JIncToBKa: HHPOPMALHSA 32 NALHEHTA ;Zdal-( O/ 32 /J__?

Axktesicap [yo 80 mg/5 mg radierkn
Actelsar Duo 80 mg/5 mg tablets - GXF 7€ *‘7—0 7 -05- 2075

Axresicap /lyo 80 mg/10 mg rabaerkn
Actelsar Duo 80 mg/10 mg tablets

TeJIMHUCapTaH/aMJI0AMITHH
(telmisartan/amlodipine)

[IpoueTeTe BHHMATENHO UAJIATA JHCTOBKA, NPE/IH /1a 3aM04HeTe /1a NPHeMaTe TOBA JIEKAPCTBO,

Thil KATO TS ChAbLPKA BakHa 3a Bac undopmanus.

. 3anaszere Ta3M JIMcTOBKA. MOXKe J1a c€ HAJIOXKH J1a sl IPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOITBJIHHTEIHH BLIPOCH, nonuTaiTe Bawus nekap win ¢papmauesT.

- ToBa nekapcTBO € npeanucaHo 1u4HO Ha Bac. He ro npeorcrbnBaiiTe Ha Jpyru xopa. To moxe
J1a UM HaBpe/IH, HE3aBUCHMO Y€ NMPU3HALIMTE Ha TAXHOTO 3a00/1siBaHe ca ChlMTe KaTo Bawwure.

. AKO NOJYUYHTE HAKAKBHM HEXEJIaHH peakluu, yBeaomere Bawms nekap wiu ¢papmauest. Topa
BKJIIOYBA M BCHYKH BB3MOXKHH HEXKEJIaHH PEAKLIMH, HEOTIHCAHH B Ta3H JIMCTOBKA. Buxre

ToYyKa 4.

KakBo ¢bAbpKa Ta3H JIHCTOBKA

KakBo npejacrasnssa Akrescap Jlyo M 3a KakBO ce U3I10J13Ba
KakBo TpsOBa na 3Haete, npeau aa npueMere Axkrencap Jlyo
Kak na npuemare Akresncap Jlyo

Bb3MOKHHM HEXETaHU peakLUH

Kak na cbxpanssare Axrencap Jlyo

CobabpkaHHe Ha ONMAKOBKaTa M AOMbAHUTEIHA HH(OPMaLIHS

b —

SN[ o S

1. Kakso npeacrasiassa AxreJicap /lyo u 3a KakBO ce H310/13BA

Axkresncap Jlyo TabieTku CbaAbpiKa 1B€ aKTUBHH BELLECTBA, HAPEYEHH TEJIMHCAPTAH W aMJIOJIHITHH.
Bcesiko e1HO OT T€3H BelllecTBa crioMara 3a KOHTPOJIMpaHe Ha BUCOKOTO KPbBHO HajlsiraHe:

» TeJIMHCApTaH NPHHAUIEKH KbM Ipyna BellecTsa, HapeyeHH “aHrnorensut ll peuentopHu
6nokepu”. AurnorensuH Il e BeutecTso, 00pasyBaHO B OpraHu3Ma, KOETO MpeJM3BUKBa CBUBaHE

HAa KPbBOHOCHHUTE Ch0BE, KaTO MO TO3H HAYMH MOBHIIABA KPbBHOTO Hansrave. lenMucapra
nencTBa, Karo 6siokupa epexkra Ha aHruoTeHsuH 1.

e aMJIO/IMITMH NTPHHAJUIEKH KbM Ipyria BellecTBa, HapeueHH “0JIOKEPH Ha KaJILIMEBUTE KaHAIIH .
AMJIOJIMITHH CIIUpa MPEMHUHABAHETO HA KaJIMHK B CTEHATa Ha KPbBOHOCHHUTE CbH/I0BE, KAaTo 10

TO3W HAYHH CMUPA CBUBAHETO HA KPbBOHOCHHUTE ChH/I0BE.
Tora 03HauaBa. Y€ M JIBETE aKTHBHH BELIIECTBA /IEHCTBAT 3a€/1HO, 3a /1a TOMOrHAT /1a CIpe CBMBAHETO Ha
KPbBOHOCHHTE ChaoBe. Karo pe3ysnrar, KpbBOHOCHHTE CHJIOBE C€ OTIYCKAT U KPbBHOTO HajsraHe ce

IMOHHIKABA.

AxTtencap Jlyo ce u3rnoJi3Ba 3a JieueHHe Ha BUCOKO KPbBHO HajlAraHe

& [PH BH3PACTHH MALMEHTH, YHETO KPHBHO HAJIATAHE HE € I0CTAThbYHO 100pe KOHTPOJIMPAHO ¢
aMJIOIMITHH, MTPHJIOKEH CAMOCTOATEJTHO.
® MPH Bb3PACTHH MALMEHTH, KOUTO BeYe NMpUEeMaT TeJIMMCapTaH W aMJIOJIMITMH KaTO OTAC/IHY—

TabJIETKH, H KOUTO KeNasT, 3a y100CTBO, BMECTO TAX J1a IPHUEMAT ChLIMTE 103U
Taberka. / X

i L i vy *: B -
OpraHM, KOETO H3J1ara NalHeHTHTEe Ha PUCK OT CEPHO3HN HHLIMICHTH, KaTo ChpAeicH | d:iaﬁﬂhf—- Ay

chp/A€YHa WK OBOpeYHa HeI0CTaTLYHOCT, MO3bUYEH UHCYAT WK clienoTa. OOUKHO Hﬂ nnﬁa
\\\ - .-
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CMMNTOMH Ha BUCOKO KPBBHO HaJIAraHe, Npey Ja Bb3HHKHE yBpexaaHe. [lopaau Tosa ¢ BaxHO
PENOBHO Ja Ce H3MEPBa KPLBHOTO HAnAraHe, 3a 1a ¢ MPOBEPH K TO € B HOPMAJTHH IPaHuLM.

