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mdc.0  mg 

b.m ni~u%us.rq ussghuw4 Aluminium foil Blister pack d~i~isn~njoa~u~?i&'ld~~ 

~~awssglunda~nszmiwGani~uzw"p~ua~ 

u ~ f l i s a n o i t , ~ n u ~ q ~ n i w ~ i 8 1  Finished product specification ~ O A M ~ ~ G U U I ~ U ~ C Q U ~ < I S ~ U ~ I ~ ~  

riinum 69; (ns~Aonnr~~uuuiu~~nisba"~ (waive) n i s n s a ~ a a u i ~ ~ n s ~ i i ~ o ~ ~ ~ ~ d u w m ~ ~ a n a i s  

n ~ n ~ i u ~ ~ n d i ~ w % ~ ~ ~ a ~ ~ n i s ~ f i ~ ~ ~ ~ u u )  

a1.a Identification flnaeiiu~iuC(sz~~u Finished product specification 

m.b fiisls6'a8idi6~ fkI'%jior Potassium O$U~?P dd.d - dm.b mg 

~fin~juia Sodium a$wdaa d&.b - &d.d mq 

id3~1sls Free citric acid ~qiludaq M.0 - &.b rng 

~ ~ % J I W  Total citric arid md0.o - m d U  mg 

m.m Content Uniformity 

m.d Dissolution Test 

gl.& Related Substance 

as?oci~unu$sfs.~~u Rnished product specification 

uamsuanisaaaiu%as Potassium citrate ~ 3 0 u n < i  
d& 1I.l do ~ 1 4  

uafiseranisami~~~ Sodium citrate k h u n i q  

dfi lu ao u i i  

%~?B~IN Anhydrous aconitic acid Ebiiu o.o* 

%fiuicu Aconitic acid kbzu o.o& 



qdnmrb~wime~01 Pbtassium citrate + Sodium citrate tablet mYi b 

1 qarau%m1c~nflii~vb9 Raw Material (API) 

da Potassium citrate 

dm.@ Assay 

d.a.16 Purity 

- Arsenic m ~ l m a ~  Arsenic b . ! b h  b ppm 

- Readity carbonimable substance ~ % a s a i ~ a z s i u ~ ~ ~ ~ ~ ~ 8 1 n a ' i ~ ~ ~ a i ~ a ~ s i u  

LI!%U~~!~U (Matching Fluid K) 

6 a . m  Loss on drying 

dad  pH 

d b  Sodium citrate 

db.m Assay 

Co to b.o% (e g, boo OC, b hours) 

p~ ao~a~~nra iun$u$a~~ d.a - d.m 

d.b.\r, Purity 

- Heavy Metals ~~aJ16~9)a4 Heavy Metals kiafiu ao ppm 

- Arsenic ~ f i u i ~ v a 4  Arsenic biah b ppm 

- Readiky carbonizable substance ~ ~ a P ~ l 5 ~ ~ ~ 1 ~ ~ a 4 ~ ~ ~ ~ n i l ~ ~ 0 ~ ~ i ~ a a a l u  

t&~utqsu (Matching Fluid K) 

d.b.m LOSS on drying ao.0 to mm,o% (a g, ado OC, b hours) 

db.al PH p~ vntai=icl~niuoqluJail d.a - d.a 

ka%dibbm~ (dectare) kvd~w% 
3 

C.m.o.a % ~ ~ d l ~ ~ ~ l 4 0 ~ W ~ b ~ ~ ~ 9 s " l ~ ~ ~ l  

ha.a.b IUVD~~W~LGUUUI ma.@ aoawd~auo.ai~i n ~ o a . a i u a s ~ ~ s ~ ~ a ~ ~ ? f o n i ~ ~ a p ~ q a  

qrunimvaau81~~~m1&a~1a' (Finished product specification) nstij 

~ Q ~ . ~ ~ ~ ~ ~ I T L ~ E ( U U L L ~ ~ ~ U ~ V L ~ U L ~ U  ~~k~uuu~~nn imiod~tu~n i '~s i i s  

ni2vabaa"81aiw%u Finished product specification 



fpi%wwrm7r:m.1cn Potassium citrate -F Sodium cimte tablet m 

&.b B J l ~ $ ~ ~ f l 1 9 ~ ~ ~ ~ 7  

&b.@ ~ U ~ S ~ U I ~ R ~ I I I ~ ~ ~ Z ~ W ~ ~ ~ W ~  ~~iuamk~~i i1m1afl iu~~~~~%~0.~81181~,si~ni~er~61ui 

m u u ~ n m n m ~ ~ n i ~ u i i m ~ i M d ~ ' t d n ~ ~ ~ 1 ~ m ~ 1 ~ 1 ~ ~ n ~ s ~ ~ a ~ a 1 ~ 1 ~ ~ q 4 ~  PIWS GMP b B tu 
-2 

