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1. nruarffivr'rtrj
I

1. 1 :rJ *rr: ufl u ffi n u r (ta bl.et) e{rr,riu ir..rrJ :suru
!

1.2rirur-J:vnou il:vnorpiran-rur Manidipine HCL r.r'13:J1rufr'rar 20 mg tu t uffet

1.3 nrtuv!::o "[uuzurtloafrvr rJorrTu.rludu
9

1.4 aaln - rtzu{ul : :vrdonr:rir rluronrr:rrr:.r iuzufin iuyuooru rarfizunsrt1

- neiorur : :r'ronar:rirrir.lurr.l::oluneio{ur uaulun1%uu1J:i0 odxrioer 6'or:sr:fioutriodot,-'9

ilrcnr:frr eirul:vnor:tmvfluron?l:ltt:.iflo{ur nrfi 2frm iuf,uoru $nvuarilvrr.r^rlun"riuurl{dnrqu
9

2. n6udrrdfiil'rrrunfin
I

ruanl:n:'laiin:rsv{nrunrr,trr{iutrjnu finished product specification LLav Specification of Active

pharmaceutical ingredient (APl) fidrrdtornlnd'toirYrarir:rdulriu drtriqrrysl!'surior{rrjnlluFr6uyfl:T!nr:
Y' X - o - Aqvv a y a, v A a r d e u o v

0114'l:LLAsUl n:uvl:1{A1015tUAr il{UttlfilJFn:1JvrL10r{o{Fr0{t!ua!!yltvtulJtilr?1:01143.1n't'u.Jrst:oruindlF]r5!
!o

lnsirYuufil ntLrJ:snrnfl:vvr:'r{a'ror:6u4fl r:o{ TUIJFn:rut 1\.fl.2550 nliufi 11 r:Jle'tuu vr.fr.2556 (all:ynrn

lu:rrfrqorur!flreliufi 10 frqurrru 25s6)

2.1 Finished product specification (JP)

v
110 Test ltems Specifications

L ldentification Complied with finished product specification

2 Assay 92.0-108.0o/o of the labeled amount of Manidipine HCL

3 Uniformity of dosage units Meet the requirement

4 DissoIution test* Not fess than 75o/o of the labeled amount is dissolved

in 45 minutes
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2.2 Specification of Active pharmaceuticat ingredient (APl):

I
lJO Test ltems Specifications

T ldentiflcation Complied with the standard

L Assay (on the dried basis) 98.5o/o-t0I.0o/o of Manidipine HCL

3 Loss on drying Not more than 1.570 (ig fiqruilnfi tos "C tunar + r?rLrl )

4 Residue on lgnition Not more than 0.270 (1q)

5 Purity

A. Heavy metal Not more than 10 ppm

B. Arsenic Not more than 1 ppm

C. Each Related substances Not more than 0.2o/o

D. Total related substances Not more than 0.7%

6 Me[ting point , 207" C

14tJ1Ut149l NMT = not more than
9

"ri'rdo Dissolution ttdv Uniformity of dosage units l#rrulronal:ttan{Ttuaurduar,ianl:n:?a
Ad^UYV4Aa,uuboltn:'rvv 14'tnuLflra{:'ruavtounilrtjufr'rrarlfflu"Lr COR arfid'etod"Lunrir BCS class Z frolei.rUI

Dissolution test odrlrioa 3 batch nr:zuAel

- n:fifioeruvtfluutu6'{nr:t{u (waive) nr:n:roaoriirr:rvv{:runr:"[nlri'a'urran{rona1:un'nf,ru
Auy- v4y

n{ na 1?il La :! 01.{u rrq? u

- Specification of Active pharmaceutical ingredient (API) frqr:rurorntr:?rn:rvr,{ror(2frn

Active pharmaceutical ingredient (APl) r,rio"h?tn:rvli Active pharmaceutical ingredient (APl) tol
v 

^ 9 d I u 6) - i j a a d v y Ao
fl zua 9l u1a1 L:A !u il1j1J LnA! !UU{ ?J{tJ fl l:rl 5',1 Al tn:t vun:1il nil?tofr rlluun! ! . -- i
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3.nr:rJ:v rfi uritj:sf, vrBnlilsio:rn1 (Price Performa nce)
o'

:lunvtouanliltonal: tior nr:il:vrfrurirrJ:vfruBnrvrrio:rnr (Price Performance)

4. randT :fi"Lfflunr:fi or:ru'r
-iowAqvdovvouuru,X

t0nfi''r:vl LlJ Lunl:1141:illnilnrv! ur 114 tTU{a10u t0 nal:11:0il:v1J14il1u taflL0na'r:n1}r6i'ro1-Jn.rn 0 L!il

