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~ iou~ ivun~nu 'ba . i~d~u~v  

&.&.a (v?udinanCunyu Sensitivity disc 6iinrun7w~~udunu?u"u89~a9dfiu~n75~a9 

~ ~ . r w u i u i a s l ~ u n ~ i ~ ~ ~ a ~ n i ~ ' i , n ~ ~ ~ ~ ~ ~ a ~ i  rrarriii7aad74 Sensitivity disc d ~ l z a ~ u ~ y u  

T ~ ~ ~ w u i e ) ~ a u i ~ ~ a m ~  

a.5 ~J.L~UOS~RI (i"uw) ~ u ~ a u ~ ~ : ~ i i ~ ~ ~ u ~ ~ ~ n ~ ~ d ~ u ~ " ~ ~ ~ m ~ ~ u a ~ u S s \ i u ~ ~ s w ~ w s \ ~ ~ : ~ n ~ " u ~ ~ ~ i  

n ' u [ v i u s i u ~ ~ u w ~ n ~ ~ i u ~ i u ~ u ~ ~ u n ' a u  

k d  ~ ~ ~ ~ 8 5 7 ~ 1  (~$78) ~ u ~ ~ u d o z ~ n ~ ~ n ~ ~ ~ 7 f i B u R 5 ~ ~ i w u m  I u n 5 i i a I d d  





Levofloxacin b&o mg tablet 

a. %a81 Levofloxacin b&o mg tablet 

b. q ~ ~ u ~ ? n " ? ' d  

b.a 2elbbuu b~uuib~nbn~au9a"u"11Gm5udszwiu 

b.b dmd.rmou lu  m ~~mdsmovti2uAui Levofloxacin bco mq 

b.m mou-uss? UTS?IULLW~~PIRCM ~04ii~n?lu$u ~ ~ ~ z ~ ~ s ~ ~ ~ u 5 5 ~ ~ ~ ~ i a r i u i s 6 1 d 0 9 n " u b ~ R 9 t t i  

b.d aain a a i n C i ' d s 1 n ~ u u n ~ ~ u ~ u ~ ~ ~ ~ o ~ ~ z ~ ~ o u 7  d2udsanauniuiEPi6~~ra-fia7~~~~sq 

iuutn iuiuait( ~auCi'ci5n ~auwz~iiuun'i7uui uaz~ni2zluni3~i;u7nwita" 

&leu uaaaainuuuwtui ou'i~husru$oui ri~udsmouniuidi6q~~az 
=-. 

4 n2luus.r iuiusiy ~audw~n ~ i s r i i . r ~ ~ e u  

a. qcuauu2niam~lii~1 

wani~ns~a'ibnsizSfl"q~niwmi~~ Finished product specification ~ a n w s r ~ u u ~ n u ~ ~ ~ o u n i i ~ i e r n i s ~  

fiivlun k d  (ns~donwzr~uuuiu<9nisriu (waive) nisms~ossu3rn~irvidolnlps"~uuam~ranai~ 

v l ~ n ~ i u ~ n d i a ~ ~ ~ u ~ ~ u ~ n i s a m w z r ~ e r u )  

Finished product (JP XVI) 

m.a Identification ns?awiuniundsrylu Finished product specification 

m.b d?a~ia{2uial"16~ d&-o - ao&.o% LA. of bevofloxacin 

m.m Impurity Single impurity s o.b% 

m.d Uniformity of dosage units ns~swiunia~Ci'sr~?u Finished product specification 

m.& In vitro Dissolution bbam~cianisazaiuaasg~iai'b~sd"auna'i do% (Q) fu mo 

ui?i 

d qcuauu?niq~mpliinua~ Raw Material (JP XVI) 

wannnnaf bfisizSfl"~aniwmiu Raw Material specification Ci'enwcb~uu 

d.a Identification ms?adiuniuisryfu Raw Material specification 

d.b d5~i~giau1di<~ dd.0 - aoa.o% L.A. of Levofloxacin 
d 

d.m Impurity ms?adiumiuw%ayfu Raw Material specification 

d.d Water content b.a - b.d% 

d.& Residue on icjnition b.iuinna'i o.ao% 



(declare) bbwa'derGm 

&.@.a ~ ~ ~ ~ ~ Q ~ ~ ~ ~ ~ M ~ ~ u I U U ~ I ~ ~ U ~  (VlfJ.b MU.m MU.d k6'2bbkfl~f;) 
4-4 d 

