
Description
SacutrilTM (sacubitril and valsartan) is a combination of a neprilysin inhibitor and an 
angiotensin II receptor blocker. SacutrilTM is available as film-coated tablets for oral 
administration.
SacutrilTM 50 Tablet: Each film coated tablet contains Sacubitril-Valsartan Sodium Hydrate 
Complex INN 56.750mg equivalent to Sacubitril 24mg and Valsartan 26mg tablet.
SacutrilTM 100 Tablet: Each film coated tablet contains Sacubitril-Valsartan Sodium Hydrate 
Complex INN 113.50mg equivalent to Sacubitril 49mg and Valsartan 51mg tablet.
SacutrilTM 200 Tablet: Each film coated tablet contains Sacubitril-Valsartan Sodium Hydrate 
Complex INN 227.00mg equivalent to Sacubitril 97mg and Valsartan 103mg tablet.

Indications 
SacutrilTM 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.
• For the treatment of symptomatic heart failure with systemic left ventricular systolic  
   dysfunction in pediatric patients aged one year and older. 
SacutrilTM is usually administered in conjunction with other heart failure therapies, in 
place of an angiotensin-converting enzyme inhibitor (ACEi) or other angiotensin 
receptor blocker (ARB).

Dosage & Administration 

Adult Heart Failure
The recommended starting dose of SacutrilTM is 49/51 mg orally twice daily. Double 
the dose of SacutrilTM after 2 to 4 weeks to the target maintenance dose of 97/103 
mg twice daily, as tolerated by the patient. 
Reduce the starting dose to 24/26 mg twice daily for:
-Patients not currently taking an angiotensin-converting enzyme inhibitor (ACEi) or an    
 angiotensin II receptor blocker (ARB) or previously taking a low dose of these agents.
-Patients with severe renal impairment.
-Patients with moderate hepatic impairment.

Pediatric Heart Failure 
Refer to Table 1 for the recommended dose for pediatric patients aged one year and 
older. Take the recommended dose orally twice daily. Adjust pediatric patient doses 
every 2 weeks, as tolerated by the patient.

Table 1: Recommended Dose Titration
Titration Step Dose (twice daily):

* Use of the Oral Suspension recommended in these patients. Recommended mg/kg 
doses are of the combined amount of both sacubitril and valsartan.
** Doses of 72/78 mg can be achieved using three 24/26 mg tablets.

Contraindications 
SacutrilTM is contraindicated: 
• In patients with hypersensitivity to any component. 
• In patients with a history of angioedema related to previous ACEi or ARB therapy. 
• With concomitant use of ACEi. Do not administer within 36 hours of switching from  
   or to an ACEi. 
• With concomitant use of aliskiren in patients with diabetes.

Warning and precautions
SacutrilTM may cause angioedema and must not be used in patients with a known 
history of angioedema related to previous ACEi or ARB therapy and in patients with 
hereditary angioedema. 
SacutrilTM lowers blood pressure and may cause symptomatic hypotension. Closely 
monitor serum creatinine, and down-titrate or interrupt SacutrilTM in patients who 
develop a clinically significant decrease in renal function. In patients with renal artery 
stenosis, monitor renal function. 
Monitor serum potassium periodically and treat appropriately, especially in patients 
with risk factors for hyperkalemia such as severe renal impairment, diabetes, 
hypoaldosteronism, or a high potassium diet. Dosage reduction or interruption of 
SacutrilTM may be required.

Side Effects
The most common side effects are Angioedema, Hypotension, Impaired Renal 
Function, Hyperkalemia, Cough, Dizziness.

Use in Specific Populations

Pregnancy: SacutrilTM can cause fetal harm when administered to a pregnant 
woman. 
Lactation: Not recommended during lactation.
Pediatric Use: Safety and effectiveness have not been established in pediatric 
patients less than 1 year of age. 
Geriatric Use: No relevant pharmacokinetic differences have been observed in elderly 
(≥ 65 years) or very elderly (≥ 75 years) patients compared to the overall population.
Hepatic Impairment: No dose adjustment is required when administering SacutrilTM 
to patients with mild hepatic impairment (Child-Pugh A classification). SacutrilTM is not 
recommended in patients with severe hepatic impairment, as no studies have been 
conducted in these patients.
Renal Impairment: No dose adjustment is required in patients with mild (eGFR 60 
to 90 ml/min/1.73 m2) to moderate (eGFR 30 to 60 ml/min/1.73 m2) renal 
impairment. The recommended starting dose in patients with severe renal impairment 
(eGFR < 30 ml/min/1.73 m2) is 24/26 mg twice daily.

