FIUATIDUAAMAN BUSIANIZVDIY
Sacubitril valsartan Sodium salt complex (ge!/¢e mg) Tablet
. AU | "
MENFNNUAFYNTTH (ﬂWiuﬂﬁlﬂ’m’mﬂﬂ’liLLﬁwm'ﬁLL‘WWEJ) dnduliansven lsudnassiutngey
Uszdleuusznm nalbeoe A@0s1 Sacubitril valsartan Sodium salt t complex (€«/&e mg) Tablet

ﬁ?WSU"«]"IUTMNU'JEJ AU ®INE,E00 \in S’JEJL‘U‘UNU“VNHU &, mre,Doa.0o UM (Lﬂ']a’MLL"lJ\?\LLﬁULL‘UﬂWM‘U
WUQWMWﬂiQHWﬂﬁUﬁUWWﬂQU)

. InguszaeA
weltlunsirdnsnwvasaattulsansnendaduganduanismadulsalenuazinla

o. AuaNRva sffilutaiaue
a.o dRNUAIITaRUNgIY
oo liiluyreaduazane
.o Wiogseninadnianis

(%) 1

. ‘LNLUUUﬂﬂa?jQQEJ'iw‘W’A'Nﬂﬂ'iwﬂ‘Uﬂ’]iEJ‘LFU'E]Lﬁuaﬁ‘ia“ﬂ'lﬁmE‘U'Tﬂ‘U‘WL!'JBQWUﬂl@dﬁﬁiﬂﬁjlﬂﬁﬂlLuaﬁﬂﬂ

Lo

=

wuwlumummﬁmmiﬂiwmuwamﬁﬂgummusuawﬂivnaunﬁmmumaumgmummmsmsm'gqmiﬂaq
fuamaisznmssunslussuueSetheasamaveensutdnans

n.& lﬁLﬂuUﬂﬂﬁ%!&ﬂﬂ33U%Bl’ﬂuﬁm%iﬂU%@ﬁﬁN’]ULLﬁﬂﬁtﬁﬂ Feudalduditsnuvemibhenuuesdy
lusruuiadathearsaumavesnsudydnans Fasufdiyanarigienuduiud §eanis NITUNTHIANIS
Auims gisnnaluntsduiuaulufansvesiifyaaatude

0.5 ﬁﬂmauﬁ’é‘ma%sjﬁﬁﬂwmgﬁaaﬁmmmﬁﬂmaﬂ'i'sumsuiamami'{'fﬂ%a?'fﬂ%’wLLazmsU%mwTa@
MadgAmualuTwisIyunwm

on. Lﬂuummﬂawumfﬁwsuwﬁ’aﬂﬁmgmmwméLﬁﬂmaﬁﬂﬁﬁﬁﬂén

o Liduglésuondvduioniuduiu Fienauiashivestumalne uwssgunavesiudaaruelid
Adslifaasiondvsuazarmduiuguiny

=i o

<. MUAzBIARNANYAITIaNILYREN TNz ANTuNTInTe

)
AuautAnalY
o. Wusndnrdouildusidniulsemnu
b. UsznausmsmendiAnyfe a1susyneundeluzuussgauves sacubitil €x.o mg uag valsartan sodium

Tuguuszauan ge.o me wagluanarludnsduduluaivii eemio.e nudiy
o, vrstluunalinadn Hostuuas wasmautuls
& AWNVUUTIIE FeassyTasndnsnausiedidiyuasauuse Jundn i’u?ﬁ;mq lavitedn was
wwngifoudisualiodudanu uazaanuuniwuzussqunetiniesdosssydeonn duusznouinndiny
Aruuss Tudueny wasaviingn

AIZNTIUNITAINUATILALBIAANANHUIANIZYDIEN

P ccssismmemams PO Usesnunssums
(WeygyRs  Teianide)
weunnd vy
(89%8) oo / .......................... AFIUNT (@990) JNM ................. ATIUAS
(waUsluvg  Ustnway) (U9 ITNAUT FUANRILINR)
WIBUNNENTIA A WAUNTTIUIYNNT

@/m



-l -

AMENUANIuNALA
@. |dentification test mﬁaﬁ}ﬁhummﬁizqh Finished product specification
. Usuaudnendiey «d.0% - @od.0% % of the labeled amount of sacubitril
&d.0% - mod.0% % of the labeled amount of valsartan
en. Uniformity of dosage form unit m’mr}i’mm’mﬁ'ﬁxﬂu Finished product specification
&. Dissolution by HPLC
- Sacubitril Not less than @o % (Q value) in o minutes
- Valsartan Not less than co % (Q value) in o minutes

&. Related substances

- Chiral purity by HPLC-CGPa&mow , based on the declared content of Valsartan NMT @.0%
- Chiral purity by HPLC-CGP-&me-o% , based on the declared content of Sacubitril NMT o.0%
- Chiral purity by HPLC-CGP-¢n¢-o , based on the declared content of Sacubitril NMT o.lo%
- Chiral purity by HPLC-CGP-&mo-o5 , based on the declared content of Sacubitril NMT o.e%

- Degradation products by HPLC-Specified , identified #oo-oe,

based on the declared content of Sacubitril NMT o.q1%

- Degradation products by HPLC- Any unspecified NMT o.lo%
- Degradation products by HPLC-Total degradation products, excluding ®oo-o&  NMT o.¢%

Rouludue

o.) 1enensnslisuayg etz deuiiue ot mielusamelng wavdins (declare) undards
o0 Tuddynistunsdeusiue W nels ne.o ne.c vio tlo udwsns]
o luAmatunailousi$ue ve.e wie t.o WIBUTWAIIUAIUBN1TAIUANANA N DINENS Ut

mfitungideu (finished product specification) uagdarimunamuamaasingiu(drug substance

specification)nidifiagsyninmadsundauilufinduasfosuuuanarsmsvanily (8.¢) indou
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