&.@.@.a n~mw~~uuiderGmlue]~z~w~'bwu wuiui% W U . ~  

q c j  d 
&.m.m.b ~ ~ ~ ~ b e ] ~ ~ l ~ l ~ ~ l b ~ ~ ~ l 3 b b ~ 9 ~ 5 4 ~  MUIU% MU.m 

4 d  d 
c.a.a,m n ~ ~ w ~ e ] u ~ i G i ~ " U Y ~ i n i i ~ e l ~ ~ ~ w ~  ~ u i ~ i i i d  W U . ~  

d 
L m . b  IU~I I~V~~~MIL~UUUI  Y1U.m 8119uiVlLBUa3inl w ~ ~ ~ I ) u ~ I u ~ ~ L ~ u A ~ < ~ ~ I ~ ~ ~ ~ ~ ~ ~ ~ ~ I w  

1 DI 

uodw~mn'n~miu~~uwsb~uu'ba" (Finished product specification) uaabn'iwunqmniw 

%o;la"q&~ (Raw Material specification) n4~~o~ssw~idni4be]a"uubbe]adbbn"b%b~ub~u 

0z~a~bbuuban~i~~~0dibuisliwdi~"~0dni~11~obbn"b"~8.1i~~~8.1 Finished product 

specification bbaa/w?o Raw material specification 

G T ~  ~ u ~ ~ ~ P ~ ~ u ~ w I ~ I u ~ ~ ~ L w H ' ~ w u  (wBm6o~ijdl~uini~~iuwG~5o?u~o~uim~,~iuni~era"muimiu 

w i i n ~ n m s i ' i ~ i ~ ~ ~ u n i ~ w ~ m u i u a ~ n ~ z ~ ~ a ~ a i ~ i ~ m ~ u  (GMP w?o GMP/PICS) 1uwu3nuii 
a u c j  

~~uouiuaGudiqmmiusauni4m4aoarau I n u i i w a n i s ? u s a ~ o ~ a u w ~ a u o ~ i ~ i ~ ~ a ~ a " u ~ w ~ m u i  
el-4 c? 

Iun~cuw~duu iu ' i~Cio in i i~d~s~wa ~ w ~ n t i ~ ~ ~ d i r u i s l i w n ' i u w G ~ ~ o ? u ~ o ~ u i m ~ ~ i u n i ~  

w ~ n u i n i u ~ i i n ~ n m ~ ~ ~ n i ~ d ~ u n i ~ w ~ m u i u a ~ d ~ s ~ ~ ~ ( ~ ~ m  w4o Certification of 
4 - d  

pharmaceutical product aGua'iqmmiusaunism4aoarou bmuZeranis?usoso9auw~auo 

sinir~ns?udw~mvi n~~M'6uaui;lulnivi'bv1u~tl~~nivi6~n~v iajl6Junia?w~a~asJ"u~~da 

h.m d l L ~ l ~ l ~ d l ~ ~ ~ ~ ~ 1 5 ~ ~ ~ ~ ~ ~ ~ b ~ ~ l ~ ~ ~ d ~ l ~ b ' 4 ~ ~ 3 l R l  

bm.m ~ ~ ~ l ~ m 3 ~ ~ ? b ~ 3 l s ~ ~ ~ ~ l w ~ a " ~ ~ ~ s l " % ~ d ( ~ ~ m  (Certificate of analysis) l ~ u l j ~ $ l i d b $ u  

i'aaei19 

&.m.b W R ~ I S ~ S ~ ~ ? ~ F ~ ~ I ~ ~ ~ N ~ I W ~ " ~ ~ ~ I J  (Raw material) ~ 1 0 & ~ i k ~ ~ ~ f l u n i ~ w 5 m u i ~ u w d  

d ~ ~ ~ u ~ a a e i i ~ ~ ~ u o ~ ( w ~ m u i ~ ~ a s ( w a " m a " m ~ ~ u  

cK.rn.cn (Lonq term stability) ~ ~ 8 6 1 d 7 d i l l ~ ~ 8 9 ~ 1 d  

%uw~bcuu'ba" 



qsu~nacua~awi~"u.1~1 LevoAoxacin bCo my tablet M:? m 

u i m ~ ~ i u  (Reference standard) ~unscirdwui~ui~ri~~u'bdmiuq~a"nvaz~~wiz ~ i a u  

m a n i ~ v ~ a ~ a u ~ ~ ~ i * l u f i 0 i ~ a i n i ~ ~ a u ~ ~ i ~ i u i 6 ~ n d i a ~ l a ~ ~ ~ l i u ~ ~ a z / ~ ~ a ~ ~ ~ ~ ~ u ~ ~ ~  

i a l d  

a.9.d ~ ~ i u i a ~ ~ ~ 1 ~ ~ n " u u u i i u ~ n n ~ ~ ~ ~ a u i 1 n ~ p 9 u m a i  Muaaiy ~ ~ a ~ G a ~ f i m n i s ~ d o u a n ~ w  

