
. ~ . . ' 

b~B.:J tJ-a~n111111fl1~Bb1"1JJlrusvi~n ICODEXTRIN m!.ct: PERITONEAL DIALYSIS SOLUTION l€l ,o oo ML 

~1t:J15tJI~ n1111 11fl 1~h~n'VIIB'ilm1 (e-bidding) 

..;J~Vll\1leJUm1'1lli1tJ 111lt.J h~'Wt.I1'U1i:11?l'i~m~YJ'1J~i:1 ~m1~tJd~?l~rl"il~tJ~~mm1A1~ml'1JJi'ru.vit.J1 
' 

ICODEXTRIN mi.&: PERITONEAL DIALYSIS SOLUTION lv,ooo ML ~lt.J16tJ'i~nJI1l'i1A1~b~nvrmun~ (e-

bidding) 'i1A1nm~'1Je:J~~1'W~e:J 1 'Wn1'iU'i~nJiil'i1A1A~~.Q bU'Wb~'W~~~'W <f:<9llv,m<9lb.oo 'U1'VI (Vl1bb?I'WV!~~V!~'W?Ie:J~ 
" ~'W?I1~~e:Jt.J~uVlnm'VIrfl'W) 1?11m1t.Jm'i \?l~u 

calcium chloride lv<f.m! mg/ ~1'Wl'W 

<9loo mL + icodextrin ml.<f g/ 

<9loo mL + magnesium 

chloride <f.o~ mg/<9loo mL + 

sodium chloride <fm~ mg/ 

<9loo mL + sodium lactate 

~~~ mg/<9loo mL solution for 

peritoneal dialysis, \v L bag 
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~ (9) bl1 ~lv ml) 
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calcium chloride klct.b'll mg/®oo "il1'U1'U b'llklo 'V1til/bottle 

mL + icodextrin b'll.ct g/®oo ml + 

magnesium chloride ct.o~ mg/ 

®oo mL + sodium chloride ctr;n~ 

mg!®oo mL + sodium lactate 

~~~ mg/®oo ml solution for 

peritoneal dialysis, kJ L bag (GPU) 

(ct®~~~~~~ - ~(9)r;n~klb'll) 
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Vl1nth1n!]l'ie:Jfl ru~m'jl.J n1'j'WOJ1'jb\J1e.J61 n1";i'\.J";i:::ml?l'j1fl1Bb~ n'Vl'je:JtJn~11 ne:J'UVI~e:J 1 'U'Ilru::: 

~:Wm1"WOJ1'jru1-1le:J L?l'U e:~ :ner~1..1-1le:J L?l'Ue:J'j1CJ 117lm:::vh n11ei''UL U'Um1.U171'1Jl1'1 m'j LL~-:J.U'Ue:J~1'1L U'U5'j'jl.J\?11l.l-ife:~ C91.ct 
~ 

(®) Lb61:::A ru::: m'jl.J n1'j., L~e:J11:Wm'jm:::vhei''UL U'U m1.U1?1'1Jl1-:Jn1'j LL~-:J.U'Ue:J~1'~ L U'U5'j'jl.J Aru:::m'jl.J nl'j., :u:::~(i) 
'j1CJ~€Jer~'U-1Jm?~'Um1CJ,!'Ue:~e:J nOJ1 n m";ib u'Uer~'U-iJm?l'Ue:J bb61::: ~'~VIll?l :u:::'W:u11ru161'~1 'Vl'tfer~'U-iJm?l'Ue:J~'~ n~11 b u'Uer 

'U 'U 'U 'U 

~'~'~1'U bl'Ubbl'i ~'~VIll?l OJ:::'W:u11ru1L ~'U-.h er~'U-1Jm?J'Um1CJ1i'UiJ1"1iLu'U~b~l.J 1 'IX:Wm";im:::vh~'~n~1lbb61::: 1m'~Xfll1l.J 
~ ~ 

~ll.l:iJmu'U'\.J'j~ 1CJ"1l"L1 l'ie:~m'j'WOJ1'jru1'1Je:J'~ ~'~wr(i) 

<t.C910 ~~'U-iJm?l'Ue:~:u:::lii'e:J'IuiJu~ ~'~,i 

(e91) ui]u~1?11l.lb1e:J'U 1'1J~'j:;:~ 111 'ULe:J n?\1'j'\.J'j:;: mm1A1B b~ n'Vl'jeJDn~ 

(®) 'j1fl1~L?l'Ue:J:u:::lii'e:J'~LU'U11fl1~'jll.Jm;;~61fi1b~l.J LL61:::m;;~'U1 (li'1:i1) 1ll.J 

(ct) er~'U-iJflb?l'Ue:Jiii' e:J'IPl n"tJ1 bb61:::vl1fld1l.JL-iJ1 1'J L 'U";i~U'Ubb61:::i5n11b?l'U€J11fl1 ~l t.Ji5 
~ 

U";i~nJm1fl1~L~n'Vl1e:JoUn~ 'Ue:J-:Jml.lUqJ:Unm-:~~LL;;'ll?l-:J111 'Ub~'U 1'1l~ www.gprocurement. go.th 

<t. (9)(9) fi61ruru11ii'e:J-:~~(i)v11 Lbe..~'U m"jv11-:~1'Um1 '!Xmt.~ 1 'U b'1l l''U uui11?l:u1nl''U61-:~'U1l.J 1 'Uii1ruru1 
'U QJ Q.l Q.l QJ 

tl?l CJ~I?lv11 LLe.J1.J m1v11-:~1'U 1?11l.l L e:J n;;'l1";i LL 'U'U'vil t.J Le:J n ;;'111'\.J";i:::: ml?l ";i1m~ L~ n'Vl1e:JD n~ Ll1.JLLI'i L U'U m ru61 ru ru1~:W m CJ hJ 
v v ' 

_ bii'U r;;<(o l_1..1 Vl~e:J61'n.JDJ1l-:JL~l~Ln'Y__ctoo,o.Qo_ 'U1'Vl~-:~d Lbe.J'Unt_";ivl1-:J1'U1'!Xomll'UL€Jf);;'ll";icil'U'VIi'i-:~-'Ue:J-:J61'f!!qJ1 



cr. 

ct.® lum':i'W'ill'WJ1e-JI:ln1':i~'UoUm6'1'lteJU':i:m11il':ilAlB6~nVI':iBtJn~rl:rd .J-.:rvr'Jiil'il~ 
'W'ill':i~l.n\9llil~'U blilCJ 1-li'Vl~mnruo/i ':ilAl 

oQo tl d v 
ct.® n1':i'V'J'ill':iilllt:-J'il'U~n1':iCJ'U'IJe:Jb6'1'UB 

" 
mriTiiVI~ mnruo/i':ilAl1 'Unl':i'W'ill':irul~'IJ'U~ n1':i~'UoUm6'1'UB oJ'IVlllil 'il~'W'ill':iilll'illn 

" 

ct.m Vlln~~'U-tim6'1'UB':ilCJ11ililAru?l~u~hlt~nri'B'I~l~oUB 19 Vl~B~'UVI~mil'Unl':i~'U 
'U 9 'U d3 

oUe:Jb6'1'UB hJt~n\91€1'1 Vl~B hJA':i'Ut\''J'U~l~oUB m Vl~B~'UoUe:Jb?I'UB hJt~nrlB'I\9ll~oUB C.: Aill~n':i':i~nl':i'W'ill':iillle-11:1 nl':i 
" " U':i~mmlAlB6~n'VI':iB'i'Jn~'il~ hj~u'W"ill':irulim6'1'UB'IJB'I~~'UoUm6'1'UmlCJt!'U 6l'U66~ ~~'UoUm6'1'UB':ilCJ 11il 66'1'\.JB 

