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b. USunaumendiany «®&.0% - @od.0% % of the labeled amount of sacubitril

*&.0% - @od.0% % of the labeled amount of valsartan

. Uniformity of dosage form unit Eﬁmfﬂﬂi’mmmﬁﬁxﬂu Finished product specification

«. Dissolution by HPLC
- Sacubitril Not less than o % (Q value) in emo minutes
- Valsartan Not less than o % (Q value) in mo minutes

&. Related substances
- Chiral purity by HPLC-CGPe'sinoet , based on the declared content of Valsartan NMT @.0%
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- Degradation products by HPLC-Specified , identified oo-og,

based on the declared content of Sacubitril NMT ©.61%
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Jovludug

o) wrannslstuaygeiunstousdus s mhelulsundlne uasdun (declare) undsdn
o0 Tuddnynstunadousisuen Idun nelo ne.m . 38 oo wiusnsdl
oo TuAvetunzifousiuen ne.o wie t.e WIBNTIEALIBUATITONIIATURNAMN TNV BINANTTUT
muﬁ“ﬁuwmﬁau (finished product specification) LLazﬁé’f@ﬁmuﬂﬂmmwuaﬁmqﬁu(drug substance
specification)nsfiflagsevinamaasuntasudlufiufuasdasuuuienasnsveudle (.¢) sndou
finished product specification Wag/y3a drug substance specification
©.) LONATTUTEUINTFIUNTNENE
AndnsesfiienansiuseanasgunssdaeinumdninasiuayIinsRlunsEesPIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagwuigau PIC/S participating authorities
atudngamuseunisnsieasy Tnefinamsiusesdsiufurenavosam
). LONENSANAN YL UBITIALDIIAN
a0 NANMIATIRVIATIRAUNMHEAS TR 1ENTa3UT0NaR (Certificate of analysis of finished
product) Tugnguitdadusegng
oo NANTATIVVATIZVRUANIRgAUTBIRIBIE R (Certificate of analysis of drug substance)
lumsnanenfuiidadumegng faves uinen way duaningiu
m.o lenaIviovangIugusuauduiussswineguntandn voeingiuuaesiendiey (drug substance)
0 o fuun1sndnvewdnsusierdniagy (finished product) 4o m.e
a.¢ HaN15ANYI long term stability maamﬁ'mmqﬁua@mﬁﬁumLﬁau"ﬁ'ﬁ’uEi"]ﬂ’ﬂmw\mnﬁumimms
LAEINTENTIABITUEY
ARZN TTUNTINNUATINALHEAAMANWUZIAWIZYB 98N

GRE0) ﬁ‘\’“ ......................... Use1UnIIuNg
ey Fedaniive)
/ WeuIddeavey
GRE) P ASIUNNT GRGL) J— JNM .................. AYSUNS
(wiwUslund  Ysinduw) (WNEAMTNAU FUANAILIRR)
UIBLANENTIA U AN TTIUNYNTT o /6n



@.) D98N

Hedasdeiiotneneten b mioussydue fudufunuuanineasidenldnsuiay
pnuitmueluidonmauTEv Uiy uagligunisranfsaiuiulude a.e

&) MsUsgiunun e Adsioy

&0 maumwawmmuaumaamaalmuaamﬁ ol o duvniudaeu

&lo mwmmwamau %maaaammwmwmﬂmmmwamsmsammi']msmwawawaqmwam

& nsiiivbhgsemsinisguiesnfidweuiodmmainsziannm mhssvmssimide
$049969981981 Iﬂag’ﬁmmwmamwuwummmmuwwwmaswmmmmmmﬁw
uazugfFuiiavaudldielunisniniinsiziaonin nsdfiwuienliidulumunadnuasans
mbeswmsveaudvslifuinsanmitauesiaendindvesiue was/mieduanluaiarely

¢« fsasdouanuenasnmssundsusuilelndvineny viadafinnsideuanmielssnsiag
noufmualngliideuly

& MruAnaIdwaUEn
mMuusdaaungly e 1Hau

. vaninusilunsiasuAndendeiaus
Linusisin (avnaniguaudfkuezldsumsAnden) waginnsanainsasy

o, 2TusUUsEINA/9Ruf LS Us ass
oo 2ELIYsTINUTIIEdage 1Ty ®,G2e,Doe.0o UM (druwdawauilaniiunil ey
wnSeennduiuandau)
ol TN TR & gen,doa.00 UM (LﬁﬂﬁﬂuLLﬂﬂLLﬁuLLUmMﬁUWﬂﬁuﬁgaEJ‘Viﬂﬁ‘U?i.U’m5’3%)
&. “INTUBAZNITTIBEY
funesosdaueuiEliiuite melu ee fu dudnnfuildsuludde
. 9R51A1U5U

Hugazdesdiszaruiulidueduseiuludniiosas oo (guignassgud) vassmidaves

a = v

dhildsuneu tudnaniunsuimundawesunuludee/Aygraudeiuiidesvldinawewndaeay

o

#l
Wiun  gueaugneissasuiunuludstio/dyan
®o. NMIAMUATEBZIIATUUTEAUATUTIZAUNNS DY

Aupazdpsiuls et gaunnsesvesisesfidoneiiintunelusseznatlifesnin o ¥

ﬂﬁuzﬂ‘iillﬂ'liﬁ']‘ﬁu{?l‘i’lﬂﬁﬁLgﬂﬂﬂmé’ﬂ‘lﬂﬂéﬂﬂwqgﬂaﬁﬂﬁ

(@998) oo /T(\“/ ........................ U386UnITUMS
(weugas  Jeianiidy)
wunEdeaTag
:
(m%a) ................................................ AEpIiakeb (aﬁa) .................... ") MM .................. NSNS
WU lund  Ustndaw) (WNEIITIANN FUSIWRIUIAR)
WEUNNENTIADAA LFINTEIUIRYNT

en/mn



