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Manidipine Hydrochtoride 20 mg Tabtet

t. dou'l Manidipine Hydrochl.oride 20 mg Tablet

z. ncuaurififr'rtd i
I

2.1 :rJrurl r{Juurrfiprtfrn:-rr.i:vuru
!

2.2 eirul:vnor "lu t ifirr l:vnorrirun-rar Manidipine hydrochloride 20 mg

2.3 nl?Juv1r::a rfinarr::oluuzuwFarnoiflorriunrudu
19

2.4 aaln r-Lur::ofiru,?46'orfiaarnuanr firodx#oufror:vudour 6ir u r.l: v n o r.l 6'r u r dr dcr run vqqu

Fr?r:Ju:{ iuzufin iuyrnoru rarufi zufrnraruvrrluuririrar rravanrrvlunr:rfiuYnrcrt{
9

odrrrinrou

2.5 ur.r.iu'r flarnlun1tuvfir.l::nyrirudoufianfid'urTafi!rrruriavrfiprodNrioufr'or :v!6our n'rlrrrL:{
999

l. qrua:rrifiurrtrnfintorzunnfiiuqi;irr5o;rJ (Finished product specification)It

3.1 zuanr:m:rqitn:rsdnrlt Finish product specification frorrtJutlnrurn:-qru JP16 tnto {tri',"rt
;J1pt:i'tu (specification) rravi6vrnaol (Test methods)

v
tJ0 Test ltems Specification

L ldentification Complies with JP

2 Uniformity of dosage unit (Content Uniformity) Meet the JP requirements

3 DissoIution NLT 75 o/o L.A. in 45 mins.

4 Assay (Content) 92.0 - 108.0 o/o L.A.
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3.2 qrua:rffrill'rtilnfintor6'rurrir6'19 (Active pharmaceuticaI lngredients (APl)) zuanr:n:?aitrr:rvv{nr:t

Active pharmaceuticaI lngredients (APl)6'orr{JuhJnrltilr0'l:6ru JP16 fi'{'frorilliuFrtJln:Eru (specification)

tunviEupraou (Test methods)

3.1, Melting point

3.2 Heavy metals

3.3 Arsenic

3.4 Each related substance

3.5 Total related substances

3.6 Loss on drying

3.7 Residue on ignition

3.8 Assay
aiui

4. r{au[?Jau
v v i o t v < i - s v4o d -Xr.rtauo:rn1no{uua'rtu'rfl'rv!flrutonar: il:oila{a'ru:.Joljo:1J:o.ironal:Inufr',fidruro:lunvrouaa{u!U

4.1 ronar:nr:tdiroumnduyrviirlusirY!urrfioqitrrirutur.J:vrvrntuuunvdruror (declare)uuveiszufrrr

4.1..1. lurirricynr:duvrsrrluusirYr:ur teiud vru.z 'nt).3'Aa.4 raio r.z ufrrudn:fi

4.t.2 1r:rirroduuvr!'uu vru.t uio a.1 rorurfirauo:rFr1 nior:runvrdunf'rrionl:Fr'lllnilnrun1v{lt

t0{tiarrJYru'finr:rfifiuvutfluu (finished product specification) *av{oriruunntun'n'!lJo.r

fnnfrl (drug substance specification) n:fifioqj:vr,r'jrlnr:uJFuuula.luffttufrrrfirov6'ol
t

LLulJLofl ar:fl 'rillotuitfl (u.5) rrnior finished product specification uav/vtio drug

substance specification

4.2 tonar:Yr:o.irJrn16'runr:zua n u'r

4.2.1 n:rf,urzufrnhir]:vrilfltilu ri'rufrnfr'orfironar:i1J:0,lil1a:o'rufl'r:zufrnarnuua-nLnrue{ravU4
ad loq
ronr:flprLunr:zufinur PIC/S (Pharmaceutical lnspection Co-operation Scheme) lpruyrjralru

PIC/S participating authorities uiofironar:Yr:o.tttrn:qrunr:t.rAnurn'ruvdnrncu"drrnviBnr:

fi61unr:2frau-rto{€ilfin{ruFrruun::r.rfl1Tor14'r:rauur n1rrrroo',Drrtuat firrirrauerduloufi

Fr?'r:.raonnfroruavfi'prrfiarfirun-nracuqiuaviBnr:fidlunr:zufrnur PIC/S luvrrprurfirauouru

aulr cirapr nril:o1J fl 1:n:?a ao!

f :vrrru 2o7o c (nfol rir nr:anru fr'?)

kjriu 10 ppm

hirfru 1 ppm

h"irfru o.zozo

t:"iifru o.7olo

trirflu 1.570

trirflu o.zozo

98.5 - 101.0o/o
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4.2.2 nsfrarrirrrirqrnrirrl:vruri rinrfrn6'orfiuonar:ir::o.r:rFl:f,rufl1Tr..rfrnurnrilya-nrnruc,i
!d

rravi6nr:fi61unr:zuanur PIClS participating authorities ar.rir:r{rqnnr:JTounr:n:roaorlnufi

zu a n r :Yr : or fi riurj : v n r ol : v nr fl : r n r d rS n vr : ofr n d r,16o o r u n a o nr fi n rifrr uri n :d
4.3 tonar:Fr6un'n{lJo.i u1fi tauo:r'nr

q

4.3.1 zunnr:n:roiun:rvr.iqrunrnzufrprrTruqiur6{rr5n;rJtorfrzufrn (certificate of analysis of finished9!U

prod uct) lua rlufi ai r rfl un-r o urr

4.3.2 Nat ln:loiun:rvr.iqrunrurinqfrr:torn-rurr{rdcy (certificate of analysis of drug substance)It
ioq i ' d, u ' Z e a v a
ylL% Lufl'r:2n n u'r:uila{ t!un?0 ur{?1{10{r.J zua Fru'lttavt.Jt,ta9r?9t6tfi1J