" " 
6Bn6'1l':iVIl'l 6 VIAtJ AVI~B':ilCJI:l ~ 6BCJiilAru~ n~ru~ 6Q'V'Jl~'IJ€1'1~6'11il~'il~'1Jl CJ 1JJA':i'U t\'1'U Vl~e:Jb6'1'UB':ilCJI:l ~ 6BCJiil 66~ n~l'l1 U 

' ' 
'il1m1B'U 1'1J~~'IV!lliltl1Vl'Uiil1 i1 'UU':i~nll"l 661:1~ 6Bn6'11':iU':i~ n'Jiil':ilA1B 6~ nVI':iBtJn~ 1 'U~'1'U~:lJ1 ~?11':i~61'1AL1] 661:l~A11~ 
66~n~l'lt!'U 1JJ:iJt:-JI:lvh 1 Vf6nlilm':i H16LJ~CJU6~mu~CJu ~B~~'Uim?I'Um1CJ~'U Vl~mtl'Um':i~lil'V'Ji:lllil6~nuBCJ Aru~ 

" 
m':i~nl':i'1 m'il'W'ill':iill1WB'UU':i'Un1':i\9llil~VI5 ~~'UoUe:Jb6'1'UB':ilCJ,1'U 

" 

(®) 6?i'UB':ilCJI:l~6BCJiil66~n~l'11 U'il1m1B'U 1'1J~rhVI'Uiil1 'UbBn?ll':iU':i~mlil':i1A1 
B 6~ nVI':iBtJ n~~ 6 tl'U?I1':i~61'1A ru Vl~BlJe-Ji:lVh 1 VI 6fllilA'11~ 11'l 6 U~CJ'U b~CJ b u~ CJ'U 66n~~'UoUB 6?i'UB':i1CJ~'U 

v " 

cr.cr 1'Um':i\9llil~'Unl':iU':i~mlil':ilA1B6~nVI':iB'i'Jn~Vl~B1'Um':ivh~L1JL1J1 Aru~m':i~m':i 

'W'il1':iru1e-JI:l nl':iU ':i ~mlil':il AlB 6~ nVI ':iBtJn~Vl~B~'IVl'Jiil:iJ~VI51 Vf~~'UoUe:Jb6'1'UB~66'il'loU €1 6 Vi'il'il~'l 6 ~~ 6~~ HJ ~'IV!llil :iJ 
" 

~VI5~'iJdJJ~u.Um6'1'UB hl~U':ilAl Vl~Bhlvh~ruru1 V!1n.UmVi'il'il~'l~'ln~ll1d.J6VIJJ1~6'1~Vl~B1JJt~nl'lB'I 
v v " 

cr. b oJ'IVlllilVI':i'l H<j'~~VI5~'il~ 1JJ~m1Al~l6'11il Vl~mlA1Vl~'~':i1A111il Vl~mlAl~66'1'UB 
' 

~'IVI~Iiln1\9l 661:l~Bl'il'W'il1':iilll6~Bn~B 1 'U'<iJ1'Ul'U Vl~B'U'Ullil Vl~e:JbQ'V'Jl~':i1CJnl':iVI~'I':i1CJn1':i 11il Vl~BBl'il'il~CJm~nnl':i 
U':i~n'Jiil':ilAl~6~nVI':iBtJ n?l'11ilCJ 1JJ'W'iJ1':iill1~1il~e:Jbl:lCJn11'l 6'11il66~'il~1~'il1':iill1 ~'1-d b~BU':i~ bCJ'1J't1'1JB'IVIl'l':i1'lln1':i6tl'U 

' 
61'1AL1] 661:1~1Vf~Bl1n1':i\9llil~'U'IJB'I oJ'IVlllil6tl'U6~1il'1Jllil ~~'UoUe:Jb6'1'UB'il~6~CJn~B'Irll1-U~1CJ Vl~BAl6~CJVllCJ11il1 5Jl\9l 

':il~~'I~'IV!llil 'il~'W'ill':iilllCJ m~ nm':iU':i~mlil':ilA1~ 6~ nVI':iBtJn~ 661:1~1:1'11 VI~~~'UoUe:H6'1'U m tl'U~~'I'Il'U 1JJ1l'il~ 6 tl'U~ 
" " " 

~'UoUe:Jb?I'UB~1\9l~'Unl':iAiil6~BnVI~B 1JJn~1~ Vl1nlJ6Vl~~6~€J~B 11'll1n1':i~'UoUe:Jb?I'U€Jn':i~'Vlln1':i blilCJ 1JJ6'1'il~~ 6~'\.J nl':i 
' ' 

66'1'\.Je:Jb€1 n?ll':ieJ'Ub tl'U6 Vi'il Vl~B 1oU~€l'UAAI:l5':i':i~lil1 Vl~€ltJ~'U AAI:l~'U~l b?I'UB':i1 Al b6 VI'U b tJ'U\91'\.J 
' ' 

(i\'16tJ'U'Il'U~l~6€ln6'11':iU':i~mlil':ilAl~6~nVI':iB'i'Jn6'111'l Aru~n':i':i~m':i'W'il1':iillle-JI:lnl':iU':i~mlil':ilAlB6~nVI':iBtJn~ 

Vl~BoJ'IVlllil 'il~ 1 Vl~~'UoUe:Jb?I'UB,1'U~66'il'l 661:1~ 66?ilil'IVI~ nt\il'U~Vll 1 Vl6~B 1\9l'J1 ~~'UoUB 66'1'UB?I1~1':it\(i\'l 6 tJ'Unl':i~l~ 
" .., " 

be:Jn6'11'Jtb~mm1AlBb~nvnD1Jn?1'1'lii\?1~'il?i~'U'HW vtlnrh:ffbb'il'lhhth..J~~u~-:J1#1 ~'lvtl\!1 iJ~'VIB~'il~1:W~u-irm?l'U8 
" Vl~B 1:JJ~'U':i1Al'1JeJ'l~~'UoUB b6'1'UB':ilm1'U ~'1-Q' ~~'UoUB b6'1'UB~'In~ll1:!JiJ~VI56~ CJ n~B'lAl1oU~1CJVI~BAl 6~ CJVI1tJ 11il 'l 

" " I 
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U':iln{)1l:iJm':in':i::;vh~6oUl~moJru~~~'UoUB6?1'U€l~'lJ'U::;nl':iU':i~nJiil':ilAlVI~€l~1~-runl':iAiil6~€ln:iJe-~G1LJ':i::;1c.J'll11 



~l:W rl'W Vl~e:JiJ~l'W lil b~ ~ nu~~'W-1i'm?!'W ern~ 5'U Vl~e:J'UV1'Vl1\l f\1'~ bb ~\1-lT'W eJ ~1\1 b U'Wt)'j'j:IJ VI~ eJ ?f:W ~e:J:W rl'W nu ~~'W 
v v 

.Um?!'We:J'j1~5'W V1~m~1V11hffi 'Wn1'jb?f'Wm1rn Vl~e:J~e:J-:hm~vh nT~'VFil~(>l5'W 1~ 1 'Wn1'j b?f'Wm1rn 
' 

c:r.~ Vl1n~~'W-1i'm?!'We:Jsg\lbU'I.J~i.J'j~neJ'Un1'j SMEs b?f'Wm1A1(."l\ln'h.i1A1~1(."l~'1Je:J\I~~'W 
'lJ 'U \J 'I 'U 

.Um?!'Wm1~5'W~hJLn'W~eJ~!;l~ (9)0 1~VI1.h~.:J1'W'1le:J\I-r\i~~~e:J~~~1\1~1n~i.J'j~ne:Jum~ SMEs ~\ln~111~~~~ 
... v 

b~ ~\1~1~'U~~'W-1i'm(."l'We:J"It\lb U'W~i.J'j~ne:Jum~ SMEs 6/t\1 b(l'lJe:J'j1fl1(."l\l n11'j1f11~1?!~'1Je:J\I~~'W-1i'm(."l'Wm1~5'W hi Ln'W 
'U 'U 'U 'I 'U 