2. Kakso rpabsBa ga 3HaeTe, npean Aa npuemere Akreacap dyo

He npuemaiite Axkrencap Ayo

. aKo CTe aIepru4¥HH KbM TEJIMHCAPTaH Wik aMIOAMNHH, WIH KbM HAKOS OT OCTAHAIIUTE
CbCTABKH HA TOBA N€KapcTBO (H30poeHHU B Touka 6).

. aKo CTe AIePrH4YHH KbM APYTH NIEKapcTBa OT JHXUAPONTUPUAUHOBHA THI (BUJ1 DioKepH Ha
Ka/ILIHEBHTE KAaHAMK).

° aKko cre 6pemeHHa cnel Tpetus Mecew (ynotpebara Ha Axrencap Jlyo e no-nodpe aa ce n3bdsarea
CBIIC H MPH paHHA OpeMEHHOCT — BHKTE TOUKa bpeMeHHOCT).

° aKO MMATe TEXKH YEPHONPOOHHM NpobieMU WIH 3anylliBaHE HA ¥UThYHWTE MbTHINA (Mpobnemu ¢
APEHUPAHETO HA MUTBUKATA OT YEPHHA ApOo0 H MITBYHHA MEXYD).

. aKO HMaTe CTECHABaHE HA A0PTHATA KJIana Ha ChpLETO (A0PTHA CTEHO3a) WIH KapAHON€HEH OK

(ChCTOHUE, NPH KOETO CBHPLIETO HE MOXKE 14 CHAOAABA TAIOTO C AOCTATHYHO KPbB).
aKO CTpajaTe OT ChpACHHA HEAOCTATBYHOCT Clell NMPEKHBAH ChPACHEH Yaap.

. ako uMare auabeT WK HapyileHa OL0peuHa QyHKLHA K CE JIEKYBATE ¢ JIEKAPCTBO 34
MOHIDKABAHE HA KPLBHOTO HANATAHE, ChABPMKALLO ATUCKHPEH.

AKO HAKOE OT ropenocOYEHHTE ChbCTOSHHA ce OTHaca 3a Bac, Tpabpa na kaxkere Ha Baiius ekap Wi
¢dapMaLieBT, nipeau Aa npHemetre Akrencap yo.

[IpenynpeiaeHHS H NPEANA3ZHH MEPKH
["oBopere ¢ Bauina nexap, npeau na npuemere Akrencap Jlyo, ako cTpaaaTe HiTH HAKora cre
CTPaZald OT HAKOE OT CJICAHUTE ChCTOAHUSA UITH 3a800/I9BaAHHA:

. OBOpeuHo 3abonsBaHe Wik 0LOpeuHa TpaHCIIAHTALIMA.

. CTECHABAHE Ha KPbBOHOCHHTE CHAOBE Ha €MHUA WK Ha gBaTa 6bOpexa (creHo3a Ha 6bOpeuna
apTepus).

° yepHoaApoOHoO 3abonsaBaHe.
cbhpAcdeH npobnem.

° MOBHILEHH HHBa Ha A1RO0CTEPOH (KOETO BOAM A0 3aQbpiKaHe Ha BOAA U COMH B TAIOTO,
MpUIPYKEHO OT HapyllaBaHe Ha DanaHca Ha pa3IMYHHTE MHHEPAH B KPBBTA).

° HHCKO KPBBHO HalATaHe (XMNOTOHMA), KOETO € Bh3MOKHO 11 B3HHKHE, aKO CTe

AEXUApPaTHPaHH (NMpeKoMepHa 3aryda Ha BoAa OT OPraHH3Ma) WiH aKko HMaTe HEJOCTHI Ha COJH,
nopaaM JeyeHue ¢ AMYpEeTHLH (,,00e3B0AHABAILHN TAONETKU ), AMeTa C HHCKO ChAbPIKAHHE HA
CON, AUAPHA WIH NMOBPbLIAHE.

NOBMLLIEHH HUBA HA KAJHH B KPBBTA.

nuaber.

cTeCHeHWe Ha aopTara (aOpTHa CTEHO34a).

rpbaHa 60nKa, KOATO MOXKeE Ja C& CBbPXKE CBhC ChPLIETO, BINTHOYHTEMHO NMPH MOKOH HWITH TIPH
MHHHMAalHO PpH3rtecko ycune (HecTtabuiHa CTEHOKapaus ).

° ChPAEYCH NPUCTBN NPE3 NOCIEAHATE YETHPH CEOMHLIH.