Drug Interactions

Dual Blockade of the Renin-Angiotensin-Aldosterone 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.

Overdose
Limited data are available with regard to overdosage in human subjects with 
SacutrilTM. In healthy volunteers, a single dose of 583 mg sacubitril/617 mg 
valsartan, and multiple doses of 437 mg sacubitril/463 mg valsartan (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 SacutrilTM. Symptomatic treatment should be provided. SacutrilTM 
is unlikely to be removed by hemodialysis because of high protein binding.

Storage
Keep out of the reach of children. Store below 30°C in a dry place.

Commercial Pack
SacutrilTM 50 Tablet: Box containing 20 tablets in 2x10ʼs Alu-Alu form packs.
SacutrilTM 100 Tablet: Box containing 20 tablets in 2x10ʼs Alu-Alu form packs.
SacutrilTM 200 Tablet: Box containing 10 tablets in  1x10ʼs Alu-Alu form packs.
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Starting Second Final

Pediatric Patients
Less than 40 kg* 1.6 mg/kg 2.3 mg/kg 3.1 mg/kg

Pediatric Patients
Less than 50 kg 49/51 mg 72/78 mg** 97/103 mg

Pediatric Patients
At least 40 kg,
less than 50 kg

24/26 mg 49/26 mg 72/78 mg**



eY©bv
m¨vKywUªjTM (m¨vKywewUªj Ges f¨vjmviUvb) GKwU †bwcªjvBwmb BbwnweUi Ges GbwRI‡Ubwmb 2 wi‡mÞi 
eøKv‡ii mswgkªY|
m¨vKywUªjTM 50 U¨ve‡jUt cÖwZ AvewiZ U¨ve‡j‡U Av‡Q m¨vKzwewUªj-f¨vjmviUvb †mvwWqvg nvB‡WªU Kg‡cø· 
AvB Gb Gb 56.750 wgMÖv hv m¨vKzwewUªj 24 wgMÖv Ges f¨vjmviUvb 26 wgMÖv Gi mggvb|
m¨vKywUªjTM 100 U¨ve‡jUt cÖwZ AvewiZ U¨ve‡j‡U Av‡Q m¨vKzwewUªj-f¨vjmviUvb †mvwWqvg nvB‡WªU 
Kg‡cø· AvB Gb Gb 113.50 wgMÖv hv m¨vKzwewUªj 49 wgMÖv Ges f¨vjmviUvb 51 wgMÖv Gi mggvb|
m¨vKywUªjTM 200 U¨ve‡jUt cÖwZ AvewiZ U¨ve‡j‡U Av‡Q m¨vKzwewUªj-f¨vjmviUvb †mvwWqvg nvB‡WªU 
Kg‡cø· AvB Gb Gb 227.00 wgMÖv hv m¨vKzwewUªj 97 wgMÖv Ges f¨vjmviUvb 103 wgMÖv Gi mggvb|

wb‡`©kbv
m¨vKywUªjTM wb‡`©wkZ nqt
• ü`hš¿RwbZ g„Zz¨i SyuwK Kgv‡Z Ges nvU© †dBji †ivMx‡`i `xN©¯’vqx nvU© †dBji (GbIqvBGBPG †kªwY  
    2-4) I Kg B‡RKkb dª¨vKk‡bi R‡b¨ nvmcvZv‡j fwZ©i SyuwK Kgv‡Z|
• GK eQi ev Zvi †ewk eqmx wkï †ivMx‡`i wm‡÷g¨vwUK †jd&U †fw›UªKyjvi wm‡÷vwjK wWùv¼kb Øviv  
    wm¤ú‡Uvg¨vwUK nvU© †dBj‡ii wPwKrmvi Rb¨|

