T RTATERHA ATERIAA 110 JEKAPCTBATA |
JMCTOBKA: MHOOPMAITHS SATOTFRBATENS  _  _ !;

Loobedl .

Amlocor 5 mg; 10 mg tablets e foote e A . MZ?};‘
Amaokop 5 mg u 10 mg Tabnetku Af/ﬁﬁH/ - E
Amnonunus (Amlodipine) 15. 10. Zﬂv '

HPO'IBTGTC BHHMATE/IHO OAJIATA JJHCTOBKA NPeAH A3 JAN0YHeTe 14 HPHEMATE TOBA JEeKAPCTBO.

3anazeme masu aucmosxa! Modxce 0a umame Hyscoa 0a s npovememe onHogo.

Ao umame HAKAKEU OONBARUMENHY 6bRPOCH, HOnumaiime Bawua rexap wiu hapmayesm.
Tosa nexapcmeo e npednucarno auuno na Bac. He 20 npeomcmuvneaiime na opyzu xopa. To modice
0 UM HABPEOU, HEIABUCIMO OM MOBA, Ye MEXHUME CUMIMOMY Ca chuume xaxmo Bautume.
AKO HAKOR OMm HeJlCenanume NEKAPCMEEHU PEAKyUN CMaHe CEpUo3Ha unu 3aberexcume Opyau,
HEONUCAHU 6 MA3U RUCMOBKA HENCENANU Ppearyu, Mona yseoomeme Bawwus nexap wiu

gapmayeem.

B Ta3HW JHCTOBKA:

Sk W=

1.

Kakso npeacrapisea AMJIOKOP U 38 KAaKBO C€ H3MON3BA
Tlpenu na npueMeTe AMICKOD

Kak ce npuema Amnokop

BB3MOXKHH HEKEIIAHH peaKuiH

CobxpaHeHue Ha AMJIOKOp

JomsnauTenna HAGopMAalHAa

KAKBO MPEACTABJ/IABA AMJIOKOP H 3A KAKBO CE H3I10OJI3BA

AMJIOKOp [pPHHAJIEKH KbM IpyNa JIEKapcTBa, HapeueHH GNOKEpH Ha KaTMEBHTe KAHAIH (KaILHeBH
aHTaroHMCTH). Tol HaMansBa NepHGEpPHOTO CBHIAPOTHBICHHE HA KPBBOHOCHHTE CBHAOBE H BOOHM N0
HAMATNBAHE HA MOBHIIEHOTO KPHBHO HAnArakwe. AMJIOKOp TNoAo0psBa KpbBocHaGaisaneto Ha
ChpAEYHHA MYCKYJ] , KOWTO Taka IojTy4aBa NOBeYe KHMCIIOPOJ W KAaTO pe3ynraT €€ NpeloTBpaTABa
rpbaHara bonka.

AMJ‘IOKOP € INIOKA34aH 34 JIEYCHHE Ha:

TTOBMILIEHO KPBLBHO HAIATaHe (XHNMEPTOHHA): CAMOCTOATENHO WIH B KOMOMHAUHA C ApYIH

JICKApCTBa 3a NNOHH)KaBaHC Ha KPBBHOTO HAJATAHE.

Crenokapans (paznHund GOpMH Ha HexemupdHa GoecT Ha ChPLETO, NPH KOATO C€ Hapyllasa

KpbBOCHAOSBAHETO Ha CHPLETO, B PE3Y/ITAT Ha KOSTO Bh3HHKBA GONKA B MBPHHTE); CAMOCTOATENHO
WIH B KOMOHHALMA ¢ APYTH AaHTHCTEHOKAPAHH NPOAYKTH.

BapuanTtna aHruHa/anrasa Ha Prinzmetal (cTeHokapAns NpeJH3BHKAHA OT CBHBaHE HA ChAOBETS

Ha CBPHETO).

