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Vytan Tablet 
Valsartan 80mg, 160mg 
I.OtKrlptlon 
Vytan Tablet 80mg •A light pink round shape film-coated tablet, slightly convex, scored at one side and plain 
on the other side. 
Vytan Tablet 160mg -A light orange oval shape film-coalsd tablet, slightly convex, scored at one side and 
plainontheolherside. 

II. PHARMACOLOGY 
Phannaoodynamic properties 
Phannacotherapeutic group: Angiotensin II Antagonists, plain, ATC code: C09CA03 

Valsartan is an orally active, potent, and specific angiotensin II (Ang II) receptor an~nist. It acts selectively 

:a:/~~~~s11bm;)~~i~~s =~:~d:~~°:a~~:~n~ ~~~ul~:i~-Jn~'f:~ 
receptor, which appears to countefbalance the effect of lheAT1 receptor. 
Valsartan does not exhib~ any partial agooist activity at the AT1 receptor aod has much (about 20,000 fold) 

~::eafflr!Z':rs~t~~ =~rsn:~:e~i=~·/!~~r:~~~ti~~l~I~~~~= 
inhibit ACE (also known as kinioase II) 'Mlich converts Ang I to Aog II and degrades braclykinin. Sioce there 
Is no effect ~n ACE and no potentiatloo of bradyklnin or substance P, angiotensln II antagoolsts are unlikely 
to be assooated with oough1ng. 

~=n of valsartan to patients with hyperlBnsion results in reduction of blood pressure without 
affecting pulse rate. 
lnmostpallents,afler adminlstrationofaslngle~ldos.e,oosetofantihypertenslveactivityoccurswtthln2 
hours, andthepeakreductiooofblood pressure 1Sach1evedwithin4-6 hours. Theantihyperteosiveeffect 
persists over 24 hours after dosing. During repeated dosing, the aotihyperteosive effect is substantially 
present within 2 weeks, and maximal eff~cts are attained within 4 weeks and persist during loni,-term therapy. 
Combinedwithhydrocfllorolhiazide, asignificantadditionalreductioninbloodpressureisach1eved. 
Abruptv.ithdrawalofvalsartanhasnotbeenassociatedwilhreboundhypertensionorotheradverseclinical 
events. 
In hypertensive patients with type 2 diabetes and miaoalbuminuria, valsartan has been shown to reduce the 
urioaryexaetionofalbumin. 

Pharmacokinetics 
Pharmacoklnetlc properties _, 
Followingoraladminislrationofvalsartanalone,peakplasmaconcentrationsofvalsartanarereachedin2-4 
h~rswilhtabletsand 1·2hours withsolutionfonnulatlon. Meanabsolutebioavallabllityls23%and39% 
with tablets and solution formulation, respectively. Food decreases exposure (as measured by AUC) ID 
valsartan by about40 % and peak plasma concentration (Cmax) by about SO%, although from about 8 h post 
dosing plasma valsartan.concentratlons are similar for the fed and fasted groups. This reductloo In AUC is 
~~re'=i:~~~~~itht~':tci~nificant reductioo in the therapeutic effect, and valsartan can 

Distribution: 
The steady-state volume of distribution of valsartan after intravenous administratioo is about 17 litres, ~::~1:1J71rr':~~C::ru~a~:!~~te Into Hssoes extensively. Valsartan Is highly bound ID serum 

Metabolism: 
Valsartan is not biotransfooned to a hi\Jh extent as only about 20 % of dose is reoovered as metabolites. A 
hydroxy metaboltte has been identified In plasma at lowconcenlratioos (less than 10 % ofthevalsartanAUC). 
This metabolite Is pharmacologically inactive. 

Excrelion: 
Valsartan shows multiexponenllal decay kinetics (t½o <1 h and tM about 9 h). Valsartan is ~tlmarily 
eliminated by biliaryexaetion in faeces (about 83 % of dose) and renally in urine (about 13 % of dose , mainly 
as unchanged drug. Following intravenous administration, plasmaclearanceofvalsartanisabout2 and its 
renalclearancels0.621Jh(abctll30%oftotalclearance).Thehalf•llfeofvalsartanls6hours. 