["oBopere ¢ Bawuns nekap, npeau na npuemere Axkrencap Jyo:
. 4KO MpHEeMAaTe HAKOE OT CJICAHHTE JIEKAPCTBA, H3MOM3BAHH 32 JICYEHHE Ha BUCOKO KPBLBHO
HaNAraHe:
- ACE uuxubutop (HanpuMep eHananpuwi, JU3IHHONPHII, paMHITPHIT), 0COOEHO aKo
nMate 6L0peuHH npobneMu, cBBP3aHN ¢ Auader.
- AJIUCKHPEH.
BawuaT nexkap Moxe nepuoau4HoO Ja npoeepsBa 0n0peunara By cl)yHuuml
HajfiraHe W KOJIHYECTBOTO Ha €NIeKTPOJINTHTE (HanpuMep Kaniui) B KpbBTa [ pg
nHopMaumaTa, o3arnaseHa “He npuemaiire Axreacap dyo”.

. aKo CTe B CTapuecKa Bb3pacT W go3ara Bu Tpsbea na Obae ysennueHa.

2
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I'osopere ¢ Baluns nekap, ako NOMy4YHTE KOpEMHa D0sKa, raacHe, NOBPhILAHE WK [HapHs CNeA
npueM Ha Aktencap Jyo. Bawuar nexap wie B3eMe pelieHHE 3a NMO-HaTaThUIHO JeueHHe. He
crniMpaiiTe Ja npHemare nexapcTBoTo Axrencap Jlyo caMoCTOATENHO.

B ciyuaii Ha XHpyprudecka onepauus WM yrno#ika Tpadsa Aa kaxere Ha Bawums nekap, ye npuemare
Akrencap Hyo.

Jlena ¥ I0ROMH
Axrencap JIyo He ce MpenopbuBa NpH AeLa W oHOWH A0 13-roauuiHa Bb3pacT.

Jlpyru nekapcrsa B Axreacap Ayo

TpsabBa na kaxkere Ha Bawus nexap wiv ¢apMaLIEBT, aKO NpUeMare, HaCKOpO CTe MPUEMAJIH UITH €
BB3IMOXHO J1a mpueMare Apyru nexapctsa. Moxe ga ce Hatoku Bamuar nexap na npoMeHH J03aTa Ha
Te3H JIEKapCTBa WK Aa B3EME APYrd NpeaAnasHH MepKH. B HAKOH CllyuaH MOXe 1a € HeOOXO0AHMO A
cripeTe NMPUEMA Ha HAKOE OT NeKapcTeaTa. ToBa ¢e OTHACs 0COOEHO 34 JICKapCTBaTa, OCOUEHH MNo-

H0y:

. JIEKAPCTRA, ChAbMKALLN JIHTHIA, H3N0/13BaHH 3a JIEYCHHE HA HAKOH BUIOBE JETIPECHs.

¢ NeKapcTBa, KOUTO MOraT a NOBUILUAT HUBOTO HA KA B KPLBTA, KaTO KATHA-CHAbPXKALLH
3aMECTHTE/IM HAa FOTBAPCKATA CON, KATHM-ChXpaHaBall{ AHYPETHLH (HAKOH ,,00€3B0AHABAIIH
TabneTku*).

o aHrHoTeH3nH Il peuenropam 6nokepu.

. ACE uuxubutopy WK anucKkipeH (BHXXTE ChILO MHpOpMalUHaATa, o3arnaseHa “He npuemaifre
Axrencap Jlyo” n ,JlpeaynpexxaeHus 1 npeana3Hu MEPKH™).

. HCIIBC (HecTepOBAHH NPOTHBOBE3NAJIUTE/IHN CPEACTBA, KATO ALICTHICATIMIIIOBA KHCE/IHHA

win ubynpoden), XenapuH, UIMyHOCYNPEecOpH (HaNpHMEP HHKNOCTIOPHH MK TAKPOITHMYC) U
aHTHOMOTHKA TPHMETOMPHM.
prudaMMULIHH, EPUTPOMHLIMH, KNapHTPOMULIUH (AHTHOMOTHLIN).
KBJIT KAHTAPUOH.
AaHTpOJIeH (MHGY3Hs MpH CWIHO MOBKILIABAKE HA TEJIECHATA TEMNIEPATYPa).
JleKapcTBa, KOMTO Ce H3M0/I3BAT 3a MPOMSIHA Ha HA4YMHA, N0 KokTo AeHcTBa HMyHHaTa Bu
cucTema (Hamp. CHpOIMMYC, TEMCHPOITUMYC M €BEPOJTHMYC).
. nekapcrpa npotds XUB/CITUH (Hanp. puToHaBHp) WiH 3a leueHHe Ha rbOHYHM HHOEKLIKN
(Hanp. KETOKOHA30.1).
AWITHA3eM (JIeKapCTBO 3a ChpLE).
CHMBACTATHH, 34 JICYCHHE Ha NOBHUICHH HHBA HA XOJeCcTepo.
. IHTOKCHE.

KaxTo npu Apyry JiexkapcTBa 3a NOHW)XKaBaHE Ha KPBLBHOTO HaNsAraHe, epekTsT Ha Akrencap [yo moxe
na 6bpae HamaneH, koraro npuemare HCIIBC (HecTepoMIHN NPOTHBOBB3NATHTE/THH cpencraa, Hanp.
aUCTHICATULITOBA KHCEHHA WIH HOYynpodeH) WK KOPTHKOCTCPOUIH.

Axrencap Jlyo Moxe aa 3aCHIH €(eKTa Ha NOHWKaBaHe Ha KPBBHOTO HajsdraHe Ha Apyr# JIEKapCTea,
KOHTO CE M3MOJI3BAT 34 JIYEHHE Ha BUCOKO KPBBHO HANATAHE WIH Ha JIEKapCTBA, KOUTO MOTEHLMAJHO
6HXa MOTJIY Aa OHWXAT KPbBHOTO Handrane (Hanp. 6aknodeH, aMHPOCTUH, HEBPOIEITTHLIM HITH
AHTHACNPECAHTH ).

