
~Ubb'U'Ui1tJfl11bb61~fJru'Gln~ru~bu'Vn~tJ1 Calcium folinate moo mg Injection 

.. 
'IHJtJ1 Calcium folinate moo mg Injection 

r~ruG'1:wu~~1 1 'tJ 
@). b'U'WG'11i61~GntJ6hV!~'UQ~boUTVI1\lVI61e:J~b~e:J~~1 

h '\Ji~f1e:J'U~'dtJ\A'dtJ1 Calcium folinate moo mg 1'W @)vial 

m. '\.J";J";J"il1 'Wm'll'W~'U";l";l"il tJ15~'t.Ji11"1"il1n b ~e:J'l111~ bbn'd bb61~'lJ";j";j"Ji1rusntl e:J\l n'W bbG'1\l 
q q q 

- i~u~mn ~1'W'\Ji~ne:Ju\A1m61'1A'ru AJ1:Wbb 'J\l 1'W-b~e:J'W-tJ~ r-~~\91, VI:W~mt.J .7 q v .,_, 

bWlJ~r-~~\91, bf1'1J'VJ~b ut.Jwhru t.J1 He:J~1\loU~b"il'Wu'Wm'J"iJi1rusn 
q 

-'U'W.fl1'l1'W~'U 'J'J"il e:J ~1-:JiJ e:J tJ rX m 'J~'U~e:J tJ1 ~e:J m 'Jfll ~1 'W'\J 'J~ n e:J'U bb61 ~'IJ'W1 1'1 
q q 

AJ1:Wbb'J\l'I.Je:J\ltJ1 b61'1J~r-1~1911'WVI:WI'lmt.JHil'lb"il'W 
q 

r~ruG'1:wu~'VI1-:Jb 'VIr~11r~ 

Finished product : Calcium folinate moo m~J.oj~ 
-

fllrutUJU~'V11<~b'V1FruR · USP mb BP l€!o<O>m 
q 

@J. Identification \9\T:l"il~l'W \91'i1"il~TW 
f--.-----~-

lv. Assay ~o.o%-®®o.o% LA of leucovorin ~o.o-®®o.o% of folinic acid 
--

bll. Bacterial endotoxin NMT @).~ct USP endotoxin 

unit!mg of leucovorin calcium 

c<:: pH b.ct-~.ct b.ct-~.ct 

ct Related substance ' \91'J'd"ilr-11'W 
·-

Dru~ substance : Leucovorin calcium (USP) Calcium folinate (BP) 

~rum.Ju~'V11<~b'VIflliJR USP mb BP l€!o 
.. 

Identification ' \91'i1"il~TW (9), \9\'i1"ilf..J1'W 

lv. Assay ~ct.o%-®oct.o% of Leucovorin ~ml.o-®o®.oo/o calciu m folinate 

calcium (Anhydrous) (anhydrous) 

ml.ctc<::-~.®c<::% Calciu 
--"··-·---------- ---

m. Water NMT @lb'JJ.oo/o Maximum @lb'li.oo/o 
-~----------~---· -- -· -~------------·---

c<::. Heavy metals o.oocto/o Maximum cto ppm 

ct pH b.~-~-0 

b Specific optical rotation +@lc<::.et' to +@l~.o (a nhydrous) 

ml Acetone . / Maximum o.cto/o 
' ·--· 

L""n" ... ...... ................. '\Ji~51'W fi'J'J:W f11'J ~~-/ ................... 

(~1 'W'\0'l1~ l"l61Gnf1) ('W1\l\il";lru 1vTILJ~~) ('W1tJ~'WtJ~ 1'1JmN 
" 

q q 

---~----

I 



fliW?!l.nJ~vmvvlf'l'i1fl (Drug substance) : Leucovorin calcium (USP) Calcium folinate (BP) (\91B) 
--,---

~ rum.n1~vn:lb 'VI FI'U ~ 
' 

USP mb BP 
- -

~ Ethanol Yo Maximum m.o0 

------- ~~~~-------~---------~------------·----- ~--- --- --~- ·~·- ---------

ri.. Methanol Maximum o.ct0 

--- -- ~---·--·-~-
.. 