~e:l~!;l~ (9)0 ~'<il~b~~n:IJ1vl1~qjqj1hibn'W m 'j1~ 

~~'W-1i'e:J b(."l'We:J~ L tJ'Wn~m~~1:wr!h~'<V~ 1~i;1'Vl5(111:1Jl~'jf1VI~\I ~L-1i'1~l:wri'1'Vlm1~~~~e:J\I 
v v ' 

~\I.Q' ~i.J'j~fle:J'\Jn1'j SMEs ~'<il~ 1iflb~:WI'ie:Jif1'W'j1f11(111:1Jl'j'jf1VI~\I '<il~~e:J\IlJ1\Il~'W~turu1(."l~(."l:W v v v 

m:wui.JfiV1'lJ'j'J:wnm1 A1~b?!'We:J 1 'WA.f\I.Qb~,rK1 iJ:w!;lAl'jl:w n'U hi bn'W:w!;1A1'1Je:J\I'j1~ lii'(>l1:1J'V'W1V1~~'W'Vl~ b u ~'W H nu 
~ v v 

?f(ll. 

cr . ~ Vll n~~'W-1Je:J b(."l'We:J lifL(l'WeJ~(1~~1if-ru fl1'j-r'lJ'jeJ\I LL!;l~ e:Je:J nbfl~e:J\IVI:IJ1~i;1'WA1~t:J~(>l 
v ' 

m~1'Wi.J'j~b'Vlf11'Vl~ (Made in Thailand) '<il1fl(l.fl1eJ(>l(."l1VIm~:wLb'IA\Ii.J'j~L'Vlf11'Vl~ b?f'Wm1A1?f\lnll~1f11~1(."l~'1Je:J\I~ 
'I 'U 'I 'U 

L(."l'Wm1f11~1CJ5'W hi Lfl'W~e:J ~!;1~ c:r 1 ~~~~e:J~~~1\I'<il1 n~~'W-1Je:Jb(."l'We:J~ L(."l'WeJ~(."lV1~1if-rum~-rmeJ\I LL!;l~ Btl n 
v ' 

Lfl~e:J\IVI:IJ1~i;1'WA1~t:J~(>l m~1'Wi.J~~L'Vlf11'VltJ (Made in Thailand) ~1fl(."l.fl1eJ(>l(."l1VIm'j:IJLL'IA\Ii.J~~L'Vlf11'VltJ 
' 

e:J~\1 Vl1n 1 'Wn1~L(."l'Wm1rnA.f\IJ'W ~~'W-1i'e:Jb(."l'Wm1CJ 1~iJAru(."l:wtii~.:J-1JeJ b.~ Lb!;l~.Ue:J b . ~ 1 ~~ 
v ' v 

L(."l'lJe:J'jlfl1'j1 CJ,i'W 1~ LL~:W\?le:J 1 'Wn1~ b?f'lJe:J'jlf11(."l\lfll1~i.J~~neJ'U n1~~ltJ5'W 1:JLn'W~e:ltJ!;l~ <9lcf 
v v 

c:r.(9)o Vl1n~~'W-1i'm?!'We:J"It.:Jin~~i.J~~ ne:Jum'j SMEs LLI'iL U'W'UAA!;lti~'j:IJ~1~ne:J~ru'1J1~l 'VltJ 
'lJ \1 'I QJ 

Vl~e:JU~L!flfl!;l~~~ ~\I~'W (>ll:IJ fl!JVI:Wl ~ 1 'Vl tJ b(."l'W m1 fll~ \1 nl1'jlf11~1~ ~'/Je:J\1 ~~'W.U eJ L(."l'W e:J"It\1 L U'WL!flfl!;l ti~~:W~1~:iJ1iln e:l 

~qj'1J1~1 'Vl ~VI~e:JU~L!flfl!;l~~V1~\I~'Wm:W fl!JVI:w1tJ'1JeJ\II'i1\li.J~~ L 'Vlf11:JLn'W~e:ltJ!;l~ m 1 ~~V1~e:J~V1~1\I rl'UL!flfl!;lti'j~:IJ~1~ 
ne:J~qj'1J1~1 'VltJVI~eJ'\J~L!flfl!;l~~~~\I~'Wm:Wn!JVI:w1tJ 1 'VltJ~\1 n~T:J 

~~'W.Um(."l'W e:J~ b U'W n'<il fl1'j~l:WA 1~'<il ~ 1~i;1'Vl5(111:1Jl ~~flVI~ \1 ~ L -1i'1~l:WA1'Vl mltJ ~~~ e:J\1 
v v ' 

L U'WL!AA!;lti':J'j:IJV)1~neJ~qJ'V1~1 'Vl ~VI~e:JiJ~L~AA!;l~~~~\I~'Wm:wn!JVI:Wl tJ l 'Vl tJ 

" 
b . m ':J vi'161'ruru161ie:J"U1tJ 

"' "' 

b.<9l 1 'W mru~~'V'W~ m~i.J':J~ fld~'j1f11B L~ fl'VJ'je:JU n~ 6'!1:1J1~rl~\I:We:J'U~\1'1Je:J\11~fl~'U~l'W v 

m~ 1 'W cf l'Wvl1n1'j 'IJ'ULLI'il'W~vl1oVeJ(>lfl!;l\l~eJ ~\IVIl~'<il~ Vj'<iJ1'jb\J1~~v\'1-1JeJ(>lfl!;l\lbU'WVI'IJ\I~e:JbL'Vl'W n1~vl1~qjq)1(111:1J 
LL'U'U~tutul~\l'j~'lJ 1'WoVeJ <9l.m n1if 

v v ' 

m~1'W cf l'Wvl1n1'j Vl~e:J ~\IVIl~L~'Wl11:J(."l:Wfll~~V1vl1oVeJ(>ln!;l\lbU'WVI'IJ\I~eJ (111:W-1Je:J b.<9l ~'1J'W~n1':Ji.J':l~m~~1f11 
v 

B b~ n'VJ'je:JtJn~'<il~~eJ\Ivl1~ruru1~e:Jm:w LL uu~ruru1~\l'j~'lJ 1 'W-ire:J <9l .m Vl~e:Jvl1oVeJ(>l n!;l\1 b U'WVI'I!\I~e:J nu~\IVIl~mtJ 1 'W 
v v v v 'I 

(9){( l'W 'l!uilV1'<illfll'Wffiil-ru LL~\1 LL!;l~'<il~~e:J\111\IVI~fli.J'j~ rl'W~qjqjlb U'W~1'Wl'Wb~'Wb vh nu~mm~ c:r '1Je:J\I'j1f11A1 

~\1'/Je:J\I~i.J'j~ m~~1A1B b~ fl'Vl'jeJUn(."l1 ~~\1VIl~8V1ne:J l i1 'W'll ru~v\'1~qjqj1b~CJ 1-ffVI~ni.J'j~ rl'We:J~1\IVI~\Ie:J~1\11~ 
~\ll'ieJ1i.Jd 



(m) Vl11~~eJ~TtJ~~n\J'lleJ~Li'W1A1~mCJ 1 'W'IJ~~ b 'Vlfl l?l 1:wl91'-;mch~~Aru~ m~:w m~'W 1mnCJ 
n1Vl'Wii1 v1~~~u 1 wueJ (9).ct (tv) V!~t!'il~ dJ'WVl11~~eJ~1tJ~~n'WB b~ n'Vl~ t!'Wn~m:w15m~~m:wuru~mn~ n1V!'W{i) 

