VIHCTpYKUVS MO NPUMEHEHMIO NEKAPCTBEHHOTO NPOAYKTa
(ons naumeHToB)

AMJITIOBAC
AMLOVAS

5 mr, 10 mr TabneTkn

MexayHapoaHoe HenaTeHTOBaHHOe Ha3BaHMe:
AmMnoannuH

CocraB

Amnoesac 5 M2 mabnemku

AkmueHoe esewecmeo: 1 Tabnetka cogepxut 6.94
Mr amnogunuH OGecunaT, SKBUBANEHTHOrO 5 Mr
amnoaunuHa.

BcriomoeamernbHbie sewiecmesa:
MUKPOKpUCTan/nyeckass Lenmnono3a M KpemHus
JUOKCUA  KonmnouaHbli  6e3BOAHbIN, MaHHWUTORM,
HaTpus Kpaxmarna rnukonar, rmvueporn gubereHar,
MarHus cteapar.

Amnioeac 10 M2 mabnemku

AxkmueHoe sewiecmeo: 1 TabneTtka cogepxut 13.88
Mr amnogunuH GecunaTt, akBuBaneHTHoro 10 wmr

amnogunuHa.
BcriomoecamernbHbie sewiecmea:
MUKPOKpUCTan/nyeckass Lenmnono3a M KpemHus
JUOKCUA  KonnouaHbli  6e3BOAHbIN, MaHHWUTORM,

HaTpusa Kpaxmana rnukonar, rmuuepon aubereHar,
marHus cteapar.

OnucaHwue

Amnoesac 5 M2 mabnemku

TabneTkn 6enoro useta, Kpyrnow opmebl, Nnockme,
onameTpom 7 MMm.

Amnoesac 10 M2 mabnemku

TabneTkn 6enoro useta, Kpyrnow opmel, NAockue,
onametpom 10 MM, C OenuTenbHOW pPUCKOW Ha
OAHOM cTOpoHe. TabneTky MOXHO pasfgenuTb Ha
OB€ paBHble 4O3bl.

The instructions on use of medicinal product
(for patients)

AMLOVAS 5 mg, 10 mg tablets

International non-proprietary name: Amlodipine

Composition

Amlovas 5 mg tablets

Active ingredient: 1 tablet contains 6.94 mg
amlodipine besilate equivalent to 5 mg of amlodipine.
Auxiliary substances: microcrystalline cellulose and
colloidal anhydrous silica, mannitol, sodium starch
glycolate, glycerol dibehenate, magnesium stearate.
Amlovas 10 mg tablets

Active ingredient: 1 tablet contains
amlodipine besilate equivalent to
amlodipine

Auxiliary substances: microcrystalline cellulose and
colloidal anhydrous silica, mannitol, sodium starch
glycolate, glycerol dibehenate, magnesium stearate.

13.88 mg
10 mg of

Description

Amlovas 5 mq tablets

White, round, flat tablets of 7 mm in diameter.
Amlovas 10 mq tablets

White, round, flat tablets of 10 mm in diameter, and
marked with a breakmark on one side. The tablet can
be divided into equal doses.

Darman vasitasinin istifadasi tizre telimat
(xastalar t¢lin)

AMLOVAS 5 mq, 10 mq tabletler
AMLOVAS

Beynalxalq patentlasdirilmamis adi: Amlodipine

Torkibi

Amlovas 5 mq tabletlar

Tasiredici madds: 1 tabletin terkibinde 6.94 mq
amlodipin bezilata ekvivalent olan 5 mq amlodipin
vardir.

Kémekei maddalar: mikrokristallik sellliloza va
susuz kolloidal silisium dioksid, mannitol, natrium
nisasta qglikolyati, gliserol dibehenat, magnezium
stearat.

Amlovas 10 mq tabletlar

Toasiredici madds: 1 tabletin terkibinds 13.88 mq
amlodipin bezilata ekvivalent olan 10 mqg amlodipin
vardir.

Kémoekegi maddalor: mikrokristallik selliloza ve
susuz kolloidal silisium dioksid, mannitol, natrium
nisasta qglikolyati, gliserol dibehenat, magnezium
stearat.

Tosviri

Amlovas 5 mq tabletlar

Ag rengli, yumru formali, hamar, diametri 7 mm
olan tabletlordir.

Amlovas 10 mq tabletlar

Ag rengli, yumru formal, hamar, bir tarafinde
bdlma xatti hakk olunmus diametri 10 mm olan
tabletlardir. Tablet iki barabar dozaya bélins bilar.




dapmakoTepaneBTUYECKaA rpynna

CenekTuBHble aHTaroHuCTbI Kanbuus c
NPeMMyLLECTBEHHbIM  OENCTBMEM Ha  COCyAbl.
lMpounsBoaHble AnrMaponupuanHa.

Kog ATX

C08CAO01

dapmakonormyeckme CBOMcTBa
®PapmakoOuHaMuka

Mexarusm deticmeusi

AMNOANNUH ABRSETCS MHIMOUTOPOM NPUTOKA NOHOB
Kanbuus rpynnel  gvrugponupuanHa  (6nokartop
MeAJIEHHbIX KaHanoB KamnbUWsi WM aHTaroOHUCT
NOHOB Kanbums), KOTOpPbIN NMHrMbnpyeT
TpaHCMeMOpaHHbIA  MPUTOK WMOHOB  Kamnbuus B
CepAeYHYI 1 COCYQUCTYIO MMaaKyr MbILLLY.

MexaHnusm AHTUMMNEPTEH3NBHOIO gencrteusa
amnogunmHa obycroBneH NpPsIMbIM
paccnadnsawowmm [encTBmem Ha rnagkyro
MyCKynaTypy COCYLOB.

TOYHBIN  MEexaHW3Mm, C MOMOLLUbD  KOTOPOro
amnogmnuH  obneryaeTr cTeHoKapauo, He Obin

NONHOCTbIO onpeaeneH, HO aMinoaunnH CHWXaeT

obLLyl0  UWEeMMYECKYD  Harpysky criegyloLwmmm
OBYMsi AENCTBUSMU:
- AmnogunuH  pacwupsaeT  nepudepunyeckme

apTepuonbl 1, Takum obpasom, ymeHbllaeT obuiee
nepudepuyeckoe ConpoTuBneHne (NOCTHarpyska).
lMocKkonbKy >Kenygo4ykoBbli TPaHCMOPT OCTaeTcs
CTabunbHbIM, 3Ta pasrpy3ka cepaua CHWXKaeT
noTpebneHne aHeprum MMokapaoM U NOTPeOHOCTL B

Kucrnopoge.
- MexaHuam [OeicTBUMA  amnoaunuHa  Takxke,
BEPOATHO, BKMKOYaEeT paclUMpPEeHne  OCHOBHbIX

KOpPOHapHbIX apTepPUn 1 KOPOHaPHbIX apTepuor, Kak
B HOpPMarnbHbIX, TaK U B MLIEMUYECKMX OONacTsX.
OTa gunaTaumsa yBenuumBaeT OOCTaBKy Kucriopoga
MUoOKapay Y MauMeHTOB CO ChasMOM KOpPOHapHOWN
apTepum (MpuHUMeTan nnm BapuaHTHas
CTeHoKapaun).

AppekmusHocmb U KruHuU4Yeckass 6eonacHocme

Pharmacotherapeutic group

Selective calcium channel blockers with mainly
vascular effects. Dihydropyridine derivatives.

Code ATC

C08CAO1

Pharmacological properties

Pharmacodynamics

Mechanism of action

Amlodipine is a calcium ion influx inhibitor of the
dihydropyridine group (slow calcium channels blocker
or calcium ion antagonist) which inhibits the
transmembrane influx of calcium ions into cardiac
and vascular smooth muscle.

The mechanism of the antihypertensive action of
amlodipine is due to a direct relaxing effect on
vascular smooth muscle.

The precise mechanism by which amlodipine relieves
angina has not been fully determined but amlodipine
reduces total ischaemic burden by the following two
actions:

- Amlodipine dilates peripheral arterioles and thus,
reduce the total peripheral resistance (afterload).
Since the ventricular carriage remains stable, this
unloading of the heart reduces myocardial energy
consumption and oxygen requirements.

- The mechanism of action of amlodipine also
probably involves dilatation of the main coronary
arteries and coronary arterioles, both in normal and
ischaemic regions. This dilatation increases
myocardial oxygen delivery in patients with coronary
artery spasm (Prinzmetal's or variant angina).
Efficacy and clinical safety

In patients with hypertension, once daily dosing of
amlodipine provides clinically significant reductions of
blood pressure in both the clino- and orthostatism
throughout the 24-hour interval. Due to the slow
onset of action, acute hypotension is not a risk in
amlodipine administration.

In patients with angina, once daily administration of

Farmakoterapevtik qrupu

Kalsiumun sasassen damarlara tesir gbstaran
selektiv antaqonistlari. Dihidropiridin tremasi.
ATC kodu

C08CAO1

Farmakoloji xtisusiyyatlori

Farmakodinamikasi

Tasir mexanizmi

Amlodipin, kalsium ionlarinin Urek ve damar saya
azelesina transmembran axininin garsisini alan
dihidropiridin grupunun Kkalsium ionlarinin (lang
kalsium kanallarinin blokatoru va ya Kkalsium
ionlarinin antaqgonisti) axininin inhibitorudur.
Amlodipinin  antihipertenziv = tesir mexanizmi
damarlarin saya azslasina birbasa bosaldici tesir
gbstermasi ile slagadardir.

Amlodipinin  stenokardiyani  ylngillasdirmasinin
daqiq mexanizmi tam miayyan edilmamisdir, lakin
amlodipin Umumi isemik yUki agsagidaki iki yolla
azaldir:

- Amlodipin, periferik arteriollari genigloendirir ve
belslikle, Umumi periferik miqgavimati (post-
yiklanms) azaldir. Ventrikulyar dasinma sabit
galdigindan, Urayin bu bosalmasi miokardin enerji
sarfini va oksigena olan talabatini azaldir.

- Amlodipinin tasir mexanizmi, ¢cox giman ki, ham
normal, ham da isemik bdlgeslerde asas koronar
arteriyalarin ve koronar arteriollarin genislenmasini
6zlnde birlesdirir. Bu dilatasiya, koronar arteriya
spazmi olan pasiyentlarde (Prinzmetal veo ya
variant  stenokardiya) miokarda  oksigenin
gatdiriimasini artirir.

Effektivliyi ve klinik tahliikasizliyi

Arterial hipertenziyall pasiyentlarde amlodipinin
birdafslik gindslik dozasi ham ayaqustl, ham de
uzanmig vaziyystde 24 saatliq fasile arzinde AT-
nin klinik shamiyyatli deracade enmasini temin
edir. Tesirin yavas baslamasi sababindan, kaskin
hipotenziya amlodipin gabulu zamani risk deyildir.




Y nauMeHToB C apTepuanbHOM runepTeH3nen
OfHOKpaTHasi eXxedHeBHas [o3a amnogunuHa
obecneynBaeT KNUHMYECKN 3HAYMMOE CHKeHne ALl
Ha MNpPOTSXKeHMN 24-4acoBOro MHTEpBana Kak B
NMONoOXeHNN nexa, Tak U cTod. M3-3a meaneHHoro
Hayana AenCTBMS OCTpas MMMNOTEH3UsA He sIBMsieTcs
PUCKOM MpY BBEAEHUN aMIiogununHa.

Y naumeHToB CO CTEHOKapauen npmem amnogunuHa
oavH pa3 B AdeHb yBenuyuBaeT obllee Bpems
du3nyeckon  Harpysku, BpemMsa OO  Havana
cTeHoKkapaun, Bpemsi Ao aenpeccum cermeHta ST
HA 1 MM U CHWXaeT YacToTy nNpPUCTYNoB
CTEHOKapaun 1 notpedbneHune rnmuepun TpuHuTparta
B TabneTkax.

