AteHEXAL® 25

Film-coated tablets
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AteHEXAL® 25 i
IATeXEKCAN® 25/ e sosyranagate W858 a4 00

2. KonnyecTBeH M KavyecTBeH CbCTaB; 66//’% 03.0y lW

1 cbunmupana TabneTka ceabpxa 25 mg atenolol.

3. llekapcTBeHa hopma:
dunmupann Tabnetkn

4. KnuHn4YHY OaHHuU;

4.1. MokazaHwns:

AteHEXAL®25 ce npunara npy yHKLUMOHANHY ChLPAEYHO-ChA0BY
3abonaBanuna (Hanp. XUNepKNHETUYEH CbpAEYeH CUHLAPOM).

4.2, No3upoBKa U Ha4rH Ha NpurioXxeHue:
[loaupoBKaTa Ce& onpeaens WHAWBMLYanHO B 3aBUCUMOCT ot
TepaneBTUYHWS pesyritat. [punarar ce criegHUTE [O3UPOBKU:

DYHKLIMOHANHN CbPAEYHO-CHA0BH sobonsBaHug - (Hanp.
XUNEPKNHETUYEH ChpAEYEH CUHAPOM)
25 mg atenolol BegHBEX OHEeBHO (ChbOTBETCTBALWM Ha epHa
bunmmpana TabrieTka AteHEXAL®25)

lMpunoxerue ripu deya:
Jluncea poctaTb4yHO ONWT, NOPadU KOETO He Cce [Mpernopbusa
npunoxeHuneTo Ha AteHEXAL® npn aeua.

lMayuenmu e HanpedHana ev3pacm:

[osupoBkaTta npu nauneHTV Ha Bb3pacT Hag 65 roauHun Tpabea ga
ce apanTupa B 3aBUMCMMOCT OT CTeneHTa Ha eBeHTYarHo
CblUecTBYBaLLO yBpexaaHe Ha 6bbpedHata dyHKLMS. -

3aberniexka
[Mpy nauueHT c HapylieHa " ObbpeuyHa dyHKUMA gosaTta Ha

atenolol TpsibBa pa ©Obae apanTupaHa B 3aBMCUMOCT  OT
6BOpeuHnss KMMPBLHC. AKO KpeaTHUHOBUAT KMUPBHC € pesyumpaH

Ao cronHocTy mexay 10-30 mi/min (cepymen kpeatnHmnH nog 1,2-5

mg/dl), ce npenopb4ea fo3aTta Aa 6bae peayunpaHa HanonosuHa.

AKo KpeaTUHWHOBUAT KupbHC € nog 10 mi/min (cepymeH’ """a
KpeaTuhmH > 5 mg/dl), ce npenopbyBa cTaHaapTHaTa nosa; jﬁ,a cem T
penyumpa Ao eaHa YeTBBPT. : ’ .




HayuH u npo0bmKUmenHocm Ha npunoxeHue
dunvmpanutTe TabneTkn ce npuemart Ge3 fa ce caobBKBaT U C
[OCTaTbYHO KONMYecTBO TEYHOCT NPean XpaHeHe.

AKO ce Hanara npeKkbcBaHe Ha NpoabiKWTENHa Tepanus ¢
AteHEXAL® 25, posate TpsGea ha ce pepsyumpa 6aBHo U
MocTeneHHo, Thil KaTo BHE3aNHOTO NpeKkbCBaHe Ha TepanusaTa
MOXE fAa [osede [0 CbhbpaevHa ucxemus ¢ eksalepbauus Ha
aHMHa TIeKTopuc, cbpheveH WHgapKT Wi exsauepbaums Ha
XNNEPTEH3NBHO CLCTOSHNE. |

