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Sacubitril vatsartan Sodium satt comptex (c(6'/.ts,/@ob.d mg) Tabl.et
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fioaT Sacubitril /valsartan Sodium sa[t complex (cterl.Loloob.d mg)
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; ldentification test

to. lSrrrun-rurrirdry

m. Uniformity of dosage form unit

d. Dissolution by HPLC

- Sacubitril

- Valsartan

&.. Related substances

- Chiral purity by HPLC-CGPdc(enod, based on the declared content of Valsartan NMT o.o%o

- Chiral purity by HPLC-CGP-dend-ob , based on the declared content of Sacubitril NMT o.].q%

- Chiral purity by HPLC-CGP-dend-ob , based on the declared content of Sacubitril NMT o.loolo

- Chiral purity by HPLC-CGP-dener/-ob , based on the declared content of SacubitriL NMT o.tq%o

- Degradation products by HPlC-specified , identified e(oo-od,

based on the declared content of Sacubitril NMT o.errzo

- Degradation producls by HPLC- Any unspecified NMT o.b%

- Degradation products by HPLC-Total degradation products, excluding e(oo-od NMT o.dolo

nr?atiluFntJfi:vlJu Finished product specification

c(d.oolo - o,od.oo/o 0/o of the labeled amount of sacubitril

c(d.o7o - ood.oolo %o of the labeled amount of valsaftan
,io

Fl:?Qzu1urrtl.tyt:y! LU Finished product specification

Not less than do 7o (Q value) in eno minutes

Not less than do %o (Q value) in eno minutes
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Doxazosin mesytate d mg Controtted-Retease Tabtet

inqrJ:salri ufio"lflunr:rirrinfnrsr?orantiuT:nyr:rronfiru{Judnrtliurailrvurroirul:nrJoq$nsfi'rlq

fiour Doxazosin mesylate d mg Controlled-Release Tablet
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o. u{J u u r rff q rfi n rr': u rr I nr :l a pril ri o u n-r u r r{ryil iur.l : v yr ru
Vub. l:vnouoirusriur Doxazosin mesy[ate fiaunrYu Doxazosin a mg lu o rfio

en. u::0"luirzutt]nafrvr fl olnlunnr:rdu
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o. ldentification

ts. rli:r r ru6'r a r cir rTru

en. Uniformity of dJsage units

d. Dissolution

- Dissolution Rate d hours Not more than 6no7o(e)

- Dissolution Rate d hours aA t bo%o(Q)

- Dissolution Rate ob hours Not less than do%o(Q)

d. Degradation products n:?atiruerllfi:vq1u Finished product specification

n :roairunrttfi :vlJu Fin is hed prod uct specifi cation

c{o.o - ooo.o0lo of the labeled amount of Doxazosin

er :x a ti'rufir'tlfi :vulu Fin is h ed prod uct specifi cation
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rllilfriluvlvrl^uu (finished product specification) ttav rioriruuprnrilntvlllO.t?-nnA! (drug sub-

stance specification) n:nivr'oq]:uu'j'r{n'r:tr.l6uuuilarrui1trfrt16l avfro.iuuuronal:nt:?JOufftrl (a.

a) ilrniol finished product specification ttau/uio drug substance specification
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(Pharmaceutica[ lnspection Co-operation Scheme) Iq u u rjr er t t u PICIS participating authorities
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+ltjt i ' dr v ' & v 4 v 4 v a
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Ranotazine doo mg Protonged - retease Tabtet

rfio"lflunr:r-irriqfnrgruo.ifln'r!iuT:nr:?'ionfi{L{Jufin]furav,{'ryyn.rei1ul:rrlonrrnvri'rto

dat,.' Ranolazine doo mg Prolonged re[ease
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b. il:vnou6'rufr"lurrirrYql rano[azine doo mg lu o rfin
6r a ""1 aq - x
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v 6 y--- 4 ! | v _: i ^d. aaln!uu::1nil% Fl0{:v!fl0u14?u!:uno!n'ru-}6{'rFrr!rrnvn?'r}.Jrr:.1 iuzudn iuduoru rntfrzuAn tLnvc I -o--- ---- -- n

taflilvtfiuugfrilurl{odxriprrou ttayaa'ln!un1tuulJ::Qu.roeirqjouolo.i:uufiou.] eiturj:snau6'rur6irn'il9 q -€
ul

da
n?lx.Jtt:{'luau0'tu ttnvtnflilzua0]

9
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o.ol ldentification

o.lo Assay

o.6n Degradation product

- Any unspecified degradation

- Total degradation

o.d Dissolution test

Time

- o.dh
- d.oh
- ob.oh

- bo.oh

o.d Uniformity of dosage units
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n :x a tituFt't:rfi :yutu fi n is hed prod uct specifi cation

c(d.o7o-ood.oo/o of Labeled amount of Ranolazine

Not more than o.oo%

Not more than o.lerolo

d-lo&o/o

do-boo/o

b&-d&o/o

Not less than ao%
'io

el :? Q tJ 1rrrl lilyt:y! Lu f in ished prod uct specification
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vlUtlJ=uu (finished product specification) rrav riorirr,ruaniun'n\uo{x-a6lAu (drug substance specification)
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(Pharmaceutical lnspection Co-operation Scheme) Tnaurjralru PIClS participating authorities
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