AmrogunuH  He  accouumpyeTcss  C  NoGbIMK
No6OYHBIMM MEeTabonnYeckumMn OencTBUAMU WUINK
M3MEHEHNSIMA YPOBHS JNWUNMAOB B MnasMe wu
No3TOMY MOAXOAUT ANt MPUMEHEHUS Y NaLMEHTOB C
acTMomn, caxapHbiM AnabeTom 1 nogarpomn.
lMpumeHeHue y nayueHmMog8 C uwemMuyeckou
b6ornesHbro cepdya

OddeKkTMBHOCTL amnogunMHa B npegoTBpalleHnn

KNMHUYECKUX  NPOSBMEHMA Yy  NauMeHToB C
vwemmdeckorn OonesHbld Oblna oOLeHeHa B
He3aBMCUMOM, MHOTOLEHTPOBOM,

paHOOMU3NPOBAHHOM, OBOWHOM crnenom, nnaueobo-
KOHTPOIIMPYEMOM UCCreaoBaHMK, B KOTOpoe Obinn
BKJTHOYEHbI 1997 NaLUnueHToB, Ha3blBaemoe
«CpaBHeHMe amnoaunuMHa C SHananpuioMm Ans
orpaHu4veHus cnydaeB Tpombosa - KAMEJIOT». 663
nauueHTa neymnucb amnogunmHom 5-10 mr, 673
naumeHTa aHananpuiom 10-20 mr n 655 naumeHToB
ObINy BKMOYEHbI B rpynny nnauebo. Bece oHn 6binu
nobaBneHbl K CTaHOAAPTHOMY fleYEeHUI0 CTaTUHaMW,
6eTa-6nokartopamu, anypeTnkamu 7]
aueTuncanuuuioBon  KACNOTOM Ha 2  ropga.
OcCHoBHble pesynbTaTbl A PEKTUBHOCTH
npeactaBneHsl B Tabnmue 1.  Pesynbrtarthl
NMokasblBalOT, YTO Jl€YeHMe amnoAunuUHOM ObIno
CBSI3@aHO C MEHbLUUM YUCNOM rocnuTanu3aumn no
nosoay CTeHoKapauu " XUPYpPruyeckom

amlodipine increases total exercise time, time to
angina onset, time to 1 mm ST segment depression,
and decreases both angina attack frequency and
glyceryl trinitrate tablet consumption.

Amlodipine has not been associated with any
adverse metabolic effects or changes in plasma lipids
and therefore is suitable for use in patients with
asthma, diabetes and gout.

Use in patients with coronary heart disease

The effectiveness of amlodipine in preventing clinical
events in patients with coronary disease has been
evaluated in an independent, multicentre,
randomised, double-blind, placebo-controlled trial,
which included 1997 patients, called «Comparison of
Amlodipine vs Enalapril to Limit Occurrences of
Thrombosis - CAMELOT». 663 of the patients were
treated with amlodipine 5-10 mg, 673 were treated
with enalapril 10-20 mg, and 655 patients were
included in the placebo group, all added to standard
treatment with statins, beta-blockers, diuretics, and
acetylsalicylic acid, for 2 years. The main efficacy
results are presented in Table 1. The results indicate
that treatment with amlodipine was associated with a
lower number of hospitalizations for angina and
surgical revascularization in patients with coronary
heart disease.

Table 1. The inci of the clinically results in CAMELOT
trial
Incidence of cardiovascular events, number (%) Amlodipine
vs placebo
Results Amlodi Place Enala Relativ P
pine bo pril e risk value
(Cl
95%)
The primary endpoint
Cardiovascular  side 110 151 136 0,69 ,003
effects (16,6) (23,1 (20,2 (0,54-
) ) 0.,88)
Individualized components
Coronary 78 103 95 0,73 ,03
revascularization (11,8) (15,7 (141 (0,54-
) ) 0,98)
Hospitalization for 51(7,7) 84 86 0,58 ,002
angina pectoris (12,8 (12,8 (0,41-
) ) 0,82)
Non-fatal MI 14 (2,1) 19 1 0,73 37
(2,9 (1,6) (0,37-
1,46)

Stenokardiya olan pasiyentlarda amlodipinin giinda
bir dafs gsabulu fiziki yiklenmanin Gmumi vaxtini,
stenokardiyanin baglamasina gadar olan vaxti, ST
segmentinin 1 mm depressiyasina gadar olan vaxtl
artinr ve stenokardiya tutmalarinin tezliyini ve
gliseril trinitrat tabletlarinin istifadasini azaldir.
Amlodipin heg¢ bir aslave metabolik tasirlar va ya
gan plazmasinda lipidlarin seviyyasinin dayismasi
ilo assosiasiya olunmur ve buna géra da, astma,
sokerli diabet ve podagra olan pasiyentlarde
istifade Ggln uygundur.

Urayin isemik xastaliyi olan pasiyentlordes istifadasi
isemik  xesteliyi olan  pasiyentlerde  klinik
tezahdrlerin  garsisinin  alinmasinda amlodipinin
effektivliyi 1997 pasiyent daxil olan mustaqil,
¢oxmarkazli, tasadilfi, ikigat kor, plasebo nazarstli
«Amlodipinin ve enalaprilin tromboz hallarinin
mahdudlasdiriimasi G¢in miqayisasi - KAMELOT »
adli  bir tedgigatda qiymatlendiriimisdir. 663
pasiyent 5-10 mq amlodipin, 673 pasiyent 10-20
mq enalapril il mualice edilib ve 655 pasiyent
plasebo grupuna daxil edilib. Pasiyentlarin hamisi
2 il erzinds statinler, beta-blokatorlar, diuretikler vo
asetilsalisil tursusu ile standart mualicays elave
edilmisdir. ©sas effektivlik naticeloeri Cadval 1-do
verilmisdir. Naticelor gosterir ki, amlodipinin
maalicasi Urayin isemik xastaliyi olan pasiyentlerda
stenokardiya ve carrahi revaskulyarizasiya
sebsbinden daha az  hospitalizasiya ile
alagalandirilir.

Cadval 1.KAMELOT tadgiqatinda klinik cehatdan ahamiyyatli naticalarin tezliyi
Urak-damar hadiselerinin tezliyi. sayi (%) Amlodipin_va
plasebonun
mugayisesi
Naticalar Amlodipin Plasebo Enalapril Nisbi P
risk dayari
(Cl
95%)
Bsas son néqte
Urek-damar 110 (16,6) 151 136 0,69 ,003
alava tesirlari (23,1) (20,2) (0,54-
0.88)
Fardi komponentler
Koronar 78 (11,8) 103 95 0,73 ,03
revaskulyarizasi (15,7) (14,1) (0,54-
ya 0,98)




peBacKynspusaummM y naumeHToB C MWLLIEMUYECKON
bonesHblo cepaua.

Table 1. Yactota KAMHWYECKM 3HAYMMbIX pe3ynbLTaToB B WUCCNeAOBaHUU
KAMENOT
YacToTa cepaeyHo-CocyanCTbIX ABNEHNNA, YNCNIEHHOCT (%) CpagHenve
amnoavnuHa
v nnaue6o
PesynbTathl AmnoavnuH Mnaue6 OHanan OTHocut 3HaveH
o pun enbHbIn ve P
puck (Cl
- 95%)
OcHoBHas koHeuHas Touka
Cepaedro- 110 (16,6) 151 136 0,69 1003
cocyauncTble (23,1) (20,2) (0,54-
no6oyHble 0,88)
achpexTbl
VIHAMBWAYANbHbIE KOMMOHEHTbI
KopoHapHas 78 (11,8) 103 95 0,73 ,03
peBackynsipusad, (15,7) (14,1) (0,54-
na 0,98)
Focnutanusaum 51(7,7) 84 86 0,58 ,002
a npu (12,8) (12,8) (0,41-
CTeHokapAuu 0,82)
HedbaranbHbin 14 (2,1) 19 (2,9) 11(1,6) 0,73 37
M (0,37-
1,46)
WHcynbT mnn 6(0,9) 12(1,8) 8(1,2) 0,50 15
TVHA (0,19-
1,32)
CwmepTs no | 5(08) 2(0,3) 5(0,7) 2,46 27
npuinHe (0,48-
cepaeyHo- 12,7)
cocyaucTon
naronorum
Focnutanusaun 3(0,5) 5(0,8) 4 (0,6) 0,59 ,46
A npu XCH (0,14-
2,47)
Peannmauus 0 4(0,6) 1(0,1) NA ,04
OCTaHOBKM
cepaua
HoBoBbISIBNEHHO 5(0,8) 2(0,3) 8(1,2) 2,6(0,50- 24
e 3abonesaHue 13,5)
nepudepuyecku
X COCya0B
XCH - xpoHudeckasi cepeyHasi HeJoCTaTo4HOCTb; [V - AoBepUTEnbHbI UHTEpBar;
WM - nHdapkT mrokapaa; TUA - TpaH3MTOpHas UlleMuyeckas ataka.

lMpumeHeHue y  nayueHmos ¢  cepOeyHou
Hedocmamo4YyHOCMbIo

FemoauHamuyeckme n KOHTpOnnpyemMble
KMMHUYECKME  UCMbITaHUS, KOTOpble  BKIOYanu

Harpy3o4Hble TeCTbl, MPOBOAMMbIE Ha MaLMeHTax C
cepAaeyHon HegocTaTovHocTbio knaccoe |-V no
NYHA nokasanu, 4yto amnoguvnuH He Bbi3blBaeT
YXYOLLEeHNa KNMHUYECKOro craTyca, OLeHMBaeMbl
Mo TOMNEepaHTHOCTU B HArpy3o4yHOM TecTe, hpakuum
BblOpoca NeBOro Xenygoyka U no  KAMHUYECKUM
cumMmnTomMam.

Mnauebo-koHTponMpyemoe KIMUHUYecKoe

Stroke or TIA 6(0,9) 12 8 0,50 ,15
(1,8) (1,2) (0,19-
1,32)
Cardiovascular death 5(0,8) 2 5 2,46 27
0,3) 0,7) (0,48-
12,7)
Hospitalization for 3(0,5) 5 4 0,59 ,46
CHF (0.8) (0,6) (0,14-
2,47)
Resuscitated cardiac 0 4(0,6 1(0,1 NA ,04
arrest )
Peripheral  vascular 5(0,8) 2(0,3 8(1,2 2,6(0,5 24
disease newly ) ) 0-13,5)
diagnosed
CHF - congestive heart failure; Cl - confidence interval; Ml - myocardial
infarction; TIA - transient ischemic attack.

Use in patients with heart failure

Hemodynamic and controlled clinical trials, which
included effort testing, carried out in patients with
heart failure classes NYHA II-IV, have shown that
amlodipine did not cause clinical status deterioration
assessed by the tolerance in the effort test, the
ejection fraction of the left ventricle and clinical

symptoms.

A clinical study, placebo-controlled (PRAISE), for the
assessment of patients with heart failure classes
NYHA llI-1V and who were receiving digoxin, diuretics
and ACE inhibitors has shown that amlodipine does
not increase mortality risk or the combined risk of

mortality and morbidity in patients with heart failure.

In a follow-up study of the results of the long-term,
placebo-controlled (PRAISE-2), conducted in patients
-1V, without
symptoms or objective signs suggestive for pre-
existing ischemic heart disease, treated with a stable
dose of ACE inhibitors, digitalis preparations and
that
administration of amlodipine does not influence the
total mortality from cardiovascular causes. In these
patients, administration of amlodipine was associated

with heart failure classes NYHA

diuretics, it has been demonstrated

with increased reports of pulmonary oedema.

Prophylactic treatment of acute myocardial ischemia

(ALLHAT)

A double-blind, randomized trial to

investigate
morbidity-mortality, called Antihypertensive and Lipid-
Lowering Treatment to Prevent Heart Attack Trial
(ALLHAT) was performed to compare treatment with
the new medicines, namely amlodipine 2,5-10 mg

Stenokardiya 51(7,7) 84 86 0,58 ,002
zamani (12,8) (12,8) (0,41-
hospitalizasiya 0,82)
Qeyri-fatal MI 14 (2,1) 19 (2,9) 11 (1,6) 0,73 37
(0,37-
1,46)
Insult ve ya TIH 6(0,9) 12(1,8) 8(1,2) 0,50 ,15
(0,19-
1,32)
Urak-damar 5(0,8) 2(0,3) 5(0,7) 2,46 27
patologiyasi (0,48-
sababindan 12,7)
olim
XUG zamani 3(0,5) 5(0,8) 4(0,6) 0,59 ,46
hospitalizasiya (0,14-
2,47)
Urak dayanmasi 0 4(0,6) 1(0,1) Méveud ,04
zamani deyil
reanimasiya
Yeni diagnoz 5(0,8) 2(0,3) 8(1,2) 2,6(0,50- 24
qoyulmus 13,5)
periferik  damar
xastoliyi
XUG - xroniki tirek catismazligi; El - etimad intervali; Mi - miokard infarkti; TIH -
tranzitor isemik hiicum.

Urak gatismazli§i olan pasiyentlords istifadasi
NYHA (zra [I-IV sinif (Orek catismazligi olan
pasiyentlorde yUklanma sinaglari daxil olmagla
aparilan hemodinamik ve nazarst olunan Klinik
tedgiqgatlar gdstarmisdir ki, amlodipin yUklanma
sinaginda dézumlilik, sol madaciyin bosalma
fraksiyasi ve klinik simptomlar ile giymatlendirilan
klinik vaziyyatin pislasmasina sabab olmur.
Digoksin, diuretiklor va AGF inhibitorlari gabul
edan NYHA Uzra llI-IV sinif Grek ¢atismazligi olan
pasiyentlerin  vaziyystini qgiymatlandirmak (gin
plasebo-nazarat klinik sinagr (PRAISE) amlodipinin
urak gatismazhdi olan pasiyentlerds 6lim riskini ve
ya Olim ve xastaliyin kombinaolunmus riskini
artirmadigini géstermigdir.