' v 

(cd Vlt!~~€!~1'\.J~~n'W'lleJ~u~~'Vl b~'W'Vl'W Vl~eJu~~'Vl b~'W'Vl'WV!~ n'Vl~V>J8~1~~ueJ'Wru11'11t4 
~ 'I 'I v 

tJ~ ~ neJu n 'il m ~ b~'W'Vl'W b vleJ m ~V>J1 ru"l! 8 bb61 ~ tJ~~ n eJu 5~ n'il ~ 1'\.J ~~ n'W l?l1:wtJ ~~ n 1 fl'lleJ~Li'W1 A1 ~ bb vi -:~tJ ~~ b 'VlflL 'VlCJ m:w 
' ' 

~1CJ~eJu~~'Vlb~'U'Vl'W~Li'U1m~bb vi-:~tJ~~b 'Vlfll 'VlCJ bb:il-:~ b1CJ'W 1t4'Vl~1u Lli1CJeJ'U L61:w 1 mil?l1:wl9l'lt!~1-:~Vl11~~eJ ~1'\.J~~ n'W'lleJ~ 
' ' 

5'W1fi1~~Aru~m~:wm~'W LCJ'U1CJ n1Vl'Wii1 v1-:~~~u 1 'U-U't! <9l.ct (\v) 
' 

" Bb~n'Vl~eJ'Wn~ (~'ll 1CJ) oW'W'il1n-U'mm~'Wm:w~ruru1~eJ'll1CJbbG'i'l 
'V 'U v v 

~-:JV!l{i) 'il~~1 CJrh~-:~'lleJ~~~ 1~~1:wm~~61ri1 b ~:wl?l61eJii1'il'Wm~m m~'W 1 bb61~ri11i~1CJ~-:~'\.Jl-:~ 
~lmbG'i'l1t4bbn~~'U-U'm61'WeJ~1~~um~A'{i)b~eJn 1t4b'lJ'W~'lJ1CJ Lli1mb u~eJeJmU'W (9)\v -:~11i1v1~-d 

~ ~ 

-:Jlli1~ (9) b uu'il1'Wl'Wb~'W 1 wJ'm1~eJCJ61~ (9)0 'lleJ-:JA1~-:J'lleJ-:J b~eJ~'ll1CJ 1~~-:~:weJu~611i1CJ11ln~eJ-:~ 
'IJ ' 'IJ 

~-:~V!:wli1bb6l~~uH~~Vl:wli1 1t4bbG'i'lb61~'ilmCJ1'W ~o l''W 

-:~1{i)~ tv bU'W"il1'Wl'Wb~'W1'WeJ'm1~eJCJ61~ (9)0 'lleJ-:~ri1~~'1JeJ-:~ b~eJ~'ll1CJ1~~-:~:weJu~61{i)CJ111n~eJ-:~ 
'IJ ' ~ 

~-:~V!:wli1bb6l~~uH~~Vl:w{i) 1VfbbG'i'lb61~'ilmCJ1'W ~o i''W 

-:Jl(i)~ m bU'W"il1'Wl'Wb~'W 1 'WeJI?\~1~eJCJ61~ (9)0 'lleJ-:JA1~~'lleJ-:~ b~mr'll1CJ 1~~-:~:weJu~611i1m11n~eJ-:~ 
'IJ ' 'IJ 

~~Vl:Wii1bb6l~~uH~~Vl:Wii1 1Vfbb~lb61~WnCJ1'W ~o l'W 

-:~11i1~ ct b u'U"il1w'W b~'W 1 'WeJI?\~1~eJCJ61~ (9)0 'lJeJ-:~ri1~-:~'lJ eJ~ b~eJ~'ll1CJ 1~~-:~:weJu~611i1m11n~eJ-:~ 
'IJ ' 'IJ 

~-:JVl:Wii1bb6l~~uH~~Vl:Wii1 1t4bb~lb61~'ilmCJ1'W ~o l'W 

-:Jlli1~ ~ b U'W"il1'Wl'Wb~'W 1 'WeJm1~eJCJ61~ (9)0 'lleJ~A1~-:J'lleJ-:J b~eJ~'ll1CJ 1~~-:~:weJu~611i1CJ111n~eJ~ 
'IJ ' 'IJ 

~-:JVl:Wii1bb61~-ru H~-:~Vl:Wii1 1 VlbbG'i'lb61~'ilmCJ 1 'W ~o l'W 

~l{i)~ b bU'U"il1'Wl'Wb~'W1'WeJ'm1~eJCJ61~ (9)0 'lleJ-:~ri1~-:~'llt!-:~ b~eJ~'lJ1CJ1~~-:~:weJu~61{i)CJ111n~eJ~ 
'IJ ' 'IJ 

~-:~Vl:wli1bb61~~u H~~Vl:w{i) 1t4bb~lb61~'ilmCJ 1 'W ~o i''W 

\llli1~ b"1i bU'W"il1'Wl'Wb~'W 1 'WeJm1~eJCJ61~ C9lo 'lleJ-:JA1~~'lleJ~ b~eJ~'ll1CJ 1~~-:~:weJu~611i1CJ111n~eJ-:~ 
~-:JVl:Wii1 bb61~~u H~~Vl:wli1 1 Vf bbG'i'l b61~'ilm CJ 1 'W ~o l'W 

'IJ ' 'IJ 

-:~1{i)~ ~ b u'W"il1'Wl'Wb~'W 1 'WeJI?l ~1~eJCJ61~ (9)0 'lleJ~ri1~-:~'lJ e1-:~ b~eJ~'ll1CJ 1~~~:weJu~611i1m11n~eJ\l 
'IJ ' 'IJ 

~~Vl:Wii1bb61~~uH~~Vl:wli1 1t4bbG'i'lb61~'ilmCJ1'W ~o l'W 

\llli1~ ~ b U'W"il1'Wl'Wb~'W 1 'WeJm1~eJCJ61~ ~ 'lleJ-:JA1~-:J'lleJ~ b~eJ~'ll1CJ 1~~-:J:WeJ'U~611i1CJ1~n~eJ\l 
'IJ ' 'IJ 

~-:~Vl:wli1bb6l~~u H~~Vl:w{i) 1 VfbbG'i'lb61~'ilmCJ 1 'W ~o l''W 

\ll{i)~ (9)0 b u'W"il1'Wl'Wb~'W 1 'WeJI?\~1~eJCJ61~ ~ 'lleJ~ri1~-:~'VeJ-:~ b~eJ~'ll1CJ 1~~-:~:weJu~611i1m11n~eJ-:~ 
'IJ ' 'IJ 

~~Vl:wli1bb61~~uH~-:~Vl:wli1 1VfbbG'i'lb61~'ilmCJ1'W ~o i''W 

\l11i1~ (9)(9) b'U'W"il1tn'Wb~'W 1 'WeJm1~eJCJ(;l~ ~ 'IJe:J-:Jrh~\l'lleJ-:1 b~m:l'IJ1tJ 1~~~1JB'U~611i1CJlfln~eJ-:~ 
'IJ ' 'U 

~~Vl:wli1bb61~~uH~-:~Vl:wli1 1VfbbG'i'lb61~'ilmCJ1'W ~o i''W 

-:Jlli1~ (9)\v b U'W"il1'Wl'Wb~'W 1 'WeJm1~eJCJ61~ ~ 'lleJ-:JA1~-:J'lleJ~ b~eJ~'ll1tJ 1~~-:~:weJu~611i1CJl11n~eJ-:~ 
'IJ ' 'U 

~\!Vl:Wii1bb6l~~u H~~Vl:Wii1 1t4bb~lb61~'ilmv 1 'W ~o l'W bb61~ ~\!Vllli1 1~m1'il~u:weJu~-:~'IJe:m1vu~eJmbG'i'1 



