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Amlessa® 2.85 mg/2.5 mg tablets LOgo000nue Ae «/ ------------- A o]
Amlessa® 5.7 mg/5 mg tablets
perindopril tert-butylamine/amlodipine

IlpoyeTeTe BHEMATE/IHO OAIATA JHCTOBKA, IPEAH 1A 3aM0MHETE 1A IPpHEMAaTe TOBA J1€KAPCTBO,

THH KaTO T4 ¢CHAbLPKA BaxkHa 32 Bac andopmanns.

- 3ana3eTe Ta3u AUCTORKa. MoJke Na CC HAJIOMXHU a A NpOYEeTETe OTHOBO.

- AKO UMaTe HAKAKBH JOMBAHHUTENHH BRIIPOCH, MoTMTaiTe Baiug nekap unu (apmart¢sT.

- Tora nekapcTio e npeankHcano TU4HO Ha Bac. He ro npeotcrhnBaiiTe Ha apyrH xopa. To Moxe
1a UM HaBpeIH, HE3ABHCHMO Ye NPU3HALIMTE HA TIXHOTO 3a00nsaBaHe ca chuuTe KaTe Bamure.

- AKO NONYUMTE HAKAKBH HEXKENAHH peakiluu, yeeaomere Bawuna nekap unu dapmauest. ToBa
BKJTHOUBA U BCHYKH Bb3MOKHH HEKENTAHH peaKLMH, HEOMUCAHH B Ta3H JIMCTOBKA. BHKTe
To4dKa 4.

KakBo CoLALPKA TAH JIHCTOBKA

Kakeo npeacrasnaga AMieca 1 3a KaKpo ¢e W3Nnon3Ba
Kakgo TpsbBa na 3HaeTe, npeny Aa npuemMere Amneca

Kax na npuemate Amneca

BBb3MOXKHU HEXKETAHH PEAKLIHA

Kak ga chxpansiBate Amieca

CbAappkaHHe Ha ONAKOBKATA M JOMTbIHUTEIHA HHPOPMALHA

S, P-

1. Kakso npeacrasjisgsa AMJjeca H 3a KAKBO ce H3MO/13Ba

AMmiieca € KOMOHUHALIMA OT JBe AKTUBHH ChCTABKH, NEPUHIOTIPHI H aMmnoaunuH. H aseTe BelllecTBa
moMarar ga ¢e KOHTpOJiupa BUCOKOTO BH KPBBHO HasAraHe.

[Tepunponpun € unxuduTop Ha ACE (aHrHOTeH3UH-KOHBEPTHPAIMS €H3HM). AMJIOAHWIIHH € KAIHEB
AHTAarOHKCT (KOMTO MPHHAANEKHU KbM K/1AC /IEKapCTBa, HAPEUEHH AHXHAPOMHPHIHHHE). JaeaHO Te
[IPpEeIH3BHKBAT Pa3LIMPSIBAaHE H OTNYCKAHE Ha KPbBOHOCHHTE CBHACBE, TAKAa Ye KPBBTA NPeMHHABA IMO-
JIECHO Mpe3 TAX H YIECHABAT CbpLeTo Bu npu noaabpxaHeTo Ha JOOBLP KPBBOTOK.

AMmieca ce M3N0J3BA 32 JIEUSHHE Ha BUCOKO KPbRHO HANATAHE (XUNEPTOHUS) NPH BB3PACTHH.

2. Kaxso TpabdBa Aa 3naeTe, NpeAH Ja NpHeMeTe AMJeca

He npuemaiite AMneca
- aKO CTe AIePrHyHU KbM TPeT-OyTHIAMUHOB MEPUHAOTIPAN HIH aMIOJUIIAH, WIH KbM HAKOS OT
OCTaHaIIMTE CBCTABKM HA TOBA JIEKApCTBO (M30poeHH B TOUKa 6),

- ako HMate cepvo3Hi Os0peunu npodnemy,

- aKo CTE MMalli CHMIITOMM KaTo XPHNTEHE, MOAYBAHE HA AULIETO HJIH €3HKa, C
TEHKH KOXKHHW 0DpHBH nipu npeauiuto jdeueHue ¢ ACE-nHxnburop, 1in ak
Balueto ceMeiCcTBO € MMaJT TAKMBA CUMITTOMH NPH APYrH 00CTOATENCTBA (
AHTHOHEBPOTHYEH OTOK ),

- aKO MMAaTe CTECHABAHE HAa aOPTHATA ChPAeHHA Kiana (aopTHa CTEHO3a) Ui




(CBCTOAHKE, NPU KOETO ChPLETO By He Moke Ia HOCTABA AOCTATHUHO KPbB KbM TAIOTO),
aAKO MMaTe CHJIHO MOHWKCHO KPHBHO HA/SIraHe (XMIIOTOHMA ),

aKo CTpajgaTe OT Chbp/ieuHa HENOCTATHUHOCT Clejl ChpaeyeH HHJAPKT,

aKo cTe OpeMeHHa cliell TpeTHA Mecell (ChLIo Taka e mo-aodpe Aa u3dbiareare Amieca npes
paHHaTa OPEeMEHHOCT — BHXKTE TOUKATA 32 OPeMEHHOCT),

aKo UMate AuadeT uau HapyleHa 0bOpevHa QyHKLNA U C€ JIEKYBATE C JICKAPCTBO 32
NOHHKABAHE HA KPBBHOTO HANSAMAHE, ChABbKALID ATHCKHPEH,

aKO Ce NoJUrarate Ha AMajiKza Uiy Apyr Bua GUATPHpPAHE HA KPBBTA. B 3aBUCHMOCT OT
MALIKMHATA, KOSTO Ce U3MON3Ra, AMJIeca MOXKE JIa ce OKayKe Hemoaxo 1o 3a Bac nekapcTeo,
aKo UMare OBOpeUHH NPOBIEMH, [IPH KOUTO C€ HaMalsgBa KpbBOCHa0AaBaHETO Ha OBOpeunTe
(cTeHo3a Ha OBOpeuHaTa apTepus),

aKO CTe MPHEMAJTH WK B MOMEHTA NpUeMare cakyOHTpWI/BaJicapTaH, JIEKapCTBO, H3NOA3BAHO
32 JIGYCHUE HA B XPOHHUUHA ChPAEHHA HeTOCTATHYHOCT MPH BB3pacTHH, THH KaTO UMa
MOBHILEH PUCK OT aHrHoeAem (Gbp3o oOpa3yBaHe Ha OTOK MOJ KoyKaTa B 001aCT KaTo Harmp.
rBPIOTO).

