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SAZETAK: Arterijska hipertenzija (AH) predstavija jedan
od glavnih ¢imbenika rizika za nastanak kardiovaskularnih
bolesti. Stoga je veoma vazno koristiti sigurne i ucinkovite li-
jekove za kontrolu visokih vrijednosti arterijskog tlaka (AT).

Cilj ove studije je usporedba ucinkovitosti i sigurnosti val-
sartana u lijecenju pacijenata s blagim do umjerenim stup-
njem AH. U statisticku analizu je ukljuceno ukupno 1119
pacijenata oba spola. Svaki pacijent je pregledan tri puta.Vri-
jednosti sistolickog i dijastolickog AT na kraju studije su
znacajno snizene. U prosjeku je sistolicki AT snizen za 19
mmHg (12,2%), a dijastolicki za 9,3 mmHg (10,2%). Ukupna
klinicka ucinkovitost Valsacor® bila je ocijenjena kao odlicna
ili vrlo dobra. Ciljna vrijednost AT od 140/90 mmHg ili nize
postignuta je kod 84% pacijenata (934 pacijenta). Zajedno s
ukupnom ucestalosti nuspojava od 3,8% tijekom cijelog tra-
janja studije, valsartan se dokazao kao vrlo siguran i ucinkovit
antihipertenziv.

KLJUCNE RIJECI: valsartan, ucinkovitost, sigurnost, arteri-
jska hipertenzija

ABSTRACT: Hypertension is one of the major risk factors
for cardiovascular diseases. Therefore it is very important to
use safe and effective medicines when managing high blood
pressure.

The present study was performed to compare the efficacy
and safety of valsartan in the treatment of patients with mild to
moderate hypertension. A total of 1119 patients of both gen-
ders were included in statistical analysis. Each patient was ex-
amined three times. Both systolic and diastolic blood pressure
(BP) were reduced significantly at the end of the study. On av-
erage systolic BP was reduced by 19 mmHg (12.2%) and dias-
tolic BP was reduced by 9.3 mmHg (10.2%), respectively. The
total clinical efficacy of Valsacor® was evaluated as excellent
or very good. The BP was reduced to the goal of 140/90
mmHg or less in 84% of the patients (934 patients). Together
with the total incidence of 3.8% for adverse reactions through-
out the course of the study, valsartan was proven to be a very
safe and effective antihypertensive.
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Uvod

Arterijska hipertenzija (AH) predstavlja glavni ¢im-
benik rizika za cijeli niz kardiovaskularnih i pridruzenih

Introduction

Hypertension is a major risk factor for an array of car-

diovascular and related diseases as well as for diseases
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bolesti kao i za bolesti koje dovode do znacajnog povi-
Senja kardiovaskularnog rizika. Lijecenje i kontrola po-
visenih vrijednosti arterijskog tlaka (AT) i dalje su daleko
od optimalne. Uzrok slabog pridrzavanje preporucene ter-
apije, a time i neucinkovitosti, predstavljaju slozeni i nepo-
voljni rezimi primjene te lijekovi koji utjecu na kvalitetu
Zivota'”.

Valsartan je antagonist angiotenzin Il receptora tipa 1
(ARB), koji predstavljaju modernu i jedinstvenu klasu anti-
hipertenziva koji selektivno blokiraju AT, receptore u va-
skulaturi glatkog misicja sprjecavajuci vezivanje angioten-
zina Il, inhibirajuci renin angiotenzin aldosteron sustav i
snizavajuci vrijednosti AT’.

Pacijenti i metode

Studija je ispitivala uc¢inkovitost i sigurnosni profil val-
sartana, jednog od najpropisivanijih predstavnika ARB u
svijetu, kod pacijenata s blagim do umjerenim stupnjem
AH. U statisticku analizu je ukljuceno ukupno 1119 paci-
jenata (53% muskaraca, 44% Zena), prosjecne dobi 63,5 +
11,7 godina. 174 pacijenta (15,5%) je pristupilo studiji bez
prethodnog lijecenja, dok su 944 pacijenta (84,4%) bili
vec i prije lijeceni. Najcescih pet lijekova koristenih kod
prethodno lijec¢enih pacijenata su bili enalapril (20,4%),
ramipril (13,5%), valsartan (11,3%), indapamid (7,9%) i
perindopril (7,5%). Posto je 24-satni antihipertenzivni uci-
nak valsartana vec ranije dokazan®, pacijenti su lijeceni s
40, 80, 160 ili 320 mg valsartana (Valsacor®, Krka) jednom
dnevno te su pregledani tri puta u tri mjeseca. Kod prve
posjete i u dvije kontrolne posjete je izmjeren AT, prijavl-
jene su nuspojave, te je naposljetku procijenjena ucinkovi-
tost lijecenja.

Rezultati i diskusija

Pocetni AT je izmjeren kod prve posjete i prosjecno je
iznosio 155,4 mmHg za sistolicki arterijski tlak (SAT) i 90,9
mmHg za dijastolicki arterijski tlak (DAT). Nakon jednog
mjeseca SAT je sniZzen na 142,6 mmHg, a DAT na 84,9
mmHg. SniZenje je takoder zabiljezeno i kod treceg posje-
ta, kad je prosjecni SAT bio 136,4 mmHg, a DAT 81,6
mmHg. Ukupno snizenje AT je u prosjeku iznosilo 19
mmHg (relativno snizenje za 12,2%) za sistolicki i 9,3
mmHg (relativno snizenje od 10,2%) za dijastolicki, sto je
u skladu s vec ranije objavljenim rezultatima® (slika 1).