NYHA (zra IlI-IV sinif Orek catismazhigi olan,

drayin isemik xastaliyinin simptomsuz ve vya
avvaller mdévcudluguna dslalst eden obyektiv
simptomlari olmayan pasiyentlards ACF

inhibitorlari, Uskikotu preparatlari ve diuretiklarle
sabit doza ile aparilan mualicede uzunmiddsatli,
tokrari plasebo-nazarst (PRAISE-2) tadgigatinin
naticaleri amlodipin istifadasinin  Urak-damar
sebablerinden bas veran Umumi 6lim hallarina
tesir etmadiyini gbstermisdir. Bu pasiyentlards
amlodipinin istifadesi agciyer 6demi ila bagl
malumatlarin sayinin artmasi ile elagali idi.

Kaskin miokard igemiyasinin profilaktik mdalicasi




nccnegosaHve (PRAISE), ans oueHKn COCTOSIHMSA
nauMeHToB C CEpAEYHOM  HegoCTaTOYHOCTbIO
knaccoB II-IV no NYHA n nonyyaBLMX LUIOKCUH,
ONypeTukn un uHrmbutopel AP, nokasano, 4To
aMnoaunMH He yBENMYMBAET PUCK CMEPTHOCTU UK

KOMOUHMPOBAHHbI puck CMEPTHOCTU "
3aboneBaemMocTM y MaUMEHTOB C CepaedHoun
He4OCTaTOYHOCTbIO.

B nocnegywouwem uccnegoBaHuM - pesynbTaToB
[ONroCPOYHOro nnauebo-koHTpoNMpyemMoro
(PRAISE-2), npoBegeHHOro y MauUWEHTOB C

cepaedHon HepocTtaToyHocTbio knaccoB -1V no

NYHA, 6e3 cuMnToMOB UMM  OOBEKTUBHBIX
NPU3HaKoB, CBMAETENbCTBYHOLINX O CYLLECTBYHOLLEN
paHee wuwemMunyeckon OGonesHn cepaua, npwu

nevyeHun crtabunbHoOW [030M MHrMbutopos Al®,
npenapaToB HanepcTaHKM U OUYPETUKOB Oblno
NPOAEMOHCTPUPOBAHO, 4yTO npuMeHeHune
aMmnogunMHa He BNUSET Ha o6LLYI0 CMEPTHOCTb OT
CepaeyYHO-CoCYAMCThIX MPUYUH. Y 3TUX NauueHToB
npUMeEHeHne amnogunuHa ObINO CBA3aHO C
yBenuMyeHnemM ymcna cooblieHuii 06 oTekax nerkmx.
lpopunakmuyeckoe nedyeHue ocmpol uwemuu
muokapOa (ALLHAT)

Bbino npoBegeHo [BOWNHOE cnenoe
paHOOMU3NPOBAHHOE MWCCIeLOBaHNE MO U3YYEHUIO
CMepTHOCTK-3ab0neBaemMocTy, Ha3BaHHOe
AHTUTMNEPTEH3NUBHON K1 [MNoNMNMAEMMNYECKON
Tepanven pns [lpepoTBpawenna CeppedHoro
Mpuctyna (ALLHAT), ans cpaBHeHMsi ne4veHusi C
HOBbLIMM NEKapCTBEHHbIMU CPeACcTBaMU, a UMEHHO
amnogunuHom 2,5-10 mr B pgeHb (6nokatop
KanbUMeBbLIX KaHaroB) WAWM NM3UHOMPUIIOM B A03e
10-40 Mr B AeHb (uHrMbutop Al®) B KavecTBe
Tepanuum  NepBOoM  JIMHUKM, C  Ha3HaA4YeHMeM
TMas3ngHoro avypeTuka, xnopranuaoHa B gose 12,5-
25 Mr B [JeHb, Mpu nerkon wn yMepeHHoW
rMNepTOHUN.

33357 nauMeHToB C rMnepTeH3nen Obinv BbiGpaHbl
MEeToOOM CrlyvaliHoro otbopa, B Bo3pacTe craplle
55, koTopble Habnioganuce B cpefHEM B TedeHue

daily (calcium channel blocker) or lisinopril 10-40 mg
daily (ACE-inhibitor) as a treatment of first intention,
with the administration of a thiazide diuretic,
chlortalidone 12.5-25 mg daily, in mild and moderate
hypertension.

33357 patients with hypertension were randomized,
over the age of 55 years, monitored for a mean
period of 4.9 years. Patients have presented at least
a factor of additional risk for coronary artery disease:
myocardial infarction or stroke in history (> 6 months
before enrolment in the study) or other cardiovascular
atherosclerotic disease (a total of 51.5%), type 2
diabetes mellitus (36,1%), HDL cholesterol <35 mg/dl
(11,6%), electrocardiographically or
echocardiographically diagnosed left ventricular
hypertrophy (20,9%), smoking status at the time of
inclusion in the study (21,9%).

The primary endpoint of the study was a combined
one, including fatal coronary heart disease or non-
fatal myocardial infarction. Between the group treated
with amlodipine and the one who received
chlortalidone there were no significant differences on
the primary endpoint: RR (relative risk) 0,98 with Cl
(confidence interval) 95% [0,90-1,07], p=0,65. Of the
secondary endpoints, the incidence of heart failure
(component of a criterion to the final evaluation,
cardiovascular combined) was significantly higher in
the group treated with amlodipine compared with the
group treated with chlortalidone (10,2% versus 7.7%,
RR 1,38 with 95% CI [1,25-1,52], p<0.001). However,
there were no differences on all-cause mortality
between the group treated with amlodipine and the
one who received chlortalidone: RR 0.96 with 95% CI
[0,89-1,02], p=0,20.

Use in children and adolescents (aged 6 years or
older)

In a study in which were included 268 children and
adolescents aged between 6 and 17 years old with
arterial hypertension, predominantly secondary
hypertension, the comparison the administration of
amlodipine in 2.5 mg and 5.0 mg doses with placebo

(ALLHAT)

Yingil ve ya orta deracsli hipertoniya zamani
6lim ve xestalik riskini éyranmak magsadile yeni
darman vasitalari ile maalicanin migayisesi U¢ln
ilkin mualice xatti kimi giinds 2.5-10 mq amlodipin
(kalsium kanallari blokatoru) ve ya giinds 10-40
mq lizinopril (ACF inhibitoru) ils 12.5-25 mq tiazid

diuretiki xlortalidonla Antihipertenziv ve Urak
Tutmasinin Qarsini Almaq Gg¢lin  Hipolipidemik
Terapiya (ALLHAT) adh ikili kor,

randomizeoulunmus tedgigat apariimisdir.
Hipertenziyall 55 yasdan yuxari 33357 pasiyent
tesadifi olaraq secilmis ve orta hesabla 4.9 |l
arzinde misahida edilmisdir. Pasiyentler an azi bir
alave kardiovaskulyar risk faktoruna malik idilar:
anemnezda miokard infarktl ve ya insult (tadqigata
daxil edilmezden >6 ay aovvel) ve ya diger
aterosklerotik trak-damar xastaliyi (cami 51,5%), Il
tip sokerli diabet (36,1%), YSLP xolesterol <35
mag/dl  (11,6%), elektirokardiografiya ve vya
exokardiografiya zamani diagnoz olunan sol
madaciyin hipertrofiyasi (20,9%), tedqgiqata daxil
olma zamani sigaret ¢akma veziyyati (21,9%).
Tadqigatin asas son noéqtasi Urayin letal isemik
xastaliyi ve ya geyri-letal miokard infarkti da daxil
olmagla kombinaedilmis idi. Amlodipin gabul edan
grup va xlortalidon gabul edan grup arasinda ilkin
son ndgteda shamiyystli farglar yox idi: NR (nisbi
risk) 0.98 ile Ei (etimad interval) 95% [0.90-1.07],
p=0.65. ikinci son ndqtslerde amlodipin gabul eden
grupda Urek catismazhdinin amelegalma tezliyi
(kombinaolunmus Urek-damar sisteminin yekun
giymatlandiriimasinin  esas meyari) xlortalidon
gebul eden qrupla milqayisede (10.2%-8 qarsl
7.7%, NR 1,38 95% Ei [1,25-1,52] ils, p<0.001)
ahamiyyatli deracads ylksak olmusdur.

Usaqlar ve yeniyetmalards istifadesi (6 yas ve ya
yuxari)

6 yasdan 17 yasa qadar olan arterial hipertenziyal,
asasan da ikincili hipertenziyali 268 usaq ve
yeniyetmanin daxil oldugu tedgigatda amlodipinin




umenn xota Obl oauH

cakTop
WHCYNbT B

49 ropa. [lauuneHThbl
OOMNOSTHUTENbHbLIA  KapaWOBacCKYNsPHbIA
pucka: WHQapKT MuoKapga Wnm
aHamHe3e (>6 MecsueB OO0 BKMOYEHMS B
nccregoBaHue) nnm apyroro
aTepoCKIepoTUYECKOro cepaeyvHo-cocyancToro
3aboneBaHuns (Bcero 51,5%), caxapHbin guabet Il
Tvna (36,1%), xonectepwuH JIMNBIMT <35 wmr/gn
(11,6%), runepTpoduto NEBOro Xxenyao4ka, kotopas
Oblfia guarHoCTMpoBaHa Ha anekTpokapauorpamme
unu npu axokapauorpacdum (20,9%), cTaTtyc
KYpPEHMs1 Ha MOMEHT BKMIOYEHUs B UCCnefoBaHue
(21,9%).

lMepBryHasa KoHe4YyHasds To4vka uccregoBaHusa Obina
KOMOMHUPOBaHHOWN, BKITIOYas netanbHy
nwemuyeckyto 6onesHb cepaua unu He netanbHbIN
WMHapKT Muokapga. Mexgy rpynnoi, nonyvasLuen
aMSIOANNMH, U TPYNNON, NonyyasBLUEN XNOpTanuaoH,
He Obll0 3HAYUMbIX Ppas3NUUMA MO NEepPBUYHON
KOHe4yHon Touyke: OP (oTHocuTenbHbIN puck) 0,98 ¢
OW (noseputeneHbIi nHTEepBan) 95% [0,90-1,07], p
= 0.65. N3 BTOPUYHBLIX KOHEYHbIX TOYEK 4vacTtoTa
BO3HUKHOBEHUS  CepaedyHor  HeAoCTaTO4YHOCTU
(cocTaBnsioLWaa KpUTEPUSs OKOHYATENbHOW OLLEHKM,
KOMOUHMPOBAHHOM cepaeyHo-cocyamcTom
cucTembl) Obina 3HaAYUTENBbHO BbIWE B rpymnne,
nosilyyaBLlen amnogunuH, No CPaBHEHUIO C FPYNMNown,
nony4yaBwen xnoptanuaoH (10,2% npotuB 7,7%,
OP 1,38 ¢ 95% [OWU [1,25-1,52], p <0,001). OgHako
He ObINo pas3nuyMii MO CMEPTHOCTU MO KakuM Nmbo
npuyYnHam Mexay rpynnowm, nony4yasLuen
aMnoaunuH, u rpynnown, nosnyyasLlen XnopTanuaoH:
OP 0,96 ¢ 95% 1 [0,89-1,02], p = 0,20.
lNMpumeHeHue y demeli u Nodpocmkos (8 so3pacme
om 6 nem u cmapuwe)

B unccnepoBaHue, B KoTOopoe Obinu BKMAOYEHbI 268
JeTen n NnogpocTKoB B Bo3pacTe oT 6 Ao 17 net ¢

showed that both doses decrease systolic blood
pressure significantly more than placebo. The
difference between the two doses was not statistically
significant.

Long-term effects of administration of amlodipine on
growth, puberty and general development have not
been studied. Also, the efficacy of amlodipine, used
as therapy in childhood, on decreasing the morbidity
and mortality due to cardiovascular disease in
adulthood has not been established.
Pharmacokinetics

Absorption

After oral administration of therapeutic doses,
amlodipine is well absorbed with peak blood levels
between 6-12 hours post dose. Absolute
bioavailability has been estimated to be between
64% and 80%. Amlodipine absorption is not affected
by food intake. The maximum plasmatic level is after
6-12 hours after administration.

Distribution

The volume of distribution is approximately 21 I/kg.

In vitro studies have shown that approximately 97.5%
of circulating amlodipine is bound to plasma proteins.
Biotransformation

Amlodipine is extensively (about 90%) metabolized
by the liver to inactive metabolites.

Elimination

The plasma half-life is about 35-50 hours, after once
daily dosing.

Amlodipine is excreted in urine 10% in the form of the
parent compound and 60% in the form of
metabolites.

