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Cefoperazone Sodium 1 mg and Sulbactam Sodium 500 mg lnjection
! oo
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1. nrudsJffid?lil

t . r{J u u r zu r fr fl r x rJ :'r fl a r n uio c{r r,r :-riria v a r u r.1r a r ufi o d pr

2. lzuaavilturr-?ul Cefoperazone Sodium / Sulbactam Sodium (2:1) frrarLqlafii Cefoperazone
U

1000 iladni:.r LLav Sulbactam 5OO fraani:r rjo 1 .urprruir (Viat)

3. u::qlutrrrturirurf;nl:lnr''nd, tlnafrvr *avfiaarn:vufuvrrLnoru uavrarfizufrn tiodrffynrnuq9q

-d-!--;^4. fraarn:vriufrzu6n ?lvilFroru rarilzuan ttauraflilvrflaupirYrarl{oeixriorrouuur]t.uuvu::at,ci

5. iuurororuflo{urfiei{il0u6'otkiriounin 12 r6ou rir:orniudrrar unr{ufironar:duriulun:nififiurq

rfr ur t iunr:26sr uasfr ronar:EuuolLuanul6uuurffi oililnoruluiunr:zu6nrYu99q

z. nruaurifiil1.1rilnfin

zuaar:n:rqitn:rvdncunrvlu{JuhJpru Finished product specification ruav Specification of active

pharmaceuticaI ingredient (APl) fi6'rl6rorarnd'tsirY!of!rdurriu fir16'qnilvrfluuFio6irfinrru
Y X - o - Aqyy ^ 

y a, - -) d , 4 o
Fttuufl:5:.1fl150lln'l:[[avu1 fl:v11:?{alfi't:tuafl il{1JtJtfiljF]l:1jytL1J0't{0{910{LlufluuvltyluuLyl'tyt0Llriln?1

J.
1.l1Fl:6rutndtal"rfl"losl"rYrrafir nrrl:vfl1flfl:vyt:?{atfil:fuafl t:o{:yuFt't:'tu't u.fl.2556 ariufi
1 1 r3.Jre1 uu "n.6.2556 (arl:v nrnh:r?Jnoa1! rl;nrgr{ufi 1 0 fi nu'r uu 2556)

2.1 FINISHED PRODUCT SPECIFICATION

n rus n :::J n r :fit yu n :r u a v rd a n q ru #n usuv rail t sr a { u r

vta Test ltems Specifications

1. ldentification test n:rqti'tuetrlLfi:vllu Finished product specification

2. Label amount 95.0 - 105.070 of Cefoperazone

95.0 - I05.0o/o of Sulbactam

3. Water content lilufru 4.07o

4. Constituted soIution el :? a t i'11-J Ft't lfi : v tJu F i n i s h ed prod uct s pecifi cati on

5. Sterility test n:rttirunufi :vlJu Fin is hed product s pecification

6. BacteriaI endotoxin irirfru 0.t16 Endotoxin unit/mq

7. PH 4.5-6.5

8. Content uniformity Ft:?atjrtarxlfi:v{u Finished product specification

9. Uniformity of dosage unit n:ro titunrlfi :vrL'Lu Fi n is hed prod uct specification

10. Particl.es

-size > 10 micron

-size > 25 micron

trirfiu 6000/Container

tilrfru OOO/Container
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2. DRUG SUBSTANCE SPECIFICATION

2.1 CEFOPERMONE SODIUM
v
tJo Test ltems Specifications

I ldentification rt:?aillu

2. rJBlrrun-rureirriru 95.0-I02.0o/o of L,A.

3. Water triufru 5.07o

4. PH 4.5-6.5

4. BacteriaI endotoxins kirfiu O.ZO Endotoxin unit/mg

6. Heavy metats hjrfru s Part per miU.ion

7. Steril.ity n:'t{il1u

8. Retated substance

-Any impurity

-TotaI impurities

trirfru 1.57o

hirfru 4.5olo

9. Acetone trirfiu 2.0olo

2.2 SULBACTAM SODIUM
v
tJo Test ltems Specifications

7. identification 9t:?ati11l

2. rJElrrurTrurairric; 97.0-102.0o/o of L.A

3. Water tilufru 1.0%o

4. PH 5.2 - 7.2

5. BacteriaI endotoxins trjrfiu O.tZ Endotoxin unit/mg

6. Heavy metal's hjufru ZO Part per mi[ion

7. SteriIity a5?atJru

8. Related substance

- lmpurity a

- lmpurity b

- lmpurity c

- lmpurity d

- lmpurity e

- lmpurity f
- Unspecified impurities

- - TotaI impurities

tillfru 1.5olo

triuflu 4.570

lilrfru 0.2olo

hirfiu 0.17o

trirfiu o.zozo

trirfru 0.17o

hirfru O.toZo

h"irfru 1.070

9. Specific opticaI rotation +21-9 to +233o

10. 2-ethy[hexanoic acid (2-eha) trirfiu o.sozo

I
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l4tJ1UtfiA NMT = not more than

