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2.1 FINISHED PRODUCT SPECIFICATION

n ils fl :5il n 1 :n 1 uu 9t :1 u a u [0 tJ o 4 ila nuilu [av{'l s t a { g 1

v
lJO Test ltems Specifications

t. ldentification test n:?a ti1uFnllfi :vu'Lu Fi n is hed prod uct specification

2. LabeI amount 95.0 - 1,05.0o/o of Cefoperazone

95.0 - I05.0o/o of Sulbactam

3. Water content lilrfru +.ooz'

4. Constituted soIution ni?a tirunr:tfi :vuJu Fi n ished prod uct s pecification

5. Sterility test ar?at irtrentJfr :vl'Lu Fi n is hed prod uct specification

6. BacteriaI endotoxin trjrfru 0.t16 Endotoxin unit/mg

7. PH 4.5-6.5

8. Content uniformity Ft:?{ hi1un1!fr :v{u Fin is hed prod uct specification

9. Uniformity of dosage unit fl ixa tiIuFt'tlfi :vl-tu Fin is hed product specification

10. Partic[es

-size > 10 micron

-size > 25 micron
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SpecificationsI
lJO Test ltems

er:xqtilu

95.0-102.0% of L.A.

trirfiu 5.00/o

4.5-6.5

trjufiu O.2O Endotoxln unit/mg

hirfiu I Part oer milUon

1. ldentification

2. rJBlrrun-rurrirn'rg

3. Water

4. PH

4.

6.

BacteriaI endotoxins

Hear,y meta[s

7. Sterility Ft5?Ati'lu

8. Related substance

-Any impuritY

-TotaI imPurities

Lilrnu 1.5%

trirfiu a.s%

triufru 2.oolo9. Acetone
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2. DRUG SUBSTANCE SPECIFICATION

2.1 CEFOPERAZONE SODIUM

2.2 SULBACTAM SODIUM

(uretf,6ffi uon'raT:oxr) (uxar:fisrfirr r-irnnisuurfii) (ursar:fiaor flcyovl:2a)

/ 'l dA ' ".] ,.",',,n'.n"!
{ru Erfivrtiuf,u.ltrrg ur a uvlvtu tfr urtr cg ulu tLv\vlu tfluxflrfu

tarfiol L2 .k{....... ..... ..n::xrn'r: (arflo).. .. ... n "' n::!nl:
(uruiJuvit: u6rrarq:nl) (uraqn:r urlfiiiuvr1a)

u'rarnnnrririrurrgnr:fitou un#tn:rirulrynl:fitfiu

v
1J0 Test ltems Specifications

rt5?ati1u1. identification

2. rJBrrru6'rur;irdcy 97.0-1.02.0o/o of L.A.

3. Water trirfru t.oYo

4. PH 5.2 - 7.2

5. BacteriaI endotoxins trirfiu O.tz Endotoxin unit/mq

6. Heavy metal.s trjrfru zo Part per million

7. Sterility n:'lazu1u

B. Related substance

- lmpurity a

- lmpurity b

- lmpurity c

- lmpurity d

- lmpurity e

- lmpurlty f
- Unspecified impurities

- - Total impurities

V ra
Lilrflu 1.5%

tilrfiu 4.5olo

trirfru 0.2olo

tilrfiu o.1olo

h"irfiu 0.2%

triufru 0.17o

trirfiu 0.170

hirfru t.o%

9. Specific optlcaI rotation +2L9 to +233o

10. 2-ethylhexanoic acid (Z-eha) h"irfiu o.s%
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143J1U[149] NMT = not more than

*rarda Dissolution tuav Uniformity of dosage units l#utuuuonar:tLan{:ruaut6uatJaari

a:xaatn:ruri urnfrteiuu6'r:luaurdunfrr{Jurlrrartfflulr: CoA urfio-oroqjluneir BCS c[ass 2 6'olril