Use in hepatic failure

Data on administration of amlodipine to patients with
hepatic failure are very limited. Patients with hepatic
failure have decreased clearance of amlodipine,
resulting in a longer elimination half-life and an

25 mq ve 5.0 mq dozada plasebo ile gabul
edilmasinin mlqgayisasi gdstarmisdir ki, har iki doza
sistolik  arterial  hipertenziyani  plasebodan
shamiyyatli derecede daha ¢ox azaldir. iki doza
arasindaki ferq statistik cehatden ahamiyyatli
deyildir.

Amlodipin istifadasinin boy artimina, cinsi inkisafa
ve Umumi inkisafa uzunmuiddetli tasirleri
Oyrenilmamisdir. Bundan slave, yetkinlik yaglarinda
Urak-damar xesteliklarinden xastslenme ve 6lim
hallarinin azaldilmasinda usaqgligda terapiya kimi
istifade olunan amlodipinin effektivliyi muayyan
edilmamisdir.

Farmakokinetikasi

Sorulmasi

Terapevtik dozalarin peroral gabulundan sonra
amlodipin dozanin gsbulundan sonraki 6-12 saat
arzinde gan plazmasinda pik seviyyada yaxsl
sorulur. Mutlaqg biomanimsanilmasinin taxminan
64%-dan 80%-a gadar olmasi giymatlandirilmisdir.
Qida gebulu amlodipinin sorulmasina tasir etmir.
Qabul edildikden 6-12 saat sonra gan plazmasinda
maksimal saviyyaye ¢atir.

Paylanmasi

Paylanma hacmi texminan 21 I/kq tagkil edir.

In vitro tadqigatlar goésterib ki, sirkule edan
amlodipinin taxminan 97.5%-i plazma zllallar ile
birlagmis olur.

Biotransformasiyasi

Amlodipin  intensiv  (taxminan 90%) sakilde
garaciyerde geyri-aktiv metabolitlera metabolize
olunur.

Xaric olunmasi

Plazmadan yarimxaricolunma vaxti glinde bir dafa
gabuldan sonra texminan 35-50 saat taskil edir.
Amlodipinin 10%-i ilkin birlegsma saklinde ve 60%-i
metabolit seklinds sidikle xaric olunur.

apTepuanbHOM runepTeH3nen, npeumyllecTBeHHO | increase of AUC of approximately 40-60%. Qaraciyar ¢catismazligi zamani istifadesi

BTOPMYHOW TMMNepTeH3nen, cpaBHeHue npuema | Use in the elderly Qaraciyer  ¢atismazhidi  olan  pasiyentlerda
amnogunuHa B gosax 2,5 mr n 5,0 mr ¢ nnaue6o | The time necessary to reach the maximum plasma | amlodipinin istifadesi ile bagh malumatlar ¢ox
nokasano, 4yto o6e [o3bl 3Ha4YuMTeNnbHO CHWXarT | concentration of amlodipine is similar in elderly and | mahduddur. Qaraciyar catismazlgi olan




cucTonuyeckoe apTepuanbHoe AaBneHwe bGonblue,
yem nnauebo. PasHuua mexgy AByMS 0O3aMu He
Oblna cTaTUCTUYECKM 3HAYNMOWN.

[onrocpoyHbie aheKTbl npUMeHeHns
aMmnogunMHa Ha pocT, MOJIoBOe CO3peBaHue u
obuee pa3BuTue He GbinNM n3ydveHbl. Kpome Toro, He
Obinia ycTtaHoBrneHa 3(EKTMBHOCTb amroamnuHa,
NPUMEHSIEMOr0 B KayecTBe Tepanuu B [OETCKOM

BO3pacTe, B CHWKeHun 3aboneBaemMocT w
CMEepPTHOCTU oT CepAeYHO-COCYyaMUCThIX
3aboneBaHuii BO B3pOCNOM BO3pacTe.
dapmakokuHemuka

BcacbieaHue

Mocne nepoparnsHoro NpYMEHEeHNs
TepaneBTMYECKUX  [03  aMIIoQUMWMH  XOpOLLUO

BCACbIBAETCs NMPU MUKOBbLIX YPOBHSAX B KPOBU vepe3
6-12 yacoB nocne BBegeHUA [03bl. AGconoTHas
O1oOOCTYMHOCTD, ObI10 noacyMTaHo
npubnunantensHo oT 64% p[o 80%. MNoTpebneHune
nAWLM He BNUSIET Ha BcacblBaHWE amioaunuHa.

MakcumanbHbIl ~ ypOBEHb B Nnas3Me  KpoBwU
gocturaetcd B TedeHne 6-12 4yacoB nocne
NPUMEHEHWSI.
PacrnipedeneHue

O6beMm pacnpefeneHus coctaBnsieT npuMmepHo 21
n/Kr.

MccnepoBaHus in vitro nokasanu, 4To cBsidbiBaHue
LUMPKYNMPYIOLLIEro amnogunvHa ¢ 6enkamm nnasmbl
KPOBW cOCTaBnsieT npubnnsntenbHo 97,5 %.

GBuompaHcgopmauus

AmnogmnuH WHTEHCUBHO (okono 90%)
mMeTabonuanpyetca B MNEYEeHW [0 HeaKTUBHbIX
MeTabonuToB.

BbideneHue

Mepuoa nonysbiBeAeHMS U3 Nnasmbl COCTaBnsieT
npubnusntensHo 35-50 yacos nocne npuema oauH
pa3s B €Hb.

AmnoaunuH BbiBOAUTCA ¢ Moyonm Ha 10% B Buage
MCXOOHOro coeauHeHMa U Ha 60% B Buage
MeTabonuToB.

lNpumeHeHue npu ne4yeHo4YHol Hedocmamo4yHocmu

young people. In elderly patients, amlodipine
clearance tends to be decreased, resulting in
increases in AUC (area under the plasma drug
concentration-time curve) and the plasmatic
elimination half-life. In patients with congestive heart
failure, increases of the AUC and half-life were
expected for the age group studied.

Use in children and adolescents

A population pharmacokinetic study has been
conducted in 74 hypertensive children aged from 12
months to 17 years (with 34 patients aged 6 to 12
years and 28 patients aged 13 to 17 years) receiving
amlodipine between 1.25 and 20 mg given either
once or twice daily. In children aged 6 to 12 years
and in adolescents 13 to 17 years of age the
clearance after oral administration (CL/F) was 22.5
and 27.4 I/h respectively in males and 16.4 and 21.3
I’h respectively in females. Large variability in
exposure between individuals was observed. Data
reported in children under 6 years is limited.

pasiyentlarde amlodipinin Klirensi azalir ve bu
yarimxaricolunma dévrinin ve AUC-nin taxminan
40-60% artmasina gatirib ¢ixarir.

Yagllarda istifadssi

Qan plazmasinda amlodipinin maksimal gatiliga
¢atmasi UOclUn teleb olunan vaxt yasllarda ve
genclards eynidir. Yash pasiyentlardes amlodipinin
klirensi azalmaga meyillidir ki, bu da AUC
(«plazmada darmanin qatiligi-zaman» ayrisinin
altindaki saha) va plazmadan yarimxaricolunma
vaxtinin uzanmasina sabab olur. Durdun {rak
catismazhd  olan pasiyentlorde AUC ve
yarimxaricolunma vaxtinin uzanmasi tedgiqat
aparilan yas grupu Ggln gézlanilan idi.

Usaqlar ve yeniyetmolarde istifadasi

1,25 mg-dan 20 mqg-a gadar dozada glinda bir ve
ya iki dafe amlodipin gebul eden 12 aydan 17 yasa
gader olan 74 hipertonik pasiyentds (6 yasdan 12
yasa gader 34 pasiyent ve 13 yasdan 17 yasa
gadar 28 pasiyent) populyasion farmakokinetik
tedgigat aparilmisdir. 6 yasdan 12 yasa qgader
usaglarda ve 13 yasdan 17 yasa qader olan
yeniyetmalarde peroral gabuldan sonra Kklirens
(CL/F) kisilerde muvafiq olaraq 22.5 ve 27.4 s,
gadinlarda ise mivafiq olarag 16.4 ve 21.3 I/s
toskil etmisdir. insanlar arasinda genis tesir
dayiskanliyi misahidse olunmusdur. 6 yasa qadar
usaglarda teqdim olunan malumatlar mahduddur.




[aHHble no npMMEeHeHn amMmnogmnnHa y nauneHToB

c neYyeHo4YHoM HEeAO0CTaTOYHOCTbIO OYeHb
orpaHumyeHbl. Y  nauMeHToB C  MeYeHOYHOW
HegoCTaTOYHOCTbIO KIMpEHC amnoannmHa

CHWXaeTCcs, YTO MPUBOAUT K YBENMYEHUIO nepuoaa
nonyebiBegeHnsa n AUC npumepHo Ha 40-60%.
lMpumeHeHue 8 noxusom go3pacme

Bpewms, Heobxogmmoe ans OOCTUXEHNS
MakCUManbHOW  KOHLEeHTpauuu amnogmnuHa B
nnasme KpoOBW, Yy MNOXUMbIX M MOMOAbIX noaen
OAMHAKoBO. Y MOXWMbIX MNaUUEHTOB  KMMPEHC
aMmnogunvHa nmeeT TEHOEHUMIO K CHWXEHUIO, YTO
npuBoaut K yeBenuueHmio AUC (nnowagps nop
KPUBOM  «KOHLEHTpauUusa rnekapctea B nnasme-
BpeMsi») U Nepuoda NnonyBbiBEAEHUS U3 nnasmbl. Y
nauueHToB c 3aCTOMNHON cepaeyHon
HegocTaTo4HoCTblo, yBenudeHne AUC un nepuopg
nepvoda nosyBbiBEAEHUSA ObINo oxugaemo ans
n3y4yaemom BO3pacTHOWN rpynnbl.

lNMpumeHeHue y demeli u MOOPOCMKO8

Bbino npoeseaeHo nonynsaunoHHoe
dapmMakokMHeTU4eckoe  uccrnegoBaHne y 74
rmnepToHUKOB B Bo3pacTe oT 12 mecdAues fo 17 nert
(c 34 naumneHTamn B Bo3pacTte oT 6 o 12 neT u 28
naumeHtamm B Bo3pacte oT 13 pgo 17 net),
nonyyaswmnx amnoaunuH B gose ot 1,25 go 20 wr,
BBOAUMbIX OAWH MW OBa pasa B AeHb. Y AeTen B
Bo3pacte OT 6 o 12 netr u y nNogpocCTKOB B
Bo3pacte oT 13 pgo 17 neT KAMpeHc nocne
nepopansHoro npuema (CL/F) coctaBnsan 22,5 nu
27,4 n/M COOTBETCTBEHHO Y MyX4uH u 16,4 n 21,3
n/4 COOTBETCTBEHHO Yy XeHWMuH. Habniopanoch
obwunpHass BapvabenbHOCTb BO3AEUCTBUS MexXay
nogbmn. [aHHble, npeactaBneHHble y geTen B
BO3pacTe A0 6 neT, orpaHuYeHsl.

MokasaHusa K NPUMeHeHUIo

- apTepuarnbHas rTMnepTeH3us;

- XpOHMYeckasi cTabunbHasi cTeHoKapaus;

- BasocnacTuyeckasl CTeHokapaus (BapuaHTHas
CTeHoKapaust unu cteHokapavs MpuHumeTana).

Indications for use

- Arterial hypertension;

- Chronic stable angina pectoris;

- Vasospastic angina (variant angina or Prinzmetal’s
angina).

istifadesina gosterigler

- arterial hipertenziya;

- xroniki stabil stenokardiya;

- vazospastik stenokardiya (variant stenokardiya ve
ya Prinzmetal stenokardiyasi).




MpoTnBONOKa3aHmA

- MOBbILIEHHas YYBCTBUTENIBHOCTb K MPOWU3BOAHBLIM
aurnaponMpuanHa, amrnogunuHy unu K nobomy ums
BCMoOMOraTesbHbIX BELLECTB;

- apTepuanbHasi TMNOTEH3US TSHKENOW CTEMNEHMU;

- LLIOK (BKMNOYas KapAMOreHHbIN LLOK);

- 06CTPYKUUS BLIBOOHOMO TpaKTa fEBOro Xenygo4ka
(Hanpumep, CTEHO3 aopTbl TAXKENON

cTeneHn);
- remMogvHamMuyecknm HectabunbHas cepaevHas
HeJoCTaTO4HOCTb  MOCMe  OCTPOro  WHdapkTa

Muokapaa. (B nepsble 28 oHeN).

