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a " 7 h  

1 

2 

P 

3 

4 

5 

6 
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41un14 

Amoxicillin 1,000 mg + Clavulanate K 

200 mg injection 

Cefoperazone 1,000 my + sulbactam 

500 mg injection 

Ceftazidime 1 g injection 

lmipenem 500 mg + Cilastation 500 my 

injection 

Levofloxacin 250 mg Injection 

Piperacillin 4 g + Tazobactam 500 mg 

injection 

Ceftriazone 1 g injection 

$IU~U 

11,360 

6,000 

24,000 

8,900 

7,800 

6,500 

42,000 

~ d a ~  

vial 

vial 

vial 

vial 

vial 

vial 

vial 

~ i n i n a i a  
, 

mowdau 

-*78.11 

760.77 

27.82 

642.00 

267.50 

629.695 

11.88 

!&I 

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 



qnninwuz~rrwizaoaui ( s i u n i s i  Q) 
Amoxicillin sodium QOOO mg and Clavulanate Potassium 

d -.e 

Q. q a u i  Amoxicillin sodium aooo mg and Clavulanate Potassium 

boo 

boo mq for Injection 

b.b ?u a g n m  dssnau6auhui~moxicitt1n sodium &nuyak Amoxici-CUn oooo m g  Lrar 
~ t w u t a n a t e  Potassium &aaqan"' Ctavutanic acici b o  rnp 

b.n ussqfuniausussguiiimdsiaoinr<aaOmr~n"a i1maiinilachua.r w?ailo~riuuajlulurrunussg 
"bn-Qia~nsamivw3aniauaw"urra~~af~yn.uam 
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d wq ~asvui;. rauns~iiuuhTvui ~ n s n n ~ ~ ~ ~ ~ n ~ ~ a i ; u ~ n s ; ~ ~ ? ? " ~ ~ ~ ~ u  ~aaraa?nuua2~ui od?a 

riouzq$au-~ a2udzmauhu~d?Q~snaiu~zd a"u~uaiq mcdw~m 

m . q n n ~ ~ ~ 3 a i a r ~ ~ l i i c l  
wan~s~1sao~r~1s~rM'~~niwgr l i%1 Finished product specification iocln.-riiuu~muLi~auna'isiu 
msdn"iwun ~ d d  (ns6~~mnsr~uuuiuGinisra"u (waive) n~smsaoaau~~pls iso;F .u '~Tn~~~~r~am~ 
r o n a i s w ~ n ~ i u ~ ~ n z i i a ~ 6 ~ ~ ] o ~ ~ n i s o ~ ~ ~ r ~ u u ?  
6n.a Identification m~~~ci~umiudss~~u Finished product specification 

6n.b d ? u i ~ 6 ' 2 ~ i ~ i ~ q  do.0 - mao.o% L.A. of Amoxicillin 

d0.o - mm.o% L.A. of Ciavuiank acid 

m.m pH ~aod?~m?uwd~~~~u Finished product specification 

m.d Sterility ms?od~umi%Jds%~~u Finished product specification 

m . ~  Uniformity of dosage units ms?o~iumiu?!ssY~u Finished product specification 

m.3 Moisture pn?&lu&s$h Finished product spec'rfication 

m.d Bacterial endotoxin msaod~umiuwdslu Finished product specification 

n.d Constituted solution msaodiumiud~g~$u Finished product specification 

n.d Particulate matter 

- %Ob7@l2. k?J& pm Kgiu kO0 am?*; c-t&mp 
dq 

m.ao Deyadation product msaodiumi%~ws:pl,Iu Finished product specification 

d.. ~ N ~ U % W I P M R ~ R % ~ ~  Raw Material (API1 

ns~(w'w8muiI~Tmqlu~fiuaiswauva~~auiAiKq (semi-finished product) 'lumsu'w8muiiide~d I4  



1nuGa~ai'o41n~iaM'diC~d6a~~ban~~u~u5~n~i~ka"m~Zu 'bt66-i 
- Specific optical rotation of Amoxicillin 5u9/1<19 +bdo 59 +ma& degree 

- Potency of Amoxicillin 'b.icaunji do0 mcg bbaa 

WLSU GCXEO mrg per mg 

- Specific optical rotation of Clavulanate potassium 3g9/1<1d +Cm 59 +bm d q r e  

- Potency of Clavulanate potassium 'bi6aunji do0 mcg baa 

a%j~fiu dbo mcg per mg 

- !Mated substaxe %Wkavu+anate potassium EG~~J o.m% W/W' 
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C @. @. @ 1Ufl5&8~3$&1g~1Ud5g:b%~'b%8 ( H U W ~ ~  MU. b) 

ko.o.b ~ u n s ~ ~ ~ u u i r i i r i i i r d a n i ~ ~ ~ i ~ u ~ s ~  (~u iu i id  wu.m) 

&~.o .m %uni~b$uui$7b$i~indidd5gbnH (9/1uiu% wu.d) 

K m . b  f u ~ i ~ a ~ ~ . - w a ~ ~ u u u i  MU.@ vaauidiauasini w~a~siuaab~un%~anisnauq~qaniw 
uadwfimfi*imiud$u~gb!~u'ba" (Finished product specification) u a l d a n ' l ~ u n ? ~  

niwoaaAqZu (Raw material specification) ns~da~~sm<idnisb~~uubbJadbbn"b"IIb~u 
L G ~ Q ~ ~ ~ S L L ~ ~ L O ~ I ~ ~ / ~ ~ ~ ~ I L U I ~ W ~ I U V ~ Q ~ I ~ V ~ L L M U ~ I W ~ ~ ~  Finished product 

spei'f~atkx . b b ~ ~ / t q %  Saw material s p e e i f ~ a t b ~  

a.b b n s ~ d u ~ ~ f i ~ l ~ e l s ~ ~ ~ ~ ' b ~ ~  ~ w ~ m ~ a ~ ~ r l l ~ n i w d i u ' ~ 1 ~ ~ ~ a Q ~ ~ ~ a ~ ~ ~ i m ~ ~ i u ~ 1 ~ w ~ m u  RIUMGI 

bna i~Bn i3d~un isw  ~muivadn3~~3adai513aqv (GMP w'lo GMP/PICS) luruanuidbnuo 
d W d  uiuaiiuiiqnmiusauni~m~a~aop! ~nuiiwani~?u~nanaauwbauasinibba~a"uwdwa'mui 

l u n s r i i i ( r 5 u s ~ ~ ~ d r n ~ ~ ~ ~ w w  @ S B ~ & ~ L ~ ~ ~ ~ $ G U ~ B ~ ~ ~ ~ ~ ~ M ~ R S ~ O ~  
m i u ~ ~ ' n ~ n a i ~ B n i ~ d ~ ~ u n i s w ~ m u i v a ~ ~ ~ ~ ~ w ~ ~ u f i m  ~ l q a  Certificate of pharmaceutical 

e w d  
product afludiqnmiusaunism3a~aau ~nuu'~am~~u~~anaauwbaua~inibba~a"u~w~mui 
nsGMd~ua~ulufpinivilwu'~1~aslivi~~n~v v 6aiojlK~~1ni~Su~a~a~ubbdaInuaniu~mlwuel~~91"i 
dsg~nfiih 

&.m h b u ~ ~ ~ ~ w ~ a f l a ~ ~ ~ a a " n w ~ b ~ ~ 3 % v a d ~ 3 ~ b a u a ~ i ~ 3  
a.m.@ wnnismsao~~nsiaM'qasliwwGm5a~vo~~wa'm (certificate of analysis) ~ u u i $ u d d ~  

~hi i3Fle j l~  
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&m.b ~am~w~ao5~msizf;iqaniwa"wq~u (Raw material) 
9 1 4  41 d a r ~ u ~ o d i ~ ~ a r o c ~ ~ 3 w u i r ~ a z ~ ~ ] a a a a q ' i ~ 1  