~- eJ\9l "'a 1ATt.J~u 

ATt.HU1911:Wbb'U'U~blJblJ1~eJ"tJ1t.Jbb'W'UVht.JbeJn?l1~th~mm1f11~h~nVl~Bi1n61-d Vl~eJoVB\llnr;'l\l ~eJ 
<tJ1mtl'Www\l~B 1 ViA(;) 1 mYI91~ 1 ~eJt.J(;l~ o .tvo <tJB\l~1f11A1~\l<tJB\l~c1\l1~1vi'-ru:wBu~B1'W 

~'1J'W~nwt.J~~m(;l~1f11Bb~ nVJ~eJiJ n61 ~'l1vi'vh~ruru1~eJ"tJ1t.JI'l1:Wbb'U'Uiii'\l~~u 1 'WoVeJ <9l.m Vl~B 
~ v v q 

vhoV'eJI9lnr;'l\l~eJ b U'W'Vlir\l~B bb!K1 bb~mru ~~lii'B\l-ruu~~ n'W m1:w'l!TJ{;l'lJ n'V1~eJ\l<tJB\l~\l<tJB\l~~eJ<tJ1 t.J~ bi'l(;l~'Wmt.J 1 'W 
' 

~~t.J~nm1~t!Bt.Jn11 (9) tJ iru~(;l~1n1'W~ ~\l'Vll(;l 1vi'-ru:wBu~\l<tJB\l1(;lt.JiileJ\l~u~(;lm~'1iB:wbb'll:wbbm<tJ1m.Vmoa1vi' 
~til'lb&i:wmt.J 1 'W mo l'W iru~(;l~1nl'W~1vi'-rubb~\lf111:W'l11~(;1'\Jn'V1~eJ\l 

' 
< ' ' 

<0) o. oV'v61 \l1'W~VJ51 'Wm~8'W.Vv bG'l'Wv bb6'1 ~B'W 6] 

(9)0 . (9) b~'WA1'W?l(;l6"11Vl-rum~cSe:J A~\l.Q 11ii'm~1m~'W\l'Utl~ ~m rutl~~'o\hu '1'1.1'1. lvctbb'll 
' 

m~r;'l\l'W1:W 1 'W~rut1J1~~ m~vh 1vi' ~m~eJ~\l'Vll(;l 1vi'-ruv'Wil'~b~'WA1'W?l(;l~1 m~'W 
v v q , 

\l'Utl~~mrutl ~ ~oJ'1u vtl'l . tvctbmJ bb!K1bvhJ'W 

<9lo.tv b~ eJ~\lV!l(;l 11ii'A(;lb~eJn~~'WoVm?l'Wm1t.J 1(;1 1 VlbU'W~"tJ1t.J bbr;'l~ 1vi'l9lnr;'l\l~eJ~\l'lJeJ\lvl1:Wn1~ 
v v 

tl~~ nJ(;l~1f11 B b~ nVJ~eJiJ n61 bb!K1 ~ 1~"1J 1 t.J ~~Iii' eJ \l ~ \lVI~m11~\l"tJ e:J\llii'\l n~ 11 b .V 1:w1 ~1 n~1\ltl~~ b Vl!'l bbr;'l ~"tJ eJ\lJ'Wiile:J\l 
v 

thboV1:JJ11(;jt.JVJ1\l b~eJ 1 'Wb~'WVl1\l~iJ b~tl 1 Vl m&i'WeJ ~ bbr;'l~?l1:WTW 1 Viu~m~-ru<tJ'W 1vi'l911:w~-rro:w'WI91~11m~m~VJ'j1\l v ~ 

f1:W~1f1:Wtl~~ n1!'1 n 1VI'W (;) ~~'WoVe:! b?l'W eJ~\l b U'W~"tJ 1 t.J ~~Iii' eJ \lDDU~\91 1:W n~VI:!Jl t.Jl11ii'1 t.J n1 ~~\l b?l~:W n1 'J'\'11 UJ'[jt.J'W1l 
.., '"' (;1\l'W 

( <91) bb~\l m~~\lVI~ m.!1 ~ \l"tJ eJ\l~~eJ"tJ 1 t.J \il\l n~ 11 b .V 1:w1~1 n~1\ltJ "J ~ b Vl A~ eJ m:w b~1vh 
mt.J 1 'W mJ l'W ir'U~\lbb~l'W~~"1J 1 t.J~\l Vl~eJ~e:J "tJ eJ \l~1n ~1\ltl"J~b Vl A bl'Wbb~ bU'W"1Je:J\l~-rro:w'WI9l~l1m~m~Vl~1\lf1:W'W1f1:W v •• 

tl~~ml'lt.Jmi''W1 Vl'U~"JVln 1(;lm~eJ~'W 11ii' 
' 

(tv) ~(;1m~ 1 Vi~\l<tJe:J\l~~e:J<tJ1t.Jiii'\ln~11m~Vln 1(;jm~eJ 1 Vlt.J Vl~m~B~iJ~VJ5b-dt!b~t.J1n'U 
' 

b~eJ 1 Vlt.J ~1n~1\ltl"J~bVlA:W1cJ\ltl"J~bVl A1 Vl t.J bl'Wbb~~~ 11ii'-rueJ'WbU 1 \91~1nm:wb~1vh 1 Viu~~Vln~\l"tJeJ\l,!'W 1(;jm~eJ~'W~ 
' "' ' 

in-db~e:l 1 Vlt.J ~\l ~~lileJ\l1vi'-r'UeJ'Will1\91 b-ci'WJ'W neJ'W'U'J~Vln"tJB\l~\l b~e:l~'W Vl~eJ b U'W"1JeJ\l~-rro:w'W\9l~l1n1~m~Vl'J1\lfi:W'W1f1:W 
'I v , d.!! 

tl"J~ml'lt.Jmi''W 1 Vl'U~~Vln 1(;jm~eJ~'W 
' 

~\l b?l~:W nl~'\'1 1 UJ"IJ t.J'W 1l 

(9)0. m ~~'WoVElb?l'We:J~\l~\lV!l(;l 11ii'A(;lb~eJmbiK1 1~1 tlvh~ruru1 VI~eJoUeJ\91 nm~e:J b U'WVIir\l~eJ 
'U - v v 

mt.J 1 'Wnm~n1VI'W(;l lii''l~~u 1l1 'WoVeJ m~ ~\lVIl(;l~~~'UVI~ntl"J~n'Wm~~'WoVm?l'WeJ Vl~m~t.Jn~eJ\l~1n~e:JeJnVIir\l~eJ~1 
' v 

tl~~ n'W m~~'WoVe:Jb?l'We:JVl'WVl bb~ ~m~'W~1~ru1 b~ t.J n ~eJ\l1 Vl"IJ(;l 1.Vm1:W b~ t.J VI1t.J~'W (~1lJ) 'J1:W~\l~~-w~1"Jru 11 Vlb U'W~~\l 
v 

(9)o.ct ~\l'VIl{;l?l\l1'W~Vl~~~~bbm "1J b ~:wb~:w b~e:l'W 1<tJ Vl~e:J.v'e:Jn1VI'W(;l 1 'Wbb 'U'U~b1Jb1J1VI~eJ.v'BI9ln~\l 
~mU'WVIir\l~eJ 1 VibU'W 1 'll1911:Wm1:w bVI'W<tJe:J\l6"11irn\l1'WBt.Jm"J?l\l?l{;l (~1ii) 

v ' 

(9)o.ct 1 'Wmru~ b€ln?l1~ bb 'W'UVJ1me:J n?l1"Jtl~~ nl{;l"J1f11B b~nVJoae:JiJn61-d lJf111:W'iJ(;)VI~mbc'J'l nt! 

~~'WoV'm?l'We:J~~IilmtJilu~m:wrh1\1~5t.J<tJm~\lwr(;j r-h::l\J~tlt.Jiii'\ln~11 1 Vi~e:J b tl'W~?l(;l bbr;'l~~~'W.v'm?l'We:J hJii~VJ5 
'U dJ 'I 'U 

b~t.Jn~e:J\lA11-1l'oii1t.J1(;11 b~:Wb~:W - - ---- - --



' . 