4.3. lMpoTrBONOKasaHuA;
AteHEXAL® 25 ne TpsibBa Aa ce npunara npu:
- MaHndhecTHa cbpAeyHa HedocTaTbYHOCT
T LIOK
- AV-6riok I n I1I® crenen |
- CUHAPOM Ha BornHus cuHycoB Bb3ern (sick sinus syndrome)
- cuHoaTpuaneH 6ok
- Bpapukapgus (nync B nokon noj 50 ygapa 8 MunyTa npegu
TepanuaTa)
- XWMOTOHWUS (CUCTOMYHO KPBBHO Hansarade noa 90 mmHg)
- aluposa
- BpoHxuanHa xuneppeakTMBHOCT (Hanp. BporxnanHa acTma)
- KbCHU CTafum Ha nepudepHn HapyLieHna B nepdysnsara
- epHoBpeMeHHo npunioxeHne Ha MAO-nHxubutopn’
(¢ nskntoveHne Ha MAO B—-unxubutopu)
- UW3BECTHa CBPBbXYYBCTBUTENHOCT KbM atenclol wnv gpyru
OeTa—anpeHopelenTopHn 6Gnokepu (beta-6nokepu), wnu
KbM HSIKOE OT NOMOLLHUTE BELLECTBA Ha NPpoayKTa -
- HenexkysaH )e0XPOMOLINTOM

WHTpaBEHO3HOTO fpuiaraHe Ha KanuueBu aHTaroHUCT# OT
rpynata Ha verapamil v diltiazem unn apyru antvaputMmuum (karo
disopyramide) npu nauueHTn, TpetTupaHu c atenolol e
NPOTMBONOKA3aHO (C UBKIMIOYEHWE Ha crnyvyauTe Ha WHTEH3UBHO
rieyeHve).

4.4. CrneumanHu npeaynpexacHUs M crieuuanHin fpeanasHu

MepKu npu yrotpeba: Fﬁm
OcobeHo BHUMaTenHo npocnefssaHe oT nekap e Heobxoay MO“B‘—-{‘." Sy
crieiHUTe criyvan: ' /,f;::: T o
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- LuabeT CbC CMITHO BapupallM HUBa Ha FfoKo3aTa B KpbBTa
(Nopaayn Bb3MOXHOCT OT pasBUTUE Ha TEXKa XUMOITUKEMUS)

- MPOABLIMKUTENHa CTpora AMeTa W TeXbK U3NYECKN CTPec
(Mopagu Bb3MOXHOCT OT TEXKa XUMOTTUKEMMST)

- nauueHTn ¢ deoxpomounToM (Tymop Ha HagbwbbpeuHaTa
Meayna; Heobxoauma e npefpaputernHa Tepanusi ¢ anda—
peuenTopHu Briokepn)

- nayuveHTu ¢ pegylmpaHa 6bbpevna dyHkuus (BMXK Touka 4.2
‘flo3anpoBka 1 HaumH Ha NpuIioxexne”)

MNpy naymeHTW ¢ ncopuasnc B nuuHata unnm ammnHa aHamHesa
BeTa-anpeHeprndHn Brnokepn Tpabea fa 6baaTt U3NUCBAHM Camo
crief] BHUMaTeriHa oLeHka Ha CbOTHOLLEHMETO ronaa/puck.
Beta-bnokepute MoraT Oda noBULIAT YYBCTBUTESTHOCTTA KbM
anepreHn U TexecTTa Ha aHaduiakTudHuTe peakuuu. Tlopaawn
TOBa € HeobXOAWMO CTPOro nokasaHwe Mpu NauuMeHTU C TEXKU
peakLn Ha CBPBXUYBCTBUTENHOCT B THAXHATa aHamHesa u npw
nauMeHTh Ha Tepanusg 3a oTcriabeaHe U NoTUCKaHe Ha
anepryyHaTta  peakTUBHOCT  (JeceHcuburivauvpalla Tepanus;
HeoOXoAMMO € BHUMaHME TpWM EKCTPeMHW aHadbUnakTUyYHu
peakuuu).

MNpn naumeHT ¢ BasocnacTuvHa aHrvHa (aHruHa Ha Prinzmetal)
aTeHonon Moxe Aa yeenuun Opos U npofAbIHKMTEnHocTTa Ha
CTEHOKapAHWTE MPUCTBLNKW, Nopagn Ba3OKOHCTPUKLWS B pesynTaT

Ha nunca Ha NPOTUBOMONOXHO AENCTBUE Ha anda-pelenTopuTe.
AteHEXAL® e cenektvBeH 6eTa- -briokep, nopagn KoeTo Herosara
ynotpeba moxe Aa ce wma rpenasui, HO camMo N[pu CTpOru
rnoKasasusa 1 BHUMAaTESNHO HabniwieHne Ha nayneHTuTe.