[IpexynpexaeHus 1 npeanazHH MepKH
['opoperte ¢ Bawug nexap wiu ¢papMauesT, Npead Aa NpueMere Amieca:

AHIAOHEBPOTHYEH OTOK:
[1pu naumenTH, nekyBaHu ¢ ACE-HHXUOUTOPHU, BKIOUUTENHO TIEPHHAOIIPHI, C€
AHFHOHEBPOTHUYEH OTOK (TEXKKa ajieprHiHa peaKkuHs ¢ MOAYBAHE HA JIMLETO, YCTH

ako umate xunepTpoduuHa kapauomuonarys (3a00IBaHe HA ChPACYHHSA MYCKYIT),

aKO UMAaTe ChpACc4HA HeAOCTATBYHOCT,

AKO MMAaTe CHJIHO MOBHILARAHE HA KPHBHOTO HajraHe (XUNEPTOHHYHA KpH3a),

4KO MMaTe JPYTH CbPACYHH NPoOIeMH,

aKo HMaTe YepHOAPOOHH NMpobeMH,

ako uMmare ObOpedHH NPodITeMH (BKITIOUUTENHO TPAHCIUIAHTALMA HA OBOPEK),

aKo UMaTe HeOOWYAlHO NOBUIIIEHH HUBA B KPbBTA HAa XOPMOH, HAPEUYEH AIOCTEPOH (TbPBHYCH

AJIIOCTCPOHH3BM ),

aKO UMaTe KOJareHO3HO-Cba0BO 3abonseaHe (OoecT Ha ChbeAMHHTETHATA ThKaH), KATO

CUCTEMEH JIYITYC EPUTEMATOAEC HIIH CKICPOACPMUs,

ako uMmare auabder,

aKO CT€ Ha JIMeTA ¢ OrPaHHYEHO ChAbPKAHUE HA rOTBAPCKA COM WIH H3IOI3BaTE 3aMECTUTENH

Ha rOTBapCKaTa CoJl, KOUTO ChAbPXKAT Kanuii (1o0pe GanaHcUpaHOTO HUBO HA KAJHH B KPbBTA

HMa BXXHO 3HAUYCHME),

aKo CTe B CTapyecka Bb3pacT U A03ata Bu TpalBa 1a ce MoBMILM,

aKO NpUEMATE HAKOE OT CIEHUTE JICKAPCTBA, U3ITOJI3BAHM 3& JICYEHHE HA BUCOKO KPBBHO

HaJIAraHe:

- aHrnotensu ll-peuentopen 61okep (APD, n3pecTHH CBINO KaTO CApTaHW — HANpHMED
BaJCapTaH, TeJIMHCApTaH, HpOecapTaH), 0co0eHo ako WMaTe OBOpedHH NPOGIIEMH,
CBBp3aHH C qHaberT.

- ATUCKUPEH.

BammsaT nekap moxke nepuoanuHo J1a npoeepasa ObOpeyHaTta By $yHkUMsA, KpHBHOTO HalsAraHe

H KOJIHYECTBOTO Ha €JIEKTPONUTHTE (HaTp. Kanui) B KpbBTa Bu.

Buwxkre cbiio nudopmanmsaTa noa 3arnaeue ,,He npuemaiire Ameca”.

aKo CTe OT YepHaTa paca, Thil KaTO MOXKE 1a UMaTe NO-BHCOK PHCK OT AHTHOHEBPOTHYCH OTOK H

TOBA JIEKAPCTBO MOXKE 1A € MO-MaNKO epeKTUBHO NPH MOHIKABAHE HA KPBEBHOTO BH HanAraHe,

OTKOJIKOTO HPH HEYEPHOKOXKH MALHUEHTH,

aKO MPUEMATE HIKOE OT ClIe/IHUTE JIEKApCTBA, PUCKBT OT AHMHOHEBPOTHUYEH OTOK C¢ MOBHUILABA!

- pPaLeKaJOTPU - JEKAPCTBO, H3MOJI3BAHO 3a JISYEHHUE Ha JUHapus,

- JIEKapCTBa, W3M0A3BaHH 3a NIPEOTBPATIABAHE HA OTXBEPIAHETO HA OPraHe
U NPU pak (Hamp. TEMCHPOIUMYC, CHPOJUMYC, EBEPOIIMMYC),

- BUJIJATTIMNTHH — JIEKAPCTBO, H3MON3BAHO 33 JIeYCHHE Ha 1HabeT.




I'bPAOTO ChC 3aTPYAHEHO [IPErbLIAHe HIH HIIaHe). ToBa MOXKe Aa ¢e CITyYUH NO BCAKO BPEME B X044
Ha NledeHueTo. AKO pa3ssueTe Nogo0HH CHMNTOMHU, TpAGBA [1a CrpeTe npHemMa Ha AMneca H He3a0aBHO
Jda noceTuTe nekap. Buxkre cbiuo Touka 4.

Tpabea na yrenomurte Bawmns nekap, ako cMATaTe, Ye ¢Te OpeMeHHA (MJIM MOXKe 114 3aDpeMeHeeTe).
AMieca He ¢ Npenopbuka B paHHa OpeMEeHHOCT W He TpAOBa /1a ce MpHeMa ciiell TPEeTHA Mecell OT
OpeMeHHOCTTa, Thil KATO MOXKE J1a NIPUYMHA CEPHO3HO yBpex/iaHe Ha Bawero 6ele, axo ce H3Mon3ea
Mpe3 TO3M NEPHO (BHXKTE TOUKATA 33 OPEMEHHOCT).

