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Actelsar Duo 80 mg/10 mg tahsets- e Vo ...

TeAMHACAPTAH/aMJIOAUNHH
(telmisartan/amlodipine)

IIpoueTeTe BHEMATENHO UAJIATA JHCTOBKA, IPEIH A 3A009HETE A2 NMPHEMATE TOBA JIEKAPCTBO,

Thil KaTo TH ChABLPXkA BAKHAR 32 Bac nHdopManns.

- 3ana3zere Ta3zu TMCTOBKA. Moxe na ce HAJIOXKH J1a S [TPOYETETE OTHOBO.

- AKO HMaTe HAKAKBH JOITHJIHHTENHH BBIIPOCH, NONUTaNTe Baluus nexap Win cbapMaueBT

- ToBa nekapcTBo € npeAnyMcaHo nu4Ho Ha Bac. He ro npeorcrensaiite Ha Apyru xopa. To Moxe
1a UM HaBpeaH, HE3aBUCHUMO Y€ NPH3IHALIMTE Ha TAXHOTO 3a00s1BaHe ca ChUIMTE KaTo Balure.

- AKO NONyYHdTe HAKAKBH HEXENIAHH peakumnH, yseaoMere Bauiug nexap win ¢papmanesT. Tosa
BKJIKOYBA H BCHYKH Bb3MOXXHH HEXKEJIaHHW peaKkLMH{, HEOITHCAHH B TAa3H JIMCTOBKA, Bibkre
TOUKA 4.

KaxkBo ¢baALPMkKaA TA3H JIHCTOBKA

KakBo npeacrasnaBa Akrencap Jlyo H 3a KaKBO C€ U3M0JI13Ba
KakBo TpsOBa na 3uaere, npeau aa npueMere Akrencap Jdyo
Kak na npuemare Axrencap Jdyo

B13MOXHM HeXeEMaHU peakLnK

Kak aa cexpanspate Akrenacap yo

ChrAbpaXaHHE Ha ONMAKOBKATa M JAOMb/IHUTENHA KHQOpMaLKS

AN i e

1. Kakso npeacrapagsa AKrescap Adyo m 3a KakBo ce H3non3Ba

Axtencap [lyo TabneTku cbabpaa 1B aKTHBHH BELLECTBA, HAPEUCHH TEIMHCAPTaH H aMJIOJHITHH,

Bcesako eaHO OT Te3M BELIECTBA CIIOMAra 3a KOHTPOANpaHe Ha BHCOKOTO KPbBHO HAJIATAHE:

¢ TeIMHACApTaH MPUHALJICKH KbM rpyna BELICCTBA, HApeYEHH “aHrioTeH3HuH lI peuenropuu
6nokepr”. AHruoTeH3uH Il e BelecTBo, 06pa3yBaHo B OpraHu3Ma, KOETO Mpean3BHKBA CBHBaHE
Ha KPhBOHOCHHTE CHAOBE, KaTO MO TO3H HaMHH MOBHIIABA KPLBHOTO Hansrase. TenmMucapraH
aencraa, kato Onokupa edekra Ha aHrHoTeH3uH ll.

. aMJIOAMITHH NPHHAVIEKH KBM I'PyIa BEUIECTBa, HAPEYEHH “OJIOKEPH Ha KaJILMEBHTE KaHaTH”
AMITOHINKWH CIHpa NPEMUHABAHETO Ha KANLHH B CTEHATA HA KPHBOHOCHHUTE CHAOBE, KaTo Mo
TO3H HAYHH CMHPa CBHBAHETO Ha KPbBOHOCHHUTE ChIIOBE.

Tosa 03Ha4aBa, 4e H 1BETEC AKTUBHHM BELLECTBa AEICTBAT 3a€HO, 3a 44 TOMOTHAT Na Cnpe CBUBAHETO Ha

KPBLBOHOCHHUTE ChAOBe. Karo pe3ynrat, KpbBOHOCHHTE CBIOBE CE€ OTIYCKAT H KPBBHOTO HajiAraHe ¢¢

NOHWXKABA.

Aktencap J{yo ce H3nos3Ba 3a JiIEMEHHE Ha BUCOKO KPBbBHO HAIATAHE

o MpPH BB3PACTHH NALMEHTH, YHETO KPBBHO HAJIATAHE HE € AOCTATHYHO A00pe KOHTPOIHPAHO ¢
aMJIOIMNHH, NPHJIOKEH CAMOCTOATEITHO.

. NpPKU BHIPACTHH MALMEHTH, KOUTO Beue NPHEMAT TEIMHCAPTAH X aMJIIOAHITHH K3Fa-UTHAGAL
TabNeTKH, H KOUTO JKEIAAT, 3a yA00CTBO, BMECTO TAX Ja MPHEMAT CHLUHTE JLf w,tﬁﬂi’ﬂ 1y
Tabnerka.

