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uiua6uhqmiu3Duni3m3a~aau 1nu~wani~~u'usa~8~a"u~~aua~ini~~aza"udw~~ui  
1wr&k8uid7b~d&4% bm &~ww"'&b~7&~sa"a J u 4 a r n 4 ~ q m 4 ~ E r n u ~  

n i u w ~ n b n r u ~ % n i s ~ ~ ~ d n i ~ ~ ~ m u i u a d d ~ z b w f i ~ ~ ~ m  wia  Certificate of pharmaceutical 
e w d  

product au"udiqmptiusauni~m~aoaau hu~wnni~~usa~ocauwbaua~inibbaza"uwdw~e~ui 
c . 4 ~  nsruwmua6uTuru?dniviTwuw~anivi~~nqv b4ul7uni~~usa~a~u~~daImuaoiu~m'b~u9]~zBi 

Y 

fJ%zbY?flc~ 

&.a d ~ ~ u i ~ ~ w r i w ~ a n r l i ~ ~ ~ a " n ~ ~ ~ a ~ ~ u a ~ u i ~ ~ a u a ~ i ~ i  
&.m.a wamsmsas~bn~ i~M 'qrun iww~m~~n 'ua~~w~m (Certificate of analysis) fuuijudi& 

hG33619 



&.m.b ~ a n i s m ~ a ~ ~ j j l n ~ i s ~ i q ~ n i w ~ m q ~ p l  (Raw material) v a a ~ a u i ~ i i ~ ~ w " b f l u n i ~ w ~ w u i ~ u $  
d a ~ ~ u ~ a d i a ~ ~ ~ a a ~ w " a o 1 u i ~ ~ a z ~ w " a ~ a " ~ 1 ~ ~ p l  

&.s.m w a n i s ~ n m n a i a n a ~ a ~ ~ d ~ ~ o z o m a m  (tony term stabitityj mm&-& 
-2 

wzbiuula" 
&.d gaa i iw i  

d 6 
&.dm ~baua~ini~aada~aadiauiadi~sdyou r o  van sla~duhunu~~ana~iuazb~u~11m"nspldau 

P ~ W ~ ~ ~ ~ Q ~ I Q ~ ~ G ~ ~ ~ A ~ V ~ $ ~ I ~ G ? - ~ X ~ :  
k.k f l 13dS%n"~Nf%7~7&~~p l  

&.&a aiqvaaui$d~ua~6aak6aun-6i r i] (iU~in~udauapl 
K E . ~  ~ i ~ n a a ~ n d d a ~ o p l  O ~ ~ ~ ~ ) P ~ ; ~ ~ I L U I ~ I W ~ ~ I U ~ ~ J ~ ~ S ~ ~ W ~ ~ I S ~ ~ ~ S I ~ ~ ~ I ~ ~ ~ ~ ~ B ~ ~ ~ J ~ ~ ~ ~  

sw 
ecs 1unstiidniau~ian1sw"ini~~u~aadiauiddauapl~wdadam~a~3~~siz~q~niw n iau l i a  

msozi i i lv l~a~a%ava~aoi iaui  ~ n u ~ v ~ u o a ~ a d a u ~ ~ ~ u ~ n m ~ u d ~ u a u d ~ ~ a ~ s i " ~ ~ n i ~ d a  
OlPI Q 

msa~l;iinnaM'~~aa~6u~spl w ~ a o p l 6 i l ~ ~ i ~ 1 t u n i ~ m s a ~ ; i ~ n ~ i z f i q ~ n i w ~ ~ a ~ a i ~ u i m ~ ~ i u  
=Id I r: 

(Reference standard) ~u~somwu-6 iu~u~du~9~~iuqa~r lwazba~iz  MJ~USIV~I~UD 

~ ~ a u i l n ~ r i % ~ i o ? s ~ ? n i ~ b ~ ~ a ~ i ~ i u i ~ ~ n 6 i a v a ~ ~ i ~ b b a ~ / ~ ~ o ~ ~ ~ p r l 1 u ~ ~ ~ d a ' b d  
&.ad ~viu~aaiurd~uuuiffu~nnstii~$oui~na"~umaiq nunaiq n~a~$ar~nn i - r~douan~ru  

v - 1 9  =4--  v -  ~~~87;liiw~m8i;u;ui~tlfuiv 

&&a: s m u n i s i i  6 Cold chain system d \ 6 m a i u n i n  GPD (Good 

Distribution Practices) ~mubbanabanaisdsznapl 

cs ~ a n a i s d u ~  
&%.a e ; ~ a n 7 ~ 3 n m ~ a 7 8 r e ~ ~ ~ a ~ ~ n 7 m z a 7 e t ~ ~ a ~ ~ 5 ~ ~ ~ s  

.4' 
8.d ~ m a ~ i n i  (tviu) ~ ~ ~ ~ ~ ~ 0 ~ ~ ~ ~ ~ ~ ~ ~ l V ~ i ~ ~ ~ ~ i ~ ~ ~ b ~ ~ ~ n " ~ d ~ i ~ ~ a " ~ ~ ~ ~ ~ i ~ ~ ~ ~ w " ~ ~ ~ ~ i  

h ~ ~ 1 l l u T l ~ b ~ u ~ ~ ~ ~ ~ l ~ T l ~ ~ ~ b d ~ 6 ~ ~  

8.d  numi mini (@mu) ~uu i lu~~zTGun~2n~~~ i6aunsp ln" i~um l u n s ~ i a l d f  
w A' 

SA-. 0 - 1  rc.rsucr ,.,., d.lj . i i ~ ~ 1 ~ t r r u ~ u ~ a ~ ~ ~ ~ ~ ~ ~ y l ~ ~ d q q ~ f i ~ 4 ~ a ~ ~ i a ~ ~ ~ ~ ~ ~ ~ ~ a n " ~ ~ % ~ f i 4 ~ " r ~ ~ 3 ~  

ariaiSap 
&.d.b ~ ~ ~ i ~ ~ ~ ~ T ~ ~ l ~ ~ ~ ~ 1 ~ p s " ~ i d ~ i ~ ~ ~ ~ ~ ~ ~ i ~ i ~ ~ ~ ~ i ~ ~ ~ ~ ~ " b ~ ~ b ~ ~ ' b d ~ i ~ ~ i ~ ~ ~ i ~  

fr 

ec;.a w ~ m i i r u d u ~ a i i u l ~ Q n ~ ~ u n ~ n ' p l ~ ~ ~ ~ n ~ ~ a m a ~ ~ i ~ e ! d ~ o d " n n ~ i u n ~ ~ n ~ ~ u n i s a i ~ i s ~ ~ a z u i  i u  
A' ~ w ~ a a w m ~ s y ~ ~ ~ ~ ~ t ~ j ~ ~ v ~ ~ ' 1 -  

rz.d w ~ i l ~ ~ i ~ m n i ~ a i n w ~ m ~ m d p l " $ o i ~ d a w a ( ~ ; a y ' d a u ~ ~ ~ p l u i  





qrudnvrunrmsaorul ( n u n 4  b) 
Cefoperazone a,ooo mg and Sulbactam d!oo mg for injection 