Koraro npremarte Amneca, Bue Tpa68a cuiio Taka na nugopmuparte Bauus nekap nid MeAUIIHHCKHA

nepcoHa:

- ako Bu npeactom 061a anecTe3nsa W/uaM roasama onepanus,

- aKO HAMOCISABK CT€ UMAJTH AMAapUA WJIH NIOBPBLUAHE,

- ako By npeactom neceHCHONIH3HpAIIO ISUEHHE 32 HAMAIABAHE HA €PEKTHTE OT AiCPrus KbM
Y3KHJIBAHE OT IM4ena WiH oca.

Hena v oHOMIK
AMneca He ce mpenopw4sa 3a ynoTpeba npu aeua v FOHOLH.

JAPpYra aekapcTsa H AmJeca
Hudopmupaiite Bawnsg nekap unu dapMaleBT, ako rpHeMare, HACKOPO €€ MPHEMATH WK €
BB3MOXKHO Ja NMPHEMATE ApYyrd JeKapCTBa.

Bue Tpsadra na n3barsarte eJHOBPEMEHHOTO rpyUeMaHe HA AMIeca C:

- JUTHH (M3N073BaH 33 JISYEHUE HA MAHHUS WM ACTIPECHA),

- €CTPaMYCTHUH (HU3I0I3BAH [IPH JIEUEHHE Ha PaK),

- JIEKAPCTBA, KOUTO HAH-YUECTO CE M3NOM3BAT 34 J1a ¢& H30erHe OTXBbPJIIHE HA TPAHCIUIAHTHPAHH
OpraHH (CUpOIIMMYC, SBEPOJIUMYC, TEMCUPOTTHMYC W JPYTH JIeKapCTBa, NPHHAAJICKALIH KbM
Kfaca Ha Taka HapeueHHTe mTOR uHxuburopu). Buxkre Touka , JIpeaynpexaeHus U
Npearna3Hd MEpKH,

- KAJTMH-ChXpaHABaLLKY JHYPETHIIM (Hanp. TpHamMTepeH, aMUNOpU), KalHEBH N00ABKU HIIH
ChABPKALLK KAJIHH 3aMECTHTE/IH HA MOTBAPCKATA €O M APYIH JICKAPCTBA, KOUTO MOTaT Ja
YBEJIMYAT KOJIMYECTBOTO HA KaJidi B KpbBTa (HAIp. TPHMETONPHM H KO-TPHMOKCA30J1 TIpY
UHPEKUWH, NPUUMHECHH OT DaKTEPHH; LIMKNOCTIOPHH, HMYHOCYTIPECHBHO JIEKAPCTRO,
U3NON3BAHO 33 NPEAOTBPATABAHE HA OTXBb{JIAHE HA TPAHCIUIAHTALIMA HAa OPraHH; H XENapHH,
NeKapCTBO, H3MOJI3BAHO 33 PA3PEKAAHE HA KPLBTA M 32 OpeoTRpaTABaHE 00pa3yBaHE Ha
CBCHPELIH),

- aJIUCKUpPEH (M3MOI3BaH 34 JIEYCHHES HA BUCOKO KPbBHO HANAraHe) (BIKTE ChUIO HHOOPMAIIHATA
oA 3arnaeus ,,He npuemaiite Amneca” u [lpeaynpesxieHns ¥ NpeAna3Hy MEPKH ),

- anrnoreHsuH ll-peuentopHu Onokepu (APb) (13n0a3BaHy 3a Je4eHHE HA BUCOKO KPBBHO
HanArade) (Hanp. paacapTaH, Te/iMUcapTaH, Hpbecapran 1 ap.),

- naHTpoJieH (HHY3Hd) (H3NON3BaH 3a JTeYeHHe HA MYCKYJTHA CKOBAHOCT npH OOJIECTH KaTo
MHOECTBEHA CKIIepo3a HITH 3a JISUCHHE HA 3JIOKAYECTBEHA XHNIEPTEPMHS MO BpEME Ha
AHECTE3HS, CHMITTOMMTE Ha KOATO BKJIKOUBAT MHOTO BHCOKA TEJeCHA TeMNEpaTypa H MyCKyJIHa
CKOBaHOCT).

JleueHueTo ¢ AMieca MOXe 1a Obie MOBTHAHO OT ApYry nekapeTea. HenpemenHo ysenomere Bauus

neKap, ako NPUEMaTe HAKOE OT CACAHHUTE NEKAPCTBA, Thid KATO MOKE Aa € HEOOXOAHMO cnely

BHUMAaHHE:

- APYTH JIEKAPCTBA 34 BHCOKO KPBBHO HANAraHe, BKJIFOUHTENHO AUYPETHLH (JIEK
YBE/IMHABAT KOJHUESCTBOTO YPUHA, OTAENEHO OT OBn0peluTe),

- HECTEPOH/IHH NMPOTHROBB3NANIUTENHH cpeacTsa (Hanp. HoynpodgeH) 3a odek
HJIH BHCOKH J103H aclIHpHH,

- JICKAPCTRA 3a NeueHHue Ha nMadeT (KaTo UHCYJIMH, FTUNTHHH),




- JIEKApCTRA 3d JIeYeHHUE HA ICHXHYHHU HAPYIIEHHS KATO AeNpecHs, TPEBOKHOCT, HU30(PPEHHA U
T.H. (HaNp. TPULHKJTHYHA aHTHICNIPECaHTH, RHTHIICUXOTHLIH, HMHIIPAMUHOBH aHTHIECMPECAHTH,
HEBPOJIENTHLIH),

