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lmipenem 500 mg and Citastatin 500 mg for injection
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t. riJuzururl:rotr',n,d,

2. r-J:vno!frrufr'rul lmipenem 500 mg uav Cilastatin sodium firar4arir Ci[astatin 500 mg
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o e

zuanr:n:rqitn:rvvi'nrunrnu{JuhJprrl Finished product specification rrav Specification of Active

pharmaceutical ingredient (APl) fidrrdtornrnd'flsirf!afurn^urriu drt6'qnvtvrfluurioa'rrinrru
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2.1 Finished product specification
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?JO Test ltems Specifications

1,. ldentification

- lmipenem

- Cil.astatin

n:ror.iturtufr :vrLJu Finis hed prod uct s peciflcation Ft:?a hjru
i6

nrttvt:vqLu Finished product specification

2. 1J:il1flJn?UlAlnfU

- lmipenem

- Cilastatin

90.0 - 1l5.0o/o of iabeled amount of imipenem

90.0 - 1.1.5.0o/o of labeled amount of cil.astatin

3. pH 6.5 - 8.5

4 Particu[ate matter n:?a hir!Ft1lfi :vqlu Fin is hed prod uct specification

5. Uniformity of dosaqe units n:':qtjruottJfi:vrlu Finished product specification

6. BacteriaI endotoxins lrjlrnn'jr 0.17 Endotoxin units/mg of lmipenem

uuav tillrnn'jr 0.17 Endotoxin units/mg of Ci[astatin

7. SteriIity Steril.e

aU. Loss on drying kiufiu 3.5olo

f-



v
lJO Test ltems Specifications

1 lmipenem 98.0 - I}L)o/o of lmipenem monohydrate

2. Specific rotation between +84o and + 89o

5. Re[ated substances

- Thienamycin

- Any other impurities

not more than 1.07o

not more than 0.3%

aL_

2. DRUG SUBSTANCE SPECIFICATION

2.1 IMIPENEM

2.2 CILASTATIN
I
uo Test ltems Specifications

1 Cil.astatin 98.0 - I)t.5o/o of Ci[astatin sodium , ca[culated on

the anhydrous and solvent free basis

2. Specific rotation between +41.5 
o 

and+44.5 
o

14!l']u[14fi NMT = not more than

*ri'rdo Dissolution ttav Uniformity of dosage units t#rrultonar:ttafl{iluastAuarianl:

Ft:xaern:'rvtl urnfrleiui'r:ruavr6uprfiu{lu6'rrarlftuh coA urflo'nodtun{rL acs class 2 fr'orair

Dissolution test odxfiou 3 batch nliriAp]

- n:fifronvrvtfiautt6'rnr:tiu (waive) nr:n:roaouirn:rvti:runr:1n1#6uttan{rofla1i
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- Specificlaion of Active phur.nu."rticaI ingredient (APl) fiqr:rurornltlirnr:rvrirorq]2frn Active

pharmaceutical ingredient (APl) vtoluitn:rvd Active pharmaceutica[ ingredient (APl) rjolri'zufinur

;it5o:I arirlnariuyfrr firfr nr:pr:roirn:rylin:rvrn#rriofi riryuoUt

3.nr:d :v ufi u ritJ:sf, uBn1fl eio:'t n1 (P rice Perform a n ce)
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:tuavtdunetlutonfir: tior nr:tj:vrfrudrrJ:vfrvrBnrvlsio:rnr (Price Performance)
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4.2 dtrutmlndl:fl1:ttafrqdonruruaalflflo{nrtuvlJ::a (tuzururrravneiorEJr) nrxrfiteifluvrsrfl€iul{

4.3 rirrurrirtoduvrrrfruusr"rirar (urru vr.u.1 v€o u.1) n:uynyfir niol:ruavl6unFrrua'nurusLernv

tolurrirtSo:rJttavdorirr,rupnJrFr:61l.Jflori6nr:irn:rv#ur (Finished Product specification and Ana-

lytical. Procedures) fifiuvrvifluul{ Ioru6'ordrr6rpirYrurfrtJ:vnrnn:vyri?{aro'']:rudrYr.l:olr,16olurjn'jr

l:vnrrt
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';rrj d a u ul ar :r u n r :luy v rfl uu sir Y! u r ( rr!! u. s) l ry'r Yol riu6"l u

4.q drrur'lu;irfirynr:fiuustfluusirYuar (uuuu 'nu.zuiailEr.e yto yu.q y€o u.z ufrrurrin:ai)

4.4. t. n:aifi srzufr nlurj:v rvrnlvru (vrs.2)

.:q.q.z. az fr$u r rir r{r urfi o n r : ur,j w :: olurj : v rvr ntvr u (vr u. 3)
q

+.q.g. n:6frfr urdr r{rornFirtrj:v nrrr (nrJ.4)
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4.5 drturvu-lfroit:orvrFr:qluflr:r,rFnursrriludnrnru'/4i6nr:fi61unr:zufrprur (Good Manufacturing
1