Dissolution test odxfios 3 batch nr:zuFst

- n:fifrsnilvtfluuu4'rnr:uiu (waive) nr:sr:rqaor.lirn:rvd:runr:lerlri'durrder.1roflfi'li

vdnorud'r nd rr fi16'ir o r.4#6 6'r u

- Specification of Active pharmaceuticaI ingredient (APl) fitr:rurotn"trirn:rvr,ltorl.izufrn Active

pharmaceutical ingredient (APl) vio"Lliln:rvd Active pharmaceutical ingredient (APl) 'uo.rpizufinur

eir rE q : I o lir.llor o rir rafi r fi s fi n r : er :r ni rnr : r v lin :u y n y-x {o fi rir yu pr
!q

3.n1:dru[fiudtj:vf,vrBn'rv'rFio:1n1 (Price Performance)
a'

:ruavlduFrenlJtonfir: rior nr:l:vffiudlJ:vfrlrBnrvlrio:rnr (Price Performance)

+. uo n ar rvr-tt"tu n 1 :fi o 1 : ru1
lcq A qed y o - - t u ,3

tonar:fr'Lflunl:vI^ariturqtunlr^lullfi't3ureird'u roaar:vriorL:vrr,rllurar Lonar:eru.r6i'rnnn-{riahJfl

4. 1 ;ir rur ro nfi 'r:rir ril-JU't n',*',1" u rras/y5o nrur dsnqr*

t4xrluruq: lun:nififrl'riur6'uuuuavelorfiuonar:uanrdails"lrirolurfrilrunr:iu:olorn

ritTnrrunruvfl::tlnriorli1:rLauul fruaerrirEJrtl&uflrioilrld donr::vr-r do#u1{ rfiuruvir

nuurnuttwlurLuror€Jrfr'lfflunr:Ynrgrtvirriu ttavfinr::vudonru16ounr:ld€Jrti"tuuona'r:

rirn-r.lur

4.2 drturlonariar:LLaFll{onruruaalnflo{nrt!u1J:5a (rrzururrravnriorur) nufikifluvrvrfisuti
&4.3 rirrurr{rtofluuvtfluusirirsr (urr vr.u.1 u3o €.J.1) n:uyny#r vlfol:ruayr6uornrua-nrsruyLaills

lorurdru€q:luavrjoriruunx.rlFr:F'lurori6nr:irn:rsdur (Finished Product Spu 4 iBnr:itn:rsdur (finistred Product Specification and

Analytical. Procedures) frfiuvrtrfluuli Toufrordrrdrririusrfrl:vnrrtn:vvr:'r.rd'ro1:ru6r:-r:oryiolra:"j

n'irl:vnrrt

143J'tutuq: n:fifr0d:vv'jrrtouJFuuurrJnrrufrtriEirn:rvrirravdorirvruorlrn:oru"l#tU
yo!

aonndolnrtsir:rurfiil:vnrrtil:o.rviosir:r ura'raprsio;irfin{ruFrruufl::}.Jn'}:o'1141: ttns u'r

hi'rruudruu'rn'rtourfttu.J6eJurlar:run',rtu"r,fluuur(Lr!rJ vr.rJ. 9)r,r€o;irrurn"rrouffkr

tl6 uu rnJal:r a nr:luy v ri uuoir Yl ur ( rrr.ll u.s) lT nio:r riu6'r u
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(urat-u1ofr u[rnr41:ru)
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4.4 rirrurlurirn'rynr:fluuvrfluusirYrur (urlrl vru.2 yio ur.3 r.rio vru.q n€o u.z lufrrusin:ni)
di

4. 4. t . n : aifi u r zu fr nlul :v r rnalrAu (1/1u.2)

4. 4.2. az fifi ur ritdr rfi o n r : ur-i w : : n"lu r.J : s rvr 6tvr u ( vr u. 3)

a.4.g. n:fi fi urdr ilirorndxl:v lyn (uu.4)

:fififrnr:rrja uu,ttJnt uffttr.iiroueurrrrtavanrufizu6nl#rrurrir rurriruo riri lrvlu

trjduuulal:runr:luvvrfiuusr"1Y!ur (*ur vr. u.9) y6o rirrurn"rrouffttuJf;uurrrjal:r€Jn1:lu
d o u A - v-y v r! u u air fI u r rn* u r nir.i {:-l o u rU 1 n rLa s fi n'r u fr zu a pr ( ur: I a . 4)

4.5 iirturvfitfio:-l:or:r1n:61uflr:r.rFnurnrilva-nrnruqriiBnr:fi6"Lunr:zu6nur (Good Manufacturing