"rXrdo Dissolution ttdv Uniformity of dosage units l#ttuuronar:ttar]{:ruauLAuotJanl:

m:rqitn:rvf vrnfrloiui't:ruavudunfru{Jurlrrartffluh.l CoA urflo-ooqjlun{r acs class 2 6'areir

Dissolution test odrtfiou 3 batch nr:2frpt

- n:nifioprvrvtfiauudrnr:u{u (waive) nr:n:rqaorirn:rvd:runr:1n1#6uttao{ronar:
' Auy- u^v

va fl fl lun{ fl a1111 L9t:u Ou:] afl ? u

- Specificltion of Active phur*u."rticaI ingredient (APl) fior:rurorn"trirn:rvri"uorfizufrn Active

pharmaceutical ingredient (APl) r,liohitn:rvri Active pharmaceutical ingredient (APl) torfizufrnar

rir r 5 q : il a r-irt or a ril y fi r fi r fr n r : n : r q i r n : r v d n : ! il n y-x do yr^ rir u u pr
U9

3.nr:il:vffiuritJ:vBmBnrnria:rar (Price Performance)
a'

iluaurdunnlilLonfil: rtol nr:rJ:yrfrudrr.i:vfrvrBnrnrio:tnr (Price Performance)

+. ro n aT :fitfflun1 rfi o1 r6u'l
.lqn A qvd y o - - 'u,3Lonfir:frLfhn1:fr41:rurqtunrv! ul"l#r5urii'id'r uonar:nYor:vruilr u ratrtonfi1:prurird'upilriotilfl

4. 1 dr rur ro nar:rir nilur n.*ll, u *n y/nionrrgr drnqr*

uil1urfiq ' tun:rfivrtfikjsr6'urrr.lr.lav6'olfiuona1:ttan.idoil{ld.uorurfrr.irunr::-u:o{a']n

e{ru-nrrunruvn:::.rfl'r:orvr:LLauul frrran.:'irurr.?ufidoil.:id rionr::yr-r dori'uld rfiarrvir
v v o lcq u 4 y 4 qv u6
fluulnuLLlJtJLl.JfluraurvrLllunr:5nvrn11fl! *avnnr::v!donrutnounr:-[lurLfLutonali

rirrir.lar

4.2 dtmtaflar:fl1:ttaqtrionrrrruaalflflo{nluuull::a (rrzururruavndorur) nr:rfrteiduvryrfluui{
&4.3 a"rrurrituafluvvtfluua{riuur (ttur.l lr.u.1 v3o u.1) Friuyrfluli't niol:ruavro^unnrua-nuruuLet\1u

toturGilrSo:lttavdorirv!FrlnFr:orurori6nr:irn:rs#ur (Finished Product Specification and

Analytical Procedures) frfiuvrvrflsutileru6'ordrrdrsiri!€Jrfrl:ufl1Flfl:yyr:?{a1f,'r:ruarYr:orra6olyil

n'irrJ:vnrrt

14ll'lutuq: n:nifiod:vvirntoutjFuurur.JarruritriBirrr:ryr.iuavdorirraupr:rrn:rrul#t!

aonndotnrlsir:rurfil:vnrrtYr:orvioal"r:rurdraorsioi{rrinlruFr[uyfl::ilntio'ty1: LLavu.t

"trfirrlldrrurrirtoluriltuJ6uuuuln.i:run'.rrlu"r,flouur(rrru vr.u. 9)ra6o drrurriruour#1r
.;

ruj a uu urrjn I :r u n r:"luy v rfl u u st"1 Yu u r ( rru u. 5 ) il r vl io ! riupir u
o4

n il u n ::il n'! :fl 1 fi u 9E1 g a u [o et o q fu a n uil y rafl 1 ytj o.1 u 1

il:vorun::rnr: (nrfi o)................../l*-........................ fl ::l n I :
(uxarrfi prfrlr lxvlTsuurfrS)
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//
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4.4 drrurh;irdrynr:fiuvrvrfluusir:-rur (urr: 'ya.2viavru.3 yio yru.4 yio u.z u6rrurin:ni)
d!

