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Terapijski profil amlodipin
maleata (Tenox®, Krka)
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Therapeutic profile of Krka’s
Tenox® (amlodipine maleate)
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SAZETAK: Amlodipin je priznata tvar koja posjeduje
antihipertenzivni ucinak. U odnosu na druge dihidropiridin-
ske blokatore kalcijskih kanala amlodipin ima i dodatne te-
rapijske ucinke zahvaljujuci pozitivnom naboju svojih mo-
lekula. Lijek takoder smanjuje rizik kardiovaskularnih bo-
lesti. Sigurnost i ucinkovitost amlodipin maleata (Tenox®,
Krka) testiran je u klinickim ispitivanjima. Ispitivanja su po-
kazala da je terapijski profil jednak originatoru. Krkin am-
lodipin je ucinkovit u monoterapiji kao i u kombinaciji s
drugim antihipertenzivima u pacijenata svih dobnih skupi-
na.

KLJUCNE RIJECI: arterijski tlak, kardiovaskularne bo-
lesti, blokatori kalcijskih kanala, amlodipin.

ABSTRACT: Amlodipine is a recognised substance with
antihypertensive effect. In comparison with other dihidropy-
ridine calcium channel blockers it possesses additional the-
rapeutic effects due to a positive charge of its molecules.
Amlodipine also reduce the risk of cardiovascular events.
Safety and efficacy of Krka’s amlodipine (amlodipine ma-
leate) was tested in clinical trials. They have shoved that the-
rapeutic profile is equivalent to originator. Krka’s amlodipine
is effective in monotherapy as well as in combination with
other antihypertensives and for patients of all age groups.

KEYWORDS: blood pressure, cardiovascular events,
calcium channel blockers, amlodipine.

zivih lijekova c¢ija je sigurnost dokazana klinickim is-

pitivanjima (tijazidski diuretici, beta-blokatori, ACE
inhibitori, angiotenzin Il receptor blokatori i blokatori kal-
cijskih kanala). Tvrtka Krka u svojoj paleti antihipertenziva
ima lijekove iz svih prethodno navedenih skupina. Jedan
od njih je Tenox® (amlodipin maleat) iz skupine dihidro-
piridinskih blokatora kalcijskih kanala (DHP CCBs). Veza-
no uz nacin djelovanja i farmakodinamiku, amlodipin je
slican drugim tvarima iz ove skupine, ali ima razli¢ita fizi-
kalno-kemijska svojstva. To je jedini DHP CCB koji se na-
lazi u ioniziranom obliku sa pozitivnim molekularnim na-
bojem pri pH 7,4". Zbog toga su njegova dodatna terapij-
ska djelovanja (antioksidativno, antiagregacijsko, antiate-
rogeno) naglasenija u usporedbi sa drugim DHP CCB-ima.
Krkin amlodipin je lijek sa ispitanim terapeutskim djelova-
njem. Njegova ucinkovitost i sigurnost su dokazane u kli-
ni¢kim ispitivanjima koja su obuhvatila gotovo 6.000 paci-
jenata™.

Za lijecenje hipertenzije postoji pet skupina raspolo-

Ucinkovitost i sigurnost Krkinog amlodipina odgovara-
ju originalnom lijeku sto je dokazano u izravhom kompa-
rativnom klini¢kom ispitivanju’. Usporedba smanjenja ar-
terijskog tlaka (AT) za oba lijeka je prikazana na slici 1.