6m.m U R ~ S R ~ ~ U ~ ~ ~ ~ U ~ ~ ~ ~ ~ ~ U T  (Conq 
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RAR 
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(Reference standard) ~unrfirvlvl~~3iuilu~?!u~?!9?iuq~~f!w~shaw1s wd3~31?!nl~%a 
s r ~ a . ~ . ~ ~ ~ I r i 1 i ~ ~ s c u ~ ~ i . ~ ~ a ~ . o . ~ . ~ 0 . i . u . i . ~ ~ n ~ . ~ a . o . o . ~ ~ ~ i ~ ~ ~ a ~ ~ ~ 3 . o . ~ ~ ~ 0 r l l ~ . m . ~ ~ ( s i ~ 1 ~  

C . C ~  {o~u6oa~u~dI(uuui~u~nn~rii~douilna"wumoi wumoi~ w~o~do~ i imn i~~douan iw  
iaU&am~fi&$jidaU"63 

&.&& ~ - u - u n l & ~ a u  Cotd chain system d~~lm~?~fl~~gflbfl~$. GPD (Good 

Distribution Practices) h u  bbans~on1113d3anou 
k S  b0fl1113$~~ 

c. 5.o ~ a n ~ ~ ~ n w ~ w a ~ a r w s ~ a p 9 a " s n ~ ~ a ~ a ~ u ~ ~ a ~ ~ ~ a ~ ~ s  aomw~oswm6auZu~ona~s6~Euu7 
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&.d ~ ~ r m ~ 1 3 i m i  ( ioiu) ~ u u o u d ~ l ~ ~ w i a u ~ i v n i ~ ~ o u i a ~ ~ ~ ~ u a ~ u ~ n i u ~ ~ a ~ u m n i ~ z ~ n ~ " u ~ ~ ~ i  
~ ~ ~ 1 ~ 3 l ~ b ~ ~ ~ ~ ~ ~ ~ l ~ 3 1 ~ ~ ~ b ~ ~ n ' ~ ~  

&.c: ~~am~13imi ({oiu) ~uu~u~~~KGun~f in~~~ in 'aum~un"~wum 'lunsriiiddd- 
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, :a". .4f Cefoperazone a,ooo mg and Sulbactam eoo mg for inject id^:^^^^^^^^,^^^^^ 

d -9 -.+.--Z// --.-___.. 
a. Cefoperazone r,ooo mg and Sulbactam C o o  mg for injection 

b.b lu r v?n dsrnaui?uPi?ui Cefoperazone Sodium &au$ah Cefoperazone r,ooo mg 

unr Sulbactam Sodium dilauyariu Subactam &OO mg 

b.cn u ~ ~ ~ ~ u M ~ ~ ~ ~ ~ ~ u I ~ R ~ ~ I ~ ~ ~ I ~ L ~ ~ % ~ ~ M ~ " ?  Bnaiin 
b.d a~ l in~ds in~uun ivu~uss~~a~srp l~au i  zi?udsrnou%uidi~~~arfi?iu~s~ iuwgm iuiu 

aiq L ~ V ~ W ~ P I  ~n~l r~Guudi?uui  ~arani~~~uni~~iiu?nwi1a"~n1ou unraninuuv?nui ariu 
iiousspliaui zi?udsmnuhnh~~uar~aiuus;l iuiuoig ~nvdu~m 

qlq 9 

m. ANflUUIIWlPbWBOdR 

wanisms~oiasi~M'qmniw~iu Finished product specification donnr~iuu~nu~.~ulliSd"auniisiu 
nisdriiwun 5;ld (ns idonnr~ iuuu-r~qnis~a"~  (waive) nispls?oaoui~fisi:f ~alnl~j;du~an;l  
~anaisw~~iukna ' iaw%i5ua~~nisom~r1Guu)  
m.r Identification m~?~Cilumiuisrpl~u Finished product specification 

m.b d ~ u i ~ $ ? u i ~ i < ~  dco - r b o . o %  L.A. of Cefoperazone 

ace - rr&o% L.A. of Sulbactam 

m.m pH dm& - 5.K 

a\.d Sterility . ~ ? Q ~ I U V I I % J & Z ~ ~  Finished product specification 

m.& Uniformity of dosage units ms?odiunu$sarlh Finished product specification 

611.5 Water content Ibaib'iu d o %  

m.d Bacterial endotoxin NMT o.bo USP Endotoxin unit per mg of 

Cefoperazone 

NMT o.rd USP Endotoxin unit per mg of Sulbactam 

m.d Particulate matter 

- vuin 2 b& p m  b.i~i?u 500 a~n?fi/container 

cn.d Constituted solution ~ls?owiumiubisspllu Finished product 

specification 

m.mo Related substances (Cefoperazone) ~ ~ s ~ o d i u m i ~ d ~ r p l l u  Finished product 

specification 



d. qcuw81u~ni~~~a~flaot Raw Material (API1 

ns4~wa'muil~' isqGub~uai~wauvo~Gauii i~y (semi-finished product) 
-.p 

lP9uamq~onai=i 

- ~ a n ~ s m s ~ o ~ r ~ s i z ~ q ~ n i ~ v 0 ~ G a ~ i a r " i n " ~ ~ d a z G a o i n r ; ' w 5 m a " m ~ ~ ~  
- wani~m'rao~b~~~iz~qmniwvo~ai~wau~auiiiR"yoin{wa'm semi-finished product 

- wani~msao5r~1sia~q~niwvo~ai~wauGauia"in"~oin{wa'muiii~~o~d 
Inuwani.im~?o?bpl3iz~qmaiwmiu Raw material specification ionwzbguuuaz'bilioun-di3iu 

w 2 i  
f l13Wd~lpli~~ n9U 

Cefoperazone sodium j 

- Specific optical rotation : 3zpli'il9 -mlExd" -mb.b" 

Sulbactam sodium 

- Specific optical rotation : ~avriiq +bad0 i% +baglo 

b: dau'I,vduI 
3 

di~uiniwdiuronai~ni~'bn"~uo~yimvuwzb~uu~i~u~ib~odiwsdiu~ud~zbw~'bwu uaziiirrna 

(declare) wa'swGm 
l u 4 1 ~ ~ n i s $ u w z ~ ~ u u i i ~ u u i  (wu.b w8.m wu.a: uCa in~B)  

&.a.m.@ %.unsd~~uu~~er5mludszrwfi?,wu (WBJW% WU.'~) 

~@.@.b l u n s 4 ~ 5 u u i i i ~ C i ~ ~ o n i ~ u e i ~ u ~ ~ ~  (pliuiuk nu.m) 

K.@.@.Q.~ % u n ' r ~ b ~ u u i i i ~ ~ i o i n i i ~ d ~ ~ b w ~  ~wuiuGq i9u.a:) 

C G . ~  ~u~ivo$uwzKiuuui nu.@ ~~PUI~LRU~SIRI wjOu~iuaz~~un~a~oni~nauquq~a iw 
voau~wiim~miudduwz~~uu'ba" (Finished product specification) uaaCon'iwumqnr 

mrrroaimg%u (Raw material specification) nsf i j~ed~z~j i~n isbd~uuuda~uf lvr~81  
~ ~ u o z ~ o ~ ~ ~ u u ~ o n a i ~ ~ ~ o d i ~ u i n i ~ d i u v o ~ n i ~ v o u n " b v u i w f o u  Finished product 

specification Laz/w?o Raw material specification 

~b ~un~~~uiwa'mfud~z~w~['bwu {wa'm6o~iili~uiniwdiu'~1G~a"oQu~o~uiw~,siuni~w5mui miupliik 
~ n m ~ i i i i n i s W d ~ n i 3 - ~ m u i u o a n ~ z w ~ a ~ a i ~ i ~ m ~ v  (GMP w ~ o  GMP/PICS) ~upliuanuid~auo 

e w 4  viuociudiqmmiusouni~m~aoaou 1mui~Rni'riu~o~a~auw~auo~i~1iua~a"uiwa'mui 
~ u n s ~ d ~ ~ u u i i i & i o i n ~ r i i ~ d ~ z ~ w ~ i  {w'ulw~oio93ii~uiniwdiupliG~~oQu~o~uim~,siuni~w~mui 
m i u v ~ n ~ n m ~ l ? n i s ~ ~ u n i ~ w a ' w u i v o ~ d ~ z ~ w ~ [ ~ w a ' m  v?o Certificate of pharmaceutical 

e w d  
product au'ua'i~nmiusouni'rm3aoaou ImuiwanisQusn~oaauwrauo~ifiiuaz~u~w~mui 

c r d  v nsnmmua~u~~siai~i'bwupli~oaivi~~nqv k~?,~~unis~u'rotarju~da~nuaaiu~w?,wud~z~i 
w 

d=iz~w~[Gu 



c.m hwinimiiu~anai~qma"n~~mz~~wizva~uiw"~aua~imi 
c6n.o wanism~aoi~m~isM'qmniwwa'm61"m~va~(wa'm (Certificate of 