- HMYHOCYTIpecOpH (JIEKapCTBa, KOWTO MOTHCKAT 3ALMTHATE MEXAHW3MH HA OPraHH3Ma),
H3MOJI3BAHH 3a IEYEHHE HA ABTOUMYHHH 3a00/IABaHUA WM CJIEA Ollepalia 3a TPAaHCIIAHTALLMA
(Hanp. LIHKJIOCTIOPHH, TAKPOJHMYC),

- anornypHHON (3a Je4eHue Ha 1ojarpa),

- INPOKanHAMUJ (32 Je4CHHE HA HEPUTMUYHA ChPASUYHA NASHHOCT),

- BA30JMUIATATOPU, BKIKOUHTEIHO HUTPATH (NPOAYKTY, KOUTO PA3LLHPABAT KPhBOHOCHHTE
ChJIOBE),

- edeAPHH, HOpAaOPEHANTHH WK adpeHalliH (JIeKapcTBa, H3MOA3BaHH 3a JICHCHHE Ha HHCKO
KPbBHO HaNAraHe, IOK WK acTMa),

- baksioeH, H3MON3BaH 3a TSHEHHE HA MYCKYJIHA CKOBAHOCT NpH OOJIECTH KATO MHOKECTBEHA
CKJIepo3a,

- HSKOW aHTHOHOTHIIM KaTO pH(MAMNKULKMH, EPHTPOMHUILMH, KJIAPUTPOMULIMH (3a HH(pEKUUS,
[IPHYHHEHA OT DAKTEPHHU),

- AHTHENIIENTHYHH CPECTBA KaTo kapbamasenuH, peHobapduTan, (PeHUTOUH, (POCPEHHUTOHUH,
MPHMHIOH,

. HTPaKOHA30M, KETOKOHA30JI (JIEKapeTBa, H3MO3BaHH 3a JIeYeHHE Ha MbOUYHH HHEKLIHH),

- anha-610KepH, H3MOM3BAHH 32 IEYeHHE HA YTONEMEHa NIPOCTATA, KaTO [IPa3o3HH, andy303HH,
JOKCAa303HH, TAMCYJIO3HH, TEPA303HH,

- aMU(OCTHH (M3MOJ3BAH 32 [IPEJIOTBPATABAHES U1K HAMAIABAHE HA HEXKEJAHHUTE €(EKTH,
MPHYHHEHH OT JAPYIH JEKAPCTBA HIIH [IbUYEJICYEHHE, KOUTO Ce MPHIATaT 34 JIEYEHHE Ha PakK),

- KOPTHKOCTEPOUIH ( M3MION3BAHH 32 JIEUEHUE Ha PA3/IMUHU ChCTOAHMS, BKIIOYHTE/THO TEKKA
acTMa H pEBMATOM/IEH apTPHT),

- 371ATHU COJIU, OCODEHO MPH HHTPABEHO3HO MPUIOKEHHE (M3NON3BAHH 34 JISUEHHE HA NPOSABUTE
Ha PpCBMATOUIHHAS apTPMT),

- PUTOHABUP, HHAMHABHP, HEIPHHABHP (Taka HApeUeHHTE NPOTEa3HH HHXHOMTOPH, U3MOJI3BAHH
3a nevyeHue Ha XU B-undexumna),

- KaJIHH-CbXPAHABALIM JHYPETHUH, H3M0/13BAHH 34 JIEYEHHE HAa CbpACUHA HEJIOCTATbYHOCT:
EMNEePEHOH W CIIMPOHOJAKTOH B 1034 0T 12,5 mg no 50 mg AHEBHO,

- €CTpaMyCTHH (H3M0N3BAH ITPH JICYEHHUE HA paKk),

- Hypericum perforatum (AbNT KAHTapPUOH, DUNKOBO JIEKAPCTBO, H3MOA3BAHO 34 NCHEHHE HA
Jerpecus ),

- CHMBACTaTHH (JIEKapCTBO, MTOHHKABALUO XOJIECTepona).

AMJieca ¢ XpaHA H HAMHTKH

BuxTe TOUKa 3.

CoKBT OT rpeiindpyT wiu rpeiindpyT He TpAOBa a ce KOHCYMUpAT OT XOpa, KOMTO NpHeMaT AMieca.
Toera e Taka, 3a110TO rpeHNPpyTHT U COKBT OT TPEHIIDPYT MOXKE Aa AOBEJAT A0 NOBHULIABAHC HA
KPBBHMTE HHBA HAa AKTUBHATA CHCTABKA AMJIOAHMITHH, KOETO MOXE Ja MPHYHHH HENPEICKA3YEMO
YCHIIBAHE HA €(EKTa HAa NMOHWXKABAHE HA KPbBHOTO HANATAHE OT AMJieca.

bpeMEeHHOCT H KbpMEHe

AKO cTe OpeMeHHa HIIH KbPMHTE, CMATATE, Y€ MOXKE Aa ¢T¢ DpeMEHHA HITH TUTaHHpAaTe )—- : - YT
nochbBeTBaHTE ce ¢ Baluug nexkap uay papmauesT npean ynorpedara Ha TOBa JIEKapy %@-\M nU/zF

bpeMeHHOCT
Tpabsa 1a yeenpomure Bauiua nekap, ako cmarare, ue cre OpemeHHa (HIH MOKeE J o y:
OGukHoBeHO Baumar nexap e Bu nocheeTBa 1a cnperte npuema Ha AMieca, NpRagias 85, o 7
3adpeMeHeeTe WM BeaHara mom pasodepere, ue cre OpeMeHHa M Lie BH HOC’bBETBa '
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AEKapcTBO BMECTO AMileca. AMJeca He Ce MperopbuiBa B paHHa GpeMeHHOCT M He TpAOBa aa ce
npUema cie TPEeTHS Mecell OT OPeMERHOCTTA, Thil KATO MOXKE J1a IIPHYMHH CEPHO3HO YBPEIKIAHE Ha
Batueto 6ede, ako ce uznos3ea ciea TpeTHs Mecel Ha OPeMEHHOCTTA.