2'

He npremaiiTe AMaokop opn:

ITPEJH JA ITPHEMETE AMJIOKOP

Anepras (CBPbXYyBCTBHTEIHOCT) KBM AMJIOJMITHH, KbM HAKOE OT TIOMOIITHHTE BE,
NPOAYKTa WK KBbM JPYTH KaILHEBH aHTATOHHUCTH;

Teskka XHIOTOHHUA (CHIHO NOHIXEHO KPBBHO HAIATAHE);

CrecHaBaHe Ha AOPTHATA CHPAEYHA KNiana (aopTHa CTeHO3a), HecTabunHa cre
KapAHOreHeH MIOK;



O0bpHeTe cHENHAIAO BAHMAHHE IPH YHoTpefaTa Ha AMJIOKOD

VYeenomere Bamns nexap 3a BCHUKH 3APABOCIOBHH IMpo0/ieMH, KOHTO HMaTe HIH CTE HMalH, KaKTO
34 HAJIHYHETO Ha aneprud. OcofeHo BaXHO € na HH(opMHpare Baus ekap, ako nmare MpobnemMu
oT cTpana Ha 610penwmTe WM yepHus apob.

Vpepomere Bawma Niekap, ako HacKOpO CTe MpeuBeNM ChbpAcdeH WHAPKT WIH XHNEPTOHHYHA

KpH3a.

Hayuenmu cve copoeuna nedocmanreunocm
TaupeHTHTE CBC CBPACYHA HEAOCTATHYHOCT TPAGBA Aa 6bAAT NECKYBAHH BHHMATENHO.

Hpunoxcenue npu nayuenmu ¢ yspedera wephoopobra gynxyus

AMIIONMITHH HMa 3afaBeHo OTZeNsdHe OT OpraHW3Ma NpH NALUMEHTH ¢ yBpeleHa uepHoApoOHa
dyuxuns. JO3NPOBEIHUAT pexkHM He € yrouneH, CliefioBaTenHo aMIIOHITHH TpAGBa Ja ce nmpuiara ¢
NOBHINEHO BHHMAHHE NPH Te3H NAHeHTH.

IIpunoocenue npyu nayuenmu € Hanpeorand 8u3pacm
IoBHIIABAHETC HA J03aTa NPH NMALMEHTH B HATIPEAHANA BH3pacT TpAOBa Na CTapa BHUMATEHO

Tpunoscenue npu nayuenmu ¢ Gu6peyna HEOOCMAMBYHOCH
AMIOIHITHH MO3Ke Aa Ce NPKIIAra Npy TAKHBa NALMEHTH B HOPMAHH A03H. AMIIOAMIIHH He ce
OTCTPAHABA YPE3 IHANIH3A.

Tlpunoocenue npu deya
AMIONMITHH He Ce MPHIIara fpH Iena.

IIpuem HA APYIE NeKAPCTBA
Mozns, ungpopmupaiime Bawun nexap unu gpapmayesm, axo npuemame uau HACKOPO cmie npueMani
Opy2u ReKaPCmBa, GIIONUMENHO U MAKUGA, omnyckanu be3 peyenma.

Brusnue na Opyzu 1exapcmeent RpooyKmu 6bpXy AWIOOUNUuH

IIpn exHOBpEMEHHO NPHIOKCHAE C JCKAPCTBEHH NPOAYKTH KATO KETOKOHA30l, HTpakoHasol,
PHTOHABHP, MOKE J1a C& TIOBHINH KOHLEHTPALMATA HA AMJIOAHINH B KPBBTA, IOPaJl KOETo Toi Tpiabra
Aa Ce HAMOM3BA BHUMATENHO C TE3H JIEKAPCTBA.

EnHoBpeMEHHOTO NPHIOKEHHE C NEKAPCTBEHHA TPOAYKT PHQAMIMUMH, KakTo H C JIGKapcTea
CLABPAKAINH >KuAT kaHTapuon/Hipericum perforatum) ;Moke Aa MOHWKHM KOHLEHTpAaLBATa Ha
aMJIOIWTIHH B KPBBTA, TIOpaaH KoeTo Toi TpAbBa Aa ce H3N0A3Ba BHHMATENHO C T¢3H JEKapCTBa.