d -2 

a. TfB8q Cefoperazone e,ooo mg and Sulbactam Coo mg for injection 

b. qrua~3$a11L 
b.a ~~uersui3vi-a dsifloin~&~ di~?uZm 
b.b lu o, a?n dsznouihuhui Cefoperazone Sodium %aauyan'u Cefoperazone e,ooo mg 

vaz Sulbactam Sodium %.muyariu Sulbactam COO mg 

b.m ~ ~ ~ F ~ ~ ~ l ~ ~ ~ ~ ~ ~ 9 ~ l ~ ~ d ~ l f l ~ l ~ L ~ ~ ~ ~ ~ ~ n " ?  %laGVl 
b.e. aain~dsinlluuniauruss960aszU~oui li?udsznouG~uiiiiCqvaznaiuvsa iuw% i u h  

oiq ~aaiwtm muaz~Guurii%ui uazani~~nini iuh~i1a"Qm~ou vaz~ainuuu~mui otiia 
huszu%oui li?udszneuvi?uiiC~vaznaiuvsa i&nq ~auCfw?lm 
og 

a. R ~ ~ ~ U P I W W ~ ~ I , W R ~ A  

wanisms?oi~nsizM'n~niwmiu Finished product specification iomnzb~uu~mu~d~ouna' isiu 
nisdriimun $aUY (n3 t i id~m~lb~uuui~~an isba"u  (waive) n i s m ~ ~ o ~ a u ~ ~ n ~ i z M ' ~ ~ ~ m ~ ~ ~ " i u v a m a  
~ o n n i s ~ ~ n ~ i u ~ a n ~ i ~ w % ~ 5 u ~ ~ ~ n i s o n ~ z ~ G u u )  
m.e identification ms~owium~udsz~~u Finished product specification 

~1.b ~~UIN~?UI~I~?Q dC.0 - ebo.o% L.A. of Cefoperazone 

dC.0 - eaC.o% L.A. of Sulbactam 

m.m pH d.C - b.C 
d 

m.d Steribty r n ~ a ~ b i i u r n i u a ~ ~ ~ ~ u  Finished product specification 

m . ~  Uniformity of dosage units ms?ociiusliudszu~u Finished product specification 

m.b Water content Ubiiu do% 
m.d Bacterial endotoxin NMT o.bo USP Endotoxin unit per mg of 

Cefoperazone 

NMT o.ad USP Endotoxin unit per mg of Sulbactam 

m.d Particulate matter 

- VU19l2  bC prn L i ~ f i u  boo D¶?nlFl/container 

m.d Constituted solution sls?odiumiuds%~~~u Finished product 

specification 

m.eo Related substances (Cefoperazone) ms?~l~luenuisz* Finished product 

specification 

e.. qaauu3 ... 



d. ~NS~~J~%'Y I I .~~WR~~R~I~ I  Raw Material (API) 

nsd{wlinu1~~im~5ub~ua1swauvoa$au1a"1<q (semi-finished product) l u n ~ s w l i m u ~ h d o ~ d  

Ifiuama~ona~s -/ 

- w a n ~ s ~ l s a o i r ~ s ~ z $ q m n i ~ v o ~ ~ a u ~ d ~ n " ~ r r ~ a z ~ a o ~ n ~ w G ~ l a " ~ ~ q ~ v  

- uan~sms?o?bfis~%~qmn~wvoaa~s~au$au~a"~<qo~n{ua'm semi-finished product 

- wan~smsaoi~fis~~viqmn~wvoaa~swau~au~a"~<qo~n{wGmu~a"~~~o~d 
I n  uwamsmsao?bfis~s~q~n~wm~u Raw material specification d s m w a ~ ~ u u u a e k ~ o u n < ~ s l u  

w 3 
n14dd1~un mau 
Cefoperazone sodium 

- Speclfic optical rotation : '~%pl l<~a -mb.dO 59 -mb.b" 

Sulbactam sodium 

- Specific optical rotation : 5zpllTd1a +b@dO ;a +bmm" 

c deula$ul 
&' 

cn a"1bumrnci1ubanaisnls~6~uo~ q~mvuw%bGuudl ~uu7bwdo~7~~7u'%ud4%bwfi~wu uaad~uma 

(declare) M M ~ ~ w G ~  
Y 

&.@.GI %ud1<qn14!uwab~uud1Juu1 (w8.b w8.m w8.d u5auinsd) 

c.m.o.o hmdr~uu~du~~~lu~s~rwfi'bwu (WUIUG-I  MU.^) 

&.n.o.b 1 ~ n ~ d l i h l ~ l ~ l b ~ 7 b w " ~ n 7 ~ ~ ~ ~ ~ ~ ~ ~  (MUIU~~ ~8.m) 

&.@.@.m lunsd~$uu~G~~i~o~ni~ads%bwfi ( ~ ~ 7 ~ 5 9  w8.d) 

C R . ~  l u d ~ v o $ u w ~ ~ G u u u ~  nu.@ v o a u ~ d ~ a u o n f i ~  ~ ~ ~ ~ ~ l u ~ % $ u ~ ~ i G ~ n 1 3 f i a ~ 1 ~ 8 1 ~ ~ ~ 1 ~  

vnawlimn"mbpl"m~ud$uw%biuu~a" (Finished product specification) ua%$odl~umqm 

n~wvo.rim@u (Raw material specification) nsdda~srpll<~ams~d$uuuda~ufiv~~u 
L ~ ~ ~ % ~ ~ ~ ~ U U ~ O ~ ~ ~ ~ Y ~ ~ ~ ~ ~ ~ U ~ ~ ~ ~ W ~ I U ~ O ~ I M ~ ~ U I W ~ O U  Finished product 

specification ka%/pll'% Raw material specification 

cb 1 ~ m d i u l ~ ~ m ' % ~ d 3 % b ~ f i l ~ ~  ~wlim6oaii h~u1n1wsi1upllGa30 Jusoau1m4~1un1suliu m~upllgn 
m m s i ? ~ n 1 s ~ ~ 9 u n 1 s w G m u 1 v o ~ n ~ ~ w s a a a 1 ~  (GMP G o  GMP/PICS) l u ~ u a m u ~ d ~ a u o  

4 w . 4  v~uau'uhqmm~uswmsmsaoaou I~uiiwamsJuso;mcauw~auos~fi~ua~iu~w~mu~ 
lunsdd~3uu1rinbio1ni1ad4%1wfi {wbLau'P~~uin~wd~upllGaJoJusoau~~~s~~un~swa'mu~ 
m1uvm'nbnm~?~n1~~8un1~w~mu1voads%bwfi~wlim vlin Certificate of pharmaceutical 

product aGud~gmm~usoun~smsaoaou huu'uamsJusna5aa"ud~auo~1fi1~a~~uwdwGm~1 



d 
c m  diwiniwfi iu~onaisq~a"nvmz~~wizao~uiw~auosi~~ 

L m . o  U ~ ~ I ~ ~ ~ ~ ~ ~ L ~ ~ I % $ ~ N ~ I W  wGmKm4aoq{wGm (Certificate of analysis) ~uu i judda  
b ~ ~ f ? d 0 i l 9  