1 ) r{r uur to nar : rir n-r ur nrurlil u tia v/uio n lur o'l n qr*

14xJ1un4er : tun:fififrldurfruuwov6'orfironar:rran.rrior,ir'[{rorurfir.irunrriu:ororndr#nrrut 

" 
, & av t qy y v y v

atusn:Trrnr:o'rli1:Ltavur frttanvirurriuilr]our'Lri cionr::vri {o#uld rfiarrvirrirurfruurll
6l d6l 95) u d y 4 qv uw
LulJu'rFrulvlL?JLunrt:nurL1iTrfll-J ttavilnl::v1Jfl0Ft?'uJtfir0unr:L?JUlL'tLutonar:rlrnlur

2) drturtonar:nr:ttar].i?ion'rril!uanlnro{n'rfluv1J::e (rtl.,r.rsruravneiorur) n1ufi16'fiuilvrfiaul{
o o 3 d o u 4 -\ y v 4, rirrurrirtofluilvtluueili!ur (tt!! vr.a.1 vio u.1) n:r4nr,rrir vrfo:r:runvrdunqrua'nuruuLav!'tyro{r.r't

r{rr*o;rJrtnv{orirvtururn:slu?o.iednr:itn:rvr,iur (Finished Product Specification and AnalyticaL

Procedures) fifiuvrvrfiaul{ Tpru6'ordrrdrririr:s'rfirJ:vflrfln:v11:'r{arDr:6ua?;u:o.ltaiotr,,rin'irrJ:ynrn
I

t4tJlutun: n:fifioej:vr,r'jrrtouJf;uuularrlrihiBirer:rsr,{uavrioriryuo:J1n:firul#aoon#ol
lUd

nurir:r arfil:vnrnir::o.tu6o rir:r arriran rioeir#nlrunnry n:Tiln't:o't14r:ua v ur"L#ttuudr ru't

n'rtorrrittur.lf;uuttlal:ranr:luvrvtr-r'ouoa,uuu vr u. 9)r,rio drrurrirtourri'hrria^uurrrJal:runr:

tuvr y ru' u u n'r iu a r (ul I a. s ) lt r v'r io :r riu rir u

4) r{rrurtur{rdrynr:duvrrrfiuuririr:ur (urr: ya.2 u6o vru.3 ra6o vru.4 uia u.z ufrrurin:ni)

a.t. 1. n:fifi urzufr n"Lul:srilfitilu ltu.2)

a. I.2. ns fifru rrir uir rfi o n r : urj rl : : o"Lurj : y rvr ntvr u (vr u. 3)

+. t.3. n:fifi urdtdrqrnrixr.i:yryn (vra.+)

14tr1urilq: n:fififinr:rrjduuuuiaru#ltriiro1.t6!1nravanrufizufrn"l#uuudturrirtourrihuJduuu!n,iI -!---'i-t ----

:runr:"luilvrfluurfrilu'] (Lr!! yt. a.9) yio rirrurrirroiurihrrJf;uuuilat:run.r:tuuvurlaurfrir:ur
A-y-

rfl trrTl ffiloururn uauanrufi zufr n (rurlrl u.4)
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O U4 U5) drrururirfroiu:orrrn:orunr:ilfrnurnuv#ninruqriiBnr:fi61unr:zufrnar (Good Manufacturing Practice

(GMP)) luyrrnfirfiur{orfi!urfilauo (alirrirqnnrl:ounr:Fr:rqaollflt.rriro{"[utixurarnr:ir:or)

Tpru6'oril:vnord'r a

5.1. drrurrarirfioir.l:or:rer:firuflr:zufrnurnr:ru#nrnruqiidnr:fi61unr:nfrnr-rrn6rfr":urr{rdrutu

(Certificate of GMP Active piur*u."rtical lngredient (APl))

5.2. dtumfiifioYr..i:or:r1nTf,'ruflr:r.ranurnrilvd'nrnru',4i6nr:fi6"Lunr:zufrnzufrprfiru'?4urr{ru5o:r.l
E

(Certificate of GMP rlnlsheJ Product)

o) tun:air{Juu'ljrrqirornrixrJ:vrvrt frzu6nolod;irrurvrirfioir:orzufrnnicuq4 (Certificate of pharmaceutical

products , CPP) ra€ovrirfioirrr,n',ruf',"riru (Certificate of free sa[es,CFS)"Lurarrnurfitauotrelarireir4o
I

en:l:o! nlTn :'r oaor1n ufi zu n ir :or fi riur]:v nr nl :v nr n :rnr

7) xJ'tFr:61ufl0{{oriruunqrunrur-orqGr.lm-rur;{rfrcy (Active Pharmaceutical lngredient Specification) unv
6od,

zuannruqlurrir tioltJ (Finish Product)
!