B wu3cienpaHHs 3a JIEKAPCTBEHH B3amMoIeHcTBMA COK OT rpeiindpyT, LMMETHIHH, ATyMHHHE/
Mardesuii (aHTHarMan) 1 CHIAeHa(II HE Ca NOBIIHAIN NTOBEACHHETO Ha aMJIOANINHH B OpraHH3Ma.

Bruanue na amnodunun 6vpxy Opyzu aexapcmeeni npooyKmu
EdekTHTe Ha aMJIOIHIIMH BhLPXY MOHWXABAHE HA APTEPHANHOTO HAIMraHe ce Jo0aBAT KbM edexrHre
Ha JAPYTH aHTHXHIIEPTEHIMBHH JIGKAPCTBEHH CPECTBA.

B wm3cieneaHnd 3a JIEKapCTBEHH B3aHMOJCHCTBHA € YCTAHOBEHO, Y€ AMIIOQMITIHH HE TMNOBJIHABA
edeKTHTe Ha ATOPBACTATHH, AHTOKCHH, €TAHOM (ANKOXO0NT), BaphapHH H HHKAOCTIOPHH.

AMIIOTUNNH HAMa edekT No OTHOHIEHHe Ha NabopaTOPHUTE NoOKa3aTeNH.

Ipaem Ha AMIOKOP ¢ XPAHE H RATHTKH
AMJIIOKOp MOXE Aa c€ PHEeMa NPEH HIH cliex XpaHa H HamuTke. Hama Hyxna or
XPaHHTENCH PEXKHM.




BpeMeHHOCT A KbpMeHe

Hocveemaaiime ce ¢ Bawun nexap wru apmayesm npedu ynompebama na xoemo u 0a € 1eKapCcmeo.

bpemennocm

Be30onacHOCTTa Ha aMIIOJIMITHH TIPH OpeMEHHH XKEHH HE € YCTAHOBEHA.

Ako MHCTIHTE, 4e cTe GpeMeHHa WM I1aHUpaTe Ja 3abpeMeHeeTe, KaxeTe Ha Banina nexap npeau na
npHeMeTe AMIOKOD.

Kvpmene

Hsama AaHHM JanH aMIoIMITHH ¢e H3MBYRa B kKbpMaTa. Heobxonumo e Aa ce B3eMe pelnenue fanH aa
¢e MPOXLIKH/TIPEKBCHE KbPMEHETO M /I Ce NPOABIDKH/TIPEKBCHE TEPANIHATA ¢ AMIIOAWITHH, KATO C¢
OTueTe AO3aTa OT KBPMEHETO 3a ASTETO H 1I0J3aTa OT TepalHATa 3a MaikaTa.

Ilodapare n pabora c MAMHAR

Manko BeposTHO € AMIIOKOp Jia oBHse Bamara cnocoGHoCT 3a wiodHpane K paboTa ¢ MaluHHH.
AKko ¢cnen npueM Ha AMIIOKOp MMaTe OTJIAKBaHHS KATO 3amaiiBane, rnasoGoie, yMopa ik rajeHe,
Bamrata cnocoGHOCT 3a peakuma Moxe Oa O51¢ HapymeHa,

3 KAK JA TIPMEMATE AMJIOKOP

Bunazu npuemaiime Amnoxop mowno xaxmo Bu e kxazarn Bawun nexap. [osuposxama u
RPOOBANCUMENHOCINMA KA REYeHUe ce onpedenam om Bawwua nexap.

AMIIOKOp Ce [pHeMa mpe3 ycTara ¢ AOCTATBYHO KOJIMHYECTBO BOAA, KATO XpaHaTa HE MNORIHABA
pezopbumMATa Ha AKTHBHOTO BEIECTBO.

Buvspacnmu nayuenmu:

OGwuuaiiHaTa A03a 3a JlesieHHe HA BHCOKO KPBBHO HANATAHE M CTEHOKAPAMA € 5 mg eZHOKPATHO
HHEBHO, KOATO MOke Aa OBae ypennueHa ot Bawng nexap no 10 mg AHEBHO, KATO €AHOKPaTHA A034.