-.2 

c . m b  w a f l i ~ ~ ~ a ~ ~ ~ m ~ i ~ ~ ~ ~ ~ i w a " 9 ; 1 q ~ u  (Raw material) uockuih6q~.a"buni~w~gr(uijud 
d ~ ~ ~ u ~ n i i t ~ a m ~ ~ a ' n u i ~ a z ~ w ~ m a " r n " , ~ u  , l, 

&m.m wamsfinwmaiums~a~uszuzuiaao~ui (Long term stability) mnomdatoigoauii!~ 
waiuuI5 

&.d ~ " J o ~ I ~ u I  

~ d . a  {~auosi~i6oiosdsCaoii~ui~ii~od"ou 00 aam %~du~a~wu~am~~iuazbZum~~msun"au 
wiu~n"i'v1umKufs"a~oqmau~ffaIdGi~6u 

&.a. msd~~riuqruniwuidai~uou 
ca.n oiqaoauiddruaukqKod"oun-di o i3 Goiniudsuou 
~ c b  uiYlnqam~d~uou o z ~ ~ d s d i ~ u i n i w f i i ~ 1 ~ u ~ u s o ~ w a n i s 4 ~ ~ s i z ~ u i ~ u ~ d ~ u o u a ~ ~ [  

wGm 
C L ~  lunstiid'v1~ausianisw"inis~uCao~i~uiddsuou~w"od~msao4~~sizfs"~mniw mri?usia 

nisozw"i'v13~lo~osunm"aodi~ui L u ~ a i u o ~ ~ o ~ ~ a u i d u Z n m i u < i u a u ~ ~ 9 i a u s i ~ n i s ~ ~  
YPI P msao~~~sir~~azr~uysuwm~ouei i lC. j iuKunismsao4~~sizfs"qmniw~a~aisui~s~iu 

(Reference standard) 1rms~dwu~iui~b~u~dmiuqma"n~1)m%~~wiz ~Jausianisuo 
a~aulw~K?u~oisminis~auosimiui~~n~iaao~~aiu~az/ 'v1~o{wGm~u~5"~~o1d 

6 . 6 . d  [aiu60~?u~d~uuuiZu9?nns~~~aui1na"~umoiq 'v1umoiq ~~ :o~ i !a~~mni~~douan iw  
~ ~ I U ~ I W O ~ P ~ I F ~ U ' ~ ~ ~ S ~ D U ~ " I I  

r s  ~ o n a i s i u ~  
c . 5 . e  ~ a n i s f i n v i m a i u ~ ~ ~ a ~ a " ~ n i s a z a i u ~ a z ~ ~ ~ ~ i ~  aomma"os~su6au;u~onaisn°7;uui 

4' 
r d  {muosimi (@iu) ~uuoudoz~o;i~9iausianis"~1ouia~m~Zuan"u~niu~9a"~~9umnisz~nw"ua"yqi 

r~u~aiusiudu'v1~o~uiusiu~u~~uriou 
rc: ~ u l u n s i ~ i  @JIU) ~uuoutiozTo;iun~Gn~qqifiaumsun"i~um K ~ n ~ t i i i ~ I d d  

c.d.o 'v1iausi~nisIstwuiuiamsim 6 ~ 4 C ? n ~ a " q y ? n i s ~ m ~ o ~ a u u i ~ ~ m L ~ u ? ~ u i ~ ~ u  
nszwsasaiaismqa 

c . d . b  wanis~umsa6~~siz~ui~oinnsu3wui~iaminis~ww~~3u1dniuui1sls~iu 
c-E.d.cn w~m~m~uia~m~~n~un~~u~uoin~"o~maim~mua"iod"n~iu~mznssunisoi 'v1is~aui  w Ku 

das~aaiaosa"qyiqz+oqzaiuq 
c . d . d  wuilqmqmniw~indm5m4~oi~d~~a~'io{dauw%X?uui 





q m ~ n w a g c a w i r u o p u i  ( 5 iun ia6  a) 

Ceftazidime ta g for injection 

ta. ifa(l3 Ceftazidime n g for injection 
-.2 

b.b d~aneu62ud2uwnu~2ui Ceftazidime pentahydrate dHuyah Ceftazidime n g L L ~ S  

Sodium carbonate 9/?o Arsinine 
r 

b.m uss?fun1auau~~quiZmd31woin~ao L L ~ ~ U ~ T ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ I W ~ / ~ ~ B ~ I ~ U ~ ~ " ~ U ~ ~  flu'Kaa5 
ctnrjle \~afer g,g9,'3?) 
4,L.J L. ,,U& 

* 
b.d ~ ~ i ~ ~ d ~ ? ~ u u n ? a u ~ u ~ ~ ~ ~ a a % a u ~ ~ e u i  a?ud%me~~uaa%a6q~a1~aw~sd ?YUw%m ?uilu 

o iy  madw~m ~aa~a~f.luuA$uui uaaannaTuni~~i;u$n~~la"Cm~ou uaaaairmu9nmui eBia6eu 
7i-m1j=isnrn~~~7~qtasmmttr~ - Y U & O ~ ~  m&\im i j o t i 7 ~ t i l ~  

m. qcusuu3vn~cmnGfi 
d 

w a n i s m s ~ ~ ~ @ s i a ~ ~ ~ s ? w m ? 9 ~  Finished prod~~ct s,wcificatiion nonna~iiuulmulriQoun413?~ni3 

d ~ i ~ u n  nd (n3~donns~~uuua~4qfli3~a"u (waive) n i ~ ~ l s ~ o a a u ~ ~ n ~ i r ~ ~ e T v ~ T ~ d u ~ ~ a m ~ ~ o n a i ~  
~ ~ i n q i u G ~ n d i ~ ~ 6 ~ u o ~ ~ n 1 ~ o m ~ a ~ ~ u u )  

d 
m . a  Identif~ation Bii536d.3w '- I;uwa ---aq - 1- u finished product specif~ation 

a b  d5u-t~m"au-td-t<sy s~lo,o-abo.o% tA of Ce€tazidime bbaz 

sio.0-no&l.o% of Ceftazidime on the dried and 

Sodium carbonate-free (or Argenine-free) basis 

m.m pH c.0-d.~ (no0 mqml) 

m.d Sterility P ~ ~ ~ ~ W I U ~ I U C ( S S ~ I ~  Finished product specification 

m.C Bacterial endotoxins NMT 0.a USP Endotoxin unit per mg of Cefiazidime 

m.b Uniformity of dosase units ms2ewium?u~3aqh Finished product specification 

md Pziriiculzt~ ,x~itter 

- %urn2 a0 pn ~~ ~,OOO rrr(n?cl/ container 

- auim r ba p m  la.hiiu a00 eynin / container 

m.d Loss on dryin3 K~iiu n6n.&6 w/w (n=it%k Sodium carbonate) 
ddd !8jb8~ nb.&% w/w (n3wna.1 Aqenine) 

m.d Pyridine content Ebfi~1 o.d% w/w ( n d g  Sodium carbonate PPI$I?PJ) 
I%kfiu a m %  w/w (fl74G Arginine %u~I?Q) 

wuiu~wq n i ~ ~ o i ~ w i o r ~ ~ e a n i s a a a i u ~ a " ~ w a u  (Iri~iiu so iu i i )  rfJueahd3aneu~$u~~u 



d. qqrusu~m4knniinro4 Raw Material (API) 

wanim~ao~b~naSfl"~msri9~imiu Raw material specification ~9mwzb%~u 

Cdedare) bb9969~1-%t 

h a m  I ~ ~ I ~ ~ ~ ~ ~ ~ ~ ~ M ~ L ~ ~ ~ ~ I ? ~ ~ I  ( ~ 8 . b  W9.m M8.d ~6'l~&l3(ii) 
4 = *  

g.m.9.m t~nsd~~uuiw~am1pdelszbwfilwu ! ~ u i u %  w8.b) 