2 ~9ugaadiq 
Cm.b ~ i l n i a m a a o ~ ~ m ~ i ~ w ' q ~ n i w a " m q ~ u  (Raw material) o ~ c ~ a u i h ~ ~ ~ ~ u n i ~ w ~ m u i ~ u ~  

ria~9u~aadi~M"~va~(wa'muiuaz~wa'ma"m~3~ . s8 

cm.m wams~ncr?~?ium~~a"bu~zuzuiava~ui (Long term stability) maamoaaai;vaaui~!u 
wz~iiuu'ba" 

~d G~adiaui 
c.d.o ~ ~ a u a ~ i m i k ~ a ~ ~ a a d i ~ u i a e i i ~ ~ a u  van &~5uga~~wuuamasiua~~ium'b~~13un"au 

miuw"humtufia~aqmauu~$a'bdi1q6u 
a.a ni~d~u~iuqruniwwdai~uo'u 

cco aigasuidawauia~'bsj~aun~i i~ GuoinTua~uau 
C C ~  ~ i ~ n ~ a m d a ~ u a u  oziaio~a~dibuiniwfiiu"bu?u~a~~1ani~ibm~i~w'ui~u~a~uauva~y' 

wa'm 
&&m " b u n ~ d ~ r i a u ~ i v m ~ i i n i ~ ~ u ~ a a d i ~ u i d a ~ u a u b ~ a a ~ m ~ a o 5 ~ ~ ~ 1 ~ M ' q m n i w  ~ l iaus ia  

w 4  Y  nnozii~uqaa~atveAadiqui l m u ~ v i u o z ~ ~ a c u i ~ ~ u ~ n m i u ~ i u a u d ~ l i a u ~ i " t l n i ~ ~ ~  
YW 9 

msaoi~~1~izCaz~9ugsuwm"tlau~i"b3.jiu"buni~m~aoi~msizM'qmniw uazai=iuim=ip~ 
(Reference standard) ~ u n ~ ~ d ~ ~ ~ i ~ ~ ~ ~ u ~ d m i u ~ m a " n w m z ~ ~ w i z  ~ r i a u ~ ~ v n l ~ v a  
a~auilw~%~uioi~mini~~aua~1miu1~~n~iava~~v1uuaz/~~a~wa'm"bum5"~cPia'bd 

cc.d ~ v i u b c i ~ d ~ u u u i R ' u ~ n n ~ d b ~ a u i " b n a " ~ u m a i ~  ~umolq  vl~abdab?imnis$auam 
fiaun"7wumlmu~~dau'bv 

&b ~ a n a i ~ i u q  
c.5.a wani~4n~~7maium~~a~a"~ni~aza1uuazb~aoi aamma"asmsu6aun"eanai3n"in"uu1 

c.d (~aua~imi (iviu) Suuaudozi~lriau~~vni~$auivGm~Zuan"u$n~u~a"~~umni~z~nw"ua"~~i 
~ ~ ~ ~ l ~ ~ ~ b ~ M ~ 0 ~ ~ 1 ~ 3 1 ~ ~ ~ b ~ ~ f i 0 ~  

c.ci @.aua=iin~ (gviu) ~uuau~oz~lun~a 'na"~~i f iaum~un"~~um i[um[iiia'bdd 
&.d.n n ~ a u ~ i v n i ~ l ~ ~ w u i u i a m ~ i m  ~a~~nw"ua"~~in134m$a<auuiv~vIbZuan"u$'bmu 



4 / a ~ c r r ~  OS'~UGP-S!~ * asao ............................ + ............ +. . . . . . . . . f . . . .d~s~ iun~~~n~~ 
(uiaamnnsd a-(ru%gv) 

d Shiu m4rJ asaa ................................................. 
(uiuisias ?mugums) 

d ................ ................ d asaa nssunis asaa @ ...?.... la. Iv nssunis 



qcuSnwcusr~wis~o~ui  ( 3 i u n i d  a) 

Ceftazidime 6, g for injection 

e. h Ceftazidime GI g for injection 
-/ 

- &  
ID. ficu~~fu~mald 

b.m b b ~ h  . t f % ? f W ~ $ ~  hW& 
b.b dsrnauhd~uwauhtn Ceftazidime pentahydrate dauua6'u Ceftazidime GI g bba:: 

Sodium carbonate %I% Arginine 
2 

b.m uss;!uni~u~u~~~uidmd~i~oinb"rj~ ~ a a u ~ ~ ~ h n d a d n ~ a m i w w ? ~ n i ~ u ~ w " u b b a ~  flU'hd 
ster!t!e i~sier b b ~ ~ ~ ! ? !  

d s, ' 

b.d a a . i n ~ d . ~ . ~ n ~ u . u n i ~ u z . u . ~ ~ . ~ ~ a . ~ . ~ ~ . ~ ~ . a u . i .  d ~ . u d ~ z . n l ~ h ~ . i . d . ~ ~ q . ~ ~ a ~ . ~ a ~ i % ~ . ~ ~ ~ . ~ .  juw.5.m. jU2u 
aiq L A U ~ W ~ P I  ~a~ng~~uuii?uvi ~a~mi~~Tuni~~iiu?nwiIa"~m~ou ua~aaimnru~mvi aciiaGav 
s ~ a u l  h h r n m ~ ~ u ~ 5 ~ 6 ~ ~ 1 ~ a ~ r n m ~ s ~  %&mQ 1&5n lioiq~e,~m - 4 

6n. R~WSlU~Wl9bMRPdR 
4 d wan?spl3?a?~~3isM'q~n19"!m1~ Finished produd specification ~onvlsr~uu~nu~6aoun-d?31un?5 

~.6i,wun 89d (n~&dannr ~ ~ . s u . u : ~ ~ ~ ~ ~ n . i . ~ . ~ ~ u .  (waive) n.i.~.m.~~eanui~pl.~.i~d~~b~~du.~a.n.~ba~a.i.~. 
w ~ n ~ i u k n ~ i n ~ ~ ~ u ~ ~ n i ~ o m ~ ~ ~ ~ u u )  
s~.a identification nr?aiwmudsqIu finished product specification 

d%"16~bGag~~aqo"q ~o;o-a~o;o.~.  LA of cefizidrne MS. 

do.0-ao&.o% of Ceftazidime on the dried and 

Sodium carbonate-free (or Argenine-free) basis 

m.m pH C.0-d.C b o o  mqmt)l 

sn.d Sterility P I ~ ~ ~ W I U P I I U ~ S ~ ~ T ~  Finished product specification 

sn.& Bacterial endotoxins NMT O.GI USP Endotoxin unit per mq of Ceftazidime 

m.b Uniformity of dosage units P I S ? O W I U P I I U ~ ~ L ~ ~ T ~  Finished product specification 

PartkiiIa'tz mtter 

- ~ J T R  2 ao ~ r n  EtirEu 5,000 a¶4II1R / container 

- U U I ~ ~  b& p m  &~?iu koo aynin / container 
=id=i 

m.d Loss on drying b.k?iu cm.a W/W (~%NWU Sodium carbonate) 
ddd b h ~ u  GI~.@! w/w (~SNWU Argenine) 

~1.d Pyridine content b k . 5 ~  o.d% w/w (nsi; Sodium carbonate TU$I%J) 
\$.a8pa ~..mll% W/W (n=iGii. Arginine %u6i,fu1 

wuiu~q ms~oisruiorg$asni~a~aiuwa"~wau (IriGiu so ?uid) ~9ussldsrnaudu~~u 



- b -  

- 
d. f i 5 1 i l d s l ~ 1 f l ~ 1 9 k ~ ~ 1 ~ ~ ~ ~ 9  Raw Material (APlI 

wani~w~ao'i~nnzA~msris~wiu Raw material specification %a~lnz~iiuu ;::<?,52,'Lw 
a: buIa$ul 