~3mu'IMdL~uD"~~u 
dd d 

~ b . b  fun~~m~du~iljirdi~indi~rJstrwn ~ w i r B m ~ . r i i h r u i ~ i w r i i ~ ~ 3 ~ ~ ~ ~ ~ ~ % 1 i m ~ g i u n i ~  

a 8 ~ ~ ~ w n m a r 6 ~ n i ~ ~ ~ ~ ~ i d ~ ~ n ~ w a " n ~ i ~ ~ ~ d ~ ~ ~ ~ ~ ~ a ' ~ ~ ~  Certificate of 

Pharmaceutical product 

CPI.OI ~ L U I ~ I H ( ~ ~ U L O ~ B I ~ ~ R ~ R ' ~ W : : ~ Q ' W ~ ~ % Q ~ U I ~ M ~ ~ O S ~ ~ I  

~mgl.6p ~ a m ~ m ~ a ~ ? ~ ~ ~ i ~ w ' ~ ~ i w w ~ m ~ ~ ~ ~ ~ w ~ 0 1 1  (Certificate of analysis) ~WI 

juddaf/u~ioriia 

~cn.ol.b W R ~ ~ S ~ ~ ~ L ~ T P ~ ~ ~ N ~ I W T W Q ~ U  (Raw materia0 u o ~ a u x + t ~ ~ ~ u m r  

w~slu1~u~d~~~u5uhodi~n"~va~~w8~uiata::~w~ma"rn~3~ 

g.s t ~ n n d u ~  

&$.or I U M ~ ~ ~ ~ M ~ L ~ ~ W I % I I U I ~ ~ T ~ ~  IB O 0siio4h~u?nirt(iiumnisfin~i Lon9 term 

stability ~ ~ i ~ d $ u ~ ~ ~ ~ ~ ~ t u n r ~ u u u i u i t b a t i t ~  



fp8flmrbmao4u-i Potassium citrate + Sodium citrate tabkt mu? 6 

~d (MUBZIRI ((BIU) ~ w o u C ( ~ ~ l ~ u n ~ l i n ~ ~ ~ ~ n ' o u ~ s u n " i ~ u m  lunstiisioldd 

rd.a h r r n u ~ u i a ~ $ i ~  ; i m g n ~ u ~ ~ ~ i ~ i ~ k ~ ~ a ~ ~ i ~ ~ m b ~ ~ a n " ~ ~ ~ ~ ~ n ~ ~ ~ $ a ~ a i ~ i ~ ~ q ~  



q ~ g l " & b ~ ~ a u o ~ u l  Rabies vaccine injection di m 

qaR'nwnwc~zaeta~ 
Rabies vaccine injection 

a. 488ec17 Rabies vaccine injection 
-/ 

b. q ~ ~ ~ ~ # 9 \ d  

b.m $UUU 
a 

~$l~~fl&-dinL%a'b~i%bn~4 (Cell culture Rabies vaccine) 

L ~ U  Freeze-dried substance r o i  rabies antigen 
v f ,  b~u?'n~udaiai.rn"%%~1'b6M"~b~ina'i~~u"~ (iM) ~n~?amuiauw?~q (ID) la' - 

& s r ~ ~ ~ ~ ~ ~ h ~ ~ ~ i ~ h ~ u a i ~ a % ~ u a w i ~ b a d ~ u ~ ~ ~ ~ f i ~ q 1 1 4 ' v s J " i  

b.b d?ud3anau 1]~unsu6~ug~ui Rabies antigen r b . ~  IU/dose 
3 

b.m nwurussg ~ ~ ~ Q ~ u u ~ ~ ~ ~ o ~ ~ ~ s I ~ ~ o I ~ L ~ o u ~ ~ ~ s I ~ ~ o I ~  preservative WllRUS59 a n 6 s ~  

ca dose 

b.d snin sninsq5'wBn ~3ou5cfuimmoi~Edinii b O ~ a d ~ i i m  ~~mr~i j~ul l i%ui  

l5~d~dm~~uuun1"~~dmsq 

m. ~O~RUU%~WLVW~~R 

m.a Appearance test 

m.b ~ ~ B . J I ~ U  Rabies antigen (Potency) 

