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d.o Finished product specification: Ceftazidime for injection

I
lJO Test items Specifications

d.o.o ldentification Meet the reouirement

d.o.b Assay c(o.o%o - o'o&.oo/o of Ceftazidime on the dried

and sodium carbonate or arginine-free basis and

c(o.oolo - oloo.o0lo of the label amount of ceftazidime

d.o.6n BacteriaI endotoxins Not more than o.o USP EUlmq of Ceftazidime

d.o.d pH d.o - stl.d

F-

teld.o.d Steri[ity...
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d.lo Drug substance specification: Ceftazidime

tr
1'O Test items Specifications

d.o.d Steritity SteriIe

d.o.b Loss on drying - Not more than oto.d% of its weieht

(contain arginine)

- Not more than oen.dolo of its weight

(contain Sodium carbonate)

d.o.e.i Particulate matter

- Size > oo pm

- Size > bd f-l,m

- Not more than booo oarticles/container

- Not more than boo particles/container

d.o.d Sodium carbonate

(Where present)

Meet the requirement

d.o.c( Limit of pyridine - Not more than o.dolo (contain sodium bicarbonate)

- Not more than o.snolo (contain arqinine)

d.o.oo Content of arginine (Where

present)

Meet the requirement

d.o.oo Uniformity of dosage unit Meet the reouirement

,t
tJo Test items Specifications

d.le.o ldentification Meet the reouirement

d.le.te Assay c(d.oolo - oolo.oolo of Ceftazidime

(calculated on the dried basis)

d.b.en Steritity test SteriIe

d.b.d pH sn.o - d.o in a solution (a mq/ml)

d.b.d Loss on drying lt foses between oen.oolo - o'd.oo/o of its weiqht

d.b.b Crystat[inity Meet the requirement

enl ulrutuq...



143J1U[149t:
c

o. n:fi fi onilv rfi uu u{'r nr:uiu (waive) n1:Fr:?oaoui un:rvvinr:tn t#dutofl a1:
v v I d'4 Vv v^V

va nf, 1uq{ na1?vt lFl :1J ouil nfl ? u
4t

b. Drug substance specification fior:rurornhito:'tvr,itolqjzufin Drug substance
U

--a^'r- i ^--' -{ ^ - ---" inurr{rr5r:rj arirtpral-r:vfir firfinr:n:?aaouetn:rvv{v1:0Lu?tn:1v14 Druq substance t0{zuzu6 
u

vy
n:u4nv?r0

:vlJu Finished product specification [[nv Drug substance specification

drrd
d. t.lOUttl0U6l

c. o dturn rlnr ri r u ra n a r : n r :tdiu o q 6U l n duil v rfi u u sir Yu s r rfi o dl uil r stud : v tvt fltil s ua v

druo.t (Decl.are) ttua{ruafil

d. o. o tr r{'r d'ru nr :tsuvr s rfl u u rir iu u r (u u.to vl u. en vt u. d rr#r r,r,ri n :fi )

- lrnrfifi ,{tuurfi zufr mtul:vumotvu (urrudr vu.b)

- tun:fi fi u{Juurrjr r{r rfi o nr : uutJ.:u::n (rarT ufi r v u.m)

- tun:rfi fi r{Juutir tdr or n rirrtj:v uvt n (urr u fir il u.d)

d.o.b "[urirclodurvurjuuur ru.o/u.o ro{urfirauo:1Fr1 vrior:runv16uprra'rrionl:n?uqil

nilfl1v,tqlo{zufrnfiru'd nrufiduvrvrfluu (Finished product specification) uunvdorirvuoqilnlritolinqfrl

(Drug substance specification) n:rfifioqj:vv'jr.:nr:uJduuur.Ja.lrrriltrfilr,fi:r ov6'ostuutttonfll:

eirrurnrvlrirunt:rolrff'Lr (u.a)rrnior Finished product specification uav/vio Drug substance

specification lourorLfi'[triaui'urJ:vnrol:vntpr:rnrr6tdnvr:ofinei r,ravtrjrfiu tc] fl tu iur.J:vnrrt

il:snrq:rnT dr5nvr:0fi nei

d.b rofl alriu:orurn:$runr:n6nu'r
d.ter.o n:rflurfizufin'LurJ:vrvrntvru {zufrnolorfi;irturnrvrriT uvritf,oiuio{llFr:munr:zufinur

flrilydnrnrudLravi6nr:fifilunt:2frrr'.t a*O-OlC/S (PharmaceuticaL Inspection Co-operation

scheme) ra6orfiulrvi'r rJO{fl:v?1:?{41f,lifuat 'luurrprurfiuauotru ariurir4or nlil:ounl:n:?Qaou