".'+,; </c- 
@mn3,v53< 

-2 'Q*.,.. . ."._ 
d -----A- 

s - ~  ~ ~ L u ? ~ ? N ~ ~ ~ ~ L D ~ s ~ T ~ ~ s E ~ P J ~ ~  ~ ~ ~ ~ u ' ~ ~ z L G ~ ~ u ~ ~ ~ J ~ ~ ~ L o Y D B ~ ~ Y ~ ~ ~ I u ~ s z ~ , o ~ R I o ~ ~  M Z & ~ P  

(dedare} ~~w69~58rl 

&@.a  luiiinib(nidunz~~uu~iJuui  MU.^ wu.m  MU.^ ~ g a i ~ d n ~ f i j )  

~ ~ n ~ ~ ~ b u u i W d w ~ w 9 u ~ ~ z 1 w w l w ~  ( ~ ~ 1 ~ 5 s  ~ 8 . b )  

&.a. a.b ~pbf~3&~~6tt?~?b~%~~~?%b~is~)33~ h+'%l?ttfk ~ t t .  m) 

&.a.a.m % ~ ~ 3 ~ b $ ~ ~ l ~ l b ~ l 8 l ~ ~ l ~ ~ 1 3 ~ b ~ ~  ( ~ ~ 3 1 7 ~ ~ 9  ~ 8 . d )  

l u d i ~ a ~ u w a ~ ~ u u u i  nu.@ uatuid~aua=iini w~aumuazduh$ahni3nauquq~niw 
uaawkniun'wiud~uwzbduu~a" (Finished product specification) uaz$ariivlumqu 

=id d  
niwaos%giu (Raw material specification) n m a n e ~ s ~ ~ ~ i ~ n i r r d ~ u q ~ t t q ~ ~ ~ b t f l a t ~ n l  
~ ~ a r o ~ d a ~ ~ u u ~ a n a i ~ ~ ~ a ~ i ~ u i ~ i ~ Q ' i u " ~ a ~ n i ~ " ~ ~ ~ ~ u ~ w ~ ~ a r  Finished product 

specification bbaa/~?a Raw material specification 

c.b lm&ma'mluli4zi 'wwl~e;l ~ w a ' & ~ d ~ ~ ~ ~ m ' m ~ ~ f l ~ m ~ m p m w a ' m 7  f i m W n  

b f ~ ~ d ~ ~ f l ? 5 $ ~ ~ b f s ? 5 e ~ ~ ~ ~ ' I V a 9 f l 5 ~ ~ 5 ? 9 3 ? 5 ? 5 ~ ~ V  (GMP %?a GMP/PIC~) ~u~uamu'~ibaua 
4 w d  uiucluu$iqmmiu~auni~w~aoaau I~uZwani~5usaso~auw~~ua~ini~~aza"udwEwui 

lunstij~~8uuiriir~i~inii~'Ijs~rnw ~ ~ E m ~ a ~ i j d ~ r ~ i n i ~ f i i u ' t 9 ~ ~ 3 a J u ~ a ~ ~ i m ~ ~ i u n i ~ w E m ~ i  
m i u n t i m n u ~ ~ ~ n i ~ d ~ u n i ~ w E w u i ~ a s ~ ~ z r w m ~ w E w  MSO Certificate o f  pharmaceuticat 

e w d  
product au'u$iqhwiusauni3~3aoaau ~mu~wanis~usasnsauwbaua~ini~aza"udw~wui 
ns~d6uasJ"uIu~dniviIwu~~anivi~~n~v 91 Pind~~unisJusas~sJ"u~'IjaImuaoiuw,wIwuP1~z~i 
Pl~zbw~Gu 

d  
&.pi d?h"ld?n?%~n&~i.ia?gjqftd~r7'&frd:w+:?=e-" - uaqri ̂ " ~v?~uo~~?FI? 

wani~msaohnsian'q6~dsli'~~a'msl"a6~a~~~a'm (Certificate of analysis) luu1iudd.r 

bflui'aaeils 

&.mh ~ ~ n l 3 ~ 5 ~ 0 ~ b n 5 1 z ~ q ~ n l ~ a " ~ ~ ~ u  (Raw material) a a a h u i d i ~ q ~ f l u n i ~ w ~ w u i ~ u ~  
p i ~ ~ % h e i ~ & ~ $ ~ % ~ t b ~ ~ @ ~  

&.m.m w a n i ~ ~ n v i ~ a i u n d i ' a ~ u ~ ~ u ~ u i a ~ a d u i  (Long term stability) w a a m d a s o ~ ~ u a s u i ~ ~ u  

wa~tuu'ba" 

&.d fiEl$li79~7 
pl l W  

Zd. ~ ~ ~ i i 3 2 ? ~ 7 ~ ~ - 3 a - 3 ~ 2 3 i ? 9 ~ 7 D d 7 - 9 ~ ~ ~  BG am ~tr~uharnuara~tnu~~b~uo1603fld2ii 
~ I u C ~ R ~ M ~ C ~ ~ . ~ U ~ ~ ~ O ~ N ~ G ~ ~ ' ~ P I C I ~ ~ ~  

ha ni=id=izntquniwuiddsusu 

c.c.n ~ l ~ s ~ B ~ Z i r n ~ 6 3 ~ ~ 3 8 f l a ' l  s 5 tiuiliniuziwm 
C C ~  uinnvan$~slrm ~ ~ ~ ~ ~ ~ ~ ~ L U ~ ~ F T A ~ T P ~ ~ P ~ ~ ~ ~ T ~ ~ W ~ X O ~ ' ~ T ~ U ~ ~ ~ R  



- 6ll - 

~unsG~vliaunanis~'inis~u~ao~iauiddauou~~oda(alsa~~~ms~z~ 
q w q  bw i i v ~ ~ I i a i a a c l a l i ? a ~ i ~ ~ i  

(Reference 



qmfinwmsrowis~o~w ( m n ~ s d  
lmipenem &oo mg and Cilastatin &oo mg for 

d 
-p 

Q. WIII. lmipenem &oo mg and Cilastatin Coo mg for injection 

b. R m a ~ ~ 4 a 1 9 1  
b.a du~dui i iaia ds i~ lo in~ ta  iiw?uZm 
b.b fu a a?m dssnauri?u6'?ui lmipenem COO mg bas Cilastatin sodium &ma?an'u Cilastatin 

&oo mg 
Y 

b.m uss~tUmaususs~uiimdsiaoin~~aa~n~n'~ 
b.d imin~dsinLluuniaususs~6a~szU~aui li?udsmou~?uiiiG~~asmaiu~sd Tuw& iu&oi$ 

~aadua'm manr~?uuiiJuui uarannshnis~iiu?nwi~a"~m~ou uaraamuua?mui edi~r iousq 

i o u i  li?udssnousi?uihG~uasmaiuusd %&aiq ~aaiwiim - 
a. ~ ~ ~ a J p 1 ~ ~ 1 J r ~ f l G f l  

uanisms?o~~msir~~mniwlilia Finished product specification domnr~?uu~mu~r ioun<i~ iun is~  
i i w u m  &u' (nsciiiomnr~?uuui~$dnis~a"u (waive) nisms~onoui~msisi~afn1ps"~u~am~~anaiswa"n 
nu&nii?~6?uoylmsomwsb?uu) 
a 

m.a Identification ms?ori~usnadsr~~u Finished product specification 

m.b ~ % J I ~ $ ? u I ~ I ~ ~  do.0-aa&.o% L.A. of lmipenem 

do.0-aa&.o% L.A of Cilastatin 

m.m pH 

gn.d Sterility 

m.& Bacterial endotoxins 

m.b Particulate matter 

- auim r ao pm 

- auim r b& pm 

m.d LOSS on drying 

m.d Constituted solution 

m.d Uniformity of dosage units 

m.ao Heavy metab 

b.&-d.& 

ms?odlumludsay~u Finished product specification 

WtAu o.ad EU/mg of lmipenem u s  

WGu o.ad EU/mg of Cilastatin 

bhiiu 5,000 ayniWcontainer 

WLAU boo EIyfll~/container 

b i L n " l d  m . m  aodilwor'nudul 

ms?~~iumiudsz~hd Finished product specification 

ms?odiumidssY~u finished product specification 

NMT o.oob% of lmipenem and Cilastatin 

QL. P 

d. ~adaaru~w~~awflu~sles Raw Material (API) 

wanisms?oi~isism'~m61iwmia Raw material specification d o m w r ~ ? u u ~ m u ~ ~ ~ o u n < i s i u n i s ~  
Y 

i i w u m  6Y.G 

@'.a Imipenem ... 