KspmeHe

JlokazaHo e, ue aMJIOQWUITHH NTpeMHHABA B KbPMAaTa B MAJIKH KOJWYeCTBa. Y Beaomete Baiuws sexap,
AKO KbPMHTE Wi LIE 3aNOYHETE J1a KbPMHUTE. AMIeca HE ¢ MPENOPbYBA 32 MAHKH, KOMTO KbpMAT H
Bawwusat nekap Moxe na usbepe Apyro NedeHude 3a Bac, ako xenaere 1a KbpMuTe, 0cO0EHO ako 6e6eTo
BH e HOBOpOAEHO WK € POICHO NPEKAEBPEMEHHO.,

Illodpupade n padota c MAINHHH

AMneca MOXe Ja noBause crnocodHocTTa By 3a modupane uny padora ¢ MalldHH. AKO IPHEMBT Ha
TabneTkuTe BU Hakapa na ce mouyBcTBaTe 3¢, 3aMasiHK, a0 WIA U3MOPEHH, WIH By npHYnHABa
raaeo0oHe, He Wodupaiite U He paboTeTe ¢ MalIMHM, a He3a0aBHO ce CBBLpKETE ¢ Balnus nekap.

Amlieca ChAbLPKA HATPHH
Tora nekapcTBO Chabpika no-Manko ot 1 mmol Hatpuii (23 mg) B exHa TabieTka, T.€. NPaKTHYCCKH
HE CbABPIKA HATPHM.

3. Kak na npuemare AmMieca

Bunaru npuemaiite ToBa JiekapcTBO TOUHO KakTo Bu € xazan Bainwar exkap wid papmaleBT. AKO He
CT€ CUTYPHH B HEWIO, NonuTaiite Bainus nexap unu gapMalesT.

[IpenopbunTenHara no3a e enHa tabnerka Amiaeca ot 2,85 mg/2,5 mg BeAHEK AHEBHO.

AKoO cTpaaate 0T ymepeHu Ob0peunn npobnemu, Bawmsat nekap Moxke na Bu nocseeTBa fa npueMare
eaHa Tabnetka Amieca ot 2,85 mg/2,5 mg npe3 AeHS B HAYANIOTO HA JICHEHHETO.

B 3aBHCUMOCT OT HAUHHa, 1O KOHTO pearupare Ha jJevyeHHeTo, Balusar nekap Moxe aa peiliu a
YBEIIHYH J03aTa Cliel eAuH Mecel 10 Amiieca oT 5,7 mg/5 mg BeAHbK AHEBHO, AKO € HEOOXOIHMO.

Enna tabnetka Amieca ot 5,7 mg/5 mg BeAHbXK AHEBHO € MAKCUMATHATA NPENophYUTEIHA 103a 32
BHCOKO KPBBHO HalIAraHe.

3a npeAnoYMTaHe € Ja fpyueMare TablieTKaTa no eIHO U CbLO BPEME BCEKH ACH, CYTPHH MPEIH
XpaHeHE.

He npesuiiasaite npeanyucaHara 103a.

AKO ¢Te NpHeJIH noBede 0T HeoOX0IHMAaTa 1032 AMJIecCa

AKO npyeMere TBbPAEC MHOro TabneTku, CBbpKeTe ce ¢ HaH-OJIH3KOTO OTAENIEHHE 3a CNELIHA ITOMOLIL
uiH HezabasHO yeeaomere Bamuma nekap. Haii-BeposaTHusT edexr B cnydaid Ha NpeIO3HPaHE ©
OHHXKABAHE HA KPBHBHOTO HAJIAraHe, KOeTo MOxe ia BM Hakapa na ce NMovyBCTBaTe 3aMasdHH HJIH J1a
Bu npumManee. AKo ToBa ce CIyUH, MOXKE 1a MOMOTHE 3a€MAHETO Ha JIETHAJIO NOJIOKEHHE C
MOBAMIHATH KpaKa.

AKO cTe NPONYCHAJH AA IpHEMeTEe AMJIeca
BaxHo ¢ aa npuemare BalleTo nekapeTso BCEKH JIEH, TbH KaTO PeOBHOTO JIEYCHUE
AencTeHe. Bee nak, ako 3abpaBuTe Aa npUeMeTe efHa Ao3a AMneca, NpHeEMeETe Cie
obuuaiHoTo Bpeme. He riemaliTe n1BoitHa 1032, 3a Ja KOMIIEHCHPATE MTPOMYCHATA

AKO CcTe cIpein IPpHEMA HA AMJleca
Tsi kaTo neuennero ¢ Amneca € oOMKHOBEHO Npe3 Henus XKUBoT, Bue Tpadsa na o



Baina nexap, npean aa cripete npvema Ha Bawute TabneTkH.

AKO UMaTe HAKAKBH JOITB/IHUTEIHA BbIIPOCH, CEbP3aHM ¢ ynoTpedara Ha TOBA JIEKAPCTBO, NONHTAHTES
Bamuns nexap unu papMaLesT.

4.

Bb3MokHH HexKe/IaHH peaknHH

Kakro BCUYKH TekapCcTBa, TOBA NEKAPCTBO MOXE /14 NIPEIN3BUKA HEXKEJTAHU PEAKLIMK, BBIIPEKH Ye HE
BCEKH I'd [10J1y4aBa.