Practice (cMP)) "luvrrprfirfiurdorfi!urfirauo (orirdranfir'rl.i:o!nr:n:roaolTorau'lodlurir{L?arfl1:

Yu:or) lpr ufrorrJ:v nou6'r a

4.5.1. eiruurvritfioir:orlnFr:5'rufl'r:zufrnurn1:.rya'nrnrudi6nr:fi61unr:zufrprr-nnfil6'rur

dtniry (CertiRcate of GMP Active PharmaceuticaI lngredient (APl))

4.5.2. d:mu,lrilfioir:orx.r1Fr:orun1:zu6nurnr:.Lya-nrnru.diBnr:fr61unr:zu6nzu6prfiruq4ur
od
d'tt5o:tj (Certificate of GMP Finished Product)

- , O dd, 6 u
4.6 '[un:nirtJutlrdlt{lornrixrJ:vmrtfrzufrn6'orfi;{rrutrrirfio:-l:olzufrnnlruq{ (certiflcate of pharmaceuticat

products , CPP) utor,rrilfio:-lrronar"ui.trriru (Certificate of free sales,CFS)'tururrolr^,uuotru afu
d r apr n u : ar fl r : nr? a aolTpr u fi zu a Yr :or fi riurj :y n r nl :v nr n :r n r

vo4.7 x.J1a:6'lutot{orirvuotqrunrvlfnnfrrfr'ruie{rriry (Active PharmaceuticaI lngredient Specification)
o-*"odrl

trav zua=nnruqzr ur 6ir r5o:l ( Fin is h prod uct)
U

4.7.L dttut:lrn:oruinnfrln-rur;irriry (Active PharmaceuticaI tngredient) ruavzufrprfirud
od

ureirtSo:rJ (Finished Product Specification) lnu:vrlair:rur (pharmacopoeia) filddxOq
nr:i tn:rctilptul't ni-qruo d'rrriou 6'o.r u{lutl prudo riruun ruavr'r Fr:61ufl o{flr:i un:r vr.ilu
s{r : r u rln eir : r u r yfr r i', urJ :, n., rr n : y 11 : ? { a r : 0 1 : ru qr r€ o r r r rl oi', r. ol
4.7.2. iirtur drug monograph tot#16'rurrirrYcy (nctive PharmaceuticaI lngredient
Specification) yio zufr prfiruda r e{r 15o grJ (Fin ished prod uct)

4.7.3. n:aifir-nqFlrr-rurdrrYry (Active PharmaceuticaI lngredient Specification) r,16o

26fln1ru",4'urr{r15t:rJ (Finished product Specification)trirJ:rn51uor'r:rur (Non-offlciaL

pharmacopoeia) 6'olttaprsva-noru'jrurfirrn:oturolnr:irn:rvd'r{JuhjsnlEjoyfi,rrjotnriottjfi

rJ:vorun::lnr: (alfio) /\-......................... fl :5il n1:
(urrarrfr nfrilr ilrwlizuurfr3)

a!
ul u Ltv\ yt u LlJ u?11't tu

j_ 2-_-
(a{10).............-1.:..........................fl ::ilnri

(urrarrriaEJr fl cyovl:2a)
a!

uluLtv!vtu rtJU?flrtu

, j I
(a{10).........................1.....................n::ilfl r5

(ur€joFril *ri'iSuvqa)

mfr'rn:rirurrynr:firnrs

(urutjuvfr: rFrralu:ai)
U

ur u unnryl ridrur rg n r :rI- rnrv
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4.7.3.1.. fldorirr,runrLaur.rrnifi'rurornr:irn:Tsdlugi1:rurtorrj:vryrtfir{Jualrf,nrot

The lnternationaI ConferencJon Harmonization of the Technical Requirements for

Registration of Pharmaceutica[s for Human Use (lCH) yio

4.7.3.2. tjorirvunttavll'tFt:61ufl0{nriatn:rvd{2frn (ln-house process) fraonndorrYu ICH

Guidelines y6o

4.7.3.3. riorirvuprurau:.r'rerifi1uil;'?trirLornr:irn:rvfifirirr,tuprlTlusir:rur pir:rsr"lo n'r:rur
vfrr nrrl:snrfln:vvr:riolu'',r*qr rBor:vqair:rar ii'ryfr:rJuruo'.l,r'u1 (General

requirement for dosage form)