AKO He Ce JIEKYBa, BACOKOTO KPbBHO HA/IAraHe MOXKE [1a YBpEAH KPbBOHOCHHUTE

e RS r'
OpraHH, KOeTo H3JIara MaluMeHTHTE Ha PUCK OT CEPHO3HH HHIMAEHTH, KATO CHPACHER HEDAPKT,: =~ / & /.
AN
chpAeuHa WiK 6p0peyHa HeOCTATBHHOCT, MO3BUEH HHCYNIT WiH cienoTa. OOHKYOBEHO HAMa - . * /
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CMMITTOMH Ha BHCOKO KPhBHO HaliAraHe, npejiM Aa Bb3HHKHE yBpexJaaHe. [lopaau ToBa € BaXHO
PEAOBHO Ja C€ U3MEPBa KPBBHOTO HaNAraHe, 3a Ja ¢e NMpoBepH AAJH TO € B HOPMAIHH IPaHHLIM.

2. Kakso Tpu0Ba 1a 3uaeTe, npean 1a npaemeTe Axkteacap Jyo

He npaemaiite Axteacap ldyo

o aKo CTE aJIEPrHYHH KbM TE/IMHCAPTaH WIKH aMJIOJMIIHH, HIIH KbM HAKOA OT OCTAHAJINTE
CbCTABKH Ha TOBA JIEKapcTBO (M30pOeHH B TOUKa 6).

. aKo CTe anepru4Hy KbM APYTH JIEKApPCTBa OT AUXUAPONIHPHIWHOBHA THN (BHI OnOKepH Ha
KaJI{HEBHUTE KAHAJH).

° aKo cre OpemeHHa cien TpeTHs Mecell (ynotpeGara Ha Axrencap Jlyo e no-a00pe aa ce uzdarsa
CHILO ¥ NPH paHHa OpeMeHHOCT — BUKTE Touka bpeMeHHoCT).

. aKko HUMAaTe TEXKKH YepHOAPOOHH npobaeMH KK 3amyHIBaHe HA HTBYHHTE MLTHILA (MPoOIEME C
APEHHPAHETO HA XKITHYKATA OT HEPHHUA APOD H MUTLYHHA MEXYD).

. aKo UMATE CTECHABAHe HAa aOpTHaTa KJana Ha cbpLeTO (a0pTHA CTEHO3a) WIH KapAMOreHEeH LOK
(CHCTOSHHE, MPH KOETO CHPLIETO HE MOXKE Aa CHabaaBa TANOTO ¢ ROCTATHYHO KPBB).

° aKO CTPanaTe OT ChpAEYHa HEAOCTATHYHOCT CNIEA NPEKHUBAH ChpIeYEH yaap.

. aKko ¥Marte anaber Wunu HapyuieHa 6BOpeuHa QYHKLUHA H C€ IEKYBaTe C JIEKAPCTBO 32

NOHHXKABAHE HA KPBbBHOTO HANATAHC, CHABPXKAIIRC ANTHCKHUPCH.

AKO HAKO€ OT rOpPenocOuEeHHTE CHCTOSHUS ce OTHaca 3a Bac, Tpabsa na kaxere Ha Bainua nekap wiu
dapmaueBT, npeau ga npvemete Akrencap Jyo.

IIpenynpexeHRS H npeAna3sHH MEPKH
MosopeTe ¢ Bauins nekap, npeaw aa npuemete Akrencap Jlyo, ako CTpajaaTe HiH HAKOra CTe
CTPaJajiH OT HAKOE OT CIEAHHTE CHCTOAHHA WK 3a00N14BaHHA.

. 6u6peuHo 3abongasaHe win 6L6peyHa TpaHcNaaHTaLuA.

. CTECHABAHE Ha KPLBOHOCHHUTE ChAOBE Ha €AMHMA WK Ha nBaTa 6b6peka (cTeHo3a Ha OBOpeuHa
apTepHs).
yepHoaApoOHO 3abonaBaHe.

CBLpAEYEH npodnem.

MOBHILIEHH HHBA HA aJIOCTEPOH (KOETO BOAY A0 3aJbpXKaHe Ha BOIA H COJIH B TAIOTO,
NpHAPYXEHO OT HapyluaBaHe Ha OanaHca HAa Pa3THYHUTE MHHEPAIH B KPBBTA).

. HHCKO KpPBbBHO HajiiraHe (XMMOTOHMA), KOETO € Bb3MOXKHO 1a Bb3HHKHE, aKO CTe
AexuapaTHpaHu (npekoMepHa 3aryba Ha Boaa OT OPraHu3Ma) MK aKo MMATe HEAOCTHT HA COJIH,
[opajy e4eHne C AUNYPETHLH (,,06e3B0aHABAILHN TabNeTKH ), IHETa C HHCKO CHABPKAHHE HA
COJI, AMAPHA WIH NMOBPBILAHE.

MOBUIICHHA HMBA HA KAJIMIA B KPBLBTA.

nuaber.

CTECHEHHE Ha aopTara (a0pTHa CTEHO03a).

rpbaHa 6onka, KOATO MOXKE 12 C€ CBBHPHKE CbC CHPUETO, BK/IIOUHTENHO NPH NMOKOH WIH MpH
MHHHMAJTHO (H3HYECKO YCHTHe (HecTabuiHa CTeHOKapaus).

* ChpAEYEH NPHCTHIN Npe3 NOCACAHHTE YETHPH CEIMHLH.

