
utd

?9rflu:uel{Ft

-

:luavrAuq n ru#nuruvtav{'ruto.: u'rI

Manidipine Hydrochtoride bo mg Tabtet

rfio"LrT[unr:rirrinfnurro{dnlfuT:nvr:rronfirr{Juanrfluranrvurrdrul:rrrJoo uavfi'r'lo

dogr Manidipine Hydrochl.oride loo rng

o. nruaurifir,rrrtrj

o. o itj ttu u ttJ u rfi pr ur (Ta b l.et) e{r r,r il il rJ : vvr r u!

o.to eirul:vno! l:unou6'rua'rur Manidipine HCL fiil3!'tilfrrur too mg lu r rfin
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q
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b. n [udtJUgrvt'l{ ru nun

tJanl:Fl:?aeun:rvviqrunrr,rrr{Jutr.Jnu finished product specification lLnv Specification of Active

pharmaceutical ingredient (APl) fidxdrornrndtsiri!a!i!rdurriu drt6'oervrvll^uurior{rrinrluFrruufl::iln1:
Y X - o v Aqvsu a y d, v -i a , 4 q a o v
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(n qJ :s n r nlu:'r t n a {1 u ru nrcriufi otE fl :J n trTuii t"auu )ti

b.o Finished product specification (JP)

v
lJ0 Test ltems Specifications

o. ldentification Complied with finished product specification

b. Assay c(b.o-ood.o0lo of the labeled amount of Manidipine HCL

6n. Uniformity of dosage units Meet the requirement

d. Dissotution test* Not less than etdolo of the tabeted amount is dissolved

in <a minutes
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vta Test ltems Specifications

o. ldentiflcation Comptied with the standard

Ie. Assay (on the dried basis) cld.dolo-ooo .oo/o of Ma nid ipi ne HCL

6n. Loss on drying Not more than o.dolo (rg fiqruu4fi ooa 'C lurrar a drTl.r )

(q. Residue on lgnition Not more than o.bo/o (og)

g. Purity

A. Heavy metal Not more than oo ppm

B. Arsenic Not more than o ppm

C. Each Related substances Not more than o.loolo

D. Total related substances Not more than o.e'rlolo

b. MeLting point ' ,a-- i€r)()ttj L

-b-
b.b Specification of Active pharmaceuticaI ingredient (APl):

143J1Ut1491 NMT = not more than

"fi'rtjo Dissotution ttnu Uniformity of dosage units lri'lrurronal:rrao{:runvrduqzunfll:Fr:'ra
a d Auv v a A; a.itn:rvvt r,rrnr^1d*o't:ruastduprfruflun'rrattfluh CoA urfid'oodlundl gcs ctass ls 6'olail Dissotution test!q

odxriou en batch n1:ruAer

- n:fifionvrvuiuuu6'tnr:t{u (waive) nr:n:roaouirn:rvv{:runrrlrrt#durrffn{rona'}:ua-n61u
Auv- u^v

Ft{ na'l?vt Lo:lJ ouil Ft a? u

- Specification of Active pharmaceutical ingredient (APl) fior:rurornhitn:rvv{totrizufin Active
U

pharmaceutical. ingredient (APl) ratohirnr:rvli Active pharmaceutical. ingredient (APl)
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m. n1:d:urfi uriT il:vf, vrBnrnsia:rnt (Price Performance)
a'

:luautdunrtriltona'r: tior nr:l:vrfrunirrJ:vfiyrBnrnsio:rnrr (Price Performance)
dom a

d. lofl 611:vt [u [un1:]ro1:6u1

' u,3
tonalTvt*LffLun'r:1iat:il'rFr6un1n u{fi'Gurrir6'urond'riv,/;or:vu1r:J'rurarronarrnlilnra!r}{ero LlJu3q

<. o) dr rur lo na'r:rit fitL u't nlu1tyt u rra u/uion'turdlnqrv
6, dja6l 
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y v d y t qy i 
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i ' A ou t qv y v qv d y

Ftfuvn::].Jn1:0'1141:tLavu't 14ttaF]{?'tu11.Juu1J01J.1LlJ lJ0Ft?i:v?{ ?014't!1fl tvtuljtvt'tfluul0}!tL!1J

tut ur pr u r fi hTLu n r : in ur rvi 
T fi'u ra v fi n r : : u u do n r r :r r fi o u n r :ldu rl{Lu ro n a r : ri'ri! u 1

q

<.tE) drtu'ttonff'r:n1:ttdn{{oFr'r'r!uuaalnro{n.rfluv1Ji:1 (urzurarrravnriorur) nrilfrlfrfiuilvrfiuuti