Spec;aJpopu1aoons 
Elderty 
A somewhat higher systemic exposure ID valsartan was observed in some elderfy subjects than in young 
subjects; however, this has not been shown to have any clinical significance. 

Impaired renal function 

:;~~~:; ~mre~ ~~l~~~:= ~~~its:~~ t ~a%~:-~= ~=~t ~ 
therefore not required In pat~ 'Mlh renal impairment (creatlnlne clearaoce >10 mVmln). ~re Is currently 
~~~~:s!:nu~n~tie~~thaca~n:~lh~e:~":n~.o mVminand patients undergoing 

Valsartan is highly bound to plasma protein and Is unlikely lo be removed by dialysis. 

Hepaticimpainnent 
Approxlmately70 %ofthedoseabsorbed ~eliminated lntheblle, essentially In the unchanged fonn. 
Valsartan does not undergo any noteworthy biOlransformalion. A doubling of exposure (AUC) was observed 
in patients with mild to moderate hepatic impairment compared to healthy subjects. However, no correlation 
wasobsefved between plasma valsartan concentration versusdegreeofhepatlcdysfunctloo. Velsartan has 
notbeenstudied inpatientswithsevere hepaticdysfunctioo. 

Paedlatdcpopu/8tion 
Impaired renal function 
Use inpaediatricpalientswithacrealinineclearance<30mVminandpaediatricpatientsunclergoingdialysls 
has not been studied, therefore valsartan Is not recommended In these paUents. No dose adjustment is 
required for paedialric patients with a a-ealinine clearance >30 mVmin. Renal function and serum potassium 
should be closely monitored. 

UL INDICATIONS 
Hypertension 
Treatment of hypertension. 

Heart failure 
Treatment of heart failure (NYHA class II-IV) In paUents rece~ng usual therapy (such as dlureHcs, digital~) 

h:~~r~ra:~~E;;ir~~~~:~~;1:~~ ;~rn~:::~ :5t!~~·t~!~~mv:=~rHA 
functional class, ejection fraction and signs and symptoms of heart failure and improves qualily of life. 

Post-myocardial infarction 
Valsartan Is Indicated ID improve survival following ~rdlal Infarction In cllnlcallystable pa~entswtth ~lgns, 
symptoms or radiological evidence of left venbicular failure and/orwilh left ventricular systolic dysfunction. 

IV. CONTRAINDICATIONS 
• Hypersensitivity to an¥ of the components of Vylan; 
•Pregnancy(see "Use1nPregnaocy"); 

• Severe hepatic impairment; biliai cinhosis and cholestasis; ~~;=:~I::i~F~ < ~~~~~~i~roducts is contraindicated in patients with diabetes 

V. PRECAUTIONS 

Hyperkalaemia 
Concomitant use with polassium supplements, potassium-sparing diuretics, salt substitutes containing 

~~~•orpo=u:::ir::i~~:::n~:. levels (heparin, etc.) is not recommended. 
Sodium- andfor volume-depleted patients 
In severely sodium-depleted andforvolumM&pleted patients, such as those receMng high doses of diuretics, 
symptomatic hypotension may occur in rare cases after initiation of therapy with valsartan. Sodium andfor 
volumedepletiooshouldbecorrectedbeforestartingtreatmentwithvalsartan,forexamplebyreducingthe 
dluretlcdose. 

Reoalarterystenosls 
~:~:b:~!~teral renal artery stenosls orstenosls ID a solitary kidney, the safe use ofvalsartan has not 

Short-tenn administration of valsartan to twelve patients with renovascular hypertension secondary to 

::~~.6rb:~~rre::~dlgun$. ~~~n~~~=:~r~c:~~~=i~~~~; 
increaseblood ureaandseruma-ea!inineinpatientswithunilateralrenalarterystenosis,thereforemonitoring 
ofrenalfunctionisrecommendedwhenpatientsaretreatedwithvalsartan. 