Heya (na ev3pacm noo 18 2o0unu)
To3u MPOAYKT He ce ApenopbyBa 3a Aena. IIpH Tax GezonacHOCTTa H e)eKTHBHOCTTA He Ca JOKa3aHH.

Hayuenmu 6 nanpedunana ev3pacm.
[IpenopbyBa ce HOPMAJIEH 1008 PexuM, BLNpexH ToBa MOBHINABAHETO Ha Ro3aTa TpAbBa na cTaBa
BHHMATEJHO.

Hayuernmu c 6vépeuno yaspexcoane
ITpi TesH MalWEHTH AMIIOJHIHH MOXKe Ja ¢¢ H3N0m3Ba B obwdaiiHuTe NO3H. AMIIOIHIIHH He Ce
OTCTpaHABA NPH JHATH3A.

Hayuenmu c vepnodpobno yepexcoane
JIO3HPOBEYHHAT PEKHM IPH MALMEHTH C YePHOAPOGHO yBpexKpaHe He e yTouHeH. CnefoBaTENHO
amJToZTHTIHH TpAGBa Aa ce MpHnara ¢ MOBHIICHO BHAMAHKE MPH TE3H NMALUEeHTH.

AKO ¢Te OpHEJIH H0-IoN9Ma 0T HeoOXoaAMAaTa 2032 AMJIOKOP

IIpu npuem na no-6ucoka 0o3a om npednucanama, 6e0Ha2a ce 00bPHeme 3a NOMoW

¢ NPOAB/DKHTCIIHO HAMAABAHC Ha KPhBHOTO HANATaHE H CBEHTYAJIHO YCIIO!
CHpPACYHO CH/IOBATA CHCTEMA.



Jleverue

CHIHO MOHHXKEHOTO KPBRHO, HAIATAHE MpPEIM3BHKAHO OT TPEAO3HPaHE ¢ AMJIOOMIIHH, W3HCKBA
TIOCTABAHE B JIETHANO TIONIOMKEHHE HA MALIHEHTA, NOBAHIaHe HA KpaHHHLIATE H BHHMATENHO BJMBaHe Ha
¢u3vonorudeH pasteop. Jusnenure nokasarenn TpaGea na GBAAT CTPHKTHO HabmonaBaHH H TPH
HeoOXOAMMOCT f1a Ce 3 Ce HA3HAYM CHMITTOMATHYHO JiedeHHe. XeMOoAHanH3aTa € HeedekTrBHa.

AKo CTe IPONYCHAJH 2 IPHEMETE AMJIOKOp
AKO CTe MpOMYCHAIH NpHeM Ha AMIIOKOp, B3€MeTe JIEKapcTBOTO BBB BPEMETO Ha CleABallys
peryssipen npuesM. He B3emaiite apoiina mo3a, 2a la KOMIIEHCHpaTe NMPOITyCHATATA 1034,

AKo0 cTe CHpeJiH NPHEMa HA AMIOKOP
Bamero neyenue ¢ AMnokop He TpsbBa Ja ObAe NMpeycTaHOBABAHO CAMOBOJHO. BaluMAar siexap e
OMNpeIeNiH MPOBDKHTENIHOCTTA Ha JICYCHAETO, KAKTO H HAaUHHA HA HEMOBOTO [pEKpaTsBaHe.

Axo umame HAKAKEU OONBLAHUMERHY GBLNPOCU ,C8BP3ARU C ynompebama Ha mo3u npooyKm, MOIR
nonumaiime Bawun nexap wru ghapmayeem.

4. Bb3AMOXHH HEXKEJAHU PEAKITHH

Kaxmo ecuuxu nexapcmea, AMIOKOp Modce O Npeou3suUKa HENCEAGHU NeKapcmeeny peaxyuu,
SbNPEK e e 6CEKY 2U NOIVYARA.