~iaudi~9umlauWi6au'b"~ 
A' 

~ . b  &aua5ini ({P~IU) ~ u ~ a u d o ~ ~ ~ ~ ~ ~ i v ~ ~ ~ a u i v ~ m ~ ~ ~ a n " u ~ n i u ~ ~ ~ ~ ~ u m n i ~ ~ ~ n G u ~ ~ ~ i  

5 u $ v ~ u n u ~ ~ u ~ i a $ ~ ~ ~ 5 i u ~ u ~ l e ~ f i a u  

&.ill imuas in i  ( iq iu)  ~ u u ~ ~ i a ~ i ~ n ~ l i n ~ ~ ~ i f i ~ u n ~ u < i ~ ~ u m  l u n s ~ i d d d  
3 

a.6d.m M~~UTI~~I~I~~WUIUI~AJI~ i a ~ B n G u ~ Q Q i n i ~ ~ a d ~ ~ a u ~ i v ~ m ~ ~ ~ a n " ~ u  b m 4 % ~ 5 7 d  



q m ~ n v m z ~ a w i z % o ~ u i  LevoAoxacin bCo rng tablet w c i  d 



q ~ ~ ~ ~ ~ ~ ~ ~ ~ l e ~ 0 . 9 ~ 1  Meropenem sterile powder for injection a g W ~ I  a 

qaa"nvsld~s~wi~vo~eri 

Meropenem sterile powder for injection a g 

m.9 Sterility test 

m.d  Constituted solution 

m.d Chromatographic purity 

m . d  Loss on drying 

m.mo Particulate matter 

m.oo Content of sodium 

d 
a. aoui Meropenem sterile powder for injection m g 

b. F ~ N R U G & ~ ~ ~  

l9.o ~dsbuu ~~raerwidsiwoin~~o~uiaoui;l"~~~iauaa a'iw?u~m~$iwaom~a"omii 

b.b aaudszflau %u a ?'-am dsznau6aiaug'-aui meropenem trihydrate w?o anhydrous 

meropenem %dnul?a~u meropenem o q uar Sodium carbonate 

b.. nisuzuss? uss f in i r~suss~u~ jnds i~~~nb<o  aiimuanufia 

b.d aain oa~nuuuss~h~srydnui daudssnsuhuid16~bbazna781bbsa TuwBn 

iuwlunoiq bauiwb una~auna~Gudi%ui'ba"oii~~mb~u unzm~~na~Guu 

di?uuili~lriic%~ou aainuuniauauss?orii~Pdyouia~ssUdouiw3~~audszno~ 

~~uiiiiYtg.aznaiuus Tuwumoiq uaaraudwfi~l 

a. qaaolGwiqrn~G~ (uSP a01 

m . a  Identification P~~?QWIUPIIU~S:~ZU finished product specification 

m.b d?u1~~auld16~ do - o b o %  label amount of Meropenem 

m.m pH d.m - d.m 

m . d  Uniformity of dosaye units P ~ ~ ~ F I C ~ I U P ~ I U ~ ~ ~ ~ I U  finished product specification 

m.& Bacterial endotoxins \aiuinnii o.ab& USP endotoxin unit/mg 

of Meropenem 

~ l ~ a o ~ i u ~ ~ ~ u i s s y ~ ~  finished product specification 

olsaodiu~liun'sz~~u finished product specification 

- Impurity with a retention time of about o.d& 

relative to Meropenem not more than o.d % 

- Impurity with a retention time of about o.d 

relative to Meropenem not more than 0.9 % 

d - m b %  

uuimoynin a m o  pm lu%anu s,ooo/ Container 

uuimsynin 2 bc pm flai~fiu ~ O O /  Container 

do % - obo % label amount of sodium 



qm~firtcuabilwir~row Meropenem sterile powder for injection o g di b 

d. dnub8uq 

d.o ~ ~ ~ G u u i i ? u u i  

d i b ~ i ~ i ~ 6 i ~ b ~ ~ ~ i ~ f l i ~ ~ b i r u ~ y ~ i ~ ~ u ~ z b ~ ~ ~ ~ ~ ? ~ ~ i ~ ~ ~ ~ i ~ d ~ ~ ~ ~ d ~ z b ~ ~ ~ ~ ~ b b ~ s  