®0. '0 

A1b~f!Vl1fl 11711 '<il1f1~-:JV!i'l71 hl1Jl 

(®) ~-:JV!li711:W 1Jl~'U f11'j~\il?\'j'H~tl~'<il~ 1m tl f11'j~\7l~BV!~B~1Jl~'U~\71?\'j'jbb~hj b'(l;fJ-:J 
V'lB~'<il~vi1f11'j~\7l~Elfl~-:Jd~El1 tJ 

(l!:>) iim'jm~vi1~bo01~m~ru~~~u.Um?tt!El~'lltl~m'j~\7l~ElVl~El~1Jl~um'jA~b~elf1 ii 
'IJ 

e.J ~'lh~ 1fJ'lltH"J:w tltl Vl~Elii~1t!1Jl b~ tJ nu ~~tloOElb?ltl Eld1 f) ~tl VI~ EloU~'U11-:J f11'j bb'tl-:JoUtl El ~ 1-:J b U'i.Jl)'j'j:IJ Vl~B?I:WfJ El:W tltl 
'IJ 

nu~~tloOElb?\'i.JB'ji(J ~tl Vl~Elb~1Vlihffi 'i.Jnl'j b?\'i.JB'j1fl1 Vl~El~Ell1m~vi1 f11'j'VJ'<i)~(il ~t!11711 tl f11'jb?\'i.JEJ'j1fl1 
'IJ ' 

(<t) mru~t!1tlvi1t!B-:lb~fJ1tl'U (®) (l!J) Vl~El (t;n) 1'11:W~rl1Vlt!l711t!n£Jm~'Vl'j1-:J ~-:JEJBn 
1'11:Wfl11:W 1 tl f1£JV!:W1 f!l1Jl1 f!f11'j~\7l~B~\71~1-:Jbb~~ f11'j'\J~i/l1'j~?\\9lil1fl~Jl 

(0)(0) . m'jtJ~u~m:wn~Vl:w1mb6'l~'j~ b.U~u 

1 'I.J'j~Vll1-:J'j~v~ nm f11'j~eJ ~~u.Um?tuB~1Jl~u f11'jAI7lb~Bn 1 '~Xb uu~'U1vl'i'mtlf1u~ 1'11:W 
'IJ 'IJ ~ 

Vl~mnru"l'i~n£JVI:W1mb~~'j~b .Uvu 1Jln1Vlt!l711i117lmA~-:JA~I71 

Glkl . f11 'j U'j~bi'Jt!~ 6'1 f11 'j'Ll~u~~~t!'llB ~ ~'lh ~ ne:J'I.Jnl 'j 

~-:JV!i'\71 ?t1:1J1'j~t1~e.J~m'jtJ5u~ -:J1tlbb~1b?t~'<il1'11:w~'1J'l!''Um~~u.Um?tuB~1Jl~u m'j 

A\71 b~Bn 1 '1Xbtlt!~'U1V b ~El'l11:1J1U'j~ bi'Jtle.J~ f11'jU nu~-:Jitl'UB -:J~U'j~ f1El'\Jf11'j 
'IJ ~ 'IJ 

~-:Jd Vl1n~~uoU'EJb?tt!EJ~1Jl~um'jA\7lb~BnhJ~1tlbnru"l'i~n1Vl'WI7l'<il~~m~:rum'j~tloUBb?tt!B 
'IJ 'IJ 

Vl~Bvi1~'1]'1]1tl'U~-:JV!l~ Hi1fl'j11 



r . " 

Peritoneal dialysis solution with ml.<t'% lcodextrin ~ooo ml 

1 -a .:J'W mtJ16HW'a :;m-a~"'J~61 e\'1 b.fltll?l -a:;m-a~"'J~61 ~.:J'Vil ~tltJ6111"1J51i;i 
' 

CO> . ~m.n Peritoneal dialysis solution with ml .<t% lcodextrin \vooo ml 

~- l"lrum.n1~~1hJ 
b tJt~G'11-a~:;mvtl-a11'1;ulm ~v1G'1 hH:i~ 1i~l'Vi-ru~h:J 11'1 Vll\l'liB\lVlB\1 'llU~ 1in\J bA~eJ\l 
t1l-:J11'1Vll\l'lieNVleJ\l Bl'l 1 uil~ 

tv.tv 61"Jutl~:;ne-Ju 1t~G'11~~:;mv C9Joo ml tJ~:;neru~ltJ 

lcodextrin m! .<t' g 

Sodium chloride <t'r;nct mg 

Sodium lactate rtctc::t mg 

Calcium chloride \v<t'.m! mg 

Magnesium chloride <t'.oc::t mg 

'Vt!l~tl~~;u \vooo ml!bl\l 
' ' 

\v.r;n m"'Ju:;u~~;u m~;u1um'V'lmG'I~mhll'l;ulm~eJU~?Iuvm~:;ilmVf:w~n @) ~t! 
'I , , 'I 'I 

tv.ct umn -~:;u~Bm ~1t!tl~:;nt~ul?i'lCJl~lArubb~~All:JJbb~\l 1tJj;.J~I'l l'W~tJmCJ b~"lJ~j;.J~(il bb61~ 
' v • 

b~'llVl~ b u tJ'W~1-ruv1 bb~:;15m~bnu-r mnvl1l'BtJl-:Ji~b'iltJuuu~~;uil rusvi • 
-'U t!.fll'lJ'U:;u~~;u m eJtJl-:J1!eJ tJ~eJ\I~::;u~eJ CJl Vl~eJ~eJVll\1 nl';ifll ~lt!tl~::; neJu bb61:;'lJtJl~ • • 
ml:wbb~\1'1m\lm b~'(J~j;.J~ (?) l'u~uenvlHr~b'ilt! 

' 
Ql. l"lru6i:wu~VJ1.:JbVlAUA 

j;.J~nl~lil~l'illbl"l~l:;1t1rJrumv-ntJ'W1tll'll:JJ Finished product specification bb~:; Drug substance 

specification ~ Bl \1 ~\I ;u 1 m.n ~"'J~ 1-r'UuU'U b~ tJ1 nu ~\11~ 'il~Vl:; b u vul?i B~lir n\llt!fl ru:; m ~:w nl~ ell '\Ill~ bb61:; m 
m:;VJ~l\1?115l~ru?I'U ~\1-d'b.n~'ll~l-ru~ iBl\IB\1~ eJ\1 b uuuuu~ b ViCJu b vilVl~eJ 1 Vl~n'ilmmroltJ b.f1~'1l~l-ru 1~~~-ru . -

r;n.@ Finish product spec ification 

r----------------------------------------~--------------------·-----------------------

r;n .@) C9J Assay 

-lcodextrin 

-Chloride 

-Sodium lactate 

-Calcium chloride dihydrate 

-Magnesium chloride hexahydrate 

-Sodium 
1-------------------------------------------

b.ml<t' - c::t.\v<t% 

ct.o\v - b .C9J<i' g/L 

<i'.or;n - <i' . ~r;n g/l 

o .\v\vC9J · o.\v~<i' g/L 

o .O<i'C9J - O.ObC9J g/l 

C9J\v<t' - C9l<i'o mEq/L. 