IMo-nomy ca H3OPOSHN HeXeNlaHNTE JIEKAPCTBEHH PEAKIHH CIIOPE] CHCTEMO-OpraHHATa KIIaCH(pUKaLHs
MedDRA 3aeaHo cbe chOTBETHATA YECTOTA:

- MHoro gectn (> 1/10); Yectn (=1/100 o < 1/10); Heuectu (=1/1 000 mo < 1/100); peaxn (>1/10 000
ao <1/1 000); muoro pezkn (<1/10 000), c HewsBecTHA YecToTa (OT HANMYHMTE JaHHH HE MOXeE Ia
ObAe HampaBeHa OlIEHKA).

Hapmvnuenua na xpvema u sumepuama cucmema
Mno20 pedxu. NMPOMEHH B KIETHYHHA CHCTAB HA KPBHBTAa ¢ HaMaicH Opoll Ha NCBKOLMTH WIH
TPOMOOLHTH.

Hagmeuua HQ UMVRHAmMA cucmema
Mnozo pedxu. aneprivHy peakiuMi

Hapyiaenun na memabonusma u xpanenemo
Mnozo pedxu: NOBHINIEHA KPBEHA 3aXap

Heuxuwnu napyuienus;
Heuecmu: bescbhue, TPOMEHH B HACTPOCHHETO, TPEBOKHOCT, ACTIPECHA

Hapyuwenun ua repaitama cucmema
Yecmi. CEHAMBOCT, 3aMaiiBane, rnasobonue (ocobeHo B HaYanoTo Ha ICICHHACTO)

Heyecmu: TpeMOp, HapyleHHe H MPOMAHA BHB BKyca, CHHKOIL, HAMAJICHA YyBCTBHTEHOCT Ha JCTHD,
TpBIHEHE
Mnozo peoxu: XunepToHus, HapyImeHa QyHKLHA Ha nepupEepHUTE HEPBH.

Ha HUA HA OYume
Hevecmu: 3pyuTeIHH HApYILICHNA, IBOWHO BIDKIAHE

Hapyiuenun na yxomo u agbupunma
Hevecmu: IIyM B yIIHTE




Cy HY HO, HUR
Hewecmu: ayBcTBo 3a chpuebueHe
Mnozo pedxu: MuOKapnen HGAPKT, apUTMHA (HapYIICHHS Ha HOPMATHHA CHPICHEH PHTHM)

CrOosu napyuenus

Yecmu: sauepeaBane

Hevecmu: HHCKO KPBBHO HANATAHE
Mnozo peoxu: Bb3naneHue Ha ChAOBETE

Huxamennu u 2pvouy Hapyuwtenus
Heuecmu: sanyx, xpema
Mnozo pedxu: kanmmna

Cmomauno ypeshy HADYUEHUS

Yecmu: xopeMHa GoJIKa, raficHe

Heyecmu: noBpbliaHe, HapyTIeHO XPAHOCMIUIAHE, pa3cTPoiicTBO, 3aMeK, CYXOTa B yCTaTa
Mnozo pedxu: NaHKpeaTHT, TACTPUT, PA3PAcTBAHE HA IMTABMLIATA HA BEHIHTE

Knvuno-yepuodpoduu napyutenun
Mnuo2o peoxu: xenatur (4epHOAPOOHO BB3NANEHHE), KBJITEHULIA, IOBHIIABAHE HA YEPHOAPOOHHTE €H3HMH

Hapyvuwenus na xooxcama u nooxoxcnama mexan
Hevecmu: omnemveipane, TOUKOBHAHH MNMOOKCKHHM KPLBOH3NMBH, IMPOMAHA B IIBETA HAa KOXKATa,
H3MOTABaHE, chpbexk, oOpHB

Mnozo peoxu: cBETOMYBCTBUTENHOCT, YPTHKApUA, TEXKH AJIEPrHIHH PEaKIHH-aHTHOESAEM,
ekconuaThBen aepMaTHT, cHHAPOM Ha CTHBBHC-J[KOHCEH, efeM Ha KeuHKe