Tijekom lijecenja su prijavljene ukupno 52 nuspojave
kod 42 pacijenta (3,8%) od njih ukupno 1.119te su bile
sli¢ne onima o kojima su izvjestili Biswas i sur®. Tri najces-
c¢e nuspojave su bile glavobolja (15 pacijenata, 1,3%), vr-
toglavica (8 pacijenata, 0,7%) i umor (4 pacijenta, 0,4%).
Kasalj je zabiljezen kod 3 pacijenta (0,3%). Ukupno je 13
pacijenata (1,2%) prekinulo lijecenje zbog nuspojava.

Ukupna klinicka ucinkovitost valsartana je procijenje-
na prema snizenju vrijednosti AT i nuspojava. Na kraju
studije, 64% pacijenata je imalo vrijednost AT 140/90
mmHg ili niZe te nisu imali nuspojave (ocijenjeni odli¢no);
20% pacijenata je imalo AT 140/90 mmHg ili nize i imalo
je blage nuspojave (ocjenjeni s vrlo dobrim); 8% pacijena-
ta je imalo SAT snizen za bar 10 mmHg i DAT smanjen za
bar 5 mmHg te nisu imali nuspojave (ocijenjeni su s do-
brim). Ostali su postigli ciljane vrijednosti AT uz umjerene
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leading to a marked increase in cardiovascular risk. How-
ever, the situation regarding treatment and control of high
blood pressure (BP) is still far from optimal. Complex and
inconvenient medical regimens and medicines that inter-
fere with the quality of life promote poor compliance and
are therefore ineffective' .

Valsartan is a member of angiotensin Il type 1 receptor
antagonists (ARB), which present a modern and unique
class of antihypertensive agents that selectively block AT,
receptors in vascular smooth muscle, thereby preventing
binding of angiotensin Il, inhibiting the renin angiotensin
aldosterone system and lowering BP’.

Patients and methods

The present study investigated efficacy and safety pro-
file of valsartan, one of the most prescribed ARB world-
wide, in patients with mild to moderate hypertension. A to-
tal of 1119 patients were included in statistical analysis
(53% males, 44% females), the average age was 63.5 =
11.7 years. 174 patients (15.5%) were naive entering the
study, while 944 patients (84.4%) were already treated be-
fore. The five most common therapies used in these previ-
ously treated patients were enalapril (20.4%), ramipril
(13.5%), valsartan (11.3%), indapamide (7.9%) and
perindopril (7.5%). Since 24-hour antihypertensive effect
of valsartan was previously proven*, patients received 40,
80, 160 or 320 mg of valsartan (Valsacor®, Krka) once a
day and were examined three times in three months. At the
initial visit and at the two control visits, BP was measured,
adverse events were reported, and finally the effectiveness
of the treatment was evaluated.

Results and discussion

The baseline BP was measured at the first visit and was
on average 155.4 mmHg for systolic blood pressure (SBP)
and 90.9 mmHg for diastolic blood pressure (DBP). After
one month SBP was already 142.6 mmHg and DBP was
lowered to 84.9 mmHg. Reduction was seen also at third
visit, when average SBP was 136.4 mmHg and DBP 81.6
mmHg. All in all, the total reduction in BP was on average
19 mm Hg (a relative reduction of 12.2%) for systolic and
9.3 mmHg (a relative reduction of 10.2%) for diastolic,
which is in agreement with previously published results’
(Figure 1).

During the treatment a total number of 52 adverse re-
actions were reported in 42 patients (3.8%) of all 1119 sta-
tistically analyzed patients and were similar to those re-
ported by Biswas et al®. The three most common adverse
events were headache (15 patients, 1.3%), vertigo (8 pa-
tients, 0.7%) and fatigue (4 patients, 0.4%). Cough was re-
ported by 3 patients (0.3%). 13 patients (1.2%) withdrew
from the treatment due to adverse reactions.

Additionally, the total clinical efficacy of valsartan was
evaluated according to the reduction of BP and adverse re-
actions. At the end of the study, 64% of patients had a BP
of 140/90 mmHg or less and were without adverse reac-
tions (assessed as excellent); 20% of patients had a BP of
140/90 mmHg or less and had mild adverse reactions (as-
sessed as very good); 8% of patients had the SBP reduced
by at least 10 mm Hg, and the DBP by at least 5 mm Hg
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do ozbiljne nuspojave (ocijenjeni su zadovoljavajuce ili
nezadovoljavajuce) (slika 2).
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Zakljucci

Podaci iz ove studije ukazuju da su i sistolicki i dijas-
tolicki AT znacajno snizeni nakon 3 mjeseca lijec¢enja val-
sartanom. Valsacor® je dokazan kao ucinkovit i siguran an-
tihipertenzivni lijek za lijecenje blage do umjerene AH.
Ukupna klini¢ka ucinkovitost je ocijenjena kao odli¢na ili
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and were without adverse reactions (assessed as good).
Others reached BP goal and had moderate or serious ad-
verse reactions (assessed as satisfactory or unsatisfactory)
(Figure 2).

Conclusions

Data from this study indicate that both systolic and di-
astolic BP were reduced significantly with valsartan thera-
py after 3 months. Valsacor® was proven to be an effective

vrlo dobra, sto se tumaci kao snizenje AT na ciljanu vrijed-
nost u vecine pacijenata.

and safe antihypertensive medicine for the treatment of
mild to moderate essential hypertension. The total clinical
efficacy was evaluated as excellent or very good, which is
translated as a reduction of BP to the BP goal in the majo-
rity of patients.
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Figure 1. Average systolic and diastolic blood
pressure at every visit in mm Hg (* p < 0.0001 vs

mm Hg 80 ressure
first visit).
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Figure 2. Evaluation of the clinical efficacy.
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