Heobxongmo e MOBULIEHO BHUMaHWE NPV TALMEHTU C MO-NeKu
HapyLUeHusi B NepnhePHOTO KpbBocHabasBaHe.

Criefl psi3K0 MpekbCBaHE Npuema Ha KNOHUANH U €4HOBPEMEHHOTO
npunoxernne Ha AteHEXAL® kpbBHOTO HansraHe Moxe fa ce
noBuLLIK npekomepHo. [Mopaan ToBa NPUNOXEHUETO Ha KNOHUAMH
Moxe pga Obae NPeKbcHaTo CcamMo, ako MNPUIOXEHMEeTO Ha
AteHEXAL® e 61no cripsiHO HSIKONKO fHM npeaw ToBa. Cnep ToBa
MPUEMBT Ha KNOHWAMH MOXe Aa BbAe cnpsiH NoCTENeHHo.,

Heobxogumo e BHUMaTenHo HabnwgeHue Ha naumeHTw,
NMpUemally nepoparnHo Kanuuesy aHTaroHUCTU OT rpyrarta Ha
BEpanamun 1 AWITMA3eM, KakTo 1 aHTUapUTMUALY, HEApE=x,_
Au3ompamimg. P s.’:«(’,ﬂf‘* B
Mpy naumeHTM C XUNepTUpeounusbM TepanuaTa c Ate, EXAL® k N
MOXE Aa Mackmpa KIMMHWYHUTE CUMMTOMU Ha TMpeOTOKCMK®3aTa
(Hanp. Taxukapams, Tpemop). L




MMpu Hanuune Ha Texka 6bbpeura AUChYHKUNA B OTASKHW criydan
e HabniofaBaHo BrolaeaHe Ha 6bbpeuHata yHKUMS npu
nauymeHTn Ha Tepanna ¢ gpyrn H6eta-bnokepu, ropann Koeto
AteHEXAL® TpsbBa fa ce npuriara camo Mpu  CBOTBETHO
npocneasisade Ha ObbpevHaTa dyHKUMA.

Kakto npw nevetne ¢ Apyrm beTa—aapeHeprudHn 6non<epm MOXe
[a Bb3HWKHE TEXKO 4epHOAPOBHO yBpeX/aHe, Nopaan KoeTo e
HeoOxoaMmMo npocreassade Ha '»!epHO,D,pOGHMTe npobun npes
PErynspHW HTepBanu rnpu Tepanus ¢ AteHEXAL®.

TblA KaTo & BBb3MOXHO pasBUTWE Ha TpombouuToneHn4yHa u
HeTpomboLMTONEHYHa fyprypa Mo Bpeme Ha Tepanust ¢ Apyrv
BeTa—afpeHepruHK Griokepyn, Heobxopumo e da ce obpblila
BHUMaHWe Ha ToAobHM CUMATOMW NO BpeMe Ha fiedeHne c
AteHEXAL®.

Cbreem kpMm Buabemuyume: :
1 cunmupaHa Tabnetka cbAbpxa no-manko ot 0,01
BbrhexuapatTH eauHuLN. '

4.5. [lekapcTBeHU n Apyru B3auMofencTBUA: ~
OnucaHn ca bBunu criefHuTe NeKapCcTBeHU B3auMOOEWCTBUA MpK
npunoxenue ha AteHEXAL® 25 u: -

- @HTUXWNEPTEH3UBHU NPOAYKTY, AnypeTuum,
Ba3oauiaTaTopu, TPULIMKTUYHNA aHTUAenpecaHTy,
BapbutypaTti, EeHOTUasuHW. 3acunBaHe Ha edekTa Ha
MOHWXaBaHe Ha KPBBHOTO HansraHe Ha AteHEXAL™ 25