dlbbm9 (declare) b b ~ i d w i ? m  

d.o.m luki<ynisCwa~u'uuii?uui 
4.4 d 

d.a.o.o n~ru'~lbduuidwAmTpdd~z~wfi1wu (MUIUZ~ w8.b) 
4.4  d 

6.n.n.b ~ S N W L ~ U ~ I G I L ~ I I ~ F ~ ~ I ~ L ~ ~ ~ ~ ~ ~ ~  (~a11uii.1 ~ 8 . m )  
46 d 

d . r n . ~ ~ ~  n ~ r u w ~ d u ~ i ~ i ~ ~ i ~ i n ~ i ~ d s z ~ w ~  (MB~IU?~ W U . ~ )  

d.o.b ~un' iuo$uwz~~uuui MU.@ a ~ ~ ~ i ~ ~ a u o ~ i ~ i ~ ? o % 1 ~ i u a z ~ ~ u m G a 6 o n i ~ ~ ~ ~ ~ q u  

qrunirmo~w~m~ru6miu~~uwzbu'uu (Finished product specification) n ~ m d  

o ~ s s ~ i i ~ m s ~ ~ f i d u ~ ~ u ~ z p l " ~ ~ ~ ~ u e 1 ~ o n a i s 9 ~ ? o a r " - ~ ~ u i n i w 6 i u n i ~ " ~ o ~ ~ f i ' ~ u i ~ ~ o u n " u  

finished product specification 

d.b ~ 1 ~ 5 ~ l ~ f l 1 5 ~ ~ ~ ~ 7  

d.b.m luns(iiuidwAmTudszbwfi~wu ~ A m ~ o t i i k i i u i a i w ~ i u ~ C ~ ~ a ? u s ~ ~ u i m ~ ~ i u n i ~ ~ ~ m u i  

m i u ~ ~ n ~ n r u ~ ~ ~ m s d ~ u n i ~ w ~ m u i ' ~ ] o ~ n ~ z w ~ a ~ a i ~ i ~ ~ ~ ~  (GMP) miudsmmnsswsaa 

aiaisruqa GEIJ n i ~ f i i ~ u ~ 1 ~ i ~ a ~ ~ i u m ~ ~ u a n " u ~ ~ n ~ n ~ 6 ~ a ~ ~ ~ n i ~ I u n i ~ ~ A m u i ~ ~ ~ u  

~agGumiun~~uiua' i6auui w . ~ . b m d  M?D ~ i ~ u i n i ~ 6 i u ~ C ~ ~ o ~ u ~ ~ ~ u i m ~ ~ i u n 1 s  

w ~ n u i n i u ~ ~ n i n r u 6 ~ ~ n i ~ ~ ~ u n i ~ w ~ m u i ' ~ 1 o d  Pharmaceutical. Inspection 

Co-operation Scheme (PIUS) ~umu?nuiibausuiu 
d d  d 

d.b.b ~ u n s c u w ~ d u u i ~ i ~ ~ i ~ i n c f i i ~ d ~ ~ ~ w ~  ~ w ~ m ~ o i i l t ~ d i r u i n i w ~ i u ' ~ 1 ~ d ~ o ~ u ~ ~ d u i m ~ ~ i u n i ~  

w ~ m u i m i u ~ ~ n ~ n r u 6 ~ ~ n i ~ ~ ~ u n i ~ w ~ m u i " 1 1 o ~ d ~ z b w ~ ~ w ~ m  M% Certification of 

pharmaceutical products 

nisn~2FiimsizM'qcum 

d.6n.m d lb~ l f l l ~d l ( l  ~ ~ ~ ~ l ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ l ~ b ~ ~ ~ ~ l f l l  

d.6n.m.m wani~m.i~e7rnsis~~runiwwEim~ru4"~o~~wAm (certificate of analysis) l u u i  

juiGlu1bSu~2~u.ld 

d.m.a,b ~ a n l 5 m 5 2 D ~ ~ n 5 l ~ ~ ~ ~ n i w a " m ~ ~ u  (Raw material) ~ ~ . l ~ 2 ~ l k l < y ~ ~ u f l l 5  

wAmuijun"d.rr~u~aoiid ~ ~ u o c ~ ~ ' w ~ m u i u a z ~ w a " m a " m ~ ? ~ ~  



?ol~f~vnuolzmwiruosu Meropenem sterile powder for injection e, g &I m 

d.rnm.cn Ga . i a i~n~ iz~d i~~d6a~~~am~ lu lu4~m~ i~6a"m~~u"11a~  Meropenem (USP mo) 