2.1. drturlrn:gruinndlfr'rurr{rrYry (Active Pharmaceutical lngredient) riavzuanfiru,fi
o d 

ri (rinilf'eO proOr.t Specification) Inu:vqri'r:ru'r (Pharmacopoeia) fitd6rrdrnr:ulalt:a:
!

i tnr:rvdTnurrn:oruo tjxrio u 6'o.r rflutrjnurioriluufl rnsil'rFr:f,'ruflo.i rrr:i rn:rvdtusir:'raT "Ln

iu r.ur"irn16n:v?r:?{ar:or:ruarLrior :vroir:rur 
4

u"q

7.2.dtu:l drug monograph tolfr'tn-rureirfrry (Active Pharmaceutical lngredient Specification)

r,rio zun n firu.?4u 16{r r5o :il ( Fin is h ed prod uct)

Z.g. n:fifir-srqfrl6"lure{rdry (Rctive Pharmaceutical Ingredient Specification) r,rto zufisrfiru'fi
odurrirriq:l (Finished product Speciflcation)trjrJ:rnXluar"r:rur (Non-official pharmacopoeia)

U

y v r d a d d, 14 r u 4 y q , ta ,3
fi]0{ ttaa{va flf,'ru?r uliltJ1Fr:f,1l.dlj0{n1:'t tFr:'tu14t!u L!nT]t014ulr o Lprpro LrJri

N/r.l:vorun::lnr:

6Y a y
ul u ||v{yt Lr t,]y}:'l pt 6u? F! a1u t?tJ n:T}] alll 01 u :n::1.luliq
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do a V
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ur u *nu riri'rur ry nr:ri rnrc riru r'rrn::il ar?ror q: fl TTl.l
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z.a.t. fidoriluunrmurrn:E'rl.nlO.in1:iuer:rvlituril:lu'nJo{ri:vrvrnfir{Jua:rrfrnror The lnternationaI

Conference on Harmonization of the Technical Requirements for Registration of Pharmaceuticals

for Human Use (lCH) r,rio

7.3.2. rioriruunttauil'rFr:orutO{nr:etn:1vrifr'zuan (ln-house process) fiaonnfrorrir tcH

Guidelines vio
v o ,Lu, a rlo !D

7.3.3. rioriruunrravrrm:oruvr-rhjloqnr:iin:rvr,ifrrirr,ruprliLun'r:rar n'r:rurlpr sir:rarufi,r
J.

nllJl:vn1flfl:vvr:'r{alo'r:6t,la?J r3o'r :vqn'r:1u1 r{ril;u;r-lurr:urriul (GeneraI requirement

for dosage form)

141J''ttJtl4el : {orirr,ruonrunrninqdlfr'rurr{rdcy (Active PharmaceuticaI lngredient Specification)

tuavzu6m:iruvlurrirrSr;l (Finished Product Specification) 6'ordrrdqornoir:rrdurriuunyaril
d u y t a-i o 4y o a 6 v

tflu?nu un[']utLnn:full911:lu'ttJfl0nlu1-JfltLnvil1r]:fi'lulj0.ifl't:?tFl:'tsyLav!lv't9tflftuFt?8141n6u

r,rio zufi sr firue4ur6{r r5o:l
$o u 4 u 

rzuanr:itn:rvri (certificate of Analysis (CoA)) Tqud'oril:vnolfrra8,) d'rLu'r14u{40:L:0

8.1. drturvtrjrfioir:orzuanr:itn:rvri (Certiflcate of Analysis of Active PharmaceuticaI lngredient

(AP I )) In u 6'orl :v nourir u

8. 1. 1 . dr rur r,rrjl fi o il :o r zu a n r :i rn : r v ri in q fr I n-r u r rir 6ry(S u p p li e r)

8.1.2. drrurvrirfio:-uoltJanl:atrr:rvrifnqfir-rfr'rarrirn'cy md'zufrnnirudurr{ru*ogrJ (Manufacturer)

^ ^ o v4 u a d a u 6 o d
8.2 artu'114u{40:!:0{zuanl:?tFr:rvr4fta'nnruvrurdr15n;! (Certificate of Analysis of Finished Product)

tot{zuanzun murr{rr5o:l (Man ufacturer)

8.3 ronar:duflunrr:r#rfi'uii:vr,r'ix1unr:nfrnrorinnfrr6'rurrirdry (drug substance) rraviunr:zuan
60 d ,,