&s lmipenem 

- Specific optical rotation : ~ V H < I ~  +ddO z 9  +ddo 
-2 

- lmpurity A (Thienamycin) : KbZu a% 

d.b Cilastatin sodium 

- Specific optical rotation : sa~< iq  89 +dd.&O 

- lmpurity D (Mesityl oxide) : ELZU 0.6 

& doukrduq 
&.a h ~ u i n i w o ' i u ~ o n a i ~ n i ~ ~ ~ T u o Y q i m 8 u w a ~ i u u i i ~ u u i ~ ~ o d i ~ ~ i u ~ u p l ~ a b w f i ~ w u  uazdiumc 

(declare) bb99tkwa'm 
Y 

&.@.a 'LPldiCqnis~uwa~iuuiiTuui  MU.^ n8.a w8.d u6auF;insG) 

&.a.m.@ %PlnsG~9uuidw~mlupl~a~wfiIwu (MUI~% wu.\s) 

&.a.a.b I ~ ~ ~ ~ L ~ U ~ I ~ ~ L $ I L ~ ~ ~ I ~ ~ P ~ ~ ~ ~ ~ ~  ( ~ ~ 1 8 %  wu.pl) 

&.a.a.pl lun~G~~uuiGi~Cioin9i i~pl~z~wfi  (HUIU% wu.d) 

~ a - b  1 u d i v ~ ~ u w a ~ i u u u i  MU.@ voquid~auo~imi ~ 5 ~ 1 s i u a z ~ ~ u ~ I X ? ~ o n i ~ m a u q u q m n i w v o ~  
wa'mhn'miud~uwrbiuu~a" (Finished product specification) uaabon'iwumqmninvoc 

IqRu (Raw materia\ specification) n~&do~s~~< ian i~~p laduuup la~u~v~$~1b3uoa6o~  
b b ~ 4 ~ b ~ n ~ l 3 ~ ~ ~ d l b ~ l ~ l ~ s i l ~ ~ ~ 9 ~ l 3 ~ ~ ~ ~ ~ ~ l ~ ~ ~ ~  Finished product specification uaa 

/H%J Raw material specification 

~ \ s  lun~Gd~~wflmlupl~z~w~ilwu ~wa'mktiidiruuliwo'iu~~~oJusmuim~~iuni~~a'mui mium5'n~mM' 
~ ~ n i ~ d f i n i ~ w i m u i v o ~ n s a w ~ a ~ a i ~ i ~ m q v  (GMP vl?o GMP/PIC~) luwuamu~d~auoviuarjud1 

4 - d  
qnmiusnunnm3aoaou lmuiiwanisJusoanaauw~auo~i~iuaaa"udwa'mui 
~uns~dn$uuidib$ioin~i~pl~zbw~i ~wa'm6oiot~h~uiniw~iu~~~~oTu~o~uim~~iuniswa'mui 
miu~~nbnmn'3~nisd~"buni3 w ~ m u l v o 9 ~ 1 3 ~  bw f l i e ~ a ' m  ~ l f o  Certificate of pharmaceutical 

c r w d  product o~ud?qmm?rrsounismsa~aou ku~unms%sa.m~auwbauosie\i~aza"uder5mu n s ~ i  
iiuapl"ub~dni~uw~oniwi5~nqw ~~~~~unis~wma~uupla~muaniu~m~wuplsz~~plsa~wfidu 

&.a h~uimw~?u~onai~~ma"nwm~b~wiavo~uid~auo~imi  
r m . a  wamssmdi~miniq~i~wa'mKdvo~~wa'm (CeMcate of anatysis) luu i jud~ j4ugao i iq  

&.m.b wanisms~o3~ns~a~mniwa"mqRu (Raw material) v o ~ h u i d i 6 ~ ~ ~ ~ u n i s w a ' m u i ~ u w d d ~  
b $ ~ ~ 3 o ~ 1 4 ~ 9 ~ o 4 $ ~ a ' m ~ 1 ~ a ~ i e ~ a ' m a " m ~ ~ ~  

n s ~ ~ w a ' m u i l ~ ; i s l q R u ~ 6 u ~ ~ s w ~ u v o ~ ~ ~ u i d i C ~ ~ s e m i - f i n i s e  product) lunisua'mui 

r i n f s ~ d  1~uam4bonal354G 



c.m.m wnms~n~ i f i a iu f iam'a~us~u~u ia%~a~ i  (Long term stability) ~ n a ~ d a a a i ~ % a a ~ i d $ u  
wa~!uu'ba" 

~ . d  Gaoiiqui 
C ~ . R  (~auos imi ia~ f i~Gaoi i~u io i i~Cou vam &~Suk~~wu~am~~iuazb~um'brn"msudaumiu 

dr i iwum~u~h~mauu~ia 'b~Ci~~u 
LG. n i ~ d s z n " u ~ m n i w u i d ~ ~ ~ ~ u  

rm oiqvoauidkuou~jlriCouna'i a tl riuoinTudsrw 
rC.b uiqnaamdasrou o s k ~ d ~ h ~ u i n i w c i i v l v ~ u s ~ ~ ~ a n i s 3 ~ m s i z ~ u i ~ u d d ~ u o u v o ~ ~ w 2 m  
rCpr lun~4dwiau~ianisw"ini~~u~aoi i~uidai~uou~~oa~msao3~msiz~qmniw wiau.iiani.i 

w u  w osw"iwucao~oavohoi i~ui  lmu~viu~zsio~a~uir~u~nmiudiuaudwiausianisai~m.iao 
~ ~ m s i x ~ u a z t d u ~ ~ u ~ m a o u d i ~ a ' d i u ~ u n i s m s a o ~ b ~ ~ i z ~ q m n i w  ~ a z a i s u i ~ ~ ~ ~ i u  
(Reference standard) ~uns~iwua'iu~~~biju'bdmiuqma"n~~mzb~wiz wiausianisooacau 
iin&~u~oisonms~auosi~iui~~na'iavo~~viuua~/w~o~ua'mlum~~~;io'bd 

h.hd ( v i u ~ o ~ ~ u ~ d d u u u i ~ u ~ n n ~ ~ d o u i ~ n a " w u m o i ~  wumoiq w~o~dob~mnis~ifouaniw~ou 
n"i~ue1lmu'I,ai~6ou'bv 

cs ronaisiu7 



WwTJ aavo ............................................. nssunis aavo 
(u1uSs~as %uquns) 

d .................. ..... d ............ aa~o nssunis aaao ifiy nssunis 



Levofloxacin Isr&o mg in &o ml injection 

c. &Ell Levofloxacin bho mg in ho ml injection -/ 

b.b lu  n van dsrnau6aug2ui Levofloxacin h mqml %uaisazaiuGuims co ml 

b.gl u s s ~ 1 ~ n i ~ u ~ u s s ~ u i ~ ~ d s i c i o i n ~ ~ a v G n ~ n " a  ilnaGnilail?iuuaa w~aila~?iuuaalnuum 
ussgluna'nansrniww;anivurw"u~aqiafuw,nvan 

