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Lercanidipine Hydrochtoride loo mg film-coated tabtet

J
o. t0U1 Lercanidipine Hydrochloride bo mg fitm-coated tablet

*.!r
b. qilauuslT?[lJ

Lo.o ;rJtttlttt{iuffiourrnra'arf,l;il (Film-coated tabl.et) ;iruYlYurJ:yyrru!

b.to tu o ufin !:vnol6'ran-rur Lercanidipine Hydrochloride lsro mg

Io. ar u : : otL rrzu {il q afr il rl o r riu rra I rra y n? I }rduj

b.d ila1n5vL

- lunci0{L::nfirue{ :vr fi ou'r rirurl:snol6'rarrirriry n?1lLt:,t iuzufior
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en. fl tUdlJU OYl1.: !fl nUn

zuanr:n:roiun:rvr.iqrunrnr{lutrJnu finished product specification Ltay drug substance
. .iq e 4 
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'specrlrcation l,.1LFtQovtvtLluufl0arufl{1un[uufl::[.Jfl1:olytitLauul n:vyt:?{a1o't:ilat
cn.o Finished product specifi cation

o. ldentification rt:?a,Jru

le. rJilrrun-':ureirn'ry c(d.o - ood.oolo LA of Lercanidipine

6n. Dissolution test Q = erioolo at dd minutes

d. Disintegration time < od minutes

d. Total impurities < o.strdo/o

JrJ
d. t.:ouLljou.l

o. LOflfl'trfl'r:tdYr.lor.gcyrnduvrvuluusirirurrfiorirr,trlralul:urilfltiluuaudruol (dec|.are) uurilzuf;n
q o u X d o u 4y

o.o"Lldrfirun1:f,uvtuLe uuor"rir:ur ld'ruri vru.t r1u.en ytu.d uio u.lsr ri6'rurrin:ni
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nYol finished product specification uay/u6o drug substance specification
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dna*eteioriltonar:f!:o.rl.Jrer:o'runr:r.Jdnurpt1r.J146i'nrnil?irravTSnl:vt-n-'Lunr:2n^mut PIClSUd

(PharmaceuticaI lnspection Co-operation Scheme)Inruyu':ulru PICIS participating authorities
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9

011,1'l:LIAU U1 n:YVl:'l{416'l:tUat
i

a. n-':odrra'r
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Manidipine Hydrochtoride oo mg tabtet

J
o. toUl Manldipine Hydrochlolde oro mg tablet

Ie. qfuailu5yhlil
cl, d

b. o utlua r rfi otfl oYl!:vvrru
io.to lu o rfio l:vnord':an-rar Manidipine Hydrochroride oo mg tablet
.6)
b. en Lt i r Q tu rrzu liJ o afr r,r fl o I rYu rua o,,o r.r,, u d,
b.a aarn:vl
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spectltcatron fl{Loao14utlluufil0alun{luFtilun::!fl't:0't1415LLauu't fl:yv]:1{a15r:tual
m.o Finished product specification

o. ldentification n:?a,Jlu

b. rJilrrun-':ureirrirg c(lo.o - ood.o o/o LA of Manidipine

6n. Dissolution test Not less than erdolo (Q) in aA minutes

d. Related Substance Not more than o.erolo

JrJ
d. t.:ouLljoul

o. Loflfirrfl't:tfrYuoucprnduvrvufluuoi'rilurrfiodrrarirulul:urufltiluuaydrruor.r (declare) ruuei.rzufrn
ooux

o. o "Lr 
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1dr...,yo
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specification) n:nivrroaivudr{n'r:tlaruurrlarrrri1tlrfrrrmrLavelo{rrullLoflar:nrirorr#h (u.a) lr
niol finished product specification ttau/uEo drug substance specification

b. ro na1:;1l:o{}.1'tFt:E'tunl:0.Ja9l u't
YaV4

,.Jr.laFlFlo{}.lLonA1::11:0.11.1'lg1:o1un15zuaFlulF]'tl.tyantnildttaviSnr:yt^n'lunt:na'nUr PIClSUd

(PharmaceuticaI lnspection Co-operation Scheme)Tourauru{'tu PIClS participating authorities
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qe4 i, 6 v , Y e a
Lt Lunl:ftaa ur:uya{ t!unto ur lvNtolzu zua n ur9!

en.en i'l6flllFl*rrur [ong term stability maoodr{o'ru^1Jo{uryrtduvryrr]aul{rilefrrin{tunruyn::iln1:
9