l6bbf; - Specific rotation measured at boo 5zv-diq -ad0 and -ha0 

- Chromatoqraphic purity 

At  relative RT about o.d& : bhinn-di  0.m % 

At relative RT about @.do : tduinn-di o.m % 

Any other impurities : biuinn-di o.m % 

Sum of all other impurities : bhinn-di  0.m % 

- Limit of acetone : l ~ u ~ n n T d ~  O.O& % 

~ m ~ v i n w a n i ~ 3 ~ n ~ i a 6 u i l a i ~ ~ u l d m i u ~ ~ a " n v ~ ~ ~ a w i z " 1 1 a ~ u i  ~stwuiuiauoa.rau~n%u 

n i ~ l a i ~ ~ i ~ s ~ i n i ~ ~ a u a ~ i m i u i ~ ~ n a ' i a l u m ~ ~ r s i o ' b d  

d.&.& [%iu6a~acuayu Sensitivity disc diqnmiwb$uCfuouiu"Ua~~a~d~u~ni~~o~ 

I~~wuiuiamiumaiu6a~ni~Imulai~myaAi i~a~u ' iEaoi i . r  Sensitivity disc d a s a ~ u a y u  

%$T~qwuiu~aui,ams 

db LEIIIRIS$U~ 

d.b.a nsiii~u~zb!uuuiuinni1 b $ az6ains~nisJncfi lonq term stability uibbam-1 
C4A d 

d.5.b lun~sU~~duuid6a~wauf;auld az6a~Gwani~Jnvimaium~Eav~~ni~azaiu  uazn iuvf i  

n i ~ ~ ~ a o i ~ 6 a u a i ~ ~ i d ~ ~ u i z a u  



~ ~ ~ n a ~ ~ ~ a w i ~ n a s e r i  Meropenem sterile powder for injection a j, M ~ I  d 



@ . a  Clindamycin phosphate boo my for injection <luau aa,&oo " ~ m  

a . b  Levofloxacin b&o mg tablet <luau ab,m&o b5m 
a.m Meropenem sterile powder for injection a g <luau d,&oo mm 

/ ' v r~aus iu~6 i i7 'uas l~~~ni~  S ~ s ~ u i u i a ~ % i m  
b. a s i u s u d s z u i m ~ 6 ? u ~ m a r 5 5  d,d~11d,ddm.-uiw 

.a, d o  - - bbi b~~~~ bdC)& 
m. a u w n i ' v r u m % i ~ i n a i s  ( % i n i a i s a s )  auw ......................................................... 

m.a Clindamycin phosphate boo my for injection <luau aa,&oo %am %imimmaz b a . m o  uiw 
5 2 ~ b h b % J  bdd,d&o.-UIVl  

m.b Levofloxacin b&o my tablet <luau ab ,m&o ~ s m  % i w i a f h a a  mb.md uiw %aub$uiu 
ddd ,bdm. -u lw  

m.m Meropenem sterile powder for injection a y <luau d,&oo " ~ l m  %imi"Umaz d b m . - u i ~  

5au~?IuGu d , a d & , & o o . - u i ~  
0, pl 

saa~aan'nrw' m - i iuni- i  saur?Iua7uMj8u d,ddd,ddm.-UIM (bbdm~iub~dm~~~u~~m~~ubn"iw"ub~m~au 
i % u a i u u i w h u )  

d. ~ ~ ~ a s i u i w f i i w i n a i s  ( ~ 1 ~ 1 1 6 i s ~ s )  
A P  " 

d.a ~ I R I M ~ ~ P ~ % H ~ ~ ~ ~ ~ I U ~ ~ ~ Y U Y  baa1 b O s u d 5 z u i m  ;El 

- Clindamycin phosphate boo mg for injection 

- Levofloxacin b&o mg tablet 

d . b  5 1 ~ 1 ~ ~ 5 1 ~ 5 ~ ~ ~ 1 ~ 1 5 ~ ~ % d 5 ~ ~ 1 f l 5 7 ~ 1 ~ a 1 ~  $9 

- Meropenem sterile powder for injection a y 
w $ W O  

G. ~ ~ u ~ ~ ~ ~ ~ M u ~ ~ ~ ~ ~ M u ~ ~ I A I ~ ~ I ~  (51~1161s8.1) 

&.a uisariaaainsd a~m35qo 




