
~ru~n~ru~bU'I"l1~tn lmipenem cfoo m~ t Cilastatin cfoo m~ for injection 
'1 v "' 
b ~\l'\"ltn'U1'0~€ltJb€l~ 

d 
"l!mn en lmipenem ctoo mg + Cilastatin cfoo mg for injection 

~ X d 

(9). bth.Jtn[;..!\l'\J~11'l1 1il1nb"l!€lr;'\"l!11 

lv. '\J~~n€l'U~1t.J~1tn?l'1A~A€l lmipenem ctoo mg + Cilastatin sodium 6/t\lr;'l~\j'0n'U Cilastatin ctoo mg 

bTl . 'U~~Iil1 'UJl1"l!'U~'U~~IiltnQ~'\J~11'lllil1nb~€l 
' ' 

- ~~~~mn ~1'W'\J~~nmJ~1tn?l'1A'~ m1~bb~\l 1'W-b~€l'U -tJ~ [;..1~1?1, Vl~~m~ 
b'0"1J~[;.,J~(?), bri"U'Vl~ b u t.J'U~1-ru tn H€! ~1\li~ blil'U'U'W'U~~Iiln rusn 

' 
-'U'WJl1"l!'W~'U~~Iil €l ~1\li! €l t.J Ill m ~~'U~€! tn ~ €l m~ ~ 1 ~11.J'\J ~ ~ n €l'U bbrl ~"U'W 1 ~ 

' ' 
m1~bb~'l"U€l'ltn bri"U~[;..i~\?1 1'WVl~~mt.JHi~blil'W 

' 

Finished product specification (USP mb) : lmipenem cfoo mg + Cilastatin cfoo mg for injection 

identification test ' (9). (?)~'JiiJ[;.J11.J 

lv. '\J~mru~1m?l'1A'ru 
" 

~o.o - C91C91cf.oo/o L.A.of lmipenem ,Cilastatin 

bTl . pH b.cf - ~.cf 

Sterility ' <:£. m11iJ[;.J11.J 

ct. Bacterial endotoxin NMT o .C91fTII USP endotoxin unit!mg of imipenem 

NMT o.C91fTII USP endotoxin unit/mg of cilastatin 

b. Loss on drying b~bfl'U m.cto/o "U€l\lJ1Vl1Jn[;..~\ltn 
Constituted solution ' fTII. m'JiiJ[;..I11.J 

~. Particulate matters 

- "U'U1~ L C91o !J.m b~bfl'U b,ooo €l'UJl1fll9i€l (9) container m11il~1'W 
' 

- "V'U1~ L \vet IJ.m b~bn'W boo €l'WJl1fll9i€l (9) container ' 

' 
m11il[;.J11.J 

Dru~ substance specification (USP mb) : lmipenem 

(9). identification test {91JJ'C\J~1\J 

lv. Assay 

bTl. Specific rotation 

<:£. Crystallinity 

ct. Bacterial endotoxins 

b. Sterility 

fTII. Loss on drying 

~. Residue on ignition 

~. H vy metals 

d 
rl'l"l!€! ...................... '\J~~51'Wm~~m~ 

('U1t.J i1"l!~ '\"lrlr11.fl) 
" 

~~ .o - C91o(9).oo/o of imipenem monohydrate 

between +~<:£0 and +~~o 
' 

~~11iJ[;.J11.J 

NMT o.C91fTII USP endotoxin unit!mg 
' m11il[;.J11.J 

NLT cf.oo/o and NMT ~.oo/o of its weight 

NMT o.lvo/o 

NMT o.oolvo/o 

d 
rl\l"l!€! .................. ..... .. m~~m~ 

d CJ IV'! /'. 