K"ldneytransplantalion 
Thereiscurrentlynoexperienceonthesafeuseofvalsartaninpatients'M'IOhaverecentlyundergonekidney 
transplanlation. 

Primaryhyperaldosteronism 
Patients with primary hyperaldosteronism should not be treated with valsartan as their renin-angiotensin 
system is not activated. 

Aortic and mitral valve stenosis, obstructive hypertrophic cardiomyopathy. As with all other vasodilators, 
specialcautiooisindicatedinpatientssufferingfromaorticormitralstenosis,orhype,trophicobstruclive 
caro""'YOpalhy (HOCM). 

Impaired renal function 
There is currently no experience on the safe use in patients with acreatinine clearance <10 mVmin and 
patients undergoin~ dialysis, therefore valsartan should be used with caution in these patients. No dose 

:1/~~~u~~l~::~d~~ :~: i::~:!~i~t:~~~ ~i~:"J~~ :~i=ita:ihu:,~: 
impairment (GFR < 60 mUmin/1.73 m2). 

Hepatic impairment 
In patients with mild to moderate hepatic impairment without cholestasis, valsartan should be used with 
cautioo. 

~i:2'n II Receptor Antagonists (AIIRAs) should not be initiated during pregnancy. Unless continued 
All~therapyisconslderedessenlial,patlen~planningpregnancyshouldbechangedtoaltemative 

:~~~.s=a=~wi~:~ha;!~~ =~~= ~:d~~::itif !~=~%1:m~~~= 
shouldbestartad. 

Dth6rconditionswithstimulationo/therenin-angiotansinsr.5tem 
lnpatientswhoserenalfunclion maydependoo theactivilyoftherennin-angiotenslnsystem(e.g patients 

:::ewi~o~~ a':~r 1a::~~:;~:a~=6a:~=nfw8~Z::1 ~~~~toa~~;de~~ 
As valsartan is an angiotensin 1r antagonist, it cannot be excluded that the use ofvalsartan may be associated 
withimpairmentof therenalfunctioo. 

Historyofangioedema 

~I1~~~~:~~~~~P~e~~=p:~\~~:n:~a~~h=-~ =0~15::1~~': 
previously experienced angioedema with other drugs including ACE inhibitors. Valsartan should be 
immediately discontinued in pa~ents who develop angloedema, and valsartan should not be re-administered. 

Dual Blockade of the Renin-Aogiotensln-Aldosterone System (RAAS) 
Thereisevldenoethaltheconcomitant use of ACE-Inhibitors, anglotensln II reoeptorblockersorallskiren 

~:s:~~:~:=h ~~9:i1abi~= ,~~~h::~~~~=~dir~:~~~ret 
allskiren Is therefore not recommended. 
lf dualblockadetherapyisconsideredabsolutelynecessary, thlsshouldonlyoccurunderspecialisl 

l~=~~~;~~~ur::~~~!~u~n~~;1'~=:~n~~~J:SU~ 
oephropathy. _ _,_ 
Impaired renal function 
Use inpaedlatrtcpallentswtth acreatinlneclearance<30mVminandpaedialricpalientsundergolngdialysls 
has not been studied, therefore valsartan is not recommended in these patients. No dose edjuslment is 
required for paediatric patients with a creatinioe clearance >30 mVmin. Reoal fuoction and serum potassium 

~nh:!d~='i:e~:d~i: (:a~:~~~~:ei~:~~r~~Jr~~~~~=;:~~ 
AIIRAs, including valsartan, or of ACE inhibitors with aliskiren is contraindicated in patients with renal 
impairment (GFR < 60 mUmln/1 .73 m2). 

Impaired hepatic function 
As In adults, Velsartan Is contraindicated in paedlatrtc patients with severe hepatic lmpa!nnent, biliary clnhosls 
andinpatientswithcholestasis.Thereislimiledclinicalexperiencewithvalsartaninpaedialricpatientswilh 
mild to moderate hepatic impairment. The dose of valsartan should not exceed 80 mg in these patients. 

Galactoseintolerance,lapplactasedeficiency,glucose--galactosemalabsorbtion 
Patients with rare hereditary problems of galactose inloleraoce, the Lapp lactase deficiency or 
glucose-galactose malabsorpUon should not take this medicine. 