AxTeacap /lyo ¢ xpana, HANHTKH H AJ1K0X0J1
HuckoTo KprBHO HaNAraHe MoXke a Obae JOMBIHUTENHO NOHMKEHO OT aIKoX0j. Moxe aa yceTurte

TOBA KaTO 3aMafsHOCT, KOraTto €€ H3NpapiaTc.

He Tpabpa aa KoHcymHuparte rpedindpyT wiu cok oT rpeiindpyT, korato npueMare AKongn-L
ToBa ce Hanara, Thit KaTo NPH HAKOH MALKWEHTH rpeindpyThT U COKBT OT rpeiindpyT
AOBEIAT 10 MOBHUIIABAHE HA KPbBHHTE HHBA HA AKTUBHATA CbCTABKa AMJIOJIMITHH H 14 B3
NMOHKWXKABAIINA KPBBHOTO HansraHe edekt Ha Akrencap yo.
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BpeMeHHOCT H KbpMeHe

bpemeHHoCT

Tpabsa na kaxere Ha Bawus niekap, ako CMATATe, Ye MOXE Ja cTe GpeMEeHHa WK IaHHpaTe
OpemenHocT. OOukHOBeHO Bawuar nekap we By nocbBeTBa Aa NpeyCTAHOBHTE NpUeMa HA AKTescap
Jlvo, npeny na 3abpeMeHeeTe Wid BeAHara mom pasdepere, ye cTe OpeMeHHa U 1ie Bu nochBeTBa 1a
ipHeMarte Apyro aekapcTeo sMecTo Aktencap [lyo. Akxrencap Jlyo He ce npenopbyBa B paHHa
OpemMeHHOCT U He TpAOBa 1a ce MpuemMa, ako cre OpeMeHHa CneR TPETHS MeCeLl, Thi KaTO MOXeE
cepuo3HO J1a yepeau Bairero 6ebe, ako ce ynorpebaBa cnea TpeTHa mMecel, oT OpeMEHHOCTTA.

KupmeHe
YcTaHOBEHO €, Ye aMJIOAWIHH NPEMHHABA B KbpMaTa B MaJIKH KOJIHYECTRA,

Tpa6ea na kaxere Ha Balus nekap, ako KepMHTE HIIH HMATE HAMEPEHHE J1a 3aNOYHETE Ja KEPMHTE.
AxTtencap Jlyo He ce mpenopbuBa Ha Maiiky, KOMTO KbpMAT ¥ BaliiudaT fiekap Moke Ja wiabepe apyro
neyeHue 3a Bac, ako HckaTe 1a KbpMHTe, ocobeHno ako Bainero 6ede € HOBOPOAEHO UNU € POLIEHO

NpeXaeBPEMEHHO.

[TocbeeTBaiiTe ce ¢ Bawuua nekap unu ¢papManesT npean ynorpedara, Ha KOETO M [1a € 1EeKapCTBoO.

lllodupane u paboTa ¢ MAIUAHA

Hskon xopa MoraT na u3NUTaT HeskellaHH peakLMH, KaTo KpaTkoTpaliHa 3aryba Ha chb3HaHHe,
CHHJIMBOCT, 3aMasgHOCT HJIH YCElllaHE 32 BUCHE Ha CBAT (CBETOBBPTENK), KOTATO ¢a MOLIOKEHH Ha
JieYeHHE 3a BUCOKO KPBBHO HanAraHe. AKO H3NHTBATe TAKHBA HEXKEJIAHHU peakluny, He wodupaiite U
He paboTeTe C MalUHHHU.

Axtencap Ayo cbabpka HaTpHH
Tosa nexapcTBO chaABpXKa no-Manko ot | mmol Harpwuii (23 mg) Ha TabaeTka, T.€. MOXE Aa Ce Kaxe,
4ye NPaKkTHYECKH HE ChABPXKA HATPHH,

3. Kak ga npuemarte Axteacap dyo

BuHaru npuemMaiiTe TOBa 1€KapCTBO TOYHO KakTo BH e ka3an Bamuar nexap. Ao He CT€ CHIYPHH B
Helllo, monuTaiTe Bawua nekap UM gapMaLesT.

!
[IpenopbunTenHara go3a € eaHa Tabnerka AHeBHO. OnUTaifTe ce Aa npyHemare TabierkaTa no €aHO H
CBILIO BpeMe BCEKH ACH.

Moxe na nmpuemare Akrencap Jlyo cbe win 6e3 xpana. Tabnerkure Tpabpa aa ce norabluaT ¢ Majako
BOJa MIM Apyra 6e3anKoX0J/IHA HanuTKa. |

Ako yepnusaT Bu npob He PyHKUHOHHpA NpaBHIHO, 0OM4YaiiHaTa 103a He TpsOBa a HaJABHILABA €Ha
tabnerka ot 40 mg/5 mg win eqHa tabnerka ot 40 mg/10 mg AHeBHO.