4.4. 1.niilyturzuan"lurj:v rvrrrtvru (vr u.2)

4. 4.2.n2 fifi ur rjr udr rfi o n r : *r-i I u : : E"[u r.J : s uvr nlvr a ( u u. 3)

q.q.z. nzfiiordr udr o r n sirrrj:v uurr (vr s.4)

l4lrl8tt4et: n:fififrnr:trJf;auularufftrfrf!o!6UrnLrnvanrufizu6nl#uulrirrurrirroufftr
,.j

ur]6auttrjal:runr:"luilvtflauoir:-uur (urw u. u.9) r,rio drrurrirrorrrittuJfiuurrrjal:ranr:lu
d o u -J - y-

y v ul uu pr'r il u r rfi ur riuYYl o urur Fl ra y fi n rufi zu 6 n ( rrul u. q)

9 u 4 u dad iao4.5 eirturviltdoil:otttln:o'ruflr:ruanurnr!vd'nrnruqrriEnr:frfr'[unr:zuaprur (Good Manufacturing

Practice (GMP)) luvilrerfirfiurdorfiuurfirauo (al-ua'raFrFn:.r:ouflr:n:roaouToua-roei"tudr{L?arfl1:

ir:or) Tpr u frorr.i:v no!rir u

4.5.1. ;{rtuTrarirfroir..r:orx.r''rFri6rufl'r:zufrnurnuy#nrnru",4i6nr:fi61unr:zufrorr-nqfrln-ra.r

rirn'ry (Certificate of GMP Active PharmaceuticaI lngredient (APl))

4.5.2. dtutraritdoil:ollnFr55rufl1:zufrnurnrtlydnrnru,?i.i6nr:fr61unr:zu6srzu6nn1ru",4ur

eirr5t;rJ (Certificate of GMP Finished product)

- -' q dd, o v
4.6 "[un:n]rtjuurdrtrirornsirlr-i:vtvrtrizufrnrlodeiluryrirfroil:olzuapr:iru']4 

(Certificate of pharmaceuticat

products , CPP) uiar,rrltdo:-l:olnr:qirvilru (Certificate of free sal.es,CFS[uu:i':nurfirauarrs afl
ei r a n n r:t : o u n r : Ft :? a fl o !T pr u fi zu a :-l : o I fi I iu rJ : v n r rt | : v n r n : r n r

Yo
4.7 lrn:orutolrlorirvuornrunrvliptofir6'rureirriry (Active PharmaceuticaI lngredient Specification)

o-otod
uavzuannruvtur;i'r r5o;rJ (Finish product)

4.7.1. dtut:lrn:oru{nqfil6'rurc{trirg (Active PharmaceuticaI tngredient) rravzufrnnlruqi.
od

u1a'rl5q:l (Finished Product Specification) lpru:vrlsir:'iur (pharmacopoeia) fiiddxdl
nr:i tn:r vrilplulrl Fr:61u0 drsfio u 6'or u{Jutrjnu{oriruun rravr'r n:61ufl0{n.r:i un:r vdlu
sl"r:rurlneir:ru'ryfrr rtr:.LrJ:vnrrtnruyr:?{ari6r:rufiflrio.i:vrlrir:rur

4.7.2. iirtu't drug monograph to.lvtvl6'rurdrdry (Active Pharmaceutical lngredient
Specification) uio zufr nnicuvia r eir r5o grJ (Fin is hed prod uct)

4.7.3. n:fifir-orq6lot-ruTdrdcg (Active PharmaceuticaI lngredient Specification) uio
zu6nfiruq4ur6{rrio:rJ (Finished product specification)hirJ:rnXluair:reJr (Non-officiaI

pharmacopoeia) 6'aluaprlva-noru'jrarfrrrn:rrurornr:irnr:rvdrfluhjnudor,rfirrjolnrjohjfl

\̂^
(a,fl0) tr9iE

^t(ur un-u1 ofr 
' 

u afl rql:fl xr)
a!