6n.m Sterility test 

6n.d Pyrogen test 

sn.& Moisture content 

m.b  Residuat DNA content 

mad Bacterial endotoxins 

6n.d Bovine serum albumin 

A.~?OC~IUAIU~~E~KU Finished product specification 

'bsi14"ouwh b.8 IU/dose 

nsmiiun~ud~qIu Finished product specification 

RS?O~IUAIU~~L~IU Finished product specification 

bilzu m.o% 

ao nqdose 

'bslbqu W IU per Single human dose 

I%jb'iu go ng per Single human dose 



ip%nmxranizm4~7 Rabies vaccine injection %61 b 

. u i$wl~ lu~ lsa imI~u ~ w i r ~ a i i o d ~ f i ~ ~ ~ ~ ~ ~ ~ ~ ~ i m s ~ i u n i ~ ~ a ' m u i ~ i u ~ a " n b n ~ ~ u a u ~ % n ~ s w d ~  

tun7s~Smu7an4~n-r~n~a~a7~q~~g!v (GMP) l u ~ ~ a m ~ i d ~ ~ u o u i u  l u n ~ d d r ~ u ~ i ~ i ~ d i ~ i n  

&NI/~SLMPI ~ ~ 8 ~ ~ a & ~ ~ ~ ~ 0 ~ ~ 1 3 8 4 ~ 7 f i 3 ~ 7 u n i 5 ~ 1 ~ n u 7 m i ~ ' ~ 1 a " n ~ n ~ o i % n 1 4 d ~ ~ 1 n i ~ ~ ~ m ~ 1 u a ~  -/ 

&...a i i rnd~d~~usern ism~a~3a~s i1M '~ i~u~~ i~ i~$ ' td~aad~~~un is1au~~ iu0~n~era 'm~~~~1n  

d a u ~ i & n s s m 7 ~ ~ 1 s i s m q ~ % ~ o ~  
d 4 w  

. a i d r ~ l u o ~ ~ u u i w u s m ~ ~ u & ~ m ~ ~ ~ ~ $ u ~ u ~ ~ d ~ i ~ d i u ~ ~ u ~ ~ ~  

&& 6aadwi 

d.&.e, ~rmonfi~ia~dasi?o~~~ui~~i~or'ou m arjwussg (Packing unit) &bgupiwmuna 

s ' l u ~ ~ ~ ~ u ~ i l 1 ~ m t h ~ r n ~ u ~ ~ w r n ~ u ~ ~ 0 ~ ~ ~ ~ u ~ d a 1 d d i ~ 6 u  
d.5 nis~srrk~anirruidd~uop~ 

. u i k m " o ~ j l o i ~ C o u n i i  b 0 ciuoin.iudauou 

d.i.s.b uiynqamddwou ~ ~ ~ ~ ~ ~ r k h b u i n i w ~ i u ' b ~ 1 ~ u s a ~ w a n i s m s a ~ 4 1 f i s ~ z 6 u i ~ u d d ~ ~ a ~ v o ~  

~ ~ i r 8 ~ c r a z l u ~ a s i i G ~ m s ! ~ ~ ~ o ~ ~ ~ ~ ~ 3 " ~ q ~ ~ ~ Q w ~ m ~ i ~ u d d ~ u m  

d.b.6~1 f u n s ~ ~ ~ a u ~ i ~ n i s ~ i n i ~ ~ ~ ~ a ~ d i ~ ~ i ~ d ~ ~ o ~ ~ ~ ~ d ~ a s a ~ ~ ~ ~ ~ s i i ~ ~ i w  

v n j a u m n i ~ ~ i 7 1 ~ ~ p l a Q e ~ u 0 ~ a ~ ) t j i ~ u ~  k u ~ ~ i ~ a ~ k ~ d ~ u i i ~ u ~ n m 7 ~ ~ ~ i u a u d ~ o j a ~  
Ilw 0 n a n i s k m ~ ~ r n n r ~ u n r ~ ~ u e ~ s u w ~ ~ 0 ~ ~ i ~ ~ ~ i ~ ~ u n i s n ~ a ~ ~ r ~ s i ~ ~ ~ 6 ~ 1 i 1 u n s ~ ~  

