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Sacubitril 48.6 mg + Valsartan 51.4 mg film-coated tablet
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1. Foun Sacubitril 48.6 mg + Valsartan 51.4 mg film-coated tablet
2. paanliidaly

2.1 JUuuy DuedloedouRidy (Fitm coated tablet) dwduuisevy
2.2 dyudsenay Tu 1 dinvseneudhesiaen co crystalline salt complex Sacubitril
48.6 mg ung Valsartan 51.4 mg
2.3 MYUBUTIY ussqluunsegilifleuwond wis blister pack Unain Usetuuasuay
iy
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3. quaniinramaiia

3.1 Finished product specification : (sacubitril / valsartan) film-coated tablet

13 Test items Specifications
Identification m'mﬁi'mmmﬁ‘i%u‘lu Finished product specification
- Sacubitril
- Valsartan

2. | Wnausiaendrdy

- Sacubitril

- Yalsartan

- 95.0% ~ 105.0% of the L.A. of sacubitril
- 95.0% - 105.0% of the L.A. of valsartan

3. | Uniformity of dosage units

asrakumnTiseyly Finished product specification

- Sacubitril
- Valsartan
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3.1 Finished product specification (#9)

{ia Test items Specifications

4. | Dissolution (time 30 min)

- Sacubitril - NLT 80%(Q) of the L.A. of sacubitril
- Valsartan - NLT 80%(Q) of the L.A. of valsartan
5. | Impurities
-900-04 , based on the declared content - NMT 0.7%

of sacubitril
- Any unspecified, based on the declared | - NMT 0.2%
content of valsartan
- Total degradation products, excluding - NMT 0.5%
900-04

6. | Microbial enumeration tests
- Total aerobic microbial count NMT 103 cfu/g
- Total combined yeasts/moulds count NMT 10° cfu/g

- Specified microorganisms, E.coli Absent

3.2 Drug substance specification : Sacubitril Valsartan Sodium Crystalline Salt
Complex (Sacubitril/Valsartan)
4o Test items Specifications

1. | Identification #5I96TY

2. | Wunusnendrdy

- Valsartan -503-524%
- Sacubitril -47.6 - 49.6 %
- |.CZ696 - 98.0% — 102.0% (calculated as free acid on an

anhydrous and solvent free basis)
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3.2 Drug substance specification : Sacubitril Valsartan Sodium Crystalline Salt
Complex (SacubitriValsartan) (s9)

L] Test items Specifications
3. | Impurities
- CGP49309 NMT 0.5%
- 534-06 NMT 0.10%
- 535-06 NMT 0.10%
- 536-06 NMT 0.10%
4. | Water 43-57%
5. | Heavy metals NMT 10 ppm
6. | Related substances by HPLC
- 900-04 NMT 0.3%
- Unspecified, each NMT 0.10%
- Total unspecified NMT 0.3%
- Total related substances NMT 0.6%
1. | Microbial enumeration tests
- Total aerobic microbial count NMT 10° cfu/s
- Total combined yeasts/moulds count | NMT 10° cfu/g
- Specified microorganisms, E.coli Absent
WINEe

LCZ696 = (sacubitril / valsartan) 100 mg Film-coated tablet

900-04 = Diacid {2R,4S)-5-[(1,1"-Biphenyl)-4-y1}-4-(3-carboxypropanamido)-2-methylpentanoic acid
534-06 = Calcium bis-4-{(1R,33)-1-{(1,1-biphenyl)-4-yimethyl}-4-ethoxy-3-methyl-4-oxobutyllamino)-4-
oxcbutanoate)

535-06 = Calcium bis-4-{(15,35)}-1-(1,1"-biphenyl)}-4-yimethyl)-4-ethoxy-3-methyl-4-oxobutyllamino)-4-
oxobutanoate)

536-06 = Calcium bis—d-((lR,BR)—l-((i,1'-biphenyL)-4—ylmethyl)-4eethoxy-3-methyl-4~oxobutyl)amino)-4-
oxobutanoate)

CaP 49309 = N-Pentanoyl-N-[(2'{ 1H-tetrazol-5-ylX1,1"-biphenyl)-4-yimethy)-D-valine
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