&ar.ca.b 1~n~~b6u~?ljlb+?t$~tn?3~eitp~33~ ( W U ? O ~  WB.& 

c.m.m.m Iun~(ii~3uuiJi~Cioindi~d~zbwfi (wuiu5d w8.d 
d 

c.m.b 1 u i i ~ a ~ u w a ~ G u u u i  nu.@ Uaauiwm.msimi w~au3iuaaiiuavi?Cani~~auquqmniw 
uadw8mfidmiu~~uwzb~uu~a' (Finished product specification) ~az$af iwumqm 

=id d  
niwasr%qRu ( k w  material specification) n s r n w a $ s s a i ~ s n ~ r c d ~ u u u d ~ s ~ ~ " ? ~ ~ ~ s !  
b g u ~ z i a d ~ u u  b a f l ~ l % ~ ~ ~ ~ l b ~ l 6 1 l ~ d l ~ " ~ a d ~ l % V 0 L f l " ~ u 7 . ~ ~ ~ u  Finished product 

specification b~az/~?a Raw material specification 

&:.b IU~YT&~J%~~~~IW%~M"~W ~ 6 & B d ~ 7 i ~ 7 f i ' f & ~ ~ ~ ~ ~ ~ 6 ~ ~ ~ ~ t 8 f l ~ 7  

m a b p i ~ ~ n ~ s d u n ? s ~ s ~ ~ a u ~ ~ o a n s ~ ~ s ~ a a ~ ~ ~ s a ~ ~  ~GMP Go GMP/PIC~) 1ufclu2~u1dmuo 
e w d  aiuaCu'ua'iqamiusauni~m~a~aau kuiwani~?usa~o~auw~aua~imi~~aza"udwa'mui 

1 u n ~ r i 6 ~ ~ u m ~ i i l h o i n d i a d ~ z ~ w ~  ~ ~ B m ~ a a i j i i ~ u i n i ~ s i i a w G a ~ a ? u ~ a ~ ~ i m ~ ~ i u n i ~ w B m ~ i  
m i u ~ n ' n ~ n m ~ l i ~ n i s d ~ u n i ~ w a ' m u i ~ a ~ d ~ z ~ w ~ ~ w a ' m  wqa Certificate of pharmaceutical 

e w d  
product a~u'ua'iqnmiu~auni~m~a~aau~mu~~ani~?u~adodau'~~baua~i~~~bbaza"udwa'mui 
n s ~ d ~ u a u i i u T d n i v i ' b w u w ~ a n ~ v i ~ ~ n ~ ~  %. kd~~uni~?u~aaaCu~~daImua~iu~mlwud~a~i  
el=wwfiGu 

r . ~ j  ? 1 - c l u ? n ~ ~ ~ l t u o o ~ 7 ~ ~ ~ t d ~ i i ~ ~ t d z m x ~ z ~ o ~ u ~ $ w ~ o ~ ~ ~ ~  
a.m.@ wan i sm~a~ l l i ~~~ i~$qmd t iw~a 'm61"~~b6s i~a~~~a 'm  (Certificate of anat~sis) ~uui$udd;r 

~3uiYaatiid 

& m b  W ~ M ~ P ~ ~ ? P ~ ~ R ~ I % ~ ~ N ~ I W ~ " ~ ~ ~ P J  (Raw material) v a ~ ~ a u i i i ~ ~ ~ f l u n i ~ w - ~ m u i ~ u i  
~+L$u;?~~~~&~$AwMBz@~~@u 

bm.m ~anidnwimaiu~l~iYaKu~zuzuiava~ui (Long term stability) mandatai$plo.luld:uaduid~u 
WE bGuu'b5 

&.d f i ~ 6 l d ~ l  
OI w I W  I OI & d  w 

hdg ~ ~ z I u D ~ ? P ) I B ~ E ~ E ~ - ~ ~ ] ~ D ~ ? - ~ u ? D u ? ~ M D u  %2B s-:1.Juw?rrnurraw-~s?u~~6~~~~~~~9,'dau 
~lw~fi1wumlu~a~a~~a81u3~a'bdC~~iu 

cc: n i~d~~ iuqmmwu iddauau  

a.a.m a 1 ~ a ~ ~ ~ i w t u r m l 4 S a ~ n a ' i  m 3 t iuuiniuiiwm 
a&.b unlnamdrimm, o z ~ ~ d & ~ 1 ~ ~ 7 ~ ? ~ d ? u 1 ~ 1 ~ ~ 1 ~ ~ d & 1 a ~ ~ % " a ~ % i ~ g j i u i ~ u d & ~ w ~ w ~ ~ s l -  



&&m ~ u n s ~ ~ w $ a u s i ~ n i s w " i n i s ~ ~ ~ a ~ ~ i ~ u i ~ d ~ ~ ~ u b d ~ d ~ w s a o ~  b n s i z ~ ~ ~ n i w  w$ausianis 
ean'iwliqilo?oauagaodiaui ~ ~ u ~ ~ i ~ e z ~ a ~ d . ~ ~ i ~ ~ ~ ~ n w i ~ ~ i u a u ~ w i a ~ s i ~ n i s a i ~  

ww a n ? a o ~ b n n . - M ' ~ t ~ ~ $ u g ~ u w m ~ o u h ~ ~ d ? ~ ~ u ~ ~ m ~ ~ ~ 1 ? ~ ~ 6 1 m ~ b % m m ~ m  
(Reference standard) t u n s i i r r u i i u i l i b ~ u ~ d w i ~ ~ ~ a " n ~ ~ z b ~ i z  wljaunsnisuo 
a a a u ~ l v l ~ r i ~ u 4 e i ~ ~ n i ~ ~ a u a ~ i n i ~ i ~ ~ n a ' i a ~ a ~ ~ ~ i ~ ~ ~ a z / ~ ~ o ~ w a ' ~ e l l u ~ ~ ~ c e i a l d  

s.sd ~ ~ ~ u ~ a a ~ u ~ d R d u u u i ~ u ~ n n s ~ ~ d o u i ~ n a " ~ ~ m o i q  w~maiq  w%~,da~f lmn is~da~an i~  
fi8.d;.,x.dR~Uw&9d~~ 

r.s ~ a ~ n i s d u ~  
c.b.a w a n i s ~ n ~ i n a i ~ n ~ K a w a " ~ n i s a z a i ~ ~ ~ a z ~ ~ o o i ~  aomn~a~~su6auEubonaisRiEuui 