Cnpere npyHeMa Ha JICKaPCTBOTO U BEAHATA HOTBHPCETE JEKap, aKo 3abesieyKkuTe HAKOA OT CAICAHHTE
HEXeJIaHHW PeaKUHH, KOUTO MOJKE /14 Ca CEPUO3ZHHU:

BHE3AITHO XpHUNITeHe, 00JIKA B MbpAMTE, 3a0yX HIH 3aTPyAHECHO AHIIAaHE (OpOHXOCTA3bM)
(HeuecTH — MOKe aa 3acersat 10 1 Ha 100 oywmm),

MOAYBAHE HA KIEMavyTe, JHIETO HIM YCTHUTE (HEUeCTH — MOKe Aa 3acerHar Ao | Ha

100 ayuiu),

MOAYBAHE HA €3UKA H MBPJIOTO, KOETO MOKE CHIIHO [a 3aTPYIHH AHIIAHETO (AHTHOHEBPOTHUEH
OTOK) { HEUeCTH — MO3Ke 1a 3acerHatr a0 | Ha 100 ayium),

TEXKH KOXHH PEaKLHH, BKITIOUATETHO CHIEH KOKEH O0PHB, KOTIPHBHA TpecKa (Y pPTHKapHA ),
3a4epBABAHE HA KOXKATA [10 LUAJIOTO TAJIO, CHIEH cbpexk (epuTeMa MynTHHOPME) (MHOTO peIKH
— MoXe J1a 3acerHar 4o 1 Ha 10 000 qyum), obpazyBane Ha MeXypH, JIFOIIEHE H NOTYBAHE HA
KOkaTa (eKkchonuaTHBEH OepMaTHT) (MHOTO pelkH — Moxe fa 3acerdar 2o 1 ua 10 000 ayww),
Bb3MAJIEHUE HA NUTraBULUTE (CHHAPOM Ha CTABBHC-/PKOHCHH, MHOTO PEAKH — MOXKE @
3acerHart 4o 1 Ha 10 000 ayiin 4 TOKCHYHA enyaepMaliHa HEKpOIK3a, YeCTOTaTa He MOXKE Ja
Obe OUeHEHA OT HATMYHHUTE JaHHH)} WIH APYTH alCpruyHy peakiuu (HeUYeCTH — MOXKe J1a
3acersar ao 1 va 100 ayuiu),

CHIJIHO 3aMaliBaHe MNH IPUMAaNABaHe MOpaaH HHCKO KPBBHO HaNsAraHe (Y€CTH — MOXKE 1A
3acerHat o 1 Ha 10 gyun),

¢1ab0CT Ha PBLETE WK KpaKaTa, WK MpoO/ieMU iTpH TOBOPEHE, KOHTO MOKE Jia ¢a TTPH3HAK HA
€BEeHTYaIeH MO3bUYCH YZap (HHCYNT) (MHOTO peakH — Moke a 3acerHat 2o 1 Ha 10 000 nyumm),
ChPAEYEH NIPUCTHIL, DONIKA B repanTe {CTEHOKAapAK) (MHOrO PEIKH — MOJXKE 114 3acerHaT 10 1 Ha
10 000 oyum), HeobHuaiiHo Obp3 HITH A0HOPMEH CHPAEYEH PHTBM (YECTH — MOKE Aa 3aCerHaT
a0 1 na 10 ayuin),

BB3NAIEH [IAHKpeac, KOWTO MOXKe J1a IPHYHHH CHIIHA 00JIKa B Kopema U I'bpba, NpHApYKeHa OT
CHJIHO HEpa3nonoKeHHe (MHOIO peakH — Moske Aa 3acerHat ao 1 Ha 10 000 oyuiu),
HOXBJITABAHE HAa KOKATa MK Ha OA/10TO Ha 04YMTE (AKBJITEHHLA), KOSTO MOXKE Jia € MPH3HAK Ha
XenaTuT (MHOro peakud — Moxe aa zacersat ao 1 va 10 000 gyiuwm).

CnenHvTe He)KelaHH PEAKIMH ¢a ChoOLIEeHH npu AMileca. AKO HAKOE OT TIOCOYEHHTE B IpHYHHABA
npobnemu, TpadRa aa ce cCBbpxKeTe ¢ Bamas nekap:

CneaHuTe HexkelaHH pPCaxkliHH Ca CBDGH.{SHH NMpH NCPHHIOIIPHA HWIH aMJIOAHMITHH H HJTH HC €

Tesu He:KenaHu peakli| MOTAT 1A C€ NOABAT H Npy Amieca. AKO HAKOE OT IOCOHCH
NpUYHHABA NpobneMu, TpAOBa fa ¢ce CRbPXKETE ¢ Baiuis nekap:

YecTH HexeNaHH peaklUnu (Moske Aa 3acerdar ao 1 Ha 10 ayuiu): 3aMaiBaHe, Kauinla, OTOK
(3aabpXaHe Ha TEYHOCTH).

HeuecTH HexenaHd peakUHH (Moske Aa 3acernar Ao 1 Ha 100 aymm): BHCOKH CTOMHOCTH Ha
KAJTWiA B KPBBTA, KOUTO MOTaT Aa NPUUHHAT HEOOHUAEH Chp/ieueH PUTHM (XHIICPKATHEMHS ),
U3JIUIUIBK Ha 3aXap B KPbBTA (XUIIEPriIMKeMHS ), YMOpA.

MHOro 4ecTH HexcelaHH peakunu (Moske Aa 3acerHat noseye ot 1 Ha 10 AyIig)=
(3agbprkaHe HA TEHHOCTH). \:ﬁ,
c,
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Yectr Heskenanu peakuuu (Moxe fia 3acerdat o 1 va 10 aywiu): rnasodony
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(0COOEHOD B HAYAJIOTO HA JICHEHHETO ), HEOOUUYAHHO BKYCOBO BB3IPHATHE, YCCILAHE 32
U3TPBNBAHE WK MPABYUYKAaHE B KPAWHHLUHTE, CBETOBBPTEXK, 3PUTEIIHH HApyICHUs
(BKJIIQUMTETTHO ABOHHO BHMIAHE ), THHHTYC (yCellaHe 3a IIyM B YILIWTE), NAINHTAUMY (ycelaHe
HA CHPACUHMA PUTHM), 3a4epBABaHe HA NULIETO, 3aRayX (AnCcTiHen), DONKa B KOpema, rajaene,
MOBPbLIAHE, JHCTICNCHA HITH HapyLUEHO XpaHOCMUIAHE, TIPOMEHH B H3XO3KIAHETO, 3aMeK,
AnapHi, cbpOeK, KOKHH 00pHBH, 3a4epPBABaHE HA KOXKATa, IPYPUTYC, N10JYBaHC HA MNIC3CHUTE,
MYCKYJAHH KpaMIny, ymMopa, cnadocT.

