Savesto

Sacubitril & Valsartan

Composition

Savesto 50 Tablet: Each film coated tablet contains Sacubitril-Valsartan Sodium
Hemipentahydrate INN equivalent to Sacubitril 24 mg & Valsartan 26 mg.

Savesto 100 Tablet: Each film coated tablet contains Sacubitril-Valsartan Sodium
Hemipentahydrate INN equivalent to Sacubitril 49 mg & Valsartan 51 mg.

Savesto 200 Tablet: Each film coated tablet contains Sacubitril-Valsartan Sodium
Hemipentahydrate INN equivalent to Sacubitril 97 mg & Valsartan 103 mg.

Description

Savesto is a combination of Sacubitril & Valsartan. Sacubitril, a neprilysin inhibitor
that inhibits neprilysin (neutral endopeptidase; NEP) via active metabolite of the
prodrug Sacubitril. Valsartan, an angiotensin receptor blocker that blocks the
angiotensin II type-1 (AT)) receptor. The cardiovascular and renal effects of
Sacubitril / Valsartan in heart failure patients are attributed to the increased levels of
peptides that are degraded by neprilysin, such as natriuretic peptides by the active
metabolite of Sacubitril and the simultaneous inhibition of the effects of angiotensin
II by Valsartan. Valsartan inhibits the effects of angiotensin II by selectively
blocking the AT, receptor, and also inhibits angiotensin II-dependent aldosterone
release.

Indication

Savesto combination is indicated to
* Reduce the risk of cardiovascular death and hospitalization for heart failure in
patients with chronic heart failure (NYHA Class II-IV) and reduced ejection
fraction.
« Savesto is usually administered in conjunction with other heart failure therapies,
in place of an ACE inhibitor or other ARB.

Dosage and administration
* The recommended starting dose of Savesto is 100 mg twice-daily. Double the
dose of Sacubitril / Valsartan after 2 to 4 weeks to the target maintenance dose of
200 mg twice-daily, as tolerated by the patient.
* Reduce the starting dose to 50 mg twice-daily for:
- Patients not currently taking an angiotensin-converting enzyme inhibitor (ACEI)
or an angiotensin Il receptor blocker (ARB) or previously taking a low dose of
these agents
- Patients with severe renal impairment
- Patients with moderate hepatic impairment
Double the dose of Sacubitril / Valsartan every 2 to 4 weeks to the target
maintenance dose of 200 mg twice-daily, as tolerated by the patient.

Contraindications
Sacubitril / Valsartan is contraindicated to the following cases-
* Hypersensitivity to any component
* History of angioedema related to previous ACE inhibitor or ARB therapy
* Concomitant use with ACE inhibitors
 Concomitant use with aliskiren in patients with diabetes

Precautions
* Signs and symptoms of angioedema and hypotension should be observed
* Renal function and potassium level should be monitored in susceptible patients

Side-effects

The most common side effects are low blood pressure, high potassium, cough,
dizziness, and kidney problems. It may cause some serious side-effects like
angioedema (that may cause trouble in breath and death) and Hyperkalemia.

Use in specific populations

Pregnancy: Can cause fetal harm when administered to a pregnant woman

Lactation: Drug should be discontinued during lactation

Pediatric use: Safety and effectiveness in pediatric patients have not been established
Geriatric use: No relevant pharmacokinetic differences have been observed in

elderly (=65 years) or very elderly (=75 years) patients compared to the overall

population.

Drug Interactions

Dual blockade of the renin-angiotensin system: Should not be used with an ACEI,
aliskiren in patients with diabetes, and use with an ARB should be avoided
Potassium-sparing diuretics: Serum potassium level may be increased

NSAIDs: Risk of renal impairment may be increased

Lithium: Increased risk of lithium toxicity

Overdosage

Limited data are available with regard to overdosage in human subjects with
Sacubitril and Valsartan. In healthy volunteers, a single dose of Sacubitril / Valsartan
1200 mg, and multiple doses of Sacubitril / Valsartan 900 mg (14 days) have been
studied and were well tolerated.

Hypotension is the most likely result of overdosage due to the blood pressure
lowering effects of Sacubitril and Valsartan. Symptomatic treatment should be
provided. The drug is unlikely to be removed by hemodialysis because of high
protein binding.

Storage condition
Store below 30°C and dry place, away from light & moisture. Keep out of the reach
of children.

Commercial Packaging

Savesto 50 Tablet: Each box contains 20’s tablet in Alu-Alu blister pack.
Savesto 100 Tablet: Each box contains 20’s tablet in Alu-Alu blister pack.
Savesto 200 Tablet: Each box contains 20’s tablet in Alu-Alu blister pack.