4' 
C Z . ~  ~ ~ a u a s i n i  ($1~) i i u u o a ~ d e z t i i ~ ~ a u s i ~ n i i ' ~ ~ a u i " ~ ~ ~ ~ ~ ~ u a ~ ~ ~ ~ ~ i u ~ ~ ~ w a ~ m n i ~ ~ ~ n ~ u ~ y y i  

g~{%~97Ub$~~%%7U97U8Uba8d~U 

cc; i r m a n n i  ((viu) ~ u u a u t ( o z ~ ~ u n d n ~ ~ ~ i ~ a u n s u n " i ~ u m  ~unsice ia~s~d 
Y 

s6.a wljausianisIsanululn~~uiuia~im ~ a a C J n ~ ~ ~ Z I I i n i s ~ m d a i a ~ u i a ~ m ~ t i u a ~ ~ I m u  

a ..... .............. a 
aaWI flTTUfl lT WLI El............... !?$y f l ~ ~ 3 J f l l ~  



qcu~fitwunowi:aopsi (siunisd d 
lmipenem &oo mg and Cilastatin &oo mg for injection 

-.2 

e. dab? lmipenem COO mg and Cilastatin Coo mg for injection 

b. A ~ ~ ~ % $ ' 2 ! ~  

\s.o ~guwquiivia d51~18inL~a i i i ~ ~ u ~ m  
b.b lu o v?m dsrnau6quCqu7 lmipenem Coo mg unr Cilastatin sodium &aus$=6'u Cilastatin 

Coo mg 
&' 

b.~1 ussqlUnivu~ussquiZmdsi~1oin~vav~m~n"a 
b.d ~ninddsi~uunivurussq~a~srpl~aui d~udsrnau~~u i i i i~qua~~a ia1us9  ruwsw ~u&aifq 

c: 0, mvdulm ~ a v n r ~ i u u i i B u i  unrnniqstuninnusnv-II~QVILOU uaraainuuaqmui ou'iqCausrv 
i a u i  d~udsmau~~uir l i6~uar~aiuus~ 5u$uais ~nvdulm 

09 

a. B ~ R U U ~ W I ~ ~ W ~ ~ R  

w n n i s m s ~ o ~ ~ ~ s i r M ' q ~ n i ~ w i u  Finished product specification domnr~~uu~m~~i~auna ' is iunisd 
~IMUR (ns[iidomnr~~uuui~~~nisba"u (waive) nisms~oaau~~~sir~~a~m10s"duuam~~anais~a"n 
a i u ~ ~ n $ i . m ~ Y u n y ~ n i s o m ~ ~ ~ i u u )  
4 

m.o Identification wnawiuwiudsr~~u Finished product specification 

m.b ~ ~ u I N ~ ~ u I ~ I ~ ~  do.0-ooCo% L.A. of lmipenem 

m.m pH 

m.d Sterility 

m.& Bacterial endotoxins 

m.3 Particulate matter 

- vuim r oo pm 

- vuim r bC pm 

m.d LOSS on drying 

m.d Constituted solution 

m.d Uniformity of dosage units 

m.oo Heavy metals 

do.0-ooC.o% L.A. of Cilastatin 

3.C-d.C 

msasdium~udss~tu Finished product specification 

Wk.5~ o . o d  EU/mg of lmipenem uaa 
Wfiu o.od EU/mg of Cilastatin 

E~iiu 3,000 nynifi/container 

 LEU 300 ayniWcontainer 

WLEU m.& vo4~lMu'nw4ul 
msaodiumiuds~~lu Finished product specification 

ms?awiuwiudsryh finished product specification 

NMT o .oob% of lmipenem and Cilastatin 

09 P 

d. ~asls~~~l f l~ idbrn~~a~189 Raw Material (API) 

u a n i s m s ~ ~ i ~ n s i r ~ q m n i w m i ~  Raw material specification domna~iiu dmuI~Cauni is iunisd 
6191um54% 

d.o Imipenem ... 



d..e lmipenem 

- Specific optical rotation : szwdia +ddo 54 +dsiO 
-2 

- Impurity A (Thienamycin) : WL%J e% 

d.b Cilastatin sodium 

- Specific optical rotation : 3swdi-1 +de.&P %I +dd.cO 
- lmpurity D (Mesityl oxide) : EbZu o.& 

+: Q o u I w ~ ~  
&.a h ~ u i n i r r d i u ~ a n a i ~ n i ~ l i ~ ~ a ~  q i m ~ u w z  b ~ u u i i ? u u i  b&~~iwiiu1ud3z bw~ilwu uazhuma 

(declare) uwihwa'm 

ce.e ludiR"qni~~uwz~Guuii?uui   MU.^ w8.m w8.d uEi7ueimG) 

K u n ~ G ~ 9 ~ ~ 1 ~ ~ 8 m K ~ ~ d ~ ~ ~ w w l w u  (wuiuiia wd.ls) 

c.e.e.b K u n ~ ~ ~ h u i G i r ~ ~ ~ w " a n i ~ u p i a u ~ ~ ~  (wuiu5-1 nu.3 

c.e.e.m %un~G~~~uiJi~$ioineiiad~z~ww (wuiu5-1 W U . ~ )  

c.e.ls I~P~ IP I~~U~~~U~UUUI  nu.., aaiuid~auasimi w?au~iuazduslGaCni~mauquqani~vaa 
I Y 

u8mrirun'miu?8uwz~Guula" (Finished product specification) uar<an'iwumqanirrraa 

?'.qftu (Raw material specification) n~d~a~srwdian i~bd~uu~daa~n"bvb~ub~uoz~aa  
~ u u b ~ ~ ~ l 3 ~ ~ ~ d l b u l ~ 1 l ~ d l ~ P I ~ ~ ~ l 3 P I ~ ~ n " b P I u l ~ ? ~ u  Finished product specification uaz 

/%?:a Raw material specification 

cb ~unsdduiwSmlup~sr~~wlwu Qw8mlaZdi~uini~diu~a3a?u~aauims~mnisw~mui miuGninman' 
i i j n i ~ ~ f i n i ~ w a ' m u i u a a n ~ z w ~ a a a i ~ i ~ a q ~ ~  (GMP w:a GMP/PICs) ~uwuamui~bauauiua~u61 

u w d  
qslmiu~aumsmsmmu ImuZ~ani~?u~aaaaau~~auasimiuaza"uiw~mui 
~ u n s d ~ 5 u u i ~ i ~ ~ i o i n e i i a ~ ~ z ~ w ~ i  @8mh~~di~u in i r rd iuw~a~a~u~aauim~~iunisw~mui  
miuwR'n~nan '~~nis~~~uni~wa 'muivaadszbww(w~m 1470 Certificate of pharmaceutical 

u w d  
product a~u61q~mluzaunismsa~aau ~ ~ ~ ~ ~ ~ n i s % s a ~ n ~ a u w b a u a s ~ ~ ~ b b a % a " u ~ ~ ~ m ~ i  n54i 

iuaCu~~dnidwuw~aniwi~anqw kjli5umsiusm~Cuuda1muaaiu~mlwudszBid~z~wwu"u 
d 

c m  di~uini~diu~anaisqaR'nwazlawi~vaauiw~aua~imi 
c.m.e wani~mdj~msizGqm~w8m5~4~1aa~wa'm (Certificate of analysis) Kuui juddabfJu~aadia 