- HeuecTH Hexkenany peakuuu (mosxe 1a sacerdart Ao | Ha 100 ayiuw): yBeauueH Opok Ha
onpeaenieHH OenH KPbBHH KIETKH {€03HHOMHNMA ), TOHHKEHH HUBA HA HATPHH B KPbBTA
(XHNOHATPHUEMHS ), NOHUKEHH HUBA HA KPbBHATA 3axXap (XMIMOTJIMKEMHA ), NPOMEHH B
HaCTPOEHHETO, TPEBOXKHOCT, O€3CHHHE, AENPECHS, HAPYILIEHHS Ha CBHS, CHHKOI(, 3arybda Ha
yCEelIaHETO 3a DOJKa, TpenepeHe, BACKYJINT (Bb3NaleHie HA KPbBOHOCHHTE ChJIOBE), PHHMT
(3anylIeH HOC WJIM XpeMa), CyXOTa B YCTaTa, YBEIHWUEHO fIOTEHE, Koconaj, HePBCHH NETHA No
KOyKaTa, NpOMsiHa B LIBETA Ha KoxkaTa, oOpa3zyBaHe Ha rpyIy OT MEXYpPH HaJ KOXara,
YYBCTBHTEITHOCT KbM CBET/IHHA, OONKa B rbp0a, O0nKa B MyCKYJIMTE WK CTABHTE, HAPYILICHHUE B
YPHHHPAHETO, MO-YECTH MO3HMRH 33 YPUHHpaHE 11pe3 HOLITA, YBENHYEHA Y€CTOTa Ha
YpHHHUpaHeTo, ObOpeUHH NpoldlieMH, UMIIOTEHTHOCT, AUCKOMPOPT HTA YroNeMsABAHE Ha
bPAKMTE NpY MBXKETE, GoNKa B IEPAMTE, HEpPa3noiomkeHue, 00Ka, yBenHYaBaHe WK
HaMaJIIBaHE Ha TErJIOTO, MOBHLIEHW CTOHHOCTH Ha ypesd B KPBBTAa, MMOBHILCHU HABA Ha
KPEaTHHHH B KPbBTA, NaJaHe.

PenkH HexkenaHH peakiiy (moxe na 3acersar a0 1 ya 1 000 ayiuu): o6bpKatocT, BHCOKH HHBA
Ha CEPYMHHA OHIMPYOHH, NOBHIIEHA HHBA HAa Y€PHOAPOOHHTE €H3HMH, TEMHA H2 LIBAT YPHHA,
raaeHe Wik NOBPBILAHE, MYCKY/IHH KPAMITH, ChCTOAHHE Ha OOBPKAHOCT U NPHIIAAbLH. ToBA
MOKE /12 Ca CHMIITOMHM Ha cheTosnue, Hapeueno CHAJIX {cunapoM Ha HeaACKBaTHA CEKpelns
Ha aHTUAMYPETHYEH XOPMOH), HAMAJIEHO WK JIMNICBAILO OTENSHE Ha YpHHA, 0CcTpa Ob0peyHa
HEIOCTATBYHOCT.

- MHOro peakH HexesaHu peakuyd (Moke fa 3acerHaT oo | Ha 10 000 ayuiu): npoMeHu B
KPbBHUTE NOKA3ATEIH, KATO MOHHKEH OpOi Ha OeuTe U YepBEHHTE KPbBHH KNETKH, NOHHKEH
XEMOTIIOOHMH, MOHKWXKEH Opoii Ha KPHBHUTE TUI0YHLH {TPOMOOLIMTHTE), MOBHUIEHO MYCKYJIHO
HanpeKeHWe, HAPYLIeHWs HA HEPBUTE, KOETO MOXKE J1a JoBeAc A0 ¢nadbocT, MpaByvKaHe Wil
U3TPBIBAHE, €O3HHOMUIHA THEBMOHHA (PA/IBLK BH MTHEBMOHHA ), MOYBaHe Ha BEHLHTE,
[OAYBaHE HA KOPeMa (racTPHT), MOXKBATIABAHE HA KOXKATA (KBJITEHHLA).

- C Heu3BecTHA YeCTOTA (OT HATTUUHHTE JAHHU HE MOxKe J1a Obae HanpapeHa OUEHKA): TPElEpeHeE,
BALPBEHA CTOHKA, MACKOMOAOOHO sTyLEe, 3a0aBeHH IBHKEHUS U [IPOBJIaYeHa, HEYPaBHOBECEHA
[IOXOMKa, MPOMAHA B LBETA, H3TPBIBAHE U OOJIKA B IPBCTUTE HA PHLETE WIH KpakaTa ((eHOMEH
Ha Peino).

Cbo0maBaHe HA HeKE/IANH PeaKIHu

AKO MOTYUYHUTE HAKAKBH HEXENAHH JICKAPCTBEHH peakuiy, yseaoMere Bammus nekap Wil (apmMaiienT.
ToBa BKJIIOYBA BCHUYKH BB3MOMHH HEOMHCAHH B TA3H JIMCTOBKA HEXENAHU peakuvu. Moxere cbiio aa
CHOOLIHTE HEXKENaH! PEaKUMHM JHPEKTHO YPe3:

H3mbJIHHATENHA areHIHd 110 JIeKapeTBaTa

yi. ,.,JdamsH ['pyes” Ne 8

1303 Codusa

Ten.: +359 2 8903417

yebcaiT: www . bda.bg

KaTto chollaBaTe HeXKeMaHu peaklyi, MOXKeETe [1a JafeTe CBOd [IPHHOC 3a NONyYaBaHe Ha MOBEUE
HHPOpMaLKa OTHOCHO 0€30NacHOCTTa HA TOBA JIEKAPCTBO.