01141: ttAy U',t n:uVt:'],:A1D't:fufi I
I

<. 6'rodxar
v , u t v t-i dritfiuO:1n1fi]0{ff{Fl?0u1{u1oul{uoU en vritu!::oJYil% frrrtiun-':rrvrurran{:luavro^arrkin:lfiru

;. q u y
arr.rfrriruuo'Luri'r'rlonrual116ri'rtthit6'uuavfi1un1:zueorrfiu?rYurir"luria *."
d. ar:l:yriu.*n',*L',fi eiwor.r

1yt

a. o iu3 u o r u r o r s r fr ri w o u r1o r u,r6 otri rio a n i r oro rd o u rir o r n iurir r o lq

.;ty
d.le u1?ln{?ofreillol ovot'oleilrirrurnt,rriruhil:olzuanr:or:roiro:rvriariufidwor.tq-

- a< ' i , d' , a d
d.en fllfuYll4u?u:'1"i1fl'l:111fl''l:al.JFlloursurvta{}]01_ttll0a{n:'lolLo:'tv14Fl[ut]r1,! 14u?u5rtfl't:oc?ir

v4 V u
uu{ao:o{fl0rt?oul.lul Ioufrfr'"utu qvFlorrirururirdnsrrtLliru':ufiytira:rrnr:ailn:roiun:rvr.irrayr{lu

#ilfrotolrirhisiru"Lunr:otr'raerFr:1v#nrunrn n:niyr'vruirurt:.ir{Jutrjnlilnru#nuilvranry yrira
!iq

^ 
jq ,- t y y a , a:ltn1:toa{rufruB1tlilt'lor:rurnr:tau0:rFnu'rd'rndrrrorfrrfiuofrr'tu rrav/yiofrzufrniunilriohl

v y - ,.j " 
j

a.a {truovriosiltlauuulnrralu?uvrv!!r:ruyr ufioarln#uilqotu yiorfiornonr:ra'oranryrritu
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Esomeprazote lEo mg gastro-resistant tabtet

J
o. toEJl Esomeprazole Ioo mg gastro-resistant tablet
to. qruaudfivr":hJ

d,d
to. o rtl u u r ufi o t fr er il rJ : y vt 1 u : rl Lru lh^i urm n 6'r"Lu n : u Ll\.r y o I y.t :!

to.b lu o rfio !:vnolpirarirur Esomeprazole bo mg

b. or 1t : : o"[u uzu rt] n a fi u rJ o I riu ua I uo r.r.,, du

Ie.d AAln:U!

- uunrior!::!flru,?4 :vr 6o ur airurj:y norfr'.: urrirriru n?1lr Lr:.: iuzuFmlit'

iuur q o r u ra r fi zu a n ua v ra r y v rfi a u m"r ir u r 1{r-o ro u

- 111.lflf iJu!::qfifr'lrzuiaurodxriou6'or:vrfiourutof,ouxnr:6r ritur.J:vnol6'rur
r{r dry nrruou ;rru m r u ira y rarfi r.r 6 or t{rior rou

cA
m. FlfUdlJU9lYll{ lYln1Jn

nanl:rl:roitn:rvliqrunrtr{luhinrl finished product specification LLay drug substance
-. -i q v o 

t 
'specrtrcatton 1J{LoQFlvivtlJUuFl0a'lun{1!Frilyn::}]nl:0'1141:lLayul n:u11:?{a15't5fua?

sn.o Finished product specification

o. ldentification a:?or.iru

Ie. lSlrrun-':urrirn'ry e(en.o - ood.o o/o LA of Esomeprazole

6n. Dissolution test Not less than e.ro7o (Q) in eno minutes

d. Related Substances

- Any know individual Not more than o.dolo

- Any other individual Not more than o.bo/o

- Total amount Not more than bolo

JrJ
d. t{oul,ljou.l

o. toflfi'trn't:ki:-uouryrmduvrvrfluuor'ri!urrfiodrrar-lrulul:vrvrflliluuavdrrrol (decl.are) uydszu6n
o ou 3

o.o'[r:eirn'runr:f,ulrvur-t^uuol"r:-lar leiruri vru.t ytu.en ylu.d u5o u.to rudrrrrin:niuu
.6)o<449duutA

or.[o LUflll]oljuvlvtllUUU'I YlU.o 1450 U.o 11:0!:1UAut0Ufl14?10n1:Fr?LnilFriunlilto{zudaflrUqrtmrlli
1 d rr. , v ot-uvlvtrluu (finished product specification) uavtion"ruuoorunlilto.it-mnn^u (drug substance