- aHTUaPUTMKLW: 3acuiiBaHe Ha Kapnmo,qenpecmsHOTo
neicTene Ha AteHEXAL® 25

- KanuueBW aHTaroHuCTH OT rpynaTa Ha verapamil u diltiazem,
KaKTo ¥ Apyr  aHTuaputmuum (Hanp. disopyramide):
Bb3MOXHW Cca nNOHWXaBaHe Ha KPbBHOTO HandAraHe,
Opapuvkapans  unu apyrn - aputMmn  (BHUMAaTEenHo'
HabnoleHne Ha nauneHTnTe)

- Kanuueeyw aHTaroHUcTW oT rpynata Ha nifedipine: sacuneHo
NMOHWXaBaHe Ha KPBbBHOTO HamnsiraHe W B OTAENHW cnyvawu
pasBuTHE Ha CbpAeYHa HeAoCTaThYHOCT

- CbpAeYHM  [TIMKO3NAN,  pesepninH,  anda—meTunngona,
ryaHdaumH, KrioHwauns: Opagukappusi, 3abaBgHe  Ha

f%“

cbpaevHaTa npoBoSNMOCT y
- niepopanHu aHTugnabeTHu NPOOYKTW, WHCYNUH: 3aanBaH’““f
Ha ediexta Ha ToHWKaBaHe Ha KpbBHaTta 335 ap Ha'?::’
AteHEXAL® 25. T[lpenynpegutenuure cmmn‘rémm 3a'*

XVMornnKkemMmsi — ocobeHo TaxuKkapaust u TpeMop, Ry
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mackupaHu. [lopagn ToBa € Heobxoaumo pefoBHO
M3MepBaHe Ha HMBaTa Ha KpbLBHAaTa 3axap.

- norepinephrine, epinephrine: BbL3MOXHO € EKCLECUBHO
noByLLaBaHe Ha KPbBHOTO HandraHe

- indomethacin n ppyrm HCIBC. moxe pga ce Hamanu
noHwXaBawms edeKkT BbpXYy KPbBHOTO HaldAraHe Ha
AteHEXAL® 25

- HapKoTUUM, aHecTeTMUMW: 3acuneH chnaj B KPBLBHOTO
HanaraHde, nosULLIaBaHE Ha OTpULaTENHNA MHOTPONeH edekT
(aHecTeanonorsT TpsAbea pna Obae npe,a,ynpe,ueH 3a
TepanusTa ¢ AteHEXAL® 25)

- nepudepHU MYCKYfHW penakcaHTy (Hamp. suxame’chomum
halogenide, tubocurarine). 3acunsaHe W yAbIbKaBaHe Ha
MYCKYTHO—pernakCaHTHUS edeKT, nHuUUnpaH ot AteHEXAL®
25 (aHecTesuonoreT 59653 na 6voe wuHdoOpmKpaH 3a
Tepanmma c AteHEXAL™ 25)

4.6. EpemeHHoc:'r ¥ KbpMeHe:

AteHEXAL® 25 moxe pa ce npwnara rno Bpeme Ha GpemeHHOCT
camo cnef  BHAMAartenHa npeueHka Ha  CbOTHOLIEHUETO

nonsa/puck.

Heobxooumo e ocobeHo BHUMaTEMHO fpochegsasaHe o7 nekap
Npu KbpMEHE.

Atenolol npemuHaBa nnaueHTapHata bapuepa W - gociura

NPUOIIM3NTENHO CbLUWTE KOHLUEHTpaUuWy B MblHaTa BPLE, KakBUTO

ca OTKpUTW B MaiumHaTa KpbB. HAma HanuyHu AaHHW OTHOCHO

npunoxenuneto Ha atenolol rnpes nbpBUMA  TPUMECTbP Ha

OpemeHHocTTa.

Mpwn Tepanus HenocpefCTBEHO TpPeau [aTata Ha paxjaHe e

Bb3MOXHO fAa Cce MOABAT Opagvkapavs, XUNorfmkemusa u

pecnvpaTopHa  fenpecus  (HeoHatanHa  acdukcus)  npu

HoBopofeHu. OnmcaHn ca cblo cayvay Ha Oeta-bBriokapa.
Mopagun ToBa atenolol Tpsdea pa 6bhe cripsaH 24-48 Yaca npenw

paaaHe.