Oco06ble ykazaHMA U Mepbl NPeaoCTOPOXKHOCTU

BbesonacHoCTb ”  3PEKTUBHOCTL  MPUMEHEHUS
aMmnogunuHa nmnpu  rMNepTOHMYECKOM KpuU3e He
YCTaHOBJEHbI.

lMpumeHeHue y  nayueHmos ¢  cepOeyHou
Hedocmamo4YyHoOCMbHo

MauveHtaMm C cepaevyHoOM HeaoCTaTOYHOCThbIO

crnepyeT OTHOCUTLCS C OCTOPOXHOCTLIO. B nnaue6o
KOHTPONMMPYEMbIX [AONTOCPOYHbLIX UCCRefoBaHUSAX
YyacTtoTa crnydaeB pas3BUTUS NETKUX Yy NMaUMUEHTOB C
TSXKENon cepaeyHon HEeOOoCTaTOYHOCTbIO y
MauMeHToB C CepAevyHOM  HedOoCTaTOYHOCTbH
Tsbkernon ctenenn (knacc Il v 1V no knaccmudpukaumm
NYHA) 6bina Bbilwe B rpynne, nonyyaBLlen
amMmnogunvH, Yyem B rpynne nnaue6o. MNauneHTam c
3acTorHON cepaeyHon HEeOOCTaTOYHOCTbIO
GrnokaTopbl  KanbLUMEBbLIX  KaHanoB,  BK4Yas
aMIO4MWNUH, cnegyeTt NPUMEHSATb c
OCTOPOXXHOCTbH), MOCKOSIbKY OHWM MOTYT MOBLIWATb
PUCK CEpPAEYHO-COCYANCTLIX COBLITUA U NeTanbHbIX
crnyyaes B byayuiem.

lMpumeHeHue y nauueHmos ¢
Hedocmamo4yHOCMbH

lMepuoa nonysbiBeAeHUS amMiogunuHa nNpoasneH, a
3HadyeHns AUC vy nauueHToB C HapylleHUMEM
(YHKUMM  MevYeHn Bbille; pekoMeHZauuuM Mo
403MpoBke He 6binv  ycTaHoBneHbl. [loatomy

ne4yeHo4YyHou

Contraindications

- hypersensitivity to dihydropyridine derivatives,
amlodipine or any of the excipients;

- severe hypotension;

- shock (including cardiogenic shock);

- obstruction of blood flow in the left ventricle (e.g.
severe aortic stenosis);

- haemodynamically unstable heart failure after acute
myocardial infarction (in the first 28 days).

Special warnings and precautions for use

The safety and efficacy of amlodipine in hypertensive
crisis has not been established.

Use in patients with cardiac failure

Patients with heart failure should be treated with
caution. In a long-term, placebo controlled study in
patients with severe heart failure (NYHA class Il and
IV) the reported incidence of pulmonary oedema was
higher in the amlodipine treated group than in the
placebo group. Calcium channel blockers, including
amlodipine, should be used with caution in patients
with congestive heart failure, as they may increase
the risk of future cardiovascular events and mortality.
Use in patients with hepatic failure

The half-life of amlodipine is prolonged and AUC
values are higher in patients with impaired liver
function; dosage recommendations have not been
established. Amlodipine should therefore be initiated
at the lower end of the dosing range and should be
used with caution, both on initial treatment and when
increasing the dose. Slow dose titration and careful
monitoring is required in patients with severe hepatic
failure.

Use in elderly patients

Care is required in case of dosage increase in the
elderly.

Use in patients with renal failure

Oks gostariglar

- dihidropiridin téremalerina, amlodipine ve ya
kdmak¢i maddalerdan har hansi birine qarsi
yiksak hassasliq;

- agir deracali arterial hipotenziya;

- sok (kardiogen sok da daxil olmagla);

- sol madaciyin ¢ixacaginin obstruksiyas! (aorta
daliyinin agir deracaeli stenozu);

- kaskin miokard infarktindan sonra hemodinamik
geyri-stabil Urek ¢atismazlidi (ilk 28 gin).

Xiisusi gostariglar va ehtiyat tadbirlari
Hipertonik krizler zamani amlodipin istifadasinin
tahlikasizliyi ve effektivliyi miisyysan olunmamigdir.
Urek gatismazIligi olan pasiyentlerde istifadesi
Urek c¢atismazligi olan pasiyentlara ehtiyyatla
yanasiimahdir. Uzunmuiddastli plasebo nazaret
tedgigatlarinda agir daracali Urak catismazligi
(NYHA tasnifati Gzre Il va IV sinif) olan
pasiyentlorde agciyer Odeminin inkisaf tezliyi
plasebo grupuna nisbatan amlodipin istifade eden
grupda daha ylOksak olmusdur. Durdun (rak
¢atismazhgi olan pasiyentlarde amlodipin de daxil
olmagla, kalsium kanallarinin blokatorlari ehtiyatla
istifade olunmalidir, bels ki, onlar galacekda Urak-
damar hadisaleri va letalliq riskini artira bilar.
Qaraciyar ¢atismazligi olan pasiyentlords istifadasi
Qaraciyar  funksiyalarinin ~ pozgunlugu olan
pasiyentlarda amlodipinin yarimxaricolunma dévri
uzanir ve AUC gobstericileri ylksalir; dozalanmaya
dair tévsiyslar misyyan olunmamisdir. Buna gbre
da, amlodipinin dozalanmasi an asag! diapazon
serhadinden baslanmali ve ham ilkin mdualice
zamani, ham da dozanin artirlmasi zamani
ehtiyatla istifade olunmalidir.  Agir deracali
garaciyer c¢atismazhgl olan pasiyentlere dozanin
yavas titrlenmasi va atrafli nazarat taleb olunur.
Yasli pasiyentlords istifadssi




amnogunuH crnenyeT HauMHaTb C HWKHEW rpaHuLibl
AvanasoHa  [J03vpoBaHWs, W ero  cnegyet
NMPUMEHSATb C OCTOPOXHOCTBIO KaK MpY HayarbHOM

nevyeHun, Tak W Npu  yBENUYeHuM [osbl. Y
MauMeHTOB C MEYEHOYHOW HEeOOCTaTOYHOCTbIO
TSDKENOW  cTeneHM  TpebylTcs  MeAJieHHoe

TUTPOBaHWE 403bl U TLWATENbHbIA KOHTPOSb.
lMpumeHeHuUe y NoXusnbix nayueHmos

B cnyyae yBenuyeHusi J03bl Y MOXWUIbIX nogen
TpebyeTcst OCTOPOXKHOCTb.
lNpumeHeHue y  nauyueHmos ¢
Hedocmamo4yHOCMbH

Y  Takmx  nauMeHToB  amnogunuH MOXET
NPUMEHSTbCA B 0ObIYHbIX go3ax. M3meHeHue
KOHLlEHTpauun amnoaunuMHa B nnasme KpOoBU He
KOppenvpyeT CO CTEMEHbI0 TSHKECTU MOYEYHON
HeJoCTaTOYHOCTM. AMIOOWMMMH  HEe  BbIBOAUTCSH
nyTem guanusa.

LHemu u nodpocmku

AMNOAMNUH HE pekoMeHayeTcs AeTaM 40 6 ner.

rnoyeyHou

BsaumopencTBme ¢ ApYyrMmMu nekapcTBeHHbIMM
cpeacTBamm

BnusiHue Opyaux JnekapcmeeHHbIXx cpedcme Ha
amnoounuH

UHaubumopesl CYP3A4: OHOBpPEMEHHOE
NPMMEHeHVe amnogvnuHa C  CUMbHbIMKM UMK
ymepeHHbIMU nHrmoutopamu CYP3A4 (MHrMbuTopsl
npoTeas, npoTMBOrpubKOBbIE CpeacTBa rpynmnbl
as30/10B, MaKponuapl, TakMe Kak 3pUTPOMULUH UMK
KNapuTpOMULMH, Bepanamwui  Wnn  OunTuasem)
MOXET MPMBECTM K 3HAYUTENIBHOMY YBEMWYEHUIO
BO34ENCTBMA amnoaunuHa. KnuHuyeckoe 3HavyeHue
3TMX (PapPMaKOKMHETUYECKUX W3MEHEHUN MOXET
OblTb Gornee BbIpaXeHHbIM Yy MNOXUMbIX Noaen.
Takum obpasom, MOXeT notpeboBaTbcA
KMMHUYECKUA MOHUTOPUHT 1 KOPPEKTMPOBKA A03bl.
UHOykmopbl CYP3A4: HeT [aHHbIX O BMSIHUM
WMHOYKTOPOB CYP3A4 Ha aMnoaunuH.
OpHoBpemMeHHoe npuMmeHeHne nHagyktopos CYP3A4
(Hanpumep, pvdamMnuuMHa, NeKapCTBEHHbIX Tpas,

Amlodipine may be used in such patients at normal
doses. Changes in amlodipine plasma concentrations
are not correlated with renal failure degree.
Amlodipine is not dialyzable.

Children and adolescents

Amlodipine is not recommended in children under 6
years of age.

Interaction with other medicinal products

Effects of other medicinal products on amlodipine
CYP3A4 inhibitors: Concurrent use of amlodipine
with strong or moderate CYP3A4 inhibitors (protease

inhibitors, azole antifungals, macrolides like
erythromycin  or clarithromycin, verapamil or
diltiazem) may lead to significant increase in

amlodipine exposure. The clinical significance of
these pharmacokinetic variations may be more
marked in the elderly. Clinical monitoring and dose
adjustment may thus be required.

CYP3A4 inducers: There is no available data
regarding the effect of CYP3A4 inducers on
amlodipine. The concomitant use of CYP3A4

inducers (e.g., rifampicin, medicinal herbs products
containing St. John's Wort - Hypericum perforatum)
may give a lower plasma concentration of
amlodipine. Amlodipine should be used with caution
together with CYP3A4 inducers.

Administration of amlodipine with grapefruit or

Yashlarda dozanin artiriimasi
olmagq lazimdir.

Béyrak catismazligi olan pasiyentlards istifadssi
Bela pasiyentlorde amlodipin adi dozalarda istifads
oluna biler. Qan plazmasinda amlodipinin
gatihgindaki dayisiklikler béyrak ¢atismazliginin
agirhq deracesi ile  slageslendirilmir. Amlodipin
dializ yolu ile xaric olmur.

Usaglar ve yeniyetmolor

Amlodipin 6 yasdan kigik usaglar Ggln tbvsiye
olunmur.

halinda ehtiyatli

Digar derman vasitalari ila qarsihql tasiri

Digar darman vasitslarinin amlodipins tasiri
CYP3A4 inhibitorlari: Amlodipinin giicli ve ya orta
CYP3A4 inhibitorlan (proteaza inhibitorlari, azol
grupundan gdbaelekaleyhina vasitalar, eritromisin
va ya klaritromisin kimi makrolidlar, verapamil va
ya diltiazem) ile eyni zamanda istifadssi
amlodipinin  tasirinin  shamiyystli  daracade
artmasina gatirib ¢ixara biler. Bele dayisikliklarin
klinik shamiyyati yasli xestelorde daha aydin
nazers ¢arpa biler. Buna gére de, klinik mxisahide
ve dozanin tanzimlanmasi teleb oluna bilar.
CYP3A4 induktorlari:  CYP3A4 induktorlarinin
amlodipina tesiri hagqinda malumatlar yoxdur.
CYP3A4 induktorlarinin eyni zamanda istifadasi
(masalan, rifampisin, terkibinde adi dazi -
Hypericum perforatum darman bitkileri olan
vasitalar) amlodipinin gan plazmasinda qatiliginin
azalmasina gatirib ¢ixara bilar. Amlodipini CYP3A4
induktorlari ile eyni zamanda ehtiyatla istifade




copepxawux 3sepobont - Hypericum perforatum)
MOXET TMpPMBECTM K CHWKEHUIO KOHLEeHTpauuu
amMrogunvHa B nnasme KpoBwu. AMNOgUNWH cnegyet
MPUMEHSATb C  OCTOPOXHOCTBHO ~ BMecTe  C
nHgyktopamm CYP3A4.

MNpumeHeHne amnoguvnMHa ¢ rpenndgpyTom Unu
rpenndgpyToBLIM COKOM HE pekoMeHAyeTCs, TakK Kak
Yy HEKOTOpbIX MauneHToB OGUOLOCTYMHOCTb MOXET
YBENWUYMTBCA, YTO MPUBOAUT K ycuneHuto acpcdekra
CHWXeHWs apTepuanbHOro AaBneHus.

LaHmporneH (UHgy3us): y XUBOTHbIX HabnganMch
XenynoykoBble  ubpunnsaumm ¢ neTanbHbIM
MCXOOOM M CepaeyHO-COCyAWCTbIA  Komnarnc,
KOTOpble accouMMpoBanucb C runepkanvemMven,
nocrne npuMEHeHUs Bepanamuna u AaHTporeHa

BHYTPUBEHHO. UNs-3a pvcka pas3BuTns
rmnepkanmemMumn naumeHTam CKITOHHbIM K
3110Ka4YeCTBEHHON TUNepTepMnM N MNpu  feYeHum
3110Ka4YeCTBEHHON TUMEPTEPMUMM  PEKOMEHZOBAHO
nsberatb OZAHOBPEMEHHOIO NpUMeEHeHNs
6GrnoKaTopoB  KanbLMWEBLIX KaHanoB, Takux Kak
aMIO4MUMNUH.