Sukladno klini¢koj praksi, zadovoljavajuca kontrola AT
ukljucuje kombinaciju dva, tri ili vise antihipetenziva lije-
ka. U studiji koja je ukljucivala 827 pacijenata, lije¢enjem
amlodipinskom monoterapijom je za 6 tjedana snizen je
AT sa 165 £ 17/92 £ 10 na 139 + 16/83 + 7 mm Hg, a
ciljni AT (<140/90 mm Hg) postignut je kod 57% pacijena-
ta. Drugim ispitanicima koji nisu postigli ciljni AT, dodani
su drugi antihipertenzivi prema izboru lije¢nika. Kombini-
ranim lije¢enjem pospjesila se ucinkovitost te su ciljne vri-
jednosti AT-a postignute kod 70% do 90% bolesnika. Re-
zultati su prikazani na slici 2.

substances available with their safety proven in clini-

cal trials (thiazide diuretics, beta-blockers, ACE in-
hibitors, angiotensin Il receptor blockers, and calcium
channel blockers). The company Krka has in its antihyper-
tensive portfolio medicines from all before mentioned
groups. One of them is Tenox® (amlodipine maleate) from
the group of dihidropyridine calcium channel blockers
(DHP CCBs). Regarding mode of action and pharmacody-
namics amlodipine is similar to other substances form this
group but has distinctive physico-chemical characteristics.
It is the only DHP CCB to be found in ionized form with a
positive molecular charge at pH 7.4'. Because of this its
additional therapeutic effects (antioxidative, antiagrega-
tional, antiatherogenic) are more pronounced in compari-
son with other DHP CCBs. Krka’s amlodipine is a medicine
with tested therapeutic effect. Its efficacy and safety were
proven in clinical trials that included almost 6.000 pa-
tients™®.

For treatment of hypertension there are five groups of

Efficacy and safety of Krka's amlodipine are equivalent
to originator which was proven in a head-to-head compar-
ative clinical trial>. Comparison of blood pressure reduc-
tion for both medicines is shown in a Figure 1.

According to clinical practice satisfying control over
blood pressure (BP) involves a combination of two, three or
even more antihypertensive medicines. In a study, invol-
ving 827 patients, treatment with amlodipine monotherapy
for 6 weeks reduced BP from 165 + 17/92 + 10 to 139 =+
16/83 £ 7 mm Hg and target BP (<140/90 mm Hg) was
achieved by 57% of patients. To patients who did not
achieve target BP other antihypertensive drugs were added
by the choice of physicians. Combined treatment impro-
ved efficiency and target values of BP were achieved by
70% to 90% of patients. Results are presented in a Figure 2.
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A =1,27 mm Hg, p = 0.001
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Figure 1. Diastolic blood pressure reduction comparison of Krka’s amlodipine and originator’s.

Potrebna je posebna briga u lijecenju pacijenata s povi-
$enim rizikom od kardiovaskularnih bolesti sto ukljucuje i
osobe starije zivotne dobi. Krkin amlodipin je ucinkovit i
siguran lijek i za tu skupinu pacijenata. Pokazalo se da je
lijecenje sa Krkinim amlodipinom u kombinaciji drugim li-
jekovima iz razli¢itih antihipertenzijskih skupina uc¢inkovi-
tije, a ciljani AT se postizao znacajno ¢esce u odnosu na
kontrolno lijecenje. Uoceno je ucinkovito snizenje KT-a
bez obzira na starosnu skupinu pacijenata*’.

Extra care is needed in the treatment of patients with
higher risk for cardiovascular diseases which includes also
elderly patients. Krka’s amlodipine is efficient and safe me-
dicine for such patients as well. The treatment with Krka’s
amlodipine in combination with other drugs from different
antihypertensive groups proved to be more effective and
the target BP reached significantly more often in compari-
son with control treatment. Efficient BP reduction was ob-
served regardless of age group of patients*”.

Krka's amlodipine + diuretic

Krka’s amlodipine + beta-blocker

Krka's amlodipine + ACE inhibitor

Krka’s amlodipine + diuretic + beta-blocker

Krka’s amlodipine + ACE inhibitor + diuretic

Krka’s amlodipine + ACE inhibitor + beta-blocker

Krka’s amlodipine + ACE inhibitor + diuretic + beta-blocker _

Figure 2. Percentage of patient achieving target blood pressure (<140/90 mm Hg).
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