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dosr Manidipine Hydrochloride loo mg
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o. o :rj ur..r r.t rtl u uei o u'r (Ta b t et) ;{r y Yr.l il rJ : v vr r u!

o.Lq airul:vnou l:vnolJeirsrirur Manidipine HCL filSxlrrud'rul bo mg lu ol lfin

o. en i-l'trllt v1J : :q lu lrzu rij n afr vr fl ol niu n r r :rdu
9

o.d efllfl - !!r.t.iu't : :vlfionr:61 tuloF]?.trl*:.1 iuzufrn iuylnorU uatfizuani - _- 
i

- nriotsr : fitonar:rirri!ur!::qlundorur rrauuunrlluylJ::Q odxriou olor:vuflorLrvrioc i i --

Au
f,ovrlnr:fir airul:vnorumvturaFyrllunluo.lul uarfi rufrn iufiuoru rmyunwrvrrluuoiriusrlidouou

q

b. q6udilfa^urtrmnfin

tlanl:n:?aiun:rvvi'ocunrr,nrr{iutrjnrl finished product specification LLau Specification of ActiveI

pharmaceutical. ingredient (APl) fid'rl6sornrn#'url.riralilrn^urn1u filtd'oovrvirluurjoa{rrinrlunruuni:}lfl.r:
y3
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(a.rl : v n r nluil t fr a a't t,l ru n rgriufi oLE n tt n I Tiuti r€raub)q9

b.o Finished product specification (JP)

v
lJ0 Test ltems Specifications

6). ldentiflcation Comptied with flnished product speciftcation

tcr. Assay db.o-ood.o0lo of the [abe[ed amount of Manidipine HCL

6n. Uniformity of dosage units Meet the requirement

q. Dissotution test* Not tess than eildolo of the labeted amount is dissolved

in dd minutes
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v
lJO Test ltems Specifications

o. ldentification Complied with the standard

b. Assay (on the dried basis) eid.dolo-ooo .oo/o of Manidipine HCL

6n. Loss on drying Not more than o.dolo (.g fiqruranfr ood " C lutrar < rillll )

d. Residue on lgnition Not more than o.loolo (og)

g- Purity

A. Heavry metal Not more than oo ppm

B. Arsenic Not more than o ppm

C. Each Retated substances Not more than o.lerolo

D. TotaI retated substances Not more than o.eqlolo

Melting point ' irr:tri" C
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b.b Specification of Active pharmaceuticaI ingredient (APl):

14tl'lu[149] NMT = not more than

"r.i'rdo Dissotution uau Uniformity of dosage units l#tturronar:rrao{:ruaurduar.ranl:n:'ta
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- Specification of Active pharmaceutical ingredient (APl) frqr:rurqrnhirn:rvv{to.w1'rufrn Active

pharmaceuticaI ingredient (APl) raiotliln:rvvi' Active pharmaceutical. ingredient (APl)
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6n.d)6{'ttu'tliritfioil:olllFt:ilun1:2a^nurnur,ra-nlnruq4'i8nr:fifilunr:zuanur (Good Manufacturing

Practice (GMP))tur,rrrnfrufiurdorfi'!urfirauo (auirrirqnn'rl.r:o1tflr:er:roaoulnu#roqjtudxrrar

nr:ir :o.r) Tn u rlorrJ:y nou6'r u

en.d.o. r{rrutarilfioYl:otrrn:q'runr:zufrnurnr:tydnrnru",4i6nr:fifitunr:zufrminn6!fr'rEJ16{rriru

(Certificate of GMP Active pf'Jrruc"rticat lngredient (Apt))

en.d.b. rirrurvritdoil:otlrn:qrunr:zu6narnuudnrnrucii3nr:fi61unr:2a'ptzufrmfiru"r4sr

e{rr5o;rJ (Certificate of GMP rin',lf,"O product)

en.u) lun:nir{iuErrdrtdrornrirrl:vrvrorizuan6'orfia'rruru#rfioYr:orzuani'ruei (certiftcate of

pharmaceutical products , CPP) r,r€orarirf,oir:ornr:siruilru (Certificate of free sates,CFS)luyllnar
;-
fr tauorr u alTla' ra n sn l : o ! n 1 : n i ? a a o uTn u fi zu a il : o r fi r iurj : v n 1 fl il i v n ? o :'r n 1

<.el) iiruuurtn:otul-nnou6'rure{rn'cy (Active Pharmaceutical. lngredient) uavzu6nfiruq{ureiri5o;rJ

