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I. identification
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3" Degradation prolu.t,
- Y244

- Each other degradation products

- Total of degradation products

4. Uniformity of dosage units

5. Uniformity of mass on the half-tablets

6. Dissolution test

- 2 Hour

- 4 hour

- 12 hour

7. Dissolution (half tablet)

- 2 Hour

- 4 hour

- 1,2 hour

pt :'l a t'ilurt llJ Fi n ish prod u ct s pecification

950/o - 1050/o Label amount of Glictazide

Not more than 0.270

Not more than 0.2o/o

Not more than 0.470

stT?at'iru Finish product specification

er5?atiru Finish product specification

Bo/o - 29o/o

31o/o - 5lo/o

Not less than 857o

Ba/o - 28o/a

3to/o - 5la/o

Not less than B57o

. i q^A/
(nrilo) .......... ..... ..f .:..................."r1:u6'run::ilnr:

(urarlegor uucid.r)
d j y

u't u ttvlvtu t%u?ljlt'J o}ut-ttfl ::il fi 1?10r u:n: :il- /l 1/jY(n{10) .fl:::tnr:
(ururJ:r1rvrrl il:rJndtrlL)

ci v u
u't u ttl\vt u tlJu? lJ'r 6-rJ fi"tu t?1Jfl :Tti a111 fi a u n::3.t

f' n::ilnr:
(uruooH *ri'iiurrln)

rn d'rn :rirur eU nr:fr rfl u 6'ru rn #ra ::rrrfr fr n

(n{10)

t/3



-2,
j{j
i{au LU€.}1J61

1. raflff"t:fl''r:td{uaururorduvivufruur{rYuslrfiod'ruil'rfltud:urilfitileJ ufisdxuer{ (decl.are) tLud{aiea
9V

q o u 3 d o u 4, I a Y t 4
I.1" Lle{lnfunt:truvrvrr,rUrrElr:1rur tfittn ilu.2 vtu.3'nu"4 uia il.2 Ltc']ttfln:6u

t.2 lurir"uofiuvryrfiuler'rilr.rr r,ru.1 yio u.i il;arirsnsrdaprr.l':{onr:nrrnilarun.rl\lrorzufrnfie,iE{srufifiu
1q

yvrfluu (flnished product speclfication) u,nv {oriivunnreut'r?{to.i;Frnfr! (drug substance specification)
ai

fl:ilfr0u:vyirrnr:ur-ldaLrlla{Luil?lfrrrfru qsfrotlu!!taflai:n'r:lroLri1t (a"s) ilrv{io}.r rnishec product
TJ

specification ulnv/uio druq substance speci[ication

?. iarrnr:Yuiotil1nrfi'ru*1Tr{fi ptu1

v 
^ 

v d v 6 ad i,
r^i f{ n n Ft o .t 1r t 0 n a 1 : ir: : o { :..r i 9t x f, 1 1.J i 'r T ri 6 fl u r 9r r :J }4 a n r fl cJ 14 Lr n v ? fi n 1 : x,r 61u n 1 : zu a a a ^: P lcls
Ud

(Pharmaceutical inscection Co-operation Scheme) lnuvrirulru PiClS participating a,:tncrities

ari'urir4ornril:o!nlTeli'JafioL Inuflzuan::Yr::o.rfiriur::vfl'rril;un?n:rnrArSflxr:ofrnai (e-bicdirg)
I

i. ranff 1TFrflJdnuruvratu'rd rauorrBn
c

3.1 tJnil1:Fn?oiue,:rvdnr*tr'rilzuAnfrrudur;{tio;r-lzo.rfrzufrn (Cei'tlficate of analysis of firished
9Ua

orcd uct) tur r !u'i ;i r,{J u n-, o tj r r

3.2 zunnr:n:'rnitn:rvlinrunrr,rinaFrrolfrrlra{rff4 (Ce i'tificate of anaLysis cf drug substance)19
&w i ' ci, u ' ."' v a , a v I
lrLtLunr:p.JaFtur:,lvtfi{tlj1"tfir?cui{ vr{"d0r tiilarut [frv i.]i,rfiFr?Fr6tftu

3.3 u-ernar:uior,rdnqrus*u#unrrtr#r'rTud:vr,o'lrriunr:26n ro'iinn6,J-cjcrfrrurr{rdry (drug sunstance)

ila z.zn-r iu n rl zu fr n I o { ft A n r-r euq4u r 6{r l* r ;l io n,, 
^ " 

o o.oo r.t) ila z. tqU

3.1'- zunnr:finur l'ong term stab]lity flnoat']rorqtora-"fifiuvrvu]uu't{n'r-rr{rrinrun6uvn;::.ril-i;or14r:

LLA v U',r fl Tvyi:'ti 41fi r 1[ufi fl

3.5 zunnr:iln:rvrir,ttozunnr:frnrgreiruarfifrtorrrnr:.#:donr'rarrinyr'riyrnflnrfioflnr:rXniiirl:lqur
t9

l'retfizunnr:iter;r"td,/nnni:frntsifrotl#zuar{lutrrFrrL Flnish prcducr specification vnrj:vnr:

+" ffrodrtsr
vvv^J&c^a
ntruFro.ifi{a:aur.ru'roF-ri.:uou ./ uu'ru1J::aflruel i.utiud:lrvr!rLan{:runsrduprtfr'n;t.lfiruU1

io ur '

Fn il il n rvu Fr tufr'r {o n ru ar fF rlnt'J {r r #u rua v fr *u fl r : zu n n rfi u'r,{u,{uludo a. t9C

o4u
n ru u n 5T N n 1 5 n 1 u u Fi : 1 u a y L8 u a fl 6u ff ft u ru y Lo?{jl & tJ o { eJ "r

(rrfio) \,X l:vtrun::rnr:
iuruqrynr *tdr)

ao' y
ulurty'{vrurt1u?%r4j filuri%a1:il fir?:o'tfl:fl::i.l

I
/!

(niflc) V .fl::!'r'r:
(urar-l:r1lud'J:"1 nrfu r:r)

ai t o)

uI u rtl\vr u 111 ux %r 6u Ft Ir L't"5r : :3.i a r ?r Fia EJ il::u

(n i10) n:;:"in1;
(UtlOfU Llia:,,--o\. 

I 
d6coll6l/'

U O A Y O AA

tn a % n :% i 1t I 6u fl I :?,1 tfi 19 n I u ttl fi t n :::-l n a u n t/5



-3-

5. n"r:r.j:vfrunrunrvr srfi drruau
u,

s. t iu?uo r u ? o { I 1 fi riw o r B1o r rva* oh^irio u n"i r 12 riau rir o r niud w or
i

5.2 uryinrrprfieiwor qvfr'oceir6irrurnlilci'ru"[r:ir:o.rzunn1:F]:'rairn:rvriuriufieirtroutov.ir"rfrn
99U
ai , o , i ' i d t o u 4

5.3 n:fUVl1,1U'lU:11n1:yl1n15q:.lA'l0Ul{UIYA{:-JO1JLl\Aa{n:'lQ'ltFl:lvYFl6uJl'lV\ 14U1U5lljfl154U?l1X4U{40
eursvv'-ido;'
:0{lJO9l?0U1{U'l lAUP.llJ'lUQYFl0{4.i8'lt1 :.l0flFll3.lalU'11J111,1U?U:1lJfl'.]5fi.1fi]:'lA?!F]:1Uv IAvLUU

rifufiprror.lrirtridrutunl:n:?aern:rv?inrurril nrfifiilr'irurtrir{Jutlsrrrnrufinrgruvrav,{1vutl

uilru:rtnr:rod.i'ruAvrBhjY!frqr:ru'rfllTrauorrpnurd'{nrir'rrornitru unv/rniofr'nrfrmluni.rriohi!s
vv4J^4'

5.4 {truqvd'oruarxtonflr:nl:;!rlfruua'rrfiour"Ln#r,i:rnoru uSotfrotilanr:tAox.ldu'ry{fr'rur-i:vni:ln'lU9
ros'

fl oufl 'r14uo rer utilfi Ltoutt

(ururlrgor uddr)
<)

ul u ttl,{v] u L% u?fl 1 ru fl 'ru L'rlJfl ::3.r fi 1lJ101 u:fl ::x.l

.i f/(n{r0) :...."...............n::ilfl'r:

turul:lTxrilri tJ:rJ ndrrtr)
ai v v

ul u Ltl\vr u tlJ u'tlJ'r 6u frlu t?lJn:::.r fi l?1 F1fl u fi::i.l

,4/
(arfio) . .... . . .. .. ..(.............. .....n:::in'r:

,v^(u'tLoo].t ttl,l't:Lvfl a)
AY

Ifl fi lJ fl :lJ 1U I fU n r :fl tfl 19 9t't U m A ?J n : :X.r n A U n

n6usn::8,ll't''t5fi1x4u9t:1 uas 16u n nflJfr'nuilu rav{''rstJo{ u'r

. r. btai?rot .r..tc:-"r.1:vorun::rnr:
t.,

3/3