Hagmuun HA MYCKYIHRO-CKEREMAAMA CHCIMeMa U CHEQUHUMETRAMA MbKaK

Yecmu. OTOK HA INIE3EHA
Heuecmu: cTaBHH H MycKyIHH OONIKH, MyCKYJTHH KpaMnH, Golku B rspba

Hapywenua na bvGpeyume u nuxoyHume noimiiya
Heuecmu: cMyIieHHs pH ypHHHpaHe, HOIHO YPHHHPAHE, YeCTO YPHHHPAHE

Hapywenun na evsnpouzsooumennama cucmemda u 2vpoama

Hevecmu: AMNOTEHTHOCT, rTHHEKOMACTHSA (YBEJIHYCHHE HA MITCUHHTE HJIe3H MPH MBIKETE)

OBty sapyuienun u eghexmu Ha MACMOMO HA BPWIONCCHUE

Yecmu: oToK, yMOpa
Hewecmu: rpeana Honka, ornajHanocT, 60ka, Hepa3NCIMKEHHE

Hszcnedeanus
Hevecmu: nokaurade WiH HAMANIRAHE HA TETTO

Axo HRKOR OM HeXCEAaHUMe JEKAPCMGEHN PEaKyult CmaNe CepuoIng, wiu 3abenexcume opyy, Heonucanu
6 MA3YU TUCTIOBKA HENCEAAHY PeaKyu, Mo yeedomeme Bawus nexap unu gpapmayesm.




5. CBXPAHEHHE HA AMJIOKOP

Cexpanspaiite npu Temneparypa nog 25° C.

CrxpansBaiiTe Ha MACTO, HEJOCTHITHO 3a ena!

Jla He ce W3M0/M3Ba Clle]l H3THYAHE HA CPOKAa HAa FOAHOCT, ofo3HaueH Ha onakopkata. CpOKBT Ha
FOZHOCT OTTOBaps Ha MOCIEJHKA EH OT MIOCOYEHHA Mecell.

JlexapcTsara He TpaGBa a ce M3XBBPIAT B KAHANH3ALMATA WIIH B KOHTEHHEpa 33 ZOMALIHH OTNAbLLH.
Ilonuraiite Bamma dapMaleBT kak Ja YHHINOKHTE HeHy)xHuTe Bu mexapctba. Tesn Mepku e

CMMOMOTHAT 33 OIIa3BAHE Ha OKOIIHATA Cpefa.

6. AOITBJIHUTE/HA HHO®OPMALIHA

KaxkBo ¢baAbLpka AMIOKOD

- AKTHBH2TA CHCTaBKa € aMNnoJuNHH. Beska TabneTka chabpKa cbOTBeTHO 5 mg WM 10 mg
ammoannHH nop dopMara Ha amaoaMNEHOB 6e3nnat (amlodipine)

- JIpyrHTe CBCTABKH €a LIeMyJi033, MEKPOKPHCTANHA; Kauiies xuaporedpocdar, 6e3oneH; HaTpHEB

HHLIECTEH MHKONAT, MarHe3UeB CTeapar.

Kaxk Hirjiexaa AMJIOKOP H KAKBO CBIbPAKA ONAKOBKATA

AMIIOKOp ce npeanara nod popmMara Ha TabIeTKH.

Tabnerxure ca 6elH HIH NOYTH 6eTH, KPBIJIH M IUIOCKH.

Io 10 Tabnetkn B Gnucrep ot PVC/ amymunuero ¢onno. ITo 3 6nucrepa B KyTHA.
o 20 Tabnerkn B Gaucrep ot PVC/ anymunueso donno. ITo 1 6muctep B kyTHA.
ITo 15 Tabnerkn B Gucrep ot PVC/ anymunnero domo. Ilo 2 6mictepa B Ky THA.

TIpEreRaTeN HA PAPCIICHAETO 32 YNOTPeDa 1 NPOHIBOARTEN
Anudapm EAJ(

1700, Codus

6yn.”CumeoHoBCKO moce”Ne 130

1700 Codus, Brarapus

JATa HA HoCieIHA AKTYAJHALMS HA TEKCTA

Cenremspn, 2021




