
riru~m~ru~bu'1f\!1~ tn Enoxaparin bo mg/o.b ml injection 

~e:itn 

lVlti'l.b~?l-:Jrl 

tn Enoxaparin bo mg/o.b ml injection 

b ~e:i 1-ITT'Llm"Ju1uvi-rm'.11~u1CJ1'Ll1 "J-:i'1f\!rJ1mr;'l~e:iCJ bBvi 
'U 

Aru?J:wu~ 

©. bU'U?l1"Jr;'l~mCJlh1Y'11il1m~e:i 1?J 1~il?1 t'i-:i?ib'Vl~e:J-:Jele:J'Ll 'U"J"J~1'Ll Syringe '1f\!~e:i:w1~5vi1\?lVl'UVI (pre-filled 

syringe) 

®.1'Ll <9l set 'l.b~ne:i'U\?l1CJil1CJ1611fi'f!j~e:l Enoxaparin bo mg 1w..J~:lJ1Vl"J o.b ml 

m. ilumm~~l'Llr;.J~ m~ CJ~ nmnTm:wvim~ br;'l'l.l~ r;.JWl, br;'l'l.l'Vl~bll CJ'Llvhfo cn 11'irvib "\l'Ll'lh1n[J'U'Llfl1'1l'Ll~rn"J~ 

AruGJ:wu~'\111-:ib 'VlfltJfl 

Finished product specification : Enoxaparin Sodium bo mg/o.b m~injection USP cs'.o 

<9l. Identification 

lv. Assay 

- Anti-Factor Xa Activity 

- Ratio of anti-Xa/anti-lla 

m. Benzyl alcohol content 

(if present) 

cs'.. pH 

er. Bacterial endotoxin 

b. Anti-Factor Ila Activity 

ml. Free sulfate content 

~- Sterility test 

~- Particulate matter 

~0.0% - 01010.0% of the potency of Anti-Factor Xa Units (IU) 

m.m - ct.m 

©.met % - ©.bet % 

er.er -ml.ct 

<o.o© USP endotoxin unit/unit of Anti-Factor Xa 

activity in Anti-factor Xa IU 

lvo.0% - mct.0% of potency stated on the label in terms 

of International Anti-Factor Xa Units (IU or IU/ml) 

NMT o.©lv% (w/w) 

' 
Vl"J1"\l~1'U 

Drug substance specification : Enoxaparin Sodium USP cs'.o 

<9l. Identification 

lv. Assay 

- Anti-Factor Xa Activity 

m. Benzyl Alcohol content 

cs'.. Nitrogen determination 

er. Sodium content 

b. Heavy metals 

ml. pH 

............ ~...... U"J~51'Llm·rnm"J 
(m-:i~n'l'.f:wru U"J~b~:W) 

rt.o - 01\vi:t IU/mg of Anti-Factor Xa on the dried basis 

NMT o.©% 

©.~% - Iv.ct% on the dried basis 

<9l©.m% - ©m.ct% on the dried basis 

NMT momcg/g 

b.lv-ml.ml for a ©0.0% solution in water 

$ 
...................................... n"J"J:Wn1"J 

('U1-:JG11151~-Ll ~,:j~CJ~'UY'lcJ) 
' 



. 
Drug substance specification : Enoxaparin Sodium USP cs:'.o 

~- Loss on drying 

ti. Bacterial endotoxins 

(9)0. Specific absorbance 

C9lC9l. Anti-Factor Ila Activity 

(9)\v. Molar ratio of sulfate to 

carboxylate 

NMT C9lo.o% of its weight 

NMT 0.0(9) USP endotoxin unit/IU of Anti-Factor Xa 

activity 

C9lcs:'..o-\vo.o on dried basis 

\vo.o - mcl:'..o Anti-Factor Ila IU/mg on the dried basis 

NL T C9l.~ 

(9). ~ b?l'Um1A1~e:i-:i ~'U ~1 b 'U1il1'W ci1 CJ b e:i f1?11'J 'W{m..1m CJ~fozje:i-ru 'Je:J-:J b e:i n ?f 1'J b\71 CJ ~ilrl1 m"'il'J1CJ!;l~bBCJ1?11'1-:id 
~ ~ 

(9) .(9) be:Jf1?11'Jf11'J 1~-rue:i'U ru1('l~'U'Vl~b u CJ'Ul91' 1fomb ~mi' 1VJt11CJ 1 mh~ b 'Vll211 'VlCJ bb!;1~~1bb\?1-:J( declare)bb Vl~ -:JN~('! 
'"' 

C9l.C9l.C9l 1u~1At1Jf11'J~'U'Vl~bUCJ'Ul91'1foCJ1 ('VlCJ.lv 'VlCJ.m 'VlCJ.cs:'.) bb6"11bb~mru, CJ1~N~('l1m.h~b'Vll21 
1 'VlCJ (Vl:J.JlCJ~-:J '\/lCJ .lv),mtl1b'1h b ~m ll'Uf11'Jbb D-:J'lJ'J'J"'il(Vl:J.JlCJ~-:J 'VlCJ .m), CJ1tl1 b oLJ1"'il1f1~1-:JD'J~ b '\/1121 (Vl:J.J1CJ~-:J 'VlCJ .cs:'.) 