Atenolol kymynupa B MadMHOTO MISIKO W A0OCTAra MHOFOKpaTHW

KOHLISHTpauuy B CpPaBHEHWE C TesW, U3MepeHW B cepyma Ha

mMalikaTa. Bobhpekn, 4e KOnuM4ecTBOTO axtmeHa cybctaHums,

mpueTa C MASKOTO, BEPOSiTHO HE HOCUM pUCK 3a [AeTeTo,

HanoXwTenHo e peuara fa Obgat npocriefifaBaHy 3a CUMITTOMW® T
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beTa-bnokana. 44' W RN

!"_f \ K




4.7. EchekTn BbpXy cCrnocobHOCTTa 3a wodupaHe n pabdora ¢
MalunHK:

Tepanuata € TO3W NeEKapcTBeH MPOAYKT W3UCKBa PETyrisipHO
npocriefsiBaHe oT nekap.

Mopagu VHAMBMOyanHWTEe pasnuuusi B PeakyuuTe  KbM
fieKapcTBEHUS NPOAYKT, Bb3MOXHOCTTa 3a Luodupare, onepupaHe
C TeXKM MalWvHu wnu pabota B HecurypHa nosuuus (Hanmp.
n3kausaHe Ha CTbNOM) MOXe Aa Ce BrfolM. ToBa cCe OTHacs
ocoBeHo 3a HavyanoTo Ha TepanusiTa ¢ TO3W NeKapcTBeH NPOoayKT
N NOBULLABAHETO Ha J03aTa UK NPoMsHa Ha NpoayKTUTe, KakTo
N npuema My B KOMBUHaLMS C arKoxon.

4.8. HexkenaHhyu nekapcTBeHM peakuum:

Pagko v ocofeHo B HavanoTo Ha ne4yeHneTo morat fa ce
HabriopgaeaT HapylleHUss Ha LieHTpanHaTa HepBHa cucTema Karto
ymMopa, 3amaiipaHe, rnasobonue, 3puTEnHU  HAPYLUSHUS,
N3MNoTsBaHe, CBHMMBOCT, OBBPKAHOCT, XartouuHauMy, TCuxos3a,
KOLIMapW Wy 3aCWMeHO ChbHyBaHe, HapylleHWss B CbHA W
AEnpecnBHO HacTpoeHue.

Pagko moxe fa Bb3HMKHE 3HaUMTENEH cnaj B KPBBHOTO HansraHe
(xunoToHus), OpagukapAnsa,  CUHKOM,  HapylleHo  aTpuo-
BEHTPUKYNAPHO npoBexdaHe W eksauepbauus Ha cCbpAgyHa
HEeLOCTATHUHOCT. |

B oTpenHu cnyvauw cpen nauueHTu, crpajalii oT  aHrmHa
MEKTOPUC, HE MOXE Aa CE UKoY 3acuneaHe Ha fNpucTennTe.
Panko morat fa ce MOABAT BPEMEHHU racTPOUHTECTUHaNHN
onnakesanus (ragexe, NospbllaHe, KOHCTUNaUWs, Anapus).

Paako morat pfga Ce noABAT aneprMyHu  KOXHW - peakuum
(3auepBsiBaHE, NPYPUTYC, EKIAHTEM).

Papko moraTt ga ce MOSIBAT napecTesiy W ycellaHe 3a CTyn Ha
KpaliHWUKUTE, PRAKO MYCKYNHa crnabocT Wnn MYCKYMHW. Kpamnu.
Habrtogapadn ca CbIO 3acunBaHe Ha OnnakeaHusaTa npwu
MaLWeHT# C HapyleHuss B nepudpepHata nepdysus -
BKMIOYATENTHO MalMEHT! ChC CRasMi Ha AuruTanHuTe apTepuu
(6onect Ha Peiino).