Practice (GMP)) luvlrnfirfrurdotrirurfirauo (arirdranF]'ul:o!nr:n:rqaoulorau-noqjlu.rir{L?arflr:

ir:or ) Tpru 6'orl:v nor6'r u

4.5.1. drrurvrirfioiu:orlr'rFr:ir1-Jfl'r:zufinurFrrilvdnrnru"fiiBnr:fr6"[un'r:zufrnfnn6!n-ru'r

r{rdcy (Certificate of GMP Active PharmaceuticaI lngredient (APl))

4.5.2. dttutr,r#rfioiu:oslnFr:firufl'r:zu6nsrnrrya'nrnruq4i6nr:fr61unr:zufinzu6suTrue{ur

eirr5o;l (Certificate of GMP rilirf'"0 Product)!
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4.7 1.]'lFl:slutotdorirvunncuntvr?-nqfrroirur;{rriry (Active Pharmaceutical lngredient Specification)
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4.7.1. iirturilrn:orufnnfiln-rurcirriry (Active Pharmaceuticat lngredient) ttavzu6srfiru'?i'
od

ur;irrEo:l (Finished Product Specification) Tnru:vr-1oir:rur (Pharmacopoeia) filEidrrdl

nr:i trr:rv#IFrur.Jr Fl:firuo eixrio a 6'or r{Jutrjerrltrioriryun urnvt'r n:o'}uro{flr:i un:r vf'lu
pir:r urln sir :r uryfr r Fr rill:y nr fl n:v11:'r{fi r :fi 1:ruafl r5o{ :vrqir:r ur

u"
4.7.2. ;irtur drug monograph totfr'ln-rurdrricy (Active PharmaceuticaI lngredient

Specification) y6o zu F n:irudu r rir l5o gr.J (Fin is hed Prod uct)

4.7.3. n:aifiinofrlet-?ur;{rrifu (Active PharmaceuticaI lngredient Specification) yio

zufrprfiru"fiur6irr5o;rl (FinisheJ product Specification)triil:rnglusir:ror (Non-officiaI

pharmacopoeia) 6'ot*aortva-nt1u'i1urfrrrn:oruro{nr:irFr:'rs1,ir{JuhJsrurjovrfir{oterriotrld

4.7.3.1.. firiorirr,ruoruaur.JlFrifiru?rornr:irn:rvrfluai'r:rurrosl:vuyflfir{jualrfrn

tolThe lnternationaI Conference on Harmonization of the TechnicaI

Requirements for Registration of Pharmaceuticals for Human Use (lCH) y3o

4.7.3.2. riorirvuorttavillFriF'ruflo{n1:etFr:rvdrizufrn (ln-house process) fi
aonnfio{fl! ICH Guidel.inJ ri, 

I

4.7.3.3. dorirvupr*avrrn:orufr'rtrjrLorar:irn:rsrifrrirrauprlfluoir:rsr sir:rurln
pir:ru1vfrr nlillTvnrflnrJrrruu.u',rruqfl r3o{ :vr.1oir:rar dryYr:lrrruu',,fu1
(General requirement for dosage form) 

e u

fiu'tutuq : {orirvtunqrunrvrinq6uo1rurdrn-cy (Active PharmaceuticaI lngredient

Specification) uavzufrprfirudure{rr5o;l (Finished Product Speciflcation) 6'ordxOro'rn

or'r:rtdurriuutavar.rir.ltdurrYu unriuurrin:rfrfrsir:rurfi{oriryuprrrauil'rFr:fi'tullotnr:irn:rsv{

ran r vr-n n fr I 6'r a r dr dcy u€o zu fr nfirud'u r ;ir r5r ;rJ
4.8 drrurvril6oiu:olzuanr:itn:1c# (Certificate of Analysis (CoA)) TnsololrJ:vno!6'xu

4.8.1. dTturvrilfroi!:oszuanr:iln:rvr,1 (Certificate of Analysis of Active PharmaceuticaI

ln gredient (APl)) Iou6'ouJ:vnolpiru

4. 8. 1 . 1 . rir ru r r,nil fi o il : a l zu a n r :i rn : r v d in o fr u 6'r u r ;ir rYrg (S u p p ti e r)

4.B.r.2.iiruurvrilfioir:orzuanr:itrr:rvriinnoro1rure{rdru rorrizu6nriruq4'urcirrSo:ilou!

(Manufacturer)

4.8.2 dtutvrildoYr::orzuanr:itn:tvr.izuFpr:iruq4urdrr5o:rJ (Certificate of Analysis of Finished

Prod uct ) tol{2a n26 st Err eir r5q:l (Man ufacturer)

4.8.3 Lonal:6uriunrrrt#lniuti:vv'jxiunr:nfrnroriprnhln-rurrirriry (drug substance) rrayiunr:
zu fr sr r o r zu fi n rirudeir rs o g rJ ( F i n i s h e d p ro d u ct)fihTlu n.r r 
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4.9 iir rur ro narirrao{ r.ra nr:fr nrgrnrrrnqpr-r (Sta bi lity data)