BnusHue amnodunuHa Ha dpyaue riekapcmeeHHble
cpedcmea

M'MNoTeH3nBHbIM 3dhdekT amnogmnmHa NnoTeHunpyeT
rMMNOTEH3UBHbIN ekt apyrnx
aHTUIMNEPTEH3MBHLIX  CPeacTB., obragatoLmx

aHTUITMNEePTEH3NBHLIMM CBOMCTBaMMU.
B knuHmn4ecknx wmnccnepoBaHUsiX B3aMOOENCTBUSA,

amMnoaunuH  He BNMSAN  Ha  (hapMaKOKUHETMKY
aTopBacTaTuMHa, [WIOKCWHa, BapdapuHa  unu
LIMKMOCMopUHa.

CumeacmamuH: OOHOBPEMEHHOe  MpUMeHeHue
MHOrOKpaTHbIX 003 amnogunuHa 10 Mr  u
cumBactatTMHa B pgose 80 wMr  yBenuyusaet

BO34ENCTBME CUMBACTATUHA Ha 77% MO CpaBHEHUIO
C MOHOTepanuen cumBacTaTUHOM. MakcumanbHas
Jo3a cuMMBacTaTMHa Yy MaUMEHTOB, MOMyYaBLUNX
amMmnogunuH, coctaensaeT 20 Mr B A€Hb.

anMEHeHMe B nepuon GepeMeHHOCTM n

grapefruit juice is not recommended as bioavailability
may be increased in some patients resulting in
increased blood pressure lowering effects.
Dantrolene (infusion): in animals, lethal ventricular
fibrillation and cardiovascular collapse are observed
in association with hyperkalemia after administration
of verapamil and dantrolene I.V. Due to risk of
hyperkalemia, it is recommended that the concurrent
administration of calcium channel blockers, such as
amlodipine, be avoided in patients susceptible to
malignant hyperthermia and in the management of
malignant hyperthermia.

Effects of amlodipine on other medicinal products
The blood pressure lowering effects of amlodipine
adds to the blood pressure-lowering effects of other
medicinal products with antihypertensive properties.
In clinical interaction studies, amlodipine did not
affect the pharmacokinetics of atorvastatin, digoxin,
warfarin or cyclosporine.

Simvastatin: concurrent administration of multiple
doses of 10 mg of amlodipine with 80 mg of
simvastatin increases the exposure to simvastatin
with 77%, compared to the monotherapy with
simvastatin. The maximum dose of simvastatin in
patients treated with amlodipine is 20 mg/day.

Use during pregnancy and lactation

etmak lazimdir.

Amlodipinin greypfrut ve ya greypfrut siresi ile
birlikde gabul edilmasi tévsiya edilmir, ¢inki bazi
pasiyentlards biomanimsanilma ylksale biler, bu
da arterial tezyiqgin asadl dismaesi tesirinin
glclanmasina gstirib ¢ixarr.

Dantrolen (infuziya): heyvanlarda verapamil va
dantrolenin  venadaxili  istifadesinden  sonra
hiperkalemiya ilo alagadar olan letal naticalanen
madacik fibrillyasiyasi va (rek-damar Kkollapsi
muUsahids olunmusdur. Badxassali hipertermiyaya
meyilli va badxassali hipertermiya mualicasi alan
pasiyentloarda hiperkaliemiya riskinin inkisafi ila
alagadar olaraqg amlodipin kimi kalsium kanali
blokatorlarinin  eyni zamanda istifadesinden
¢okinmak tdvsiys olunur.

Amlodipinin digar dsrman vasitslarine tasiri
Amlodipinin  hipotenziv  tasiri  antihipertenziv
xUsusiyyatlare malik olan digar antihipertenziv
vasitelarin tasirlarini artirir.

Qarisighgl tesir klinik tadgigatlarinda amlodipin
atorvastatin, digoksin, varfarin ve ya siklosporinin
farmakokinetikasina tasir gdstarmamigdir.
Simvastatin: amlodipinin 10 mq va simvastatinin 80
mq c¢oxdafalik dozalarda eyni zamanda qabul
edilmasi zamani simvastatinin tesiri simvastatinle
monoterapiya ile migayisada 77% artir. Amlodipin
gabul eden pasiyentlorde simvastatinin maksimal
dozasi giinda 20 mqg-dir.

Hamilalik va laktasiya dévriindas istifadesi




nakrauumu
GEepemeHHocmb

HeT apgekBaTHbIX M XOPOLIO KOHTPOINMPYEMBbIX
nccrnegoBaHUM MO MPUMEHEHMIO amogunvHa BO
Bpemss  OepemeHHOCTW. B  wnccnepoBaHusix,
MPOBOAMMBIX HA  XMBOTHbIX  PENPOAyKTMBHas
TOKCMYHOCTb Habnioganacb B BbICOKMX [JO3ax.
MpumeHeHune amnogunuHa BO BpeMS
GepeMeHHOCTN pekoMeHayeTcs TONnbKo  Toraa,
koroa HeT Gonee 6e3onacHoW anbTepHaTUBbLI U
koraa camo 3aboneBaHune HeceT BOMbLUMIA PUCK ANS
mMaTepu 1 nnoga.

Jlakmauyus

HensBectHo, BblOensieTca nNU  amMiogunuH C
rpygHbIM MOJIOKOM. PeweHune o
NpPOACIHKEHNN/NIPpEepbIBaHUN rpygHoro
BCKapMIMBaHMUA WNN  JNeYEeHUst [OOIMKHO ObITb
NPUHATO c y4yeToMm nosnb3bl rpygHoro

BCkapMmnuBaHuss pebeHka M MNonb3bl NevyeHus Ans
mMaTepw.

®epmusibHOCMb

Y HeKoTOopbIX NaLUEHTOB, fnevallmnecs Gnokatopamm
KanblLMeBbIX kKaHanos, coobuwanocs 06 obpaTuUMbIX

BMOXMMUNYECKUX N3MEHEHNSAX B ronoBke
CcrnepmaTo3ovaoB. KnuHnyeckne  gaHHble O
BO3MOXHOM BAUAHUN amMnogmnuHa Ha
bepTUNbHOCTbL HEAOCTaTOuHbI. B nccnegosaHumn Ha
Kpbicax OblM  3aperncTpupoBaHbl  NODOYHbIE
aheKTbl HA MYXCKYIO (DEPTUNBHOCTD.

BnusiHue Ha CNOCOGHOCTbL ynpaenftb

TpaHCNOpPTHbLIMM  cpeAcTBaMUM U APYruMu
NoTeHUManbLHO ONacHbIMW MeXaHu3MamMm

AMMOAMNUH MOXeT oKa3sblBaTb He3Ha4uUTenbHoe
UNWU  yYMEepeHHoe BNUAHME Ha  CNocOBHOCTb
ynpaBnaTb TPAHCNOPTHLIMW CPEACTBAMU U APYTMMM
NoTeHUManbHO OnacHbIMW MexaHusmamu. Ecnn
nauMeHTbl, NpYHMMaKLWMe aMioAMNVH, CTpagarT
OT TOITIOBOKPYXEHMWS, TONOBHOM ©0nun, ycTanoctu
WUNN TOLLHOTBI, CMOCOOHOCTb pearMpoBaTb MOXET
OblTb  HapyweHa. PekomeHagyetca cobntogatb

Pregnancy

There are no adequate and well controlled studies on
amlodipine use during pregnancy. In animal studies,
reproductive toxicity was observed at high doses.
Amlodipine use in pregnancy is only recommended
when there is no safer alternative and when the
disease itself carries greater risk for the mother and
foetus.

Lactation

It is not known whether amlodipine is excreted in
breast milk. The  decision  whether to
continue/interrupt  breastfeeding or the treatment
should be made referring to the benefits of
breastfeeding the infant and the benefits of treatment
for the mother.

Fertility

In some patients treated with calcium channel
blockers, reversible biochemical changes in the
spermatozoon head have been reported. Clinical
data referring the possible effect of amlodipine on
fertility is insufficient. In a study on rats, side effects
on male fertility were registered.

Effects on ability to drive vehicles and other
potentially dangerous machinery

Amlodipine can have minor or moderate influence on
the ability to drive and use machines. If patients
taking amlodipine suffer from dizziness, headache,
fatigue or nausea, the ability to react may be
impaired. Caution is recommended especially at the
start of treatment.

Hamilslik

Hamilslik dévriinde amlodipinin istifadasi ile alagali
adekvat va yaxs! idare olunan tadgigatlar yoxdur.
Heyvanlar (izerinde aparilan tedgigatlarda yiiksak
dozada reproduktiv toksiklik misahide olunmusdur.
Hamilslik ddvriinds amlodipinin istifadesi yalniz
daha tehlikesiz alternativ olmadiqda ve xastasliyin
6z0 ana ve ddOl U¢ln daha c¢ox risk dasidig
hallarda tévsiye olunur.

Laktasiya

Amlodipinin ana sudl ile xaric olub-olmamasi
malum deyildir. Ana sidlu ile gidalandiriimanin
davam etdiriimesi/dayandiriimasi hagqinda garar
ana sidu ile gidalanmanin kérpays olan faydalar
va ana U¢lin muoalicenin faydalari nazare alinmagla
goabul edilmalidir.

Fertillik

Kalsium kanallarinin blokatorlari ile mialice olunan
bazi pasiyentlards spermatozoid basciginda geriya
dénen biokimyavi dayisikliklor olmasi haqqginda
malumatlar vardir. Amlodipinin fertilliya mdmkin
tesiri bareds klinikk malumatlar kifayat qadar
deyildir. Si¢anlar Gzarinde aparilan tedgigatda kisi
fertilliyina alave tasirlor geydsa alinmisdir.

Nagliyyat vasitalerini ve digar potensial
tohliikali mexanizmlari idareetma gabiliyyatina
tosiri

Amlodipin nagliyyat vasitslerini va digar potensial
tehlikali mexanizmlari idareetma gabiliyystine az
ve ya orta deracads tasir gdsters biler. Ogar
amlodipin gsbul edan pasiyentler basgicallenma,
bas agrisi, yorgunlug ve ya (rakbulanmadan
aziyyet ¢okirlorsa, reaksiya qabiliyyeti pozula bilar.
Xususile mualicanin avvalinds ehtiyyatl olmaq
maslahat gorillr.




OCTOPOXHOCTb, OCOBEHHO B Havarne neyeHus.

Cnoco6 npumMeHeHUA u ao3a

Mpn apTepuanbHOW TMNEPTEH3UN U CTEHOKapauu
cpegHAaa HadanbHas gosa coctaenseT 5 mr 1 pas B
CYTKM, B 3aBUCUMOCTM OT MHAMBUOYANbHOWN peaKkLmm
OONMbLHOrO €e MOXHO YBENMUUTL 40 MaKCUMarbHOM
[o3bl, coctaBnsaowen 10 mr.

TabneTkn NPUHUMAKOTCA BHYTPb, C [OCTaTOYHbIM
KONU4ecTBOM BOAbI, HE3aBMCUMO OT NpMema nuLn.

Y naumMeHToB C  MNEpPTEH3VEN  aMIOAMMNUH
NPUMEHSNM B COYEeTaHMM  C  TUasuUaHbIM
ONYypeTnKoM, anbda-6nokaropom, beta-
6nokatopomMm  unuM  uHrMobutopom  AMN®. [pwu

CTEHOKapAUM aMmITIOAMMUH MOXET MNPUMEHATBCS B
BMAE MOHOTEpanuMu WUnIM B COYETaAHUU C APYrUMMU
aHTWaHrMHanbHBIMKU MpenapartamMmm y naumMeHToB CO
CTEHOKapAnen, yCTOMYMBOM K JIEYEHUID HUTpaTamu
n/vnn ageksaTHbIMK go3ammn 6eta-6rokaTopos.
M3meHeHua pexuma [o3vpoBaHus AmnoBac npu
OAHOBPEMEHHOM npUMeHeHNN TNasngHbIX
OVYPETUKOB, beTa-agpeHobnokaTopoB unu
nHrnéutopos AlN®d He TpebyeTcs.