(9)0 Related substance 

-Impurity D NMT (9)o/o 

- Impurities A,B,C,E,F,G For each NMT (9)o/o 

- Sum impurites other than D NMT \v.cto/o 

- Disregard limit 0.(9)o/o 
···~ 1--·-·--------------

(9)(9) Chloride Maximum o.ct o/o 
--

(9)\£) Platinum Maximum l£Jo ppm 

(9)Q1 Bacterial endotoxins < o.ct IU/mg 

Drug substance specification t1"0J1':ibl.n'inn1u1bA':i1~1Aoum~~~M Drus substance Vl~B1u 
'\! • . 

lbA':J1~1A druo substance oueFl~~~McJ1'611b~"il':iU ~:rutJ1vmUUVl~..J ~..JiJm':lM':i'NlbA':i1~1AA':iU 
::, '\! '\! 

Q,l 21 Q 0 

'Ylf1Vl10UB'Yln1Vl'W\91 
' 

(9). ~b?I'WB':i1A1~B..J~'W?i'1 b 'W1Jl1'Y'l~1t.J bBf1?11':i 'Y'l~m.Jmt.J~B~B-ru':ieJ-.1 bBn?ll':i 1\91t.J~~eJ1'W1"il':i1 t.Jfl~ bB t.J\91il..Jtf 
'\! '\! 

(9). (9) beJf1?11':if11':i 1~-ruB'W ru1r1~'W'Yl~bD t.J'W(J\'1-rutnb~B"ill'Vll..ht.J 1 'WU':i~b'VIY'1b Vlt.J bbfl~?i'lbb\91-.J(declare)bbVl~..J~~M 
' " 

(9).(9).(9) 1u?i'1At1Jf11':i~'W'Yl~bDt.J'W(J\'1-rum ('YlcJ.lv Vlt.J.m Vlt.J.c~J bb~1bbl'imru, t.J1~t"J~M1'WU':i~bVlY'1bVltJ 
( Vl~Jlt.J~-.1 'Ylt.J .lv),t.J1'111 b oU1 b ~m tl'Wm':ibb U..JU':i':i"il(Vl~l t.l~-.1 'YltJ. m), t.Jl'l11 b oU1"illf119il..JU':i~ b Vl\"1 ( VlmCJ~-.1 'YlCJ .<!') 

' 
(9).(9).\v 1urhoueJ~'W'Yl~bDCJ'WCJ1 VlCJ.(9) Vl~B CJ.(9) ouB..JcJ1~b?I'Wm1A1 Yl~B~':i1CJfl~bBC!\91vhoU'Bm':i 

A1UA~AWJl1'\"lOUB..Jr-J~Mnru"V1M1~~~'W'Yl~b D (J'W (finished product specification) mrueJ ~':i~Vl'il..Jnl':ib U~CJ'WbbUf\-.1 
' ' '\! 

bbmoub~~b~~'OJ~~B..Jbb'WU bBn?l1':iVl~B?i'1b'W1Jl1'Y'l~1CJf11':iOUmblll ou (CJ .ct) m'Y'l~B~ 'finished product specification 

bbfl~/Vl~B Drug substance specification 1\91CJOUmbmounB'W1'WU':i~f11Y'1U':i~n1V1'J1A1€ib~nVl':iB'Wn~ bbfl~hlbn'W l£J tJ 
ru 1'WU':i~n1Y'1U':i~ n1\91':i1A1Bb~ n'Yl':ieJ'iJ n~ 

(9).\£) beJf1?11':i-rU':ieJ-.1~1V1':i:U1'Wf11':iN~M CJ1 
"' 

