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Piperacittin sodium 4 g and Tazobactam sodium 500 mg for injection
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z. oruaurifiill{rflnfin

2.1 ldentification

Piperaci[in

Tazobactam

2.2 rJBr r rupr-r ur r{r frry

Piperacillin

Tazobactam

pH

2.3 Particulate matter

2.4 Uniformity of dosage units

2.5 Bacterial endotoxins

2.6 Steril.ity

2.7 Constituted soIution

2.8 Water content

2.9 Related compounds

n:'lati11rel1x.rfr :vlJu flnished prod uct specification
,i6)-

Fr:'leru11-JFnxrlt: vI [u fin ished prod uct specification

90.0 - I20.0o/o of [abeted amount of piperacliin

90.0 - tIl.jo/o of tabeled amount of tazobactam
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kjlrnn'jr O.OZ enOotoxin units/mg of piperacliin

steriIe
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3. nlTdivlfiuritj:sf,vrBnlvlriotrnl (Prlce Performance)

:ruay16unst'tiltoflfiri rior nr;l:vrfrurirrJ:vfruBnrupio:rei (Prlce Performance)
cio m4. roftdlSvt[t lun1:1{015ni"l
.iom ^ or4 - - ' U 'XLanal:filiTtunr:Tiarirulnrunrv{ull#riu{nrfl! [oflfiri1 r:o:.]:vu1runu tntl tofla1:Frlxtar n1.JFt-{rio"Llfl

ti

4. t rir rur to nar: iir riu ur ntvrtxl u Ltnv/u3onrur dln a:c
o dala4 I v u d

urxluLuq ' tun:nifrflldurfruruuLsv6a.rilronar:uarxrjo'.i.it{fl0{urfiti'tuf,lr:Yl:asorndrf.,ntru

:iln1:orx41:uavflr frufiFn'irs^,#uf;{ori'ri{ donr:;vr-.: tiarirlrl{ ifiurtvirfriar6'uurrlu
:66 u d " fiounr:"tdsrlilutonar:ri'rnillu'lt|AU111 t?J tilnI:: nU I L1]l nU tLnvilfl I5:uufl 0Fl'l1l.l t

4.2 dtwnfla'r:fl1:rrfiFrr"flonrrrruanrflflo{uruuvu::a (luzuluruavnaiolur) nr}rfi16'fruvrrufluut;

+.4 r{ruu'rrir"lodur,rrlfrtuqr'rilar (uulu r,r.s.1 vier 4.1) n;uvnv#. uio:i:raavtdaornrun-nsruvtel'{ru

ro{u'xitrss5r.JurayqiadryuFulrfl:qrurori6nr:i ur,r:rvriur (f inistred Produci Specification and AnaiyticaI
UE
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+.+ drrurhiirfrrunr:durvrfluupirYlul (rrrrrl vra.z r,rto ilu.3 1,rio vru.4 v€o u.z udrririn:ni)

4.4. 1. n:aifi rrzufr rrlurj:v tilfl1il Lr (vu.2)
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4.5 iirrururitfioir:orrLiFr:Frunr:116prarnrtLv#nunn"",{i6nr:fi6"LunT:zu6nsl (Good Manufacturing

Practice (GMP)) luv:rrnfruilur{o.rn'r:arfrrauo (ariuriraFrnrxriornr:n:':qaollflsriroeiluri:rr'rcrnr:'9U

:-r :or) 1o u 6'oltj: v n or frru
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4.5.1. rirtururi.:fioYr:o.rxliFr:f,rufl'r:zufinurmirufinrncr,?ii6n-:ri6tunr;zufrnfnn6r..i6'raidrn'ru
9u

(Certlficate of GN4P Active ph],ru."rtical lngredient (APl))

4.5"2. ;irurrvrirfioYr::orrrn:orunr:zufrnurnrrndnrnruqiiBnr:fi'6it"rnr:nfrnzufrnfinidur

riruSo;tJ (Certificate cf GMP finlied Producr)