C.m.b W H M S . ~ ~ O ~ ~ A ~ I ~ ~ ~ N ~ ~ I W ~ " ~ Q ~ P ~  (Raw material) ~ ~ a a ~ a u i h ~ q ~ ~ u n i ~ w a ' m u i ~ u ~ d a  
~4uCaa$ian'jaaa(wa'muiuaz{wS~a"~qftu 
nsd{w~mui~ba"mqftub~uai~~au%aa~auidiR"q(semi-finished product) hniswzmui 

68o3d lfiuamabanais~a6 



- wanismsa~4~nsiziqmniwva~Cau1di~q~oiazCa~~n~wa'ma"mq5u 
- wanismsa~~bnnziqmniwva~aiswau$auid~n"q~in~wa'm semi-finished product 

- wammsau4~nn~~q~niwva~aiswaUc%iauia"in"q~~ny'wa'muidi~~~~d 
&.m.m ~ a n ~ ~ ~ n v i n a i ~ ~ - s ~ a ~ u s r a : u z 8 ~ i a % a ~ & 1 1  (Lonp term stability) naamda-sa~~oa-suid& 

~z~iuul5 



............ a9a0 ............................... Q-O 0;"7??fIf d~zsiun~sa~nis 

~uisai22mmoj n ~ a E q v )  

....... asao ........... W&.Y~ n=riunm asao 
(uisdsGvs Smuqu~s) 

................ d ............................ lfl* asvo nm~ni=i asao ,. n~sunis 



~cu~nwzrcmizqoqeri ~ ~ e r n d  d 
Levofloxacin b&o mg in &o ml injection 

c. doen Levofloxacin b&o mg in &o ml injection -2 

b. q111~~3$a!d 
b . ~  aisauaiu d s i f l o i n ~ $ o ~ b ~ ~ o q d o ~ ~ ? o ~ ~ ~ o ~ o o n ~ $ u a  
b.b Iu G van dsunou6aucaui Levofloxacin c mvml %uaisauaiud5uims co ml 

b.m uss9hnivususs9ui~mdsifloin~$ov~mun"a DmaGniloaKuuaa dnilocriuuaqlmuuun 
ussqluna'mnsrmiw~?o~ivuuw"uua~io~uyn'~~am 

m.qcuau%wl~rwcliiFI 

wanismsao4~nsia~~~niwmiu  Finished product specification domnu~iiuuTmuIaiCaunii 
nunisdninum ad (nsdomnu~~uuu~uGqnisu (waive) nismsaoaauii~nsiu~~'~a1m1~4u 
u a m ~ r a n a i s ~ n ' n g i u ~ ~ n a ' i a ~ ~ ~ u a ~ ~ n i s o m ~ z ~ C u u )  
m . ~  Identification nsao~11umiudsufi Finished product 

specification 

m.b f iu im~auidigq dC.0 - aoC.o% L.A. of Levofloxacin 

m.m pH 

m.d Sterility 

m.C Osmolarity 

m.b Bacterial endotoxin 

d.m - C.m 

msaodiumiudsuQ%u Finished product 

specification 

bdo - m b o  mOsmoVkg 

bhinna'i o . d  endotoxin units/mg of 

Levofloxacin 

m.d Particulate matter 

- auim 2 GO p m  b.hzu b,ooo a y n i d  container 

- auim 2 bC p m  

m.d Impurities 

bhzu boo aynin/ container 

msaodiuniudsz~ Finished product 

specification 

OlCI 

d B N ~ U P ~ ~ W I ~ ~ W F I Q ~ ~ W  Raw Material (API) 

ns~{ufimui%$?m?~ur~uaisua81ao~~auidi~q (semi-finished product) tunisw8muidida 
~d iGuams~anais 

- wnnis9;1no4~~siz~~~niw"~0~~a~iaPi~~~9iazZaoin~~~9;1a"9;1q~~1 
- wamsmsao~~~n~SR'qorniwva~ais~au~auidi~qoin{u~m semi-finished product 

- u a n i s n s a o i ~ n ~ l n u ~ q m n i w a a ~ a i s ~ a ~ ~ a u i d i ~ ~ o i n { ~ f i ~ u i i i ~ $ o ~ d  
c AauI 'PI... 



c.d~od~vdod~ 
w 

di~~ini~di~~anai~ni~1n"~ua~qim7u~::~Guuii?uui~~a4iwiiuTud~::~~fil~u ua:: 
dlbbm9 (declare) u9rl&w?im 

w 

ca.a hh~qn is ln : :~Guu i i?uu i  (nulo nu.m nu.; u&uinsd) 
&@.@.a hn~fii~~uuidw2m1uds::~wfi~wu (9rluiu59 n8.b) 

~a.a.b tun~fii~iluuiGi~ii~dani~u~~u~~~ (wuiu5a nu.m) 
c.a.a.m Tun~rii~~uuiG1~iioind19d~::~wfi (wuiu59 nu.d 

~ a . b  1 ~ i i a a i u n : : ~ ~ u u u i  n8.r aaauid~auasicli ~ $ a ~ ~ ~ a : : d ~ n f i b a m T f i a ~ q % 1 q ~  
ninaaa w 2mrirun'miudtuw :: b~ 8 ~ 1 5  (Finished product specification) u a s h  
6i~umqorniwmaa"mqRu (Raw material specification) rnri ida~3rw$i~nisbdiuu 
~ d ~ 9 b b ~ % b ~ U b ~ U 8 ~ ~ 0 9 b b ~ d ~ b ~ ~ ~ l 3 ' ~ 1 ~ 0 d l b ~ l ~ l ~ 5 ( l ~ % 0 9 ~ l 3 ~ 0 b b ~ % ~ l ~ f 0 ~  

Finished product specification ua::/9rl:a Raw material specification 
Lb Tun3~did~1~2m"b~d~::b~fiI~~ ~w~miaioaiidibuini~diuw~~~a?u~a~uim~~iuni~~a'mui (A ISJ  

dn~mu i i i l n i . rd~un i~w2m uiaa9n~: :w~a9ai~ i~m~v (GMP w% GMP/PICS) tuwuamuid 
e p l d  ~rmoviuw'udi~mmiuzauni~m~aoaau Imuiiwanis?usa~mau~~aua~iniua::a"u~wa"mui 

1 u n ~ r i i d ~ 9 u u i ~ i ~ ~ i o i n i i ~ ~ ~ : : ~ w f i  $2m1~~hruinindiuwSd"~3a~u~a~uim~~iuni~ 
~ ~ ~ u i ~ i u ~ a ' n b n ~ n ' ? ~ n i 3 d ~ ~ ~ n i 3 ~ ~ ~ ~ 1 ~ ~ 9 d ~ % b ~ f i ~ ~ 1 ~ ~  w'sa Certificate of 

e w d  pharmaceutical product au'uiiqmmiu~aunismsaoaau Inu~wani~?usa9n~auwbaua 
=id v 3iniua::~udw2mui nsormuasJ"u~~dniviIwuw~anivi~~nqv 6aqojltiruni.r?usasasJ"u 

uda~muaniu~m~nud~::did~::b~fi~u 
c m  ~ ~ ~ I ~ ~ ~ I ~ ~ ~ ~ ~ I ~ ~ ~ ~ " ~ ~ : : ~ ~ w I L ~ D ~ u I ~ ~ ~ u D J I ~ I  