' 
(9). (9). iv 1 u A1'1Je:J ~'U'Vl ~bu CJ'U m 'Vl CJ. (9) VJ1 e:i CJ. (9) 'ile:J-:J CJ1~ b?l'U e:J'J1 fl1 'W{e:i:w'J1 CJm: bB CJ 'viV11.1f e:im'J 

fl'J'Ufl:Wfl 1.1.!Jl 1'W'il e:J-:J N ~('Ii) rusn ('l 1:J.J~~'U'\/l::: b U CJ'U (finished product specification) f1'J rue:J ~ 'J:::Vll 1-:J f11 'j 
' ' ~ 

b tl~CJ'Ubb'tfo-:ibbm 'ilb ~m~:w"'il~~e:i-:i bb 'LIU be:Jf1?11'JVJ°1e:i~1b 'U1m'Wci1CJf11'J'ilmbm '1l (CJ.er) m'W{e:i:w finished product 

specification bb!;l~/VJ1e:i Drug substance specification b\?1CJ'ilmbm'1Jrie:J'Ul'UD'J~f11121D'J~f11\?1'J1fl1Bb~f1'Vl'Je:JtJf1~ 

bb!;l:::hJbn'Ll lv u ru 1'LltJ'J~m121tJ'J:::m1?1'J1mfa~f1'Vl'Je:iiJn~ 

C9l.lv be:Jf1?11'J-r'lJ'Je:J\l:J.J1('l'J~1'Uf11'JN~('l CJ1 .,, 

C9l. lv.® mru~N~\P\CJ11 'UtJ'J::: b 'Vll211 'Vl CJ ~N~A"'il~~mi'J~1 b 'U1Jl1'Wci1 CJVltJ-:J~e:Jfo'Je:J\l:l.J1('1 'J~1'U f11'JN~A 
~ .,, 

CJ'W11:WVl~mnrusv115m'JN~('l~~'Uf11'J~~('ICJ1 PIC/S (pharmaceutical Inspection Co-operation Scheme) b\?1CJ 
I , , QI d Q.I .<:::i. Q.J 6' Q.d d d 

Vl'U1CJ-:J1'U PIC/S participating authorities Vl'Je:J:J.Jbe:Jf1?11'J'J'lJ'Je:J\l:J.J1('J'J~1'Uf11'JN!;l('l CJ1m:WVl!;l mnru6Vl bb!;1~15f11'J'Vl\?1 

1 'U f11'JN ~('I CJ1'1Je:J-:J~1tJ f1-:J1'U fl ru~ f1'J'J:W f11'Je:J1Vl1'J bb!;l~ CJ1 f1'J~'Vl'J1-:J?f151'JUJ?f'1J zj-:Jfl1Vl'U \?l~'U fa CJi'Jfl11:W?f e:J\?1fl~e:J-:J 
' 

bb!;l ~Vl\71 b ii CJ:W nu VJ~ mnrusn bb!;1~1Bf11'J~~1 'Uf11'JN~('l CJ1 PIC/S 1 'LIVl:W11?1 CJ1~ b?l'Ue:J'il1 CJ utJ'lJ~1?f 1?1('11me:Ju f11'J 
' 

('l'J1"'il?fe:J'lJbl?lCJiJN!;lf11'J-ru'Je:i-:i~-:i1'LltJ'J~f11l21tJ'J:::n11?1'J1fl1Bb~f1'Vl'Je:JtJf1~ 

®· \v. \v f1'J rub lJ'U mtJ 1boLJ1"'il 1f1~1nJ'J:::b'\/l121 ~ N~ ('I~ e:J-:J~Vltl-:J ~m~ 1b'U1Jl1'W ci1 CJVltJ-:J ~ e:J~'lJ 'Je:J-:J 
~ 

:J.J1A'J~1'Uf11'JN~('l CJ1('11:J.JVl~ rnnrusv115~~ 'Uf11'JN~ACJ1 PIC/S (pharmaceutical Inspection Co-operation 