VI. INTERACTIONS WITH OTHER MEDICAMENTS 
Dual blockage of the Renln-Angiotens/n-Ak/ostarone System (RMS) withARBs, ACE lnhlbltOtS, or allsklf8n: 

Concomitant use of ~iolensin II Receptor Blcoket's (ARBs), including valsartan, or of Angiotensin 
~~~e8 ~~~u~cm~~~:=~df~~ren in patients with diabetes mellilus or renal impairment 

Concomitantusenotf8commended 

ACE inhibitors: 
The use of valsartan with an ACE inhibitor may increase the risk of hyperkalaemia, hypotension, and syncope, ::=:.11!u~ ~:S:1s =r:::,:i~Trse°f~rtca~~~cl~i~~8~/:n:6f:!1 t~~~n 



,, ". 

Product : T -VYTAN TABLET [BACK] • Uni!Box g leaflet D Aluminium Foil • Generic Box SAPNo. • outerBox Fix-A-Form • sachet Date : 23 June 2025 • label D ShipperCarton • Others: 

" '" 
,. 

" ' g RA/NPRAArtwork D Recirculation Artwork • Approval Copy Artwork • Clean Copy 
Internal Artwork Circulation D Previous Approved Artwork • DraftArtwork • Others: 

L Font : Arial Nanow Regular( Spacing-4.ljpt/ Size-4.4pt) -2. Dimension: 160mm(w) x 179mm(h) 

eoon11u1wnonlllillpt00fntonlicalllcorrectcda,usepa,Blionl. 

Lithium ~•="~•~••~~='"""='"~=•'~••~""~~~----~Ve~,-~.-----------< 
Reversible l!'Cf'88seslnserum lilhiumconcentratlonsandtoxlcttyhavebeenreportedduringcon.currentuse B 

Csrdiacfailure of ACE inhibitors. Due to the lack of experience with concomitant use of valsartan and lithium, this 
combinatioo is not recommended. If the combination proves necessary, careful monitoring of serum lithium 
levels is recommended. ff a diuretic Is also used, lhe risk of lithium toxicity may presumably be Increased 
fuo1her. mmon sion,Orthostatlc enslon 

:J,:1:cem:r,::,:S~=~ ==: ,:rnts, salt substitutes containing potassium end other 

Ha medlcinalproductlhataffectspotasslum levelslsconslclerednecessarylncomblnatlonwlthvalsartan, 
moniloringofpotassiumplasma levelsisadvised. 

GautionrequlredwilhconcomJtantuse 

Non-steroidal anti-inflammatory medicines (NSA/Ds), including selective COX-2 inhibitors, acetylsalicylicacid 
>3 '¥(Jay), and nor,.selective NSA/Ds 
When angiotensin II antagonists are administered simultaneously with NSAIOs, attenuation of the 

~:r:l:,n:~=S:"51<7~:~~1:,n~~~:n~~~n~~~i~i~:=i~~.~:: 
monilorin~ of reoal function at the beginning of the trealmellt is recommended, as well as adequate hydration 
ofthepatienl 

Others 

In drug interaction studies with valsartan, no interactions of clinical significance have been found with 
valsartan or any of lhe following substances: cimetidine, warfarin, furosemide, digoxin, atenolol,indometacin, 
hydrochlorothiazide, amlodipine,gl1benclamide. 

Paediatricpopuletion 

In hypertension in dlildran and adolescents, where underlying renal abnormalities are coovnon, caution is 

::o~~v:, ~ii~n.=:~= ~~:~~ii:tt:rei::b~~~: ::it:~~ ~~it~~~~~~t~ 
closely monilorad. 

VII. FERTILITY, PREGNANCY AND LACTATION 
Pregnancy 

~~~~ ~2~!!n:i1111~p:~:~: ~~~:s~:s:OO ~~~~r!:,9J1;r!;,:a~:9ter of 

Epidemiological evidence regarding the risk of teratogenicity following eXJX>sure to ACE inhibitol's during the 
first bimester of pregnancy has not been conclusive; however, a small increase in risk cannot be excluded. 
Whilst there is no controlled epidemiological data on the risk with AIIRAs, similar risks may exist for this class 
of drugs. UnlesscootinuedAIIRAtherapy is considered essential, pafientsplanningpregnancyshould be 
changed to alternative anti-hypertensive treatments which have an established safety profile for use in 
pregnancy. When pregnancy is diagnosed, treatment with AIIRAs should be stopped immediately, and, if 
appropriate, attemalivetherapyshouldbestarlfld. 