+.6 tun:rfir{Jlurdrr?irrrnritl:vnrn ri2frflfr0sfrr{tul,rfrfiaYl:olzufrfln'iu'/i (Cer:ificate of
U

pharmaceutlc.aI prelu6i;s , CPP) raior,lri.ifioY'u:olnl:iriruilrs (Certjficate of free sales,CFS)
"tuul'lnsr,2lai.JC"llu aflidrap'nrrira!nr:Fr:'raaor-r1eufrxaiu:or firiur::yl'rfliliyr'tFr:1Frr

4.7 :^lrn:,6lutolriori-rrnunqeunruinqfir.ln-rur;{rfrrp (Active PharmaceutlcaI lngiedient Specification)

ttavzufr fl fio*fa'ieir uiq:l ( Finishr Product)

4.7.L ritutlr'l:oruinqfrr.lfr:uri{rnieg (Ac'iive Pharmaceutical ingredient) rrnvzufrfl:ie:c,{ur

i{ruSogl (FinisheJ procluct Specificatioir) lpru:vrrir:rur (Pharmacopoeia) fit{drsirnr:
i ln:rvlif prur n:g'tuocr rrfro ufror l{l',r1,Jn r:-{a rirvufl [rnvL]^;n:qiruro.rnr:i rn;r yf"Luqir:r arln
' i 

ur,f,r.',rnr*yr:'r{ar:01:r;ra.tiGo.r :v!sir:'rsrfi't:1u'r14u{ Ftllru:ualrjfl5u11:'l{al:D ,l ,

4.7.2. r{rtur drug morio!iaph talfrl.firurdrfrr; (Active Pharmaceutical lngreCient

Specification) v3o 2,a nfiotq{a'r 6{r l5o:r- (Fi r-r is hed Prod uct)

4.7.3. n:fi,ir-nq'filfrrtrdrdcp (Active Pharinaceutical lngredient Specification) y6o

zufrprfieuq4urr{',r50:r- (Finisned product Specification)i:lrJ:raXtur"r:rsr (Ncn-c'ficial

pharrrracop,:eia) fra'lltantvr-nqru'jrarfrrrn:trutotlr:irei:r:urflutrJrq',:rrior.afi,:.Jalerrioirhi

4.7 .3 . 1 " fr {a rir v u pr un v xn a : fi r l;fl o.r n r :i un ; r v rfl u rli :i r a r z o.: rJ : y ru n fi r{J u a l r S n

tolThe Internationai ConfJrence cn rlarrnonizarion of the TechnicaI

Requ rements for Registration of PharmaceutrcaLs fcr Human Use (lCH) r.,tio

4.7.3.2. {oriryunttaviilet:Fruflo{rr:itrq:rvririzu6qr (ln-house process) d

aonnfiorflru ICH Guide[inJ 
"i, 

!

4.7 "3.3. darirur.tnuav:rrn:trurh"Lrj"L'orer:irnr:rvr.i,fid:yuntftuoir:rtT sr"r:rLiir,
t*

dr:rr.lr'nfrr mrlrj:vr innivlri?{aro'r:;uarl rtar ;vqdr:rur ;{T r,rYu:r..Jtrtlurful
(Generat requirenrent for dcsage form) 

! tr
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Specification) uLnszufrerfrflJdurritEt;rJ (Flnished Product S eclftcation) plo.rdrrdlqrrrir:r
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+.4 rirrurvrlsfroi'-r:otp,ianr:ire:iv# (Certificate cf Aralysis (CoA)) r,oupt'o.rr-l:vnerd:u

4.8.1. diturvrirfioYl:o.rzuanr:itn:rvli (Ce"tifica:e of Analysis of Active Pharmaceutical

lngredrent GPI)) Inrfrosil:vnoufriu

4.8.1.1. e{lrrurirfioiu:o'raranr:iie,:rvr.i {orr;616'lur;{rfrry(Suppl.ier)

4.B.r.z.rirrurvfirfiofi:o.rzuanr:irn:rvr,iinnFrrhu'rdrria r,o.uizu6nniru,,{urr{rrEq;lUTJ{

(Manufacturer)

4.8"2 d:m:v,':sfioY!:orzuarr:itn:ivtizu6nfrruq,1urritia:il (Certificate of Analysis of
!