Scheme) bl?lCJVlt11CJ-:J1'U PIC/S participating aut1;1orities utJ'lJ~1~1?1('11me:JUf11'J('l'J1"'il?fe:J'lJbl?lCJiJN!;lf11'J-ru'Je:J-:J~-:J 

1'LI'll 'j~ m121tJ'J::: m 1?1'J1 m B b~ n'Vl'Je:iiJ n~ VJ1e:im CJ ('I (;1 e:il?l~'W bb~1 bb~ mru 
' 

®.m.® ~(;lf11'J('l'J1"1l1 bfl'J1:::i4Arum'W~~('li1rusnc.11~1b ~l\J'JD'ile:J-:J~N~('l (Certification of analysis ' ~ ~ 

of finished product) 1'LICJ11'Uvl~-:ibll'Uvl1e:J~1-:J 
. ®.m.lv N!;lf11'JA'J1"'il1bfl'J1~i4~run1'W1'A~~'lJ'ile:J-:J~1CJ1~1ri'11J (Certification of analysis of drug 

substance) ffi m 'Uf11'J~~('ICJ1~'U~~-:J b lJ'Uvl1e:J~1-:J~-:J'1Je:J-:J~N~('l CJlbb!;l~~N~('ll('lbl~'lJ 
'l 'U 'lJ 'I 

········~·········· tl'J~51'Uf1'J'j:J.jf11'j 
(m-:i~n11:wru tJ'J:::b~:w) 

. . . . . . . . . . . . . . . . . . . . . . . f1'j 'j :w f11 'j 

('U1-:J\?l'j "' 1~tJ1~) 
' ' 

($ 
······································ f1'j'j:J.Jf11'j 

('U1-:J?f1151'111 ~-:ii4CJ~'lJl21tJ) 
' 



lv . \91Te:J~1\len ~ bE:l'We:l111"11~e:i\l~\l\91Te:i~1\lenel~1\lilelCJ b ~ets zj\lb ll'W\911 bb 'Vl'Wbb6'1\?1\l'j1CJ61~ bBCJ\?11~AJ'Utl1'W \?11&.J~ 
~ ~ . 

n1V1'W\?11 'WV!1-LJ'elAtuE:l&JD~~11tJ-LJ'1-:i~'W1 'W1'Wfil'WbE:l'Wm1A1 b\?1CJeJ1CJ'1Jel\lCJ1'1Jel\l Lot.~"il~filmE:l'WEn"1AT'il~~e:i\liJm CJ 
' ' ' 

ir'U"il1n-fo~e-i~1?11:i.Jmnn11 (9) lJ 1'W1'WtJJ~fl1Y'ltJJ~mm1A1Bb~fl'Vl'jel'Lln61 
m. ~el\l~1'Wfl1'j'VJ\?16'lel'U~1'Wf\1CJilTV'Lfl1CJ 1 'W bd\l'VW1'U161 

cs.'.. fl1JDJ~tl'WAtuil1'\/\1'1Jel\lCJ1~~\l&Jel'U 
' 

<S.'..(9) mCJ'Vel\lC.11~~\l&Jel'U~el\l iJmCJ1:iJmnn11 (9) lJ ir'U"il1n1'W~e-J~l?l 
' ' 

cs.'.. Iv CJ1'Vl fl\l1 \71~ ~\l&Jel'U "il ~ ~el\l~\l6'11b'W1il1'\/\I~1CJ1 'U-r'IJ'jel\le-J61 fl1 'j\?] J1"ill bf!J1~1'4CJ11'W~~\l&Jel'U'1Je:i\l ~ e-J~ \?] 
' ' ~ 

bb61~ 1 'Ul bflJ1~1'411?lti~'U'1Jel\l~e-J~l?l11?lti~'U~1 '1i'e-i~l?len1'W~~\l&Jel'U 
'I <u q 'I 

<S.'..m 1 'W mru~mJ1 CJ'j1'1l fl1 J'\!l1 fl1'j~&J\911 el ~1\l CJ1~~\l&Jel'IJ b ~el~\l\?J'j1"ill bfl'j1~1'4Atuil1'V'J mh CJ'j1'1Jfl1'j"iJ :t: 
' ' 

'Yl1Y1ir-:i ~ €l ~el\l'1Jel \911el~1-:i m b\71CJ~'1J1 CJ "il :t: ~ B\l~ -:i CJ 1b~&JBn1?11&.J"il' 1'W1'W~m.h CJ'j1'1J fl1J~ -:i mT'ill bfld1 :i::v4 bb61 ~ b ll'W 
~ 