AKO ¢Te HpHeJH noBede oT HeobxoaumaTa g03a Axkreacap Ayo
AKO ciTy4aiiHO CTe NpUHENH TEbPAE MHOTO TaONETKH, CBBbpKETE ce HesabaBHO ¢ Bauiusa nexap,
capMaueBT uam ¢ Hail-OU3KHA LEHTHP 34 cnewtHa noMoll. Bb3MoXHO e Ja UMaTe HHCKO KPBbBHO
Hansarale v cbplebnere. ChoOlleHH ca ChIO TAKa H HAMAJIABAHE Ha CHPACUHATA YECTOTA, 3aMasgHOCT,
HamasieHa ObOpeuHa PyHKLMA, BRIIOYHTETHO OB0peyHa HEAOCTATEYHOCT, 3HAYHUTEIHO H
NPOAB/DKUTENTHO NOHWKEHUE Ha KPLBHOTO HAMATAHE, BKIIIOYHTETHO IWOK H CMBDT. T~
[ToBHILIEHO KOIHYECTBO TEHHOCT MOXKe Jia ce HaTpyna B Oenure apodose (6enogpobe
- NPUYHHABANKH 3a0yX, KOWTO MOXKe Jia ce passue 10 24-48 yaca csen npyema.
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AKO CTe NpPONYCHAJIH Aa npHeMeTe AKTesicap Ayo

AKko cte 3a0paBuid Ja NpHeMeTe €Ha 1033, B3CMETE f BEAHara oM CH CIIOMHHTE 3a TOBa H Cliell
TOBa MPOIBIKETE NpHeMa No oOuualinua HauMH. Ako He npreMeTe Baiuara rabnerka chiims AeH,
p3eMeTe oOnuaiiHaTa 1034 Ha caeasaluus aeH. He BiemaiiTe ABOHHA 1033, 34 1a KOMNIEHCHpaTe
MpOMyCHATAaTa 0034,

Axo ¢Te cnpesin npaemMs Ha AKTeacap Hyo .

BakHo e na npuemare Akrencap Jlyo Bceku IieH, ocBeH ako Bamuar nekap He Bu Kaxe npyro. Ako
MMaTe YYBCTBOTO, 4e eheKTbT 0T Akrencap Jlyo e TRppaAe CHNACH WU TBBpAE ¢1ad, TpAOBa fa Kaxkere
Ha Bawus nekap wiH gapMalienT.

AKO HMaTe HAKAKBH AOILJIHUTEIHH BBIIPOCH, CBLP3aHH ¢ yrnoTpedara Ha TOBa IEKapCcTBO, MTOMUTaAHTe
Baiung nekap win ¢papMaLeBT. |

4. Bu3MOKHEH HeXeIAHH peaknHu

KakTo BCHUKH f1€eKapCcTBa, TOBA JIEKAPCTBO MOXE 1a NPEAH3BHKA HEXKCEIAHH PEaKLHH, BLIIPEKH Y€ He
BCEKH T'H MOJy4aBa.

HuxoH HexKeJARH PeAKIHN MOraT Aa 6baaT cepHO3HE N 12 ce HAJIOXKH He3a0aBHA JiexapcKa
HaMeca:

Tpabra BeaHara ga nocerure Baiuug nekap, 8ko UMaTe HAKOH OT CJIERHHTE CHMITTOMH:

Cencuc (uecTo HapuyaH “OTpaBsHe Ha KPbBTA~ - MPEICTABIABA TEKKA HHPEKLMA Ha LICTHA
OpPraHH3bM, ¢ BHCOKA TEMIICPATYpa U YCelllaHe, Ye cTe TexXKO 6onnH), Obp30 noaysaHe Ha KoXaTa H
JIHraBHUMTE (AHTHOEAEM); TE3H HEXC/TAHHN PEaKLMHK ca pelky (Morart na 3acersar ao |1 Ha

1 000 xymH), HO ca U3KIKUYHTEIHO CEPHO3HK Y NaUMEHTHTE TpAOBA Aa CrpaT NPHEMA Ha JIEKapCTBOTO
H Na MOCETAT BeJHAara cBod Jekap. AKo Te3H eeKTH He ce IeKyBaT, Te MoraT Ja Osaat patainHm.
[ToBuiieHa yecTOT2 HA cencHUC € HabJIIoAaBaHa NMPH CAMOCTOATENTHO NPUIOKCHHE HA TEIMHCAPTaH,
ofaue He MOXke a ce H3KMIOUYM H npu ynotpedba Ha Akrencap Hyo.

YecTR Heke1aHH PEAKIHA (MOTAT Aa 3acernar 1o 1 na 10 aymn)
3aMasHOCT, NOAYBAHE Ha rIC3CHUTE (OTOK). '

HeuecTR HexXeJaHHA peaknnn (Morar aa 3acersart g0 1 na 100 aymwn)

ChHAKMBOCT, MUIPEHA, rMaBobonue, U3TpbnBaHe WiIH 6e34yBCTBEHOCT Ha PBLETE HIIH KpaKaTa,
ycellaHe 3a BUEHE Ha CBAT (CBETOBBLPTEXK), 3abaBeHa Chbp/ieHHa YECTOTa, NANNHTALIMH (ChbpLebHeHE),
HHUCKO KPBBHO HAIATaHe (XMINOTOHHMA), 3aMasSHOCT MpH M3NpasaHe (OPTOCTATHYHA XUMTOTOHHA),
3auepBABaHe Ha JIMLIETO, KalwvLa, 6onka B ctoMaxa (abaomuHania 6onka), amapus, NoBaMraHe
(ranene), chpbex, 60NKa B CTABUTE, MYCKYJIHH KpaMIIH, MyCKyJlHa OO/Ka, HEBB3MOXKHOCT 32
noayyaBaHe Ha epekus, cnaboct, rpbaHa 6oska, ymopa, noayBaHe (OTOK), NOBHLIEHH HABA Ha
YepHOAPOOHKTE €HIUMH.