I'oBopeTe ¢ Bawus nekap, npeau Aa npuemere Akrencap yo:

. aKO NpHeMaTe HAKOE OT CNECHUTE /IeKapCcTaa, H3NOA3BaHH 3a JICYEHHE HA BUCOKO KPBLBHO
HasATaHe:
- ACE nHxuOuTOp (HanpuMep eHananpwi, JU3UWHONPWI, PaAMHIIPHIT), 0CO

umarte O6L0peunn npobnemu, cBbp3aHu ¢ guaber.

- AJTHCKHUPEH. |
BawusaT iekap Moxe nepHogu4Ho Aa npoeepasa 6u6peynata Bu QyHk
HAJIATAHE W KOJHYECTBOTO Ha €/IEKTPOJIHTUTE (HAIIPHMEP KATHA) B KPb
nHopMauunsTa, o3arnaseHa “He npuemaiite Akrencap lyo™.

. aKo CTe B CTapyecKa Bb3pacT v no03ata Bu TpaGsa na 6bae ysennueHa.
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B cnyuaii Ha XHpypruuecka ornepaups WiM ynoiika TpaOBa Aa Kaxere Ha Bawmus sniekap, ye npHeMarte
Axrencap Hyo.

Hdeua | 10HOIIH
Akrencap Jlyo He ce npenopbuBa NMpH Acia U WHOLUY A0 18-roauiuHa BL3pacT.

Apyru JexapcTBa B AxkTeacap Jyo

Tpabsa na xakere Ha Bamus nekap win ¢apManeBT, ako TIPHEMATE, HACKOPO CTe NPHEMAaTH WK €
BBL3MOMKHO A2 NpHEMATE APYry NekaperBa. Moxe aa ce Hanoxku Bawuar nekap nAa npoMeHH 103aTa Ha
TE3W IEKAPCTRA WM J1a B3eMe JpYTrH Npeana3Hd Mepku. B Hakou cimyyan Moxe aa € HeobxoauMo Ja
cripeTe NpHEMa Ha HAKOE OT JieKapcTBaTa. ToBa ce OTHACH OCODEHO 3a NeKapcTBaTa, NOCOUEHH MNo-

a0ny:

. JIeKapCTBa, ChABLPXKALLH JIUTHIH, U3MOI3BAHM 34 JICHEHUE Ha HAKOU BHAOBE ACIPecH.

. JIeKapCTRA, KOUTO MOTAT J1a NOBUILAT HHBOTO Ha KAMUMH B KPBLBTA, KATO KATHH-CbAbpXKaLIH
3aMECTUTEIHM Ha POTBAPCKATA COJI, KAIMH-ChXPaHABALLH AUy PeTHLM (HAKOU ,,00€3BOAHABALIH
TabneTku™).

. aHruoreH3uH Il peuenrropHn OoKkepH.

. ACE HHXMOHTOpPH WIIH aJIHCKHPEH (BHKTE Chill0 HHOOPMALIHATA, osarnaseHa “He npueMaiTe
Axrencap [yo” 4 ,JlpeaynpexacHns u npeana3Hi MEpKH®).

. HCTIBC (HecTeponaHH NpOTHBOBB3NAIMTEIHHA CPEACTBA, KaTO ALETHWICATHUWAOBA KHCEITHHA

Wi uoynpoden), xenapui, HMYHOCYNIpecopH (HaMpHMEp UMKIIOCNOPHH HIH TAKPOJIHMYC) H
aHTUOMOTHKA TPUMETOIPHM.
pudaMnULKBH, ePUTPOMHULNH, KIAPHTPOMULIMH (aHTHOHOTHLM).
XKBIT KAHTAPUOH.
AaHTponeH (HHGY3UA NPH CHIHO NOBULIIABAHE HA TEIECHATa TEMIIEPATYpa).
JEKapCTBa, KOMTO CE M3MION3BAT 3a MPOMAHA Ha HA4YMHA, NO KOHTO AcHCTBA HMYyHHaTa Bu
CHCTEeMa (Hanp. CUPONTUMYC, TEMCHUPOJIHMYC H €BEPOJTHMYC). |
. nekapctia npotue XUB/CITUH (nanp. putoHaBHp) UM 3a leyeHHe Ha reOHYHN HHPEKLIMH
(Hanp. KETOKOHA30J1). |
OWNTHA3EM (JIEKapCTBO 3a CHpLE).
o CHUMBAacCTATHH, 34 JICYEHHE Ha ITOBHILICHU HUBA HA XONIECTEPO.

JAHTOKCHH.

KakTo npu ApyrH JiekapcTBa 3a NOHW>KABaHE Ha KPBBHOTO HansAraue, edexTsT Ha AkTencap Jlyo Moxe
aa 6bne Hamanel, korato npuemare HCIIBC (HecTepOHAHH NPOTHBOBBINANUTENIHH CPEICTBA, HAMP.
aLleTHICATTMLKIOBA KMCENTHHA HAH HOYNpodeH) uan KOPTUKOCTEPOUIH.

Axrencap Jlyo Moxke Aa 3aCUITH €(EKTa HAa MOHIKABAHE HA KPbBHOTO HaJAraHe Ha ApyrH JeKapCTBa,
KOUTO Ce H3MOJI3BAT 3a JleueHHe Ha BHCOKO KPbBHO HANATAHE WM Ha N1eKapCTBa, KOWTO NOTEHLHAITHO
OK1Xa MOIJIM 213 MOHKAT KPbBHOTO HanaraHe (Hanp. 6axnodeH, aMHPOCTHH, HEBPOJIENTTHLIH HIH

AHTHACTIPECAHTH).