AIIRAs therapy exposure during the second and third trimesters is known to induce human fetotoxicity 
(decreasedranalfundion,oligohydramnios, skullossilicationretardation)andneonataltoxicity(renalfailure, 
hypol8nsion,hyperkalemia); 
Should exposure to AIIRAs have occurred from lhe second trimester of pregnancy, ultrasound check of renal 
function and skull is recommended. 
Infants whose mothers have taken AIIRAs should be closely observed for hyixltension 

BreasHeedinQ 
Because no 1nfonnalion is available regarding the use of valsartan during breastfeeding, valsartan is not 
recommendedandaltemativetreatmentswithbetterestablishedsafetyprofilesduringbreast-feedingare 
preferable, especially while nursing a newbom or preterm infant. 

VIII, ADVERSE EFFECTS 
•Hvoartenslon 

BJood and rvmDflatle s stem dlsorden 
Not known 

Immunes . ..,..,. 
Not known 
Metabolism and nutrttlon disorders 
Not known 
Ear and iabvrlnth disorders 
Uneommon 
Vaseular disorders 

I Decrease In haemoglobin, Decrease In 
haematocrlt, Neutropenla, Thrombocytopenla 

Hypersensitivity including serum sickness 

lnctease of serum potassium hyponab'emia 

Vertigo 

Not known vaseulitis 
Res lratorv, thoraele and medlastlnal dlaotders 
Uneommon 
GHtrolntestlnal disorders 
Uneommon 
Haoatoblliarv disorders 
Not known 

Skin and subeutaneoua tissue dlaof09rs 
Not known 

Cough 

Abdominal pain 

I ElevaUon of IMlr funcllon values Including 
lncreaseolserumblllrubln 

I Angloedema, Rash, Pruritus, Dermatitis 
bullous 

Musculoakefetal and conneetive tlHue dil<Hdera 
Not known Myalgia 
Re Ml nd urlnarv dls<Hders 
Nol known I ~:: =~n~:i impairment, Elevation of 

Genenit disorders and administration slta condition 
Uneommon Fatigue 

• Post-myocardial Infarction ar,d/or heart falture 
Blood and lvmphatlc SY9tem disorders 
Not known Thrombocytopenia 
Immune system dlsordenl 
Not known 
Matabollam and nutrition disorders 
Unt'Offimon 
Not known 

NllfVOl.ls s stem dlao«lers 
Commoo 
Uncommon 

HypersensltivtlY lncludln serum sickness 

Dizziness, Postural dizziness 
Svn ,Headache 

Not known Vasculitis 
Res01ratorv, thonu:k: and medlastlnal disorders 
Uncommon Counh 
Gaatrolntastlnal disorders 
Uncommon Nausea, Diarrhoea 
HenatoblUarv dlsorden 
Nol known Elevation of liver function values 
Skin and aubc:utaneoua tlnue dlson:lers 
Uncommon An loedema 
Not known Rash, Pruritus, Dennatitis bullous 
Muaeulosksletal and conneettve tlaaua dlsordars 
Nol known Myalgia 
Renal and urinarv dls«ders 
Common Renal failure and lmoalrment 
Uncommon Acul9 renal failure, Elevation of serum crealinine 
Nol known lnerease in Blood Urea Nitrogen 
General disorders and administration site conditions 
Uncommon Asthenla, FaUgue 

IX. DOSAGE AND ADMINISTRATION 
Hypertension 

:.~::~d~ed=h~=: :ir: rsgs~~::ffyfi=~:i~~ =ks~~ ::m::~ rs: 
seen after 4 weeks. In patients 'M'I068 blood pressure is not adequately controlled, lhe daily dose may be 
increased !0320 mg film~ted tablet, ora diuretic may be added. 