Peaxn Hexke1aHH peakitun (MoraT aAa 3acernat Ao 1 na 1 000 aymn)
Undekiys Ha NUKOYHHA MEXYP, HyBCTBO Ha Thra (JefpecHs), YyBCTBO HA HANPErHaToCT, Oe3chHMme,
KpaTKkoTpaiiHa 3aryfa Ha Chb3HaHUE, YBpEXXIaHe Ha HEPBUTE HA PblIETe U KpaKaTa, NOHWKEHa
YYBCTBHTEJIHOCT 32 AONUP, HApYLIaBaHe HA BKYCOBHTE YCEIIlAHHA, TpenepeHe, NOBpbILaHe,
pa3pacTBaHe Ha BEHLUHUTE, JMCKOMPOPT B KOpeMa, CyXOTa B YCTaTa, ek3eMa (KOXKHO Hapyllek
3ayepBABaHE Ha Koxata, oOpue, Oonka B repba, 60nka B Kpaka, HEOT/IOKHA HY)K/a 38 YPRAIGDA
HOIITA, YCelllaHe, Y€ HE C¢ YyBCTBaTe nodpe (MpuMansBaHe), NOBHICHU HUBa Ha MUK w: 7,

KPbBTA. L/ ok
MHoro peaxs HexeJJaRH peaknHu (Morat aa 3acernar a0 1 na 10 000 aymn) ?i_-_ e
[IporpecuBHa ¢puOpo3a Ha GenoapobHaTa ThkaH (MHTEpCTHLHANHA OenoapobHa bone
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HHTEPCTHUKATHA TTHEBMOHHA Y MHEBMOHHSA C MOBHLICHO KOJIHYECTBO €03HHOMHIIHH KIICTKH]).

ClieIHHTE HEXKEJIAHH PEaKLMK ¢a HabmonaBaHH MpH aKTHBHHTE BEIIECTBA TeAMHCAPTaH AIH
aMJIONIMNHH W MOTAT Aa BL3HUKHAT ¥ 1pH AkTescap Hlyo:

Teamucapman
[Tpy nauMeHTH, IpHEMAILN TETMHCAPTaH, NPHACKEH CAMOCTONTENIHO, C& CHOOLICHH CASAHHTE
JOITHITHHTEJIHK HEXKETAHH PEaKilHH:

HegecTr Hexenann peaknnH (Morar aa 3acersart a0 1 na 100 nhymn)

HHdeKUHH Ha YPHHAPHHUSA TPAKT, HHPEKLIMH HA FOPHUTE AHXATENHH MbTHiIA (HANp. BB3MANCHO I'bpIo,
Bb3MNaTIEHH CHHYCH, MPOCTYAa), HEJOCTHI Ha YEPBEHH KPBLBHH KIIETKH (aHeMisA), BACOKH HHBA Ha
KaJIMH B KPBBTA, 3abXBaHe, NOAMYXBaHe, YBEIHYEHO H3NOTABAHE, YBpeNJlaHe Ha ObOpeunTe,
BKJIFOYMTETHO BHE3AMHO crnupaHe Ha pabotaTa Ha OLOpeLTe, NOBULICHH HHBA Ha KPEATHHHH.

Peaxu HexkeTaHH peakudu (Morat aa 3acerHat Ao 1 na 1 000 nymmu)

HapacTpaHe Ha Opod Ha HAKOH OenH KPLBHH KNEeTKH (€03HHODUNNUA), HUCBK Dpoil TpoMOOLIHTH
(TpoMOGoLMTONEHNMA ), aNepruuHa peakuus (Har. oOpHB, CbpOeXK, 3aTPy AHEHO NHILIAHE, XPHNTEHE,
NOAYBAHE HAa JULETO HIH HICKO KPBbBHO HANATAHE), HUCKY HHBA HAa KPBbBHATA 3aXap (NpPH NAIKEHTH C
nuaber), 3pUTEITHO HAPYLIEHHE, YYECTEH CbPACUEH PUTHM, pa3Apa3HeH CTOMax, HapyLleHa
uyepHoapoOHa ¢GyHKIMA, KOMPHBHA Tpecka (YPTHKapHi ), JISKapCTBEH OOPHB, Bb3NalleHHE Ha
CYXOXWIHATA, rpunonoaobHo 3abonasane (HanpuMep MycKyiHa Oonka, 0d1a oTTrIaaHaNIoCT),
NOHWXKEH XeMOTr100HH (KphBeH NPOTEHH), MOBHLIEHK HUBA Ha KpeaTHHHH(pOCHOKHHA3a B KPbLBTA,
HHCKHY HHBA Ha HATPHH.

[ToBeueTo ciiydan Ha HapylleHa YepHoapoOHa PyHKLMA U YepHOAPOOHO HapYUIEHHe, YCTAHOBEHH NpH
OCTMAPKETHHIOBUA OTUT C TEIMHCAPTAH, Ca BB3HHKHAIH TPH ANMOHCKH NALMEHTH. Te3H HeXeNaHH
PeaKkiidH € NMo-BEPOATHO Aa Bh3HUKHAT NMPH AMOHCKH NALHEHTH. |

C Hen3BecTHA 9ecTOTA (MECTOTATA He MOXKe A2 Obae onpede/ieHa OT HATHYHHTE AAHHH)
HUHTecTHHaNeH aHroeaeM: IoAyBaHE HAa YEpBAaTa, NPOosBABALLO C€ ChC CHMITTOMH KaTO KOpEMHAa
Ooska, rajieHe, NOBpPBAHE U THapHa, ce ChoOlLaBa cliel yrnoTpedaTa Ha CXOAHU NPORYKTH.