AxTesicap Ayo ¢ xpana, HAOHTKH H 2JIK0X0.]
HHCKOTO KpbBHO HansraHe MoXke Aa ObAe ROIMBJIHHTENIHO NOHKKEHO OT alKoXolt. Moxe na ycerure

TOBA KATO 3aMadHOCT, KOraTo CC H3NpaBATC.

He tpa6pa na xoHcymuparte rpeiingpyT wid cok ot rpeiindpyT, koraro npuemate Akrencap Jlyo.

ToBa ce Hanara, Thit KaTo NMPH HAKOH NALIMEHTH rpeindpyTLT H COKBT OT rpeﬁn 2% ?}K
NOBEAAT A0 MOBHILABAHE HA KPBBHHTE HHBA HA AKTUBHATA CHCTABKA aMJIOLHI hs

X o, r“»‘
MOHIKABALLKA KPbBHOTO HanaraHe edexkt Ha Akrencap Myo. ,@ [ iyl M’ Q)
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Tpabsa na xaxkere Ha Bammsa nekap, ako cMATaTe, 4e MOXKe Ja CTe Gpemeﬂua 3 n,ﬁ aHHpaTe h@ﬁ //
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opemenHocT. O6ukHoBeHO Bamuar nekap we By nocheeTBa Aa NpeycTAHOBHUTE NPpUEMa Ha AKTelcap
Hyo, npean 1a 3abpeMeHeeTe WK BEAHAra IOM pasbeperte, ye cTe OpeMeHHa U e Bu nockBeTBa 1a
MpHeMaTe Apyro aexkapctso BMecTo Aktencap Jlyo. Akrencap [lyo He ce npenopbsyBa B paHHa
GpemMeHHOCT ¥ He TpaOBa Aa ce NpHeMa, ako cre OpeMeHHa Cliel TPETHA MeceLl, Tbi KaTO MOXKeE
cepHO3HO Aa yBpeau Bawero 6ebe, ako ce ynotpebaBa cie TpeTHA Mecell 0T OpeMeHHOCTTa.

KnpMmeHe

YCTaHOBEHO €, Y€ aM/IOAMNHH IPEMHHAaBa B KbpMaTa B MaJIKH KOJTHYECTRA.

Tpabsa na kaxere Ha Bains nexap, ako KbpMHTE HJIH HMaTe HAMEPEHHE A 3aMno4YyHeTe Aa KbPMHTE.
Axrencap JIyo He ce npenopbyBa Ha MaKK, KOWTO KbpMAT ¥ Baluusar nekap mMoxe aa uidepe Apyro
neueHHe 3a Bac, ako uckare na kbpMHTe, ocobeHo ako Bamero 6ebe ¢ HoBOpoAEHO WIH € POACHO

NpeXxXAeBPEMEHHO.

[TocuBeTraiiTe ce ¢ Bawins nexap unu gapMauesT npeau ynorpedara, Ha KOETO H J1a € J1eKapCTBO.

Illodupane n pabora ¢ MAIIHHH

HsakoH Xxopa MOTaT Ja H3MMTAT HEXENAHHU peakly, KaTo KpaTKoTpaiHa 3aryda Ha Cb3HaHue,
CBHHJIHBOCT, 3aMassHOCT WIH yCelllaHe 3a BUCHE Ha CBAT (CBETOBBPTEXK), KOraTo ca NoA/10KEHH HA
NIeYEHHE 38 BHCOKO KPbBHO HanAraHe. AKO H3NUTBATe TAKMBA HEXEJIAHN peakluuM, He wodupaiite 1
He paboTeTre ¢ MallWHH.

Axrteacap Ayo cbanpxa naTpui
ToBa nekapcTBO ChALPXKa NO-Manko oT | mmol Harpuit (23 mg) Ha Tabnerka, T.e. MOXKE Ia C€ Kaxe,

4ye NPAKTHYECKK HE ChABbPIKA HATPHH.

3. Kak a1a npaemare Axtencap JAyo

BuHaru npuemaiite Topa nekapcTBO TO4YHO KakTto By ¢ ka3an BawmsaT nekap. AKO He CT€ CHIYpHH B
Hello, nonuraiite Baiua nekap unu gapMalieBT.

[TpenoprunTenHaTa ao3a € eaHa tabnerka aHesHo. OnuraiiTe ce aa nmpuemare Tabnerkata no eRHO H
CBLIO BpeME BCEKH JEH. |

Moxke 2a npuemate Aktencap Jlyo cbwe wiH Oe3 xpana. TabneTkure TpabBa Ja ce NOTIBIIAT C MATIKO
BOJa WM Apyra De3aKOoXOJIHa HaNUTKa.

Ako uepHuaT Bu apo6 He ¢yHKkuMoHMpa npaBiuiHo, o0H4aliHaTa 103a He TpaOBa Ja HaJBHIABA €HA
tabnertka ot 40 mg/5S mg nnu egHa tabnerka ot 40 mg/10 mg nqueBHO.