rl\l"l!€!~~ ....... m~~m~ 

(1..!1\lm 11'll'\J~~) 
' ' 

('U1t.J~'Ut.J\l ht.Jt.J\lA) 



Drug substance specification (USP mb) : Cilastatin Sodium 

®. identification test ~r;ld'C\1~1'U 

h Assay 

m. Specific rotation 

cs:. Bacterial endotoxins 

ct. Sterility 

b. pH 

b'li. Water 

cj, Heavy metals 

~. Any individual impurity 

~cj.o - C9lOC9l.ct% calculated on the anhydrous 

and solvent-free basis 

between +CS:C9l.ct0 and +CS:CS:.ct0 on the anhydrous 

and solvent-free basis 

NMT o.C9lb'li USP endotoxin unit!mg of cilastatin 
' \W':i"J"ile-Jl'U 

b.ct - b'li .ct in a solution (C9l in C9loo) 

NMT ho% 

o .oo~% 

NMT o.ct% 

b~e:J'Ub'iJ~'W1 
C9l. ~ b?l'Wmlfll~m~'W?h b 'W1.fl1'V'l~1 tJ be:Jn?ll~ 'V'l1mJmtJile:J~e:J-rme:J'I be:Jn?ll~ 1~ tJ~ilrl1'W1"il~1tJ;;:J~ bB tJ~I'l'l'i1 

@).@) mn?Jl'jnl~ 1(i) -r'Ue:J'W ru11'1~'WV1~ b iJ tJ'W\9ll-r'UtJ1b~ m\' 1vtL11tJ 1 'W'\J~~ b Vll'lb VltJ bb;;:J~?ilbb~'l( declare)bb vt~'le-J~ 1'1 
' v 

@) .@).@) 1'U?i1ri't1Jm~~'WVJ~butJ'W19h-r'UtJ1 (VJtJ.~ VltJ .m VltJ .cs:) bb~1bb~mru, m~e-J~I'l1'W'\J~~bVJI'1 
1 VJtJ (vtmtJt'i-:J VJtJ . ~),m111 b -ii'1 b ~m tl'W m~ bb u-:Jm~"il(m.n t!t'i'~ VJtJ . m), m1l1b -ii'1"il1n~1'~'\J~~ b VJ\"1 (vtllltJt'i-:J YltJ .cs:) 

' 
@) . @).~ 1'UA1'ile:J~'WVl~butJ'WtJ1 VltJ.C9l vt~e:J tJ.C9l 'ile:J'ItJl~b?l'Wmlm 'V'l1'e:Jll~1tJ;;:J~bBtJ~vh-ile:J 

m~m'Uflllfltu.nl'V'l'ile:J'Ie-J~I'J.flrusni'Jlli~~'WVJ~ bu tJ'W (finished product specification) mrue:J ~~~wh~ fll'j 
' ' " 

b '\J~tJ'Wbb '\J;;:J-:Jbbm 'iJ b ~W~ll"il~~e:J'I bb 'W'U be:Jn?l1~vt~e:J?i1 b 'W1.f11'V'l~1tJf11~'ilmbm 'il(tJ .ct) li1'V'l1'e:Jll finished product 

specification bb;;:J~/V!~e:J Drug substance specification 1~tJ'ilmbm'ilne:J'W1'W'\J~~fl11'1'\J~~m~~1m€h~nVl~e:Jun~ 

bb;;:J~hlbn'W ~ tJ ru 1w.J~~m1'1'\J~~mm1fl1€ib~nVJ~e:Jun~ 

@).~ be:J nm~-r'U~e:J'Ili11'1~~1'Wfl1~e-J~I'ltl1 
"' 

@).~.@) mru~e-J~I'ltl11 'U'\J~~ b Vll'lb Vl tJ ~e-J~I'l"il~~mll?l'lb 'U1.f11'\"l~1 tJvt1.T'I~e:J-r'U~e:J'I:wl\W':i~1'U f11~e-J~ 1'1 
" "' 

tJ11'11llvt~mnruo/i15m~e-J~I'l~~'Wfl1~e-J~I'ltl1 PIC/S (pharmaceuticallnspecti.on Co-operation Scheme) 1~tJ 
