Jl~L1;'1'Uv1l.l'1'1iv11'i''ULbUU (Ori~inal Dru~s) l'i'v.:Ji'i'Vltf.:~~mLG'IVI.:ltl'l'iVIVIG'IflU 

Bioequivalence "ll fl.:ltl1~ L1;'1'Um u~CJUb ViCJUflUtJ1~'ULL uu L!ilCJi~fl11~fl~l<ii'fl~L U'U 1 U(911l.J 

'V!~flLntU'flbLG'l~LL'U1Uij '111'Un1':iMm~-l~bG'Il.l~~·lJeJ.:l '11;'11l1'1j'IJB~~~Ufl~l'UAru~m'il.ln1 'S 

('- ./\.-



e:nvm LL~~cnm~V1~1\l?l1t51'H'IJ~'1J 1 un·HutuVl~L UtJ'U(;h~UV1VI11JLL uuv1"'1l1''1! 1 'VIll (\.~ 
L~'lJ'Vl:::LUV'UEJ1 NG) ?l11l'mWnLl'Ufn~LL'UULelfH'lT'H"1 1':i ~n'\~·1<fi1?ll.l1Ji:'l'lJv.:ICJ1 

" 
g-J_ ~L~\HJ~1f'11 (~'t11V) fiuvv1l1\1vmam1runnriv'lm~uri1'VI\J~ ~"d 

" " Q.l' Ql 

b1.Cil mrur.Jl:'l fn':i"'1Jtl1':i1v1LI"l'S1:::,1vltfv1f1n)1Jl'VlV11'11?l(;lif11~ LL 'WVlcJ1llL U'I.J 1 UVI1l.Jl.l1t11':i~1'1.J . ~ 

.Uvril'VI'I.J~ 

b1.l£J mrutJ~ (;li) ru-n tl1'ti'UV1-di1n L ~ tJ n Lf)uf'h., v 1 nVf v\ltl1 ~1VlLVltJ ~1U n \j 1'1.Jflru~ m ~11 n 1':i vl'V11~ bL~~ 
" m1 'I.J'li1\l L 1611'lJv\l~qJ'1Jlv:::~mLI:'l:::'lJ1f J 

~ - m11vn1ln1~'1Jv?l\l1'U~'Vl~1li~u~v1~ru1tJ~VIJl(l.Jsnv1viiitJ"S:::iinnL~EJnfi'I.J1~ti'hun'l1'U 
" 

l"lt1.J~m':il.lf11~V1'VI1~LL6l:::EJ11'1.J"S:::v:mi:'l1 (i) \Jriv'I.J1'1.JtJ"S:::rnl'ltJ~~mVl':i1f11ih~nVl~vuni 

I~ 



~1 ~1.:S LU'I ~.:S1.:S b~'lNU'U ~::ll1 ru~1\i1~u ;5' ~6'\~~bb~ ::~1 t1 ~:: b~ t1 ~fh b i~1t1 
n1~<5'~~tl~~ :ij1.:s~iJ1'Yi.:sTuriv6'111.:s 

bbUU un.ob 

G> . ;jt!LA~.:Sn1~ ~~n~ml'llnrucnm ICODEXTRIN ~ .&.:% PrRITONEAL DIALYSIS SOLUTION ~.ooo ML LlnCJ 

ith.b~mm1fi1BL~f1Yl'HJDn~ (Electrmic Biclding: cbdding) t~miJn~1V'il1m~'WD11.:tL ~.:tVW1U1C:Hll~~m'jW'lfeJt1 

\J.:su ':i~l.nru ~ctb~ 

m. VIU1li.:J1'Ub:ij1'1Jv.:J 1A~.:Jm~ 1 HI~CJ1U1t111l':i~m':iw'1Je.m ~.:svrr~v'U t1':il'lln1u 
' 

Q'l. 1.:Jb~'U.:SU'th :: ll1ru~1\i1~u~~6'1~'i Ll'llnru.nm ICODt:XTRIN ~.cto/o PlRI !ONEAL DIALYSIS SOLU rJON 

~.ooo ML ~l'W1'U b"ll.vo 'trNl i\Ju~'U ctm~,,,.K.)b.oo 'UlVl (~1LL"'Wmi.:t,jj'U"emi'W"1l.l~mJ~h.."WI'Ul'Vl!:hu) 

cr. 1uvin1VI'U~~1A1f1~1.:S ('i1A1f11.:JB.:J) ru l'W~ m f1'HI{]1Al.J YU'L ~<fb~ 
d~h.JL~U <fm~,c;nmb.oo 'U1'Vl (~lLL"umi.:sm:l.u~a.:sVi'Ut;'lll.l~m.J~'U'VIf1'Ul'Vl~lU) 

' 

cr. LLVI~.:Jvil.J1'tlti.:S'i1A1n~1.:S ('i1fl1e11.:JB.:S) 

1~tJ'illmlAl~LAfJ~Bfl~.:S'VI~.:tf1~nm 1u'i~EJ:::nt11 ~ \ J.:sutb:::mru 

b . ~1tl;'jtJL:ij'1'VIU1Vi~n1VI'U~'i1F11f1~1.:J ('i1F11 f11.:sB .:S) 'Vlf1A'U 
~ . 

m) 'l.J1tlbL'I"''Vl~L'EJ'Uf1 'l.J1l.J'Ulli'll 'l.J1Vbb'I"''Vlfl'1il'Ulllif1l':i 
't.I\J "" 

1 ~.:s'I"'~J 1tJlt1m:::m-;;w'lleJt1 

~) 'l.Jl.:lt;'ll1~'1i'u'Vl-;;l 1if:\Jf1~1 Lfl~'llm'lilU1'1J f11':i 

1 ':i.:l'l"'~nu·m\9l':i:::nT~w'llt.Jt1 

c;n) 'l.Jl.:S"l11f1i11n'l b'illil'l.J'l L[l~'?lf1 ';i(Vii!fl.:l1'l.J':il'llf11';i) 

1 ':i.:S"r'H:J l'U1t11il':i ~f11':iW'!IeJGl 

(~ 
.... : ...................... ....... tl':i~f'nvn"l"':i1Jf11"i 

......... ..... . ~ ........ m12.Jm~ 
~fl~ .. ......... ...... .............. fn"i2.J f11"i 



n'1!nru?itn ICODE.XTRIN ~.<t% PI::RII ONLAL DIALYSIS SOLU fiON \!:J,ooo ML 
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~ . 
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