1_J1U ttl\ytU tflu?trfu

/-t' --4'----(a{10).......... ...:./.:...........................n::tJnI:

(uxarrfiaur fl cyolnr:2a)
a!

ur u trv!ytu r?JU?lJ'ttu

/
(arfl o). ....... ...............:........... ......n::lJnr:

(uretqnn uui'iiuvqn)

m fr'cl n :d1 ur ry n r :fi rnr*

(arfi o)........... ........./v......................... n::il n.r i
(urlarrnnfrlr ilrlnizuurfi3)

(urutJus{r: 16nal1:rd)

ur u uuilyt ridrur ryn r :ri urrrs

rJ:sotun:::.Lnr:
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4.7 .3.L. fido rir r,run rLa v:.r1Fr:5'r ur or n r:i rn:r yrilu or"r:r urrorrJ:v rurrfi r{Jualrfr n.uor

The lnternationaI Conference on Harmonization of the Technica[ Requirements for
Registration of Pharmaceutical.s for Human Use (lCH) yio
4.7.3.2. dorirvunttasillFt:or1.Jflo{nr:eLnilvd{2frn (tn-house process) fiaoprndolfi'l tCH

Guidel.ines v6a

4.7.3.3.doritauprttnvlrn:qruvi'rtrjto.rnr:irnr:rvdfiriryuprtffLusir:rur rir:rsT'ln sir:rur**vill nrll:vnlfln:su:?{filo1:ruqr u6or:vqal"r:rur drraYl:rJulrulriu1 (General

requirement for dosage form) 
I I u

14r.l1ulfifl : dorirvuprqrunrvlr-otnfrr.ln-rurrirdry (Active PharmaceuticaI lngredient
Specification) uravzufrnfirud'urrirrSo;rJ (Finished Product Speciflcation) 6'oldxdlorn
sir:rrdurni!uavauiltfia'rniu unr{uurin:fifipir:rurfidorirrauerrrayx.r'rn:6'rulJornr:irn:rvv{

rovr r vfn n 61 6'r u r e{r n'ry r,16o zu fr nfirudu r rir u5o ;rJ
4.9 drturvrilfroitt:olzuanr:?tn:rvli (Certificate of Analysis (CoA))1oru6'olrJ:snoloiru

4.8.1. drturuu-tfioitl:olnanr:iun:rvf (Certificate of Analysis of Active pharmaceuticaI

I n gredient (AP t)) Tn u 6'olr.J:v nolpir u

4.8. 1, 1 . iir ru r v ril fi o :-u : o t zu a n r :i tn : r v ri in q 6 l d'r o r rir riry (S u p p l'i e r)

4.8.1..2.;irrr:rrarilfioYr:otzuanr:iln:rvdr-nnfrun-rErrdrriry ror{zufinfirud'ureirrSo;l
(Manufacturer)

4.8.2 dtruturilfioil:otzuanr:itrr:rvvlzuaprfiru'fiur;iru5r;rJ (Certificate of Analysis of Finished

Product ) zotri'zufinzufrnutdrr5ogrJ (Manufacturer) 
v

4.8.3 tonar:6ueiunnr:r#lrni-u6:vv'jxiunr:zufrnrLorinq6loirurrirrYcy (drug substance) uayiunr:
zufr orrorzu6prfieuni;{r u5o;tl (Finished product)frhTlunr:zu6nuriufi eirror

4. 9 dr rur ro nd'li Lr6n{2a fl r:fi nurnrrlrx 6'r (stabi lity data)

4.9.1 eiriurtoflffr:tLan{tJanr:finrgrnr.]l]nrpr-?ivUsu'rr (Long term stability data) siruru 3 iunr:26n
4.9.2 dtutailal:LtflFl'lttaflr:frnurnrrilFrrd":luanrrvril (Accelerated stabil.ity data) sjruru 3 iunr:2fin
4.9.3;irturuoflar:t1fifl{zuaar:firrurfrttanrr'rurartLr:ny'nrnirrfierurldt,a.a/dtutrrarNil:vayEzuanr:

inrcr (n:fi ur rfi o) (rirfi )

+.q.+ n:fir{Juurfifrolavaru/t6osrVua-luilolfflun-rriravarurixl n:rfiruuavaoprnfrorrYrronar:rirnil

r.Jl (ln use stability data)

n ru s n r :u n r :rir uu o :r cJ a y rd eJ o q ildnuil s rav{r v s o r er r
A

(at6o).......... blP ................rJ:vnrun::xrfl.r: (ardo)........... ...........(,,-......................n::iln1:
^t(urur"arofr uatrlaT:ail) (uxarrfinfr:rr tixr,l",zuurfrB)t 

"! 