Finished Prod uct ) tat{zufr rrzufr sr ui;1"r i*s:f (Man ufacrurer)

4.8.3 tofidr:dueiunrlla'rr,iruo:rr,r'ir.r{unr:zu6ntorr-nqfrrrfr'rurdirYry (cirug substance) riaviut:

nr:2fir,r0.:2frsr.{eurrdrrFr:il (Finished product)filff[uni;zufrorrriufidr:ror-L

4.9 rir lur uo ilar: r[fi Fr{ r.Jfi nr :fi nur n'rrrnr 6'r (Stabi Iity data)

4.9.1 r{ruurtoflal:tiarr{ruaflr:finurn,rrtrrxfir:vavurr (Long:erm staciilty data)rjruru : !unr:26n
4.9.2 d^til \and.l:ttf,r].rtinflr:6nvrn.].letnrfir-:"[t"Jani?v.:.t (Accelereted star:ility data) qiruru 3 qunr;2frn

4.9"3 ;{tutofla1:[rfio.rftnm:frn"urfiruan':drararm:nfinrni'r,ffnu^ilo't rin/druutnnflJ:v3yrBzuenr:fnrcr
d t d.(fr:fuurL:.F) (6]lL)

q.q.q n:air{Jt;urfida'xasaru/r6oqrr/vdrrteftfl,r:fr':viiasnrrrirrl n:lfrruuavaoprnfrornll[anar:

rirn-rrur (ln use stabllity data)

4.10 eirr,utnjrfroYu:otzuf niteuEitlre{rr*a;il (Cedir'lcate cf Pnarrnaceutical Prod,rc) raynvurdii{ur

lur]:vrvrnlvru

4.ll riruurzfinorrnrrralqntotr^rfrnfiruq4ui (Bloequi,",ai.ence) r{JutrJ'r,rerdarirr,lupt ASEAN

Guidelines for the Conduct of Bioavailaoii.ity and Broequi'ra[ence Studies yto rjflo

nr:frnurfrlri:sFv8zuauasfira!:.aroszu6fi:ieu?ilr flisyr:?{aii'r:iuer lnuaarl-uyirrriru.,'.tu!s
4 d A >- du
frnrcrflrarxiafiidYuar:Yr:a{qrn6{rfin.:run6u,en::}.rnr:o'}vr:revLr aftfllnfil tn;aihihiurfrLrir!)

a.t2 n:citriiriEJrfr'.Juur.,r.lfro.ltaqrnr:finurvr.rn6frn (Ctinical traii) rererr"lul:vnrotuefiuaflsfll

zuailr{nfifrn"i.,olrrlupirul:vfruBn'rnttnsritrulaon,iarNSurifiu!ni!urfruru.ltuavfrvllvi"lu

'l 1 :fl 't i11 -'r.: al't : iuwr ti

4.13 eirruivu-rfioYu:ot:rrn;-qruar:t1frr5frorilva'araeuq{iBr',r:fi6iu:.1ol"Jfru'finr: (Good Labora

tory P:ac tices (G LP)) lun:rfi r,ir,{r n r:fi nr-+ifi ra:-rafi rjrl!:v urn rr

4.14 dtfl'r,qrirfroYr.l:ot:r^rFrifir1rfl15Lffrin*',,,urflrs,eruu'rFr^r:ryfiarr,ruq{iEnr:fi6"lunr:rfil

Ynrgrulnvn:vqruur (Gcod StJug" Pracrice / Good Distrioution Practice (GSP/GDP))

nrusn::unr:riryun :r uas 16 ru n n ruelnuruy rairrryte.ren

(n'rflo ) a5:x.ln1:
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4. 1 5 #laro:rnr froc?ir er'r od rt tro rirttio u 3 yilr ul::q Jirue4!9

4.16 ;ilu'ivrirfioYr:or:rrn:oru#o.iilfrl-Fnr: ISO/lFC 17025 iu:runr:errfirauo (tirfi)

4. 1 7 e{r tur to nar:uaor{or a nr :tuiiur:u::t1u Green book milvra (frrfr )!9

4. 1 B iir rur ro nar: rranrdoqla nr:1fr:-ur:!::s'1u Oran ge book ror US.FDA. u5o FuropeanUq