Tprufizuanr:ir:arflri'utj:vnrnrJ:vnrrr',..b,5nvr:ofinii 
I

d.le.b n:dfir{Juurrjrudrornrirll:vrunt (zuamd'orfieirrurnrvlriruraritfioYu:o{}l1Fr:tlu

nr:zuamurnuua-nunruqiuravif;fifflunr:zufrnur GMP (Good Manufacturing Practice) nrutrn:oruT:*'.tu

fiaoonrdoln-ucioriryuou€onnutrurorrJ:vrunrYul rdu US cGMP, WHo sru:oun1:n:?aaou

In u fi zu a n r : iu : o r fi .: iu rJ : v n r n | : v n r pr : r nr r 6 u5 n vr : o fi n ri
j

d.en rofl6l15qfun1ilro{srfi raua:rnr (eirturnT urirs)

d.en.o rinnl:rri?aiin:'rvr,iqrunrnzu6nfirudurr{ru5o;rJtol{2fim (Certification of anatysis

of fi nished product) tuurlufi ail t{JuoTroux

d.sn.tcr zuafl1Tn:?eir"n:rvr,iqrunrvrinqfrutold'rure{rricy (Certiflcation of anatysis of drug
.r&qarlrdtvtUrS---.-.Y^va

substance) il[lJLun15zuanu1:uila{t!uFt?ou'l{vl{lj0{tJzuanulLtautJtJan?nflnu

Fl1:.t11

e*r
d/d.n.m t0fl41:...



-d.-
d.sn.en tonal:u€oun-ngruduriunru#rd'uif:vu'jr.r!unr:arFnrori'nq6utorn-rureiTdcg

\9
(Drug substance) flo d.en.lo ri'ulunr:zufrntotzuamnlrudur;irrSogrJ (Finished product) do a.*.t

q o{ d I d, v 4o | <
d.en.d"[un:rfituvrvu]uuurilrnn'j1 te fl ovolorfiailru1n1ilri1uzuan1:Fnu1 Long term

-i i o o el d lYv u vdo av
stabll.lty F|llJ?luur1\lJrfilJ Lu?lvtuuuu13i?ttdfi{ uav tn5un1:n{u1il5u:o{Lon61:a1nilil41u1410{1J:u?1

q <3 4 v | - d' v 4o | < v
d.en.d Lun:6u1ju?lvruuuu'tr]']uoun'i1 t, tJ ov6'orfidrrurnrvrn1uzuafl15flnu1n?1iln{r|?10{

iJ I a o q \vu u vdo av
ulFlltiyruu[v,r]JtFrtJ LuvrvtlJUuulrJlttan{ LLav Lq:un15n{u1xJ:u:o{Lofr61:a1n4xJ01u1a10{u:19v1

Vr
d.d 9l?ou'l{lu1

v Y I u t I v I v a 1 d, u d t4Y

d.d.o iltffUO:1n1 n0{A{F|?0U1{U1OU'l{U0U en 14U?U1J::lnfUVl {{tlJUFl?ttVlUSlUAvLOU9lLflg
v A o q u v -o jq,- v

Fr :u fl ? u r|'t il v n 1 u u Fl tu14 ?1 o q fuff rJ 1J Ft vr? [u lJ 1 { n u
.v

d.d n 1 :d iv fiu 4 cun rn u rfi d.r u ou ( ua o r ro n a r : n r rfurJ :s ri'u )
.i I v d 6lrr4t4 rv I dr v v I

d.d.o UlYlfi{tJOUnO{}.101UL?JL0LilUOUn?1 o lJ U!A1n?Uff{tJOU
dr v I o I q v a d , !'

d.d.b rJ11 n{?nila{}Jou a v r|0{a{41 tu1nliln1 u Lu:u:o{ zua n1:Fl5?0? tFr:1v14u11uilfl {ilou
a! | o I v r ! , J I a c I

d.d.en n:fUyll4U?Ul1lJfl'l:yl1nl:qiln?0U1.lU1vle{{}J0ULl\Od{n51n?tn:lUYqiln1il Yu?U:.11,fl'l:

ovlitari.rfrofo.ruo6'roei'x Trru{rauo:1nl0v6'orri.:urtfir6nnrudrurufir,trjru:''r?Jn1:?i{n:?a
A d 6t vv ^ t61 vt ii v 6l a d ai ' !t !.F|-rl -r----.
?tFl:1vl4UAVtuUtJ:UtJF|IJOlJn1[?J01UiltnU?tO{LUn15n:?A?tFr:M4FrtUfl11\ fl5rUTilU?1U1[tJlUUtUFl',l]JUI

o d{ ,u o v I Y
nfuanucuvtfll\'tv 14u?u:'r1,fl1:104{?uav0Lu:1J1\01:il1n1:Lauo:'rFt1u1n{fl41?to{ zutau051n'lt- -' V