<.*) drturrirtoduvvrfluue{rir-Jur (iuur vt.u.o u3o u.o) n:!ilnilfir vrior:ruavrdunnru6'nrg6uuLavnv!t

1o{uldlLEa:rJttavriorirvuFrxJtrrio'ru?otiBnr:iun:rvdur (Finished Product Specification and Anatytical

Procedures) fifluvrvrfluuti Terafro.rdrrdroirirlUrfiil:vn1fln:svr:?{a1or:fuarYl:oq,riohailn'itJ:vnrrr
I
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"Luvr v rfi uu siriu ur ( ru-ru a. a) l r n io:r ri'u 6'r u
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d.d.o. n:rifi urzufi nlurj:v rvrntvru (vt rJ.b)
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U4
<.4) dturufisfroi!:ocu'rFr:Frunr:tJfimurnuun'ntncuq{i6n1:fr6tunr:zufrnur (Good Manufacturing

:
Practice (GMP)) lur,tilrnfirflurdorrirurfirauo (arjreirqormlil:oun'r:Fr:roaouToruflroqjlutir.:lrar

nr:ir-r:or) Iprufr'orl:v nou 6'r u

d.d.o. r{rruTvrirf;oiu:ourrr:orunr:zufrnurnrrua-nrncuqi'iBnr:dfitunr:zufiniprn6r6'rurr{rdru1u

(Certificate of GMP Active pf'ur]t'u."rtical. lngredient (APl))

d. d.b. ;{r uurrarirf;ofu:orrr n:orunr:zufi n ur nrilud'n rn ru.}i'i6nr:fr61u nr:26n zufr nricu.?4'ur

;{rrStrri (Certificate of GMP rinisled Product)g

a.u) lun:fiufluurrirrrirornrirrl:vuvrrtrizufrnfr'orfidruurrafirf;o:-r.L:o'rzu6nfieu",i'(Certificate of
U

pharmaceuticaI products, CPP) r,rSorarilf,oil:ornr:siruilru (Certificate of free sa[es,CFS)"Luvilrnur
i-,s
fi tauotr u ariun' ra n n rtl : o u n r : n : r o a o ul n u fi zu a ir : o r fi r iurj : v n'r fl l : u n ? o :'r Fr 1

<.et) d'ttullrn:gruimqdl6'rur;{rri'ry (Active PharmaceuticaI lngredient) ruavzufrmnlru"durc{rr5o;r.J

(Finished Product Specification) Tou:vr.1oir:rur (Pharmacopoeia) fi"Lddr.r6.:nr:iun:rvr,ilorur.r''rrt:J'ru
,o

odrrrioufrorr{Julr-Jmurioriruunuav}.r'rFr:o'ru1ro.in'r:irrr:'rvr.ituair:rurtqcir:rurufir nrrl:vnrri
tr"

n:uvt :?{41:01:6uat !:o.1 :v1J F}'ti1u''l

<.c) drturvrTtf,oir:o.rzuanr:itrr:'ruti (Certificate of Anatysis (CoA)TprufrorrJ:vnorriru

d.d.o e{rrul,trirfioir.r:orzuanr:iun:rvr,i (Certificate of Anatysis of Active Pharmaceutical

lngredient (APl)) Tpru6'oltl:vnolfrru

d. d. b dr tu1 ra rir fi o iu : o r zu a n r :i rn : r v r,i r-n q 6 u m-r u r rir dry( S u p p l. i e r)

<.a.en drturraritf;oir:ortianr:itrr:')vr.iimqdr6'rurdrdcg tor{zufrnfirudure{rrSogrJ (Manufacturer)

<.ct) dtururirf;oir-r:orzunn'r:itn:'rudzufrnfiruqriurrirrSt;rJ (Certificate of Anal.ysis of Finished Product)
ead

tote.izudnzudnurrir t5o:rJ (Manufactured

<.oo) tonal:6rttiunrtr#lv'riui5:vu'ixiunr:zu6mtorimnfrun-rurr{rffcy (drug substance) unv junr:2frn

(a{r0)

(ardo). . . d.JTJ).A.

t.i
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u1 u ttv,{ vr u tlj u?fl 't tu
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rnfr'tn:rirurrunr:

n::}.ln1:

I o t zu 6 n firu,?i'r{r rE o y.l ( F i n i s h e d p rod u ct)fi"lrTtu n 1 : rr a n u 1 i ufi d w o I