(9).\£).(9) mru~r-J~M CJ11 'WLJ':i~ b'VIY'1b VlO ~l'J~I'l"il~~eJ..JiJ?\'16 'W1Jl1'\"l~1CJVli.!..J~B-rU':ieJ-.1~1M':i:U1'Wf11':ir-J~M 
'\! "' 

CJ11'11~Vl~mnruo/i15m':lN~M~~1'Wm':iN~MCJ1 PIC/S (pharmaceutical Inspection Co-operation Scheme) 1V1t.J 
I , , • , • ~ Qt .::::::1 V .:;;:.-. V r{ .:;:,..&;:~ d Qj 

Vl'W1 CJ-.11'W PI CIS pa rt1c1 pat1 ng a uthont1es Vl':ie:J~ bel n?ll ':i':i'UdeJ..Jm r1 ':i3j1'W nl':i r-Jfl r1 tJ1 r1 l~Vlfl mn ru'l!l 666'1 ~15f11 ':iVl \91 

1 'Wf11':ir-J~MtJ1"/Je:J..J?\'1ir f1-.11'WAW~fl':i':i~ f11':iel1Vl1':i bb6'1~t.J1 fl':i~'Yl':i1-.1?1151':JW?IOU ~-.1 rl1Vl'W\91~'W 1\91 t.JiJ A11~?1BV1A~ 8-.1 bbfl ~ 
' 

Vl\91b'Vit.J~rlUVl~mnruo/ibbfl~lGf11':i~~1 'Wnl':ir-J~Mt.l1 PI CIS 1 'WVlm\91t.11~b?I'WB"i.I1CJ uUU~1?1\91Ml~':ieJUnl':il'l':i1"il?leJU . ' 
1V1CJ~r-lflf11':i~U':iB..J~..Jl'WU':i~n1Y'1U':i~n1\91':i1A1Bb~nVl':lBUn~ 

7 

....... "l""'""'""'" 

' ) 

('W1 5'WVJ'VcJ 'Y'lflmJl) 
..,. '\! 

U':i~51'Wm':i~nl':i ............. . .. ....... m':i~m':i 

('Wl..Jvl':iru 1 u~~) 
' ' 

~~-
_./ ........................ fld':i~nl':i 

(mCJu'WCJ-.1 1'VcJt.J..JA) 



(9). h~ rmliL U'Wt:J1'111 L .u'1~1rwh:~th~L 'Vll"' ~t:-J~I'l~e:J-:~iivrir-:~~h:J~1L 'W1m'V'lri1t:Jvrir-:~~e:J~'U~e:J-:J:u1\>l ~~1'W 

m~t:-J~I'ltl1\>11:U'VI~mnruen16~~1'Wm~t:-J~I'lt:J1 PIC/S (pharmaceutical Inspection Co-operation Scheme) 

1~ t:Jvr'll1 t:J-:J1'W PI CIS participating authorities ~:.l'U'U~1~ ~m:u~e:J'U fl1~\>l ~1~6'1e:J'U 1~ t:Ji:i t:-J~ m~~'U~e:J-:~fi-:~1'Wtl~~ fl11'1 

tJ~~m~~11"11~h~fl'Vl~e:JUfl61 'VI~e:Je:J1~\>l~e:J~~'V'l LL~1LL~mru 
d 

@.bf'l Le:Jfl6'11~flUJ.fl1'V'l"1Je:J-:J tl1'Vl L6'1'Wm1fl1 
' 

@).bf'l.@) t:-J~m~m1~lLfl~1~~flru.fl1'V'lt:-J~I'lfiruent:J1~1L~~~tl'1Je:J-:J~t:-J~I'l (Certification of analysis ' ~ ~ 

of finished product) 1'Wt:J1i'W~?i-:JLU'U~1mh-:~ 
@).m.~ t:-J~fl1~\>1~1~lLfl~1~~flUJ.fl1'V'l11'l~~'U'1Je:J-:1~1tJ1~11'lru (Certification of analysis of druo 

q II tu ::> 

substance) mm'Wfl1~t:-J~\>ltJ1i'U~?i-:JLU'U~1e:J~1-:J~-:1'1Je:J-:J~t:-J~\>ltJ1LL~~~t:-J~I'l11'l~~'U 
l!J . ~1B~1\JCJ1 