m¨vKywUªjTM mvaviYZ Ab¨vb¨ nvU© †dBji †_ivwci mv‡_ GK‡Î Ges GbwRI‡Ubwmb-KbfvwU©s GbRvBg 
(GwmBAvB) A_ev Ab¨vb¨ GbwRI‡Ubwmb wi‡mÞi eøKvi (GAviwe)- Gi cwie‡Z© Mªn‡Yi civgk© †`qv nq|

gvÎv I †mebwewa
cªvßeq¯‹ nvU© †dBji
m¨vKywUªjTM-Gi wb‡`©wkZ cªviw¤¢K †WvR nj †gŠwLKfv‡e 49/51 wgMÖv ˆ`wbK `yBevi| †ivMxi mnbkxjZv 
Abymv‡i, 2 †_‡K 4 mßvn ci m¨vKywUªjTM-Gi †WvR wØ¸Y evwo‡q w`‡q Gi Uv‡M©U †gb‡Ub¨vÝ †WvRt 
97/103 wgMÖv w`‡b `yBevi-G DbœxZ Kiæb| 
wbgœewY©Z †ivMx‡`i Rb¨ cªviw¤¢K †WvR Kwg‡q ˆ`wbK `yBevi 24/26 wgMÖv K‡i w`bt
• ‡h mg¯Í †ivMxiv eZ©gv‡b GbwRI‡Ubwmb-KbfvwU©s GbRvBg BbwnweUi (GwmBAvB) A_ev         
    GbwRI‡Ubwmb 2 wi‡mÞi eøKvi (GAviwe) MªnY Ki‡Qb bv ev c~‡e© D³ Ilya¸‡jvi Kg †WvR MªnY K‡ibwb|
• ‡h mg¯Í †ivMxiv ¸iæZi wKWwb msµvšÍ RwUjZvq fyM‡Qb|
• ‡h mg¯Í †ivMx‡`i gvSvwi hK„Z RwbZ RwUjZv Av‡Q| 

wkï‡`i nvU© †dBji
GK eQi ev Zvi †ewk eqmx wkï †ivMx‡`i wb‡`©wkZ †Wv‡Ri Rb¨ †Uwej-1 †`Lyb| wb‡`©wkZ †WvR¸‡jv w`‡b 
`yBevi †gŠwLKfv‡e MªnY Kiæb| †ivMxi mn¨¶gZv Abymv‡i cªwZ 2 mßvn cici †WvR cybtwe‡ePbv Kiæb| 

†Uwej-1t wb‡`©wkZ †WvR UvB‡Uªkb
UvB‡Uªkb ‡Wv‡Ri avc (‰`wbK 2 evi)t

* GB †ivMx‡`i R‡b¨ Iivj mv‡¯úbkb e¨envi Kivi civgk© †`qv n‡”Q| D³ wgMÖv/‡KwR †WvR¸‡jv 
m¨vKywewUªj Ges f¨vjmviUv‡bi mw¤§wjZ cwigv‡Yi Rb¨ wb‡`©wkZ|
** wZbwU 24/26 wgMÖv U¨ve‡jU MªnY Kivi gva¨‡g 72/78 wgMÖv †WvR c~iY Kiv †h‡Z cv‡i|

cªwZwb‡`©kbv 
m¨vKywUªjTM cªwZwb‡`©wkZ nqt
• ‡m mg¯Í †ivMx‡`i Rb¨ hv‡`i D³ Jl‡ai †Kvb Dcv`vb Øviv AwZ ms‡e`bkxjZv nq| 
• ‡m mg¯Í †ivMx‡`i Rb¨ hv‡`i c~e©eZ©x GwmBAvB ev GAviwe †_ivwc RwbZ GbwRIG‡Wgv n‡qwQj|
• ‡m mg Í̄ †ivMx‡`i Rb¨ hviv GwmBAvB-Gi mv‡_ e¨envi K‡i| m¨vKywUªjTM †_‡K GwmBAvB -‡Z cwiewZ©Z  
    n‡j 36 NÈvi Av‡M MªnY Ki‡eb bv, wVK †Zgwb GwmBAvB †_‡K m¨vKywUªj -G cwiewZ©Z n‡j 36 NÈvi  