QI.@).\v Appearance of solution m1;u~.ht! (Clear) 

r;n .c.) .r;n Osmolality tvc::t\v - \vc::tb mOsm/1_ 
~--------------'---------------------·------+· ---------------------------------------· 

QI.C9J .<i' pH <t'.o - b.o 



. " 

rn.® Finish product specification(\9\eJ) 

rn .®.ct Particulate matter 

Size <:. ®o !Jm 

Size <:. lElct IJ m 

Not more than lElct Particles/ml 

Not more than rn Particles/m l 

rn.®.b Sterility Complied with finished product specification 

rn.®.b'li Bacterial endotoxins Not more than o.oct EU/ml 

'VllJ1tlb'Vl\91 :- mru~~~'Vl~L'Ut.I'W66..()\lnl''j6l'\.J (waive) nT;i\9l':il~~fe:J'\Jl6A'il~~'ilt.JnT~1~ 1~~'Wb6?1~\l6'e:Jm'1l'i 
Vi~ n ~l'W #1\l n ~ ll ~1\?l ~'U B'Wir~ Jh t.1 

"' ' 
-Drug substance specification ~~l'irul~ln1'Ul6A'il~~'tJ'i:J\l~e-J~\91 drug substance VI1B1'U 

l6A'il~~ drug substance 'tJ'i:l\l~e-~~mn~l6~~'i'\J UU'\J 1~UU'\J'Vl~\l 6/t\liJnl'iM'il~l6A'il~~A'i'\J'Vln 
'\J '\J ' 

Q..l iJ d 0 

V!l'tJ'i:J'VlnlV!'\.J~ 

- mruAru?l:WU~'Vll\l 6 'VlAtJA'tJ'i:J\l t.nV!1BlM 1:1~'\J'tJeJ\l~ 6?1'\.J'i:l'ilAl hJ\9l':i\l\9ll:W~b 'i\l'l"ltn'Ul~U'i~ nll"l 6 ~'W 
' ' '\J 

Bl\!5\l 6.fl61'1Jti1l~'\JUU'U~ V!jjn'Jl~b 'i\l'l"lt.n'\Jl~'\J'i~ mfl b'U'WJi''W 1 ~~'Wfl'U~~ u~\J~'tJ'i:l\lAru~m'i:Wnl'i 
U'i:::nl~'ilAltJl 

6~el'W 1 'tJ ~'LJ61 

' 

~ 6;;1'\.JeJ 'ilA1 Ji'eJ \l ~'Ws\'1 6 '\.J lJl TIN ~1tJ 6el n 611'i'W ~ellJ61 \l 'j1tJiJeJ~eJ ~'\J'jeJ\l bel n61l'j b~ tJ ~iJeJ1'W1 'il 'j1CJ61 ~b~CJ~~ \ld 
'\J '\J 

®. ~1 6 'Wlb'i:l n ?11'i m 'i 1\?l~'U 'i:l'W ru 1M~'W'Vl::; 6 u tJ'W ti\' l1'\J tJ1 6 ~'i:J:S lV!'I.h tJ 1 '\.J'\J'j::; 6 'Vlfl1 'Vl tJ 66~ ::;~1 66~ -:1 (declare) 
' v 

66 V!~\le-1~\91 

(9) (9) 1'U~1A'~m'i~'W'Vl~vuu'Wti111'UtJl ('VltJ.lEl 'Vlt.~.rn 'Vlt.~.~ 66ii'l6619imrul 

(9).(9).(9) 1'Wmru~6U'Wt.n~w~M1'W'\J'i::;6'Vlfl1'Vlu 'Vlmt.J~-:1 'Vlt.J .lEl 

(9).<9l.l.£J 1'Wmru~6U'Wt.nt1w1h6~Bm'i66tl-:Jm'i~ V!mtJ~-:J 'Vlt.J.rn 
' 

(9) ®.rn 1wl'iru~6u'Wmt1wih~lnl9il-:J'\J'i::;b'Vlfl V!mtJ~\l 'VltJ.~ 
®.lEl 1'\JAl'tJ'i:l~'\.J'Vl~bUt.J'Wt.n 'VltJ.®/tJ (9) 'tJ'i:l-:Jt.n~b?l'W'i:l'ilAl 'l"l~Bmlt.J~~6Bt.J~vh-ifBm'im'\JA:WArum'l"l 

' ' '" 'tJ'i:J-:Je-J~\91Jl ru~~?n:wV1~h..t'Vl::; 6 UtJ'W (finished product specification) 66~~-ifml'l'Vl'W~~ru.fll'W'tJ'i:J\l 

i'M~~'U (drug substance specification) mru~'i:J~'j::;Vf11\lnl'j6'\J~tJ'W66'\J~-:J66m'tJ6~:w6~:w ~::;J\''i:J\l 
6b'W'Ub'i:ln6'll';i~1 6'W1 .fll'l"l~ltJnl'i'tJm6m'tJ (tJ.ct) :Wl'l"l~'i:l:W finished product specification 66~~/ 

VI1B drug substance specification 1~t.J'tJm6m'tJri'e:J'Wl'W'\J';i::;mfl'\J'i~nl~';ilA l 5b~n'Vl'j'i:J\Jn~ 

66~~ 1jjbi1'W 1.£J tJ ru 1'W'\J'i::;mfl'\J';i~nl~'JlAl56~n'Vl'JeJ\Jn~ 

kl. beJnm'j~'\J''aeJ.:Jmm~l'WnJ'aj;,Jli1Mm ... 
kl.CP> ndW~tJ1j;,jli119l1'1.J'\J'a~b'VlA1'VltJ 

~e-!~MJi''e:J\liJ6Bn?1l'i~'U'i'i:J-:J:wlM'i~l'Wnl'iW~\9lt.JlMl:WV!~mnru~66~~lBnl'i~~1'Wm'iW~\9ltJl PIC/S 
'\J "' 

(Pharmaceutical Inspection Co-operation Scheme) b~tJV!'Iht.J-:Jl'I.J PIC/S part icipating 

Authorities VI~ e:JlJ b eJ n ?IT~ 1m eJ \l:wll'l ';i ~l'U nl';i r;.J ~ 1'1 C.J l 1'1 l:WV!~ n bn ru'l-1 bb~~lt\ n l';i~ m 'U n l 'i r;.J ~ 1'1 tll 
"' 



' . 
h<Ol n'aru~~1(;.J~IP11'W't.h ~ b'VlA1vm(~eJ) 

'Ve}.:l ~1tl n-:JTU A ru~ fl':l':l:W nl':l €:11'\lll':l bbfl ~ t.l1 fl':l~'Vl':l'J~?\151 ':ltu6'1'1J 611~ f"llVI'U ~~'U 1~ tJlJAJ 1:1Ji.'fe:J ~A~ e:J~ 
' 

bbfl~Yl~ b Viv:w n\JVI~ mnrusvi bbfl~lBnl'a~m 'Unl':l~~\Pl tJ 1 PI CIS 1 'UVI:IJJ~tJ1~b6'\'Ue:J'1J1tJ uUU~16'1~1P11:W 
':le:JUn1':liPl'a'J~6'\eJu1~viJ~fln1':l~U':le:J~~~1'UU~~n1~U~~n'J~~1A1Bb~n'Vl~B~n~ 