~ m . a  (Certificate of analysis) Tuuijudd9 
b9u6iai19 

Cm.b U ~ ~ I S I S ? Q ? L R S I % ~ ~ N ~ I W ~ " W ~ ~ P ~  (Raw material) aa~~auirti~qw"%~uni3wa'mui 
1 d l  w 

~una~~~uPi?a$i~~~va~~w2muiua::~w2ma"m~Gu 
c.m.m ~ a n i ~ ~ n l ~ ~ n a i u n ~ ~ a ~ u ~ : : u ~ u i a a a ~ u i  (Lonq term stability) maamdasaiyaaaui 

n"<un::bu"uula" 
&.d Gaai19ui 

c.d.a ~ ~ a u a s i c l i l a d s C a a i i ~ u i a i i ~ C a u  a m  ~a~5ugaunuuamssiua::bSumln" 
nmii?umiudfiinumTu%ia9mauu~~aldii9iu 

cc nisd~::hqmninuidd~uau 
cc.@ aiyaasuidkuau&jtioj;aun~i a i3 riuoiniud~uau 
cab uiynonddsuou o::~tdtdiruinindiulu ~ u ~ a ~ w a n i ~ ? b n ~ i : : ~ u i ~ u d d ~ u a u v a ~  

i ~ a m  
1un~fiidw~au~iani~flini~~u~aadi~uidd~uau~daa'~m~ao~~n~i::~qmnin ~ l j a u  
sianiso::fli9rl~~iiai~~aaCaaii~ui Lu~~iuo::Pioadauir~uSnmiudiuaud~iau 

ww e ~iani~damsao?~nn::6~a~~3uy~uwma~u~itQ.jiuluni~m~aoii bnsi::o;iq~i~ ua:: 



a i s u i n s p  (Reference standard) ~ u n s d d n u i i u i [ r i ~ ~ u ~ d m i u ~ m a " n ~ ~ ~ ~ w i ~  
~ a u n a n i s ~ ~ a t a u ~ ~ d ' b a i ~ u f i ~ i s ~ i n ~ s ~ a u o s i m i u i ~ t n ~ i a v o t ~ v i u ~ a z / ' ~ ~ ~ o ~  
w5~11unft~io1d -2 

&.cd ~viu / i~ t~ud~uuui~u~nnsdbioui~na"pl lamoiq ~ a m o i q  ~ . i o ~ i o ~ i i m n i ~ B o u  
aniwf;~un"ipllumlmu'bai5~oub'PI 

/ 
d d O E - g ?  atao ............................................ 2 ....... dszsiunssanis 

d Y O  atao .........,... ............ yo iuaun is Is t~u iu iam 
/ \ 



qcuiinwu:~rmironpsi (3isnid b) 
Piperacillin Q' g and Tazobactam &oo mg for injection 

e. Piperacillin d g and Tazobactam &oo mg for i4ection 

$.b %u a aan daanou6auEaui Piperacillin 6 g bbaa Tazobactam &oo mg 

b.m ~ss~1unirmsuss~uiiimdsinoin~~e~Cmun"a Dmah 
b.d aa~nddsin~uuni~uauss~~o~ssy~oui aaudsrnou~auidi6yuasnaiuus9 iuwlm iuiu 

d e, 

eig ~audwlm ~auns~iuuh?uui uaamiaslunis~nusn9~i'ba"<m~ou uasoainuuuamui otiic 
~oussy&ui  hudssneuhuidi6yuasnaiuus9 iu8uoig ~audwa'sl - ~n.~cuaaJp1mmi~~m~9~ 

wanismsao3~nnrM'q~niwmiu Finished product specification domns~iuu~mu'bdrinun-disiu 
nisdn'iwum A: (nsQdomna~iuuuiu~~nis~a"u (waive) nisslsaoaou3~nsisM'~olml~j;~uuam9 
~enaisw&~iu~jniiia~6~ue~~nisom~s~iuu) 
m.a Identification msaow~um~udsr~h Finished product specification 

m.b d % l l N ~ ~ ~ i d l # ~  do.0 - aao.o% L.A. of Piperacillin 

d 0 . o  - aao.o% L.A of Tazobactam 

m.m pH &.o - d.o , in a solution containing the equivalent 

of do mqml of piperacillin 

m.d Sterility m s a ~ ~ ~ u ~ l ~ u d ~ s y ~ u  Finished product specification 

m.& Uniformity of dosage units msaowiumiudssy~u Finished product specification 

m.b Water content E~fiu b.@h 

m.d Bacterial endotoxin NMT o.od USP Endotoxin unit in a portion 

equivalent to a mg of a mixture of Piperacillin 

and Tazobactam 

m.d Particulate matter 

- uuim 2 ao p m  W~fiu b,ooo aynin/ container 

- uuim2 b& p m  W~fiu boo nynin/ container 

m.d Constituted solution sls?o~iu~l iuds~ Finished product specification 

m.ao Related substances ms?o~iumiudssy~u Finished product specification 

d ~NIUUS~Y~IPLY~RSRWDP Raw Material (API1 

ns~~wirlmui~~a"mq~u~~uaiswauuo~~?uia"i6~ (semi-finished product) lunisw8muiiide2d l G  
MiWl9LOfla19 



- ~nnismsao3~fisi:dqmniw~o~GauiaPi8quol'a:Ga0in~~3ma"mq~u 
- wnmsms~o~as i r iqmni~%o~a is~au~au i i i 8qo in~wa '  semi-finished product 

- wanismsao3~fisi~iqmn1~~o~ai~wauGauia"i6qoin~~Zmuii i i~~o~d 
kuwani~msaai~fisiriqmniwmiu Raw material sp&ification donnz~Z~uuaz'bi~ouni i3 iu 
ni~Mdiinun Gaf! 
Pi~eracillin 

- Contain : d50 - momo pg of piperacillin 

- Water : b.0 - Co % 

- Specific optical rotation : ~ z n j i q  + ~ c c O Z S  +adgo 

- Related substances : Related Compound A NMT m.& 

Related Compound C NMT m.o% 

Tazo bactam 

- Contain : 

- Water : 

- pH : 

dd.0 - mob.0 % of Tazobactam 

NMT o.b% 

m.d - b.d ( b . ~  mqml solution) 

- Specific optical rotation : 5z'~ljiq +m50°Z4 +m5d0 

- Microbial limits : Total aerobic microbial NMT m o o o  du /g  

Total combined molds and yeasts count NMT 

m o o  d i d 9  

- Related substances wsaowiu 

~ . d a ~ a w ~ U q  
c m  h~uini~~iu~onaisni~'b~~uoyqimPuwz~SuuiiQuui~~o4inpd~ulud~z~wfi'bwu uazhuna 

(declare) M P S ~ ' S W ~ ~  

lviii~iyms~uwz~Suu~iQuui (w8.b wu.m nu.d ui5'auinsfii) 

c.m.m.a hn~fii~$uuidwZmlud~r~wfi'bwu (nuia5q  MU.^) 