    Av‡M MªnY Ki‡eb bv|
• ‡m mg¯Í Wvqv‡ewUm †ivMx‡`i †¶‡Î GKB mv‡_ A¨vwjw¯‹‡ib-Gi mn e¨envi|

mZK©Zv I wewawb‡la 
m¨vKywUªjTM Mªn‡Yi d‡j GbwRIG‡Wgv n‡Z cv‡i| hvi Kvi‡Y, †h mg¯Í †ivMx‡`i c~e©eZ©x GwmBAvB A_ev 
GAviwe †_ivwc msµvšÍ GbwRIG‡Wgv wQj, Zv‡`i m¨vKywUªj MªnY Kiv DwPZ bq| GwU eskMZ 
GbwRIG‡Wgv †ivMx‡`iI MªnY Kiv DwPZ n‡e bv|

m¨vKywUªjTM i³Pvc Kgvq Ges wm¤ú‡Uvg¨vwUK nvB‡cv‡Ubkb NUv‡Z cv‡i| †h mg¯Í †ivMx‡`i wKWwb 
Kvh©KvwiZv D‡jøL‡hvM¨ nv‡i nªvm cvq, Zv‡`i wmivg wµ‡qwUwbb ¸iæ‡Z¡i mwnZ ch©‡e¶Y Kiæb (cª‡qvR‡b 
wmivg wµ‡qwUwbb WvDb-UvB‡UªU Kiæb)| ‡ibvj AvU©vwi †÷‡bvwmm †ivMx‡`i †¶‡Î e„°xq Kvh©KvwiZv 
wbix¶Y Kiæb|

wbqwgZ ‡mivg cUvwkqv‡gi wbix¶Y Kiæb Ges h_vh_ wPwKrmv wbb| we‡kl K‡i †m mg¯Í †ivMx‡`i Rb¨ 
hv‡`i nvBcviK¨v‡jwgqvi SyuwK Av‡Q †hgb ¸iæZi e„°xq AKvh©KvwiZv, Wvqv‡ewUm, nvB‡cvA¨v‡ìv‡÷iw-
bRg Ges †m mg¯Í ‡ivMx‡`i Rb¨ hviv AwZgvÎvq cUvwkqvghy³ Lvevi Lvq| GB †¶‡Î m¨vKywUªjTM MªnY 
_vwg‡q †`qv ev gvÎv Kgv‡bv jvM‡Z cv‡i|

cvk¦©-cªwZwµqv
m¨vKywUªjTM Mªn‡Yi cvk¦©-cªwZwµqvmg~n njt GbwRIG‡Wgv, i‡³i wbgœPvc, e„°xq AKvh©KvwiZv, 
nvBcviK¨v‡jwgqv, Kvwk I gv_v †Nviv|

we‡kl‡¶‡Î e¨envi
Mf©ve¯’vt Mf©eZx gwnjviv m¨vKywUªjTM MªnY Ki‡j åƒ‡Yi ¶wZ n‡Z cv‡i|
¯Íb¨cvbt ¯Íb¨`vbKvjxb mg‡q mycvwikK„Z bq|
wkï‡`i e¨envit 1 eQ‡ii Kg eqmx wkï †ivMx‡`i †¶‡Î wbivcËv Ges Kvh©KvwiZv cªwZwôZ nqwb|
e„×‡`i e¨envit mvaviY gvby‡li Zyjbvq eq¯‹ (≥ 65 eQi) I AwZ-eq¯‹ (≥ 75 eQi) †ivMx‡`i g‡a¨ 
†KvbI cªvmw½K dvg©v‡KvKvB‡bwUK cv_©K¨ cwijw¶Z nqwb|
wjfv‡ii AKvh©KvwiZvt nvjKv wjfvi AKvh©KvwiZvi †ivMx‡`i (PvBì-wcD G K¬vwmwd‡Kkb) †¶‡Î 
m¨vKywUªjTM Gi gvÎv mgš^‡qi cª‡qvRb †bB| Z‡e ̧ iæZi wjfv‡ii AKvh©KvwiZv †ivMx‡`i Rb¨ m¨vKywUªjTM 
MªnY wb‡`©wkZ bq| KviY, D³ †ivMx‡`i wb‡q †Kvb M‡elYv Kiv nqwb| 
e„°xq AKvh©KvwiZvt nvjKv e„°xq AKvh©KvwiZvi (BwRGdAvi 60-90 wgwj/wgwbU/1.73 wg2) Ges gvSvwi 
e„°xq AKvh©KvwiZvi (BwRGdAvi 30-60 wgwj/wgwbU/1.73 wg2) †ivMx‡`i †¶‡Î gvÎv mgš^‡qi cª‡qvRb 
†bB| ¸iæZi e„°xq AKvh©KvwiZvi †ivMx‡`i Rb¨ cªviw¤¢K gvÎv (BwRGdAvi < 30 wgwj/wgwbU/1.73 wg2) 
wn‡m‡e w`‡b `yBevi 24/26 wgMÖv wb‡`©wkZ Kiv n‡q‡Q|