B pesyntat Ha noTteHuuarnHo nosuiliasaHe Ha PESVCTEHTHOCTTA Ha
AMXaTesTHUTE MbTULLa nauneHTuTe, CKIMOHHW KbM
DPOHXOCRaCcTUYHN  peakunn (ocobeHo Teanm ¢ OBCTPYKTMBHM

BenopapobHu 3abonseaHns), moraT Aa PasBUAT SUCMHES. »"‘“7““:"""‘«.

R A

Psfko mMoxe [f[a ce NosiBU CyXoTa B ycTara, KOHEOHKT[/IBIMT« i/mm-w N,

peayLmpasa nakpumauns (toea Tpsbea Aa ce uma npe,u,am,a npm
M3NOM3BAHETO Ha KOHTaKTHU netun). \E L
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B peaku criydau, naTeHTeH 3axapeH puabeT moXe fia craHe
© QuUEeBMWAEH UNn MaHUdEeCTeH saxapeH anabeT Aa exsalepbupa.
Crieq NpoObSDKUTENHA CTPUKTHA AMETa Uy TeXKOo QuUandecko
HaToBapBaHe, egHoBpemMeHHoTo nevenune ¢ AteHEXAL® 25 moxe
na nopefe A0 xunoriinkemus. [lpeaynpeanTentute cuMnTomy Ha
XUTIOITIMKEMUATE — OCODEHO Taxukapaua v Tpemop, Morat Aa
OpaaT mackupaHu.

B otgenHu crnydau GeTa-appeHeprudHute ©Briokepu  (Harmp.
atenolol) morar ga gosefaT [o hosBa Ha ncopuasuc, Aa srowar
cumnToMUTEe Ha ToBa 3abonsBane WnNM pa  gosefat  ao
ncoprnasnudopMeH eKsaHTeM.

HabnogaBaHu ca bunu oTaernHy cnydan Ha HapylieHo nm6m,n,o n
MMMOTEHTHOCT.

Mo Bpeme Ha neudeHne c AteHEXAL® 25 morat ma ce nosiBaT
HapylieHuss B MeTabonuama Ha mactute. [pu naumeHtu ¢ Hal-
YECTO HOpMarnHu HMBa Ha ToTanHUA XoflecTepori ca HabnofaBaHu
rMoHmwxaesaHe  HUBOTO Ha HDL-xonectepona u nosuliaBaHe
NnasMeHnTe HUBa Ha TpurfinuepuanTe.

Mpy nauneHT C XunepTupeosa TepanuAtTa ¢ AteHEXAL® 25
MOXE Aa Mackvupa KIUHUYHUTE CUMITOMW Ha TUPEeOoTOKCMKo3aTa
(Hanp. Taxukapaua, TPemMop).

4.9. lNpeposupane:

Cumnmomu Ha UHMOKcukKayus :
KrnvruuHata  KapTuHa ce  Xapakrepusmpa  OCHOBHO  C
Kapaunosackynaphn n HHC-cuMmaToMn B 3aBUCMMOCT OT TEXECTTa
Ha WHTOKcMKauus. TlpefoaupaHeTo MOXe [da npuynHu TeXKa
xunotomus, Opapukapgumss [0  CcbpAedeH apecTt, CbpAedHa
HEeZOoCTaTbYHOCT U KapauoreHeH ok, [lonbriHuTernHo MoraT ga ce
Habriopaear 3aTpygHeHo AulliaHe, BpoHxocnasbM, MoBpbllaHe,
noTMCKaHe Ha Cb3HAHUWETO, PAOKO ChLO reHepanunanpann
KOHBYFICUMW. :

Tepariusi Ha npedo3upaHe

B criyyail Ha npefosvpaHe vinu 3acTpailaBallo 3abasaHe Ha
chpfevyHaTa AerHOCT W/WMK MoHWKasaHe Ha KPbBHOTO HansraHe,
TepanusaTa AteHEXAL® 25 TpsabBa na 6bae npeKbcHaTa.