~.@) ~L6'1'Wm11"11~e:J-:J?i-:J~1e:J~1-:JtJ1e:J~1-:J1Je:JtJ (9) vr'll1t:J'U~~~.firuen ~-:!LU'U~1 LL 'Vl'ULL6'1~-:!~1 tJ~~LBtJ~ 1~fl~'Un1'W 
~ ' 

\>11:U~flTVl'W~ 1 'W~1oUe:Jflru6'1:UD~vi'1 1 tloU1-:!~'W 1 'W1'W~'WL6'1'Wm1fl11~t:JmtJ'1le:J-:!tJ1'1le:J-:J Lot. ~~~~'WL6'1'We:J~1fl1~~~e:J-:Ji:i 
' ' 

mt:JiJ'U~1n1'W~t:-J~I'l1lJ:u1nn11 (9) tJ 1'W1'Wtl~~m~';i1fl1~h~n'Vl~e:Jun61 
' 

m. ~e:J-:1~1'Ufl1~'Vl~6'1e:J'U~1'Ufl1tJ.fl1'V'l.fl1tJ 1 'U 1 ~-:J'V'ltl1'U1~ 

cs:. m~tl~~n'Wflru.fl1'V'l'1le:J-:JtJ1~?i-:~:ue:J'U 
' 

cs:.@) mt:J'lle:J-:~m~?i-:~:ue:J'U~e:J-:~ iimt:J 1lJ:u1nn'i1 (9) tJ iJ'U~1n1'W~t:-J~I'l 
' ' 

cs:. ~ t:J1'Vlfl-:J1~~?i-:~:ue:J'U "il ~ ~ e:J-:~?i-:~~1 L 'W1.fl1'V'lri1 tJ 1 'U~'U ~e:J-:~ t:-J~ m~ m1~i Lfl~1~~ m~'W~?i -:~:ue:J'U'lle:J-:1 ~ t:-J ~ l'l 
' ' ~ 

LL~~ 1 'Ul Lfl~1~~11'l~~'U'1Je:J-:J~ t:-J~I'li'l'l~~'Um otlt:J~\>1 tl1~'U~?i-:J:Ue:J'U 
Cl \.1 " q 

cs:.m 1 'Wmru~vr'll1 m1"1Jm~vh m~~:u~1e1 ~1-:Jt:J1~?i-:~:ue:J'U L ~e:J?i-:~\>1~1~1 bfl11~~fJW.fl1'V'l vr'll1 t:J~1"1lfl1~~ ~vh 
vrir-:~~e:J¥e:J-:~'1le:J~1 e1 ~1-:Jt:J1 1~ tJ ~'111 t:J~ ~ ~e:J-:~6'1-:~ t:J1 b ~:uanm:u'<il1'W1'W~vr'll1 t:J~1"1lm~?i-:~l'l~1~1 b\"111~~ bb~~ b tl'W 

~~'U~~"1le:J'Urh1 i~1t:J1 'Wfl1~1'l~1~1 bfl~1~~flrum'V'l 1 'Wmru~'V'l'U11m1lJL tl'W 1 'lll'l1:UflruGl' n'l3ru~ bU'V'l1~ vr'll1t:J~1"1lfl1~ 
~ ' ' " "' '1Je:J6'1-:J1'W~'Vl51lJ~uw"il1~ru1m~b6'1'We:J~1fl1 m~-:~n~11'1le:J-:J~'1l1tJ bb~ ~/vr~e:J~t:-J~\>11 'Wfl~-:J~e:J 1 tJ 