nu~iui~~8u~plniuqa8n't~~~~~oyi% a ~ ~ u n % n i . r u o ~ ~ a u ~ ~ 1 ~ f u ~ ~ i s a i n i s ~ f l ~ 1 0  
C nn iu i lnd iac lm$ iu~z /~~0~e~~m~~f i~~p io I0 )  

d.b.d ~ ~ I ~ O X P ~ ( S U L ~ J ~ ~ ~ ~ I M U ~ O I ~  I~&'VIUIIOI~ ~3ad~~5mnis~adaua~iwrioun"ipllu~ 

d3.c sruunis%dqui6aa0u Cold chain system ~ 6 u 1 m s ~ i u ~ i u ~ n n a  GPD (Good 

Distribution Practices) ~muuamaonaiis~lssm 

dd ionrndu? 

d.d.m l u n r ~ ~ ~ ~ ~ ~ i i w r u i u i ~ i n ~ i  b il s s b ~ d h r u i ~ i ~ r i i ~ a ~ i ~ ~ ~ v i  Lon9 term 

stabiui m i ~ ~ i u b ~ u ~ ~ ~ f ~ n z ~ ~ 8 u u i u i u a m ~  

d ~ :  ~MUOTIRI ( i v i ~ )  l i ~ ~ 0 ~ ~ ~ ~ 1 ~ 8 n ~ n d ~ ~ i r i ~ u ~ 1 m n " i ~ u m  tun. r~ io ldd 

d.d.m ~ ~ Y U I U ~ ~ A T ) R  ~ ' i ~ . ~ ~ n f u ~ ~ ~ ~ ~ i a ~ d ~ ~ a b l 8 ~ ' t l ~ m b ~ u a n " p d u '  ~ U ~ - K Y V ~ ? J R I ~ I ~ N ~ U  

d.d.b ~ a n i s ~ u m s ~ o j ~ ~ s i s 6 u i d ~ i n n s u ~ ~ u i ~ [ i a ~ i n i s ~ ~ ~ a " b a i b ~ u ~ d ( r ( i ~ l ~ l i a s ~ i u  

d . ~ . ~  w~mriruriuiaijm$~n~unrf ~d~~inw"a~6rla i~1m8a' i~n~iu~aznssunisoi~is~azui  
a % s d s i a ~ r a a i v ~ ~ ~ q q i ~ x ~ ~ a ~ x v i u ~  

&.d.d ~ u i ] ~ m t l ~ i ~ ~ i n ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ a ' ~ w n e i a ~ d a u ~ 6 ~ ~ u i  



vaccine injection mu? m 



a. iabnsdnis bns~nisCm$gaa.aih.A <luau d siun is  

b. ~ d G ~ d ~ d ~ : % 1 1 ~ d ' b 6 C ~ < m a ~ ~  d,Gmo,dGb.Go UIM 

m. iud~imumsininai.r (s ini i idGs) G nsnginu b m i  

m.m Alfuzosin mo m9 XL tablet (mo tablet) s in i f la id% ddo.do u i ~ / n a g d  

m.b Tamsulosin o.d my ocas capsule (mo capsule) %ininaid% dbo.dd uiw/vial 

m.m Potassium citrate + Sodium citrate tablet (moo tablet) sininaid% 

&fl~n&.-uiw/nags 

m.d Rabies vaccine injection %ininaid% b i d . b &  uiw/aam 

d. ~ ~ v a ~ d u i " ~ 1 d s i n i n a i d  ( s i n i t ~ i d ~ d )  

d.n siunisd m - m ~~~insinidLnubntdM~dqmniu~us:u:~aai b O.ruds:uim 

m.b siunisf! d ~iusiniflai~rs1iuds~nifia~~n~:nssunisw"wuis:uuui~~~~m~ 
v A v o  

G. 5 1 ~ ~ ~ L ~ l ~ ~ 1 ~ ~ ~ l ~ ~ ~ ~ l ~ l ~ a l d  ( 5 1 ~ 1 1 ~ 1 d ~ d )  YflRU 

a.o uiuyy~du vytAn 

~ . b  ui~aia~%urs1~ q'fld5:ba?~ 

~ . m  uidaia5yyCrs16 fi%irs1% 