Y noxunbix nayueHmos pekoMeHAyeTCcs OObIYHbIN
pPeXnM [O3UPOBAHUSA, HO YBENIMYEHME [O3UPOBKU
cnegyeT NPOBOAUTbL C OCTOPOXXHOCTHHO.
lNeyeHouyHass HeAocmamo4yHoOCmb

PekxomeHgaumm no  [O3MPOBKE He  Obinn
YCTaHOBMEHbl Y NauMeHTOB C NIErkon 40 YMEPEHHON
NMeYeHOYHON HEeOOCTaTOYHOCTbLI; Takum obpasom,
BbIOOp [03bl cneayeT NPOBOANTL C OCTOPOXKHOCTbIO
W cnefyeT HauMHaTb C HWXKHEW rpaHuLbl AnanasoHa
po3upoBaHusi. PapMakoKMHETMKA amiogunuHa He
n3y4anacb npu TSXKEenon ne4YeHo4YHoM
HeJoCTaTOYHOCTM. AMNOOMUNUH creayeT HauyMHaTb C
camMo/ HU3KOW [03bl M MEeONEeHHO TUTpoBaTb Y
naunueHToB c TSXKENon NnevYeHoYHON
HegoCTaTOYHOCTbIO.

lNo4yeyHass HeAocmamo4yHoCmb

MI3MeHeHMs KOHLEHTpauMu amiogunuMHa B nnasme
KPOBU HE KOPPENVPYKT CO CTEeneHbi MOoYeYHON

Method of administration and dosage

For arterial hypertension and angina pectoris average
initial dose is 5 mg once daily, depending on the
individual response of the patient can be increased
up to a maximum dose is 10 mg.

Tablets are taken orally, with a sufficient amount of
water, independent of mealtimes.

In hypertensive patients, amlodipine was used in
combination with a thiazide diuretic, an alpha-blocker,
a beta-blocker or an ACE inhibitor. In angina,
amlodipine may be used as monotherapy or in
combination with other antianginal drugs in patients
with angina refractory to treatment with nitrates
and/or adequate doses of beta-blockers.

Change the dosage of Amlovas, in simultaneous use
of thiazide diuretics, beta-blockers or ACE inhibitors
is not required.

In elderly patients, normal dosage regimens are
recommended, but increase of the dosage should be
made with care.

Hepatic failure

Dosage recommendations have not been established
in patients with mild to moderate hepatic failure;
therefore, dose selection should be cautious and
should start at the lower end of the dosing range. The
pharmacokinetics of amlodipine have not been
studied in severe hepatic failure. Amlodipine should
be initiated at the lowest dose and be slowly titrated
in patients with severe hepatic failure.

Renal failure

Changes in amlodipine plasma concentrations are
not correlated with degree of renal failure, therefore,
the normal dosage is recommended. Amlodipine is
not dialyzable.

Children and adolescents with hypertension aged
between 6 and 17 years

In children and adolescents aged between 6 and 17
years, for the hypertension treatment the
recommended initial dose is 2.5 mg of amlodipine

istifade qaydasi va dozasi

Arterial hipertenziya ve stenokardiya zamani orta
baslangic doza ginde 1 defe 5 mq taskil edir,
xastanin fardi reaksiyasindan asili olaraq gindalik
dozani 10 mqg olan maksimal dozaya qadar
artirmaq olar.

Tabletlor kifayst migdarda su ile, gida gabulundan
asili olmayaraq daxils gabul olunur.

Hipertenziyall pasiyentlords amlodipin tiazid
diuretiki, alfa-blokator, beta-blokator ve ya AGCF
inhibitoru ilo  birlikde istifade  edilmisdir.
Stenokardiya zamani amlodipin monoterapiya
saklinds ve ya nitratlar ve/ve ya beta-blokatorlarin
adekvat dozalari ile mualiceya  davamli
stenokardiya olan pasiyentlerds digar antianginal
preparatlarla birlikdes istifade edils bilar.

Amlovas eyni zamanda tiazid diuretiklori, beta-
adrenoblokatorlar ve ya AGF inhibitorlar ile teyin
edildikde dozalanma rejiminin dayigilmeasi talab
olunmur.

Yasli pasiyentlords adi dozalanma rejimi maslahat
gbruldr, lakin preparatin dozasinin artiriimasi
ehtiyyatla apariimahdir.

Qaraciyor gcatismazligi

Qaraciyer catismazhdinin yingil ve orta agir
daracaleri olan pasiyentlearde  dozalanma
tovsiyalari tayin olunmamisdir; buna gbére ds,
dozanin segilmasi ehtiyyatla aparilmali  ve
dozalanmanin an agagl diapazon sarhadindan
baslanmalidir. Amlodipinin farmakokinetikasi agir
garaciyer catismazhigr zamani &6yranilmamisdir.
Agir qgaraciyer c¢atismazligi olan pasiyentlore
amlodipin en asagl dozada verilmali ve yavas-
yavas titrlenmalidir.

Béyrak ¢catigsmazligi

Qan plazmasinda amlodipinin konsentrasiyasinin
dayismasi bdyrak catismazliginin agirliq daracasi
ilo slagadar deyildir, buna gbéra de, adi doza
tévsiya olunur. Amlodipin dializ yolu ile xaric olmur.




HeJoCTaToO4YHOCTH, noaTomy pekomeHayeTcs
NPUMEHSITb B OObIYHbIX A03ax. AMMIOAWUMUH He
BbIBOAUTCS NyTEM Auanuaa.

LHemu u nodpocmku ¢ eurniepmeH3uel 8 sospacme
om 6 0o 17 nem

Y peTten v nogpocTkoB B Bo3pacTe oT 6 o 17 net
Ons  nedeHust  TUNepTeH3nM  pekoMeHayemas
HayanbHas Aosa coctaBnseT 2,5 Mr amnogunuHa
OfVH pa3 B AeHb, KOTOPYK MOXHO YBENMYUTL A0 5
MI OOMH pa3 B [OeHb, EecnM OXuaaemblit
aHTUrMNepTeH3uBHbIN  3dhhekT He JocTuraeTtcd
yepe3 4 Hepenu. [o3bl Bbille 5 Mr B AeHb He
n3yyanuce y Aeten n nogpoCcTKOB.

NMo6oyHoe gencrBue

OnpepneneHune 4acToTbl NOOOYHBIX AEACTBUIA: YacTo
(>1%), nHorpa (<1%), peako (<0.1%), oueHb pegko
(<0.01%).

Co cmopoHbI Kposu u niuMmgbamu4eckoli cucmembi
OueHb peako: NeNKoUNTONEHUS, TPOMOOLMTONEHUS.
Co cmopoHbI UMMYHHOU cucmembl

Peoko:  anneprudeckme  peakuun.  CnepgyeT
HeMedneHHO coobwaTte O nbbiXx BHE3anHbIX
Xpunax, 3aTpyaAHEHHOM AblXaHWW, OTeKax Bek, nuua
unn r1y6, ceinm wunn  3yge (ocobeHHo npwu
BO34ENCTBMM Ha BCE TEO).

HapyweHue wmemabonusma u anumeHmapHble
paccmpoticmea

OuyeHb pefKo: rmneprrivkemMus.

lNcuxu4yeckue paccmpoticmea

HeuacTo: 6eccoHHuua, paccTponcTBa HaCTPOEHMS
(Bkntovas 6ecnokomncTBO), Aenpeccus,

Pepnko: nytaHuua.

Co cmopoHbI HepeHOU cucmembl

YacTo: rornoBHas fone, COHITBOCTb,
ronoBOKpYXeHue (0CO6eHHO B Havane neyeHus).
HeuvacTo: Tpemop, paccTpoircTBa BKyca, 0OGMOpPOKH,
rmnecresusi, napecresus,
OueHb pegko: rUNepToHus,
HeBponaTtus,

HensBeCTHO: aKCTpanupaMmngHbIi CUHOPOM.

nepudgepmnyeckas

once daily, which may be increased to 5 mg once
daily, if the expected antihypertensive effect is not
obtained after 4 weeks. Doses higher than 5 mg daily
have not been studied in children and adolescents.

Side effects

Determining the frequency of adverse effects:
common (> 1%), sometimes (<1%), rare (<0.1%),
very rare (<0.01%).

Blood and lymphatic system disorders

Very rare: leukocytopenia, thrombocytopenia
Immune system disorders

Rare: allergic reactions. Any sudden wheezing,
difficulty in breathing, swelling of eyelids, face or lips,
rash or itching (especially affecting the whole body),
should be immediately reported

Metabolism and nutrition disorders

Very rare: hyperglycemia

Psychiatric disorders

Uncommon: insomnia, mood disorders (including
anxiety), depression

Rare: confusion.

Nervous system disorders

Common: headache, somnolence, dizziness
(especially in the beginning of treatment)
Uncommon: tremor, taste disorders, syncope,

hypoesthesia, paresthesia

Very rare: hypertonia, peripheral neuropathy

Not known: extrapyramidal syndrome

Eye disorders

Uncommon: visual disturbances (including diplopia).
Ear and labyrinth disorders

6 yasdan 17 yasa gadar hipertenziyall usaqlar ve
yeniyetmalor

6 yasdan 17 yasa gadaer usaglar ve yeniyetmalarde
hipertenziyanin mualicesi U¢in baslangic doza
gunda 1 dafs olmagla 2.5 mq amlodipin teskil edir,
hansi ki, ager gdzlenilen anhipertenziv tasir 4
hafteden sonra elde olunmazsa, doza giinds 1
dafe olmagla 5 mqg-a gader artirila biler. Giindalik 5
mqg-dan artiq olan dozalar usaglar ve
yeniyetmalarda ¢yranilmamisdir.

Olave tesirlari
Olava tasirlarin tezliyinin misayyan olunmasi: tez-
tez: (> 1%), bazen (<1%), nadir (<0.1%), cox nadir
(<0.01%).

Qan ve limfa sistemine

Cox nadir: leykositopeniya, trombositopeniya.
Immun sistemine

Nadir: allergik reaksiyalar. Hor hansi bir gafil xirilt,
naefesalma zamani ¢atinlik, g6z qapaglarinin, Gzin
vo ya dodaglarin sismesi, sepgi ve ya gasinma
hallari oldugda (xisusile bdtin badens tesir
etdikds) darhal malumat verilmalidir.

Metabolizm ve alimentar pozgunluglar

Gox nadir: hiperglikemiya.

Psixiki pozgunluqlar

Bazen: yuxusuzlug, shval-ruhiyyanin pozulmasi
(hayacan daxil olmagla), depressiya.
Nadir: garisiglig.

Sinir sistemina

Tez-tez: bas agrisi, yuxululug,
(esasen mualicanin svvalinds).
Bozon: tremor, dadbilma pozgdunluglari, bayilma,
hipesteziya, paresteziya.

Cox nadir: hipertoniya, periferik nevropatiya.
Malum deyil: ekstrapiramidal sindrom.

Gdrme orqanlarina

Boazon: gbrma pozgunluglar

basgicallenma

(diplopiya  daxil




Co cmopoHbI op2aHo8 3peHUst

HeyvacTo: HapyLLeHus 3peHnst (BKIToYas AUMNONKUIO).
Co cmopoHbI op2aHo8 criyxa U pasHo8eCUs!
HeuacTo: 3BOH B ywax

Co cmopoHbI cepdua:

YacTo: yyauieHHoe cepauebueHne

OueHb penko: WHMapkT Muokapga, apuTMuUst
(Bkntovas ©pagukapgutio, XKernynoyKkoByo
TaxnKapau 1 MepuaHue npeacepamn).

Co cmopoHbI cocydos

YacTo: TpaH3UTOPHbLIN OTeK Nnuua

HevacTo: apTepuanbHas rMnoTeH3ns

OuyeHb pepgKo: BacKynut

Co cmopoHbI ObixamesibHoU cucmembi

HeuacTo: ogblwka, pUHUT

OueHb pefKo: kawenb

Co cmopoHbI XKerlyO04YHO-KUWEYHO20 mpakma
YacTo: TowHoTa, 601b B XXMBOTE

HevacrTo: pBOTa, aucnencus, HapyLLueHne
nepucTanbTUKM KULLEYHWKA (BKMYas guaper u
3anop), CyxocTb BO pTY

OuyeHb pedko: racTpuT, NaHKpeaTuT, runepnnasus
aeceH

Co cmopoHbI 2enamobunuapHol cucmemabl

OueHb peaKko: MOBbIWEHNE YPOBHA MNEYEHOYHbIX
depmMeHTOB (B OCHOBHOM, €CNMM CBSA3a@Hbl C
XOnecTa3om), renaTut, Xentyxa

Co cmopOHbI KOXU U MOOKOXHOU mMKaHU

HeuacTo: anoneuus, nypnypa, U3MeHeHUe OKpacku

KOXMW, TMNepruapos, 3ya, npexoasiwas KoxHas
CbiMNb, 3K3aHTEeMa

OueHb  pedko:  aHMMOHEBPOTUYECKUA  OTeK,
MynbTUOpPMHas aputema, KpanueHUUa,

aKconmatmBHbIA gepmaTtut, cuHapom CTuBeHca-
[xoHcoHa, oTek KBuHke, choToceHcubunusauuns

Co CMOPOHbI KOCMHO-MbILUEYHOU u
coeduHUmMesnbHoU mkaHel

YacTo: oTek roneHemn

HeuacTo: apTpanrvsi, mMuanrusi, Cygoporu MbiLL,
©onb B CrnnHe

Co cmopOoHbI NoYeK u Mo4eabigo0suux nymed

Uncommon: tinnitus.