Manufactured By

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh

®

1300003086

TIHRGE 932 SERTRGI

oA

SATSABT ¢o BIRTES: &fSl Rrey (@bT Byt qwawe ANSRGA-SERIRoE e
RATBRIZEE WRGAR A ARG 28 Fall q3 SIEETEHE Qb T @7 FAgEy |
SATSABT Soo BIRTED: afsls frey @IBE Bkt wwawe MIFRGA-Senbe Enfea
RFBIRZ@E SRETAT A AFREGT 85 el @3 SHeTREE ¢ el @7 g |
ATSAB! 00 HIRCEG: efslb ey (@IBT SrReEs Iwarg MFRGa-Syem=oe Enfeas
RFBIRR@E SRETAT A MIFRGT 59 Fall 3R SEPTREE Sow i ¢ 7gay |

e

FACSICHT 2T FIPRG IR SERDA GF GF6 ANFS SAW | FFREGT @6 @i
3G A Aew [P smnd S M @R afstrd T | ekt
@35 qAfreGatT feree g9 T qafeeGate & 51E » (afsy) Ferbae 35 F@ |
TG / SEPIRGE oS WIFRGER A Kerdw v w@r @feeiE ke w@w
ST (AABIETT @ WHEEDT (ABIEre «7 ~fm 3w o= ar e e amr
Rrefere = a3 SIFPIRGA &[T GHEQSEAPH & IF FAE LW ThAF ¢ J@ ToF QS
I | SIETRGH Ffneena «ft, Freree a5 Fa T et & a3 doR @3t
a7 SO TSN GFTSIEHAT A e S |

ot

TSB! Foror e =7
o AT TT (T3 (O €T 935 @ @ 3-8) IR IV I(EEN JIFAT @ P
TEATSIC SfS 4R TacEd S0 J27a e TS |
* FCSAGT AT TR TG 492 GONR{ @F ARRCS Ty 2 (@39 SFOE A
FREFARY |

R Tt ¢ Ry
* ST @ FTafre arefics S@r 20z Soo fal e 1399 | @I /=iy weE $oF
99 T Y2 (A0S B AR #I7 @ fawa I Telleae T@t Q0o il e 123w w41 @re
A |
o 1@l S o el #ee 42319 F90e 2@ GFR @I Sy
- IRT IS GHETSTHART FAORIbE GTeney 3967 (GfiEeE) W™ qafersatm &
Rerhe 7R (QWHE) IR FA02 T NN FF W@ JIR FACRA
- fereraa TRfe SPTIfel
TN T TS T2 S I T2 (A 51 T[T A Al fawsy I Tl Tadr 200
et e 4339 4T (T A |

STt
MISfGeT / ST efefmire @ 19 (Fi@ GTete 2o
o QI TAWIS &ifs ALawelert
o #4td @f12 ARG wedr e IR FEce aferedfem 2fern witg
o qF3 A QT2 3ARRGH IR TIRA
o TR @ (g «3 AN Gferifie 71z 79z

pa

Moo
o eI I TH TEOITAT T @ T AT Fa0e WA
o AV N (0 J0ad IR G ATIBTRAICH Sar 77 F0o 70

sifefefet

oA (TR Sfeffar ol A Glater = fay a6, T AGihrmm, Fifk, R a3
forefel wfere 7T | BT 6 AR T T RSB (I ST FPTEEaiTe Ty 20e
M) T TRATH T FIC® A |

Reraes TR

TSR TTSRZ FIRE JI S 20 A

BAAFHICET: SRR S TR A2 TS TR

PR (Fr@: PRt (R 37 IR T e e ot efsfie W
ITFHOR G2 TF (20¢ IZ) ST A6 I9HTE (29¢ I2F) @M (R '8 L e
T FAIFIRCADBS ARSI AL 73 |

TPt BRI

@ @B FiesT ag Fosie efsqsma: W3 3wRR6e, @ @ aferenfe T<q
FACZ SR AN I AR ARG 47 A GJIZ 229 541 Tfow

2B ipifae TrRScEba: T ABIRREIT T@l (@S @ A

qRERQeEfY: Joaw ST i (@Y @S A

AT

R ToF MIFREGT 43R SEFTRGI M@ ©27 S~ (0% | AR (@
G Vi@ TFRGeT / SIETIRGIN S200 [Wall qaR Ieu@ TFRGeT / SyieETbH soo
(58 To7eT) =T 4T 20T 2 FTAT ST ST (2I7Z |

MFRGT GR STERIRGN @9 TSI I O[T I FORCCT ARG Tl 2T
FECATGT | TFeEiTe e fire =3 | T wofifbT A2fer @a TR EeRmERAF 7=
LB AR TG F |

T
ST @ TS (ATF 0, 9o’ (1, O fATh 8 GHAT FITH A4 | 7w 9« Féreewa Fiolice e
YT |

s ces

FTSHCBT €o BIIeTs: Al Acw TR 2016 FIRTAL SWR-SHE F6[ A7 |

ATSAB! Soo BIRTEE: @SB AT TeaTE 2016 Brwers Sr-Suie A6 271es |
FCSTBT Qo0 BT 2Afs Aw 7are 20 B S-S ZEom A1t |

ABOFAF
e TG HEER Prasfr
S, TN, =t