Ampoounun
[Tpy nauyeHTH, NpUeMally aMIOHITHH, PHJIOKEH CAMOCTOATENHO, ca CHOOIIEHH CICAHHUTE

JOITBJIHUTECIIHH HCXKC/IAHN PCAKLIHA.

YecTH HEXEIAHH peakunn (MoraT Jaa 3acersar 0 1 sa 10 aymmn)
[IpoMsHa B pUTBbMA Ha U3XOXKJAHE, JUAPHA, 3aM€EK, 3PHTEIHH CMYLICHHS, ABOHHO BHXKAaHe, MOAYBaHEe
Ha IJIE3E€HHTeE. |

- HevecTn Hexe1aHH peakiun (MoraT aa 3acernar go 1 Ha 100 aymn)

[IpoMeHH B HACTPOEHHETO, 3PHTENTHO HapyllEHHE, IyM B YUIHTE, 3aAbXBaHe, KMXaHe/Xpema, koconag,
HeoOHualiHa NosABa Ha CHHMHH H KBEpPBeHe (HAPYLICHHE Ha YEPBEHUTE KPbBHU KJICTKH), MPOMAHA B -
1IBETA Ha KOXaT4, YBEJIHWYECHO U3MOTABAHE, 3aTPYAREHO YPHBHpaHE, MOBUILCHA HYXK/Ia OT YPHHHpaHE,
oco0eHO npez HOLITA, HAPACTBAHE HA MbPAMTE NPH MBXKe, O0JIKa, MOBHLLEHO TET/I0, NOHHWKEHO TETJI0.

Peaxkn nexeaant peaknun (MoraT aa 3acernar o 1 na 1 000 aymn)
O6BbpKaHoCT.

MHuoro peaxks Bexe1aHH peaknul (MoraT Aa 3acernar a0 1 na 10 000 axymn)
HamaneH 6poii 6enu KpbBHH KIeTKH (JIEBKOMEHUA ), HUCBK Opoit TpoMOoumTH (Tpombo
aNieprayHa peakuua (Hanp. oGpuB, CuPOEK, 3aTPYAHCHO AHIIAHE, XPHITTEHE, TIOAYBAaHE
HHCKO KPBBHO HIAraHe), BHCOKH CTOHHOCTH H3 KPbBHATA 3aXap, HEKOHTPONHPYEMO r
pe3KH JABWKEHUS, Chp/ietieH MIPHCThI, HEPaBHOMEPEH CbPACHEH PUTHM, BH3INAIEHHE Hj
ChJIOBE, BL3MaJeHHE HAa NaHKpeaca, Bb3NajlleHHe Ha CTOMAalHaTa 0OBHBKa (FaCTpHT),
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XHITEHHLA, OBP30 NMOAyBaHE Ha KOXKATa U JIMFaBHUMTE (AHTHOELEM ), TEXKKH KOXKHH PEAKLIHH,
KOTIPUBHA TpeckKa (YPTHKAPHA ), TEXKKH anepruiHH peakunH ¢ 0OpyBH NoAa popMaTa Ha MEXYPH HO
KOXATA U JIMraBHUMTE (eKcOoNMHATHBEH AepMATHT; CHHAPOM Ha CTHBBLHC-/PKOHCHH), NOBHILICHA
YyBCTBHTEJIHOCT HA KOXKAaTa NpPH U3jlaraHe Ha CTbHUE, MOBHILIEHO HAMIPEXKCHHE B MYCKYJIMTE.

C nen3BecTHA 4YecTOTA (MeCTOTATA He MoOXKe 14 Obe onpeaesiena 0T HAJHYHHATE JAHHH)
Texxu anepruuHH peakuuH ¢ oOprBH noa GopMaTa Ha MEXYPH NO KOXKATA H JTMHraBHLNTE (TOKCHYHA

ernuaepMaHa HEKPOIH3a).

Cro0maBane BAa HeXeJIAHA PEAKNAHE

AKO NnoTyuHTe HAKAKBH HEXKEJIaHH JIEKApPCTBEHH peakLuH, yBeaomeTe Bauimsg nekap win gapMauesT.
ToBa BK/1I04YBA BCHUKH BE3MOXKHH, HEOMHCAHM B Ta3H TIUCTOBKA HEXE/TaHKU peakLmi. MoxeTe Chilio na
ChODOLLHTE HEXKENGHH PEAKLIMH JUPEKTHO Ype3 U3nbaHUTEIHA areHLMs No 1eKapcTBara, yi. ,,JlaMau
I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiiT: www.bda.bg. Kato crobiapare
HEXKENaHH peaKLHH, MOXKETe Ja JafeTe CBOS NPUHOC 3a NI0JyYaBaHe Ha NoBeve HHPOpMaLHa OTHOCHO
GesonacHoCTTa Ha TOBa JIEKApCTBO.