5. Kax aa coxpanasate Amiieca

Jla ce CbxpaHsBa HA MACTO, HEAOCTBIHO 32 JEla,




He usnomnsBaiite ToBa 1EKapCTBO Cliesl CpOKa Ha roaHoct, oTbensa3a BbpXy oflakoBKaTa (KyTHs H
onHctep) caen ,,l'oned A0:*, CpokbT Ha rOAHOCT OTrOBAPS HA NOCIEAHHS A€H OT NOCOMCHUA MECCLL.

Ia ce cbxpaunspa noa 30°C.
Jla ce cbxpaHaBa B OpUrHHaNHATA ONaKOBKA, 3a 4a Ce NPeAna3y OT CBETJHHA K Bara.

He n3xBbpligiiTe NeKapCcTBaTa B KAHANKW3ALHATA WM B KOHTEHHEPA 32 AOMAILHMY OTNABLH.
[TonuTaitte Bawns gpapMauesT Kak 1a U3XBbPIsSTE TeKApCTBATa, KOWTO BeYe He H3no3eare. [e3u
MEpPKH III¢ CMIOMOIHAT 33 OMa3BaHe Ha OKOJIHATa Cpeja.

6. Coabpxande HA ORAKOBKATA B ACILAHKTEIHA HHPOpMARUS

Kakeo cbabpxa AMieca
- AKTUBHUTE BELLCCTBA Ca TPET-0YTHJIAMHUHOB MEPHHAONPHI U AMIIOAHITAH.
Amneca 2,85 mg/2,5 mg TabneTku
Bcesixka tabnerka cvanpxa 2,85 mg TpeT-0y THI2MUHOB [TEPHHAONPHII (eKBHBaJ'!eHTE:H Ha
2,38 mg nepuHAONpHa) ¥ 2,5 mg aMJI0JUNHH (KATO aMIOJWIIMHOB Oe3uIar).
Amieca 5,7 mg/5 mg tabnerku
Besika Tabnerka cbABpKa 5,7 mg TpeT-0yTUNAMHHOB NEPUHAONPHI (eKBUBAJICHTEH Ha 4,76 mg
MEpHMHACNPUT) H 5 Mg aMI0AMNHH (KaTo aMoaMnuHOB Oe3unar).

. Jpyrurte chcTaBki (IOMOIIIHM BEIIECTBA) ¢4 HATPHEB XUIPOreHKapOOHAT, MHKPOKPHCTAJIHA
LIENYN03a, NPEKeNAaTUHU3UPAHO LAPEBUYMHO HUILIECTE, HATPHEB HULIECTEH INIMKOJ1AT, KOJTOWACH
0e3BONIEeH CHITHLKHEB IMOKCHI H MarHe3ueB creapar. Buwkre Touka 2 ,,AMIeca CeAbpXKa
HATpPHH .

Kax a3riexna Amjieca H KAKBO CbAbPX2 ONIAKOBKATA

Amieca 2,85 mg/2,5 mg Tabnerku ca 6enu a0 nouTH 6enu, KPBLIH, J€KO JBOHHOH3MBKHAIH TabIeTKH
CBhC CKOCEHU prOoBe. JlnaMeTsp: 5.5 mm.

Amneca 5,7 mg/5 mg Tabnerku ca Gean a0 nouty Oeny, KPBIITH, JIEKO ABOHHOM3NbKHAIM TAONETKH
ChC CKOCCHU pLOOBE M ACJIUTENIHA YepTa OT €AHaTa cTpaHa. /luamersp: 7 mm. Jdenurennara uepra He
¢ IpeHa3Ha4Y€Ha 3a cUyrBaHe Ha TabnerTkara.

TaGnerkure ce NpeaOCTABAT B KAPTOHEHH KYTUH, CbABPIKALIH:
- 10, 30, 60, 90 u 100 Tabnertku B GrUCTEPH.

He BCHUYKHM BUAOBE OMaKOBKM MOTAT a OBAAT NyCcHATH B npoaaxoa.

IIpurexaTen Ha paspellleHHeTO 3a ynoTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CnoseHus

Ilpon3BoaHTe AH: )
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CropeHus
TAD Pharma GmbH, Heinz-Lohmann - StraPe 5, 27472 Cuxhaven, I'epmanus

Tora nekapcTBo e pazpenieHo 3a ynorpeda B AbpkaBaTe — 11eHKH Ha EBponeickoTo
HKOHOMHY€CKO NPOCTPAHCTEO O] CJIeAHHTE HMEeHA:

CTpaHa-4JieHKA Tuproecko uMe Ha IPOAYKTA

HopTyranus Perindopril + Amlodipina TAD

Hranus Perindopril e amlodipina Krka

bearuns Perindopril/Amlodipine Krka 2,85 mg/2,5 mg tabl
Perindopril/Amlodipine Krka 3,7 mg/5 mg tablett x £

YHrapus Dalnessa 2,85 mg/2,5 mg tabletta “




Dalnessa 5,7 mg/5 mg tabletta

Heuika peny0.ivka Tonarssa

bbarapus Amneca 2,85 mg/2,5 mg Tabnerku
Amneca 5,7 mg/5 mg TabneTku

CnoBakus Amlessa 2,85 mg/2,5 mg tablety
Amlessa 5,7 mg/5 mg tablety

EcToHus Dalnessa

JlaTBus Tonarssa 2,85 mg/2,5 mg tabletes
Tonarssa 5,7 mg/5 mg tabletes

JluTBa Tonarssa 2,85 mg/2,5 mg tabletes
Tonarssa 5,7 mg/5 mg tabletés

[Tosa Amlessini

CnoBeHus Amlessini 2,85 mg/2,5 mg tablete
Amlessini 5,7 mg/5 mg tablete

PymbHuUA Preamlessa 2,85 mg/2,5 mg comprimate
Preamlessa 5,7 mg/5 mg comprimate

)IHTH HA NOCJICAHO mpepasrjiekaIane Ha JIHCTOBKATA:
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