
14ru~n~ru:::bu~1::: en Ceftriaxone sodium @). g for injection 11\l~t.11'\J1~{tJm~~ 
.,J 
mlfil Ceftriaxone sodium @) g for injection 

.,.,. ., 1· I 
14ru?n.J'U\11'Vl'J u 

~I Q I JI .ell 0 IV .cl ii ti .:dil 0 

@). b u'Ue.J\lt.11u11Pl"i11flb6/j'eJ 6161111 61TV!1'\Ju~b61J1b61'Ub~tl~~1 

®· tJ1:::fl'eJ'\J~'Jt.1~1t.11 Ceftriaxone sodium ~m.J~~n'\J Anhydrous ceftriaxone @) g 

m. '\J11~ 1 'W61J1~t.115~tJ11Pi"i11m~tJ \1tJ\lnmbli1\l V!~tJ'U11~.firusn\1tJ\lnmb61\l 
cs:. u~1n - 1:::'\JzjtJt.11 '11'WtJ1:::nm.J~1t.116111"lru m111bb1\l 1'W-b~tJ'W-tl~ e.J~\11, V111~mt.1 . ., . 

b~61J~e.J~111, b~61J'Vl::: b Dt.1'W~1~'\J en Ht1 ~1\loU~b "il'U'\J'U'U11"iJJ1rusn • 
- '\J'U.fl161j'U:::'U11"ilt1 ~1\lutJ t.1~tJ\l1:::'\JzjtJen zjt1m1~1 '11'WtJ1::: fl'e)'\J bb~:::61J'U1~ • • 

f11111bb1\l61Jtl\lt.11 b~61J~e.J~1111''UV1i1~m~Hi~b"il'U 
fJ ruii111illl vn ~ rn flYfl 

Finished product specification : Ceftriaxone ® g for injection USP(cs:'.o) 

@). Identification test \111'J"il~1'W 

h tJ~111 ru ~1 enci'11"lt:y 

Q'l. Sterility test 

cs:'.. Bacterial endotoxin 

er. Uniformity of dosage units 

b. Particulate matter 

ml. Crystallinity 

~. pH 

ci. Water Determination 

<io.o - @)@)ct.0% L.A. of ceftriaxone 

\111'J"il~1'U 

NMT o.®o USP Endotoxin units/mg of ceftriaxone 

\111'J"il~1'U 

\111'J"i1~1'U 

\111'J"il~1'U 

b.o -~.o 

~.0% - (9)@).0% 

@)O. Organic Impurities 

- Deacetylcefotaxime lactone NMT o.ct% 

- Ceftriaxone triazine analog NMT @).0% 

- Ceftriaxone benzothiazolyl oxime NMT o.®% 

- Deacyl ceftriaxone NMT @).0% 

- Ceftriaxone-m-ene isomer NMT o.m% 

- Ceftriaxone E-isomer NMT @).0% 

- Any individual unspecified NMT o.®% 

- Total Impurities NMT ct.0% 



Drug substance specification : Ceftriaxone sodium (USPCS:::o) 

®· Identification test \91':i1'il~1'W ·" 

lv. u~mrul'i'1CJ16'11A'qJ 

rn. Crystallinity 

NL T b'liticf mcg/mg (anhydrous basis) 

cs:::. pH 

ct. Water Determination 

b. Sterility tests 

' \91':i1'ile-Jl'W 

b.o-~.o in a solution (®in ®o) 

~.0% - ®®.0% 

' 
\91':i1'il~1'W 

b'li. Bacterial endotoxin 

®o. Organic Impurities 

NMT o.lvo USP Endotoxin units/mg of ceftriaxone 

- Deacetylcefotaxime lactone 

- b'li-Aminocephalosporanic acid (if present) 

- Ceftriaxone triazine analog 

- Ceftriaxone benzothiazolyloxime 

- Deacyl ceftriaxone 

- Ceftriaxone-rn-ene isomer 

- Ceftriaxone E-isomer 

- Any individual unspecified impurity 

- Total Impurities 

Vl:l.J1CJbVl~ 

NMT o.ct% 

NMT o.ct% 

NMT ®.0% 

NMT o.lv% 

NMT o.ct% 

NMT o.rn% 

NMT o.ct% 

NMT o.1v% 

NMT Iv.ct% 

i11.tfe:i Uniformity of dosage units 1Vfbb'W'l.Jb8fl?l1':ibb?l~\l".i1CJ'1:::bBCJ~~r;im".im1'il1bA':i1:::~ 

vi1nilhl' bb~\l':i1CJ'1::: bBCJ~~bD'Wl'i'1b'1'1l11l 'W COA 

mrihi~'Vl::: b UCJ'Wbb~\lfl1':ib1'W (waive) fl1':i\91':i1'il1bm1:::~':i1CJfl1':i1~ 1 Vf~'Wbb?l~\IVlrr fHi1'W 
"' 