AKO ¢Te NIpHeJIH NoBe4e OT HeobxoaumaTa x03a Akreacap Jlyo

AKO CclIy4aiHO CT€ npyend TEbpJe MHOro Tab/IETKH, CBBpKETE ¢ HeaabaBHO ¢ Bawua nexap,
dapmaLieBT WAH ¢ HA-ONN3KUs LEHTDP 32 cnelllHa noMoLl. Be3MOXHO € 1a HMaTe HHCKO KPbBHO
HandaraHe H ¢bpucbuene, CroblieHH ca CbLIO Taka M HAMaNABaHE HA ChPACYHATA YECTOTA, 3aMasHOCT,
HaMa1eHa Ob0peyHa QyHKLMA, BIIIOUUTENHO 660peuHa HeAOCTATLYHOCT, 3HAYHTENHO H
MPOAb/OKHTENTHO MOHWXEHHE HA KPbBHOTO HANATaHe, BIINIOYHTEIHO IHOK H CMBPT.

[MoBHULIEHO KOJHHECTBO TEYHOCT MOXKeE Aa ce HaTpyna B Oenure apobose (6enoapobeH oTok),
NMPHYHHABANKH 3aXyX, KOWTO MOX€E Aa ce pasBue 10 24-48 yaca cneq npueMa.

AKO cTe NPONYCHAJH A8 npHeMeTe AKkTescap dyo

Ako cTe 3a0paBHIH Aa NpHEMETE eAHa 1034, B3eMeTe 1 BEHAra oM CH CIo BaTOBA e

TOBA MPOABIDKETE NpueMa No oGuyaiHus HauMH. AKo He npuemere Bawara/yag Gl"l?{lfmil‘:l 14,
B3eMeTe oOHvaiinaTa 103a Ha crieasawua AeH. He B3emaiiTe ABOHHa 1033, Mqﬁi‘reﬁ"dﬂph‘rb\ o,
nponycHaTara jo3a. PR IR A
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AKO cTe cnpe,H npuema Ha Akreacap /lyo
Baxkno e ga npueMate Axrencap JIyo BcekH ieH, ocBeH ako Baiuar sekap He Bu xaxke apyro. Ako
UMaTe YyBCTBOTO, 4e eexThT OT AkTencap Jlyo e TBBpAE CHICH WIH TBBpAE ¢1ab, TpAOBa Aa kaxeTe

Ha Bawiua nekap win gapMalesT.

AKO ¥MaTe HAKAKBH AOITb/IHHTEIHH BLIPOCH, CBHP3aHH C ynotpebara Ha TOBa IeKapCTBO, MTOMUTAKTE
Bamus nekap Win cbapmauea'r

4, BL3MOXKHH HEKEJIAHH PeaKniHH

KakTo BCHUKH JIEKapCTBA, TOBA JIEKAPCTBO MOXKE Jla NPEAU3BHKA HEXKENTaHH PeaKLMH, BBIIPEKH Y€ HE
BCEKH I'M MOMYYara.

Hsxon HexkeJIaHH PEAKIIAH MOIAT A2 OBLAAT CepHO3IHH H 1A ¢¢ HAJIOKHA He3a0ABHA JIEKAPCKA
HaMeca:

TpaOra BeaHara aa nocerure Bawus nekap, ako HMATE HAKOR OT CNIEHHTE CHMITTOMHA:

Cencuc (4eCTO HapH4aH “OTpaBsHEe Ha KPbBTa” - MPEACTABIABA TEXKKa HHPEKLMS HA LieHs
OpraHH3bM, ¢ BUCOKA TEMIIEPATYPA U YcelllaHe, Ye CTe TeKKo OOoNHM), OBbp30 nogyBaHe Ha KoXara K
NUraBULIMTE (AHTHOEAEM); TE3H HEXKEIIAHH peakiiuy ca peku (MOraT Aa 3acerHaT Jo | Ha

1 000 aywH), HO ca H3KTIOUYHTENHO CEPHO3HH H MAaLHEHTHTE TPAdBA fa crpar npMeMa Ha JIeKapCTBOTO
M J1a TIOCETAT BEAHAra CBOA JeKap. AKO Te3H eeKTH He Ce IEKyBaT, Te Morar ja 6baar (aranuu.
[ToBHILEHA YeCTOTA Ha CENCHC € HabmoaaBaHa MpyU CaMOCTOSTENHO NPHAOKEHHE Ha TEJIMHCapTaH,
ofaue He MOXe 12 ce H3KTIOUH M nipu ynorpeda Ha Axrencap [lyo.

YecTH HeKENARH peakiul (MOraT aa 3acernat ap 1 Ha 10 aymn)
3aMasHOCT, NMOQYBaHE HA IMEe3eHUTE ( OTOK).

HeuecTn nexenann peaknnn (Morat Aa 3acersar A0 1 na 100 aymn)

CBbHWIHBOCT, MUTPEHA, I1aBofonue, H3TPLIBaHE WK 6e3HyBCTBEHOCT Ha PHLIETE WK KpaKaTa,
yCeIlaHe 3a BHEHE Ha CBAT (CBETOBBPTEXK), 3a0aBeHa ChpJeYHa YECTOTa, NAINHTALHH (Chpuebuene),
HHCKO KPBBHO HAJIATaHe (XHMOTOHMSA ), 3aMAsHOCT NPH H3NpassHe (OPTOCTATHYHA XMIMOTOHHA),
3auepBABaHe Ha JHUETO, KalutHua, 6onka B ctoMaxa (abnoMunanHa 6onka), iHapus, MOBAUraHe
(rapene), cupbex, 60Ka B CTABHTE, MyCKYJIHH KPaMITH, MyCKYyJ/Ha 00JIKa, HEBB3MOXKHOCT 33
noiy4aBaHe Ha epekums, cnaboct, rppaHa 6oika, ymMopa, noxyBsaHe (OTOK), NOBHILEHH HHBA HA
yepHOAPOOHHUTE EHIHMH.