vtL11 tJ'Il'W PI CIS participating authorities V!~e:Jll be:Jn?l1~-rme:J'Ili11'1~]1'Wf11~e-J~I'l tlll'lll!V!~ mnruo/i bb;;:J~15m~Vi~ 

1 'W m~ e-1~ 1'1 tJl'ile:J'I ?111! n-:Jl'W r1 ru~ n ~~ll m ~e:Jlvtl~ bb;;:J~ tJ1 m~Vl ~1'1?11151~ ru?l'il ~'~ rhvt'W ~~'W 1~ tJlJfl11ll?l e:J~fl~ e:J'I 
' 

bb;;:J~VJ ~ b Vi tJWl'UV!Gl mn ruo/i bb;;:J ~15 f11~~~1 'W f11 ~ e-1~ 1'1 tJl PI CIS 1 'WV!ll1 ~ tJ 1~ b?l'We:J'ill tJ :WD'U ~1 ?1 ~ l'llme:J'U 
' 

m~m1"il?le:J'U 1~tJlJe-J;;:J m~-ru~e:J'It'i'I1'W'\J~~mi'1'\J'j~mm1fl1€i b~ nVJ~e:Ju n~ 

@). ~. ~ n ~rub tl'U tJ1111 b -iJ 1 "iJ 1 n ~ 1 '1.'\.J ~ ~ b Vl\"1~ e-J ~ 1'1 ~ e:J 'llJvt11'1 ~ e:J ?1'1 b 'U 1.f11'\"l ~ 1 tJ vt11'1 ~ e:J -ru~ e:J 'I 
" :wl\W':i]1'Wf11'je-J~ I'ltlll'lll!V!~mnruo/i15~~1 'WnJ~e-J~I'ltll PI CIS (pharmaceutical Inspection Co-operation 

Scheme) 1~tJvt1.l1tJ'I1'W PI CIS participating authorities :WD'U~1~~1'llll~e:J'Uf11~\W':i1"il?le:J'U 1~tJlJe-J;;:J m~-ru~e:J'I~'I 

1'W'\J~~ mm.b~mm1r11€ib~nVJ~e:Ju n~ vt~e:JmtJI'l;;'J e:J~~'V'l bb~1 bb~ mru 

;;:J-:J~e:J ...................... '\J~~i51'Wm~l!f11'j 
('UltJ 

' 

d 
;;:J-:J'Ve:J ......................... .. m~lif11'j 

('Ul-:Jmru "J(9)J'\J~~) 
' ' 

;;:J-:J~e:J~~ ... m~llm~ 
('WltJ~'UtJ'I htJtJ'Ifl) 



h tJ1~ 6?1owmtJowtJJ~'U~~Vl 6 tJow~e.J~I?lVl~m tJow~ 66 VJow"il~Vli.htJ 11iltJm\l 

m. u~~Vl~6?1UeJI91e:J\lthil1e:J~1\ltJ16~el'U':i~ne:JunT~~'<il1'H1J1 e:J~1\ltle:JtJ ct vials ll166?11il\ll 'Wl'U~'W'Ile:J\l 
ct. ije.J61n1':ifin~1fi11~A\lii1"Ue:J\ltJ1 ( Stability Data ) Vl~\le.J?1~1owii1'Vl161~mtJ'1l'Wiil~1\ll 1?11~-ilmhVl'Wiil 

m':ifin~1fi11~A\lil1 

ct. l'le:J\lijn1':i?1U'U?1'W'W sensitivity disc "Ue:J\li!1tJ111iltJ hif11il~61A11 Vfnu 1 ':i\l'\AitJ1'U1611?161e:Jiil':i~tJ~ 61611~tJ1e:J~ ' ~ ~ 

1 owD'qJm ':i\l'\AitJ1'U161 

b. n1':itb~6iJ'WATt.h~~Vl~Jl1'\AI~e:J':i1fl1 (Price Performance) ':i1tJ61~6BtJiill?l1~6e:Jn?11':iih~mlil':i1fl1 

61\l~e:J ............. ... .... .. U':i~u1'Wn':i':i~n1':i 
('WltJ 

d 
61\l'lle:J .......................... m':i~m':i 

(m\lmru 1~u~~) 
' ' 

61\l~e:J.~~~ .... n.':i':i~m':i 
(owltJ~owtJ\l 1'1!tJtJ\lA) 