kl.kl mru~ bU'W~ 1 '111 boV1~1mh~U1~ b'VlA 

' 

~~~IPll'l'B~iJ bB n6'11~~u~B~:W11Pl ~~TlJn 1 ~~~1PltJ11Pl1:WVI~ n bnru<vi bbf1::;15m~~~ 'Unl~~~ 1Plt.J1 GIV\P 
~ ~ 

VI~B GIV\P/PICs (Pharmaceutical Inspection Co-operation Science) 1~vmi'Jt.J~1'U PIC/S 

Participating authorit ies VI~B GIV\P clearance uUU~1~~ \9\1:1J'aBUm~m'J~6'\e:JU1~viJ~flnl':l 

~u':le:J~~~1'UU';l~ m~ 1~vU':l::;m~~1A1~h~ n'Vl';l B~n~ Vl~e:Jmt.J\9\fle:J~~'V'l bb~'J bb~mru 
' 

m.<9l ~flm~m'J~lbA';l1~111Arum'V'l~~IP1Dru'lntJ1~1b~~~U'1Je:J~~~~\Pl (Certificat ion of analysis of ' ~ ~ 

Finished product) 1t~i'Um~~~bU'U ii1'Je:J~1~ 
m.~ ~flm~m'J~lbA~1::;111~rufll'V'll\Pl~~U'1Je:J~Ii1'JtJ1~1A'1J (Certification of analysis of Drug 

substa nee) vh m 'Unl~~~\PltJ1~'U~~~b U'UIK'Je:J ~1~~~'1Je:J~~~~\Pl tJ1 bbfl::;~~~(i)l\9\bl~U 
, \1 '\J 'I 

m. m be:J n?\1 ':l'\11~ e:JVI ~ n]1'WV'U EJ'UAJ1:W~:W~'\.J t:h::;w:i1~ it~m ~ ~ ~ IP1'1J e:J~l \PI ~~U'1Je:J~til1 t.J 1~1A' qJ (Drug 

substance) 'Vtl m.~ nu~'Um~~~IP1'1J r)~~~\9\Dru<viv1~1b~~~u (Finished product) oVtl m.® ' ~ 

m.ct 1t~mru~'U'Vl::;bUt.l'UtJ1:1Jlnn11 ~ u ~~l'le:J~lJ~1b'U1fll'V'l~1tJ~(;lnl~~mn Long term stability 

IP11:W~~'U b ~:wb~:w 1 'W'Vl::; b UtJ'UtJ1:1Jl bb?l~ ~ bbfi::; hWu nl';lr;J~'U1:W~UJB-:Jbe:J n?\1~~1 n~iJB1'U1~'1Je:J~ 
~ 

u~~'Vl 

m.ct 1 'U mru~'U'Vl::; b u tJ'Ut.J1UBtJn':i1 ~ u ~ ::; l'le:J~iJ~1b 'U1fll'V'l~1 tJ~r;J m~~n't11AJ1:WA~til1'1Je:J~t!l1P11:W~ 
~'Ub ~:w L~:w 1 'U'Vl::; b UtJ'UtJ1:1Jl bb?l~~ bbr;J::; 11'l~um':lr;J~'U1:W~UJe:J~ Le:Jn?\1~~1 n~iJB1'U1~'1Je:J~u~~'Vl 

~ 

cs:. til'deJ~1~~1 

ct.® ~W'UB~1A1 l'le:J~~~til1e:J~1~mme:J~1~ue:Jt.J m Vl'tht.~m~~nru<vi ~-:~btlt~til''Jbb'Vl'Ubb?l~~ 
~ ' 

~1tJr;J~b8tJ~ 11'lmu~'J'U IP11:W~rhvt'U~ 1 'U'lX'JoVe:JAru?l:wu~vf'J 1 UoV1~1'1'U 
' 

ct. nl';lU'a ~ tl'Wfl tu.fl1'VW1~6'i-:J:WeJU ( bb6Wl-:! bel n 6'1 1 'a n1 1-ruu~~ tl'U) 
' 

cr.<9l tJ1~~~:we:Jul'le:J~iJmv1ml'lhJue:Jvn11 {9) u ~ b~eJ'U 'llu~1nl't~~~~:we:Ju 
' 

cr.~ tJ1'Vln-:J'J~~~~:we:Ju ~::;l'le:J~~'l~1 b 'U1.fl1 'V'l ~1 v 1 u~me:J-:~~r;J nl':liPl';l'J~l bA';l1::;111m~'U~~'l:we:Ju 
' ' 

ct. m m ru~VIt.i'J tJ ~1'1J nl ~'\li1 nl~~:wti\'1 tl ~1'l tJ 1~ ~ 'l:W BUb~ eJ ~~\PI ~'J ~l bfl~1::;1f1A tufll'V'l Vlth tJ ~1'11 nl~ 
' ' 

~::;l'l'B~'Vi 1'\lltl~ ~B~ tl ~'1J e:Jti\'1 eJ ~ 1-.:l 1~ tJ ~'1J1 tJ~::; 1'1 tl~ ~ 'l tJ 1 b ~:W8 n1P11:W liJ1'UTU~VI1.iJ tJ nu ~ 1'11 nl ~ 
~ 

~~m'J~l bfl';l1::;111 bbr;'l~ b U'U~~u~~'lleJUrh 1oV'~1tJ~ b~t!JoVtl~ 1 'Unl~m'J~l bA';l1~111flruJll'W mruVi 
~ ' 

'WUl1 tJ1 hh U'U 1 UIP11:Wflru~ n'tfru::; Lu'W1::; mi1 tJ~1'1ltll':l'1Je:J6'\'l'J'U~'Vlihi~u\~~1~ru1m~L6'\'Ue:J 
' 

';l1A1tJ1~~ m'll'J'1JeJ'le:f'1J1tJ bbr;'l::;/V!~eJ~~ ~ IPl1 'UA~~~e:J 1 u 
~ ~ 

ct.ct ~'1J1 tJ~::;I'l'B'l~U b U~ tJ'UtJ1 b~Bm1n~VI:W~B1tJ Vl~m~mn~tll';l b~B:W?\Jll'WI'l'J tJU~::;m~ 1~., rle:J'U 
~ ' I 

Fl1VI'U~ 1~tJ hiiJb~B'U 1 '1J 

~ . beJn611 'ab~eJ 'U 1 '1J~'W 6] 

~ - <91 Vl1ncn~L~'l,m1:w'1'!icn~>i\.muu (Original Drugs) ~eJ,:jiJVf"w,:j~€lbb~<i1-:Jnl'WI<i1~eJ'U 
Bioequiva lence '1JB.:JtJ1~b6'\'UBLU~tJUL Vivunuv1Ji''UbLUU 1~v15m~~m~nJi'e:J'lL U'U 1 UM1:W 

VI~ n bn rusvi bbfl::; bb 'U'J U nu~1 'U nl ~ ~ n'ti1~ 'J 6'1:1J:Wr;J '1JB'l tJ16'11iJ CU'lJ tl'l~ 1tl n~ 1'U A ru::; m ':l:W nl ~ 
::...1 ~ " 

(~''"n''"n'' 
Of- n'i'i:Wn1'i 

U.n6'1 



l.(l'1JVJ~l. UEJ'Utn NG) ?11:W1'.lflE.Jm l'Un1'i l.l. 'U'U l.B mn'Jm'.lP1n~1~l?I:W:W~'1JB~EJ1 
" 

rnJ. ~b61'UeJ'i'1fl1 ( ~'1J 1 tJ) ~'WtleJ:WbVltJm~n 6lruru1ri eJ'Ufl'i''Ufhv'l'U~ ~.:Jd 
'tl \.1 v QJ 

mi .Gl n'.l rue-~~ n1'.l~:W(;)'.JT'ill l.fi'J1~~tJ1-d'il1 nm:WlVltJlli'11?1~~n1'Jbb 'ViVlcJhh U'U 1 tJ~ 1 :W:lJ1~'.lti 1 'U 
' "' 

oVBfllVl'U~ 

m~ . ~ m rue-~~~ il ru~ m'llD~'iifl n b~ tJ n uiu A'U'il1 nVIa~~ ~ 11?1LI?l mhu n~1'U A ru~ m1:w n 1 'J eJ 1Vl1'.l u(l ~ 
" 

m1 'U'Ih~b lm'1la~~tlJtlJ1'il~~mL~~'1J1rJ 
-~. Vllll tJ '.11'11 n 1'.1'1l eJ ?t~l 'U ~Vl Bhi~uv;'il1'.l ru1e-~~ ~.n ru~ EJ 1~ihJ 'J~1~ fl n L~ EJ nA'U L~?J tJ61'1u n~ 1'U 

" 

I~ 
(tm.JLB'Un 'U1:wuru'IJ) 

'"'" 