Peaxn HexKeIaAH peaknun (MOrar aa 3acersar g0 1 na 1 000 aymmn)

Hudexums Ha MMKOYHHUSA MEXYP, YYBCTBO Ha Thra (JEMpecHd), YyBCTBO Ha HAMPErHATOCT, Oe3ChHHE,
KpaTKoTpaktHa 3ary6a Ha Ch3HaHHe, YBpEXKIaHe Ha HEPBHTE Ha PLLETE H KpakaTta, MOHWXeHa
JyBCTBUTEJIHOCT 3a JAONHP, HapyillaBaHEe Ha BKYCOBHTE YCELIAHHA, TPEMepeHe, MOBpbllaHe,
pa3pacTBaHe HAa BEHLMTE, AUCKOMGOPT B KOpEMa, CyX0Ta B yCTaTa, ¢Kk3eMa (KOXKHO HapylieHue),
3a4yepBABaHE Ha koXkaTta, oOpuB, 6onka B repba, Honka B Kpaka, HEOTIIOKHA HYXKAa 38 YPMHHpaHe Tpes3
HOLITA, YCelllaHe, Y€ He ¢ YyBCTBaTe JoOpe (NpUMaliiBaHe), NOBUILIEHH HHBA HA NMUKOYHA KHCe/IHHa B

KPbBTA.

MHoOro peAKH HeXeJann peakiuud (Morat aa 3acernart 20 1 na 10 000 aymn)

CnenHuTe HEXENAHH peakuMK ¢ca HabnroaaBaHHW NPH aKTHBHUTE Bemecra‘l'erﬂm
aMJIOJIMITHH H MOTaT Ja Bb3HMKHAT K npy Akrencap yo: o
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Teimucapman
[Ipy nauneHTH, NPHEMAaLLH TEIMUCAPTaH, ITPHICKEH CAMOCTOATENTHO, Ca CbhOOLIEHK CNEOHUTE

JOIMBJIHATCIIHH HEXKCJIaHN PCaKLIHH.

HeuecTH Hexke1aHH peaknii (MoraTt aa 3acernar Ao 1 ua 100 xymn)

Hudekuun Ha ypHHapHUsS TPaKT, HHPEKLMHY Ha FOPHUTE AMXATENHH MHbTHLIA (HANP. BE3AANCHO I'bPIO,
Bb3MAJIEHH CHHYCH, MPOCTYAA), HEAOCTHI HAa YEPBEHM KPBBHH KIIE€TKH (aHEMKA ), BUCOKH HHBA HA
Kanuli B KPbBTA, 3abXBaHe, NMOJAMYXBaHe, YBEMUEHO H3NOTABaHE, YBpeskaaHe Ha ObOpeLTe,
BKJTIOYMTEJIHO BHE3AMHO CnMpaHe Ha paborara Ha 0bOpeurTe, MNOBUIIEHH HHBA HA KPCATHHHH.

Peaxu Rexenann peakimn (MOraT Aa 3acernat ao 1 na 1 000 aymu)

HapacTtsane Ha 6pos Ha HAKOH 6esli KPbBHH KIETKH (€03HHOQDWINA), HACEK Opoi TpoMOoLHMTH
(TpoMOouHTONEHHA ), aflepriyHa peakuus (Han. obpus, ChpOex, 3aTpyAHEHO AMLIAHE, XPHUITTEHE,
MoJyBaHe Ha IMLETO WK HUCKO KPBBHO HalATaHe), HUCKH HHBA Ha KpBbBHATA 3axap (MPH MaLHEeHTH ¢
auaber), 3pHTENHO HAPYLIEHHE, YUECTEH ChpAeUeH PHTHM, pa3apasHeH CTOMAX, HapYLLICHA
yepHOAPOOHa PYHKIIMA, KOTIPHBHA Tpecka (YPTHKapHA), IEKapCTBEH OOpPHB, Bh3NalleHHE Ha
CYXOXHWIHSATA, rprnonoaoGHo 3abonssaHe (HanpHMep MyCKy/Ha Gonika, obuia 0TNaAHaNoCT),
MOHUKEH XeMOrJI00HH (KPBBEH TIPOTEHH), HOBHLIEHH HHBA Ha KpeaTHHHHPOCPOKHHAZA B KPbBTA,
HHCKM HUBA HA HATPHH.

[ToBeueTo ciIyuaH Ha HapyllleHa YyepHoapoOHa QyHKLUMA K YEpHOAPOOHO HapYILICHHE, YCTAHOBEHH TNPH
MOCTMAPKETHHIOBHS OTHT C TEJIMHCAPTAH, Ca Bb3HHKHAIH NPH AMOHCKK NatHeHTH. Te3n HexenaHu
peaKkLMM € NO-BEPOSTHO Aa Bb3HUKHAT MPH ANOHCKH NALMEHTH.