14tJ1ut14el : dorirvuprqtuflrvlx-Frqfrl6'rurdrriry (Active PharmaceuticaI lngredient

Specification) ttnvnrfrnfirudureirrSogrJ (Finished Product Specification) plordrq6lqrn

pir:'rrdurfiuttavarirudarniu unr{urusin:nifisir:rurfiqioriryuouravx.Jrn:f,11-JlJornr:iln:rvv{

rovr r vr-n n 61 6'r u r rir dry y€o 
zu 6 n firudu r ;ir u5n :rJ

4.8 eirturvu-lfio:-r-l:olzuanr:itrr:rsli (Certificate of Analysis (CoA))InufrouJ:sno!6'ru

4.8.1. e{rturufiifioil:otzuanr:itn:rvr,1 (Certiflcate of Analysis of Active Pharmaceutical

lngredient (APl)) Tnu6'olrJ:vnolfrru

4.8. i. .t . eir ru'r y ril fi o iu : o l zu a n r :i rn : r v d in q 6 l n-r u r rir drg (S u p p l'i e r)

4.8.1..2.;iruuruu-rfrofu:orzuanr:iln:rvr,{fnnFufr":ureirdru rorfizufrsrfiru",{urdrrEa:ls!u

(Manufacturer)

4.8.2 dtrutvrirfroYl:otzuant:itn:rvrizu6n:iru'?4ure{rr6a:r.J (Certificate of Analysis of Finished

Prod uct ) r ol {zu6 n zu6 pr ur eir r5o:r.J (Man ufacturer)

4.8.3 Lofralidluiurrrud':rvliud:yr.r'irtiunr:zufrnralinr;6lohurrirriry (drug substance) uaviunr:
zu fr n t o r zu fr n ficudr{r uE t grJ ( F i n i s h e d p ro o u.t)dtrTlr n., r 

^ 
A r u..l iu d ri l :r o u

4.9 dr rur ro n61: rrdn{ r{a nr:fi nur nrr ln.i n-r (Sta bi lity data)

4.9.1 drturtoflal:LLan{tiaflr:finurnrun{rlr:vuvurr (Long term stability data) sjruru 3 iunr:26n

4.9.2 dtmtnflar:Ltda{tianr:finrslnrrxrnrd'rluantlcrir (Accel.erated stability data) s;ruru : junr:2fr0r

4.9.3 drturtonfrl:ttan{zuanr:6nrgrfirraprviraraur:nri'niu,jrffinart ilt "ua/d\utruansf:yfry]Bzuanr:
4 d . ,Y d-

5nu1 (n:ruurt!Ft) (n1lr)

+.g.q n:fir{Juu1fifro.iavaru/r6otrr/vdtrilorhTluplrdravarurixl n:rriruuavaoprn6orriuronar:rirnlu

ut (ln use stability data)

nnrvn::unr:druuor:ruayrdeJqqru6'nuruy ray{,lyuorerr
A

(ar6o).......... elP ................rJ:y0run::!nr: (ardo)......................1L......................n::x.rn.r:

(urudu1ofr uafllqT:nil) (urrarrfrnfirr lrlr,,rizuurfiB)
e!uruuryryrurilurmr! yrqurtvrdlfrurrrryISuvivturlu?1J't6ut/

rarfl01.........S. f .....n::xrn1:
(urrarrfiasr flrynlnr:2a) (ur€rtjuvr-r: rfrrrall:ai)

{ 4 ^^,^^,u'tu tLvlvtu rlju'tflrru ura ttvluurjrutrunr:fr trtu,/L
(arfi o ).......... .............. l:................... n: :r..r.r'r:

(uruonu ur.li?uv11a)

rnd't n :rir ur a; nr :rfr rrru
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4. t0 iilururitfioYl:orzuFpr:icudtlr;{rr{qgrJ(Cercificate of Pharmaceutical Product) ravrT su'ljrrdrllh

rj:vrynluu

4.11 iirturva'ntrunruarqarorzu6nfiruv{ur (Bioequivalence) r{Jutrisn:rdoriryun ASEAN Guidelines

for the Conduct of Bioavaitabi[ity and Bioequivalence Studies u6o {fionr:finurdrrJ:vf;vrBzua

uavfirarratorzu6nfiruei'u'r fl:vvi:'r.rarn'riruqr lpruanrrluy3ourirurrufinrcrfiraxruafild'frnr:
i- du6 

u

ir:ororndrfinrrunruvnii!nriory'r:LLasul alirfloltiu (n:fih^il.riurolurrur)

+.tz n:aitilkiur6'uur.lr6'oruuanrnr:finrgrvxn6frn (Cl.inical trai[) riorurlul:vrynlyufiruaoxfilzua

vrln6frnt ara rlupirurJ:sfrvEnrvr uasnrrrrJao n:iu uJEu! rfiuurYrurfrurruu uav frfrldlu?r:ar:yn{

nr:uuvrvd

4.13 dtumritdoiu:or:rrn:orunr:lfrri6nur,ra'nunru.diBnr:fr61u#orrJfrrifrnr: (Good Laboratory

Practices (GLP))'tun:rflfi drnr:fi nrg'rfr ral:rafi rirlrJ:s urrt

4.14 dttulrirfioYu:ollrrn:trunr:rfiuini'.t,,urnrue'ruu'rFnilydnrnru,l4i6nr:fr6"lunr:rfirinur*av

n:vQ1uu1 (Good Storage prlctice / GoodDistribution Practice (GSP/GDP))

4. 1 5 r.irau o :r nr r 6'o r eir or-r o ei r r ur o d xrjo u 3 yil'l u l ::1 firud

4.16 iiruu'ryrirfioil:ol:rrn:rru#ollfrrifrnr: tSO/tEC 17025"|u:runr:urfrlauo (i'rfi)

4. 1 7 ;ir rur uo nar: uarxdal n n'r:16'iur:!::q1u Green book riorlvr u (firfi )

4.18 eirturtonar:ttaox{oianr:1,i'Yt,nlrurrn1u orange book ro.l US.FDA. r,lio European Medicines

Agenry r,ri oriryfr u{n n::l (rir fl )

4. 1 9 nr:ou:ltBeJs::x.lfl fiaIrunII|:vnrriFrruufl i:11lI:",1
odq

n il u n : :3J n 1 :n'r u u o 5't u a s [0 eJ 
q q ila nufu u tav{ 1 u u 0 { u 1

A
n

(a.iflo).......... {Pqh... .......r.1:vorun::ilnr:
(ur ut-u10fr urr n'laI:erl)

ai
u1u tty'tytu ttjU?lJraJ

(arfl o)........... .......... k........................ n::Lr n'r:
(uxarrfi mFlr r-irsvliolurfB)

(ur{arrn-aur fl ryovr:2a)
r!

u't u tL?'t yt u tlJ u?tr flJ

,,c
(arflo)............ ........(.. ...................n::r.rnrT

(uruqoru uri'iiuvna)

Lfl dtn:tl1Jl 6u nr :il 1Fl19

(urutjuvr-t: rfr nall:ni)
!

60
ur u !!ilyt u.tJ1l.J1 ryn 1 :il tfl 19
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-dh4i5. [{OU[?JOU6l

s.1 uri'orfioruruf;ohifioun'il t fl rilqrniufiriwolur
5.2 ulilntatnr:zufrnfiriltLoul#udanrriur qv6'osfi6iriurvrirfroYr:o'rr.raa'r:irn:rvri (certificate ofi

Analysis (CoA))

s.a ri'"u'rstv6'orfiir:0uuorLiruJduuurrfroa{nfrruproruviorfrorfrprnr:ufioeLanrvrriouriruunerrilsiruruoBrU9

5.4 vrnflnru'urnrflryurFrrun'rv\ierflzu6mfiru.firrnvfrornr:drn:rorfioirn:'rvdnrunrvr fr'siryilru

zufrprfiru",{urqvuflury'Yufiortourirlddrulunr:irn:rvfiFrilnr?,rur uavdrurlusirurufiqn{liun:rv#6u
urianrliur

s.5 fi rauo:rnr (4'rr u) Ous ol"lrXu n rF n #ryryr ri oun:l riryupr pilfi
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