YusHenute napameTpu Tpsbea fa ObAaT MOHUTOpUPaHW B
YCTOBUSITE Ha WHTEH3UBHN TPWXU 1 ako € Heobxoaumo Ae Ee Y,
Kopurupar. f—\:_ ’"“""*{5"—':":\
CrepHuTe NPOAYKTY MOTaT fa Ce M3NON3BaT KaTo aHTUAOT . ;™ .- :
Atropine: 0.5-2 mg uHTpaseHo3Ho Bonyc n 5 ’.:-'r’ TR )
Glucagon: mbpBOHaYanHo 1-10 mg MHTpaBeHo3HO, nocnegBaHm “ ',-




oT 2— 2.5 mg/h, kKaTo NocTosiHHA MHMDY3NS
CAMMaATUKOMUMETMLN B  3aBUCUMMOCT OT TEMECHOTO Terno wu
eexta: dopamine, dobutamine, isoprenaline, orciprenaline u
epinephrine.
B cnyvain Ha pedpakTepHa Spafukapana, Tpsbea fa ce nposefe
rleyeHne ¢ BpemMeHeH NerncMenkbp.
B criyyait Ha BpoHXoCTasbM ce npunarat B;—CumnaTnkoMUMeTUL
nog dropma Ha aeposon (aKo HE € [OCTaTb4yHO eheKTUBHO ChLO
BeHO3HO) urn aminophylling i.v.
[Mpw nosiBa Ha reHepanuanpaHn MpHoBe ce npenopbuBa G6aBHO
WHTPaBEHO3HO NpUNoXeHue Ha diazepam.
Atenolol ce guanunsupa.

5. ®apmakonorniby AaHHu:

5.1. ®apmakoanHaMuiHyu cBOUCTBA: ‘

Atenolol e xugpoduner Oera—appeHepruueH Onokep ¢
OTHOCKUTENHa [P1—CEeneKTUBHOCT (CbpAevHa CenekTUBHOCT) 6es
BbTPellHa CUMNaTUKOMUMETWYHA aKTUBHOCT W Gea MembpaHo-—
cTabununsmpalll eekT.

INexapcTBEHUST NPOAYKT MOHWXKaBa YecToTara u KOHTpaKTI/IJ'IMTeTa
Ha ChPAEUHUA MYCKYI, CKOpocTTa Ha nposexaaHe B AV~Bb3ena
nnasMeHaTa PeHWMHOBa aKTMBHOCT B 3aBMCUMOCT OT HMBOTO Ha
cuMnaTuKycoBns  ToHyc. Atfenolol moxe fAa npeaussuka
CTUMYMauusi Ha TOHyca Ha fhagkarta MycKyraTypa, KOeTo ce
AbIKN Ha nHxubnpaHe Ha By—-pelenTopuTe.

5.2. ®apMakOKMHETUUHMN CBOWCTRA:

Crieq, nepopanHo npunoxenue atenolol ce pesopbupa o7
racTpOMHTECTMHANMHMA Tpakt npubnusutenHo 50%. Tvi KaTo
aTeHonosn He NoANeXn Ha metTabonnabM Ha MbPBO NPEMnHaBaHe,
cucTeMHaTa My GuoHanuuHOCT € cblyo npubnuautenHo 50%.

MakcumanuuTe nnasmeHn HuBa ce gjocTurat cfnep 2-4 4vaca.

CBBP3BAHETO € MNNasMeHnTe npoTtenHn e npubnusutenHo 3%,
oTHOCUTENHUAT 0bem Ha pasnpeneneHue e 0.7 I/kg.

Atenolol ce wmeTabornuampa B MHOro Manka crteneH. He ce
oBpasyBaT aKTUBHM METAGONUTY C KIHAYHO 3HaYEHNe.
Mpubnusutendo 90% oT cuctemMHo HanuuHusA atenolol ce
eKcKpeTupa B HenpoMeHeHa copma udpes 6vbpelLiute B pamkuTe
Ha 48 yaca. BpemeTo Ha rionyenumnHupade Ha atenolol e 6 10

yaca npw HopmanHa O6vbpeuHa dyHKUMA. B criyyap Hasf-:;,j "