AMaoounun
[Tpy nauMeHTH, NpHeMaLUH aMJIOIHITHH, MPHIIOKEeH CAMOCTOATENHO, ca CBHOOUIEHM ClleJHUTe

JAOIMBJIHHTEJIHH HCOXCITaHHK pCAKLIHH.

YecTH HEXKENAHA peaknun (MoraT aa 3acersar zo 1 na 10 aymn)
[IpoMsAHa B pUTBEMA Ha U3XO0XKAAHE, AWAPHS, 3aNek, IPUTENHH CMYLICHHA, IBOHHO BIDKAAHE, NOAYyBaHe
Ha [JIC3EHUTE.

HeuecTH HEXKETAHA peaKIHH (MoraT Aa 3acersar A0 1 na 100 axymn)
[IpoMeHH B HACTPOEHHETO, 3PHUTENIHO HapyLIeHHe, LITyM B YILMTE, 3abXBAHE, KHXaHe/Xpema, Kocona,
HeoOHYaiiHa NosiBa HA CHHUHH M KbpPBEeHE {HApYLIEHHE HA Y€PBECHUTE KPLBHH KIIETKH), NPOMAHA B

L{BETa HA KOXATa, YBEJIHUYEHO H3NMOTABAHE, 3aTPYHEHO YPUHKBPAHE, NOBHIIIEHA HYKAa OT YPHHHPAHE,
0coBEHO Npe3 HOILITA, HApACTBaHe Ha MbPAUTE MpH MbXkKe, O0MKa, MOBHILEHO TETI0, NOHHKEHO TErJIO.

Peaxn nexke/IagH peaknun (Morar aa 3acersar xo 1 1a 1 000 xymmn)
OOBpKaHoOCT.

MHOro peAKH HeKeJaHH peaKkinH (MoraTt aa 3acersat Ao 1 sa 10 000 aymn)

HamaneH 6poii Genu KphBHH KNeTKH (JeBKOTIeHHA), HUCBHK Opoi TpoMBouuTH (TpoMOOUMTONEHHA),
anepruuHa peaxuus (Hanp. odpuB, cbpOexk, 3aTpyAHECHO AHIIAHE, XPHITTEHE, NOAYBAHE Ha JIKLICTO WK
HUCKO KPBBHO HaNATaHe), BUCOKH CTOHHOCTH Ha KpbBHATA 3aXap, HEKOHTPOIHPYEMO NOTpenBaHe WK
pe3KH ABWKEHUA, ChpAeYeH NPHCTHI, HEPABHOMEPEH CHpPACUYEH PHTHM, Bb3NAJICHHE HA KPLBOHOCHHMTE
CbAOBE, Bb3MalleHHE Ha NaHKpeaca, Bh3NajleHHE Ha CTOMaliHaTa OOBHBKA (raCTpHT), Bb3MNajleHHEe Ha
yepHHA Apo0, MOXKBATABAHE Ha KoXaTa (KBJITEHHIIA), NOBUILIEHH HKXBA Ha YEPHOAPOOHH €H3HUMH C
KBITEHHLA, OBbP30 MOAYBAHE HA KOXKATA U JIUTABULIMTE (AHTHOEEM ), TEXKKH KOXKHH PeaKLIHH,
KOTIPHBHA TpecKa (YPTHKapHA), TEXKH aNepriuHy peakuuu ¢ oGpuBu noa GopmaTa Ha MEXYPH MO
KOXKATa W THraBULHTE (€KC(OIHATHBEH AEPMATHT; CHHAPOM HA CTHBBHC-[DKO

C HeH3BeCTHA YecToTa (YeCTOTATA He MOXKe Aa Obae onpeae/ieHa oT
Texxky anepruuHH peakuuu ¢ odpuBy o] hopmMaTa Ha MEXYPH 10 KO
enuaepMaiHa HEKpOJIn3a).
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ChobmaBane Ha HEXENAHH PeaKUHA

AKO NOJTyuHTE HAKAKBH HEXKEJIAHH JIEKAPCTBEHH pPeakUuH, yBeaoMeTe Baluua nexap wiu gapmaLest.
ToBa BK/IKOYBA BCHYKH BH3MOKHH HEOTIMCAHH B Ta3M JIKCTOBKA HEXeflaHH peakumH. MoxeTe Chllo 1a
CHOOLIMTE HEXKENTAHH peakiiuM NHPEKTHO upe3 U3mbaHKUTEHA areHUus No 1EKapCeTBaTa, yi. ,,JlamMsan
I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg. Karo cboOiasare
HEXKEJIAHH peaKLIMKM, MOXKETe Ja AafeTe CBOA NPHHOC 3a NOoMy4YaBaHe Ha noseye HH(popmaLHs OTHOCHO
0e30NacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kaxk aa coxpanaBare Axreacap Myo
Ha ce chXpaHsABa Ha MACTO, HEIOCTBITHO 32 JAELa.