Cardiac disorders

Common: palpitations

Very rare: myocardial infarction, arrhythmia (including

bradycardia, ventricular tachycardia and atrial
fibrillation)
Vascular disorders

Common: facial transient oedema

Uncommon: arterial hypotension

Very rare: vasculitis

Respiratory disorders

Uncommon: dyspnea, rhinitis

Very rare: cough

Gastrointestinal disorders

Common: nausea, abdominal pain

Uncommon: vomiting, dyspepsia, bowel disorders
(including diarrhea and constipation), xerostomia
Very rare: gastritis, pancreatitis, gum hyperplasia
Hepato-biliary disorders

Very rare: increasing of hepatic enzymes (mostly if
related to cholestasis), hepatitis, jaundice

Skin and subcutaneous tissue disorders

Uncommon: alopecia, purpura, skin discoloration,

hyperhidrosis,  pruritus, transitory skin rash,
exanthema,
Very rare: angioedema, erythema multiforme,

urticaria, exfoliative dermatitis, Stevens Johnson
syndrome, Quincke's oedema, photo-sensitivity.
Musculoskeletal and connective tissue disorders
Common: malleolar swelling,

Uncommon: arthralgia, myalgia, muscle cramps,
dorsalgia.

Renal and urinary disorders

Uncommon: urination disorders, nycturia, increased
urination frequency.

Reproductive system and breast disorders
Uncommon: gynecomastia, impotence.

General disorders and administration site conditions
Common: oedema, fatigue

Uncommon: thoracic pain, asthenia, malaise.
Investigations

olmagla).

Esitms organlarina ve labirints

Bazan: qulaglarda kiy.

Urays

Tez-tez: Grak ddyilntilerinin artmasi.

Gox nadir: miokard infarkti, aritmiya (bradikardiya,
ventrikulyar taxikardiya ve qulaqciq fibrillyasiyasi
daxil olmagla).

Damatrlara

Tez-tez: tranzitor 1z 6demi

Bazan: arterial hipotenziya

Gox nadir: vaskulit

Toneffls sistemina

Boazan: tangnafasilik, rinit

Cox nadir: 6skiirek

Made-bagirsaq traktina

Tez-tez: Urakbulanma, garinda agri

Boazen: qusma, dispepsiya, bagirsaq
peristaltikasinin pozulmasi (ishal ve gabizlik daxil
olmagla), agizda quruluq

Cox  nadir: gastrit, pankreatit, damagin
hiperplaziyasi
Hepatobiliar sistema

Cox nadir: garaciyar fermentlarinin saviyyasinin
artmasi (ssasan xolestaz ile slagslidirss), hepatit,

sariliq

Deri vo dorialt toxumaya

Boezon: alopesiya, purpura, darinin renginin
dayismasi, hiperhidroz, gasinma, Kkegici dari

sapgisi, ekzantema

Cox nadir: angionevrotik 6dem, ¢coxformal eritema,
Ovra, eksfoliativn  dermatit,  Stivens-Conson
sindromu, Kvinke édemi, fotosensibilizasiya
Skelet-azalo va birlesdirici toxumaya

Tez-tez: baldirda 6dem

Bozon: artralgiya, mialgiya, azals qicolmalari, bel
agrilar

Béyraklore vo sidik- ifrazat sistemins

Boazen: sidik ifrazinin pozulmasi, nikturiya, sidik
ifrazi tezliyinin artmasi

Reproduktiv sistems ve sid vazilarine




He4yacTto: HapyweHne MO4YencnyckaHusi, HUKTYpuS,
MOBbILUEHHAs YacToTa MoYeuncnyckaHus

Co cmopoHblI  penpodykmueHoU cucmembl U
MOJIOYHbIX Xese3: UMNomeHUust

HeyacTo: ruHekomMacTusi, UMNOTEHLMS

Obwue HapyweHUs U COCMOSIHUSI 8 Mecme
esedeHusi

YacTo: oTek, ycTanocTb

HeuvacTo: 6onb B rpyaun, acTeHusi, HeJoMoraHue

Co cmopoHbI uccnedosaHull

He4yacto: yBenuyeHne UM YyMEHbLUEHME MacChl
Tena

MepepnosunpoBka

WHdopmaums OTHOCUTESBHO npegHamepeHHom
nepeno3vpoBKN Y MNoger orpaHnyeHa.

Cumnmomel

Wmetowadacs nHpopmaumus aaeT OCHOBaHMSA nonarathb,
YTO 3HauMTemnbHasi nepenosvpoBka MNpuBedeT K
ypesmepHon nepudepnyeckon BasogunatTaumn U,
BO3MOXHO, K pednekTopHomn TaxuKapauu.
Coobwanocs 0 pasBUTUM  3HAYUTENBHOM W,
BEPOSATHO, ONUTENBbHON CUCTEMHOW apTepuanbHON
rMMNOTEH3UK, BKITKOYAs LLOK C NieTanbHbIM NUCXOO0M.
JleyeHue

KnuHuyeckn 3HaummMas rvnoTeHsusi, obycrioBrieHHas
nepeno3vpoBKON  amIOaMMNMHOM, TpebyeT aKTUBHOM
NoooepPKKA  OEATENbHOCTM  Cepae4YHO-COCYAMCTON
CMCTEMbI, BKIHOMAs YaCTbIi MOHUTOPUHI  (OYHKLMM
cepoua M OblXaHusl,  MOBLILWEHWE  HWKHUX
KOHEeYHOCTeWN, BHUMaHUe K 06beMy LIMpKynupyoLen
KNUOKOCTU N MOYEOTAENEHNIO.

Ons BOCCTAHOBIIEHMSI ~ TOHyca  COCY[OB "
apTepuanbHOro  AaBrfieHUst  MOXHO — MPUMEHUTb
cocydocyxuBatowpe npenapatbl, ybeauBlUMCb B

OTCYTCTBMU MPOTUBOMOKA3aHUA K WX MNPUMEHEHUIO.
[MpyMeHeHVe kambUusi  [MOKOHATa  BHYTPUBEHHO
MOXET ObITb MONE3HbIM AN PEBEPCUBHBIX 3¢heKToB
Grokagpl KanbLMeBbIX KaHaMoB.

B HekoTOpbIXx crniyyasix MOXeT ObiTb MOME3HbIM
NpOMbIBaHVe xXenygka. [pvmMeHeHne

Uncommon: weight gain or loss.

Overdose

There is limited data concerning intentional overdose
in humans.

Symptoms

Available data suggest that massive overdose could
result in excessive peripheral vasodilatation and
possibly reflex tachycardia. Marked and probably
prolonged systemic hypotension up to and including
shock with fatal outcome have been reported.
Treatment

Clinically significant hypotension due to amlodipine
overdose calls for active cardiovascular support,
including frequent monitoring of cardiac and
respiratory function, elevation of extremities and
attention to circulating fluid volume and urine output.
A vasoconstrictor may be helpful in restoring vascular
tone and blood pressure, provided if there is no
contraindication to its use. Intravenous calcium
gluconate may be beneficial in reversing the effects
of calcium channel blockade.

Gastric lavage may be useful in some cases.
Administration of activated charcoal in healthy
volunteers in the first 2 hours after amlodipine
ingestion in 10 mg dose, leads to its absorption
speed decrease.

Since amlodipine is highly plasmatic protein-bound,
dialysis is not likely to be of benefit.

Bazan: ginekomastiya, impotensiya.

Umumi pozgunluglar ve yeridilme yerinds olan
voziyyatlor

Tez-tez: 6dem, yorgunluq

Boazean: dés nahiyasindes agri, asteniya, narahatliq
Tadqiqatlar

Boazean: badan kitlasinin artmasi ve ya azalmasi

Doza haddinin asiimasi

insanlarda doza heddinin bilorekden asiimasi
barade malumatlar mahduddur.

Simptomlari

Moévcud malumatlar hesab etmays imkan verir ki,
doza haddinin haddan artiq asilmasi periferik
vazodilatasiyaya ve ¢ox gUman ki, reflektor
taxikardiyaya gatirib ¢ixara biler. Letal naticelanan
sok da daxil olmagla nazaragarpan ve ¢ox giiman
ki, uzunmuiddstli sistem hipotenziyanin inkisafi
haqqinda malumatlar vardir.

Miialicasi

Amlodipinin doza haddinin asilmasi naticesinda
yaranan klinik shamiyyat kasb edan hipotenziya

urak-damar sisteminin faaliyyatinin aktiv
destaklenmasini, Grek ve teneffliislin tez-tez
monitoringini, asagr etraflarin  galdiriimasini,

sirkulyasiya edan mayenin hacmina va sidik
ifrazina nazarat tolob edir.

istifadesine oks gdsteriglerin olmadigina amin
oldugdan sonra damarlarin tonusunun ve arterial
tezyigin bearpasi U¢ln damardaraldici preparatlar
tayin edile bilar. Kalsium gliikonatin venadaxili
yeridilmasi kalsium kanallarinin  blokatorlarinin
reversiv effektlarinds faydali ola biler.

Boezi hallarda madanin yuyulmasi da faydah ola
biler. Saglam kéndllilerde amlodipinin 10 mq
dozada gsbulundan sonra ilk 2 saat arzinde




aKTUBUPOBAHHOIO yrns 340poBbiM A06pOBONbLAM B
nepsble 2 Yaca nocre npyema amnogunuHa B gose 10
MF MPUBOOUT K CHVDXKEHMIO CKOPOCTU €ro BCaChIBaHUS.
lMockonbky  amnogvnuH B BbLICOKOW  CTEMeHu
cBsA3biBaeTcss ¢ Genkamu, Bpsg v avanva Oyoet
MONE3HbIM.

dPopma Bbinycka

Mo 10 tabnetok B MNBX/An 6nuctepe. 3 6nncrepa
BMECTE C  WHCTPYKUMEA N0  MPUMEHEHUIO
NMOMELLLAIOTCSA B KAPTOHHYIO YMaKOBKY.

YcnoBus xpaHeHus

XpaHuTb npu  Temnepatype Hwke 25°C, B
OpUrMHaNbBHOW yNakoBKe U B MeCTax, HedOCTYMHbIX
ansa geTen.

CpoK rogHocTH

4 ropa.

He wucnonb3oBaTb
rogHOCTW.

nocne UcCTte4dYeHuna  CpokKa

YcnoBus oTnycka u3 antek
Mo peuenTty Bpaya.

MpousBogutenb
Antibiotice S.A.
1, Valea Lupului 707410 lasi, PymbiHns

OKCKIM3MBHbBIV ANCTpUbbIOTOP B A3epbarnmkaHe:
«TETPAOA» NTA.

AZ1102, ynuua 20AHBaps, 14;
> baky, AzepbargxaH
rso= Ten.: (+994 12) 431-59-24, 431-05-41
dakc: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com

Presentation
10 tablets in PVC/AI blister. 3 blisters with the
instruction for use are placed in cardboard packing.

Storage conditions

Store at temperatures below 25°C, in the original
package and keep out of the reach and sight of
children.

Shelf life
4 years.
Do not use after the expiry date.

Pharmacy purchasing terms
On prescription.

Manufacturer
Antibiotice S.A.
1, Valea Lupului, 707410 lasi, Romania

Official distributor in Azerbaijan
«TETRADA» LTD.

14, 20" January street, Baku, Azerbaijan
Tel.: (+994 12) 431-59-24, 431-05-41
Fax: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com

aktivlesdiriimis k&murin gabulu onun sorulma
suratinin azalmasina gatirib ¢ixarir. Amlodipinin
zllallarla birlesmasi yiiksak saviyyads olduguna
gobra dializin faydali olma ehtimali azdir.

Buraxilis formasi
10 tablet PVX/AI blisterde. 3 blister i¢lik verage ile
birlikde karton qutuya gablasdirilir.

Saxlanma saraiti
25°C-den asagi temperaturda, orijinal
gablasdirmada ve usaglarin ali ¢atmayan yerds
saxlamagq lazimdir.

Yararlliq middati

4il.

Yararllig muddsti bitdikden sonra istifade etmeak
olmaz.

Aptekdan buraxilma sorti
Resept asasinda buraxilir.

istehsalci
Antibiotice S.A. _
1, Valea Lupului, 707410 lasi, Ruminiya

Azearbaycanda resmi distribyutor
«TETRADA» MMC - dir.
AZ1102, 20Yanvar kiigasi,14;

, Baki, Azarbaycan
T el (+994 12) 431-59-24, 431-05-41
Faks: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com