I o { zu d sr n'ruc/r ;{r ri o ;rJ ( F i n i s h e d p ro d u ct)frtcTlu n r : zu fr F} u r i u fi d w o l

odu
n fusn::lJn'r:n1uu9t:'t uau [0u 9t4fuanufuu lfl v{'ls?Jo{ tJ1

,/
(aqdo) &M.. nr::.inr:

(uruiir rervqruoSry)

ur u rrvru drirurcynr:fr rnrg frrunr n::r.r alfl 101 u :fl ::x.r

/
. J \, -A-l(a{10) 

\ ).....................n:;:tnr:

(uraqcyol u.ii6l)
r j y

1Jr U trvlyl u rlJ u?tr ru fi'tuL?1 n ::l.J a't1J't 0't u :n::!

, J. 2(arilo) ............. {:-...................n::}.r n'r:

(uruonr.r rufiSuvqn)

rn#r n:rirurru nr:fr rrru 6'ru rnd'rn:::rerfr f, n

F-



(ardo) . .... l.*"-/..............r.1:yolunr:ilnl:
(uTarniurtn: racfflfi)

ur u rrnvr d{u:r qrur ofr piru rrrn::r a1fl 1or el: n::}l

, ! 1t.(n{to) 4.:..:..............n::trn1:

(ururoun nunfrarl)
ri y

u'r u !!v!vr u lfl u?lJ't 6u a Jk L??Jn::l.t alt 1 0 I u : fl ::r.t

(nrfio) {t-/ J.... .n:rrnr:
(urufi :rfi'rlrj rnndxvrq)

ur u rrv,rvr drirur rynr:fr trtrs eirur'rtn ::tt a1fl 'ror q : n:Til
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9) dr rur ro nar : ttafl { ri n nr:fi nrgl n'] rr nr pr-r (Sta bi lity data)

9.1 drtutoflal:Llao{t{anr:finurnrunr6'r:savam (Long term stabi[ity data) druru a !unr:26n
9.2 druurtonal:rlan'rrianr:finvrn'rrltnrd'rluanrrvrir (Accelerated stability data)siruru : !unr:26n

9.3 druurronal:rLao{r.ranr:finrcrfiLraoviraraur:nfi'nru-icffierurt6' 1. %st / druutrarxrJlsfrvrBzuanr:Ynrgr
, d d . ,v d,(n:ilu'r rr.rn) (fl 'r1.r)

q.+ n:fitfluurfi6'oravnru/rq'oqx/ud'rrtJe[rTlu6'rliravarurirl rl:!fr'?urnvaonnrdorrilronar:rirrTla'r

(ln use stability data)

1O) rirturvrirfioir:orzufrnfirudurrirrSogrJ(Certificate of Pharmaceutical Product) ranrvurdrniurhrJ:sryrntvru

i1) rirrurr,rd'n61un?lrail4nrlorzufrnnirudur (Bioequivalence) r{luhJnu{orirvurr ASEAN Guidelines for

the Conduct of Bioavailability and Bioequivalence Studies uio {fionr:finrcrfirl:vfrvr6zuauavfi?ff}Jila
audSud

torzudnn'ruqlur n:vvr:?{ffror:ruar lnuanrfur,riourirurrufinrgr6ra:r:;nfi16'ilnr:ir::orornr{rrin.rru

Fr ru v n :: :-t fl 'r : o'r 1,1 r : tta v u r qf! 1: n a,fu ( n : fitrjkj u r 6'u iu.l r-l )

L2) dturyri.rf;oYr:orrlFlii'ruflr:rJfru-onr:rr,r#nrnruc,ii6nr:fi61u#olrJg-rior^nr: (Good Laboratory

Practices (GLP)) "[un:fi fi rirnr:fi nrsrfi']allafi rixrJ:vrurt

13) r{rturr,rrirfrofr:or:r'ra:firunrr,fiu;n*.,,nufl:va'luurnrrudnrnruq{iBnr:fi61unr:rfirinuruas

fl:veluu't (Good Storage prulti." / Good Distribution Practice (GSP/GDP))

1 4) li'rauo :r nrrfrorrir 6'r o d rl sj ro drsfio u 3 yilr ul::nfirud
. -\ o u 4 a y ra ua a '
15) rirrurrarilfroYl:otrrn:gruriorrJfrr:'frnr: lSo/lEC 17025 "Lu:runr:urfirauo (firfi)

16) a'rlurtonar:tmot{oranr:teiiur:r::1'[u Green book roltua r,riorieyfiuiorn::ltvra (firfi)
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