(***lrul1u114q , n:rfir{Juarneit biological. products frolnr: COA of druq substancetorr.izufrnliJU

urrvirrfu/n:niarriulflu Steril.e water for injection trid'orfi CoA of drug substance***)

4.3.3 nnat:v6ov#noruduriuenr:r#lri'uii:sv'ixiunr:zu6nro.r'l-nadrro{n-'ruldlriru
(drug substun.ll 'fi, 4.3.2 ilu7unr:zufrrtouzufrnfiru,fur6iru*o;rJ (flnisheo prJouct) ila q.z.t

4.3.4 zunnr:finrvr long term stability naon'drrorqrLorurfiduvrvru'aul{rTr:a'rrinrrunruvnr::.]n1:

0114',1:LLnvUl fl Tv11:?.ifi l0't:tuat
+.g.s n:filfluurn{l biologicaI products fit{Ju vaccines , blood products 6'otfitonar:il:olju

nr:zufr n (lot re lease) qr n n :ilivr u r nran inr : uvry ri n:vvr:'].ial01:ruar

4.4 sr-rodxur

4.4.r ilmuo:rnr 6'oreir6'rodrrarodrrrios.....2......uutuy::ofirus4 drr{Ju6'rrilurLaq{:'runv16unl6'!9
v'

Fr:rJ fl ?un r:.rfi riryunluri"r{o n ruaH116fr'rtthix 6'u
9

4.5 nr:r.J :v fiun runrvr u rfi rirr orj

i' e

+. s. t u r fi d r :r o r.l 6'o r fi o r utritrihi rio u n'i r . . . . . 1 . . . . . . . fl rir: o r n {u d ur o r
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4.s.4 {uauo:rnr ({tru) qv6'ori!uJf;auurrfiourln#ra:rfloTu r,rtoifiorflprnr:rdo:ranrv,r6'rul:vnr:ln 1

riouritruo Iq utilfi Lloutr

+.s.s n:nir{JuurfifrorrfirYnrvrfiqrur,rnfr z - Bo{fl'rnJnrfiun rlorfironar:rraqrunyir.r:ovjrfi:yr.lrnr:3!

rfilrrav6'ndrarltlu co[d chain system fitfrrrn:grunuvr#ninru.]4 cood Storage practice

(GSP)unv Good Distribution Pratice (GDP)

4.6 nr:finrgrfiraua (Bioequivalence study)

+.0.t n:nlurfirauohildurfruull (originaI drugs) frorfironar:zunar:finur bioequivalence rolurfi
tauo:rnrtrJialrfiur.ln-rurfruiurrr lprui6nr:finrcr6'olrtluhmuu#nrnru.a4unvrrurrJflri6lu

nr:finrvrfirailLtnt0{ urar:irutorr{rfinrrunruvn::Lrfll:o'114't:rrav ul fl:vyt:?{atDr:ilfilJusc

4.6.2 rfiolorn Manidipine t{Juurfittlu racemic mixture en:finr:n:ro S-R lsomer filaoernfro{ntil ASEAN

guideline

4.6.3 vint:finrgrfiralila nuranlrvnr:qnfirro.ru1 vrrn"Luronar:rirritur:yl'irorr,rr:fizunrionr:norfil

rr o.i u'r n r :fi n r : fi n rcr fi r a il il a"[u a n n y fi fi o r u r : rir u!

4.7 {muazr nr r (q'r r u ) O u u o ll#u n rfr n a-ry cyr ri o u n : I riryuor d'l d
4.7.1 n:fizuanr:ejrn:rqitn:rsduld lerun:livarnraninr:uyrudrato#ouJfll-onr:fi16'l'rn:oru

lSo/lEC t7025 zuanr:n:roirn:rvr,r"trir{Juttlnrurn:mu{orirr,rupr"lul:vnrgl:yn?n:tnr

4.7.2 azfrr'tfrnniru',4urtfrodnnrianrfirdrornri'roro'.rrTrrJrrinrrunruvn:::rnr:0r141:urnyurlu
U

rit s rr a rro.l#ru rurovfi oq yrr Er

4.7.3 n:nir,rrutryr',ffirnornzufrnfirue4'urflfiorq?irzunriorJ:v?vrBzuaunvnrurJaofliiueiori'l:ufi16'i!ur

4.8 r,rriru:rtn1:zod{?uevidtri;rfior:rurzufrprficuqi'urfifiri:yr-finnGunufir:6uTprur{rfinrruncuyn:Trn'r:
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o'tlr'r : rra s u r"Lu :v u y rr n I t fl ri o uiurJ : y n r nrj : v n r fl d rF n il :o fl n 6i

n ruvn::un1:nruun:r ua v ueju n q6uanu6uv
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