4.9.1 drturtonal:ffin{tJanr:finrgrnrr:tnrfi't:vrJvurr (Long term stabiLity data) siruru : !unr:26n
4.9.2 drturtondl:tmer{tJanr:dnurnrr:rnrrir'luanmvrir (Accel.erated stability data) siruru 3 lunr:2frn
4.9.3 riruurronar:rLan{rlaflr:frnurfrrmprviruram:n#nuilrrfiprurldt ta/d\uumrNrj:vfivrBzuanr:inrgr

| 4 d ,,Y d,(n:ilu'r L:.Jfr ) (nlr.J)

+.g.+ n:6iltiiuarfifroravnru/r6oorVrafriltJnkTtur1rliravarurirrl n:ufirurmvaoorodorrirronar:rirrilur

(ln use stability data)

4.10 drturvu-tfroYl:our6prfiru',{ur6ir15o;r.1 (Certificate of Pharmaceutical. Product) ravrrvurdrrdrttrlu

rJ:vrynlyu

4.11 drtu'tvdntrunrr:tarrarorzufinnicu",4ur (Bioequiva[ence) u{JutrJorTrdorirvun ASEAN Guidetines

for the Conduct of Bioavailabitity and Bioequiva[ence Studies u6o {fronr:finrgrfirrJ:vfiyBzuaunv

frraunriotzuamfiruq4ur fl:vvri?{a1or:ruar Tpraanruiuu€or,rilrurrufinurflrarrafileiiur:iu:o{a'rfl!qu

dr fn t r u n ru u n : i:J n r : o r 14 1 : LLa v u'r a riu rJ n o riu ( n : rfi tilld s r 6'u irl I )

+.tz n:dhikiur6'uruur6'oruanrnr:frnrgryxn6f,n (C[inicaI trail.) ro{ur'[ul:vryertyafiruapxfllzuaurt

n6frntoturtueirurJ:vfrvrBnril ttacntrlrJaoo:iu urjiu! ufiuuri!urfrurrtltl rravFrfrlvi'[urr:ar:urtnr:rmyri

4.i3 drturr,rrilfroir:ounn:orunr:lfrri6nr:runnuncu'fiiBnr:fr6iu#o.rr.Jfrr-T6nr: (Good Laboratory prac-

tices (G L P)) lu n : rifr lir n r : fi nrcr fi r axr r a fr rir r r.J :v ry rt

d .r4.I4 allulutJ{fi051J:o{l',rrr',rn'''r,ff!:-nutLravnivaruu'rfii1r.rr,r#nrnrudi6nr:fi61unr:rfilYnrgruav

fl:ualuu't (Good Storage prulti." / Good Distribution Practice (GSP/GDP))

4. 1 5 r.irauo :r rr r olor eir n-r o d r I u r o d I rfio u 3 urir u u::q Jiruei.U1

4. 1 6 eir ruryfirfi oYl:ot:r r n:oru#ollfr r-i6 nr: tSO/t EC 1 7025 "lu:r 
u nr:urfr uauo (fr'rfi )

4. 1 7 iir tur ro nar: rraoxdol a nr:leiilnr:l::11u Green book riorlvr u (firfi )

4.18 drlurtonar:uantdolanr:lpiirnr:r::o1u orange book rol US.FDA. uio European Medicines

Agency raioriryfl u{n n::l (rirfr )
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s. f$ouh6ul
5. 1 u r 6'or :r^ o r u ryd otririo u n'i r t fl ril o r niufi ri w ou ur

i:zufrnfreiuror"[#udaorriur ov6'orfidrruryfiifioiu:orzuanr:irn:rvd (Certificate ofq

Analysis (CoA))

s.3 fr'truovplorfih0uuorL:-rL116uuuruiourlnfru:rproruvioufiorfronr:rfroranrnriouriryuprsrrrdru'ruqErU9

5.4 ulna0lriurvrrflrur,r'rFrrunlile'rrzua^nJirueiurasfrornr:eirn:rorfioirn:rvv{nrunrn rTsiryilruqqtu

zuanfiru",{urovu{Juriirfiertourirl{sirulunr:irn:rvlinrunlilu'r urasdrurlu,irurufiqn{rirn:'rvri6u
rrrianliur
5. 5 fr tauo :r n r ( rir r a ) Eu €r o xrlf'u n rF n d'ru ru r ri ou n :l riryupr pr-rd

! -u

5.5.1urnfi nr:ri!n:rqi tn:rvdornn:riyurnraninr:rrvrvrrirrdrzuanr:i rn:rvr,itrir{Jutrjnrl

il'ta5f,lu

5.5.2n:fizufrnfiru.fiurrlfrFrflo nGunrfruduarnfr'orerarnloudrfinlrunruvfl:::rflr:or1,1r:LLauul
U

s.s.gn:fi16'ilrflruvrnrunrnornzu6 prfirudfrororirzuariorJ:vFvrSzuauavnrrlrlaoorfiuriorirhufi
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Lf]:lJU1
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uulrJ:vrfiuritJ:s8vBnrllsio:rnr (Price Performance) lmipenem 500 mg and Citastatin 500 mg inj

a?uur
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