- B ~ . B ~ ~ ~ ~ J P ~ ~ W I ~ ~ W B G B  
~anismsaoi~nsizQqmniwmiu Finished product specification d o n n z ~ ~ u u ~ n u ! d u ' a d i  
siunisdriiwun &b (nsc;indonnr~Guuuiufiqnis~a"u (waive) nisnsaoaou?~nsiso;i~al11lA8u 
~ a n a ~ a n a i m ~ i u ~ ~ n a ' i a w % 6 ~ u a Y ~ n i s o n ~ z ~ G u u )  
m.n Identification msaediu~liundsrytu Finished product 

specification 

gl.b G u i w ~ a u i 8 i i Y ~  dc.0 - ao&.o% L.A of Levofloxacin 

gl.m pH d.m - C.m 

gl.d Sterility mz?ociiumiuiszqtu Finished product 

specification 

gl.C Osmolarity bdo - glbo mOsmoVkg 

6n.b Bacterial endotoxin b.iu7nn-h o.d endotoxin unitdm2 of 

Levofloxacin 

m.d Particulate matter 

- VUIA 2 ao p m  W L ~ U  5,000 q f l i n /  container 

- vUln 2 bC p m  

gl.d Impurities 

W L ~ U  500 q t l l R /  container 

~ l s a o w ' i ~ ~ l i d s l y t u  Finished product 

specification - 
d. pflu~lavlisb?~cl~flm Raw Material (APIZ 

4 Y  4 nsrugwamuit$imqGu~6uaiswauvaa~auidi~~ (semi-finished product) l ~ n i s ~ B m u i h ~ i o  
2d lAuam~anais 

- ~ a n i ~ m ~ a F i i ~ ~ m r r ~ ~ ~ ~ i ~ ~ ~ ~ ~ a ~ i a " i ~ ~ ~ ~ ~ a r n " a ~ i n ~ ~ ~ m ? m q 5 u  
- w a n i m s ~ o i a s i r ~ r u n ~ w v a ~ a i s w a u ~ a u i a " i ~ ~ o i n ~ ~ ~ ~ m  semi-finished product 

- ~ a n i s m s a o ? ~ s i r r i q ~ i w v a ~ a ~ s w a u ~ a u i a " i i Y ~ o i n ~ w G m u ~ a " ~ ~ ~ ~ ~ d  
c. daulv ... 



a.da¶dlvd¶dq 
Y 

&.a di~uini~[iiu~onai~ni~1m"~uo~qim~u~s~Guuii~uui~~odi~iie1lu1 
a"7bms (declare) b~6swgm 
&.@.a I U ~ G ~ ~ I ~ S ~ U ~ Z L G U U ~ I Q ~ ~ I  (n8.b n8.m nu.; ~ 6 a i m G )  

&.a.a.a lun~G~~uuid~a~mlud~~~ww1wu (WUIU~~ ~ 8 . b )  

&a.a.b ~unsr i ib~uuir i ib~ ib ioni~bei~u~~~ (nuiu& nu..) 

C.a.a.m l u n ~ G ~ ~ u u i ~ ~ ~ ~ i o i n ~ i ~ d ~ z ~ w n  (nuiui?q i9u.d 

&a.b ~ u ~ i v o $ u n r b ~ u u u i  nu.@ v o ~ u i d ~ a u ~ ~ i n i  ~ ~ ~ o u ~ i u a s $ u ~ ~ a + o n i ~ n a u q u q m  
n i n v o a  w ~imn'~n'miud<uw s b ~ u u ~ a "  (Finished product specification) baseo 

r i iwumqomi~vaaimqb (Raw material specification) n ~ ~ w d o ~ ~ r n < w n i 3 ~ d $ u u  

b L d ~ 9 b b ~ % b ~ ~ L ~ ~ 0 ~ ~ 0 9 b b ~ ~ ~ b 0 ~ ~ l 5 ~ ~ ~ d l b ~ l ~ l ~ 6 l ~ V 0 9 ~ l 5 V 0 b b ~ ~ ~ 7 ~ ~ 0 ~  

Finished product specification bbaz/~% Raw material specification 

&.b lun~GduiwGmlud~s~~w1wu {wGmsiMii6~uim~tiiu~~ZoQu~o~uim~~iuni~wGmui miu 
~ n a ' m n ~ ~ ~ n i ~ d ~ i l u n i ~ w ~ m u i v o ~ n ~ s ~ ~ a ~ a i i v  (GMP G o  GMP/PIC~) KUMU?A~I~ 

e w d  bauoviu~sJ"udiqmniu~ouni~m~aoaou ~muiiuani~~uma~aun~auo~i~-1~asa"uwdw5mui 
lunsriidr4uuirii&oin~i~d~s~ww {wGmio~iidiwini~[iiuwC~~oQu~o~ui8;1~~iuni~ 
w ~ m u i m i u ~ ~ ' n ~ n o l p i 4 ~ n i ~ ~ ~ l u n i ~ w 5 m u i v o ~ d ~ s ~ ~ ~ { w G m  w4a Certificate of 

e w d  
pharmaceutical product a~u61qmmiusouni.jm3aoaou 'imudwani3~uso~a~aunbwuo 

dd w 
sicliuasa"udw5mui n~runmua1J"uh9dniw1wuw~onivi5~nqv bdm"Qunisiusasarju 

~dal~uaaiu;m1nudssdid3=:~~wdu 
d 

&m d i ~ u i n i w [ i i u ~ o n a i ~ q ~ a " n v ~ s ~ a ~ i s v o ~ u i ~ ~ a u o ~ i n i  
&..a w ~ ~ I ~ ~ ~ ~ ~ ~ ~ A ~ I ~ ~ ~ N ~ I w w ~ ~ ~ N ~ ~ ~ ~ { w ~ ~  (Certificate of analysis) ~uuijuwdaa 

~4um"aoiiq 

Lm.b ~ a n l 3 m 3 ? o ~ b ~ 5 l z i ~ ~ ~ l ~ a " ~ ~ ~ ~  (Raw material) v o ~ ~ i u i h ~ d n ~ u n i ~ w ~ m u i  

~ u ~ k b ~ u ~ a a ~ i ~ ~ ~ v a ~ { w ~ m u i b a s { w ~ m a " m q ~ u  
&m.m w a n i ~ ~ n w n ? i u n ~ ~ a ~ u ~ s u % u i a v o ~ u i  (Long term stability) maomdaqoiqvoqui 

wd<unsbGufi 

c.d Gaoiiqui 

L ~ . G  { ~ a u o ~ i ~ i i o ~ a ~ p i ? ~ i i ~ u i o i i ~ S d " o u  vam %q~4uhunuua~c3iuasbgumIm" 
nsuii?usliudriimmlu~aGo~~auu~~a1dGi~iu 

C& n i~d~sn "uqo ln i~u ida~uou  

&.&.a oiqv~uida~uouk~'baiSd"oun-di a 3 Cuoiniudcuou 

C L ~  u m n q ? d a q u ~  o r ~ ~ a ~ h r u i n i ~ [ i i u 1 u ~ u ~ o ~ w a n i ~ 4 b ~ ~ i z ~ u i j u ~ a ~ u ~ u v o ~  
o&l 

&.&m ~un~ri idwiau~iani~w"ini~~u~aodi~uiwda'~uou~wdoa'~m~ao~bn~isiqmni~ WI?JU 

n a n i s o s i i ~ C ~ Z a % ~ v o G a o i i ~ u i  lmu~viusaio~aaui~~u~n~iudiuauwdwiau 



1 

d /3%-,nsd O P M ~ ? ~ !  asao ............................. .., .......... f ............. dsz~iiunssuni3 
(uisrn22sinsni o=p.~Equ) 

wi&/ T d  .................................................. asao nssunis asao 
(uiu~s%as Ymuquns) 

d 
asao ................................... 
/( .......................................... (ulumq?vl o2bandf; :.. ..I 

u ~ u ~ ~ w w B ~ i u i s ~ ( n i = i ~ ~ ~ ~  <. . . . .  



qar~~wz~miz~oors i  (siunis* b) 
Piperacillin rd q and Tazobactam &oo mq for 

a. daui Piperacillin d g and Tazobactam boo mg for ir$&ction 

b. Aaraai3fa?lrl 
b . a  ~ ~ u ~ ~ u i d s i e [ ~ i n ~ ~ a ~ v i a 3 ~ v i a a u ~ ~ l a 4 a ~  diw?uim 
b.b Iu a van dlanou6auGaui Piperacillin 6 g uaz Tazobactam coo mg 