~\lflr;l11~1~-r'lJ8'W~~~'JCJ 
' 

Drug substance specification ~'il1':in.!1"il1fl 1'lJ1bri':i1:::~'LJ8\l~~~\91 Drug substance Vl~B 

b1bA':i1:::~ druo substance 'LJe:J\l~~~\91m6'11b~"il':iU m.J'lJ1~QD'lJVlfi\I zj\ll1fl1':i\91':i1"il1bm1:::~ 
;:, 'U 'U 

v i.I d 0 

fl".i'lJ'Vlfl'Vl1'LJ8'Vlfl1Vl'W~ 
' 

®· ~ b?l'Wm1ri1~e:i\I ~'W ~1 b mm'V'I ci1 CJ be:Jfl?ll':i 'V'l~m.Jm CJifozje:ifo1e:i\I be:J n?11':i1~ CJ ~i1rl1m"il ':i1 CJr;i::: bB CJ~~\ld 
'U 'U 

®·® b8fl?l1':ifl1':i 1~foe:i'W tu1\91;'WVl:::bUCJ'Wvl1~'lJCJ1b~ffil'1Vltl1CJ 1'W'lJ".i:::b'Vlf'lL 'VlCJ bb'1:::6'11bb~\I (declare) bb'Vlr;l\l~~\91 
' v 

®·®·® 1'lJ6'11Aillfl1':i~'WVl:::bUCJ'U~1~'lJCJ1 ('VlCJ.lv VlCJ.Ql VlCJ.CS:::) bb~1bb~mru, CJ1~~~\91h.!U':i:::b'Vlf'l 
v • 

VlCJ.lv),mt11b .tf 1bvlm.lJ'Ufl1".ibbD\l'lJ".i':i"il(VlmCJti\I VlCJ .rn), CJ1111b .tf1"il1fl~1\IU".i:::b Vlf'l (VlmCJti\I VlCJ .cs:::) ' . 



C9l.C9l.lv 1'1JA1'1Je:J~'W'Vl~bUt.1'Wt.11 'Vlt.J.C9l vi1e:i ~.(9) '1Je:J..:Jt.11~b?!'Wm1A1 'V'l~m.JJ1t.lfl~bBt.Jl91't;h.LJmnd 
f11'1Jfl:l.Jflf;U.fl1'V'l'1Je:J..:Ji;.J~~i1rusv1~1:l.J~~'W'Vl~ bu t.J'W (finished product specification) mru-ti ~J~VlrJ1..:J f11J 

' ' 'U 

b '\J~t.J'Wbb '\Jfl..:i bbm '1J b ~m~:JJ\J~l'i'e:i..:i bb 'W'IJ be:J n?11Jvi~e:i~1 b mm'V'lci1 t.1 fl1J'1Jmbm '1J ( t.1 .ct) :l.Jl'V'l~e:J:JJ finished product 

specification bbfl~/Vl~e:J Drug substance specification 1191t.1'1Jmbm'1Jne:i'W1'W'\JJ~fl11"1'\JJ~mm1m8b~fl'VlJe:JtJfl~ 

bbfl~1libn'W lv tJ ru 'fo'\JJ~fl11"1'\JJ~fldl91J1f118b~fl'VlJe:JtJf1~ 

C9l. lv be:Jf1?!1J~'IJ Je:l..:l:l.Jl~ J:01'W fl1Jf;.J ~ ~ t.11 
"' 

(9).\v.(9) mru~i;..i~~t.111 'W'\JJ~ b 'Vll"11 'Vlt.J ~i;.J~~\J~l'i'e:i..:ii1~1 b 'W1.fl1'V-Jci1 t.JVltJ..:J~e:J~'IJJe:J..:l:l.J1~J:01'W fl1Jf;.J~~ 
'U "' 

t.11~1:l.JVl~flbflrusvi'15mdi;..i~~~m'Wfl1Ji;.J~~t.11 PIC/S (pharmaceutical Inspection Co-operation Scheme) 1191t.J 
I .di .d Q../ 0:::::. V ft O:::.~ QQ 

Vl'W1t.J..:J1'W PIC/S participating authorities V!Je:J:l.Jbe:Jfl?!1JJ'IJJe:J..:l:l.J1~J1j1'Wfl1Ji;.Jfl~ t.J1~1:l.JV!fl flbflru61'lbbfl~15fl1J'Vll91 