Med ici nes Agency r.riorirgfi u{n n::r (iirfi )

4. 1 9 arrau::roi uo::lvrrinqrunul:v n1 fl Ft ruu fl :i:t nr: "1

-dr<i5. [{AU[?JAU6|

s. t ur 6'orfi or u uvrf; oh^irio s ni r t fl rilqr niufi rirlrol ur

5.2 urvlnrarnr:zufinfrrirlorl#ludanrriur rvfrosfi6qrrurr.nirdo:-u:orzuanr:irn:rvfi (Certtficate ofq

Analysis (CoA))

s.g fr'tr€rovFlotfih0luorir-;u-Jfiuuurrfiourlndxiilnoruv,6orfiolfronr:#oranrnrjoudryuornurjrururS.rUt

5.4 vrnaetrfurvwflarvrnruntnrsrnzufrrtfirudl[avfrornr:ai.rn:':qrfioiuer:rvvlnruntn riqirr,rrirur.rFsrfirus4'oqt!
dt Yv 

^ 
tqrt q a

ulavtuuruiuzuprrio!rir"Ldsira"lunr:itrr:1s1.4Frrunrr\ur ttacarurlusirurufian?iriun:rvr.i6urlrianrriur!ru!9

5.s ritauo:r nr ({rr u ) 0u u 0il1#u n rfr na-rycgrrioun:l riryun 6'1fl

5.5.1 rarnfinr:rirn:roiur:rvdqrnn:iliilurflraslinr:rrulrriudrzuanr:iur:rsftrir{iuhnrl:rrfl:61u
94

5.5.2 a:nizu6nfieu",{urtf,nflnnGrnrfirduqinfi'orFrnrprlour{tinsruFrruvr:ix.rnr:o'r}r'r:LLauur
U

s.s.: n:ait6'vrtrflcuvrnrunruornzufrprfiru"fifiorq?iszuariothvfrvrBzua*avnrrrrJaonfieJFio#rJrufi
vt!

teiYrrn

s.s.+ n:aifiFrruun:iilflr:rn#tn:::Lruavnr:dru-nsr-nuroontrarirufrar afilriurrouni6nnt:
J& , ! -,.a{t0u'r tuFt:.iflfl LU

6du
n flt v n 5 Til n1 : n 1 uu a 5''l u ff s r0 u o q fu a n uil y [a?\l'1 s lJ 0 { e, i

$a
(arfio) iUqtS.,: .... .. .rj:v6.runi::.r.n:

(uradurpfr luflnral:flil)
r! v u

U1 U tt1,\11 U tlJU'Jlj'lfU Fl11l t?ljfl ::L Ar11 fl A U fl 5:u

(a.ldo) .. ... . ...n^,.................. ..n:ix.rn1i

(u'x arr n m fr rr r-ir gnTplurfrS)
a-i u

ul I tLv'rl,l u L?J uxlj't 6u fi 1 1l txlj fl 5:3] fi lfl 'l 0 1 u : fi5 5:.1

,/(arflo) .A(.... .....,.........::ilnr:
(uruqnr urfri3ur1a)

una''tn:rirurrynr:fi rrtr* frrurndtn::lnfr fr n



ruuuil:s[fiuFiT d:vf, uBnrnsio:lnr (Price Performance) Piperacillin sodium

4 g and Tazobactam sodium 500 mg for injection

,s*,r+r]r. , ii ,rl

aa?na:: 4,,ffinln:
(funaa)

1. nrua'r1,'rLtnsnruarl-6fi rfl ur.l:slotrirour'l';rtnr.' 80

2. ;lir ?a

Tfl rdeiaur{'rrsnr: (Yoeav 8o)
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2 :rnr iiot:as2o )
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rlrl'rra:.Jo E-biodinq( sitl vat)

io uavc,rtiuulsra"ttuA'nnr:eirrt-lT r,lrin

ftvltuutFlil

nsrruu:rurnsuq{nr:'J:v ;fi u4eunrvlru6 nfrrdEietr6oarftey+n guuu:rar 10-g:

ncusn::ilnr:driruo:rtra: i6 u 4rudnuiufltailt vrto.l ur
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