&' 
b.m uss~Tunivuzussyuiimdsie[~in~va"~~Gm~n"a DmaGn 

Y 

b.d ~ a i n d d ~ i n ~ u u n i v u z u s s ~ ~ a ~ s z ~ ~ a u i  aaud~~nauiauidi~y~azflaiubbs~ $uw% k a u  
el! ~avdw~m ~avnz~iuudi?uui uamniazTunis~iiu?n~iIa"Sm~~u uazaainuuvrmui ad19 

Y 

~ausz~$aui ~audsanauhuihriryuazflai~~us~ $uauaiy baviwlim 
09 

~ . A ~ ~ ~ U U R W I ~ L W R ~ R  

w a n i s m s a o ~ ~ f l s i z ~ q ~ n i ~ m i u  Finished product specification i~mnsb~uu~mulr i~aun-dis iu  
Y 

nisifii~uw (nsidomwzbiuuuiu<qnis~a"u (waive) n~smsailaau~abfls~ziia~m~fiduuam~ 
~anaiswa"n~iu~~na'ia~m"?ua~u~nis~mws~iuu) 
m.a Identification 

m.b ~ ~ 1 ~ ~ ~ ~ 1 ~ 1 ~ ~  

m5?9w'lumiudssfi Finished product specification 

do.0 - aao.o% L.A. of Piperacillin 

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

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

of do mqm\ of piperacillin 

6n.d Sterility mno~iumiudsz~~u Finished product specification 

6n.b Uniformity of dosage units msa~lwiu~iu~sz~~u Finished product specification 

m.5 Water content l r i b f i ~  b.&% 

6n.d Bacterial endotoxin IVMT o.od USP Endotoxin unit in a portion 

equivalent to a mg of a mixture of PiperaciUin 

and Tazobactam 

m.d Particulate matter 

- wiw 2 ao p m  Wbfiu 5,000 ayniR/ container 

- "UI~ 2 Is& p m  WbEu 500 aynW container 

6n.d Constituted solution m5?'dw'iu~iudsqh Finished product specification 

6n.ao Related substances msaawiumiuds+ Finished product specification 

09 

d. ~mau~~w7rsw~Qa~109 Raw Material (API) 

nsi~wl imuiTd~mq&~~uaiswauva~ia~idi~q (semi-finished product) fumswkuih~ia~d TM' 
uam~~anais 



n1s~Aiwu61 Gd 
Piperacillin 

- Contain : dbo - a o m o  pg of piperacillin 

- Water : b.0 - d.0 % 

- Specific optical rotation : szwjiq + a ~ b O 5 4  

- Related substances : Related Compound A NMT m.&% 

Related Compound C NMT a.o% 

Tazobactam 

- Contain : 

- Water : 

dd.0 - aob.0 % of Tazobactam 

NMT o.b% 

- pH : a.d - b.d ( b . ~  mqml solution) 

- Specific optical rotation : szwjiq +aboOik +awO 

- Microbial limits : Total aerobic microbial NMT aooo d d g  

Total combined molds and yeasts count NMT 

a00 du/g 

- Related substances msaswiu 

~ . d o w I ~ Q w  
Y 

&a ~ i r u i n ~ r u d i u ~ o n a i ~ n i ~ ' b ~ ~ u o ~ ~ i m ~ u w z b ~ u u ~ i ~ u u i ~ d o ~ i ~ d i u ~ u d ~ z b w ~ ' b w u  uazzhuma 

(declare) bbwthwsm 
Y 

c a . ~  %udiGynis7u~r~iuui i fuui (w8.b wu.m w8.d ~a"a~bin5ti) 

KG.@.@ hn~ti~9uuiddmfudszbwfi'bwu (wuiuSs w8.b) 

b.a.a.b f ~ ~ ~ ~ b ~ ~ ~ 1 ~ l b $ l b d ~ ~ l 4 ~ ~ i 9 ~ ~ 4 ~  (MUIU%  MU.^) 

b.a.a.m I u n ~ G ~ ~ ~ u i ~ i ~ ~ i o i n ~ i ~ d ~ z ~ w f i  (HS~IUG wu.d 

m.b tu r i i uo~uwr~~uuu i  w8.a uoauid~auosini ru~ou.iiuaz~um~aii~oni4nauquqmniw 
I Y 

uosw'wlmniun'~iu~a'uwzb$uu'ba" (Finished product specification) bbas$on'iwumqm 

mrrvoq<mqRu (Raw material specification) nstiio~4zw~injl~ni4bdiuuuda9bb~vbiu 
b ~ ~ 1 s ~ c i i ~ ~ ~ u u b o n a i ~ w ~ o d i ~ u i n i ~ d i u v o ~ n i ~ v o b b n " b v u i ~ ~ o u  Finished product 

specification bbaz/w?o Raw material specification 

b.b hn~~iui~~mtudszbwfi 'bwu ~ w ' w l ~ ~ o d d i b m m d i u ~ < ~ ~ o ~ u s o ~ u i m ~ ~ i u n i s ~ ~ m u i  miuwi% 
m m ~ i ~ ~ n i s i ~ u m ~ w ~ m u ~ v ~ ~ n ~ z w s a ~ a i ~ i s m ~ v  (GMP w?o GMP/PICS) tuwu~muii~auo 

a w 4  viuiruuiqmmiu~ounism~asaou1muiiwani~Ju~oaninuw~au~~ini~aza"u~w'wlmui 
tunsGd~4uuirjlhoindiqdsz~ww ~ w ' w l m ~ o ~ ~ h ~ u i n i ~ d i u ~ < ~ ~ o J u s o ~ u i ~ s ~ i u n i ~ w ~ ~ u i  



- m -  

m ~ u r r ~ ~ n m i i i i j n i s d ~ l u n i ~ ~ a " m ~ i ~ ~ ~ d ~ s ~ ~ ~ ~ ~ e r a " m  vl% 

product aCu~iqmiu~ounism~aoaau 

w -.2 

d3zbmwcu 
c . m  i i i ~ u i n i ~ t i i u ~ o n a i ~ ~ ~ a " n v ~ z ~ a ~ i z v a ~ u i d ~ a u a ~ i m i  

&.m.ol u a m ~ ~ 3 a o i i ~ m 5 i z ~ q ~ n i ~ u ~ ~ ~ m 6 p i v o 9 ~ u ~ m  (Certificate of analysis) luultudac 

dutiaodiq 
&m.b u a n i ~ m ~ a o ~ b f l ~ i z ~ q m a i ~ a " m q ~ u  (Raw material) v o ~ ~ a u ~ ~ ~ ~ ~ ~ u n i ~ u ~ w u i ~ u d  

ar~8uhni ia~~~na~u~wuiua~y'uGma"mq~u 
b.m.m ~ a n i ~ n v i ~ a i u ~ ~ t i a ~ u ~ z u z u i a v o ~ u i  (Long term stability) maamda;miqpm;luid~u 

wa~guua" 
&I.@' P h 0 ~ 1 9 ~ 1  

c.d.o ~~auo~imi6a~a~~aaii~uiaii~Cau DO %am &~8u$a~muuam~5iuaz~~uml6fi~udau 
midrii~um~u~a~aqmau%$a1diiq6~ 

ca n is~~m~u~mniwv ida i~uou  
&.LD aiqvaauida?i3uau6a~bCauna'i D i) CuoinUZi.I~au 
L C ~  uignaamddauou ~ ~ ~ t a c r ~ i b u i a i ~ r i i u ~ u ? u ~ o ~ u a n i ~ ? b m ~ i z ~ u i ~ u ~ a ~ u a u v a ~ ~  

wGm 
& r m  ~un~riid~riausiam~w"ini~~~~aaii~uid~~~au~~aa~w~ao~~m~izp;iqmai~ rriauna 

ni~ozw"i~91"qiia%suotiaaiiqui 1 m u { v i u o z ~ ~ a c u i d u ~ n w i 8 1 ~ i u a u d ~ ~ a u ~ i ~ n i ~ a ~  
~ s a o i i ~ ~ i z G ~ a z ~ 9 u ~ ~ u ~ m ~ a u ~ i K . a " . j i u l u n i ~ m ~ a o 4 ~ m ~ i z G q m a i ~ ~ a s a i ~ u i m ~ ~ i u  
(Reference standard) ~un~~dnua'iui~~~u'bdmiuqma"nvmzbawiz ~ J ~ u n a m s v o  
a~~uiim&?u~oi~mini~~aua~ifiiuim"~na'iava~~viuuaz/~~a~ua'mlum~~da'bd 