1 'W n1Ji;..i~~t.11'1Je:i..:i~1ir n..:i1'W Aru~ f1JJ:l.Jfl1Je:J1Vl1 J bbfl~ t.11 m~'VlJ1..:J?l151Jru~'1J zj.,:in1V!'W 191~'W fa t.1i1m1:JJ?!e:Jl91A~e:i..:i 
bbfl~VJl91 b Vl8:J.Jfl'IJV!~ mnrusvi' bbfl ~15md~ ~1 'W n1Ji;..i~ ~ t.11 PIC/S 1'WVl:JJ119181~ b?l'W e:J'1J1 t.1 uU'IJ ~ 1~ 191~1:l.JJe:J'IJ fl1J 

~J1\J?le:J'IJ11918JJ(;.Jflfl1J~'IJJe:J..:l~~1'W'\JJ~fl11"1'\JJ~fl1191J1f118b~fl'VlJe:JtJfl~ 

(9). \v. iv mrub Dmntl1boLJ1'<il1 fl ~1-:J'\J J~ b 'Vll"l ~ i;.J~ ~ (9\e:i..:ii1viir..:i~e:J~1b'W1.fl1'V-Jci18 VltJ..:J~e:J ~'IJ JeN 
'U 

:l.J1~J1j1'Wfl1Ji;.J~~t.11~1:l.JV!~flbflrusvi'15~~1'Wfl1Ji;.J~~81 PIC/S (pharmaceutical lnspectidn Co-operation 

Scheme) 11918VltJ18..:J1'W PIC/S participating authorities uU'IJ~1~191~1:l.Jde:J'\Jfl11m1\J?le:J'IJ 1191t.JJJi;.Jflfl1JfoJe:J..:l~..:J 

1'W'\Jwm1"1'\JJ~mm1m8b~fl'VlJB'Lln~ vi1e:Jmt.J~fle:Jl91~'V'l bb~lbb~mru 
' d 

(9). bll be:Jfl?!1Jfl 11..!.fl1'V'l'1J e:J..:J t.11'\ll b?l'W e:JJ1 f11 
' 

C9l.m.® i;.Jflfl1J~J1'<il1bm1~~flru.fl1'V-Ji;.J~~.ilrusvi'81~1b~'<ilJ'\J'1Je:J~~i;..i~~ (Certification of analysis 
' 'U 'U 

of finished product) 1'Wt.11i'W~ci..:JbU'W~1e:i~1..:i 
C9l.m.iv i;.Jflfl1J~J1'<il1bm1~~~ru.fl1'V'l1~~~'1J'1Jm~181~1ri'qJ (Certification of analysis of drug 

substance) ffim'Wfl1Ji;.J~~t.11~'W~ci..:iblJ'W~le:J~1..:i~..:i'1Jm~i;..i~~t.11bbfl~~i;..i~~1~b!~'IJ 
q 'U 'U q 

iv . ~1e:J~1..:J81 ~b?l'We:JJ1f11(9\mci..:i~1e:J~1..:it.11e:J~1..:ii.Je:Jt.1 C9lo vials zj.,:ibU'W~1bb'Vl'Wbb?l191..:JJ18fl~bB81911~flJ'IJtl1'W 
'U 

m:JJ~rl1Vl'Wl911 'WVl1'1re:iAru?1:J.Ju~~11'\J'1l1..:il'i''W1 'W1'W~'Wb?!'Wm1m 11918e:J18'1Je:J..:J81'1J e:i..:i Lot. ~'<il~ ~'Wb?l'We:JJ1f11'<il~ (9\e:J..:i 
' ' 

i1ii18iJ'IJ\11n1'W~i;..i~~ 1llmnn11 (9) tJ 1 'W1'W'\JJ~fl11"1'\JJ~fl1191J1m8b~fl'VlJe:JtJfl~ 
' 

bll. (9\1).,:J~1'Wfl1J'Vll91?!e:J'IJ~1'Wfl1t.J.fl1'V'l.fl181'W1 J..:l'V-Jt.11'1J1fl 

@:. fl1J'\JJ~ fl'W fltl..!.fl1'V'l'1J e:J..:J tJ 1~ ci..:i:J.Je:J'IJ 
' 

<S::.C9l mt.1'1Je:J..:Jt.11~ci..:i:J.Je:i'IJ('\e:i..:i i1m81d.Jmnn11 (9) tJ tJ'IJ'<il1fl1'W~i;..i~·~ 
' ' 