He u3non3saiite TOBa JIEKAPCTBO CNEA CPOKA HA TOAHOCT, OTOENA3aH BbPXY KApTOHEHATA OMAaKOBKa H
6nuctepa cien “I'oaeH 1o0:”. CpoKbT Ha FOAHOCT OTrOBaps Ha NOCACAHHA €H OT MOCOUCHHS MecelLl.

ToBa nekapcTBO HE H3HCKBA CNELHATHHA TEMNEPATYPHH YCJIOBHS 32 CbXPaHEHHE.
Jla ce chXpaHsBa B OPHIrHHaJIHa OTIAKOBKA, 33 Ja ce MPEAra3t OT CBETIIHHA.

He u3xpbpadiiTe nekapcTBara B KAHATH3ALUATa WIKM B KOHTEHHepa 3a IOMAalJHK OTNaAbLH.
[Tonuraiite Bamug ¢papMalieBT KaKk Aa U3XBLPIATE JIEKAPCTBATA, KOUTO BEUe HE H3MO3BaTe. Te3n
MEPKH LlI¢ CIIOMOTHAT 33 ONa3BaHEe Ha OKOJIHATa CpeJa.

6. ChAbLpKAHHE HA ONAKOBKATA H JONLJHHTEHA HRPOPMALHS

Kakpo cpabpxka Axteacap Adyo

- AKTHBHHTE BELIECTBA €& TEJIMHCApTaH H aMJ1I0AHIIHH.
Axrencap lyo 80 mg/5 mg tabnerxu |
Bcaka tabnerka cuabpxka 80 mg TenMucapTaH H S mg aMJIOJHMIHH (KATO aMJIOIHITHHOB
Hesmnar). | '
Axrencap [lyo 80 mg/10 mg Tabnerku
Bcaka Tabnerka chabpxka 80 mg tenmucaprad ¥ 10 mg amnoaunyH (Kato aMJI0IHITHHOB
He3war). |

- Ipyrute chetaBku Ha Axrencap Jlyo 80 mg/5 mg tabneTku ca MUKpOKPHCTA/IHA LIENYNO3a,
KpOCNOBHAOH, YepBeH xkeneseH okcun (E172), marHe3anes cTeapat, LApeBHYHO HHLIECTE,
MaHHTOJI, MENTYMHH, NOBHAOH K25, konouaeH 6e3B0AEH CHIHLIHEB JHOKCH/L, HATPHEB
XHUAPOKCH], MpeKeTaTHHU3MPaHO HHliecTe (MOMY4YEHO OT LIApEBHYHO HHULLIECTE),

- Ipyrute cberaBku Ha Axrencap Jlyo 80 mg/10 mg tabneTkH ca MUKPOKPHCTAIHA LIETy1034,
KPOCIIOBHI0H, XCBJIT Xkenie3eH okeun (E172), maraesues cTeapar, HapeBH4YHO HULLIECTE,
MAHMTOJ, MENTYMHH, NTOBHAOH K25, konouneH 6e3B0AcH CWIHLIHEB JHOKCH/, HATPHEB
XHAPOKCH, MPEXKEIATUHHIHPARO HHIIECTE (MOMYYEHO OT LIAPEBHYHO HHULIECTE).

Kak nmarnexaa Axreacap Jyo H KAKBO CLALPKAE ONAKOBKATA

Axtencap Jyo 80 mg/5 mg tabnerku ca gBycaotinu Tabnetku, 6e1u WK nouTH O€d OT €AHaTa
CTpaHa ¥ PO30BH OT Apyrara CTpaHa, ¢ MPUEM/IHBH JIEKH NETHHLA OT po30BaTa CTPaHa, NPOABArOBaTH,
JABOWHOH3ITEKHANK ¢ pa3Mepd npHOmn3dTenHo 15 x 7 mm.

Axrencap Jlyo 80 mg/10 mg TabneTku ca asycnoitny Tabnetku, 6en1m unn noyTH Oenn ot eaHara
CTPaHa M *KBITH OT ApPYrara cTpaHa, ¢ IPHEMIIMBH JIEKH METHHLIA OT XBJTATa CTpa
OBROUHOHIMBKHAIIH ¢ pa3Mepy npubnuautenHo 15 x 7 mm.

Onakosku ot 14, 28, 30, 56, 90, 98 Tabnerku B AVOPA/AVPVC baucrepu

He BCHYKH BUAOBE OMNAKOBKH MOTrAaT Ja 6'1-,113T MyCHATH Ha rna3sapa.
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IIpuTekaTe. HA pa3pemieHAETO 32 ynoTpeba B NPOH3IBOAHTE

IpaTexkaTe,1 HA pa3penmieHHETO 3a yNoTpeba
Teva B.V.

Swensweg 5

2031 GA Haarlem

Huaepnanans

IIpon3BoauTE]

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

83-200 Starogard Gdanski

Ionma

ToBa JeKapCTRBO € pa3pelleHo 3a ynorpeda B AbpKaBHTE - ‘LJICHKH HA EMII noa cheqnETe
AMEHA:

['epmanus: Actelsar Duo 80mg/5mg Tabletten
| Actelsar Duo 80mg/10mg Tabletten
bbnrapus: Axrencap Jlyo 80 mg/S mg tabnetku

Axtencap Jlyo 80 mg/10 mg Tabnerxu

JlaTa Ha MOCJEARO NPePA3riekKIane Ba JJHCTOBKATA —
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