-dvaoArq,
uau/u:o il ila n LuFr:{ Fro LlJ

U
vy-,!aiqv1.ia4Y

d.d.d r,lLffuo:1Fl1evno{SlJtuauuu''lrtJ0u1Lnauil9l01u 14:ottJ0tnqn15ta01]ffn1v'{91?u
r a I o I q td4 !'l

!:un1: La 6'l nounlyu9l Lfru L:J:J L{0u [lJ
a d, Av 1 v i -. I Y 4 a

d.d.d n:rflrtruuuno{rnu:nulyloruilnfr te-d o{fl'rlflaLfrua n'ornuonariuan{t[auiu:o{il

fi:vutnr:ufiuuavo-prdlulrflu Co[d chain system fitriurn:grun1trudntnrudnr:ufiuinurur (Good

storage practice for pharmaceutica|.s, GSP) $avu#ntnils{idnr:fiffLun1:Q-nli114rjrurn#tri'rul4

(Good distribution practice for pharmaceutical products, GDP)

-X9r{u

c.u {rauo:rnr6usoulfiunrdn#ryryrrioun:uririlun (udo{rond1:n1:Auuoil1#untf,n#ryry'r)

d.b.o n:6ir{an1:n:roduirnr:rvr,iurdornn:ilivru1Ft1anin1:$y\vrdtrir{lutln1ilx.t'tFl:i'tu
I

t0n1uu9l

d.b.b n:fizu6nn1rus4'urrfinfinnGunrfirdualnfro{narnTprurilin{1unilvn::ltn1:0114'l:
!

or-X
LIAvU',r [UlJ?{L?4',]tA{A6Ury1Avfl 0fl v1',lu

d.b.en n:rfinlflcuylFtfunlyrernzu6nfiru?4'fioroosdrarariarJ:vfrvrBzuauavnrrtljaoprrYusio
vtt Arvv
r,ru?uvtL9:uu1.
U

d.6'J yil?u:rrn1:roff{?uayrdtriYufior:rurzufimficuqi'frfi1:vifianrBunr"fiudu lrrurirrinlru
U

nilvn::iln1:o114't:ttavur "Lu:vuvt?R'l o flriouiurj:un1fil:vn?n:1n1at5nr:ofrnri
auddoYulta4flloaoaddv

d.d r,tdndruvrfrilurtauorlu avel0{ L}ravmqv50oq [u:vu?l{n1:Fl'ttuunl:QnnlLuunntnu?nu
a v I d q a6) 6l a a- ---!

nlsAvLilFtUvrlJ6UfUFrLtl4{nfl Uil',lu14:OAvo [A 1 tUfl il6UnsqnnAOu

" r:l ],i

d/d.c( tona'r:6u1...



-d-

d.6( [and156udl

d.c(.o n:rfiurfimuohr'lriur6'uuur (Oriqinal drues) olorfitonar:zuanr:finur Bioequivatence
d rd d v Y I ad 4 v 6 t4 | v d ra qA6)

lJ0.iu1vLauo:1Ft'rtu:uutvru!nuulauttljU LFlu?f,fl1:finu1Flo{LlJu LUFrluvantnil%[[avLLu?1Jflua Lu4

n15FInU1t?AililAflO.lU1A1ilfUtJO{6',rUn{1UnilVfl::ilfl1:01y1:!!AVU1 n:vvr:?{ff1f,',r:fUdflUU
, 3 q olu o v v & d I dr - d, 6) t - X
lJOU:vU run:il?]Fl?Urrir6'rWOrUrfiUUUf,Uyrvr!'UUfiOUfl il.F1. bdend tLAvLtlUU'r[UnA'tpXU

q

n. arfi:vri'jroq"lunq'l Biopharmaceutics Ctassification System (BCS)Class en uio a
ddu d vt. u1frtJ=nfliln1:inu1ttFru (Narrow therapeutic index druqs)
d o u t ,t I o <{

Fl. u''rTalun{lunfuun::ilfl1:01y15ttavu1 lJ:vn1fl?1n0{vr1fl 1:fi fl191 Btoequtvatence

ttiu urqrrirrfrnrqnrfru Zidovudine Gzidothymidine, AZT) ur"[u;rJurururfid'pruularnt:laorJciotj

d'rur;iTdry (Modified retease dosage forms) uflud'u

d. c(.b n : rfi fi ufl u d'r u r fi 6'o r a v a 1 u ua v/u€ o 16 o o r s ri o utd 6'o r fi zu a n 1 : fi n u1 n x 1 :r n { a fl 1 vI

va'.rnr:avaruuav/y6o16oorr'[um-rdravaluFi'r.r"t n:ufi?urravaorrnd'o.rrirtonaliri'rti'uu1