~ ~ 

cs:.cs: ~'111 t:J"il~~m~'U btl~ t:J'Umbde:J m1n~vr:u~m tJ vr~e1 Lde:J Ln~m~b~e:J:u6'1m'V'lne:J'Wn1vr'W~ 
~ ' 

cs:.ct ~'1l1tJ~~~e:J-:J?i-:J:ue:J'U 1m ~-:!'V'ltl1'U1~.fl1tJ 1 'U @)ct 1'U iJ'U~-:!LLI'lL~~'U 1 'Ui-:~~e:J 
cs:. b ~'1l1t:J~'Wt:Je:J:u 1 ~~~e:Jt:Jm~n~ruru1ne:J'U~f11f111~~~'W6'1~ 1 'Wmru~e:J 1 tJd \J \J Q,l Q,l D~D~ , 

!"I .,J.,. "' ov ov "" '1 
CS:. b.@ L u'U~1tJfl1~'Vl:Ufl1~'V'l"il1~UJ1\>l~tJ1e:Je:Jfl~1fl'Uty"1J'1Je:J-:J b ~-:J'V'ltJ1'U1~ 

cs:. b.~ t:-J~m~~fl'l311lJ~ 1~t:J~'W~'Wt:-J~ m~1 i~1n bb 'V'l'Vl6rn -tit:J1 bb~~iivrGl'mi1'W~'W~'W'Vl1-:Jfl1~bb 'V'l'Vl6 
~ "' 

'VI~e:Ji1~1tJ-:!1'U ADR e:J~1-:!~'WbL ~-:! 

cs:. b.m 'V'l'U'Uty'VI1~ fl'l3ru~~tl LL 'U'U t:J1'VI~e:J.fl1"1l'U~'U ~~~ L U'W6'11 LVI~ 1 ~bfl~fl11:Ufl~1~ bfl~ e:J'U'V11-:J tl1~ 
6'1-:~t:-J~ m~'Vl'U~e:J m~~fl'l31~th tJ 1~t:Ji1~1 t:J-:J1'WU ruvr1"il1fl~ L~tJ1oUe:J-:Jn'U m~ 1 otltJ1 

~ v ~ 

CS:.g)) ~e:J-:~i1m~6'1iJ'U6'1'4'W sensitivity disc '1JB-:J~1tl11~t:J 1lJfi~~~~11 ~n'U 1 ~-:J'V'lt:J1'U1~\>l~e:J~m~~tyty1 
d 

ct. be:Jfl6'11~e:J'U 1 
ct.@ 1'Wmru~'U'Vl~LUtJ'WtJ1:U1'W1'W~11 ~ tJ ~~~e:J-:~i1~1b'W1.fl1'V'lri1t:Jt:-J~m~~fl'l31Long term stability 

\>11:U~~'UL ~:U L~:U 1 'U'Vl~ L U tJ'UtJ1:U1 Lb6'1~-:J 
ct.~ 1'Wmru~'U'Vl~Lut:J'U~1:u11!e:Jt:Jn11 ~ \1 "il~~e:J-:~i1~1L'U1.fl1'V'lri1t:Jt:-J~m~~n'l31fl11:ufl-:~~1'1Je:J-:~t:J1m:u~~'U 

~~:u b~:U 1 'U'Vl~ b UtJ'U:U1LL6'1~-:J LL~~ 1~~'Ufl1~~-:J'U1:U~'U~e:J-:J Lelfl6'11~~1fl~iie)1'U1~'1Je:J-:J'U~~'Vl 
~ 

Le:Jf16'11~tl~~m~~1m8 b~ fl'Vl~e:J.W n61 

tl~~51'Wm';i:Ufl1~ ......................... m~:Ufl1';i .~~ ~ ................ m~:um~ 
('U1-:~~~ru 1 u~~) 

' ' 
('U1tJ~'UtJ-:J ht:Jt:J-:1~) 