I '

u'rurrv{vru nJu?rl'rru 
Tnqrrvrvrdufiurtrry

// -/- r ( /,^ \-/(arflo).......... . ".f:.. ................fl::lnr: (arfio)....,......\1...........:.................fl::rrn.r:
(ursarrn-a€Jr rlryovl:2a) (urutjuvis: rarralq:ni)

di
u'ruuv\vru rlJU?lJ'rcU u1u rrilyrddrurrgnr:fr rrtrs,/t

(arfio)....... .. .............. t............ ......n::ilnr:
(uruoFril uui'iSavqa)

m #r n :rir ur ry n r :rfr urr rs
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4.10 eirrurvritfio:-u:olzu6nfiru",{urrEliogrJ(Certificate of Pharmaceutical Product) ravrrvurdrrdtmh

rJ:srvnlvu

4.11 c{rturvfr'norunruar4atorzufrnfiru,a{ur (Bioequivalence) r{JuhJprrrldoriruupr ASEAN Guidelines

for the Conduct of Bioavai[ability and Bioequiva[ence Studies u6o {fionr:finrgrfrrl:vfry6zua
daad<u

ttaut?aililato{t{ann6uvrul fl:vrl:'r{fi'rn'1:iuafl Tpruanrriuy6ouilru.rrufinrgrfirallafrt6':-lnr:!9!

ir:ocoradrfintrunruvn::ilfl'rior1,1'r:LLasur auilflooriu (n:nit:"ikiur6'urrtl)

-

q.tz n:nitilldur6'ur1.J!6'oruan.:nr:finrgrvrrnrfifrn (Cl.inicaI trail') rorur"tul:vrilfltyufrruanlfllzun

vrrn6frntoru'r"lufrrurj:vRuBnrn uuavnr rrr.Jaon:Yuuil6utl ifr ur..rriuu'rrluuurr urav firfr:rvih?r:a1ivn.r

nr:uvruti

4.13 dtruturilfroil:otrrn:orunr:lfrfFnur.ra-nrnrudi6nr:fi61u#onJfrrifinr: (Good Laboratory

P ra cti ce s (c L P )) tu n : ai fi lir n r : fr n rgr fl r a ru a fi ri r I rJ : y rvr rt

4.r4 iltumritfioil:orrrn:trunr:uffufnuluurnru{1uu1Fn}.J1lfinrnru.?4'i8nr:fr0^"[unr:rff!inu1ttav

fl:v{1tiu1 (Good Storage prlctice / GoodDistribution Practice (GSP/GDP))

4. 1 5 rTuauo:r nr 6'oIriln-ro dx uT o drlrjoa 3 yilr ul::1firud

4.16 ;irruryrlrdoir.l:ol:rrn:oru#ollfrri6nr: tso/tEC 17025lu:runr:arfirauo (firfr)

4. 1 7 rir tur ronar: unoxdo:r n nr:16'ilnr :l::qlu Green book rorlvru (firfi )

4.18 drtu'ttonar:ttaotldoianr:Li'Ylnlrt,rrnl, orange book ro,t US.FDA. u€o European Medicines

Agenry u6oriryfr u{n n::l (firfr )

4. 1 9 nr:au:lo3eo::x.l1,\fin.irunrI|:vaIriFrruvfl ::r.ln.t:"1

nruvn::unr:ritauq:rsayudeJqn6u#nufuv rfl v,r-rsgo{u1
Aql
lo-

(arfio).......... lPgP........ ..rJ:vrrun::xrnr:
(ur u'n-u'10fr urrn'lqI:nru)

di
u't u Lll\yt u tlJ u? 1J't tu

(uxarrriaar fl ryov'r:2a)
r!

u't u ttl\yt u tlj u?fl 't fu

,,4
(arfio)............ .....(.. ...................n::Lrnr:

(uruqn:r uui'i3uvqa)

tn at n :11lt'1 fU nl :il LFl19

(a{?J0) +......................... fl r:il fl 'rT

(urrarrfr nFlr r-irll&'euurfr3)

,zmpunrdrfrurlrry/ttv
tardo 1....f-,,k ....C.w:{^..... n::lr n r:

(urutJuvit: rFrralq:ni)

ur u rrilyrddlur cunr:fi rrtrg
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s. fiou1t6u1

s. t ur elorfi or u rufiotrifio u nir t fl riuqr niufi eirerolur
I

^i5.2 urrnLatnr:zu6srfreirrouhiurian,riur ov6'orfirirrurrarirfloYr:orzuanr:irnr:'rvri (certiftcate of

Analysis (CoA))

s.e rilruov6'orfrir8uaorYunjduuurn^ourlndruprorav€orfrorfronr:rfioranryrdouriryuoflrilsiruruoS.i!r
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