Valsartanmayalsobeadministeredwilhotheranlihypertansiveagents. 

Heart failure 
The recommended starling dose of Valsartan is 40 mg film~lsd tablet twice daily. Up-titration lo 80mg and 
160mgtwicedaiyshouldbedonetothe highestclosetoleratedbythepatient.Consiclerationshouldbegiven 
to reducing lhe dose of concomitant diuretics. The maximum daily dose administered is 320 mg in divided 
closes. 

Evalua!ionofpalientswithheartfailureshouklalwaysincludeassessmentofrenalfunction. 

Post-m)«Wdlal lnfarctkin 
Therapymaybeinitiatedaseartyas12hoursafteramyocardialinlarclion.Afleraninitialdoseof20mgtwice 
daily, valsartan lherapy should be titralsd lo 40 mg, 80 mg, and 160 mg film-coalsd tablet twice daily over the 
next few weeks. The starting dose is provided by the 40 mg divisible tablet. 

=l~maxi::~~y~~~:~:-~~;1i~/:ti~a~~=e:;~~6s~': 
achieved by iree months, based on the patient's tolerability to Velsartan during tilralion. If symptomatic 
hypotension or renal dysfunction occurs, consideration should be given to a dosage reduction. 

:s:i:~:J~~="t:J:ts:=ns~otherpost-myocardial infatctionlherapies, e.g. thrombolylics, 

Evalua!ionofpost-myocardialinfarctioopalientsshouklalwaysincludeassessmentofrenalfunclion. 

:i~e~li~li~~t=~~~r.:~:;ti:~~iswir::=:::~ with renal impairment or for patients 

Use In chlldren and adolescents 
The safety and efficacy of Velsartan have not been established in children and adolescents 
(belowtheageof18years). 

Method of administration 
Film-coalsd tablets: Velsartan may be taken independently of a meal and should be administered with water. 
Route of Administration: Oral 

X. OVERDOSAGE 

~s~:!n: ci~~to~II~: a~d/~::1c:k.1~~!~~,~~\:a:U; t!~1ve~ a ~r::1a~=t ~ 
activated charcoal. OtherMSe, the usual treatment would be Intravenous Infusion of normal saline solution. 
Valsartan is not removed by haemodialysis. 

Effects on Ability to Drive and Use Madllne 
This medicine may affect yoor ability to drive or use machines. If the tablets make yoo feel sick, dizzy or tired, 
or give yoo a headache, do not drive or use machines and contact your doctor immediately. 

XI. PRESENTATION 
Vytan Tablet 80mg • A light pink round shape fillTHX)Sted table~ slightly convex, scored at one side and plain 
onlheotherslcle. 
VytanTablet160mg-Alightorangeovalshapefilm-coatedtablet,slightlyconvex,scoredatonesldeandplain 
onlheotherside. 

XII.SHELF LIFE 
Referlocartonlorshelflife. 

XIII. STORAGE CONDmON 
Slorebelow30°C. 
Protectlromlightandmoisture. 
Keepoutofreachofchildren. 
Jauhidaripadakanak-kanak. 

XV. PRODUCT REGISTRATION HOLDER: 

XIV. AVAILABILITY 
Vytan 80mg and 160mg pack in blister pack of 
3x10's,10x10's 

~i~~m, ::~~.Ftr~u~~;~~R ~~91~~:Us~al Estate, 
43650 Bandar Baro Bangi, Selangor, Malaysia. 

XVI. MANUFACTURER: 
OUOPHARMA MANUFACTURING (SANGI) SDN. BHO. 
Lot No. 2 &4, Jalan Pf7, Section 13, Bangi Industrial Estate, 
43650 Bandar Baro Bangi, Selangor, Malaysia. 

Vytan 160mg • Reg No: MAL 18046154AZ 
Vytan 80mg • Reg No: MAL 18046155AZ 
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