~.m.m.b t u n ~ f i i ~ ~ ~ u i G i i l l C i ~ ~ o n i ~ ~ i ~ u ~ ~ ~  (nuiuZ;l n8.m) 

c.m.m.~~ ~unsfib$uuiGi~~i~inii~dsrbwfi (nuiuZk i9u.d) 
Y 

&m.b Iudi%o3umrnslZuuui nu.@ oosuid~auosifii wlununrdunflaQnisnauquqmniw 
a o ~ w ~ w i i m ~ m i u d ~ u w z ~ ~ u u ~ a '  (Finished product specification) uaz$ofiinunqm 

nmwoaTmqb (Raw material specification) n ~ ~ d o ~ ~ ~ ~ i i ~ n i ~ d ~ u u u p ~ a ~ ~ n " b % b ~ u  
'b~uo~io~uuubonais~~ooa"ib~ini~si iu%osnis%o~n"b%ui~~ou Finished product 

specification ~az/n$o Raw material specification 

~b ~ u n s ~ d u i ~ ~ w ~ u ~ ~ z ~ w f i ' b w u  ~wa'~1Pio4iii~uini~siiunG~3oQu~o~uim~,~i~ni~~Gmui wiu~~iYn 

m m k " a ~ n i s d ~ u n i s a a ' m u i ~ o ~ n ~ ~ w s a ~ a i ~ i ~ m q a  (GMP Go GMP/PICS) tunumuid~auo 
c e w d  w d ~  uiuau'udiqclmiusouni~m~aoaou &uiiwani.iQuioanaauw~au~~ifii~azauwwawui 

lun~c i id~~uui~~~$ io in i i~dsr~wf i  ~wGm~o~3a"i~niw~iunG~3oQu~o~ui~s,~iuni~wGmui 



miuv t~ 'nbnm~?~n i  ~w"n"buni J~a'Pl~191EI9d ~zbwfiiwa'm M% Certificate of pharmaceutical 
4 9 1 4  4 P 

product oUYUdiqmmiu~aum~m~aoaau ' b m u ~ ~ a n i ~ ~ u ~ a ~ ~ ~ a u w b a u a ~ i n ~ ~ ~ a z a " u ' ~ ~ u a m u i  
crdv nsmwmuoui;u~dniwil~uvt~afiiwi~~nqw 6a46?uni~iusaaaGuuda'bmua~iu~mlwud~zBi 

Y -2 

d3zbwfiGu 
d 

c m  a9 i~u i f i iwF; iu~ana i~qm5nwmzbi l~ iz~a~u i~~aua~n i  
uani~m~ao?~nsizM'qmfi iwua'm5m~~a~~ua'm (Certificate of analysis) luu i judas  
LtJuiYaail~ 

&.arb uani~m~ao?bn~isM'qmfiiwa"mqfiu (Raw materia0 r a ~ h u i d i ~ q f i ~ u n i ~ w 5 m u i ~ u d  
siqr9u~aaiitn"~~a~~wa'muiuaz{ua'ma"m95u , l8 

h.m.m w ~ ~ I ~ ~ ~ ~ ~ I R ~ I u M ~ ~ ~ u s ~ u ~ u I ~ % ~ ~ u I  (Long term stabitity) maa~d?tala%aqui%%~ 
wz~Suul5 



01'tK-i~ TNuJ d asgo ................................................ n=riuni=i asao ...... 

L 

d 
msuni3 asao ................ d q  \ .... M. .................. nnunis 

(uisai?q%n ~mqu)  



qcurinw-~owizuopui (5iuni5d PI) 

Ceftriaxone e g for injection 

e. %PLU Ceftriaxone o g for injection -/ 

b. ( I~~~U7fd21d  

b.a duma~7A37a d%-rnern~& B+vh 
b.b dsanauA~i?uhui Ceftriaxone sodium %aauyafk anhydrous Ceftriaxone o 

3 
b.m u s ~ y h n i ~ ~ s u ~ s y u i ~ m d ~ i f i ~ i n b ~ a  ~~a~u~~ylundaan~amiww?oni'~~u~w"u~~aa fla.i&oa; 

sterile water bbuuui) 
d 9, d w 

w 
b.g s ~ ? ~ ; l n p l a ? n ~ ~ l ~ q ? " r u ~ ~ a ~ p o a s r y a ~ ~ ?  d ? ~ d a ~ n ~ ~ ~ 2 ~ 7 d ? n ~ ~ ~ a ~ e 2 7 8 ~ ~ 5 ~  TI.JW~PI T Y ~ U  

d w 
81% L ~ ~ W B P I  ~a~w~i iuu~iTuui  ~~a~nni~luni~~nu~nvi 'ba"Q~~eu LazminuuPramui dia 
~ a u ~ ~ d o u i  da~dsanouGauidiR"~~~aanaiu~~~a ?u&oiY ~a~ld~liis~ 'b~aiiaqmb~u - 

a. B ~ I ~ B U U ~ W ' ~ ~ ~ W B ~ %  

~ani3s lsa~~bnsia99 'q~niw w iu Finished product specification ~emnab~~u~mu~~ouna ' i~ iu  
d o vd nixnnlwun CT!! (nxido*nai$uuulu&n~~~5u (waive) n i s ~ s ~ o ~ o u % ~ n ~ 0 9 ' C o " L n " I ~ 1 u u i ~ i f ~ ~  

ban w ~ ~ ~ " o ~ I ~ . K ~ o . ~ ' . I ~ ~ % ~ c u ~ . ~ G . ~ ~ ' I ~ . o . R w ~  L G U ~ .  
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a"l&J 

1 

2 

3 

4 

5 

6 

7 

sau 

%IU~I% 

Amoxicillin 1,000 mg + Clavulanate K 

200 mg injection 

Cefoperazone 1,000 mg + sulbactam 

500 mg injection 

Ceftazidime I g injection 

lmipenem 500 mg + Cilastation 500 mg 

injection 

Levofloxacin 250 mg Injection 

Piperacillin 4 g + Tazobactam 500 mg 

injection 

Ceftriazone I g injection 

wi2u 

vial 

vial 

vial 

vial 

vial 

vial 

vial 

18,511,907.10 

~ I U ~ U  

11,360 

6,000 

24,000 

8,900 

7,800 

6,500 

42,000 

~ i ~ i n a i d  

k m . i 2 ~  

-/ 78.11 

760.77 

27.82 

642.00 

267.50 

629.695 

11.88 

I 

$an1 

887,329.60 

4,564,620.00 

667,680.00 

5,713,800.00 

2,086,500.00 

4,093,017.50 

498,960.00 

va"nds=n'pd 

fll%bflUsJ4lAl 

0.00 

228,231.00 

0.00 

285,690.00 

104,325.00 

204,65 1.00 

0.00 
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o. Amoxicillin o,ooo mg + Clavulanate K boo mg injection 

sininai&%~ dd.oo u7m/vial 

b. Cefoperazone o,ooo mg + sulbactam coo mg injection 

sininaiqia &o.dd uiWvial 

m. Ceflazidime o g injection sininaiqio bd.db uiWvial 

d. lmipenem Coo mg + Cilastation coo mg injection 

sininaiGio b&.-uim/via( 

&. Levofloxacin b&o mg injection sininaiai% bbd.&o UiWvial 

b. Piperacillin d g + Tazobactam Coo mg injection 

~ i ~ i n a i q g o  abd.adc u i~ /v ia l  

d. Ceftriazone o g injection 41nlna19~~ uiw/vial 
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