(ar{io) 4 "n- rj:vorun::rnr:'t'
(uruuryor' 6risurjiriu)
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d.oo) druurronar:utaq{2nn1:finu'rr]?'uln{fi'? (Stabil.ity data)

<.olE) drturtonar:utar]nzuan1:finurFnrilnrfr'r:vuvurr (Long term stability data) ASEAN guide[ine

qiruru rn !unr:26n
d.oen) drturtonar:ttanrzuanr:frnurnl!n.iFr'rluanrrstir(Rcce[erated stabil.ity data)siruru * !unr:2fin
d.od) drturtonar:!tdn{n'r:vrF'rdour:ri'ntir-jrnirdnur (Splitling Tabtets with FunctionaI Scoring Test)

ttaunl:aua1usrrlriorirr,runflo{ USP r,rio USFDA odr.rriou * iunr:zufin

d.od) drturzuairn:rvviur.n iunr:rufrn (finr:m:rqirn:rsdn:uilnu'??iorri{rr1x.rgi'r:rurfi6'xdr)
tt

Tn u #o.rr-l fl tG nr : I So/l EC oe./obd fitl"Ltili zufi n

d.ob) e{rrurrarirf;oiu:owrnrgruri'onJfiffinr: lSo/lEC os'lolerd 6'runr:upraorzufinfiruviurlu:lun1:
i

uliltauo

d..oer,) aitururirf,o:-uot1fr:-urn:gruzufrnnlcudrirriqrJorn WHo List of Prequal.ified Medicinal Products
!

d.od) drturuonar:rio:;anr:tfiir!::qu'flu:'rufiozufrrrriruq,iurfild'irnr:iu:o.r (Approved Medical. l.ist)

Tq u uniodr uT:{il u'rlJ'randrJfi 611futtv\vr rirrraniurvicl:u ril fllil u

d.oe./) fi uonar:16'irnr:!::qlu US.FDA. orange gook uiotfriunl:iuio{a1n EMA

(ururlcyor 6.riolrjidu)

ur urrvrvreilfiu?fl1ru
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(uruil:rTxrvrti r.J:fl ndtrl)
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rndtn:rirurrunr:

n ru v n ::il n r : drilu q :r u a s u6 u o q fu dn uil v ual"r r v r a t u r

,.i(a{ro) ........1.y>....................il:volun::ilnl:
{

d/b



iri
t.:0u[tJ0udl

-b-

o). urfi'orfioruuufiohi#oun'jr o fl rhorniufieiuor.rurrrnv6'ovi'ro'rod'xu'rod1{fiou to r,trjruu:llicuvi

lo). urvlntatnr:zu6mfirirlou'l#urriacrrliur ov6'orfirirrururirf;oir:orzuanr:irnr:rvvi (Certificate of

Anatysis (CoA)
'l'.i

*). ri'truovfr'orfih0uaoriunJ6€ruur$iourlnfinlnorqra6oufiorfrornr:6oranrrriouriruurrnrlrliru?uxs{

d). il'rnanrriurlruflruraln6unlilelnzufrmfiruqi'rrav6'ornr:d.in:?arfioiun:rvvinrunrvr fiqiruilrLrs9 lU

t d, vu a r o v r o a d t o '

zufrnriruc,lurovutlufr:-rfrprtolrirl{druhnr:irn:rwi'nrcunrnuruavei.rurludrurufinndliun:rvr,i6ururianruiur
UlUI

a). {rauo :r nr r (r1'rr u) Ouu ollri'u n rF n fr'rycyr ri o un :u ritau n Fr'rd

d.o 141nfin'l:rirmrroirn:rvvi'ornn:rivrurfiraminl:rw,lyrittfi?r,ran']:irn:1ufb^ir{Juhjnrrmnioru
l4

a.t, n:nizufrni'ruqriurtfiprfinnrianrffrduornfr'ornarnTqrurirrin{run6uun::}Jn1:o'r141:ttavu']
4\v q a u tA t vtt Auvu

d.en fltflt Lf'rY,,lu!tu1,11niln11,!alnilanfl6uvlvt01aa{zuaFt0!:vdytfitiattnuFt?'t:JilaoptnuFt0ftl?uvtLq:uu'lui!

a.J u o a u u d i &
d.d n:fuun6uun::]Jn1:mffljn:::rttnufl'r:r.J'tuFlnnfll00n0']n!fufltJ1 dnluu"1lJ0untann'r:aw0

urtunYrfi'prtrj

(at{io) .....5..f....................rJ:uo1un;i:rn1t
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(urarj:TTlvrd rJ:flndttr)
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