5. Kak aa cpxpansBate Akteacap dyo
Jla ce chxpaHaBa Ha MACTO, HEJOCTBITHO 3a AeLa.

He u3mnon3Baifte TOBa JEKapPCTBO CJIeA CPOKA Ha rOAHOCT, OTOENA3aH BBPXY KapTOHEHAaTa OMaKoBKa H
oauctepa caen “I'ogeH 1o:”. CpOKBT Ha rOAHOCT OTFOBapsA Ha MOCICAHUA ACH OT MOCOUSHHA MECELL.

ToBa nEKapCTBO HE H3HCKBA CNCLUMANIHH TEMIIEPAaTYPHH YCIOBHA 3a ChXpaHEHHE.
a ce chxpaHsBa B OpUrHHANHA ONAKOBKA, 3a J1a Ce MPEeAnasH OT CBETNIHHA.

He u3xBBLpngiiTe NeKapcTBaTa B KaHAIM3AUMATA WIH B KOHTEHHEpa 3a AOMAIHH OTNAABLM.
[Monuraiite Bawina ¢papMaLeBT KaK Aa H3XBBLPJIATE AEKAPCTBATa, KOHTO BEUE HE H3no/3Barte. Te3u
MEPKH 11l€ CTIOMOTHAT 3a OMa3BaHe Ha OKOJIHATa Cpe/a.

6. CoanpxkanHe HA ONAKOBKATA H JONBbJAHHTEINE HAPOPMALIHS

Kakpo cbabpxa Axtescap Ayo
- AKTHBHHTE BELIECTBA Ca TEIMHCAPTaH U aMJIOAHIHH.

Axtencap Ayo 80 mg/S mg Tabnerku
Bcaka Tabnerka cbabpxa 80 mg renmucapTaH ¥ 5 mg aMJIOZHITHH (KaTo aMJIOAHITHHOB
6esunart).
Axtencap Jlyo 80 mg/10 mg Tabnetku
Beska Tabnerka cuabppxa 80 mg tenmucapran U 10 mg aMnoaunUK (KaTo aMJIOQUITHHOB
He3unar). |

- Hpyrure cheraskd Ha Axrencap Jyo 80 mg/5 mg TabineTkH ca MUKPOKPHCTAIHA UETY/1034,
KPOCTMIOBHUAOH, YEPBEH xkeneseH okcua (E172), marnesueB cTeapar, LlapeBHYHO HHLIECTE,
MaHHUTOJ, MEMTYMHH, NOBHAOH K25, konouacH 6¢3801€H CHIHLIMEB AHOKCHA, HATPHEB
XMIPOKCH], NPeKeNaTHHH3UPAHO HHHIECTE (MONYUEHO OT LapEBHYHO HHILECTE),

- Hpyrute cheTaBku Ha Akrencap Jlyo 80 mg/10 mg Tabnerkn ca MUKpOKPHCTANTHA LIETYJI03A,
KPOCMOBHIOH, XBJIT kene3eH okeua (E172), marvesunes creapar, LapeBHYHO HHILECTE,
MAHUTOJ1, MerfIyMHH, NoBHAOH K25, kononaeH 6e3B0eH CHIIMLIMEB THOKCHA, HATPHEB

Kax u3riexaa Axrescap [lyo n KakBo ChbABPKA ONAKOBKATS

Axrencap [lyo 80 mg/5 mg Tabnetku ca apycnoiiny TabneTky, Oenn WM NouTH
CTpaHa H pO30BH OT ApYyrata CTpPaHa, ¢ MPHEMIIMBH JIEKH NEThHLA OT PO30BaTa
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ABOWHOM3ITBKHANU ¢ pa3Mepu npubnusuTtenHo 15 x 7 mm.

Axrencap lyo 80 mg/10 mg tabneTky ca ABycaoiHH TabneTky, Oenn uny nouTH Oenu OT eaHaTa
CTPaHa W XBIITH OT ApYyrarta CTpaHa, ¢ MPHEMITHBH JIEKH NeTHHIA OT XBJITara CTPaHa, MPOALJIrOBaTH,
ABOHHOM3ITBKHAIH ¢ pa3mMepH npubaniznrenHo 15 x 7 mm.

OnakoBku ot 14, 28, 30, 56, 90, 98 Tabnetkn B AI/OPA/AI/PVC Gauctepn.

He BcHuxy BHOOBE ONAKOBKM MOrart Ja ObJar IycHaTH Ha nasapa.
IpuTexkaTe,] HA pa3pelIeHHETO 32 YNOTpeda M NPOR3BOAHTE

IIpATexaTe 1 HA pa3pelieAHeTO 33 ynoTpeda
TevaB.V.

Swensweg 5
2031 GA Haarlem

Hunepnasams

IIpor3soanTen

Zaklady Farmaceutyczne POLPHARMA S.A.
(Pharmaceutical Works POLPHARMA S.A))
ul. Pelplinska 19

83-200 Starogard Gdanski

IToniua

ToBa 1eKapcTBO € paspewieHo 3a ynorpe6a B AbPKABHTE - 1JIeHKH HA EMII nox chenHuTe
HEMEnAa:;

["epmanusa: Actelsar Duo 80mg/5mg Tabletten
Actelsar Duo 80mg/10mg Tabletten
buarapus: Axrencap Jlyo 80 mg/5 mg tabnerku

Axtencap Ayo 80 mg/10 mg Tabnerku

JaTa Ha mocCJeXHO Npepasraexaane Ha aucroskara — 01/2025
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