Jla wg_w¯Œqv
‡iwbb-GbwRI‡Ubwmb-A¨vj‡Wv‡÷‡ivb wm‡÷g-Gi Wy‡qj eø‡KWt GwmBAvB-Gi mv‡_ e¨envi Ges 
Wvqv‡ewUm †ivMx‡`i A¨vwjw¯‹‡ib-Gi mv‡_ e¨envi Kiv DwPZ bq| GKBfv‡e GAviwe-Gi mv‡_ e¨envi 
Gov‡bv DwPZ| 
cUvwkqvg-‡¯úqvwis WvBD‡iwU·t i‡³ cUvwkqv‡gi gvÎv e„w× †c‡Z cv‡i|
GbGmGAvBwWt e„°xq AKvh©KvwiZvi SyuwK e„w× †c‡Z cv‡i|
wjw_qvgt wjw_qvg welv³Zvi SyuwK †e‡o hvq|

AwZgvÎv
gvby‡li †¶‡Î m¨vKywUªjTM-Gi AwZgvÎv msµvšÍ Z_¨ LyeB mxwgZ| GKRb my¯’-‡¯^”Qv‡me‡Ki g‡a¨ 583 
wgMÖv m¨vKywewUªj/617 wgMÖv f¨vjmviUvb-Gi GKwU †WvR Ges 437 wgMÖv m¨vKywewUªj/463 wgMÖv f¨vjmviUvb 
(14 w`b) -Gi GKvwaK †WvR wbix¶Y Kiv n‡q‡Q Ges mnbkxj †`L‡Z cvIqv †M‡Q| m¨vKywUªjTM-Gi 
AwZgvÎvi Kvi‡Y  nªvmK„Z i³Pv‡ci d‡j nvB‡cv‡Ubkb nq| GB †¶‡Î j¶Yxq wPwKrmv wb‡Z n‡e| `„p 
†cªvwUb evBwÛs‡qi Kvi‡Y wn‡gvWvqvjvBwmm Øviv m¨vKywUªjTM AcmvwiZ nIqvi m¤¢vebv Kg|

msi¶Y
wkï‡`i bvMv‡ji evB‡i ivLyb| 30°†mt ZvcgvÎvi wb‡P ï®‹ ¯’v‡b msiÿY Kiæb|

evwYwR¨K †gvoK
m¨vKywUªjTM 50 U¨ve‡jUt 2x10 -Gi A¨vjy-A¨vjy dg© c¨v‡K 20wU U¨ve‡jU aviYKvix ev·|
m¨vKywUªjTM 100 U¨ve‡jUt 2x10 -Gi A¨vjy-A¨vjy dg© c¨v‡K 20wU U¨ve‡jU aviYKvix ev·|
m¨vKywUªjTM 200 U¨ve‡jUt 1x10 -Gi A¨vjy-A¨vjy dg© c¨v‡K 10wU U¨ve‡jU aviYKvix ev·|
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ïiæ wØZxq ‡kl

wkï †ivMx, hv‡`i
IRb 40 †KwRi Kg*

wkï †ivMx, hv‡`i
IRb 50 †KwRi Kg*

1.6 wgMÖv/‡KwR 2.3 wgMÖv/‡KwR 3.1 wgMÖv/‡KwR

49/51 wgMÖv 72/78 wgMÖv** 97/103 wgMÖv

wkï †ivMx, hv‡`i IRb
40 †KwR ev Z`~aŸ©,
Z‡e 50 †KwRi Kg

24/26 wgMÖv 49/51 wgMÖv 72/78 wgMÖv**