(Finished Product Specification)Iou:vrlrfr:rur (Pharmacopoeia) filddrl6lnr:irn:rvdTquu',rrU,u

odrlriou6'orr{JuhJsrr:rdorirvrupruavtt'rarf,'rurornr:iun:rsr,{turir:rurlnFir:rurufir nrrl:vnrrr
n:vvr :?.iar:or:euat tior :vr cir:r ur

en.c) a'ruurvritfioil:otzuanr:itn:rvr,{ (Certificate of Anatysis (CoA))Iou6'ouJ:yno!6'ru

en.a.o citlutvfifioil:olzuanr:itn:'rvr,i' (Certificate of Analysis of Active PharmaceuticaI

I ngredient (APt)) Tpru6'olrJ:vnou6'r€r

en. a. b c{r uu r ufi fi o iu : o I n a n r :i r n : r v r,i r-n q 6 u 6'r u r rir riry ( S u p p t i e r)

en.c.en eirtutrarilf;oil:orzunnt:iun:rvr,ir-nqFrn-rureirriry row.izuanfiruoiurr{ruiogrJ (Manufacturer)

en.x) druururilfioi:.t:olzuanr:itn:rsvizufrrui'ruq4uraitSqrJ (Certificate of Anatysis of Finished product)
,^d

tonzuzua=nzudn urdr 15o:r.J (Ma nufacturer)

en.oo) tonar:6utiunru#rLrnTud:vu'irriunr:2a^nror{nn6ld'rarr{rriry (drug substance) uaviunr:2frn

t or zu fr m firu.?i'eir uE o ;rJ ( Fi n i s h e d p rod u ct)fihTtu n I : zu 6 n u r i ufi dllr o u

n ru v n : :u n r : ritau q :r cJ a v 16 u n n 6u 6'n ufu u [a il 1 y ?J o.r s 1
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6n.oto) dr uur ro nar: Lrarl{ rJn nt:fi nur nr rlnl oir (Sta bi l.ity data)

en.olE) r{rturtonar:ttan{tiant:finrgrnrunrn-r:vuvurr (Long term stability data) ASEAN guidel.ine

qiruru r iunr:rufror

en.oen) drturtonar:utantzuanr:finurnmrnrsr''rluanrrvrir(Acceterated stabil.ity data),fruru * iunr:2frpr

en.od) druurtonar:tLaa{fl1:iloaolnr:u-nutjrnTrffiour (Splitting Tabl.ets with FunctionaI Scoring Test)

LLavnliayaluorudorirr,ruqflo{ USp r,r3o USFDA odxriou rn iunr:zufrm

en.od) r{rturzuaitn:rvviur * iunr:zuan (frnr:n:reirn:rvdn:lvrnu-rdon:rnrrrir:rurfidrrdr)

Tn a ri'oqJfr lG n'tr I So/l EC o6,rotsd fihfld {zufr n

en.ob) ;{rrurr,rrilfioiu:o.l:trn:oruri'orrJflu-frn1: lSo/tEC os'lolod 6'runr:yoaolzu6nfiruqi'u1tu:rEJnr:
i

u''11,1tau0

.-i
en.oe'/) tondl:Ou 5l

en.oe'/.o n:fiurfruauolrjldurd'uurul (originaidrugs) 6'orfiuoflarir.rnfl1:finrsr bioequivalence ro{
;'dduyY',

U'lYLAUO:lfl'lL!:UlJtVlUUn!U'tFt1-JttUrJ Vtt fasting condition Ulay fed condition

en.oe"/.lo n:fi1{Juurfi6'o{nvarEJllav/utordooxriould 6'orfizuanr:finuln?1tJFr{dn'rj/\yd{nri

avnruttnv/vtiotdoqx lun-rriravarurirr 1 n:rfrruunvaoprnfrorrilronar:rirrYlur

en.oe.i.en frzuanr:rJ:vdu Risk assessment (Elemental. impurity) tolzufrprniruqiurriruSq:rJ lnu
t ,aua !q 
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o). urfr'odoraua6otirioun'jr o fl rilqrniufrdrrorurumv6'ovi.rd'roeir{u.ror,i'r{fiou ro r,rrJrur::qn1ru"ai'
I

lo). urlntntnr:zufrrrfidrrorl't#rrrianrriur ov6'orfic{rrurrarirf,oYu:olzunnr:irn:rvd (Certificate of

Anatysis (CoA))

*). ri'truov6'orfi1u0u€Joilir.lrila^uuurufioarlndyrprorur,riorfiorfrrrnr:lfioramylrioutirl4unmrufruruoE.r
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