<S::.lv t.11'\ll n..:i1191~ci..:i&.Je:i'IJ '<il ~l'i'mci~~1 b 'W1.fl1'V'l ci1t.11 'IJfoJe:i~i;..iflm J~Jl \11 bf1J1~~81~'W~ci~&.Je:J'IJ'1Je:J~~i;..i~ ~ 
' ' 'U 

bbfl~ 1 'IJ1bm1~~1~bl~'IJ'1Je:J~~i;.J~~1~bl~'IJm .rri;..i~~81~'W~ci~:l.Je:J'IJ 
q 'U q q 

<S::.m 1 'Wmru~vitl1 t.1J1"1JmJv'i1mJci:lJ~1B ~1~ m~ci~:J.Je:J'IJ b ~Bci~~J1'<il1 bm1~~Arun1'V'l Vlti18J1"1Jn1J\J~ 
' ' 

v'i1Vlir~ ~ e:i~e:i~'1J B ~1B~1~81 11918er'1J18\J~(')e:i~ci ~ u1 b ~:JJB n~1:lJ'<il'1'W1'W~vitl18J1"1J mdci ~~J1 \11 bm1~~ bbfl ~bu 'W 
'U 

~~'IJ~l91"1Je:i'1Jrh 1<ff~1t.11 'Wn1J~J1\11 bm1~~Arum'V'l 1 'W mru~'V'l'IJ11 t.111d.J b u'W 1 LJ m:J.Jflru~ n't'fru~ bu'V-J1~ V!ti18J1"1Jfl1J 
'U ' ' 

'1Je:J?!~1'W~'Vl~1llfo~\111ru1md b?l'Wm1mt.11\9l~n~11'1Je:i~~'1J18 bbfl ~/vi1e:J~i;..i~~ 1 'WA~ ~~e:J 1 '\J 
'U 'U 

@:.@: er'1J18'<il~l'i'e:J~~'1Jb'\J~8'W81bi.fom1n~vi:JJl91mt.1 vi1e:ib~e:ibnl91n1Jb~e:J:lJ?!.fl1'V'lne:J'Wn1Vl'Wl91 
'U ' 

<S::.ct "'1J18'<il~(')e:J~ci~:J.Je:iiJ1~'b~vm1'1J1fl.fl181'W C9lct 1'W tJ'IJtll91'<il1fl1'W~1~fl~'W1:JJ~'IJ1 'IJi~~e:J 
'U 

... flJJ:lJfl1J ......... ~....... f1JJ:l.Jfl1J 

(m~l91Jru u~~) (m~m151~'Ll ~~~8~'1Jl"1~) 
' ' 



~-b ~"U11:J ei'W1:Je:i111~~~e:i1:Jm~n6"qiqi1rie:i'Wi.rqiqi1'1~~'W~~1'Wmru~e:i1 tid 
~.b.@) bU'W111:Jm1~i1m1~'111ru1~~me:ie:in'11niJqi:g"Ue:i.:i 11.:ivm1u16'1 ... · 

~.b.~ ~6'1m11'mn11J~ 1~1:J~'WEJ'U~G'lm11i'11mb'W'Vl~rnimbb6'1~i1'Vf~mn'W~'UEJ'U'V11.:im1bb'W'Vl~ 
'IJ "" 

'V!~e:ii1111:J\!1'U ADR €l~1.:l1'Ubb1\l 

~-b.m 'WtJ'LJfl 1Vf1~ n~ru~1tl bb uu 1:J1'V!~e:J.fl161l'U~U11'1 b U'U~1b'VI~1 ~ bfl~fl1111fl6'11~ bfl~e:J'U'Vl1\ll:J1~ D~ 'l\J 1 1 

61.:i ~" m~'Vlu ~e:im11' n~1 ~tl11:J 1~ 1:Ji1111:J.:i1'UutyV11 '11 n~ b~ m-Ue:i.:i nu m11i1:J1 

~.G'll ~mi1m1~iru~'4'W sensitivity disc "lle:J.:l~'lm L~i:J 11J~~1JG'lrh 1~nu11.:iw1:J1u16'1~6'1e:i~m~i.rqiqi1 
d 

ct. b€Jf1~11€J'U ~ 

ct.@) ~6'1n11Pin~1 Long term stability ~6'1e:i~-d1.:ie:n~"lle:J.:l1:J1~.ff'W'Vl~bD1:J'W11nu'11irn.:i1'U 
f!ru~m111m1mV111bb6'1~m m~'V111.:i~1u11ru~"ll 

b. m1tl1~bii'U~1tl1~~'V15m'W~ €111fl1 (Price Performance) 111'.JG'l~bB 1:J~~111 be:J n~11tl1~m~11f!1a b~ f1'V11€JU n&1 

........ r:i!. ....... . 