specification) n:njvtrou':vudr{n1:uilaruuurJarrrrThLurilumravelo{rruLlronat:nr:rorrff1t (u.a) :rr

lliol finished prodrci specification ttay/uio drug substance specification

b. ro nar:iLJ:o.1u1Fl:51unr:r.Ja9l u't
9 A v 4 v d ad d,oo

zu.zuartnosiltonat:fu:o{ulniorun'r:r.JdrturFlr}.iua"nrnil?iuau?-Sn't:1An-'Lunr:r.rdnu1 PtClS
!d

(PharmaceuticaI lnspection Co-operation Scheme)Iouuurarru PIClS participating authorities

afi d r q n n r lr : o ! n 1 : er i? a a o u lor u fi zu a n 
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6n. tofl Al:Fr[ua-ntgfuvtol Urfi tauO:rnr
9

en.o i'10fl'r5Ft:rqiun:rvvi'nrunrnnAnn-rudurrirrSo;lror(2a^n (Certificate of analysis of finished
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Lansoprazote cno mg orodispersible tablet

J
o. toUl Lansoprazole sno mg orodispersible tablet
b. nzuauffivr-:trj

d,d
b.o rt]uur rfi qrfi n:-Lrl:yyru

ter.iq tu o tfin rJ:vnor.-lfrran-'lat Lansoprazote 6no mg

b. m l ::o"Lu rrzultl pr afi yr rl o I riu rral rro, ur.,rduI

b.d aalfl:vlj
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m.o Finished product specification

o. ldentification n:?a,.i'tu

Ie. rJilrru6":arr{rriry den.o - ooer/.o o/o LA of Lansoprazole

6n. Dissolution test

- lu Acid Stage Not less than ooo/o (Q) in uo minutes

- tu Buffer Stage Not less than erd% (Q) in <a minutes

d. Related Substances

- Sulfone Analogue Not more than o.dolo

- Total Not more than o.bolo
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(PharmaceuticaI lnspection Co-operation Scheme)louuuru.iru PIClS participating authorities
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Gemigliptin do mg film-coated tablet

J
o. toUl Gemlg[iptin do mg film-coated tablet

le. nfuaildfiyl-?lil
cl, ca d a,d

b. ol :U ttuu ttlu til et u r tn a olill a r ( Fi l. m -coated ta bl.et) rirrair:ilrj : vvr ru!

to.to "Lu o ffio l:ynoufr':un-rur Gemigliptin Tratrate do mg

[o. en 1t rrllu rrzult] qafr yt
I

Ie.d AAln:YL
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en. frm?lUlJTyrIrynfin

zuanr:n:roitn:rvvirrrunrur{luttlrtu finished product specification LLay drug substance
- jqv d

spectlrcatton lJ{LoQFrylvtljUun0arufl.l'tun[uufl::}]fl1T0114't:ttauul fl:yv]:?{fi't5r:[uafl

sn.o Finished product specifi cation

ol. ldentification Ft:roairu

Le. rJirLrrud'rurrirfiry e(d.o - o,o&..oo/o LA of Gemigliptin

6n. Dissolution test Q = doo/oat eno minutes

d. Organic impurities

Total < en.oolo

d. Water content < d.oo/o

JrJ
d. t{ouLtoul

o. toflfittfl't:triYuouiurnduvrrrflauor'r:-!urufrosirurjralur]:vrilfltiluutaua"rrunr (decl.are) rrudlzufrsrqU
oouS

".""ha'rf,runr:fiuvrvrr-t'rrusr'r:-lar 
leirrri vru.to ytu.en ylu.d yBo u.lo rr#rrurin:fi

4rdvlavdf
o.to hrirtof,ulivufiuuu'r yru.o vio 4.. nior:ruavrdaofi'rdonl:Frl!n!nilfl'rl\1ro{0raanrudnuy
g d ,-. . , y ot-ultvttt-au (finished product specification) utav'iion"lvtunnrrunllIlJo.t?-nqn^r (drug substance

specification) n:nifioqi:vu'irrnr:ttlaJaurilarrr#l"um:rrfrrovrlorrrurronar:nr:ro*rih (u.a) rLr

vliol finished product specification tuav/uio drug substance specification
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(PharmaceuticaI Inspection Co-operation Scheme)louraurulru PIClS participating authorities
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