L L ~  ( v i u t i 0 ~ ~ u ~ ~ ~ u u u i ~ u g n n ~ i ~ ~ a u i ~ n a " ~ u m a i q  MUROIQ ~ i ~ a d o ~ i i m n i ~ ~ d a ~ a n i ~  

f i ~ ~ ~ l v l v l u ~ ~ ~ u ~ ~ d ~ ~ ' b ~  
c.s rnnaisifuq 

c.3.D ~ a n i ~ 4 n v i m a i ~ ~ ~ t i a ~ a " ~ n i ~ a z a i u ~ a ~ ~ ~ a o i ~  aa1ilma"aqm3udaun"u~anai3n"in"uui 
c d  t$amosifli ({viu) ~ u u o u & z ~ ~ ~ ~ a u n a n i ~ ~ a u i ~ ~ ~ ~ b ~ u a n " u ~ a i u ~ a " ~ ~ ~ m a i ~ z ~ n w " u a " f ~ q i  

i i u ~ ~ i u ~ i u ~ 5 u r r 3 n ~ ~ i u ~ i u ~ u b ~ u r i ~ u  
c.d (~ua=iimi (jUiu) Eu~oudozii~un~5na"q~in'au~~urii~um 'Kun3id0ldd 

c.d.61 v l r i a u ~ i ~ n i ~ 1 ~ ~ ~ u i u i a m ~ i m 6 a ~ ~ n w " u a " ~ q i n i ~ 4 m ~ a ~ a u u i ~ ~ m ~ Z u a n " u ~ 1 i l u n ~ z ~ ~ a ~  
aisi3mqa 

&d.b ~ a n i ~ ~ u m ~ a o 4 ~ m ~ i z ~ u i ~ o i n n ~ ~ 4 m u i w i a m ~ n i ~ u ~ ~ u % b ~ u ~ d m i u ~ i m ~ ~ 1 u  
c d . m  u~mKrun'uiaC~i;"Qn~un~~uZuoinw"o~maimbmuiii~n~iummzn~~~ni~ai~i~~azui %, lu 

das~aaivasa"~n~ioz~aozviuq 
c.d.d n u ~ ~ ~ i q ~ a i ~ o i n u ~ m ~ m 6 p i w d a i o a ~ u a c ~ i a ~ d a u ~ 6 ~ u u i  



d o n o r  d s r - a F  ............ asaa ......................................... 3 dwiiun=nunis 



d g r u c i n w u s ~ r r w ~ s u o ~ u ~  (slunlsm d) 
Ceftriaxone a 3 for injection 

a. dou'1 Ceftriaxone o p for injection 
-2 

d 
b.o L . & u u ~ u ~ ~  t . . k ~ ~ b $ @  d ~ w &  
b.b dsanoudi?u6'2ui Ceftriaxone sodium i a a ~ ~ a f k  anhydrous Ceftriaxone o g 

b.m u ~ ~ ~ ~ ~ n i ~ ~ u a u ~ ~ ~ u i ~ m d ~ i f i ~ i n b ~ o  U ~ ~ U S S ~ ~ ~ ~ ~ ~ ~ ~ S I R I W M ~ ~ ~ I " I ( ~ ~ ~ " ~ ~ ~ ~ ~  ( t ihad 
sterile water bbu~~a.17) 

d 91 

b.& s n m ~ l l s ~ ~ ~ ~ u n ? a r r a ~ ~ s ~ ~ ~ ~ ~ s s ~ ~ ~ u ~  d ? u J s a f l n ~ e i ? s ? h G ~ ~ a ~ m a 7 ~ ~ ~ +  52~$a 5u& 
o i q  wn'wam ~ a v w a ~ ~ u u d i ? u u i  uaaani2alunis~8u?n9~1'ba"6a"m~ou ~aaaainuuv2mui  o i i a  
riou3audoui ri2udsmou52uihgq~~aanai81~~3a %&oia ~ a v d e r h  'b%iia6a"m~0u 

a F a  

a. R ~ ~ U ' U A M I Q L M R ~ R  

w a n i ~ m ~ ~ o % n ~ i a ~ q ~ n i w m i 8 1  Finished product specification n d s m w a b ~ u u ~ m u ~ ~ ~ o u n a ' i ~ i u  
d 0 914 n i 3 a n l r u n  gad cnsriiden~a~$uuulu~qn13~~u (waive) n ~ s m z ~ ~ n ~ l v i ~ ~ n a i ~ ~ l ~ n ~ s ~ u ~ u a m q  

~ c l n a i s ~ a " n ~ i u k n d i ~ w % 6 ~ u o ~ ~ n i ~ 0 m w a ~ ~ u u )  
m.o Identification m ~ ' ~ ~ l b i i u m i ~ d 5 a ~ 1 u  Finished product specification 

m.b ~5 =jJ.3g ,$3ur,8-mwfu bo.o-aaC.o% L A .  of anhydrous C&riaxone 

a m  Sterility m - ~ ~ i ~ - h ~ m % i z ~ h  Finished product specification 

m.d pH b.o - d.o 

6n.g  Bacterial endotoxins bk?iu o.bo USP EU/rng of Ceftriaitone 

m.5 Uniformity of dosage units P T ~ ? ~ W I U P I I U ~ ~ ~ I T L  Finished product specification 

m.d Particulate matter 

- VU1.R 2 @Q pm W L ~ U  ~ Q Q Q  E!IpUCI1R / container 

- v u i m 2  b&: p m  &b?u boo oynin  / container 
d 

m.d Constituted soiution n~aokumnm~q?u Finished product specification - c ~ruflar~ram1Qbm~4eluo~ Raw Material CAPIT 
d wan?sms?q?iir~s?z$~ni~m?a Raw material spec8ication MOmwsr<uu 



- 6 - 

d  
c.@.$ Iu~iva$uwr~Gu9d~1 MU.@ vaduiwbaua31~1 wTau~iuaa~au~ 

~ a d w ~ ~ n ' ~ M ' m i u ~ ~ u w ~ b ~ u P d ~ a "  (Finished product specificatio 

nirmnuiplt$iu ( R ~ W  material specificati~rr) n=ifiida[i=ia~jidnia~ 
~~uesf iad~~uu~anai~~~a~ibuin iwdiu"11~9 'n i~vabb~"11uiw~au Finished product 

specification bba%/~% Raw material specification 

~b Iun~~duiwa"mIud3g~wfi1wu ~wa"m~a~Gi i~uin iwdiu9~od"~~a~u~a~uim~~iuni~wa"mui  miu~ZIn 
d  d  ~ a 4 3 ~ n ~ z n ~ ~ f i ~ z f i 2 ~ u ~ ~ : ~ ~ z n z ~ ' y : ~ a ~ z a ~ ~ ~ z a q ~  (OMP GMP/PIC~) I u ~ ~ r u 2 n r n ~ s  

4 w d  uiuaCuiudipm~u~auni~m~aeaau lnuiiwan~~5u~a~n~auwbaua~i~ib~a~a"udw~mui 
=id d lun~ruw~duuici i rCiein~i~d~~~wfi  ~wa"mL~iii i~niwdiu9~od"~~a5u~a~uim~~iuni~wa'mui 

m i u ~ ~ n i n m r u ~ ~ ~ n i ~ ~ ~ u n i ~ w ~ m u i v a ~ d ~ ~ ~ w f i ~ w ~ m  Mia Certificate of pharmaceutical 
= f w d  

product a r i u d ? q ~ ~ ~ ~ s a v m s ~ s ~ ~ a a v  ~ouiicfnn~s~vs~w~a~wia~a~~rn~i~a~a"~dga5~~~ 
=idw nsorwmuaCu'bu~dniwi'bwu9~~aniwi~~nqw kd65uni~5u~a~aCu~~daTnuaniuym'bwud~~~i 

w 

d3~bwfipdu 
a c.gl ~ i b ~ d i n i w n i u ~ a n a i ~ q o r a ' n ~ r u ~ ~ a w i ~ " ~ a ~ u i w ~ ~ u a ~ i ~ i  

d  
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