TepMuHanta bubpedHa HenocTaTbyHOCT, BPEMETO Ha ncnyx{mam
MOXe [ia ce yabimkv 1 fa gocturde no 140 vaca. )




5.3. MpeaknMHNYHK faHHK 32 He30nNacHOCT:
Ocmpa moxcu4Hocm
Bwx Touka 4.9 “MNpeposnpane”.

XpOoHUYHA MOKcU4YHOCM

MNnbxose W Kyvera, fpuwenu atenolol B pasnuuHu Jo3n 33
npoabrXuTeneH nepwod (3-12 mMecelia), He ca nokasanm
3HauUUTEnHW BUoXUMKUYHN, MOPAONOrMUYHY U XeMaTOoNMornyHN
npomenn. MNpn MHOrO BUCOKKM A03K ca BUnin yCTaHOBEHN NOBULLIEHO
TErNO Ha MUOKapaa v creskaTa.

MymazeHeH u myMopo2eHeH nomexuyuarn

Atenolol He e 6un nognaraH Ha noApobHM TecToBe 3@
MyTareHHocT. TecToBeTe in vitro v in vivo ca oTpuuaternHn u Ao
AHecC.

MpoabrxuTenHW NpoydBanmMa MpW NiTbX0BE W MULIKKW He ca
NoKa3anu gaHhn 3a TYMOpPOreHeH noTexuman Ha atenolol.

PenpodykmueHa moKCcU4YHoOCM

EMBPUOTOKCUMHUAT NMoTeHumarn Ha atenolol e bun nacnenead npu
[1Ba KUBOTUHCKN Braa (MNbxose u 3aiiumn). PetanHa pesopbuus e
YyCTaHOBEHa NpW [O3W MOf TOKCWYHUTE npu Maiikata. He ca
Habnioaaeann mMandgopmauuu. He e Bun ycTaHoOBEH oTpuLiaTeneH
etheKT BLpXY (hepTunHocTTa.

6. DapmaleBTUYHU AaHHK:
6.1. CnuckK Ha NOMOLIHUTE BelllecTBa:
CopuestHa Ha mabrnemxama:

Maize starch 32,10 mg
Sodium dodecyl sulphate 1,65 mg
Heavy magnesium carbonate 43,75 mg
Magnesium stearate 2,50 mg
Gelatin 1,00 mg
Qurnmoso rnokpumue:

Opadry white 4,00 mg
CBCMOSILO Ce Om:

Lactose 1,44 mgQ
Methylhydroxypropyl cellulose 1,12 mg
Titanium dioxide 1,04 mg
Polyethyleneglycol 4000 0,40 mg

6.2. DUINKO-XUMUNYHY HECTHLBMECTUMOCTH:
He ca n3BecTHA.




6.3. CpoK Ha ro4HOCT.:

CpoK®LT Ha FOQHOCT € 5 rOAWHY OT faTaTa Ha Npou3BOACTBO.
MpoaykTsT He TpsibBa a ce npunara crej n3TtndaHe Ha cpoka Ha
rogHocT, oTbenasan BbPXy onakoekaTta.

6.4. CrieynanHu ycfnoBus Ha chxpaHeHune:
[a ce naswn o1 ceeTnuHa W ernaral

6.5. [lanHu 3a onakoBKa
OpvrviHanHa onakoBka, cbabpxatla 30, 50 n 100 TaE}neTKm

6.6. Mpenopbku 3a ynotpeda:
Hsma cneunanHy npenopbku 3a ynotpeba.

7. Ume v aapec Ha npuTeXaTtens Ha paspetieHHMeTo 3a |
yniotpeba:

Hexal AG

industriestrasse 25

D-Holzkirchen, Germany

Tel.: +49-08024-808-0

Fax: +49-08024-908-290

E-mail: medwiss@hexal.de

8. PermcrpaunoHeH HOMEP B PeErncTbpa:

9. [laTa Ha MbPBO paspeliaBaHe 3a ynotpeba Ha
nekapcTBeHMA MPOAYKT:

10. flaTta Ha aKTyanu3auusa Ha TeKcTa:
. HAxyapwu 2003