~-ru~\?'i'llB'Urh 1'1!~1CJ1 'Wfl1'j\?J'j1"iJlbAJ1~~Arum'V'J 1 'Wmru~'V'J'U11 CJ11:i.l b U'W 1 tJm&JAru~ n'efru:t: bu'V'J1~ wt.l1 CJ'j1'1Jfl1'j 
~ ' ' 
'1JB?l\l1'W~'Vl~1:iJ-ruV1-;u1dru1md bE:l'Wel'j1fl1enl'l-:inG'i11'1Jel\l~'1J1 CJ bb61:t:/V1~el~e-J~l?l1'WA~\l~el1 tJ 

~ ~ 

<S.'..<S.'. ~b?l'Wm1m (~'1J1CJ) "il~~B-:ifo b tJ~CJ'WCJ1djm.111n~V1&J\?1B·1CJ V1~m~mn\?1fl1Jb~BuE:lm'V'J~1CJtJ'j~fl1J 
~ ~ ' 

1\?11riB'Wfl1V1'W\?1 b\?1CJ1:iJiJb~el'W1'1J 
cs.'.. ct ~'1J1CJ"il~~B\l~\l&Jel'IJ 1vih-:i'l/\lenu16lmCJ1 'W ®ct 1'W ir'Utl\?1"il1n1'W~1~61\l'W1&J-ru 1 rnt-:i~el 

~ 

<S.'..b ~'1J1CJ ~'WCJel&J 11X~~elCJm~ni1ruru1riB'Wi1ruru1-;u:i::~'W?1\?11'Wmru~el1 tJd 
tJ '\J v v v QJ 'l 

cs.'.. b.C9l b lJ'W'j1CJ f\1'j~iJfl1JVl"iJ1Jtu11'1\?1 en€J€Jfl"il1fltJqj~'1Je:i\l b 'j\J'V'Jen'IJ161 

cs.'.. to.iv e-i61mJ-rm111:iJ~ b\?'it.J 8'Uc!'Ue-i6lmJ 1 i"il1mb 'V'J'Vl6rn .Um bb61:i::iJvi~ n:o1'W8'Wc!'UVJ1-:in1Jbb'l/\l'Vl 6 
~ d.S 

V1~€JiJ'j1CJ\l1'W ADR €1~1\lJ'Wbb J\l 
' 

cs.'.. b.m 'l/\l'IJUtu'l-11~ fl'eftu~JtJ bb 'IJ'IJ CJ1Vl~elil1'1l'W~'\JJJ"iJ b ll'W?f 1bVll?l11X bn\?1A11&J A611\?1 bfl~el'W'Vl1\l en~ 
v <u q 'I 

~-:ie-i61 m~'Vl'U ~B md-rn'ef1~t'.J1 CJ b\71 CJiJJ1 CJ\l1'Wurum-;u1 n ~ b~ CJ1iel-:i n'U md 1 oti en 
~ v ~ 

d 
ct. belf\6'11Jel'W 1 

cr.(9) e-J61fl1'j~fl'ef1 long term stability 1?161el\?1'li1-:im~'1lel\len~~'W'Vl~bUCJ'WHnu6'11irn-:i1'WAru~mJ&Jfl1'j 
eJ1V11Jbb6l~en fld~'VlJ1\l6'1151Jtu6'1'1J 

' 
er.iv mru1&J1'lien~'Wbb'IJ'IJ 

er. h® CJ1~b?l'WB~el-:iiJimJ-:i 1 '1i' ~1~foB'Uru11?1"il1n6'11irrn1'WA·ru~ fld'j&J fl1'jfl1'!-11J bb61~ en b V1 t.J'IJ b vh 'v 
tl'Uen~'Wbb 'U'U bb6'1\?1\l 11l melfl6'11'jfl1 n'U en'V!~elbel fl6'f1'j~1~fo'jel\l"il1f\6'\1iJ'fl\l1'WAtu~ f\d'j&Jfl1'jeJ1V!1'jbb61~ en fld:t:'VJ'j1\l 

6'1151Jtu6'1'1J 
' 

b. f\1JDJ:t: b:lJ'WA1tJJ~~'VlBil1'\/\I ~m1A1 (Price Performance) 'j1CJ61~ bB t.J\711?11&.Jbel f\?f1'jD'j:t:fl1\?1'j1fl1 

.......... ~ tJJ~51'Wm~&Jfl1'j 
(m-:i~n'ef&Jru tJJ~b~&J) 

. ····· fld'j&Jfl1'j 

1v1ltJ~~) 
' 


